[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

12 anpena 2010 ropa N 61-d3

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

MpuHAT
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24 mapTta 2010 roga

OpobpeH
Cosetom depepauunm
31 mapTta 2010 roga

CnnCOK U3MEHSIOLLMX JOKYMEHTOB
(B pen. PepepanbHbix 3aKoHOB 0T 27.07.2010 N 192-93,
071 11.10.2010 N 271-®3, o1 29.11.2010 N 313-$3, 01 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-$3, o1 02.07.2013 N 185-93,
0T 25.11.2013 N 317-93, o1 12.03.2014 N 33-$3, 07 22.10.2014 N 313-93,
0T 22.12.2014 N 429-d3 (pea. 13.07.2015), ot 08.03.2015 N 34-d3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-$3, o1 13.07.2015 N 241-03,
o1 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, 01 29.12.2015 N 389-93,
01 02.06.2016 N 163-®3, o1 03.07.2016 N 261-$3, o1 03.07.2016 N 305-93,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, o1 29.07.2017 N 278-93,
0T 28.12.2017 N 425-®3 (pea. 27.12.2019), o1 04.06.2018 N 140-P3,
071 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, 01 06.06.2019 N 134-P3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, 01 27.12.2019 N 481-93,
0T 26.03.2020 N 67-®3, o1 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,
oT1 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, 01 22.12.2020 N 444-93,
o7 11.06.2021 N 170-$3, o1 08.03.2022 N 46-$3, o1 26.03.2022 N 64-3,
0T 14.07.2022 N 311-®3, o1 20.10.2022 N 405-$3, o1 19.12.2022 N 519-3)

Fnhasa 1. OBLWWME NONTOXKEHUA
Cratba 1. Mpeamert perynmpoBaHuma HacTosAwero depepasibHOro 3aKoHa

1. Hactoawmit ®depepanbHblili 33aKOH PeryavpyeT OTHOLIEHUS, BO3HMKaloWMe B CBA3U C
obpalieHremM - pa3paboTKON, LOKAMHUYECKUMMU UCCNEAOBAHUAMM, KAUHUYECKMMU UCCNeL0BaHUAMM,
3KCMEepPTM30M, TOCYAAPCTBEHHON perncTpauuen, co CTaHZaApTM3auMen M C KOHTPOJEeM KayecTsa,
NPOM3BOACTBOM, W3rOTOB/JIEHMEM, XPaHeHVWeM, NepeBO3KOW, BBO3OM B Poccuiickyto ®degepaumio,
BbIBO30M M3 Poccuiickoit depepaunmn, peknamoi, oTNyCKOM, peannsaumen, nepegadyen, NpUMeHeHnem,
YHUUTOMKEHMEM SIeKapCTBEHHbIX CPeACTB.

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

2. Hactoawmit PeaepanbHbliii 3aKOH yCTaHaBAMBAET NPUOPUTET rOCYAapPCTBEHHOrO peryiMpoBaHums
6e30nacHOCTH, KayecTBa M 3GGEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPU UX 06paLLEHNN.
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(8 pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)
Cratba 2. Chepa npumeHeHUA HacTosLero PeaepanbHOro 3akoHa

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

CraTbAa 3. 3aKOHOAaTeNbCTBO 06 06paLLEeHMM NEeKAPCTBEHHDIX CPEACTB

1. 3akoHogaTenbctBO 06 06paLLEHMM IEKAPCTBEHHbIX CPeAcTB COCTOUT W3 HaCTOALLEro
denepanbHOro 3akoHa, APYrMx deaepanbHbiX 3aKOHOB W WMHbIX HOPMATUBHbIX MPABOBbIX aKTOB
Poccuitckoit depgepaumn.

1.1. 3aKkoHoAaTeNbCTBO 06 06palleHUM TeKapCTBEHHbIX CPEACTB B OTHOLIEHUUN HOPUANYECKMX NNLL
M WHAMBMAYANbHBIX MpeAnpUHUMaTENEeid, OCYLLECTBAAIOIWMX AEATENbHOCTb Ha  TeppuUtopun
MEXK/AYHapPOAHOro MeAULMHCKOro Kaactepa, NPUMEHAETCA C y4eToM O0COBEeHHOCTeN, YCTaHOB/EHHbIX
depepanbHbiM 3aKOHOM "O MeKOyHapoOAHOM MEAMLMHCKOM Kaactepe U BHECEHUM W3MEHEHWA B
oTAeNbHble 3aKOHOAaTeNbHble akTbl Poccuiickoin ®eaepauun’.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3)

2. fleictBme HacToAwero ®eaepasibHOro 3aKOHa PACcCNpPOCTPaHAETCA Ha 06paLLeHMe HAPKOTUYECKMX
NIeKapCTBEHHbIX CPeACTB M MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACcTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHOAaTenbCcTBOM Poccuiickoit  degdepauum 0  HApPKOTMYECKUX CPeacTsax,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. [Oeictene Hactosuwero ®deaepanbHOro 3aKkoHa pacrnpocTpaHseTcA Ha obpalleHue
pagnodpapmaLleBTUYECKMX NEKapPCTBEHHbIX CPeACTB € yyeToM 0cob6eHHOCTel, YCTaHOBAEHHbIX
3aKkoHogaTenbcTBom Poccuiickoin Pepepaummn B 061actn obecneyeHns paamnaumoHHon 6e3onacHoCTy.

4, Ecnv mexxayHapoaHbiM goroBopom Poccuiickon deaepalmm ycTaHOBAEHbI MHble NMPaBUa, Yem
Te, KoOTopble nNpeaycMOTpeHbl HactoAawmum dPeaepanbHbiM  3aKOHOM, MNPUMEHAIOTCA NpaBMAa
MeAyHapoaHOro 4orosopa.

4.1. PelleHUs MEXKIOCY[apCTBEHHbIX OPraHoB, MPWHATbIE HAa OCHOBAHMM  MOJIOXKEHMUM
MeXAyHapoaHblx gorosopoB Poccuiickoih Pepepaumm B UX  UCTONKOBAHWKM, NpPOTMBOPEYaLLEM
KoHcTutyummn Poccuiickon ®epepauunmn, He nognexkaT ucnonHeHuto B Poccuinckoit ®epepaumn. Takoe
NPOTUBOpPEUYME MOXKET HbITb YCTAaHOBNEHO B NOPALKE, onpeaeneHHOM deaepanbHbIM KOHCTUTYLMOHHbIM
3aKOHOM.

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

5. B Poccuiickoit deaepaumm B COOTBETCTBUM C MeENKAYHApPOAHbIMM A0rosopamu Poccuitckoin
depepauun n (MAM) Ha OCHOBE MPUHLMMNE B3aMMHOCTM NPU3HAIOTCA Pe3y/abTaTbhl KAUHUYECKUX
nccneaoBaHW NIeKapCTBEHHbIX MpenapaTos Ans MeAULMHCKOrO NPUMEHEeHUs, NpoBedeHHbIX 3a
npegenamu TeppuTtopumn Poccuiickoin degepaumu.

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

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

1) NEeKapCTBEHHbIE CpeactBa - BewectBa WM UX KOM6I/IH3LI,VII/I, BCTynawwmne B KOHTAKT C
OpPraHNM3IMom 4esnioBeka Uan XMBOTHOIO, NMPOHUKaKOWKME B OpPraHbl, TKAHU OPraHM3ma 4YenoBEKa WU
XMNBOTHOIO, npumeHAemble ONA l'lpOd)MJ'IaKTMKM, ANAarHoCTnKu (33 UCKNK4YEeHnem Bewecte Uan ux
KOM6MH3LI,Mﬁ, HE KOHTAKTUPYOWKUX C OPraHUM3IMOM 4enoBEKaA UIN )-KMBOTHOI'O), nevyeHunaA 3a60ﬂeBaHMFI,
pea6M}1MTaLI,VIVI, ANnAa CoXpaHeHuA, NnpeaoTBpalleHna nam npepbiBaHUA 6ep8MEHHOCTVI M NoNy4YeHHble U3
KpOBH, N1a3mbl KPOBU, N3 OPraHOB, TKaHemn OpraHM3ma 4yenoseka nan XMBOTHOTO, paCTeHMVI, MWHepanos


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5372125AD8227707E60339BC9163224A150026BB41FB2C2FED3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5379155ADD227707E60339BC9163224A07007EB741FA312CE826C6AF9474NAN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5379155ADD227707E60339BC9163224A150026BB41FB2E25EB3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5479135FDE207707E60339BC9163224A150026BB41FB2F2FE23390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D53721258DD237707E60339BC9163224A07007EB741FA312CE826C6AF9474NAN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D517D175CD9257707E60339BC9163224A07007EB741FA312CE826C6AF9474NAN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5272125ED4762005B75637B99933785A03492BBB5FFB2C32E938C67ANCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D54781053DF277707E60339BC9163224A150026BB41FB272DEC3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537D155BD6277707E60339BC9163224A150026BB41FB2C2EEB3390FED21C9A3EDEA0A50A2A2099C47DNCN

MeTOoJlaMN CUHTE3a MU C MPUMEHEHMEM BUONOTMYECKMX TeXHONOrMi. K nekapcTBeHHbIM cpeacTBam
oTHocATCA PpapmaLeBTUUYECKME CYOCTaHLUMMN N IEKaPCTBEHHbIE Npenaparhbl;

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

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

3) BCnomorarte/sibHble  BelwlecCTBa - BeuwecTBa HEOpPraHM4YecKkoro nnnm - opraHmyeckoro
npounucxoxageHmnaAa, ncnosibdyemble B npouecce nponssoactea, NU3rotoBaeHNA Ne€KAPCTBEHHbIX NPenapaToB
Aana npnaaHna nm H606XO,£I,VIMbIX ¢M3MKO-XMMMH€CKMX CBOﬁCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHblE CPeAcTBA B BWUAE /N1EKAPCTBEHHbIX GopMm,
npumeHsemble Oaa NpPoPUNAKTUKK, AMArHOCTUKKM, fedyeHua 3aboneBaHus, peabuautaumu, Ans
COXpaHeHun, NpeaoTBPaLLEHNs UK NpepbiBaHNA BepemeHHOoCTY;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapCTBEHHOrO Mnpenaparta, COOTBETCTBYloWEee crnocobam
€ro BBeAEeHUNA U NPUMEHEHNA U obecreuynBatoLLee 4OCTUKEHNE HEODX0ANMMOro ieyebHoro apdeKTa;

5.1) po3MpOBKa - coOAeprKaHMe OAHOTO UM HECKO/IbKUX AENCTBYIOWMX BELLECTB B KOJIMYECTBEHHOM
BbIPAEHUM Ha eAMHMUY [03bl, UAM eauHULy obbema, UAM eAMHWUULY MAcCbl B COOTBETCTBMM C
neKkapcTeeHHoW ¢dopmoi MO0  ANA  HEKOTOPbIX BWAOB  /JIEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOXKAAEMOTIO U3 IeKapCTBEHHOM GOPMbI AENCTBYIOLLLETO BELLECTBA 32 €4MHULY BPEMEHM;

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

6) nepeyeHb IKMU3HEHHO HEOOXOAMMBIX W BaXKHEWLWWMX JIEKAPCTBEHHbIX MPENapaToB -
yTBepKaaemMblit MpaBuTennctBom Poccuiickolt deaepaunn nepeyeHb EKAPCTBEHHbIX NpenapaToB AN
MeANUMNHCKOTO NpUMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTM 34PaBOOXPAHEHUSA B LENAX
NPOGUNAKTUKN U NeveHus 3aboneBaHni, B TOM Ymcne npeobiagarowmx B CTPYKType 3aboseBaemocty B
Poccuitckoin Pepepaumnu;

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

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

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

6.2) 6MonorMyeckne neKkapcTBeHHble npenapaTbl - /NeKapCcTBEHHble MpenapaTtbl, AeicTeyloliee
BELLLECTBO KOTOPbIX NPOU3BEAEHO WU BblAENEHO U3 BMONOrMUYECKOro UCTOYHUKA U AN1A onpeaeneHus
CBOWCTB 1 KayecTBa KOTOPbIX HeobXoAMMa KOMBUHALUUSA BUONOTNYECKUX U PUINKO-XUMUYECKUX METOA0B.
K 61010rMyecknm fIeKapcTBEHHbIM MNpenapatam OTHOCATCA MMMYHOBMONOrMYeckne fieKapcTBEHHbIe
npenapartbl, 1eKAPCTBEHHbIE NPENapaTbl, NOJIy4YEHHbIE N3 KPOBWU, NNA3Mbl KPOBU YEN0BEKA U KMBOTHbIX
(3@ uWCKNOYeHMEeM  UenbHOM  KpoBM),  BUOTEXHOJ/IOTMYECKMEe  /IeKapCTBeHHble  Mmpenaparsl,
reHoTepaneBTUYECKME NEKAPCTBEHHbIE NpenapaTbl;

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

7) vMMyHObBWMONOTMYECKME JIeKapCTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenaparthl,
npegHasHayeHHble ana GOpMUPOBAHMA AaKTUBHOTO MM MACCMBHOTO MMMyHWUTETA MO0 OMArHOCTUKU
HaAMuMA  MMMyHWTETa  WAM  AMArHOCTMKM  chneunduyeckoro  NPUOBPEeTEHHOro  M3MEHEHMUS
MMMYHONOIMYECKOrOo OTBEeTa Ha  anneprusmpyrlowme Belwectsa. K MMMyHOBMONOTMYECKUM
NeKapcTBeHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCWMHbI,  CbIBOPOTKM,
MMMYHOTFN06YNUHbI U annepreHsi;

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

7.1) 6MoTexHo/NOrMYeckne JfieKapcTBEHHble npenapatbl - JIeKapcTBeHHble npenapartbl,
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NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCMONb30BaHNEM BUOTEXHOIOMMYECKUX MPOLLECCOB U METO10B
(8 Tom uncne AHK-peKOMBUHAHTHON TEXHO/IOMMU, TEXHONOTUM KOHTPOJIMPYEMOI 3KCNPECCUUN TeHOB,
KOAMPYIOLWUX BMOMOrMUYECKN aKTUBHble 6K B MPOKapuMoTax U 3yKapuoTax, BKAOYaa M3MeHeHHble
KNETKU MAEKONUTaoLWMX), rMbpUAOMHOIo MeToia U MeTo4a MOHOK/IOHA/IbHbIX aHTUTEN;

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

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHble npenapaTtbl - /IEKapCTBEHHble Mpenapartsl,
dapmaueBTMyHecKas CcybCcTaHUMA KOTOPbIX SABAAETCA PEKOMOUMHAHTHOW HYK/EMHOBOW KUC/IOTOM MU
BK/AOYaeT B ceba pPeKoOMOWMHAHTHYIO HYKNEeMHOBYH KUC/OTY, MO3BO/AIOWY  OCYLWECTBAATb
perynnpoBaHue, penapaumio, 3ameHy, 4obaBneHne Unm yaaneHne reHeTM4eckom nocnenoBaTe/IbHOCTY;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKMe IeKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIe NpenapaTtbl U papmaLeBTUYECKUE
cybCTaHUMK, codepKalime HapPKOTUYECKME CPeAcTBa M BK/KOYEHHble B [lepeyeHb HAPKOTMYECKUX
CpeacTB, NCUXOTPOMHbIX BELWECTB U UX NPEKYPCOPOB, NoA/eKallMX KOHTpoAto B Poccuiickoit deaepaumm,
B COOTBETCTBUM C 3aKoHOAaTenbcTBOM Poccuiickon degepaumum, mexayHapoAHbIMM A0roBOpamu
Poccuiickoit Pepepaumm, B TOoM uncne EAMHON KOHBEHLMEN O HAaPKOTUYECKUX cpeacTBax 1961 roaa;

9) NcUXoOTpOMHbIe NIeKAPCTBEHHbIE CPeACTBa - JIeKapCTBEHHbIE MpenapaTbl U dapmaLleBTUYecKne
cybCcTaHUMK, copepKalime MNCUXOTPOMHbIE BELLeCTBA M BKAKOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeacTB, NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, MOAEKALLMX KOHTPOAO B Poccuinckoit Deaepauumy,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon degepaupmun, mexayHapoLHbIMM [0roBOpamu
Poccuiickoin Pepepaumu, B Tom uncne KoHBeHLMEN O MCUXOTPONHbIX BelecTBax 1971 roaa;

10) paavodapmaLeBTUYECKME NIEKAPCTBEHHbIE CPEeACTBa - JIEKAPCTBEHHbIE CpeacTBa, KOTopble
COAEp!KaT B rOTOBOM A1 UCMOAb30BaHUA GpopMe OAMH PASUNOHYKAUL UM HECKObKO PafMOHYKANAOB
(pagMoaKTUBHbIX N30TONOB);

10.1) oOpUrMHaANbHbLIN NIEKAapPCTBEHHbIA MpenapaT - J1IeKApCTBEHHbIM Mpenapat € HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apernuctpupoBaH B Poccuitckoit depepaumm uaun B
MHOCTPaHHbIX rOCyAapCcTBax Ha OCHOBaHMM PEe3y/IbTaTOB AOKANMHUYECKUX UCCNEeA0BaHUI NeKapCTBEHHbIX
CPEACTB U KIMHUYECKMX UCCNea0BaHUA NEKapCTBEHHbIX NPenapaTos, NoATBEPKAAOWMNX ero KayecTso,
adpPeKTUBHOCTb M H€30NacHOCT;

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

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIM NpenapaT, KOTopbIi UCNoIb3yeTcs
ANA OLUEHKM BMO3KBUBANEHTHOCTU MW TepaneBTUYECKON 3KBMBANIEHTHOCTH, KauyecTBa, 3GHPEKTUBHOCTU 1
6e30MacHOCTM BOCNPOM3BEAEHHOMO SIEKaPCTBEHHOrO NpenapaTa UM 6uoaHanorosoro (6MonoaobHoro)
NeKkapcTBeHHOro npenapaTa (6uoaHanora). B Kayectse pedepeHTHOro NeKapcTBEHHOro npenapaTa Ans
MEAMLMHCKOrO MPUMEHEHUA WCNOMb3yeTCA OPUTMHAMNbHBLIN NleKapcTBeHHbIM npenapaT Anbo, ecau
OPUrMHANbHbIA NIEKAPCTBEHHbIM MpenapaT He 3aperncTpyMpoBaH WAM He HaxoguTca B obopoTe B
Poccuiickolt ®egepaumm 1 He HaxoanTcA B 060poTe B MHOCTPAHHbIX rocyAapcTBax, BOCNPOU3BeAeHHbI
JIeKapCTBeEHHbIM NpenapaT unm 6noaHanorosbil (6UonoaobHbIN) NeKkapcTBEHHbIM NpenapaT (buoaHanor),
KOTOPbIN NEPBbIM 3aperMcTpupoBaH M3 uYucia Haxodawmxca B obopoTe B Poccuitickoit Peaepaumu,
6WNO3KBMBANEHTHOCTb WAM  TepaneBTMYECKana 3SKBMBANIEHTHOCTb, KayecTBo, 3PPEeKTUBHOCTb W
6e30MacHOCTb KOTOPOro OLLEHNBAANCH NO OTHOLLEHUIO K OPUTMHAbHOMY 1IeKapCTBEHHOMY Npenaparty, a
TaKXKe KauyecTBo, 3GOPEKTMBHOCTb WM 6HE30MacHOCTb KOTOPOro MOATBEPMKAAOTCA pesy/bTaTaMu
dbapmaKkoHaa30pa M NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbLIX CPEACTB, HAXOAALMXCA B rpaKAaHCKOM
060poTe, YyCTaHOB/MEHHbIM TpeboBaHUAM K MX KayecTBy. B KauecTBe pedepeHTHOro JieKapCTBEHHOTO
npenapata A/A BETEPUMHAPHOrO MPUMEHEHUS WCMOJIb3yeTCcA JIEKAPCTBEHHbIM npenapaTr  A4as
BETEPUHAPHOrO NPUMEHEHWA, 3apPerncTpuMpoBaHHbIi B Poccuiickoi deaepauum Ha OCHOBaHWM
pe3ynbTaToB AOKAMHUYECKMX UCCNeH0BAHUI NIEKAPCTBEHHbIX CPEACTB M KAMHUYECKMX UCCefoBaHUNA
NleKapCcTBEHHbIX NPenapaTos, NOATBEPKAAIOLWMX ero KauecTBo, 3PpPeKTUBHOCTb U 6e30MacHOCTb;
(n. 11 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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12) BocnpounsBeaeHHbIN NeKapCTBEHHbIN NPenapar - IeKapCTBEHHbIN Npenapar 41 MeguLMHCKOro
NPMMEHEHUS, KOTOPbIA MMEEeT 3SKBUBANEHTHbIN pedepeHTHOMY JIeKapCTBEHHOMY npenapary
KauyeCTBEHHbIA COCTaB W KOJIMYECTBEHHbIA COCTAaB [AENCTBYHOWMX BelecT8 B 3SKBUBANEHTHOM
NleKapcTBeHHON dopme, MO0 NeKapCTBEHHLIN MpenapaT 414 BETEPUHAPHOIO MPUMEHEHUA, KOTOPbIN
MMeeT TaKMe e, 4YTo W pedepeHTHbI IeKapCTBEHHbLIM MpPenapaT, Ka4YecTBEHHbIA COCTaB M
KOJINYECTBEHHbIA  COCTaB  [AEWNCTBYIOWMX BELWEeCcTB B TaKOM e  /JieKapcTBeHHoOW  ¢dopme,
6MO3KBMBANIEHTHOCTD  WMAM  TepaneBTUYECKas  3IKBMBANIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy NoATBEPXKAEHA COOTBETCTBYHOLMMMN NCCNEL0BAHNAMY;

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

12.1) TepaneBTMYECKAn 3KBMBAJIEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUKEHUE KIUHUYECKU
COMOCTaBMMbIX TepaneBTMYECKoro spdeKTa M noKasatener spPeKTUBHOCTM M 6Ge30nacHOCTM npu
NPMMEHEHWUM JIEKAPCTBEHHbIX MPEenapaTtoB ANA MeOUUMHCKOrO MPUMEHEHUs, WMEIOWNUX OfHO
MeXKAYyHapoAHOoe HenaTeHTOBaHHOE (MM XMMMYECKOoe, WMAW TPynnUPOBOYHOE) HaMMeHOBaHWe, B
3KBMBA/IEHTHbIX [03MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NPUMEHEHWUIO U NPU OAMHAKOBOM
cnocobe BBEAEHUA Y OAHOW M TOW e rpynnbl 60NbHBbIX;

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

12.2) 6uoaHanoroBbii (6MonoaobHbIN) NeKapcTBEHHbIM NpenapaT (buoaHanor) - 6MoNorMYeckuit
JIEKAPCTBEHHbIN MNpenapaT, CXOXWIK Mo napameTpam KadectBa, 3¢deKkTMBHOCTM M He3omacHOCTU C
pedepeHTHbIM BMONOrMYECKMM SIEKAPCTBEHHLIM MPenapaToM B TaKOM e /fieKapcTBeHHoW dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

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

12.3) B3aMmo3amMeHsIeMbI IeKapCTBEHHbIA Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3KBMBANEHTHOCTbIO WAM OUO3KBUBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIeKapCTBEHHOrO npenaparta, MMeKLN SKBUBAIEHTHbIE EMY KaYeCTBEHHbIA COCTaB U KOJIMYECTBEHHbIN
COCTaB AeNCTBYHOLIMX BELLECTB, COCTAaB BCMOMOraTe/bHbIX BELLECTB, eKapCcTBEHHY0 dopmy K cnocob
BBEAEHUS;

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

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNPENapaTtoB - [AOCTUMKEHME COMNOCTAaBUMbIX
nokasaTenen CKOPOCTM BCACbiBaHMA, CTEMEHM MOCTYMN/JEHUA K MECTy AEWCTBMUA U CKOPOCTU BbiBEAEHMUA
OLHOMo WA HECKOJIbKMX obnasatowmx ¢apmMaKkonorMyeckom akTMBHOCTbIO AEMCTBYIOLWMX BELLECTB NpPK
NPUMEHEHUWN JNIEKAPCTBEHHbLIX MpenapaToB Aa8 MeAMUMHCKOrO MNPUMEHEHUs, WUMEeKLWMX OAHO
MeXAyHapoaHoe HenaTeHTOBaHHOoe (MM XMMWYECKoe, WU TPYMNMNMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX 403MPOBKAX M NPM O4MHAKOBOM Cnocobe BBeAEHMS;

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

13) NEKapCTBEHHOE PaCTUTE/IbHOE Cbipbe - CBEXUE NN BbICyLLEHHbIE PACTEHUA nmbo mx 4acTu,
ncnonblyemblie AnA NpounsBoAcCTBa J1IEKAPCTBEHHbLIX CpeacTB OpraHunsaunaAmMn - NpounsBoaUTENAMMU
NNEeKapCTBEHHbIX CpeacTB UIN N3roTtoBaeEHUNA NEKAPCTBEHHbLIX NPENAapPaToB anNTe4YHbIMU OpPraHn3aunAMMU,
BeTePUHAPHbIMU aNTEYHbIMN OpraHn3aunaAMn, MHOANBUNAYaabHbIMU NpeanpuHUMaTenamm, MMerWLMMmmn
NINLLEH3UIO Ha d)aplv\au,eBTquCKyro AeATENNbHOCTb,

14) nekapcTBeHHbI PacTUTENbHbIM NpenapaT - JIeKapCTBEHHbIM NpenapaTt, NPOU3BEAEHHbIN UK
M3roTOB/IEHHbIV U3 O4HOTO BUAA JIEKAPCTBEHHOTO PACTUTE/IbHOTO CbiPbA UM HECKOJIbKMX BUAOB TaKOro
CbipbA U peannsyemsiii B pacpacoBaHHOM BUAE BO BTOPUYHOM (NOTPebUTeNnbCKoi) YyNaKoBKeE;

15) romeonaTMyecKunin 1IeKapcTBEHHbIN MPEenapar - IEKAPCTBEHHbIM NpenapaT, NPoM3BeAEeHHbIV UK
N3roTOB/IEHHbIN U3 papmaLLeBTUYECKOM CybCcTaHLMM AK dapMaLLeBTUYECKUX CYyOCTaHUMI B COOTBETCTBUM
c TpeboBaHUAMM 06X PapMaKOMENHbIX CTaTeN K TOMeonaTUYeCKUM IeKapCTBEHHbIM NpenapaTam Uam
B COOTBETCTBMM C TpeboBaHWAMM dapmaKonen CTpaHbl MPOM3BOAMUTENSA TAKOro JIEKAPCTBEHHOMO
npenapara;

(n. 15 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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16) mexayHapoAHOe HenaTeHTOBaHHOE HaMMEeHOBaHMEe JIEKAapCTBEHHOro  cpeacTBa -
HAaMMeHOBaHME [OEWNCTBYIOWErO BelecTBa QapmaleBTMYeckon cybcTaHUMKW, peKoMeH[oBaHHOe
BcemupHoO opraHusaumeit 34paBoOOXpaHEHUS;

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

17) ToproBoe HaMMeHOBaHWE /IeKapCTBEHHOrO CpeAacTBa - HaMMeHOBaHME JfIeKapCTBEHHOro
CpeacTBa, MPUCBOEHHOE €ero paspaboTyMKoMm, gepKaTenem WAN BRagenbUem pPerMcrpaumoHHOro
YAOCTOBEPEHUS NEKAaPCTBEHHOTO NpenapaTa;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JNIEKAPCTBEHHOrO Mpenapata - HauMMeHOBaHWe
JIeKapCTBEHHOrO Npenaparta, He MMeIoLWero MeXxayHapoAHOro HenaTeHTOBaHHOTO HAMMEHOBAHUA, NN
KOMBWHaLMM NIeKapCTBEHHbIX NpPenapaToB, MCMNOJb3yeMoe B Lenax 06beguMHeHus ux B rpynny nog
e4MHbIM HaMMEeHOBaHMEM UCXOAA N3 OAMHAKOBOIO COCTaBa AEMCTBYIOLWMX BELLECTB;

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

18) obwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbI YNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKalLUMiA nepedyeHb NoKasaTenei KayecTsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM J/IeKapCTBEHHON (OPMbI, /IEKAPCTBEHHOTO PACTUTENLHOFO CblpbS,
onuncaHus BUOJIOTNMYECKNX, BUOXUMUYECKUX, MUKPOONONOTUYECKUX, PU3UKO-XUMUYECKUX, PUSUYECKNX,
XMMUYECKMX W APYrUX METOA0B aHa/M3a JIeKapCTBEHHOrO CPeacTBa, a TaKXe TpeboBaHus K
NCNo/sib3yeMbiM B LENsAX MNpoBeAeHMA [aHHOr0 aHanusa peakTMBaM, TUTPOBAHHbIM PacTBOpPAM,
WHAMKATOpPaMm;

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

19) ¢dapmaKkoneitHaa cTaTb - AOKYMEHT, YTBEPXKAEHHbIA YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMONHUTENBHOW BNACTU U COAEPKALLMIA NepeyeHb NoKasaTes1ei KauecTsa U METOA0B KOHTpOAA
KayecTBa /IeKapCTBEHHOIO CPEeACTBa;

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

19.1) ctaHaapTHble 06pasupl - BeWecTBa, NOCPEeACTBOM CPaBHEHUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPO/Ib KayecTBa MCCAeayemMblX JIEKAPCTBEHHbIX CPEeACTB C MNOMOLLbI QUBUKO-XUMUYECKUX W
610/10rMYECKMX METOA0B B LLENSX NOATBEPKAEHMA COOTBETCTBMA JIEKAPCTBEHHbIX CPeACTB TPeOGOBaHUAM
HOPMAaTUBHOWM AOKYMEHTALMUM, YCTAHOBAEHHBIM NPWU OCYLLECTBIEHUM TOCYAAPCTBEHHON PErncTpaLmm, u
KOTOpble NPUMEHAIOTCA 418 KaAMbBpPOBKM CTaHAAPTHbIX 06pPa3LLOB MPOU3BOAUTENS NEKAPCTBEHHbIX
CpPeacTB, UCNONb3yeMblX A/ KOHTPOJIA KA4yecTBa M WMHbIX Uenel npu obpalieHMM NeKapCTBeHHbIX
CPEeACTB;

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

19.2) dapmakonenmHbl CTaHAAPTHbIM obpasel, - CTaHAapTHbIA obpasel, NPOU3BEeAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HopmaTMBHaA AOKYMEHTauuA - OOKYMEHT, COAep’Kaluii nepeyeHb onpeaensembix no
pesy/sbTaTam COOTBETCTBYIOLWMX 3KCMEPTU3 MOKa3aTesell KayecTBa JIeKapCTBEHHOro cpeactBa Afs
MeAMLMHCKOro MPUMEHEHUS, METOA0B KOHTPOIA €ro KayecTBa U YCTaHOB/IEHHbIV €ro MPOU3BOANTENEM;

21) HopMaTMBHbI AOKYMEHT - AOKYMEHT, COAEPKaLLMA NepeYeHb onpeaensaembix No pesynbTatam
COOTBETCTBYIOLLMX SKCMNEepTU3 MoKasaTenel KayectBa W (MNM) MeTOAOB KOHTPOAA KayecTsa
JNIeKapcTBeHHON GopMbl, ONMUCaAHMA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOBMOIOrMYECKNX, PU3MKO-
XMMUYECKUX, OUINYECKUX, XMMWUYECKUX W APYrMX MeTOAO0B aHaNu3a /ieKapCTBeHHbIX cpeacTB Ans
BETEPUHAPHOro NMpMMeHeHus, TpeboBaHMA K UCMOb3yeMbiM B LEnAX NpoBeAeHnsa AaHHOro aHanusa
peakTMBam, TUTPOBAHHbIM PacTBOPaM, MHAMKATOPAM M YCTaHOB/IEHHbIN ero Npou3BoauTeNem;

21.1) obwmii TEXHUYECKUA AOKYMEHT - KOMMIEKT AOKYMEHTOB U MaTepuanos, COCTOALWMIA U3
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HECKO/NIbKUX  pa3denoB -  AOKYMEeHTauuuM  agMWHUCTPATUBHONO  XapaKTepa,  XMMWUYECKOM,
dapmaueBTMHEeCKON U BMoNOrMYeckon AOKymeHTauuu, ¢apmaKoIorMYecKon, TOKCUKONOrMYECKOM
OOKYMEHTaLUUKN, KANHMYECKOW AOKYMEHTauuu M NpeacTaBAseMblit OAHOBPEMEHHO C 3asiBAEHMEM O
rocyapCTBEHHOM pPerucTpauum JIeKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MPUMEHEHUA B
dopmarte, yCTaHOBIEHHOM YNOJIHOMOYEHHbIM defiepasbHbIM OPraHOM UCNONHUTENIbHOW BNACTY;

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

22) KayecTBO NI€KAPCTBEHHOro CPeAcTBa - COOTBETCTBME JIEKAPCTBEHHOro CpeacTsa TpebosBaHUAM
dbapmakoneiHon cTaTbh AMBO B C/lyyae ee OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMU UM HOPMATUBHOTO
OOKYMEHTa;

23) 6e30nacHoOCTb NEKApPCTBEHHOIo CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrIoO Cpeactsea,
OCHOBAHHAA Ha CPAaBHUTE/NIbHOM aHa/1In3e ero 3¢(beKTMBHOCTM M PUCKa NpUYnNHEHA Bpena 340pPp0BbIO;

24) 3¢pdeKTUBHOCTb /IEKAPCTBEHHOMO MNpenapaTta - XapakKTepUCTMKa CTeneHW MOJIOMUTEbHOro
BAWAHNA NEKapCTBEHHOrO Mpenapata Ha TedyeHue, MPOAO/IKUTENbHOCTb 3abosieBaHUA WAM  ero
npeaoTBpalleHne, peabuaMtaumio, Ha CoxpaHeHue, NpeaoTBpalLeHNe AN NpepbiBaHne bepemMeHHOCTH;

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

26) perncrpaumMoHHOe ya0CTOBEPEHNE IEKAPCTBEHHOrO Npenapara - A0KYMEHT, NOATBEPKAa0LLMIA
baKT rocyaapcTBeHHOM perncTpaummn 1eKapcTBeHHOro npenapara;

26.1) pepkatenb Uan Bnagenew, perMcTpauMoHHOro yaA0CTOBEPEHMA NEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEKAPCTBEHHOTO CPEACTBA, MNPOM3BOAMUTENb JIEKAPCTBEHHbLIX CPEACTB MAM  UHOEe
topugmyeckoe nnuo, obnagarollee NPaBom BAALEHUA PErUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G GEeKTUBHOCTb U 6€30MacCHOCTb 1IEKAPCTBEHHOTO NpenapaTa;

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

27) perucTpaumoHHbIi HOMep - KoLoBoe 0603HaYeHMe, NPUCBOEHHOE IeKaPCTBEHHOMY NpenapaTty
NP1 ero rocy4apcTBeHHON perncrpaumm;

28) obpaleHne JfIeKapCTBEHHbIX CpeacTB8 - pas3paboTka, AOKJMHUYECKME UCCNefOBaHus,
KAMHWMYECKNE UCCNefoBaHNA, SKCNepTn3a, rocy4apcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPON3BOACTBO, 3rOTOBNEHWE, XPaHEHME, NEPEBO3KA, BBO3 B Poccuiickyio Peaepalmio, BbiBO3
n3 Poccuiickoit ®egepaumn, peknama, OTNYyCK, peanusaums, nepegada, NpUMeHeHUe, YHUUTOXKeHUe
NeKapCcTBEHHbIX CPeaCTs;

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

29) cybbeKkTbl 06palleHns NeKapCTBEHHbIX CpeacTB - OU3MYECKMe Auua, B TOM 4ucae
WHAMBUAYANbHbIE MPEANPUHUMATENN, U OPUSUYECKME NIMLA, OCYLLECTBAAIWME AeATeIbHOCTb Mpu
0b6paLLeHMM IeKapCTBEHHDbIX CPeACTs;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OpPraHn3aums, ob61adarowas NpaBaMm Ha pesyabTaThl
OOK/IMHUYECKUX  UCCNEAOBaHUM  JIeKApCTBEHHOTO  CPeAcTBa,  KJAMHUYECKUX  WUCCef0BaHMM
NleKapcTBEeHHOTO nNpenapaTa U (MAK) Ha TEXHOIOMMIO MPON3BOACTBA IEKAPCTBEHHOIO CPEACTBa;

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

31) NPoOn3BOACTBO J/IEKAPCTBEHHbIX CpeAaAcTB - AeATe/IbHOCTb NO Npoun3BOACTBY J1EKAPCTBEHHbIX
cpeAacTtB opraHM3aunaAMmun - NponsBoanUTENAMUN NeKAPCTBEHHbIX CPedCTB Ha O,CI,HOI\;I CTaaAnn, HECKOJZIbKUX
UM BCEX CTaAUAX TEXHONIOTMYECKOIo NpoLecca, a TakXKe No XpaHeHUo U peanansaunm npomnssegeHHbIX
NNEeKapCTBEHHbIX CPeAacTs;

31.1) npon3BoACTBEHHAA NAOLWAAKA - TEPPUTOPMANbHO 060CO6AEHHbIM KOMNIEKC NPON3BOAUTENA
NeKapCTBEHHbIX CPeacTB, MpeAHasHayYeHHbIW A9 BbINOJIHEHWA BCEro npouecca NpPoOU3BOACTBA
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NIeKapCTBEHHbIX CPEACTB AW ero onpeaeneHHon cTaanu;
(n. 31.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

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

33) dpapmaLeBTUYECKAn AEATEeNbHOCTb - AeATe/IbHOCTb, BKAOYaoWwan B ceba ONTOBYHO TOPros/to
NleKapCTBEHHbIMU CPeACTBaMM, UX XPaHEHWEe, NepeBO3KY U (MNK) PO3HUYHYIO TOPTrOBAI0 1€KAPCTBEHHbIMU
npenapatamu, B TOM YMCAe ANUCTAHLMOHHbBIM CNOCOBOM, X OTNYCK, XpaHeHWe, NepeBo3Ky, N3roToBeHMe
NleKapCTBEHHbIX NpenapaTos;

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

34) opraHuM3auMAa  ONTOBOM TOProB/AM  NEKapCTBEHHbIMM  CPeACTBaMM -  OpraHusaums,
OCYLLLECTBNIAIOWLAA OMTOBYIO TOProB/IO /IEKAPCTBEHHLIMW CPeACTBAMM, WX XPaHEHWe, MepeBO3Ky B
COOTBETCTBUM C TpeBoBaHUAMM HacToALLero deaepasibHOro 3aK0oHa;

35) anTeyHas opraHusauusa - OpraHusauusa, CTPYKTypHOoe nogpasfeneHve MeanUUHCKON
OpraHM3aLnK, OCYLLECTBAAKOWME PO3HUYHYIO TOPrOB/O EKAPCTBEHHbIMM NpenapaTtamu, B TOM 4ucie
OVCTaHLMOHHbIM cnocobom, XpaHeHMe, MepeBO3Ky, M3roTOBAEHNE M OTMYCK NEKAPCTBEHHbIX MPENapaTos
AN MeANUMHCKOTO NPUMEHEHUA B COOTBETCTBUM C TpeboBaHMAMM HacToalero PeaepanbHOro 3aKOHa;
(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHMsauMa - opraHusaums, CTPYKTypHOoe noapasgeneHue
BETEPUHAPHOW OPraHM3aLMm, OCYLLLECTBAAIOLME PO3HMYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM YMC/IEe AUCTAHUMOHHbIM CNOCO60M, XpaHEeHWE, 3rOTOBNEHME U OTMNYCK 1IEKAPCTBEHHbIX NpPenapaTos
ONA BETEPMHAPHOIO NPUMEHEHMA B COOTBETCTBUM C TpeboBaHNAMM HacTosAwero PeaepanbHOro 3aKoHa;
(8 pea. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

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

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

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

40) AOKNNHNYecKoe nccnegosaHue NeKapcTtBeHHOro cpeactea - 6VIOI’IOI’W—I€CKM€,
MMKpO6MOJ’IOI’M‘-I€CKI/Ie, MMMYHO/TIOTN4YeCKne, TOKCUKOoJ/1ormdyeckume, d)apN\aKonoquecme, ¢M3I/I'~IECKVI€,
Xmmnyeckme n gpyrme nccnegoBaHnAa nekapCrBeHHOro cpeancrtea nytem npuMeHeHMA Hay4YHbIX MeTo408B
OLEHOK B UenAX nonyvyeHnAa gOKa3aTesibCTe 6830I'IaCHOCTI/I, KavyecTtBa U Bd)dDEKTMBHOCTVI NEeKapCTBEHHOIO
cpeacTtea,

41) KAMHMYECKOe UCCNefoBaHWE JIEKAaPCTBEHHOro npenapaTta - M3yyeHue AUarHOCTUYECKMX,
neyebHbIX, NPodUNAKTUYECKNX, HapMaKOIOTUYECKMX CBOWMCTB JIEKAapCTBEHHOIO NpenapaTta B npouecce
€ro MPMMEHEeHUA y YesoBEeKa, KMBOTHOTO, B TOM 4MCae NPOLLECCOB BCACbiBaHWA, pacnpeaesneHus,
M3MEHEHMA W BbIBEAEHMA, NyTeM MPUMEHEHMA HayyHbIX METOA0B OLEHOK B Uenax noayYyeHus
[AOKas3aTenbcTB 6e3onacHocT, KavecTBa M 3PDEKTUBHOCTM NIeKApPCTBEHHOro npenapaTa, AaHHbIX O
HeXenaTeslbHbIX pPeaKkuMAX OpraHM3ma YesoBeKa, MMBOTHOTO Ha MNPUMEHEHWE NEeKapPCTBEHHOMO
npenapata 1 06 adpdekTe ero B3aMMOAENCTBUA C APYTMMU NEKapCTBEHHbIMKW Mnpenapatamu u (Mam)
NULWEBLIMM NPOAYKTaMM, KOPMaMMu;

42) MHOroueHTpoBOE KIMHNYECKOEe nccneagoBaHMe N1eKapCTtBeHHOro npenaparta an1a meamnumHCKoro
npumeHeHnAa - KJAWHUWYeCKoe wuccieaosaHmne NeKapCTBEHHOro npenaparta Aana meauuynHCKoro
npunmeHeHunAa, nposogmnmoe pa3p360T‘-IVIKOM NNEKAPCTBEHHOTO nNpenapaTta B ABYX U bonee MeOULLMHCKNX
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OpraHnsaumMAax no eAMHOMY NPOTOKONY KTMHUYECKOTIo UCcnegoBaHMA NEKAPCTBEHHOIO nNpenapaTa,

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

44) nocTperucTpaLmoHHOe KAMHMYECKOe WCCAeAoBaHMe JIeKapCTBEHHOro npenapaTta  Aans
MEANUMHCKOTO MNPUMEHEHMA - KAMHMYEeCKoe UCCclefoBaHWe JleKapCcTBEHHOro npenapata  Ans
MeANLUMNHCKOro NPUMEHEHMS, MPOBOANMOE NPOU3BOAUTENEM IEKAaPCTBEHHOTO Npenapara, rpaskAaHCKuiA
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAe roCyAapCTBEHHOW perucTpauun, B Lenax A0MNOoAHUTEeNbHOro
cbopa AaHHbIX 0 ero 6e30nacHOCTN U 3GPEKTUBHOCTU, PACLUMPEHUA NOKa3aHWUI K MPUMEHEHMUIO AaHHOro
NIeKapCTBEHHOrO NpenapaTta, a TakKe BblABAEHUA HexKenaTe lbHbIX peakuuii NnaumeHToB Ha ero 4enctseme;

45) uvccnepoBaHMe OWOIKBMBANEHTHOCTU JIEKAPCTBEHHOrO Mnpenapata - BUA KJAWMHWYECKOrO
nccnefoBaHUA NeKapCTBEHHOro npenapaTa, NpoBeAeHMe KOTOPOro OCyLLeCcTBAAETCA A1A onpeaeneHus
CKOPOCTU BCacCblBaHWMA W BbIBEAEHUA OAHOTMO0 WAM HECKOo/bKuX obnagatowmx ¢apmakosormyeckon
aKTUBHOCTbIO OEWCTBYIOLMX BELLECTB, KOJMYECTBAa JIEKAPCTBEHHOrO MpenapaTta, AOCTUraloLwWwero
CUCTEMHOrO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro MO3BOAAIOT CAENaTb BbiBOA O GMO3KBMBANEHTHOCTM
BOCMNPOU3BEAEHHOIO IEKAPCTBEHHOTO NpenapaTta B onpeAeneHHbIX 1eKapCTBEHHON Gopme 1 A03MPOBKeE,
COOTBETCTBYHOLLMX popme 1 [03npoBKe pedepeHTHOro IeKapCTBEHHOIO NpenapaTa;

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

46) wvccnegoBaHMe TepaneBTUYECKON 3KBMBANIEHTHOCTU JIEKAPCTBEHHbLIX MNpenapatos - BUA
KJIMHUYECKOro NCCNeaoBaHMA 1eKapCTBEHHbIX NpenapaTos, NPoBeJeHne KOTOPOro OCYLWEeCcTBAAETCA AN
BbIABNEHMA OAMHAKOBbIX CBOMCTB IeKapCTBEHHbIX NPenapaTos onpeaeneHHoN NeKapcTBeHHON GopMbl, a
TaK}Ke HaIMumnA OAMHAKOBbIX NOKa3aTenei 6e30NacHOCTU M 3PPEKTUBHOCTM TIeKaPCTBEHHbIX NPenapaTos,
OAMHAKOBbIX KNMHUYECKUX 3DPEKTOB NPU UX NPUMEHEHUY;

47) NpOTOKON KAMHWYECKOTO UCCNEA0BaHUA IeKapcTBEHHOro npenapaTa - 4OKYMEHT, B KOTOPOM
onpeaenaoTca Lean, Gopmbl OpraHM3aUmmnm U MeToA0/10MMA NPOBEAEHNA KAMHUYECKOrO UCCNea0BaHus,
cTaTMcTUYeckne metodbl 06paboTKM pPe3ynbTaToB TaKOro MCCAeAoBaHWA M Mepbl Mo obecneyeHuto
6e30MacHOCTM  PU3MYECKUX JIML, YYacTBYIOLWMX B K/JAMHUYECKOM WCCefd0BaHUM N1IEeKAapPCTBEHHOMO
npenapara;

48) bpolutopa UccienoBaTens - CBOAHOE U3N0XKEHWNE Pe3yibTaToB AOKJAMHUYECKOTo UCCaea0BaHNA
NeKapCcTBEHHOTO CpeacTBa WM KAMHMYECKOro WCCAefoBaHWA /IeKapCTBEHHOTo npenapata  Ana
MeAMLMHCKOro MPUMEHEHUS;

49) MHGOPMALMOHHBbIN IUCTOK NaUMEHTa - LOKYMEHT, B KOTOPOM COAEp’KaTca B AOCTyMNHOW popme
CBeAeHMA, KacallimMeca NpoBOAMMOro KAMHUYECKOro MCCAeA0BaHMA IeKapcTBEHHOro npenaparta, U B
nUcbMeHHON popme A0BPOBONLHOE COrnacue NauMeHTa Ha ydacTMe B KAMHMYECKOM MCCaefoBaHWUU
NleKapcTBEHHOro npenapaTa MNoc/iie 03HAaKOMAEHUA C OCOBEHHOCTAMM K/AMHWUYECKOro MccaeaoBaHus,
MMeIoLWMMM 3HaYEHME A/1A BbiPaXKeHWs TaKoro cornacus;

50) noboyHoe AeﬁCTBMe - peakuuMAa OopraHndma, BO3HUKWAA B CBA3UM C NPUMEHEHUEM
NNEKAPCTBEHHOIoO npenaparta B A03aX, peKomMeHAyemblX B UHCTPYKULMM MO €ero npumeHeHwuto, AOnA
I'IpOd)MI'IaKTI/IKI/I, ANArHOCTUKU, nevyeHnA 3aboneBaHma nam ana pea6VIl'IVITaLI,MM;

50.1) HexenaTesNbHana peakuus - HenpeLHamepeHHas HebMaronpuATHaAA pPeakuus OpraHUsma,
KOTOpas MOKeT 6bITb CBA3aHa C MPUMEHEeHNEM NeKapCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

51) cepbe3Haa HexenaTe/bHas peakuusa - HexenaTesnbHaa peakuus OpraHM3ma, CBA3aHHas C
NPMMEHEHWEM NEeKapCTBEHHOro npenapaTa, NpPUBEALWas K CMepTW, BPOXAEHHbIM aHOMaMAM WM
nopoKam passButTua Anb6o npeacTaBnAloWan coboi yrposy »KusHu, Tpebylowana rocnutanmsauun uam
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npuBeALLan K CTOMKOM yTpaTe TPyA0CNoCOB6HOCTM U (MAKN) MHBAAUAHOCTY;

52) HenpeaBuaeHHas HexenaTe/bHaA peaKkuus - HekenateslbHas peakuus opraHM3ma, KoTopas
cBA3aHa C MPUMEHEHMEeM JIeKapCTBEHHOro npenapaTa B [03aX, PEKOMEHAyeMblX B MPOTOKOAE ero
KNMHUYECKOTO UMCCNeaoBaHusa, bpolutope wuccneagosaTend, WAM C MPUMEHEHUMEM /1eKapCTBEHHOTO
npenapata B /03aX, PEKOMEHAYEMbIX B MWHCTPYKLUUM MO €ero MPUMEHEHU0 Ana NpodUNaKTUKMY,
AWNarHOCTUKMK, nedeHuna 3abonesaHma A MeauLMHCKON peabuamTaumm naumMeHTa, U CyLLHOCTb, TAXECTb
WU UCXOA, KOTOPOW He cooTBeTcTByeT MHMOpMaLMM O NeKapCTBEHHOM npenapaTe, coAepikallenca B
NPOTOKO/NE €ero KAMHUYECKOro MucciefoBaHUA, bpolwope uccienoBaTeNa WAM B UHCTPYKUMM NO
NPUMEHEeHUI0 NeKapcTBEHHOro Npenapara;

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

52.1) dapmakoHaa30p - BUA, AEATENbHOCTU MO MOHUTOPUHTY 3GPEKTUBHOCTM M Be3onacHoCTH
JIEKapCTBEHHbIX MNpenapaTtoB, HanpaB/JeHHbIM Ha BbIABNEHME, OUEHKY W nNpegoTBpalleHune
He)enaTebHbIX NOCAeACTBUI NPUMEHEHMA IEKAPCTBEHHbIX NPENapaTos;

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

52.2) nnaH ynpasBneHuA puUckamu - nogpobHoe onucaHme meponpusaTuii No dapmakoHaa3opy,
HAMNpPaB/IEHHbIX HA BbIIB/IEHWE, OLLEHKY M MPeAOoTBPALLEHME MU MUHUMM3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKAOYaA oueHKY 3PeKTUBHOCTU AaHHbIX MEPONPUATUN;

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

KoHcynbTaHTlAOC: NprmeyaHue.
C01.03.2025 B n. 53 cT. 4 BHOCATCA M3meHeHus (P3 o1 30.12.2021 N 463-P3).

53) peuenTt Ha /IeKapCTBEHHbIM NpenapaTt - MeAULMHCKUA OOKYMEHT YCTaHOB/EHHOW ¢dopMbl,
cofepKalWmii HazHAYeHNe SIeKapCTBEHHOrO npenaparta 418 MegMLMHCKOro NpUMeHeHus, BblAaHHbIM
MEeAULMHCKMM paboTHMKOM B LEeNsX OTNYCKa NeKApCTBEHHOro npenapaTta WM ero U3roToB/IEHMA U
OTNyCKa Ha ByMaxKHOM HocUTesle UM C COrTacus NaLMEHTA UM ero 3aKOHHOro npeactasutens B popme
3/IEKTPOHHOIO [AOKYMEHTa, MOAMMUCAHHOTO C MCMNO/Ib30BAaHUEM YCWUJIEHHOW KBanudUUMPOBaAHHOM
3/IEKTPOHHOM NOAMUCU  MeAUUMHCKOro paboTHMKa, MO0 [OKYMEHT YCTaHOBAEHHON ¢opMbl,
cofep:Kalwmii HasHayeHne NeKapCTBEHHOro npenapaTta AN1A BEeTEPUHAPHOrO MPUMEHEHUS, BblAaHHbIM
cneupnanmnctom B 06/1aCcTM BETEPUHAPUM B LEAAX OTNYCKa JIeKAapCTBEHHOrO Mnpenapata WAW ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2025 n. 54 cT. 4 u3naraetcs B HoBoM peaakumum (43 ot 30.12.2021 N 463-P3).

54) TpeboBaHME MeAMLMHCKOW OpraHM3auuu, BETEPUMHAPHON OpraHM3aumm - [OKYMEHT
YCTaHOB/IEHHOW GOPMbI, KOTOPbIN BbINMUCaH MEANUMHCKMM PaboTHMKOM MAK cneumannctom B 061actu
BETEPUHAPUM, MMEIOLWMMM Ha 3TO NPaBO, M COAEPXHMUT B MUCbMEHHOW GOpMe yKasaHWe anTeyHou
OpraHun3aLmM UM BETEPMHAPHOMN anTe4yHOM opraHnsaummn ob oTMyCcKe IeKapCTBEHHOro npenapara uam o
€ro n3roTtossieHnn 1 06 otnycke ana obecneyeHms neyebHOro npoLecca B MeAULMHCKON opraHM3aLumm,
BETEPUHAPHOW OpraHmn3aLmm;

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

55) KOMMN/EKCHas OLEeHKa JIeKapCTBEHHOro npenapaTa - OLUEHKa 3aperMcTpupoBaHHOro
NleKapcTBEHHOro NpenapaTta, BKAoYaowan B ceba aHann3 MHGOPMaLUKN O CPAaBHUTENbHOMN KAMHUYECKOM
addeKTMBHOCTM M 6E30MacCHOCTU NEKAPCTBEHHOMO NpenapaTa, OLueHKY SKOHOMUYECKMX NOCIeACTBMI ero
NPUMEHEHUA, U3yYeHWe AO0MNONHUTENbHbIX NOCNEACTBUA MPUMEHEHUA SIeKapCTBEHHOro npenapaTta B
Lenax MNPUHATAA PelleHMit O BO3MOMKHOCTM BK/IOYEHMA /IeKapCTBEHHOro npenapata B nepeveHb
U3HEHHO HEeoBXOAMMBIX U BarKHENLIMX NIeKapCTBEHHbIX NPenapaTos, HOPMaTMBHbIE MPABOBbIE aKTbl U
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WHble AOKYMEHTbI, onpeaenaioLme NopaaoK OKa3aHMA MeANLNMHCKON MOMOLLM, U UCKAHOYEHUS ero us
YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;
(n. 55 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

56) cuctema MOHUTOPUHTA ABUMKEHWS JIEKAapPCTBEHHbIX MpenapaToB AN8 MeAMLMHCKOro
npumeHeHuns - deaepanbHad rocygapcrBeHHas MHPOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUS
JIEKapCTBEHHbIX MPenapaTtoB AN8 MEeAUUMHCKOrO NPUMEHEHMA OT MNpOouM3BOAUTENS A0 KOHEYHOro
notpebuTtena c MCMNo/ib30BaHMEM B OTHOLWIEHUM JIeKAapCTBEHHbIX MNpenapatoB Aas8 MeAMUUHCKOro
NPMMEHEHNA CPEeACTB NaeHTUOUKALMN.

(n. 56 BBegeH DeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

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

Cratba 5. NonHomouua depepanbHbIX OPraHOB MCNOJNIHUTENIbHOW B/ACTU Npu obpalieHun
JIeKapCTBEHHbIX CPeacTB

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

1) nposeaeHue B Poccuiickoit depepaumm eguHOM roCyAapCTBEHHOM MOJMUTUKM B 061acTy
obecneyeHnn eKapCTBEHHbIMM NpenapaTamu rpaxaaH B Poccuiickoin degepauuu;
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepXkAaeHue o06wWMx dapmaKkonelrHbIx cTaTeit, dapmakonenHbix CcTaTell, wu3gaHue
rocyapcTBeHHoM dbapmakoneu, co3gaHme 1 BefeHmne peectpa papmakonenHblx CTaHAAPTHbIX 06pa3uos;
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

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

4) NWMUEH3UPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, B TOM uucne deaepanbHbii
rocy4apCTBEHHbIN IMUEH3UOHHbIN KOHTPO/b AEATENIbHOCTU MO NPOM3BOACTBY J1IEKAPCTBEHHbIX CPEACTB,
nepuoamyeckoe noaTBepXKAeHNe COOTBETCTBMA NNLLEH3NATA, UMEIOLWEro JIMLEH3MUI0 Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeacTs, U GapmMaLLeBTUYECKOW AeATe/IbHOCTU B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuitckoin epepaumnu;

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

5) opraHusauma 3KCNepTM3bl NIEKAPCTBEHHbIX CPEACTB, 3TMYECKOM 3KCNepTM3bl BO3MOMKHOCTU
NpoBeAeHNUA  KAMHWMYECKOrO UCCNeAOoBaHMA  NEeKapCTBEHHOrO npenapata  Ana  MeAMUMHCKOro
NPUMEHEHUA, 3JKCNepTU3bl AOKYMEHTOB, NpeACTaBAEHHbIX A4 OfpeAeseHUs  BO3MOMHOCTU
paccmaTpuBaTh JIEKAPCTBEHHbIM MnpenapaTt Ans MeAUUMHCKOTO MPUMEHEHMS NPW rocyAapCTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

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

5.1) opraHusauMa nNpoBeAeHMA KOMMNEKCHOW OLLeHKM JIeKapCTBEHHOro npenapata B Uensx
NPUHATUA PELLEHUA O BO3MOMKHOCTU BK/IIOYEHMA JIEKAPCTBEHHOrO MpenapaTta B MepeyeHb KM3HEHHO
HEOOXOAMMbBIX W BaKHEWMLIMX JIeKAPCTBEHHbIX NMPEenapaTtoB, HOPMAaTMBHblE MPABOBbIE aKTbl M MHbIE
OOKYMEHTbI, onpegensiowme MNopAAOoK OKasaHUA MeAMUMHCKON MNOMOLLM WKW UCKAIOYEHUA ero us
YKa3aHHbIX NepeyHs, akTOB U AOKYMEHTOB;

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

6) Bblgaya paspeLleHnit Ha NPoBeAeHUE KIMHUYECKMX CCNeA0BaHNIM 1IeKapCTBEHHbIX NpenapaTtos,
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BeJeHNe peectpa BblAaHHbIX paspeLleHnin Ha NpoBeaeHNE KAMHUYECKUX UCCAeA0BaHMI 1IeKapCTBEHHbIX
npenaparos;

7) rocygapcTBeHHas pernctpauma NeKapcTBEHHbIX MPenapaTtos, BeAeHWe rocyAapCTBEHHOro
peecTpa 1eKapCTBEHHbIX CPeACTB;

8) opraHusaums u (Mnm) NnposeaeHNe MHCNEKTUPOBaHMA CybbeKTOB 06pallleHNA IeKapCTBEHHbIX
Cpe/ACcTB Ha COOTBETCTBME NpaBUAaM Haaexallel NabopaTopHOM NPaKTUKK, NpaBuaamM Haaiexallen
KAMHUYECKOW NPaKTUKKM, NpaBMaam Hagnexallen NpakTUKM XpaHeHUA U NepeBO3KM IeKapCTBEHHbIX
npenapaTtos, NpaBMAam Hagaexalen AMcTpUbbIOTOPCKON NPaKTUKK, NPaBMAam HagaexKallen antTeyHomn
NPaKTUKK;

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

8.1) opraHusauma n (uamn) nposegeHNe MHCNEKTUPOBAHMNA CyObEKTOB 06PALLEHMA EKAPCTBEHHDbIX
CpeAcTB Ha COOTBETCTBME TpeboBaHMAM MpPaBUA Haa/exalled NPoM3BOACTBEHHOW MPaAKTWKW, Bblaaya
3aK/IlOYEHUIA O COOTBETCTBMM MNPOU3BOAMTENA NEKApPCTBEHHbIX CpeacTB TpeboBaHMAM npaBuA
Hag/exKallet NPoOn3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

8.2) ycTaHOBNEHMEe MOpPAAKA BeAeHWAa W BefeHWe ToCyZLapCTBEHHOTO PeecTpa 3aK/YeHuin o
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA  Hagaexalein
NPon3BOACTBEHHOW NPAKTUKMY;

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

9) rocypapcCTBEHHas perncTpaums npeaenbHbIX OTMAYCKHbIX LEH npou3BoauTenen Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEOBOXOAMMBIX W BarKHEULWKNX
NIeKapPCTBEHHbIX MpenapaToB, M BeAeHWEe FOCYAApPCTBEHHOIO peecTpa npenenbHbIX OTMYCKHbIX LEeH
npousBoauTenein Ha NeKapCcTBEHHbIE NPenapaTthbl, BKAOYEHHbIE B MEPeYEHb }KU3HEHHO HEOHXOAMMbIX U
BaYKHEMLLMX JIEKAPCTBEHHbIX NPenapaTos;

(B pen,. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHue NPOEKTOB PELIEHUI OPraHOB UCNONHUTENIbHOW BNACTU cybbeKToB Poccuitckoi
denepauyn 06 ycTaHOBAEHUM U (MNIM) U3MEHEHWUM MpPEAesibHbIX PasMepoB OMTOBbIX HALOABOK U
npeaenbHbIX Pa3sMepPoB PO3HUYHbIX HAA0ABOK K (GaKTUYECKMM OTMYCKHbIM LieHam, YCTaHOB/IEHHbIM
NPOWU3BOAUTENAMM NIEKAPCTBEHHbIX MPEenapaToB, Ha JIEKAapCTBEHHble MpenapaTbl, BK/AOYEHHble B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLNX NEKAPCTBEHHbIX NPENapaTos;

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

10) Bblgaya, yCTaHOB/AEHWe MNOPAAKA BblAauM pPa3peLlleHna Ha BBO3 KOHKPETHOW napTuum
NeKapcTBEHHOTrO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bbiaaya, ycTaHOBAEHWE NOPAAKA BblAaun n Gopmbl AOKYMEHTA, KOTOPbIM NOATBEP}KAAET, UYTO
NPOM3BOACTBO /JIEKAPCTBEHHOrO Mpenapata ANA MeAUMUMHCKOrO MNPUMEHEHUA OCyL,ecTBAeHO B
COOTBETCTBUM C TPebOBaHUAMM MNpPaBUA Hag/eXKalleld NpPOoM3BOACTBEHHON MPAKTUKU WAM  4TO
JIeKapCTBEHHbIM NpenapaT 415 BeTEPUHAPHOro NPMMeEHeHMA gonyleH K obpaweHuto B Poccuiickomn
depepaunn, n noaneXRUT NpeacTaBAEHNIO NO TPeboBaHMI0 YNONIHOMOYEHHOI0 OpraHa CTPaHbl, B KOTOPYHO
BBO3WUTCA JIEKAPCTBEHHbIM Npenapar;

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

10.2) Bblaaya, ycTaHOB/EHWE MopAAKa Bblgaun 1 Gopmbl JOKYMEHTA, COAEPKALLEro CBEAEHMA O
CTaAmMAX TEXHOIOMMYeCcKoro npouecca NpPou3BOACTBA NE€KAPCTBEHHOro cpeacTBa ANa MeAWMUMHCKOro
NPMMEHEHWS, OCYLLECTBAAEMbIX HAa TePPUTOPMKN EBPA3NINCKOro 3KOHOMMUYECKOTO COH3a;

(n. 10.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. denepanbHOro 3akoHa ot
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13.07.2015 N 241-93)
11) co3paHmne coBETOB M0 BOMPOCaM, CBA3AaHHbIM C 0bpaLLeHnem sieKapCcTBEHHbIX CPeACTB;
12) atTectauma n ceptuduKauma cneumanmnctos;
13) yTpatun cuny c 1 ceHTabps 2013 roga. - PeaepanbHbiii 3aKoH oT 02.07.2013 N 185-93;

14) ocyuwectBneHne papmakoHaa30pa;
(n. 14 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B MeKAyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne nNo 3anpocam ynoaHOMoOYeHHOro ¢eaepanbHOro OpraHa UCNONHUTEIbHOW BAACTU
OT OPraHoB MWCMOJIHUTENbHOW Bnactu cybbekToB Poccuitckon Pegepauum, a TakkKe oT cybbekTos
obpallleHMA NeKapCTBEHHbIX CPeAcTB A1A MeAULMHCKOro MpUMeHeHus MHPopMaLmMn no BOMpocam
YCTaHOB/IEHWNA N NPUMEHEHUA LeH Ha IeKapCcTBEHHble NpenapaTbl U HaABaBOK K HUM;

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

18) yTBepxAeHWe nNpaBwWA Hagaexawen nabopaToOpHOM NPAKTUKKM, NpPaBUA  Hagaexalwen
K/IMHWUYECKOM MpPaKTUKKU, NPaBWA Haa/exkallein npou3BOACTBEHHOM MPAKTUKMK, MPaBUA Had/exallewn
MPaKTUKNU  XpPaHEHWA WU NepeBO3KM  JIEKAPCTBEHHbIX  MPenapaToB, MPaBWMA  HaAJjexallein
OVNCTPUOBLIOTOPCKOM MPaKTUKKM, MPaBWUA HaZNeXallen anTeyHoM MPaKTUKKM, NpaBui  HaZfeKallen
NPaKTMKN GpapMaKoHaA30pa IeKapCTBEHHbIX NPeNapaToB A1 MeAUUNHCKOro NPUMeEHeHNS;

(n. 18 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycraHoBneHve nopagKka GOPMMPOBAHUA PErnCTPALMOHHOIO [0Cbe HA JIEKAPCTBEHHbIW
npenapar 1 TpeboBaHU K JOKYMEHTAM B €70 COCTaBE;
(n. 19 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBEpXKAEHWE MPABMA PaLMOHANIbHOrO BblIbOpa HaMMEHOBAHWI NEKAPCTBEHHbIX NpenapaTos
ONA MeANLMHCKOTO NPUMEHEHUS;
(n. 20 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHME NEepeYHa HAMMEHOBAHWIN NEKAPCTBEHHbIX GOPM;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

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

23) yTBepKaeHWe TpeboBaHUIN K MHCTPYKLUM NO MEeSULMHCKOMY NMPUMEHEHUIO SIeKapCTBEHHBbIX
npenapaToB 1 K UHCTPYKLMM MO BETEPUHAPHOMY NPUMEHEHUIO NEKAPCTBEHHbIX MPENapaTos;
(n. 23 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

24) NpuHATAE pPelleHUi, ABNAIOLLMUXCA OCHOBAHUAMMW ONA BKAOYEHUA AOMEHHbIX UMeH U (1am)
yKasaTenen CTpaHWuu, CalToB B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTh "MHTepHeT", a TaKXke
CeTeBbIX AAPECOB B eAUHYI0 aBTOMAaTU3MPOBAHHYID MHPOPMALMOHHY0 cuctemy "EAuHBbIA peecTp
AOMEHHbIX MMEH, YyKasaTenel CTpaHuL, CaluToB B MHGOPMALMOHHO-TEEKOMMYHWKALUMOHHONW CeTu
"MHTepHeT" M ceTeBblX aApecoB, MO3BONAOWMX UAEHTUOUUMpPOBATL CaliTbl B WMHOOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTu "UHTepHeT", cogepkawme MHGoOpMaLmio, pacnpocTpaHeHNe KOTOpPOM B
Poccuitickolt depepaumm 3anpeleHo”, B OTHOWEHMM WMHOOPMAUUKM, coAepXKallen npennoxKeHue o
PO3HUYHOIN TOProB/e JIeKapCTBEHHbIMM NpernapaTamu, B TOM YMC/e AUCTAHUMOHHbIM crnocobom,
PO3HUYHAA TOProBAA KOTOPbLIMWM OrpaHMYeHa WAM 3anpelieHa B COOTBETCTBMM C  HaCTOALMM
desepanbHbIM 3aKOHOM, U (MM) MHPOPMaLMK, coAepsKalel Npes/ioXxKeHue O PO3HWYHOW Topros/e
NeKapCcTBEHHbIMM MpenapaTamu, B TOM YMUCIE AUCTAHLMOHHBIM CNOCOBOM, IMLAMU, HE MMEILWMMM
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NNUEH3NN U paspelleHns Ha OCYLLeCTBAIEHWE TAaKOW AeATeNbHOCTWU, eCAM MOJYYEHUE JINLEH3UU U
paspeLlueHna NpeayCcMOTPEHO 3aKoHOAaTeIbcTBOM 06 06pallleHNI 1eKapCTBEHHbIX CPEACTB;
(n. 24 B pepg,. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspeLleHuii Ha BBOA, B rpaKAaHCKUIA 060pOT MMMYHOBMOIOrMYECKUX IeKapCTBEHHbIX
npenaparos.
(n. 25 BBeaeH depepanbHbiM 3akoHOM OT 28.11.2018 N 449-d3)

KoHcynbTaHTMAKOC: NpUmeyaHme.

Ct. 5.1 pacnpocTpaHaeTca Ha MOJHOMOYMA, KOTOpble He nepeAaHbl A1A OCYLWECTBAEHUA opraHam
rocyAapCTBeHHOM BaacT cybbektoB PO 1 opraHam MeCTHOro CamoynpaB/ieHUA COOTBETCTBYOLWNMM
depnepanbHbimmM 3akoHamu (@3 ot 13.07.2015 N 233-03).

Cratba 5.1. MNepepaua ocywecrenieHna noaHomouun ¢eaepanbHbIX OPraHOB UCNOJIHUTENbHOMU
BNAacTM npu obpaweHun neKapCTBEHHbIX CPeACcTB OpraHam MCNOJNIHUTE/NIbHOW BAACTU Cyb6beKToB
Poccuiickoin Pepgepaumnmn

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

MonHomouusa deaepanbHbIX OpraHOB UCMOAHUTENbHOW BAACTU NPU 0bBpallleHUU NeKapCTBEHHbIX
cpeacts, npeaycMOTPeHHble HacToAwmMm dPeaepanbHbiM  3aKOHOM, MOryT nepefasBaTthCa AR
OCYLLECTBNEHNA  OpraHam  WCMONHUTENbHOM  BnactM  cybbekToB  Poccuiickoih  Pepepauuu
noctaHoBneHnamu lMpasuTtennbcTsa Poccuiickol Peaepaunn B nopaake, yctaHoBneHHOM PeaepanbHbim
3aKOHOM OT 6 OKTAbpa 1999 roga N 184-®3 "0O6 06WUX NPUHUMNAX OpraHM3aLMM 3aKOHOAATENbHbIX
(NnpeacTaBUTENbHbIX) M UCNONHUTENIbHBIX OPraHOB rOCYAapCTBEHHOW BAacTU cybbeKToB PoccuidcKol
depepaunn’.

CtaTbA 6. MoNHOMOUYMA OPraHOB UCNONHUTE/NIbHOM BAacTu cybbekTa Poccuiickoii degepauum npm
06palLeHUN neKapCTBEHHbIX CpeacTs

K nonHomoumam OpraHoB WCMOAHUTENbHON BAacTM cybbekta Poccuiickon Depepaumm npu
0bpalLeHnM NeKapCTBEHHbIX CPEACTB OTHOCATCA:

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

2) YCTaHOB/NEHNE Npeae/ibHbIX pa3mMepoB ONTOBbIX Hap,6a|30|< N npeaenbHbIX paamepoB PO3HUYHbIX
Hap,6a30|< K d)aKTVILIeCKVIM OTNYCKHbIM U€eHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatoB, Ha /1€KApPCTBEHHbIE MpenapaTbl, BKAKOYEHHbIE B NepeyvyeHb XMU3HEHHO HEO6XO,CI,MMbIX n
BaXKHeMLWmxX NeKapCTBEHHbIX NPenapaTos,;

3) ocyuwecTBieHMe pPernoHasbHOro0 rocyAapCTBEHHOrO KOHTPOAA 33 MNPUMEHEHWEM LEeH Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNepevyeHb KU3HEHHO HeobBXOAMMbBIX W  BaAXKHEWMLINX
NIeKapCTBEHHbIX MNpenapaToB, OpraHU3aLMAMM OMTOBOW TOPrOB/AWM JIEKAPCTBEHHLIMU CPEeACcTBAMM,
anTeYHbIMW OPraHU3aLMAMM, UHAMBUAYANbHBIMW MNPeAnpPUHUMATENAMU, UMEIOLWMMMU NINLEH3UIO Ha
bapmaLeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKUMW OPraHM3aumaMn, UMELWUMN AULEH3UIO HA
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMM noapasaeneHnaMmn (ambynatopusamm,
denbawepckumm n  denbalepcKko-akyLEepCKUMM  MyHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpauyebHol (cemeiHOol) NPaKTUKK), PACMONONKEHHBIMU B CEJbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3auuu;

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

4) npuHATME peleHna 06 UCMONb30BaHWWM Ha TeppuTopuM cybbekTa Poccuitckolt Peaepaumm
Hapagy C peuentamyv Ha /IeKapCTBEeHHble npenapatbl, OPOPMAEHHbIMU Ha ByMarKHOM HocuTene,
peLenToB Ha fieKapcTBEHHbIe Npenapatbl, CGOPMUPOBaHHbIX B GOPME 3/1EKTPOHHbIX AOKYMEHTOB.
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(n. 4 BBepeH depepanbHbiM 3aKoHOM OT 29.07.2017 N 242-03)
Fnasa 3. TOCYAAPCTBEHHAA ®APMAKONEA
CtaTtbAa 7. Pa3paboTka u uspgaHue rocyaapcrseHHoi papmakoneu, pasmelleHue JaHHbIX O Hel

1. Mopa rocypapcTBeHHOM dapmakoneen MOHUMMaEeTCA CBog obwmx dapmakonelHbix cTaTen U
dapmakonenHbIx cTaTe.

2. PaspaboTtka ob6wmx dapmarkonenHbix ctaten U ¢dapmaKonelrHblX CTaTei, B TOM u4ucne
dbapmakonerHbIx CcTaTem Ha ¢apmaKkonenHble CcTaHAApTHble o06pasubl, W BKAOYEHME WX B
rocyapcTBeHHy0 ($apmaKoner OCyWwecTBAATCA B MNOPAAKE, YCTAHOBAEHHOM YMNOAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOHUTENIbHOM BNACTU.

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

3. PazpaboTKka dapmakoneinHol cTaTb Ha pedepeHTHbI NeKapCTBEHHbIM NpenapaT U BK/OYeHUe
ee B roCcyfapCTBEHHYD dapmaKoneto B TEYEHME CPOKa AENCTBMA 3alMTbl UCKAOYMTENbHOIO NpPaBa,
YO0CTOBEPEHHOIO MNAaTEHTOM Ha pedepeHTHbIN IEKapPCTBEHHbIMA NpenapaT, OCyLWecTBAAKTCA C cornacus
ero paspaboTtunka.

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

4. TocypapctBeHHaa <¢dapmakonea W34aeTca YNOoAHOMOYEHHbIM  dedepanbHbiM  OpPraHoOM
NCMOIHUTENIbHOW BNACTU 3a cYeT cpeacTs deaepanbHOro 610asKeta U NOANEKUT NepensgaHnam He pexe
yeM OAMH pa3 B NATb JieT, B Mepuoa Mexay KOTOPbIMU M3AATCA MPUIONKEHUA K rocydapCTBeHHOM
dapmakonee, cogepKaume obwue dapmakoneitHble ctatbM W (MAK) dapmaKoneiHble cTaTbi,
yTBepKAeHHble Noc/e U3JaHna uan nepensgaHna rocyaapctseHHon dapmakoneu.

5. YNo/HOMOYEHHbI deaepanbHblit OpraH MCMOAHUTENbHOW BAACTU pasMellaeT AaHHble o
rocyAapcTBeHHOM GpapmaKonee 1 NPUAOKEHUAX K Hell Ha cBoem oduLManbHOM caliTe B ceTh "UHTepHeT"
B YCTaHOB/IEHHOM MM NopAaKe.

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

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

1. ﬂMLI,EH3VI|Z)OBaHI/Ie npon3BoAacTBa NEKAPCTBEHHbLIX CPEACTB U d)apMaLI,EBTVI‘-IECKOﬁ AeATENbHOCTU
OCyLlecTBnAeTCcA B COOTBETCTBUM C 3aKOHOOATE/IbCTBOM Poccuiickoi dDe/J,epau,MM.

2. Ob6A3aTenbHbIM YCNOBMEM MNPEAOCTaBAEHMA NMLEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUIOXKEHME K 3aABNEHMUIO COMCKATENA NNLEH3UN NEePeYHn NIeKapcTBEHHbIX Gopm u
(van) Bupoe dapmaueBTUHECKMX CybBCTaHUMI, KOTOpble NPOM3BOAMTE/Nb /IEKAPCTBEHHbIX CPEeACTB
HamMepeH NPOU3BOAUTD.

3. B cnyyae HeobXx0AMMOCTU paclUMPEeHMA NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
JNleKapcTBeHHbIX GOpM 1 BUAO0B PpapMaLLEBTUHECKNX CYOCTaHLMI NPON3BOANTE b NEKAPCTBEHHbIX CPEACTB
OO0/KEH NoAaTh B IMLLEH3MPYIOWMA OpraH 3adB/eHWe O BHECEHUN U3MEHEHUI B peecTp NNLEH3UI Ha
NpPon3BOACTBO /IEKAPCTBEHHbIX CPEACTB.

(B pea. PegepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 11.06.2021 N 170-d3)

4. InueHsna Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (PpapmMaLieBTUYECKOMN cybCcTaHLmMM cnupTa
3TMNOBOro (3TaHoNa) BbIAAETCA MPU YCAOBUM HAAMUMA Y OpraHM3auuMu Ha npase COBCTBEHHOCTH,
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XO3AMCTBEHHOIO BeAeHUA UM ONepaTUBHOIO yNpaB/ieHNss OCHOBHOMO TEXHO/I0rMYeckoro obopyaosaHuma
ONA NPOU3BOACTBA 3TU/IOBONO CMAMPTA, 3apPEermcTpMpoBaHHOIO B COOTBETCTBMM €O cTatbeir 14.1
depepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-®3 "O rocygapcTBEHHOM PeryampoBaHum
npou3BoAcTBa U 060poTa 3TUAOBOFO CNMPTA, ANKOrOJIbHOM M CIMPTOCOAEpPHKallen npoaykumMm mn ob
orpaHM4yeHumn notpebneHnsn (pacnuTma) aaKkorosibHOM NpoayKumu".
(yacTb 4 BBeaeHa PegepanbHbiM 3aKOHOM OT 27.12.2019 N 481-03)

Cratba 8.1. OcobeHHOCTM ANUUEH3UPOBaHMA MPOU3BOACTBA JIEKAPCTBEHHbIX CpPeacTB
(bapmaueBTnuecKoii cybcraHumum cnupTa aTMNOBOrO (3TaHONA)
(sBepeHa desepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

1. [eictBMe AMUEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dpapmaueBTUYECKOM
cybCcTaHUMM cnupTa 3TMNOBOrO (3TaHOMa) MPMOCTAHAB/AMBAETCA B 4aCTM MpaBa Ha MNpPOM3BOACTBO
dbapmaueBTUUECKON cybCTaHLMM CNUMPTA 3TUAOBOMO (3TaHO/A) NNUEH3MPYIOWMM OPraHoOM B CAyYasnXx,
onpeaeneHHblx cTaTbent 20 deasepanbHoro 3akoHa ot 4 masa 2011 roga N 99-3 "O nnueHsnpoBaHMMU
OTAENbHbIX BMAOB AEATE/IbHOCTM", a TaKXe Ha CPOK MNPWOCTAHOB/MEHWS AEUCTBUA NINLEH3UN Ha
NpPou3BOACTBO 3TUI0BOIO CNMpPTa A/1A NPOU3BOACTBA PpapMaLEeBTUYECKOM CyBCTaHL MM CNMPTa 3TUI0BOTO
(sTaHoONa), BblAAHHOWM B cOOTBETCTBUM C PeaepasbHbIM 3aKOHOM OT 22 HoAbBps 1995 roga N 171-d3 "O
rocyapCTBEHHOM PEry/JiMpoBaHUM MNPOM3BOACTBA M 0OOpOTa 3TUAOBOFO CNWUPTA, aANKOrOJIbHOW U
cnupTocoAdep Kallel NpoayKunmn n o6 orpaHnyeHum notpebneHma (pacnuTmna) ankoronbHoOM npoaykumm'.

2. [JeictBne /NUUEH3UM Ha NPOM3BOACTBO J/IEKAPCTBEHHbIX cpeacTs (dpapmaLieBTMyecKkom
cybcTaHUMM cnupTa 3TWIOBOrO (3TaHOMa) B YacTM NpaBa Ha NPOM3BOACTBO ¢apmMaLeBTUYECKOM
cybCcTaHUMM cnupTa 3TUAOBOrO (3TaHOMA) NpeKpallaeTca AUULEHIUPYIOWMM OPraHoOM B C/AyvasX,
onpeaeneHHbix ctatbel 20 PepepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueH3snMpoBaHun
OTAENbHbIX BMAOB AEATENbHOCTM", a TaKXKe C AaTbl NPEKpaleHWs MAU aHHY/JMPOBaHUA OEWCTBUSA
JIMLLEH3UN Ha NPOW3BOACTBO 3TWU/IOBOrO ChMpTa A8 NPou3BoAcTBa dapmaleBTUYECKOn cybcTaHumum
CNMpTa 3TUI0BOTO (3TaHONA), BblAAHHOM B COOTBETCTBUM ¢ PegepanbHbIM 3aKOHOM OT 22 HoAbpsa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryavMpoBaHMM NPOM3BOACTBA M 0BOpPOTa 3TU/IOBOTO CNMPTAa,
a/JIkoroNlbHOM W cnupToCoAepXKallen npoaykumMm u o6 orpaHudeHun noTpebneHua (pacnutua)
a/IkoronbHOM Npoaykumn'.

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

1. TocyfmapcTBeHHbIM KOHTpoAb (Hag3op) B coepe o06palleHMs NEKAPCTBEHHbIX CPeAacTB
OCYLLECTBNAETCA NoCpeacTBOM ¢efepanbHOro rocyfapCTBEHHOrO KOHTpons (Hagsopa) B coepe
obpalleHna NlekapcTBEHHbIX CPeacTB U denepanbHOro rocyfapcTBEHHOrO JINLLEH3MOHHOIO KOHTPOAA
AesATe/IbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYLEeCTBAAeMbIX defepasibHbIMU OpraHamm
MCMONHUTENBbHOW BNACTU, YNOJHOMOYEHHbIMYK MpaBuTenbcTBom Poccuiickon Pegepaumn.

2. Mpegmetom denepanbHOro rocyAapCTBEHHOTO KOHTPoAA (Haa3opa) B chepe obpalueHus
NleKapCTBEHHbIX CPeACTB ABNAIOTCA:

1) cobntogeHne obsasaTenbHbIXx TpeboBaHUI B chepe 0bpalleHns NeKapCTBEHHbIX CPeacTB, B TOM
yucne:

a) TpeboBaHMIA K OOKANHUYECKMM WUCCNEAO0BaHUAM I€KAPCTBEHHbIX CPEACTB, KAMHUYECKMM
NCCNeoBaHNAM JIEKapPCTBEHHbIX MPenapatos, W3roTOB/AEHUIO, XpPaHEHUIO, MepeBO3Ke, BBO3Yy B
Poccuiickyto ®degepaumio, OTNYCKY, peanusaumu, nepegaye, MPOAa)Ke /IEKapCTBEHHbIX CpeacTs,
NPUMEHEHUIO NIeKapCTBEHHbIX MPEenapaToB, YHUUYTOMEHUIO NEKapPCTBEHHbIX CPeAcTB, YCTaHOBAEHWIO
NPoun3BOAUTENAMU fIeKapCTBEHHbIX NPenapaToB LieH Ha JieKapCTBeHHble npenapaThbl, BKAOYEHHble B
nepevyeHb KM3HEHHO HEOBXOAMMbIX U BarKHEMNLLMX 1IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHWI K COOTBETCTBMIO JNEKAPCTBEHHbIX CPeACTB, HaxoAAawmuxca B obpaleHun,
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nokasaTensim Kayectsa, 3pPpeKTMBHOCTM M 6€30NacHOCTH, YCTaHOBEHHbIM B COOTBETCTBUWN C HAaCTOALLUM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUit K cobnoaeHnio cybbekTammn obpalleHMA NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B
yactu 1 ctatbm 67.1 HacToAwero PegepanbHOro 3aKOHa, OrpaHNUYEHU M, Hanaraemblx CTaTbaAMM 67.1 1 67.2
HacToAwwero ®eaepasbHOro 3aKOHa;

2) cobniogeHne  ANUEH3MOHHBLIX  TPeboBaHWM K ocywecTBiaeHuio  dapmaLeBTUYECcKon
AeATenbHOCTY;

3) cobnopeHme TpeboBaHUIM K NpeaoCcTaBieHMI0 CybbeKTamm 0b6paLleHns IeKapCTBEHHbIX CPeacTB
MHPOPMALMKN O NIEKAPCTBEHHbIX CPEACTBAX WM (MAM) NeKapCTBEHHbIX MpenapaTtax, NpeaycMOTPEHHOM
ctatbAMM 9.1, 52.1 n 64 HacToAwero PeaepaibHOro 3aKOHa;

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.03.2026 n. 4 4. 2 cT. 9 yTpaumBaeT cuay (43 ot 20.10.2022 N 405-D3).

4) cobnogeHne nNpeayCMOTPEHHbIX cTaTbel 55.1 HacToswero ®eaepanbHOro 3aKkoHa TpeboBaHuiA
K NpOBEeAEHUI0 SKCNEePUMEHTA MO OCYLLLECTBNEHWNIO PO3HUYHOM TOProB/IM IEKAPCTBEHHbIMM NpenapaTamm
AN MEeAMUMHCKOTO MPUMEHEHUs, OTMYCKaeMbiMM MO pPeuenTy Ha JeKapCTBEHHbIM npenapart,
AUCTaHLUMOHHbIM cnocobom.
(n. 4 BBegeH ®epepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

3. MNpu ocywecTBneHnn deaepanbHOro rocyaapCcTBEHHOrO KOHTponsa (Hapa3opa) B cdepe
obpallleHnA NeKapCcTBEHHbIX CPeACTB MNPOBOAATCA chefylolime BuAbl KOHTPOJIbHbIX (HAA30pPHBIX)
MeponpUATUIA:

1) LOKyMeHTapHas NpPoBepKa;

2) Bble3gHanA NpoBepKa;

3) BbIGOPOYUHBIN KOHTPO/Ib KAYeCTBa;
4) KOHTPO/IbHAA 3aKYNKa;

5) MHCNEKLUMOHHBI BUSUT;

6) HabnogeHve 3a cobnogeHnem obsa3aTenbHbiXx TpeboBaHUI (MOHUTOPUHT 6e3onacHoCcTH)
(dapmakroHagzop).

4. OpraHusauma 1 ocyllecTieHne deaepanbHOro rocy4apcTBEHHOIO KOHTPOAA (Haa3opa) B chepe
obpallleHMA IeKapCcTBEHHbIX cpeacTB peryampytotca PenepanbHbim 3akoHom oT 31 utona 2020 roaa N
248-®3 "O rocynapcTBEHHOM KOHTpoae (Haa3ope) M MYHUUMNANbHOM KOHTpose B Poccuinckoit
depepaunn’.

5. BHennaHoBbIA BbIGOPOUHLIA KOHTPO/Ab KayecTBa MPOBOAMTCA B TOM 4YMC/le Ha OCHOBaHMM
nporpaMmmbl MPOBEPOK.

6. Mn1aHOBbIM BbIGOPOYHBIN KOHTPO/Ib KAYeCcTBa He MPOBOAMUTCS.

7. Mo pe3ynbTatam BbIBOPOUYHOrO KOHTPOAA KauecTBa HapAAY C PeLleHUAMM, NpesyCMOTPEHHbIMM
depnepanbHbim 3aKkoHOM oT 31 nionsa 2020 roga N 248-93 "O rocyaapCTBEHHOM KOHTpoae (Hazasope) u
MYHULUMNANbHOM KOHTpoJsie B Poccuiickoit ®epepaumn", degepanbHbiMM OpraHaMn UCMOHUTENIbHOM
BN1ACTU, YMOJIHOMOYEHHBIMW Ha OCYLLECTBAEHUE BbIBOPOYHOIO KOHTPOA KavyecTBa, MPUHUMAIOTCA
cnepylowme peleHua:
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1) o panbHeliwem rpaxgaHCKom obopoTe cepuu, NapTUM COOTBETCTBYIOWLEro /IeKapCTBEHHOro
Cpe/ficTBa B C/yYae MOATBEPNKAEHMA NO pesy/ibTaTaM NpoBeAeHHbIX UCMbITaHUI COOTBETCTBUA KadvecTsa
IeKapCTBEHHOrO CpeACcTBa YCTaHOBAEHHbIM TPeboBaHUAM;

2) 06 M3bATUN U3 TPaKAAHCKOro 0bopoTa cepun, MapTUM COOTBETCTBYIOLLErO JIeKapCTBEHHOro
CpeficTBa B C/y4ae BbIABAEHWA MO pesy/ibTaTaM MpoBeAeHHbIX UCMbITaHWN HEeCOOTBETCTBUA KayecTsa
IeKapCTBEHHOrO CPeACTBa YCTaHOBAEHHbIM TPeboBaHUAM;

3) o nepeBoAde /IEKAPCTBEHHOrO CPe/CcTBa Ha MOCepPUiiHbIA BbIBOPOUYHbIN KOHTPO/b KayecTBa
NeKapcTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIAB/AEHMS HECOOTBETCTBUA KauyecTBa JIEKaPCTBEHHOro
cpencTBa yCcTaHOBAEHHbIM TpeboBaHMAM M (Mpn HeobxoauMMOCTM) O NpoBepKe cybbekTa obpalueHus
NeKapcTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUIAHOTO BbIBOPOYHOTO KOHTPOS,
ON/IauMBalOTCA NPOU3BOAMTENIEM JIEKAPCTBEHHOIO cpeactsa /Mbo aepkaTeNieM WAM BNAAE/bLEM
perncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOrO NpenaparTa.

8. depepanbHbIA rOCYAaPCTBEHHBIN NULEH3NOHHDLIW KOHTPO/Ib AEATENbHOCTM MO MPOM3BOACTBY
NIEeKapCTBEHHbIX CPeACTB OCYLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM PoccuiicKoi
depepauun.

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

1. B uenax opraHu3saumm BbIBOPOYHOrO KOHTPOAA KauyecTBa JIeKapCTBEHHbIX cpeacTs dopmupyeTcs
nporpamma npoBepoK.

2. Ona uenelt peannsaumm Nporpammbl NPOBEPOK MPOU3BOAMTENN NIEKAPCTBEHHbLIX CPEACTB U
OpraHu3auMn, OCYLLeCTBAsAlOWME BBO3 JIEKAPCTBEHHbIX cpeacts B Poccuiickyto  depepauuto,
NPefoCTaBNAOT B  OTHOLEHWM JIEKAPCTBEHHbIX CPEACTB  AAA  MEAMUMHCKOTO MPUMEHEHUs B
YNONHOMOYEHHbIN ¢deaepanbHblit OpraH WCNONHUTENbHOM BAACTM, OCYLLECTBAAIOWMNA PYHKUMM NO
KOHTPOMIO W Hagsopy B chepe 34paBOOXPAHEHMA, B OTHOWEHMM NEKAPCTBEHHbLIX CPeACTB A/A
BETEPUHAPHOIO MPUMEHEHMA B YMNOJHOMOYEHHbI deaepanbHbli OpraH MCNOJHUTENbHOW BAaCTH,
OCYLLECTBAAOWMNA GYHKLUM NO KOHTPOAIO U Haa30py B chepe obpalleHns nekapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOIO NPUMEHEHUA, CBEAEHMA O CepUaX, NapTUAX SIEKaPCTBEHHbIX CPEeACTB, NMOCTyMNaloLmX B
rparkaaHckmn obopoT B Poccuiickon Pepepaumm, B nopagKe, coctaBe M obbeme, yCTaHOBAEHHbIX
yKasaHHbIMU deaepasnbHbIMU OpraHamm UCMOHUTENIbHOWM B1IACTU B OTHOLLEHWWN N€KAaPCTBEHHbIX CPeACTB
ONA  MEeOMUMHCKOTO NPUMEHEHUA M B OTHOLIEHWW NEKapPCTBEHHbIX CPeACTB ANA BeTePUHAPHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. Nporpamma npoBepoK GOPMUPYETCs Ha KaneHZapHbii rog B cpok go 30 aekabpsa roaa,
npeaLecTByOLWEro roay nposeaeHUs BbIBOPOYHOro KOHTPOASA.

4. B cny4yae HacTynaeHua cobbITU, yKa3aHHbIX B noAnyHKTax "6" n "B" nyHKTa 2 yactu 6 HacTosLlleln
cTatbu, pesepanbHbiM OPraHOM UCMONHUTENIbHOW BIACTU, OCYLLECTBASIOWMM GYHKLMM NO KOHTPOO U
Hag3opy B cohepe 34paBoOXpaHeHus, denepanbHbIM  OPraHOM  UCMOJIHATENbHOW  BAacCTH,
ocyLecTBAAOWUM GYHKUMNU MO KOHTPOJIO U HaA30py B chepe 0bpallleHNsA NeKapCTBEHHbIX CPEACTB ANA
BETEPUHAPHOIO MNPUMEHEHUA, NPU  HEOBXOAMMOCTM BHOCSATCA COOTBETCTBYHOWME MWM3IMEHEHUS B
nporpammy NpoBEpPOK.

5. B nporpammy npoBepoOK MOTYT BK/IOYATbCA MEPOMNPUATUS C Y4ETOM HApyLUEHWI, BbIB/IEHHbIX B
PaMKax KOHTPOJIbHbIX (HaA30PHBIX) MEPONPUATUIA 3a NPeablAyLLMI KaleH4APHbIV ro,.

6. Mporpamma NpoBEPOK COOEPHKNT:

1) nepeyeHb NeKapCTBEHHbIX CPeacTB, 0OT6OP 06Pa3LLOB KOTOPbLIX BYAET OCYLLEeCTBAATLCA B PamKax
BbIBOPOYHOrO KOHTPOA, GOPMUPYEMBIIA C YHETOM PE3y/bTaToB rocyAapCcTBEHHOrO KOHTpoAA (Haa3opa)


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5478155CD6257707E60339BC9163224A150026BB41F92A28E33390FED21C9A3EDEA0A50A2A2099C47DNCN

B chepe 0bpalLleHMA NeKapCTBEHHbIX CPEACTB 3a KasieHAapHbIi rod, NpeallecTsyowWwunii roay nposeaeHus
BbIOOPOYHOrO KOHTPOAIA;

2) yKkasaHMe Ha cobblTMe, HacTynjeHue KOTOPOro ABASETCA OCHOBaHMEM A4Sl OCYLLEeCTBAEHMUS
BbIOOPOYHOTO KOHTPOASA:

a) nosiydyeHue cBeAeHUI, NPeacTaBAsSEMbIX B COCTaBe U 0bbeme, yCTaHOB/IEHHbIX deaepanbHbiM
OPraHOM WCMNONHUTENbHOW BAACTM, OCYLLECTBAAOWMM GYHKLMM NO KOHTPOAD M Haa3opy B coepe
3/ paBOOXpaHEHNA, deaepasbHbIM OPraHOM MCMOAHUTENbHOM BNACTW, OCYLLECTBAAIOWMM GYHKLMK MO
KOHTPOAIO M Haa3opy B chepe 0bpaLLeHNs NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NPUMEHeHUsA, O
cepusAx, MapTUAX JNIEKAPCTBEHHbIX CPEeACTB, MOCTYMNaloWMX B FparkAaHCKM 060poT B Poccuiickoit
depepaumn, YyKasaHHbIX B NyHKTe 1 HacToAwen 4acTM, OpraHU3auMAMM, OCYLLECTBAAOLLMMM
NpPOM3BOACTBO JIEKAPCTBEHHbIX CpeacTB B Poccuiickon Pepepaummn v BBO3 NIEKAPCTBEHHBIX CPEACTB B
Poccuiickyto degepaumto;

6) nonyyeHme noctynatowei B nopsaaKe, yCTaHOBNEHHOM cTaTbel 64 HacToswero ®eaepanbHOro
3aKOHa, MHGOpPMaLMM O NOBOYHbIX AEUCTBUAX, HEXENATE/IbHbIX PeaKLMAX, CEPbe3HbIX HeXenaTeNbHbIX
peakuuax, HenpeaBUAEHHbIX HeXenaTeNbHbIX peakumax Nnpu NnpuMeHeHnn eKapCcTBEHHbIX NpenapaTos,
06 MHAMBMAYaNbHON HEMEPEHOCUMOCTU, OTCYTCTBUN 3PPEKTUBHOCTU NIEKAPCTBEHHbIX MPEnapartos, a
TakKe 06 MHbIX paKTax U 0B6CTOATENLCTBAX, NPEACTABAAIOLWMX YIPO3Y KMU3HU AN 340POBLIO Ye/0BEKA
NGO KMBOTHOTO MNPU MPUMEHEHUN NEKAPCTBEHHbLIX MPenapaToB M BbIABMEHHbIX Ha BCex 3Tanax
obpalleHuMa NekapcTBEHHbIX NpenapaTtoB B Poccuinckon ®egepaumm n Apyrux rocygapcraax;

B) mosyyeHne B cooTBeTcTBMM ¢ DeaepanbHbiM 3akoHOM oT 31 uiona 2020 roga N 248-d3 "O
rocygapcTBEHHOM KOHTpone (Hagsope) M MyHMUMNANbHOM KOHTposie B Poccuiickon depepaumn”
CBeZlEHUA O MPUYMHEHUU Bpeda UAN 06 yrpose NPUYMHEHUA BPeAa YKU3HW, 340POBbI0 rpaxkaaH Uau
YKUBOTHbIX.

CrtaTtba 9.2. locypapcTBeHHbIA KOHTPOb (Haa30p) 3a peanunsauueir opraHamm UCNONHUTENbHOM
BnacTu cybbekToB Poccuiickoit deaepaumm nonHomoumnii B chepe obpalleHUs neKapcTBeHHbIX CpeacTs
ANA MeAULUHCKOro NpuMeHeHuns

(sBegeHa depepanbHbim 3aKkoHOM oT 11.06.2021 N 170-93)

1. TocyAapcTBEHHbIM KOHTPO/b (HaA30p) 33 peanusaumeint opraHamMu WCNOJIHUTE/NbHOM BAACTU
cybbektoB Poccuiickon degepaumm nonHomoumin B chepe obpalleHUs NeKapCTBEHHbIX CPeacTB A/s
MEANUMHCKOTO MNPUMEHEHUA OCYLLECTBAAETCA YMOJHOMOYEHHbIM [MpaBuTenbCcTBOM Poccuiickolt
denepauyn opraHom UCNOJIHUTEIbHOM BAACTM.

2. MMpegmeTom rocynapCTBEHHOrO  KOHTponsa  (Hag3opa) 3a  peanusaument  opraHamu
WCNONIHUTENbHON BNacTM cybbekToB Poccuiickoit Pepepaumm nonHomoumin B chepe obpalueHus
JIEKAPCTBEHHbIX CPEACTB A8 MEAUUMHCKOrO NpUMeEHeHUs asaseTtca cobntogeHne ynosHOMOYEHHbIMM
OpraHamu MWCNONHUTENIbHOW BAacTM CybbekToB Poccuitickont depepaumm MeTOAMKM YCTAHOBAEHMSA
npefesibHbiX Pa3mMepoB OMNTOBbIX HAAOaBOK W nNpeaesibHbIX Pa3MepPoOB PO3HUYHbLIX HagbaBOK K
$aKTMYECKMM OTMYCKHBIM LLeHaM, YCTaHOBJAEHHbIM NPOU3BOAUTENSMMN IEKAPCTBEHHbIX NPenapaTos, Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHble B MNEpPeYeHb MU3HEHHO HEOOXOAMMbBIX W BaAXKHEMLIUX
JIeKapCTBEHHbIX NpenapaTos.

3. Mpu oCywecTBNeHNN TOCYAaPCTBEHHOIO KOHTPOAA (Haa3opa) 3a peanusaumen opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitickoir Pepepaumm nonHomoumin B chepe obpalueHus
NeKapCTBEHHbIX CPEACTB A1 MeAMLMHCKOro NPUMEHEHUs NPOBOAATCS CeAytoLLMe BUAbI MEPONPUATUIA:

1) LOKYMEHTapHble NPOBEPKMY;

2) Bble3gHble NPOBEPKMU.
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4. OpraHusauMa M OCyLLeCTBAEHME TOCYAAPCTBEHHOrO KOHTPOAA (Hag3opa) 3a peanusaunen
OpraHamm WCNOAHUTENbHOW BRacTn cybbektoB Poccuitckoit Pepepaumm nonaHomoumin B chepe
obpalLeHMA NeKapcTBEHHbIX CPeACTB ANA MEeAULMHCKOrO NpUMeHeHusa peryanpytotca PepepanbHbim
3aKOHOM OT 6 oKTAbps 1999 roga N 184-®3 "O6 0bwWMX NPUHLMNAX OpraHM3aUMn 3aKOHOAATE/IbHbIX
(npeacTaBUTENbHBIX) M MUCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BnacTu cybbekToB Poccuiickolt
depepaunn’.

5. TMonoxeHne O TrOCYAApPCTBEHHOM KOHTpose (Hag3ope) 3a peanusauMeirt opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitickolt depepaumm nonHomoumin B chepe obpalueHun
NIeKAPCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NpUMeHeHua yTeepaaeTca MNpasutenbctBom Poccuinckom
depepaunn.

Ctatba 9.3. PermoHanbHbli rocyfapcTBEHHbIA KOHTPOAb (Hag3op) 3a npMmeHeHMem LeH Ha
JIeKapCTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEeHHO Heob6XoAMMbBbIX M BarKHeMULux
JIeKapCTBeHHbIX NpenapaTos

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

1. PermoHanbHbIN rocyAapCTBEHHbIN KOHTPOIb (HaA30p) 3@ NPUMEHEHMEM LIEH Ha 1IeKapPCTBEHHbIE
npenapatbl, BK/IOYEHHble B MNepeYeHb MU3HEHHO HeobXOoAMMbBbIX W BarKHEMWMX JIeKapCTBEHHbIX
npenapaToB, OCYLLECTB/AETCA OPraHOM WCMOJIHUTE/IbHOM BAacTu cybbeKkta Poccuitckon depepaumu,
YNO/IHOMOYEHHbIM BbICLUIMM WUCMOJIHUTE/IbHbIM OPraHOM FoCcyAapCTBEHHOM B/IaCTU cybbeKTa Poccuinckom
depepauun.

2. NpeameTom pernoHanbHOro rocyAapCTBEHHOrO KOHTPOAA (Hag3opa) 3a NpUMEHEHMEM LeH Ha
JIeKapCTBEHHble MpenapaTbl, BK/IOYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BarKHEMLUX
JIeKapCTBEHHbIX  MpenapaToB, ABAsAeTcAa  cobnloAeHMe  OpraHM3auMaMM  ONTOBOM  TOProBAU
JIeKAPCTBEHHbBIMM CPEACTBAMM, ANTEUYHBIMU OPraHM3aALUAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMMU,
UMELWMMU  NINLEH3NIO HA apMaLEeBTUYECKYIO AeATENbHOCTb, MEAMUMHCKMMMU OpraHM3aumamMy,
UMEIOLLMMM TIULLEH3UIO HA PpapMaLLeBTUYECKYIO AeATENBHOCTb, U MX 060C0B6NEHHBIMK NOAPa3AENEHUAMM
(ambynatopuamun,  denbawepckumm U GeNbAEPCKO-aKYLWEPCKUMMU  MYHKTaMK,  LLEeHTPamu
(oTaeneHnamu) obuien BpayebHOM (ceMenHOM) NPaKTUKKN), PACNONOXKEHHbLIMU B CE/IbCKMX Hace/eHHbIX
MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3aLmnmn, Npu peanmsaunm 1eKapcTBeHHbIX NpenapaTos
TpeboBaHUI K MPUMEHEHUIO LLEH, YPOBEHb KOTOPbIX He AO/KEH MpeBbiwaTb CyMmy (aKTUYecKon
OTMYCKHOM LEHbl, YCTAHOB/IEHHON NpPOU3BOAMTENEM JIEKAPCTBEHHbIX MPENApPaToB, M KOTOpble He
NPEBbILLAIOT 3aPErMCTPUPOBAHHBIX NPeae/ibHbIX OTNYCKHbIX LLEH, M Pa3MepoB ONTOBbIX HAAOaBOK U (M)
pa3smepoB PO3HUYHbLIX HaAbaBOK, HE NMPEBbIAIOLLMX COOTBETCTBEHHO PAa3MepPOB MpeaesibHbIX ONTOBbIX
HafbaBoK M (MK) pasmepoB NpeaesbHbIX PO3HUYHbIX HaA0aBOK, YCTaHOBNEHHbIX B Cy6beKTe Poccuiickol
depepaunn.

3. OpraHusauma u OCyLLecTB/eHME PerMoHasbHOro rocyAapcTBEHHOTO KOHTpons (Hagsopa) 3a
NPUMEHEHMEM LieH Ha JIeKapCTBEHHbIE NPenapaTbl, BKAKOYEHHbIe B NepeyYeHb *KU3HEHHO HEOOX04MMbIX
N BaKHEMLWMX NIeKapCTBEHHbIX NpenapaToBs, peryaupytotcs degepanbHbiM 3akoHoM oT 31 utona 2020
roga N 248-d3 "O rocyaapCTBEHHOM KOHTpose (Hag3ope)  MyHUUMNAAbHOM KOHTposie B Poccuintckoit
depepaunn’.

4. MoNoKeHne o permoHaibHOM rocyaapcTBEHHOM KOHTpOe (Haa30pe) 3a NPUMEHEHUEM LIEH Ha
NleKapcTBeHHble npenapaTtbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeoBXOAMMbIX U BarKHEWLWMX
NleKapCcTBEHHbIX MpPenapaToB, YTBEPKAAETCA BbICIUIMM WMCMNONHWUTEbHBIM OPraHOM rOCYAapPCTBEHHOM
BAacTn cybbeKkTa Poccuiickoii ®egepaunm.

Cratba 9.4. depepanbHblii roCyfapCTBEHHbIA NULEH3UOHHDLIN KOHTPO/b AEATe/NIbHOCTU Mo
NPOU3BOACTBY IEKAPCTBEHHbIX CPeACTB
(eBepeHa DepepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)
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1. denepanbHbIN FOCYAAPCTBEHHbIN NNLEH3NOHHbINA KOHTPO/b AeATeNbHOCTM MO NPOU3BOACTBY
NIEKAPCTBEHHbIX CPeAcTB ocywecTBasetcs deaepanbHbiMM  OpraHaMm  UCMOJHUTENBHOW BAacTy,
ynosnHomoueHHbImuM MpaButensctBom Poccuiickoin Peagepaumn.

2. ®epepanbHbIit TOCYAAPCTBEHHbIA NNLEH3MOHHbIA KOHTPOAb AEeATENbHOCTM MO NPOM3BOACTBY
JIeKapCTBEHHbIX CPeACTB OCYLLECTBAAETCA B cOOTBETCTBUM ¢ PegepanbHbiM 3akOHOM OT 4 maa 2011 roga
N 99-®3 "O nnueH3npoBaHMM OTAENbHbIX BUAOB AeaTenbHocTU" 1 PegepanbHbiM 3aKoHOM OT 31 uions
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpone (Hagsope) M MyHULMMANbHOM KOHTpo/e B
Poccuitickoit depepaumnmn”. B pamKax denepanbHOro rocygapcTBEHHONO JIMLEH3MOHHOIO KOHTPOAA
OEeATEeNbHOCTM MO NPOM3BOACTBY NEKAPCTBEHHbIX CPEACTB MJ/IaHOBbIE KOHTPOAbHble (Haa30pHbIe)
MEpPONPUATUSA HE NPOBOAATCA, MPU 3TOM NPOBOAUTCA NepuoanYeckoe NOATBEPKAEHWE COOTBETCTBUA
JNINLEH3NATOB NIMLEH3NOHHbIM TpeboBaHUAM B COOTBETCTBUKN ¢ PeaepanbHbiM 3aKoHOM OT 4 mana 2011
roga N 99-®3 "O nmueH3MpoBaHUN OTAENbHbIX BUAOB AesATeNbHOCTM" .

Fnasa 5. PASPABOTKA, AOK/TMHNYECKUE UCCNTIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKKE KTMHUYECKUE UCCNEAOBAHUA
NNEKAPCTBEHHbIX NMPEMNAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa 1eKapCTBEHHbIX CPeacTB

1. Pa3paboTKka /IeKapCTBEHHbIX CPEACTB BK/OYaeT B cebA MOUCK HOBbIX ¢GapMaKoI0rMyecku
aKTUBHbIX BELWECTB, Mociaeaylollee WU3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOK/JAMHUYECKUe
nccneaoBaHuA, Pa3paboTKy TeXHOMOrMi npomsBoacTBa dapmaLeBTUYECKMX CybcTaHuMi, pa3paboTky
COCTaBOB M TEXHOJIOTUIA NPOMN3BOACTBA IEKAPCTBEHHbIX NPENapaTos.

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

3) cpeactB npousBoAMTENEN  NIEKAPCTBEHHbLIX  CPeACcTB MNPV BbINOJHEHWW  HAy4HO-
nccnefoBaTeNbCkMx paboT Mo  A0roBopy MeXAy pPa3paboTyMKOM /IeKAapCTBEHHbLIX CPeACTB M
NPOW3BOAMTENEM JIEKAPCTBEHHbIX CPEACTB;

4) VHbIX He 3anpeLyeHHbIX 3aKoHo4aTeNbCTBOM Poccuiickolt degepalMm UCTOYHUKOB.

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

Cratba 11. JoKnnHnuyeckoe wuccnepoBaHue NEKAPCTBEHHOro cpeacrsa ANA MeAULMHCKOro
npumeHeHuA

1. JoKknnHu4yeckoe uccnegoBaHue NNEKAPCTBEHHOIo cpeacrtea Ana mMmegunumHCKOro npmmeHeHuA
nposogmuTCcA nytem MnpuMeHEeHUA Hay4YHbIX METOA0B OUEHOK B UeNnAX MnoJsiydeHUA AO0Ka3aTenbCrB
6e3OI'IaCHOCTM, KavyecTtBa K Bd)d)EKTI/IBHOCTVI NeKapCTBEHHOIO Cpeactea.

2. [JoKAMHWYecKoe uccnegoBaHWe NEeKapCTBEHHOIO CPeAcTBa AN MeAMUMHCKOro MpUMeHeHUs
NpoBOAMTCA B COOTBETCTBMM C MPaBWUIaMM Hagasexallel NabopaToOpHOW MPaKTUKK, YTBEPXKAEHHbIMU
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMONHUTENIbHOW BaCcTU.

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

3. [na opraHmnsaumnm n nposeaeHmAa LOKANHUYECKOro NCCef0BaHMA IeKapCTBEHHOIO cpeacTBa anA
MeaNLUUNHCKOro npumeHeHuA pa3pa6OTLIVIKVI NeKapCTBEeHHbIX CPeacTB MOryT npuBaeKaTb Hay4HO-
nccnegosatenibCkne opraHmM3auuu, o6paaoBaTeanble OpraHnsauunun Bbiclwlero o6paaoBava, nmewume
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HeobXoAMMyl0  MaTepuanbHO-TEXHUYECKYD 6a3y U KBaAUPUUMPOBAHHbLIX  CMEeLManucTos B
COOTBETCTBYOLLEN 061aCTN UCcCcneaoBaHUA.
(B pea. PepepanbHoro sakoHa ot 02.07.2013 N 185-93)

4. [JOKNMHMYeCcKoe uccnefoBaHME JIEKAapPCTBEHHOMO cpeacTsa Al1a MeAUMUMHCKOro NMpUMeHeHus
NPOBOAMUTCA MO YTBEPXKAEHHOMY pPa3paboTYMKOM JIeKapCTBEHHOrO CPeacTBa MJaHy C BedeHWeMm
NPOTOKO/1Ia 3TOTO0 WUCCNEAO0BaHMA M COCTaB/IeHMEM OTYETa, B KOTOPOM COAepXKaTcA pesy/ibTaTbl 3TOro
NUCCNnegoBaHMA M 3aK/OMEHME O  BO3MOXHOCTM  MPOBEAEHUA  KIMHMYECKOro  MCC/ef0BaHus
NleKapcTBEHHOTO NpenapaTa Ans MeanUMHCKOTO NPUMEHEHWA.

5. MNpoBeaeHWe NpPOBepPOK cobnogeHuUs NpaBuA Hagnexkauiei NnabopaTopHOW NPaKTUKK U
NPaBoOBbIX HOPM MCMONb30BAHUA KUBOTHbLIX MNPWU TMNPOBEAEHUUN AOKAMHUYECKUX UCCNEeA0BaHWUM
NEeKapCcTBEHHbIX CPeACTB AN  MeAMUMHCKOrO MNPUMEHEHMA  OCYLLECTBAAETCS  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTEIbHOM BAACTH.

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

6. Pe3ynbTaTbl AOKAMHUYECKOrO WUCCAEAO0BaHMA JIEKapCTBEHHOro CPeacTsa ANs MeAMLMHCKOro
NPUMEHEHUS MOTYT ObITb NpPeacTaBAeHbl B YNOJHOMOYEHHbIN deaepanbHbii OpraH UCNOJTHUTE/IbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENSAX rOCyAapCTBEHHOW perncTpaLmm 1eKapcTBeHHOro npenapara.

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

1. JloKnnHMn4Yeckoe mccnenoBaHue NeKapCTBEHHOro cpeactea A/14 BETEPUHAPHOINO NpMMeHeHuA
nposoamuTCA nytem MNpuMMeHeHUA Hay4YHbIX METOAO0B OUEHOK B UenAxXx nosiydeHMA [AO0Ka3aTeNnbCTB
6eBOI'IaCHOCTM, KayecTtBa n 3¢¢EKTMBHOCTM NeKapCTBEHHOro CpeacrTtsa, B TOM 4Hucine onpeageneHna Cpoka
€ro BbiBegeHNA U3 OpraHM3ma XMBOTHOIO, B LLeNAX obecneyeHus 6es3onacHoOCTH npoAayKunn XXMBOTHOIro
npounucxoxageHna nocne npuMeHeHMNA COOTBETCTBYHOLWLENO /1IEKAPCTBEHHOIO Npenaparta.

2. [JOK/AMHMYeCKoe uccnefoBaHWe /IeKAPCTBEHHOrO CPeAcTBa M KAMHMYECKOoe ucciegoBaHue
NleKapcTBEHHOrO NpenapaTta Ans BeTEePUHAPHOro MPUMEHEHMs, ucciegoBaHMe GUO3IKBUMBANEHTHOCTM
YKa3aHHOro JIeKapcTBEHHOro npenapaTta NpPoBOAATCA B COOTBETCTBMM C MPaBuAaMM, YTBEPHKAEHHbIMM
YNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOW BAACTY.

3. [JOKAMHWMYECcKoe WccnefoBaHME J/IEKAapCTBEHHOrO CPeacTBa M KAMHUYECKOe MccnesoBaHue
NIeKapCcTBEHHOro npenapata A8 BeTepMHapPHOro MPUMEHEHUA MNPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTYNKOM NEKAPCTBEHHOrO CPeACTBA NJaHy C BeAeHMEM NPOTOKO/IOB 3TUX MCCAeL0BaHWUIA M
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPKATCA Pe3y/bTaTbl ITUX UCCEA0BAHUN.

4. Ina opraHMsaumm 1 nposBegeHuA AOKANHUYECKOro NCCaAef0BaHMNA IeKAapCTBEHHOMo cpeacTBa m
KIMHNYECKOTo KnccnegoBaHnA N1eKapCTBEHHONoO npenapata  ANAa BeTePUHAPHOro nNpuMMeEHEeEHUA
pa3pa6OT‘-IVIK NNEKapPCTBEHHOIoO Cpeacrtsa MOXET NPUBNEKATb OpraHMsauunn, nmerouimne HEO6XOAMMVIO
MaTepnanbHO-TEXHUYECKYIO 6a3y n KBa}'IMdJVILI,MpOBaHHbIX cneunanncTtos B COOTBeTCTBleUJ,Eﬁ obnactu
nccnengoBaHuA.

5. KnnHunyeckme mnccnepoBaHMA NeKapCTBEHHbIX NpenapaToB 414 BeTepPMHAPHOro npumeHeHuA
npoBoaATCA B BETEPUHAPHbLIX OpPraHn3aumAax M B OpPraHmsaumAax, OCyWweCcTBNAAKLWUX pa3BedeHue,
BblpalWlMBaHne n cogepxaHme XXNBOTHbIX, B LLEeNAX:

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

2) no,a,60pa ONTUMaA/IbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MNPENapaTtoB U KypCa /e4eHUA Ha
KOHerTHOVI rpynne XXnBOTHbIX C onpeaeneHHbimMm 3a6OI'IEBaHVIEM;

3) yctaHoBAEeHUA 6e30nacHOCTM U 3P PEKTUBHOCTM IeKapCTBEHHOro Npenapara, npegHa3HauyeHHOoro
ANA NevyeHnn onpeaenieHHbix 3a601eBaHNA XKUBOTHbIX, AN 3PEKTUBHOCTM IeKapCTBEHHOro npenapara
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AnAa npodrnakTUKKM 3aboneBaHnt 340POBbIX XKUBOTHbIX;

4) n3y4yeHUs BO3MOXKHOCTEN paclIMPEHUA MOKa3aHW K MNPUMEHEHUIO 3apPerncTpUpPoBaHHOrO
JIEKAapPCTBEHHOrO Nnpenapara U BbisiBeHUA paHee HeU3BEeCTHbIX MOBOYHbIX AEeCTBUN.

6. KnMHMueckoe uccneaoBaHWe NeKapCTBEHHOro npenaparta ANsf BETePUHApPHOro MpUMeHeHUs
OCYLLECTBNIAETCA 3@ CYET CPeACTB pPa3paboTumKa 1eKapcTBEHHOro cpeacTBa.

7. OTt4yeTbl © pe3ynbrtatax AOKAMHUYECKOro wuccneaoBaHMA NEKapCTBEHHOrNo cpeacrea wu
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOroO npenaparta  A4NaAa BETEPUHAPHOrro npuMeEHEHUA
COCTaBNAKOTCA pa3pa6OT‘-IVIKOM NNEKAPCTBEHHOIo Cpeacrtea C y4YeTom 3aKNOYeHUM Opl’6HVI33LI,Mﬁ,
NPUHUMABLWINX y4aCTue B OpraHn3aumm n nposegeHmm aTnux MCCI'Ie,D,OBaHMVI.

8. KoHTponb 3a nposeaeHMEM OOKANHUYECKUX WCCNeAOoBaHUIA NeKapCTBEHHbIX CpeacTB WU
KIMHUYECKUX  WUCCNeAOoBaHWUA  JIeKapCTBEHHbIX MpenapaTtos [Jid  BETEPUMHAPHOrO  MPUMEHEHMA
OCYLLECTBAAETCA YNOJHOMOYEHHbIM deepasibHbiM OPraHOM UCMONHUTENbHOMN BAACTY.

naea 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPAL MU
NEKAPCTBEHHbIX NMPEMAPATOB

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

KoHcynbTaHTlAKOC: NpumeyaHue.

Jonyckaetca NpuMeHeHne B MeOULMHCKUX LLeNAX He 3aperncTtpmpoBaHHbIX B PP nekapCcTBEHHbIX
npenapaTos, COAEPKALLNX HAPKOTUYECKME CPEeACTBA MU NCUXOTPOMHbIE BELLeCcTBa, BBE3eHHbIX B PO
B COOTBETCTBUM C 4. 3.1 cT. 47 AaHHOro AoKymeHTa (n. 8 cT. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickon Pegepaunmn AonycKaoTca NPOM3BOACTBO, M3rOTOBAEHNE, XPaHEHME, NEPEBO3Ka,
BBO3 B Poccuiickyto Peagepaumio, BbiBo3 U3 Poccuitickoit Pepepaunn, peknama, OTnycK, peannsaums,
nepegaya, NPUMeEHEHWE, YHUUTOXKEHME JIEKAPCTBEHHbIX MpenapaToB, €CAN OHU 3aPerncTPUpPOBaHbI
COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOAHUTENIbHOW BACTH.
(yacTb 1 B peq. depepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. focypapcTBEHHOM perncTpaumm noanesar:

1) Bce nekapcTBeHHble npenapaTbl, BNepsble Noanexalue BBoay B obpalieHne B Poccuiickomn
depepauny;

2) nekapcTBeHHble NpenapaTtbl, 3aperucTpupoBaHHble pPaHee, HO MPOU3BEAEHHblE B APYrux
NeKkapcTBeHHbIX GOPMax B COOTBETCTBMM C MepeyHem HaMMeHOBAHMUI JIeKapCTBEHHbIX popm, B HOBOW
[03MPOBKeE NPW A,0Ka3aTeIbCTBE ee KNAMHUYECKON 3HAYMMOCTU U 3GPEKTUBHOCTY;

3) HOBble KOM6VIHaLI,MM 3aPErncTpnpoBaHHbIX paHee NIEKAPCTBEHHbIX NpenapaTos.

3. TocyaapcTBeHHAA PerncTpaumsa NeKapCTBEHHbIX NPenapaToB OCYLLECTBAAETCA NO pesy/ibTaTam
3KCMEepPTM3bl NIEKAPCTBEHHbIX CPEACTB, a rOCYAapcTBEeHHAA Peructpaumsa opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCMEePTM3bl AOKYMEHTOB, NpPeACcTaBAeHHbIX ANsA
onpeaeneHnsa BOSMOMKHOCTU PAacCCMaTPUBATbL IEKAPCTBEHHbIN NpenapaT Ans MeAMLUMHCKOro NPUMEHeHNs
NP OCYLLECTB/IEHUN FOCYAPCTBEHHOW perncTpaumnm B Kayectse opdpaHHOro 1IEKapCTBEHHOrO Npenapara,
M Mo pe3ynbTaTaM 3KCMepTU3bl IEKaPCTBEHHbIX CPEACTB.

4, rOCV,CI,apCTBEHHa‘r'I perncrtpaumna neKkapCrBeHHOro npenaparta ocywecrBnAeTcA COOTBETCTBYHOLWLMM
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom WCNONIHUTENIbHON BNAcTU B CPOK, He I'IpeBbILLIaI-OLLI,Mﬁ CTa
wectngecaTtun p360‘-IVIX AHEP’I CO AHA NPUHATMA COOTBETCTBYHOLWLETO 3aABJ/IEHUA O FOCY,D,apCTBeHHOVI
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perncTpaunmn NeKapcTBeHHOro npenaparta. B yKasaHHbI CPOK BKAOYaeTcA Bpems, Heobxogmumoe ana
NMOBTOPHOIO MNPOBEAEHUA 3IKCNEepPTM3bl NEKAPCTBEHHONO CPeAcTBa B COOTBETCTBMM CO cTaTbeint 25
HacTtoAwero PeaepanbHOro 3akoHa. Cpok rocy4apCTBEHHOM perncTpaLumm neKapcTBEHHOro npenapara
NCYMCNAETCA CO [AHA MNPUHATUA COOTBETCTBYHOLMM YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHoOM
WCNOJIHUTENbHON  BNACTU  COOTBETCTBYIOLLEFO  33AB/AEHMA O TOCYAAPCTBEHHOW  perncTpauum
NIeKapCTBEHHOIO npenapata C MNPUIOXKEHNEM HeObOXOAMMbIX OOKYMEHTOB MO [AeHb BblAauu
PErncTPaLMOHHOIO YAOCTOBEPEHUA JIEKAapCTBEHHOrO MpenapaTta. Bpemsa, Heobxogmumoe ana
HanpaB/ieHMA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOMHUTENBbHOM BAACTM 3anpoca o
npeacTaBAeHUM HEOBXOANMBIX MAaTEPUANOB U NPeACTABAEHUA 3asBUTENEM OTBETA HA AAHHbIM 3anpoc B
COOTBETCTBMM CO cTatbamu 16, 19 m 23 HactoAwero deaepanbHOro 3aKOHA, He YYUTbIBAETCA Npu
NCYNCNEHMM CPOKA FOCYAaPCTBEHHOW PErncTpaLMm eKapCcTBEHHOrO Npenapara.

5. TocyaapCTBEHHOW PerncTpaummn He Noa/siear:

KoHcynbTaHTlAtOC: NpuMmeyaHue.
C01.03.2025 8 n.1 4.5 cT. 13 BHOCATCA U3MeHeHUA (D3 o1 30.12.2021 N 463-D3).

1) neKapcTBeHHble Mpenapatbl, U3rOTOB/EHHbIE anTEeYHbIMKM OPraHM3aUUAMKU, BETEPUHAPHLIMU
anTe4YHbIMWU OpPraHU3aLMAMM, UHANBUAYANbHBIMUY NPEANPUHUMATENAMMN, KOTOPbIE UMEIOT NNLEH3UIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, MO peuenTaM Ha JeKapCTBEHHble npenapaTtbl M TpeboBaHUAM
MeAMLMHCKUX OpraHM3aLmnii, BeTepuHapPHbIX OpraHM3aLuia;

2) NeKapCTBeHHble NpenapaTsl, NpMobpeTeHHble GU3NYECKUMU IMLLAMM 33 Npeaenamu Poccuiickom
denepaumn 1 npegHasHaYeHHble A5 IMYHOTO UCNONb30BaHUS;

3) neKkapcTBeHHbIe NpenapaTbl, BBO3MMble B Poccuitickyto Peaepaumio AN OKazaHMA MeANUMHCKON
MOMOLLM MO KU3HEHHbIM NMOKa3aHUAM KOHKPETHOro MaumMeHTa Ha OCHOBaHWW paspelleHus, BblAaHHOMo
YNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOW BAACTy;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyto depepaumtio Ha OCHOBaHWM BblAAaHHOTO
YNO/IHOMOYEHHbIM pesepasbHbIM OPraHOM UCMOJIHUTE/IbHOM BNACTU pa3pelleHmns U NpeLHa3HauYeHHble
ONA NPOBEAEHUS KAMHWYECKUX WCCNef0BaHUIM NIEKAPCTBEHHbLIX MpenapaTtoB U (Mau) nposeneHus
3KCMepPTM3bl  JIEKAPCTBEHHbIX  CPEACTB A/ OCYLLECTB/IEHUA  TOCYAAPCTBEHHOM  perucrpauuu
JIeKapCTBEHHbIX NPenapaTos;

5) dapmaueBTUYecKme cybcTaHumK;

6) pap,mocbapmauesmqecme NNeKapCTBeEHHbIE MpPenapaTtbl, N3roTOBJ/IEHHbIE HEMOCPEACTBEHHO B
MeaANLUUNHCKUX OpraHnsauunAax B nopAaake, yCtraHoB/1eéHHOM YNOJIHOMOYEHHbIM d)e,u,epaanblm OopraHom
NCNOSIHUTEIbHOM BNacTu,

7) nekapcTBeHHbIe NPenapaThbl, NPOU3BOAMMbIE AA SKCNopTa.
6. He gonycKkaeTcs rocyaapcTBeHHas perucrTpauus:

1) NEKAPCTBEHHDbIX MNMpPenapatoB, OT/IMYAOWKMXCA Apyr OT Apyra KayeCTtBeHHbIM COCTaBOM
lEl,el\;ICTByIOLl.I,l/IX BelwecTts, Nnog OANHAKOBbIM TOProsbiM HaMMeEHOBaHNEM;

2) oAHOro fieKapcTBEeHHOro npenapara, NpeAcTaB/eHHOro Ha rocyAapCTBEHHYIO PerMcTpaumio B
OTHOLWIEHMM OAHOMO W TOrO e [ep:KaTena WAW BAadenbla PerucTpaLnoHHOro YA0CTOBEpeHUs
NleKapCcTBEHHOro npenapaTta B BuAe ABYX U 6osiee NeKapCTBEHHbIX MPenapaTtoB Mo Pas/MYHbIMK
TOProBbIMMU HAUMEHOBAHUAMM.

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

7. Mo 3anpocy (B aneKTpoHHON dopme MAN Ha BymarKHOM HocuTese) cybbekTa obpalieHus
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JIeKApPCTBEHHbIX  CPeAcTB  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  deaepasbHbiM  OpraHom
WUCNONIHUTENbHON  BAACTW, OCYLLECTBAAIOWMM  FOCYAAPCTBEHHYIO  PErUCTPaLMIO  JIEKAPCTBEHHbIX
npenapaTos, B YCTAHOB/IEHHOM MM NOPAAKE OCYLLECTBNAETCA Hay4YHOE KOHCY/bTUPOBAHWE NO BONPOCAM,
CBA3aHHbIM C MpOBeAeHUEeM  OOKAMHUYECKMX  WUCCNEAOBAHWUMN,  KAMHUYECKUX  MUCCAEeLOBAHWM
JNIeKapCTBEHHbIX NpPEenapaToB, 3KCMEPTU3bl KAYecTBa JIEKAPCTBEHHbIX CpeacTs, 3PPeKTUBHOCTU U
6e30MacHOCTN, C OCYLLEeCTBNEHMEM [FOCYAAPCTBEHHOM pPEerncrpaummM NeKapCcTBEHHbIX MPenapaTos.
KoHCynbTMpOBaHME OCYLLECTBASAETCA C NpuBaeyveHnem denepanbHbIX FroCyAapCTBEHHbIX BOloaKeTHbIX
yupexxaeHui, noasesoMCTBEHHbIX AaHHOMY deaepanbHOMYy OpraHy WMCNOAHWUTENbHOM BNACcTUM U He
YYACTBYIOWMX B OpraHM3auMm MNPOBEAEHUSA 3KCMEPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB B LENAX
OCYLLECTBNEHUA WX TOCY[APCTBEHHOW perucTpaumm B COOTBETCTBMM CO CTaTbel 16 HacToAuwero
denepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOM dopMe ynosaHOMOYEHHOTo defepanbHOro opraHa
WCNONHUTENbHOM BNACTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBWUTeNA NaaTbl onpeaensetca B
COOTBETCTBUM C 3aKOHOAaTenbCTBOM Poccuitickoit depepaumm 06 opraHusauMuM npeaocTaBieHUs
rOCYZapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHPopmauma 06  OCyWecTBAEHMM  Hay4vyHOro
KOHCY/NIbTUPOBAHUA, B TOM YMcae CTaTbM, 0630pbl, CNPaBOYHbIE MaTepuanbl U MHaA MHopmauma ob
OCYLLECTBNEHNN HAYYHOTO KOHCY/IbTUPOBAHMA, Ppa3meLlaeTca Ha 0PMLMANbHOM CaiTe YNOJHOMOYEHHOFO
denepanbHOro opraHa UCNOMHUTENbHOM BRacTM B cetn "MHTepHeT" ¢ cobntofeHMemM OrpaHUYeHni,
YCTAQHOB/IEHHbIX  3aKOHOAATE/NIbCTBOM O  MEPCOHANbHbIX  AAHHbIX, KOMMeEpYeckon u  (naum)
rocyaapcTBeHHOM TalHe.

8. TocypapcTBeHHAn pernctpaumsa JeKapcTBEHHbIX NpenapaToB, KOTOpble npegHasHayeHbl ANA
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBMIA, 4pe3BblyalHbIX CUTyauui, npeaynpexaeHus
ypesBblYaHbIX CUTyaUMin, NPOPUIAKTUKN U fieyeHns 3aboneBaHuin, NPeacTaBAoWMX ONacHOCTb A
OKpY»Katowux, 3ab6os1eBaHNN 1 NOPAXKEHUI, NONYYEHHbIX B pe3ynbTaTe BO34ENCTBMA HEONAroNpUATHbLIX
XMMUYECKNX, BUONOIMYECKUNX, PagMaLMOHHbBIX (aKTOPOB, M KoTopble paspaboTaHbl B TOM 4yucae Mo
3apaHuni0 denepasnbHbIX OPraHOB MCMOJIHUTENIbHOM BAACTW, YNOJHOMOYEHHbIX B 06/1acTM 0BOPOHbLI
CTpaHbl M 6e30MacHOCTM FrOCyAapPCTBa, A TAKXKe JIEKapCTBEHHbIX CPeAcTB B c/yyvae ux AedeKTypbl Mau
pPUCKa BO3HWKHOBEHWA AedeKTypbl B CBA3M C BBeAeHMEM B OTHoweHuu Poccuitckoit Pepepaunm
OrPaHMYUTESNIbHBIX MeEpP 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTBAAETCA B NOpPsAAKe, YCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®egepaymn.

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

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

1. 3KCI’IepTM3a NEeKapCTBEHHbLIX CpeacCTB OCHOBbIBAETCA Ha NMpUMHUMNAX 3aKOHHOCTH, CO6!'IIOLI,€HMFI
npas " CBO6O,,CJ| yesioBeka W rpaxgaHuHa, npas HWPUOANYECKOro /nua, HE3aBUCUMMOCTU 3SKCNepTa,
O6'b€KTVIBHOCTI/I, BCECTOPOHHOCTN WU MNOJIHOTbI VICCI'Ie,D,OBaHVIﬁ, nposogmmbiXx C WCNO/b30BAHNEM
COBPEMEHHDbIX LI,OCTI/I)KGHVIﬁ HAayKMn " TEXHUKU, OTBETCTBEHHOCTU d)ep,epaanoro rocygapCrBeHHOro
6I-OLI,)K€THOI'O yypexageHnma no npoBeneHUo 3KCNEPTU3bl NNEKAPCTBEHHbLIX CpeacCTB M 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTtBo 3KCNEPTU3bI.

2. 3KCI'IepTI/I3a NEeKapPCTBEHHbIX NpenapaTtos AN1A MeEAULUNHCKOIO NpuMeHeHMA BKIIOYAET B cebs:

1) 3KCcNepTM3y AOKYMEHTOB, NpeAcTaBAEHHbIX A8 OonpeaesieHna BO3MOMKHOCTM pPaccmaTpuBaTh
NeKapcTBeHHbI npenapaTt Ana MeAMUMHCKOTO NPUMEHEHMA MPM OCYLLECTBJAEHUMMU FOCyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NEKapCTBEHHOrO Npenapara;

2) IKCNepTn3y npeanoxXeHHbIX MeToA0B KOHTPO/1A Ka4yeCTBa JIEKAPCTBEHHOTO CPeACTBa U Ka4eCTBa
npeacrtaBi€HHbIX O6pa3LI,OB NNeKapCTBEHHOINo cpeacrtsa C MUCMNONb30OBaHMEM 3TUX METOAO0B (p,anee -
9KCNEepPTHU3a Ka4ecCTtBa JIEKApPCTBEHHOTO Cpe,ﬂ,CTBa),'

3) 3KCNepTn3dy OTHOWEHWUA ommp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NEeKapCTBEHHOTIO nNpenaparta,
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4) 3KCNepTU3y PerncTpauMoHHOro [0Cbe Ha /NIeKapCTBEHHbIM npenapaT B Lenax onpeaeneHua
B3aMMO3aMEHAEMOCTU IEKapPCTBEHHbIX NPenapaTos A4 MeAMLNHCKOro NPUMeEHeHMUA.
(n. 4 BBepeH depepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

3. DKCnepTn3a SIeKapCTBEHHbIX MPenapatos A8 BeTePUHAPHOro NPUMEHEHUA BKAtoYaeT B ceba
3KCMepTM3y KayecTBa /IeKAapCTBEHHOTO CPeACTBA M 3JKCNEpPTM3y OTHOLIEHMA OXMAAeMOoM Nofb3bl K
BO3MOXKHOMY PUCKY NMPUMEHEHUA IEKaPCTBEHHOrO Npenapara.

Cratba 15. ®depepanbHoe rocygapcTBeHHoe 6lOAXKeTHoe yupexaeHue no NpoBeAeHUlo
3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NPoBOAMTCA dedepaibHbiM rocyAapCTBEHHbIM BIOAMKETHbIM
YyUYpeKAEeHMEM COOTBETCTBYHOLLENO YNONHOMOYEHHOTO $eaepasbHOro opraHa MUCMOJIHUTEIbHOM BNACTy,
CO3ZaHHbIM ana obecneyeHuss MUCMOJHEHUA MOSIHOMOYMI 3TOro ¢deaepanbHOro opraHa Mo Bblgade
paspeleHnit Ha NpoBeAeHUE KAUHUYECKMX UCCNeAOBaHWIM NEKApPCTBEHHbIX NpenapaToB W (Mau) no
rocyAapCTBEHHOW PErMcTpaLmnmn 1eKapCTBEHHbIX NPENapaToB (Aanee - IKCNepTHOE yUupeKaeHue).

Cratba 16. OpraHusauma nposeaeHUA 3KCNePTU3bl IeKAPCTBEHHbIX CPeacTB
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. JKcrnepTu3a /IeKapCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWUCCMEN 3KCMEepTOB 3KCMepTHOro
yUpeaeHuns, HasHauYeHHON ero pyKoBOAMTE/IeM, Ha OCHOBaHMM 334aHUA Ha NPoBeAeHME SKCMepTU3bl
NIeKapCTBEHHOIO CPEeACTBa, BblAaHHOMO YNo/JHOMOYEHHbIM dedepanbHbiM OPraHOM WMCMNOHUTEIbHOM
BAACTU. PyKOBOAMUTE b IKCMEPTHOTO yUupexaeHna obecneymBaeT Haanexallee nposeaeHne sKkcnepTusbl
NleKapCTBEHHbIX CPeACTB B COOTBETCTBMM C 3aAaHWEM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHoOM UCMO/IHUTENbHOW BAACTU, N OPraHM3yeT NOArOTOBKY CBOAHOMO 3aK/I04YeHUA 3TON Komuccun. B
COCTaB 3TON KOMMCCUM MO PELLEHUIO PYKOBOAMTENA SKCNEPTHOrO yUpeXAEHMA MOTYT BbITb BK/IIOYEHDI B
KauecTse 3KCMepToB LA, He paboTalowme B AaHHOM SKCMNEPTHOM yYpeXAeHUU, eCAN UX CrieunasbHble
3HaHMA HeobXxoAMMbl ANA NPOBEAEHMA 3KCNEepPTU3bl W TakKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMNEPTHOM yupesKaeHUN.

2. 3KCI'IepTOM no NpoBedeHUNIO 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacTB ABAAETCA aTTECTOBAHHbIN
pa60THMK 9KCNEPTHOro y4ypexaeHua, KOTOprI‘;I MMeeT BbiCllee meguunHCKoe, (bapMaLl,E'BTMLIECKOE,
6MOJ'IOI'MLIECKOE, BeTePUHaApHOE Nan Xmnmmn4yeckoe o6pa303aHme M NPOBOAUT IKCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTts B nopAaaKe NCNoJsIHEHNA CBOUX AO0NTKHOCTHbIX obasaHHOCTEN (p,anee - 3|<cnepT).

3. MNpun NpoBeAeHMM IKCNEePTU3bI IEKAPCTBEHHbIX CPEACTB SKCNEePT He MOXKET HaXOAMUTLCA B KaKOM-
NMb0o 3aBUCMMOCTM OT SINLLA, HAa3HAUYMBLLETO 3Ty 3KCNepTu3y, pa3paboTymKa SieKapcTBEHHOIO CpeacTBa
WU SPYTUX 3aMHTEPECOBAHHbIX B PE3Yy/1bTaTax 3KCNepTM3bl UL

4. MNpn NpoBeAeHUM 3KCNEepTM3bl NEKAPCTBEHHbIX CPeaCcTB He n[OoMnycKaeTcs uctpeboBaTb Y
3anButens nMbo WMHbIX ML, MaTepuasnbl, HeobxoAuMblie AN1A NPOBeAEeHUA 3KCnepTusbl. B cnyuyae
HeA0CTAaTOMHOCTU NPeACTaBAEHHbIX SKCNEPTY MaTEPMaANOoB AN1A Aa4M 3aKAI0UYEHUS IKCNEPT CTaBUT BONPOC
0 NpeAcTaBfeHUN eMy HeobXoAMMbIX MaTepuanos nepes PyKoBOAUTENEM 3KCNEPTHOrO yyperkaeHus,
KOTOpbIA 0bpalllaeTcd C COOTBETCTBYIOLWMM 3anNpoCcoOM B YMNOJIHOMOYEHHbIA deaepanbHbli opraH
WCMNOJIHUTENIbHOWM BNACTU, BblAABLUMI 334aHME Ha NPOBeAEHME IKCNePTM3bl IEKAPCTBEHHONO CpeacTBa.
YKasaHHbIN denepanbHbii OpraH MCNOAHUTENbHON BAAcTU B TeyeHWe NATU paboumx aHel co AHA
NOCTYNIeHMA 3anpoca PYKOBOAMTENSA IKCMEPTHOrO Y4YpexAeHWA HanpaBaseT 3aaBUTEN0 3anpoc o
npeacTaBNeHUM HeobxoANMbIX MaTepunanoBs. [laHHbIl 3aNpoc MOXKET 6bITb NepeaaH yNnoaHOMOYEHHOMY
npeacTaBuUTeNto 3aABUTENA IMYHO NOA PACNMCKY, HanpaB/eH Mo NoYTe 3akasHbIM NMCbMOM UM NepeaaH
B 9/1€KTPOHHON popMe NO TeeKOMMYHMKALNMOHHBIM KaHanam CBsisu. B ciyyae HanpaBieHMA JaHHOro
3anpoca Nno noyTte 3aKasHbIM MUCbMOM OH CYMTAETCHA MOJIYYEHHbIM MO UCTEYEHUWN LLIECTU AHEeWN C AaTbl
HanNpaB/AEeHMA 3aKa3HOro NMCbMa.

(yacTb 4 B pepg,. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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4.1. 3asButenb 06A3aH NpeacTaBUTb OTBET Ha 3anMpoc YNo/JHOMOYEHHOro deaepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, He MpeBbIWaoWmMn AeBAHOCTA Paboymnx AHEN co AHA ero noJjiy4yeHus.
YnonHomoueHHbI deaepanbHbll OpraH UCMOJIHUTE/IbHOM B/1IACTW, BblAABLUWI 3a4aHNe Ha NpoBeAeHue
3KCNepTU3bl IEKAPCTBEHHOIO CPEACTBA, B TEYEHME NATU Pabounx AHEel Co AHA NOCTYN/AeHMA OT 3aaBUTeNA
OTBETAa Ha JaHHbIX 3anpoC HanpaBAseT TaKOW OTBET B 3KCMepTHoe yuperkgeHue. B cayvae
HenpeacTaB/leHMA MO UCTEYEHUU AeBAHOCTA paboumx AHelr 3aABMTEeNeM OTBETa Ha AaHHbIM 3anpoc
YNO/NIHOMOYEHHbIN desiepasnbHblit OpraH MCNONHUTENIbHON BNACTU, BblAABLWIMIM 3aaHNe Ha NpoBedeHue
3KCNepTU3bl SIEKAPCTBEHHOIO CPeacTBa, B TeYeHWe MNATU pabouux AHel HanpaBaseT B 3KCNepTHoe
yyperkaeHue yBeAOM/IEHWE O HEnpeacTaB/ieHUW 3aaBUTE/IeM OTBETA Ha 3anpocC YKasaHHOro opraHa.
Bpemsa co AHA HanpaBAeHMA 3amnpoca 3KCMEPTHOro y4YperKAeHua B YMNOJIHOMOYEHHbIN deaepanbHbli
OpraH UCMNONIHUTENbHOW BAACTU A0 AHA NOAYYEHUSA SKCNEPTHbIM yUYperKAeHWeM OTBETa Ha 3anpoc Mau
YBEAOMNEHUA O HENpPeacTaBNeHMW OTBeTa Ha 3anpoC He Y4YMTbIBAeTCA MNPU UCUYMCAEHUU CPOKa
NpoBeAEeHMA SKCMEePTU3bl IEKAPCTBEHHOTO CPEACTBa.

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

4.2. Echn B coCTaBe PerncTpaumMoHHOro A0Cbe Ha JIEKAPCTBEHHbIM NpenapaTt Ana MeanuMHCKOro
NPMMEHEHNSA COAEPHKNUTCA NPeayCcMOTpeHHasn cTaTben 18, yacTbto 1.1 ctatbm 30 M cTaTben 34 HacToALLErO
depepanbHOro 3akoHa Konua pelleHMAa YyNnoJIHOMOYEHHOro deaepasbHOro opraHa WUCMNOJIHUTENbHOM
BNaCTM O NpoBeAeHUU WHCNEeKTUPOBAHUA MNPOU3BOAUTENA JNIEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0
odOopMNEHNs pe3ynbTaToOB IKCNEPTM3bl IEKAPCTBEHHOIO CPeACTBa MPeAoCTaBAAETCA B MOpALKe M Ha
YC/I0BUSAX, KOTOpble MNpeaycmMoTpeHbl YacTamu 4 u 4.3 HacToAwel CTaTbW, KOMUA 3aK/IloYeHua o
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexallen
NpPOM3BOACTBEHHOM MPAKTUKU, BbIAAHHOIO YNOJIHOMOYEHHbIM PpeaepasibHbiM OPraHOM UCMOTHUTE/IbHOM
BNACTU.

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

4.3. 3anaBuTenb 0653aH NPeACTaBUTb B YNOJHOMOYEHHbIN deaepanbHbii OpraH UCNOJHUTEIbHOM
BNACTU KOMWIO 3aK/OYEHMA O COOTBETCTBMM MPOM3BOAUTENA NIEKAPCTBEHHbIX CPEeACTB TPeboBaHUAM
NnpaBu/ HagfexKalleil NpoM3BOACTBEHHOW MPAKTUKM B CPOK, HE MPEBbIWAWMIA CTa BOCbMUAECATU
pabounx gHeN co AHA NoAy4YeHWa 3anpoca O ee NpefocTaBseHUU. YNOJHOMOYEHHDbI deaepanbHblit
OopraH MCMNoJIHATENbHOW BNACTW, BblAaBLIMKA 334aHME Ha MNPOBEAEHME 3KCMEPTM3bl JIEKAPCTBEHHOIO
CpeAcTBa, B TedeHMe NATM paboumx AHel co AHA MOCTYMNAEHWMA OT 3aABUTENA KOMWW 3aKNOYEHUs O
COOTBETCTBUM  MPOU3BOSMUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpPaBMA  HaA/exallein
NPOW3BOACTBEHHON MPAKTUKM, HaNpaBAAeT ee B 3KCNePTHOE yypexaeHune. B cayvae HenpeactaBneHus
3anBUTENEM B YKA3aHHbIA CPOK KOMWUW 3aK/AOYEHUA O COOTBETCTBUM MPOM3BOAUTENA NEKAPCTBEHHbIX
cpeacTs TpeboBaHMSAM MpPaBWA  Hag/exawel MPOU3BOACTBEHHON MPAKTUKM  YNOJHOMOYEHHbIN
denepanbHbIit OpraH MCNONAHUTENIbHON BAAcTM, BblAABLWIMWA 3afaHMe Ha NpPOBeAEeHWE 3SKCNepTusbl
NIeKapCTBEHHOIO CpeacTBa, B TeyeHWe NATU paboumx AHEN HanpaBAAeT B 3KCNEPTHOE yuypexaeHue
yBEAOMNIEHNE O HenpeacTaBAeHMM 3afBUTENEM KOMUU 3aK/OYEHUA O COOTBETCTBUM MPOM3BOAUTENA
NIeKapCTBEHHbIX CPeacTB TPebOoBaHUAM MPaBMA HaZNeXKallen NPOoM3BOACTBEHHOW NPAKTUKU. Bpemsa co
OHA HanpaBNeHWA 3anpoca 3KCMEPTHOro YYpPeXKAEeHWs B YNONHOMOYEHHbIN denepasnbHbId OpraH
WUCNONHUTENbHOM BNACTU A0 AHA NOJYYEHWUA 3SKCMEPTHbIM YYpeXAEHUEM KOMUU 3aKNUYEeHUsA O
COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpPaBMA  HaA/exallei
NPOW3BOACTBEHHON MPAKTUKNU WAW YBEAOMNEHWA O €€ HenpeacCTaBNeHUUM He YYUTbIBAeTCA npwu
NCYNCNEHUM CPOKA NPOBEAEHUA SKCNEPTU3bI IEKAPCTBEHHOMO CPEeACTBA.

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

5. DKcnepT npuv nNpoBeAeHWM MOPYYEHHOM €My PYKOBOAMTENEM 3KCMEePTHOro YyuperkaeHus
3KCMepPTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) nposecTM nosHOe WCCNeAOBaHWE MpeAcTaBleHHbIX emy O06beKkToB, MaTepuanos, AaTb
060CHOBAaHHOE UM OOBLEKTUMBHOE 3aK/loYeHWe Mo TMOCTaB/eHHbIM Nepes HUMM  BOMPOCAM  MAU
MOTMBMPOBAHHOE 3aK/OYEeHWE O HEBO3MOMHOCTM NPOBEAEHUS MM 3SKCNepTM3bl JIEKAPCTBEHHOTO
CPeACTBa, eCc/IM NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 33 NpeAe bl CNeupnasnbHbiX 3HaHMI 3KcnepTa, 06beKTbI
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nuccneaoBaHNn M matepuasnbl HENPUIroAHbI UAU HEAOCTAaTOUYHbI A1 NPOBEeAEHUA UCCAeA0BaHMIA U Aaun
3aKao4eHna M60 CoOBpeMEHHbIM YPOBEHb Pa3BUTUA HayKM He MO3BOJIAET OTBETUTb Ha MOCTaBAEHHble
BOMPOChHI;

2) He pa3srnawartb CBeAEHWNA, KOTOPblE CTa/IM eMy U3BECTHbI B CBA3M C MPOBEAEHNEM 3KCMepTU3bl
JIeKapCTBEHHOIO CPE/CTBA, a TaK¥Ke CBeAeHMs, COCTaBAAoWIME roCyAapCTBEHHYIO, KOMMEPYECKYIO Nan
WHYIO OXPaHAEMYIO 3aKOHOM TallHy;

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

1) npoBOAMTbL 3KCNEPTU3Y NIEKAPCTBEHHOro cpeacTBa Mo 06palLeHU0 HEMOCPEeACTBEHHO K HEMY
opraHmMsaunit unm GU3NYECKUX NnL;

2) camocToaTenbHo cobmpaTb MaTepuasbl 415 NPOBeAeHUA IKCNEePTM3bl IeKapCTBEHHOMO CPeACTBa;
3) NPOBOAMTL IKCMEPTU3Y NIEKAPCTBEHHOTO CPEACTBA B KaUecTBe HEerocy1apCTBEHHOrO 3KCnepTa.

7. B cnyyae HEO6XO,EI,MMOCTM 9KCNepT Bnpase XOAaTaVICTBOBaTb nepeg pyxkosoauTenem
9KCNEPTHOrO yypexaeHna o npueaev4eH K NnpoBeaeHn0 aKCNepTu3bl N1EKAPCTBEHHOTO CpeacTBa APYyrmnx
9KCNepTOoB.

8. KarKablil aKcnepT, BXOAALMI B COCTaB KOMMCCUMM 3KCMEPTOB, KOTOPOWM MOPyYeHOo NpoBegeHue
3KCMepTM3bl NIEKAPCTBEHHOMO CPeACcTBa, HE3aBMCMMO M CaMOCTOATENIbHO MNPOBOAUT MCCAEAO0BaHUSA,
OLUEHMBAET Pe3y/bTaTbl, MOAYYEHHbIE UM IMYHO M APYrMMKU 3SKCnepTamu, U GOpMyaMpPYyeT BbiBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneLmanbHbiX 3HaHMA.

9. Pe3y/nbTaTbl 3KCMEPTM3bl JIeKAPCTBEHHOTO CPeacTBa OPOPMAAIOTCA 3aKNHOYEHMEM KOMMUCCUM
3KCNepToB. B 3aK/NOYEHMM KOMMUCCUM 3IKCMEPTOB YKa3blBAlOTCA NepeyeHb WUCCAefoBaHWA, 06bem
NpPoBeAEHHbIX KaXKAbIM 3KCNEPTOM UCCNEA0BAHWNM, YCTAaHOBAEHHbIE KaXKAbIM U3 HUX GaKTbl U cAeNaHHble
B pe3y/ibTaTe UCCNeA0BaHWUI BbiBOAbl. DKCNEPT, MHEHME KOTOPOro He COBNAZAET C pelleHMemM KOMUCCUM
3KCMepPTOB, BNpaBe BblPa3nTb CBOE MHEHWE B MMCbMEHHOI Gpopme, KOTOpoe NPMOBLLAETCA K 3aKNHOYEHUIO
KOMMCCMM 3KCNEepTOB.

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

11. OnpeneneHne ypoBHSA NPOPeCcCUOHANbHON NOATOTOBKM 3KCMEPTOB M aTTecTaluma MX Ha NpaBo
NpoBeAEeHNA 3KCNepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA IKCMEepPTHO-KBAMOUKALMOHHBbIMU
KOMMUCCUAMM B MOPSLKE, yCTAHOB/IEHHOM COOTBETCTBYHOLLMM YNOAHOMOYEHHbIM delepasbHbIM OpPraHoM
NCMONHUTENbHOW BNacTU. YpoBeHb NpodecCMOHaIbHOM MOATOTOBKM 3KCNEPTOB MOAJIEKUT NepecmoTpy
YKa3aHHbIMM KOMUCCUAMM HE perKe Yem OAWH pas B NATb JieT.

12. Mpasuna npoBeaeHUs 3KCMepTM3bl JIEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTM 3KCMNepTU3bl
OTAENbHbIX BWOOB JIEKAPCTBEHHbIX nNpenapaToB (pedepeHTHbIX JIeKapCTBEHHbIX MPenaparos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNPENapaToB, OMONOTMYECKUX JIEKAPCTBEHHbIX MPENapaTos,
6uoaHanoroebix (6MONOAOGHbLIX) NEeKapCcTBEHHbIX NpenapatoB (6uMoaHasnoros), romeonaTUYeCcKUX
JIEKAPCTBEHHbIX NPENApPaToOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NMPENAPATOB, KOMOUHALMIA TIEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCUMM 3SKCMNEPTOB YCTAaHABAMBAKOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOIHUTEIbHOW BIACTU.

(yacTb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
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CM. 0COHEHHOCTM paspeLUnTENbHbIX PEXMMOB B chepe 06paLLeHNA NeKapCTBEHHbIX NPenapaTos A/
BETEPUHAPHOrO NpUMeHeHus, yTB. MNoctaHoBneHMem lMpasutenbctsa PO ot 12.03.2022 N 353.

Cratba 17. TMopaya M paccmoTpeHMe 3afaBJeHMA O T[OCYAapCTBEHHOW perncrpauum
JIEKApCTBEHHOrO npenapara AJ/11 BeTepUMHAPHOro NpMMeHeHUus
(8 pen. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ana rocygapcTBEHHOW perucTpaumMm JIeKapCTBEHHOrO MpenapaTta ANa BeTepUHAPHOro
NpPUMeHeHUs paspaboTUMK TaKOro /IEKApCTBEHHOrO npenapaTta MAM YNOJHOMOYEHHOE WM gpyroe
lopuanyeckoe nMUO (Aanee B HacTosweKn cTaTbe - 3aABMTE/Nb) MpPeAcTaBAseT B YNOAHOMOYEHHbIN
denepanbHbIit OpraH WCNOJHUTENbHON BNACTM, OCYLLECTBAAIOWMA TOCYAAPCTBEHHYIO PErncTpaumio
JIeKapCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOrO MNPUMEHEHUs, B 3/IEKTPOHHOW ¢opme uan Ha
6yMaXKHOM HoOcCUTene 3asB/IEHWE O TOCYAAPCTBEHHOW PEerucTpauum JeKkapCTBEHHOro npenapaTta gna
BETEPUHAPHOro NPUMEHEHMS, a TaK}Ke B NOPAAKE, YCTAHOB/IEHHOM COOTBETCTBYHOLLMM YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BIACTU, B 3/IEKTPOHHOM Ppopme Uan Ha bBymarKHOM HocuTene
Heobxoanmble AOKYMEHTbI, U3 KOTOPbIX POPMMUPYETC PErucTpaLMOHHOE AO0Cbe Ha JIeKapCTBEHHbIM
npenapar ana BeTepMHaPHOro NpUMeHeHus.

2. B 3asB/1€HMM O rOCYAapCTBEHHOMN PErncTpaLMm NeKapcTBEHHOro npenapara 4/19 BeTEPUHaPHOro
NPMMEHeHMs YKa3blBaloTCA:

1) HanmeHoBaHMe W”W agpec 3aABUTENA, pa3pa60TL|MKa n npoussoanTena nNeKapCrtBeHHOro
npenapata A4n4 BETEPUHAPHOINo nNpuMMeEHEHNA U aapec MeCTa OocCyuwleCTtBNeHMA NpPoun3BoaCTBa
NEeKapCTBEHHOrIo npenaparta A4 BETEPUHAPHOINo nNpUMeHeHUA (B Cny4yae Hanandma HECKONbKUX
Y4aCTHMKOB npouecca nponssoacrtea HGO6XO,EI,MMO YKa3aTb Kaxao0ro 13 HMX);

2) HaMmeHOBaHME  J/IeKApCTBEHHOro npenapata AAa  BeTEPUHApPHOro  MpuUMeHeHus
(MexxayHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

3) nepeyeHb ,El,eﬁCTByIOLLI,MX M BCNOMOraTe/ibHbIX BeLWecTs, BXOAALWNX B COCTaB JIEKAPCTBEHHOIO
npenapaTta AnAa BeETEPUHAPHOIo NpUMeHEHUA, C YKa3aHNEM KOTMYECTBA KaxX40ro n3 HUX;

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

5) papmaKkoTepaneBTUUeCcKas rpynna;

6) HeObX0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl S3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB B
Lensax rocyapCTBEHHOM perncTpaLmMm IeKapcTBEHHOro Npenapara;

7) KON AOKYMEHTOB, NoATBEPHKAAWNX ynaaTy I'OCYAapCTBEHHOﬁ NOLW/INHbDI:

a) 3a NpoBeAeHWe 3KCMepTU3bl KayecTBa JIeKapCTBEHHOro CPeAcTBa M 3KCMEpPTU3bl OTHOLLEHMA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHWA IeKapCTBEHHOro Npenapara A8 BeTepUHaPHOro
NPUMEHEHUA NPU €ro rocy4apcTBEHHOW perncTpaunm;

6) 3a Bblgayy pPerncTpaumMoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenapara;

8) Hanuuue cornacuaA, NpPeaycCMOTPEHHOro 4YacTbio 7 HacToAwen CcTaTbM, €c/iM C MOMEHTa
perucTpaunn pedepeHTHOro NeKapCTBEHHOro npenapata A48 BEeTePUHApPHOTO NPUMEHEHUA MPOLLO
MeHee YeM LLecCTb JieT.

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

3. PerncrpaunoHHoe gocbe B Lensax sKCnepTm3bl 1eKapCcTBEHHOrO npenaparta 41a BeTepMHaApHOro
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npMMeHeHUA GOPMUPYETCA U3 CNeayoWnX AOKYMEHTOB U CBEAEHWNN:
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBepgeHuA o gaTe NpPeAoCTaBAEHUS U PErMcTPpaLMoOHHOM HOMeEpe JIMLIEH3MMU Ha NPOU3BOACTBO
NIEKAPCTBEHHbIX CPeacTB, NpPeaoCTaB/IEHHOM NPOM3BOAUTENIO PErucTPUPYEMOro JIEKaPCTBEHHOIO
npenapara 415 BETePUHAPHOro NPUMEHEHUA, ANA POCCUNCKMX NpousBoamTenei;

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

2) cBegeHWA o AaTe NpefoCTaB/IEHUA U PErnmcTPaLMOHHOM HOMEPE NNLEH3MM Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPEeACTB, MNPeaoCTaBAEeHHOM npousBoauTento dapmaueBTMYecKkon cybcTaHumm,
BXOASALLEN B COCTAB PErMcTpMPYyeMOro JIEKapCTBEHHOro npenapata 418 BEeTePUHAPHOro NpUMEHEHMUs,
AN POCCUMCKMX Npou3BoaguTeNe;

(8 pea. PepepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-D3)

2.1) KonuAa AOKYMEHTa, BblAAHHOIO YMNO/JHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAMTENA ANA
KarKAOW NpPOU3BOACTBEHHOM MJIOWAAKM  PErucTpMpyemMoro JIeKapCTBEHHOro npenapata  Ans
BETEPMHAPHOIrO MPUMEHEHUA U MNOATBEPKOAIOLEro COOTBETCTBME MPOU3BOANTENA JIEKAPCTBEHHOO
npenaparta TpeboBaHUAM NPaBUA HaA/1exalllel NPOU3BOACTBEHHOM NPAKTUKM, U €ro MepeBo, Ha PYCCKUI
A3blK, 3aBepeHHble B YCTAaHOBAEHHOM MOpPAAKE, a TaKXe KOMWA 3aK/loYeHUA O COOTBETCTBUMU
NPOM3BOAMTENA JNIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBua Hajgjexalleld npou3BOACTBEHHOWN
NPaKTUKMN, BblAAHHOIO YNOJHOMOYEHHbIM desepasibHbIM OPraHOM UCNONHUTEIbHOM BAACTU S5 KaXKA0M
NPOW3BOACTBEHHON M/IOWAAKN PErMcTPUPYemMOro /IeKapcTBEHHOrO npenapaTta A/aa BeTepuHapHOro
npumeHeHnsa, nMbo KonuA pelleHns 0 NPOBeAEHNUN MHCMEKTUPOBAHMA NPOMU3BOAUTENA NEKAPCTBEHHbIX
CpeacTB, MPUHATOrO YNOJHOMOYEHHbIM defepasibHbIM OPraHOM WUCNOJIHUTE/IbHOM BAACTU ONA Kaxaon
NPoW3BOACTBEHHON MNJ/IOWAAKN PEFNCTPUPYEMOrO JIEKapCTBEHHOTO nNpenapata AAa BeTepUHApHOro
npuUMeHeHMA. YKa3aHHble JOKYMEHTbI NPeaCcTaBAATCA B CayYae, eCiv NPOM3BOACTBO IEKAPCTBEHHOTO
npenapaTa ocyliecTBaAeTcA 3a npegenamm Poccuiickont Pepepaunu;

(n. 2.1 BBegeH depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) KOnuAa [OKYMEHTa, BbIAAHHOMO YMNO/JIHOMOYEHHbIM OPraHOM CTPaHbl MNPOM3BOAUTENA
dbapmaueBTUYECKOM cybcTaHumm " noATBEP}KAAOLLErO cooTBeTcTBUE npounssoauTens
dapmaLeBTMYECKOM CybCTaHLMK, BXOAALLEM B COCTAB PErMCTPUPYEMOrO NEKAPCTBEHHOIO NpenapaTa gas
BETEPUHAPHOro NpUMeHeHuA, TpeboBaHMAM NPaBUA HagexKalleh NPOU3BOACTBEHHOW NPAKTUKK, U ero
nepeBof Ha PYCCKUIA fA3bIK, 3aBEPEHHble B YCTAHOBAEHHOM MOPAAKE, B C/lyyae, ec/v NPOuU3BOLCTBO
dapmaLeBTMUECKOM cybCTaHLMK OCyLecTBAAETCA 3a Npeaenammn Poccuiickon deaepaunmy;

(n. 2.2 BBegeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-d3)

3) NpOEKT HOPMATUBHOIO [LOKYMEHTA Ha JieKapCTBEHHbIM npenapaT Ala BeTepuHapHoro
NPUMEHEHUS;

4) DOKYMEHT, coAeprKalmii cregylolyo MHGopmaumio o dbapmMaLeBTUYECKOn cybCTaHUUU Uamn
dbapmaueBTUYECKMX CybCTaHUMAX, BXOAALLMX B COCTaB IeKapCTBEHHOrO Npenaparta A8 BeTepUHapHOro
NPUMEHEHMUA:

a) HaMmeHoBaHMe dapmaLeBTMUECKON cybcTaHUMKM, ee CTPyKTypa, oblime cBoiicTBa (npu
rocygapcTBEHHOM  perucTpaumMm  MMMYHOOMONOTMYECKMX  JIEKApPCTBEHHbIX  MpenapaTtoB  Aga
BETEPMHAPHOIr0 MPUMEHEHUA MPeACTaBAATCA CBEAEHMA O LTaMMe, BK/oYas ero HaMmMeHOBaHMe,
MHPOPMaLMIO O NMPOUCXOXKAEHNN, €70 CBOMCTBAX, XapaKTePUCTUKAX U MecTe AeNOHNPOoBaHWA);

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

6) HaMmeHOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPOU3BOACTBA C ONMMCaHMEM CTaAMi MPOM3BOACTBA M METOA0B KOHTPO/A Ha BCex
CTaauAX NPou3BOACTBA;

r) uHPopmauma o npumecax (He npeacTaBAAeTCA MNPW  FOCYAAPCTBEHHOM pernctpaumu
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MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaToB 417 BeTepUHaPHOro NPUMeHeHNs);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmrKaums Ha papmaLeBTUYECKYIO CybCTaHUMIO (He NpeacTaBAseTca Npu rocy4apcTBeHHOM
perucTpaunmn MMMyHOBMONOrMYECKUX IEKAPCTBEHHDBIX NPEnapaToB 419 BETePUHAPHOIo NPUMEHEHMSA);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onncaHne MeToaMK KOHTPO/IA KayecTBa;

) pesynbTaTbl aHanus3a cepuii dapmaueBTUYecKoW cybcTaHuMM (He npeacTaBAAlOTCA NpU
rocyJapCcTBeHHOM  pernctpaumMm  MMMYHOBMONOTMYECKUX  /IeKapCTBEHHbIX  NpenapaTtoB  AnA
BETEPUHAPHOro NPUMeEHEHUA);

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

3) nepeveHb CTaHAAPTHbLIX 06Pa3LIOB MAKN BELLECTB, UCMNO/Ib3YEMbIX NMPU OCYLLECTBAEHUU KOHTPOA
KayecTsa;

1) onucaHne xapakTepmUCcTUK 1 CBOMCTB YNaKoOBOYHbIX MAaTEPUANOB U YKYMOPOUHbIX CPeACTB;

K) QfaHHble O CcTabwuabHOCTM (He nNpPeacTaBAAOTCA MPU  TOCYZAPCTBEHHOW perncrpaumm
MMMYHOBMONOrMYECKUX IeKapCTBEHHbIX NPenapaToBs 4/1A BETePMHAPHOTO NPpUMEHEeHNn);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YCNOBUA XPaHEHWS;

KoHcynbTaHTlAKOC: NpumeyaHue.

Mpy perncTpauum BOCMPOM3BEAEHHOIO Mpenapata Mo YCKOPEHHOW npoueaype AonycKaercs
HenpeacTaBAeHNe CBeAEHMNI B YaCTM ONUCAHNA METOA0B, UX AOKYMEHTA/IbHOTO MOATBEPKAEHUA NPU
NUCbMeHHOM 06A3aTeNbCcTBE WX MPeAOoCTaBUTb B TedeHue 12 mecAueB CO AHA perncrpauuu
(MocTaHoBneHwue MpasuTtenbctea PO o1 12.03.2022 N 353).

5) oTyeT 0 pe3synbTaTax AOOK/JAMHMYECKOrO WCCAeA0BaHWUA JNIeKAapCTBEHHOIO CpeacTBa  A4A
BETEPUHAPHOrO NPUMEHEHWA, BKAOYAIOLWMNIA ONUCaHME METOAOB OnpeaefieHNa OCTaTOUYHbIX KOANYeCTB
AENCTBYIOLLIEro BellecTBa (AEMCTBYIOWMX BeLlecTs), AOCTUralowero (JOCTUralowmx) CUCTEMHOro
KPOBOTOKa, B MPOAYKUMN MMBOTHOTO NPOUCXOMKAEHUA MOC/AE MPUMEHEHMA TAKOro NEKAapCTBEHHOMO
CPeACTBa, a TaKXKe AOKYMEeHTa/lbHOe NoATBEPKAEHME (Bannaauma) yKasaHHbIX METOA0B;

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

6) OT4YET O pe3ynbratax KANMHUYECKOTo uUccnengoBaHMA NEKAPCTBEHHOrNO npenapata A4aAa
BETEPUHAPHOIO NPUMEHEHUA Y KaXKO0ro BUAa UBOTHbIX, YKa3aHHbIX B UHCTPYKL UM MO BETEPUHAPHOMY
NMPUMEHEHMUIO;

7) NPOEKT WHCTPYKUMM NO BETEPUHAPHOMY TMPUMEHEHUIO JIEKAPCTBEHHOro Mpenapara,
coAep:Kalleii cnegyowme ceeaeHnn:

a) HaMmeHOBaHMe  JIeKapCTBEHHOro  npenmapaTa A0S  BETepUHApPHOro  MpUMeHeHuA
(MexayHapogHoe HenaTeHTOBaHHOE, WAM  FPYNNMPOBOYHOE, WAW  XMMUYECKOe U  Toprosoe
HaMMeHOoBaHuA);

6) nekapcteeHHaa ¢popma C yKazaHMem HaMMeHOBaHMI 1 KOIMYECTBEHHOro COCTaBa AENCTBYOWMNX
BELLECTB M KaYeCTBEHHOro COCTaBa BCMOMOTaTe/IbHbIX BELLECTB;

B) ONnncaHme BHeELWHEero enaa 1IEKApPCTBEHHOIO nNpenapaTta ANA BETEPUHAPHOIoO NpUMeEHEHUA;

r) dapmakoTepaneBTMYECKas rpynna eKapCcTBEHHOro NpenapaTta 4/19 BeTepUHapHOro NpMMeHeHu s
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WM YKa3aHue "romeonaTtMyeckmMin IeKapCcTBEHHbIN nNpenapaT”;

4)  dapmakoguMHamuKa U dapMaKOKMHETMKA (33 ucKatoueHnem  GapMaKOKMHETUKM
roMeonaTMyecKMx JIeKapCTBEHHbIX MPEenapaTtoB W pPacTUTE/IbHbIX JIEKAPCTBEHHbIX MpPenapatos) WM
onucaHne MMMyHOBMONOrMYECKUX CBOICTB IEKAPCTBEHHOTO Npenapara;

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

1) yKasaHne BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHUA Y BepeMEHHbIX }KUBOTHbIX, Y *KUBOTHbIX B
nepuog, NakTaumm, y NOTOMCTBA KMBOTHbIX;

K) pexnum Ao3mpoBaHus, cnocob BBeAeHUA U NPUMEHEHUA, MPU HEOBXOAMMOCTU Bpema npuema
NleKapcTBEeHHOTro NpenapaTa AN BETEPUHAPHOro NPUMEHEHMS, MPOLOIKUTENbHOCTb IeYEHUS;

I'I) BO3MOXHble NOH6OYHbIEe ,D,EVICTBMFI, HeXXenaTteNbHble peakunn npu npuMeHeHNn 1eKapCTBEHHOIO
npenaparta aaAa BETEPUHAPHOIo NpUMEHEHNA;

M) CUMNTOMbI NepPeo3NPOBKM, Mepbl MO OKa3aHMIo NOMOLLM NPU Nepeao3npoBKe;
H) B3aMMOJenCcTBME C APYrMMU IeKapCTBEHHbIMKW NpenapaTamu n (Man) Kopmamu;
0) GopMbI BbIMyCKa NE€KAaPCTBEHHOTO NpenapaTa 419 BEeTEPUHAPHOIO NPUMEHEHUS;

n) ykasaHue (npu HeobxoauMOCTU) OocobeHHOCTel AeNCTBMA NeKapCTBEHHOro npenapaTa Ans
BETEPUHAPHOr0 NPMMEHEHMA NPU NEPBOM NPUEME AN NPU er0 OTMEHE;

p) onucaHune (Npn HeobxoaAMMOCTU) AEACTBMIA cneunanmcta B 061acTn BeTepuHapun, BAagenbla
KMBOTHOFO MNPW NpPOMycKe npuMema OAHON WM HECKONbKUX [03 /NIeKapCTBEHHOro npenapata A4aa
BETEPUHAPHOIO NPUMEHEHUSA;

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

C) CPOK rOAHOCTM W YyKasaHMe Ha 3anpeT NpUMMEHEeHWA /IeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPMMEHEHMSA MO UCTEYEHNN CPOKa roAHOCTH;

T) yCNOBUA XpaHeHus;

Yy) YKasaHuMe Ha HeobXoAMMOCTb XPaHEeHMs /IeKapCTBEHHOro npenapaTta ANA BeTEPUHApPHOro
NPMMEHEHUA B MeCcTax, HeAOCTYNHbIX ANA AeTel;

¢) ykasaHue (npu Heo6XoAMMOCTM) creumanbHbIX Mep NPEeAOCTOPOMKHOCTU MPU YHUUTOKEHMM
HEeMCNONb30BaHHbIX IEKAPCTBEHHbIX MPENAPATOB 41 BETEPUHAPHOTO NMPUMEHEHUS;

X) CPOKN BO3MOXHOIO NCNO1b30BaHNA NPOAYKUNN MUBOTHOIO NPOUCXOKAEHUA NOC/NE BBEAEHUA
HKNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 4214 BETEPUHAPHOIO NPUMEHEHUA;

L) YCNOBMS OTMNYCKA;

4) HaMMeHOBaHMA M ajapeca MNPOM3BOACTBEHHbIX MAOWALOK NPOU3BOAUTENA /IEKAPCTBEHHOrO
npenapara 418 BeTepnHapHOro NPUMeHeHNs;

W) HaMmeHoBaHWe, agpec opraHM3auuu, YNoJHOMOYEHHOW AepyKaTenem WAW BAadeNbLem
PerucTpaunoHHOro  yAOCTOBEPEHUS NeKapCTBEHHOro npenapata Ha MNPUHATUME NpeTeH3uid  oT
nortpeburens;
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8) NPOeKTbl MaKeTOB NePBUYHOW YNMAKOBKM U BTOPUYHOM YNaKOBKM IEKAPCTBEHHOrO NpenapaTa g
BETEPUHAPHOrO NPUMEHEHUS;

9) cnepyowme ceBeaeHNA 0 IeKapCTBEHHOM Npenapare A8 BeTePUHapPHOro NpUMeHeHus:
a) onMcaHme 1 CoCTaB IEKAPCTBEHHOTO NpenapaTa 411 BETEPMHAPHOIO NPUMEHEHUS;
6) onvcaHne dpapmaLeBTUYECKOW Pa3paboTKu;

B) ONUcaHMe npoLecca NPoM3BOACTBA U €70 KOHTPOASA, NOANMUCAHHOE B NOPAAKE, YCTAHOBAEHHOM B
COOTBETCTBUM C YaCTbio 1 HacToALLEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHMe KOHTPOAS KPUTUYECKMX CTaAuii NPOM3BOACTBA W MPOMENKYTOYHOW NPOAYKLMM,
noAnucaHHoe 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 Bnafesbla PerncTpaLmMoHHOro
YyOOCTOBEPEHUA  /IEKAPCTBEHHOrO  MpenapaTa, MPOM3BOACTBEHHbIX NJIOWAAOK  Mpou3BoauTens
JIeKapCTBEHHOIO MNpenapaTta ANs BETEPUHAPHOIO NPUMEHEHMUA C YKA3aHWEM CTagMi TEXHOOMMYECKOTO
npouecca, OCYLLeCTBAAEMbIX Ha MPOWM3BOACTBEHHbIX MAOWAAKaX MNPOM3BOAUTENA JNIEKAPCTBEHHOIO
npenaparta A1 BETEPUHAPHOIO NPUMEHEHMUS;

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

e) dapmaLeBTMYECKan COBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTePUCTUKMY;
3) maTepuanbHbiii 6anaHc 419 NPOM3BOACTBA CEPUMN TOTOBOTO NMPOAYKTa;

M) ONMUCaHne XapaKTepUCTUK n CBOMCTB YNaKOBOYHbIX MaTepPMaoB N YKYNOPOYHbIX CPEACTB;

KoHcynbTaHTlAOC: NpumeYaHme.

Mpu perncTpaumm Mo YCKOPEHHOM mnpoueaype AOMNyCcKaeTca HenpeacTaB/leHne [OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "K" n. 94. 3 ¢1. 17, Nnpu ycAoBUM NMCbMEHHOTO 06A3aTeNbCTBa UX NPEeA0CTaBUTb
B TeueHune 12 mecaues co aHs pernuctpaumm (MoctaHosneHue Mpasutensbctsa PO o1 12.03.2022 N 353).

K) lOKYMeHTabHOe NoATBepKAeHMe (Baninaaumsa) NpoLeccos v (MNKn) Ux oLeHKa;

I'I) Tpe6OBaHVIf-I K KayecTtsy BCNOMOratesibHbIX BelwlecTB (cemechKaT, CI'IELI,Md)I/IKaLI,MFI Ha
BCNoOmorarte/sibHble BeWECTBA U UX 06OCHOBaHME),'

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn pernctpaumMm nNO YCKOPEHHOM Mpouesype [AOMYyCKaeTca HenpeacTaBieHue [AOKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 ct. 17, Npu ycnoBMM NUCbMEHHOro 0b6A3aTenbcTBa WX
npeaocTaBuTb B TedyeHne 12 mecAues co AHA pernctpaumm (MoctaHosneHue Mpasutenbctea PO ot

12.03.2022 N 353).

M) dHaIUTU4YECKNEe MeTogunKkun, wucnosblyemblie MNpn  OCyWEeCTBIEHMN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

KoHcynbTaHTlAOC: NpumeyaHue.
Mpu perncTpauym no YCKOPEHHOW Npoueaype [AOMNYCKAeTcs HenpeacTaBNeHMe [O0KYMEHTOB,
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npeaycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, np1 ycnoBUKM NMCbMEHHOTro 06A3aTeNIbCTBa UX NPeAoCcTaBUTb
B TeueHue 12 mecaues co aHs peructpaumm (MocraHosneHune Mpasutensctsa PO o1 12.03.2022 N 353).

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

0) MHpopmauma o6 MCnonb30BaHMM BCMOMOraTe/IbHbIX BELLECTB YE/IOBEYECKOTO M KUBOTHOIO
NPOUCXOXKAEHUS;

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

p) TpeboBaHWA K KayecTBy JIeKAaPCTBEHHOrO Mpenapata A4/ BeTepUHApPHOro MNpPUMEHeHUs
(ceptTndukar, cneumdmkaLma Ha NeKapPCTBEHHbIM NpenapaT n ux o6ocHOBaHKe);

C) dHaIUTU4YECKne MeToaunKHn, ucnosablyemble nNpuU OCYWECTBIEHUN KOHTPONA Ka4ecCTBa
NNEKAPCTBEHHOrIO Npenaparta AnAa BETEPUHAPHOIo NpMeHeHuA,;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpu perncTpauum Mo YCKOPEHHOW npoueaype AOMNYCKAeTcs HenpeactaBneHuMe [AOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "t n. 94. 3 ¢1. 17, npy ycAoBUM NMCbMEHHOTO 0653aTe1bCTBa UX NPEAOCTABUTD
B TeueHune 12 mecaues co aHs pernuctpaumm (MocraHosneHune Mpasutenbctsa PO o1 12.03.2022 N 353).

T) OKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaIMTUYECKMX METOAMUK, UCMOIb3YeMbIX Mpu
OCYLLECTBNEHMM KOHTPOA KayecTBa IeKapCcTBEHHOTrO npenapaTa A1 BEeTEPUHAPHOro NPUMEHeHUS;

Y) AOKYMEHT, NMOATBEPKAAIOWMIA KayecTBO /JIEKApCTBEHHOro npenaparta TPex MPOMbILLAEHHbIX
cepuit (NpoToKo aHanM3a unmn cepTudmUKaT aHannsa), ogHa cepusa KOTOPOro A0/XKHa COBNaAaTh C cepueit
06pasLa NeKkapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaumio;

&) XxapaKkTepuUcTMKka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06PA3LLOB, MCMOJ/b3YEMbIX NPW OCYLLECTBIEHUM KOHTPOAA KauyecTBa
NleKapcTBEHHOro npenapaTa A1 BEeTEPUHAPHOro NPUMEHEHMS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perucTpaumm BOCMPOM3BELEHHOIO JIEKAPCTBEHHOrO MpenapaTta Mo YCKOPEHHOM npoueaype
[0MNYyCKaeTcsa HenpeacTaB/eHUe CBeAeHUM, NpeaycMoTpeHHbIX nn. "u'" n.94. 3 ¢T. 17 npy1 NnCbMEHHOM
0653aTeNnbCTBE MX MPEAoCTaBUTb B TedeHwe 12 mecsueB co AHA peructpaumm (MocTtaHosneHue
MpasuTensctea P® ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTU NNEKAPCTBEHHOIO NpenapaTta ANAa BeTepuHapHOro npumeHeHua,

10) Konua [OOKYMeHTa, cofep)kauiero MHOOpMauMio O HaauuuMM mam ob OTCcyTCTBUM aKToB
perncTpaunmn nekapcTBEHHOro npenaparta 418 BeTepPUHAPHOro npumeHeHua 3a npegenamm Poccuiickoi
depepauny;

11) cornacue B NUCbMEHHOM dopme, NPesyCMOTPEHHOE YacTblo 7 HacTosAWel CTaTbM, B C/yyae
pernctpauumn BoCNpom3BeaeHHOro IeKapcTBEHHOrO NpenapaTa;
(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blke, 3aBEPEHHOr0 B YCTaHOB/JEHHOM MOpAAKe U
NOATBEPXKAAlOWEro NPaBOMOYHOCTb 3anABAEHMA O FOCYAapCTBEHHOW PerucTpauum NeKkapcTBeHHOro
npenapara 418 BeTepnHapHOro NpUmeHeHnn (40BePeHHOCTb);
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KoHcynbTaHTlAOC: NpumeyaHue.

[0031.12.2023 poCCUNCKMM NPOM3BOANTENIAM PA3PELLEHO He NpeacTaBaAsATb CBeAEHUA B COOTBETCTBUM
c n 13 4. 3 cr. 17 npu perucTpauum UMMYHOOMOOTMYECKUX NEKAPCTBEHHbIX MpenapaToB
(MocTaHoBneHue MpasuTenbcrtsa PO ot 12.03.2022 N 353).

13) cBedeHMA O TOCYZAPCTBEHHOM perncTpauum reHHO-UHKeHepHO-MOoAUPULMPOBAHHbIX
OpraHM3MoB, MpefHa3Ha4YeHHbIX ANAA BbIMYCKa B OKpyKatowyo cpeay (mpyu rocyaapcTBeHHOM
pPerucTpaunm NEeKapCTBEHHbIX MNPENapaTtoB A/NA BETEPUMHAPHOrO MPUMEHEHUA, MNOJYYEHHbIX C
NPMMEHEHNEM  TEHHO-UHXEHEPHO-MOANPUUMPOBAHHBIX OPraHM3MOB WAW  COAEpPMKALLMX TaKue
OpraHu3mbl).

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

4. Mpn npoBefeHUM YCKOPEHHOM Mpoueaypbl 3KCNEPTM3bl JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHUA B LLeNAX €ro rocyAapCTBEHHOW perncrTpaLmm BMecTo oT4yeTa paspaboTumka
O pe3ynbTaTax [AOK/ANMHMYECKOTO WCC/IedOBaHUA JIeKapCTBEHHOIO CpeacTBa A/ BeTepUMHapHOro
NPUMeHeHMA MOKeT OblTb npeacTaBneH 0630p HayyHbIX paboT O pe3ynbTaTax AOKAMHUYECKOTO
nccnenoBaHna pedpepeHTHOro NEKapCTBEHHOMO NpenapaTta 418 BeTePUHAPHOro NPUMEHEHMUA, @ BMECTO
oTYeTa O pe3y/bTaTax KAMHUYECKOro MCCAef0BaHMA JIEKAPCTBEHHOrO npenapaTta A BeTepUHapHOro
NPUMEHEHMA OTYeT O pe3yabTaTtax wccnefoBaHU  OGUOIKBMBANEHTHOCTM  BOCMPOU3BEAEHHOIO
JNIeKapCTBEHHOTO NpenapaTa 419 BeTePUHAPHOTO NPUMEHEHMA.

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

5. Ha akcnepTnsy pasnnyHbiXx NeKapCcTBEHHbIX GOPM OAHOrO M TOT0 e NeKapCTBEHHOMo NpenapaTta
ONA BETEPUHAPHOro NPUMEHEHNA 3as8BUTENb NPEACTABAAET OTAE/bHbIE 3aABNEHNA U PETUCTPALNOHHbIE
[0Cbe Ha KaXXayto eKapcTBEHHYO popmy. Mpn ycnosmmn ogHOBPEMEHHON NOAAUN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/NIMYHbIMKM - JO3UPOBKOM, KOHUEHTpauuei, obbemom 3aABUTENb
npeacTaBAAeT OA4HO 3aAB/NEHWE UM PErucTpauMOHHOE A0Chbe C MNPUIOKEHMEM MAKeTOB MepBUYHOM
YNAaKOBKM M BTOPMYHOWM YMNaKoBKM. Ha MakeTax NepBMYHOM YMNaKOBKM W BTOPMYHOM YMAKOBKM
YKa3bIBalOTCA BCE MPOU3BOAMMbBIE 4O03UMPOBKM, KOHLLEHTPALMKN, OObEMbI U KONMYECTBO 403 B YNaKOBKe
JNIeKapCTBEHHOTrO NpenapaTta A1sa BeTePUHAPHOro NPUMEHEHMA.
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTasneHuA C 3adBAEHMEM O FrOCYAAPCTBEHHOM pPerncTpaLmm nekapcTBEHHOMo
npenapaTta 419 BETEPUHAPHOro NPUMEHEHUS AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY rocyAapCTBEHHOM
MOLW/IMHbI M YKA3aHHbIX B NYHKTE 7 4acTu 2 HacToAWel CTaTbWl, CBEAEHUM O JINLEH3UAX, YKa3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacTosLLel CTaTbW, a TaKXKe BblgaBaeMbiX (MpesocTaBasemblx) yNOJHOMOYEHHbIMM
denepanbHbIMM OpraHaMmn UCMOJIHUTENbHOM BIAaCTU AOKYMEHTOB (CBEAEHMI), YKa3aHHbIX B NyHKTe 2.1
yactMu 3 HacToAWwen CcTaTbW, YMNOJHOMOYEHHbIN deaepanbHbli OpraH WCNOMHUTENbHOM BAACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOPAAKE MEXBEAOMCTBEHHOrO MHPOPMALMOHHOIO
B3aMMOAENCTBUA.

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

7. He ponyckaeTcA MCNONb30BaHME B KOMMEPYECKUX Uenax WMHGopmaumMmM o pesynbTaTax
AOK/IMHUYECKMX UCCNeL0BAaHNIA NEKAPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNEA0BaHUM IeKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOrO NMPUMEHEHWs, NpeacTaBAeHHON 3asBUTENIEM A/1A TOCYAapCTBEHHOM
pernucTpauum NeKkapcTBeHHbIX npenapatosB, 6e3 ero cornacMs B TeyeHMe LWecTu NeT C  Aatbl
rocyf,apCTBeHHOM pernctpaunmn pedpepeHTHOro IeKapcTBeHHOro npenapaTa B Poccuiickoii ®eaepaumn.

8. [lep:katenb uau Bnagenew, perncTpauMoHHOrNo yA0CTOBEPEHNA IeKapcTBEHHOTO npenapaTa g
BETEPUHAPHOrO NPMMEHEHMA NPEACTABAAET B YNIONHOMOYEHHbIN dpelepasnbHblii opraH UCNONHUTEIbHOW
B/JIaCTW OTYET MO pesynbTaTam GpapmakoHaA30pa OAMH Pa3s B LWECTb MecALEeB B TeYeHue AByX /eT nocne
rocyAapCcTBeHHOM perncTpaumm NekapcTBeHHOro npenapara B Poccuiickoit ®egepaumm, 3aTem exxerogHo
B TeYeHMe nocaeayloLmx TPex AeT U B AafbHellwem oAnH pas B TpY roaa.
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(yacTb 8 BBeAeHa PeaepanbHbiM 3aKoHOM oT 02.08.2019 N 297-03)

Cratba 18. TMlopaya M paccmoTpeHMe 3afBJeHMA O TOCYAapPCTBEHHOW perncrpauumu
NIeKapCcTBEHHOro npenapara ANA MeAULLMHCKOro NnpumMmeHeHus
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocynapCTBEHHOM pPerucTpaumm NeKapcTBEHHOro npenapata Aaa  MeauuMHCKOro
NPUMEHEHMA HOPUANYECKOE NNUO, AeNcTBylolee B COBCTBEHHbIX MHTEpPEecax WM YyNOJHOMOYEHHOoe
NnpeacTaBATb MHTEPECHl APYFrOro IOPUAMYECKOTO NLA U 3aABAAIOWEE IEKAPCTBEHHbIM NpenapaT Ha
roCyJapCTBEHHYIO perucTpaumio (Aanee B HacToAwel cTaTbe - 3aABUTENb), NpeacTaBaAseT B
YNOJIHOMOYEHHbBIN denepasnbHbIi OpraH UCNOAHUTENBbHOM BNACTM, OCYLLECTBAAOWMI FOCYAapCTBEHHYIO
PErucTPaLMIo NEKAaPCTBEHHbIX MPenapaTos ANsA MeULMHCKOTO NPUMEHEHWUA, B 3NEKTPOHHOM GopMe 1 Ha
6yMaXXHOM HocuTene 3asAB/ieHMe O FOCYAAPCTBEHHOM PErucTpaumMmn NeKkapcTBEHHOro npenapata gas
MEOMLMHCKOTO MPUMEHEHUA, a TaKKe B nopsaake, YCTaHOBJAEHHOM YMNONHOMOYEHHbIM deaepasbHbIM
OPraHOM MCMONIHUTENBbHOW BNACTU, B 3NEKTPOHHON GOpMe M Ha BymaxkHOM HocuTene Heobxoaumble
OOKYMEHTbI, U3 KOTOpbiXx GOPMMPYETCA PErncTPaLMOHHOE [0Cbe Ha JIEKAapCTBEHHbIA npenapat And
MEONLMHCKOTO NPUMEHEHUA.

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

2. B 3aABNeHMM O roCyAapCTBEHHOW perncTpaLmm NekapcTBEHHOIO NpenapaTta Ans MeanumHCKoro
NPUMEHEHMA YKa3bIBaOTCS:

1) HavMmeHoBaHWe, afpec 3asABUTENA M NPOU3BOAUTENA JIEKAPCTBEHHOro npenapaTta Ans
MeAMLMHCKOTO NMPUMEHEHUS, CBEAEeHNA 06 UX PerMcTpaLumn B KayecTBe HasloronaTesibliMKa B CTpaHe
pervcTpaumnn (g8 POCCUMCKUX IOPUANYECKUX NNUL, - UAEHTUDMKALUMOHHbIA HOMep HasoronnaTenblimKa
(MHH), Ans MHOCTPaHHbIX LPULUYECKUX NNL, - CTPAHA PErMCTPaALMU, HAMMEHOBAHME PErUCTPUPYIOLLETO
opraHa, permcTpaumMoHHbIA HOMep, KO4 HanoronaaTe bLiMKa B CTPaHe perncTpauumn (MHKopnopaumm) uam
€ro aHanor) u agpec MecTa OCYLLEeCTBAEHMSA MNPOWM3BOACTBA JIEKApCTBEHHOro npenapata (B caydyae
Ha/IMUYMA HECKONIbKMX YHACTHMKOB NPOLLECCA ero NPOM3BOACTBA HEOBXOAMMO YKa3aTb KaXKAoro y4acTHMKa
B COOTBETCTBMM C OCYLLLECTBAAEMOW CTaaMen NponU3BOACTBA);

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

2) HanMeHOBaHWMe NeKapCTBEHHOIO NpenapaTa ANa meanumMHCKOro npumeHeHunA (ME)'KAyHapOAHOE
HenaTeHToOBaHHOE, NN rpynnnMpoBoYHoOE, 1N XUMHUYECKOoe U Toproeoe HaMMeHOBaHMH);

3) nepevyeHb ,El,eﬁCTBleLLI,MX M BCNOMOraTe/ibHbIX BelWecTs, BXOAALWNX B COCTaB JIEKAPCTBEHHOIO
npenaparta gna meanumMHCKOro npuMmeHeHusa, C yKkasaHmem Konnyectea KaxXaoro U3 Hux;

4) NEeKapCTBEHHAA d)opma, A03UNPOBKa, cnocob6bl BBeaAEeHNA U NpuUMeEHEHUA, CPOK TroaHOCTU
NNeKapCTBEHHOrO nNpenapaTta Ana megnumHCKOro npunmeHeHua,

5) dbapmakoTepaneBTMYECKan rpynna, Kog aHaToMO-TepaneBTUYECKO-XMMUYECKOM KnaccudumKaumm,
peKkoMeHAOoBaHHOM BcemupHOW oOpraHusaumelt 34paBOOXPAHEHUA, 3anABAAEMble MOKa3aHWA Ans
NPMMEHEHMA IeKapCTBEHHOro NpenapaTta 414 MegULUMHCKOro NpUMeHeH!s;

6) oTcytcTBME HeobXoAMMOCTM MpeaocTaB/lieHMsA OTYeTa O pesy/ibTaTax  KAMHMYECKOro
nccnenoBaHuna, UCCNefoBaHUA BUOIKBMBANEHTHOCTU /IeKapCTBEHHOIO MpenapaTa, paspelleHHoro aaa
MeNUMHCKOTro NpumeHeHus B Poccuiickoit eaepaunn 6onee ABaauaTv eT, C ykasaHMeM HOPMaTUBHbIX
NPaBOBbIX aKTOB, NOATBEPKAAIOLWMX AAHHbIN CPOK MPUMEHEHUS;

7) HeobxogMmocTb 0hOPMIEHUS paspeLlleHnn Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOWM
NapTMM  3aperucTpuMpoBaHHbIX W (MAM)  HE3apPerncTpMpoBaHHbIX  NEKAPCTBEHHbIX  CPEACTB,
npegHasHayeHHbIX AN NPOBEAEHMA 3KCMePTU3bl NEeKAPCTBEHHbIX CPeACTB B LENAX rocyaapCTBeHHoM
peructpaunm;
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8) HeobxoAMMOCTb NpoBeAeHUN IKCNEPTU3bl AOKYMEHTOB, NPeACTaB/eHHbIX ANA onpeaeneHus
BO3MOXHOCTM PacCMaTpMBaTb JIEKapCTBEHHbIM npenapat 408 MeAMLUMHCKOro MpUMEHeHMa npu
OCYLLEeCTBNEHNN rOCyAapCTBEHHOW perncTpauumn B Kayectse opdaHHOro JIeKapCTBEHHOTO Npenapara;

9) He0bX0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl 3KCNepPTM3bl 1eKapCTBEHHbIX CPEACTB B
LeNAX rocyAapCcTBEHHON PerncTpaLmm nekapcTBeHHOro npenapara;

10) KONUK JOKYMEHTOB, NOATBEPKAAIOLLMX YIIATY roCyAapPCTBEHHOMN NOLW/IMHbI:

a) 3a NpoBeAeHMe IKCMepPTU3bl SOKYMEHTOB, NPeAcTaB/eHHbIX ANA OnpeaeneHns BO3MOMXKHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbIM npenapaT A48 MEeAMUMHCKOTO NPUMEHEHMS NpPU  OCYLLEeCTBNEeHUU
rocyAapCTBEHHOW PerncTpauum B Kayectee opdpaHHOro IeKapCTBEHHOTO Npenapara;

6) 3a NpoBeAeHME 3KCMEePTU3bl KayecTBa JIEKAPCTBEHHONO CPeACcTBa M 3KCMEepTM3bl OTHOLIEHUA
0XXMAAEeMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IEKAapPCTBEHHOTO NpenapaTa, paspeLleHHoro a1
MeaUUMHCKOro npumeHeHuns B Poccuitckon ®epepaumn 6onee asaguaTti neT, NPU OCYLLECTBIAEHUMU
rocyAapcTBEHHOW PerMcTpaLmm NeKkapcTBEHHOrO NpenapaTa;

B) 33 NpoBefeHNe 3KCMepTU3bl KayecTBa /IeKapCTBEHHOro CPeACTBa M 3KCMNEpPTU3bl OTHOLLEHMUA
0’KMaeMOW MO0Jb3bl K BO3MOMKHOMY PUCKY NPUMEHEHUA IeKapCTBEHHOro npenapara Aasa MeauLUMHCKOro
NPUMMeHeHUA NPU ero rocyaapcTBEHHON perncTpauumn;

r) 3a nNpoBeAeHMEe 3KCMepTU3bl KauyecTBa JIEKAPCTBEHHOrO CPeACTBa M 3KCNepTU3bl OTHOLLEHUA
0XKMAAEMOW NOb3bl K BO3SMOXKHOMY PUCKY NPUMEHEHMSA IeKapcTBEHHOTO NpenapaTta 414 MeAUUMHCKOTo
NPMMEHEHWA, B OTHOLIEHMM KOTOPOro MPOBEAEHbl MeKAYHAPOAHble MHOTOLEHTPOBbLIE KAUHUYECKMe
nccnefoBaHWA, 4YacTb M3 KOTOpbIX npoBegeHa B Poccuiickoi Pegepaumn, nNpu oCywecTBieHUn
rocyAapCTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

11) Hanuume cornacus NPOU3BOAMTENS JIEKAapPCTBEHHOro npenaparta, MPoM3BOACTBO KOTOPOro
ocylwecTensetca 3a npegenamu  Poccuiickoii  depepaumu, Ha NpoBeAeHUE UHCNEKTMPOBaHWA
NPOW3BOAMTENA HA COOTBETCTBME TPEBOBAHUAM NPABUA HaL/1eKallleil NPOM3BOLACTBEHHOM NPAKTUKY;

12) Hannume cornacus, NpeaycMoOTPEHHOrO 4acTbio 18 HacTosALEelN cTaTby;

13) yKasaHue BUAA NEKapCTBEHHOrO NpenapaTa, NpeacTaBAeHHOro Ha perucTpaumio (pedepeHTHbIN
NeKapcTBEHHbIM  NpenapaT, BOCNPOM3BEAEHHbIM  NEKApCTBEHHbIA  NpenapaT, 6uosorMYeckuit
JIeKapcTBEHHbIW NpenapaT, 6uoaHanorosbiii (6MONOA06OHbLIN) NeKapcTBEHHbIM npenapaT (6buoaHasnor),
romeonaTMyecKknin 1eKapCTBEHHbIM Npenapart, 1eKapPCTBEHHbIM pacTUTebHbIM Npenapar).

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

3. PernctpaumoHHoe f[0Cbe Ha JIeKapCTBEHHbIM npenapaT gas MegMLMHCKOro npuMeHeHus
npegocrasaseTca B popme 06LLLEro TEXHUYECKOTO AOKYMEHTA.
(yacTtb 3 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

4. Pasgen AOKYMEHTAUMN aAMUHNUCTPATUBHOIO XapaKTepa BK/IKOHAET B cebs:

1) 3aABneHME O rocyAapCTBEHHOW perncrpaumy NeKapCcTBeHHOro npenapaTa 448 MeAULMHCKOro
NPUMEHEHUA B 3/1EKTPOHHOM Ppopme 1 Ha BymarkHOM HocUTeNE;

2) KOMUIKO AOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepeHHOro B YCTaHOBJIEHHOM nNopAdKe WU
noareepXxgakowero npaBoMo4YHOCTb 3aABUTENA NOAaBaATb 3aAB/IEHUE O rOCYﬂ,apCTBEHHOVI perncrpaumnn
NEeKapCTBEHHOrO npenaparta Ana megnumMHCKOro npuMmeHeHunAa (,ﬂ,OBepeHHOCTb),‘

3) cBeageHunAa o aate npeaocraBaeHnAa n pernctpaymoHHoOmM Homepe MUEeEH3NN Ha Npon3sBoacTso
NNEKapCTBEHHbIX Cpeacts Uan cBegeHunAa O Aate npeaocraBieHna un pernctpauymnoHHom Homepe
3aK/1lo4eHNA O COOTBETCTBMM NpoOn3BOAUTENA JNIEKAPCTBEHHbLIX CpeacTs TpeﬁoBaHMﬂM npasun
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Haa/Nexalleld npPou3BOACTBEHHOW MPaKTUKKM, BblAaHHbIX (MpeAocTaBAeHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMOMIHUTENBHOM BAACTM B OTHOWEHMM MNPOM3BOACTBEHHON MNAOLWAAKM
perucTpupyemoro /neKapCTBEHHOro nmnpenapata, B CAydyae, eCAvM NPOM3BOACTBO JIEKAPCTBEHHOrO
npenapara ocyuiectsasetca B Poccuiickoin Peaepaunu;

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

4) Konwuio NPeaocTaBNeHHON YNOJHOMOYEHHbIM OPraHOM CTPaHbl NMPOU3BOAUTENA NULEH3UN Ha
NpPoOW3BOACTBO JIEKAPCTBEHHOrO npenapata W ee MnepeBos, Ha PYCCKMA A3bIK, 3aBEpPeHHble B
YCTaHOB/IEHHOM MOPAZAKE, @ TAKKE KOMUIO 3aKA0YEHMA O COOTBETCTBUMN NPOU3BOANTENA NEKAPCTBEHHbIX
cpeacts  TpebOBaHMAM  NpaBWA  HagneXKalweh  MNPoOuM3BOACTBEHHOM  MPAKTUKM,  BblAAHHOMO
YNOJIHOMOYEHHbIM PesepanbHbIM OPraHOM UCMOAHUTENbHON BNACTU B OTHOLEHMUM NPOU3BOACTBEHHOWN
NAOWAAKN PErncTPUpyemoro NeKapCTBEHHOIO npenapaTta, WAW KOMUIO peleHuA YNONHOMOYEHHOTO
denepanbHOro opraHa WMCMONHUTENbHOM BAACTU O MPOBEAEHUM WMHCMNEKTUPOBAHWUA MPOM3BOAUTENA
NIeKAPCTBEHHbIX CPEACTB, B C/ly4ae, eC/iv NPON3BOACTBO /IEKAPCTBEHHOIO NpenapaTta ocyLecTBAAeTCA 3a
npeaenamu Poccuiickoin Peaepaumm;

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

5) NPOEKT MHCTPYKLUMM MO MEeAMULUHCKOMY NPUMEHEHMIO NEKAPCTBEHHOTO NPenapaTa, CoAeprKallein
cneaylowme ceefeHus:

a) HauMmeHOBaHME JNIeKapCTBEHHOro npenaparta (MexayHapoAHoe HenaTeHTOBaHHOe, WK
rpynnuMpoBOYHOE, AN XMMUYECKOe 1 TOProBoe HauMeHOBaHWA);

6) nekapcTBeHHana popma C yKkazaHMeM HaMMeHOBaHMIA U KONMYECTBEHHOMO COCTaBa AeNCTBYHOLLNX
BELLEeCTB M KayeCTBEHHOro CoCcTaBa BCNOMOraTe/ibHbIX BellecTs (Npu HeobXoAMMOCTM KOIMYECTBEHHOTIO
cocTaBa BCMOMOraTe/IbHbIX BelllecTs);

B) onMcaHue BHELIHEro B1Aa NekapcTBEHHOTO Npenaparta A8 MeanLMHCKOro NPUMEHEHNS;
r) dU3nKo-xMmmniyeckmne ceoicTsa (g0 pagmodapmaLLeBTUYECKUX IEKAPCTBEHHbIX MPENapaTos);

) dapmaKkoTepaneBTMYECKas TPynna, KoA JIEKAPCTBEHHOro npenapata Agisa MeAMLUMHCKOro
NPUMeHeHMA N0  aHAaTOMO-TEPANeBTUYECKO-XMMUYECKOM  KNacCUdUKaumKM,  PeKoMeHA0BaHHOM
BceMupHOI opraHusaumeit 34paBOOXPaHEHUA, WAM YyKasaHue 'romeonaTUYecKUIA NeKapCTBEHHbIN
npenapar";

e) <¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHMeM  papMaKOKMHETUKM
romeonaTUYeCcKmnX eKapCTBEHHbIX NPENapaToB U PacTUTE/bHbIX NEKAPCTBEHHbIX MPENapaTos);

) NOKasaHuA ANA NPUMEHeHUs;
3) NpOTMBONOKa3aHUA A8 NPUMEHEHWS;
1) mepbl NPELOCTOPOKHOCTU NPU NPUMEHEHWY;

K) YKa3aHne BO3MOXXHOCTU WU ocobeHHocCTel NPpUMeHeHUA NEeKapCTBEHHOrNo npenaparta ANA
MeaununHCKOro npumeHeHuA 6epeMeHHbIMVI XKeHWnHamy, XKeHwnHamn B nepunoa rpyaHoro
BCKapmansaHuA, 4eTbMU, B3POC/1bIMU, UMEOLLMMU XPOHNYECKNE 3a6oneBava;

N) peXXnm A03npoBaHna, cnocobbl BBeAEHMA U NPUMEHEHUA, NP HEOBXOANMOCTM Bpemsa npuema
NleKapCcTBEHHOro npenapata s MeAWUMHCKOTO MPUMEHEHUS, NMPOAO/IKUTENbHOCTL SIeYeHUs, B TOM
yucne y ageten Ao M nocne o4HOro roaa;

M) BO3MOKHblE HeXenatebHble peakunn npun npMmMmeHeHUn nNeKkapCTtBeHHOro npenapata 4anAa
MeONLIMHCKOTO NPpUMEHEHNA;
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H) CUMNTOMbI NEePes03NPOBKM, MePbI MO OKA3AHUIO MOMOLLM NPU NePeo3NPOBKE;
0) B3aMMOZLENCTBME C APYTMMU IEKAPCTBEHHBIMM NpenapaTamm n (Man) NULLEBLIMMU MPOLYKTaMW;
n) popmbl BbiNyCKa IEKAapPCTBEHHOTO Npenapara;

p) yKasaHue (npu HeobxoaMMOCTU) OCOBEHHOCTEN OEeNCTBMA JIeKAapCTBEHHOro npenapata Ans
MeAMLMHCKOro NPpMMEHeHUA Npu NepBom Npueme UAN NPu ero oTMEHE;

) onucaHue (npu Heob6xo04MMOCTH) AeNCTBUIN Bpada (benbawepa) u (Mnun) naumeHTa Npu Nponycke
npuema o4HOM MM HECKONbKUX 403 N1eKapCTBEHHOro NpenapaTa 41 MeAULUHCKOTo NPUMEHEHMUS;

T) BO3MOMHOE B/AVAHME NEKapCTBEHHOro npenapata A1 MeAMUMHCKOro MNPUMEHEHUA Ha
CNocobHOCTb YNPaB/iATb TPAHCMOPTHLIMU CPEACTBAMMU, MEXaHN3MaMM;

y) CPOK roAHOCTM M yKasaHMe Ha 3anpeT NPUMMEHEHWs JIeKapCTBEHHOro npenapata Ans
MeAULMHCKOro NPUMEHEHMA NO UCTEYEHUN CPOKa FOAHOCTH;

) ycnoBusa xpaHeHus;

X) YKa3aHue Ha H606XO,CI,VIMOCTb XpaHeHMA NeKapCTBEHHOro npenaparta Anad mMmeguumnmHCKOro
npuMmeHeHnA B MeCTax, He4OCTYNHbIX ANA AETeﬁ,'

u) ykasaHue (Npy HeobXxoAMMOCTU) crneumanbHbIX Mep NPEeAOCTOPOXKHOCTM MPU YHUUTOMKEHUMU
HEeNCNo/Ib30BaHHbIX IEKAPCTBEHHbIX NPENapaTos ANs8 MeANLUHCKOrO NPUMEHeHUs;

4) ycnoBMA OTNYCKa;

W) HAaMMEHOBaHMA W agpeca MPOU3BOACTBEHHbIX MAOLWAAOK NPOU3BOAMTENA NEKAPCTBEHHOMO
npenapara;

) HaMMeHOBaHMe, agpec OpraHMsauuMu, YNOJHOMOYEHHOW Jep’KaTenem MWW BnagesibLem
PEerncTpaunoHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOrO npenapaTa 418 MeAMLMHCKOrO MpUMEHEHUsA Ha
NPUHATHE NPETEH3UI OT NoTpebuTens;

6) UHCTPYKLMIO MO MEUUMHCKOMY MPUMEHEHUIO MW KPATKYHO XapaKTEPUCTUKY JIEKAPCTBEHHOTO
npenapaTa, yTBEPKAEHHbIe B CTPaHe NPOU3BOAUTENS;

7) NPOEKTbl MaKeTOB NepPBUYHOM YMaKOBKM U BTOPUYHOMN YNaKOBKM 1EKapCTBEHHOrO Npenapara Ans
MeANLIMHCKOrO NPUMEHEHUSA;

8) NpoeKT HOPMaTMBHOM [AOKYMEHTaUMW WAM HOPMATUBHOIO AOKYMEHTA Ha JIeKapCTBEHHbIN
npenapar 414 MeAMLMHCKOro NpuMeHeHus b0 yKasaHne cooTBeTCTBYolWen dapMaKonenHom cTaTbu;

9) AOKYMEHT, cofeprKaWmii MHOPMALMIO O HanMuMM nam ob oTcyTCTBUKM GAKTOB perucrpauun
NleKapcTBEHHOTO NpenapaTa Ans MeAULMHCKOTO NpUMeHeHus 3a npegenamu Poccuiickoli depepaumy;

10) KOMUN LOOKYMEHTOB, 3aBe€pPeHHbIX B YCTAaHOBJEHHOM MNopAAKE U NnoATBEPXAAOWUX d)aKT
perncTtpaumnmn NeKapCrBeHHOro npenapata B MWHOCTPAHHbIX TroCyaapCrtBax B KaydecrtBe Opd)aHHOI'O
NEKapCTBEHHOTIO nNpenaparta,

11) nnaH ynpaBneHuWa puUcKamn ana  BGUMONOTMYECKMX NIeKapCTBEHHbIX nNpenapaTos  AnA
MeAMLMUHCKOro NPUMEHeEHUS;

12) goKkymeHT o cucTeme dapmaKkoHag3opa AepskaTens WaM Bnagdenbua PerncrpaumMoHHOro
YA0CTOBEPEHUS IeKapCTBEHHOTO NpenapaTa;



13) AOKYMEHT, NOATBEPKAAIOWMIA KauyecTBO JIEKAapPCTBEHHOMO npenapaTta Tpex MPOMbILWIEHHbIX
cepuit (NpoToKO aHanM3a unmn cepTudmrKaT aHann3a), ogHa cepus KOTOPOTO AOJKHA COBMNAAAThb C cepueit
obpasua /NeKapcTBEHHOrO Mpenapata Aaa MeAMUMHCKOrO MNPUMEHEHWA, NpeaCTaBAeHHOro Ha
rocy4apCTBEHHYIO perncTpaumio.

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

5. Pasgen xumudyeckoi, papmaueBTUYECKON U BUONOrMYECKON AOKYMEHTAUUM BKAOYaeT B cebn
OOKYMEHTbl, coaeprkawue wuHdopmauuio o dapmaLeBTUYECKON CcyObCTaHUMM U NIeKapPCTBEHHOM
npenapate An8 MeAMUMHCKOro MPUMEHEeHUs, MpOoLecce ero npousBOACTBA M METOAAX KOHTPOAS
KauyecTBa, B TOM YnChe:

1) KonuIo LOKYMEHTa, coAepKalLero cneaytoulyto nHdopmaumio o dapmaL,eBTUYECKoM CybcTaHLUm
nnu GpapmaLeBTUYECKUX CyBCTaHUMAX, BXOOALLMX B COCTAB JIEKAPCTBEHHOro NpenapaTa, 3a UCK/IloYeHnem
MHPopMmauum o dapmMauLeBTUYECKMX CyBCTAHUMAX, BK/AOYEHHbIX B TOCYAAPCTBEHHbLIA peecTp
NleKapcTBEHHbIX CPeACcTB B COOTBETCTBUM €O cTaTbel 34 HacToAwero PeaepanbHOro 3akoHa:

(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 462-93)

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

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

r) onucaHune paspaboTKu NpoLecca NPoOn3BoACTBa;

A1) oncaHne KOHTPOAA KPUTMYECKUX CTaauii NPON3BOACTBA U MPOMENKYTOYHOMN NPOAYKLUUK;
e) LOoKyMeHTa/lbHoe NoATBePXKAeHUe (Bannaaums) Nnpoueccos 1 (MAN) X OLEHKa;

) CBOMCTBa M CTPYKTYpa AEMCTBYIOLLMX BELLECTB;

3) xapaKTepucTnKa npumece;

1) cneumdurKauma Ha papmaleBTUUYECKYIO CyBCTaHLMIO U ee 060CHOBaHNE;

K) aHaNUTUYeCKMe MEeTOAMKM, UCMOb3yeMble TMPU  OCYLLECTBNEHMM KOHTPOAA Ka4yecTBa
dapmaLieBTMYECKON cybCcTaHLMu;

N) AOKYMeHTa/ibHOe NoATBepKAeHMe (BaMAaumusa) aHaMTUYECKMX METOAMK, UCMOb3yeMbIX Npu
OCYLLECTBNEHNN KOHTPO/IA KadecTBa papmaLieBTUYECKoW cybcTaHLmm;

M) pe3ynbTaTbl aHaAn3a cepuin bapmaleBTUHECKon cybcTaHumuuy;

H) nepevyeHb CTaHAAPTHbIX O6p33Ll,OB U1 BELWECTB, NCNMOJIb3yeEMbIX NPU OCYLLECTBNIEHUN KOHTPONA
Ka4yecCTBa;

0) onNM1caHue XapaKTepPUCTUK M CBOMCTB YNaKOBOYHbIX MaTepPManoB U YKYNOPOUHbIX CPeACTB;
n) gaHHble 0 cTabunbHOCTU GapmaLLeBTUYECKOMN cybcTaHuuu;
p) CPOK rogHoCTK;

1.1) B oOTHOWeEHUN apMaLEBTUYECKUX CyOCTaHUMA, BXOAAWMX B COCTaB JIEKaPCTBEHHOro
npenapata M BKAKOYEHHbIX B FOCYAapCTBEHHbIA PEecTp NeKapCTBEHHbIX CPeaCcTB B COOTBETCTBMU CO
ctatbelt 34 HactoAwero denepanbHOrO 3aKOHA, - KOMWUA [OOKYMEHTa, COAEpPMKALLEero C/eayloLyto
nHbopmaumio:
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a) HaumeHoBaHMe dapmaLeBTUYECKON cybCcTaHUUK, ee CTPYKTypa, obLine CBONCTBa;
6) HaMmeHoOBaHMe 1 aapec NPoOU3BOAUTENS;
B) pe3ynbTaTbl aHaNM3a cepuit papmaueBTUUYEcKon cybcTaHuuy;

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

2) [OOKYMEHT, coepXKallmii creaylolwime cBeAeHMA O JNleKapCcTBEHHOM nNpenapaTte And
MeANLUNHCKOro NpUMeHeHUA:

a) onuMcaHne 1 cocTas NeKapcTBEHHOIo npenapaTa 419 MeANLMHCKOTo NPUMEHEHNS;

6) onucaHuMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BblIbOpa cOCTaBa, MNEPBUYHOMN
YNaKOBKW U UHOTO);

B) TEXHO/NI0TMA Npon3sBoAacTBa C onNNCaHnem CTaﬂ,MVI npon3soAacTBa U MeTod0B KOHTPO/IA HA BCEX
CTaanAX NpounsBoacCTBa;

I') OnncCaHme KOHTPOAA KPUTUYECKUX CTa,D,MVI npouecca npoussoacrtea M npomemyTquoi/'l
npoayKLMK;

[) HaMmeHoBaHMeE U apec MecTa OCyLLEeCTB/IEHUA NPOU3BOACTBA SIEKAPCTBEHHOrO npenapaTta ana
MEANUMHCKOTO MPUMEHEHMA (B C/lydae HanMuMsA HECKOJIbKUX YYaCTHMKOB Npolecca MNpou3BOACTBa
HeobX0AMMO YKasaTb KaXKA0ro U3 HUX);

e) dapmaLeBTMYecKan COBMECTUMOCTb;

) MUKpPOBMONOrMYecKne XxapakTepuUCTUKK;

3) matepuanbHbIil GanaHc 414 NPOU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XxapaKTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMasioB N YKYNOPOUHbIX CPeACTs;

K) LLOKYMeHTa/IbHOe NoATBepKAeHMe (BanaaLums) NpoLeccoB NponsBoACcTBa U (MIM) UX OLEHKa;

n) TpeboBaHMA K KayecTBy BCMomoraTesbHbiX BelwecTs (cepTudukat, cneumdukauma Ha
BCMOMOraTeibHble BelecTsa 1 x obocHoBaHMe);

M) dHa/UTU4eCKne MmeToanKn, wucnosblyemble Mpn OCyWECTBIEHNMN KOHTPONA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) OOKYMEHTa/ZIbHOE noAaresepXaeHune (Banmp,au,m) dHaA/TINUTUYECKNX METOAUK, NCMONTb3yEMbIX NPU
OCyLlecTB/IEHNN KOHTPOJ/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELWLECTB,

0) I/IH(I)OpMaLI,I/IFl 06 MCNO/Nb30BaHMM BCMOMOraTeNbHbIX BelwecTs 4enoBeyeCkoro m XMBOTHOIO
NMPOUCXOXKAEHNA;

I'I) Mchopmau,vm 06 UCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLllecCTs,

p) TpeboBaHMA K KayecTBy JIeKAPCTBEHHOrO MnpenapaTa A1 MeAMUMHCKOro NpUMEHEHMUSA
(cepTnduKar, cneumdmKkauma Ha NeKapCcTBEHHbIN NpenapaT U UX 060CHOBaHME);

C) dHaIUTN4YECKNEe MeToaAuKHN, uncnosabdyemble nNpuv OCyWEeCTBIEHUN KOHTPONA KayecTBa
NNEeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

T) AOKYMeHTaibHOe NoATBepKAeHue (Banngauma) aHaiUTUYEeCKUX MeTOAMK, UCNOJb3yeMbliX Mpu
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OCYLLECTBNEHMUM KOHTPONA KayecTBa IeKapcTBEHHOrO npenapaTa ANs MeANUMHCKOTO NPUMEHeHNs;
Y) pe3ynbTaTbl aHaIM30B CEPUIA IeKAaPCTBEHHOTO Npenaparta Ans MeauLMHCKOro NPpUMEHeHUs;
) xapaKkTepucTnKa npumece;

X) nepeyeHb CTaHAAPTHbIX 06Pa3L0B, MCMNO/b3YEMbIX MPU OCYLLECTBIEHMM KOHTPOJIA KayecTsa
NleKapCcTBEHHOro nNpenapara 48 MeguLUMHCKOro NpUMEHeHUs;

L) AaHHble 0 CTabUNbHOCTU IEKAPCTBEHHOTO Npenaparta 419 MeANUNHCKOro NPUMeEHeHUs.
(yacTb 5 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dpapmaKo/iorMyeckom, TOKCMKONOIMYECKON AOKYMEHTAUUM BKAOYaEeT B ceba oTyeTbl O
pesynbTaTtax [AOKJMHUYECKUX UCCNeAOoBaHMM  NIeKapCTBEHHOro cpeacTBa A8  MeAMUMHCKOro
NPUMEHEHWUS, B TOM YUC/E:

1) oTyeT 0 papmaKkoAMHAMMYECKMX UCCNEO0BAHUAX;
2) oTYeT 0 GapMaKOKMHETUYECKUX UCCNEA0BaAHMUAX;

3) OTYET O TOKCUKOIOTMYECKMX UCCEA0BAHUAX.
(yacTb 6 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pa3fen KAMHUYECKOW AOKYMEHTALUMK BKAtOYaeT B cebs oTYeTbl O pes3yibTaTax KANHUYECKUX
nccnefoBaHUIA NeKapCTBEHHOro NpenapaTa A8 MeAULMHCKOTO NPUMEHEHUS, B TOM Yucae:

1) otyeTbl 06 uccnedoBaHUAX OUOAOCTYNHOCTM U BMO3KBMBANIEHTHOCTM, WCCAEA0BaHUAX,
YCTaHaBAMBAIOLLMX KOPPEALMIO PE3Y/IbTaTOB, MOYYEHHbIX B YCIOBUAX in Vitro u in vivo;

2) oTyeTbl 0 papMaKOKUHETUYECKUX UCCNeA0BaAHUAX;
3) oTyeTbl 0 papMaKkoAMHAMMUYECKMX NCCAeA0BaHUAX;
4) oTYeTbI O KNMHUYECKUX UCCNeA0BaHMAX 3GDEKTUBHOCTU M Be3onacHoCTyY;

5) oTyeT 0 NoCTperncTPauMoHHOM OMbITe NPUMEHEHUA (NPY HaMYKK).
(yacTb 7 BBeaeHa PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHUA K 06beMy MHPOPMALMN, NPEAOCTABNAEMON B COCTABE PErUCTPALMOHHOIO AOCbE,
ONA OTAeNbHbIX BUAOB IEKAPCTBEHHbIX MPEnapaTos A1 MeAULMHCKOTO NPUMEHEHMA YCTaHABANBAIOTCA
YNOJHOMOYEHHbIM defepanbHbIM OpPraHOM UCNOAHUTENIbHOM BAACTU.
(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9. B OTHOLWIEHUM NNEKAPCTBEHHbIX NPENapaToB, paspeLlleHHbIX A1a MegUUNUHCKOro NPUMMEHEHUA B
Poccuitckoit Pepepaumm 6onee ABaauaTH T U B OTHOLIEHMM KOTOPbIX HEBO3MOMHO MNpoBeseHue
nccnenoBaHNn X 6UO3KBUBANEHTHOCTU (33 UCKAOYEHMEM BUONOTMYECKMX NEKAaPCTBEHHbIX MpenapaTos),
[OO0NYCKaeTcs BKAOYEHME B COCTAB pasgenia GapmMaKoaorMyeckom, TOKCUKOOTMYECKOM AOKYMEHTaUUmM u
pa3fena KAMHUYECKOW [OOKYMEHTauMM BMeCTO oT4yeTa pa3paboTumka o pesy/ibTaTax COOCTBEHHbIX
OOKMHUYECKUX UCCNea0BaHU NeKAPCTBEHHbIX CPEACTB M KAUHUYECKUX UCCeA0BaHNI NeKapCTBEHHbIX
npenapaToB AN8 MeAULMHCKOro npumeHeHuna o630pa Hay4yHbIX paboT o pesynbTaTax AOKANHUYECKUX
NCCNefOBaHNI /IEKAPCTBEHHbIX CPEACTB WM KAMHWUYECKMX WCCAeLOBaHUM AaHHbIX JIeKAaPCTBEHHbIX
npenapaTos, B TOM YMC/IE BKAKOYAA OMbIT UX NOCTPETMCTPALLMOHHOTO MPUMEHEHMA.

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

10. MNpn rocyaapCTBEHHON PEruMcTpauumn BOCMPOM3BEAEHHbIX /IEKAPCTBEHHbIX MpenapaTtos ANs
MeAMLMHCKOrO MPMMEHEHUA [ONycKaeTcA BK/AOYEeHWe B cOoCTaB pasgena  ¢$apmaKko/iorMyeckon,
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TOKCUKO/IOTMYECKOW [AOKYMEHTaUMm U  pasfena  KAMHUYECKON AOKYMeHTauuM BMeCcTo oOTyeTa
pa3paboTunKa O pe3ysbTaTax COOBCTBEHHbIX AOKAMHUYECKUX UCCNeAO0BaHWUI NeKapCTBEHHbIX CpeacTs
0630pa HayuHbIX paboT 0 pe3synbTaTax AOKANHUYECKUX UCCNeN0BaHUI pedepeHTHOro NeKapCcTBEHHOro
npenapaTta 1 nNpeactaBAeHNEe BMECTO KNMHUYECKUX UCCIeloBaHNI B NOSIHOM 06bemMe, YCTaHOB/NEHHOM
pa3fieNIoM KAMHUYECKOM AOKYMEHTalMu, OoT4eTa O pesyabTaTax McCnenoBaHUi BUOIKBUBANEHTHOCTU
BOCMPOM3BEAEHHOIO /IeKapCTBEHHOro npenapata AnA MeAULMHCKOro npumeHeHus. He Tpebyetca
npeacTtaBNeHMe oT4YeTa O pe3yabTaTax WcCAefoBaHWI 6GUOIKBUBANEHTHOCTU BOCMPOU3BEAEHHOro
NIeKapCTBEHHOro  npenapata  Ana  MeAMUMHCKOrO  MPUMEHEHWUS,  eClM  PerucTpupyroTca
BOCMpPOM3BEAEHHbIE IeKapCTBEHHbIE NpenapaThl 414 MeAULNMHCKOro NPUMEHEHMUA, KoTopble:

1) npeaHasHayeHbl ANA MapPeHTepasnbHOro (MOAKOMHOro, BHYTPUMbILWIEYHOrO, BHYTPUBEHHOrO,
BHYTPUINIA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOTO) BBEAEHUA U
npeacTaBnsatoT coboit BogHblE PacTBOPbI;

2) npeacTasnatoT coboit pacTBOPbI AN NepPopPaNbHOro NPUMEHEHUS;
3) nponsseaeHbl B Gopme MOPOLLIKOB UAK NMOPUAN3aTOB ANA NPUFOTOBEHMA PacTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAIOTCA YWHbBIMW UM T1a3HbIMW 1IEKAPCTBEHHbIMUM NpenapaTtamm, NponsseaeHHbIMK B popme
BOZHbIX PAacTBOPOB;

6) npeaHasHa4yeHbl ANA MeCTHOIro NpuMeHeEHNA U NPUTOTOBJ/IEHDbI B cbopme BOAHbIX PaCTBOPOB,

7) npeactaBnstoT coboli BoAHbIE pacTBOPbI A1A UCMNOAb30BaHNUA B GOPME MHIaNALNIA C MOMOLLbLO
Hebynalizepa UM B Ka4ecTBe Ha3a/IbHbIX CpeeB, NPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. Ons cnyyaes, yKasaHHbIX B MyHKTax 1 - 3, 5 - 7 yactv 10 HacToswen cTaTby, BOCNPOU3BEAEHHbIN
JNIeKapCTBEHHbIA Npenapat A4a MeAMUMHCKOTO MPUMEHEHUA [OO0/IKEH COAepaTb TaKue e
BCMOMOTaTE/IbHblE BELLECTBA B TaKMX XKe KO/IMYECTBaX, KaK U pedepeHTHbIN NeKapCTBEHHbIW Npenapar.
Ecnu coctaBbl BCMOMOraTesnbHbIX BELLECTB  Pas3/iMyaloTCA, 3aABUTeNb  [OJ/IKEH NpeacTaBuTb
[JOKa3aTeNbCTBa TOro, YTO UCMOJ/Ib3yeMble B AAHHbIX KOHLLEHTPaLMAX BCMOMOraTe/ibHble BELLeCTBa He
BAMAIOT Ha 6e3onacHocTb U (Mnn) 3dEKTUBHOCTb JIEKAPCTBEHHOrO Mpenapata Aaa MegMLMHCKOro
npumeHeHun. B cnyyae, ecnv 3asBUTENb HE MOKET NPEACTABUTb TAaKME JOKA3aTENbCTBA U (MK) He uMmeeT
[OCTyMa K COOTBETCTBYIOLWMM AAHHbIM, OH OO/IKEH MPOBECTM COOTBETCTBYIOWME UCCAE[0BaHUA ANA
[JOKa3aTeNnbCTBa OTCYTCTBMA B/IMAHUA Pa3HbIX BCMOMOraTe/IbHbIX BELLECTB WAM  BCMOMOTraTesbHbIX
yCcTpoicTB Ha 6e3onacHocTb U (Man) 3dEeKTUBHOCTL JIEKAPCTBEHHOrO NpenapaTta a8 MeguLMHCKOro
NPUMEHEHMA B COOTBETCTBMUM C aKTaMM, COCTABAAIOLLMMM NpaBo EBpa3minCKOro SKOHOMMYECKOro COoto3a.
(yacTb 11 BBepeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa ot
22.12.2020 N 444-®3)

12. Mpu rocyaapcTBEHHOM PerncTpauyn KOMBMHaLMIN paHee 3aPerMcTPUPOBAHHBIX IEKAaPCTBEHHbIX
npenapaTtoB Ana MeAMUMHCKOTO MPUMEHEHMs [OMyCKaeTcA BK/OYEHWEe B COCTaB  pasgena
$apMaKoIorMYecKol, TOKCMKOIOTMYECKOW LOKYMEHTaLMu UM pasfgena KAMHUYECKOM AOKYMeHTauuu
BMECTO OT4yeTa pa3paboTumka O pesyabTaTax COBCTBEHHbLIX AOK/JAMHUYECKUX WCCNeL0BaHUM
NeKapcTBEHHbIX CPeacTB 0630pa HayuyHbIX PaboT O pesyabTaTax AOKAMHUYECKMX WCCef0BaHUM
pedepeHTHbIX NEKAPCTBEHHbIX MPEenapaToB, BXOAAWMX B COCTaB KOMOMHALMM  JIeKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBMM UX B3aMMOAENCTBUA B OAHOMN NeKapcTBeHHOMN dopme.

(yacTb 12 BBEAeHa ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. Ha aKkcnepTun3y pas3inyHbIX N1EKAPCTBEHHbIX GOPM OAHOMO U TOTO Ke IEKAPCTBEHHOTO Npenapara
AN MeANUMHCKOTO NPUMEHEHMUA 3as8BUTEb NPEeACTaBAAET OTAE/bHbIE 3as8BEHUSA U PErUCTPALMOHHbIE
O0Cbe Ha KaXKayto nekapcTBeHHyto popmy. Mpu ycnoBuM ogHOBPEMEHHOM NOAA4YM Ha SKCNepTU3y OAHOM
NeKapcTBeHHOM GOpMbl  C  Pas/IMYHLIMU - O03MPOBKOM, KOHUEHTpaumein, obbemom 3asBUTENDb
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npeacTaBnfeT OAHO 3aAB/IEHME U PErUCTPaLMOHHOE A0Cbe C MPUIOYKEHMEM MAKETOB YMAKOBOK Ha
KaXKOyHo AO03MPOBKY, KaXKAYH KOHUEHTPALUMIO, KaXKAbI 06bEM M KaxKa0e KONMYECTBO 403 B yNaKOBKe.
(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. TMpwn rocygapCTBEHHOW perncTpaumm opdaHHOro JsieKapCTBEHHOro npenapata 3adaBUTENb
npeacrtasaseT MHGopMaLmio, Heobxoanmyto ana GopMUPOBaHUA Pa3aesa KIMHUYECKOM AOKYMEHTaUUK,
B 06beme, yCTaHOB/IEHHOM YNO/IHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOTHUTEIbHOM BIACTW.

(yactb 14 BBeaeHa GegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpu pernucTpaumm 6MONOrMYECKOro JIeKapcTBEHHOTO npenapaTta, MOoJIYyYEeHHOro U3 KpPOBW,
Nnasmbl KPOBWM YeNoBeKa, B COCTaBe PErmcTpauMOHHOIO A0Cbe Ha JIeKApCTBEHHbIM npenapaT Ans
MeAMLMHCKOro NPUMEHEHUSA 4OKHbI BbITb NpeacTaBAeHbl 40MNOJHUTE/bHO:

1) B pasgene [OKYMEHTaUMM aAMMHUCTPATMBHOIO XapaKTepa AOOKYMEHT, CcoAeprKalumii
MHbOpPMauUmio o0 cybbeKkTax obpalleHns AOHOPCKON KPOBM U (M1M) ee KOMMNOHEHTOB, O TOM, rge bbina
ocyuiecTBneHa AoHauua (KpoBu U (MamM) nnasmbl KPOBM), a TakKe JaHHble 06 WHGOEKUMOHHbIX
3aboneBaHuAX, NepefaloLmMxcs MNapeHTepanbHbiM MyTem, MHPopmaumMa O cybbekTax obpalueHus
OOHOPCKOWM KPOBU U (M/IM) €e KOMMOHEHTOB, B OTHOLUEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPO/b
OOHOPCKOW KPOBU U (MKN) ee KOMMNOHEHTOB;

2) B pa3aene xummnyeckon, papmaL,eBTUYECKON U BUONOTNMYECKON JOKYMEHTALNN:

a) KpuTepun n cnocobbl oTb6Opa, TPAHCMNOPTUPOBAHUA U XPaHEHUA LOHOPCKOM KpoBU U (Man) ee
KOMMOHEHTOB;

6) pe3ynbTaThl UCCNEA0BAHNI OTOBPAHHbIX LOHOPCKOM KPOBU U (MAK) NAa3mbl KPOBU M NYN0B Ha
HanmMume Bo3byauTene UHOEKUM, BKAOYAA WHPopmaumMio 06 MCNONb30BAHHbLIX MeToAMKax
nuccnegoBaHW M B C/lydae MCCe0BaHUSA My/OB NMAasMbl KPOBU pe3ynbTaTbl AOKYMEHTA/NbHOIo
noATBepXAeHUA (Bannaaumm) UCnonb3oBaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKU YNaKOBKU AN 0TO6opa AOHOPCKOM KPOBU U (MNK) Nia3mbl KPOBHU,
BK/It0YanA MHGOPMALLMIO 06 MCNOIb30BAHHbIX PACTBOPAX aHTUKOAry/IAHTOB.
(yacTtb 15 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckue nccnenoBaHmMA NeKapcTBEHHOro npenapaTta gna meanLmMHCKOro NpUMMeHeHuna B
Lensx ero rocyaapcTBEHHOM peructpauum npoBogAatca B Poccuiickon ®Pepepaumm B nopsagke,
yCTaHOBNeHHOM cTaTbaMuM 38 - 44 Hactoawero dPepepanbHOro 3akoHa. OTY4ET O NPOBeAEHHbIX
nccnenoBaHMAX BKAKOYAETCA B COCTaB pa3fenia KNAMHUYECKOM AOKYMEHTAUMM PErnCTPALMOHHOIO A0Che
Ha NeKapCTBEHHbIM NpenapaT 41 MeagUMUNHCKOro NpuMeHeHua. [na nekapcTBeHHbIX NpenapaTtoB As
MeAMUMHCKOrO NPUMEHEHUS, B OTHOLWIEHMM KOTOPbIX B pe3ysbTaTe I3KCNepTM3bl [AOKYMEHTOB,
NpeacTaB/eHHbIX ANA onpeaeneHMa BO3MOXHOCTM pPacCMaTpMBaATb JIEKAPCTBEHHbIM npenapat Aans
MeAULMHCKOro NpUMeHeHUs B KayecTBe opdaHHOro IeKapCTBEHHOrO npenapaTa, Takas BO3MOMKHOCTb
NpM3HaHa M B OTHOLWEHMWM KOTOPbIX MNPOBeAEHbl KAMHUYECKME WUCC/IeA0BaHMA, BbINOJIHEHHbIE 33
npegenammn Poccuiickon Pepepaumm B COOTBETCTBMWM C NpaBUNamMM Hagsexawen nabopaTopHoit
NPaKTUKN M NpaBUAaMU HaZ/exalen KAMHUYECKOM MNPaKTUKW, LOMYCKAeTCs BK/AOYEHMEe B COCTaB
pa3fena KAMHUYECKOM AOKYMEHTaLUMM BMECTO OT4YeTa O pes3ysibTaTax K/AMHUYECKUX WcCieLoBaHWi
JIeKapCTBEHHOrO Npenaparta 419 MeANUUMHCKOro NPUMeEHeHUs, NpoBeaeHHbIx B Poccuiickon Pegepaunn,
OTYeTa O pe3ynbTaTax KAMHUYECKMX WCCNefoBaHWM, BbIMNOMHEHHbIX 33 npegenamu Poccuitckoit
depepaunn.

(yacTb 16 BBeaeHa ®esepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

17. B cnyyae HenpeacTaBAEHUSA C 3asB/IeHWEM O FOCYAapPCTBEHHOM PerncTpaLmmn J1eKapcTBeHHOro
npenaparta 414 MeAUUMHCKOro NPMMEHEHUA AOKYMEHTOB, NMOATBEPXKAAIOLWMX YNAaTy rocyAapCTBeHHOM
MOWAMHBbI WM YKasaHHbIX B MyHKTe 10 4yacT 2 HacToAlWen CTaTbW, a TaKXKe BblAaBaeMbIX
(npepoctaBnfieMblx) YNOAHOMOYEHHbIMU  deaepanbHbIMA  OpraHamMm  UCNOAHWUTENbHOW  BAacTU
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AOKYMEHTOB (CBeAeHMIA), yKa3aHHbIX B NMyHKTax 3 M 4 4acTv 4 HacToAwei CTaTbW, YNOAHOMOUYEHHbIN
depepanbHbIi OpraH MCMNOJSIHATENIbHOW BAACTUM 3anpallMBaeT yKasaHHble AOKYMEHTbl (cBeaeHusa) B
nopagKe MeKBefoMCTBEHHOTO MHGOPMALLMOHHOIO B3aMMOLENCTBUIA.

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

18. He ponyckaeTca MCMNO/b30BaHME B KOMMEPYECKUX ULenax uHPopmauum o pesysbTaTax
OOKANHUYECKUX NCCNen0BaHUM IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeA0BaHMUN 1eKapPCTBEHHbIX
npenapatos A8 MeAULMHCKOrO MPUMEHEHUsA, NpeacTaB/ieHHON 3anaBUTE/IeM ANA rocyAapCcTBEeHHOM
pernctpauumn JneKapcTBEHHOro npenapata, 6e3 ero cornacMa B TeYeHMe LWeCTU et C  AaThl
rocyapcTBeHHOM perucrpaumm pedepeHTHOro IeKapcTBEHHOro NpenapaTta B Poccuiickont ®eaepaumu.
(yacTb 18 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

19. Jepxatenb nnaun snageney, perMcTpauMoHHOro ya0CTOBEPEHUA IEKAPCTBEHHOIO NpenapaTta Ha
6MOTEXHONOTNYECKUI AKX OpdaHHbIA NeKAPCTBEHHbIN NpenapaT 06A3aH NpeaoCcTaBAsATbL Ha BO3ME3AHOM
OCHOBe 06pa3Lbl pedepeHTHOro IEKAaPCTBEHHOMO Npenaparta 3aaBUTENAM AN18 NPOBEAEHUA KINHUYECKUX
nccnepoBaHuii. CtommocTb obpasua pedepeHTHOro /IeKapCTBEHHOrO Mpenaparta, BK/AOYEHHOro B
nepeYeHb }KM3HEHHO HEOOXOAUMbIX M BaXKHEMLLMX NeKapCTBEHHbIX MPENapaToB, He A0JIKHA NPEeBbILWaTb
3aPErncTPUPOBaAHHYIO NPEeAENbHYIO OTNYCKHYIO LieHY Ha pedepeHTHbIN NeKAapCTBEHHbIN npenapaTt uam
LeHY Ha JIeKapCTBEHHbIN NpenapaT B CTpaHe NpoM3BoAMTENA.

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

20. 3aABneHMe 0 rocyfapCTBEHHOM pPerncTpaLLmm BoCnponu3BeAeHHOro IeKapCcTBEHHOTO Npenapara
AN MeAMUMHCKOTO MPUMEHEHUs MoXKeT ObiTb MoAaHO B YMNOJIHOMOYEHHbIM ¢enepasnbHblii opraH
WCNOSIHUTENbHON  BNACTW, OCYLLECTBAAKOLWMIA  TOCYAAPCTBEHHYHO  PErncTpauuio  NeKapCTBEHHbIX
npenapatoB, MO MWCTEYEHUW 4YeTbipex NeT C AaTbl FOCYJAPCTBEHHOW perucrtpauum pedepeHTHOro
JleKapcTBeHHOro npenapaTta B Poccuickoit ®epepaumm.
(yacTb 20 BBeaeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

21. 3asBfeHMe O TOCYAapCTBEHHOW  peructpauumM 6uoaHanorosoro (6uonoao6Horo)
NeKkapcTBeHHOro npenapaTta (6MoaHanora) moskeT 6biTb MNOAAHO B YNOJHOMOYEHHbIN deaepanbHbii
OpraH WCMOJIHUTENbHOW BNAaCTM, OCYLLECTBAAIOWMI TOCYAaPCTBEHHYIO PErucTpaLumio JIeKapCTBEHHbIX
npenapatoB, MO WCTEYEHMM Tpex /NeT C A[aTbl rOCYAAPCTBEHHOW perucTpauumn pedepeHTHOro
JleKapcTBeHHOro npenapaTta B Poccuiickoin ®eaepaumm.

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

22. [ep:KaTenb WA Bnagenel, perucTpaLMoHHOro ya0CTOBEPEHUS NIEeKAPCTBEHHONO npenapaTta
npeacTaBaseT B YNOJHOMOYEHHbIN denepasnbHblit opraH MCNOAHUTE/IbHOM BNACTWU, OCYLLECTBAAOLLNIA
dYHKLMM NO KOHTPOIIO U Haa30py B chepe 34paBOOXPaHEHMA, OTYET Mo pesy/ibTaTam papmMaKkoHaa30pa
O[INH pa3 B LUECTb MECALEB B TeYeHWUe ABYX NIET NOC/E rocyAapCTBEHHOM perucTpaumm 1eKkapcTBeHHOro
npenapata B Poccuiickot dPeaepaunu, exxerogHo B TeueHWe nocaeayolmux Tpex NeT U B AanbHellem
O/IMH pa3 B NATb NeT.

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

Cratba 19. MpUHATME peLueHUA O BbiAaye SKCNEePTHOMY yupeXKaeHUI0 3a4aHNA Ha NpoBeaeHue
3KcnepTusbl NEKaPCTBEHHOrO CpeacTBa
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue aecati paboumx gHel co AHA NPUHATMA 3aABAEHMA O FOCYAaPCTBEHHOMN perncTpaumm
NIeKapCTBEHHOrO  npenapaTa  COOTBETCTBYHOLWMI  YNOJHOMOYEHHbIM  denepanbHblii  opraH
MCMONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MOJHOTbI, 4OCTOBEPHOCTU U NPaBUIbHOCTM 0GOPMIEHUS
npeacTaBNeHHbIX AOKYMEHTOB PErmcTPauMoOHHOIO AOCbe Ha JIeKapCTBEHHbIM npenapaT M NpUHUMaeT
pelleHne O Bblgaye 3a4aHuNA Ha NpoBeLeHueE:

1) IKCNEepPTU3bl AOKYMEHTOB, NpeacTtaBaeHHbIX OaA onpeaeneHna BO3MOXHOCTU paCCMaTpuBaTb
ﬂeKapCTBEHHbIVI npenapar gna MeauumnHCKOro npuMmMmeHeHuAa npu ocywecrtBieHunn I'OCY,CI,apCTBeHHOlZ
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pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

2) 3KCNepTM3bl 1IEKaPCTBEHHOIO CPEACTBA B YaCTU SKCNEPTM3bl KayecTBa IeKapCTBEHHOro CpeacTBa
M 3KCNepTM3bl OTHOLIEHUA OXKWAAEMOM NOJb3bl K BO3MOMKHOMY PUCKY NMPUMEHEHWUA /IEKAaPCTBEHHOIO
npenapara Aas MegULUUHCKOTo NPUMEHEHUS;

3) IKCNEePTU3bl IEKAPCTBEHHOIO CPeACTBa B YaCTU IKCNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWEHUA ommp,aew\oﬁ NnoNb3bl K BO3SMOXHOMY PUCKY NMPUMEHEHUA NEKAPCTBEHHOIO
npenapata Ana MeaumunHCKOro npumMmeHeHunAa B NnopAagKe yCKOpeHHOVI npoueaypbl 3KCNEPTU3bI
NNEKapPCTBEHHbIX CpeacTs B COOTBETCTBUN CO cTaTbel 26 HacToAlero CDe,u,epaanoro 3aKOHa;

4) 9KCNEepPTn3bl NEKAPCTBEHHOINo cCpeacrtesa B OTHOWEHUWN NEKAPCTBEHHOrNo npenapata A4nAa
BETEPUHAPHOIo NpUMEHEHUA.

2. YNONHOMOYEHHbIN deaepanbHbl OpraH MCNOHUTENIbHOM B1AaCTU YBEAOMSET B 3/1€KTPOHHOM
dopme MM Ha BymaskHOM HOCUTene 3afABUTENA U SKCNEPTHOE yuypeskAeHUe O MPUHATOM pelleHUn O
Bblgaye 3a4aHWI Ha MPoBeAeHUE IKCNepPTU3, NpesyCcCMOTPEHHbIX YacTbio 1 HacToALWEen CTaTbk, U B Cay4dae
Heobxo4MMOCTM O Bblaye paspelleHuns Ha BBO3 B Poccuiickyto deaepaumnio KOHKPETHON NapTum, cepun
3apernucTpupoBaHHbIX M (MAKN) HE3aPerncTpUMpoBaHHbLIX JIEKAPCTBEHHbIX CPeacTB MAM 06 OTKase B
nposeaeHnn NPeayCcMOTPEHHbIX SKCMNEPTM3 C YKa3aHMeM NPUYMH TaKOro OTKasa.

3. B c/ny4yae BbIABNEHWA OTCYTCTBMSA WAM HEAOCTOBEPHOCTU WHPOPMaLMKM, coAep’Kallenca B
npeacTaBNeHHbIX 3anABUTEIeM AO0KYMEHTaX, YNOAHOMOYEHHbIM deaepanbHbli opraH UCMONAHUTENbHOWM
BJAaCTU HanpasnseT 3asBMTeNl0 3anpoc 06 YTOYHEHMM 3TOM MHPopmauuu (aanee - 3anpoc
YNOAHOMOYEHHOTO ¢defepanbHOro opraHa UCMONHWUTENbHOW BNACTM), KOTOPbIM MOXKeT 6biTb NepesaH
YNOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HanpaBieH Mo NoyTe 3aKasHbimM
NMUCbMOM MAWN NepeaaH B 3N1EKTPOHHOM GopmMe NO TeNEKOMMYHMKALMOHHbIM KaHanam cBsA3u. B ciyyae
Hanpae/JeHMs 3anpoca yno/JIHOMOYeHHOro ¢geaepasbHOro opraHa MCNOMHUTENbHOM BAACTU MO NouyTe
3aKasHbIM MUCbMOM OH CUYMTAETCA MOJIYyYEHHbIM MO WCTEYEHUW LWeCcTU AHeN C AaTbl Hamnpas/ieHus
3aKa3HOoro N1cbma.

4. 3asBuTenb 0bA3aH NpeacTaBUTb OTBET HA 3aMpoc yrNoJIHOMOYeHHOro denepasbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBblwatowmii AeBaHocTa pabounx gHen co AHA ero nonyvyeHus.
CpoOK, yKa3aHHbIM B YacTu 1 HacToALWel CTaTbM, MPUOCTAHABAMBAGTCA CO AHA HanpaBieHUs 3asaBUTEI0
3anpoca ynosHOMOYeHHOro denepasbHOro OpraHa WMCMOJSIHUTE/IbHOW BACTU A0 AHA MOJyYEeHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHMeM pnA OTKasa B OpraHu3auMm sKcnepTrs, NpeayCcMoTPeHHbIX YacTbio 1 HaCTOﬂU.LEVI
CTaTbWn, ABNAAETCA NpeactaB/ieHue HEO6X0,CI,MMbIX AanAa nposeaeHMA npeayCcMoOTpPeHHbIX 3KCNepTus
AOKYMEHTOB B HEMOJ/IHOM obbeme nam HenpeacrasaeHMe 3aABuUTeNemM B YCTaHOBﬂeHHbIVI CPOK OTBE€Ta Ha
3anpocC ynosiHOMO4YeHHOro cbe,a,epaanoro OpraHa WUCNOJIHUTENIbHOM BNACTU, a TaKXke npeacrasneHne
AOKYMEHTOB, HE coaepXallnx ncyepnbiBaroLlero nepeyvyHa HeO6XOAVIMbIX CBE,CI,EHMVL

6. MNpn OoTKase B opraHM3aLMM 3KCNEPTU3bl, NPEeAyCMOTPEHHON MyHKTOM 4 yacTn 1 HacTosAweMn
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTaB PErncTPaLLMOHHONO AOCbe Ha JIEKAPCTBEHHbIM NpenapaT Ans
BETEPUHAPHOrO NMPUMEHEHMUSA, MOTYT ObiTb BO3BPALLEHbI 3aABUTE/II0 HA OCHOBAHUM €ro NMUCbMEHHOTO
3anpoca, HanpaB/AeHHOTO B YNOJIHOMOYEHHbIV dpesepanbHbli OpraH UCMOJHUTENBHOM BNACTU B TEYEHUE
TpYAUaTM pabounx gHel co AHA NPUHATUS YNTOIHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOTHUTE/IbHOM
BJ1aCTU pelleHnsa 06 0TKase B OpraHM3aL MM TaKoW 3KCNepTusbl. YNOJHOMOYEHHbIM dpesepasnbHblit opraH
MCMONHWUTENIbHOW BJ1aCTW BO3BPALLLAET 3asABMTE/IO YKa3aHHble JOKYMEHTbl B TeyeHue AecATU paboumx
AHEN co AHA NOJlyYeHUn COOTBETCTBYHOLLErO 3aMpoca 3asBUTeNs.

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

Cratba 20. 3Kcnepmsa AOKYMEHTOB, MnpeAacTaB/IeHHbIX AnAa onpepeneHna BO3MOXXHOCTU
paccmaTpuBaTtb neKapCTBeHHblﬁ npenapar gna meaguumnHCKOro npumeHeHunAa npu ocyuiecrsieHuun
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rocyAapCcTBEeHHO perncTpaumm B Kauectse oppaHHOro ieKapCTBEHHOro npenapara
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTtn3a AOKYMEHTOB, NPeACTaBAEHHbIX AN onpeaeneHMa BO3MOXKHOCTM pacCMaTpmBaTb
NIEKAPCTBEHHbIN npenapat Aaa MeAUUMHCKOrOo MPUMEHEHMA MpPU OCYLLECTBAEHUM FOCyAapCTBEHHOWN
perucTpauum B Kadyectse op¢paHHOro IEKapCTBEHHOIO NMpenapaTta, COCTaB/leHMe KOMUCCUEN 3KCnepToB
3aK/IlOYEHNA O BO3MOKHOCTM WM HEBO3MOMKHOCTM pacCMaTpuBaTb JE€KApCTBEHHbIM npenapat and
MeANLMHCKOro NPUMEHEHMA NPU OCYLLEeCTBAEHMN roCcyAapCTBEHHOM PerncTpaLmnm B Kauectse opdaHHOro
JIEKapCTBEHHOrO NpenapaTa M HanpaB/ieHWe AaHHOTrO 3aK/KYeHUA B YNOJHOMOYEHHbIN dpeaepanbHbii
OpraH UCMOIHUTENbHOM BAACTM OCYLLECTBAAIOTCA B CPOK, HE NPEBbIWAOWMI TPUALATN paboumx aHen co
OHA MONYYEeHUA SKCNEePTHbIM ydpexaeHMem 33[aHMA YNOAHOMOYEHHOro d¢eaepanbHOro opraHa
WUCNO/IHUTENbHON BNACTU M B 3NEKTPOHHON ¢dopmMe MAM Ha BymarKHbIX HOCUTENsX HeobxoAuMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n 8 yactn 7 ctatbm 18 Hactoawero PeaepanbHoro
3aKoHa.

2. [IoKymeHTbl, cofepxalinecs B PerucTpaumMoHHOM A0Cbe Ha /JeKapCTBeHHbI npenapaTt u
NOCTYNMBLLME Ha BYMaXKHbIX HOCUTENAX B SKCNEPTHOE yupeKaeHne AN OCYLLECTBIeHUA UX SKCNepTU3bl
ANA onpefeneHna BO3MOMHOCTM pPacCMaTpuBaThb JIEKApPCTBEHHbIA npenapat Ans meauLMHCKOro
npuMeHeHMa B KadyecTBe OpdaHHOro JIeKapCTBEHHOro npenapaTa, noaJjiexaT BO3BpaTy B
YNO/IHOMOYEHHbIN deaepasnbHbii OpraH MCNOJHUTENIbHON BAACTU OAHOBPEMEHHO C 3aKJ/IOYEHMAMM
COOTBETCTBYHOLLMX SKCNEPTH3.

Cratba 21. PeweHMe O BO3MOXHOCTU pPacCMATPMBATb JIeKAapCTBEHHbINM npenapat npu
OCYLLLeCTB/IEHUM roCyAapCTBEHHO perucTpaumm B Kayectse opdpaHHOro 1eKapcTBeHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B CpOK, He NpeBbIWALWMI NATU paboumx AHeN Co AHA NOAYYEeHUA 3aKNH0YEHNA, YKa3aHHOTO B
yactm 1 cratbm 20 HactoAwero dPenepanbHOro 3aKOHA, YMNOJHOMOYEHHbIM deaepanbHbIi OpraH
MCMNONHUTENBHOW BNACTU OCYLLECTBAAET OLLEHKY MOJIYYEHHOrO 3aK/IOYeHWA ANsa onpeaesneHus ero
COOTBETCTBMA 3a4aHWIO Ha NPOBeAeHMe COOTBETCTBYIOWEN 3KCNepTU3bl U yBeAOMAAET 3aaBUTeNa B
3/1EKTPOHHON ¢dopMe MAM Ha BymaskKHOM HocCuTene O pesysbTaTax MPOBEeAEHHON 3KCnepTusbl C
NPUNONKEHNEM KOMUM IKCNEPTHOTO 3aKA0UYEHUSA (C COXpPaHEHNEM KOHOUAEHLMANBHOCTU MHOPMALLMM O
COCTaBe 3KCMepPTHOW KOMUCCUM) U O BOSMOMKHOCTU MNN HEBO3MOMKHOCTU PACCMaTPMBaTb JIEKAPCTBEHHbIN
npenapat Ana MegMUMHCKOro MpUMMEHEHMsA MNpPW OCYLLECTBJEHUM rOCYAapCTBEHHOW perncrpaumu B
KayecTBe opdaHHOro NeKapCcTBEHHOrO Npenapara.

2. Tpun BbIHECEHMM KOMMUCCMEN 3SKCNEPTOB 3aKNOYEHUA O BO3MOMKHOCTM pPaccMaTpuBaTb
NeKapCTBEHHbIM Npenapat Agaa MeAWUMHCKOTO NMPUMEHEHWUA MPU OCYLLECTBJIEHUU FOCYAapCTBEHHOM
pernctpauum B Kayectse opdpaHHOT0 JIEKAPCTBEHHOIO NpenapaTa yNnoJHOMOYEHHbIV deaepanbHbili opraH
MCMONHUTENLHOW BNACTU B CPOK, HE MPEBbIWAOWMIA NATU paboumx AHeW COo AHA NOJyYeHWA LAHHOTO
3aKNIOYEHMA, MPUHMMAET pelleHne O Bblgaye 3afaHuWAa Ha MNpPoBeLEeHWEe 3SKCMepTM3bl KayecTBa
NIEKapCTBEHHOTO CPEeACTBA M 3KCNEpPTM3bl OTHOLEHWUA OXWAAEMOM MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NIeKAPCTBEHHOro npenapaTta Ans MeAWLMHCKOTO NMPUMEHEHMSA B MOPALKE YCKOPEeHHOM
npoueaypbl 3KCMepTU3bl JIeKapCTBEHHOTO CPeACTBa B COOTBETCTBMM CO CTaTbel 26 HACTOsALLEero
denepanbHOro 3aKoHa.

3. B ciyyae NpUHATUA pelleHna O HEBO3MOXKHOCTM PaccMaTpMBaTh JIEKaPCTBEHHbIN Npenapar gna
MeAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAapCTBEHHOW  peructpauuMm B KadectBe opdaHHOro
NleKapcTBEHHOrO npenapata YNoAHOMOYEHHbIN deaepanbHblii  OpraH MCNOAHUTENbHOM BAacTU
npekpalLaer npoueaypy rocyaapcTBeHHON perncTpaumm neKapcTBeHHoro npenapaTa. 3aaBuTeNb Bnpase
06paTUTLCA B PErnCTPUPYIOLWLMIA OpraH C 3aAB/JEeHMEM O rOCyAapCTBEHHOW perMcTpaumu yKasaHHOro
NleKapcTBEHHOTO NpenapaTa B COOTBETCTBUM CO cTaTbel 18 HacToswero ®eaepanbHOro 3aKoHa.

CraTba 22. YTpatuna cuny c 1 uiona 2015 roaa. - PepepanbHbiii 3aKoH o1 22.12.2014 N 429-93.
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Cratba 23. JKcnepTuM3a KauyecTBa JIEKAPCTBEHHOro cCpeacrBa M IKCNepTusa OTHOLWIEHUA
OXXMAAEeMOI nNonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JNIeKapCTBeHHOro npenapata Anasa
MeAULMHCKOro NnpumMmeHeHus

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

1. dKcnepTU3a KayecTBa JIEKapCTBEHHOIO CPEACTBA U IKCNEPTM3A OTHOLIEHUA OXUAAEMOIM NONb3bI
K BO3MOXHOMY PWUCKY MPUMEHEHMA NEKAPCTBEHHOro npenapata AAd MeaULMHCKOro NpUMEHEHMUS,
COCTaB/IEHME KOMMUCCUAMM 3SKCMEPTOB 3aKAOYEHMIA MO pe3y/ibTaTaM MPOBEAEHHbIX 3KCNEpTU3 MU
HanpaB/ieHWEe 3TUX 3aKAKYEHMA B YNONHOMOYEHHbIN deaepasnbHblit OpraH MCAOAHUTENbHOW BNACTU
OCYLLECTBAAOTCA B CPOK, HE NPEBbLIWAOLWLMIA CTa AECATU Paboumx AHEN CO AHA NOYYEHWUA SKCNEPTHLIM
yyperKaeHMeM COOTBETCTBYIOLLENO 3a4aHMA YNONTHOMOYEHHOIO deaepanbHOro opraHa MCMONHUTENbHOM
BNACTU U HEOBXOAMMbIX JOKYMEHTOB B 3/1€KTPOHHOMN GopMe MAN Ha BYMaXKHbIX HOCUTENAX.

KoHcynbTaHTlAOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3gpas Poccun go 11.04.2022, npn HEBO3MOXKHOCTM NPOBEeAEHUA
SKCMepTM3bl KayecTBa /IeKAapCTBEHHbIX CPeACTB B OKCMEPTHOM Y4YpeXAeHWW, OO0MycKaeTca ee
npoBeseHMe MOCPeACTBOM AUCTAaHLMOHHOIMO B3aMMOAEWNCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
ONpeaensoTca 3KCMepTHbIM y4YpeskaeHWeM MO COracoBaHuio c 3asasuTensmu (MoctaHoBneHue
MpasuTenbctea PO ot 05.04.2022 N 593).

2. B TeueHne peBAHOCTA AHEWN CO AHA MOJYYEHUA PeLleHUs YrnoJIHOMOYeHHoro ¢enepasbHoro
opraHa WCMOJIHUTE/IbHOM BAacTU O MPOBEAEHUM IKCMEPTM3, NPeayCMOTPEHHbIX YacTbio 1 HacTosuien
CTaTbM, 3aABUTENIb NPEACTaBAAET B JKCMEPTHOE yypexaeHue ANA NpoBeAeHUA 3KCNepTU3bl KayecTsa
NleKapCcTBEHHOro cpeacTBa 0b6pasupl IeKapCTBEHHOro npenapaTta ANs MeAULMHCKOro NpPUMeHeHus,
Npoun3BeAeHHOro B COOTBETCTBUU C TPebOBaHMAMM OMbITHO-MPOMbILLAEHHOrO U (MAKM) NPOMbILLNEHHOTO
pPernameHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM NPOU3BOAUTENA JIEKapPCTBEHHbIX CPEACTB, a TaKMKe B
COOTBETCTBYHOLLMX CyYasax obpasubl hbapmaLeBTUYecKon cybcTaHUmMK, TeCT-ITaMma MUKPOOPraHM3MOB,
KYAbTYPbl KNETOK, 06pasLbl BelecTs, NPUMEHAEMbIX A1 KOHTPO/A KayecTBa IeKapCcTBEHHOro cpeacTsa
nyTem CpaBHEHMA C HUMU UCCIeAyeMOro 1eKapCcTBEHHOro CpeacTBa, B KOAMYecTsax, Heobxoaumbix Ans
BOCMNPOU3BEAEHMA METOA0B KOHTPOIA KayecTsa.

3. MNpu nonyyeHun ob6pasLOB NIEKAPCTBEHHOrO npenapaTta M QpapmaueBTUYECKON cybCTaHLMK
3KCMEPTHOE YyuperKAeHWe BbiAAEeT 3aABUTENIO LOKYMEHT, MOATBEPKAAIOWMI MOJyYeHWe YKasaHHbIX
06pasuoB, U B CPOK, HE NPeBbIWatoWwmnii Tpex pabounx gHel, yBeAOMAAET B 9/1EKTPOHHOM dopme nan Ha
6ymaxkHOM HocuTeie 06 3TOM YNOJIHOMOYEHHbIV deaepanbHblii OpraH MCNONHUTENbHOMN BAACTU.

4. YKasaHHble B YacTax 2 U 3 HacToALWel CTaTbM CPOK 418 NPeACcTaBieHns 3asBuTesem obpasLos
NleKapcTBEHHOrO npenapata M ¢apmaleBTUYEeCcKOW CybCTaHUMM M CPOK YBEAOMJIEHWUA 3KCMEPTHLIM
yupexgeHmem o6 3Tom Ha 6ymMarKHOM HocuTene YMNoJAHOMOYEHHOro ¢eaepanbHOro opraHa
MCMNONHUTENBHOWM BNACTM He BK/IKOYAKOTCA B CPOK MPOBEAEHMA IKCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1
HacToALLen cTaTb.

5. [OKyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YUYPEeXKAEeHME ANA MNPOBEAEHUA 3SKCNepTus,
npeaycMOTPEHHbIX YacTblo 1 HAacTOALLEN CTaTbK, NOAJ/IEXKaT BO3BPATY B YNOJAHOMOYEHHbIN deaepanbHbIii
opraH WMCMNONHWUTENbHOW BAACTU OAHOBPEMEHHO C 3aK/OYEHUAMMW, MOJYYEHHBLIMW MO pesysbTaTam
COOTBETCTBYIOLLMX IKCMEPTUS.

Cratba 24. 3JKcnepTu3a Ka4vecTBa JIEKAPCTBEHHOro Cpeacrsa M IKCNepTusa OTHOLIEHUA
OXMAaemol MnonAb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKApCTBEHHOro npenapata Ans

BETePUHAPHOro NpMMeHeHus

1. 3KcnepTM3a Ka4yecCTBa /1IEKapPCTBEHHOIO CpeacTBa U 3KCNePTNU3a OTHOLWEHNA O)KVIAHEMOVI nonb3bl
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K BO3MOXHOMY PUCKY NPUMEHEHWUA NIEKAPCTBEHHOro Mpenapata A8 BeTepUHAPHOro NPUMEHEHMUS,
COCTaB/IEHME KOMMCCUSAMM 3SKCMEPTOB 3aKAOYEHWI NO pe3ysbTaTaM YKa3aHHbIX 3KCNepTu3 MU
HanpaB/ieHWEe TAKUX 3aK/OYEHWUI B YNONHOMOYEHHDbIN deaepanbHbli OpraH UCNONHUTENBHOM BNACTU
OCYLLECTB/IAIOTCA B CPOK, HE NMpPeBbILAOWNI CTa AeCATU pabounx AHEl co AHA NOAYYEHUA SKCNEePTHbIM
yupexxgeHmeM 3aZaHuA  YNoAHOMOYEHHOro ¢enepanbHOro opraHa WCNOAHUTENbBHOW BAACTU C
OOKYMEHTaMM, yKa3daHHbIMM B YacTu 3 cTaTbn 17 HacToAwero PeaepanbHOro 3akoHa.

(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeuyeHue TpuauatM paboumx AHEM CO AHA MONYYEeHUs pPelleHnn YNoJHOMOYEHHOTo
denepanbHOro opraHa UCMONHUTENBHOM BIACTU O NPOBEAEHNM YKa3aHHbIX B YacTU 1 HAcTosALLEeN CTaTby
3KCMEePTU3 3anBMTE/Ib NPeACTaBAAET B IKCMEPTHOE yupexaeHe ana NpoBeseHnsa 3KCnepTU3bl KayecTsa
NeKapcTBEHHOTO cpeacTBa obpasubl JIEKAPCTBEHHOro npenaparta 41 BeTePUHAPHOro MpUMEHEeHMS,
NPOM3BEAEHHOTO B COOTBETCTBUM C TPebOBaHUAMM TEXHONOTMUYECKUX PErIaMEHTOB, YTBEPHKAEHHbIX
pyKoBoAMUTENEM NPOM3BOAMUTENSA NEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLLMX C/yYanx TecT-
LWTaMMbl MMUKPOOPraHM3MOB, Ky/AbTypbl KNeTOK, 06pasubl ¢papmaueBTUyeckon cybcTaHummu, obpasubl
BELWECTB, MPUMEHAEMble /1A KOHTPO/AA KayecTBa JIeKAapCTBEHHOrNO CPeACcTBa, B KOMYECTBaX,
HeobXxoAMMbIX A1 BOCNPOU3BEAEHNA METOLOB KOHTPO/IA KayecTsa.

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

3. Mpu nonyyeHnn ob6pasLOB NEKAPCTBEHHOro npenapata M dapmaleBTUYecKon cybcTaHumm
SKCMepTHoe yypexkaeHne BblAaeT 3afABUTEN0 AOKYMEHT, MOATBEPKAAIOWMIA MOoNyYeHUe YKasaHHbIX
06pa3LoB, U B CPOK, HE NpeBbILAOLWLNK Tpex pabounx gHel, ysegomasaeT B MMCbMeHHOM dopme 06 aTom
YNO/IHOMOYEHHbIN deaepasibHblii OpraH UCMOJIHUTE/IbHOM BAAaCTH.

4, CpoK Aana npeacrasneHus 3assutenem o6pasloB  /IeKApCTBEHHOro npenapata MU
dapmaueBTYeCcKo CyBCTaHUMM UM CPOK YBEAOMIEHMA 3KCMNEPTHbIM yupexgeHnem o6 3Tom B
NUCbMEHHOMN dopme YNoNHOMOYEHHOro dpeaepanbHOro opraHa UCNONHUTEIbHOM BNACTU, yKasaHHbIE B
yacTax 2 M 3 HACTOALLEN CTaTbW, HE BK/IKOYAIOTCA B CPOK NPOBEAEHUA YKa3aHHbIX B YacTu 1 HacToAwei
CTaTbM 3KCMEpTH3.

5. JLOKYMEHTbI, NOCTYNUBLLME B SKCMEPTHOE yUYpeXKAEHME ANA NPOBeAEHMA YKasaHHbIX B YacTu 1
HACTOALLEN CTaTbM 3KCMEepTU3, MogneXKaT BO3BPaTy B YNONHOMOYEHHbIN deaepasnbHblit OpraH
MCMONIHUTENIbHOW BNACTM OLHOBPEMEHHO C 3aK/I0YEHUAMM MO pPe3y/ibTaTamM YKa3aHHbIX IKCNePTUs.

Crartba 25. NNoBTOpHOE NpoBeAeHUe 3KCNEePTU3bl NEKAPCTBEHHbIX CpeacTB
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx He[o0CTaTOYHOM 060CHOBAHHOCTM UM HEMOJTHOTbI 3aK/II0YEHUS KOMUCCUM 3KCMEPTOB,
Ha/MuMA B HEM MNPOTMBOPEYMBLIX OaHHbIX, GaNbCUPUKALUM BbIBOLOB IKCMEPTU3bI JIEKAPCTBEHHOTO
CPeACTBa, COKPLITUA OT YNOJHOMOYEHHOro defepasbHOro opraHa UCMOHUTEIbHOW BAACTU OCHOBaHWMIA
ONA OTBOAA 3JKcnepTa BCAeACTBME €ro 3aMHTEPEecoBaHHOCTM B pesy/nbTaTaXx COOTBETCTBYHOLLEMN
3KCMEepPTM3bl, HAINUYMA AaHHBIX O NPAMOM IMHO KOCBEHHOM BMELLIATENbCTBE B MPOLLECC COOTBETCTBYIOLLLEN
3KCMEepPTM3bl L, HE YYACTBYIOLWMNX B €e NPOBeAeHMM, HO OKa3aBLIMX BAVAHME Ha NPOLECC U pe3yabTathl
ee npoBeaeHUA, YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHUTENbHOM BNAcTM HasHadaetcAa
MOBTOPHAA 3KCMepPTM3a 1IeKAapPCTBEHHOTO CPEeACTBa U (MK) STUYECKan IKCnepTM3a.

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

2. MNoBTOpHaA 3KcnepTU3a NeKapcTBEHHOro CPeAcTBa MPOBOAMTCA C YyY4ETOM Pe3ynbTaToB paHee
npoBeAeHHOW 3KCNepTU3bl B CPOK, YCTAaHOBAEHHbIM YNOJHOMOYEHHbIM deaepanbHbiM OpraHOM
NCNONHUTENbHOM BNACTU U He NpeBbILaoWMiA TpUALATN pabounx gHel co AHA NONYYEeHUA SKCNEePTHLIM
yuypexKaeHmem 3agaHna Ha npoBeaeHne NoBTOPHOM 3KCNePTU3bl IeKapCTBEHHOTO CpeacTBa.

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

3. ®uHaHcoBoe obecneyeHue BbIMNONHEHUA 3a4adHNA Ha npoBepeHwme I'IOBTOpHOVI 9KCNepTU3bl
NEeKapCTBEHHOTO CPpeacTBa HE OCYyLLEeCTBAETCA.
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(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
CraTbA 26. YcKOpeHHas npoueaypa 3KCnepTusbl 1I6KapCTBEHHbIX CPEACTB

1. YcKopeHHaa npoueaypa 3KCNepTM3bl SIEKAPCTBEHHbIX CPEACTB B LEAAX roCyAapCTBEHHOWM
pPerncTpaunm NeKkapcTBEHHbIX MPenapaToB MNPUMEHAETCA B OTHOWEHUM OPGAHHbLIX NEKAPCTBEHHbIX
npenapaToB, NEePBbIX TPEX IEKAPCTBEHHbIX NPENapaTos, perncTpmpyemoix B Poccuiickoin ®epepaumm B
KauyecTBe BOCMPOU3BEAEHHbIX JIEKAaPCTBEHHbIX MPENnapaToB, O4YEPEeAHOCTb KOTOPbIX OonpeaenseTca B
COOTBETCTBMM C HOMEPOM M [aTOM BXOAALWMX 33ABAEHUA O T[OCYAAPCTBEHHOM perncrpaumum
JNIeKapCTBEHHbIX MPENapaToB B PaMKax OAHOM0 MeMKAYHAPOAHOro HEenaTeHTOBAaHHOFO HaMMEHOBaHMUA
NIeKapCTBEHHOrO MNpenapata MAW TPYNMMPOBOYHOrO HAMMEHOBAHMA NIEKAPCTBEHHOrO npenapaTta, U
NeKapCTBEHHbIX npenapaTos, npeAHasHavyeHHbIX NUCKAOUYUTENIBHO ana npUMeHeHuA
HeCOBEpPLUEHHONETHUMU FPaAXKAAHAMM.

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

2. YCKopeHHaa npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBeHHOM
perncTpaunmn NeKapcTBEHHbIX NPEnapaToB He NPUMEHAETCA B OTHOLLIEHUN:

1) 6noaHanorosbix (6MONOA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEKapCTBEHHbIX MNPenapaToB (3a MCKAoYeHMem opdaHHbIX JeKapCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NpumeyaHue.

o 01.09.2023 poCCUMMACKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPENapaTtoB A8 BETePUHAPHOrO
NPMMeHeHMA paspeLleHo NoAaBaTh PErMcTpaLMoHHOe A0Cbe MO YCKOPEHHOW npoueaype 6e3 yyeta
TpeboBaHMli N. 3 4. 2 cT. 26 (MoctaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

3) BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNpPenapaTtoB (33 WCKAOYEHMEM NepBbIX Tpex
peructpupyembix B Poccuiickoin defepalmm B KauecTse BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX NpernapaTos
7 JNIeKapCTBEHHbIX  MNpenapaTos, npegHasHayYeHHbIX UCKNOYUTENbHO  ANA npuMeHeHuA
HEeCcoBepPLUEHHONIETHUMU IPpaXkaaHamm);

4) HOBbIX KOMBMHaLMIA 3aPErMCTPUPOBAHHBIX PaHee NIeKapCTBEHHbIX NPenapaTos;

5) NnekapcTBeHHbIX NpPenapaToB, 3apPerncTPUPOBAHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrux
NeKapcTBeHHbIX popmax B COOTBETCTBMMU C NEPeYHEM HAUMEHOBAHUI NEeKapCTBEHHbIX GOPM M B HOBOM
[03MPOBKe.

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

3. YcKkopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeacTB MPOBOAMTCA MO PeELleHUto
COOTBETCTBYIOLLErO YNOJHOMOYEHHOro deaepasbHOro opraHa UCNOJIHUTEIbHOM BAACTU HA OCHOBAaHWUM
3aAB/IeHMA 3a8BUTENS B CPOK, HE MPEBbIWAOWMIA BOCbMUAECATN paboumx aHel. MNpu aTom sKcnepTusa
OOKYMEHTOB, COAepKaluuxcs B PermcTpaumMoHHOM AOCbe Ha JIeKapCTBEHHbIA NpenapaT, NpoBOANUTCA B
CPOK, He MpeBblWaoWMi AecsaTn paboymx gHel, 3KCnepTusa KayecTBa JIEKAaPCTBEHHOro cpeacTBa U
3KCMepTU3a OTHOLWIEHUA OXMAAEMOM MOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMA JIEKAPCTBEHHOIO
npenapaTta NPOBOAATCA B CPOK, HE NMPEBbLIWAOWMIA LIECTUAECATU Paboumx AHEN.

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

3.1. B oTHOWweHMM opdaHHbIX IEKAPCTBEHHbIX MPENapPaToOB MOTYT BbITb NPeaCcTaBAeHbl Pe3yAbTaThl
AOKNIMHUYECKMX UCCNeA0BaHNIA NEeKAaPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNeA0BaHUM NeKapCTBEHHbIX
npenapaTos 418 MeAUUMHCKOro NPMMEHEHMS, BbIMOAHEHHbIX 32 npegenamun Poccuiickoin Pegepaumm B
COOTBETCTBMM C MNpaBUAamMM Hag/aexalwein nabopaTopHOM NPaAKTUKM W NpaBMAaMu  Hagjexallein
KAMHWUYECKOW NPaKTUKM.
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(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

4. YCcKOpeHHaa npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPeacTB MNPOBOAUTCA B NOPAAKE,
YCTaHOBAEHHOM cTaTbAMM 17 - 20, 23 u 24 HacToAwero ®enepasbHOro 3aKOHa, M HE O3HAYAET CHUMKEHUA
TpeboBaHMI K 6e3onacHoCcTH, KavyecTBy U 3PpPEKTUBHOCTU IEKAPCTBEHHbIX MPenapaTos.

CraTba 27. PewieHue 0 rocyapcTBEHHON perucTpaumm n1eKapcTBeHHoro npenapara

1. B cpoK, He npesBblWaloWmMn AecATU paboumx AHel Co AHA NOAYYEHUA 3aKNHYEeHUI KOMUCCUU
3KCNepToB MO pe3y/abTaTaM 3KCNepPTU3bl KayecTBa JIeKapCTBEHHOro CpeacTBa M 3KCNepPTU3bl OTHOLLEHUA
0XMAaeMon NONb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMA NEeKapCcTBEHHOro npenaparta, COOTBETCTBYOLLMIA
YNOJIHOMOYEHHbIN pesepanbHbIi opraH UCNONHUTENbHOW BNACTU:

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

1) pas3meuaeT Ha cBoem oduMLMaNbHOM cainTe B ceTu "UHTepHeT" COOTBETCTBYOWME 3aKNOUEHUS
KOMMCCUM IKCNEpPTOB W OCYLLECTBAAET WX OUEHKY ANA OnpefeneHua COOTBETCTBMA 3a[aHWMI0 Ha
nposefeHne 3TUX IKCNepPTU3;

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

2) NpUMHMMaET pelleHne O rocyAapCTBEHHOW perucTpaumm JieKapCcTBeHHOro npenapata uan ob
OTKase B rocy4apCTBeHHOM perncTpaumm 1eKapcTBeHHoro npenapara;

3) BHOCUT MpU NPUHATUU PeLLEHUs O roCyAapCTBEHHON PerucTpaLmmn neKkapcTBEeHHOro npenapara
OaHHble O 3aperncTpMpoBaHHOM /IeKapCTBEHHOM Mpenapate, B TOM 4ucne o dapmaleBTUYECKOM
cybCTaHUMK, BXOAALWIEA B COCTaB JIEKApCTBEHHOro npenapata, B OCYAApCTBEHHbIM peecTp
JIEKapCTBEHHbIX CPEeACTB M BblAAET 3aABUTENI0 PErucTpauMoOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOMO
npenapata, ¢opma KOTOPOro YTBEP)KAAETCA  YMNO/JHOMOYEHHbIM  deaepanbHbIM  OpraHom
WCNONIHUTENbHOW B/1aCTM, COrNacoBaHHble HOPMATUBHYHO AOKYMEHTaLUMIO, HOPMATUBHbIN [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHWIO JIEKAPCTBEHHOMO NpenapaTa U MaKeTbl MePBUYHOM YNAaKOBKU N BTOPUYHOM
(noTpebutenbckoi) yMakoOBKM C YKasaHMEM Ha HUX HOMEpa PerncTpauuoHHOro yaoCTOBepeHus
JIeKapCTBEHHOrO Npenapara 1 AaTtbl ero rocy1apcTBEHHON perncTpauum Uam B ciydae NpUHATUA pelleHus
06 OTKase B rocygapCTBEHHOW perucTpauumn IeKapCcTBeHHOro npenapaTta yBegoMIAeT B NMUCbMEHHOM
dopme 3aABUTENA 06 3TOM C YyKasaHMEM MpPUYMH TaKOro OTKasa. 3a Bbldayy PerucTpaumoHHOro
YO0CTOBEPEHMA JIEKAapPCTBEHHOrO Mnpenaparta B3MMaeTca rocyAapCcTBeHHas Mow/MHa B COOTBETCTBUU C
3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumm o Hanorax u cbopax.

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

2. OcHoBaHMEM /1A OTKasa B roCyAapCTBEHHOM PerncTpauum NeKkapcTBEHHOro npenapaTa gns
MEAMLUMHCKOrO  MPUMEHEHMS  ABASAETCA  3aKNOYEeHWe  COOTBETCTBYHOLWErO  YNOAHOMOYEHHOro
denepanbHOro opraHa WMCNOAHWUTENbHOW BAACTM O TOM, 4YTO KayectBo U (Man) 3 EeKTUBHOCTb
pPerncTpupyemoro JeKapCTBeHHOro npenaparta A1 MeAMUMHCKOrO MPUMEHEHUSA He MOATBEpPXKAeHbI
NONYYEHHbIMM AaHHbIMM UKW YTO PUCK MPUYMHEHUA Bpeda 340POBbi0 YeN0BEKa BCAeACTBME MpUema
NleKapcTBEHHOro npenapata Ans MeAMUMHCKOrO NpMMEHeHWa npesbiwaeT 3QdEeKTUBHOCTb ero
NPUMEHEHNA.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MoBTOpHOE npeacTaB/ieHME B COOTBETCTBYHOWMIA YMNOJHOMOYEHHbIN deaepanbHbii opraH
WCNOJIHUTENbHON BAACTU JIEKaPCTBEHHOro npenapaTa, B OTHOLWEHMM KOTOPOro MoJyyYeH OTKa3s B
rocygapcTBEHHOM perncrpaumm n KoTopblit BNOCAeACTBUN NOABEPrca M3MEHEHUIO B YAaCTU ero CoCTaBa,
paccMaTpuBaETCA Kak NpeacTaB/ieHMe HOBOrO JIEKAPCTBEHHOrO MpenapaTta Ha ero rocyAapCTBEHHYHO
perncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepPBUYHOrO HAMMEHOBAHMA.

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

4. Mpy NpefoCcTaBleHNN 3asBUTE/IeM B COCTaBE PErmcTPauMoOHHOTO A0Cbe Ha JIEKAPCTBEHHbIN
npenapar AN BEeTePUHAPHOTO MPUMEHEHMA KONUKN PeLleHna yNnoaHOMOoYeHHOro deaepanbHOro opraHa
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WCMNOJIHUTENbHOM BIAaCTU O NPOBEAEHUN WHCMEKTUPOBAHMA MPOU3BOANUTENA NIEKAPCTBEHHbIX CPEeacTB
CPOK MPUHATUA peleHnA O TOCY[APCTBEHHOMW perucTpaumm JeKkapCTBEHHOro npenapata  Anas
BETEPMHAPHOIO NPMMEHEHWUA NMPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKNOYEHNI, YKa3aHHbIX B 4acTK
1 HacToAWeN CTaTbW, 4O AHA NPUHATMA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJAHUTENbHOWM
B/IACTU pELUEeHMA O Bblgadye uaM 06 OTKase B Bblgaye 3aKAOYEHMA O COOTBETCTBUM MPOM3BOAMUTENA
JIeKapCTBEHHbIX cpeacTB TPeboBaHUAM NPaBWA HaZeXKallen NPoOM3BOACTBEHHON NPAKTMKK, HO He Bonee
YemM Ha CTO BocemMbaecAT pabounx gHen.

(yacTtb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-93)

5. OcHOBaHMeM As1a OTKasa B roCydapCTBEHHOM perncrpaumnmn JieKapCTBEHHOro npenaparta Anaa
BETEPUHAPHOIO MNPUMEHEHUNA ABAAETCA 3aK/IlOYEHME YMNONHOMOYEHHOro ¢defepanbHOro OpraHa
NCNO/IHUTENbHOW B/1IAaCTM O TOM, YTO KauyecTBo M (MKn) adeKTUBHOCTb PErUCTPUPYEMOTO NEKAPCTBEHHOTO
npenapara g1 BETEPMHAPHOTO NPUMEHEHUA HE NOATBEPKAEHDI NOAYYEHHBIMU AaHHBIMU WU YTO PUCK
NPMYMHEHUA Bpeda 340POBbH KMBOTHOMO BC/AEACTBME MNPMEMA JIEKAPCTBEHHOrO npenapata Agns
BETEPUHAPHOrO NPUMEHEHUA NpeBblwaeT 3PPEKTUBHOCTb €0 NPUMEHEHMUA, OTKA3 YNOJHOMOYEHHOIO
denepanbHOro opraHa UCNONHUTENIbHOM BIACTU B Bblgaye 3aKN04EHMA O COOTBETCTBUM NPOU3BOAUTENSA
JIeKapCTBEHHbIX CPeacTB TPeboBaHUAM NPaBUA HadeXKallen NPoM3BOACTBEHHOM NPAKTUKN A1A KaXKaon
NPOM3BOACTBEHHOM NAOWAAKN PErUCTPUPYEMOrO JeKapCTBEHHOIO Mpenapata An8 BEeTEepPUMHAPHOro
NPMMEHEHWA B C/ly4yae, €CcAu NpPOM3BOACTBO JIEKAPCTBEHHOrO rMpenapata AAA BeTepUHAPHOro
NPUMEHEHMA OCyLecTBAAeTCs 3a npeaenamm Poccuitckoit Pepepaumnm, UMAKM  OTCYTCTBME TaAKOro
3aKAK4YeHunAa.

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

KoHcynbTaHTlAOC: NpumeyaHue.
O nopsagKe M CpoKax onpefeneHns B3aMMO3aMEHAEMOCTU NIEKAPCTB JIEKAPCTBEHHbIX NPenapaTos,
3apernctpupoBaHHbix 4o 01.03.2020, cm. cT. 3 @3 07 27.12.2019 N 475-P3.

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

1. B3anMMo3aMeHAEeMOCTb JIEKAPCTBEHHbIX MPEenapaToB Aas MeAULMHCKOTO NpUMeEHeHUsA
onpeaenserca ynoJHOMOYeHHbIM desepasbHbIM OPraHOM UCNONHUTEIbHON BIACTU, OCYLLECTBAAIOLLMM
roCy4apCTBEHHYIO PEMMCTPALMIO IEKAPCTBEHHbIX NPenapaToB A8 MeAULNHCKOro NPUMEHEHUS, B paMKax
OAHOTO  MEXAYHapOAHOr0  HEeMaTeHTOBAaHHOro (MM XMMUYECKOro, WAWM  TPYNMNUPOBOYHOIO)
HAaMMEHOBaHMA Ha OCHOBE 3aK/IOYEHMA KOMMUCCUMM 3SKCMEPTOB 3SKCMEPTHOrO y4yperkaeHus o
B3aMMO3aMeEHAEMOCTN JIeKapCTBEHHOro npenaparta g8 MegUUMHCKOro NpumeHeHus Anbo o Tom, YTo
JIeKapCTBEHHbIM NpenapaT Ana MeauLMHCKOro NPUMEHEHNA He ABNAETCA B3aMMo3ameHsaeMbim. Mopaaok
onpeaeneHns B3aMMO3aMEHAEMOCTM NIEKAPCTBEHHbIX NPenapaToB AN MeAULMHCKOro NPUMEHEHMUA U
dopma 3aKNOYEHUA KOMUCCUM IKCMEPTOB 3IKCMEPTHOro Yy4ypexk[aeHMAa O B3aMMO3aMEHSEMOCTU
JIeKapCTBEHHbIX NPenapaTos 418 MeANLUHCKOro MpUMeHeHUs 60 0 TOM, YTO IeKapCTBEHHbIN Npenapat
AN MeIMLMHCKOTO NPUMEHEHUS He ABNAETCA B3aMMO3aMeHsAeMbIM, YCTaHaBMBatoTcs MpaBUTenbLCTBOM
Poccuiickoin Peagepaumnn.

2. Komucemna aKCnepToB 3KCMEPTHOrO y4YpexkaeHusa AaeT 3aKIloYeHWe O B3aMmOo3aMeHAeMOCTU
JleKapCcTBEHHOTO NpenapaTta 418 MeAULMHCKOTO NPUMEHEHMUA M0 O TOM, YTO JIeKapCTBEHHbIN Npenapat
ANA MeOMUMHCKOTO MNPUMEHEHWA He ABAAETCA B3aMMO3aMEeHsEeMbIM, Ha OCHOBAHMM C/leAyloLLMX
KpUTepureB (XapaKTepPUCTUK):

1) 3KBMBaneHTHoCcTb (gns 6uoaHanorosbix (6MONOAO6HBLIX) /IEKAPCTBEHHbLIX MpenapaTos
(6oaHanoros) - CONOCTaBUMOCTb) Ka4eCTBEHHbIX M KONMYECTBEHHbIX XapaKTepUCTUK GpapmMaL,eBTUYECKUX
cybCcTaHUMA MM CONOCTaBMMOCTb aHTUIEHHOro COCTaBa BaKUMH. Mcnonb3oBaHMe PasAUYHbIX CONEw,
3$MpPOB, KOMMIEKCOB, N30MEPOB, KPUCTANINYECKUX GOPM U APYrnX NMPOU3BOAHbLIX OAHOrO U TOTO e
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OENCTBYIOLIEro BellecTBa He ABAAETCA NPenATcTBMEM AN onpedefieHUs B3aMMO3aMeHSAEeMOoCTU
IeKapCTBEHHbIX MpenapaTtoB, ecAM NpuM  MNPOBEAEHUM  UCcCneaoBaHUA  BMO3KBMBAIEHTHOCTU
JIeKapCTBEHHOrO MnpenapaTta WauM UCCNeoBaHUA TepaneBTUUYECKON 3KBUBANEHTHOCTU NI€KapCTBEHHOrO
npenapata A0Ka3aHO OTCYTCTBME K/AMHUYECKM 3HaUYMMbIX pPasanumii  GapMakOKUHETUKN U (1an)
3pPeKTUBHOCTN M 6Ee30NaCHOCTM JIEKAaPCTBEHHOTO NpenapaTa A1a MeAULUUHCKOTo NPUMEHEHUS;

2) 9KBMBANEHTHOCTb JIeKapCTBEHHOW Gopmbl. M0 3KBUBANEHTHBLIMU JIEKAPCTBEHHBIMKU hOpMaMm
MOHMMAIOTCA pa3Hble NeKapCcTBEHHble GOPMbI, MMetoWMe ofMHaKoBble cnocob BBeaeHMA M cnocob
NpMMeHeHWsa, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTepucTMkamm MU
dbapMaKoIorMyecknm gencTenem n obecneumnBatoLLme TaKKe SOCTUKEHNE HEOBXOAMMOTO KAMHUYECKOTOo
apdpeKTa. Pasnmuma neKkapcTBeHHbIX ¢GOpM He ABAAOTCA MPenaTcTBMEM A/A  onpejesieHus
B3aMMO3aMEHAEMOCTU  JIEKAPCTBEHHbIX MPEenapaTtoB, €eciM Mpu  MPOBEAEHMM  WUCCNe[0BaHMUSA
6MNO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  MNpenapata  WAM  WUCCNedo0BaHMA  TepaneBTUYEeCKOoM
3KBMBAJIEHTHOCTW JIEKAPCTBEHHOIO NpenapaTta A0Ka3aHO OTCYTCTBUE KAMHMYECKM 3HAUYMMBbIX Pasanynit
bapMaKoKMHETUKN U (Man) 3ddeKTMBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta  gnA
MEeAMLMHCKOro NPUMEHEHUS;

3) 3KBMBaNEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB JIEKapCTBEHHOro
npenapata Aaa MeAMUMHCKOTO MpUMeEHeHMA. PasamumAa  cocTaBa BCMOMOraTeslbHbIX  BELLECTB
JIeKapCTBEHHOIO Mpenapata He ABAAKOTCA MPEnATCTBMEM ANA OnpeneseHus B3aMMO3aMeHAEMOCTU
NIeKapCTBEHHbIX MNpPenapaTtoB, ecAM NpuM  NPOBEAEHUM  UCCNefoBaHMA  OBUO3KBMBANEHTHOCTU
JIeKapCTBEHHOMO MpenapaTta MAW UCCef0BaHUA TepaneBTUYECKON 3KBUBANEHTHOCTU JSIEKAPCTBEHHOMO
npenapata [A0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX pPasimMumii GapMaKOKUHETUKM U (1an)
3pPeKTMBHOCTM N H6E30MACHOCTM JIEKAPCTBEHHONO MpenapaTta 4aa MeauLMHCKOro npumeHeHusa. Mpu
Ha/IMUYUM KNIUHUYECKM 3HAUYMMbIX Pa3nnunii GapmakoKUHETUKN U (nan) adbdeKTuBHOCTM 1 6e3onacHoCcTU
JIeKapCTBEHHOro npenapata A8 MeAMUMHCKOrO NMPUMEHEHUS B3aMMO3aMEHAEMOCTb OnpeaenseTcs
YKa3aHMeM Ha UCK/YEHME OTAE/bHbIX FPynn NauMeHToBs;

4) NAEHTUYHOCTb cnocoba BBeAEHNA U cnocoba NMPUMEHEHNA;

5) cooTBeTcTBME NPOM3BOAMTENSA NEKAPCTBEHHOIO CPeACTBa TPebOBAHMAM MPABUA HaA/eXKallLe
NPOW3BOACTBEHHOM MPAKTUKM.

3. OnpegeneHne B3aMMO3aMEHAEMOCTU BOCMPOM3BELAEHHbIX JIEKAPCTBEHHbIX MpenapaTos ANSA
MeAMLMHCKOro MpUMeEHEHUA, YKasaHHbIXx B Yactu 10 ctatbn 18 Hactosuero PeaepasbHOro 3aKOHa,
ocylecTenseTca 6e3 Heob6x0aMMOCTM AOKA3aTENbCTBA UX BUOIKBUMBANEHTHOCTMH.

4. OcobeHHOCTM onpeaeneHMsa  B3aMMO3AMEHAEMOCTU  OUMONOTMYECKMX  JIeKAPCTBEHHbIX
npenapaToB, KOMBUHMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaToB (coaepalmx KombuHauuio aByx 1 6onee
OENCTBYIOLIMX  BELLeCTB), /IeKAapCTBEHHbIX MpenapaTtoB A8 MNapeHTepanbHOro nNuUTaHMA W
HeO3MPOBAHHbIX /NIEKAPCTBEHHbIX MpenapaTtoB YycTaHaBauBatoTca [lpaButenbctBom Poccuiickoi
depgepaunn.

5. Onpep,eneHme B3aMMO3aMeHAEMOCTN He OCyWecCcTBaAeTCA B OTHOWEHWUU NeKapPCTBEHHbIX
PaCTUTENBbHbIX NPENAapPaToB, rOMeoNnaTN4YEeCKNX 1IEKAPCTBEHHbIX NPEenapaTos.

6. cDOle/IIZ)OBaHI/Ie nepeyvyHa B3anMo3aMeHAEMbIX NEKAPCTBEHHbIX MPenapaTtoB o114 MmeanuumnHCKOro
npUMeHeHNA OCyLLECTBNIAETCA SKCNEPTHbIM y4ypexageHnem nocpencrsom 06be,D,I/IHEHI/IF| NEKapPCTBEHHDbIX
npenapatos B OTAE/IbHblIE Tpynnbl, B Ka)'KAOlZ M3 KOTOPbIX J/NIEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnyyae BKAOYEHWMA B MHCTPYKUMIO MO MEAWULMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOrO
npenapaTta Ha OCHOBaHMM Pe3yAbTaTOB COOTBETCTBYIOWMX UCCAeA0BaHMI NOKa3aHUI ANA NPUMEHEHWNA,
KOTOpble OTANYAIOTCA OT MOKa3aHWN ANA NPUMEHEHWUA APYrMX NeKapCTBEHHbIX Npenapatos U3 rpynmbl
B3aMMO3aMeHAEMbIX /IEKAPCTBEHHbIX MPEenapaTtos, B MepeyHe B3aMMO3aMEHSEMbIX /IeKapCTBEHHbIX
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npenapatos Ana meanunMHCKOro npumeHeHna JoxKHa 6bITb YKa3aHa COOTBETCTBYHOLaA MHd)OpMaLI,MH.

8. MNepeyeHb B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOrO NPUMEHEHNA
pa3meLLaeTca YyNoJHOMOYEHHbIM denepasibHbiM OpPraHOM UCMOAHUTENIbHOW BAACTM, OCYLLECTBAAOLLMM
rOCYyZapCTBEHHYIO PEruMcTpaLMio NeKapCTBEHHbIX MPenapaToB AAA MEeAMUMHCKOro NMPUMMEHEHMA, Ha
cBoem oduumancHom cante B cetn "UHTepHet". UHboOpmaumsa B nepevyHe B3aMMO3aMeEHAEMbIX
JIeKapCTBEHHbIX NpenapaTos AaA8 MegULMHCKOro NpumeHeHna obHOBAAETCA YKa3aHHbIM peaepanbHbIM
OpraHOM MCMOJIHUTENBbHOM BAACTM C Y4ETOM HOBbIX 3aPErMCTPUPOBAHHbIX N1EKAPCTBEHHbIX NpenapaToB
ONA  MeAMUMHCKOrO MNPUMEHEHMA W BHECEHHbIX W3MEHEHMA B [AOKYMEHTbl, coAepKalmecs B
PErucTPaLMOHHBIX A0Cbe Ha 33aPEermcTpUMpoBaHHblE IEKAPCTBEHHbIE MpenapaTtbl A4 MeAMLMHCKOro
NpPUMeHeHus.

9. MopafoK NCNob30BaHUA MHPOPMALMM O B3aMMO3aMeEHAEMbIX IeKAPCTBEHHbIX NpenapaTax Ans
MEeAULMHCKOrO MNPUMEHEHMA W MNOPAAOK [ayM pPasbsACHEHUI MO BOMPOCAM B3aMMO3aMEHAEMOCTU
JIEKapCTBEHHbIX MNpenapaToB AN MeAUUMHCKOrO NPUMEHEHMA YycTaHaB/MBatoTca [paBUTENbLCTBOM
Poccuiickoin Peagepaunn.

KoHcynbTaHTlAOC: NpumeyaHue.

CpOK peructpauum NIeKapCTBEHHOrO npenapata AnA BETEPUHAPHOrO MPUMEHEHMUA, UCTEKAIOLWMI C
14.03.2022 no 31.12.2022, a TaKkke B 2023 roay, npoaneH Ha 12 mecaues (lMocTtaHoBAEHUE
Mpasutenbctea PP ot 12.03.2022 N 353).

CTaTbA 28. PerncTpaumoHHoe ya,0CcToBepeHUe IeKapCTBEHHOro npenapara

1. PeructpauMoHHoe yAOCTOBEPEHUE /IEKAPCTBEHHOMO Mpenapata C yKa3aHWEM JIeKapCTBEHHBIX
dbopm M p03MPOBOK BblgaeTcs 6eccpoyHO, 33 WCK/IOYEHMEM PerucTpauMoHHOIO YAOCTOBEPEHUA
JIeKapCTBEHHOrO Npenapara, Bbl4aBaeMoro co CPOKOM AEeNCTBUA NATb JIET, HA BNEepPBble perucTpupyemble
B Poccuiickoit ®epepalimm nekapcTBeHHble npenapaTbl.

2. Mo ucTeyeHUM yKasaHHOrO B YacTM 1 HacTosAwel CTaTbM CPOKA Bblaaetcs bHeccpoyHoe
pPerncTpauuoHHoOe YZAOCTOBEPEHUE JIEKAPCTBEHHOro npenapata Mnpu YC/I0BWM MNOATBEPXKAEHWUA ero
rocyfapcTBEHHOM PerucTpaymm.

3. B cny4vae BHeceHua B cooTBeTcTBMM cO cTaTbaAmu 30 M 31 Hactoawero desepanbHOro 3aKoHa
U3MEHEHUW B coAepXKalimeca B PerMcTpalMOHHOM A0Cbe Ha 3aperncTpupoBaHHbIA JIEKAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTparnBalowunx CBeAEHWA, OTPaXKeHHble B PEerncTpauMoHHOM YyAOCTOBEPEHUM
JIeKapCTBEHHOTO npenapaTa, YNOAHOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENLHOW BNAACTU BblgaeT
HOBOE pPervcTpaLMoHHOe yA0CTOBEPEHME IEKAPCTBEHHOMO NpenapaTa, coAeprKallee BHECEHHbIE B HErO
N3MeHeHMA.

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

4. B cnyyae yTpaTbl WM MOBPEXKAEHUA PErUCTPALLMOHHONO YAOCTOBEPEHUA JIeKAPCTBEHHOMO
npenapata no 3aABJAEHUIO B MUCbMEHHON dopme aepiKaTena WAuM Bnajenvla pPerncTpaLMoHHOro
YyA0CTOBEPEHMUA IEKAPCTBEHHOTO NpenapaTta Uan ynoAHOMOYEHHOTO UMW APYroro PUANYECKOro nua o
Bblaaye AybnMKaTa perncTpalMoHHOIoO yA0CTOBEPEHUA IEKAPCTBEHHOMO npenapaTa YNnoJHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENBHOW BAACTU B CPOK, HE NpeBbILUatoLWLnit Aecatn paboumx aHen co aHA
NOCTYN/IeHUA 3anaBAeHUA, BblaaeT Ay6auMKaT pPerucTpaumMoHHOro YAO0CTOBEPEHUA NEKAPCTBEHHOTO
npenapaTta. 3a Bblgadyy Ayb6/MKaTa pPerucTpauyMoHHOrO YAOCTOBEPEHWUS JIEKAPCTBEHHOrO npenapara
B3MMAETCA rocyAapCcTBEHHAs NoLW/MHA B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickon ®eaepaumm o
Hanorax u cbopax.

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

KoHcynbTaHTlAOC: NpuMmeyaHme.
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CpOK peructpauum SIeKapCTBEHHOIO npenaparta And BEeTePUHAPHOro MPUMEHEHMA, UCTEKAoWmi ¢
14.03.2022 no 31.12.2022, a Takke B 2023 roagy, npoaneH Ha 12 mecaues (MocTtaHoBNAEHUE
Mpasutenbctea PP ot 12.03.2022 N 353).

CraTbna 29. NoaTBepKaeHUe rocysapcTBeHHON perncTpaumm IeKapcTBEHHOro npenapara
(8 pen. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTBEpPXKAEHUE TOCYAAPCTBEHHOM PErUCTPALMM NEKAPCTBEHHONO NpenapaTa OCyLLeCcTBAAETCA
npu Bblgavye 6ecCPOYHOrOo PErucTPaLMOHHONO YAOCTOBEPEHUA NEKAPCTBEHHOIO MpenapaTta B CAy4ae,
YKa3aHHOM B 4acTuM 2 cTatbM 28 HacToAwero denepanbHOro 3akoHa, B CPOK, He MpeBblatonit
wectngecatu pa6o-w|x ,D,Heﬁ CO AHA noayyeHnAa COOTBETCTBYHOWMM YNOJTHOMOYEHHbIM d)e,u,epaanblM
OpPraHOM MWCMNONHUTENIbHON BNACTU 3asBJEHMA O MNOATBEPKAEHMWU TOCYOAPCTBEHHOM perncTpaunmn
NleKapCTBEHHOro npenapaTta. He ocyuwecTsnaetca NOATBEP)KAEHME FOCYAAPCTBEHHOW perucTpauumn B
OTHOLLUEHWM IeKapCTBEHHOrO NpenapaTa, He HaxoauBLerocsa B obpaleHun B Poccuiickont Pepepaunn B
TeyeHue Tpex U Bonee neT, a TaKKe B OTHOLIEHWW NIEKAPCTBEHHOrO CPeAaCcTBa, MPOU3BEAEHHOro C
HapyLweHnem TpeboBaHMA, YCTAHOBNEHHOIO YacTbto 3.7 cTaTbm 71 HacToawero PepepanbHOro 3aKOHa.

2. 3anABneHMe O NOATBEPKAEHUN FOCYAAPCTBEHHOM PErUCTPALMM JIEKAPCTBEHHOIO NpenapaTa A/
MEAMLMHCKOrO NMPUMEHEHUs MpeacTaBAAeTCA B COOTBETCTBYIOLWMI YNOAHOMOYEHHbIM deaepanbHbIi
OpraH UCNOJIHUTE/IbHOM BNACTM He PaHee YeM 3a CTO BOCEMbAECAT AHEW A0 UCTEYEHUA CPOKa AEeNCTBUA
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenaparta g1a MeAULMHCKOro NPUMEHEHNA.,

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

2.1.3asBNeHne 0 NOATBEPHKAEHUMN roCy4apCTBEHHOW PerncTpaLLmMm 1eKapCcTBEHHOro Npenaparta A1a
BETEPMHAPHOro NPUMEHEHUA NPeACTaBNAETCA B COOTBETCTBYIOLWMI YNONHOMOYEHHbIN deaepanbHbIi
opraH UCNOJ/IHUTE/IbHOM BNACTM He paHee Yem 3a CTO BOCEMbAECAT AHEW [0 UCTEYEHUA CPOKa AeNCTBUA
PerncTpaLnoHHOro yaoCcToBepeHUs IeKapCTBEHHOro npenaparta 4/ BETePUHAPHOro NPUMEHEHUA U He
no3aHee OKOHYaHUA CPOKa ero AenUCTBUA.
(yacTtb 2.1 BBegeHa depepanbHbim 3akoHOM 0T 02.08.2019 N 297-93)

3. MoATBepKAEHME roCyAapCTBEHHOM PerucTpaLmMm NeKapcTBEHHOro npenaparta oCywecTBaAseTca
Mo pe3y/sbTaTaM 3KCMePTU3bl OTHOLIEHUA OXWOAEMOMN MO/Ib3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs
NleKapcTBEHHOTO npenapaTta Ha OCHOBaHWW Pe3y/bTaToOB MOHUTOPUHIAa 3GPEKTUBHOCTM M Be3onacHoCTH
NleKapcTBEHHOro MpenapaTta, MNPOBOAMMOrO AepKaTelem WAM  BnagesblemM pPerncTpaumMoHHOro
YAOCTOBEPEHUA fIeKAapPCTBEHHOrO npenapata AMb60 YNOAHOMOYEHHbIM UMW HOPUANYECKUM NULIOM, a
TaKXKe COOTBETCTBYIOLWMM YNOJHOMOYEHHbIM deaepasnbHbiM OpPraHoM WCNOJIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHNAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaBfeHMIO O NOATBEPXKAEeHUMN I'OCVLI,apCTBeHHOﬁ perncTpaunmn neKapCrBeHHoOro npenaparta
ana meagnumnHCKOro npuMmeHeHunAa NnpmuaaratoTca:

1) [AOKyMeHTbl, cogep:Kawpe pesyabTaTbl MOHUTOPWMHIA 3GPEKTUBHOCTM M He3onacHocTU
NleKapCcTBEHHOTO Mpenapata Ana MeAUUMHCKOrO MNPUMEHEHWs, MPOBEAEHHOrO AepKaTenem Waun
B/afe/bLLeM PEerucTPaumoHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOro mnpenapata A MeauLMHCKOro
NpUMeHeHUAa N0  YNOJHOMOYEHHBIM UM  HOPUANYECKUM AULOM, N0 dopme, YTBEPKAEHHOMN
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTH;

2) cBeaeHWA 0 gaTe NpenoCcTaB/eHUs U PerncTpaLMoOHHOM HOMEpPe JIMLEH3UN Ha NMPOU3BOACTBO
NeKapcTBEHHbIX CPeACTB MW cBedeHWUA O AaTe NpenoCTaBAEHMA M PEermcTpauyoHHOM Homepe
3aKNIOYEHMA O COOTBETCTBMM MPOM3BOAMUTENS IEKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpaBun
Hag/nexallen NpPoOM3BOACTBEHHON MPAKTUKW, NPeAoCTaBAEHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM MCMOAHUTENbHON BNACTU B OTHOWEHWW MPOM3BOACTBEHHOM MAOWAAKM /IeKAapPCTBEHHOMO
npenaparta gn1a MeAMLUMHCKOro MPMMEHEeHMWs, FoCy4apCcTBEHHan perncTpaumsa KOToporo NoATeepKaaeTca
B CAyd4ae, ecAu MNPOM3BOACTBO /IEKAPCTBEHHOrO Mpenapata Aaa MeAMUMHCKOrO MpUMEHEHUS
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ocyuiecTensetca B Poccuitickoit degepaumu;
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) Konus NpeaoCcTaBAEHHOW YNOJHOMOYEHHbIM OPraHoOM CTpPaHbl NMPOU3BOAUTENA JIMLLEH3UN Ha
Npon3BOACTBO JIEKAPCTBEHHOIO NpenapaTa 418 MeAULMHCKOrO MPUMEHEHUA U ee NepeBOoL HA PYCCKUi
A3bIK, 3aBepeHHble B YCTAaHOB/IEHHOM MOPAAKE, a TaKXKe KOMuA 3aKJl4YeHUA O COOTBETCTBUM
Npou3BOAUTENA NEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBuUA HagJ/erKalleld npou3BOACTBEHHOWM
NPaKTUKKU, BbISAHHOIO YMNOJHOMOYEHHbIM defepanbHbIM  OPraHOM WCMOAHUTENBHOW BAacTM B
OTHOLUEHMM NPOU3BOACTBEHHOM MNOWAAKM NEKAPCTBEHHONO nNpenapata  Aaa  MeAUUMHCKOro
NPUMEHEHWA, TOCYAAPCTBEHHAA pPerucTpauma KOTOPOro MNOATBEPXKAAETCA, WAM KOMUA pelueHuA
YNO/NIHOMOYEHHOIO desepanbHOro opraHa UCMONHUTENbHOW BAACTU O NPOBELEHUN MHCMEKTUPOBAHMA
Npou3BoAUTENA NEKAPCTBEHHbIX CPEACTB B C/y4ae, ec/iM NPOU3BOACTBO IEKapCTBEHHOrO Npenaparta A4
MeANUNHCKOTO NPUMEHEHMA OCYLLECTBAAETCA 3a Npeaenamun Poccuninickon Pepepaumu.

(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)
(yacTb 4 B peq,. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

4.1. B oTHOWEHNU BUONOTMYECKMX NIEKAPCTBEHHbIX NPENapaToB AN MEANLMHCKOIO NpUMEHEHUS
3aABUTE/Ib AOMNOJIHUTENbHO NPEACTABAAET pPe3y/bTaTbl MEePONpPUATUIM, NPEeayCMOTPEHHbIX MAaHOM
YNpPaB/IEHUSs PUCKAMM, YTBEPXKAEHHbIM YMNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM WMCMOJIHUTENbHOM
B/IACTM MpPU  OCYLLECTBNEHUM [OCYAAPCTBEHHOM perucTpaumm NeKapCTBEHHOro mnpenapaTta Anaa
MeanLMHCKOro npumeHeHunaA.

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

4.2. K 3asaBN1eHUI0 0 NOATBEPKAEHUM rOCYyAaPCTBEHHOM PerucTpauum 1eKkapcTBeHHOro npenaparTa
ONA BETEPUHAPHOro NMPUMEHEHMA MPUAAratoTCcA AOKYMEHTbl, cogepXKalume pe3ynbTaTbl MOHUTOPUHIA
3dPeKTMBHOCTM M 6e30MaCHOCTU NIeKapCTBEHHOro npenapata A8 BETEePUMHAPHOro MNPUMEHEeHUs,
NPOBOAMMOrO AepKaTenem WAM BAALENbUEM PETUCTPALMOHHOIO YAO0CTOBEPEHUA JIEKAPCTBEHHOIO
npenaparta A1a BETEepMHaAPHOro NPUMEHeHUA MB60 YNONHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHON YNONHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOAHUTENIbHON BAAacTU, W
[OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yacti 3 cratbn 17
HacToswero desepanbHOro 3aKoHa. B OTHOLLIEHUM MMMYHOBMOIOrMYECKNX NIEKAPCTBEHHbIX NPenapaTos
ONs BETePUHAPHOro NPUMEHEHUA He NPeACcTaBAATCA CBeAeHMUA, YKa3aHHble B noanyHKTe "K" nyHKTa 4
yactu 3 ctatbn 17 HacToswero ®PeaepanbHOro 3aKoHa. B OTHOLWEHMM 1IeKapCTBEHHbIX NpenapaToB AN
BETEPMHAPHOIrO MPUMEHEHUA, MOJYYEHHbIX C NPUMEHEHNEM FE€HHO-UHXEHEPHO-MOANPULIMPOBAHHDIX
OPraHW3MOB WM COAEP)KALLMX TaKMe OpraHM3Mbl, LOMNOJHWUTENIbHO NPeaCcTaBAAOTCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactn 3 cTaTbm 17 HacToAwero denepasibHOro 3aKoHa.
(yacTtb 4.2 BBeaeHa denepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa oT
02.08.2019 N 297-93)

4.3. 3asBuTenb BMpaBe MNpPeACTaBUTb C 3asBNEHMEM O TOATBEPKAEHUU TOCYLaPCTBEHHOM
peructpauum  NeKapcTBEHHOro  npenapata KOMUIO  [AOKYMeHTa, NOATBeprKAalowero  ynnaTy
rocyAapCTBEHHOW MNOLW/MHbLI 33 MNOATBEPXAEHWE [OCYAapCTBEHHOM PerncTpaunm NeKkapcTBEHHOMo
npenapara, a Tak»Ke BblgaBaemble (NpeaocTaBnfaemble) yNnoAHOMOYEHHbIMU dedepanbHbIMU OpraHamu
NCMNONHUTENBHOW BNACTU AOKYMEHTbI (CBeAeHWA), yKasaHHble B NyHKTax 2 U 3 4acTi 4 HacToALEN CTaTbM.
B cnyyae uMx HenpeacTaBAEHMA YNOSHOMOYEHHbIN deaepanbHbli OpraH WCMOAHWUTENbHOW BAAcTU
3anpallMBaeT yKa3aHHble OKYMEHTbI (CBeAeHUA) B NOPAAKE MEXKBEAOMCTBEHHONO MHHOPMALMOHHOIO
B3auMmogencreus.

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

5. B TeueHue pecatm paboumx AHeW CO AHA MNPUHATUA 3aABMEHUMA O MOATBEPKAEHUU
rocyapcTBeHHON pernctpaumm NeKapcTBEHHOro npenapaTta U AOKYMEHTOB, COAeprKallMx pesy/ibTaTbl
MOHUTOPUHTa 3PPEKTUBHOCTM U He30MacHOCTU NeKapCTBEHHOrO NpenapaTta, NPOBOAUMOrO AepKaTesiem
WA BNagenbuem  perucTpauyoHHOro  yAOCTOBEpPEeHWA  NIeKapCTBEHHOro  npenapaTa  Aunbo
YNOJIHOMOYEHHbIM UMM OPUANYECKUM TNLOM, YNOAHOMOYEHHbIN deaepanbHblii OpraH UCMOAHUTENbHOM
BNACTU:


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5373115ADE217707E60339BC9163224A150026BB41FB2E25ED3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5373115ADE217707E60339BC9163224A150026BB41FB2E25EC3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D52731C5FDD217707E60339BC9163224A150026BB41FB2F2FEA3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D52731C5FDD217707E60339BC9163224A150026BB41FB2F2FED3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5178175BDA267707E60339BC9163224A150026BB41FB2F2CE23390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D52731C5FDD217707E60339BC9163224A150026BB41FB2F2FE33390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5379155DD6267707E60339BC9163224A150026BB41FB2F29EC3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5373115ADE217707E60339BC9163224A150026BB41FB2E25E33390FED21C9A3EDEA0A50A2A2099C47DNCN

1) npoBoAMT NpPOBEPKY MNONAHOTbI CBEAEHWI, COAEpPHKALLMXCA B NPEACTaBAEHHbIX 3aABUTE/IEM
[OKYMEHTaXx;

2) NpUHMMaAET peLieHne O nNposeaeHnn uauM ob oTKase B NMpPoOBeAeHMM IKCMEePTM3bl OTHOLLEHUA
0XXMZAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOrO npenaparta Ha OCHOBaHWUU
pe3ynbTaToB MOHUTOPMHIA 3PPEKTUBHOCTU M HE30NACHOCTU JIEKAPCTBEHHOTO NpenapaTa, NPoBoAUMOro
OepKaTtenem uUan BnagenbLem PerucTpaumoHHOro yAoCTOBEPEHMA NIeKapCTBEHHOrO npenaparta anbo
YMOAHOMOYEHHbIM UMM HOPUANYECKUM NINLOM, a TaKKe deaepasbHbiM OpraHOM UCMNOHUTEIbHOM BNaCTy
B COOTBETCTBUM C TpeboBaHUAMMU cTaTbk 64 HacToAwero PeaepanbHOro 3aKOHa;

3) yBeaomnaeT B 3/1EKTPOHHOW ¢opme WM NMUCbMEHHOM ¢opme 3anBUTENA M 3KCnepTHoe
yupexKaeHne o NPUHATOM peleHun nnMbo B cayyae NPUHATMA pelleHus o6 oTKase B MPOBEAEHMUU
3KCNepPTM3bl YKa3bIBAeT NMPUUYMHBI TAKOrO OTKasa.

6. B cnyyae BbiABAEHMA HEAOCTOBEPHOCTU U (MM) HeaOCTaTOYHOCTU MHbOPMaLMKM, Ccoaep Kallenca
B NPeACTaB/eHHbIX 3aABUTENEM AOKYMEHTAX, YNOAHOMOUYEHHbIN deaepanbHbliA OpraH UCMOAHUTEbHOM
BJACTM HanpasasaeT 3aABUTeNt0 3anpoc 06 YTOUYHEHWW yKasaHHOW uMHbopmaumu. 3anpoc
yrnoAHOMOYEHHOrO  deaepanbHOro OpraHa  WCMOIHMTE/NbHOW  BAacTM  MOXKeT ObiTb  nepedaH
YMOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENNA JIMYHO MOA PAcrMCKy, HanpaBaeH Mo NnoyTe 3akasHbiM
MUCbMOM MK NepeaaH B 3N1EKTPOHHON GopMe Mo TeNEKOMMYHMKALMOHHbIM KaHanam cBsa3u. B ciyvae
Hanpas/ieHMs 3anpoca yno/JIHOMOYEHHOro ¢eaepasbHOro opraHa WCMONHUTENIbHOM BNACTU MO nouyTe
3aKasHbIM MUCbMOM OH CUYMTAETCA MOJIYyYEHHbIM MO WCTEYEHWWU LWeCTU AHeN C AaTbl Hamnpas/ieHus
3aKa3HOro nN1cbma.

7. 3asButenb obsAsaH npeacrtaBuTb OTBET Ha 3anpoC ynoJIHOMOYEHHOIo d)ep,epaanoro OpraHa
WCNONIHUTENIbHOM BNacTu B CpPOK, HEe I'IpEBbIUJaIOLLI,Mﬁ AeBAHOCTA pa60Lu4x ,D,Heﬁ CO AHA ero nonyvyeHuA.
CpOK, yKa3aHHbIVI B yactn 5 HaCTOHLLI,EVI CTaTbWn, NPUOCTAHAB/IMBAETCA CO AHA HaNpaB/aAEHNA 3aABUTENIO
3anpoca ynoJHOMOYeHHOro d)ep,epaanoro OpraHa WUCMNOIHUTENIbHOM BAacCTH A0 OHA nonyyYyeHunAa Mm
COOTBETCTBYHOLLEINO OTBETA N HE YYUTbLIBAETCA NPU UCHUCNTIEHUN CPOKa NOATBEPHKAOAEHNA FOCV,CI,apCTBEHHOﬁ
pPerncTpaunmn nekapCrBeHHoOro npenaparta.

8. OcHOBaHMEM ANA OTKasa B NPOBEAEHUM 3KCMePTU3bl OTHOWEHMUA OXMAAEMOMN NONb3bl K
BO3MOXXHOMY PUCKY NPMMEHEHWUA NIeKapCTBEHHOMo npenapaTta ABAAETCA NpeAcTaBNeHue LOKYMEHTOB,
cofieprallmx pesynbTaTbl MOHUTOPUHIA 3G HEKTUBHOCTU M 6e30MacHOCTM IeKapCTBEHHOro npenaparta, 1
(MAn) B OTHOWEHWMM OUONOTUYECKUX JIEKAPCTBEHHbIX MNPEenapaToB pPe3ynbTaTOB  OCYLLECTB/EHMS
MEepOMnpUATAA B COOTBETCTBMM C MIAHOM YMPaB/eHUA PUCKAMU, YTBEPXKAEHHbIM YMNOJIHOMOYEHHbIM
desepanbHbIM OPraHOM UCMOAHWUTENbHOM BAACTU NPU OCYLLECTBAEHWUU FOCYAapPCTBEHHOM permcTpaLmm
JIeKapcTBEHHOTO MpenapaTa, B HENOJIHOM 06beme, OTCYyTCTBME MHOOPMaLMK, NOATBEPKAAtOWeEeN aKT
yMNaTbl FOCYyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCyAapCTBEHHOW perncTpaLmm 1eKapcTBeHHOro
npenaparta, Mbo HenpeAaCTaBAEHUE 3aABUTE/IEM B YCTAaHOB/IEHHbIM CPOK OTBETA Ha YKa3aHHbIM B YacTu 6
HacToALLEeN CTaTbM 3aNpOC YNOJHOMOYEHHOro deaepasbHOro opraHa UCMOAHUTENBHOW BAACTH, @ TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMaLMK, KOTOpasA AOKHA 6bITb B HAX OTParkeHa.

9. 3JKcnepTtvM3a OTHOLWEHMA OXWMAAEMOW MNO/Mb3bl K BO3MOMHOMY PUCKY NPUMEHEHUA
NleKapcTBEHHOrO npenapaTa B Lenax NoATBepKAeHUA rocyaapcTBEHHOM perncTpaumnm neKapcTBeHHoro
npenaparta NPOBOAWUTCA KOMMCCUEN IKCMEPTOB 3KCMEPTHOrO YUYPENKAEHUA B CPOK, HE MpPEeBbIlaloWwmii
COpOKa pabounx aHew.

10. B cnyyae HeAOCTaTOMHOCTM MpeAcTaBNEHHbIX 3KCMepTy MaTepuanos A8 LaYW 3aK/0YeHUs
3KcnepT obpalLaeTcs K PyKOBOAMTE/O IKCMEPTHOTO YUYPEKAEHUS O NPeSoCTaBAEHUN eMy HEOBXOANMbIX
MaTepuanos. PyKoBoguTENb IKCNEPTHOIO yupexaeHus obpallaeTcd C COOTBETCTBYHOLLMM 3anpoCcoM B
YNOJIHOMOYEHHbIV denepanbHblii OpraH UCNOJIHUTENbHOM BAACTW, BblAABLIMIA 3agaHMe Ha NpoBeseHue
3KCMEePTM3bl OTHOLWEHUS OXWUAAEMOW MO/b3bl K BO3MOMKHOMY PWUCKY MPUMEHEHUA JIeKAPCTBEHHOrO
npenapaTta Ha OCHOBaHMM AOKYMEHTA, COAEPIKALLEero pesynbTaTbl MOHUTOPUHra 3OGEKTUBHOCTU M
6e30MacHOCTM IeKapCcTBEHHOMO NpenapaTa. B TeyeHne nATM paboumx AHeNn co AHA NOCTYNAeHMs 3anpoca



PYKOBOAMUTENS 3KCNEPTHOTO Y4YpeXAeHMA YKasaHHblM dedepanbHblii opraH WUCMOMHUTENbHOW BAacTU
HanpasasAeT 3aaBMTE/II0 3aMpoc O NpPeAcTaBAeHMU HeobXOAMMbIX MaTEPUanoB, KOTOPbIN MOXET BbiTb
nepeaaH ynoJiHOMOYEHHOMY MPeACTaBUTENO 3aABUTENA JIMYHO MOA PacnucKy, HanpasiaeH Mo noyte
3aKa3HbIM MUCbMOM WM NepeaaH B 3N1EKTPOHHON Gpopme Mo TeIeKOMMYHUKAUMOHHbIM KaHanam CBA3M.
B cnyyae HanpaBaeHMA 3anpoca yrnoaHOMOYeHHOro ¢peaepasibHOro opraHa UCMOAHUTENBHON BAACTU MO
MoyTe 3aKasHbIM NMUCbMOM OH CYMTAETCA MONYYEHHbIM MO UCTEYEHUM LWECTU AHelW C AaTbl HanpaBneHus
3aKa3HOro NUcbma.

11. 3asBuTenb 0653aH NpeacTaBUTb OTBET HA 3anpoc YNOJAHOMOYEHHOro ¢eaepanbHOro opraHa
WCNO/IHUTENbHON BNACTU B CPOK, HE MPEBbILWALWNN WEeCTUAECATU pabounx AHen co AHA NoaydyeHun
YKa3aHHOro 3anpoca. YNo/JIHOMOYEHHbIN deaepanbHblii OpraH WUCNONAHUTENbHOW BNACTW, BblAABLUNA
33faHMe Ha MNpoBEeAEHWE 3KCMNepTMU3bl OTHOLIEHMA OXMAAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHEHNA NEKAPCTBEHHOro npenapata Ha OCHOBAHMW [OOKYMEHTa, CoAepXKaliero pesyabTathbl
MOHUTOPUHTa 3¢ddEeKTUBHOCTU M HE30MacHOCTM JIEKAapPCTBEHHOTO Npenaparta, B TedyeHne natu paboumx
OHEN Co AHA NOCTYN/JeHUA OT 3aABUTENA OTBETA Ha 3amnpoc YNOJHOMOYEHHOro ¢peaepanbHOro opraHa
WCNOIHUTEIbHOM BNIACTU HanpaBAsEeT 3STOT OTBET B SKCNEPTHOE yuperaeHune. B cnydae HenpeacTasieHus
Mo UCTEYEHUM LLECTMAECATM paboumnx gHel 3asBUTENEeM OTBETA Ha YKa3aHHbIN 3anpoc YNO/JIHOMOYEHHbIM
denepanbHblA OpraH WCNOAHUTENIbHOW BNACTW, BbIAABLIMA 33aJaHME HA NpPOBeAEeHME 3KCMepTU3bl
OTHOLLEHUA OXKMOAEMOWN MO/b3bl K BO3SMOXKHOMY PUCKY MPUMEHEHUA NEeKApCTBEHHONO npenapaTta Ha
OCHOBaHMM [OKYMEHTA, COoZeprKaliero pesynbTaTbl MOHUTOPWUHIA 3¢EKTUBHOCTM M He3onacHocTU
JIeKapCTBEHHOrO npenapaTa, B TedeHWe NATM pabounx AHEN HanpaBaseT B 3KCMEPTHOE yypeaeHue
yBeaoOM/IeHMe O HenpeacTaBneHUn 3asaBuTesieM OTBeTa Ha 3anpocC yKa3aHHOro opraHa. Bpema co aHA
HanNpaB/ieHMA 3anpoca 3KCNEPTHOrO YYpPEeXOEeHUAs B YMNOJHOMOYEHHbIM deaepanvHbIi  OpraH
WCMOJIHUTE/IbHOM BNIACTU A0 [AHA TMOJIYYEHUA SKCMEPTHbIM YYpPEeXKAEeHMEeM OTBETa Ha 3anpoc Wau
yBe4OM/IeHUA O HenpeacTaB/ieHUM OTBEeTa Ha 3anpoC He YYMTbIBAeTCA NpU UCYUCAEHUWM CpPOoKa
nposeaeHUNA 3KCNepTU3bl OTHOLWLEHUA O)KVI,EI,BGMOVI No/iIb3bl K BO3MOXXHOMY PUCKY MNpUMeHeEHUA
NleKapCTBEHHOro rnpenapata Ha OCHOBAaHUW [AOKYMEHTa, coAepXKalero pesynbTaTbl MOHWUTOPMUHIA
3 PeKTMBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO NpenapaTa.

12. B cpok, He npeBblWwalowWwmin gecatn paboumx AHen co AHA NOAYYEeHUA 3aKA0YEHMA KOMUCCUM
3KCMEPTOB NO pe3y/bTaTam 3KCMepTU3bl OTHOWEHWUA OXKUAAEMOW MOAb3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NEKAPCTBEHHOrO npenaparta, COOTBETCTBYIOLWMI YNOAHOMOYEHHbIA deaepanbHblit opraH
NCMNONHUTENbHOW BNACTU:

1) ocyw,ecTBAAET OLLEHKY 3TOr0O 3aK/YEeHUA ANA onpeaefieHns ero COOTBETCTBUA 3a4aHWI0 Ha
npoBeLeHME YKa3aHHOW 3KCNepTU3bI;

2) NpPUHMMaEeT pelleHne O NOATBEPXKAEHMM TOCYAAPCTBEHHOM PErucTpaLyMu IeKapcTBEHHOro
npenapata wauM o6 OTKase B MNOATBEPKAEHMM TOCYAAPCTBEHHOM PErucTpaumu J1IeKapCTBEHHOTO
npenapara;

3) BHOCMT nNpU MNPUHATUN pPeELeHUA O NOATBEPXKAEHMM [OCYAaPCTBEHHOW pernctpauum
NleKapCcTBEHHOrO npenaparta CBeAeHMA B rocyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB U BblAaeT
3aaBuUTeNto beccpoyHoe perncTpaLmMoHHoOe YA0CTOBEepeHMe IeKapCcTBEHHOro npenapara.

13. OcHoBaHMeM ANA OTKasa B NOATBEPXAEHUMN roCyaapCTBEHHOW perncTpauumn NekapcTBeHHOro
npenapata ABAAETCA 3aKNlOYEeHUEe COOTBETCTBYIOWEro YNoAHOMOYEHHOro d¢eaepanbHOro opraHa
WCNOMIHUTENbHOM BAAcTU O TOM, YTO PUCK NPUYMHEHMA Bpeda 340POBbI0 YE/IOBEKAa WU KUBOTHOTO
BC/eACTBME NPUEMa eKapCTBEHHOro npenapata npesbiwaeT 3G GeKTUBHOCTb ero NPUMeHeHUs.

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

14. B nepuon npoBeAeHUs MNpoueaypbl MNOATBEPXKAEHUA TOCYLAPCTBEHHOW perncrpaumm
NleKapcTBEHHOTO NpenapaTa ero obpalieHune B Poccuiickoit deaepaummn He NpUOCTaHaBANBAETCA.

15. [onycKaetca o6palleHne NeKapCTBEHHbIX NPenapaTtoB A0 MCTEYEHUA CPOKa FOAHOCTH,
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NPOM3BEAEHHbIX B TeYeHMe CTa BOCBMWUAOECATU KajneHAapHbIX JAHel nocne AaTbl NPUHATUA
YNOAHOMOYEHHbIM defepasbHbIM OPraHOM WCMOJIHUTENbHOM BAACTU pPELIEHMA O MNOATBEPMKAEHUU
rocy4apcTBEHHOW PErncTpaunmn, B COOTBETCTBUM C MHPOPMaLMeEl, coAeprKalleica B AOKYMEHTax
PErncTpaLMoOHHOIO A0Cbe HA IEKAPCTBEHHbIN NpenapaT A0 AaTbl NPUHATUA TaKOrO peLleHuns.

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

Cratba 30. BHeceHue M3meHeHU B AOKYMEHTbI, COAEepKaLLMecs B permcTpauMoHHOM A0cCbe Ha
3aperncTpupoBaHHbINA IEKapCTBEHHDbI Npenapar Ana MegULMHCKOro NpuMeHeHus

1. B uensax BHeCEHUA U3MEHEHWUI B AOKYMEHTbI, COAepKaLLMeca B PErMCTPALMOHHOM A0Cbe HA
3aperncTpUpPoBaHHbI NIEKAPCTBEHHDBIM MpenapaTt Ana MegULMHCKOrO MPUMEHEHUA, AepyKaTenb Wau
BNafeneL, perncTpalMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO Npenapata WM YNnoAHOMOYEHHOE UM
Apyroe lopugmyeckoe MU (fanee B HaCTOALWEN CTaTbe - 3aABUTESb) NPEACTABAAET B YNONHOMOUYEHHbIN
depepanbHbIi OpraH UCNONHUTENbHOM BNACTU 3asAB/IeHWE O BHECEHWMM TAKUX U3IMEHEHWN no dopme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENIbHON BAACTH, U NpUAaraemble K
HEMY M3MEHEHMA B yKa3aHHble JOKYMEHTbI, @ TaKXe AOKYMEHTbI, NoATBEpKAatoWmMe Heobxoa4MMOCTb
BHECEHMA TAaKMX U3MEHEHUNA.

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

1.1. Npn HeOBXOAMMOCTM BHECEHMA B AOKYMEHTbI, COAEPKALLMECA B PEFUCTPALUOHHOM A0OCbE HA
3aperncTpUpPOBaHHbIM  JIEKAPCTBEHHbIM Npenapat Ans MeAWUMHCKOTO MPUMEHEHUS, U3MEHEHWN,
YKa3aHHbIX B MyHKTe 3 4acTu 2 HacToALEeN CTaTbM U TPebylowux NpoBeAeHUsA IKCNepTUsbl KayecTBa
JNIeKapCTBEHHbIX CPEeACTB, 3aBUTENb AOMNOJHUTENbHO NPEACTABAAET B YNOJHOMOYEHHbIN deaepanbHbIn
OpraH WCMNOJIHATENbHOM BNAcTU CBeAeHUs O AaTe MNpPeAoCTaB/NeHUs U PerncTpauMoHHOM Homepe
NINLUEH3UN HA MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUA O g[ate npeaocCTaBNeHUsas U
PEerucTpaLunMoHHOM HOMEpPE 3aK/YEeHMA O COOTBETCTBUM MPOM3BOAUTENSA NIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBWUA HaANerKallel MPOM3BOACTBEHHOW MPAKTUKM, BblAaHHbIX (NpPeaocTaBiAEHHbIX)
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHoOM UCMONHUTENIbHOM B1IAaCTU B OTHOLIEHUM U3MEHEHHOM U (Mnn)
O0MNOJIHEHHOM NPON3BOACTBEHHOM NIOLWAAKM IEKAPCTBEHHOTO NPenapaTa, B C/ly4yae, eciv NPoM3BOACTBO
JIeKapCTBEHHOrO npenapata ocyuwecteasetca B Poccuiickoi dPepepauumn, nmbo ceBefeHus o pgate
NpesoCcTaBAEHNA W  PErUCTPALMOHHOM HOMEpe BblAAHHOM YNOJHOMOYEHHbIM OPraHOM CTPaHbI
Npou3BoOAUTENA INLEH3MM HA NPOU3BOACTBO JIEKAPCTBEHHOTIO NPENAapaTa U ee NepeBos, Ha PYCCKUIA A3bIK,
3aBepeHHble B YCTaHOBAEHHOM NOPSAKE, a TaKKe CBeAEHMA O AaTe NPeAoCTaBeHUs U PerncTpaLMoHHOM
HOMepe 3aK/YEHUS O COOTBETCTBMM MPOU3BOAUTENA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MNpaBuA
HaZ/eXKallei npousBOACTBEHHOM MPAKTUMKK, BbIAAHHOTO YNOJHOMOYEHHbIM defepasibHbIM OpraHom
WUCNONIHUTENbHOM BNACTU B OTHOLWIEHUMM W3MEHEHHOW M (MAKM) AONOJHEHHOW NPOWU3BOACTBEHHOWN
NJOWAAKN NEKAPCTBEHHOrO npenapaTa, UAU CBEAEHUA O AaTe NPefoCTaBAEHMA U PErMcTpaLMOHHOM
HOMepe peLleHUsA YNoJIHOMOYEHHOro desepasbHOro opraHa UCNOJIHUTENbHOW BAACTU O NPOBeAEeHUU
WHCNEKTUPOBAHUA MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB B  C/y4ae, ecAn NpPOM3BOACTBO
JIeKapCTBEHHOIO NpenapaTa ocyLecTBaAAeTcA 3a npeaenamm Poccuitickont depepaumm.

(yactb 1.1 BBeaeHa degepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa oT
27.12.2019 N 478-$3)

1.2. NMpu HEOBXOANMMOCTN BHECEHMA B LOKYMEHTbI, COAEPKALUMECS B PETUCTPALMOHHOM AOCbe HA
3aperucTpupoOBaHHbIM  IeKAapPCTBEHHbIV NpenapaT Aaa MEeAUUMHCKOTO MNPUMEHEHUA, WU3MEHEHUH,
YKa3aHHbIX B NyHKTe 4 YyacTh 2 HacToAWEN CTaTbM U TPebylowmux NpPoBeAeHUA 3KCnepTu3bl KayecTsa
NeKapCcTBEHHbIX CPeACTB, 3aABUTENb AOMNOAHUTENBHO NPeACTaBAAET B YNOAHOMOYEHHbIN deaepanbHbii
OpraH MCMNOAHUTENbHOM BAACTU CBEAEHMA O AaTe NpenoCTaBAeHMA W PerucTpauMoHHOM Homepe
NIMLEH3UN Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MAW CBegeHWA O JaTe NpeaocCTaBAeHUA U
PerncTpaunMoHHOM HOMEpe 3aKNYeHWA O COOTBETCTBMM MPOM3BOAMUTENS JIeKAPCTBEHHbIX CPeaCTB
TpeboBaHMAM NpPaBMA Haane)Kalel NPoM3BOACTBEHHOM MPAKTUKKU, BblAAaHHbLIX (NpPeAoCTaBAeHHbIX)
YNOAHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMONHUTENbHOM BNACTM B OTHOLWWEHUN NPOU3BOACTBEHHOM
NAOWAAKN NeKapCTBEHHOrO npenapaTa, B C/Ayyae, ecAv NPOWM3BOACTBO JI€KapCTBEHHOro npenapaTa
ocywectenserca B Poccuiickot degepaumn, nmMbo cBeaeHMs O gaTe  NpeaocTaBAeHMA M
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perncTpaumoHHOM HoMepe BblAaHHOM YNOJIHOMOY€EHHbIM OpPraHOM CTPaHbl NPOU3BOAUTENSA INLEH3UN Ha
NpPou3BOACTBO JIEKAPCTBEHHOIO nMNpenapata W ee MnepeBos, Ha PYCCKUM A3blK, 3aBepeHHble B
YCTAaHOBNEHHOM MOpPAAKE, a TaKXe CBeAeHMA O gaTe NpeaoCTaB/IEHMA UM PETrUCTPALMOHHOM HOMepe
3aK/IlOY4EHMA O COOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBu
Hagnexallel npousBoACTBEHHON MPAKTUKMK, BbIAAHHOIO YNOJIHOMOYEHHbIM deaepanbHbiM OpraHoOMm
WCMOJIHUTE/IbHOM BNACTM B OTHOLLEHNN NPOU3BOACTBEHHOM MN/OLWAAKM IEKapPCTBEHHOTO npenapara, uam
CBeZeHMA O pJaTe npenoCcTaBNeHMA WU PErncTpauMoHHOM HOMEpPE peleHua YNoJHOMOYEHHOro
denepanbHOro opraHa WMCNOJIHATENbHOM BAAaCTM O MPOBEAEHUM WHCMEKTUPOBAHMA MNPOM3BOAUTENA
JNIeKapCTBEHHOrO CPeacTBa B C/1yyYae, eC/i NPON3BOACTBO JIEKAPCTBEHHOIO NpenapaTa ocyLecTBAAeTCA 3a
npeaenamu Poccuiickoin Peagepauymn.

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

1.3. MpUHATUE peLleHUs O BHECEHMU U3MEHEHUW UAM 06 OTKase BO BHECEHUU U3MEHEHWUI B
OOKYMEHTbI, coAeprkallimeca B PErvcTpalMoOHHOM [0Cbe Ha 3aperMcTPUpPOBaHHbIN IEKAPCTBEHHbIN
npenapar 418 MeAnUUHCKOro NPUMEHEHUS, B Cly4ae HeobX0AMMOCTU NPOBEAEHNA SKCMEPTMU3bl Ka4ecTBa
JIEKApPCTBEHHbIX CPEACTB U (MNM) 3KCNEPTU3bl OTHOLIEHUA OMKUAAEMOM MOJb3bl K BOSMOMKHOMY PUCKY
NPUMEHEHNA NeKapCTBEHHOrO NpenapaTta A8 MeaUUMHCKOro NPUMEHEHMA OCYLLLECTBASAETCA B CPOK, He
NPEeBbILAOWNA AeBAHOCTA Pabounx gHEN, a B OCTA/bHbIX C/lydaax B CPOK, HE MPEBbLIWAOWMIA TPMALATH
pabounx AHen co AHA NMPUHATUA YNOJIHOMOYEHHbIM pedepanbHbiM OPraHOM UCMOJIHUTENIbHOM BAACTU
3a5BJ1IEHMA O BHECEHUW TaKUX U3MEHEHUN.

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

1.4. YNnonHOMOYEHHbI ¢eaepanbHbii OpraH MCMNOJIHUTE/IbHOM B/IAaCTU C YYEeTOM pPe3y/ibTaToB
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FParKAaHCKOM
obopoTe, yCTaHOBNEHHbIM TPebBOBaAHUAM K WMX KayecTBYy B TeyeHue AecATM paboumx aHel co AHs
NOCTYNAeHMA COOTBETCTBYIOLWEN WMHPOPMAUUM pasMelLaeT Ha cBOem oduUManbHOM caliTe B CeTU
"NHTepHeT" cBegeHMA O HEOBXOAMMOCTM BHECEHUA B MHCTPYKLMIO MO MeAULMHCKOMY NPUMEHEHUIO
NIeKapCTBEHHOrO nNpenapaTa M3MEHEHWI B OTHOLIEHWM CBEAEHWIA O MOKa3aHWAX ANA NPUMEHEHUA U
NPOTMBONOKa3aHMAX AN MPUMEHEHMA NIEKAPCTBEHHOMO Npenapara, BbiABAEHHbIX MOB0OUYHbIX AeNCTBUSX,
He)KenaTeNbHbIX peakumsax Npu NPUMEHEHUN NeKapCTBEHHOro npenapata M yBegomnser o6 sTom B
3/1eKTPOHHOM popme MAM NUcbMeHHOM dopme (Ha BymarKHOM HocuTene) Aepatena WauM Bnagenbla
pPernmcTpaunMoHHOro yAO0CTOBEPEHMA NeKApCTBEHHOro npenapaTa (MAM YyNnONHOMOYEHHOE MM Apyroe
IOpUMANYECKOe JINLO), a TaKXe JeprKaTeneln WAM Bade/bLeB PerucrpauyoHHbIX YA0CTOBEepPEeHUi
JIEKapCTBEHHbIX NPEenapaToB (MM YNONHOMOYEHHbIX UMW APYTUX IOPUANYECKUX NTMLL), KOTOpble ABAAIOTCA
B3aMMO3aMeHAEeMbIMA.

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

1.5. lep:katens uav Bnagenew, PermcTpaumoHHOro yA0CTOBEPEHUs IEKAPCTBEHHOIO Npenapara, a
TaKXKe gepyKaTenv Uam BAagenblbl PErMCTPALMOHHbBIX YA0CTOBEPEHMI 1EKAPCTBEHHbIX MPEnapaTos (Mam
YNO/HOMOYEHHbIE UMW ApYyrve pUAMYEcKUe /iMua), KOTopble ABAAIOTCA B3aMMO3aMeHSeMbIMMU,
06s3aHbl NPeACTaBUTL B YNOJIHOMOYEHHbIN deaepanbHblii OpraH MCNOHUTEIbHOW BIACTU 3a8B/IeHNUsA O
BHECEHWM  W3MEHEHWUI B  LOKYMEHTbl, COAEep)Kalwumecs B  PErucTPAUMOHHBIX  AOCbe  Ha
3aperncTpupoBaHHble IeKapcTBEHHbIE NpenapaTbl 418 MeAUUMHCKOro MPUMEHEHWA, B OTHOLIEHWUK
CBEAEHUIN, YKa3aHHbIX B MHCTPYKLMM MO MEeAMLMHCKOMY MPUMEHEHMIO SIeKapPCTBEHHbIX NpenapaTos, B
TeyeHMe copoka pabounx AHeN cOo AHA pPasMEeLEeHMs YNoAHOMOYEeHHbIM deaepanbHbIM OpraHoOm
NCMNONHUTENbHOW BAACTU MHPOPMALMK, YKa3aHHOM B YacTu 1.4 HacToAwel ctaTbu. [laHHoe TpeboBaHue
He pacnpoCTPaHAETCA Ha CAyyau BHECEHMA B MHCTPYKUMIO MO  MEAMUMHCKOMY MNPUMEHEHUIO
NleKapCcTBEHHOTO Mpenapata M3MEHEeHMM B OTHOWEHWM HOBbIX MOKasaHWiW ANA  NPUMEHEeHUn
NleKapcTBEHHOTO NpenapaTa Ha OCHOBaHMM Pe3y/1bTaToB COOTBETCTBYIOLLMX UCCAef0BaHMNA.

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

2. 3KCI'I€‘|3TVI3a NeKapCTBEeHHbIX CPeacTB B YaCTU 3KCNEPTU3bl Ka4eCTBa /IEKAapPCTBEHHOIO CpeacTBa n
(MJ'IVI) 3KCNepTn3bl OTHOLWEHWNA ommp,aemoﬁ NOoNb3bl K BO3SMOXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOTO
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npenaparta Ana MeguUUHCKOro NpUMeHeHUs NPOBOAUTCA B C/lyYae BHECEHUA N3MEHEHUI B OKYMEHTDI,
cofepKalimecs B PerncTpaumMoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIA NEKapCTBEHHbIM Npenapat, B
OTHOLUEHUMU:

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

a) nekapcreeHHas popma C yKazaHMeM HaMMEHOBAHMWI N KOJIMYECTBEHHOIO COCTaBa AeNCTBYIOLLMX
BEeLLEeCTB M KayeCTBEHHOro CocTaBa BCNOMOraTe/ibHbIX BellecTB (Npu HeobXoAMMOCTM KOIMYECTBEHHOTO
cocTaBa BCMOMOraTe/IbHbIX BellecTs);

6) ¢dapmakoguHamMMKa U GapMaKOKMHETMKa (33  UCKAlYeHnem  GapMaKOKUHETUKU
romeonaTUYecKnx eKapCTBEHHbIX NPENapaToB U PacTUTE/IbHbIX NEKAPCTBEHHbIX MPENapaToB);

B) NOKa3aHUA 1a NPUMEHEHUs;
r) NPOTUBONOKAa3aHWA ANa NPUMEHEHUS;
A1) Mmepbl NPeLOoCTOPOXKHOCTU MPU NPUMEHEHUN;

6) YKa3aHne BO3MOXKHOCTU WU ocobeHHocTel NPUMEHEHNA NEeKaAPCTBEHHOINo npenapata A4AnAa
MeaNnUNHCKOro npumeHeHuA 6epeMeHHbIMVI XKeHWwWnHamy, ¥KeHwmnmHamn B nepumon rpyagHoro
BCKapmaunBaHuA, 4eTbMU, B3POC/1IbIMU, UMEKOLWLMMU XPOHNYECKNE 3360}1€BaHMH;

)-K) pexunm Ao3npoBaHuAa, cnocobbl BBEAEHUNA U NPUMEHEHUA, MPU HEO6XO[],MMOCTM BpemAa npuema
NNeKapCTBEHHOro npenapata, NPoAo/IXKUTENIbHOCTb /ie4eHNA, B TOM 4Ynucne y AETEVI A0 1 nocne ogHoro
roga;

3) BO3MOXHble NOBOYHbIE AENCTBUA U HeenaTeslbHble peakuun npu  NpUMEHeHUM
NIeKapCTBEHHOTO Npenapara;

1) CMMNTOMbI NePeL03NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPU NEPEAO03UPOBKE;
K) B3aMumoaencTeme ¢ 4pyrmmun NekapcTBeHHbIMKW NpenapaTamm v (MAKn) NULLEBbIMU NPOAYKTaMU;
n) dopmbl BbINyCKa NIEKAPCTBEHHOTO Npenapara;

M) yKasaHue (npu HeobxogMmocTn) ocobeHHOCTel AEeWCTBUA JIeKapCTBEHHOroO npenaparta npu
nepsom npuneme naun npu ero OTMeHe;

H) cBeaeHnAa 0 BO3SMOXHOM BZIMAHUN NEKAPCTBEHHOTO NpenapaTta 414 MeanumHCKOro npumeHeHunA
Ha cNocobHOCTb ynpaB/aATb TPAHCNOPTHbIMU CpeaACTBaMN, MEXaHN3MaMWU;

O) CPOK rogHOCTUN U YKa3aHWe Ha 3anpeTt NnpuMeHeHNA NeKapPCTBEHHOIO Npenapata No UCTeYEHNN
CPOKa rogHocCTu;

n) YC/I0BUA XpaHEHWUS;

p) ycnoBua OTNyCKa;

2) cocTaBa JIeKapCTBEHHOro NpenapaTta 418 MegULUMHCKOTo NPUMEHEHUS;

3) usmeHeHMsA MecTa NPOM3BOACTBA IEKAPCTBEHHOrO Npenaparta A48 MeAULMHCKOro NpUMEHeHNs;

4) M3MEHeHMA TMoKasaTese KayvecTBa NeKapCTBeHHOro npenapata A4na4a MeguumnHCKoro
NMPUMEHEHUNA U (VII'IVI) METOA0B KOHTPO/IA KayeCTBa JIEKAPCTBEHHOTO npenaparta AnAa megunumHCKOro
NPUMEHEHUA;



5) N3MeHEHNA CPOKAa rogHOCTUN NEKAPCTBEHHOIO nNpenapata Ana megnumMHCKOro npuMeHeEHUA;

6) cBeieHUIA O HEOHXOAMMOCTU BHECEHMUA MHbIX U3MEHEHUI B MHCTPYKLMIO MO MeANLUHCKOMY
NPMMEHEHUIO JIEKAPCTBEHHOrO MpenapaTa, a TaKXe B MHble [AOKYMEHTbl, codepalimeca B
pPerncTpaumMoHHOM A0Cbe Ha 3apPerncTpMpoBaHHbLIN JIEKAPCTBEHHbIN npenapaT. MNpu 3Tom pelleHue o
npoBefleHUMN 3KCNEePTM3bl KaUecTBa 1EKAPCTBEHHbIX CPEACTB U (M11) SKCNepTU3bl OTHOLLEHUS OXKUAAEeMOl
NMoNb3bl K BO3MOMHOMY PUCKY TMPUMEHEHUA JIEKAPCTBEHHOro npenapata And MeauMUUMHCKOro
NPMMEHEHNS MPUHUMAETCA B COOTBETCTBMMU C YTBEPIKAEHHOM YNONHOMOYEHHbIM deaepasibHbiM OpraHOM
WCNO/IHUTENbHON BNACTU KaaccuduKaumeld U3MeHeHUN, BHOCUMbIX B OOKYMEHTbl, cogepKalmeca B
pPerncTpauMoHHOM AOCbE Ha 3aperncTpUpPOBaAHHbIN IEKAPCTBEHHbIM Npenapar.

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

3. 3asBuUTENb BNpaBe NpeacTaBUTb No COOCTBEHHON MHULMATMBE BMECTE C 3aABNEHNEM O BHECEHUM
M3MEHEHUA B [AOKYMEHTbl, COAEprKallMecs B PEerucrpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIW NpenapaT Ans MeAMUUHCKOro MPUMEHEHMUA, KONUM AOKYMEHTOB, NOATBEpPKAALLMNX
ynnaTy rocyaapCTBEHHOM MOLUAMHBbI 32 BHECEHME B AOKYMEHTbI, COAEP}KaLMeca B PErmMcTpaLmMoHHOM
OOCbe Ha 3aperucTpuMpOBaHHbIM JIEKAPCTBEHHbIM npenapaTt Ana MegULMHCKOrO NpUMEHeHus,
N3MeHeHU, TPebyIoLWNX MPOBEeAEHUA SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB B YaCTM SKCNEpPTU3bl KayecTBa
JIeKapCTBEHHOIO CpeacTBa U (MM) SKCNEepPTU3bl OTHOLEHUA OXWAAEMON MONb3bl K BO3MOXHOMY PUCKY
NPUMeHeHMA NeKapCcTBEHHOTo Npenaparta A8 MeguLMHCKOTro NPUMEHEHUS, roCy4apCTBEHHOM NOLUHBI
33 BHECEHMe B [OKYMEHTbl, coaepralmeca B PerucTpaumoHHOM [O0Cbe Ha 3aperMcTpuMpoBaHHbIN
JIeKapCTBEHHbIN NpenapaTt 418 MeguLMHCKOTo NPUMEHEHMUA, U3MEHEHUN, He Tpebylowux nposeaeHus
3KCMepTU3bl NEKAPCTBEHHOIO CPEACTBa, a TaKXKe BblAaBaemble (MpenocTaBasemble) yrnoJHOMOYEHHbIMM
desepanbHbIMM OpraHaMmu UCMOJIHUTENbHOW BNACTU AOKYMEHTbI (CBeaeHMs), yKasaHHble B yacTax 1.1 m
1.2 HacTosiWelr cTaTbM. B cayyae wux HenpeacTaB/eHUA YMNOJHOMOYEHHbIN deaepasbHbI OpraH
WUCNONIHUTENbHON  BNACTWU  3amnpallMBaeT  YKas3aHHble  [OKYMeHTbl  (cBeaeHws) B nopsagke
MEBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOAENCTBUSA.

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

4. B TeyeHMe pgecatm pa60qu /J,Hem CO AHA NOCTYNAEHUA YKa3aHHOro B 4actn 1 HaCTOﬂLLI,eﬁ CTaTbU
3aAB/1IeHNA U H606XOAMMbIX AOKYMEHTOB yI'IOI'IHOMOLIEHHbIﬁ d)ep,epaanbM opraH NCNO/THUTENbHOM
BNacCTu:

1) npoBOAUT NPOBEPKY MNO/THOTbI U OCTOBEPHOCTU CBG,CI,EHVIVI, cogeprKalWmnxca B npeancrtaBaeHHbIX
3aABUTENEM MaTepUanax;

2) NpUHUMAET peLleHne O NPOBEAEHMM YKa3aHHbIX B YaCTW 2 HACTOALLEN CTaTbl COOTBETCTBYHOLLMX
3KCMepPTM3 NEKAPCTBEHHOTO CpeacTBa UM 0b oTKase B UX NPOBeAEeHUM;

3) yBeaoMASeT B 3/1EKTPOHHOM UM NMUCbMEHHOW Gpopme 3asBUTENSA O MPUHATOM PELLUEHUU UM B
c/lyyae NPUHATUA pelleHna ob oTKase B NpoBeAeHMM COOTBETCTBYIOLLEN SKCNEPTU3bI C YKasaHUEeM NPUUUNH
TaKoro oTKasa.

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

4.1. B cnyyae BbIfBNEHMA HeOOCTOBEPHOCTM CBEAEHWI, COAEpPrKalUMXCA B NpeacTaBAeHHbIX
3anaBUTE/IeM MaTepuanax, ynoJHOMOYEHHbIN denepanbHbli OpraH UCNONHUTENIbHOW BAACTU HanpaeaseT
3anABUTE/II0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeAeHWi. [JaHHbI 3anpoc MoOXKeT OblTb nepeaaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HAMNpPaBAeH MO MoYTe 3aKa3HbiM
NMUCbMOM UM NepesaH B 3/IEKTPOHHOW dopme No TENIEKOMMYHUKALMOHHbIM KaHanam cBsAsun. B cnyyae
HanNpPaB/AEeHMA AAaHHOTO 3anMpoca No NOYTE 3aKa3HbIM MUCbMOM OH CYUTAETCA NOJYYEHHbIM MO UCTEYEHUU
LIecTM AHel ¢ AaTbl HaNpaB/ieHMA 3aKa3HOro NUCbma.

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

4.2. 3aaBuTenb 0b6a3aH NpeacTaBUTb OTBET Ha 3anpoc YyNnoaHOMOYeHHoro deaepanbHOro opraHa
WCMONHUTENbHOM BNAcTM B CPOK, He NpeBbllalolmii AeBAHOCTa pabounx AHel co AHA noaydYeHus
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AaHHoro 3anpoca. CpoK, yKasaHHblM B 4acT 4 HacToslilei cTaTbW, NPUOCTAHaBAMBAETCA CO AHA
HanpaB/ieHMsA 3aABUTENIO 3aMnpoca YNoJIHOMOYEHHOTo defepanbHOro opraHa UCNoJIHATENbHOM BIAcTU 40
OHA NOJIyYEHMA MM OTBETA HAa AaHHbIMA 3anpoc M He YYUTbIBAETCA MPU UCYUCIEHUU CPOKa MPUHATUA
peWweHns O BHECEHUU W3MEHEHWIA B [OKYMEHTbl, CoAeprKalimeca B PerucTpauMoHHOM JOCbe Ha
3aperncTpUpPOBaHHbIN IEKAPCTBEHHbIN NpenapaT 418 MeAULUHCKOTo NpUMeHeHus.

(yacTb 4.2 BBegeHa degepanbHbim 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1a OTKas3a B MPOBEAEHUM YKa3aHHbIX B YaCTU 2 HACTOALLEN CTaTbWu IKCNepTus
ABNAETCA NpeacTaB/ieHMe AOKYMEHTOB, NePeYnCNeHHbIX B YacTax 1 u 3 HacTosLWwen cTaTbn, B HEMNONHOM
obbeme, HenpeacTaBAeHWE 3aABMTE/IEM B YCTAaHOBJ/IEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4Yactm 4.1
HaACTOSAILLEN CTaTbM 3anNpocC YNOJHOMOYEHHOTo deaepanbHOro opraHa UCMNONHUTE/IbHOM BACTH, a TaKkKe
OTCYTCTBME B NPEACTaB/NEHHbIX AOKYMEHTAX AOCTAaTOYHbIX CBEAEHWUN, NOATBEPKAAOLLNX HEOBXOANMOCTb
BHECEHWUSA U3MEHEHUMN, UK OTCYTCTBME MHDOPMALLIMK, NOATBEPKAAtOWEN GaKT ynaaTbl rocy4apCcTBEHHbIX
NOLW/INH, YKa3aHHbIX B 4aCTW 3 HAacTOALLEN CTaTbM.

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

6. YKa3aHHble B 4acTM 2 HACTOALLEN CTATbW 3KCMEPTU3bl NPOBOAATCA B NOPALKE, YCTAHOBNEHHOM
cTaTbel 23 HacToswero PegepanbHOro 3aKoHa.

7. B CpoOK, He NpeBblWAOWMn AecaTn pabounx AHeN CO AHA NOAYYEHUA 3aKNHOYEHUA KOMUCCUI
3KCMepTOB MO pe3ynbTaTaM YKa3aHHbIX B YacTW 2 HACTOALWLEW CTaTbW 3KCMepTU3, YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npuHMMaeT peweHne O BHeCeHUU U3MEHEHUA B AOKYMEHTbI, coaepXxawmeca B
PErMcTpauMoOHHOM A0Cbe Ha 3aperMCTpMPOBaHHbIl71 HEKapCTBEHHbIVI npenapar agna meaumunHCKoro
npuUMeHeHnAa, nn 06 0TKase BO BHECEHUU TaKUX N3MEHEHUN;

2) BHOCUT B roCy4apCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB Ha OCHOBAHUM peLleHMsA O BHECEHUN
M3MEHEHU B LOKYMEHTbI, COAEpP’KalyMecs B PEerucTpauMoOHHOM [A0Cbe HA 3aperucTpUMpOBaHHbIN
NleKapcTBeHHbIN npenapaTt 418 MeAUUMHCKOro NpUMeHeHns, HeobxoaMmble M3MEHEHUA 1 BO3BpallaeT
WX 3aABUTENIO;

3) BbloAET 3aABMTE/II0 HOBOE PErncTPaLMOHHOE YAOCTOBEPEHWE NIEKAPCTBEHHONO MpenapaTta B
Cnyyae U3MeHeHUs CBeAEHNN, COAEPHKALLMXCA B HEM.
(n. 3 BBeaeH dPepepanbHbim 3aKoOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMem AnA OTKasa BO BHeCEHUMu M3MEHEeHUN B AOKYMEHTbI, cojepXxawmneca B
PEerncTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBeHHbIl\;I npenapatr agna meaumunHCKoro
npumeHeHunAa, ABNAETCA 3aK/1to4YeHne ynos1HOMO4YeHHOro d)e,u,epaanoro OpraHa WUCNOJIHUTEIbHOM B1ACTH
O BO3MOXHOCTU CHNXKEHNA 6e3OI'IaCHOCTM, Ka4yecCTBa, 3d)¢eKTMBHOCTM NNEKAPCTBEHHOrO CpeacTea B Cay4yae
BHECEHUA TaKMX U3MEHEHUIA.

9. [lonyckaetcA obpalleHne NeKapCTBEHHbIX NpenapaTtoB ANA MeAULMHCKOro MpUMEHEeHUsa [0
NCTeYEeHMA CPOKA rogHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEl nocne AaTbl NPUHATUA
YNOJHOMOYEHHbIM dpeaepasbHbIM OPraHOM UCMOIHUTE/IbHOM BAACTU PeLleHNs O BHECEHUU U3MEHEHUI
B [AOKYMEHTbI, cojepKalimeca B pPerucrpauMoHHOM [OCbe, B COOTBETCTBUM C WHbOpmaumels,
cofeprKallencs B LOKYMEHTaxX permcTpaumoHHOro A0Cke Ha 1IeKAPCTBEHHbIN NpenapaT 40 AaTbl TPUHATUA
TAKOro peleHus.

(yactb 9 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

10. MpasuTtenbctBo Poccuiickoit depepaumy BnpaBe YCTaHOBUTb OCOBEHHOCTM BHECEHWUs
M3MEHEHWA B [AOKYMEHTbl, COAeprKaliMeca B PernmcTpaumMoHHOM [OCbe Ha 3aperncTPUMpOBaHHbIN
NeKapcTBeHHbIM npenapat Ana MeAMUMHCKOrO MpUMeHeHus, B caydae gedekTypbl WMAM puUCKa
BO3HWKHOBEHUA AedeKTypbl NIEKAPCTBEHHbIX MPenapaTos B CBA3W C BBEAEHNEM B OTHOLEHUN PoccuiicKkoi


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5478145BDE247707E60339BC9163224A150026BB41FA2E2CEF3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5478145BDE247707E60339BC9163224A150026BB41FA2E2CED3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2B25EE3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2B25EC3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2B25E33390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2A2CEB3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5479145FD8217707E60339BC9163224A150026BB41FB2F2CE23390FED21C9A3EDEA0A50A2A2099C47DNCN

depepaunn orpaHUUUTENbHBIX MEP SKOHOMMYECKOTO XapaKTepa.
(yactb 10 BBeaeHa PeaepanbHbiM 3akoHom oT 08.03.2022 N 46-93)

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

1. B uensx BHeCEHUss U3MEHEHUN B AOKYMEHTbI, CoAeprKalimecs B perncTpaumoHHOM A0Cbe Ha
3aperucTpPUPOBaHHbIA NEeKAPCTBEHHbIM NpenapaTt A8 BEeTepUMHAPHOro MPUMEHEHUs, AepraTenb WUan
Bnagenel, perncTpaumoHHOro yaoCToBepeHMA NeKapCTBEHHOrO npenapata UMaM YyNoJIHOMOYEeHHOEe UM
Apyroe opuanyeckoe n1Lo (ganee B HAaCTOALLEN CTaTbe - 3aABUTE/b) NPeACTaBAAEeT B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOJHUTENbHON BNACTU 3asiBIEHUE O BHECEHWW TAKUX U3MEHEHMUK no dopme,
YCTAHOB/IEHHOM YNOAHOMOYEHHbIM desepasibHbIM OPraHOM UCMOJIHUTENIbHOM BNAaCTH, U Npuaaraemblie K
HEMY M3MEHEHMA B YKa3aHHble OOKYMEHTbI, @ TaKKe OOKYMEHTbl, NoATBEpKAalolme HeobxoaMmocCTb
BHECEHUSA TaKUX U3MeHeHU. MNpu HeobXoAMMOCTU BHECEHUA U3MEHEHUI B AOKYMEHTbI, cogepKalumecs
B PErnmcTpaumMoHHOM [0Cbe Ha 3aPErmcTpMpPOBAHHbIN NEeKapCTBEHHbIA nNpenapaTt Aaa BETepUHApPHOro
NPUMEHEHUA, B CAy4anX W3MeHeHMA W (MaKn) [AO0NONAHEHUA MNPOU3BOACTBEHHOW  MJIOWAAKM
NIeKapCTBEHHOIO CPeACTBaA, a TaKXKe U3MEHEeHMA NOoKas3aTeei KayecTBa IeKapCTBEHHOro npenapara 4nA
BETEPMHAPHOro MPUMEHEHUs U (MAN) MeToAO0B KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenaparta ans
BETEPUHAPHOIO MNPUMEHEHUA 3aABUTENb AONOJAHUTENbHO NPeACTaBAAeT B YNOJHOMOYEHHbIM
denepanbHbIit opraH UCNONHUTENLHOW BNACTU Caeayowme JOKYMEHTbI (CBeaeHUA):

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

1) cBeaeHuMsa o gate NpegoCTaB/ieHUsA U PErMcTPaLMoOHHOM HOMeEpe JIMLLEH3UW Ha NPOMU3BOACTBO
NIeKapCTBEHHbIX CPeAcTB, NPenoCTaB/feHHOW MPOM3BOAMTENO JIEKAPCTBEHHOrO nNpenapata  AnA
BETEPMHAPHOIo NPUMEHEHMUA, AN POCCUNCKMX NPOU3BOaUTENENR;

(B pen,. PepepanbHoOro 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 JIEKApPCTBEHHOrO npenapaTta Ala BETEPUHAPHOro NPUMEHEHUA, ONA POCCUMIACKUX
npoussogutenew;

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

3) KonuA AOKYMEHTa, BblAaHHOTO YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOANTENA ANA KaXKa0M
NPOM3BOACTBEHHOM MJIOWAAKMN JIEKapCTBEHHOrO npenapata Ans BeTePMHAPHOrO MPUMEHEHMs U
NOATBEPXAAIOLLIEr0 COOTBETCTBME MPOM3BOAMTENA JIEKAPCTBEHHOMO npenapaTta TpeboBaHMAM Npasu
Hag/iexalllei NpPoM3BOACTBEHHOW MNPaKTUKW, M ero nepesBod Ha PYCCKMA A3blK, 3aBEPEHHble B
YCTaHOB/IEHHOM MOPAAKE, a TaKKe KOMWUA 3aK/oYeHMA O COOTBETCTBMM MPOU3BOAUTENS IEKAPCTBEHHbIX
cpeacTB  TpeboBaHMAM  NpaBWA  Hagaexkalwehd  MNpou3BOACTBEHHOM  MPAKTUKKM,  BblAaHHOMo
YNOJIHOMOYEHHbIM dpeaepanbHbIM OPraHOM UCMNOHUTENbHOM BAAcTU ANA Kax4oi NPou3BOACTBEHHOM
NAOWAAKN NEeKapCTBEHHOIO npenapaTa A1A BeTEPMHAPHOro MPUMEHeHUa, Mo Konua peLleHus o
npoBeAeHUU UHCNEKTUPOBAHMA NPON3BOAMUTENS IEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOAHOMOYEHHbIM
denepanbHbiM  OpPraHOM MWCNONHWUTENIbHOW BNAcTU AN KaXkAoW MPOM3BOACTBEHHOW MNAOWAAKK
JIeKapCTBEHHOro Npenapara A8 BeTePUHapPHOro NnpuMeHeHus. YKasaHHble JOKYMEHTbI NpeacTaBAsoTcA
B CAyyae, eciu MNPOU3BOACTBO JIEKapCTBEHHOro npenapaTa A8 BETEPUHAPHOrOo MNPUMeEHeHUA
ocylecTsnseTca 3a npegenamu Poccuiickoin deaepaumu;

4) Konus OOKYMEHTA, BbIAAHHOINO YMNOJAHOMOYEHHbIM OpPraHoOM CTpaHbl NpousBoAuTens
dapmaueBTnyecKkomn cybcTaHumMm n NOATBEPKAAIOLLETO COOTBETCTBME npoussoanTens
dapmaueBTMHECKOMN cybCTaHUMM, BXOASLLEN B COCTaB JIEKAPCTBEHHOrO NpenapaTta A9 BeTepUHapHOro
npumeHeHusn, TpeboBaHMAM MNPaBUA Hag/erKallell NpoM3BOACTBEHHOM MPAKTUKKU, M ero nepesos Ha
PYCCKMI A3bIK, 3aBEpPeHHble B YCTAaHOB/MIEHHOM MNOpA4Ke, B C/AyyYae, ecaM MPOU3BOACTBO
dapmaLeBTMUECKOM cybCTaHLMK OCyLWecTBAAEeTCs 3a npeaenammn Poccuiickon deaepaumim.

(yacTb 1 B peg,. PeapepanbHoro 3akoHa ot 04.06.2018 N 140-$3)
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1.1. B cnyyae uameHeHusa 1 (MnM) AONOAHEHUA NMPOU3BOACTBEHHOM MIOWAAKM NEKAPCTBEHHOMO
CpencTBa AOKYMEHTbI, YKasaHHble B 4acTM 1 HacToAwein cTaTbu, NPeACTaBAAIOTCA 3aABUTENEM B
OTHOLWIEHUM U3MEHAEMON U (MAKn) [OMNOSHAEMON NPOU3BOACTBEHHOM MNMOWAAKM JIEKAPCTBEHHOIO
cpencTBa. PeweHne 0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECH B PErUCTPALMOHHOM A0Cbe
Ha 3apPerncTpMpPOBaHHbIA NEKAPCTBEHHbIM NpenapaTt A1Aa BETEPUHAPHOIO NPMMEHEHUSA, Uam 0b OTKase B
MX BHECEHMW NPUHUMAETCA B Cayvyae HeobXoaMMOCTU NPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOTO
CpeAcTBa B CPOK, He MpeBbIlAOWNIN AeBAHOCTA pabounx AHein, a B OCTajibHbIX CAy4yasX B CPOK, He
npesbiWatoWwmnii TpnauatM paboumx AHen co AHA NPUHATUA YNOJIHOMOYEHHbIM deaepasibHbiM OpraHOM
NCNOSIHUTENbHOWN BNACTU 33aABIEHMA O BHECEHMUM TaKUX U3MEHEHWN.

(yacTtb 1.1 BBegeHa depepanbHbim 3akoHOM 0T 04.06.2018 N 140-$3)

1.2. B cnyyae peopraHusauum aepxkaTens WAM BRageNbla PerncTpaLmMoHHOro yAOCTOBEpPEHUS
NIeKapCTBEHHOrO MpenapaTa ANA BETEPUHAPHOro MpUMEHeHuA, pa3paboTuMka wWauM npousBoaAUTENA
JIeKapCTBEHHOIO MNpenapaTta ANs BETEPUHAPHOIO NPUMEHEHMUA B 3aABAEHUN O BHECEHUU U3MEHEHWN B
OOKYMEHTbI, COoAeprKalimMeca B PErncTpalMoOHHOM [0Cbe Ha 3aperncTpMpPOBaHHbIN NEKAPCTBEHHbI
npenapaTt Ana BETEPMHAPHOrO NMPUMEHEHMUA, YKA3blBAOTCA AaHHble OOKYMEHTa, MOATBEP)KAAMOLLErO
BHECEHME COOTBETCTBYOWMNX U3MEHEHUI B EAMHBIN rocyAapCTBEHHbIN PeecTp lopuanydeckux nu (aaa
OpraHu3aumii, 3aperncTpMpoBaHHbIX Ha TeppuTopum Poccuiickoi Pepepaunn), Uam MHOFO AOKYMEHT],
NoATBEPKAAIOWErO PEOPraHM3aLMIo OPUANYECKOTo AnLa (417 opraHM3aumii, He 3apPerucTpMpPOBaHHbIX
Ha Tepputopun Poccuitickon Pepepaumn). 3aaBreHME O BHECEHUUM U3MEHEHUIA B LOKYMEHTI,
cofepiKalmecs B PEermcTpaLMoHHOM [AOCbe HA 3aPerncTPUpPOBaHHbIM NIEKAPCTBEHHbIM NpenapaT ans
BETEPMHAPHOIo NPUMEHEHMA, U NpUIAraeMble K HEMY AOKYMEHTbI NPeAcTaBAAOTCSA B YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTENIbHOM BAACTU He No3aHee Yem Yyepes TpuauaTb pabounx gHen co gHA
BHECEHMA COOTBETCTBYIOLMX U3MEHEHUI B EAMHBIN rocyAapCcTBEHHbIV peecTp opuandeckux auy (ann
OpraHM3aumuii, 3aperncTpPUpPoBaHHbIX Ha Tepputopumn Poccuiickoit deaepaumm) MM co AHA NPUHATUA
COOTBETCTBYIOLLErO [OKYMEHTa, MOATBEPXKAAOWEro peopraHM3aumio lopuanyeckoro avua (gna
OopraHv3auuii, He 3aperncTpMpoBaHHbIX Ha Tepputopumn Poccuiickoli Pepepauun). B caydyae
peopraHvM3auum gep)aTens WAn BAagenbla PerucTpalyoHHOrO YAOCTOBEPEHUSA JIEKAPCTBEHHOro
npenapata AAA BETEPMHAPHOrO MPUMEHEHWUS 3aABJEHME O BHECEHWMM U3MEHEHWN B LOKYMEHTI,
cogeprralimeca B perncTpaumoHHOM A0Cbe Ha 3apPerMcTpMpOBaHHbLIA IEKAPCTBEHHbIN NpenapaTt Ans
BETEPUHAPHOIO NPUMEHEHMA, NOJAETCA HPUAMYECKUM NULOM, KOTOPOMY B XO4e PeopraHusauuu
nepegaHo NpaBo BAAAEHMA TaKUM PErNCTPALMOHHbBIM YA0CTOBEPEHUEM.

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

2. B cnyyae BHeCeHUS U3MEHEHUI B AOKYMEHTbI, CoAepsKallumeca B perncTtpaumMoHHOM AoCbe Ha
3aPEerncTPUPOBaHHbI NEKAPCTBEHHbIM Npenapat AN1A BeTePUMHAPHOro NPUMEHEHWUA, B OTHOLUEHUMU
CBeLEHWN, yKa3aHHbIX B noanyHkTax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 Yyactn 3 ctaTbM 17 HacTosLWwero
denepanbHOro 3akoHa, U3MeHeHUA U (MAK) A0NONHEHUA NPOU3BOACTBEHHOM NAOWAAKN IeKapCTBEHHOTO
CpencTBa, a TaKXe B C/lydae M3MEHEeHMA MOoKasaTesield KayecTBa JIEKAapCTBEHHOro npenapaTta gas
BETEPUHAPHOIO NPUMEHEHUA U (MNM) MeTOLOB KOHTPOAA KayecTBa /IeKapCTBEHHOro npenapata Ans
BETEPMHAPHOIro NMPUMEHEHMUA NPOBOAMUTCA SKCMEPTU3a IEKAPCTBEHHOMO CPeacTBa AJ/18 BETePUHAPHOro
npumeHeHus. B cnyyae HEOH6XO4MMOCTU BHECEHUS MHbIX U3MEHEHWUI B AOKYMEHTbI, coAeprKalimecs B
PEernmcTpauMoHHOM [0Cbe Ha 3apermcTpMpOBaHHbLIA NEKAPCTBEHHbIM npenapaT A/a BeTepuMHapHOro
NPUMeHeHWA, 3KCNepTU3a IeKapCTBEHHOro CPeACcTBa A1 BETEPUHAPHOIo NPUMEHEHMA He NPOBOAUTCA.

(B pen. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-d3)

3. 3asBuUTenb BNpase NPeACcTaBUTb NO COBCTBEHHOM MHMLMATUBE BMECTE C 3aAB/IEHUEM O BHECEHUN
M3MEHEHWUA B [OKYMEHTbl, COAeprKaliMeca B PEernmcTpaumMoHHOM [OCbe Ha 3aperncTPUMpOBaHHbIN
NleKapcTBEHHbIV NpenapaT 4/1a BeTepMHAPHOro NPUMEHEHUA, KOMUU AOKYMEHTOB, MOATBEPKAAOLNX
ynnaTy rocyAapCTBeHHOM MOLWAMHbLI 33 BHECEHME B AOKYMEHTbI, COAEepMKallMecs B PerncrpaumMoHHOM
AOCbe Ha 3apermcTpMpoBaHHbIN JIEKApCTBEHHbIM npenapaTt AAA BETEPUMHAPHOrO MPUMEHEHMS,
M3MeHeHun, TpebylolWmx NpoBeAeHUA SKCMEepPTM3bl SIeKaPCTBEHHOro CPeacTBa, WAM U3MEHEHWH, He
Tpebylowmx NpoBeAEHMS IKCNEPTU3bI IEKAPCTBEHHOTO CpeacTBa. B cayyae He06X0AMMOCTM M3MEHEHUA
CBEAEHUN, COAEp’KaMXCA B PErucTpaLMoHHOM YAOCTOBEPEHWUM JIeKapCTBEHHOro npenapaTa gas
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BETEPMHAPHOIO NPUMEHEHMUSA, C 3aABIEHMEM, YKa3aHHbIM B 4acTW 1 HacToALLelN CTaTbM, 3aABUTE/Ib BNpaBe
npeacTaBuTb NO  COOCTBEHHOM WMHMUMATMBE KOMMUIO OOKYMEHTa, MOATBEP)KAAOWeEro ynaaTty
rocyAapcTBEHHOM MOLW/IMHbI 33 BblAauy PErMcTpPaLMOHHONO Y40CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTa.
3aABMTENb BNpaBe NPeACTaBUTb MO COBCTBEHHOM WMHMLMATMBE CBEAEHMA O NIMLLEH3MAX, YKA3aHHble B
nyHKTax 1 n 2 yactu 1 HACTOALWLEN CTAaTbM, @ TAKXKe BblAaBaeMble YNONHOMOYEHHbIMU deaepanbHbIMU
OpraHamm MCMONIHUTENBbHOM BAACTU LOKYMEHTbI, YKa3aHHble B MyHKTe 3 YyacTn 1 HacToAwelh ctaTbu. B
cnyyae HenpeacTaBNeHWUA YKa3aHHbIX AOKYMEHTOB (CBeAEHWUI) yNoSIHOMOYEHHbIN deaepanbHblii opraH
WCNONIHUTENbHOM  BNACTM  3anpalMBaeT  YKasaHHble  OOKYMeHTbl  (cBegeHua) B nopagke
MeXBeA0MCTBEHHOTO0 MHGOPMALMOHHOTO B3aUMOAENCTBUA.

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

4. B CpOK, He NpeBblWwatoWwmin gecATi paboumx gHel co AHA NOCTYMN/IeHUA yKasaHHOro B Yactu 1
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
NCMNONHWUTENbHOW BNACTU:

1) NpoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHWIA, COAEPMKALLMXCA B NPEACTAaBIEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NPUHUMAET peLleHme 0 NPOoBeAEHMUM SKCMepPTM3bl IEKAPCTBEHHOIO CPeACTBA A/1A BETePUHAPHOTO
npMMmeHeHns Uam o6 OoTKase B ee NpoBeaeHNY;

3) yBegomiaeT B NMCbMEHHOW popMe 3aaBUTENA O MPUHATOM PeLleHUn UAN B Caydae NPUHATUA
peweHna o6 OTKase B NpoBeAeHWN SKCNEPTU3bl JIEKapPCTBEHHOrO CPeacTBa A/1A BeTepuHapHOro
NPUMEHEHUA C yKasaHMeM NPUYMH TaKoro oTKasa.

4.1. B cnyyae BbIABAEHMA HEAOCTOBEPHOCTU U (M) HEAOCTaTOYHOCTU CBEAEHMI, COAEPIKALLMXCA B
NpeAcTaB/NeHHbIX 3aABMTE/IeM [OKYMEHTaX, YNONHOMOYEHHbIN deaepasnbHblii opraH UCNOHUTENbHOM
BJ1IACTU Hanpas/feT 3aABUTENI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeaeHWn. 3anpoc MoKeT 6biTb
nepeaaH ynoJHOMOYEHHOMY NPeACTaBUTEN0 3aABUTENA NOA, PAcMMCKY, HarnpaB/ieH Mo NoyTe 3aKa3HbiM
NMUCbMOM MK NepeaaH B 3N1EKTPOHHON GopMe Mo TeNEKOMMYHMKALMOHHbIM KaHanam cBasu. B ciyvae
Hanpas/ieHMA 3anpoca 06 YTOYHEHMM YKa3aHHbIX CBEAEHWNI MO NoyTe 3aKasHbIM MMCbMOM OH CYMTaeTCs
noay4yeHHbIM NO UCTeYeHUU WecTun ,D,Heﬁ C AaTbl HanpaB/aeHNA 3aKa3HOro nMcbma.

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

4.2. 3aautenb 0bA3aH NpeacTaBUTb OTBET Ha 3anpoC YNOJHOMOYEHHOro dpesepanbHOro opraHa
WCNONIHUTENbHOM BNACTU B CPOK, HE MNPEBbIWAWMIA AeBAHOCTa pabounx AHel co AHA NOAyyYeHwuA
AaHHoro 3anpoca. Cpoku, yKasaHHble B 4YacTu 1.1 HacToAwen cTaTbW, NPUOCTAHABAMBAKOTCA CO AHA
Hanpas/ieHMA 3aABMTEIO 3aNpoca YyNOJHOMOYEHHOrO desepasbHOro OpraHa UCMOHUTENBHOM BAACTK A0
OHA NOSly4YeHMA OTBETA HA AAHHbIV 3aMPOC U HE YYUTBIBAIOTCA NPU NCHUCEHUUN CPOKA MPUHATUA peLLeHmnA
O BHECEeHUN U3MEHEHWN B [AOKYMEHTbl, coAep)Kaljumeca B PEerucTpauMoHHOM [0Cbe  Ha
3aperncTpPUpPOBaHHbI IeKapCTBEHHbIN NpenapaT A8 BETEPUHAPHOrO NPUMEHEHNUA.

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

5. OcHoBaHMeM /A OTKa3a B MNPOBeAEeHMM 3SKCNepTU3bl JIeKAPCTBEHHOrO cpeacTBa AAs
BETEPMHAPHOIrO MNPUMEHEHUs ABASETCA MNpeacTaBAeHWe [OKYMEHTOB, YKasaHHbIX B Yactax 1 u 3
HacCTosILLEeN CTaTbW, B HEMOJIHOM O6beme UM OTCYTCTBUE B NPeACTaBAEHHbIX JOKYMEHTaX A0CTAaTOYHbIX
CBELAEHUN, MNOATBEPXKAAOWMX HeobXxogMMoCcTb BHECEHWS W3MeHeHuli, nuMbo HenpeacTaBieHue
3anABUTE/IEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA Ha YKasaHHbIM B 4yactu 4.1 HacToAwel cTaTbyM 3anpoc
YyNosIHOMOYeHHOro peaepasibHOro opraHa UCNONHUTEIbHOW BAACTU.

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

6. JKcnepTM3a /IeKapCTBEHHOTO CPeACTBa AN BETEPUHAPHOTO MPUMEHEHUA B LeNAX BHECEeHUS
M3MEHEHWUA B [AOKYMEHTbl, COAeprKaliMeca B PernmcTpaumMoHHOM [OCbe Ha 3aperncTPUMpOBaHHbIN
NeKapcTBeHHbIM npenapaT A48 BeTePUMHAPHOTO MPUMEHEHMUs, OCYLLecTBAAETCA B  nopAdxe,
yCTaHOB/IEHHOM CcTaTbel 24 HacToAwero PeaepanbHOro 3akoHa.
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6.1. B cpoK, He NpeBbIWAOWKNI AecaTn paboumx AHEN CO AHA NONYYEeHUs 3aKAUYEeHUA KOMUCCUU
3KCMepToB MO pe3y/nbTaTaM YKa3aHHOW B YacTM 2 HACTOsLLElM CTaTbW 3KCMEPTM3bl, YNOJHOMOYEHHbIV
denepanbHblIi OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npuHUMaeT pelleHWe O BHECEHUM W3MEHEHUI B [OKYMEHTbl, cojepKalimeca B
pPerucTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOoBaHHbLIA JIEKAPCTBEHHbIM nNpenapaT Aas BeTepUHapPHOro
NpPMMeHeHUs, UM 06 OTKase BO BHECEHUM TaKUX USMEHEHWIA;

2) BHOCUT B I'OCYAapCTBEHHbIﬁ peecTp NeKapCTBEHHbLIX CPeACTB HAa OCHOBAaHUKM peLlleHNA O BHECEHUN
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B perncTtpaumMoHHOM AOoCbe Ha 3aperMCTpMDOBaHHbII7I
HEKapCTBEHHbIﬁ npenapart anAa BeTepnHapHOro npuMmeHeHuA, HeOGXO,ﬂ,MMbIe U3IMEHEHNA N BO3BpPaALUAET
3TN OOKYMEHTbI 3aABUTENIO;

3) BblAaeT 3aABMTE/IO HOBOE PErucTpaLMOHHOE YA0CTOBEPEHME JIEKAPCTBEHHOMO npenaparta aas
BETEPMHAPHOIO NPUMEHEHUS B C/Iy4ae HEOOXOAMMOCTU USMEHEHMUA CBEAEHUN, COAEPKALLMUXCA B HEM, C
COXpaHeHMemM HOMmepa paHee BbIJAHHOTO PErucTPAUMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOrO
npenapara A1 BEeTeEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH dPepepanbHbim 3akoHOM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBeaeHa desepanbHbiM 3akoHOM OT 22.10.2014 N 313-d3)

6.2. B cnyyae BHECEHUA U3MEHEHUN B JOKYMEHTbI, CoAepKallnecs B perMcTpauyMoHHOM A0Cbe Ha
3apPerucTpUpPOBaAHHbIA  NIEKAPCTBEHHbBIA MNpenapaT ANA BETEPUMHAPHOro MNPUMEHEHUA, B 4acTw,
Kacatowenca u3aMeHeHua U (Man) [ONOAHEHWA NPOM3BOACTBEHHOM NOWAAKA NIEKAPCTBEHHOMO
npenapara, Npu NpeacTaBNeHUN 3aABUTE/IEM B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacToAwen ctaTby
KOMUKU peLleHna YyNOoSIHOMOYEHHOro ¢eaepasbHOro opraHa WUCMNOJIHUTENbHOM BAACTU O MPOBEAEHUM
WHCMNEKTUPOBAHMNA NPOU3BOANTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HacToAwen
CTaTbW, NPMOCTAHAB/IMBAETCA CO AHA NOJIYYEHUA 3aKAHOYEHMA KOMMUCCUM IKCNEPTOB A0 AHA NPUHATUA
YNOAHOMOYEHHbIM dbesepasibHbIM OPraHOM UCMOJIHUTENIbHOM B/1aCTM peLLeHus O Bblaade unm ob oTkase
B BblJaye 3aK/1HYEHMA O COOTBETCTBUMN MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM NpaBun
Haa/NerKalllel NPou3BOACTBEHHOMN MPaAKTUKMK, HO He bonee Yyem Ha CTO BOCEMbAECAT paboumx AHEN.
(yacTb 6.2 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

7. OcHOBaHMEM [n/1a1 OTKA3a BO BHECEHWM W3MEHEHUIM B [LOKYMEHTbl, COoAep:Kalimecs B
PerucTpauMoHHOM [0Cbe HA 3apernmcTpMpPOBAHHBIA JIEKAPCTBEHHbIM NpenapaT A/d BeTePUHAPHOro
NPUMEHEHWSA, B C/TyYasx, He TpebyloLmxX NPoBeLEeHUA IKCNEePTU3bl JIEKAPCTBEHHOTO CPEACTBA, ABAAETCA
npeacTaB/ieHMe AOKYMEHTOB, YKa3aHHbIX B YacTAX 1 M 3 HacTosAlenl cTaTbk, B HEMOJIHOM Obbeme Uan
OTCYTCTBME B MPEACTaBAEHHbIX AOKYMEHTAX CBEAEHWUI, KOTOpble A0/KHbI ObiTb B HUX OTpaKeHbl, M60
HenpeAcTaB/ieHWe 3asBUTENEM B YCTAHOBNEHHbIM CPOK OTBETA Ha YKasaHHbIM B YacTu 4.1 HacToAlein
CTaTbu 3aNpoC YNOJAHOMOYEHHOTO dpeaepasnbHOro opraHa MCNOHUTEbHOM BAACTU.

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

7.1. OcHoBaHMeM pAns OTKa3a BO BHECEHWM M3MEHEHWN B [AOKYMEHTbI, COAeprkalimecs B
pPerncTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM NpenapaT AnsA BeTepUHapHOro
NPUMEHEHUA, B C/y4anX, TpebylolmMx NpoBeAeHUs 3KCNepTU3bl IeKapCTBEHHOro CpeacTBa, ABAAeTcA
3aK/ilo4eHMe YNOJHOMOYEHHOro ¢deaepanbHOro OpraHa MCNOJHUTENbHOM BNACTU O BO3MOMKHOCTU
CHUeHMA 6e30MacHOCTM, KauyecTBa, 3PpPEKTUBHOCTM IEKAPCTBEHHOTO NpenapaTta BCieacTBUE BHECEHUA
M3MEHEHMM B YKa3aHHbIe AOKYMEHTbI, 0TKa3 yrnoJHOMOYEHHOro desepanbHOro opraHa MCNOAHUTEIbHOM
B/1ACTU B BblAaye 3aK/IOYEHUS O COOTBETCTBUM NPOU3BOAMUTENSA IEKAPCTBEHHbIX CPEACTB TPeboBaHUAM
npaBun Haa/exawen npousBOACTBEHHOMW MPAKTUKM B C/Aydyae U3MeEHeHMa U (MAn) AONOAHeHUA
NpPou3BOACTBEHHON MJ/IOWAAKM JIeKAPCTBEHHOrO MnpenapaTta, €CAuM NPOM3BOACTBO J/IEKAPCTBEHHOIO
npenapaTta 418 BETEPMHAPHOIro NPUMMEHEHMA OCYLLECTBASETCA 3a npegenammn Poccuinckoit deaepaumuy,
WX OTCYTCTBUE 3TOFO 3aK/HOUYEHMA.

(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)
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8. [JonycKaeTcsa obpalleHMe NeKkapCcTBEeHHbIX MpenapaToB A4 BETePUHAPHOro NPUMEHEHMA [0
NCcTeYeHUA CPOKa rogHOCTH, NPOU3BEAEHHDbIX B TEYUEHUE CTAa BOCbMUAECATU AHEN nocne AaTbl NPUHATUA
YNOJIHOMOYEHHbIM dpesepanbHbIM OPraHOM UCMOJIHUTENLHOM BACTU pelleHnsa O BHECEHUU U3MEHEHUI
B LOKYMEHTbI, COAEPIKALLMECS B PETMCTPALMOHHOM A0Chbe HA JIEKapCTBEHHbIV Npenapart, B COOTBETCTBUM
C MHPOpMaLMel, coaepKalleinca B AOKYMEHTAX PEMMCTPALMOHHOIO A0Chbe Ha IeKapCTBEHHbIN npenapaT
00 AaTbl MPUHATUA TAKOTO peLIeHus.

(yacTtb 8 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Cratba 32. OTmeHa I'OCVAapCTBEHHOﬁ perucrpauumn NeKapCrBeHHOoro npenapara

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

1) npeactaBneHWMA  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasnbHbiM  OpraHoOm
WCMONHUTENBHOW BNAcCTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340pPOBblO, KM3HM YesloBEKA WU
KMBOTHOTO NPU NPUMEHEHUW NEeKapCTBEHHOTO NpenapaTa, NpPeBblWatoWwmx ero 3pPeKTUBHOCTb, NO
pesy/ibTaTam OCyLLECTBAAEMOro MM MOHUTOPMHIa 6e30NacHOCTM IEKaPCTBEHHOIO NpenapaTa;

2) nogaun peprkatenem UAU BNaAeNbLEeM PEerncTpauMoOHHOro YAOCTOBEPEHUS JIEKAapPCTBEHHOTO
npenapata WAW YNONHOMOYEHHbIM WM APYTUM OPUANYECKMM NULOM 3aaBfeHMA 06 OTmeHe
rocyfapcTBEHHOW PerMcTpaLmm NeKkapCcTBEHHONO NpenapaTa;

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

3) HenoATBEPXAEHUA rOCYAapCTBEHHON PErncTpaLmMmn NeKapcTBEHHOro npenapara no ucreyeHun
CPOKa AeNCTBMA PErncTPaLmoHHOro yA0CTOBEPEHUSA, BblAaHHOMO Ha NATb N1eT;

4) HenpeacTaBneHus 3asBuTenem WHPOpMaumu, KoTopas MOXKeT nosiedb 3a cobol
HeobXoAMMOCTb BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAepiKallmMeca B PermcTpaumoHHOM A0Cbe Ha
3aperucTpupoBaHHbI  NEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAauaTM pabounx AHeld co AHA
HaCTynieHnsa 3TUX U3MEHEHMI;

5) ocywecTBneHus rocyfapcTBEHHON perncTpauuu NeKapCcTBEHHOro npenapaTa nog, TOProBbiM
HAaUMEHOBaHUEM 3apPErMcTPMPOBAHHOIO paHee Mo, 3STUM TOProBbiIM HAMMEHOBAHWEM JIEKAPCTBEHHOIO
npenapaTa, OT/IMYatoLWEeroca Ka4eCTBEHHbIM COCTAaBOM AEeNCTBYHOLLNX BELLECTB;

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

6) ocyLLecTBIEHNA TOCYLaPCTBEHHOM PErmMcTpaLLMmM OAHOTO M TOTO e JIeKaPCTBEHHOTO NpenapaTa B
OTHOLIEHMM OAHOrO W TOTO e AepkaTeNa MAW BAafesnblLa PerncTpaumMoHHOro yAO0CTOBEpeHUA
NleKapcTBEHHOro npenapaTta B BWAe ABYX M 6o/ee NeKapCTBEHHbIX NpPenapaToB Noj Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHNAMM;

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

7) BbIHECEHMA CYA0M PELLEHMA O HapyLLUeHWUM NpaB NpaBoobiaaaTens 06beKTOB UHTENNEKTYaIbHOM
cob6CTBEHHOCTM NpY 06PALLEHMM TEKAPCTBEHHbIX CPEACTB;

8) oTCyTCTBMA NNIeKapCcTBEHHOrO NpenapaTa B obpalueHnn B Poccninickoir epepaumm B Te4eHue Tpex
n bonee nert;
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

9) HeBbINO/MHEHWA gepiKaTesieM WAW  BAALENbLEeM  PEerMcTpaLMoHHOrO  YAOCTOBEPEHUs
NleKapcTBEHHOTrO npenaparta AM60 YNOAHOMOYEHHbIM UMK APYTMM IOPUAMYECKMM ANLOM MEPONPUATUN
no obecneyeHno 6e30MaCHOCTM fIEKAPCTBEHHbIX MPEnapaToB, YCTAaHOBAEHHbIX YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHoOM UCMONHUTENIbHOM BAACTU B COOTBETCTBMM C YacTAMM 3 U 4 CcTaTbM 64 HacToALLErO
denepanbHOro 3akoHa, B paMKax ocyLlecTsieHna GbapMmakoHaa3opa;
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(n. 9 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

10) oTkasa gep:kaTens WM BAafesnbLa PErncTpaLMoOHHOIO YAO0CTOBEPEHUA JIeKAapCTBEHHOMO
npenapata AMb60 ynosHOMOYEHHOTO UMW APYroro HPUAMYECKOro /inua OT BHECEeHWUA M3MEHEHWI B
WMHCTPYKLMIO MO MPUMEHEHUIO JIEKAPCTBEHHOrO Mpenaparta, KacaloWMXCs HOBbIX MOATBEPHKAEHHbIX
OaHHbIX O TOM, YTO PUCK NPUYMHEHUS Bpeaa 340POBbi0 Ye/I0BEKA UM }KMBOTHOTO BCAEACTBME NPUEMA
JIeKapCTBEHHOIO NpenapaTa npesblilaeT 3¢pHeKTUBHOCTb ero NPUMEHEHMUS.

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

KoHcynbTaHTIAOC: NpUmedaHme.
C01.01.2026 cT. 32 gonoaHsetca n. 11 ($3 o1 27.12.2019 N 475-P3).

Cratba 33. locyaapcTBeHHbIM peecTp IeKapCTBEHHbIX CpeacTB

1. TocyaapcTBeHHbIM peecTp /IeKapCTBEHHbIX CPeACTB COAEPKWUT NepeyeHb JIeKapcTBEHHbIX
npenapaTos, NpoLleaWwnX rocyaapCcTBeHHY0 perucTpaumio, nepedeHs GpapmaL,eBTUYECKMX CyBCTaHLMiA,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX NPenapaTos, U cAeaytoLwyo MHopmaLuio:

1) B OTHOLWEHUWN NEKAPCTBEHHbIX NPenapaTos:

a) HaMMeHOBaHMe JNIeKapCTBEHHOrO npenapata (MerKayHapogHoe HemnaTeHTOBaHHOE, WM
rpPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HaMMEHOBaHUA);
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapctBeHHan dopma C yKazaHMeM J03MPOBKM IEKAPCTBEHHOTO NpernapaTta 1 ero KoM4ecTsa B
noTpebuTenbCcKol ynakoBke;

B) HAMMeHOBaHMWe AeprKaTena uan Bnagenbla PerncTpaLMoHHOro yA0CTOBEPEHNA IEKapCTBEHHOTO
npenapaTta u CBeAeHUA O PerucTpauun aepxartens UamM Bnafaenbla perucTpaunmoHHOro yaoCcToBepeHns
NIeKapCcTBEHHOro Npenaparta 414 MeAULMHCKOro NPpUMMEHeHMA B KayecTBe HanoronaatebliMKa B cTpaHe
perucTpauun (4Na POCCUNCKUX HOPUANYECKUX AL, - NAEHTUDMKALMOHHbIA HOMep HanoronaaTe blinKa
(MHH), Ans MHOCTPaHHbIX OPUANYECKUX ANL, - CTPaHa perncTpaumm, HauMeHoBaHWE PerucTpupyloLLLero
opraHa, permcTpaLMoHHbIN HOMEpP, KoA HaloronnaTeNbLIMKa B CTpaHe perncTpaumm (MHKopnopaumm) nam
ero aHaJsor);

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

r) HaMMeHOBaHWeE U aApec MPOU3BOAUTENS IEKAPCTBEHHOIO NPenapaTta U CBeAEHUA O perncTpaunm
NpoV3BOAUTENA NIEKApPCTBEHHOTO Mpenapata Aaa  MeSUUMHCKOTO NPUMEHEHMA B KayecTse
HasioroniaTenblLUMKa B CTPaHe perncTpaumm (4ns poccMicKuX IPUANYECKUX nL, - MAEHTUPUKALNOHHDBIN
Homep Hasnoronnatenbwmka (MHH), onA MHOCTPAHHBLIX OPUOUYECKMX NIUL, - CTPaHa perucTpauuu,
HauMeHOBaHUWe PerncTPUpPYIOLLEro OpraHa, PerncTPaLMoHHbIA HOMep, KOZ Ha/loronAaTe IblWwyKa B CTpaHe
peructpauum (MHKopnopaumm) Uamn ero aHanor);

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

A)  dapmaKkoTepanesTuyeckasa rpynna, Ko4 /NeKapCTBEHHOro npenapata Mo aHaTOMO-
TEepaneBTUYECKO-XMMMNYECKON  KnaccuduKaumm, pPeKoMeHOOoBaHHOW BcemupHOM  opraHusaumen
34,0aBOOXPaAHEHMUS;

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

e) NOKa3aHNA N NPOTUBOMOKA3aHNA K NPUMEHEHUNIO NEKAPCTBEHHOIO Npenapara,
)K) nobouyHsble lCI,GIN/JICTBVI‘FI NEeKapCTBEHHOrO nNpenapara,

3) CPOK rogHOCTM NeKapCTBEHHOIO Npenapara;
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1) YCNOBUA XpaHEHUA NeKapCTBEHHOTO NpenapaTa;
K) YCNI0BMA OTNYCKa SIeKapCcTBEHHOro npenapara;

Nn) Homep dapmakonenHolW CTaTbM WAM B CAydyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTaLmMm N1Mbo HOPMATUBHOTO AOKYMEHTa;

M) fOaTa rocyAapcTBEHHOW pernctpauvy NeKapCTBEHHOro npenapata M ero perucrtpauyoHHbIN
HOMep, AaTa 3ameHbl PerncTpPaLMOHHOrO YA0CTOBEPEHUA NeKapCTBEHHOro npenaparta Ha 6eccpoyHoe
perucTpaumoHHoe yAOCTOBEpPEHWE J/IeKapCTBEHHOro npenapaTa, JaTta  Nojayu  3asBfieHus o
NoATBEPXKAEHUN TOCYAAPCTBEHHOM perncTpauuu NeKkapCcTBeHHOro npenapaTta, 4aTa  OTMEHbI
rocyapcTBeHHOM perucTpaumm NekapcTBeHHoro npenapara;

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

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

0) HpopMaLMa 060 BCeX paspelleHHbIX BUAaxX BTOPUYHOM (NOTpebuUTenbCKoin) ynakoBKuy;
(nn. "o" BBeaeH PenepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

n) Aata NPUHATUA PELUEHWA O BO3MOMKHOCTM PacCMaTpPMBaTb JIEKAPCTBEHHbIM npenapaT npwu
rocyAapCTBEHHOM perncTpaumnm B Kauectse opdaHHOro SIeKapcTBEHHOTO NpenapaTa (419 IeKapcTBEHHbIX
npenapaTos ANA MeAMLMHCKOro MPUMEHEHMSA);

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

p) HanuMume NeKapCTBEHHOro npenapata B MNepeyHe KU3HEHHO HeOobXOAMMbBIX U BarKHEMLIMX
JIeKapCTBEHHbIX NPenapaToB (410 NeKapCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NpUMeHeHus);
(nn. "p" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PegepanbHOro 3akoHa ot
27.12.2019 N 475-d3)

C) HaNMuMe B NEeKapPCTBEHHOM MpenapaTe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX BELECTB U UX
NpPeKypcopos, Noasneralwmx KOHTpo o B Poccuiickoit Pegepauymmn, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickoin Pegepaumm, mexkayHapogHbiMmu gorosopamm Poccuinckoint Pegepaumm, 8 Tom uncne EanHon
KOHBEHUMEN 0 HapKoTMYecKkux cpeactBax 1961 roga u KoHBeHUMeEN O NCUXOTPONHbIX BewecTeax 1971
roaa;

(nn. "c" BBepeH ®egepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

T) mHbopmauMa O TOM, ABAAETCA /AW [AaHHbIK NEKapCTBEHHbIM npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NPenapaTtom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

y) cBefieHMA O nogaye 3asAB/IEHUSA O BHECEHUU U3MEHEHUI B [AOKYMEHTbl, cogeprKalimecs B
perucTpaunoHHOM A0Cbe Ha IeKapCTBEHHbIM Npenapar;
(nn. "y" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PegepanbHbiit 3aKoH 0T 27.12.2019 N 475-03;

X) CPOK BBeAeHWA IeKapCTBEHHOro NpenapaTa B rpaxaaHckuii 06oporT;
(nn. "x" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOLIEHUN PpapMaLEBTUUYECKNX cybCTaHLMIA:

a) HanmeHoBaHWe dapmaleBTUYECKOn cybcTaHUMM (MexayHapogHoe HenaTeHToBaHHOe, UK
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOoBaHuA);
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(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
6) HaumeHoBaHWe M aapec npoussoauTensa GapmaLeBTUYECKoN cybcTaHLnuy;
B) CPOK roAHOCTM dpapmaLeBTUYECKOM CybCTaHLMK;
r) ycnosusa xpaHeHua dapmaLieBTMUYECKON cybcTaHumu;

A) Homep dapmaKkonerlHoW CcTaTbM WAM B C/lyyae ee OTCYTCTBMA HOMEpP HOPMaTUMBHOM
AOKYMEHTauun niMbo HOPMaTUBHOTO LOKYMEHTA;

e) Hannume dapmaLeBTUYECKOWN CYBCTaHUMKM B NepeyHe HAPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYpPCOpOoB, Noanexalmx KOHTpoato B Poccuiickoint Pepepaunun, B COOTBETCTBUM C
3aKOHOZaTeNbCcTBOM  Poccuiickon  degepaumu, MexAyHapoAHbIMM  AoroBopamu  Poccuitckom
depepaunn, B Tom Yncie EgMHON KOHBEHLMEN O HapKOTMYECKNX cpeactBax 1961 roga n KoHeeHuwmel o
NCUXOTPOMHbIX BewecTeax 1971 roaa.

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

2. ®apmaueBTMUecKaa cybcTaHumMA, NpoM3BefeHHan AN peanu3aLun, MOXKeT bbiTb BKIOYEeHa B
rocyAapCTBEHHbIN peecTp /NEeKapCTBEHHbIX CPeACTB Ha OCHOBAaHMM 3asBfAeHMA paspaboTuvka wuaum
NpoM3BOAUTENSA JIEKAPCTBEHHOrO cpeactBa AM60 YNONHOMOYEHHOTO MMWU OPUAMYECKOro nua npu
YCNOBUM NPOBEAEHUA B OTHOWEHUW TaKoW ¢apmaleBTMYECKOW cybCTaHUMM 3KCnepTM3bl KayecTea
dbapmaueBTUYECKOM cybCTaHLMKM B NOpPAAKe, YCTaHOBAEHHOM cTaTbelt 34 HacToAwero deaepanbHoro
3aKoHa. B oOTHOweHWW dQapmaLeBTUYECKMX cybCTaHUMI, NpoM3BeAEeHHbIX AONA peanusauuun, B
rocyAapCTBEHHOM PEECTPE IeKAaPCTBEHHbIX CPeACTB COAEPHKUTCA caeaytolan MHGopmaumsa:

1) HanmmeHoBaHWe apmMaLeBTUYECKOM cybCcTaHuMM (MeKAyHapoAHOe HenaTeHTOBaHHOe, UAU
rPynnMpoBOYHOE, UM XMMWUYECKOEe Y TOProBoe HaMMeHOBaHWA);

2) HaMmeHoOBaHMe, agpec NnponssoauTens GapmaueBTUYECKON cybCTaHUMK, a TaKKe B OTHOLLEHUN
NIeKapCTBEHHbIX CPEACTB AN MEeAUUMHCKOrO NPUMEHEHUN CBEAEHMA O perucTpauuu npovsBoauTens
dapmaueBTUYECKO cybCTaHUMM B KayecTBe HasjoroniaTtesbliMKka B CTpaHe peructpauumn (gna
POCCUMCKUX OPUAMYECKUX UL - MAEHTUOMKAUMOHHbLIA HOmep Hasoronnatenblmka (MHH), ana
MHOCTPAHHbIX OPUAMYECKUX MWL, - CTPaHa perncrpaumu, HaumeHOBaHWE PErMcTPUPYIOLLEro opraHa,
PerncTpaunoHHbIM HOMEP, KoA, HanoronaaTebliMKa B CTpaHe perncrpaumu (MHKopnopauum) uam ero
aHanor);

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

3) cpok rogHocT hapmaLEeBTUYECKOM CybCcTaHLMu;
4) ycnosus xpaHeHua papmaLieBTMYECKOMN cybcTaHumu;

5) Homep <¢apmaKoneliHoM cTaTb AMBO B Caydyae ee OTCYTCTBMA HOMepP HOPMATMBHOM
AOKYMEHTaUMKN UAN HOPMATUBHOIO AOKYMEHTa;

6) HannMumne papmaLeBTUUYECKON CyBCTAHUMMU B NepeyHe HapKOTUUYECKUX CPeCTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKYPCOPOB, Noajerkalmx KOHTpos B Poccuitckon Pepepaumun, B COOTBETCTBUMU C
3aKOHoZaTenbCcTBOM  Poccuiickon  degepaumu,  MexAyHapoAHbIMM  AoroBopamu  Poccuitckom
depepaunu, B Tom Yncne EaMHON KOHBEHUMEN O HAapPKOTUYECKUX cpeacTBax 1961 roga n KoHBeHuUMeN 0O
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) naTa BKAOUYEHUs dapmaLeBTUYECKOM CybCTaHLUMU B rOCY1apCTBEHHbIN PeecTp JIeKapCTBEHHbIX
CpeacTB, AaTa BHECEHUA U3MEHEHUM B OKYMEHTbI papmaueBTUYecKoi cybcTaHuumM, AaTa UCKAOYEeHUA
dapmaLeBTMUYECKOMN CyBCTaHLMKN U3 rOCYAapCTBEHHOMO pPeecTpa IeKapCTBEHHbIX CPeACTB.

(yacTb 2 B peg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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3. MNMopAgoK BeAeHMA rocyAapCTBEHHOIO PEeecTpa JIEKApPCTBEHHbIX CPeACTB A8 MeAULUHCKOro
NPUMEHeHUA U MOPALOK BeAeHWs T[oCyAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CpPeacTB  Ans
BETEPUHAPHOIO MPUMEHEHUS YTBEPKOAIOTCA COOTBETCTBYIOLMM YMNOJHOMOYEHHBIM degepasibHbIM
OPraHoOM UCNONIHUTE/IbHOW BNACTW.

CraTtbAa 34. BK/lOYEeHUe B roCyAapCTBEHHbIW peecTp NeKapCTBEHHbIX CPeACTB U UCK/OYEeHUe U3
rocyfapcTBEHHOr0o  peecTpa  JIeKapCcTBeHHbIX  cpeAcTB  dapmaueBTUMyeckoit  cybcTaHumm,
npousBeAeHHOW ANA peanusauum
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAoYeHUs dapmaleBTUYeCKOW cybcTaHUMKM, NpoM3BeAeHHON AN peanuvsauuun, B
rocyapcTBEeHHbI peecTp IeKapCcTBEHHbIX CpeacTB, NPOBOAUTCA SKCNEePTM3a ee KayecTsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DKcnepTm3a KavecTBa YKa3aHHOM B YacTu 1 HacToslel cTaTbM dapmaLeBTUYecKon cybcTaHumuu,
COCTaB/IeHME KOMMUCCHEN SKCMEePTOB 3aKNOUYEeHUI Mo pe3yabTaTam 3TON 3KCNepPTU3bl U UX HanpaBaeHue B
YNO/NIHOMOYEHHbIN  deaepanbHblit opraH WCMNOAHUTENbHOW BAAacTU OCYLIECTBAAKOTCA B CPOK, He
npesbllLaloWMi  WecTUaecATM paboumx AHe Co AHA MNOAYYEHUS IKCMEPTHbIM  yuypexaeHnem
COOTBETCTBYIOLLErO 3a4aHus YNOJHOMOYEHHOro ¢enepanbHOro opraHa MCMNOJIHATENbHOW BAAcTU U
cneayowmx AOKYMEHTOB (cBeAeHNi):

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

1) cBegeHVA 0 AaTe NpefoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE JIMLEH3UW HA NPOU3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAEeHMA O Jate npefocCTaB/leHMA U PerncrpauyMoHHOM Homepe
3aK/M0YEHMA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasun
HaZneXKalen npou3BOACTBEHHOMW MPAKTUKKU, BbIAAHHbLIX (MNPefoCTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCMNONAHUTENIbHOW BAacTW, B C/y4vae, eciiv NPOM3BOACTBO JIEKAPCTBEHHOO
cpencTBa ocylecTsnsetca B Poccuiickon deaepaunu;

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

2) KonuA [OKYMEHTa, BblAAaHHOTMO YMNOJAHOMOYEHHbIM OpraHoOM CTpaHbl MPOM3BOAUTENA
NIeKapCTBEHHOrO CpeAcTBa M NOATBEPXKAAIOLLErO pa3peLleHme NPon3BOACTBA IeKapCTBEHHOrO CpeAacTBa,
M ero nepesos Ha PYCCKMIA A3bIK, 3aBepeHHble B YCTAaHOBEHHOM MOPAAKE, a TaKXKe KOMUA 3aKodYeHnaA O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBUA  Hadsexallen
NPOM3BOACTBEHHOM MPAKTUKN, BbIAAHHOIO YNOJHOMOYEHHbIM deaepasibHbIM OPraHoM UCMOHUTEIbHOWM
BNACTU, MO0 KOMUA pelleHUs YNOAHOMOYEHHOTo desepanbHOro opraHa MCNOAHWUTENIbHOWM BAacTU O
npoBeAeHUU WMHCMEKTMPOBAHUS NPOU3BOAMTENS NEKAPCTBEHHOIO CpeacTBa. YKasaHHble AOKYMEHTbI
NpeAcTaBAAlOTCA B C/Aydae, eCAU MNPOU3BOACTBO JIEKAPCTBEHHOrO CpeacTBa OCYLLECTBASETCA 3a
npegenamun Poccuiickon degepaumm;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) AOKYMEHT, coAeprKallmii cnegytowme ceegeHuns o papmaueBTMYeckomn cybcTaHumnm:
a) HaumeHoBaHKWe dpapmaLeBTUYECKOM cybcTaHLMKM, ee CTPYKTYypa, obLiue CBOICTBa;
6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTBFI,I/II?I npon3soacTea U MeTog0B KOHTPO/1A Ha BCEX
CTaanAxX NnponsBoacCTBa;

I') onncaHume paapa60TKM npouecca npon3soacTea;

[) OnucaHMe KOHTPOAA KPWUTUYECKMX CTaauii npouecca NPOM3BOACTBA M MPOMENKYTOUHOM
NpPoAyKUMM;

€) AOKyMeHTa/ibHOe NoATBepXAeHMe (BanmaaLuma) NpoLeccos U (M1M) X OLLEHKa;
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) CBOWMCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;
3) XapaKTepucTrMKa npumecei;
n) cneuudurkauma Ha papmaLeBTUYECKYIO CybCTaHLMIO U ee 060CHOBaHME;

K) aHaNUTUYeCKMe MEeTOAMKM, WCMOJIb3yeMble TMpPU  OCYLLECTBNIEHMM KOHTPO/A KayecTsa
dapmaLeBTMUYECKON cybCcTaHUMu;

N) AOKYMeHTafibHOoe NoATBepKaeHMe (Banuaaumusa) aHaMTUYECKMX MeTOAMK, UCMONb3yeMbIX Npu
OCYLLEeCTBNEHNN KOHTPOIA KadecTBa dpapmaLieBTUYECKoW cybcTaHLMu;

M) pe3ynbTaTbl aHann3a cepuit papmalieBTUUYECKON cybcTaHumu;

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

0) onMcaHue xapaKTepPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepPMUanoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabUAbHOCTU PpapMaLLEBTUYECKON CyBCTaHLMNM;
p) CPOK rogHoCTY;

4) LOKYMEHT, coaepKallLmii CBeAEHUA O PErncTPaLLMm NPON3BOANTENA IEKAPCTBEHHbIX CPeACTB A8
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBe HanoronsatesiblMKa B CTpaHe perucrpaumnmn (ans poccuimcKmx
IOPUOMYECKUX NIUL, - MAEHTUPUKALMOHHBIN HOMep Hanoronnatenbwmka (MHH), ona mMHocTpaHHbIX
IOPUAMYECKUX SINLL - CTPAHA PerncTpaLum, HaMeHOBaHWE PErnCTPUPYIOLWLErO OpraHa, PerMcTpaLMoHHbINA
HOMep, Ko HasoronaaTeNblMKa B CTPAHE perncTpaumm (MHKopnopauumn) uam ero aHanor).

(n. 4 BBegeH depepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ana npoBefeHWa 3KcNepTM3bl KayecTBa YKasaHHOMW B 4YacTm 1 HacToAwei CcTaTbu
dbapmaueBTUYecKoi cybcTaHUMM 3aABUTENb NPEACTaBAAET B YNOAHOMOYEHHbIA deaepanbHblii opraH
NCMNONHWUTENbHOW BNAACTU:

1) 3aABneHME O BK/IOYEHUU B TOCYAAPCTBEHHbIN pPeecTp /NIeKapCTBEHHbIX CpeacTs AaHHOMW
dapmaLeBTMYECKON cybCcTaHLMu;

2) Konus AOKyMeHTa, MOATBEP)KAAIOLWEro YnaaTy rocyAapCTBEHHOW MOLWIMHBI 3@ BK/IOYEHWE B
roCyZapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeACTB GapMaLeBTUYECKON CybCTaHLMK, NpousBeseHHOoM
Ana  peanusaumm, AnMbo no CcoBCTBEHHOM MHUUMATMBE YKasaHHbIA AOKYMeHT. B cayyae ero
HenpeacTaBieHNA 3aaBUTE/IEM YMOJAHOMOYEHHbIA deaepanbHbii OpraH WCMOAHWUTENBHON BAACTU
nposepaeT ¢aKT ynaaTbl rocy4apCcTBEHHON NOLWAMHbI 3aaBMTENIEM C MCNO/b30BaHWeM MHGopmaumnm ob
ynnaTe rocyapCcTBeHHON MOLWAUHbI, coaepKalleiica B focyaapcTBeHHOW MHGOPMaLMOHHOM cucTeme O
rocyAapCTBEHHbIX M MYHULMNAAbHbIX MAaTeXKax, Ha OCHOBaHWM MPeACTaBAEHHOMN 3aaBMTesIeM KONUu
AOKYMeHTa, NOATBEPKAAIOLWEro ynaaTy rocy4apcTBEHHOM MOLWANHbI;

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

3) AOKYMEHTBI, YKa3aHHbIe B 4acTu 2 HACTOALLEN CTaTbh;
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3anBfeHME O Bblgaye paspeleHns Ha BBO3 B Poccuiickyio Pepepalmio KOHKPETHOW napTuu
HEe3aperncTpMpoBaHHOIO JIeKAPCTBEHHOrO CpeacTBa, NpeaHasHauYeHHoro A1a NpoBefeHUs YKasaHHOM
3KCNepTm3bl.

(n. 4 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnayyae HenpeacTaBAeHMA C 3anABJEHMEM O BK/OYEHUW B FOCYAApPCTBEHHbIA peectp
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NIeKapCTBEHHbIX CcpeacTB dapmaleBTUYeCcKoM cybCcTaHUMM OOKYMEHTOB, MOATBEPKAAMOWMX ynaaTy
roCyfapCcTBEHHOM NOLW/IMHBI M YKA3aHHbIX B NYHKTE 2 4acTK 3 HaCTOALLEN CTaTbM, @ TaKKe BblAaBaeMblX
(npepocTaBnfaembix) YNoSHOMOYEHHbIMU  defepanbHbIMU  OpraHaMM  UCMOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAEeHWIA), YKa3aHHbIX B MyHKTax 1 M 2 YyacTu 2 HAcToAWEN CTaTbM, YNOJHOMOYEHHbIM
depepanbHbli OpraH MCMNOJIHATENIbHOW BAACTUM 3anpallMBaeT yKasaHHble OOKYMEHTbl (cBeaeHusa) B
nopsake mexxBegoMCTBEHHOTO MHPOPMALLMOHHOTO B3aMMOAENCTBUA.

(yacTb 3.1 BBegeHa depepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-93)

4. B TeyeHue gecatn paboumnx gHen co gHA NPUHATUA 3aABNEHUA O BKAIOYEHMM YKa3aHHOM B YacTu
1 HactosAwel ctaTbl QapmaueBTUUECKON CyO6CTaHUMW B TOCYAAPCTBEHHbLIA PeEecTp NeKapCTBEHHbIX
CPeACTB U [OKYMEHTOB, MEPEYMCTEHHbIX B 4YacTM 1 M NyHKTe 2 4acTM 3 HacToAWEeW CTaTby,
YNOJIHOMOYEHHbIN pesepanbHbI opraH UCNOAHUTENbHOM BNACTU:
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) npoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALLMXCA B NPeacTaBAeHHbIX
3aABUTENEM OOKYMEHTAX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaET pelleHne O HanpasB/leHUM B IKCNEPTHOE y4ypex[eHue 3aAaHua Ha nposedeHue
3KCNepTU3bl KayecTsa yKa3aHHOM B YacTh 1 HacToAwen ctatbn PpapmaueBTUYecKon cybcTaHumMm namn ob
OTKa3e B TAKOM Hanpas/ieHUy;

3) yBegoMAAET B 3/IEKTPOHHOM WU NMUCbMEHHOMN dopMe 3aaBUTENA O NPUHATOM PEeLUeHUN UAKN B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro oTKasa.
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHMA HELOCTOBEPHOCTM CBEAEHWUIN, COAepKalMXcA B MNpeacTaBNeHHbIX
3anABUTeIEM MaTepmanax, ynosIHOMOYEHHbIN desepanbHbl OpraH UCNONHUTENIbHOW BIACTU HanpaBaseT
3aABUTE/NI0 3anpoc 06 YTOYHEHMWU YKA3aHHbIX CBeAeHWI. [laHHbIM 3anpoc MoXKeT ObiTb nepepaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENSA IMYHO MO, PACTMCKY, HanpaB/ieH Mo NnoyTe 3aKasHbIiM
NUCbMOM MU NepesaH B 3/1EKTPOHHON GopmMe Mo TeNNIeKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
Hanpas/seHnA AaHHOIO 3anpoca No NoYTe 3aKa3HbIM MUCbMOM OH CHUTAETCA NOJIy4eEHHbIM NO UCTeYeHUn
LIeCTn AHEeN C AaTbl HanpaB/ieHMA 3aKa3HOro N1CcbMa.

(yacTb 4.1 BBegeHa deaepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenb 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJIHOMOYEHHOro peaepanbHOro opraHa
WCNOJIHUTENBbHOM BNACTM B CPOK, He MNpeBblWaloWwmMi AeBAHOCTa pabounx AHeM co AHA Noay4vyeHus
JaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acT 4 HacToAWwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTENIO 3aNpoca YyNOJHOMOYEHHOrO desepasbHOro OpraHa UCNONHUTENBHOM BAACTK A0
OHA NOMYYEHUA MM OTBETa Ha AaHHbIMA 3aNPOC U He YYUTbIBAETCA NMPU UCYUCIEHUM CPOKA IKCNEPTU3bI
KayecTBa dapmaueBTMYECKON cybCTaHUMKM, Heucnosb3yemMol npu NPOU3BOACTBE /JIEKAPCTBEHHbIX
npenapaTos.

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

5. OcHoBaHMeM An1A OTKa3a B HanpaB/IEHUN B IKCMEPTHOE yYpeXKAeHMe 3a4aHnNs Ha npoBeaeHune
3KCMNepTU3bl KAaYecTBa YKa3aHHOM B YacTu 1 HacTosALwen cTaTbM dapmaLeBTUYECcKoM cybCcTaHL MM ABNseTcs
HenpeacTaBNeHNe AOKYMEHTOB, YKa3aHHbIX B 4acTW 2 HacToAleMn CTaTbM, OTCYyTCTBME MHOPMaLUM,
noaTteepkaatoweinn ¢akT ynaaTtbl rocyfapCTBEHHOW MOLWAMHBI 33 BKAOYEeHMEe dapmaueBTUYeCcKo
cybCTaHLUMK, NpoM3BEAEHHON O1S peannsaumm, B rocyAapCTBEHHbIV peecTp JIeKapCTBEHHbIX CPeacTs,
HenpeacTaBAeHWe 3afBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 4.1 HacToALwed
CTaTbW 3aMpocC YyNoJHOMOYEHHOro pesepasibHOro opraHa UCNOAHUTENbHON BAACTU UKW NpeacTaB/ieHne
OOKYMEHTOB, He cogepKaluux ncyeprbiBatoLwero nepeyHa HeobxoanMmbix cBeAEeHUN.

(yacTb 5 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHue nATHaguatTM paboumMx AHeH CO AHA MOAYYEeHMA pPelleHUs YNoJHOMOYEHHOro
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desepanbHOro opraHa UCNOHUTENIbLHOW BAACTX O HanpaB/EHUU B SKCMEPTHOE yYpexKaeHne 3a4aHnA Ha
npoBefeHME 3KCMepPTU3bl KayecTBa YKa3aHHOM B 4acTM 1 Hactoswen craTtbn dapmaueBTUYECKOM
cyb6CcTaHuUMM 3aABUTENb NPEACTABAAET B SKCNEPTHOE yYpPEXAEHME ANA NPOBEeAEHMA AHHON 3KCNepTM3bI
06pa3ubl papmaLeBTUYECKON CybCTaHLMM B KoAnYecTse, HeobXoAMMOM A/19 BOCNPOU3BEAEHUA METOA0B
KOHTPO/IA KayecTBa. IKCNePTHOE yupexRaeHne npu noayvyeHmm obpasL,oB yKasaHHOM B YacTu 1 HacToAwei
CTaTbM dapmMaLeBTUYECKON CyOCTaHUUM BbIAAET 3aABUTENO AOKYMEHT, NOATBEPXKAAOWMA NosydyeHme
3TMX 06pasLoB, U B CPOK, HE MpPEBbIWAOWMIA TpexX paboumnx aHen, yBeAOMSAET B 3/IEKTPOHHON WUAK
NUCbMeHHOM popme 06 3TOM YNOJHOMOYEHHbIM deaepasibHbli OpraH UCNONHUTENbHOM Bnactu. 3TU
CPOKM He BK/IOHAIOTCA B CPOK NpoBeAeHMA AaHHOM 3KCNepTU3bl.

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

7. JOKYMeHTbI, MOCTYNMBLUME B SKCMEPTHOE YUYPEKAEHNE A1 NPOBeLAeHNs 3KCNepTU3bl KayecTBa
YyKa3aHHOW B 4acTM 1 HacTosweih cTaTbM $apMaleBTUUYECKOM cybCTaHUMKM, noa/siexkaT BO3BpaTy B
YNOAHOMOYEHHbIW desepanbHblit opraH UCNONHUTEbHOM BAACTU O4HOBPEMEHHO C 3aK/IOYEHUAMM MO
pesy/nbTaTam NPoBeAEHHOW 3KCNepTUsbI.

8. B CpPOK, He npeBblWaloWmii NATU pabounx AHEN COo AHA MOAYYEeHMS 3aKNHYEHUA KOMMUCCUM
3KCMEPTOB MO pe3y/ibTaTaM 3KCMepTM3bl KayecTBa YKasaHHOM B 4Yact 1 HacTosAwen craTbu
dapmaLeBTMUECKOM CybCTaHLLMK, YNOAHOMOYEHHbIV deaepanbHbI OpraH UCNOAHUTEIbHOM BAACTU:

1) ocywecTBnseT OLEHKY TaKOro 3aK/loYeHUs O/1a onpeneneHns ero CooTBETCTBMA 3a4aHuUi0 Ha
nposeaeHe AaHHOM 3KCNepTU3bI;

2) NPMHMMaET peLLeHne O BKIIOYEHMM YKa3aHHOM B YacTK 1 HacToswel cTaTbk hapmaLeBTUYECKON
cybCTaHUMM B rOCyAapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeacTB UM peleHMe 06 OTKase B Takom
BK/HOYEHWM;

3) BHOCUT NpPW NPUHATUW PELUEHMA O BK/OYEHMM YKa3aHHOM B 4YacTM 1 HacToAWEWN CTaTbM
dapmaLLeBTMUYECKOM CYyOCTaHLMM B rOCYAapCTBEHHDIN PeecTp JIeKaPCTBEHHbIX CPeACTB NPeayCMOTPEHHYIO
yactbto 2 cTaTb 33 HactoAwero denepanbHOro 3akoHa MHpopmauuio u ysesomnser o6 3Tom B
3NEKTPOHHOM MU NMCbMeHHON dopme 3aaBUTENA.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-93)

9. OcHoBaHMeM pAnsA OTKasa BO BK/IKOYEHUM YKa3aHHOM B 4YacTM 1 HacToAweWn cTaTbk
dapmaLeBTMYECKON CybCTaHUMM B TOCYAAPCTBEHHbIM pPEecTp JIeKapCTBEHHbIX CPeacTB sBAAETCA
3aK/Il04eHME COOTBETCTBYIOLLErO YNOJHOMOYEHHOro denepanbHOro opraHa UCNONHUTENbHOM BAACTU O
TOM, 4TO KauyecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO MONYYEHHBIMU AAaHHbBIMM.

(yacTb 9 BBEAeHa PenepanbHbim 3akoHOM OT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaeTca BKAOYEHWE B FOCYAAPCTBEHHbIA PeecTp JIEKApCTBEHHbIX CpeacTB OAHOM
dbapmaLLeBTMUYECKOWN CYOCTaHLMM, NPOU3BEAEHHON A1A peanv3aunu U BbiNyCKaeMol OJHUM U TEM XKe
npoussoauTenem, B Buae AByx U 601ee peecTpoBbIX 3anmce.

(yacTb 10 BBeaeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHMe N3MeHeHU B AOKYMEHTbI Ha GapMaLeBTUYECKYIO CybCTaHLMIO, NPOM3BEAEHHYIO ANA
peanus3aumm 1 BKIKOYEHHYHO B rOCYAapCTBEHHbIM peecTp JIEKapCTBEHHbIX CPeACTB, OCYLLeCcTBASETCA B
nopsake, ycraHoBneHHom cTaTbsimu 30 m 31 HacToswero PepepanbHOro 3aKoHa, C ynnaToM
rocyAapcTBEHHOM NOLW/IMHbI, NPeAYCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickon Pegepaunm o Hanorax
n cbopax.

(yacTb 11 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

12. JonyckaeTca obpaueHne dapmauesTUieckmx cybcTaHumii, NPoM3BeAeHHbIX 4NA peannsaumm,
B TeYeHMe CTa BOCbMWUAECATM AHEW A0 M MOC/Ae NPUHATUA YNOAHOMOYEHHbIM deaepanbHbiM OpraHoM
MCMONHUTENbHOW BAACTU pelleHMss O BHECEHUW W3MEHEHWIA B AOKYMEHTbl Ha ¢apmaueBTUYECKyto


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2A24EA3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2A24E93390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E145CD8207707E60339BC9163224A150026BB41FB2F2DE33390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D517D155BD6277707E60339BC9163224A150026BB41FB2F2EEE3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D52731C5FDD217707E60339BC9163224A150026BB41FB2F2BE83390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D517B1C53D8237707E60339BC9163224A07007EB741FA312CE826C6AF9474NAN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2A24E83390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D537E175BDE267707E60339BC9163224A150026BB41FB2A24EE3390FED21C9A3EDEA0A50A2A2099C47DNCN

cybCTaHUMIO, NPOM3BEAEHHYID AONA PeannsaumMm M BKAOYEHHYID B rOCYAApPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPEeACTB.
(yactb 12 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 WCKIIOYMEHUN U3 TOCYAAPCTBEHHOrO peecTpa JIEKApPCTBEHHbIX CpeacTs
dapmaueBTMHECKON CcyOCTaHLUMM, NPOU3BEAEHHOW A1s peanmnsaunm, NPUHUMAETCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJIHUTENbHOM BAACTU B Cy4ae:

1) npeacTtaBneHMA  COOTBETCTBYIOWIMM  YNOAHOMOYEHHbIM  defiepanbHbIM  OpraHOM
WCNO/IHUTENbHOWN BIAaCTM 3aK/IIOYEHUSA O PUCKE UAWN 06 Yrpose KU3HWU UM 340POBbIO YesioBeKa Anbo
YKMBOTHOTO NpPM UCNOIb30BaHMM NEKAPCTBEHHOIO CPeaCTBa;

2) nopaun pa3paboTUMKOM J/IEKAPCTBEHHOro CPeACcTBa WMAM MPOU3BOAUTENEM NEKAPCTBEHHOMO
cpeactsa MBO YNONHOMOYEHHbIM UMW APYIUM IOPUANYECKUM NNLLOM 33ABNEHMA 06 UCKAYEHUN U3
rocyAapCTBEHHOro peecTpa /JIeKapCTBEHHbIX CPeACcTB GpapmaLeBTUYecKon cybcTaHumMm, Npon3seaeHHOM
ANA peanvsauuu;

3) oTcyTcTBUA dhapmaleBTUYECKOM cybCcTaHLMK, NPOM3BEeAEHHON ANS peanusaLunmn, B obpalleHnmn B
Poccuiickoin Pepepaunm B Te4eHMe Tpex 1 bosee nerT.
(yacTb 13 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PegepanbHbiii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)kanoBaHue pelleHMA 06 OTKase B BblAaye paspelleHUA Ha npoBegeHue
K/IMHUYECKOTO UCC/Ief0BaHUA NIEKapCTBEHHOTO npenapara, peweHus o6 oTKase B rocyfapcTBeHHOM
perucTpauum JIeKapcTBEHHOrO MpenapaTta, 3aK/lYeHUMA KOMMUCCUMM  IKCNEepTOB  3KCMEepTHOro
yupeXXaeHua uan 3akaoueHus coBeTa Nno 3TuKe

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

PelleHWe COOTBETCTBYIOLLENO YNOJHOMOYEHHOTO deslepanbHOro opraHa UCNOIHUTENbHOM BAACTU
06 OTKase B Bblgaye paspelleHMs HA NPOBEAEHUE KAMHUYECKOTO UCCAef0BaHWUA JIeKapCTBEHHOTO
npenapaTta, pelleHne YKasaHHoro denepasbHOro OpraHa MWCNOAHWUTENbHOW BAacTm 06 oTKase B
rocyZapCTBEHHOW pPerncTpaumy JIeKapcTBEHHOTO MpenapaTta, 3aKIl4YeHMe KOMMUCCUM  3KCMepToB
3KCMEPTHOTO YYPEXKAEHUA WM 3aK/OYEHWE COBETa MO 3TUKE MOMKeT ObiTb 06KanoBaHO B MOpPSAKe,
YCTaHOBJ/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickoli depepaumm. 3akaloueHME KOMMCCUM 3KCMepToB
3KCMEPTHOTO YYPEKAEHUs O B3aMMO33aMEHAEMOCTU JIEKAPCTBEHHbIX MPEenapaToB A8 MeLULMHCKOro
NPUMeEHEHUA B0 O TOM, YTO JIEKAPCTBEHHLIV NpenapaTt 418 MeAULMHCKOTO MPUMEHEHUSA He ABAAeTCA
B3aMMO3aMeHAEMbIM, MOXeT ObiTb 00a/soBaHO AepiKaTenem Wau BAafefbLuem PerncTpalMoHHOro
YZOCTOBEPEHUA IEKAPCTBEHHOIO NpenapaTa B yNOJIHOMOYEHHbIV defepasibHbIli OpraH UCMOHUTENbHOM
B/1IACTM, KOTOPbIW MpUB/IEKAET K PACCMOTPEHUIO YKa3aHHOM Kanobbl NoaBeAOMCTBEHHbIE My Hay4Hble
opraHusaumMmM U1 obpa3oBaTe/ibHble OpraHW3auMu BbiClIEro 06pa3oBaHUA,  OCYyLLECTBAAOLWME
JeaTenbHocTb B chepe obpalleHMs NEeKapCTBEHHbIX CPEeACTB. 3aKNlOYEHME KOMMUCCUM 3KCNepTOB
3KCMEPTHOTO yupexaeHus, odpopmieHHOe MO UTOoram nepecMoTpa 06XKasoBaHHOMO 3aKNHOYEHUN
3KCMepTa, MOXKET BbITb OCMOPEHO AepyKaTeNeM WAW BNALENbLEM PETUCTPALUOHHONO YAOCTOBEPEHUS
NIeKapCTBEHHOrO npenapata AnbBo YNOSHOMOYEHHbIM UMW /IMLOM B MOPAAKE, YCTaHOBNEHHOM
3aKoHOZaTeNbCcTBOM Poccuiickoin depepaumu. Tpu  06)KanoBaHUM  peLlleHWs  YNOJIHOMOYEHHOrO
befepanbHOro opraHa WCNOAHWUTENBHOM BNACTW, 3aK/OYEHUSA 3SKCMepTa WM KOMMUCCUM 3KCNEPTOB
3KCMEPTHOTO YUpeXAEHUSA, 3aK/NIOYEHNA COBETA MO ITUKE AeprKaTeNb UK BAageNel, PerMcTpaLuuoHHoro
YZOCTOBEPEHUA NIEKAPCTBEHHOrO Npenaparta AMbo ynosAHOMOYEHHOE VMW IMLO BrpaBe NpeacTaBUTb
pes3ynbTaTbl 3KCNepTU3bl JIEKAPCTBEHHOrO Mpenaparta, MPOTOKO/bl MOJYYEHHbIX AKKPeAUTOBAHHLIMM
ncnbiTaTeNlbHbIMKU labopaTopuamMK (LEeHTPaMK) Pe3yNbTaToB UCCIEA0BaHUM, UCTIBITAHWIA.
(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHbopmauua, cBA3aHHAA C OCYLUECTB/IEHWEM roCyAapCTBEHHOM perncrpaumm
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NeKapCTBEeHHbIX Npenapartos, MHd)OpM&LIMﬂ 0 3aperucTpnpoBaHHbIX 1IEKAPCTBEHHbIX Mpenapatax u
NeKapCTBEeHHbIX NpenapaTtax, UCK/IIYEHHbIX U3 rocyAapCTBeHHOro peecrtpa JieKkapCTtBeHHbIX cpeacTte

1. CoOTBETCTBYIOLLMIN YNONHOMOYEHHbIN deaepanbHbii OpraH UCNOHUTENbHOM BAaCTU pa3meLlaeT
Ha cBoem oduumanbHom cainte B cetn "MHTepHeT" MHbOpMaLMIo, CBA3AHHYIO C OCYLLECTBAEHMEM
roCyZapCTBEHHOM perncTpauum AeKapCTBEHHbIX NPenapaTos, B TOM YMUC/AEe NPOBEAEHMEM 3KCMEPTU3bI
JIeKapCTBEHHbIX CPeACTB (BKAHOYAn pe3y/ibTaTbl ee NpoBeAeHUs), UHPOPMALMIO O 3aperncTPMPOBaHHbIX
JIeKapCTBEHHbIX MpenapaTax U IeKapCTBEHHbIX MpenapaTax, MCKIOUYEHHbIX U3 TOCY4apPCTBEHHOTO peecTpa
NIeKapCTBEHHbIX CPEeACTB, He no3gHee 4Yem 4epe3 MATb pPaboumx p[HEeNn co AHA  Noay4vyeHuA
YNO/IHOMOYEHHbIM desiepanbHbIM OPraHOM UCMOAHUTEIbHOW BAACTM COOTBETCTBYOWEN MHbOPMaLMN.
(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-$3, o1 02.08.2019 N 297-03)

2. CpOKM M MOPAAOK pasMeLLeHMs yKasaHHOW B 4yacT 1 HacToAwel cTaTbM WHPOpmaumn
YCTaHaB/MBAIOTCA YNOJHOMOYEHHbIM desepasnbHbIM OPraHOM MUCMONHUTENbHOM BAacTU. MHbopmaums,
yKa3aHHas B 4YacTu 1 HacToAwen cTaTbW, ABNAETCA OTKPbLITON M 0BLLeAOCTYNHOW M NpeaocTaBaseTcs
3aMHTepPeCcoBaHHbIM ANLLAM B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuitickolt degepaumm.

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

Fnasa 7. KIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A1 MEANUMHCKOIo NnPUMEHEHUA, AOTOBOP
Ob UX MPOBEAEHUN, NPABA NAUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEOQOBAHUNAX

Cratba 38. KnuMHuueckue wuccneaoBaHUA NEKAPCTBEHHbIX MpenapatoB ANA MeAULUHCKOro
npumeHeHus

1. KAnHnyeckne nccnenoBaHUA NeKapCcTBEHHbIX MPenapaToB ANA MeULMHCKOro NPUMEHEHUS, B
TOM YMC/Ie MEXAYHapPOAHblE MHOFOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErnCTPaLMOHHbIE, MPOBOAATCS
B OAHOW WMAM HECKONbKMX MEeAULMHCKMX OpraHvM3aumsax B COOTBETCTBMM C MpaBuIamMu Hagiexkallein
KAMHWMYECKOW NPaKTUKK, YTBEPKAEHHBIMUN YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOHUTENbHOM
BJ1aCTW, COOTBETCTBEHHO B C/IeAYHOLMX LeNsx:
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) ycTaHoB/IeHWe 6e30NacHOCTM IEKaPCTBEHHbIX NPenapaTos ANs 340P0BbIX 406POBObLEB U (M)
NepeHoCMMOCTM WX 340POBbIMM  A06POBONLLAMM, 33 WCKAIOYEHWEM TaKMX  UCCAeL0BaHWIA
NeKapCTBEHHbIX NPenapaTos, MPou3BeAeHHbIX 3a Npeaenamu Poccuiickoit Peaepaumny;

2) nop,ﬁop ONTUMa/IbHbIX AO3UPOBOK NIEKAPCTBEHHOTO Npenaparta n Kypca 1e4eHna ana nayneHTos
C onpeaeneHHbIMm 336OI'IEBaHVIeM, OonNTMMaJsJibHbIX 003 U CXem BaKUMHaUuu I/IMMYH06VIOI'IOI'I/I'~IGCKVIMI/I
NNEKAPCTBEHHbIMUM NpenapaTamm 3400P0BbIX ,D,O6pOBOﬂbLI,eB}

3) ycTaHoBeHWe 6e30MacHOCTM IeKAaPCTBEHHOIO NpenapaTa U ero 3¢p$eKTUBHOCTU 411 NALLMEHTOB
C onpegeneHHbiM 3aboneBaHvem, MpoduaaKkTUYEcKon 3ODEKTUBHOCTM MMMYHOBUONOTUUYECKUX
NleKapcTBEHHbIX NpenapaTos 4/1A 340P0BbIX 406P0OBO/bLEB;

4) n3yyeHme BO3IMOXKXHOCTU pacllnpeHuna NoKasaHui ana megnumHCKoro npumeHeHuMA U BbiaABNeHUA
paHee HeEN3BECTHbIX No60oYHbIX ,CI,EVICTBMVI 3aPerncTpnpoBaHHbIX N€KAPCTBEHHbIX MPENAapPaToB.

2. B oTHOweHun BOCNpounsBeadeHHbIX NEeKapCTBEHHbLIX MNpenapatos Ana MeaunumnmHCKOro
npumeHeHunA nposogATCA ncenegoBaHuAa 6MO3KBMBAIEHTHOCTH n (VIIWI) TepaﬂeBTquCKOVI
9KBMUBAJZIEHTHOCTU B nopAagKke, YyCTaHOBJIEHHOM  YNOJIHOMOYEHHbIM d)e,qepaanblm opraHom
NCNOJIHUTENIbHOWN BNaCTM.

3. OpraHmaau,mo nposeaeHnA KANHUYECKUX VICCI'IEAOBaHVIf/‘I NEeKapCTBEHHOro npenapara 4naAa
MeaNnLUMHCKOro npumeHeHnAa snpase OCyLWeCTBNATb:
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1) pa3paboTumnK NeKapCcTBEHHOrO NpenapaTa Uan yrnoJHOMOYEeHHOE UM INLLO;

2) obpasoBaTesibHble OpraHusauMu Bbiclero o06pa3oBaHMA, OpraHW3auuK AOMOJNHUTE/IbHOMO
npodeccnoHanbHoro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UCCNeA0BaTENbCKME OpraHM3aLun.

4. KnuHunyeckne uccnefoBaHUA NEKapCTBEHHOro npenapata Ana MeauMuMHCKOro npumeHeHusa
NpPoBOAATCA HA OCHOBAHWUM pa3peLleHna Ha NnpoBeaeHne KAMHUYECKOro Mccaen0BaHNA 1eKapCTBEHHOMO
npenaparta, BblAAHHOTO YMNOJHOMOYEHHbIM deaepanbHbiIM  OPraHOM  UCMNOJAHUTENbHOW  BAACTU.
YNosHOMOYEHHbIV desepanbHblt opraH UCNONHUTENbHOW BAACTU BEAET PEECTP BblAAHHbIX paspeLlleHnit
Ha NpoBeAEeHMNE KNIMHUYECKUX NCCIeA0BaHNI NEKAPCTBEHHOTO NpenapaTa, CoAeprKalllmii YKasaHMe Ha uUx
uenb UAn uenu, B yCTaHOBJAEHHOM 3TUM OpraHOM nopagkKe.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

5. Ytpatnn cuny c 1 uions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumm nposeaeHUAa KAMHUYECKMX MCCNeAOBaHWI eKapCTBEHHOro npenaparta A4.a
MEAMLMHCKOrO MpPUMeHeHUs pa3paboTyMKom NEeKapCTBEHHOro npenapata MOryT MpUB/AEKaTbeA
lopuanyeckme auua  Noboi  opraHM3auMOHHO-NPaBoOBOM GoOpMbl  NpU  ycioBUMM  obecnedyeHus
COOTBETCTBMA 3TUX UCCNea0BaHMIA TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.

KoHcynbTaHTlAKOC: NpumeyaHue.

B HacTosiwee Bpema AENCTBYIOLWMM 3aKOHOAATE/NbCTBOM He YCTaHOB/AEH MOPALOK aKKpeauTaumu
MEAULMHCKMX OpraHM3aumii Ha NpaBo MNPOBEAEHMA KAWHUYECKUX UCCAeLOBaHWUM SIeKapCTBEHHbIX
npenapatos AAd MeguUMHCKoro npumeHeHua. Lo 01.01.2021 pevictBoBano [locTaHoBAEHME
Mpasutensctea PO o1 03.09.2010 N 683.

7. KnnHu4yeckme nccnepoBaHMA IEKAPCTBEHHbLIX MPENapaToB A8 MEeAULMHCKOTO NpUMEHeHUA
NpPoBOAATCA B MEAMUMHCKUX OpraHM3aumsax, aKKpegMTOBaHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMOSIHUTENbHOW BNACTM B NOpsAAKe, YCTaHoBAeHHOM [lpaBuTenbcTBOM Poccuiickoit
depepaunn.

8. TllepeyeHb MEOMUMHCKUX OPraHuM3auuii, MMeEKLWMX MNpPaBo MNPOBOAMTb  K/AMHMYECKKe
nccneaoBaHUA NEKAPCTBEHHbIX MPenapaTtoB A1A MeAMLMHCKOrO MPUMEHEHMA, WU PeecTp BblAaHHbIX
paspelweHMit Ha NPOBEAEHWE  KAMHWYECKMX  WMCCAed0BaHWMA  NEKapCTBEHHbIX  MNpenapaTos
onyb6MKOBbIBAOTCA M Pa3sMeLLaloTca YNo/JIHOMOYEHHbIM ¢eaepasnbHbiIM OPraHOM MCMONHUTENbHOM
BJ1ACTW B YCTAHOBJAEHHOM MM MOpPAAKe Ha CBOeM oduLManbHOM caliTe B ceTu "UHTepHeT".

Cratba 39. PewweHue o npoBeAeHUUN KANHUYECKOrO UCCNeA0BaHUA NIEKAPCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEHUA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHndyeckoe wmccneposaHue NEKapCTBEHHOrNo npenaparta Ana mMmegunumnHCKoro npumeHeHuA
nposoanTCA Ha OCHOBaHWUK pa3pelleHna Ha nposeaeHne KAInHN4YeCckoro nccnegosaHnAa NekapCcrBeHHOoro
npenaparta, BblAAaHHOINO YNO/IHOMOYEHHbIM d)ep,epaanblM opraHom WUCNONHUTENbHON BAAcTM MO
pe3ysibTaTamM 3KCNEPTU3bl AOKYMEHTOB, HGO6XOAMMbIX Ana nonyyvyeHunAa paspelleHna Ha nposeneHue
KTMHNYECKOIro nccnenoBaHnAa NeKapCTtBEHHOIO npenapata n 3TUYeCcKoM IKCNepTn3bl.

2. Qs nonyyeHus paspelleHMsa Ha NpoBeAeHMEe KIMHMYECKOro MUCCeL0BaHMA JIeKapCTBEHHOTO
npenapata gaa MeAMUMHCKOTO TMNPUMEHEHUA 3aaBUTENb NpeacTaBAseT B YNOJHOMOYEHHbIH
denepanbHbIii OpraH UCMOJHUTEIbHOM BNACTU:
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1) 3asBneHMe O Bblgaye paspelleHUa Ha MpoBedeHWe KAMHUYECKOro McCnedoBaHUsA
JIeKapCTBEHHOrO Npenapara 418 MeAULUMHCKOro NPUMEHEHUS;

2) KONUKM AOKYMEHTOB, MOATBEPXKAAIOWMX YNAaTy rocygapCTBEHHOW MOLW/IMHbLI 33 NpoBeAeHue
3TUYECKOW 3SKCMepTu3bl, IKCMEPTM3bl AOKYMEHTOB Ha JIeKAPCTBEHHbIM npenapat gasa nojayyYeHus
paspeleHns Ha nNpoBeAeHWE KAMHUYECKOro WCCNefoBaHWA JIeKApCTBEHHOro npenapata g/
MEANUMHCKOTO MPUMEHEHMS, 3a Bblgayy paspelleHus Ha NpoBefeHUe KAMHUYECKOro ucciegoBaHus
JIeKapCTBEHHOrO Npenaparta Aaa MeguuMHCKOro NpMMeEHEeHUs, 3a NPOBeAEHME IKCNEePTM3bl JOKYMEHTOB
Ha /NeKapCTBEHHbI npenapat ANAs NOMyYeHWA paspelleHus Ha MpoBeAeHUEe MeXAYyHapoAHOro
MHOTOLUEHTPOBOIO K/IMHUYECKOTO WCCNeA0BaHMA NEeKapCTBEHHOrO npenapaTta 4a8 MeaMUMHCKOro
NPMMEHEHWA, 33 BblAayy pPa3peLleHna Ha MPOBEAEHME MEXAYHApPOAHOrO MHOTOLEHTPOBOIO
KAMHWMYECKOrO WCCef0BaHUA JIeKapcTBEHHOro npenapaTta Ana MeAMUMHCKOTO MPUMEHEeHMs, 3a
npoBeAeHWe 3TUYECKOW 3SKCMepTM3bl, 3KCNepTU3bl AOKYMEHTOB Ha JIeKApCTBEHHbIA npenapaTt ans
No/yyeHuUa paspelleHMs Ha NpoBeAeHWEe MOCTPErMCTPAUMOHHOIO KAMHWYECKOTO WCCiefoBaHMsA
NeKapcTBEHHOrO NpenapaTta 414 MegUUMHCKOro NPUMEHEHMA, 33 BblAady paspelleHna Ha NpoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MCCNEeA0BaHUA IEKaPCTBEHHOrO NpenapaTa 414 MeauUMHCKOro
NPUMEHEHUS;

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

3) NPOTOKO/ KAMHMYECKOro WCCAeA0BaHMA JfIeKapcTBEHHOro npenapata A48 MeAMUMHCKOro
NPUMEHeHUs;

4) 6poltopy uccneaosaTtens;
5) nHPOPMaLIMOHHbINA IUCTOK NaLUEHTa;

6) cBeaeHunA 06 onbiTe pa6OTbI MCC/'IEAOBE]TEI'IEVI Nno COOTBETCTBYHOWMM CneunmanbHOCTAM U UX
onbiTe pa6OTbI no nposeaeHU0 KIMHN4YeCKnX MCCHEAOBaHMVI;

7) cBegeHMA O MEeOMUMHCKMX OpraHusauusax, B KOTOPbIX Mpeanosaraetca nposeaeHue
K/IMHWUYECKOTO UCCef0BaHNA IeKapCTBEHHOroO npenapaTta gasa MeguLMHCKOro NpMMeHeHus (noaHoe u
COKpalLeHHOEe HaWMeHOBAHWS, OpPraHM3auUMOHHO-NpaBoBas (opmMa, MECTO HAXOKAEHUS U MecTo
OCYLLECTBNIEHUA AeATeNbHOCTU, TenedoH, TenedaKkc, afpec 3/eKTPOHHOM NOYTbl KaXKA0N MeaULUMHCKOM
opraHusaumm);

8) cBeseHus O npeAanosiaraemblx CPOKax MpPOBeAeHMA  KAMHUYECKOro  MUccieaoBaHuA
JIeKapCcTBEHHOro nNpenapara 418 MegULMHCKOro NPpUMEHEHUS;

9) KON O0rosopa o6s3aTtenbHOro CTpaxoBaHWMA, 3aK/KOYEHHOINo B COOTBETCTBMM C TUMOBbIMMU
npasuiaamum 0bA3aTenbHOro CTpaXoBaHWMA, C YKa3aHunem npe,a,eanoVI YACNEHHOCTN NAUUNEHTOB,
ydyacTBylOWNX B KJAMHUYECKOM UCCNefOoBaHUM NE€KApPCTBEHHOrNo npenapata Ana MeauunHCKoro
NPpUMeEHEHNA;

10) nHdpopmaumto 0 cocTaBe JIEKAPCTBEHHOIO NpenapaTta 411 MeAULUMHCKOro NpUMeHeHUs;

11) AOKYMEHT, coCTaBNAEHHbI NPOU3BOAUTENEM IEKAPCTBEHHOIO NpenapaTta A8 MeAULMHCKOro
NPUMEHEHNA U COZEpXKallMi MoKasaTeNn (XapaKTepPUCTUKKM), a TaKKe CBEAEHWS O /IeKapCTBEHHOM
npenapate Ana MeAULUMHCKOrO MNPUMEHEHMA, MPOU3BEAEHHOM [ANA MPOBEAEHUA KAMHUYECKUX
nuccnenoBaHui;

12) cBegeHuWa o aate NpenoCTaBAEHUA U PErncTPaLMOHHOM HOMEpPe AULEH3UN Ha NPOMU3BOACTBO
NeKapcTBEHHbIX CPeACTB B CNy4vyae, eciv NPOoM3BOACTBO /IEKAPCTBEHHOrO npenapaTa OCyLecTBAAeTCA B
Poccuiickolt depepaumu, MANM CBEAEHMA O AaTe NPeAoCTaB/leHUA M PerncTpaumMoHHOM Homepe
3aKNIOYEHMA O COOTBETCTBMM MNPOM3BOAMTENA NEKAPCTBEHHOrO npenapata TpebosBaHMAM nNpaBuA
Hag/exallen NpousBOACTBEHHON MPAKTUKKU, NMPEAOCTAaB/AEHHOro YNOJAHOMOYEHHbIM OPraHOM CTPaHbl
Npo13BOAUTENSA IEKAPCTBEHHOIO Npenapara.
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(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 017 27.12.2019 N 478-03)

2.1. B cnyyae HenpeactaBaeHWA C 3aABlEHMEM O Bblgaye paspeleHMa Ha nposegeHue
KJIMHNYECKOro Uccaen0BaHUA IEKAPCTBEHHOIO Npenaparta A1A MeANULNHCKOrO NPUMEHEHMA LOKYMEHTOB
(cBeaeHwnit), noaTBEpPKAAOWMX YyNAATy rOCYAapCTBEHHOMN MOLWWANHBLI U YKa3aHHbIX B NMYyHKTe 2 yactu 2
HacToALWEN CTaTbM, a TaKKe BblaaBaembix (NpeaocTaBiAemblX) YNOAHOMOYEHHbIMU deaepanbHbIMU
opraHamm UCNOJIHUTEIbHOW B/1aCTM AOKYMEHTOB (CBeAeHMI), yKa3aHHbIX B NyHKTe 12 yactu 2 HacToALlleln
CTaTbW, YNOJIHOMOYEHHbIN defepasibHblii OpraH MCMOAHUTE/NIbHOM BAACTU 3anpallMBaeT YKasaHHble
OOKYMEHTbI (CBeAEHMA) B NOPAAKE MEXBEAOMCTBEHHOIO MHGOPMALMOHHOIO B3aUMOAeNCTBUS.

(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

3. B CpoK, He NpeBbIWaoWMi NATU PabounX AHEN CO AHA NPUHATUA YKa3aHHOTO B NyHKTe 1 4yacTu 2
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
NCMNONHUTENbHOW BNACTU:

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

2) NPUHUMAET peLleHne 0 NPOBEeAEHUM SKCNEPTU3bl JOKYMEHTOB 418 MONyYeHUs paspeLlleHnn Ha
npoBeaeHMe KIMHUYECKOro NccneaoBaHma IeKapCTBEHHOTo NpenapaTa Ana MeguLUMHCKOro NPUMeEHEHUn
M 3TUYECKOW 3KCNepTU3bl MM 06 0TKase B NPOBEAEHNN YKa3aHHbIX SKCNEPTUS;

3) yBegomnseT B 3/1EKTPOHHOW dopme MAM Ha BymarKHOM HocuTesne 3afBUTENs O MPUHATOM
pelweHnn 1Mbo B cayyae NPUHATUA peleHns 06 OTKase TaKKe C yKazaHMeM MPUYMH TaKoro OTKasa;

4) noAaroTaBnBaeT M HaNpPaB/IAET B 3KCNEPTHOE ydpexXaeHne U COBET MO 3TUKe 3adaHue Ha
nposeaeHMe COOTBETCTBYHOLLMNX SKCNEPTU3.

4. B cnyyae BbiABAEHWA HEMOAHOTbI U (MAKM) HEAOCTOBEPHOCTM MHGOPMALMK, CoAepIKalleircs B
NpeacTaBAeHHbIX 3aABUTENEM OOKYMEHTAX, YNOJHOMOUYEHHbIN deaepanbHblit OpraH UCMOAHUTENbHOW
BJ1IACTM HaNpaBAseT 3aABUTEI0 3anpoc 06 YTOUHEHUN YKa3aHHOW MHGopMaLmn. JaHHbIN 3aNpoc MoXKeT
6bITb NepeaH yNoaHOMOYEHHOMY NPeACTaBUTENIO 3aSBUTENA IMYHO NOZ PACNMCKY, HanpaB/ieH No noyte
3aKa3HbIM MMCbMOM WM NepeaaH B 31eKTPOHHON GopmMe Mo TENEKOMMYHMKALMOHHbIM KaHanam CBA3M.
B cnyyae HanpaBneHMA AaHHOrO 3amnpoca Mo MoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA MOYYEeHHbIM Mo
NCTEYEeHUW WEeCTN gHel ¢ AaTbl HanpaBAeHWUA 3aKasHOro NMcbMa. 3asBuTenb 06A3aH NPeacTaBUTb OTBET
Ha 3anpoc ynoJHOMo4YeHHoro ¢pesepanbHOro opraHa UCNOHUTENBHOW BAACTU B CPOK, HE NPEeBbILAoLWNIA
AeBAHOCTa pabounx AHeN co gHA ero nonydyeHus. CpoK, yKasaHHbIM B 4acTM 3 HACTOALLEM CTaTbw,
NPMOCTaHaB/AMBAETCA CO [AHA HanpasiAeHMA 3asABUTENO 3anpoca YNo/JHOMOYeHHoro denepanbHOro
opraHa UCMOAHUTENbHOM BAACTM 40 AHA NOAYYEHMA MM COOTBETCTBYHOLLENO OTBETA U HE YUNUTLIBAETCA NpU
WCYNCNEHMM CPOKa MPUHATUA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOJIHUTENbHOW BAacTU
peleHna O MNpoBeAeHWMM 3KCMepPTU3bl AOKYMEHTOB ANA MNOAYYEHUA paspelieHnsa Ha nposBedeHue
KAMHMYECKOro nccieg0BaHUA IeKapCcTBEHHOro npenapaTa AN MeaULMHCKOTo NpUMEHeHUs.

5. OcHOBaHWeM ANA 0TKas3a B NPOBEAEHMMN SKCNEPTU3bl AOKYMEHTOB A/1A NOJYYEHUA paspelleHus
Ha npoBefeHMEe KJ/AMHMYECKOr0 WCCAef0BaHWA JIEKApPCTBEHHOIO npenapata Aasa MegMUMHCKOro
NPUMEHEHUA U 3TUYECKON 3SKCMepTusbl ABAAETCA NpPeACTaBleHUe AOKYMEHTOB, NpPeayCMOTPEHHbIX
YacTblo 2 HacToALWEN CTaTbW, B HEMOJIHOM Obbeme, HenpeacTaBAeHUE 3asABUTENIEM B YCTaHOBJIEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4acTW 4 HacToALWEel CTaTby 3aNPOoC YNOJIHOMOYEHHOTO heepanbHOro opraHa
MCMONHUTENbHOW BNACTU MO0 OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTaX MCYEPMbIBAOLWErO NepeyHs
Heobxoanmon MHbOPMALMM UM MHPOPMaLMKM, KOTOpas AO/KHA ObiTb OTpaXKeHa B HUX, a TaKke
oTcyTcTBME MHGOPMaLMK, NoATBepKAAtoWel GaKT ynnaTbl rocyAapCcTBEHHONM MOLWAMHBI 32 NpoBeAeHue
3TUYECKOWM 3KCMepTU3bl, 3KCMepTM3bl AOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat A4a NosyvyeHus
paspelleHrss Ha nNpoBeAeHWe KAMHUYECKOro UCCNeAOBaHWA /IeKapCTBEHHOro npenaparta  Ans
MeAMLMHCKOrO NMPUMEHEHMA, 33 BblAady paspelleHMs Ha NpoBeAeHWe KAMHWUYECKOro UCCAeAoBaHuA
NleKapcTBEHHOTrO npenapaTa 414 MeAULMHCKOro NPUMEHEHMA, 3a NPoBeAeHMEe IKCNePTM3bl JOKYMEHTOB
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Ha NeKapcTBEHHbI npenapat AAA MNOAyYeHUA paspelleHVs Ha MpoBedeHUEe MeKAyHapo4HOro
MHOTOLEHTPOBOIO K/AMHUYECKOro WCCAeAoBaHWMA NEKapCTBEHHOro npenapata A1 MeAMUMHCKOro
NPMMEHEHWA, 3a BblAady pa3pelleHna Ha MpPoBeAeHME MEeXAYHapoAHOro MHOTOLEHTPOBOro
KAMHMYECKOro WCCNeAoBaHMA /fIeKapCTBEHHOro npenapaTta A8 MeAMUMHCKOTO MpPUMEHeHMs, 3a
npoBeAeHMe 3TUUYECKON 3KCMEepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt ans
MoNyYeHUA paspelleHMss Ha npoBeAeHMe MOCTPErMcCTPaUMOHHOMO KAMHWYECKOro uccieaoBaHusA
NleKapcTBEHHOro npenaparta 414 MeAUUUHCKOro NPpUMEHEHUA, 33 BblAady pa3pelleHna Ha nposeaeHne
MOCTPErMCTPaLMOHHOMO KANMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro npenapara 444 MeanUMHCKOro
NPUMEHEHNA.

6. [poBegeHne 3KcNepTU3bl AOKYMEHTOB [AAA MOJAYYEHMA paspelleHnAa Ha nposeseHue
KNMHMYECKOrO MCCNea0BaHMA NeKapCTBEHHOro npenapaTa 4158 MeANUUHCKOro NPUMEHEHNA U STUYECKOM
3KCMNEepPTU3bl, COCTABNEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKIHOUYEHMN O BOSMOMKHOCTU UK
HEBO3MOXHOCTU NPOBEAEHMNA TAKOrO KAMHUYECKOrO UCCeA0BaHNA N HanpaBAeHME 3TUX 3aKIHUEHUN B
YNONHOMOYEHHbIA deaepanbHbii OpraH MCMOAHUTENIbHOM BIACTU  OCYLLECTBAAIOTCA B CPOK, He
NpPeBbIWAOWNA TpUaLaTM pabounx AHENW CO AHA MNOJYYEHUA IKCNEepPTHbIM yYperKAeHMEM 3adaHun
YNONHOMOYEHHOIo ¢eaepanbHOro opraHa WMCNONHUTENbHOM BAACTU C MPUAOKEHUEM [OOKYMEHTOB,
YKa3aHHbIX B MNyHKTax 3, 4, 10 un 11 yactTm 2 HacToAlWeWn CTaTbW, U COBETOM MO 3TUKE 3aAaHusA
YNOJHOMOYEHHOIO ¢enepanbHOr0 OpraHa MCMNOAHUTENIbHOM BAACTU C MPUIOKEHMEM [OOKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yacTu 2 HacToALEeN CTaTbu.

7. B cpoOK, He npeBbiwaloWmnii NATM paboumnx AHen co AHA NOJYyYEeHUs 3aK/THOYEHUN, YKa3aHHbIX B
4yacTu 6 HacToALLElN CTaTbM, YNOJIHOMOYEHHbIN deaepasnbHbi OpraH UCMONHUTENbHOW BNACTU:

1) ocyulecTBAAeT OLEHKY MOCTYMMBLUNX 3aK/II0YEHUIA 418 OnNpeaeneHns ux COoTBETCTBMA 3a4aHNAM
Ha NpoBeAeHMe COOTBETCTBYIOLNX IKCNEpPTUs;

2) NPUHUMAET pelleHre O Bbldaye paspelleHna Ha NPOBeAEHWE KAMHMYECKOro MccienoBaHMA
NleKapcTBEHHOro npenapaTta A8 MegUUMHCKOro NMPUMMEHEHUA MAM 06 OTKase B Bblgauye yKasaHHOro
paspelleHms;

3) BblgaeT paspelleHne Ha NPoBeAEHNE KAMHUYECKOFO UCCef0BaHMA IeKapCTBEHHOIO NpenapaTa
ONA MeAMUMHCKOTO MpUMeEHEeHUA uau peweHne o6 OTKase B Bblgaye YKa3aHHOrO paspelleHns C
yKa3aHMeM NpUYMH OTKa3a.

8. OcHoBaHMeM A1a 0TKasa B Bblaadye pa3peweHnA Ha nposegeHne KAIMHNYeCKOro nccaegoBsaHuA
NNEKApPCTBEHHOrIO nNpenaparta 4Na MeanumMHCKOro npuMeHeHnA ABNAETCA Halm4ne 3aK1l0o4eEHNA KOMUCCUH
9KCNEPTOB WU 3aKNKOYEHNA COBETa MO 3TUKE O HEBO3MOXHOCTU MNpoBeaeHUA KAUMHUYECKOro
nccnegoBaHMA NEKapCTBEHHOrNoO npenaparta Anad MeaguunHCKoOro npumeHeHuAa no  pe3ynbratam
NpoBeAeHHbIX 3KCNepTU3, NPesyCMOTPEHHbIX YaCTbio 6 HaCTOHUJ,eﬁ CTaTbwu.

9. PeweHne 06 oTKase B nposeaeHNMnN akCNepTn3bl AOKYMEHTOB AO/1A4 NONYYEHUNA pa3pelieHnA Ha
nposeaeHne KAIMHNYECKOro nccnegoBaHMAa NeKapCTBEHHOIO nNpenapaTta Ana MeAUUNHCKOIo npuMeHeHuA
N 3TUYECKOM 9KCNepTn3bl M B Bblaa4ye paspeweHna Ha npoBegeHune KANMHUYECKOro unccienoBaHUA
NEKapPCTBEHHOro npenaparta Ana megunumHCKOro npuMeHeHunAa MoOXKeT 6bITb 06)KanoBaHO B nopAagke,
YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuitckoi <Dep,epau,v1|/|.

Cratba 39.1. 9TMyeckas aKcnepTUusa
(eBepeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3TnyecKan 9KCNepTn3a nposoanTCcAa COBETOM MO 3TUKE, CO34aHHbIM B NopAaaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM d)e,qepaanbW\ opraHoOm NCNONHUTENbHOM B/1aCTH, B LenAx Bblga4vyn 3aKA04eHUA 06
3TUYEeCKOM 060CHOBAHHOCTN BO3MOMXKHOCTU nposeaeHnA KJIMHN4YEeCKOro nccanegoBaHmMAa NeKapCTBeEHHOro
npenaparta ana meamumnHCKoOro npumeHeHuA.
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2. JKcnepTamm CoBeTa NO 3TUKE MOTYT BbITb NpeAcTaBUTENN MEeSMULMHCKUX OPFraHN3aLMie, HayYHbIX
opraHmMsauui, obpasoBaTesibHbIX OPraHu3auuii Bbicwero ob6pasoBaHMA, a TakXe npeacTaBuTenn
06LW,eCcTBEHHbIX OPraHM3aLUNii, PeNUrMo3HbIX OpraHM3aunii n cpeacTs8 MaccoBoi uHbopmauumn. JaHHole
3KCnepTbl He AO/IKHbI HAaXOAMTbCA B KaKOW-IMBO 3aBUMCMMOCTM OT pPa3paboTUMKOB NIEKAPCTBEHHbIX
npenapaToB W APYrMX JINL, 3aMHTEPECOBAHHbIX B pe3y/ibTaTax 3TUYECKOM IKCNEPTU3bI.

3. Onnata ycayr 3KCNepToB COBETAa MO 3TUKE OCYLLECTBAAETCS Ha OCHOBAaHMM [OroBopa,
3aKNHOYEHHOIO MeXAy YNOoAHOMOYEHHbIM deaepasibHbiM OPraHOM WUCMOIHUTENbHOW BAACTU, KOTOPbIM
CO3ZaH COBET MO 3TUKEe, W 3KCMEepTOM COBeTa MO 3TMKe, 3a cyeT OIOAMKETHbIX aCCUTHOBaHWM,
NpeaycMOTPEHHbIX YMNOJHOMOYEHHOMY ¢deaepaibHOMy OpraHy MCMNONHUTENbHOM BAACTW, KOTOPbLIM
CO3ZaH COBET Mo 3TuKe, B deaepanbHOm 6rogyKeTe Ha COOTBETCTBYHOWMI rof Ha obecneyeHue ero
AeATeNbHOCTH, B pasMmepax, yCTaHOBNAeHHbIX MpaButenbcTeom Poccuiickoi deaepaunn.

4. 3KcnepTbl COBETa MO 3TUKE HEecyT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATe/IbCTBOM
Poccuiickoin Peaepaumnn.

5. CocTaB coBeTa Mo 3TMKe, NoJoXKeHMe 06 3TOM COBETE, MOPAAOK ero AeATeNbHOCTH, TpeboBaHuA
K KBanindrKaumm 1 onbiTy paboTbl N0 SKCNEPTHOM OLEHKE HayYHbIX, MEAMULIMHCKMX U STUYECKUX acneKToB
KAVMHWYECKMX UCCNeAOBaHW  NEKapCTBEHHbIX MPenapaTtoB  AAA  MEAWUUMHCKOTO  MPUMEHEHWUA,
npeabaBAAemMble K 3KCnepram coBeTa MO 3TUKe, MOPAAOK OpraHusauMmM v npoBeaeHua 3TUYEeCKOon
3KCnepTM3bl, Gopma 3aKN0UEHUA COBETA MO 3TUKE YCTaHaB/AMBAIOTCA YNOJAHOMOYEHHbIM deaepanbHbim
OpraHoOM WCMOSIHWUTENbHOW BAacTU. YMcao npeactaButeneil MeAMUMHCKMX OpraHM3auuin He MoXKeT
NpeBbIWaTh MOA0BUHY OT O6LLLEro YMC/ia SKCNEePTOB COBETA MO 3TUKE.

6. MHdopmaumsa o cocTaBe COBETa MO 3TMKE, NAaHax ero paboTbl M TeKylweh [eATenbHOCTU
pasmeuwiaetca Ha oduUMaNbHOM caiiTe YMNo/JHOMOYEHHOro ¢eaepanbHOro opraHa WMCNOAHWUTENbHOM
B/1acTU B ceTh "UHTepHeT" B yCTaHOBJIEHHOM MM NOPAAKE.

Cratba 40. NMpoBeaeHMe KAMHUYECKOrOo WUCCNeAOBaHUA JIeKapCTBEHHOro npenaparta Ansa
MeanUUNHCKOro nppmeHeHua

1. PykoBoauTeNb MEAULMHCKOW OpraHM3aumMm, KoTopas MpoBOAMT KAMHUYECKOe uccienoBaHue
NIeKapCTBEHHOrO npenapata A4aa  MeOMLMHCKOTO MPUMEHEHMsi, HasHayaeT ucciefoBaTtens,
OTBETCTBEHHOrO 3a MpoBeAeHWe TaKoro WUCCNefoBaHWA UM UMEIOLWEro JsedyebHylo crneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY MUCCeA0BaHUIO JIEKAapPCTBEHHOro npenapara, co
cTarkeM paboTbl MO NPOrpaMmam KAMHUYECKUX UCCNe0BaHUIN IeKapCTBEHHbIX NPEenapaTtoB He MeHee
yem TPW roga v No ero NpeasioXKeHMo HazHaYaeT conccnenoBaTesnieit U3 Yncaia Bpavein sTonm meanumMHCKoM
opraHu3aumm.

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

2. UccnepoBaTensb ocyuwecrsnaeTr Bbl60p naymneHToB, KOoTopblie No MeAUUMHCKMM NOKa3aHUAm
mMmoryT 6bITb npueaeyvyeHbl K y4acCtuto B KIMHNYECKOM UCCNeNO0BAHUN NNEKAPCTBEHHOIO npenapata AanAa
MeaNnLUUMHCKOIro npumeHeHunA.

3. Wccneposatenb UM couccnepoBaTenn  O0NKHbI 6bITb  03HAaKOMAEHbI C pe3ynbtatamm
AOKNNHNYeCKoro nccnegoBaHMA  N1eKapCTBeHHOro  CpeacTsa, coaepxawnmmmca B 6p0Lmope
ncenenoBartena, NPOEKTOM MPOTOKO/1a K/IMHUYECKOro nccneaoBaHmMA NEKapCTBEHHOIO npenaparta anAa
MegNUNHCKOIo npumeHeHuA, pa3pa60TaHHblM pa3pa6OT‘-IVIKOM NNEKAPCTBEHHOIO npenaparta Uin UnHbim
OPUANYECKMM NTULUOM, NPUBAEKAEMbIM K OpraHuMsaunn nposeneHnAa KAMHUYECKOro uccnenoBaHuA
NEKapCTBEHHOro npenaparta Aaa MeguumnHCKoro npumeHeHua, u ApyruMmn Mmatepuanamm TaKoro
nccnengoBaHuA.

3.1. PykoBOANTENb MEANLMHCKON OPraHU3aLMm B CPOK, HE NpeBbILLatoWwmil Tpex paboumnx gHen co
OHS Havyana npoBeAeHUs KNMHUYECKOTo UCC/IeA0BaHNA JIEKAPCTBEHHOTO NpenapaTta 418 MeguLMHCKOro
npuMmeHeHus, cooblaet 06 aTom B yNONHOMOYEHHbIN deaepanbHblit opraH UCNOIHUTENbHOM BNACTK,
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BblA3BLUMI pa3pelleHne Ha NpoBeaeHMe TaKoro Ucciea0BaHmMsA, No YCTaHOBAEHHOW um dopme.
(yacTb 3.1 BBegeHa depepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaumu, OCYLLECTBAAIOWME OPraHM3auMio NPOBEAEHMA KAMHUYECKOrO WCCAeLO0BaHMA
JIeKapCTBEHHOro npenapata 448 MeauUMHCKOro NMPUMEHEHMA WM yKasaHHble B 4actTu 3 ctatbm 38
HacTosawero deaepasbHOrO 3akoHa, B c/y4ae HeobXOAMMOCTM BHECEHUA M3MEHEHWN B MPOTOKOJ
KNAMHUYECKOTO UCCNen0BaHMA IEKAaPCTBEHHOMO NpenapaTta AnA MegULMHCKOro NnpuMeHeHna coobwatoT
06 3TOM B yNONHOMOYEHHbIN peaepanbHblit OpraH UCNONHUTENBbHOWN BNACTW, BblAaBLUMIA pa3peLleHme Ha
npoBefeHME TaKOro Uccea0BaHMs, No YyCTaHOBAEHHON UM dopme.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. (DopN\a COO6LI.I,EHMFI O BHECEHUM W3MEHEHUA B NPOTOKO/NT KINMHUYECKOIo wmccneanosaHuA
NEKApPCTBEHHOrNo npenapara Aana MeaguunHCKoro npumeHeHumAa AOOJIXKHa CoAepXaTb chaegytoume
cBegeHuA:

1) HameHoBaHWe, NAEHTUPUKALMOHHBIN HOMEpP M AaTa NPOTOKO/a KAMHMUYECKOTo UCCAeA0BaHUSA;
2) naTa BHECEHUA N3MEHEHMI B MPOTOKO/ KIMHUYECKOTO UCC/Ie0BaHNS;
3) HaMMeHOBaHMeE 1 MECTO HaXOoMKAEHUA 3aABUTENS;

4) HaumeHOBaHWe OpraHM3auMK, NPUBJAEYEHHOW pPa3paboTUMKOM NIeKAapCTBEHHOMO MNpenapaTta K
OpraHun3aumm NpoBeaeHUA KAMHUYECKOTO UcCcAeaoBaHuA (Mpu HannMumm);

5) HanMeHOBaHNA N MEeCTa HaXoXAeHUnA MeaAULUHCKUX opraHM3au,m71, B KOTOpPbIX MpoBOAUTCA
KIMHN4YeCKoe nccnenosaHue;

6) pata BblAa4YM paspelleHMs Ha NPoBeAEeHME KAMHWYECKOro UCCeAoBaHMA M HOMEpP 3TOro
paspelleHms;

7) U3MeHeHUA, BHOCMMbIE B MPOTOKO/ KJIMHUYECKOTO NCCeA0BaHNA.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npeBbiWwatowmii Tpuauatv paboumx gHer co AHA NoayYeHUA YKasaHHOro B Yactu 4
HAcToALWEN CTaTbM COOBLIEHUA, YMNOJHOMOYEHHbIA deaepanbHbii OpraH WMCNONIHUTENLHOW BNACTU
paccmaTpuBaeT 3TO COObLLIEHWE B YCTAHOBNEHHOM UMM MOPAAKE U NPUHMMAET PeELleHNE O BHECEHUM
M3MEHEHMN B MPOTOKO/ KAUHUYECKOIO UCC/e0BaHMA IEKAapPCTBEHHOMO npenaparta gns MeauuMHCKOro
npumeHeHna mam o6 oTKase BO BHECEHUMWU TaKUX M3MeHeHWi. [pu paccmoTpeHun coobuieHus o
HEOOXOAMMOCTU BHECEHUA W3MEHEHWI B MPOTOKO/ KAMHWYECKOro WCCAeLOBaHWS /IeKapCTBEHHOMO
npenapata gna MeAMUMHCKOrO MNPUMEHEHUA B LENsSX OLUEHKM OOOCHOBAHHOCTM npepgaaraembix
M3MEHEHUIN U onpenesieHna CTENEHU PUCKA A8 NaUMEHTOB, NMPUHMMAIOLWMX YyYacTUe B KAUHUYECKUX
nccnefoBaHUAX, YMNOJHOMOYEHHbIM denepasibHbIM  OPraHOM  WCMOJIHUTENbHOMW BAacTM  MOryT
NPWB/IEKaTbCA SKCNEepPTbl COBETA MO 3TUKE.

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

6. KnnMHuyeckoe uccneposaHue NEKapCTBEHHOrNo npenaparta Ana mMmegunumnHCKoro npumeHeHuA
MOXKeT 6bITb NPUOCTAaHOBNEHO WU NpeKpalweHo, eciin B npouecce ero nposeneHuA o6Hapy)KeHa
ONACHOCTb ANA }U3HU, 340POBbA MNaLMEeHTOB. B cnyvyae BO3HMKHOBEHUA ONACHOCTU ANA }U3HU, 300P0BbA
nauneHTa, y4yacrtsyrowero B K/JAWMHUYECKOM UCCNegoBaHUM  NeKapCTBEHHOrNo npenaparta AnAa
MeanunHCKOro npnmeHeHuAa, nccneanosartenmn 06A3aHbI I'IpOMHd)OpMMpOBaTb 06 3Tom pyKoBoaAUTENA
ME,CI,MLI,MHCKOﬁ OopraHunsaumm U  OpraHnsauunto, MNONAyvYMBLWYKO pa3pewieHne YnoaIHOMOYEHHOro
d)ep,epaanoro OpraHa WMCMNOJIHUTENIbHOM BNACTM  Ha OpraHmsauuno nposegeHnAa KAMHUYeCKoro
nccneaoBaHUA eKapCcTBEHHOro npenapara. PeweHne o NpnocTaHoOBAEHUN KIMHUYECKOro NccienoBaHmaA
NNeKapCTBEHHOrO npenaparta Ana MeanumnHCKOro npumeHeHnAa NpUHNMMaloT pyKoBoanTe b ME,CI,VILI,VIHCKOVI
opraHusaumnn m (MI'IM) OpraHunsauuna, nonyymsllan paspeweHne ynosIHOMo4eHHOro d)e,qepaanoro OpraHa
WCNOSIHUTEIbHOM BNACTU Ha OopraHn3auunio nposeaeHnAa KIMHUYECKOro nccienosaHmna NeKapCcTtBeHHOro
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npenapata gaa MeAMUMHCKOTO MPUMEHEHMUA, pPelleHne O MPeKpaleHnn TaKoro uccnenoBaHus
NPUHMMAET YNOJIHOMOYEHHbI dpefepanbHbli OpraH UCNOIHUTENbHOM BAACTM HA OCHOBaHMM COObLLEHNA
B MUCbMEHHOW ¢dopme PyKOBOAMTENA MEAMUMHCKOW OpraHuM3auuuM WAW opraHuMsaumAa, nojay4vmBluan
pa3pelieHme ynoJAHOMOYEHHOro deaepasbHOr0 opraHa WCNOAHUTENbHOM BAACTM HA OPraHW3aLmio
NpoBeLEHMA  KAMHMYECKOTO MUCCNef0BaHMA  IEKAPCTBEHHOIO  Mpenapata  gas  MeguLMHCKOro
NpUMeHeHMs.

7. B cpok, He npeBblwaloWwmnin NATM pabounx AHel co AHA 3aBepLUIEeHUA, NPUOCTAHOBNEHMA UK
NPeKPaWEeHNa  KAMHUYECKOTO UCCNeA0BaHUA  NIEKAPCTBEHHOINO nNpenapata  gaa  MeavuUMHCKOro
npumeHeHua, coobleHre 06 3STOM HaNpPaBASAETCS OPraHM3aUMAMM, YKA3aHHbIMKU B 4acTu 3 cTaTbn 38
HacToAwero PeaepanbHOro 3aKOHa, B YNOJHOMOYEHHbIM defepasnbHbli OpraH UCNOJAHUTENBHOW BAACTU
Mo YCTaHOBAEHHOM UM dopMe.

8. dJopN\a C006LLI,EHVIF| O 3aBepuweHunn, nNpnocTtaHoBiAEHUN WU NpeKpaweHUn KANHUYeCKoro
nccnengoBaHMA NeKapCTBEHHONO nNpenaparta 4na meanumMHCKOro npuMeHeHnAa oNXKHa CoaepKaTb:

1) nubopmaLumio 0 MeAULMHCKOW opraHU3aumMm A MeauUNMHCKMX OpraHn3aumax, NpoBoanBLINX
JaHHOe uccieaoBaHue;

2) onucaHune AaHHOro Nccief0BaHuUSA;

3) paHHble uccneposaTensa (bamuamsa, Uma, OTYECTBO, MECTO PaboTbl, 3aHMMaeMasn AOJ/IKHOCTb,
CNeumanbHOCTb, CTaXk paboTbl MO  MporpamMmaM  KAMHUYECKUMX MWCCNEeAO0BaHWM  NIeKApPCTBEHHBbIX
npenapaTtoB, NepeyeHb KAMHUYECKMX WCCAeLOBaHWIA NleKapCTBEHHbIX MpenapaToB, B KOTOPbLIX OH
NPMHMMaN yyactve (nepuoabl y4acTmaA) B KaUecTBe UCCea0BaTeNa UK coucciegoBaTens);

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT AaHHOrO UCCNeA0BaHMA (3aBepLUeHne, NPUOCTAHOBAEHUE UK NPeKpaLleHne AaHHOro
nccnenoBaHUA ¢ yKasaHUEM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesy/bTaTos, 06LLY0 OLLEHKY PUCKa U
O0XMOAaeMoh Monb3bl OT MPUMEHEHUS UCCNEAYEeMOro JIeKapCTBEHHOTo MpenapaTta, a TaKXe
npeanonaraemble AasbHenwne gencremsa).

8.1. Mpu BbiaBneHMn degepanbHbIM OPraHOM WCMOJIHUTENIbHOMW BAACTU, OCYLLECTBASAIOLLMM
OYHKLMM MO KOHTPO/IIO M Hag3opy B chepe 34paBOOXPaHEHMA, HAPYLIEHWI MPaBWUA Hag/exallen
KMHUYECKOWN MPAKTUKWU MPU NPOBEAEHUN KAMHUYECKOrO UCCNeA0BaHUA NIEKAPCTBEHHOIO MpPenapara,
BAMAIOWMX Ha NOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOMO KAMHMYECKOro MCCef0BaHWUA, YKa3aHHbIN
denepanbHbI OpraH UCNOSHUTENbHOM BAACTM NPUOCTAHAB/IMBAET NPOBEAEHNE AAHHOIO KAMHUYECKOTO
nccnefoBaHNA M BbIHOCUT MEANUMHCKOM OpraHM3aumm, B KOTOPOM NPOBOAUTCA AaHHOE KAMHWUYecKoe
uccnepoBaHue, npeanucaHMe o6  YCTpaHEHWMM BbISIBAEHHbIX HapyweHuid. [pu  HeycTpaHeHUu
MEAMUMHCKON OpraHM3aumMeint BbISIBIEHHbIX HAPYLEHWIA B YCTAHOBJ/IEHHbIM B MNpearnucaHuM CpoK
YKa3aHHbIN denepanbHblii OpraH WMCMOAHUTENbHON BAACTM NPUHUMAET pPELUeHWE O MpeKpaLLeHUn
NnpoBeAeHUsA KIMHUYECKOrO UCCAeA0BaHMA NEKAPCTBEHHOIO NpenapaTa v HanpasaseT B ¢peaepasibHbli
OpraH WCMONHUTENbHOM BAACTM, OCYWECTBAAOWMA YHKUMM MO  BbIpaboOTKe W peannsauuu
rocy4apCTBEHHON MOJIMTUKM U HOPMATMBHO-MPaBOBOMY PEry/JIMPOBaHUIO B chepe 34paBOOXpPaHEHMs,
3aK/Il04EHME O BbIIBAIEHUU NPU NPOBEAEHNN AAHHOTO KIMHUYECKOTO NCCAeA0BaHUA HapyLWeHWA NpaBua
HaZneXallen KAMHUYECKOM NPaKTUKN ANA NPUHATUA pelleHna 06 OTMeHe pa3peLlleHuns Ha OpraHn3aumio
npoBeAeHUA AAHHOMO KAMHUYECKOTO UCCAef0BaHMA C AaTbl MPUHATUA PELUeHUA O NPUOCTAHOBAEHUU
NpoBeAeHUA KIMHUYECKOTO UCCAeA0BaHUA IEKAapPCTBEHHOMO Npenapara.

(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. Yno/sHOMOYEHHbIV deaepanbHblii OpraH WCMOJHUTENbHOW BAacTM onyb6/AMKOBbIBaeT MU
pasmewaetr Ha cBoem oduuManbHOM cainTe B ceTn "UHTepHeT" coobuweHne O 3aBeplleHuM,
NPUOCTAaHOBNEHUN WM NPEKPALLEHUN KAMHUYECKOTO UCC/ef0BaHUA JIEKapCTBEHHOro npenapaTa ans
MeANUMHCKOTO NPUMEHEHMA B CPOK, HE MPEBbILLAOWMNI NATU Paboumx gHEN CO AHA ero nojayyeHus, B
YCTaHOBJIEHHOM UM MopsAgKe.
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10. YnonHomoueHHbIn denepanbHblit OpraH UCMOAHUTENbHON BAACTM OCYLLECTBAAET BeAeHue
peecTpa uccaegosaTesiei, NPOBOAALLNX NN MPOBOAMBLLNX KNMHUYECKME NCCNeN0BaHNA NeKaPCTBEHHbIX
npenapatos AnAa mMmeanunHCKOro npumeHeHumA, B COOTBETCTBUN C yTBEPXKAEHHbIMMN UM NMpPaBUIaMnN U
pa3meLllaeT ero Ha ceoem oduumanbHOM caliTe B ceTu "MHTepHeT" B yCTaHOBNEHHOM MM MOpPALKe.
YKa3aHHbIN peecTp coaepKuT MHPopmaumio, NPeayCcMOTPEHHYIO MYHKTOM 3 4acTu 8 HACTOALLLEN CTaTbW.

11. OtyeT O pesynbTaTax KAWMHUYECKOrO MUCCAefOBaHUA NeKapCTBEHHOro npenapata Ana
MEeANLMHCKOTO NPUMEHEHUA COCTABNAETCA OpraHu3aLMei, yKasaHHOM B YacTu 3 cTaTbM 38 HACTOALWErO
denepanbHOro 3aKOHA, Ha OCHOBAHMM 3aKAOYEHUA MEAULMHCKUX OpraHusauuii, NpoBOAMBLLMX 3TO
nuccnepoBaHue, U NPeaCTaBAAETCA B YNOJHOMOYEHHbI deaepanbHbli OpraH UCMONHUTEIbHOM BNACTH,
BblABLUNI pa3peLleHne Ha NpoBeaeHNE 3TOro0 UCCNeA0BAHMA, B CPOK, HE MPEBbIAIOLLNN TPEX MeCcALEB
CO [AHA ero 3aBeplleHWnA, MNPUOCTAHOBAEHUA WAU MpeKpaleHua, B nNopaaKe, YCTaHOBEHHOM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOJHUTENBHOW BAACTM.

12. HapyweHue npaBu/ Hagaexalweh KAMHUYECKOW MpPaKkTUKK, danbcudukauma pesynbTaTos
K/IMHWUYECKOTO MUCCNeL0BaHUA NEKAPCTBEHHOIO NpenapaTta ANs MeAUUMHCKOTO NMPUMEHEHMA BAEKYT 33
co6011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOATENbCTBOM Poccuiickon deaepaumim.

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

13. [lpu npoBeAeHUM KAMHUYECKOrO0 WUCCAedOBaHMA  NIeKapCTBEHHOro npenapata A4
MeAULIMHCKOro NpMMeHeHns AonyckaeTca 3abop y nauneHToB 6Monormyecknx matepuanos (06pasubl
OMONOTMYECKUX KUAKOCTEN, TKAHEW, CEKPEeTOB W MNPOAYKTOB XWU3HeAesTe/bHOCTM Yesl0BeKa,
OU3NONOTNYECKMX M NATONOMMYECKUX BblAENEHWUIN, Ma3KoB, COCKOHBOB, CMbIBOB, MWKPOOPraHU3MOB,
61OoNCcUiiHbBIN MaTepuan) aAna ux usydyeHma B Poccuiickoit deaepaumm u (Mnm) 3a npegenamm Poccninckol
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBo3a 3a npeaenbl Poccuiickon degepaunm
6MOIOTMUYECKMX  MaTepuanoB, MOJNYYEHHbIX MPU  NPOBEAEHUN  KIMHWYECKOro  UcciefoBaHUA
JIeKapCTBEHHOro npenapaTta A8 MeAMUMHCKOro NPMMEHEHMUA, ycTaHaBauBaeTca [paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

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

Cratba 41. [loroBop O NpoBeAeHUU KAUHUYECKOro UccaeaoBaHUA IeKapCTBEHHOro npenapara
ANA MeAULUHCKOro NnpumeHeHus

1. KanHuueckoe wccnenoBaHMe eKapCTBEHHOro npenapaTta Aaa MegUUMHCKOro NpumMeHeHus
NPOBOAMTCA B COOTBETCTBMM C ZOTOBOPOM O NPOBELEHUN KAMHUYECKOTO UCCAEL0BAHNA 1EKAPCTBEHHOTO
npenapata ANs MeAMLUMHCKOrO MNPUMEHEHWA, 3aKI0OY4aeMbiM MeXAy OpraHusauuen, nonayumsluei
paspelleHre YMNoJHOMOYEHHOTO ¢enepasbHOro opraHa WCNOJIHUTENbHOM BACTU Ha OpraHusauumio
npoBeAeHNA TaKoro McciegoBaHWA, U MeAMLMHCKOW OpraHusaumell, ocyLLecTBaAsloWen npoBegeHue
TaKOro uccneaoBaHms.

2. JoroBop 0 npoBeAeHUU KANMHUYECKOro WCCnefoBaHMA JNeKapCTBEHHOro npenapata AnAd
MeaANLUNHCKOIro npumeHeHnAa oN1XKeH coaepKaTb:

1) yCnoBunA n CPpoKM nposegeHnNAa AaHHOIo nccnenoBaHuA,

2) onpegeneHue 06LLI,EI7I CTOMMOCTHU nNporpaMmmbl 4aHHOIo nccnengoBaHMA C yKasaHMeEmM CyMMbl,
npep,HasHaqarou.l,eﬁcsi AnAa BblnNaaT nccnegoBaTtenam, ConccneaoBatesiam,;

3) onpepenenune popmbl NpeacTaBAeHUA Pe3yNbTaTOB AAHHOTO UCCNeA0BAHNA B YNONHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU.

CrtaTba 42. duHaHcoBOe obecneueHne KIMHUYECKOro uccnepoBaHUA 1eKapCcTtBeHHOro npenapara
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Ana meagnunHCKOro npymeHeHusa

®uHaHcoBoe obecneyeHne KANHUYECKOrO nccnenoBaHMA NeKapCTBeHHOro npenapata  AnAa
MeanLUMHCKOro npumeHeHnAa OCyLeCTB1AETCA 3a CHET:

1) cpeacTts denepanbHoro broaxeTa;

2) cpeAacTB OpraHMsaumii, NOAYUYMBLUMX PaspelleHne Ha OopraHvM3auuio NpoBeAeHuAa AaHHOro
nccnenoBaHWsA, B COOTBETCTBMM C YC/IOBMSMM L,OTOBOPA O €ro NPoBeAEeHUY;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm CTOUHUKOB.

Cratba 43. MNpaBa NauMeHTOB, YYaCTBYIOWMUX B KINHUYECKOM UCCNe[0BaHUN NEeKAapCTBEHHOro
npenapara g8 MeaULMHCKOro NnpuMmeHeHusn

1. YuyacTMe nauMeHTOB B K/AWHMYECKOM UCCNEAO0BaHUM JIeKapCTBEHHOro npenapara A4.a
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbIM.

2. MauMeHT MaM ero 3aKOHHbIM NpeacTaBUTENb OO/KeH 6biTb MHPOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapate AAA MeAWULMHCKOrO MPUMEHEHUSA U CYLLHOCTU K/JAMHWYECKOro
nccnen0BaHNA 3TOrO IEKAPCTBEHHOTO NpenapaTa;

2) 0 6e3onacHocTH NEeKapCTBEHHOrO nNpenaparta Ana megnumnHCKoro npumeHeHuna, ero ommp,aemoﬁ
3¢¢EKTVIBHOCTM M CTeENEHUN PUCKA ANA NAaUUEHTAQ;

3) 06 ycnoBMAX y4acTus NauueHTa B KAMHUYECKOM UCCNef0BaHNM 1EKAaPCTBEHHOTO NpenapaTa A
MeANLMHCKOTO NPUMEHEHMS;

4) 0 uenn WAM Uenax U MNPOAO/IKUTENbHOCTM KAMHUYECKOro WCC/efoBaHMA JIeKapCTBEHHOro
npenaparta Ans MeaULMHCKOro NPUMEHeHUS;

5) o peicTBuAX nauMeHTa B Cayd4ae HenpeaBUAEHHbIX 3PPEKTOB BAUAHMA JIEKAPCTBEHHOIO
npenaparta ga1a MeAULMHCKOrO MPMMEHEHMWS Ha COCTOAHWE ero 340P0BbSA;

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XNU3HKN, 300P0BbA NMNaAUNEHTA,

7) o rapaHTUAX KOHOUAEHUMANbHOCTM Yy4YyacTUA MauMeHTa B KAMHUYECKOM UCC/ef0BaHUK
NIeKapCTBEHHOrO NpenapaTa 419 MegULMHCKOTo NPUMEHEHUS.

3. ﬂ,OGpOBOﬂbHOG cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHMn neKapCcrBeHHOro
npenapata Ana mMeauuunHCKoro npumeHeHunAa noAaTBepXKAaeTca ero noanmcbro UAM NoAnnUCbo ero
3aKOHHOTIO NpeacTtaBUTENA Ha VIHd)OpMaLI,MOHHOM NINCTKE NaumneHTa.

4. MNaymeHT nunm ero 3aKOHHbIMN npeacTtaBuTe/ib UMEET NPaBO OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM
nccnegoBaHMM NeKapCTtBeHHOro npenapata Ana MeauuuHCKOro npumeHeHuAa Ha noboi CTaanun
nposeaeHMA Takoro nccnegoBaHuA.

5. MpoBeaeHUe KANHUYECKOrO MUCCAeAoBaHMA JIEKAapCTBEHHOro npenaparta Aa8 MeauLUMHCKOro
NPUMEHEHMA C y4aCTMeM B KauyecTBe MauueHToB AeTell A0NYyCKaeTCs TONIbKO C COrnacua B NMMCbMEHHOM
dopme ux poguTenei, ycbiHoBuTenen. OeTn MOryT paccmaTpuBaTbCA B KayecTBe MOTeHLMaNbHbIX
NaLMeHTOB TaKoro UCC/1eA0BaHNSA, TONbKO eC/IM ero NpoBefeHne HeobxoaAMMo ANA YKpenieHUs 340Pp0BbA
AeTen unm NnpoPuUNakTUKM MHOEKUMOHHbIX 3a60/1eBaHMIA B AETCKOM BO3pacTe /IMbo ecin Le/blo Takoro
nccnenoBaHNA ABNAETCA NOMyYEeHME AaHHbIX O Hauaydllein 403MPOBKe NeKapCTBEeHHOro npenaparta Ans
NedyeHun peteil. B 3TUX caydanax TaKoOMy WCCNEAOBaHMIO AO/KHO MNpeawecTBOBaTb K/AMHMYECKoe



nccneaoBaHWe NIeKapCTBEHHOro npenaparta Ana MevuUMHCKOro NMpUMMEHEeHMsA Ha COBEepLUEHHONETHUX
rpaxgaHax, 3a MWCK/IOYEHWEM C/y4yaeB, €C/IM  UCCeAyeMblit  NIeKapCTBeHHbI npenapat  gas
MeANUNHCKOTO npuMeHeHun npeaHasHayeH NCKIOYUTE/IbHO ana NCMNOJIb30BaHUA
HEeCcoBepLUEHHONIETHUMU IPaXKaaHaMM.

(B pea. PepepanbHoOro 3akoHa or 22.10.2014 N 313-93)

6. 3anpeuiaetca NpoBeAeHME KAMHMYECKOTOo WCCef0BaHMA JIeKapCTBEHHOro npenapata Aans
MEANLIMHCKOTO NPUMEHEHUA C y4acTUEM B KayecTse NnaLuneHTos:

1) peTen-cnpoT 1 AeTen, ocTaBlIMXCA 6e3 noneyeHns poguTenei;

2) KeHWMH B nepuos 6epemMeHHOCTM, KEeHLWWH B Mepuos TpPyAHOro BCKapM/IMBAHMUA, 33
WCK/IIOYEHWEM CNy4YaeB, eCM MPOBOAMTCA KNMHUYECKOEe WMCCNefoBaHME JIeKapCTBEHHOro npenapara,
npeAHa3sHaYeHHOro A/1A YKa3aHHbIX XeHLWWH, Npu YyC0BUN HEOBXOAMMOCTU MoyYeHnsa MHbopMaumm
TO/IbKO BO BpEeMs MPOBEAEHMA COOTBETCTBYIOLWMX KAMHUYECKUX WCCNAeLOBaHUMIA M MPUHATUS BCex
HeobXoAMMbIX Mep MO WCK/OYEHUIO PUCKA HaHEeCeHWs Bpeaa KeHWMHe B nepuod 6epemMeHHOCTH,
YKEeHLMHe B nepuos rpyAHOro BCKapMANBaHUA, Nao4y Uan pebeHky;

3) BOEHHOCAYXKALUMX, 33 WUCK/IOYEHUEM C/ly4aeB MPOBEAEHMA KAMHUYECKOTO WccnenoBaHus
JIeKapCTBEHHOIO npenapaTta, cheumanbHO pPa3paboTaHHOro AAA NPUMEHEHWS B YC/NOBUAX BOEHHbIX
OeNCTBUIM, Ype3BblYaMHbIX CUTyauui, nNpodUNaKTUKM U nedyeHus 3aboseBaHUN U MOPaAXKEHUN,
NoJly4eHHbIX B pe3ynbTaTe BO34eNCTBUSA HEBNAronpuUATHLIX XMMUUECKUX, BUONOTNYECKMX, PaaMaLMOHHbIX
daKkTOopoB. KAMHUYECKoe UccnefoBaHWE TAaKOro JIeKapCTBEHHOro npenapata MOMKET MPOBOAUTLCA C
y4yacTMemM B KayecTBe MalMeHTOB BOEHHOC/YKALMX, 338 UCKIOYEHNEM BOEHHOC/YKALLMX, NPOXOAALLNX
BOEHHYIO C/NYK6Y Mo NpusbIBY, C cob0aeHMeM TpeboBaHMN, YCTaHOBIEHHbIX HacToAwMM PeaepanbHbIMm
3aKOHOM B OTHOLUEHWUW FPaXKAaHCKUX NnL,

4) cOTpyAHMKOB NPaBOOXPaHUTE/bHbIX OPraHoB;

5) nunu, oTbbIBalOWMX HaKa3aHMe B MecTax AuWeHua cBoboAbl, a TaKKe /ML, HAXOAALWMXCA MOA,
CTparkei B C1IeACTBEHHbIX M301ATOPAX.

7. [onyckaeTca nposefeHWe KAMHUYECKOrO WCCAeL0BaHWA JIEKAapCTBEHHOTO npenapaTta As
MEANUMNHCKOTO NPUMEHEHMSA, NpeaHa3HauYeHHOro Ana neYeHus Ncuxmyeckmx 3abosieBaHnit, c yuacTmem B
KayecTBe NauMeHTOB /ML, C NCUXMYECKMMM 3a601eBaHMAMM, NPU3HAHHbIX HeAeecnoCcobHbIMM B NOPAAKE,
YCTaHOB/MIEHHOM  3aKOHOAaTeNbCcTBOM  Poccuitickolt  @Pepepaumun.  KanHuWyeckoe — umcciepoBaHue
NleKapcTBEHHOrO NpenapaTa B 3TOM C/lyyae NPOBOAMTCA MPU HaAMYMM COrnacua B NUCbMeHHOMU popme
3aKOHHbIX NpeacTaBUTENEN YKa3aHHbIX nL,.

Cratba 44. Ob6aA3aTenbHoe CTPaxOBaHME XWU3HWU, 340POBbA NALMEHTa, YYacTBYIOLWLEro B
K/IMHUYECKOM UCCNeA0BaHUMN NeKapCTBEHHOrO NpenapaTa ANA MeAULMHCKOro NpMmeHeHuUn
(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHI/I3aLI,VIFi, nonyymsellaa paspewieHne Ha OoOpraHmsauunio nposeaeHnA KAUMHUYECKOTo
nccnengoBaHMA NEeKapCTBEHHONO npenapata gna mMmeguuunHCKoro npumeHeHwuAa, obsA3aHa B KauecTBe
CTpaxoBaTtena CTpaxoBatb PUCK NPUYNHEHUA Bpeda XU3HW, 340POBbHO NaUMEHTA B pe3ynbrate
nposeaeHnA KAIMHNYECKOro nccnenoBaHnA NeKapCTBEHHOIO npenaparta Ana MegmunHCKOro npumeHeHunA
3a CBOWM cyeT nyTem 3aK14YeHnA 40rosopa obA3aTenbHOro CTpaxoBaHUA.

2. O6bekTom 065a3aTeNbHOro CTPpaxoBaHUA ABNAETCA VIMYLLI,eCTBeHHbIlZ nHTEPEC nNnaumneHTa,
CBA3aHHbIN C NMPUYNHEHNEM BpEda €ro XU3HN Uan 300PO0BbIKO B pPe3ysibTaTe nposeaeHUA KIMHNYECKOro
nccnengoBaHMA NeKapCTBEHHONO nNpenapaTta 4nAa meanumMHCKOro npuMmeHeHua.

3. CTpaxoBbIim C/y4aem Mo A0roBopy 0b6s3aTe/IbHOro CTPaxoBaHWUA ABASETCA CMepPTb NauueHTa uam
YXyALeHWe ero 340p0BbA, B TOM YMC/e BeKyllee 3a cob60l yCTaHOB/EHNE MHBAAUAHOCTM, MPU HAMYMK
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MNPUYNUHHO-CNEACTBEHHON CBA3U MEMAY HacTynieHMem 3Toro cobbiTMa M yyacTMemM naumeHTa B
KIMHUYECKOM MCCneaoBaHUM NeKapcTBEHHOMOo npenaparTa.

4. TpeboBaHMA O BO3MELlEHUN Bpeaa, MPUUMHEHHOTO XU3HWM WAM 340POBLIO NaLMEHTa,
NPeabaABAAIOTCA B TEYEHME  CPOKOB  WMCKOBOM  AA@BHOCTM,  YCTAaHOBAEHHbIX  FPaMKAaHCKMM
3aKOHOAATE/IbCTBOM.

5. Pasmep cTpaxoBoi BbIM/iaThl MO A0roBOpy 06A3aTeNbHOro CTPaxoBaHWUA COCTaBAAET:

1) B C/ly4ae CMepPTU nauneHTa Asa MUIJIMOHA py6ne171 Ha KaXX4o0ro nauymneHTta, ydacrsoBaBLlero B
KIMHNYECKOM UCCnegoBaHUN NEKAPCTBEHHOIO nNpenapara,

2) Npu yxyaLeHnn 340p0BbA NaLMeHTa:

a) nosneKkwem 3a coboi yCTaHOBNEHWE MHBAANAHOCTM | rpynmnbl, OANH MWUIINOH NATLCOT ThbICAY
pybnelit Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B K/IMHMYECKOM WCCAeAO0BaHMM NIEKAaPCTBEHHOTIO
npenapara;

6) nosnekwem 3a coboit ycTaHOBAEHME MHBaAUAHOCTU Il rpynnbl, oAMH MUAANOH pybnel Ha
KaK[0ro nauueHTa, y4acTBOBaBLLErO B KAMHUYECKOM UCCNeA0BaHNN NeKapcTBEHHOTO npenaparTa;

B) noBsieKkwem 3a coboli ycTaHoBAeHWe MHBanuaHoctu |l rpynnbl, NATbCOT TbicAY pybneit Ha
Kak40ro naumeHTa, y4acTBOBABLLErO B KIMHNUYECKOM UCCNeA0BaHNN IEKAaPCTBEHHOrO Npenapara;

r) He nosneKwem 3a coboli ycTaHOBAEHUA UHBAIMAHOCTU, He Boslee Yem TpUCTa ThbicAd pybneit Ha
Ka’K[0ro nauMeHTa, y4acTBOBABLUErO B K/IMHUYECKOM UCC/Ief0BaHNK JIEKapCTBEHHOTO NpenapaTa, ucxoan
M3 HOPMaTMBOB, OTPAXKAIOLWMX XapaKTep WM CTerneHb NOBPEXAEHUA 340PO0BbA, a TaKXKe (aKTUYEeCKM
NOHECEHHbIX NALMEHTOM PAacXoA0B, BbI3BaHHbIX MOBPEXKAEHNEM 340P0BbA, Ha MEANLMUHCKYIO MOMOLLb,
npuobpeTeHne NeKapCcTBEHHbIX NPenapaTos.

(nn. "r" B pea. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuay ¢ 1 utona 2015 roga. - PegepanoHblii 3aKoH 0T 22.12.2014 N 429-P3.

7. CpOK A0oroesopa o0bAsaTenbHOro CTpaxXoBaHMA He MOXKeT 6bITb mMmeHee, 4em CPOK npoBeaeHunA
KTMHNYECKOTro nccnegoBaHnAa NeKapCTBeEHHOrO npenaparta.

8. Ycnosusa poroBopa 06s3aTe/IbHOrO CTPaxoBaHMA, B TOM YMCAe CTpaxoBble Tapudbl nNo
06s3aTe/IbHOMY CTPaXOBaHWIO, NepeyYeHb HEOHXOAMMbIX AOKYMEHTOB /1 OCYLLECTB/IEHUA CTPAXOBOWM
BbINJaTbl, MOPALOK YCTAHOB/IEHWA CTpaxoBaTe/femM WHAMBUAYAJbHOIO WAEHTUOUKALMOHHOIO KoAaa
nauuneHTa, NopAaoK MHGOPMMPOBAHUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBJIEYEHHbIX K KIMHUYECKOMY
MCCNef0BaHNIO NIEKAPCTBEHHOIO npenapaTta Aia MegUUMHCKOrO MPUMEHEHWA MaumMeHTax, Nopsaaok
yNAaTbl CTPAx0BOM NpPeMuu, NopsAAOK peannsaLmm onpeseneHHbix HacToAawmnm deaepanbHbIM 3aKOHOM
n apyrumn denepanbHbIMM 3aKOHaMM MpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06a3aTesbHOro
CTPaxoBaHMWs, a TaKKe HOPMATWUBLI, OTPaKaloLWMe XapaKTep W CTeneHb NOBPEXAEHUSA 340POBbSA,
yCTaHaB/MBAIOTCA TUMOBLIMM NpPaBuaammM 06A3aTeIbHOrO CTPaX0BaHMA.

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

9.B CQly4ae npnynHeHunAa spena XM3HU naumeHTa, y4actBoBaBLWEro B KIMHN4YeCKOM nccnegosaHnmn
NNeKapCTBEHHOIO npenaparta, BbIFOp,OI'IpVIO6peTaTe!'IﬂMM no p[gorosopy obs3arenbHOro CTpaxoBaHUA
ABNIAKOTCA TrpaxdaHe, Mmeruine npaBo Ha BO3mMelleHWMe Bpeaa B CyvYae CMepTn KOpmMU/bLa B
COOTBETCTBUU C rpaXAaHCKMM 3aKOHOAATE/IbCTBOM, MPUN OTCYTCTBUU TAKUX FPa*XdaH - poaAnUTENN, Cynpyr,
AeTn ymepulero nauneHTa, y4acTtsoBaBLllero B KIMHNM4YeCKoOM nccnenoBaHMM N1e€KapCTBEHHOTO Npenapara,
B Cnhy4yae CMepTU NnaumneHTa, yd4acrteBoBaBLIEro B KIMHNM4YeCKOM UccnegoBaHUMn NeKapCTBEHHOIO NpenaparTa
N HEe MmeBlWeEro CaMoCToATENbHOINoO 0o0xXo4da, - rpa*xgaHe, Ha MXAUBEHUN KOTOPbIX OH Haxoawunca, B
OTHOWEHNN BO3MeLWeHNA pPacxXxoaoB Ha I'IOI'pE6€HMe nauneHTa, y4yacrtBOBaBLUErNo B K/IMHUNYECKOM
nccnegoBaHMM NEKApPCTBEHHOIO nNpenapata, - L0, NOHECLWee Takne pacxoabl.
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10. CTanOBa‘r'I BbilMNaTa B CHET BO3MeWweHuA Bpeda, NPUYUHEHHOIo MWU3HU NalUeHTa,
y4yacTBOBaBLIero B K1IMHNYECKOM UCCNeJ0oBaHUN NNEKapPCTBEHHOIO npenaparta, pacnpeaenaerca mexay
BbII'O,EI,OI'IpVIO6pETaTe}'IFIMVI nponopunoHasibHO UX KOIMYeCTBY B PaBHbIX A0NAX.

11. Mpu HacTyNNeHMM CTPaxXoBOro CAyYas NaLMeHT, y4aCcTBOBaBLUUI B KAMHUYECKOM UCC/eJ0BaHUN
JIeKapCTBEHHOrO  npenapaTta, BbirogonpuobpeTaTesb  BMNpaBe NPeabaBUTb  HEMOCPEeACTBEHHO
CTPAxoBLMKY TpeboBaHWE O BO3MELLEHUN MPUUYMHEHHOTO Bpeaa. CTpaxoBas BbiMN/iaTa OCYLLECTBASETCS
CTPAxOBLLMKOM B TeYEHME TPUALATU AHEN co AHA NpeAcTaBAeHNa He0bX04MMbIX 4OKYMEHTOB. MauneHT,
Y4YaCTBOBABLUMWI B KIMHUYECKOM UCCAeA0BaHMM IeKapCcTBEHHOro NpenapaTa, Uan Bbirogonpuobpertartenb
0653aH COOBWUTb CTPaxOBLUMKY A4 OCYLLEeCTBAEHUA CTPaxoBOW BbINAaTbl  MHAMBUAYaA/bHbI
NMAEHTUOMKALUMOHHBIA KO MNalMeHTa, YCTaHOB/AEHHbIA CTpaxoBaTesleM B COOTBETCTBUMM C TUMOBbIMMU
npasuaamm o6a3aTeNIbHOro CTPaxoBaHMA.

12. Jo nonHoro onpeaeneHua pasmepa Mog/iexallero BO3MELEHMIO Bpeaa CTPaxoBLUMK MO
3aABNAEHMIO NALMEHTA, Y4acTBOBABLLErO B KIMHWUYECKOM UCCAeA0BaHMM IEKAapPCTBEHHOTO Npenapara, uau
3aABNEHMIO BbIro4ONpMObpeTaTens BnpaBe OCyLWEeCTBUTb YacTb CTPAXOBOW BbIMAATbl, COOTBETCTBYHOLLYHO
daKTUYeCcKM onpegeneHHOM YacTn NPUYMHEHHOIO Bpeaa.

13. CtpaxoBas Bbin/iaTa B COOTBETCTBMM C OFOBOPOM 0653aTe/IbHOro CTPaxoBaHMA OCYLLECTBAETCA
He3aBMCMMO OT BbINAAT, NPUYUTAIOLLMXCA NO APYrMM BUAAM CTPaXOBaHMA.

14. He ponycKaeTca yyactMe NaumMeHTa B MNPOBEAEHMM KAMHUYECKOro UCCienoBaHMA
JIeKapCTBEHHOrO NpenapaTta Npu OTCYTCTBUM A0roBopa 06583aTeIbHOro CTPaxoBaHUA.

15. KOHTpONb 3a MCMOAHEHMEM OpraHu3auuen, NosyyMBLIEN paspelleHWe Ha OopraHM3auumio
NpoBeAeHNA  KAMHMYECKOrO MCCNeAO0BaHWA  NIeKapCTBEHHOrO npenapata  Ana  MeAMUMHCKOro
NPMMEHEHWA, YCTAHOBAEHHOM HacToAWelN cTaTbel 06A3aHHOCTM MO 06A3aTeNbHOMY CTPaXxOBaHWIO
W3HM, 340POBbA NauMeHTa, y4yacTBylolwlero (y4acTBOBaBLUEro) B K/AMHUYECKOM MCCNEA0BaHUM
NIeKapCTBEHHOrO  Npenaparta,  OCYLLeCcTBASETCA  YNOJHOMOYEHHbIM  deaepasbHbIM  OpraHoOM
UCNONHUTENbHOM BAACTW, BbILABWMM paspelleHne Ha NpoBeLeHMEe KAWHUYECKMX WUCCienoBaHui
NleKapCcTBEHHbIX MPenapaTos A1 MeAULUMHCKOro NPUMEHeHUs.

Fnasa 8. MIPON3BOACTBO U MAPKUPOBKA IEKAPCTBEHHbIX CPEACTB
Crartba 45. NNpoun3BoACTBO NIeKapCTBEHHbIX CpeacTB

1. Mpoun3BOACTBO J/IEKAPCTBEHHbIX CPEACTB [AOJ/KHO COOTBETCTBOBATb TPebOoBaHMAM nNpaBun
Hag/eXKallelr npou3BOACTBEHHOM MPAKTUKKM, YTBEPKAEHHLIM YNOJHOMOYEHHbIM denepanbHbIM
OpraHoM UCMoNIHUTENbHOM BnacTu. OcobeHHOCTU Nepexoda NPOU3BOACTBA OTAE/bHbIX SIEKAPCTBEHHbIX
CpeacTB K MX NPOM3BOACTBY B COOTBETCTBUM C TpeboBaHMAMM NpaBUA Haa/Nexallein NpomM3BoACTBEHHOM
NPaKTUKN ycTaHasamealTca [MpaButenbctBom Poccuiickon depepaumn. Bblgada 3aKkao4eHU O
COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM nNpaBuA  HaA/exallein
NPoOu3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3y/bTaTamM WHCNEKTUPOBAHWSA NpousBoauTeneit
JIeKapCTBEHHbIX CPEACTB B NOpsAAKe, ycTaHoBAeHHOM [NpaBuTenbctsom Poccuinckoit depepaumun. Pasmep
nnaTbl 33 BblAauyy 3aK/JOYEHUSA O COOTBETCTBMU MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM
npaBuN HaAfexallel NpousBOACTBEHHOW MNPaKTUKM ycTaHaBauBaeTca lpasButennctBom Poccuiickoit
depepaunn. Mopaaok opraHM3aLUM U NPOBEAEHUA MHCMEKTUPOBAHMA NPOM3BOAMTE NEN NEKAaPCTBEHHbIX
CpeacTB Ha COOTBeETCTBME TpeboBaHMAM MpaBuMA HaA/NeKalleld npou3BOACTBEHHOW MPaKTUKU
ycTaHaBnmBaetca MNpasutenbcteom Poccuiickon degepauum.

(B peq. PepepanbHbix 3aKkoHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-$3, 01 22.12.2014 N 429-93)

2. MMpou3BOACTBO JIEKAPCTBEHHbIX CcpeacTB B Poccuiickon ®degepaunm  ocyliecTBaseTcs
NPOV3BOSUTENAMM NEKAPCTBEHHbIX CPEACTB, MMEIOWMMM IMLEH3UIO HA NPOM3BOACTBO JIEKAPCTBEHHbIX
cpeacts. MNoaTBeprKAeHWE COOTBETCTBMA JIMLLEH3MATa MpaBWMIam HagJjexkallei npou3BoACTBEHHOM
NPaKTUKKN OCYLLECTBAAETCA B PaMKax JINLLEH3MOHHOIO KOHTPO/IA B COOTBETCTBUM C 3aKOHOZATENLCTBOM
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Poccuiickoin Pepepaumm c yueTom ocobeHHOCTEN, YKa3aHHbIX B 4acTK 1 HacToALen cTaTbi.
(B pen,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

2.1. Ona ueneit NMUEH3NPOBAHUA MPOU3BOACTBA /IEKAPCTBEHHbLIX CPeACTB A/1A MeAULMHCKOro
NPUMEHEHUS U UHCMEKTUPOBAHMA CcyObeKTOB 0bpalleHMa JIeKapCTBEHHbIX CPeaCcTB Ha COOTBETCTBME
TpeboBaHMAM  MpPaBUA  HaA/ieXalleh MNPOU3BOACTBEHHOM  MNpaKTUKM  dedepanbHbii  OpraH
WUCMOJIHUTE/IbHOW  BNACTWM, OCYLUECTBAAIOWMIA  rOCYAaPCTBEHHYIO  PEerucTpauuio  eKapcTBeHHbIX
npenapaTtos 418 MeAULMHCKOrO NpUMeHeHus, npeaoctasnfeT deaepasbHOMY OpraHy UCNOHUTENbHOM
B/1aCTU, OCyLLeCTBAsOWeEMY deaepanbHbiii rocyaAapCTBEHHbIN IMLEH3UOHHBIN KOHTPO/Ib AeATENbHOCTU
No NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB AN1A MeANUMHCKOro NpUMEHeHUA, No ero 3anpocy B pamkax
MEBEAOMCTBEHHOTO MHGOPMALMOHHOIO B3aMMOAENCTBUS B NOPALKe, yCTaHOBNEHHOM deaepanbHbiM
OpraHoOM UCMONHUTENbHOW BACTM, OCYLLECTBAAIOLWMM NNLEH3NPOBAHME NPOM3BOACTBA SIEKAPCTBEHHbIX
CpeacTe Ans MeAUUMHCKOro MNpuMeHeHus, u deaepanbHbiIM OPraHOM MWCMNONHUTENbHOM BAaCTH,
OCYLLECTBNAKOWMM rOCYAapPCTBEHHYIO PErMcTpaumio NeKapCTBEHHbIX NpenapaTtoB Aaa MeauuMHCKOro
NPUMEHEHUA, CBEAEHMA O NIEKAPCTBEHHbIX CPeACTBaX, YKasaHHble B 4YacTuM 5 ctatbu 18 HacroAawero
depepanbHOro 3akoHa, B TOM YUC/IE B C/TyYae, €CN TaKMe CBEAEHMA COCTABNAOT KOMMEPYECKYIO TaliHy.
(yacTb 2.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 14.07.2022 N 311-93)

3. [pou3BOACTBO /leKAapCTBEHHbIX CPEACTB OCYLLECTBAAeTca ¢ cobaogeHnem TpebosaHWit
MPOMbILLIEHHOTO PernameHTa, KOTOPbI YTBEPKAAETCA PYKOBOAUTENEM NPOMU3BOANTENA IEKAPCTBEHHbIX
CPeacTs W BKAOYaeT B cebs nepeyeHb WCMOJb3yemblX ¢apmaueBTUYecknx cybctaHumMii u
BCMOMOraTe/IbHbIX BELLECTB C YKa3aHMeM KO/MYeCTBa KaxAoro M3 HWX, AaHHble 06 Mcnosiblyemom
060py0BaHNN, OMUCaHME TEXHO/IOTMYECKOro MpoLecca M MEeTOAOB KOHTPOASA Ha BCeX 3Tamax
NPOM3BOACTBA /IEKaPCTBEHHbIX CPEeACTB.

4. MNMpn Npon3BOACTBE /IEKAPCTBEHHbIX CPEeACTB MCMO/b3yoTcA dapmMaLeBTUYeckne cybcraHumm,
CBEAEHMA O KOTOPbIX COAEpP’KaTcA B TrOCYAAPCTBEHHOM pPEecTpe JIeKapCTBEHHbIX CpeacTs, 3a
UCKAtoueHnem GapmaLeBTUYECKUX CyBCTaHUM, NPOM3BOAMMBIX A0 NPOBEAEHUA  KANMHUYECKUX
nccnefoBaHUiA U Ansa akcnopta. K npoueccy nponssoacTsa ¢papmaleBTUYECKOM cybCcTaHLMM OTHOCATCA
nobble  CTaAuMM  TEXHO/IOFMYECKOro Mnpouecca, Mo3BOAAOWME MNOAYYUTb FOTOBbIA  MPOAYKT,
cooTBeTCTBYOWMIN TpeboBaHMAM ¢apmaKoneiHoM CTaTbM, B TOM uncie depMeHTaumsa, SKCTpaKums,
OYMCTKA, BblaeneHue, NepeKkpucTanan3aumsa, BoiCyluiMBaHue, UsmenbyeHne. B caydae HeobxoaMmocTu
MCMNO/Nb30BaHNA 3TUIOBOTO CNMPTA, B TOM YMcae dapmaueBTUUYECKON cybCTaHUMKM CnMpTa 3TUAOBOMO
(3TaHONa), npu nNpPoOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe AeulcTsyiowero u (uan)
BCMOMOraTe/IbHOMO BELLECTBA, @ TaKKe B MHbIX TEXHONOMMUYECKUX LEeNsaxX A0NXKHa 6biTb MCNONb30BaHa
TO/IbKO papmaLieBTUYecKan cybcTaHumMaA ciMpTa 3TMA0BOrO (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 JIeKapCTBEHHbIX MPEMNapaToB A8 MELULMHCKOrO MPUMEHEHWUA, B OTHOLIEHMUM
KOTOpbIX YyCTaHaBaAMBatoTcA TpeboBaHMA K 0b6bemy Tapbl, YNaKOBKE W KOMMIEKTHOCTW, NepeyeHb
NeKapcTBEHHbIX MPenapaToB 41 BETEPMHAPHOTO MPUMEHEHUS, B OTHOLLIEHWUM KOTOPbIX YCTaHaBANBAIOTCA
TpeboBaHMA K obbemy Tapbl, a Takxe TpeboBaHWA K 06bemy Tapbl, YNAaKOBKE M KOMMIEKTHOCTM
NeKapcTBEHHbIX NpenapaTtoB Ans MeAMUMHCKOro npumeHeHus, TpeboBaHMa K obbemy Tapbl
NeKapcTBEHHbIX MPenapaToB A4/1A BETePMHAPHOTO MPUMEHEHUA ONpeaensAloTcd COOTBETCTBYOWMMM
YNOAHOMOYEHHbIMU deaepanbHbIMU OpraHaMmM UCMOAHUTENbHON BAACTM B MOPAAKE, YCTaHOBAEHHOM
Mpasutenbcteom Poccuiickoin ®eaepaumn.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLLecCTBAAloWMEe NPou3BOACTBO dapmaLLeBTUYECKOW cybcTaHuMM cnmpTa
3TMNOBOrO (3TaHOMa) ANA NPOM3BOACTBA CMMPTOCOAEPNKALLMX IEKAPCTBEHHbIX MpenapaTos, 06A3aHbl
OCYLLECTBAATbL YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsiMU 8 U 14 DdepepanbHOro 3akoHa OT 22 HoA6PA
1995 roga N 171-®3 "O rocygapcTBEHHOM peryanpoBaHMM NPon3BoACTBa M 060poTa STUAOBOIO CNMPTA,
a/IKOroZIbHOM W cnupTocoAep:Kawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
afIkorosbHoM npoaykumn". NMpounssoacTso dpapmaLeBTUYECKOM CybCTaHLMM cnMpTa 3TUI0BOTO (3TaHONa)
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[OMYCKAeTCA TONbKO OpraHuM3aumnen, ocyLLecTBAAILWEN NPOn3BOACTBO PEKTUPUKOBAHHOIO 3TUNOBOIO
CnMpTa M3 MNULEBOro0 CbiPbA HAa OCHOBAHWUM JINLEH3MW HA MPOM3BOACTBO 3TU/OBOrO CNMpTa ANA
npousBoAcTBa ¢apmaueBTUYECKOM cybCcTaHUMM cnupTa 3TUAOBOrO (3TaHoNa) B COOTBETCTBUM C
TpeboBaHMaAMK PepepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryiMpoBaHMn npomusBoacTBa M 060OpOTa 3TUNOBOrO CAMPTA, aZIKOFO/IbHOM M CNMPTOCOAEpIKallel
npoaykUuMM M 06 orpaHMYeHUU noTpebneHus (pacnuTma) ankoronbHOW npoayKuun", MeToaoMm
pa3BefeHns BOAOM OUYULLLEHHOM TaKOro 3TUI0BOIo CNUpPTA, NPOM3BEeAEHHOIro AaHHOM opraHM3aumen no
MECTY OCYLLEeCTBNEHNA NPON3BOACTBA PpapMaLLeBTUYECKON cybCcTaHLUMKM cnnpTa 3STUAOBOrO (3TaHoa).
(yacTb 4.2 BBeaeHa denepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. HamBuayanbHble NpegnpuHUMaTeNn U IOPUANYECKME NINLA, OCYLLECTBAAIOWME 3aKYMNKy U
MCNoNb30BaHWe dapmMaLLeBTUYECKONM CybCTaHLMM cnMpTa 3TUA0BOTO (3TAHOANA), @ TaKKe NPOM3BOACTBO,
usrotosneHne w (namM) o060poT (33 WCKAOYEHMEM PO3HWYHOM MPOAAXKM) CMUPTOCOLEPHKALLUX
NIeKApPCTBEHHbIX NpenapaToB, 06A3aHbl OCYWECTBAATL MX Y4YeT U AeKNapupoBaHMe B MOPALKE,
YCTaHOBNEHHOM cTaTbaMn 8 n 14 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-93 "O
rocyapCTBEHHOM PEry/JMpoBaHUM MPOM3BOACTBA M 06OpPOTa 3TUIOBOFO CNWMPTA, aJKOrOJIbHOW U
cnupTocoAdep Kallel NpoayKunmn 1 o6 orpaHnyeHnm notpebneHma (pacnuTmna) ankoronbHoOM npoaykumm'.
(yacTb 4.3 BBeaeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3)

4.4. Tlpn npou3BOACTBE JIEKAPCTBEHHbLIX MpenapaTtoB AAA BETEPUHAPHOro MNPUMEHEHMUA
OONYCKAaeTca WCMNO/Ib30BaHWE NPOM3BEAEHHbIX ANA peanusauum dapmaueBTUYECKUX cybcTaHumi,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbLIN PEeCTp JIEKAPCTBEHHbLIX CPeACTB YNOAHOMOYEHHbIM deaepanbHbiM
OpPraHOM  WCMONIHUTENbHOM  BNACTM, OCYLLECTBAAKOWMM BeLeHMe [oCyAapCTBEHHOro peecTpa
JNIEKAPCTBEHHbIX CPeACTB ANA MEANLMHCKOrO MPUMEHEHUA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPou3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKAOUYEHHbIX B rOCYAapCTBEHHbI PeecTp fieKapCcTBEHHbIX CPpeacTs,
33 MCKIIOYEHMEM /IeKapCTBEHHbIX CpeacTB, MNPOM3BOAUMBIX A4 MNPOBEAEeHUA  KAMHUYECKUX
nccnesoBaHUM U ANs SKCNOPTa;

2) banbCcnPUUMPOBaHHBIX IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 ANLEeH3UM Ha MPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) NEeKapCTBEHHbLIX CpeacTtB C HapyweHuem npasuai OpraHmn3aunMmn npomsBoactBa M KOHTPOAA
Ka4yecCTBa /IeKapCTBEHHbIX CPEACTB,

5) ytpatun cuny. - PegepanbHbiii 3aKkoH oT 27.12.2019 N 481-03;

6) cnupTocoaep:Kalmx NeKapCTBEHHbIX MPEnapaTtoB MO MEeCTy OCYLWEecTB/eHMA NPOU3BOACTBA
dbapmaueBTUYeCcKon cybcTaHUMM CnupTa 3TUAOBOrO (3TaHona) M (MAKM) NO MeCTy OCYLLEeCTB/IEHUS
NpPOM3BOACTBA 3STUNOBOIO CNUPTA;

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMUecKoOl cybCTaHUMM CNMPTA 3TUIOBOrO (3TaHoNa) M (MAM) cnvpTocoAepIKalLmX
JIeKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM 060pPYyAO0BaHUM pO/a MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, YKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roaa
N 171-®3 "O rocyaapcTBEHHOM peryinMpoBaHMM npomsBoacTBa M obopoTa 3TWMNOBOro CNMpPTa,
a/IKOrONbHOM U CNMPTOCOAEp)KalLel NpoayKUuMM M 06 oOrpaHuYeHun noTtpebneHus (pacnutums)
asIKoro/ibHOM NpoAaykumn'.

(n. 7 BBeaeH depepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-03)

6. lpyv BBOAE NEKApPCTBEHHbIX CPEACTB B rpaXAaHCKMiA 060pOT YMNOJAHOMOYEHHOE AMLO
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NpPOu3BOAUTENA NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBMA NIEKAPCTBEHHbIX
cpeacTs TpeboBaHWMAM, YCTAHOBMEHHbIM NPU UX FOCYAapPCTBEHHOW PErucTpaumu, U rapaHTUpyeT, 4YTo
JIeKapCTBEHHbIE CpPeACcTBa MpouM3BeAeHbl B COOTBETCTBMM C TPebOBaHMAMM MpPaBUA Haasiexallen
NPOM3BOACTBEHHOM MPAKTUKM.

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

7. YNONHOMOYEHHbIM AINLOM MPOU3BOAMUTENA NIEKAPCTBEHHbBIX CPEACTB ABAAETCA ero PaboTHMK,
aTTeCTOBAHHbIM B YCTAHOBAEHHOM YNONHOMOYEHHbIM PeaepanbHbIM OPraHOM UCNOJAHUTENBLHOM BNACTU
nopagKe N UMELNIA cTaxK paboTbl He MeHee Yem NATb JIeT B 061acTU NPOU3BOACTBA U (MAKM) KOHTpONA
KayecTBa /IeKapPCTBEHHbIX CPEACTB, Bbiclee 06pa3oBaHMe COOTBETCTBEHHO NO OLHOM 13 CeLMaNbHOCTEN
n (MNKn) oAHOMY M3 HanpaBAeHWI NOATOTOBKN: BMonorna, 6BUOTEXHONOIMA, BETEPUHAPUA, BETEPUHAPHO-
CaHUTapHaA 3KCMepTM3a, KAMHMYECKaa MeAMUMHA, PagvauMOHHas, XMMWUYecKas U buonoruyeckas
3awmTa, dapmauma, dyHaameHTaNbHaA MeanLMHA, XMMUYECKasa TEXHOOMUA, XMMUA.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-3)

8. MpounssoanTeENM NEKAPCTBEHHbIX CPEACTB (33 UCKAtoYeHWEM dapMaLLeBTUYECKON cybCTaHLUM
CNMPTa 3TUNOBOTO (3TaHO/1a) MOTYT OCYLLECTBIATL MPOAAXKY IEKAPCTBEHHbIX CPEACTB UM NepenaBaTb UX
B YCTAaHOB/IEHHOM 3aKOHOAaTeNbcTBOM Poccuitckolt Pepepaumm nopagke:

(8 pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npoun3BOANTENSAM IEKaPCTBEHHbIX CPEACTB ANA NMPOU3BOACTBA /IeKaPCTBEHHbIX CPeACTs;
2) opraHu3aumMam onToBOM TOProB/N IEKAPCTBEHHbIMW CPEACTBaMMU;

3) anTe4yHbiM OpraHn3aumnam, BETEPUHAPHbIM aNTeEYHbIM OpPraHMsaunam, UHANBUAYA/IbHbIM
npegnpuHMmatenam, MMerwmm NUeH3No Ha d)apMaLI,eBTMHECKyIO AeATEeNbHOCTb UN NNLLEH3UIO Ha
MeONLIUHCKYIO OeATENIbHOCTb,

4) Hay4yHO-MCCNen0BaTENLCKMM OpPraHmn3aLumMam ANa HaydyHo-uccieaoBaTeNbCckol paboTsl;
5) MeAMLMHCKMM OpraHn3aumusam 1 BETePUHAPHbIM OpraHn3auuam;

6) opraHusauMaM W MHAMBUAYANbHbIM MPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pa3BedeHue,
BblpallMBaHME M COAEpPrKaHME MMBOTHbIX (33 WCKAOYEHWEM MNPOAaXKM UM  GapmaLLeBTUYECKUX
cybCTaHUM UK MX Nepeaayn).

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. Mpoussoantenn ¢apmaLeBTUYECKON CyBCTaHUMM chivpTa 3TMAOBOrO (3TaHos1a) 06s3aHbI
OCYLLECTBAATb peannsaumio (nepegaydy B yCTaHOBAEHHOM 3aKoHOAaTeNbCTBOM Poccuiickolt degepaumu
nopsake) dapmauesBTMYecKOW cybCTaHUMM  CNMpPTA  3TWUAOBOrO  (3TaHos1A)  MpouM3BOAUTENAM
NeKapCTBEHHbIX CPEACTB 4/1A MPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB, NPOU3BOAUTENAM (M3rOTOBUTENAM)
MeANLUNHCKUX U34eNnit ANs NPON3BOACTBA U U3rOTOBAEHWNA MEAULLUHCKUX U3LEINN B EMKOCTAX 06 beMom
He 6onee 1 nntpa n (Mnn) He meHee 1000 NUTPOB, a OPraHM3aLMAM, YKa3aHHbIM B NMyHKTax 3 - 5 yactn 8
HacTosLwen cTaTby, B Tape obbemom He bonee 1 nnTtpa.

(yactb 9 BBegeHa deaepanbHbiM 3aKoHOM OT 29.07.2017 N 278-93; B pea. PenepanbHbix 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-3)

10. Peanusaumsa (nepepaya B YCTaHOB/MEHHOM 3aKoHoZaTeNbCTBOM Poccuiickolt depepaunu
nopsake) dapmaueBTUYECKON cybCTaHUMKM CNMpTa 3TM/IOBOrO (3TaHONa) OpraHM3auMam OMTOBOW
TOProBAW NEKAPCTBEHHbIMW CPEACTBaMM He A0oNycKaeTcA.

(yacTb 10 BBEAEHA DenepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

11. NepeBo3KK PapmaLeBTUYECKON CyOCTaHLMMU CIMPTa 3TUIOBOTO (3TaHO/A) OCYLLECTBAAOTCA C
cobnogeHnem TpeboBaHUM, YCTAaHOB/EHHbIX ab3auem 4YeTBepTbiM MyHKTa 3 cTaTbu 9 PepepanbHOro
3aKoHa OT 22 HoAbps 1995 roga N 171-®3 "O rocygapcCTBEHHOM PEryinMpoBaHUM MPOU3BOACTBA U
060poTa 3TWIOBOFO CNWMPTA, ANKOTrOJbHOM W CNUMPTOCOAEPIKallen NpoAyKUMM M 06 orpaHuYeHuM
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notpebaeHus (pacnuUTmna) ankoroabHOM NpoayKumn".
(yactb 11 BBeaeHa ®egepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

CtaTba 46. MapKUpOBKa NEKaPCTBEHHbIX CPEACTB

1. .ﬂeKapCTBeHHble npenapatbl, 3a UCKAKYEHUEM J1IEKAPCTBEHHbLIX MpPenapaTtoB, U3roTOB/IEHHbIX
anTe4yHbiMn OpraHn3aumamun, BeTepUHapPHbIMKU aNTe€4YHbIMKU OpPraHU3aumnamum, UWHAUBUAYAZIbHbIMU
npeanpuHUMaTeNaAMKM, WUMEWNUMM  JINLEH3UIO Ha (papMaLeBTUYECKYID AeATeNbHOCTb, A0JIXKHbI
nocTynaTtb B 0bpalleHne, ecnu:

1) Ha ux nepBMYHOM YyMaKOBKe (32 MWCKNIOYEHMEM MEepPBMYHOM YMAKOBKU NEKAPCTBEHHbIX
pacTUTENbHbIX NPEMNAPaTOB) XOPOLIO YMTAaEMbIM LWPUPTOM Ha PYCCKOM A3bIKE YKaszaHbl HAMMEHOBaHME
NIeKapCTBEHHOrO npenapaTta (MerKAyHapogHoe HenaTeHTOBAaHHOE, WAW  TPYMNMNMPOBOYHOE, WM
XMMWYECKOE, UM TOProBOe HaMMEHOBaAHWE), HOMep Cepum, AaTta BbiNycka (419 UMMYHOBMONOTNYECKNX
JIeKAPCTBEHHbIX MPENapaToB), CPOK FOAHOCTM, A03MPOBKA WAWN KOHUEHTpauusa, o6bem, aKTMBHOCTb B
eaMHNLAX AeNCTBMA UAN KOIMYECTBO 403;

(8 pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 07 22.12.2014 N 429-93)

2) Ha UX BTOPUYHOM (NOTPEebUTENbCKOM) YNaKOBKe XOPOLLIO YNTAaEMbIM LPUPTOM Ha PYCCKOM A3blIKe
YyKa3aHbl HaMMeHOBaHME JIeKapCTBEHHOro npenapata (MeXKAyHapoAHOe HenaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, WM XMMMYECKOE W TOProBOe HaMMEHOBaHWS), HaMMEHOBaHWE NPOWU3BOAMUTENA
JIeKapCcTBEHHOTO NMpenapaTta, HOMepP CepuK, AaTa BbiNycKa (418 UMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapaTtoB), HOMEpP PErucTPaLMOHHOrO YAOCTOBEPEHWA, CPOK TOAHOCTM, CNocob NpUMeHeHwus,
[03MPOBKA WM KOHLUEHTpauusa, o6bem, akTMBHOCTb B eAMHULAX AeWCTBUA NMBO KOAMYecTBO 03 B
YyNaKoBKe, IeKapCcTBeHHan Gpopma, ycnoBmA OTMNYCKa, YCA0BUA XpaHeHUs, NpeaynpeanTesibHble Haanmcu.
(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-93)

2. ®apmaueBTMUYECKME CcyBCTAHUMM OO0MKHbI NOCTyNaTh B obpalleHUe, ecnnm Ha UX NepBUUYHOM
YNaKOBKE XOPOLIO YNTAEMbIM LWIPUGTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHMe dapMaLLeBTUYECKOMN
cybcTaHuMM (MerayHapoaHOoe HenaTeHTOBAaHHOE, UKW TPYMMUPOBOYHOE, UM XMMMUYECKOE U TOProBoe
HaMMeHOBaHWA), HAMMEHOBaHWe Npou3soauTena GpapmaLeBTMYECKON cybCcTaHUMKM, HOMEpP CepUKn 1 AaTa
M3roTOB/AIEHUA, KOIMYECTBO B YNaKOBKE N eAUHULblI U3MEPEHNA KOIMYECTBA, CPOK MOAHOCTU N YCAOBUA
XpaHeHus.

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

3. JleKapcTBeHHbIe CPeACTBa B KaYeCTBe CbIBOPOTOK AO/XKHbI NOCTYNaThb B 0bpalleHue ¢ ykazaHmem
MBOTHOTO, N3 KPOBMW, N/1a3Mbl KPOBM, OPraHOB 1 TKaHE KOTOPOro OHW NOJTyYEHbI.

4. Ha BTOpUYHYIO (NOTpebuTenbCKyio) yNakoBKY NeKapCTBEHHbIX CPEACTB, NOAYYEHHbIX U3 KPOBMU,
naasmbl KPOBU, OPraHOB U TKaHeWn YenoBeKa, A0MKHA HaHOCUMTbCA Haagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatmta C 1 NOBepXHOCTHbIM aHTUIEH BMpYyca renatmTa B oTcyTtcTeytoT".

5. Ha nepBUYHYO YNaKoBKY M BTOPUYHYIO (NOTPebUTeNbCKY0) yNakoBKy paanodapmaleBTUYecKmx
NleKapCTBEHHbIX CPeACTB A0NKEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONacHOCTK.

6. Ha BTOpMYUHYO (NOTPEBUTENLCKYIO) YNAaKOBKY romMeonaTMYeckuX fIeKapCTBEHHbIX MpenapaTtos
[0/1>KHa HaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpuYHylO (NOTpebuTenbcKylo) YNakoBKY NEKapCTBEHHbIX PacTUTE/bHbIX MpenapaTos
O0/KHA HAHOCUTbCA Haanuck: "MpoayKLumMA NpoLwaa PpaanaLMoHHbIN KOHTPOIb".

8. Ha nepBUYHY0 yNaKoBKy (ecnm Ans 3TOro CyLwecTBYeT TEXHUYECKasa BOSMOMKHOCTb) U BTOPUYHYHO
(noTpebutenbcKylo) ynakoBKY /EeKAapCTBEHHbIX MpPenapaTtos, MpefAHa3HauYeHHbIX ANA  KAUHUYECKUX
nccnenoBaHUM, A0NKHA HAHOCUTBLCA HAaANKUCh: "[na KAMHUYECKUX nccnenoBaHunin®.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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9. YnaKoBKa NEKapCTBEHHbIX CPeAcTB, MNpeAHa3HAYEHHbIX WCKAOYMTENbHO AN 3KCMOPTa,
MapKMpPYyeTca B COOTBETCTBUM C TPeBOBaHUAMM CTPaHbI-MMNOPTEpa.

10. Ha TpaHCnopTHyl Tapy, KOTopas He npegHa3HadyeHa AnA noTtpebuteneir M B KOTOPYlO
NMOMELLLEHO JleKapCTBEHHOe CpeAcTBO, AOJ/IKHA HAHOCUTLCA MHPOpMauMAa O HAaUMEHOBAHWMK, cepumn
JIeKapCTBEHHOIO CPeAcTBa, AaTe BbIMYCKa, KOJIMYECTBE BTOPMYUHbLIX (NOTPEeBbUTENbCKUX) YNaKoBOK
JleKapCTBEHHOro cpeacTsa, NpPoM3BoaMTeNIe IEKAPCTBEHHOMO CPeACTBa C YKa3aHMEeM HaMMEHOBaHUA n
MECTOHAXOAEHNA NPOU3BOANTENA NEKAPCTBEHHOIO cpeacTBa (aapec, B TOM Yncae CTpaHa u (nnmn) mecto
Npou3BOACTBa JIEKAPCTBEHHOIO CPEeACTBa), a TaKXKe O CPOKe rogHOCTU NIEKAapPCTBEHHOMO cpeactsa u 06
YC/IOBUSAX €r0 XPaHEHUA U NEPEBO3KKU, HEOBX0ANMbIe NpeaynpeanTesibHble HaANUCU U MaHUMYAATOPHbIE
3HaKMW.

11. Ha nepBMYHYIO YNAKOBKY M BTOPUYHYLO (MOTPEBUTENbCKYIO) YNAKOBKY IeKapCTBEHHbIX CPeACTB
ONA BETEPMHAPHOIO NPUMEHEHMA A0MKHA HAHOCUTLCA HaANUCh: "4 BeTepMHAPHOTO NpUMeHeHMA",

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOrO nNpenapata HaHOCUTCH
LUTPUXOBOWM Koga,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIMIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOM GEAEPALUMU
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAAOK BBO3a JIeKApCTBEHHbIX cpeactB B Poccuiickylo depepauuio M BbiBO3a
JIeKapCcTBeHHbIX cpeacTB U3 Poccuiickoit depepauumn
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. BBO3 neKapcTBeHHbIX cpeacTB B Poccuiickylo depepaumio ocywecTBAAeTcs B MOpsAKe,
ycTaHoB/feHHOM [lpaBuTenbctBoM Poccuidickolt  depepaumu, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKoHO4aTeNbCTBOM TaMOMKEeHHOro coto3a B pamKax EBpA3IC (aanee - TaMOMeHHbI coto3) U (Man)
3aKoHogaTenbcTBOM Poccuiickoi Peaepaummn o TaMoKEHHOM aene.

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

KoHcynbTaHTIAOC: npuMmeyaHue.

[o 01.09.2023 poccUMACKMM NPOM3BOAMTENAM PA3pPELLEHO B YBEAOMUTE/IbHOM MOPALKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYecKMe cybCcTaHuMM AAA BEeTepPUHAPHOro MNPMMEHEHMA Ans
NPOM3BOACTBA 3aPErMCTPUPOBAHHbBIX JIEKAPCTBEHHbIX cpeacTs (MocTaHoBneHMe MpaBuTenbcTBa PO ot
12.03.2022 N 353).

2. Beosumble B Poccuiickyto degepaunio NeKapCTBEHHble CPEeACTBA AO/KHbI COAEPKATbCA B
rocyAapCTBeHHOM PEecTpe IeKapCTBEHHbIX CPeaCTs.
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 27.12.2019 N 462-03)

3. Jonyckaetca BB03 B Poccuiickyto ®eaepaumio KOHKPETHOMN NapTUKM 3aperncTpUpPOBaHHbIX U (Man)
He3aperMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX CPeACTB, MpefHasHayeHHbIX 417 NPOBeAEeHUA KAMHUYECKUX
nccnefoBaHWU NIEKAPCTBEHHBIX NPenapaToB, MPOBEAEHUA 3KCMepTU3bl JIeKapCTBEHHbIX CPeacTs A/
OCYLLECTB/IEHUSA TOCYAAPCTBEHHOM PErucTpaumm JNeKapCcTBEHHbIX NPEnapaToB WMAWM A/A  OKasaHusA
MEAMLMHCKOW TMOMOLWM MO JKM3HEHHbIM MOKA3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHWM
paspelleHuns, BblAAHHOTO YMNOJHOMOYEHHbIM ¢esepasbHbIM OPraHOM MCMOJAHUTENbHOM BAACTU MO
3aB/IEHUAM /ML, YKa3aHHbIX B cTaTbe 48 HacTosAwero PesepanbHOro 3aKoHa. PaccmoTpeHMe Takoro
3aAB/IEHNA U TMpPUHATME peleHWAs O Bblgaye paspeleHnss Ha BBO3 KOHKPETHOM napTum
3aperucTpupoBaHHbIX U (MIM) HE3APETUCTPUPOBAHHbBIX JIEKAPCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX gas
NPOBeAEHUA KAUHUYECKMX WCCNef0BaHWUMA JIEKAPCTBEHHbLIX MPEenapaTos, MPOBEAEHUS 3KCMepTUsbl
NeKapCTBEHHbIX CPeacTB A/ OCYLLeCTB/NEHUA TOCYLApPCTBEHHOW PErucTpaumm  NeKapCTBEHHbIX
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npenapaTtoB WAM ANA OKasaHWA MeAULMHCKOW MOMOLWIM MO KU3HEHHbIM MOKa3aHWAM KOHKPETHOro
naumeHTa 1Mbo 06 oTKase B BblAaye yKa3aHHOro paspeLleHus NpoM3BOAATCA B CPOK, He NpeBbILLaoLL M
nAaTM pabounx gHei. NnaTa 3a BblAavy YKa3saHHOIO paspeLlleHns He B3MMaeTca.

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

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.01.2024 y. 3.1 cT. 47 yTpaumusaet cuny (P3 ot 27.12.2019 N 475-93).

3.1. JonycKaeTcs BBO3 B Poccuiickyto ®egepaumio KOHKPETHOM MapTUM HE3aperncTpupoBaHHbIX
JIEKapCTBEHHbIX MPEenapaToB, COAEPIKALLMX HAPKOTMYECKME CPEeACcTBa MM MCUXOTPONHbIE BeLLecTBa, B
nopsake, yctaHosneHHom [lpaBuTenbcTBom Poccuiickon dPepepaummn, AnA OKasaHMA MeAULMHCKOM
NMOMOLLM MO M3HEHHbIM MOKa3aHUAM KOHKPETHOIo NaumeHTa Wau rpynnbl NAUUMEHTOB B C/y4Yae, ecam
MMeeTcA pelleHne BpayebHOM KOMUCCUMM MEeOMUMHCKOM OopraHusaumm o HesdahdeKTUBHOCTU UK
HEBO3MOXKHOCTM MPUMEHEHMA Y KOHKPETHOro MauMeHTa WHbIX 3apPermcTpMpOBaHHbIX JIEKAPCTBEHHbIX
npenapaTos, B TOM YuUC/e COoAeprKalux Apyrve AenCTBYOWME BellecTBa, U 0 HeobxoaMMOCTH BBO3a
onpeaeneHHoOro  He3aperncTPUpoBaHHOTO  JIEKAPCTBEHHOrO  MpenapaTa € yKasaHMeM  ero
MEXAYHAPOAHOrO HEeMaTeHTOBAaHHOIO (MAM XUMUYECKOro, WMAM TPYNMNUPOBOYHOr0) HamMeHOBaHMUS,
dopmbl  BbiNycKa M KosmyecTtBa. [lepeyeHb 3ab0sieBaHUIA UM COCTOAHUIA W COOTBETCTBYIOLLMX
JIeKapCTBEHHbIX MPEnapaToB, COAEPKALLUX HAPKOTUYECKME CPeACTBa U NCUXOTPONHbIE BELWECTBa, B LLeAX
OCYLLECTB/IEHNA WX BBO3a B COOTBETCTBUM C TPebOBaHMAMM HACTOAWEN 4YacTU YTBep)KOaeTcs
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMONHUTENIbHOWN BAACTU.

(yacTb 3.1 BBeaeHa denepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

3.2. o 31 pekabps 2024 ropa gonyckakoTca BBO3 Ha Tepputopuio Poccuitickon Peaepaumn m
obpauieHme B Poccuitickoit depepaumm c¢ yd4eTom OCOBEHHOCTEM, yCTaHOBAEHHbIX [paBUTENbCTBOM
Poccuitickoli depepaumn, 3aperucTpUpoBaHHbIX JIEKAPCTBEHHbLIX MpPenapaToB AAf MeAULMHCKOro
NPUMEHEHMA B YNaKOBKax, NpeAHa3HaYeHHbIX A1A obpalleHma B MHOCTPaHHbIX rocyAapcTBax, B cayyae
AedeKTypbl NIEKAPCTBEHHbIX MPEenapaToB WAW PUCKa ee BO3HUKHOBEHWS B CBA3WM C BBeAEHMEM B
OTHoLLeHun Poccuinckoit depepaumm orpaHNUYMTENbHbIX MEP SKOHOMMYECKOTO XapaKTepa npu YCA0BUK
COOTBETCTBUSA BBO3MMbIX JIEKAPCTBEHHbIX MNpenapaTtoB TpPeboBaHMAM, YCTAHOBAEHHbIM MNpPU  UX
pernctpauuu, 3a UCKAoYeHnem TpeboBaHUIM K NepBMUYHOM YNaKOBKe, BTOPMYHOM (NoTpebutenbckon)
YNaKOBKe, a TaKX¥e MpM HaiMuMM Ha BTOPUYHOMN (NOTpebuTenbCKoW) ynaKoBKe JIeKapCTBEHHbIX
npenapaToB, Haxo4ALLMXCA B 0OpPALLEHUM, CAMOK/IeALWencs 3TUKETKMU, comepKalwein MHpopmaumioo o
JIeKapCTBEHHOM MpenapaTe Ha PYCCKOM fA3blKe.

(yactb 3.2 BBegeHa PeanepanbHbiM 3aKkoHOM OT 26.03.2022 N 64-03; B pea. GeaepanbHOro 3akoHa ot
19.12.2022 N 519-®3)

4. B Poccuiickyto denepaumio MOXKHO BBO3WTb JIEKApPCTBEHHbIE CPeACcTBA, KAauyecTBO KOTOPbIX
NOATBEPKAEHO  CepTUPMKATOM  NPOM3BOAMTENSA  JIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPALWUM
COOTBETCTBME BBO3UMbIX JIEKaPCTBEHHbIX CPeACTB TpeboBaHMAM hapmaKoneiHbix cTaTen AMbo B caydae
MX OTCYTCTBMA HOPMATMBHOMN AOKYMEHTALMN AN HOPMATUBHOO AOKYMEHTa.

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

5. 3anpewaeTca BBo3 B Poccuiickyto Pegepaumio panbcudmumMpoBaHHbIX IEKaPCTBEHHbIX CPEACTB,
He406pOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhaAKTHbIX 1EKAPCTBEHHbIX CPEACTB.
(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

6. dPanbcnduuMpoBaHHbIE J/IeKApPCTBEHHbIE CPeacTBa, HeAo0bpPOKayecTBEHHble NEeKapCTBEHHbIe
CPeACTBa NoAJ/IexKaT U3bATUIO U NOC/eAYOWEMY YHUUTOXKEHUIO UK BbIBO3Y U3 Poccuiickoi deaepaumu,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEACTBA - U3BATUIO U NOCIEAYIOLLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
uaM  BbiBO3 M3  Pocculickoit  depepaumm  ¢anbcUPULMPOBAHHBLIX  JIEKAPCTBEHHbIX  CPEACTB,
HeL06pPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPAadaKTHbIX  JIEKAPCTBEHHbIX  CPEeACTB
OCYLLEeCTBNISIETCA 3@ CYeT J/Mua, OCYLEeCTBMBLIEro MX BBO3. [lOpAAOK YHUUTOMKEHUA U3bATbIX
$anbCUPUUMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, HeA0bpPOKAYECTBEHHbIX JIEKAPCTBEHHbLIX CPeacTs,
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KOHTpadaKTHbIX IeKapCTBEHHbIX CPeACTB ycTaHaBAuBaeTca NpaButenscTBom Poccuitickoi degepaumm.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlvua, ocywectsnaowme BBo3 B Poccuiickyto  Depepaumio  danbcuPULMPOBAHHbIX
NIeKapCTBEHHbIX  CPeacTB, HeaoOpPOKAYecTBEHHbLIX  NEKAPCTBEHHbIX  CPEeACTB,  KOHTpadaKTHbIX
JIeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOLATENbCTBOM
Tamo»KeHHOro coto3a 1 (M1un) 3akoHoaaTenbcTBOM Poccuitickol Peaepalium 0 TaMOMKEHHOM Aiene.

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

8. BbIBO3 NIeKapCTBEHHbIX cpeacTs u3 Poccuiickoi ®epepaumm ocyectsasetca 6e3 npumeHeHua
OrPaHUYEHUI, YCTAaHOBEHHbIX TAaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOMKEHHOro cotsa u (uan)
3aKoHoAaTenbCTBOM Poccuitickon Pepepaumm 0 rocysapCTBEHHOM PeryiMpoBaHUM BHELWHETOProBOW
OeATeNbHOCTH.

(B pea. ®PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, or 25.11.2013 N 317-93, ot 22.12.2014 N 429-
®3)

9. BBoZ B rpaxAaaHCKMI 060pOT SIEKAapCTBEHHbIX NPEenapaTtoB AN MEeAULMHCKOTO NpPUMEHEHMUS,
BBE3EeHHbIX B Poccuitckyto Peaepaumto, ocyLecTBAseTca ¢ cobatogeHmem TpeboBaHN, YCTaHOBAEHHbIX
cTaTbel 52.1 HacToswero ®eaepanbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbIM 3aKoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2023 cT. 47 pononHsaetca 4. 10 (®3 ot 02.07.2021 N 317-D3).

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTts B
Poccuitckyo Pepepauumio
(B pen,. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNekapcTBeHHble cpeacTsa B Poccuiickyto Pesepaumio MoryT BBO3UTb:
(8 pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) npon3ssoauTenn NEKApPCTBEHHbLIX Cpeacts AON1A u,enel7| COBCTBEHHOrO npon3ssoAacTBa
NNEKapPCTBEHHbIX CPeAacTs;

2) MHOCTpaHHble pPa3paboTuMKM NEeKapCTBEHHbIX CPEACTB WM MHOCTPaHHble NPOWU3BOAMTENM
NeKapCTBEHHbIX CPEACTB UK ApYyrue IopUAMYecKue anua no nopyYeHunio paspaboTumnka NeKapcTBEHHOO
cpeacTBa 4/1A NPOBeAEeHUA KANMHUYECKMX UCCNeAO0BaHMI eKapcTBEeHHOro npenapata, OCyLLeCTBeHMS
rocyfapCTBEHHOW  PEerucTpauumn  NeKapCcTBEHHOrO Mpenapata, BK/AOYEHMSA  papMaLLeBTUYECKON
cybCTaHUMM B rOCyAapCTBEHHDBIN pPeecTp NEKApPCTBEHHbIX CPeACTB, KOHTPO/IA KayecTBa JIeKapCTBEHHbIX
CPeACTB NPU HaIMUYNKN PaspeLleHns YNoJHOMOYEHHOro deaepanbHOro opraHa UCMOJIHUTEIbHOM BAAcTU
Ha BBO3 KOHKPETHOM NapTUM IeKapCTBEHHbIX CPEeACTB;

3) OopraHunsauunu onToBOM TOProB/i NeKapCTBEHHbIMU CpenCTBaAMMU;

4) HayyHO-uUcCNedoBaTeNIbCKME OpraHusauuun, obpasoBaTesibHble OpraHM3auMM  BbICLLIETO
06pa3oBaHNA, NPOU3BOAMTENN NIEKAPCTBEHHbIX CPEeACTB ANA pa3paboTKu, MUCCAenoBaHUI, KOHTPOAA
6e3onacHOCTM, KayecTBa, 3OGDEKTUBHOCTM JIEKAPCTBEHHbIX CPEACTB MPU  HAAUYMU  paspeLleHun
YNOAHOMOYEHHOTO deaepasnbHOro opraHa UCNONHUTENbHOW BAACTK;

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

5) MeagnunHCKMe opraHmsaynm, MHble yKkasaHHblie B NMYHKTaX 1-4 HaCTO‘r'ILLI,EI7I CTaTbh OpraHn3auunm
ANnAa OKasaHuA ME,D,MLLMHCKOP’I noMoLwn No XN3HEHHbIM NMOKa3aHUAM KOHKPETHOIo nauyneHTa npu Haan4mm
pa3peweHnAa ynoJIHOMOYEHHOrIo d)e,u,epaanoro OpraHa NCNONIHUTENbHOW BNACTU HA BBO3 KOHKpETHOﬁ
NapTnn nekapCcrBeHHOro npenapara, BblAaHHOTO B YCTAHOB/IEHHOM NMopAAdKe B d)opme 3/1EKTPOHHOTIO
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AOKYMeHTa, NOANNCAHHOIo YCUAEHHOM KBanndULUMPOBaHHOMN 3/1€KTPOHHOW NOANUCHIO;
(B pen,. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2024 n. 6 cT1. 48 yTpaumnsaet cuny (®3 ot 27.12.2019 N 475-03).

6) rocygapCTBeHHble YHUTAPHbIE MPeanpUaTUA, MMYLLLECTBO KOTOPbIX HaxoamuTcsa B ¢enepanbHOM
cobcTBeHHOCTH, onpeaensemble MNpaButenbcTBom Poccuiickoit Pepepaumu, B 4acTn BBo3a B Poccuiickyto
depepaunto He3apPerncTpupoBaHHbIX JIEKAPCTBEHHbIX MPEMNAPaToB, COAEpPXKallUX HapKOTUYeCcKne
CPeAcTBA WAWM MNCUXOTPOMHbIE BELWLECTBA, A/1A OKA3aHWA MeAMUMHCKOM MOMOLLM MO KU3HEHHbIM
MOKa3aHMAM KOHKPETHOro nauyeHTa WUAM rpynnbl NaLMeHToOB B COOTBETCTBMM C YacTbto 3.1 ctaTtbm 47
HacToawero PegepanbHOro 3aKoHa.

(n. 6 BBegeH ®epepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

Cratba 49. [lokymeHTbI, NpeacTaBaseMble B TaAMOXKeHHble opraHbl Poccuiickoii ®egepaumnm npm
BBO3€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyto deaepauyuto
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuitckylo Pepepaumio B TaMOXKEHHbIE OpraHbl
Poccuiickoir ®Pepepauum Hapagy C  AOKYMEHTamMW, npeacTaB/ieHMe KOTOPbIX MpeaycMOTPeHo
TAMOMEHHbIM 3aKOHOAATE/NIbCTBOM TaMOXEHHOro cosa M (Mnu) 3akoHomaTenbcTBOM Poccuiickoi
depepaunmn 0 TAMOXKEHHOM Zesie, NPeACTaBAATCA c/ieayolume JOKYMEHTbI:

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

1) cepTudMKaT NpPoU3BOAUTENA NIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOTIO J/IeKapCTBEHHOrO cpeactBa TpeboBaHMaM dapmaKkoneliHoi ctaTbu nMbo B Ciyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMN UAN HOPMATUBHOIO AOKYMEHTA;

2) paspelleHMe YMNOJHOMOYEHHOrO ¢eaepanbHOro OopraHa MCNONHUTENbHOM BAACTM Ha BBO3
KOHKPETHOM MapTMM NeKapCTBEHHOro CPeacTBa B CAy4YasX, YCTAaHOBJEHHbIX 4YacTbto 3 cTatbun 47
HacTosero PeaepanbHOro 3aKoHa.

2. [OKYMEeHTbl, yKasaHHble B NyHKTax 1 M 2 4yactM 1 HacToswen cTaTbM, NpeacTaBAAlOTCA B
TaMOMKeHHble opraHbl Poccuiickoinnt Pepepaumm Npu NpUbLITUM NEKAaPCTBEHHbIX CPeacTB B Poccuiickyto
depepaumio.

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

Cratba 50. BBO3 neKapCTBEHHbIX npenapatoB B Poccuiickyio degepaumio s ANYHOro
MCNO/Ib30BaHUA U MHbIX HEKOMMEPYECKUX Leneil, a TaKKe ANA UCNO/b30BaHMA Ha TeppuTopun
MeXAYHapoAHOro MeAULMHCKOro Knacrepa
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto degepaumio 6e3 ydyeta
TpeboBaHUI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctaTbamn 48 u 49 HacToslero PeaepanbHOro
3aKOHa, ec/in OHU NpeAHa3HayeHbl ANA:

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

1) AMYHOrO MCNONb30BaHUA GUINYECKMMU IMLLAMU, NPUbbIBLIMMM B Poccuiickyto Peaepaumto. Mpu
3TOM BBO3 B Poccuiickyto ®epepaunio NekapcTBEHHbIX NPenapaToB, COAEPMKALMX CUAbHOAENCTBYIOWME
1 (MNn) Af0BUTbIE BELLECTBA, BK/IIOYEHHbIE COOTBETCTBEHHO B CMMCOK CUbHOAENCTBYIOLLMX BELLECTB ANA
Lenel yrooBHOro 3akoHoAaTeIbecTBa Poccuiickolt desepaLmm U B CMUCOK AL0BUTBIX BELLLECTB ANA Leneit
YrO/I0BHOrO 3aKoHoAaTeNbCcTBa Poccuiickon Penepaunmn, yTBepKAeHHble MpaBuTenbCcTBOM Poccuitickol
denepaumnn, OCYLWECTBAAETCA MNPU HAMYMM  LOKYMEHTOB (3aBEPEHHbIX KOMWIA [AOKYMEHTOB WU
3aBEPEHHbIX BbLIMMCOK W3 HMX), NOATBEPXKAAIOWMX HasHayeHue OGU3MYECKOMY MUY  YKA3aHHbIX
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JIeKapCTBEHHbIX MpPenapaToB (3a UCKAOYEHWEM JIeKapCTBEHHbIX NpenapaTos, 3aperncTpMpPOBaHHbIX B
Poccuiickoit depepaummn n otnyckaembix B Poccuinickon depepaumm 6e3 peuenta Ha J€KAPCTBEHHbIN
npenapar). NoaTBepKaatowme OKYMEHTbI (MX 3aBEPEHHbIE KOMUM UM 3aBEPEHHbIE BbIMUCKU U3 HUX)
OO/MKHbI CoAep)KaTb CBEAEHMA O HAMMEHOBAHWM U KOJIMYECTBE HA3HAYEHHOTO JIEKAPCTBEHHOTO
npenaparta. B cnyyae, ecnm noareepaatowme OAOKYMEHTbl (MX 3aBepeHHble KoMK WKW 3aBEPEHHble
BbIMUCKN M3 HUX) COCTaB/IEHbl Ha MHOCTPAHHOM A3blKe, K HUM MpuaaraeTca HoTapuaabHO 3aBEPEHHbIN
nepeBog, Ha PYCCKUM A3bIK;

(n. 1 B8 pea. epepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wncnonb3oBaHMa PabOTHMKAMM  AUMIOMATMYECKOrO Kopnyca MAM  NpeacTaBuUTensimu
MeXayHapoaHbIX OpraHn3aLuii, akkpeaMToBaHHbIX B Poccuiickoli ®eaepaumnu;

3) NeyeHMs NaccaXkMpOB WM YNEHOB 3KMUMAXKEW TPAHCMOPTHbIX CPEeACTB, Moe3fHbiXx bpurag w
BOAMTENIe TPAHCNOPTHBIX CPeacTs, NPUbbIBLWIMX B Poccuiickyio ®eaepaumio;
(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

4) neyeHMA YYaCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNOPTUBHbLIX MEPONPUATUI U YY4ACTHUKOB
MeXAYyHapOAHbIX SKCneaNLNiA;

5) neyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300Cagax, UMPKax, OKeaHapuymax,
AenbGUHaApUAX, NEeYEHUA AMKUX KUBOTHbIX, MOCTOAHHO WM BPEMEHHO HaCENAILWMNX TEePPUTOPUIO
Poccuiickolt depepaumm, HaxoAAWMXCA B COCTOSHWUWM eCTECTBEHHOW CBOOOAbI M MpUHAANEKALMX K
BMAAM, 3aHeceHHbIM B KpacHylo KHury Poccuiickon depepaumm M (MAnM) KpacHble KHUMM cybbekToB
Poccuinckoit depepaumm, a TaKkKe XUMBOTHbIX, BBO3MMbIX B Poccuitckyto depepauuto gna yyactma B
CNOPTMBHBIX U 3PE/IULLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) MCNO/Ib30BaHUA HA TEPPUTOPUN MEKAYHAPOAHOTO MEAMLMHCKOTO Knacrepa.
(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 29.06.2015 N 160-93)

2. B cnyyasx, npenycMOTPEHHbIX YacTbto 1 HacToAlen cTaTbM, AOMNYyCKAeTca BBO3 B POCCUIACKYIO
depepaunio IeKapcTBEHHbIX NPENapaToB, He 3apPerncTPUpPoBaHHbIX B Poccuiickoin ®eaepauymm.
(B pen,. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble 418 'yMaHUTapHOW NoMoLLm (coaencTemsa) unm
MOMOLWM MpPM 4pe3BblYalHbIX CUTyauusax, BBO3ATCA B Poccuitickylo depepaumio B  MNOPAAKeE,
ycTaHoB/feHHOM [paBuTenbctBom Poccuiickot Pegepaumn. 3anpeuwiaetcas BBO3 B Poccuiickyto
defepaumio  He3apermcTpMpoBaHHbLIX  JIEKAPCTBEHHbLIX  MpPenapatos, MpeAHasHa4YeHHbIX  AAaA
rymaHuTapHOM nomoLm (coaencTema) MaM NOMOLLM NPU YPE3BbIYANHbIX CUTYaLMAX.

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

Cratba 51. CoTpyaHuuecTBo ¢peaepanbHOro opraHa UCNOJSIHUTENBbHOW BNACTU, YNOJIHOMOYEHHOTO
B 061aCTU TaMOXKEHHOrO Aena, U APYrux ynosHOMOUYEHHbIX ¢peaepanbHbIX OpraHOB UCMNONMHUTENIbHOW
BJIACTU

1. YnonHomoueHHble d)e,a,epaanble OpraHbl WCNONIHUTENIbHON  BNACTU npeanocrtasnAl0T B
pacnopAaxeHwmne d)e,u,epaanoro OpraHa NCNONHUTENbHOWM B/N1aCTHn, YMNOJIHOMOYEHHOIO B obnactu
TaMOXEHHOIro aena, I'OCYAapCTBeHHbIﬁ peecTp NneKapCTBeHHbIX CPeancTB, a TaKXKe MHd)OpMaLI,MIO 0o
BblAaHHbIX pa3peweHnax Ha BBO3 KOHKpETHOﬁ napThn  NeKapCTBEHHbIX CPeacTtB B Cay4asx,
YCTAHOBJ/IEHHbIX 4aCTblO 3 ctaTbu 47 HacToALWero CDe,a,epaanoro 3adKOHa.

2. depepanbHbiii OpraH MCNONHUTENILHOW B/IACTW, YNOJIHOMOYEHHbIM B 06/1acTV TaMOXKEHHOTO
Aena, UHGOPMMPYET yKasaHHble B 4acTU 1 HacToAlEel CTaTbM YNOJHOMOYEHHbIE defepasibHble opraHbl
MCMNONHUTENbHOW BAAcCTM O BBO3€ /IeKapCTBEHHbIX CpeAacTB B Poccuiickyio Peaepaumio M BbiBO3e
NeKapcTBeHHbIX cpeacTs u3 Poccuiickoint ®easepaunn no popme M B NopaaKe, KOTOPble YCTaHOB/EHbI
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Mpasutenbctsom Poccuiickoin Pepepauymn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Fnasa 10. PAPMALEEBTUYECKAA OAEATE/IbHOCTDb
CraTtbsa 52. OcyuwiectBneHne papmau,eBTUHECKON AeATeNbHOCTU

1. dapmaueBTUYECKas [eATeNbHOCTb OCYLLEeCTBAAETCA OpraHu3auMamM ONTOBOW TOProBAu
JIeKapCTBEHHbIMW  CPEACTBAaMW,  anTeYHbIMM  OPraHM3auMsamMK,  BETEPUHAPHbIMU  anTEYHbIMU
OpraHvM3aumMaMy,  UHAMBUAYANbHLIMM  NPeAnpPUHUMATENAMU,  UMEWUMU  JIMLEH3UIO  Ha
bapMaueBTUYECKYID AEATeNIbHOCTb, MEeOMUMHCKMMMU OPraHM3aumMamu, MMEWMMKU JULEH3UIO Ha
bapmaueBTUYECKYO AeATeNbHOCTb, U WX 060cobAeHHbIMU nogpasaeneHusMmn (ambynatopuamu,
denbawepckumn un  GenbAWepcKo-aKyLWepCKMMN  NMYHKTaMK, LeHTpaMu (oTaeneHusmu) obuuei
BpauyebHol (cemeiHOM) NPaKTUKKU), PACMONOMKEHHbIMW B CEAbCKMX HACENEHHbIX MyHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BETePUHAPHbIMU OPraHU3aUMAMM, UMEIOLLMMWN NULEH3UIO Ha
dbapmaueBTUYECKYIO AeATENbHOCTb.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®usnyecknme NMUA MOFYT OCYLLECTBAATb (ApPMALLEBTUYECKYIO AEATENbHOCTb MPU HanMumMm
BbICLLEro UK cpegHero GpapmaueBTMYecKkoro obpasoBaHua U cepTUdMKaTa CNeunanmcTa, BbICLIEro Uan
cpefHero BeTepMHapHoro obpasoBaHMA U cepTUdMKaTa CNeLmanmcTa, a TaksKe BbICLLIEro UAnN cpeaHero
MeauLMHCKOro o6pasoBaHuA, cepTUdMKaTa cneunanmucta M AoNoAHUTENbHOro NpodeccMoHanbHOro
06pa3oBaHNA B YaCTU PO3HUYHOM TOPrOB/AM SIEKAPCTBEHHLIMW NpenapaTamu Npu ycioBUKU UX paboTbl B
060Cc06./1eHHbIX NOAPa3LENeHUAX MeANLIMHCKUX OPraHn3aLMi, yKasaHHbIX B YacTu 1 HacToALWEen CTaTby.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlAOC: NpumeyaHue.

JlekapcTBeHHbIe NpenapaTbl 4158 MeANULMHCKOTO NPUMEHEHWA, BBEAEHHbIE B rPaXKAaHCKMIM 060poT 40
29.11.2019, nognexaT XpaHeHUto, NepeBo3Ke, OTMAYCKY, peanms3aunm, nepegadye, NPUMMEHEHUIO A0
ncTeyeHma cpoka ux rogHoctm (43 ot 28.11.2018 N 449-93).

Cratba 52.1. BBoA, B rpaXkAaHCKuii 060poT NeKapcTBEHHbIX NpenapaTtoB A8 MeAULMHCKOro
npumeHeHus
(eBegeHa depepanbHbim 3aKoHOM OT 28.11.2018 N 449-03)

1. Mepen BBOAOM B rpa*kAaHCKMM 060POT KaxKAOW CEPUM AN KaXKA0M NapTUM NPOU3BELEHHOIO B
Poccuiickolt ®esepaumm NekapcTBEHHOTOo NpenapaTta 418 MeAULMHCKOTO MPUMEHEHUS, 32 UCK/II0YEHNEM
MMMYHOBMONOMMYECKUX NeKAapPCTBEHHbIX MPenapatos, MNPOM3BOAMTE/Nb TaKOro /1IeKapCTBEHHOMO
npenaparta npeacTaBaseT B peaepasbHblii OpraH UCNOAHUTENBHON BAACTU, OCYLLECTBAAIOWMIN DYHKLNN
Mo KOHTPOMO W Hag3opy B cdepe 34paBOOXpaHEHMA, AOKYMEHT MPOU3BOAUTENSA NIEeKAapPCTBEHHOro
CpeacTBa, NOATBEPXKAAIOWMI  KAyecTBO  /IeKApCTBEHHOro  npenapaTta, W MNOATBEPXAEHME
YNOAHOMOYEHHOIO ANLA MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB COOTBETCTBMA JIEKAPCTBEHHOro
npenaparta TpeboBaHMUAM, YCTAaHOBAEHHbIM MPU €ro rocyAapCTBEHHOW perncTpaumnm.

2. MNMepean, BBOOAOM B rparkAaHCKMI 0BOPOT KaxAoW Cepuy MAM KarKAOM NapTMM BBO3MMOrO B
Poccuiickyto  ®epepauuio  JIeKapCTBEHHOro npenapaTta  Aaa  MeAUUMHCKOrO  NpUMeHeHus, 33
UCK/IIOYEHNEM MMMYHOBUONOTMYECKUX JIEKAapPCTBEHHbIX MPEnapaToB, OpraHU3aums, OCyLLeCTBAAOLWas
BBO3 JIEKAapCTBEHHOro npenapata B Poccuiickyto Penepaumio, npeactasaseT B ¢penepasbHblii opraH
WCMONHUTENbHOW  B/IAaCTW, OCYLUECTBAAIOWMI  GYHKUMM MO  KOHTPOJIO W Hagsopy B cdepe
34paBOOXpaHeHMUs, cepTUMKAT MPOU3BOAUTENA NIEKAPCTBEHHOIO CPeAcTBa, YAOCTOBEPAOLWMIA
COOTBETCTBME BBO3MMOTO JIeKapCTBEHHOTO NpenapaTa TpeboBaHUAM GpapmaKoneiHoi cTaTbM, a B Cayyae
oTcyTcTBMA GapMaKomnerHon cTaTbM TpeboBaHMAM HOPMATUBHOM OOKYMEHTauuu, U MoATBEPKAEHUE
npeacTaBuUTeNIA OPraHM3aLMKM, OCYLLECTBASIOLWLEN BBO3 JIEKAPCTBEHHOro npenapata B Poccuiickyto
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depepaumio M YNOAHOMOYEHHOW WMHOCTPAHHbLIM  NPOU3BOAMTENIEM  JIEKAPCTBEHHbIX CPeAcCTs,
COOTBETCTBMA BBO3MMOTFO JIEKAPCTBEHHOrO npenapaTa TpeboBaHMAM, YCTAHOBAEHHbIM MpPU  €ero
rocyfapCcTBEHHOM PErncTpaymm.

3. MopAagoK npeactaB/ieHMa B COOTBETCTBMM C YacTAMMU 1 M 2 HacToALWLEN CTaTbU AOKYMEHTOB U
CBEAEHMN O JIEKApPCTBEHHbIX MNpenapaTtax, BBOAMMbIX B TpaXAaHCKUMA 060pOT, yCTaHaB/IMBAETCA
Mpasutenbctsom Poccuiickoin Pegepaumn.

4, B OTHOWEHWW nNepBbiX TPEX Cepuin MAM NapTUi NEeKapCTBEHHOro npenapaTa, Bnepsble
npousseaeHHoro B Poccuiickoit deaepaumm nam Bnepsble BBO3MMOro B Poccuiickyto deaepaumio, B
denepanbHbIii OpraH UCNONHUTENIbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBooOXpaHeHMs, LONONHUTENbHO NPeACTaBAAETCA NPOTOKOA UCMbITaHUI O COOTBETCTBUN CEPUN
WM NapTUM NEeKapCTBEHHOro npenapaTta 411 MeAMUMHCKOTO MPUMEHEHMS NOoKasaTeNAM KayecTsa,
npeaycMoTpPeHHbIM HOPMAaTUBHOM AOKyMeHTaumel (ganee - NPOTOKOA WCMbITaHWI), NPOBOAMMBIX
aKKpeamuToBaHHbIMU B COOTBETCTBUM C 3aKOHOA4aTENbCTBOM Poccuitickoi degepaunm 06 akkpeguTaLmm B
HaUMOHaNbHOW  CUCTEME  aKKpeguTaumum  denepanbHbIMM  TOCYAAPCTBEHHbIMM  BIOAMKETHBIMM
YUPEXAEHMAMW,  MNOABEAOMCTBEHHbIMM  deaepanbHOMy  OpraHy  WUCMOMIHMTENbHOW  BAacTy,
ocyuiecTeastolemy GyHKLUN No BbipaboTKe 1 peanmsaumm rocyaapcTBeHHOM NOAUTUKU U HOPMATUBHO-
NpPaBoBOMY PeryanpoBaHuio B chepe 34paBooxpaHeHus, u deaepasbHOMYy OpraHy MCMNOSHUTE/IbHOM
BJ1ACTK, ocyllecTeastowemy GYHKLMU NO KOHTPOO U Haasopy B chepe 3apaBooxpaHeHus. Mopagok
BblAa4M YKasaHHbIMKU deaepanbHbIMU FOCYAAPCTBEHHLIMU BIOAMKETHBIMU YYPEKAEHUAMM AAHHOMO
MPOTOKOANA U pa3mep NaaTbl 3a ero BblAavy yctaHasamsatoTca Mpasutenbcteom Poccuiickoin Peaepauuu.

5. ExxerogHo He nosaHee 1 ¢deBpans NpPou3BOANTENN NEKAPCTBEHHbIX CPEACTB UM OpraHM3aLmu,
OCYLLECTBNAIOWME BBO3 JIEKAPCTBEHHbIX MNpenapaToB B Poccuitckyio Pepepaumio, NpeacraBaaoT B
denepanbHblIii OpraH UCMOMIHUTEIbHOM BNACTU, OCYLLECTBAAIOWMI QYHKLMM NO KOHTPOJIO M Hag30py B
chepe 34paBOOXPaAHEHNA, NPOTOKON UCMbITAHUN NOCTYNUBLLErO B TeYEHMeE rofa B rpaxaaHCcKuii obopoT
JIEKapCTBEHHOIO npenapata KOHKPEeTHOro npousBoautens (Ha O4HY Cepuio KaxKaoro TOProBoro
HAaMMEHOBaHMA C YY4E€TOM NIeKapCTBEHHOW GOpPMbl U A03UPOBKK), MPOBOANMbBIX aKKPeAUTOBaHHbIMWN B
COOTBETCTBUM C 3aKoHoZaTenbcTBOoM Poccuiickon degepauum 06 aKkpeauTauum B HaLWMOHaNAbHOM
cUCTeMe aKKpeauTauumn ncnbitaTeNbHbIMM Nabopatopmamn (LeHTpamm).

6. [MMpousBoauTeENN NEKAPCTBEHHbIX CPEACTB MAW OpraHM3aumu, OCYLLECTBAAIOWME BBO3
JIeKapCTBEHHbIX NpenapatoB B Poccuiickyio Pegepaunio, He MEHEE YEM 33 OAMH Fof A0 NAaHUPYyEeMbIX
NPUOCTAaHOBNEHNA WAU NPEKpPaLLeHUs NPOM3BOACTBA JIEKAPCTBEHHbIX MPenapaTtoB WAM WX BBO3a B
Poccuitickyto Depepaumio yBegomnsaoT o6 3ToM deaepanbHblii OpraH MCNOAHUTENIbHON BAACTH,
OCYLLECTBAAOLWMIA GYHKLMM NO KOHTPOJO M HaA30py B chepe 34paBoOXpaHeHUs 1 deaepanbHblil opraH
WCMONHUTENbHOW  BNACTM,  OCYLLECTBAAKWMI  PYHKUMM N0 JIMLEH3NPOBAHWUIO  NPOU3BOACTBA
NleKapCTBEHHbIX CPeacTs.

7. BBOA, B rpakgaHCKUIA 0BOPOT KarKAoN cepumn UAM KaxkgoW MapTum MMMYyHOBMONOrmyeckoro
JIeKapCTBEHHOIO Npenapara, NpounsseaeHHOro B Poccuiickoit ®eaepaumm nam BBO3MMOro B POCCUNCKYIO
depepaumio, OCyWECTBASETCA Ha OCHOBAaHMM paspelleHus, BblAaHHOTO ¢eaepasbHbIM OpPraHoM
WCNONIHUTENbHOM  BNACTW, OCYLLECTBAAOWMM GYHKUMM NO  KOHTPOAO WM  Hag3opy B chepe
3[paBOOXPAHEHMNA, Ha OCHOBAHWW BblAaHHOrO ¢eaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAMKETHBIMU
YUPEKAEHUAMM, YKAa3aHHbIMM B YaCTM 4 HACTOALWEN CTaTbW, 3aKAHOYEHUA O COOTBETCTBUWU CEPUU UK
napTMM MMMYHOOWOIOTMYECKOrO NEKAPCTBEHHOMO Mnpenaparta TPpeboBaHMAM, YCTAaHOBAEHHbLIM NPU ero
rocyapcTBeHHOMN pernctpaumm. Mopagok Bblgayun paspelleHns Ha BBOZ B FParkAaHCKMIM 060opoT cepun
UAN NapTUM UMMYHOBMOIOMMYECKOTO NEKAPCTBEHHOIO NPenapaTa, a Takke NopAA0K BblAauM YKa3saHHOIO
3aK/NOYEHMA M pasmep nAaThl 3@ ero Bblgady ycTaHasausatotca [lpaButenbctBom Poccuiickoi
depepaunn.

8. 3a HenpeacTaBleHWE WAM HECBOEBPEMEHHOE NpeAcTaB/ieHne [AOKYMEHTOB M CBeAeHUM,
npeaycMoTpeHHbIX YacTamu 1, 2, 4, 5 1 6 HacToALLelN CTaTbM, MPOU3BOANUTENN IEKAPCTBEHHbIX CPEACTB U
OpraHuM3aLMm1, OCYLECTBAAIOWLME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Pocculickyio depepaunto, HecyT
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OTBETCTBEHHOCTb B COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM Poccuiickoi CDep,epau,MM.

9. MNpeAacTaB/ieHNne AOKYMEHTOB M CBEAEHWUM, NPeAyCMOTPEHHbIX Yactamu 1, 2 U 4 HacToawen
cTaTb, M MNOJy4YeHMe NPeAyCMOTPEHHOro 4YacTbio 7 HacToAlwen CcTaTbM paspelleHus Ha BBOA,
MMMYHODOMO/IOTMYECKOrO NEeKapCTBEHHOTO npenapata B rpaXAaHCKui obopoT He Tpebytotca B
OTHOLLEHUM NIeKAPCTBEHHbIX MNpPenapatoB, MpeZHa3HaYeHHbIX ANA NPOBEAEHUS  KAUHUYECKUX
NUCCNeloBaHUI NeKapCTBEHHbIX MpenapaTos, NPoBeAeHMA 3KCNepTU3bl JIeKapCTBEHHbIX CPeacTs AN
OCYLLECTB/IEHUS TOCYAapPCTBEHHOW PEerucTpaLmm NeKapCTBEHHbIX NPenapaToB, a TaKKe B OTHOLUEHWUM
HEe3aperncTpMpPOBaHHbIX N1EKAPCTBEHHbIX NPEenapaToB, NpPeAHa3sHaYeHHbIX AN OKa3aHUA MeauLMHCKOM
NMOMOLLM MO *KMU3HEHHbIM MOKA3aHMAM KOHKPETHOro nauueHTa WAW rpynnbl NauMeHTOB, BBO3UMbIX B
Poccuitckyto depepaymio B cooTBETCTBMM € Yactamm 3 M 3.1 ctatbn 47 HacToawero deaepanbHoro
3aKoHa.

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

10. MNpu BbIABNEHUM B rpakgaHcKom obopoTe cepum AW NapTUKU NIEKApPCTBEHHOrO MNpenapaTa,
OOKYMEHTbI M CBEAEHUA O KOTOPbIX, NPeaycMOTpPeHHble YacTamu 1, 2 1 4 HacToAleN cTaTbM, He
npeacrtassieHbl B defepasibHblit OpraH WCMNOJIHUTE/IbHOM BANAcTM, OCYyWEecTBAAOWMA GYHKUMM o
KOHTPO/IIO U Haa3opy B cdepe 34paBOOXpPaHEHMA, MO0 cepun UAM NapPTUU MMMYHOBNOIOrMYECKOTO
JIeKapCTBEHHOrO MpenapaTa, He MWMeWMUX paspeweHns Ha BBOA, B TPaXkAaHCKUA 060porT,
NpeaycMOTPEHHOIO 4acTbio 7 HaCToALWEW CcTaTbM, ¢eaepasnbHbli OpraH WCNOJHUTENbHOM BAACTH,
OCYLLECTBAAIWMIA GYHKUMMU MO KOHTPOJIIO M Haa3opy B cdepe 34paBOOXPaHEHUs, B MOPAAKE,
ycTaHoBneHHOM [MpaBuTenbctBom Poccuitickoit Pepepaumn, NPpUHUMaET pelleHne O MpPeKpalLeHun
rpa*kgaHCcKoro 0b6opoTa TakUxX CEPUMN UM NAPTUN A0 NPeAcTaB/eHMA YKa3aHHbIX JOKYMEHTOB U CBEAEHUM
Mb0o NoslyYeHMA YKa3aHHOro paspeLleHus.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2023 goKymeHT gonosHaeTcs cT. 52.2 (#3 o1 02.07.2021 N 317-93).

Cratba 53. Mpoparka, nepegaya NIEKapPCTBEHHbIX CPeACTB OPraHU3auMAMM ONTOBOM TOProBaU
JNIeKapCTBEHHbIMM CpeacTBaMMU

1. OpraH13auumn onToBOW TOProBAN NEKAPCTBEHHbIMM CPEACTBAMM MOFYT OCYLLECTBAATL NPOAANKY
NeKapcTBEHHbIX CPeACTB MAM nepefaBaTb MX B YCTAHOBAEHHOM 3aKOHOA4ATe/NbCTBOM PoccuiicKol
denepaumnn nopagre (3a UCKNoUeHMEM GpapmaLLeBTUYECKON CybCTaHLMM CMPTA 3TUA0BOrO (3TaHoNa):
(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProBAN IEKAPCTBEHHbIMU CPeaCcTBaMU;

2) Npomn3BOAUTENAM NIEKAPCTBEHHbIX CPEACTB A4 Lefiei NPoU3BOACTBA 1EKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3auMsaM U BETEPUHAPHbBIM anTeYHbIM OPraHM3aLUam;

4) HayYyHO-MCCNEeA0BaTE/IbCKMM OPraHM3aLMaAM A8 Hay4YHO-MCC/1ea0BaTeIbCKOM paboThl;

5) uHAMBMAYaNbHbIM MPEeAnPUHUMATENAM, WMEIOWMM JINLEH3NIO Ha (dapMaLeBTUYECKYHO
AeATeNbHOCTb MW INLEH3UIO Ha MEANUMHCKYIO AeATeNIbHOCTb;

6) MeAMLMHCKMM OpraHmn3aLmam, B TOM YMCe CO34aHHbIM U 3aperncTpMpoBaHHbIM B COOTBETCTBUM
C 3aKOHOZATE/NbCTBOM WMHOCTPAHHOIO rocyfapcTea - uYneHa OpraHusaumMyM 3KOHOMMYECKOTO
COTPYAHMYECTBA M PasBUTMA  MHOCTPAHHbIM  IOPUAMYECKMM  JMUAM,  UHAWBUAYAbHBIM
npegnpuHUMaTeNam, ABAAIOLWMMCA Y4aCTHMKaMUM NPOEeKTa B COOTBETCTBUM ¢ PesepasibHbIM 3aKoHOM "O
MeXKAYHAPOAHOM MeAMLMHCKOM KiacTepe M BHECEHWWU M3MEHEHWI B OTAeNbHble 3aKOHOAATE/IbHble
aKTbl Poccuiickoin ®eaepauunmn”, n BeTepMHAPHbLIM OpraHM3aunam;
(8 pea. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)
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7) opraHusauMam U MHAMBUAYA/NbHbIM MPEANPUHUMATENSM, OCYLLECTBAAIOWMM pasBeseHue,
BbipalllMBaHME W COAEPNKAHME IKMBOTHbIX (33 WCKAOYEHMEM NpoJarku UM  dapmMaueBTUYECKUX
cybCcTaHUMn UK MX Nepeaayn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3auMm ONTOBOM TOPrOB/IM JIEKAPCTBEHHbIMU CPeACTBAMW He BMpaBe OCYLEeCTBAATb
npoaaxy (nepepayy B YCTaHOB/JEHHOM 3aKoHozaTenbctBoM Poccuitickoli Pepepaummn nopsake)
dapmaLeBTMUYECKON cybCcTaHLUMKM CNMpTa STUAOBOrO (3TaHONa).

(yacTb 2 B peq,. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuKaa oNToBOIA TOProBaAMn €KAPCTBEHHbIMU CpeacTBaMM

1. OntoBas TOProBAA JIEKAPCTBEHHbIMM CPEACTBAMM  OCYLLECTBAAETCA NPOU3BOAUTENAMM
NeKapcTBEHHbIX CPEeACTB M OPraHM3auMAMM ONTOBOW TOProOBAM JIEKAPCTBEHHbIMU CPeaCcTBAMM MO
npaBuaam Hag/exalen gUcTPUBbIOTOPCKOM NPAKTUKK W MPABUIAM HaANeKalLel NPaKTUKN XPaHEHMWSA U
NepeBO3KM JIEKAPCTBEHHbIX MPEnapaToB, YTBEPKAEHHbIM COOTBETCTBYHOLWMMU YNOJAHOMOYEHHbBIMU
denepanbHbIMU OpraHaMm UCNONHUTENBHOW BNACTHU.

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

2. OpraHusauua ONTOBOW TOProBAW JIEKAPCTBEHHbIMK cpeacTBamn obAsaHa cobaogaTb
npezesnbHble CPOKM OTrPY3KM 3aTpeboBaHHbIX aNnTeYHOM OpraHu3aLMen NekapcTBEHHbIX NPenapaTos A1A
MEAVLMHCKOTO MPUMEHEHUA W He BNpaBe OTKa3blBaTb aNTEYHOM OpraHM3auuuM, C KOTOPOW Yy Hee
3aK/Il0YEH COOTBETCTBYHOLLMIA OOrOBOP O MOCTaBKax NEKAPCTBEHHbIX MpenapaToB ANA MeLULMHCKOro
NPMMEHEHWSA, B NOCTAaBKE JIEKAPCTBEHHbIX NPENapaToB AJ1A MeAULUHCKOTO NMPUMEHEHUA NPU HAAUYUK
3aTpeboBaHHbIX IEKAPCTBEHHbIX NPENAPATOB A7 MEANLMHCKOIO NPUMEHEHMA Y OpraHM3aunmM ONToBOM
TOProB/N NIEKAPCTBEHHbIMM CpeacTBamu. [peaenbHble CPOKM OTrPy3KM 3aTpeboBaHHbIX anTeyYHoM
OopraHusaumen NeKapCTBEHHbIX MPenapaToB A8 MeAULMHCKOTO MPUMEHEHUA B 3aBUMCMMOCTM OT
pacnonoXeHUa MecTa OTIPYy3KM JIEKAapCTBEHHbIX MPenapaTtoB AAA MeAMUMHCKOTO NpUMEHEHMA
YCTAHaBAMBAKOTCA YNOJHOMOYEHHbIM PpeaepanbHbIM OPraHOM UCMOIHUTEIbHOM BNACTHU.

(yacTb 2 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 26.03.2022 N 64-93)

CraTtba 55. MopAaA0K pO3HMUYHOM TOProB/M IeKapCTBEHHbIMU NpenapaTamm

1. PO3HWYHasA TOProBAsA /IEKAPCTBEHHbIMM MNpenapaTamm B KOAMYECTBAX, HeobXoAMMbIX ANA
BbINOJIHEHNA BpayebHbIX (Ppenbaliepckmx) HasHauyeHWi MAM HasHa4YeHWl cneunannctos B obnacTu
BETEPUHAPUM,  OCYLLECTBASAETCA  anTe4YHbIMWM  OpraHM3auuMaAMM, BETEPUMHAPHLIMU  aNTEeYHbIMU
OpraHvM3aumMaAMK,  UHAMBUAYaANbHbIMU  NPeaAnpUHUMATENAMM,  UMEKWUMKU  JIMLEH3UID  Ha
bapMaueBTUYECKYID AEeATe/IbHOCTb, MEOMUMHCKMMMU OPraHM3auMamMu, UMMEWMMKU JIULEH3UIO Ha
bapmaueBTUYECKYID AeATeNbHOCTb, U WX 060cobNeHHbIMU noapasaeneHusMmn  (ambynatopuamu,
denvawepckumn un  GeNbAWepPCcKo-aKyLepPCKUMMN  MYHKTaMK, LeHTpamu (oTaeneHusamu) obuiei
BpayebHol (cemeiHOol) NPaKTUKK), PACMONOKEHHBIMU B CEJbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BETEPUHAPHLIMU OPraHU3aUUAMMU, UMEIOLLMMWN TULLEH3UIO Ha
bapmMaueBTUYECKYIO OeATeNbHOCTb. PaspelleHa pPoO3HMYHAA TOProBAA TOJIbKO JIEKAapCTBEHHbIMM
npenapaTtamu, 3aperncTpuMpoBaHHbIMK B Poccuiickoit ®eaepauum MAM U3roTOBNEHHBIMM ANTEYHbIMU
OpraHun3aLmaAMM, BETEPUHAPHbBIMU anTeyHbIMM OopraHusaumamu, WHANBUAYANbHBIMU
npeanpuHUMaTeNAMKN, UMEIOLWUMN AMLEH3UIO HAa (apmaLeBTUYECKY0 AeATeNbHOCTb. PO3HMYHasA
TOProBAA /IEKAPCTBEHHbIMM MpenapaTaMM OCYLLECTBAAETCA MO NpaBMAaM Hagfexkaleihd anTeyHom
NPaKTUKK, YTBEPKAEHHBIM YNOJHOMOYEHHbIM peaepasibHbiM OpraHOM UCMOAHUTEbHOW BNACTH.

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

1.1. Po3HMYHAA TOProBAA NEKAPCTBEHHLIMW NpenapaTamu Aaa MeAUUMHCKOro npumeHeHua (3a
WCKNOYEHMEM NIeKapCTBEHHbIX NpenapaTos, OTMYCKaeMbIX MO peuenTy Ha JIeKapCTBEHHbIM npenapart,
HapPKOTUYECKMX JIEKAPCTBEHHbIX MPEenapaToB M NCUXOTPOMHbIX JIeKapCTBEHHbIX MPENapaToB, a TaKkKe
CnMpTOCOAEPIKALLMX NEKAPCTBEHHbIX MPEnapaToB ¢ 06beMHON A0/ell 3TUIOBOrO CnNupTa cBbiwe 25
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NPOLUEHTOB) MOMET OCYLLEeCTBAATLCA anTeYHbIMW OPraHU3auMaMKUM  AUCTaHLUMOHHbIM  crocobom.
PO3HMYHYIO  TOProB/O  NEKAPCTBEHHbIMM  MNpenapatamm  AAa  MeAUUMHCKOTO  NMPUMEHEHUs
AMCTAHUMOHHbIM CMNOCOOOM MOTYT OCYLUECTB/IATL anTEeYHble OpraHM3aunu, MMelrolwme NMLEH3UIO Ha
dapmaueBTMYECKYIO AOeATeNbHOCTb W COOTBETCTBYIOWLEE paspelleHMe deaepanbHOro opraHa
WCMOJIHUTE/IbHOM  B/IAaCTW, OCyLLEecTBAAOWeEro ¢yHKUMM MO  KOHTPOAO W Haasopy B cohepe
34paBooxpaHeHusa. [opAagoK BblgauM paspelleHns Ha  OCYLLEeCTB/IEHWME PO3HUYHON TOProBan
NIEKAPCTBEHHbIMW NpenapaTtaMmmn AUCTAHUMOHHbIM cnocobom, TpeboBaHUA K anTeYHbIM OpraHM3aumam,
KOTOPble MOTYT OCYLLECTBAATb TaKyl TOProB/alo, U MOPAAOK €€ OCYLWECTB/NEHUA, a TaKXKe npaBuia
[OCTaBKN JIeKAapCTBEHHbIX MPEenapatoB rpaxkAaHam ycTaHasamsatoTca [lpaButenbctBom Poccuiickoi
depepaunn. Uudopmauusa o6 onnavyeHHbIX (OTNYLLEHHbIX) U MOJYYEHHbIX NEKAPCTBEHHbIX NpenapaTtax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [OBUMNKEHMUA JIEKAPCTBEHHbIX MPENapaTtoB AAA MeAMUMHCKOro
NPMMEHEHNSA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 cTaTbM 67 HacToAwero PeaepanbHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIXx opraHM3auUMii U NpaBWaa OTNYCKa JIeKapCTBEHHbIX npenapatos Ans
MeANLUMNHCKOTO NPUMEHEHUA anTeUYHbIMU OpPraHM3aunaMKU, UHANBUAYAAbHbIMU NpeanpUHMMaTeNaAMN,
MMELNMU IMLLEH3UIO Ha papMalLleBTUUECKYIO AeATENbHOCTb, a TaK}Ke NpaBuaa OTMNyCKa IeKapCTBEHHbIX
npenapaTtos A4 MeAULMHCKOro NpUMeHeHna MeauLUMHCKUMM OpraHM3aumamm, MMeLWmMmMmn NULEH3NI0
Ha ¢dapMalLeBTUYECKYID AeATeNbHOCTb, U X 060COBNEHHbIMM NoapasaeneHuamm (ambynatopusamu,
denbalepckumm 1 GenbaliepcKko-akyLepCKUMM  MyHKTaMK, LeHTpamu (oTaeneHusamu) obluei
BpayebHOol (cemeliHOM) MpPaKTUKK), PACNONOXKEHHbIMMU B CENbCKUX HACeNEeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3aLUuu, YTBEPXKAATCA YMNOAHOMOYEHHbIM deaepanbHbiM  OpPraHoOMm
WCMOJIHUTE/IbHOM BNACTM.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuaa OTNycKa HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aPErMcTPMpPOBaHHbIX B
KayecTBe /IeKapCTBEHHbIX NPEnapaToB, NEKAPCTBEHHbLIX MNPenapaToB, COAEPNKALMX HaPKOTUYECKue
CPpeacTBa WM MCUXOTPOMHblE BELWLECTBA, YTBEPXKAANOTCA YNOJHOMOYEHHbIM deaepanbHbiM OpraHom
WCMNONHUTENBHOW BNAcTM MO COrMacoBaHUIO C deaepanbHbiM OPraHOM WCNOAHUTENbHOW BNAacCTH,
YNOAHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl ANA BETEPUMHAPHOrO MPUMEHEHUA nognexkaT  OTNYCKy
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUUAMM, BETEPUHAPHBIMU OpPraHM3aLMAMU, UHOMBUAYANbHBIMU
npeagnpuUHUMaTENAMKN, UMEIOWMMN  NINLEH3UIO Ha ¢dapmMaLeBTUYeCKylo gesTenbHocTb.  OTnycK
JIeKapCTBEHHbIX NpPenapaToB A/1A BETEPMHAPHOro MPUMEHEHMA OCYLLECTBAAETCS B COOTBETCTBUM C
npaBunamm Hagfaexalwen anTeyHoOW MPaKTUKU JIeKapCTBEHHbIX MNPEenapatoB A/ BeTepUHAPHOro
NPUMeHeHNA, YyTBEPKAEHHbIMU YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOJHUTENbHOWN BNACTU.

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

5. [MepeyeHb MEAMUMHCKMX OPraHM3auUUn, UMEWMX AULEH3NI0 Ha QapmaueBTUYECKYHo
OeATeNbHOCTb, U UX 060CcObNEHHbIX NnoapasaeneHuii (ambynaTopuii, denbaluepckux n denbalepcko-
aKyLIEepCKUX NYHKTOB, LLIEHTPOB (oTAeneHuin) obuielt BpauebHol (cemeitHOM) NPaKTUKK), PaCNONOXKEHHbIX
B CE/IbCKUX HACE/IEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHM3aumnKn, a TakKe nepeyveHb
JIEKAPCTBEHHbIX NPENAPaTOB, NPOAAXKa KOTOPbIX MOXKET OCYLLECTBAATLCA YKAa3aHHbIMM OpPraHM3aLMaMm U
nmx 060co6aeHHbIMM NOJpPa3aeNeHUAMM, YCTAHAB/AMBAIOTCA OPraHaMn WCMONHUTENIbHON BAACTU
cybbeKkToB Poccuitckoit Pegepaunu.

(8 pea. PenepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHW3auuu, WUHAMBUAYaANbHble NpPeAnpPUHUMATENU, UMEKLWME NINLEH3UIO Ha
dbapmaLleBTMUECKYIO OeATeNbHOCTb, 00s3aHbl obecneuMBaTb YTBEpPXKAEHHbIM [1paBUTENbCTBOM
Poccuitckoit Depepaumm n GopmmMpyemblt B YCTAHOBNEHHOM MM MOPAAKE MUHUMA/bHbIMA aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaToB, HEOHXOAMMbIX A1 OKa3aHUA MeAMULMHCKON NOMOLLM.

(yacTb 6 B peg,. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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7. AnTeuyHble OpraHusauMu, WHAMBMAYA/bHblE MpPeAnpPUHUMATENM, UMEloWMEe NULEH3UID Ha
bapmaueBTUYECKYIO OeATeNbHOCTb, Hapady C /IeKapCTBEHHbIMM MNpenapatamyM  WMMelT NpaBo
npuobpetatb M NpoAaBaTb, B TOM 4WUCAe OUCTAHLMOHHBIM CMOCO6OM, MeAUUMHCKME u3aenus,
AesnHouumpyolme cpeacTsa, npeameTbl U CPeACcTBa JIMUHOW TUrMeHbl, Nocyay ANAa MeAMLUHCKUX
uenen, npegMeTbl U CpeacTsa, nNpegHasHayeHHble AN yxoga 3a 60/bHbIMW, HOBOPOMKAEHHbIMU U
OETbMU, He AOCTUTLMMM BO3PACTa TPEX JIET, OYKOBYHO ONTMKY U CPEACTBA YXOA4a 33 Hel, MMHepasbHble
BOZbl, MPOAYKTbl /1e4ebHOro, AETCKOro U AMETUYECKOro NUTaHMA, BUONOrMYECKM aKTUBHble 406aBKM,
napgproMepHble U KOCMETMYECKMEe CPeacTBa, MeOULMHCKME U CAHUTAPHO-MPOCBETUTE/IbHbIE MeYaTHble
n3gaHuA, NnpeaHa3HauyeHHble 410 nponaraHabl 340P0BOro 06pasa XKU3HM.

(8 pen. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eAaTenbHOCTb anTeyHbIX opraHMsaumii BoopyrkeHHbix Cun Poccuiickont Pepepauum, Apyrmx
BOWMCK, BOMHCKMX GOPMUPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOZaTenbcTBoM Poccuiickon deaepaunm
NpPeaycCMOTPEHO MPOXOXKAEHNE BOEHHOM CAyKObl UM denepanbHOM FOCYyAaPCTBEHHOW CAyKObl,
CBA3AHHOW C MPaBOOXPaHUTENbHON AEeATEeNbHOCTbIO, pernameHTUpyeTca Hactoawmm denepanbHbim
33aKOHOM M YTBEP!KAEHHbIMU COOTBETCTBYIOWMMM depepanbHbIMM OpraHaMu UCMONHUTENbHON BNACTU
nonoxeHnamn. KoHTpoib 3a cobntofeHMeM yKasaHHbIMM anTeYHbIMW OPraHU3aLMAMM MOONKEHWM
HacToswero PenepanbHOro 3aKOHA OCYLLECTB/IAETCA COOTBETCTBYIOWMMU denepasbHbIMM OpraHamu
NCNOJIHUTENbHOM BNACTW.

(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatnn cuny c 1 anBapa 2021 roga. - PepepasnbHblin 3akoH o1 03.04.2020 N 105-P3.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 cT. 55.1 ytpaunsaet cuny (®3 ot 20.10.2022 N 405-P3).

Ctatba 55.1. MopAaA0K Ocyl,ecTBIEHUA PO3HMUYHOW TOProB/IM NIeKapCTBEHHbIMM npenapaTtamu
ANA  MeAULMHCKOTrO MNPpUMEHeHMUs, OTNyCKaembiMM MO peLenTy Ha J/IeKapCTBeHHbIA npenapar,
AUNCTAHLMOHHbIM cnocobom

(sBegeHa degepanbHbim 3akoHOM oT 20.10.2022 N 405-03)

1. B nepmog c 1 mapta 2023 roga o 1 mapta 2026 roga B ropoae peaepanbHoro sHavyeHma Mockse,
B benropoackoli M MockoBckoi obnactax (manee B HacToAwenl cTatbe - cybbekTbl Poccuiickolt
depepaunn) npegycmatpuBaeTcs NPoBeAEHNE SKCNEPUMEHTA NO OCYLLECTBAEHNIO PO3HUYHOM TOProBaK
JIeKapCTBEHHbIMM NpenapaTtamy ANns MeaULMHCKOro MPUMEHEHUs, OTMyCKaeMbiMM MO peuenTy Ha
JIeKapCTBEHHbIM Npenapar, AMCTaHLUMOHHbIM CNocOboM (Aanee - SKCNePUMEHT).

2. B pamKax 3KCMepuMeHTa ero y4aCTHWKW BMnpaBe AUCTAaHUMOHHbIM CNOCOBOM OCYLLECTBAATb
PO3HUYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTaMmm 418 MeANUUHCKOro MPUMEHEHUSA, OTNYCKaeMbIMU
no peuenTy Ha JIeKapcTBEHHbIN npenapaT (B Tom yucie chopmmpoBaHHOMY B GOpMe 3NEKTPOHHOTO
AOKYMEHTa B /IMYHOM KabuHeTe rpakAaHWHa B denepanbHOW rocyaapCTBeHHOW WHPOPMaLMOHHOM
cucteme "EAMHBLIA MOpTan rocyAapCTBEHHbIX W MyHUUMMNANbHbIX ycayr (byHKuMiA)" u (mnm) Ha
pervoHanbHbIX MOPTaNax rocyAapCTBEHHbIX M MYHULMMANAbHBIX YCAYT) U BK/IOYEHHBIMU B MepeyeHb
NeKapCTBEHHbIX MNpenapatoB W  ¢$apMaKoTepPaneBTUYECKUX TPyNn  JIEKAPCTBEHHbIX NpPenapaTos,
paspeleHHbIX K peanu3auMM B PaMKax 3JKCMEPUMEHTA, YTBEP)KAEHHbIM  YNOJHOMOYEHHbIM
desepanbHbiM OpPraHOM WCMONHWUTENBHOW BAACTM (3@ WMCK/IOYEHMEM NEKapPCTBEHHbLIX MPEenaparos,
CoAepMKalMx HAPKOTUYECKNE CPeacTBa, MCUXOTPOMHbIE BELLECTBA U UX MPEKYPCOPbI, NEKAPCTBEHHbIX
npenapaToB, COAEPKALLMX CUIbHOLENCTBYIOWME BelecTBa, paanodapmaL,eBTUYecKMX IeKapCcTBEHHbIX
npenapaToB, MMMYHOBMO0rMYECKNX IEKAPCTBEHHbIX NPENApaTOB, a TaKKe IeKapCTBEHHbIX MPEenapaTos,
AN1A KOTOPbIX B COOTBETCTBUM C MHCTPYKLMEN MO NMPUMEHEHMIO NeKapCTBEHHOrO NpenapaTta yYCTaHOBEH
TEMNEPATYPHbI PEXUM XpaHeHua HuxKe 15 rpagycos Llenbcusi, cnnpTocopeprKallmx leKapcTBEHHbIX
npenapatos c 06beMHOM A0Nel 3TUA0BOrO CNNPTA CBbile 25 NPOLEHTOB W NEKAPCTBEHHbIX NPenapaTos,
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M3rOTOB/NEHHbIX anTeUYHbIMW OpraHusaunammn). Kputepum BKAKOYEHUA NIEKAaPCTBEHHbIX NpenapaTos M
dapmaKoTepaneBTUYECKUX rPYNN SIEKapCTBEHHbIX NPENapaToB B YKa3aHHbIM NepeyeHb YyCTaHaBINBAKOTCA
MpaBuTtenscteom Poccuitickoit dPepepaumnun. MNonoKeHUs HacToALWEN CTaTbM He PacnpPOCTPaHATCA Ha
JNIeKapCTBEHHbIE NpenapaTbl, OTNycKkaemble 6ecniaTHO UK CO CKUAKOM rpaXkaaHam, MMEOLLMM MPaBo Ha
obecneyeHne JIeKapCTBEHHbIMU MNpenapatamyv 3a CcyYeT CpeacTB  OHOAMKEeTHbIX acCCUTHOBaHWUIMA
denepanbHoro broarkeTa u broarketoB cybbekToB Poccuinckon Pegepaumm.

3. YyaCTHMKamMM  3KCNEepMMEHTa  ABAAIOTCA  YNOJHOMOYEHHbIM  deaepanbHblit  opraH
NCNOJIHUTENbHON BNACTU, YNOJHOMOYEHHbIE OpraHbl UCMONHUTENIbLHOW BAacTU cybbeKToB Poccuinckoi
depepaunn, MeaANUMHCKME OPraHM3aUMKM U anTeyHble opraHM3auumK, COOTBETCTBYHOWME TPpeboBaHMAM,
YCTAHOB/IEHHbIM B COOTBETCTBUU C YACTbIO 4 HACTOALLEN CTaTbM.

4. MonoxKeHre o nopsaKe NPOBEAEHNA IKCMEPUMEHTA, B TOM Yncie TpeboBaHUA K MeANLMHCKUM
OpraHM3auMsaAM M anTeYHbIM OpPraHM3auMaMm, ABAAKOWMMCA YYaCTHUKAMM 3SKCNepumeHTa, MnopAnok
OCYLLECTBNIEHMA PO3HMYHOM TOProB/AN NEKAaPCTBEHHbIMM NpenapaTamm A8 MeAULMHCKOTO NPUMEHEHUA,
OTMNYCKaeMbIMM MO PELLENTY HA JIEKAPCTBEHHbIM NpenapaTt, AUCTaHLUMOHHbIM cnocobom, TpeboBaHMA K
[OCTaBKe TaAKMX JIEKAPCTBEHHbIX MPenapaTtoB rpaxkAaHam, MpaBuaa Bblgauyn paspelleHuna  Ha
OCYLLECTB/IEHME PO3HUYHOM TOProB/AN JIEKAPCTBEHHbIMM NpenapaTtamm Aasa MeANLUHCKOTO MPUMEHEHMUS,
OTMNYCKAaeMbIMM MO PELLENTY Ha NEeKAPCTBEHHbIM npenapaTt, ANCTAaHUMOHHbIM CNocoboM, yTBEpKAAETCS
MpasutenscteBom Poccuitckon Pepepaunmn. TpeboBaHMA K anTeUYHbIM OpPraHM3aumam, ABAAKLMMCA
YY4aCTHUKaMU 3SKCNepumeHTa, He MOoryT ObITb HUXKe Tpe6OBaHVI[/‘I, YCTAHOBJ/IEHHbIX K aNTe4YHbiMm
OpraHM3aumnam B COOTBETCTBMM C YacTbto 1.1 ctaTtbmn 55 HacToAwero PeaepanbHOro 3aKoHa.

5. YnonHomoueHHbI deaepasibHblii OpraH UCMNOJIHUTE/IbHOM BAACTU:

1) ocywecTBnseT MeTOAMYECKOE COMPOBOMAEHWE ISKCMEPUMEHTA, BK/IOYan MeToAMYecKoe
COMPOBOXKAEHNE AEATENBHOCTU MEANUMHCKUX OPraHMn3aLMii U anTeuyHbIX OpraHM3aumii, y4acTBYIOLMX B
3KCNepuMeHTe, Mo 0GOPMAEHMIO, UCNOJb30BAHMIO U XPAaHEHMIO PELLENTOB Ha JIeKapCTBEHHbIN Npenapar,
B TOM uYncne chopMmnpoBaHHbIX B POPME 3NEKTPOHHbIX AOKYMEHTOB;

2) npeactasnsetr B [paButenbctBo Poccuiickont depepaunn npepsapuTenbHblt (B nepuos,
npoBefeHnUa 3KCMepMMeHTa, HO He Nno3gHee Yem 3a [Ba MecAla A0 MCTEYEHUA CPoKa MpoBefeHus
3KCMEePMMEHTa) M UTOTOBbIN (MO OKOHYAHUM SKCMEPUMEHTA, HO He No3gHee YeM Yepes ABa MecALla nocse
UCTEYEHUA CPOKa NPOBEAEHMA IKCMepUMEHTa) AOKAaAbl O pe3ynbTaTax NPOBeAEeHUA 3KCMePUMEHTA M
NPeanosKeHUs 0 BHECEHUM U3MEHEHUI B 3aKOHO4ATe/IbCTBO 06 06paLLeHUIN 1eKapCTBEHHbIX CPeaCTB.

6. YNO/IHOMOYEHHbIV OpraH UCNOJIHUTENIbHOM BAcTK cybbekTa Poccuiickon deaepaumm:
1) BnpaBe yCcTaHOBUTb 0COHEHHOCTM NPOBeAeHUA SKCNEPUMEHTA;

2) yTBeprKaaeT nopAaaoK oTbopa MeanLMHCKMX OpraHn3aumii U anTeuHbIX OpraHn3aLmii ANs y4actms
B 3KCMEPUMEHTE, @ TaK¥Ke NPOBOAUT TaKOW OTOOP U yTBEPKAAET NepeyeHb MeANLMHCKMX OPraHn3aLmii u
nepeyeHb anTeYHbIX OPraHM3aLmii, COOTBETCTBYHOLWMX TPEOOBAHMAM, YCTAHOBEHHbIM B COOTBETCTBUM C
YacTbio 4 HACTOALLEN CTaTbM, U ABNSIOLLMXCA YY4aCTHUKAMM KCMEPUMEHTA;

3) ocywecTBNfeT MOHUTOPUHI MPOBEAEHUA 3KCMepuMeHTa W NPeACTaBAAeT ero pesynbTaTbl B
YNOJHOMOYEHHbIN deaepanbHbiit opraH UCNOJHUTENIbHOWN BAACTY;

4) obecneumBaeT MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne NPOBEAEHUA IKCMEPUMEHTA
nocpeacTBOM MCNO/Ib30BaHMA rOCYAaPCTBEHHOM MHPOPMALMOHHOM cUCTEMbI B chepe 34paBOOXPaHEHNS
cybbekTa Poccuiickoit Pepepaunn n (Man) MegUUMHCKUX MHPOPMALMOHHBIX CUCTEM MEAMLIUMHCKUX
OpraHuM3auuii, SABAAIOWMXCA YYaCTHMKAMM IKCMEPUMMEHTA, W WX B3aMMOLENCTBMA C eaMHOM
rocyaapcTBeHHOM MHOPMALMOHHOM cncTemol B chepe 34paBooXpaHeHums.

7. MeauUMHCKME OpraHM3aumMm M anTeuvyHble OpraHu3auMu BrpaBe OTKa3aTbCA OT yyacTua B
JKCNnepmnmeHTe, nogas B YI'IOﬂHOMO‘-IEHHbIﬁ opraH NCNONIHUTENIbHON BNAaCTU CY6'bEKTa Poccuitckol
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degepauun cootseTcTByOLEE 0bpaLleHne B TMCbMeHHOM dpopme.

8. ANTeuHble opraHU3aLun, ABAAIOLIMECA YYACTHUKaMKU 3KCNepumMeHTa, 06A3aHbl Npu npoaake
AUCTaHUMOHHbIM  cnocobom  /IeKapCTBEHHOro  npenapata  Ana  MeAMLMHCKOTO  NMPUMEHEHUS,
OTMNYCKaemoro no peuenTy Ha NeKapCTBEHHbIM npenapaT, obecneynTb NPU OCYLLECTB/IEHUM [0CTaBKM
MAEHTUDMKALMIO NMYHOCTU TpaKAaHWHA, MOJyYalolWero TakoW JIeKapCTBEHHbIM npenapaTt, B Lenax
YCTaHOB/IEHUS COOTBETCTBMA €ro JIMYHOCTM U /IMLLA, YKa3aHHOrO B PELIENTe Ha IeKapCTBEHHbIN NpenapaT
(ero 3akoHHOro npeactasuTensn), AM60 AMLA, YNOAHOMOYEHHOIO /IMLIOM, YKasaHHbIM B pelenTte Ha
NleKapCTBEHHbIN NpenapaT (ero 3aKoHHbIM NpeacTaBuUTenem), Ha NoayYeHUe NeKapcTBEHHOro npenaparta
(manee B HacToALel cTaTbe - UL, YKa3aHHOE B peLenTe (3aKoHHbIM NpeacTaBUTe b, YNOJHOMOYEHHOE
nuo).

9. /lnuo, ocyllecTeaAoWee [OCTaBKY /NeKapCTBEHHOro npenapata Ana  MeauLUHCKOro
NPUMeHeHMA, OTMNYCKaeMoro no peuenTy Ha JieKapCTBeHHbIM npenapaTt, ob6sa3aHo notpebosaTth Yy
rpaxgaHuHa, Noy4yaloLLero Takol IeKapCcTBEHHbI npenapaT, NpeabABUTb AOKYMEHT, YA0CTOBEPAIOLLNIA
ero ANMYHOCTb, ANA NAEHTUPUKALMN NUYHOCTU 3TOO rPakAaHMHa M YCTaHOB/IEHUA COOTBETCTBUA ero
JIMYHOCTU U INLA, YKa3aHHOTO B pelenTe (3aKOHHOro NpeacTaBuUTeNs, YNOAHOMOYEHHOTo nua). B ciyyae
BbIAB/IEHNA HECOBMNAZAEHMUA JIMYHOCTU TPaXKAaHWHa, NOJYYaloWero IeKapCcTBEHHbIN npenapat, U anua,
YKa3aHHOro B peuenTte (3aKOHHOTo NpeacTaBuTeNs, YNOJHOMOYEHHOTO MLA), a TaKXKe B C/lyyae 0TKasa
rpaxgaHuHa, NoJlyyaloLero SIeKapCcTBEHHbIN npenapar, NpeabaBUTb LOKYMEHT, YA0CTOBEPAIOWMUIA ero
JIMYHOCTb, /IMLO, OCYLLECTBAAIOWEe [AOCTaBKY JIEKAPCTBEHHOro npenapaTta A4aa MeguLMHCKOro
NPMMEHEHUS, OTMYCKAaeMoro Mo peuenTy Ha JIeKapCTBEHHbIN npenapaTt, 06s3aHO BEPHYTb TaKoM
JIeKapCTBEHHbIN NpenapaT B anTeyHyto OpraHM3aumio.

10. MoaTBepraeHMem d¢aKTa nepenaym JIeKapCTBEHHOro npenapata Aaa  MeAMUMHCKOro
NPMMEHEHMS, OTMYCKAEeMOro No PeuenTy Ha NIEKAPCTBEHHbIM NpenapaT, AnLy, YKasaHHOMY B peuenTte
(3aKoHHOMY npeacTaBUTENIO, YNOJHOMOYEHHOMY /MLY), ABAAKOTCA KAacCOBbIA YeK M NoAnuUCb M3,
NONYYMBLLErO TAaKOM SIEKAPCTBEHHbIMA NpenapaTt, Ha AOKYMEHTE O MOJlyYEHUU TAKOTrO JIEKapCTBEHHOIO
npenapata no ¢opme, yTBEPXKAAEMOMN YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM WCMOJIHUTENIbHOM
Bnactu. MNocne nepegayy NeKapCcTBEHHOro MpenapaTa AuLy, YKasaHHOMY B peuenTte (3aKoHHOMy
npeacTaBuTeNto, YNOJHOMOYEHHOMY JiMUy), 3TOT [AOKYMEHT nepenaeTtcs JIMLUOM, OCYLLECTBUBLUMM
[OCTaBKY TAKOro NEKapCTBEHHOro npenaparta, B anNTeYHYH OPraHM3aumio, OCYLLECTBMBLUYH OTMYCK
NIeKapCTBEHHOro npenapata. B cnyyae BbiABAEHMA nNpu nepegade AuUy, yKasaHHOMY B peuenTe
(3akoOHHOMY npeAacTaBUTENO, YMNOJAHOMOYEHHOMY /MUY), JIeKapCTBEHHOro npenapata QaKToB
MEXaHMYECKOTO MOBPENKAEHUS €ro WAW €ero YNakoBKW TAKOW JIeKapCTBEHHbIA MpPenapaT JMLLOM,
YyKa3aHHbIM B peuenTe (3aKOoHHbIM NpeacTaBuUTeNeM, YNOJHOMOYEHHbBIM /IMLOM), HE MPUHMUMAETCA U
BO3BpallaeTcA 6e3 ero onsatbl AMLY, OCYLECTBUBLUEMY JAOCTABKY JIEKApCTBEHHOro npenapata M
obecneunBato,emMy ero BO3BpaT B aNTEYHYO OpraHusaLmio.

11. 3a HapyweHusa 3akoHogaTenbcTBa Poccuiickon Pegepalmm, coBeplleHHble NPy NPoBeaeHUN
3KCNEePMMEHTA, ero y4aCTHUKKN HeCYT OTBETCTBEHHOCTb, YCTaHOBNEHHY0 3aKOHOAaTe/IbcTBOM Poccminckom
depgepaunn.

12. KoHTponb 33 WCNOAHEHWEM TpPebOBaHWI, CBA3AHHbIX C MPOBEAEHMEM 3SKCMEPUMEHTA,
ocyuiectenfeTca denepanbHbiM OPraHOM WCMOJHUTENBbHOM BAACTU, OCYLLECTBAAOWMM GYHKUMM MO
KOHTPOJIIO M Haa30py B chepe 34paBoOOXpaHEHUA, B NOPALKe, ycTaHOBAeHHOM PefepanbHbIM 3aKOHOM
oT 31 utona 2020 roga N 248-$3 "O rocyaapcTBEHHOM KOHTpO1e (Hag3ope) u MyHULUNAIbHOM KOHTpO1e
B Poccuinckon ®egepauuymn’.

Cratba 56. U3rotosneHue 1 OTNYCK IEKapCTBEHHbIX NpenapaTtos

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHus (D3 o1 30.12.2021 N 463-D3).
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.09.2023 B 4. 1 cT. 56 BHOCATCA M3meHeHua (3 o1 05.12.2022 N 502-P3).

1. UsrotosneHue NEKAPCTBEHHbLIX MpPEnapaTtoB anTe4YHbiIMU OpPraHuU3aunAaAMmun, BETEPUHAPHbIMU
anTe4yHbiMn OpraHnsaunamun, NHAUBUAya/ZIbHbIMMN NpeanpuHNmaTenamm, MMerwmmmn AnUUeH3NK0 Ha
d)apMaLI,EBTMLIECKyPO AeATENDbHOCTb, OCYUWLECTBAAETCA NO peuenTtamM Ha NNIEKAPCTBEHHbIE MpPenapaTtbl, NoO
Tp66OBaHMﬂM MeanUNHCKNX opraHmsauMﬁ, BETEPUHAPHDbIX opraHmsau,Mﬁ B COOTBETCTBUWN C NpaBUiammn
MU3rotTosneHNA W OTNYCKa JIEKAPCTBEHHbIX MNPENapaToB, YyTBEPXKAEHHbIMM  YNO/IHOMOYEHHbLIM
d)Eﬂ,epaﬂbelM OopraHom WUCNONHUTENIbHOWN BNACTW.

KoHcynbTaHTlAOC: NprmeyaHue.
C 01.09.2023 y. 2 cT. 56 n3naraetca B HoBOM peaakumm (®3 o1 05.12.2022 N 502-$3).

2. Mpwn U3roTOBAEHNM JIEKAPCTBEHHbIX NPENapaToB anTeYHbIMMU OPraHM3aUMAMU, BETEPUHAPHBIMU
anTeYHbIMW OPraHM3aLUAMKU, UHANBUAYANbHLIMK MNPEANPUHMMATENAMMN, UMEIOWNMN NINLEH3UIO Ha
dapMaLeBTMUECKYIO AeATE/NIbHOCTb, MCNONb3yoTCA dapmaueBTUYecKMe cybCcTaHUMKM, BKAOYEHHble
COOTBETCTBEHHO B rOCY/1apCTBEHHbIV PEECTP NEeKAPCTBEHHbIX CPeACTB A1 MeAMLMHCKOTo MPUMEHEHMA U
rocyapCcTBEHHbIM pPeecTp NeKapCcTBEHHbIX CPeACTB A/1A BETEPUHAPHOIrO NPUMEHEHMUA B YCTAHOBNEHHOM
nopsake. He gonyckaercAa M3roToBAEHWE anTEYHbIMU OPraHM3auMAMM, BETEPUHAPHLIMU anTeYHbIMU
opraHusaumnsmu, WHANBUAYANbHBbIMU npeanpuHUMaTensimu, UMEIOWMMM  JIMLUEH3UIO  Ha
dbapmMaLLeBTMUECKYIO AEATENbHOCTb, /IEKAPCTBEHHbIX MPENapaToB, 3aperncTpMpoBaHHbIX B Poccuitckoi
depepaunn.

KoHcynbTaHTIAOC: NpumedaHme.
C 01.09.2023 B u. 3 cT. 56 BHOCATCA M3meHeHMA (©3 o1 05.12.2022 N 502-P3).

3. MapKMpOBKa /IeKapCTBEHHbIX MPEenapartos, W3rOTOB/IEHHbIX anTEeUYHbIMKU OpraHU3aLmuaAMM,
BETEPUHAPHLIMW anTEYHbIMW OPraHM3aUMAMKU, UHONBUAYANbHLIMW NPEANPUHUMATENAMWU, UMEIOLLMMM
NMUEH3MI0 Ha GapMaueBTUYECKYIO AeATeNbHOCTb, WM 0dOpPMAEHME TaKUX MNPEnapaToB AOJKHbI
COOTBETCTBOBATb NPaBMAaM, yKa3aHHbIM B 4acTK 1 HacToALWEN CTaTbMy.

KoHcynbTaHTlAtOC: NpMeyaHme.
C 01.09.2023 B u. 4 cT. 56 BHOCATCA M3meHeHMA (®3 o1 05.12.2022 N 502-P3).

4. AnTeyHble oOpraHM3auuK, BeTepUHapHble anTeyHble OpraHusauuu, WHAUBUAYANbHbIE
npeAnpuHUMaTENU, UMEIOLLME IMLLEH3UIO Ha papMaLEeBTUUYECKYIO AeATeIbHOCTb, HECYT OTBETCTBEHHOCTb
33 HecobnogeHWe NpaBUA M3rOTOB/IEHUA W OTMYCKA JIeKapCTBEHHbIX NpPenapaToB B COOTBETCTBUU C
3aKoHoaaTenbcTBOM Poccuiickoit Pegepaymm.

Cratba 57. 3anpeweHue npopaxu ¢anbcuPUUMPOBAHHDBIX JNIEKAPCTBEHHbIX CPeACTs,
HeA,06poKaYecTBEHHbIX 1IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1eKAPCTBEHHbIX CPeACTB

Mpoaarka banbCPUUMPOBAHHBIX  JIEKAPCTBEHHbIX cpeacrs, HeA06pPOKaYeCTBEHHbIX
NeKapCcTBEHHbIX CPeacTB, KOHTPAadaKTHbIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CTaTbA 58. XpaHeHMe NeKapCTBEHHbIX CPeACTB
1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MNPOU3BOAMTENAMMU NEKAPCTBEHHbIX

cpeAacTs, OopraHnsaumammn ONTOBOW TOoprosaun NeKapCTBeHHbIMU cpeAactBamu, anTe4yHbiMu
OopraHnsaumamm, BeTEPUHAPHbIMUN anTe4YHbIMU opraHunsaunamm, nHOnBNAOYyaabHbIMU
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npeanpuHUMaTENAMUN, UMEIOLLMMU ULEH3MIO Ha hapMaLLEBTUYECKYHO AeATENbHOCTb UAM NLEH3UIO Ha
MEANUMHCKYIO OeATeNIbHOCTb, MeAMLMHCKUMU OpraHu3auMamMM, BETePUHAPHbIMU OPraHM3auMAMU U
MHBbIMW  OPraHM3auMsaMK, OCYLLECTBASIOWMMM ObpalleHMe JIeKapCTBEHHbIX cpeacTs. XpaHeHue
JIeKapCTBEHHbIX CPeaCTB A/1A BETEPMHAPHOrO MPUMEHEHUS OpraHu3auMaMM M MHAMBUAYA/bHBIMU
NpeanpuUHUMATEN MW B C/Iy4asX, €C/IM OHW  WUCMOJNIb3YIOTCA WUCKAKOYMTENIbHO MpPU  pPasBeseHuM,
BbIPaLLMBAHWUM, COAEPKAHUM U NEYEHUMN KUBOTHBIX, MOXET OCYLLECTBAATLCA 6e3 NosyYeHUs NNLEHIUM
Ha papMaLeBTUYECKYIO 4eATEIbHOCTD.

(B pea,. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna XpaHeHMA  NEKAPCTBEHHbIX CPEACTB  YTBEPXAAITCA  COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM dpeaepanbHbIM OPraHOM UCNOIHUTENIbHOM BAACTH.

3. XpaHeHMe HapPKOTMYECKUX /IEKAPCTBEHHbIX CPEeACTB, NCUXOTPOMHbIX NEKAPCTBEHHbIX CPEeACTB,
paanodapmaleBTUYECKMX  /IEKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBAAETCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickon Peaepaunu.

Cratba 58.1. MpeaMeTHO-KONIMYECTBEHHbIN y4eT JIeKAapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro
npUMeHeHusa
(eBegeHa degepanbHbim 3aKoHOM OT 25.12.2012 N 262-93)

1. MepeyeHb NEKAPCTBEHHbIX CPEACTB A8 MEANLUMHCKOIO NPUMEHEHW, Nog/exalinx npeameTHo-
KOJIMYECTBEHHOMY YYeTy, YyTBepPKAaeTca YNoJHOMOYEHHbIM deaepasnbHbiM OPraHOM UCMOJIHUTENbHOM
BNACTU.

2. NopsafoK BKAOYEHUA NEKAPCTBEHHbIX CPEACTB ANA MEAUUMHCKOro NMPUMEHEHUs B nepeyeHb
NeKapCTBEHHbIX CPeACTB 417 MeAMLMHCKOrO NPMMEHEHMA, NOANEKALWMX NPeAMETHO-KONMYECTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YNO/JHOMOYEHHbIM ¢eaepanbHbiIM OPraHOM MUCMOAHUTENLHOW BAACTM MO
cornacoBaHuio ¢ ¢eaepanbHbIM OPraHOM WCNOJIHUTENbHOW BNAcTW, YMNOAHOMOYEHHbIM B Ccoepe
BHYTPEHHMX Aen.

(8 pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaAMETHO-KONIMYECTBEHHDbIN y4YeT NIeKapCTBEHHbIX CPEACTB ANA MEeAMLMHCKOTO NPUMEHEHUA
Be4yT NMPOU3BOAMTENU JIEKAPCTBEHHbIX CPeACTB, OPraHM3auMM ONTOBOW TOPrOB/AM NEKAPCTBEHHbLIMU
cpeAcTBamM, anTeyHble OpraHM3aunn, UHOMBUAYabHbIE NPeANPUHUMATENM, UMEIOLLME NIULEH3UIO Ha
dapmaLeBTUYECKYIO OeATENIbHOCTb WAWU NIULEH3UI0 Ha MEeANUMHCKYIO OeATeNbHOCTb, U MeAUUUHCKUE
OpraHM3aLmm, ocyLecTBaAoLWMe 0bpalleHne NeKapCTBEHHbIX CPEACTB AN MeAULIMHCKOTO NMPUMEHEHUS,
nyTem pernctpaumm ntobbix CBA3aHHbIX C MX ObpalleHMeM onepauumii, NPU KOTOPbIX M3MEeHAeTca ux
KO/IMYECTBO U (MAK) COCTOAHME, B CreumasbHbIX KypHaaax yyeTa ornepaLuii, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPeACTB A1 MeAUUMHCKOTO NpUMeHeHus (ganee - cneumanbHble XKypHabl).

4. MpaBuna perucTpauumn onepawluii, CBA3aHHbIX C OBpaLLeHMemM SIeKapCTBEHHbIX CpeacTs As
MeAMLMHCKOrO NMPUMEHEHMUA, BKAIOYEHHbIX B MepedyeHb NEeKapCTBEHHbIX CPeacTB AlA MeAMLMHCKOro
NPMMEHEHUA, Nog/eKallnX NPeaMeTHO-KOIMYECTBEHHOMY YUETY, B CNeumasbHbIX }KypHanax u npasuia
BEAEHMA W XpaHEHWUA CheumasnbHbIX KYPHas0B YTBEPXKAAOTCA YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHOM MUCMONHUTENIbHOM BAACTW.

5. KoHTponb 3a cobiloaeHMeEM NpaBua PeructTpaumm onepauui, cBasaHHbIX ¢ obpalieHuem
NeKapCTBEHHbIX CPeACTB A1 MeOUUMHCKOTO NMPUMEHEHUS, BK/IIOYEHHbIX B MepevyeHb JIeKapCTBEHHbIX
CPeACTB ANa MEAMUMHCKOTO NPUMEHEHUA, NOoA/eKalWwmnx MpeamMeTHO-KOJIMYECTBEHHOMY Y4YeTy, B
CneumanbHbIX KypHanax, a TaKXKe 3a cob/oAeHMeM NpaBWA BeAEeHWs U XpaHeHWa CrneumasbHbIX
KYPHa/I0B BO3/1araeTcsa Ha yNnoJHOMOYEeHHble dpeaepasibHble OpraHbl UCMOHUTEIbHOW BAACTU U OPraHbl
MCMONHUTENbHOW BAAacTM cybbekToB Poccuiickoli depepaumn, OCyWECTBASIOWME /IMLEH3MPOBaHME
NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB, ¢dapMaLeBTUYECKOW AeATeNbHOCTM U MeAMLMHCKOM
AeATeNbHOCTU, U OCYLLECTBASETCA B paMKaX IMLUEH3MOHHOTO KOHTPOA.
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Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CtaTba 59. OCHOBaHUA M NOPAAOK YHUUTOXKEHUA NeKAPCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHble /IeKapCTBEHHblIE CpeacTBa, ¢anbCUPUUMPOBAHHbIE JIEKAPCTBEHHbIE
cpencTBa noasnexat M3bATUMI0O M3 0DOpalleHMa UM YHUYTOXKEHWUIO B NOPALKe, YCTaHOBAEHHOM
MpasutenbctBom Poccuinickon Pepepaunn. OCHOBAHMEM AN YHUUTOXKEHMA NEeKapCTBEHHbIX CPeacTs
ABNAETCA  pelleHue  BAagenbua  NIeKApCTBEHHbIX  CPeacTB,  pelweHuve  COOTBETCTBYHOLWEro
YNOoAHOMOYEHHOTO peaepasbHOro opraHa UCNOAHUTENBHOM BAACTM UM pPeLLeHne cyaa.

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

2. KoHTpadaKTHble IeKapCTBEHHbIE CPeACTBa NOA/EKAT U3BATUIO U3 0OPALLEHUA U YHUUTOXKEHUIO
no pewweHuto cyaa. MopAasoK YHUUTOXKEHUSA KOHTPAaaKTHbIX IEKAPCTBEHHbIX CPeACTB YCTaHaBAMBaETCA
Mpasutenbctsom Poccuiickon ®egepauymn.

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

3. Pacxogpbl, CBfA3aHHble C YHUYTOXEHMEM KOHTPadaKTHbIX JIeKapCTBEHHbIX CpeacTs,
HeA06pPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeacTs, ¢anbCUPULMPOBAHHBLIX IEKAPCTBEHHbIX CPEACTB,
BO3MELLAIOTCA UX BAaAENbLEM.

4. Bnageney, NeKapcTBEHHbIX CPeACTB AO/IKEH NpeacTaBUTb B YNOJHOMOYEHHbIN deaepasbHbii
OpraH MCMNoSIHUTENIbHOW BIacTU AOKYMEHT WAWN 3aBEPEHHYI0 B YCTaHOB/IEHHOM MOPSZAKE ero Komnwio,
noareepxaatowime GakT YHUUTOXKEHUSA IeKapCTBEHHbIX CPeACTB.

5. CooTBeTcTBYHOLWMIA YNONHOMOYEHHbIN deaepanbHbli  OpraH  WUCNOAHUTENbHOM  BANACTH,
NPUHABLWIMA pelueHne 06 YHUYTOXKEHUW JIEKAPCTBEHHbIX CPeACTB, OCYLLEeCTBASET KOHTPOAb 33 WX
YHUUYTOXKEHNEM.

6. YHWYTOXKEHME NEKApPCTBEHHbIX CPEACTB MNPOW3BOAMTCA OPraHU3auMsaMM, UMEOLLMMU
COOTBETCTBYIOLLYIO IMLEH3MIO, Ha cneLunanbHO 060pyA0BaHHbIX NAOLWAAKAX, NOANIOHAX U B CNeLnanbHo
060pya0BaHHbIX NoMeLleHUAX ¢ cobaoaeHnem TpeboBaHMIA B 061acT OXpaHbl OKpY:KatoLleit cpeabl B
COOTBETCTBUM C 3aKoHOAaTeNbCTBOM Poccuiickon ®egepauuu.

7. HapKoTMuyecKue JNeKapCTBEHHbIE CPEACTBA, TMCUXOTPOMHbIE JIeKAapCTBEHHbIE CPEeAcCTBa,
pagnodapmaLleBTUYECKME  JIEKAPCTBEHHbIE  CPEACTBA  YHUYTOXKAKOTCA B COOTBETCTBUM  C
3aKoHogaaTenbcTBOM Poccuiickoit ®epepaumn.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIo NPUMEHEHUA

Cratba 60. locypgapcTBeHHOe peryaMpoBaHME LEeH Ha JieKapCTBeHHble npenapatbl AnA
MeAULUHCKOro NpUMeHeHUs

1. TocypapcTBeHHOE peryiMpoBaHME LEeH Ha JIeKapCTBeHHble npenapaTbl 414 MeAWMLMHCKOro
NPMMEHEHUA OCYLLECTBAAETCA NOCPeACTBOM:
(8 pea. PepgepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBep:kaeHus Mpasutensctsom Poccuiickoli degepaumm nepeyHs KU3HeHHO HeobXoaMMbIX U
BAKHEMLIMX JIEKAPCTBEHHbIX MPEenapaTtoB, KOTOPbIM (OPMUPYETCH M He peKe OFHOro pasa B rof
nepecMaTpmuBaeTca B YCTaHOBJEHHOM MM MOPSAAKE HA OCHOBE KOMMIEKCHOM OUEHKM JIeKapCTBEHHbIX
npenapaTtoB, BKAKOYAA aHa/iM3 CBEAEHWA O CPaBHUTE/NbHOM KAMHWYECKON 3ODEKTUBHOCTU W
6e30MacHOCTM NIEKAPCTBEHHOIO CPeACTBa, OLEHKY 3KOHOMMYECKMX NOCNeACTBUM NpUMeEHeHus
NeKapCTBEHHOTO CPeACTBa U M3yyeHue LOMNOJIHUTENbHBIX NMOCNeACTBUI NMPUMEHEHWUA NEeKapCTBEHHOro
CpeAacTBa;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-3)
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2) yTBEPXKAEHMA METOAMKM pacdeTa MpefenibHblX OTNYCKHbIX LeH npoussBoguTeneit Ha
JIeKapCTBEHHbIE NpenapaTtbl, BK/AOYEHHble B NepeyeHb XU3HEHHO HEOOXOAMMbBIX W BarKHEMLUX
JIeKapCTBEHHbIX MPENapaTos, a TakXe BHeAPEHUA MeXaHM3MOB GOPMMPOBAHUA cUCTEMBI pedepeHTHbIX
LieH;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

3) rocydapCTBEHHOW perucTpaumm npeaenbHbIX OTMNYCKHbIX LEH npousBoauTeneit  Ha
JIeKapCcTBEHHble MNpenapaTtbl, BK/AOYEHHble B nNepedyeHb MM3HEHHO HeOobXOAMMbBIX U BarKHEWLUX
NleKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeAeHNA TOCyAapCTBEHHOIoO peecTpa npegenbHbIX OTNYCKHbIX UeEH npomsso,u,meneﬁ Ha
NEeKapCTBEHHbIE MNpenapaTtbl, BKAKYEHHbLIE B NepevyeHb MHWU3HEHHO HeO6XO,£I,MMbIX N BaXKHEWLWMUX
NEKapPCTBEHHbIX MPENAPaToB,

5) yTBepXaeHMA MEeTOAMKM YCTaHOBNEHWA oOpraHaMm WCMNOJIHUTENbHOW BacTU CybbEKTOB
Poccuiickoir Pepepaummn npeaenbHbIX Pa3sMepoB OMNTOBbIX HaAbaBOK M MNpeaesibHbiX pPasmepoB
PO3HUYHbIX HaﬂﬁaBOK K d)aKTVILIeCKVIM OTNYCKHbIM UeHaM, YCTaHOBJZIEHHbIM Mpoun3BoanTenamumn
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAIOYEHHbIe B MepeyeHb MKU3HEHHO
HeobxoAMMbIX U BaXKHEMLLUX 1EKAaPCTBEHHbIX NPEenapaTos;

6) ycTaHOB/IEHWA NpeAe/ibHbIX Pa3MepOoB ONTOBbIX HaA6aBOK M Npee/ibHbIX Pa3MepPOB PO3HUYHbIX
HafbaBOK K (aKTMYECKMM OTNYCKHbIM LieHaMm, YCTaHOBAEHHbIM MPOU3BOAUTENAMWN NEeKapCTBEHHbIX
npenapaToB, Ha /eKapCTBeHHble Mpenapathbl, BKAKOYEHHble B NepeyvYeHb KU3HEHHO HeobXoAUMbIX U
Ba*KHEMNLLMX IeKapCTBEHHbIX NpenapaTos;

7) yTBEpXKAEHMA NOPAAKA BblAayM nNpennuMcaHuii opraHam WCNONHUTENbLHOW BNAcTU CybbeKkToB
Poccuiickoih ®egepaumm o npMBeAeHUM B COOTBETCTBME C 3aKOHOA4ATENbCTBOM Poccuiickoi degepaumnm
peweHnin 06 ycTaHOBAEHUM MpefesbHbiX Pa3sMepPoB ONTOBbIX HAaAOaBOK M MpefesibHbIX Pa3Mepos
PO3HUYHbIX HaAbaBOK K AKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPenapaToB, Ha JIeKAPCTBEHHblE NPenapaTtbl, BK/AOYEHHble B MepeyvYeHb YKU3HEHHO
HEOOXOAMMbBIX W BaKHEMLMX JIEKAPCTBEHHbIX MPENApaToB, €CAN OHU MPUHATBI C HapyLeHUEM
3aKoHogmaTenbcTBa Poccuitckoit ®epepaumm, B nopsaare, yctaHosaeHHom lNpasutensctBom Poccuiickom
depepauny;

8) HanpasneHWA yNnoaHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTENbHOW BAACTM OpraHam
MCNONHUTENBHOW BRacTm cybbekToB Poccuitickolt dPeaepauun npeanucaHnini o NpuBeaeHUMU B
COOTBETCTBME C 3aKOHOAaTeNbCTBOM  Poccuiickoii  ®degepaumm  MNPUHATBIX € HapylleHUEM
3aKoHogaTenbcTBa Poccuitickoit Peaepauunn pewieHnii 06 ycTaHOBAEHUN NpeaebHbIX Pa3smMepoB ONTOBbIX
HagbaBoOK M NpeaenbHbIX PasmMepoB PO3HMYHbLIX HAaAbaBOK K LLeHaM Ha JieKapCTBEHHble npenapaTsbl,
BK/IIOYEHHbIE B NepeYeHb }KU3HEHHO HeO0BX0AMMbIX U BaXKHENLLNX 1EKAPCTBEHHbIX NPenapaTos;

9) ocywecTteneHua $eaepanbHOro rocyaapcTBeHHOro Hagsopa B chepe  obpalleHus
NIEKapCTBEHHbIX CPeACTB M PErMoHasibHOro roCyAapCTBEHHOTO KOHTPO/A 33 NPUMEHEHMEM LeH Ha
NleKapcTBeHHble  npenapaTtbl COOTBETCTBEHHO  YMOJHOMOYEHHbIMW  dpeaepasbHbIMKM  OpraHamm
MCMONHUTENBHOW BNACTM M OpraHaMu WCNOHWUTENbHOW Bnactu cybbektos Poccuitckont depepaummu
COrNacHO X KOMMEeTeHUMM B NOpAAKe, ycTaHoBAeHHOM Mpasutensctsom Poccuitickoin Geaepaumm;

(n. 9 B pea. depepanbHoro 3akoHa ot 25.06.2012 N 93-¢3)

10) npumeHeHMA nNpPesyCMOTPEHHbIX 3aKoHoZaTenbcTBOM Poccwuiickoit depepaumm  mep
OTBETCTBEHHOCTM 3a HapylweHue MnopagKa LeHoobpa3oBaHMA Ha JIeKApCTBEHHble NpenapaTsbl,
BK/OUYEHHbIE B NepeYeHb }KU3HEHHO HEOBXO0AMMbIX U BaXKHEMLLMX NEeKaPCTBEHHbIX NPenapaTos.

(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBuAX YpesBbluaiHOM CUTyaLUKU U (MAKN) NPU BOSHMKHOBEHMM Yrpo3bl PacnpoCTpaHeHUA
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3ab60/1eBaHNA, NPeACTaBAAIOWErO0 OMNACHOCTb ANA OKPYXKAKLWMX, a TaKXe B C/yyae, ecin B TeyeHue
TpMAUaTN KaneHaapHbIX AgHel nocne npuHaTua MNpasutensctsom Poccuiickoin ®Pepepaumnm peleHunsa o
npoBegeHNN MOHUTOPUHIA PO3HUYHbIX LLEH HA IEKAPCTBEHHbIE NpenapaThbl, HE BKAOYEHHbIE B NepeYveHb
YKU3HEHHO HeobXOAMMbIX M BaKHEWLLIMX JIEKAaPCTBEHHbIX MPENapaTtoB, Ha TePpPUTOPUAX CYyOBEKTOB
Poccuiickoit ®egepaumm BbiBAEH POCT PO3HMYHbIX LLEH Ha YKasaHHble NeKapCTBEeHHbIe npenapaTbl Ha
TpmauaTb NpoueHToB 1 bonee, MpaBuTtenbcTBo Poccuiickon Peaepaumm Bnpase yCTaHOBUTL NpeaesibHble
OTMYCKHblEe LLeHbl NPOM3BOAUTENEN HA YKAa3aHHble NIEKAPCTBEHHbIE NpPenapaTbl, NpeaebHble pasmepbl
ONTOBbIX HaA0aBOK U Npeae/ibHble pa3smepbl PO3HUYHbIX HaA0aBOK K GaKTUYECKMM OTMYCKHbIM LeHam
npoussoauTesiei Ha yKa3aHHble IeKapCTBEHHbIe npenapatbl. lepeyeHb NeKapCcTBEHHbIX NPenapaTos, He
BK/IIOYEHHbIX B MeEpPeYeHb KU3HEHHO HeobXOoAMMbIX W BaXKHEMLWUX JIEKapCTBEHHbIX MPenapaTtos, U
nopsaok ero dopmupoBaHua onpeaenstotca MpasutenbctBom Poccuitickoit Pegepaumm.

(yacTb 2 BBeAgeHa PegepanbHbiM 3aKOHOM 0T 26.03.2020 N 67-93)

3. B TeyeHne OeBAHOCTA KaneHAapHbIX AHEN CO AHA yTBepxaeHMA MpaBUTenbcTBOM PoccnincKkom
depepaunn nepeyHa, YKasaHHOMO B YacTM 2 HACTOALLEN CTAaTbW, HE AOMYCKAKOTCA peanm3aumsa U oTnycK
BK/IIOYEHHbIX B HETO NEKAPCTBEHHbIX MPEnapaToB Mo LeHam, NPeBbIWAWMM NpeaenibHble OTNYCKHble
LeHbl NPoOM3BOAUTENEN HA YKa3aHHble JIeKapCTBEHHbIE MpenapaTbl, Npeae/ibHble pa3mepbl ONTOBbIX
HagbaBoOK W npeaenibHble pPasmepbl PO3HUYHbLIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LeHam
npousBoauTenei Ha yKasaHHble JIeKapCTBEHHble MpenapaTbl C Y4eTOM Hanora Ha pAo6aBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAeHa PeaepanbHbIM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NpumeyaHue.
3apeructpupoBaHHble o 07.06.2019 npeaenbHble OTMYCKHblE LUEHbl NoasexkaT obA3aTenbHon
nepepernctpaummn 8 2019 - 2020 roaax B cootseTcTBUM €O CT. 2 ®3 07 06.06.2019 N 134-D3.

Cratba 61. NocyaapcTBeHHas peructpauusa U nepeperucTpaumua npepenbHbiX OTNYCKHbIX LieH
npousBoAauUTesneit Ha IeKapCcTBEHHbIe NpenapaTtbl, BKAKYEHHbIe B NepevyeHb YXM3HEHHO HeobXxoaumMbIx
M BaXKHelLWnNX NeKapcTBeHHbIX NpenapaTos

(8 peq. PepgepanbHoOro 3akoHa ot 06.06.2019 N 134-d3)

1. MNpeaenbHana OTNYCKHasA LeHa MPOM3BOAUTENSA HA JIEKAaPCTBEHHbIN NMpenapaTt, BKAOYEHHbIA B
nepeyeHb XKW3HEHHO HEOOXOAUMBIX U  BaXKHEWLWWX JIeKAPCTBEHHbIX NPEenapaTtoB, MNOANEXUT
rocyapCTBEHHOM pernctpayum B nopsaake, yctaHosaeHHom Mpasutenscteom Poccuiickoit Gegepaumm,
Ha OCHOBAHWW MNPEeACTABAEHHOrO B YMNOJIHOMOYEHHbIM denepanbHbli OpraH UCNONAHUTENIbHON BNACTU
3aABAEHUA AepKaTens UAKW Blagenbla perncTpaumoHHOro yA0CTOBEPEHNA IEKAaPCTBEHHOTO Npenapara
(ynonHomoueHHOro um nmua).

2. 3apeructpupoBaHHaa MnpeaenbHas OTMYCKHAaA LeHa NpoM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNepeYeHb KMU3HEHHO HeobXOAMMbIX W BaKHEWLMX fIeKapCTBEHHbIX
npenapaTos, MOXeT 6biTb NepeperncTpMpoBaHa B CTOPOHY YBEMYEHNA OAUH Pas B KaneH4apHOM roay
Ha OCHOBaHMM NPeACTaBAEHHOrO B YNOJHOMOYEHHbIN deaepanbHbiii OpraH UCMOAHUTENbHOM BAACTU A0
1 oKTABpPA KaX4oro roda 3aAB/eHUA AepiKaTens Wau Bnajenbla PerMcTpalyMoHHOro yAO0CTOBEPEHUS
NeKapcTBeHHOro npenapaTa (YNo/AHOMOYEHHOTO UM iMLa).

3. 3aperVICTpVIpOBaHHa‘r'I npegenbHaa OTNyCKHaA UeHa npou3BoauTenAa Ha HEKapCTBEHHbIﬁ
npenapar, BK/IIOYEHHbIN B nepedyeHb XW3HEHHO HEO6XO,CI,MMbIX N BaXKHEMLIMUX NEKAPCTBEHHbIX
npenapatos, MOXET 6bITb nepepernctpnpoBaHa B CTOPOHY CHUXXEHMNA Ha OCHOBaHUU NpeacTaB/1€HHOIO B
yI'IOJ'IHOMO‘-IEHHbIﬁ cbe,a,epaanblﬁ opraH WUCNONHUTENbHOW BNACTU 3aABAEHUSA AepxaTtena nan snagenola
PErMCTPaLlMOHHOIO yAOCTOBEPEHUNA NIEKAPCTBEHHOIO NpenapaTta (yI'IOJ'IHOMO‘-IEHHOFO nm nmu,a).

4. [lep:kaTenb wav Bnagenel, pPerucTpalMoHHOro yAO0CTOBEPEHMS JIEKAapCTBEHHOro npenaparta
(ynonHomouyeHHoe uM MuUo) 06f3aH NpeacTaBUTb B YNOAHOMOYEHHbIM deaepanbHbli  opraH
NCMNONHUTENbHOW BAACTW 3aAB/IEHNE O NepeperncTpaLmm 3aperncTpUpoBaHHON NpeaeibHOM OTNYCKHOM
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LLleHbl NPOM3BOAUTENA HA NEKAPCTBEHHbIN NpenapaT, BKAOUYEHHbIN B NepeyeHb }KU3HEHHO He0bX0ANMbIX
N BaXKHEMLLMX NeKapCTBEHHbIX NPEnapaToB, B CTOPOHY CHUMKEHUS B CNeAyHOWMX Caydanx:

1) cHUMKeHMe LeHbl B UHOCTPaHHOM BaNtoTe Ha JIeKapCTBEHHbIM Npenapart B CTpaHe npou3soauTens
n (unn) B cTpaHax, B KOTOPbIX JIEKAPCTBEHHbIA NpenapaT 3apernuctpupoBaH M (Man) B KoTopblie
nocTaBAsieTcA NPOU3BOAUTENEM;

2) cHUMKeHMe LeH Ha pedepeHTHble NIeKapCTBEHHble npenapatbl B COOTBETCTBUM C MyHKTOM 1
HacTosWwen Yactu (4NA COOTBETCTBYHOLLMX BOCMNPOU3BEAEHHbIX, 6MOaHanorosbix (6MONOAO6HbLIX)
NleKapCTBEHHbIX NpenapaTos);

3) npesBblWeHMe Npeae/ibHON OTNYCKHOW LLeHbl Ha NepBbI BOCNPOMU3BEAEHHbIN, B1oaHanorosbli
(bronoao6HbIM) NeKapCTBEHHbIN NpenapaT MHOCTPAHHOTO NMPOW3BOACTBA Haj NpPeaAenbHON OTMYCKHOM
LeHOM npousBoAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbiit  (6MONOAOCHHLIN)
JIeKapCTBEHHbIM  MpenapaT, pPaccyMTaHHOW B COOTBETCTBMM C  METOAMKOMU, YyTBEpPKAEHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm;

4) npesbilleHNe NPeaebHON OTNYCKHOW LieHbl HA NepPBbIN BOCNPOU3BEeAEeHHbIA, BUOaHaNorosbIi
(bonoao6HbIN) NeKapcTBEHHbIM npenapaT MNPOUM3BOAUTENA rocydapcTBa - 4neHa EBpaswuiickoro
3KOHOMWYECKOro CcOk3a Hag npenenbHol  OTNYCKHOM  LIEHOW Npou3BOAMTENA Ha  BTOPOM
BOCMPOU3BEAEHHbIN, GWoaHanoroBbiit (6MoNoAo6HbINM) NEeKapcTBEHHbIM npenapaT NpPousBoAMTeENs
rocyapcrsa - YieHa EBpasmniickoro sSKOHOMMYECKOro COK3a, PacCYUTAHHOM B COOTBETCTBMM C METOLMKOM,
yTBEpPXKAEHHOM [pasuTtenscteom Poccuiickoin Pepepaumu.

5. Tlopsagok nepeperncTpaumMmM  3aperucTpupoBaHHbIX  MpedenbHbiX  OTMYCKHbIX  LeH
npouv3BoguUTENIe Ha IeKAPCTBEHHbIE NPENapaThl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMbIX U
BaKHEMLIMX IeKaPCTBEHHbIX MPENapaTos, B CIy4anx, NPeayCMOTPEHHbIX YacTaMu 2 - 4 HacToALLEeN CTaTbMy,
ycTaHaBauBaeTca MNpasuTtensctBom Poccuiickoit Peaepaumm.

6. DKOHOMWYECKUI aHaNU3 npenenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA Ha NEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MepevyeHb MKU3HEHHO HEOOXOO4MMbIX W BaXKHEWMLMX JIeKAPCTBEHHbIX
npenapaTtoB, NpW ee TOCYLApPCTBEHHOW perncTpaumMmM WauM nepeperncTpaumm ocyLLecTBaseTcs
depepanbHbiM  OPraHOM WCMOJIHUTENIbHOW BNACTW, OCYLLECTBAAKOWMM OGYHKUMU MO MPUHATUIO
HOPMaTMBHbIX MNPaBOBbIX AKTOB W KOHTPO/IO 3a cobnogeHMem 3aKoHOZATeNbCTBa B coepe
rocy4apCTBEHHOrO peryanpoBaHus LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npeaenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B YacTAX 1 M 2 HacToALWEN CTaTbM, NpU UX
rocyAapCTBEHHOW pPerMcTpaumm uam nepeperncTpaumm ocyLecTBifAeTca B COOTBETCTBUN C METOAMKOMN,
yTBepKAeHHOM MpaButenbcTsom Poccuitickol degepaumm v yuuTbiBatOLLEN B TOM YMCAe:

1) cobniogeHve banaHca MHTepecoB noTpebuTeneit NekapcTBEHHbIX NPEnapaToB, BKAKOYEHHbIX B
nepeyeHb KM3HEHHO HEOOXOAMMbIX M BarKHEWLIWMX NEKAPCTBEHHbLIX MPernapaTtos, U MNpov3BOAMUTENeN
NIEKapCTBEHHbIX MPEenapaToB, BKJOYEHHbIX B MEpeYeHb KMU3HEHHO HEeOobXOAMMbBIX WM BarKHEWWWUX
JleKapCTBEHHbIX NPenapaTos;

2) GaKTMYeCKyto OTMYCKHYIO LieHy Ha IeKapCTBEHHbIe Npenapatbl B Poccuitickoli ®eaepaumn, LeHy
BBO3a JIEKAPCTBEHHbIX npenapaToB B Poccuiickyto Pepepaumio, a TakkKe UEHbl HA aHANOTUYHblE
NleKapcTBeHHbIe NpenapaTsl, HaxoaAawmeca B obpaleHmm B Poccuiickoin Pepepaunm;

3) 3aTtpaTbl NpPOM3BOAMTENA NEKAPCTBEHHOrO MpenapaTta Ha MNpPOM3BOACTBO M Peasnsaumio
NleKapcTBeHHOTO Npenapara;

4) ueHy Ha NeKkapcTBeHHbI Npenapar, ero LeHy B CTpaHe NpPou3BOAMTENA U B CTPaHax, B KOTOPbIX
NleKapcTBeHHbIM NpenapaT 3aperncTpupoBaH 1 (MaK) B KOTOPble NOCTaBAAETCA MPON3BOANUTENEM.

8. He AO0NYCKakTCA peann3dauma n oTnyCck NeKapCTBEHHbLIX NMPENapPaToB, BK/IKOYEHHbIX B NepeyYeHb
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YU3HEHHO HEOoBXOAUMBIX U BasKHEMLIUX NeKapCTBEHHbIX MPenapatos, Ha KOTopble Npou3sBoaAUTENAMU
JIeKapCTBEHHbIX MNpPenapaToB He 3aperucTpupoBaHa npeaenbHasa OTMNYCKHaA LeHa, peajausauusa
NPOM3BOAMTENAMMN JIEKAPCTBEHHbLIX NPenapaToB Mo LLeHam, NPEBbILLAOWMM 3aPEerncTpUpPoOBaHHbIE UAN
nepepernctpnpoBaHHble npeaesibHble OTNYyCKHbIE LUeHbl Ha IeKapCTBeHHbIE NpenapaTbl C y4ETOM Ha/10ra
Ha A,06aBNEHHYO CTOMMOCTb.

9. OcobeHHOCTU rocyfapCTBEHHOIO PEryIMpoBaHmA NpeaesbHbIX OTNYCKHbIX LLEeH Npou3BoanTenein
Ha JIeKapCTBEHHble MpenapaTbl, BK/AOYEHHblE B NEpPeYeHb KU3HEHHO HEeobXOAMMbIX U BarKHEMLLMX
NeKapcTBEHHbIX MPenapaToB, B 3aBMCMMOCTM OT 3KOHOMMYECKUX U (MAKM) coumanbHbIX KpuTepues
(M13meHeHWe ycnoBuii, MopsAKa W CTOMMOCTM MNPOM3BOACTBA  JIEKAPCTBEHHbIX MNPEenapaTos,
MCMNONb30BaHWE HOBbIX GOPM, METOoA0B M CNocoboB rocyfapCTBEHHOrO PEryiMpoBaHUA LeH Ha
NeKapcTBeHHble npenapaTtbl, B TOM 4YMC/le Ha OCHOBE MexaHM3Ma pedepeHTHOro LeHoobpasoBaHMs,
N3MeHEeHW NopsaaKa OKasaHUsa MeaMLMHCKOW NOMOLM, U3SMEHEHME Kypca MHOCTPAHHOM BaloTbl U UHbIEe
n3mMeHeHwun) ycTaHaBauBatoTca MNpasutenbcTBom Poccuiickoit Peaepaumn.
(8 pea. PegepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locypapcTBEHHbIA peecTp npedenbHbIX OTNYCKHbIX LWEeH npousBoguTeneit Ha
JIeKapCcTBeHHble NpenapaTtbl, BK/IIOYEHHble B NepeyvyeHb KU3HEHHO Heo6XO0AMMBIX M BaKHeuwux
NleKapCcTBEHHbIX NPenapaTos

1. 3aperucTtpupoBaHHble WAM MEpPeperucTpMpoBaHHbie MpeaesbHble  OTMNYCKHble  LieHbl
npoussoauTenei Ha eKapcTBEHHbIE NPENapaTbl, BKAOYEHHbIE B MEPEYEHb XKU3HEHHO HEOOXOAMMbBIX U
BA)KHEMLIMX JIeKAPCTBEHHbIX NPEenapaToB, MOANEXKAT BKAOYEHUIO B TOCY[APCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLeH NPOU3BOAUTENEN Ha IEKAaPCTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NepeYeHb
YKU3HEHHO HeobX0AMMbIX U BaXKHEWNLLMX JIEKAaPCTBEHHbIX NPenapaTos.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

2. FocynapcTBEHHbIN peecTp NpeaenbHbIX OTMYCKHbIX LeH Npou3BoAuTeneil Ha ieKapCTBeHHbIe
npenapatbl, BKNOYEHHblE B MNEPeYEHb KM3HEHHO HEOBXOAMMbBIX W BaXKHEMLLIMX JIeKapPCTBEHHbIX
npenapaToBs, COAEPHUT B cebe cneaytolyto MHGopmaumio:

1) HaMmeHOBaHMWe geprKaTensa Uav BRagenbla perncTPaumoHHOro yA0CTOBEPEHMUA IEKAPCTBEHHOIO
npenapata, HaMMeHOBaHWE NPOM3BOAUTENA JIEKAPCTBEHHOrO NpenapaTta, CBeAEHUA O perncrpauuu
AeprKaTensa v Bnagesibla perMcTpaumoHHOro ya0CToBepeHmsa 1eKapCcTBEHHOrO Npenapara, CBeAeHuUsA o
perncTpauum NpoM3BoAUTeNA IEKAaPCTBEHHOTO NpenapaTta 418 MegULMHCKOTO NPMMEHEHUA B KavyecTBe
HanoronaTeNbWMKa B CTPaHe perncTpaumm (418 pocCMiCKMX opUaNYECKUX UL, - UAEHTUOUKALMOHHDINA
HomMep HanoronnaTtenblumka (MHH), AnA MHOCTPAHHBLIX OPUANYECKUX ANL, - CTPaHa pPerncrpaumu,
HaMMeHOBaHMe PerucTPUpPYHOLLEro OpraHa, PerncTpaLMoHHbIN HOMep, Ko, HaNoronaaTeblMKa B CTpaHe
peructpauum (MHKOpNopauuun) UaM ero aHaor), MecTo HaxoXKAeHWs MPOU3BOACTBEHHbIX MJOLLAA0K,
YYacTBYIOLWMX B Mpouecce NPOM3BOACTBA JIEKaPCTBEHHOrO MpenapaTa, € yKasaHnem CTaguu npouecca
Nnpou3BoOACTBa;

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

2) HaMMeHOBaHWE /NeKapCTBEHHOIO Mpenapata (MexAayHapoAHOoe HenaTeHTOBaHHoe, Wau
rpynnMpoBOYHOE, UM XMMUYECKOEe M TOProBoe HaMMeHOBaHMWA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) Homep perncTpaLMoHHOro yA0CTOBEPEHMSA IeKapCTBEHHOro Npenapara;

4) nekapcTBeHHasa ¢opma C yKasaHWeM L03MPOBKM SIeKapCTBEHHOTO NpenapaTta U ero KoanyecTsa
BO BTOPUYHOW (NOTPEeBbUTENBCKOM) YNAKOBKE, @ TaKKe KOMMIEKTHOCTb;
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npegenbHas OTNYCKHan LLeHa Ha JIeKapCTBEHHbIM Npenapart B pybasx;
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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6) gata n Homep NpuKasa ynoJHOMOYEHHOro denepasnbHOro opraHa UCNOHUTENbHOW BAACTU O
rocyAapCTBEHHOM perucTpaunm unm nepeperncTpaumm npeaenbHom oTnycKHOM LieHbl Ha 1eKaPCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MepeyYeHb XU3HEHHO HeobXOAMMbIX W BarKHEWMWINX NeKapCTBEHHbIX
npenaparos;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) pata BCTyn/ieHMA B CUAY NPUKa3a YNOAHOMOYEHHOro ¢peaepanbHOro opraHa UCNOIHUTENbHOM
B/IaCTM O TOCYAAPCTBEHHOM perucTpauMm uan nepeperncTpaumMm npeaesbHoOn OTMYCKHOM LEHbI
Npou3BOAUTENS Ha NIEKAPCTBEHHbIN MpenapaT, BKAKYEHHbIA B NepeyeHb KU3HEHHO HeobxoauMbIX U
BaYKHEWLLMX JIEKAPCTBEHHbIX NPenapaTtos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) WTPUXOBOWN KOoA, HAHECEHHbIN Ha BTOPWUYHYIO (NOTPEBbUTENBCKYIO) YNAaKOBKY NEKAapCTBEHHOro
npenapara;
(n. 7 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) KoA, NeKapcTBEHHOro npenapata No aHaTOMO-TEPANeBTUYECKO-XMMMUYECKOW KaaccudumKaLmm,
pekoMeHA0BaHHOW BceMunpHoOM opraHusaLumelt 34paBoOOXpaHEHMS.
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3. TocymapcTBeHHas pernctpaumsa WAM nepepernctpauma npeaenbHbiX OTMYCKHbIX LEeH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHble B MNEpPevYeHb MU3HEHHO HEOOXOAMMbBIX W  BaXKHEMLIMX
JIeKApPCTBEHHbIX NPenapaToB, BeAeHWE TOCYAAPCTBEHHOrO peecTpa NpeaenbHbIX OTMYCKHbIX LeH
npoussoamuTenel Ha eKapCcTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NePeYeHb KM3HEHHO HEOOXOAMMbIX U
Ba*KHEMNLUMX NEKAPCTBEHHbIX NPENAPaTOB, OCYLLECTBAAIOTCA B NOPALKE, yCTAHOBEHHOM MpaBUTeIbCTBOM
Poccuiickoin Pepepaumnn.

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

Ctratba 63. YcraHOB/ieHMe OpraHamu WUCMOJIHUTENIbHOW BAacTM cyb6bekToB PoccuiicKoii
depepaummn npegenbHbiX PasMepoB ONTOBbIX HaAbaBOK M npepenbHbIX PasmMepoB PO3HUUHbIX
Hapab6aBoK K GaKTUUECKMM OTNYCKHbIM L,eHaM, YCTAaHOBAEHHbIM NPOU3BOAUTENAMMU JIEKAPCTBEHHDbIX
npenaparoB, Ha JIeKapCTBEeHHble NpenapaTtbl, BKAOYEHHbIe B NepeyeHb XXU3HEHHO Heobxoaumbix u
Ba’KHeWLWunX NeKapCcTBEHHbIX NpenapaTos
(B pen,. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl uMcCnonHUTeNbHOM BnacTM cybbekToB Poccuitckoit Pepepaumm  ycTaHaBAMBAIOT
npegenbHble pasmepbl ONTOBbIX HaAbaBOK WM NpefesibHble pasmepbl PO3HWMYHBIX HALOABOK K
$aKTUYECKMM OTMYCKHbIM UeHam (6e3 yyeTa Hasnora Ha [06aBJAEHHYH CTOMMOCTb), YCTAHOBAEHHbIM
NPOM3BOSUTENAMM JIEKAPCTBEHHbIX TMPernapaToB, Ha JIeKapCTBEHHble MpenapaTbl, BK/OYEHHble B
nepeyeHb KMU3HEHHO HEOBXOAMMBIX WM Ba)KHEWWWX JIEKAPCTBEHHbIX MPEenapaToB, B COOTBETCTBMM C
YTBEPKAEHHOM B MOpsAAKe, ycTaHoB/AeHHOM [lpaBuTenbctBom Poccuiickoi Peaepauumn, metoamKoi
YCTaHOB/IEHNA OpraHamMu WCNOJIHMTENbHOM BAacTu cybbekToB Poccuiickoit depepaumm npeaenbHbIX
pasmepoB ONTOBbIX HaAbGaBOK M MNpeaenbHbIX Pa3smMepoB PO3HUYHLIX HagbaBOK K (aKTUYECKUM
OTNYCKHbIM LleHaM, YCTaHOBJEHHbIM NPOM3BOANTENAMM EKAPCTBEHHbIX NPENapaToBs, Ha 1EKAPCTBEHHbIE
npenapatbl, BKAKOYEHHblE B MNeEpeYeHb KM3HEHHO HEOBXOAMMbIX W BaXKHEMLIMX eKapCTBEHHbIX
npenapaTtos. [PoeKTbl PeLLIEeHNA OPraHOB MCNOHMUTENbHOM BAacTu cybbekToB Poccuitickoi deaepaumm
06 ycTaHOB/MEHUWN U (MNM) M3MEHEHUM NpefenbHbiX Pa3smMepoB ONTOBbIX HaAbaBOK WM NpeaesbHbIX
pa3smepoB PO3HUYHbIX HaA6aBOK K GaKTUUYECKMM OTMYCKHbIM LLEHaM, YyCTaHOB/IEHHbIM MPON3BOANTENAMM
NleKapcTBEHHbIX MPEenapaToB, Ha J/IeKapcTBEHHble NpenapaTbl, BK/AIOYEHHble B MepeyYeHb XKU3HEHHO
HeoBXOAMMbIX W BarKHEWWMWX JIeKapCTBEHHbIX MNpenapaTtoB, MOAJeXaT COrnacoBaHU ¢
YNOJHOMOYEHHbIM defepasbHbiM OPraHOM UCMOSIHUTENIbHOW BAAaCTU, OCYLLECTBAAIOWMM GYHKUMK MO
NPUHATUIO HOPMATMBHbIX NPABOBbIX aKTOB M KOHTPOJIO 33 cob/toAeHMeM 3aKOHOAATeNbCTBA B chepe
rocyfapCTBEHHOro peryanpoBaHua LeH (TapudoB) Ha ToBapbl (ycayrv), B nopsake, YCTaHOBNEHHOM
MpasutenbcTBom Poccuiickoi ®eaepaumn.
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(8 pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-93, 07 27.12.2019 N 475-03)

2. OpraHusaumMm ONTOBOW TOProB/AM NEKAPCTBEHHBIMU CPEACTBAMMW, aMNTeYHble OpraHM3aumuy,
WHAMBMAYANbHbIE MPeAnpPUHUMATENN, UMEOWME NULLEH3NIO HA PapMaLEBTUYECKYID AEATENbHOCTD,
MeOVLMHCKME OpraHusaumm, MMelWwmMe NULEH3UID Ha GapMaleBTUYECKYD AeATeNbHOCTb, U UX
o0bocobneHHble noapasaeneHus (ambynatopuun, ¢enbaliepckue n GpenbaliepcKo-akyllepcKmMe NyHKTbI,
LeHTpbl (oTaeneHus) obuieli BpayebHOM (cemenHON) NPaKTUKK), PACMNONOXKEHHble B CEe/IbCKUX
HACeNEeHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpPraHW3aLmn, OCYLLEeCTBAAIOT peasin3aLmio
JIEKAapCTBEHHbIX MpenapatoB, BK/OYEHHbIX B MepeyYeHb KU3HEHHO HeobXoAMMbIX W  BarKHEULWUX
JIEKapCTBEHHbIX MpenapaToB, MO LeHaM, KoTopble (GOPMMPYIOTCS B COOTBETCTBUM C MOPAAKOM,
yCTaHoBMEHHbIM MpaBuTenbcTBoM Poccuiickon deaepaunm, U ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha
006aBNEHHYO0 CTOMMOCTb) He A0/IKEH NPEBbIWaTb CYyMMY GpaKTUUYECKOM OTMYCKHOM LeHbl, yCTaHOBEHHOM
npousBoguTenemM NeKapCTBEHHOro rMpenapaTta, He MpPeBbllaloWen 3aperucTpupoBaHHON UK
nepeperucTpUpoBaHHOM npeaenbHOW OTMNYCKHOM LUeHbl npousBoauTens (Ha pgaty peanvsaumu
JIeKapCTBEHHOrO npenapaTta MpPou3BOAUTENEM), U pa3mMepa ONTOBOM HagbaBku U (Maun) pasmepa
PO3HUYHOWN HaabaBKK, He NMPEeBbILIAOLWMUX COOTBETCTBEHHO pa3mepa NpeaenbHON ONTOBOM HaabaBKM U
(nnn) pasmepa npenenbHoOM PO3HNUYHOM HaAbaBKKM, YCTAHOBNEHHbIX B CybbekTe Poccuiickon deaepaunu.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MUCMNOJIHUTENbHON BnactM cybbvekToB Poccuitickon Pegepaumm pasmellaloT B CETU
"MHTepHeT" nHdopmauuio 0 3aperncTpMpoBaHHbIX NPeaesbHbIX OTMYCKHbIX LeHax nponssoautenei Ha
JIeKapCTBEHHbIE nNpenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HeOobXOAMMBIX M BaAXKHEMLINX
JIeKapCTBeHHbIX NpenapatoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuitckoi depepauum npepenbHbIx
pa3mepax ONTOBbIX HaAbaBOK U (M) NpeaenbHbIX pasMepax PO3HMYHbIX HaA0aBOK K YCTaHOB/EHHbIM
NPoOu3BOAUTENAMM NEKAPCTBEHHbIX NpPenapaToB GaKTUYECKMM OTMYCKHbIM LEeHaM Ha NIeKapCTBEHHbIE
npenaparbl, BK/OYEHHbIE B NepeyeHb MM3HEHHO HEeOobXOAUMBIX W BaXKHEWWMUX JIeKapCTBEHHbIX
NnpenapaToB, a TaKXKe 0 CYMME 3aperncTpMpoBaHHbIX NPeaesibHbIX OTMYCKHbIX LeH Npou3BoauTenei Ha
JIeKapCTBEHHbIE NpenapaTtbl, BK/OYEHHble B MNepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLUX
JIeKapCTBEHHbIX MPenapaToB, YCTAHOBNEHHbIX B cybbekTe Poccuitickolt Pepepaummn npegenbHbIX
pa3mepoB ONTOBbIX HaA0ABOK U NPeE/bHbIX Pa3MepPOB PO3HUYHbIX HaAb6aBOK M Ha/lora Ha A06aBNEHHYIO
cToMmoCTb. MHpOopMauma, NpeaycMoTpeHHan HAaCTOALLEN YaCTbO, A0IKHA HAXOAUTLCA TaKMKe B anTeYHbIX
OopraHusaumax B AOCTYNMHOW AONA BCEX 3aMHTEPECcOBaHHbIX AUl dopme M OBHOBAATHCA MO Mepe ee
pa3smeLlleHMA opraHamm UCNONHUTENIbHOM BlacTM cybbekToB Poccuinickort deaepauum B cetn "UHTepHeT".
(yacTb 3 B peq. denepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatnun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiii 3akoH oT 27.12.2019 N 475-P3.

Fnasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BESOMNACHOCTU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOA4ALWMXCA B OBPALLLEHUN
B POCCUMCKOM ®EAEPALIUMA
(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaas3op
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. /lekapcTBeHHble Npenapatsbl, HaxoAdwmecs B obpalleHnn B Poccnitickoit degepaunn, noanexkar
MOHUTOPUHTY 3PPEKTUBHOCTM M 6E30MaCHOCTM B  LENAX BbIABAEHUA BO3MOMHbIX HEraTUBHbIX
nocneacTBuii UX NPUMEHEHWUA, UHANBUAYANbHON HENepeHOCUMOCTH, NpeaynperKaeHna MeauLUHCKUX
paboTHWMKOB, chneunannucToB B 061acT BETEPUHAPUM, NAUMEHTOB WAM BAALENbLEB XMMBOTHbIX U WX
3aLMTbI OT NPUMEHEHNA TaKUX IEKAPCTBEHHbIX NPenapaTos.

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

2. ®dapmaKoHaA30p OCYLWECTBAAETCA COOTBETCTBYIOLWMM YNOJAHOMOYEHHbIM deaepanbHbIm
OpPraHOM MWCMOJIHUTE/IbHOM BAACTM B YCTAaHOB/NEHHOM MM MOPSZAKE NyTem aHa/nu3a npegocTaBAsemoit
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cybbekTamm obpalleHNs IeKapCTBEHHbIX CPeacTB MHPOPMaLLMM O NOBOYHbIX AeNCTBMAX, HEXKENATENbHbIX
peaKkumaX, Cepbe3HbIX HEeXenaTesbHbIX Peakumax, HenpeaBUAEHHbIX HEXenaTeNbHblX Peakuuax npu
NPUMEHEHNN NIeKAapPCTBEHHbIX MpenapaTos, 06 WHAMBUAYaNbHOW HEMEepPeHOCMMOCTH, OTCYTCTBUM
3pPEeKTUBHOCTU NEeKapCTBEHHbIX MNpenapatoB, a Takke o060 WHbIx ¢aKTax U 0bCToATeNbCTBAX,
NPeaCTaBAAOWMX YIPO3Y KU3HM WAM 300POBbI0 YeNoBeKa AMOBO KMBOTHOFO MNPU MPUMEHEHUU
JIEKapCTBEHHbIX NPENApPaTOB U BbIABAEHHbIX Ha BCEX 3Tanax 0b6palLeHMA NeKapCTBEHHbIX NPenapaTos B
Poccuitckoin Pepepaumm n opyrnx rocyaapcreax.

3. CybbeKTbl 06palleHnA NeKapcTBEHHbIX CPEACTB B MOPAAKE, YCTaHOBAEHHOM YNOAHOMOYEHHbIM
denepanbHbiM  OPraHOM  WCMOJIHUTENbHOW  BAacTM, o06dA3aHbl  cooblWwatb B YNOJIHOMOYEHHbIN
denepanbHbii opraH UCMOAHUTENLHOW BAACTM O MOBOYHBLIX AENCTBUAX, HEMKEeNaTeNbHbIX PeaKuMsX,
Cepbe3HbIX HEeXKeNaTeNbHbIX pPeaKumsaxX, HenpeaBuAEHHbIX HeXenaTe/bHbIX Peakumax npu npumeHeHun
NeKapcTBEHHbIX NpenapaTtoB, 06 MHAMBMAYa/NbHOM HENepeHOCMMOCTH, OTCYTCTBUM 3PPEKTUBHOCTM
NleKapCTBEHHbIX MPenapaTtoB, a TakKe 06 MHbIX paKkTax M 06CTOATENLCTBAX, NPEACTaBAAIOWMX Yrpo3y
U3HU MKW 340POBbIO YeNoBeKa NGO KMBOTHOTO NPU MPUMEHEHMU NIEKAPCTBEHHbIX MPEenapaTos U
BbIAB/IEHHbIX Ha BCex 3Tanax obpalleHWs NeKapCTBEHHbIX npenapaTtoB B Poccuiickoit depepaunu u
APYrvx rocyaapcreax.

4. lepkatenn unm Bnaaenblbl PerucTPaLMOHHbIX YA0CTOBEPEHUI NeKapCTBEHHbIX NPenapaTtos,
ropuanyecKme nua, Ha MMa KOTOPbIX BblAaHbl Pa3pelleHmna Ha NpoBeAeHne KINHUYECKMX UcCneaoBaHui
B Poccuiickoit depepauun, nMbo ynoNHOMOYEHHblE MMW ApYyrve pUANYECKMe Nuua B pPamKax
obecneyeHns 6€30MacHOCTM IEKaPCTBEHHbIX NPenapaToBs B NopsAAKe, yCTaHOB/EHHOM COOTBETCTBYOLLMM
YNOJIHOMOYEHHbIM pefepasibHbiIM OPraHOM WUCMOJNHUTENbHON BacTh, 06s3aHbl OCYLWECTBAATL NpUem,
y4yeT, 06paboTKy, aHaIM3 U XPaHEHME NOCTYNAIOLLNX B UX a4PeC OT CyOEKTOB 0bpalleHUA 1eKapCTBEHHbIX
CPeACTB M OpPraHOB rOCYAapPCTBEHHOM BAAaCTU COOOLWEHUIA O NOOOYHbIX AENCTBUAX, HEXKenaTesbHbIX
peakuusax, Cepbe3HbIX HexenatebHbIX U HenpeaBUAeHHbIX HeXXenaTebHbIX peakuMax npy NpUuMeHeHum
NIeKapCTBEHHbIX MpenapaToB, 06 0COBEeHHOCTAX WX B3aMMOAEWCTBUA C APYrMMU NIeKapCTBEHHbIMM
npenapatamu, WUHAMBUAYANbHOW HEMNepeHOCMMOCTM, a TakKe 06 WHbIX paKTax M obcToATENbCTBAX,
NPeAcTaBAAOWMX YrPO3y KMU3HM MAUM 300POBbI0 YefnoBeKa NGO KMBOTHOTO WAW BAUAIOWMX Ha
M3MEHEHME OTHOLLEHUA OXKMAAEMOM MNOJb3bl K BO3MOMHOMY PUCKY MNPUMEHEHMUA /NeKapCTBEHHbIX
npenaparos.

5. Mpw BbIABNEHUM UHPOPMALMMN O CEPbE3HbIX HEXKENaTe/bHbIX Peakumax U HenpeaBUAEHHbIX
HeXenaTeslbHbIX Peakuuax Mnpu MPUMEHEHMM JiIeKapCTBEHHbIX MpenapatosB, 06 0cobeHHOCTAX WX
B3aMMOAENCTBMA C APYrMMM NEKAapPCTBEHHbIMKW NpenapaTamu, UHANBUMAYANbHON HenepeHoCMMOCTH, a
TaKkxe 06 NHbIX paKTax M 06CTOATENLCTBAX, BAUAIOLWMX HAa U3SMEHEHME OTHOLLEHMSA OXKMAAaEeMOM MO/b3bl K
BO3MOXHOMY PMUCKY MPUMEHEHMS NIeKapCTBEHHbIX MNpenapaToB, JAepaTenn WauM BAagenblpl
PEerncTpPaunoHHbIX YA0CTOBEPEHUI IeKAPCTBEHHDBIX NMPenapaTos, lopUANYEecKUe LA, Ha UMA KOTOPbIX
BblJaHbl Pa3peLleHns Ha NpoBeAeHMe KAMHUYECKUX UccnefoBaHuin B Poccuiickoin deaepauun, anbo
YNO/HOMOYEHHbIE UMW Apyrve topuaMyeckne avua o06s3aHbl NPUHATbL Mepbl, HanpaB/ieHHble Ha
YCTpPaHEeHWe  HeraTMBHbIX  MOCNEeACTBMIA  MPUMEHEHWA  TaKMX  JIEKApCTBEHHbIX  MpPenapaTos,
npegynpexaeHne NpuyMHeHUs Bpeaa *KU3HW UK 300P0BbI0 YeNoBeKa MO0 XKUBOTHOTO, 3aLLMTY UX OT
NPUMEHEHWA TaKUX NEKAPCTBEHHbIX MPENAPaToB, Ha AOMNOIHUTE/bHBIN COOP AaHHbIX 06 3 PEeKTUBHOCTU
1 6e30NacHOCTM TaKMX IeKapPCTBEHHbIX NPenapaTos.

6. 3a HecoobLLEHME UK COKPbITUE MHDOPMALMM, MPEAYCMOTPEHHON YacTbio 3 HACTOALLEN CTaTby,
AepyKaTenn WAW  BAadenblbl  PErucTPaUMOHHBLIX  YAOCTOBEPEHWI fIeKapCTBEHHbIX NpenapaTos,
IOpUANYECKME IMLA, HA UMA KOTOPbIX BblAaHbl Pa3peLleHna Ha NPoBeAeHNE KNUHNYECKMX UCCAeA0BaHNIA
B Poccuiickoin ®depepaumn, AM6O YNOSHOMOYEHHbIE MMM APYTUE OPUMAMYECKMEe AMLA, a TaKxke
OOMKHOCTHbIE /MUA, KOTOpbiM 3Ta MHbOpPMauMsA CTana M3BecTHa Mo poay WX npodeccrMoHanbHOM
AesATeNbHOCTU, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAAaTeIbcTBOM Poccuiickoi Peaepauum.

7. an nonay4yeHnMn ynoaHOMO4Y€E€HHbIM d)e,u,epaanblN\ OopraHom WCNONIHUTE/IbHOM B/1ACTK B pPamKax
ocywecrBaieHna mm d)apmaKOHa,u,sopa AOKa3aTe/ibCTB O HECOOTBETCTBUUN NEKAPCTBEHHOIO npenaparta
YCTAaHOBJ/IEHHbIM TDE6OBaHMﬂM WM npn nonyvyeHuu MHd)OpMaLI,VIVI O HeCOoOTBETCTBUM [LOAHHbIX 06
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addeKTMBHOCTU 1 0 6e30MacHOCTN NeKapcTBEHHOro npenapaTa AaHHbIM O JIeKapCTBEHHOM npenapare,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/e BbIABNEHHbIX B XOAe OCYLEeCTBAeHUA
dbapmaKkoHaa30pa KOHTPOSIbHO-HAA30PHbIMW OpraHaMyM MHOCTPaHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTE/IbHOW BAACTM B YCTAaHOBAIEHHOM MM NOPAAKE paccmaTpuBaeT BOMPoC O
NPMOCTaHOBAEHMM MPUMEHEHMSA TAKOro NEKapCTBEHHOrO Npenapara.

CratbA 65. MpMocTaHOBAEHUE NPUMEHEHUA JIeKAPCTBEHHOro nNpenapara
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpu nonyyeHUn MHPopmMaLMmn O HexenaTeNbHbIX PeakLMAX NP NPUMEHEHUM SIEKAPCTBEHHOTO
npenapaTta, He YKa3aHHbIX B MHCTPYKUUU MO NPUMEHEHMUIO JIEKAPCTBEHHOTO MpPenapaTta, CepbesHbiX
HerkenaTesbHbIX peaKkumax, o6 0CObBEeHHOCTAX ero B3auMOAEWCTBUA C APYrMMMU NEKAPCTBEHHbIMM
npenapaTamu, KOTopble MOFYT NPEACTABAATb YIPO3Y *KU3HU UAK 300POBbIO YeN0BEKA MO0 KMBOTHOTO, @
TaKKe O HEeCOOTBETCTBMM AaHHbIX 06 3PPeKTUBHOCTM M O 6Ee30MaACHOCTM NeKapCTBEHHOrO npenaparta
OaHHbIM O JIeKapCTBEHHOM NpenapaTte, CoAEPKALMMCA B UHCTPYKLMM NO ero NPUMEHEHUIO, B TOM Yncae
OT YNO/IHOMOYEHHbIX OPraHOB WHOCTPAHHbIX rOCYAApPCTB, OOMeH KOTOPOM OCylecTBASETCs B
COOTBETCTBUM C COMNALIEHUAMU MEKAY YNONHOMOYEHHbIM deaepasnbHbIM OPraHOM WCMOJIHUTENbHOM
BNACTU U YNOJIHOMOYEHHbIMW OPraHaMM MHOCTPAHHbIX FOCYAApPCTB, YNOJHOMOYEHHbIN deaepanbHbIi
OpraH UCMNOJHUTENIbHOM BNACTU PacCMATPUBAET BOMPOC O BOSMOXHOCTU NPUOCTAHOBAEHUA 0bpalLeHus
TAKOro /IEKAapCTBEHHOrO npenapata B MNOpPAAKe, YCTaHOBAEHHOM YMNONHOMOYEHHbIM ¢eaepanbHbIM
OpPraHoOM UCNONHUTENIBHOW BNACTW.

2. Tlpy HEUCNONIHEHUU WM HEHAAJ/IeXKALleM MWCMNOJHEHUWN AepKaTenaMu WA BAaLeNblamu
PErncTPaLnOHHbIX YAOCTOBEPEHUIN NEKAPCTBEHHbIX MPEnapaToB, HPUANYECKMMU AULAMWU, Ha UMA
KOTOPbIX BblAaHbl pa3peLleHna Ha NpoBeAeHNe KIMHUYECKMX nccneaoBaHnii B Poccuitckon depepavmum,
NN YNONHOMOYEHHbIMU UMW APYTUMU IOpUANYHECKMMU L .aMKn 06H3aHHOCTeVI, YCTaHOB/IEHHbIX YaCTAMMU
3 1 4 cTatbu 64 HacToswero ®esepasbHOro 3aKkoHa, IMbo B cyyvanx NPeaCTaBNeHUA COOTBETCTBYOLLMM
YNONIHOMOYEHHbIM denepasbHbIM OPraHOM UCMOMIHUTENbHOM BAACTU 3aKAOYEHUA O HEAOCTOBEPHOCTH
pe3ynbTaTOB  K/JAMHWMYECKOrO UCCNe[0BaHUA  JIEKAPCTBEHHOro npenapata  Ana  MeAMUMHCKOro
NPUMeHeHMA, KOTOPOE OCHOBAHO Ha pe3y/ibTaTax NPOBEPKU MEeAULMHCKOM OpraHn3aLmm, NpoBoAMBLLEN
YKa3aHHOE KAMHUYECKOe NCC/ieloBaHNe C HapyLLUEHMEM MPABUA HASNEKALLEN KNMHUYECKON MPaKTUKK, U
NpMBENO K MOJIYYEHUIO HEAOCTOBEPHbLIX PE3y/abTaToB, MO0 B CAyvyae HEBbINOJHEHUS NpeanucaHus,
BbIAAHHOIMO YMNO/NHOMOYEHHbIM deaepanbHbIM OPraHOM  UCMOJIHUTE/IBHOM BAIACTMU MO UTOram
OCYLLECTBNIEHNA BbIOOPOYHOTO KOHTPO/S KayecTBa JIEKAPCTBEHHOrO MpenapaTa, YNOJHOMOYEHHbIN
depepanbHbI opraH UCNONHUTENIbHOW BNACTU B YCTAHOB/IEHHOM MM NOPALKE pacCMaTpMBaeT BONpPOC O
NPUOCTAaHOB/IEHUM NPUMEHEHUA TaKOrO JIEKAPCTBEHHOrO Npenapara.

3. YnonHomoueHHbI denepanbHblii OpraH UCNOMHUTENbHOW BAAacTU MPU NPEeACTaBAEHUN emy
CBEAEHUN O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAacTB TpeboBaHMAM NpaBun
Hag/iexkallen NpoM3BOACTBEHHOM NPAKTUKM U (MAN) O HAapYLUEHWUM IMLEH3UNOHHBIX TPEOOBAHMUI, KOTOPbIE
6bINK BbIAB/IEHbI B XO4€ MPOBEAEHUS UHCMEKTUPOBAHUA MPOU3BOANTENS SIEKAPCTBEHHbIX CPEACTB MK
OCYLLECTBNIEHMSA IMLLEH3MOHHOIO KOHTPOIA B chepe NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NMPUBEU
WU MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NPENApPaToB AN MEeAWULMHCKOTO NPUMEHEHWA,
NPUYMHUBLLKX UM CNOCOBHBIX MPUUNMHUTD BPEL, *KU3HW UM 340POBbIO rPpaXkaaH, pacCMaTpPUBAET BOMPOC
O MPUOCTAaHOB/NIEHUN MPUMEHEHMS JIEKAPCTBEHHbIX MPEnapaToB A8 MeAMLMHCKOro MpUMEHeHUs B
YCTaHOB/IEHHOM MM NOPAAKE B CNEAYOWMNX CyYanX:

1) coctaB u (MNK) TexHoNOrMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta Ana MeaMLMHCKOro
npMMeHeHuA (C onucaHMem CTaauii NPOM3BOACTBA) OTAMYAIOTCA OT 3asB/IEHHbIX B PErmcTpaumMoHHOM
A0Cbe;

2) NeKapCTBeHHbIM NpenapaTt 414 MeANUNHCKOTO NPMMEHEHUA NPOU3BeAeH Ha NPON3BOACTBEHHOM
NoLWaAKe, He YKa3aHHOM B PerucTpaLMoOHHOM LOCbE;

3) Yy npoussogutena NeKapCTBeHHbIX Cpeacrts OTCYTCTBYHOT [OOKYMEHTbI, noArBepxaakouwune
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COOTBETCTBME KayecTBa JIEKAapCTBEHHOro npenaparta 414 MeAMLUMHCKOro NMpUMEHEHUs, BBOAMMOIO B
rpaxkaaHckmn 0b6opoT, TpeboBaHMAM, YCTaHOBAEHHbBIM MPU €ro rocyAapPCTBEHHOM perncTpauuu;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPEACTB B COMNacoBaHHbIA C COOTBETCTBYHOLINMM
YNO/NHOMOYEHHbIM deaepasibHbiM OPraHOM UCNOJIHUTENbHOM BIACTU CPOK HEe YCTPaHEeHbl HapylueHun
TpeboBaHMIA NpaBuA HagNeXKalllelh NPOM3BOACTBEHHOW NPAKTUKU U (MNK) NNLEH3UOHHbIX TpeboBaHMA,
KoTopble ObliM BbIAB/AEHbI B X04€ MPOBEAEHUA WMHCMEKTUPOBAHUSA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeACTB UM OCYLLLECTB/IEHUS IMLLEH3VUOHHOTO KOHTPOASA B chepe Npomn3BOACTBA IEKAPCTBEHHbIX CPEeAcTB
U NPUBEAM WMAN MOTYT NPUBECTU K MPOM3BOACTBY JIEKAPCTBEHHbIX MPenapaTtoB ANA MeAUUMHCKOro
NPUMEHEHNA, MPUYMHUBLINX UM CNOCOBHbBIX MPUUYNHUTD BPEA KU3HU UKW 340P0BbIO rpaxKaaH.

(yacTb 3 BBeageHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNonHOMOYeHHbIV denepanbHblii OpraH UCNOAHUTENBHOM BNACTU NPY HAIMYWUM Y HEro CBeAeHU
O HECOOTBETCTBMM NPOM3BOAMTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpPaBWU HaaNexKallen
NPOM3BOACTBEHHOM MNPAKTUKU WM (MAW) O HapyleHUMM NUUEH3MOHHBLIX TpeboBaHMI, KoTopble 6blin
BblABNEHbI B XOAE MPOBEAEHUA MHCNEKTMPOBAHMA MPOU3BOANUTENS NIEKAPCTBEHHbIX CPEACTB WM
OCYLLECTB/IEHNA IMLEH3NOHHOIO KOHTPOA B chepe NPOn3BOACTBA IEKAPCTBEHHbIX CPEACTB U NPUBEIU
WU MOTYT MPUBECTM K MPOU3BOACTBY /IEKAPCTBEHHbIX MPENapaTos A8 BETEPMHAPHOIO MPUMEHEHMS,
MPUYUHMUBLIUX WAU CMOCOBHbIX MPUYUHMTL BPed U3HU WAWU 300POBbI0 XMWMBOTHbLIX, paccmaTpuBaer
BOMPOC O MPUOCTAHOB/NEHUN peanus3auunm U MPUMEHEHMs JIeKapCTBEHHbIX MpenapaToB  AnA
BETEPUHAPHOr0o NPMMEHEHMSA B YCTaHOBIEHHOM MM MOPAAKE B CAEAYIOWMNX CAyYanX:

1) coctas u (MNK) TEXHONOIMA NPOM3BOACTBA NIEKAPCTBEHHOrO npenapaTta AN BETePUHapHOro
npuMeHeHusa (C onucaHWem CcTaamil NPOMU3BOACTBA) OTAMYAIOTCA OT 3aAB/IEHHbIX B PErmMCTPaLMOHHOM
[0Cbe;

2) NeKapcCTBEHHbIN NpenaparT 414 BeTepUHapHOro NpMMeHeH A NPounsBeaeH Ha NPON3BOACTBEHHOM
NAoLWaAKe, He YKasaHHOM B PerMcTpaLMoHHOM AOCbE;

3) y npousBoaMTENs NEeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KAuyecTBa JIEKAPCTBEHHOro npenapaTta AJ/a BETEPUMHAPHOr0 NMPUMEHEHWsA, BBOAWMOIO B
rpa*kaaHcknn obopoT, TpeboBaHMAM, YCTAHOBIEHHbBIM MPU €ro rocy4apCTBEHHOM perncTpauunu;

4) npousBoguTENEM JIeKapCTBEHHbIX CPeACTB B  COMIACOBAHHbLIM C  COOTBETCTBYIOLMM
YNO/SIHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOIHUTENIbHON BAACTU CPOK He YCTPaHEeHbl HapylleHuA
TpeboBaHMUI NPaBWU HaA/exKallleld NPOU3BOACTBEHHON MPAKTUKKU U (MK) NIMLEH3NOHHBIX TpeboBaHUi,
KOoTopble ObliM BbIABAEHbI B XO4E MNPOBEAEHUA WHCNEKTUMPOBAHMA NPOM3BOAUTENA IEKAPCTBEHHbIX
CPeACTB UM OCYLLECTBAEHMA NNLEH3MOHHOIO KOHTPO/IA B chepe NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB
M MPUBEAN WM MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MPENapaToB A/ BETEpPUMHAPHOro
NPUMEHEHUA, NPUYMHUBLLUX UM CMOCOBHbBIX MPUYUHUTD BPEL, X KU3HU UAWN 340POBbLIO *KUBOTHbIX.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 cT. 65 gonosHAeTcA Y. 5, 6 (P3 o1 27.12.2019 N 475-93).

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.09.2023 cT. 65 gonosHaetca 4. 7 (3 o1 02.07.2021 N 317-D3).

Cratba 66. UHPopmauma o pesynbtatax papmakoHagsopa
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YnonHomoueHHbIn  deaepanbHbli  OpraH  UCMOJIHUTE/IbHOM  BACTW,  OCYLLECTBAAIOLWMMI
dapmaKkoHag3op, No ero pesysnbraTtam pa3mellaeT Ha cBoem odpuuManbHOM caiTe B ceTu "UHTepHeT"
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nHpopmauumtio o:

1) BbIABAEHUM HOBbIX MNOATBEPNKAEHHbIX AaHHbIX O MOBOYHbLIX AENCTBUAX, HexenaTesbHbIX
peaKkumaAx, CepbesHbIX HeKenaTefbHbIX PeaKkuusx, HenpeaBuAeHHbIX HEKenaTeNbHbIX peakuuax npu
NPMMEHEHUM IeKapCTBEHHOIO NpenapaTa, B TOM YMC/IE BAMAIOWMX Ha OTHOLLEHME OXKMAAEMOM MOb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA AaHHOIO IEKapCTBEHHOro Npenapara;

2) NPUHATBIX PELIEHUAX O BHECEHMM U3MEHEHWNI B MHCTPYKLMIO MO MPUMEHEHUIO IEKAPCTBEHHOTO
npenapaTta, 0 NPMOCTAaHOBAEHUN NPUMEHEHWNA NEKAPCTBEHHOIO NpenapaTta, 06 M3bATUKU M3 0bpaLeHuA
NIeKapCTBEHHOIO NpenapaTta Uan o BO306HOBAEHUM NPUMEHEHWA NEKAPCTBEHHOIO NpenapaTa.

Fnasa 14. UHOOPMALMA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHTA ABUXEHNA NEKAPCTBEHHbIX MPEMNAPATOB
ANA MEQULIMHCKOTO NPUMEHEHUA
(8 pea. PepgepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumna O neKapcTBeHHbIX npenapatax. CucTema MOHUTOPUHrA ABUXKEHUA
JIeKapCTBEHHbIX NPenapaTos A1 MeAULUHCKOro NpUMeHeHUA
(8 pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmauma o neKkapCTBEHHbIX NpenapaTax, OTMNYCKaeMblX MO PeLenTy Ha JIeKapCTBEHHbIN
npenapaT, 4OJ/IKHA COAEep)KaTbCA TO/IbKO B CNEUMANN3UPOBAHHbIX U3LAHUAX, NPefHa3HAYeHHbIX AA
MeaNLMHCKUX, papMaLLeBTUYECKUX PabOTHMKOB, CneumanmcTos B 061actm BeTepuHapun. MHbopmaums o
JIeKapCTBEHHbIX NpenapaTax 418 cneumannctos B 061acTn obpalleHma NekapcTBEHHbIX CPeACTB MOXKET
cofepXatbCA B MOHOrpaduaAx, CAPaBOYHMKAX, HaAy4YHbIX CTaTbAX, B [OKAaZaxX Ha KOHrpeccax,
KOHdepeHUMAX, CMMMNO3UYyMax, Hay4yHbIX COBETaX, a TaKXKe B WHCTPYKUMAX N0 MNPUMEHEHUIO
JIeKapCTBEHHbIX NPenapaTos.

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

2. MHpopmauma o NeKapCTBEHHbIX NpenapaTax, OTNycKaemMblx 6e3 peuenTa Ha /IeKapcTBEHHbIN
npenapaTt, MOXeT cogepKaTbcA B MNybanKauuax U ob6bABAEHUAX CPeacTB MacCcoBOM WHdopmauum,
CNeunanmn3mMpoBaHHbIX MU OBLLMX MEeYaTHbIX M3LAHMAX, UHCTPYKLMAX MO NPUMEHEHMUIO NIEKAPCTBEHHbIX
npenapaToBs, MHbIX U34aHUAX CYBbEKTOB 06paLLEeHNA NeKapPCTBEHHbIX CPeACTB. PeKkamHble MmaTepurabl O
NleKapcTBEHHOM Mpenaparte, oTnyckaemom 6e3 peuenta Ha JIeKapCTBEHHbIM npenapaT, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMMN NO NPUMEHEHMIO IEKapCTBEHHOTO npenapara.

3. JlonyckaeTcs MCMnonb3oBaHWe tobbiIX MaTepuanbHbIX HOCUTEsIe, MO3BOJIAIOWMNX XPAHWUTD,
nepegasaTb M UCNOJIb30BaTb MHGOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHus.

4. Ona ueneli naeHTUOUKALUMKM YNAKOBOK J/IeKAPCTBEHHbIX MpenapaToB Anf MeAULMHCKOro
NPUMEHEHUA MPOU3BOANUTENIN NIEKAPCTBEHHbIX CPEACTB B NOPAAKe, YCTaHOBAEHHOM [1paBUTEIbCTBOM
Poccuiickoin Pegepaummn, HaAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLLEHUWN eKapCTBEHHbIX NpenapaTos
AN MeIULIMHCKOrO NPUMEHEHUSA, A8 KOTOPbIX HEe NpeayCcMOoTpeHa BTOPUYHaA YyNaKoBKa) U BTOPUYHYIO
(noTpebuTenbcKyr) yNnakoBKy NE€KapCTBEHHbIX NpenapaTos 418 MeAMLMHCKOro NpumMmeHeHna cpeacTsa
MAeHTMOMKALMUKN, 338 UCKAOYEHWEM NEKAPCTBEHHbIX MPenapaTtoB An8 MeAULMHCKOro MpUMEHEeHMUs,
NPOM3BOAUMBIX A1A MPOBEAEHMA KNAMHUYECKUX UCCAeA0BaHUIA, SKCNOPTA, IeKapCTBEHHbIX NpenapaTtos
AN MeAMLMHCKOro NMPUMEHEHUA, yKasaHHbIX B Yactax 5 u 8 cratbu 13 HacTtoAuwero deaepanbHOro
3aKoHa, paamodapmaLleBTUYECKUX NEeKapCTBEHHbIX MpenapaTtos, MNUABOK MEAMLMHCKMX W ra3os
MEANLUMNHCKUX.

(yacTb 4 BBEeAeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepucTMkun cpeactsa MaeHTMdMKaummn, NopaaoK ero HaHeceHMa U TpeboBaHMA K CTPYKType
n  dopmaty WHOOPMAUUKM, KOTOPYHD COLEPHKUT CPEencTBO  UAEHTUPUKauMK, onpeaenstorca
MpasuTtenbctBom Poccuiickon ®eaepaumu.
(yacTb 5 BBEeAeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-03)
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6. lMopAagoK cO34aHUA, pPa3BUTUA, BBOJA B 3SKCMJ/yaTauMio, 3KCNayaTauuu M BbiBOgA U3
3KcnyaTauMmM CUCTEMbI MOHWUTOPUHIA ABUMKEHWMA JIEKAPCTBEHHbLIX MNpenapaTtoB AAA MeAUUMHCKOro
NPUMeHeHNA, MNOPALOK NpeafocTaBAeHNs WHOOPMALUKM, COAEepKaLLeNcA B CUCTEME MOHWUTOPUHIA
OBVKEHWA IEKAPCTBEHHbIX NPenapaToB A8 MeAUUNHCKOrO NPUMEHEHMUA, U NOPALOK B3aMMOAENCTBUA
YKa3aHHOMW  cUCTeMbl C  WMHbIMW  TOCYAAPCTBEHHLIMM  MHOOPMALMOHHBIMKM  CUCTEMAMM WU
MHGOPMALNOHHBIMU CUCTEMAMM OPUANYECKUX TULL U UHANBUAYANbHbBIX NPeAnpUHUMaTENEN, YKa3aHHbIX
B 4Yactax 7 u 10 HactoAwen cTaTbM, ycTaHaBauBatoTcAa [paBuTenbctBom Poccuiickoin Pepgepauuu.
OnepaTtopaMn CUCTEMbI MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbLIX MPEMNapaToB AAA MeAMLMHCKOro
npumeHeHua ABAAOTCA deaepanbHbli OpraH WCMOAHUTENbHOW BAacTM U (MAKM) opraHusaums,
ynonHomoueHHble MpasutenbctBom Poccuitckon ®epepaymn.

(yacTb 6 BBeaeHa PeaepanbHbiM 3aKoHOM oT 28.12.2017 N 425-03)

7. lOpnanyeckme nmua N MHANBUAYaAbHblE NPEANPUHMMATENMN, OCYLLECTBAAIOLWME NPON3BOACTBO,
XpaHeHne, BBO3 B Poccuickyto ®Pepepaumto, OTMNYCK, peanmsaumto, nepegady, NPUMEHEHUE W
YHUUTOXKEHMNE IEKAPCTBEHHbIX NpenapaToB A MeAMUMHCKOro NpUMeHeHus, obecneunBatoT B nopsaaKe
M B COCTaBe, KOTOpble ycTaHOBAeHbl [lpasuTenbctBom Poccuitckon Pepepaumm c yd4eTom BMAA
OCYLLEeCTBNAEMON UMM AeATe/IbHOCTW, BHeceHWe WMHPOPMALMM O NEKAPCTBEHHbIX MNpenapaTtax Ans
MeANUMHCKOro MNPUMEHEHMA B CUCTEMY MOHWUTOPUHIA ABUMKEHWA NEKAPCTBEHHbIX MpenapaTtoB Ans
MeanLMHCKOro npumeHeHunaA.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTtbl AAA MeAMUMHCKOrO NPUMEHEHUs, npegHasHayeHHble Ans
obecneyeHusa nunu, 60NbHLIX reMoPUIMEN, MYKOBUCLNAO30M, TMNOPU3APHbIM HAHM3MOM, 60/E3HbIO
lowe, 310KayecTBEHHbIMU HOBOOOPa30BaHMAMU NUMIOUAHON, KPOBETBOPHOM M POACTBEHHbLIX UM
TKaHEeM, paccesiHHbIM CK/IePO30M, /1L, NOCAe TPaHCNAaHTaLMM OPraHoB v (Mn) TKaHel, Npon3BeaeHHble
00 31 aekabpna 2019 roga, a TaKKe UHble IeKapPCTBEHHbIE NpenapaThl 418 MeANLMHCKOTO NPUMEHEHUA,
npousseseHHble 4o 1 umona 2020 roga, noanexaT XpPaHEHWIO, MepeBO3Ke, OTMYCKY, peanmnsaumu,
nepefaye, npumeHeHuto 6e3 HaHeceHMa CpeacTB MAEHTUDMKALMN A0 UCTEYEHMA CPOKA UX FOAHOCTMU.
MpaBuTenbcTBo Poccuiickon Peaepaunn BnpaBe yCTaHOBUTb 0COBEHHOCTM BBOAA B rpaKAaHCcKuii o6opoT
NIeKapPCTBEHHbIX NPEeNapaToB A58 MegUUNHCKOro NPUMEHEHMA, MPou3BeaeHHbIX B nepunog ¢ 1 utona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpakAaHCKM 060pOT IeKapcTBEHHbIE NpenapaThbl Ans
MeANUMHCKOro NPUMEHEHMA, 3@ UCKAIYEHUEM NEKAPCTBEHHbIX MpenapaTtos, NpeAHa3Ha4YeHHbIX Ans
obecneyeHuns nuu, 60bHbIX remoduameit, MyKOBMCLMA030M, rMnodpusapHbiM HaAHU3IMOM, BONE3HbIO
lowe, 310KayecTBEHHbIMU HOBOOOPa3oBaHMAMU NUMGOOUAHON, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHen, paccesHHbIM CKNepPO30M, UL, MOC/Ie TPAHCMIaHTaLUMM OpPraHoB 1 (UnK) TKaHel, NPou3BeAeHHbIe
3a npegenamu tepputopum Poccuiickoinn ®egepaumm go 1 oktabpa 2020 roga, moryT 6biTb BBE3EHbI B
Poccuitckyto degepaumnio go 1 aneapa 2021 roga B nopsgke, yctaHoBaeHHOM [paBUTENbCTBOM
Poccuitckoit epepaumm, 6e3 HaHeceHUs cpeacTB MaeHTUdUKaUnN.

(B pen. PegepanbHbix 3aKoHOB 0T 27.12.2019 N 462-3, o1 13.07.2020 N 206-93)

8. OpraHusauma WHPOPMALMOHHOIO B3aUMOLENCTBUA CUCTEMbI MOHUTOPUHIA  ABUXKEHUA
JIeKapCTBEHHbIX MNpenapaTtoB AAa MEeOMUMHCKOTO MNPUMEHEHWA C  WHbIMW  TOCY4ApCTBEHHbIMU
MHPOPMALMOHHBIMK  cUCTeMaMn  obecneumBaeTca B TOM 4ucae MNOCPEACTBOM WMHPPACTPYKTYpPbI,
obecneunBaolwen MHGOPMALNOHHO-TEXHONOTUYECKOE B3aMMOAENCTBME MHOOPMALMOHHDBIX CUCTEM,
NcnosibdyembiX ANA NpefoCTaBAeHUA TFOCYAAPCTBEHHBIX U MYHWUMNAAbHBIX YCAYr WU WUCMOJHEHWA
rocyAapCTBEHHbIX M MyHULMNAAbHbIX GYHKLUIN B 9N1€KTPOHHOMN dopme.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. ObuwepoctynHaa uHOOPMaLMA, COAEPKAWAACA B CUCTEME MOHUTOPUHIA  ABUXKEHWA
JIeKapCTBEHHbIX MPEenapaToB ANA MEeAMUMHCKOIO MpPUMEHeHMs, pasmelaetcs B MHPOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHOM ceTn "WHTepHeT" (B ToM uucne B popmMe OTKPbITbIX AaHHbIX) B MOPALKE,
ycTaHoBneHHoMm MpaBuTenbcTteom Poccuiickoit depepavmu.

(yacTb 9 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. npOVI3BO,CI,VITe.I'IVI NEeKapCTBEHHbIX CPEACTB NONYHAKOT CcogepPKallyoCA B CUCTEME MOHUTOPUHTA
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OBUMKEHUA NIEeKAPCTBEHHbIX NpenapaTtoB A1A MeAMLMHCKOro NpuMeHeHua MHpopmaLlumio o cepusax m
NapTUAX IeKapCTBEHHbIX NPENapaToB, NPOU3BOANUMbIX UMW U HAXOAALWMXCA B rPpaxKaaHCKOM obopoTe B
Poccuiickoin Pepepaunn, 6e3so3mesaHo.

(yactb 10 BBeageHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a npon3BOACTBO MAM NPOAANKY JIEKAPCTBEHHbIX NPENAPATOB AN MeAULMHCKOro NPUMEHEHUA
6e3 HaHeceHUs cpeacTB UAEHTUPUKALUUKM, C HAapyLUEHMEM YCTAaHOB/AEHHOrO MopsAKa WX HaHeceHwus, a
TaK)Ke 3a HecBOeBpPEMEHHOE BHeCeHMe AaHHbIX B CUCTEMY MOHUTOPUHIA ABUMKEHUA NEKAPCTBEHHbLIX
npenapatos A4aa MeAMUMHCKOrO MNPUMEHEHMA WM BHECEHME B Hee He[oCTOBEPHbIX AaHHbIX
IOpUMANYECKME AnLa U MHAMBMAYANbHblE NPeanpUHUMATENM, YKa3aHHble B 4YacTax 4 u 7 HacToALedn
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOA4AaTeNbcTBOM Poccuitckoit epepaumnn.
(yacTb 11 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

12. MpaButenbctBo Poccuitickolt depepaunmn BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeAPEHUN
CUCTEMbI MOHUTOPMHIA ABWUMKEHWS JIEKAPCTBEHHbLIX NpenapaTtoB ANs MeAMUMHCKOro NpUMeHeHMus,
BK/IlOYAsA CPOKM ee BHeApeHWs, B OTHOLWIEHWUW JIEKAPCTBEHHbIX MNpenapaTtoB An8 MeAULMHCKOro
npumeHeHuna, BKAKOYEHHbIX B nepedyeHb XW3HEHHO HEO6XOAMMbIX M BaXKHenLWwmnx NNeKapCTBEHHbIX
npenapaToB, /1IE€KAPCTBEHHbIX MNPENapaToB, MpeAHa3sHA4YeHHbIX AAAa obecneyeHuna nuL, OGONbHbIX
remoouanen, MyKoBMUCLUWAO30M, TMNOPU3aPHbIM HaHM3MOM, 6onesHbio lolle, 3/10KaYyecTBeHHbIMMU
HOBOOOpa3oBaHUAMU NMMPOUIHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHEW, paccesaHHbIM
CKNEepOo30M, /L, NMoc/ie TPaHCMNaHTaLMM OPraHoB U (MK) TKaHEW, UHbIX IEKAPCTBEHHbIX NPEnapaToB A/
MeanLMHCKOIro npumeHeHunaA.

(yacTb 12 BBeaeHa GeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

Fnasa 14.1. OFTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUUN, OCYLLECTBNAOLWME OEATENIBHOCTDb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuyeHMA, Hanaraemble NpU OCYLLECTBNAEHUU JAeATeNbHOCTM B cdepe
06paLLeHnn IeKapCcTBEHHDIX CPeacTB

1. OpraHusauuu, 3aHumalowmeca paspaboTkoi, npousBoAcTBOM W (MaM) peanusaumen
NIeKapCTBEHHbIX NpenapaTos A4 MeANLNHCKOro NPUMeHeHNA, opraHusaummn, obnagatolme npasamm Ha
MCNONb30BaHME TOProBOro HauMMEHOBaHMA /IeKapCTBEHHOro npenapata Aa8  MeAuLMHCKOro
NPMMEHEHWA, OPraHM3aL M ONTOBOM TOProB/IM IEKAaPCTBEHHbIMM CPEACTBaMM, anTeyHble OpraHn3aumum
(vx npeacTaBuUTENM, UHbIE PUNYECKME U IOPUAMYECKUE NTMLLA, OCYLLECTB/ISIOWME CBOKO AEATE/IbHOCTb OT
MMEHM 3TUX OpraHn3auuii) B OTHOLIEHUU MEANUMHCKMX PabOTHUKOB U pyKoBoAUTeNel mMmeanuUHCKUX
opraHu3auuii He Brpase:

1) Bpy4aTb NOAAPKM, BbINIAUNBATL AEHEXKHbIE CPEACTBA (32 UCKIOYEHMEM BO3HarpaykaeHWin no
[OroBopam nNpu NPOBEAEHUWN  KAMHWUYECKMX UCCNeAOBaHUM JIEKApCTBEHHbIX MpenapaToB  Ans
MEAMLMHCKOrO MPUMEHEHMUS, BO3HArpa*KAeHW, CBA3AHHLIX C OCYLLECTBJAEHUEM MEAULMHCKUM
pPaboTHMKOM NeaarorMyeckoi u (MaM) HaydyHoN AeATeNbHOCTK), B TOM YMC/Ie OMNlaunBaTb pasB/iedeHus,
OTAbIX, NPOE34, K MecTy OTAbIXa, a TaKXKe NPUB/AEKaTb K y4acTUIO B Pa3B/eKaTe/IbHbIX MepPOnpUATUAX,
NPOBOAMMbIX 33 CYET CBOMX CPEACTB;

2) 3aKNKo4YaTb cornaweHnAa O Ha3HadYeHnn wWan pekomeHaauunm naunueHTam JNeKapPCTBEHHbIX
npenapatos 4na megnumHCKOoro npuMmeHeHumA (3a UCKNIlo4YeHNEM A0rosopos O nposeaeHNn KAIMHNYeCKnX
MCCHEAOBaHVIVI NNeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOoro I'IpVIMEHEHMH),‘

3) npenocraBaiATb 06pa3u,b| NEKAPCTBEHHbIX NpenapaTos ANA MegNLMHCKOTo NpUMeEHEHNA B LLeNAX
Bpy4YeHMA MNMaUUEHTAM (33 UCKNKDYEHNEM Cny4daeB, CBA3aHHbIX C MnpoBeAeHUMEM  K/IMHUYEeCKUX
MCCﬂe,ﬂ,OBaHMﬁ NEKapPCTBEHHbIX NpenapaTtos AnAd megnumnHCKOro I'IpMMEHEHMFI),'
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4) NnpeaoCcTaBNATb HEAOCTOBEPHYIO U (MN) HENONHYI0 MHPOPMALMIO O IEKAPCTBEHHBbIX NpenapaTax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTb ux B paboyee Bpemsa Ha paboumx mecTax, 3a MCKAOYEHMEM C/ly4aeB, CBA3AHHbIX C
NpoBefleHUEM  KJAMHUYECKUX WUCCNeA0BaHMIA  NeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro
NPUMEHEHUA, C y4acTUemM B NopsAJKe, YCTaHOBAEHHOM pyKoBoAUTENeM MeAMLMHCKOW OpraHusaumu, B
CObpaHUAX MeAULMHCKUX PabOTHUKOB M MHbIX MEPONpPUATUAX, HanpaB/ieHHbIX Ha MOBbIEHUE UX
NPo¢$eccMoHaNbHOrO YPOBHA WMAM Ha NpeaocTaBieHue UHPOPMaLMKN, CBA3AHHOM C OCYLLECTB/IEHUEM
MOHUTOPUHra 6e30nacHOCTU IeKapCTBEHHbIX NpenapaTos;

6) NOB6Y»KAaTb K BbIMUCbIBAHMIO IEKAPCTBEHHbIX NMPENAapPaToB ANA MEAULMHCKOTO NPUMEHEHMSA Ha
61aHKax, cofeprKawmx MHGOPMaLMIO PEKNAMHOIO XapaKTepa, a TaK:Ke Ha peuenTypHbix 6iaHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBAHME JIEKAPCTBEHHOro npenapata Aaa MeaWLMHCKOTo
NPUMEHEHWA.

2. OpraHu13auuu, ykasaHHble B ab3aue nepsom 4actu 1 HacToALlel cTaTbM, U UX NPeacTaBUTeNn B
OTHOLWEHUM hapMaLEeBTUYECKMX PADOTHUKOB M PYKOBOAUTENEN aNTeYHbIX OpraHM3aLuii He BrpaBse:

1) BpyYaTb NOAAPKM, BbINAAUYMBATb AEHEXKHbIE CPEACTBA, B TOM YMC/E OMNNauynBaTb pass/ieveHus,
OTAbIX, MPOe3d K MeCTy OTAbIXxa, W MPUBAEKaTb K Y4acTUIO B pa3B/ieKaTe/IbHbIX MeponpuATUSAX,
NPOBOAMMbBIX 3@ CYET CBOUX CPEACTB;

2) npenocTaBaATb o6pa3u,b| NEeKapCTBEHHbLIX NpenapatoB Ana MeanunHCKOro npumeHeHuAa anAa
Bpy4YeHUA HaCeNEHUIO,

3) 3aKknYaTb COrNalleHUs O MNPeaSIONKEHUN HACENEHUD ONpeAeneHHbIX /IeKapCTBEHHbIX
npenapaTos 414 MeAUUMHCKOro NPUMeEHEHNS;

4) NnpesoCTaBNATb HEAOCTOBEPHYIO U (MM) HEMOHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax
AN MegMUMHCKOTO NPUMEHeHMA, B TOM YUCAE MMEWUX OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.,

Cratba 67.2. TpeboBaHUA K OpraHM3auMM U NPOBEAEHUI0 HAY4YHbIX MEpPONPUATUN, MHbIX
MeponpuATUIA, HanpaBNeHHbIX Ha noBbilleHUne nNpPodPeccUoHANbHOrO YPOBHA MeAULMHCKUX
paboTHMKOB AU HA npeaocTaBAeHne UHPOPMaLMKU, CBA3AHHOM C OCyLLecTBIeHUEeM MOHUTOPUHIa
6e30nMacHOCTM NeKapPCTBEHHbIX NPenapaTos

1. MNpu NpoBeAEHMMN HayYHbIX MEPONPUATUIA, MHbIX MEPOMPUATUIA, HANPaABAEHHbIX Ha NOBbILIEHNE
Npo¢deccMoHaNbHOrO0 YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpeaocTaBleHMe CBA3aHHOM C
OCYWEeCTBNIEHMEM  MOHMTOPUHra  6e30MacHOCTU  NEeKapCTBEHHbIX  NpenapaToB  MHbOPMaLMMK,
OpraHM3yembiX OpPraHM3auMAMM, yKasaHHbIMM B ab3aue nepsBom 4actu 1 cratbM 67.1 HacToAwero
defepanbHOro 3aKoHa, WX MpeacTaBUTENAMM U (MAK) UHAHCMPYEMbIX 33 CYET CpeacTB 3TUX
opraHun3auuii n UxX NpeacTaBuUTeNel, 3anpeLLaeTca NPenaTCTBOBaTb YHaCTUIO B YKa3aHHbIX MePONpUATUAX
MHbIX OpraHuM3auMii, KOTopble MPOU3BOAAT WM peanusyloT JIeKapCTBEHHble npenapaTtbl  AMs
MeAMLMHCKOrO MPUMEHEHUSA CO CXOXKMM MEXaHN3MOM GapMaKoI0rMyeckoro aencraus, 1Mbo co3fasaThb
AVNCKPMMMHAUMOHHbIE YCI0BUA A1 OOHUX YYACTHUKOB MO CPABHEHMIO C APYTMMM YYacTHWKamMM, a
MMEHHO:

1) npefoCTaBAATL Pa3/IMYHOE KOIMYECTBO BPeMEHW /1A BbICTYNIEHUA YYaCTHUKOB, Pas/iMyHbIe Mo
pasmepy 3aHMMaeMol NAoWaam MecTa A1 AEMOHCTPaL MM 06pasLLIOB 1EKAPCTBEHHbIX NPenapaToB A5
MEAMLMHCKOrO MPUMEHEHUSA WM  PEKNaMHbIX MATepuanoB O JIeKAapCTBEHHbIX Mpenapatax gns
MeAMLMHCKOro NPUMEHEHMNA Ha SKCMO3NLMAX, CTEHAAX, 33 UCKNIOYEHUEM C/lyYaeB, ec/iv Takue ycaosua
3aKpenaeHbl B COrNalleHnAX 3TUX OpraHM3auuii, UX npeacrasuTesneit 0 GUHAHCUPOBAHUM YKa3aHHbIX
MeponpuATUIA U 0BYCNOBAEHbI PAa3IMYHBIMM 3aTPaTaMM YYaCTHUKOB Ha MX OpraHM3aLmio;



2) ycTaHaBAMBaTb pa3mep B3HOCA A/1A YYAaCTHUKOB MEPONPUATUIA, YKa3aHHbIX B ab3aue nepsom
HACTOALLEN YaCTW, NPEBBILLAIOLLNI CYMMY 3aTPAT Ha OpraHM3auMIo YKa3aHHbIX MePONPUATUIN N BEAYLLNIA
K He0HOCHOBAHHOMY OFPaHMYEHUIO YNCNA UX YHACTHUKOB.

2. OpraHu3aumm, yKasaHHble B ab3aue nepsom Yactn 1 ctatbm 67.1 HactoAwero ®eaepanbHoro
3aKOHa, UX NpeacTaBUTENN, OCYLLECTBASIOWME OpPraHM3aumio U (Mam) puHaHCMpPOBaAHNE MEPOMPUATUIA,
YKa3aHHbIX B YacTu 1 HacToALlen cTaTby, 0683aHbl 0becnevymBaTb A4OCTYN K MHPOpPMaLUM O AaTe, MecTe u
BPEMEHU MpPOBeAEHUs YKasaHHbIX MeponpuATUI, NAaHax, MNporpammax npoBeAeHUn YKasaHHbIX
MEpPONPUATUIA U TEMAX, NNAHUPYEMBIX 418 PACCMOTPEHUSA, COCTaBE UX YYAaCTHUKOB NyTEM pasmeLLeHun
COOTBETCTBYIOWEN MHOPMALUM Ha cBOMX O0dULMAbHBIX CaTax B ceTn "MHTepHeT" He no3aHee ABYX
MecsALLEeB A0 Havyana NpoBeAeHUs YKa3aHHbIX MEPONPUATUIA.

3. UHPopmauma o npoBeaeHUN MepPONpPUATUIA, YKa3aHHbIX B YacTU 1 HACTOALWEN CTaTbW, B CPOK,
YCTaHOB/IEHHbIA YacTbio 2 HacTosILLel cTaTbW, AOMKHA ObiTb HanpasneHa B ¢depepasbHbli OpraH
WUCNONHUTENBbHOM  BAIACTW, OCYLLECTBAAKOWMIA  GYHKUMM NO  KOHTPOAK M Hagsopy B chepe
3/1paBOOXPAHEHMA, ANA NOCAEAYIOWEro pasmeLleHna ee Ha oPpUUMANBHOM CailTe 3TOrO OpraHa B CeTU
"MnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKOMN DEAEPALMM NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
M BOSMELUEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO TPAXKAAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylueHMe 3aKoHopatenbcTBa Poccuiickon ®Pepepauum npm
obpalleHnn NeKapCcTBEHHbIX CPeacTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickolt depepaumm npu o6palleHUM NeKapCcTBEHHbIX
cpeactB BAeYeT 3a CO6ON OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuiickol
depepaunn.

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

2. 3a HenpeacTaBAeHUEe AU HECBOEBPEMEHHOE NpeacTaB/ieHe MHPopmMaLmn U (MAn) 4OKYMEHTOB
nmbo npeacTaBneHWE HeAOCTOBEPHbIX WHbOpMauuu U (MAKM) AOKYMEHTOB, NpPeayCMOTPEHHbIX
HacToawmm PepepanbHbiM  3aKOHOM, CybObEKTbl 0OpalLeHUs JIeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckoint ®epepaumu.

(yactb 2 BBepgeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-d3)

Cratba 69. BosmelweHne Bpeaa, NPUHUHEHHOrO 340POBbLIO rpaXKAaH BCAeACTBUE NPUMEHEHUA
JNIEKApCTBEHHbIX NpenaparTos

1. np0M3BO,CI,VITe}'lb NeKapCTBEHHOIo npenaparta 06a3aH BO3MeECTUTb Bpes, I'IpVI‘-IMHEHHbIﬁ
340pPOBbIO rpa*KaaH scneancrsne NnpuMeHeHMA NeEKAPCTBEHHOIO nNpenaparta, eC/iM 40Ka3aHOo, YTO:

1) nekapcTBeHHbIM NpenapaT NPUMEHANCA MO HAa3HAYEHWMI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPMMEHEHMIO NEKapPCTBEHHOrO npenapaTta U NPUYMHON Bpeda ABUCA BBOA B rparK4aHCKMI o6opoT
He406pOKaYeCTBEHHOMO IeKaPCTBEHHOrO Npenapara;

2) Bpea, 340POBbIO MPUYMHEH BCAEACTBME HeAOCTOBEpPHOM MHbOpMauMKM, coaeprKalleinca B
WHCTPYKLMM MO NPUMEHEHUIO NEKAPCTBEHHOTO NpenapaTa, M34aHHOM NPoM3BOAUTEIEM JIeKapCTBEHHOTO
npenaparta.

2.B cnyyae, ecnun Bpena 340Pp0BbHO rpaxXaaH npuyYnHEH scneacrsmne npumeHeHmA NekapcrtBeHHOro
npenaparta, npuweawero B HErogHoOCTb B pPE3y/IbTaTe HapPyweHUA NpaBuUi XpaHEHUA NEKAPCTBEHHbIX
cpeacTts, npasun onToBOM TOProB/In IEKAPCTBEHHbIMU NpenapaTtamMm, npasuai OTNYCKA /1IEKAPCTBEHHDbIX
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npenapatos, MNpPaBWA M3rOTOBAEHUSA W OTMNYCKa /IeKapCTBEHHbIX MNpenapatoB, BO3MelleHWe Bpejaa
OCYLLEeCTBNISETCA COOTBETCTBEHHO OpraHM3auuelr ONTOBOM TOProB/AW JIEKAPCTBEHHbIMW CPEeACTBAMM,
anTeyHoW opraHuM3auuMein, WHAMBUAYANbHBIM MpeanpUHUMaTeneM, WMEOWUMN  JIMLEH3UIO Ha
$bapmaLeBTUYECKYIO AEATENbHOCTb WM JIMLEH3UIO HA MeOMUMHCKYIO OeATeNbHOCTb, MeaMLMHCKOM
opraHusaumen, MMelolen nuLeHsuo Ha dapmMaleBTUUECKYD AesATeNbHOCTb (ee 060C0o6AeHHbIM
nogpasgeneHmem (ambynatopueit, ¢enbalepcknm 1 denbalepcKo-akyWepCcKMM NMyHKTamMM, LEHTPOM
(oTaeneHnem) obuien BpayebHON (cemeinHOM) NPaKTUKKU), PACMONOXKEHHbIM B CE/IbCKOM HaceNeHHOM
MYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHvM3aums), AONyCTUBLUMMU MPOAANKY WAM OTMYCK TaKoro
JIeKapCTBEHHOro Npenapara.

(B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)

3. BosmeuweHue Bpeaa, MNPUYMHEHHOTO 340POBbLID rpaKAaH BCAeACTBUME MNPUMEHEHUA
JIEKapCTBEHHbIX MPenapaTtoB WAM COBEPLUEHUS NPOTUBOMPABHbLIX AEUCTBUN CybbeKTamu obpalleHus
JIEKApCTBEHHbIX CPeaCTB, OCYLLEeCTBNAAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunn.

Fnasa 16. 3SAK/TIOYUTE/IbHBIE MO/TOXKEHNA

Ctatba 70. O NnpuU3HaHUKM YTPATUBLLMUMM CUY OTAE/bHbIX 3aKOHOAATEIbHbIX aKTOB (N0I0XKeHWUiA
3aKOHOAaTeIbHbIX aKToB) Poccuiickoii Pepepauum

MpW3HaTb YTPATUBLLMMU CUNY:

1) depepanbHbIl 3aKoH oT 22 uioHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 1998, N 26, ct. 3006);

2) depepanbHbIt 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNONHEHUI B
depnepanbHbii 3aKoH "O nekapcTBeHHbIXx cpeactBax”' (CobpaHue 3akoHogaTenbcTBa Poccuiickoit
depepaunu, 2000, N 2, cT. 126);

3) ctaTtblo 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHUU U3MEHEHUN U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesbHble akTbl Poccuitckoit Pepepaumm B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O NMUEH3MPOBAHUM OTAe/bHbIX BUAOB geatenbHoctn" (CobpaHue
3aKkoHoaaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctatbio 31 depepanbHoro 3akoHa ot 30 uioHs 2003 roga N 86-d3 "O BHeCEHUN U3MEHEHUIN U
OONONHEHWUI B HEKOTOPbIE 3aKOHOZATebHble aKTbl Poccuiickon Pepepaumu, NPU3HAHUKN YyTPATUBLLMMMU
CUNY OTAENbHbIX 3aKOHOAaTesbHbIX aKToB Poccuitickolt Pepepaumn, nNpenocTaBNeHUUM OTAE/NbHbIX
rapaHTUN COTPYAHMKAM OPraHoB BHYTPEHHUX Ae/, OPraHOB MO KOHTPO/0 32 060POTOM HAaPKOTUUYECKUX
CPeACTB U NCUXOTPONHbIX BELLECTB U YNpa3aHAeMbix peaepasibHbiX OPraHoB HaJI0roBOM NOANLMK B CBA3MU
C OCYLLEeCTBIEHMEM MepP MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTbio 101 denepanbHOro 3akoHa ot 22 asrycrta 2004 roga N 122-d3 "O BHeceHUN U3MeHeH U
B 3aKoHogaTeslbHble aKTbl Poccuitickoli Pepepaumm M NPU3HAHUWU YTPATUBLUMMU CUY HEKOTOPbIX
3aKoHOaTeNbHbIX aKToB Poccuiickon depepaummn B cBA3U C NpuHATUEM DepepanbHbiX 3aKoHoB "O
BHECEHUM M3MEHEHWUI U gononHeHui B PepepanbHblih 3aKoH "O6 06WMX NPUMHUMNAX OpraHM3aumUK
3aKoHOAaTeNbHbIX (NPeacTaBUTENbHbIX) UM UCNOJHUTENbHLIX OPraHOB TrOCYAAaPCTBEHHOW BAacTU
cybbekToB Poccuinckoit ®epepaumn™ n "0O6 o0bLWMX NPUHLMNAX OPraHNU3aLLMmM MEeCTHOro CaMoynpaBaeHns
B Poccuiickon ®Pepepaumn” (CobpaHue 3akoHogatenbctBa Poccuiickon ®epepaumn, 2004, N 35, crT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa oT 18 gekabps 2006 roga N 231-$3 "O BBegeHMM B AeNCTBUE
yacTu veTBepToi [parkaaHCKoro Koaekca Poccuiickon ®depepaummn” (CobpaHue 3akoHoaaTeNbCTBa
Poccuitckoii denepaummn, 2006, N 52, cT. 5497).


consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5173125AD6277707E60339BC9163224A150026BB41FB2F2DEB3390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5478145BDE247707E60339BC9163224A150026BB41FA2E29E93390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D5879165FDF2B2A0DEE5A35BE966C7D4F121126BA40E52F2FF53AC4AD79N5N
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D527F115FD82B2A0DEE5A35BE966C7D4F121126BA40E52F2FF53AC4AD79N5N
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D597A125FDE2B2A0DEE5A35BE966C7D5D12492ABA41F82B2CE06C95EBC344973FC1BEA61736229B7CN5N
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D597F1053DD2B2A0DEE5A35BE966C7D5D12492ABA41F82A25E06C95EBC344973FC1BEA61736229B7CN5N
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D517A1752DF227707E60339BC9163224A150026BB41FF2A25E23390FED21C9A3EDEA0A50A2A2099C47DNCN
consultantplus://offline/ref=1D7A955FBC31E135879DA4EE3748615D58791153DC2B2A0DEE5A35BE966C7D5D12492ABA41F92D2BE06C95EBC344973FC1BEA61736229B7CN5N

Cratba 71. BctynneHue B cuny Hactoswero deaepazibHOro 3aKkoHa

1. Hactoswmin ®eaepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aperncTpupoBaHHbIE A0 AHA BCTYNJIEHMA B CUAY HACTOALLEro
depepanbHOro 3aKoHa, NOANENKAT BKAOYEHUIO B FOCYAAPCTBEHHbIE PeecTPbl NEKAPCTBEHHbIX CPeacTB C
BHECEHMEM YKasaHHbIX B Yactu 1 crtatbu 33 HactoAuwero PeaepanbHOro 3aKoHa cBeAeHWUI 06 3TuX
JIEKapCTBEHHbIX CPeacTBax 6e3 NpPOXOoXKAEHWMA BHOBb Npoueaypbl rocyAapCTBEHHOW peruMcrpaumm
NleKapCTBEHHbIX NpenapaTos.

3. locypapcTBeHHadA perncTpauma AeKapCcTBeHHbIX NPenapaToBs, 38 UCKAOYEHUEM IeKAPCTBEHHbIX
npenapaToB 41Aa MeAMUMHCKOro NpUMEHeHUA, NpPeacTaBAeHHbIX Ha YKA3aHHYK perncrpaumio ao gHa
BCTYN/IEHMNA B CUAY HacToAawero ®eaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHWM AOKYMEHTOB U AAHHbIX, NPeACTaB/IEHHbIX 40 AHA BCTYNAEHUA B
cuny HacToswero ®eagepanbHOro 3akoHa.

(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1.TocypapcTBEHHAA perncTpauma 1eKapcTBeHHbIX NpenapaTos 419 MeAULMHCKOTO NPUMEHEHUA,
NPeACTaB/NEHHbIX Ha TFOCYAAPCTBEHHYIO pPEerncTpaumio A0 AHA BCTYNAEHUMA B CUY HaCTOALWEro
depepanbHOro  3aKOHA, W TrOCYAAPCTBEHHAA PErucTpauua  NeKapCTBEHHbIX MpenapaToB  Aas
MEeAMUMHCKOTO MNPUMEHEHMA, MPeaCcTaBAEHHbIX HA 3KCNepTU3y NEeKAPCTBEHHbIX Cpeacts A0 AHA
BCTYN/JEHMA B CUAY HacToawero PenepasbHOro 3aKOHa B LEAAX UX nocaeaytowei rocyaapcTBeHHoM
perucTpaumnm, OCYLLECTBAAKOTCA HA OCHOBAHMW [AOKYMEHTOB M fAaHHbIX, NPeACTaBAEHHbIX A0 AHA
BCTYN/IeHNA B cuay Hactoawero ®PenepanbHOro 3aKoHa, a TaKKe 3aaBNAEHMA O roCyAapCTBEHHOM
perucTpaunm NeKapcTBEHHOro npenapaTa, MpPeaCcTaBAEHHOro MPOM3BOAUTENEM NEKAPCTBEHHbIX
npenapatoB UAM YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMM C HacToAWwMM PeaepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHbiii opraH UCNoIHUTEeNbHOM BnacTn ao 1 mapTa 2011 roaa, 6e3 TpeboBaHuA
ynAaTbl rocyAapCTBEHHOM NOLWANHbI, NPeayCMOTPEHHOM 3aKoHoAaTeNbCTBOM Poccuinckon deaepaumnm o
Hanorax u cbopax.
(yacTb 3.1 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TMoaTBep:KAEeHWE TroCyOapCTBEHHOM PEerMcTpauuu  NeKapCTBEHHbIX NpenapatoB  Ans
MeANUMNHCKOTO NPUMEHEHUSA, NPeACTaBAEHHbIX 414 NOATBEPKAEHMA rOCYyAapCTBEHHOW perncTpaumm go
OHA BCTyMNJeHWa B cuay Hactoswero dPenepasbHOro 3aKOHa, M MOATBEPNKAEHWE TOCYAAPCTBEHHOM
pervcTpaunmn NeKapcTBeHHbIX NpenapaToB Aaa MeAUUMHCKOTO MPUMEHEHUS, NpencTaBiAeHHbIX Ha
3KCMepPTM3Yy IEKAaPCTBEHHbIX CPEeACTB A0 AHA BCTYMEHMSA B CWY HacToswero PenepasibHOro 3aKoHa B
uenax nociaemyouero noATBEPXKAEHUA WX TOCYAAPCTBEHHOM PEerucTpauuun, OCYLLEeCTBAAKOTCA Ha
OCHOBaHWWM [OKYMEHTOB W [JaHHbIX, NPEACTaBNEHHbIX [0 AHSA BCTYMJIEHWA B CUAY HACTOALLEro
defepanbHOrO 3aKOHa, a TaKKe 3asB/eHUs O MNOATBEPKAEHWMM TOCYAapCTBEHHOW pernctpauum
NleKapcTBEHHOrO npenapaTa, NPeACTaB/feHHOro MPOM3BOAUTENEM NEKAPCTBEHHbLIX MPenapaTtoB WM
YNOAHOMOYEHHbIM UM INLLOM B COOTBETCTBUM C HacToAWwMM PeaepasibHbIM 3aKOHOM B YNONHOMOYEHHbII
depepanbHbIii opraH MCNOAHWUTENbHOW BnactM Ao 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnaTbl
rocyAapCTBeHHOM NOLW/MHbI, NpeayCMOTPEeHHO 3aKoHoAaTeNbcTBOM Poccuitickoii Pegepaumm o Hanorax
n cbopax.

(yacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATME pelweHMa O BHeCeHUu M3MEHEeHUN B AOKYMEHTbI, cogepXxauineca B
perncTtpatMoHHOM A0CbE Ha 3aperMCTpMDOBaHHbII7I HEKapCTBEHHbIﬁ npenapar ana meaumunHCKoro
npumeHeHnAa " npeacrtasaeHHble 40 AHA BCTYN/1I€EHUA B CUYy HaACToOALLEro CDeAepaanoro 3adKOHa, K
NPUHATUE pelleHnAa O BHECEHUN U3MEHEHU B AOOKYMEHTbI, coaepKauleeca B permcrpaynoHHom Aocbe
Ha 3apeI'MCTpMpOBaHHbIl71 ﬂeKapCTBEHHbIﬁ npenapar 4gnAa MmegnunHCKoOro npUMeHeHNA n
npeacrtaBneHHble Ha 3KCNEPTU3y J1IEKAapPCTBEHHbLIX CpeacCTB A0 AHA BCTynaeHunA B CUNY HacToAwlero
d>e,u,epaanoro 3adKOHa, OCyLW,eCTBNAKTCA Ha OCHOBAaHNUN OOKYMEHTOB U AaHHbIX, NPeaCcTaBNEHHbIX 40 OHA
BCTYN/1€HNA B CUNY HACTOALWLETO dJe,u,epaanoro 3adKOHaQa, a TaKXe 3aABN1eHNA O BHECEHUN U3MEHEHUI B
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OOKYMEHTbl, CoAep’Kalmeca B PerncTtpauMoHHOM [A0Cbe Ha 3aperMcTpuMpoBaHHbIA JIEKAPCTBEHHDIN
npenapat AAa MeAULUMHCKOTO NPUMEHEHUA, NpeacTaBAeHHOrO MNPOU3BOAUTENEM JIEKAPCTBEHHbIX
npenapaTos MAW YNOAHOMOYEHHBIM UM JINLOM B COOTBETCTBMM C HacToAwmMm PegepanbHbiM 3aKOHOM B
YNO/THOMOMYEHHbIN deaepanbHbli OpraH UCNoaHUTENbHOM Bnactk Ao 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynAaTbl FocyAapCTBEHHOM NOLWANHbBI, NPeayCMOTPEeHHOM 3aKoHoAaTeibcTBOM Poccuiickoit Pepepaunmn o
Hasorax n cbopax.

(yacTtb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelweHnit Ha npoBefeHue KANHUYECKUX WCCNef0BaHWM IeKapCTBEHHbIX
npenapaToB 1A MeAULUHCKOITO NPUMMEHEHUA NO 3aABJIEHUAM, NOAAHHBIM A0 AHA BCTYN/IEHUA B CUAY
HacToAwero ®eagepanbHOro 3aKkoHa, a TakXKe No 3aABAEHUAM, NOAAHHbIM MOC/E AHA BCTYNAEHUA B CUNY
HacToAwero ®egepanbHOro 3akoHa Ha OCHOBAHWUM 3KCNEPTM3, NPOBEAEHHbIX A0 AHA BCTYN/IEHUA B CUNY
HacToAwero dPenepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwmm PepepanbHbim
3aKOHOM Ha OCHOBAHMUM AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX MU NONYYEHHbIX A0 AHA BCTYNAeHMA
B cuy HacToAwero ®enepanbHOro 3aKkoHa, a TakXKe Ha OCHOBAHMM KONMWUKU NpeaBapuTeIbHOro 40roBopa
06A3aTeNbHOro CTPaXxOBaHMSA }KMU3HW, 340P0BbS MALMEHTOB, Y4aCTBYOLWMX B KNTMHUYECKOM UCCNeA0BaHUM
JIEKapCTBEHHOrO npenaparta gas MeAMUMHCKOro NMPUMEHEHMUA, UAM KoMK AoroBopa obasaTenbHOro
CTPaxoBaHMA KM3HW, 340POBbA MAUMEHTOB, Y4YaCTBYIOWMX B  KAMHWUYECKOM WUCCAe[0BaHUM
JIeKapCTBEHHOIO npenapaTta 444 MeAULMHCKOro NpUMEHeHus, Inbo npeacTaBAeHHON KONuKU Aorosopa
06A3aTeNbHOr0 CTPAXOBAHMA, 3aKJAIOYEHHOFO B COOTBETCTBUM C TMMOBLIMM MPaBMIaMU 06A3aTeNbHOrO
CTPaxoBaHMA, C YKasaHMeM npeaefibHOM YMCAEHHOCTU MAUMEHTOB, Y4YaCTBYIOWMX B KAMHUYECKOM
nccnefoBaHUM IeKapCTBEHHOIO NpenapaTta 418 MegULMHCKOro npumeHeHus, 6e3 TpeboBaHMA ynaaThbl
rocyAapCTBEHHOM NOLW/INHbI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinckon Peaepaumm o Hasorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B MHOCTPAHHOW BanoTe A0 [AHA BCTYMJIEHWA B CWJY HACTOALLEro
PepepanbHOro 3aKoOHa MpefesibHble  OTMNYCKHbIE  LeHbl  MHOCTPaHHbIX MNPOU3BOAUTENEN  Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb MKM3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
JIeKapPCTBEHHbIX NPENapaToB, NOA/EXKAT NepecyeTy B pyd6n no Kypcy LleHTpanbHoro 6aHKa Poccuinckom
depepaumn Ha Aaty, yctaHoBseHHyto MpasuTenbcTBom Poccuiickon ®epepaumm, 6e3 npeactaBieHus
3aAB/IEHMA O NepecyeTe UeHbl C BHECEHMEM COOTBETCTBYHOLMX N3MEHEHUI B FTOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLEH NPOU3BOAUTENEN Ha IeKapPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NepeyeHb
YKU3HEHHO HEODXOAMMbIX U BaXKHEMLUMX NEKAPCTBEHHbIX NPENapaToB.

(yacTb 3.5 BBegeHa deaepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperMcTpuMpoBaHHble A0 [AHA BCTYMJeHUs B cuay Hactosuwero PepepasnbHOro 3akoHa
npegenbHble OTNYCKHble LEeHbl POCCUMCKUX MNPOU3BOAUTENEN HA JIeKapCTBEHHble MpenapaThl,
BK/IlOYEHHblE B MepeyYeHb KU3HEHHO HeobXo4MMbIX M BaXKHEMLWWX NEeKAPCTBEHHbIX MpPenapaTos,
nognexaTt mHgekcaumm ¢ 1 Hoabps 2010 roga vcxods M3 MPOrHO3MPYEMOro YPOBHA MHOAAUMM,
ycTaHoBneHHoro ®eaepasibHbiM 3aKoOHOM OT 2 Aekabpa 2009 roaa N 308-93 "O denepansHom BrogxkeTe
Ha 2010 rog u Ha nnaHoBbI nepuog 2011 1 2012 rogos” Ha 2011 roga,

(yacTb 3.6 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPomn3BoACTBO M BBO3 B Poccuiickyto ®eaepauymto
JIeKapPCTBEHHbIX NPENapaToB B YNaKOBKax C MAapPKMPOBKOM, KoTopasa 6blna HaHeceHa A0 AHA BCTYN/eHUsA
B cuny Hacrosuwero ®eaepanbHOro 3aKoHa. 10 ncTteyeHUM yKa3aHHOro CPOKa AaHHble IeKAapCTBEHHbIE
npenapaTbl MOTYT OTNYCKaTbCA, Peann30BbIBATLCA, MepeAaBaTbCca U NPUMEHATLCA A0 UCTEeYEeHMA X CPOKa
rogAHOCTW.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-3)

4. Co pgHAa BCTynneHua B cuny Hactoawero PegepanbHoro 3akoHa u no 30 anpens 2011 roaa
BK/IIOYMTE/IbHO AOMYyCKaeTCA NpoBeAeHMEe SKCNepPTM3bl IEKAPCTBEHHbIX CPEACTB 3KCNepTamm SKCNEPTHOro
yupexaeHua OO0 MNPOXOXAEHUA MMM aTTecTauMm B NOpAAKe, YCTAHOBAEHHOM YMOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENBLHOM BNACTU.
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5. Co gHAa BCcTynneHus B cuny Hactoswero PeaepanbHoro 3akoHa 1 no 31 gekabpsa 2013 roga
BKIIOYNTENIbHO OCYLLECTBAAETCA Mepexon K NPoM3BOACTBY NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBu/iaMM OpraHM3aLnm NPon3BoACTBA U KOHTPOIA KayecTBa JIEKAPCTBEHHbIX CPEACTB, YKa3aHHbIMM B
yactu 1 ctatbu 45 Hactoawero PepepanbHOro 3akoHa, B MnosHOM obbeme. CpokM nepexoaa
NpPou3BOACTBA JIEKAPCTBEHHbIX CPeACTB K WX MPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHMAMM AaHHbIX NPABWJI, BKIOYAA CPOKM aTTecTauMmn YNOAHOMOYEHHbIX ML, YKa3aHHbIX B 4acTaxX
6 n 7 ctatbu 45 Hactosawero PeaepasnbHOro 3akoHa, yctaHaBamBatoTca lMpaBuTtenbcTBom Poccuiickol
depgepaunn.

6. J/InueH3nn Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BblgaHHble Ao 1 aHeBapa 2014 roaa,
aencteytoT nocse 1 aHBapsa 2014 roaa A0 UCTEYEHUA CPOKa UX OAENCTBUA MPWU YCAOBUM COOTBETCTBUSA
ZMUeH3MaTa Npasmaam OpraHMsauMm NPOU3BOACTBA U KOHTPONA KayecTBa JIeKApPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTh 1 ctatbk 45 HacTosAwero PeagepanbHOro 3akoHa.

7. ®opmnpoBaHue rocygapCTBEHHOrO 3aJaHWA Ha MNPOBeAEHMEe 3KCNEepTM3bl JIEKapCTBEHHbIX
cpeacts denepanbHOMY rocyaapcTBEHHOMY OHOAMKETHOMY YUYpPEKAEHUIO MO MPOBEAEHUIO SKCMNEPTU3bI
JIeKapCTBEHHbIX cpeacTs M dpMHaHCcOBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBASIOTCS B
nopsake, yctaHosneHHom PegepanbHbim 3aKkoHOM oT 12 sHBapA 1996 roga N 7-3 "O HeKoMmepyecKmx
opraHusaumax".

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)

MNpe3snaeHt
Poccuitckoin ®epepaumm
O.MEABEAEB
MockBa, Kpemnb

12 anpena 2010 roga

N 61-®3
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