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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnncoK N3MEeHSLWNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 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-d3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N _313-93,
oT 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N _34-®3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N _389-93,
o1 02.06.2016 N 163-93, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-93,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N _140-d3,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-93,
0T 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
oT 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, ot 22.12.2020 N 444-93,
o1 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 30.12.2021 N 463-93,
o1 08.03.2022 N 46-®3, o1 26.03.2022 N 64-93, ot 14.07.2022 N 311-93,
o1 20.10.2022 N 405-93, ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-93,
o1 28.04.2023 N 149-®3, o1 28.04.2023 N _171-®3, ot 24.07.2023 N 341-93,
o1 04.08.2023 N 428-®3, o1 04.08.2023 N 466-93, ot 04.08.2023 N 474-93,
oT 19.10.2023 N 503-®3, o1 30.01.2024 N _1-®3 (pen. 28.12.2025),
o1 08.08.2024 N 232-®3, ot 08.08.2024 N 292-®3, ot 08.08.2024 N 323-93,
oT 26.12.2024 N 494-®3, ot 23.07.2025 N 268-®3, ot 31.07.2025 N 304-93,
oT 15.12.2025 N 483-®3, ot 28.12.2025 N 504-®3, ot 28.12.2025 N 514-93,
oT 29.12.2025 N 549-93)

nasa 1. OBLWWME NONOXXEHUA
Cratbs 1. lpeameT perynupoBaHus HacTosiwero denepanbHOro 3aKkoHa

1. Hactoswun denepanbHbii 3aKOH perynvpyeT OTHOLUEHUS, BO3HMKaloLMEe B CBSI3M C obpalleHuem -
pa3paboTkon,  OOKIMMHUYECKUMUW  UCCNEeAOBaHUSIMM,  KIUMHUYECKUMM  UCCNedoBaHMsSIMK,  SKCMEepTU30W,
rocyadapCTBEHHOW peructpauuenm B COOTBETCTBMM C HacTtoswum ®PepepanbHbiM  3akOHOM  (ganee -
rocyaapCTBEHHas perncTpaums) unm perncTpaumen B COOTBETCTBUN C MEXAYHAPOAHBIMU JOTOBOPaMM N aKTamu,
COCTaBnsoWMMY NpaBo EBpasmMnckoro akKOHOMMYECKOro COlo3a (danee - peructpaums), co ctTaHgapTusaumen u ¢
KOHTpPONEeM KayecTBa, MPOU3BOACTBOM, W3rOTOBNEHWEM, XpaHEHWeM, MepeBO3KOW, BBO3OM B Poccumnckyto
depnepaumio, BbIBO30OM ©3  Poccuiickon depepaumu, peknamon, OTMYCKOM, peanusaumen, nepegayen,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NPUMEHEHMEM, YHUUTOXEHNEM NEKAPCTBEHHBIX CPEACTB.
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N _1-93)

2. Hacroswwmn ®epepanbHbld 3aKOH YyCTaHaBnvMBaeT MPUOPUTET FOCYO4apCTBEHHOIO perynMpoBaHus
6e3onacHocTu, kavyecTBa U 3PEKTUBHOCTU NEKaPCTBEHHbIX CPeACTB Npu Nx obpalleHnm.
(B peq. PenepanbHoro zakoHa ot 25.06.2012 N 93-d3)

Cratbsa 2. Cchepa npumeHeHust HacTosLwero PenepanbHOro 3akoHa

Hactoawun ®enepanbHbll  3aKOH MPUMEHSIETCA K OTHOLIEHMSM, BO3HMKalOWWMM npu  obpaleHum
neKkapcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon degepaumm.

Cratbsa 3. 3akoHogaTenbCcTBO 06 0OpaLLeHMn NeKapCTBEeHHbIX CPeacTB

1. 3akoHogaTtenbcTBO 06 ObGpalleHMn neKkapCTBEHHbLIX CPEACTB COCTOMT U3 HacToswero PepepansHoro
3aKkoHa, apyrmx dpegepanbHbiX 3aKOHOB 1 MHbIX HOPMaTUBHbIX MPaBOBLIX akToB Poccuickon deaepaumm.

1.1. 3akoHogaTenbCcTBO 06 OOpalleHUN NEKapCTBEHHbIX CPEACTB B OTHOLUEHWW HOPUAMYECKUX NUL U
WHAVMBUAOYyanbHbIX NPeanpuHUMAaTenen, OCYLLECTBAAIOWMX OEATEeNbHOCTb Ha TeppuTopvMM MeXAyHapOO4HOro
MeOULMHCKOTO KracTtepa, MPUMEHSIETCA C y4eTOM OCOBEHHOCTEN, YCTaHOBMNEHHbIX dedepanbHbiM 3akoHOM OT 29
nioHa 2015 roga N 160-®3 "O mexgyHapogHOM MEAMLMHCKOM KracTtepe U BHECEHUUM U3MEHEHUN B OTAErbHble
3akoHofaTenbHble akTbl Poccuiickon ®epepauun”.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHoM OT 29.06.2015 N 160-®3; B pea. PepepanbHoOro 3zakoHa oOT
04.08.2023 N 428-d3)

2. [Henctene Hactosiwero PenepanbHOro 3akoHa pacnpocTpaHsaeTcss Ha obpalleHue HapKOTUYECKUX
NeKapCTBEHHbIX CPEACTB M NMCUMXOTPOMHbLIX FEKAPCTBEHHbIX CPEACTB C Yy4ETOM OCOOEHHOCTEN, YCTaHOBIEHHbIX
3akoHoaaTenbCTBOM Poccuiickoit defepaumm o HapKOTUHECKUX CPeAcTBaX, NMCUXOTPOMHbIX BelecTBax n 06 ux
npekypcopax.

3. [Hewncteune HacToswero  degepanbHOro  3akoHa pacnpocTpaHsieTcs Ha  obpalleHne
pagnodapMaLeBTUYECKMX  JIEKApPCTBEHHbIX  CpeacTB € Y4eTOM  OCODEHHOCTEW,  YCTaHOBMEHHbIX
3akoHogatenbcTBoM Poccuiickon ®Pepepaumm B o6ractu obecneveHnsi pagnaumMoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoaHbiM goroBopoM Poccuiickon ®epepauun, MexayHapoaHbIMU OroOBOPaMm U akTamu,
COCTaBnsLWUMM NpaBo EBpasninckoro akOHOMUYECKOro coto3a (ganee - akTbl, cocTtaBnswowme npaso Cotosa),
YCTaHOBMEHbl WHbIE MNpaBufa, 4Yem Te, KOTOpble MpedycMOTpeHbl Hactoswmm denepanbHbiM - 3aKOHOM,
NMPUMEHSIOTCA NpaBuna MexayHapogHOro 4OroBopa, npasumna, CoaepXallnecsi B akTax, COCTaBMsoLWMX NpaBo
Coto3a.

(yacTb 4 B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4.1. PelleHna MexrocyaapCTBEHHbIX OPraHoB, MPUHATBHIE HA OCHOBAHWUW MOMNOXEHUA MEXOAYHapOAHbIX
porosopoB Poccunckon ®degepaumm B MX UCTONKOBaHUM, npoTuBopevallem KoHctutyumu Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccurickon Pepepauun. Takoe nNpoTMBOpevMe MOXeT ObiTb
YCTaHOBIEHO B Mopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-03)

5. B Poccunckon ®enepauumn B COOTBETCTBUMN C MeXAyHapoaHbIMU JoroBopamn Poccuiickon ®epeparmm un
(rn) Ha ocHoBe NpWHLMNA B3aMMHOCTU MPU3HAKOTCA pe3yrnbTaTbl KIMMHUYECKUX UCCNEeLOBaHUN NEKapCTBEHHbIX
npenapaToB Ans MEAWMUMHCKOTO TNPUMEHEHWsI, MPOBEAEHHbIX 3a Mpedenamm Tepputopumn Poccuinckon
depepauyun.

Crtatba 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosiLem denepanbHOM 3aKOHe
Ons uenen HacTodAwero PefepanbHOro 3akoHa MCNOSb3YHTCA CreayoLmMe OCHOBHbIE MOHATUS:
1) nekapcTBeHHble cpeacTBa - BeLLeCcTBa MM UX KOMOMHaLMK, BCTynawwue B KOHTAKT C OpPraHnM3mMom

yenoBeka Ui XXMBOTHOIO, NpoHMKakLWme B opraHbl, TKaHN opraHn3mMma 4erioBeka unn XMBOTHOro, NnpuMeHaemble
ana I'IpOCbVIJ'IaKTVIKI/I, ANarHoCTuKn (38 WCKITIOYEHNEM BELLECTB UM UX KOMOMHaUMK, He KOHTaKTUpyrwmnx c
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

OpraHu3MoOM YenoBeKka WNU >KMBOTHOrO), nedyeHus 3aboneBaHusi, peabunutauuu, ANS  COXPaHEHWs,
npeaoTBpaLLEHUst UNK NpepbIBaHUst GEPEMEHHOCTU 1 NOMYyYeHHbIE N3 KPOBW, NIa3Mbl KPOBU, U3 OPraHoB, TKaAHEN
opraHusamMa 4erioBeka WM >KMBOTHOTO, PacTeHW, MUHEpanoB MeTOAaMW CHUHTEe3a WM C MPUMEHEeHWEM
6uonornyecknx TexHonorun. K nekapcTBEHHbIM CPeACTBaM OTHOCATCS dhapMaueBTMYECKMe cybcTaHumMn u
neKkapcTBEHHble Npenaparb;

1.1) cTpaTerMyeckn 3Ha4YMMble NEKapCTBEHHbIE CPEACTBA - JIeKapCTBEHHbIE CpeacTBa ANs MeOULUHCKOro
NMPYMEHEHMs, KOTopble obecneunBaloT NPUOPUTETHLIE NOTPEBHOCTN 30pPaBOOXPAHEHNS B LENAX NPOPUNAKTUKM 1
neyeHunsa 3abonesaHun, B TOM Yncrne npeobnagarowmnx B CTPyKType 3abonesaemoctu B Poccunckon ®epepauun,
N NpPOM3BOACTBO KOTOPbIX AOMKHO ObiTb obBecneyeHo Ha Tepputopum Poccuickon depepaumun. [lepeyeHb
cTpaTermyeckm 3HauMMbIX FEeKapCTBEHHbIX CPEeACTB, a Takke NopadokK W KpuTepun ero dopMupoBaHUs
yTBepxaatotcs NpasuTtensctBom Poccuiickon ®epepavunu;

(n. 1.1 BBegeH depepanbHbiM 3akoHoMm oT 23.07.2025 N 268-93)

2) dapmaueBTMYeckas cybCcTaHUMs - fekapCTBEHHOe CpeAcTBO B BMAE OOHOMO MM HECKOSbKMX
obnagatowmux ¢apmMakonorMyeckon akTUBHOCTBbIO [OEWCTBYIOLUMX BELLECTB BHE 3aBMCMMOCTM OT NpYpOAabl
NPOUCXOXAEHNS, KOTOpOE MnpefHas3Ha4yeHo Ansi NpPOW3BOACTBA, W3rOTOBMEHUSI NEKAPCTBEHHbBIX NPeEnapaToB M
onpeaensieT ux aPeKTUBHOCTD;

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

3) BCrnomMoraTernbHble BelleCTBa - BelleCTBa HeOpraHn4yeckoro wuiinm oOpraHn4yecKkoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3BoacTBa, M3roToBIIEHUA JeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX (bVI3VIKO-XI/|MVI‘-IeCKI/|X CBOWCTB;

4) nekapcTBeHHble MpenapaTbl - TIEKAPCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbLIX POPM, NPUMEHSEMbIE
AN NpodUNakTUKK, OMAarHOCTUKK, nedYeHus 3aboneBaHus, peabunurtauum, Ans coxpaHeHus, npeaoTspalleHns
1Ny nNpepbiBaHNa 6epeMeHHOCTH;

5) nekapctBeHHas hopma - COCTOSIHME NeKapCTBEHHOrO npenapaTa, COOTBETCTByLlee criocobam ero
BBELEHMSA N NpMMeHeHMs n obecneumsaroLLee JOCTUXEHME Heobxoammoro neyebHoro adpdexTa;

5.1) [O3MpoOBKa - COAEPXXAHWE OOHOrO WIIN HECKOSIbKUX OEWCTBYHOLUMX BELLECTB B KONMYECTBEHHOM
BbIP@XEHUN Ha eduvHMUY A03bl, NN eanHuLy obbema, v eavHULY MacCbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NMBo AN HEKOTOPbIX BUAOB NEKAPCTBEHHBIX (POPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOWN
hopMbl AENCTBYIOLLIENO BELLECTBA 3a €QUHULYY BPEMEHN;

(n. 5.1 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) DepeyeHb KU3HEHHO HEOBXOOMMBIX M BaXKHEWMLIUX JIEKapCTBEHHbIX MpenapaTtoB - YTBEpPXOaeMblv
MpaButenbctBom Poccunckon ®depepaumym nepeyveHb NeKapCTBEHHbIX MNpenapatoB ANd  MeaMUMHCKOro
npuMeHeHus, obecneynBaloWMX NPUOPUTETHbLIE NOTPEBHOCTUM 34PaBOOXPaHEHWs B LEendx npodunaktmkn u
neyeHus 3abonesaHuin, B TOM Yncne npeobnagatowmx B CTPyKType 3abonesaeMoctu B Poccuiickon Penepaumu;
(B peq. ®PenepanbHoro zakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble rnekapCTBEHHble nMpenapaTtbl - JeKapCTBEHHble Mpenapartbl, MNpeaHa3HadYeHHbIe
UCKNIOYNTENBHO AN AWArHOCTUMKKW, 3TUOMATONEHETMYECKOrOo WM  NaTOreHEeTUYECKOro reyeHnsa (nedyeHus,
HanpaBfeHHOro Ha MexaHu3m pa3BuUTUS 3aboneBaHns) pegknx (opdaHHbIX) 3aboneBaHni;

(n. 6.1 BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro gakoHa ot 30.01.2024 N
1-03)

6.2) Buonornyeckne nekapCTBeHHbIe npenapaTthbl - fleKapCTBEHHbIE npenaparbl, 4eNCTBYOLEee BELEeCTBO
KOTOpPbIX NPON3BEAEHO MM BbiAENEHO N3 BMOMNOrMYeckoro UCTOMHUKA U ANS onpeaernieHnst CBOMCTB U KadyecTBa
KOTOpbIX HeobOxoauma KOMOMHaUUS OMONOrMYecKUX WU  PUINKO-XMMUYECKMX MeTodoB. K  OGuonornyeckum
NeKkapCTBEHHbIM Mpenapatam OTHOCATCA MMMYHOOMONOTMYECKNe FeKapCTBEHHbIE Npenaparbl, JIEKAPCTBEHHbIE
npenapaTbl, NOTyYeHHbIE N3 KPOBW, Mra3Mbl KPOBU YENOBEKA U XMBOTHLIX (3@ MCKIIOYEHMEM LENbHOW KPOBM),
OMOTEXHOMOrMYECKMEe FeKapCTBEHHbIE MpenapaTtbl, reHoTepaneBTUYECKME JEeKapCTBEHHble npenaparhbl,
nekapcTBeHHbIe NpenapaTbl Ha OCHOBE COMaTUYECKUX KMNETOK;

(n. 6.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHoro 3akoHa ot 04.08.2023 N
466-93)

6.3) BbICOKOTEXHOMOIMMYHbIN NIEeKapCTBEHHbIV Npenapar - reHoTepaneBTUYeCcKU NekapCTBEHHbIN nNpenapat
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

ONst MEAMLUMHCKOrO MPUMEHEHUS, WM NEeKapCTBEHHbIN npenapat Ha OCHOBE COMAaTMYeCKMX KMNeToK Ans
MEOVLUMHCKOrO MPUMEHEHMS, WM TKaHEeUHXXEHEPHbI MeKapCTBEHHbIM npenapaTt (npenapaTt TKaHEBOW
NHXEHepun);

(n. 6.3 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7) ummyHoBMonormyeckne nekapcTBEHHbIE Mpenaparkl - fiekapCTBEHHbIE Npenaparbl, NpeAHa3HayYeHHbIe
ana opMMpOBaHUSA aKTMBHOMO MMM MAacCMBHOIO MMMYHUTETA NMOO AMArHOCTUKM Hamnmuums MMMyHUTETa WK
ONarHocTMKN cneumgunyeckoro NpMobpPEeTEHHOr0 U3MEHEHUS UMMYHONOMMYECKOro OTBETAa Ha anneprusvpyoLime
BewectBa. K ummyHobronornyeckum nekapcTBEHHbIM npenapataM OTHOCATCS BaKLMHbI, aHAaTOKCUHbI, TOKCUHBI,
CbIBOPOTKN, UMMYHOINOBYNMHbI 1 anneprexsbi;

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

7.1) BuoTexHonormyeckne nekapcTBeHHble npenapaTbl - JieKapCTBEHHble npenapatbl, NPOW3BOACTBO
KOTOPbIX OCYLLECTBMASAETCA C WCMONb30BaHMEM OWOTEXHOMNOrM4Yeckux npoLeccoB M MeTogoB (B TOM 4ucne
OHK-pekomMBbuHaHTHOM  TEXHOMOMMW,  TEeXHOMOrMU  KOHTPONMMPYEMOW  3KCMPEeCcCUMU TEHOB,  KOAMPYHIOLMX
BGuonornyeckn akTuBHble Benkyu B NpokapuoTax v aykapuoTax, BKMYas M3MEHEHHbIE KIETKU MMeKONUTaoLmX),
rmMépnaoMHOro MeToaa U MeToaa MOHOKIOHamMbHbIX aHTUTE;

(n. 7.1 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

7.2) reHOTepaneBTUYECKNE NEKAPCTBEHHbIE NpenapaThl - TeKapCcTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuMss  KOTOpbIX SBMSIETCS  PEKOMOWMHAHTHOW  HYKNEMHOBOW  KUCNOTOW WNW  BKNo4aeT B cebs
PEKOMOMHAHTHYIO HYKIIEMHOBYIO KMUCMOTY, MO3BOMSIOLLYIO OCYLECTBNSATL PEryNUpoOBaHMe, penapawuio, 3aMeHy,
noGaBrneHve Unu yaaneHne reHeTM4yeckon nocnenoBaTenbHOCTY;

(n. 7.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTuuyeckue nekapCTBEHHble CpeacTBa - IekapCTBEHHble npenapatbl M  dapmaleBTunyeckue
cybcTaHuun, copepxalime HapkoTUYecKMe CPeAcTBa M BKIKOYEHHble B [lepeyeHb HAPKOTUYECKUX CPenacTs,
MCUXOTPOMHBIX BELLLECTB U UX NPEKYPCOPOB, Noanexaimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepaunn, MexxagyHapoaHbeiMyu gorosopamu Poccuiickon degepaumm, B TOM
yncne EgmMHon KoHBeHUMen o HapkoTuyeckux cpeacteax 1961 roga;

9) nNCMXOTPOMHbIE JEKAPCTBEHHbIE CPEeACTBA - JIEeKapCTBEHHblEe MpenapaTtbl M apMaueBTU4eckue
cybcTaHuun, copepXaliue MNCUXOTPOMHble BELLECTBA WM BKIOYEHHble B [lepeyeHb HApPKOTUYECKUX CpenacTs,
NMCUXOTPOMHBLIX BELLECTB U MX MPEKYPCOPOB, Noanexalimx KoHTponto B Poccuinckon ®epgepauunn, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepauunn, mexayHapogHeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncne KoHBeHumelr 0 NCMXoTponHbIX BelwecTsax 1971 roaa;

10) paguodapmaLieBTUYECKME NEKAPCTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE CPEeACTBa, KOTopble coaepxaT
B FOTOBOM AMsSl MCMONb30BaHUA hopmMe OOVH PaguMOHYKNUA WM HECKOSbKO PagUOHYKNMOOB (pagmoaKkTMBHBIX
N30TOMoB);

10.1) opuruHanbHbLIR NeKapCTBEHHLIN npenapaTt - NeKkapCTBEHHbI npenapaT C HOBbIM [eNCTBYHOLLUM
BELLECTBOM, KOTOPbIA NEPBbIM 3aperncTpupoBaH B Poccuiickon degepaumy UM B UHOCTPaHHBLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [OOKIMHUYECKMX WCCMEeOOBaHUM FEeKapCTBEHHbIX CPeACTB U KITMHUYECKMX
nccrnegoBaHUn nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAIOLWMX ero Ka4ecTBo, 3PHEKTUBHOCTL U 6€30NaCcHOCTb;
(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NEeKapCTBEHHbBIA Npenapar - JIeKapCTBEHHbIA Npenapar, KOTOpbI UCMOoNb3yeTca Anis
OUEHKN OWO3KBUBANEHTHOCTU UMM  TepaneBTUYECKON SKBMBANEHTHOCTW, KadvecTBa, 9(PdEKTUBHOCTU U
©e30nacHOCTU  BOCMPOW3BELEHHOIO IeKapCTBEHHOro npenapata wunu  6GuoaHanoroesoro (6uonogo6Horo)
nekapcTBeHHOro npenapata (6buoaHanora). B kavecTBe pedepeHTHOro nekapCcTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS UCMONb3YETCst OPUrMHAIbHbIV NEKAPCTBEHHLIN NpenapaT nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIV MpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon depepaumm u He
HaxoauTca B oOOpoTe B MHOCTPaHHbIX FOCYAapcTBax, BOCMPOM3BEAEHHbIN IEKApCTBEHHbIM NpenapaTt Wnu
OuroaHanoroBbIn (6MonoaobHbIN) NekapCcTBEHHLIN Npenapart (GMoaHanor), KOTopbI NEPBLIM 3apPEerMcTpMpoBaH 13
yucna Haxogswmxcs B obopote B Poccuiickon Pepepauumn, GUMOIKBMBANEHTHOCTb WNW TepaneBTUYecKas
3KBUBANEHTHOCTb, KayecTBO, 3(PEKTUBHOCTL U 6e30MacHOCTb KOTOPOrO OLEHMBANMUCL MO OTHOLUEHWUID K
OpUrMHanNbHOMY feKkapCTBEHHOMY Mpenapaty, a Takke KadyecTBO, 3(pdeKTMBHOCTb M 6Ge30MacHOCTb KOTOPOro
NnoAaTBepXxOarTca pesynbTaTamm  dapmakoHaasopa WM MNPOBEPOK COOTBETCTBUS FIEKApCTBEHHbLIX CPencTs,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

HaxoAsIMXCA B TpaXgaHCKOM 000opoTe, yCTaHOBMEHHbIM TpeboBaHMsIM K WX kadvecTBy. B kauvecTtBe
pedepeHTHOro JNIeKapCTBEHHOro npenapaTta Ans BEeTEPUMHApPHOro NMPUMEHEHUS] UCMOMb3yeTCs JNIEKapCTBEHHbIN
npenapaT ANsa BETEPUHAPHOro MPUMEHEHUs, 3aperncTpupoBaHHbii B Poccuiickon ®egepaumm Ha OCHOBaHWUM
pe3ynbTaToB AOKIMHUYECKUX WUCCNEeaOBaHWMM JIEKAPCTBEHHbIX CPeaCcTB M KIMHUYECKUX  UCCnenoBaHui
NeKapcTBEHHbIX NpenapaToB, NOATBEPKAAOLMNX €ro Ka4yecTBo, ahPEeKTUBHOCTbL U 6E30MaCHOCTb;

(n. 11 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12) BOCMpPOM3BEAEHHbI IEKAPCTBEHHbLIN Mpenapart - JIeKapCTBEHHbI Mpenapat Ansg MeauuUMHCKOro
NPUMEHEHUs, KOTOPbIN MMEET OSKBMBANEHTHbIN pedepeHTHOMY NnekapCTBEHHOMY npenapaTy Ka4yeCTBEHHbIN
COCTaB M KONMMYECTBEHHbLIV COCTaB AENCTBYIOLUX BELLECTB B 3KBMBANIEHTHOW IeKkapcTBeHHow dopme, nubo
nekapCTBEHHbIN npenapart Ans BETePUHAPHOro MPUMEHEHUS, KOTOPbIM UMEET Takme Xe, YTO U pedepeHTHbIN
nekapCTBEHHbIN Npenapar, Ka4eCTBEHHbLIN COCTaB U KONUYECTBEHHbIN COCTaB OENCTBYIOLLMX BELLECTB B TaKOM Xe
nekapcTBeHHow  copme, OMO3KBMBANEHTHOCTb  WMAM  TepaneBTUYECKask  3KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLIEMY pedepeHTHOMY JleKapCTBEHHOMY npenapaTty MOATBEPXAeHa COOTBETCTBYIOLLMMU
nccrnegoBaHUsaMK;

(n. 12 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTU4Yeckass SKBMBASIEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - OOCTWXKEHUE KIMHUYECKU
COMOCTaBUMbIX TepaneBTU4eckoro adpdpekta u nokasatenen adhpekTMBHOCTN 1 ©6e30NacHOCTU NpY MPUMEHEHUN
NEKapPCTBEHHbIX MNpenapaTtoB AN  MEAUUMHCKOrO  MPUMEHEHUS, MMEKLWMX OOHO  MeXZyHapogHoe
HenaTeHToBaHHOE (MMM XMMWYECKoe, UMW rPYNNUPOBOYHOE) HAMMEHOBAHUE, B SKBMBANEHTHbIX A03MPOBKax Mo
OOHUM W TEM >Xe MOoKasaHWsaM K MPUMEHEHUIO U NPU OOVMHAKOBOM crnocobe BBELEHWUS Y OQHOW M TOW e rpynnbl
OOIbHbIX;

(n. 12.1 B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6wuoaHanorosbin (6uonodobHLIN) nekapCTBeHHbIM npenapaT (bwoaHanor) - 6Guonornyeckun
neKkapCTBEHHbIN Npenapar, CXOXMUI No napameTpam kavyecTBa, 3dopeKTMBHOCTM 1 6e30nacHOCTU C pedepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoW e feKapCTBEHHOW opMe U UMELUA MAEHTUYHbIN
cnocob BBeaeHwus;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3anmo3ameHsieMblli NEeKapCTBEHHbIM Mpenapat - JeKapCTBEHHbIW npenapaT € [oKa3aHHOW
TepaneBTUYECKON SKBMBANIEHTHOCTLIO UMM BUO3KBMBANEHTHOCTBIO B OTHOLLEHUN peddEePEHTHOrO NeKapCTBEHHOMO
npenapaTa, UMEKLLUIN 3KBMBANEHTHbIE €MY Ka4yeCTBEHHbIN COCTaB WM KONMMYECTBEHHbIV COCTaB AEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTenbHbIX BELLECTB, NIEKapCTBEHHYHO hopMy 1 cnocob BBEAEHNS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.4) OWMO3KBMBANEHTHOCTbL JIEKAPCTBEHHLIX MpenapaTtoB - LOCTWXKEHME COMOCTaBUMbLIX MoKasaTenen
CKOPOCTM BCACbIBaHWSA, CTEMEHN MOCTYNIIEHNS K MECTY AEWCTBUSA U CKOPOCTU BbIBEAEHUS OAHOIO UM HECKOSBbKMX
obnagawowmx ¢apmakosiormiyeckon akTUBHOCTbIO OEWCTBYIOLLUMX BELEeCTB NPU MPUMEHEHUN JNEKapCTBEHHbIX
npenapaToB Ans MEAMUMHCKOrO MNPUMEHEHUS, UMEKLWMX OAHO MEeXAyHapOoAHOe HenaTeHToBaHHOEe (Mnun
XUMUYECKOE, UMK rPynnMpoOBOYHOE) HaMEHOBAHNE, B SKBUBANEHTHbIX JO3UPOBKaX U Npyu OAMHAKOBOM crnocobe
BBEOEHUS;

(n. 12.4 BBegeH ®enepansHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) nekapcTBeHHOE pacCTUTENbHOE Cbipbe - CBEXWE WU BbICYLLEHHbIE pacTeHuss nnbo mx vacTw,
ucnonb3yemble AN NPOM3BOACTBA  JIEKAPCTBEHHLIX  CPeACTB  OpraHuMsauusiMm - Npou3BOOUTENSIMM
NeKapCTBEHHbIX CPeACTB WU U3rOTOBIEHWUSI JIEKAapCTBEHHbIX MpenapaTtoB anTe4YHbIMM  OpraHu3aumsimMu,
BETEPUHAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3UIO
Ha hapmaLeBTUYECKYIO OESTENBHOCT;

14) nekapCTBEHHbIN pacTUTENbHBIN nNpenapat - nekapCTBEHHbIV npenapaT, MNpPOU3BEeAEHHbIN Unu
N3roTOBMEHHbIN U3 OQHOrO BMAA NEKapCTBEHHOIO PacTUTENBLHOIO ChiPbs UITM HECKOSMBbKMX BUAOB TAKOro Chipbs U1
peanuayembliii B pacacoBaHHOM BUAEe BO BTOPUYHOM (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTMyecKkMn fekapCTBEHHbIN npenapaTt - NEeKapCTBEHHbIN npenapart, Npou3BeOeHHbIn unu
M3roTOBMEHHbIN M3 hbapmaueBTUYeCcKOW cybCcTaHuMM unn dapmMaueBTU4eckux CyGCTaHuMi B COOTBETCTBUM C
TpeboBaHuAMKU oOOLWMX hapmakonerHbix cTaTeld K romMeonaTUYecKMM NeKapCTBEHHbIM MpenaparaMm wunuv B
COOTBETCTBUU C TpeboBaHVAMN hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NIekapCTBEHHOro npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(n. 15 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapodHoe HenaTeHTOBaHHOEe HauMMeHOBaHWe ReKapCTBEHHOro cpeactea - HauMeHOoBaHMWe
OencTByollero BellectBa bapMaueBTU4eCKon cybCcTaHuuKn, pekoMeHaoBaHHoe BcemupHonm opraHusaumen
3[,paBOOXpPaHEHUS;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeEHOBaHWE IEeKapCTBEHHOIO0 CPEeACTBa - HauMMEHOBAHWE IeKapCTBEHHOIO CPEACTBa,
NPUCBOEHHOE €ero paspaboTyMkoM, OepxaTeneM wunuM BragenbueM pPerucTpauuoHHOro  YOOCTOBEpPEHUs
neKkapcTBEHHOro npenaparTa;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

17.1) rpynnuMpoBOYHOE HaMMeEHOBaHME feKkapCTBEHHOro npenapata - HaMMeHOBaHWE feKkapCTBEHHOro
npenapaTta, He WMeWero MeXOyHapoAHOro  HEenaTeHTOBAHHOIO  HaMMEHOBaHUSA, UM KOMBMHaumm
NeKapCTBEHHbIX NpenaparToB, UCMOMNb3yeMoe B Lensx obbeanHeHWs UxX B rpynny noj eAvHbIM HauMeHOBaHWEM
NCX0As 13 OAMHAKOBOro COCTaBa AEWNCTBYIOLUMNX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwas dapmakonenHas cTaTbd - OOKYMEHT, YTBEPXKOEHHbLIN YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMONHUTENbHOM BNAacTu U COAepXKallMin nepeyveHb nokasaTenen kavecrtsa u (Mnm) MeTogoB KOHTPONS
KayecTBa KOHKPETHOW NneKapCTBEHHOM OpMbl, NeKapCTBEHHOrO pPacTUTENbHOrO Cbipbs, BCMOMOraTerbHbIX
BeLLeCTB, onMcaHns Brnonornyecknx, GUOXMMNYECKUX, MUKPOBNONOTMYECKNX, (DU3UKO-XMMUYECKNX, PU3NYecKnXx,
XMMUYECKMX M OpYrMx MEeTOAOB aHanusa fiekapCTBEHHOro CPeAcTBa, a Tawkke TpeboBaHWsA K UCMoNb3yembliM B
Lensx NnpoBeAeHUs JaHHOrO aHanmsa peakTueam, TUTPOBAHHBLIM pacTBOpaMm, MHAUKATOPaM;

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

19) cdapmakoneriHas cTaTbs - OOKYMEHT, YTBEPXOAEHHbIN YMNOMHOMOYEHHbIM doedeparibHbIM OpraHom
WCMOMHMTENBHOW BRacTU U cogepXalun nepeyeHb MNokasaTernen KayectBa U METOAOB KOHTPOMs KayecTBa
NEeKapCTBEHHOro CPeACTBa, NEKapCTBEHHOIO PACTUTENBHOIO ChiPbsi, BCMOMOraTesbHbIX BELLECTB;

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

19.1) cTaHgapTHble 00pasubl - BellecTBa, MOCPEACTBOM CPaBHEHWS C KOTOPbIMU OCYLLECTBRSIETCS
KOHTPOSb Ka4yecTBa UCCreayeMbIX NeKapCTBEHHbIX CPeACTB C MOMOLLbI (PUNKO-XMMUYECKUX M BMONOrMYEeCcKmX
METOAOB B LUENsx NOoATBEepXOEHUS COOTBETCTBUS JEKApCTBEHHbLIX CcpedcTB TpeboBaHUSIM HOPMaTUBHOM
OOKYMeHTauMuW, yCTaHOBNEHHbIM NPU OCYLLECTBIEHUM FOCY4aPCTBEHHON perncTpaummn, u KotTopble NPUMEHSIOTCS
ONnsa  KanvbpoBKM CTaHOApPTHbIX 00pasuoB NPOU3BOAUTENST JIEKAPCTBEHHLIX CPEACTB, MCMONb3yeMblX Ans
KOHTPOMS Ka4ecTBa U UHbIX Lienei npy obpalleHnm NekapcTBEHHbIX CPeacTB;

(n. 19.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) chapmakonenHbln cTaHaapTHbIN obpasel - cTaHAapTHbIN obpasel, Npon3BedeHHbIV B COOTBETCTBUN C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHAs OOKYMEHTaLUsl - OOKYMEHT, COAepXallui nepeyeHb onpenensieMbix no pesynbraTam
COOTBETCTBYIOLLUMX 3KCMNEPTU3 MoKas3aTenen kKayecTBa JIEKApPCTBEHHOrNO CPeacTBa Anst  MeOULMHCKOro
NPUMEHEHMWS, METOAOB KOHTPOINSA €ro KayecTBa U yCTaHOBMNEHHbIN €ro Npon3BoanTeNeM;

21) HOpMaTMBHbLIA [OOKYMEHT - [OOKYMEHT, coAepXallui nepeyeHb OnpedensieMbiXx Mo pesyfbTaTam
COOTBETCTBYIOLMX IKCNEepTM3 MNokasaternen kadectsa u (Mnn) METOOOB KOHTPONSA KayecTBa JleKapCTBEHHOW
hOpMbI, onMcaHns BUONOrNYecKnx, BUOXUMUYECKNX, MUKPOBNOMOrMYECKUX, PU3UKO-XUMUYECKNX, (DUINYECKUX,
XMMUYECKMX 1 ApYrMX METOA0B aHann3a NnekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOTO NpuMeHeHus1, TpeboBaHus
K Mcnosnb3yeMbiM B Liensx NpoBedeHnss AaHHOro aHanv3a peaktuBam, TUTPOBaHHbIM pacTBopaMm, MHAuKaTopam v
YCTaHOBIIEHHbIN ero Npon3soanTenem;

21.1) oBWNA TEXHUYECKMI AOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuanoB, COCTOALLMIA U3 HECKOMbKNX
pas3genoB - 4OKYMEHTaLUun agMUHUCTPATUBHOIO XapakTepa, XMMUYEeCKoW, hapMaueBTUYECKON U BMONornyeckon
OOKyMeHTaumu, ¢apMakosiorMyeckon, TOKCUMKOMOrMYECKON [OKYMEHTaUWUW, KIMHUYECKOW [OOKYMEHTauunm U
npeacTaBnsieMbIi OQHOBPEMEHHO C 3asiBMEHUEM O FOCYAapCTBEHHOW pernctpaumm fekapcTBEHHOro npenapara
AN MEeOUUUHCKOrO MNpuUMeEHeHust B dopmaTte, YCTaHOBIIEHHOM YMOJIHOMOYEHHbIM bedepanbHbIM  OpraHoM
MCMONTHUTENbHOW BNAcCTW;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(n. 21.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

22) Ka4yecTBO IeKapCTBEHHONo CpeacTBa - COOTBETCTBME JIEKAPCTBEHHOro cpeactea TpeboBaHUAM
hapmakonenHon ctaTbM nMBO B cryvyae ee OTCYTCTBUS HOPMAaTUBHOW [OKYMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb leKapCTBEHHOro CpeacTBa - XapakTepUCTVKa feKkapCTBEHHOro cpeacTsa, OCHOBaHHas
Ha CpaBHUTENbHOM aHanmse ero 3PMEKTUBHOCTU 1 PUCKa MPUYNHEHUS Bpeaa 3[0POBbIO;

24) 3bpeKTUBHOCTb NeKapCTBEHHOrO npenapaTa - XapaKTePUCTUKA CTeneHU MOSIOKUTENBHOMO BIUSIHUS
NeKapCcTBEHHOro npenapaTa Ha Te4yeHue, NPOAOIPKUTENBHOCTL 3aboneBaHus UM ero npeaoTBpalleHue,
peabunuTauuo, Ha cCoxpaHeHue, NpeaoTBpaLLEHNE UK NpepbiBaHne GepeMeHHOCTY;

25) cepust NeKapCTBEHHOro CpeAcTBa - KOMWMYECTBO INeKapCTBEHHOro CpenacTsa, MpOU3BedeHHOe B
pesyrnbTaTe 0fHOro TEXHOMOMMYECKOro LIMKIa ero Npon3BoauTenem;

26) perucTpaLMoHHOEe yOOCTOBEPEHME NIEKAPCTBEHHOMO npenapara - 3anucb B rocy4apCTBEHHOM peecTpe
nekapcTBEHHbIX CPeacTB, NOATBepXaatoLaa hakT rocy4apCTBEHHOW perucTpaLlmm nekapcTBEHHOro npenapara,
n (unu) JOKYMEHT, noaTBepXAaarLlimi hakT rocygapCTBEHHOW peructpauuun (perncrpauum) rnekapcTBeHHOro
npenaparTa;

(n. 26 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

26.1) pepxaTtenb wnu Bnageney permcTpauuoHHOro yOOCTOBEPEHMSI NEKapCTBEHHOro npenaparta -
pa3paboTynK NekapCTBEHHOro CpeacTBa, MPOU3BOAUTENb JIEKAPCTBEHHLIX CPEACTB WM WHOE tpuamnyveckoe
nvuo, obragatoliee NpaBoM BNadeHWs PErMCTPaLMOHHBIM YOOCTOBEPEHMEM, KOTOPblE HECYT OTBETCTBEHHOCTb
3a KayecTBO, 3¢hEKTUBHOCTL M 6E30NACHOCTL NIEKAPCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perMcTpaumoHHbIN HOMep - kKogoBoe 0603Ha4YeHNe, MPUCBOEHHOE NIEKAaPCTBEHHOMY npenapary npu ero
rocyaapCcTBEHHOW perncTpauum Unm perucTpauum;
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

28) obpalleHne nekapCTBEHHbIX CpeacTB - pa3paboTka, OOKNMHUYECKME UCCNenoBaHusl, KNUHUYecKue
nccnefoBaHNs, 3KCNepTU3a, rocygapCTBEHHas perucTpauus unv perucrpaums, ctaHgapTv3aums U KOHTPOIb
KayecTBa, NPOM3BOACTBO, M3rOTOBMIEHME, XpaHeHMe, nepeBo3ka, BBO3 B Poccuiickyto Penepauuto, BbIBO3 U3
Poccunckon ®egepaumm, peknama, oTnyck, peanusauus, nepegaya, npuMeHeHne, YyHUYTOXEHNE NEKapPCTBEHHbIX
CpencTs;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N 1-$3)

29) cyObekTbl 06pallleHnsl NekapCTBEeHHbIX CPeACTB - dun3nyeckne nuua, B TOM YMCne MHAMBUAOYamNbHble
npeanpuHMMaTenu, 1 lpuaMyeckue nuua, ocylecTBsWMe AEATeNbHOCTb Npy obpalleHny NekapCTBEeHHbIX
CpeqacTs;

30) paspaboTuMk nekapCTBEHHOrO cpeacTBa - OpraHu3auusi, obnapjawlias npaBaMu Ha pesynbTaThbl
JOKMUHUYECKUX WCCNeNoBaHUA NEKapCTBEHHOro CpeacTBa, KIMHUYECKUX WCCreaoBaHUn NeKkapcTBEHHOro
npenapara u (Mnun) Ha TEXHONOIMI0 NPOM3BOACTBA NEKapCTBEHHOMO CPEACTBA;

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

31) npon3BOACTBO JNeKapCTBEHHbIX CpencTB - OeATeNIbHOCTb MO NMpou3BOACTBY J1I€KapCTBEHHbLIX CpeacTs
opraHmn3aunammn - npon3soanTeNAMUN NeKapCTBEHHbIX CPeACTB Ha OAHOWN CTaaun, HECKONbKMX NN BCEX CTaausxX
TEXHOJ1I0Ir'M4YeCKOro npouecca, a Takke no XxpaHeHuo n peann3aunm npondBeneHHbIX JIeKapCTBEHHbIX CPEACTB,;

31.1) npousBoAcTBEHHas nnowagka - TeppuTopuanbHo 060COBMNEHHbIN KOMMMEKC npousBoauTens
nekapCTBEHHbIX CpeacTs, NpefHasHavYeHHbIN A51S BbINOMHEHNS BCEro npouecca Npov3BOACTBaA JleKapCTBEHHbIX
CpPeacTB Unun ero onpeaeneHHon cTaamu;

(n. 31.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npousBoaMTENb FEKAapCTBEHHbIX CPEACTB - OpraHuM3aumsi, OCyLLecTBRsowas npousBogcTBo
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHuAMY HacTosAwero ®egeparnbHOro 3akoHa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

33) dhapmaueBTUYeckas OEATENbHOCTb - [OEATEeNbHOCTb, BKIlOYawWwass B cebs ONTOBYH TOProesio
NEKapCTBEHHbIMM CpPeaCcTBaMM, UX XpaHEeHWe, NepeBO3Ky U (M) PO3HUYHYKO TOPrOBMK JIEKAPCTBEHHBIMU
npenapatamu, B TOM 4uCNEe AUCTAHUUOHHBIM CMocobOM, UX OTNYCK, XpaHeHue, MNepeBO3KYy, W3roTOBMNEHWe
NneKapCTBEHHbIX NpenapaTos;

(B peq. ®PenepansHoro zakoHa ot 03.04.2020 N 105-93)

34) opraHuzauuMsi ONTOBOW TOPrOBMW NEKApPCTBEHHLIMU CpedcTBaMM - OpraHu3auumsi, OCylLlecTBhsoLlas
OMNTOBYIO TOPrOBMO NEKAPCTBEHHLIMU CPEACTBaMU, UX XpaHeHWe, NepeBo3ky B COOTBETCTBMU C TpebGoBaHUSMU
HacTosiLero PefepanbHOro 3aKoHa;

35) anTedHas opraHmMsaumsi - opraHusauusi, CTPyKTypHOe nogpasfaeneHne MeauLUHCKOW opraHusauum,
OCYLLECTBMSOLWMNE PO3HUYHYKD TOProBMIO JEeKAapCTBEHHbIMM MNpenapataMmyi, B TOM YuCNEe LUCTaHLMOHHBIM
crnocobom, XpaHeHue, NepeBO3Ky, U3rOTOBMEHWE W OTMNYCK fEKapCTBEHHbIX NpenapaToB Ans MeOULMHCKOro
NPUMEHeHNs1 B COOTBETCTBUN C TpeboBaHusIMM HacTosiLero PegeparnbHOro 3akoHa;

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

36) BeTepvHapHas anTevyHas opraHM3auusi - opraHu3auusi, CTPYKTYpHOe nogpasgeneHve BeTepuHapHOM
opraHu3aumu, OCYLUECTBNSOWME PO3HMYHYIO TOProBr FeKapCTBEHHbIMKM Mnpenapatamu, B TOM 4uche
ONCTaHUMOHHBLIM CNOCOOOM, XpaHeHWe, N3rOTOBIEHNE M OTMYCK NeKapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIro
NpUMEHeHUs1 B COOTBETCTBUM C TpeboBaHMsAMNU HacTosLero PenepanbHOro 3akoHa;

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

37) danbcmduuMpoBaHHOE neKapCTBEHHOE CPEeACTBO - NEeKapCTBEHHOE CpeacTBO, CONpoBOXAaemoe
NOXHOW MHOpMaLMen o ero coctase u (Mnu) nponssoguTene;

38) HepobpokayeCTBEHHOE feKapCTBEHHOEe CPEACTBO - NleKapCTBEHHOEe CPeACcTBO, He COOTBETCTBYOLLEe
TpeboBaHnaM apmakonemHon cratbn nMBO B cnydae ee OTCYyTCTBMS TpeboBaHWSM HOpPMaTUBHON
OOKyMeHTauum Nnmnm HopMaTUBHOIO JOKYMEHTA;

39) koHTpachakTHOe nekapCcTBEeHHOe CPedCTBO - JIeKapCTBEHHOE CPeACTBO, Haxopsiieecs B oGopoTe C
HapyLleHNeM rpaXxaaHCKoro 3akoHoAaTeNbCTBa;

40) poknMHMYeckoe uUccredoBaHWe NeKapCTBEHHOro cpeacTsa - Guonornyeckue, MUKpoGuonorudeckue,
MMMYHOMOrMYeckne, TOKCMKOMormdyeckne, dapmakoniornyeckme, uanyeckme, XuUMUYEecKMe W apyrue
nccrnenoBaHUs NeKapCTBEHHOTO CpeacTBa MyTeM MPYMEHEHMs HayYHblIX MeTOOOB OLIEHOK B LIEMSAX MONyYeHUs
fAoKa3aTenbCTB 6e30nacHOCTU, KayecTBa U 3 HEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA;

41) knNUHM4YECKoe UccrefoBaHWe feKkapcTBEHHOro npenapata - M3yYyeHue OMarHoCTUYEeCKMX, neyvebHbIX,
npodunakTnyecknx, papmakonormyecknx CBONCTB fieKapCTBEHHOro npenapara B npouecce ero NpMMeHeHus y
4yeroBeka, XXMBOTHOrO, B TOM YMCIle NPOLECCOB BCACblBaHWS, pacnpeaeneHus, U3MeHeHus 1 BblBe4eHUs, nyTem
NMPUMEHEHMSA Hay4HbIX METOAOB OLEHOK B LEensax MonyyYeHns pJgokasatenbctB 6GesonacHOCTM, KadecTBa W
a(pPEKTUBHOCTN NEKAPCTBEHHOro npenapara, OaHHbIX O HeXenaTenbHbIX peakuusix OpraHv3aMa 4YenoBeka,
XMBOTHOMO Ha MNPUMEHEHWEe neKapCTBEeHHOro npenapata u ob addekTe ero B3auMOAEWNCTBUS C APYrMMM
nekapCcTBEHHbIMW NpenapaTtaMu 1 (Unun) NULLEBLIMU NPOAYKTaMM, KOPMaMU;

42) MHOrOLIEHTPOBOE KMMHMYECKOe WCcreoBaHWe IeKapCTBEeHHOro npenapata ans MeauLMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WccredoBaHWe NekapCTBEHHOro npenapata Onsg MEeAULMHCKOro MpUMEHEeHMs,
npoeBoaumoe pa3paboTyMKoM NeKapCTBEHHOro npenapata B OBYX W Gonee MeOMUMHCKUX OpraHmsaumsix no
eMHOMY MPOTOKONY KIMMHUYECKOro UCCreaoBaHns NekapcTBEHHOro npenapara;

43) mexayHapoOoHOe MHOIOLEHTPOBOE KIMHWYECKOe MWCCriefoBaHUE IeKapCTBEHHOrO rnpenaparta ans
MEAMLIMHCKOrO MPUMEHEeHNA - KNMHMYEeCKoe WUccrieqoBaHne neKkapCcTBEHHOro npenaparta ans MeauuMHCKOro
NpUMEHeHWs1, NPoBoAMMOE pa3paboTyuMKOM MeKapCTBEHHOro npenapaTta B pasnuyHbIX cTpaHax Mo eduHoMy
MPOTOKONY KIMMHWUYECKOro UCCreaoBaHus NiekapcTBEHHOro npenapara;

44) nocTperncTpaumoHHOe KIMHWYEeCKoe UccriefoBaHue JiekapCTBEHHOro npenaparta Ans MeavUMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WccredoBaHWe NekapCTBEHHOro npenapata Onsg MEeAULMHCKOro MpUMEHEeHMs,
NpoBOAMMOE MPOU3BOAMTENEM NEeKapCTBEHHOro npenapara, rpaxagaHckuii oGopoT KOTOPOro OCYLLEeCTBRAeTCs
nocrne rocyapCTBEHHOW peructpauum Wnu perucrpaumu, B Lensx AOMONHUTENbHOro cbopa AaHHbIX O ero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

6e30nacHOCTM U 3PEKTUBHOCTU, pacLUMPEHUSI MOKa3aHUIA K NPUMEHEHWIO aHHOTO NeKapCTBEHHOro npenapara,
a Takxke BbISIBNEHNS HeXenaTernbHbIX peakuuii NaLMeHToB Ha ero AenNCcTBue;
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

45) nccnegoBaHne OGMOIKBMBANEHTHOCTM NIEKApCTBEHHOMO Npenapara - BUg KNMHUYECKOro UccreaoBaHus
nekapCTBEHHOrO npenapaTta, NPoBeAeHNe KOTOPOro OCyLLECTBNAETCA ANl ONpeaeneHnsi CKOpoCTM BCacbiBaHUSA U
BbIBEAEHUS OAHOIO UMM HECKONbKMX ObragarLmx oapmMakonormyeckon akTMBHOCTbIO OENCTBYIOLINX BELLECTB,
KOnmM4yecTBa JEKapCTBEHHOrO npenapaTta, AOCTUralroLlero CUCTEMHOINO KPOBOTOKA, W pes3ynbTaTbl KOTOPOro
Nno3BONAKT caenatb BbiBO4 O OWMO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOINO I€KAPCTBEHHOrO mMpenapaTta B
onpefeneHHbIX NekapCTBEHHON hopMe U 003UPOBKE, COOTBETCTBYIOLLMX hopMe M J03npoBKe pedepeHTHOro
neKkapcTBEHHOro npenaparTa;

(n. 45 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) nccrnenoBaHue TepaneBTUYECKOW SKBMBANEHTHOCTU NEKAPCTBEHHLIX MpenapaToB - BUA KIUHWYECKOro
NCCNedoBaHUs NEeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHWE KOTOPOro OCYLLECTBNSeTCA Ans  BblSABNEHUS
OOMHAKOBbLIX CBOWCTB NeKapCTBEHHbIX MpenapaToB OnpeaerieHHoN NeKapCTBEHHON hopMbl, a Takke HanMyus
OOMHAKOBbLIX MokasaTenein 6Ge3onacHOCTM U 3PGPEKTUBHOCTU NEKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KNMMHUYECKNX 3DEKTOB NPU UX MPUMEHEHUN;

47) nNpOTOKONM KIMHUYECKOrO WCCNEeAOBaHWA eKapCTBEHHOro npenapata - [AOKYMEHT, B KOTOPOM
onpegensalTca uenu, ¢opMbl OpraHus3auuMm U MeTOAONorMsA MNpPOBeAEHMS  KIIMHUYECKOrO WCCedoBaHus,
cTaTucTuyeckne MeToabl 06paboTku pesynbTaToB TAKOro UCCNefoBaHUs 1 Mepbl No obecneyeHnto 6esonacHoCTH
h13n4eCcKMX N1L, y4acTBYIOLLMX B KNMMHUYECKOM UCCINeLoBaHUM NEKapCTBEHHOTO Npenapara;

48) Opoltopa wuccnegoBsaTtens - CBOAHOE W3NOXEHWEe pe3ynbTaToB AOKMMHMYECKOrO MCCnegoBaHus
NeKkapCTBEHHOIO CpPeacTBa U KIUMHUYECKOTrO MCCEeAOBaHMSA JlekapCTBEHHOrO npenapata ans MeguuuHCKOro
NPUMEHEHNS;

49) NHPOPMALMOHHBIN NUCTOK NaumMeHTa - AOKYMEHT, KOTOpbl odopmnsdeTcs B BuMAE AOKYMEHTa Ha
BymMaxHOM HocuTene, NOANUCAHHOIO MauueHTOM UMW ero 3akOoHHbIM npeacTaBuTenem, nubo dopmupyetcs B
opMe OMEeKTPOHHOro [AOKYMEHTa, MNOoAMMCaHHOro MauMeHTOM WM ero 3akOHHbIM npeacTaBuTeneMm cC
ncnonb3oBaHNEM YCUIEHHOWN KBanMpuuupoBaHHON 3NEeKTPOHHON nognucu, unu YCUIEHHOWN
HekBanMMUUUMPOBaHHOW 3NEKTPOHHON NOAMUCK, UM NPOCTON 3NEKTPOHHON NOAMUCKU NOCPEACTBOM NPUMEHEHUS
€ANHOWN CUCTEeMbIl nAeHTUdUKaUUKM 1 ayteHTudukaumm, n B KOTOPOM cofepatcsa B 4OCTYMHOM hopme cBeaeHus,
Kacalolmecss NpPoOBOAUMOTO KIMHUYECKOrO MWCCNeAoBaHWUs feKapCTBEHHOrO npenapaTta, W BblpaXeHHoe B
nucbMeHHon dopme [obpoBonbHOE corracMe nauueHTa Ha yyYacTe B KIMHWYECKOM  MCCedoBaHum
nekapCcTBEHHOro npenaparta Ans MeguuUMHCKOro NPUMEHEHUs nocre 03HakoMMeHUs nauneHTa nunn ero 3akoHHOro
NnpeacTaBuUTENs C OCOOEHHOCTAMMU KIMHUYECKOrO UCCNEeLOBaHUSA, MEILMMM 3HAaYeEHME ONS BbIPAXKEHUS Takoro
cornacus;

(n. 49 B pea. PepepanbHoro 3akoHa ot 28.12.2025 N 504-93)

50) nobo4yHoe AeicTBME - peakuus OpraHuama, BO3HMKLIAs B CBA3W C MNPUMEHEHWEM JeKapCTBEHHOro
npenaparta B [03ax, PEKOMEHAYEeMbIX B MHCTPYKUMW MO €ro NMpUMeHeHuto, Ans NpodunakTUK1, AMArHOCTUKM,
neyeHusi 3aboneBaHus Unu Ans peadbunutauuu;

50.1) HexenaTtenbHas peakuus - HenpegHamepeHHas HebnaronpusTHas peakumsi opraHusma, Kotopas
MOXeT ObITb CBA3aHa C NPUMEHEHMEM NeKapCTBEHHOro npenapara;
(n. 50.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuusl - HexenaTenbHas peakuus opraHvMaMa, CBsi3aHHas C
NPUMEHEHWEM IEKapCTBEHHOrO npenaparta, npueepLwlasl K CMepTW, BPOXAEHHbIM aHOManusiM WU Nopokam
pa3BuTMs NGO npeacTaBnsowas cobon yrposay xusHu, TpebyloLas rocnuTanusaumum Unu NpuBeaLas K CToMKowm
yTpaTte Tpy4ocnocoGHOCTM U (UnK) MHBaNUOHOCTY;

52) HenpeaBuaeHHas HexenaTenbHas peakuus - HexenaTtenbHas peakuus opraHuama, Kotopasi CBsisaHa ¢
NPUMEHEHMEM JIeKapCTBEHHOro TrpenapaTta B [03aX, PEKOMEHOYEeMbIX B MPOTOKOSIe €ro  KIMHWYECKOro
nccnepoBaHus, Gpolllope UccrnefoBaTtens, WM C NPUMEHEeHUMEM IeKapCTBEHHOro rnpenapaTta B [03aXx,
peKoMeHAYyeMbIX B MHCTPYKLMM MO €ro NPUMEHEHUo ANns NpodunakTukv, AMarHOCTUKU, nedYeHns 3aboneBaHust
WU MEOMUMHCKOW peabunutauuy nauueHTa, U CYLUHOCTb, TSXKECTb UIM WUCXOA KOTOPOW HE COOTBETCTBYET
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

MHGOpMaUMM O NeKapCTBEHHOM MpenapaTte, coAepXKalleicsi B NPOTOKOSIE €ro KrMHUYECKOro MCCrnenoBaHus,
GpoLuope MccrneaoBaTens NN B UHCTPYKLUMK MO NPUMEHEHMUIO NIEKapCTBEHHOTO Npenapara;
(n. 52 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag3op - BuO LEATENbHOCTM MO  MOHUTOPUHIY 3ddeKkTMBHOCTM M ©Ge3onacHoCcTy
NeKapCTBEHHbIX MpenapaToB, HanpaBIieHHbLIN Ha BLISBIEHWE, OLEHKY W MpedoTBpaLleHue HeXenaTenbHbIX
NocneacTBUN NMPUMEHEHUSA NEKAPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaeneHus puckamuM - nogpobHoe onucaHne MeponpuaTUA No  chapmakoHaa3opy,
HanpaBneHHbIX Ha BbISIBNIEHWE, OLEHKY W MpeaoTBpalleHne WM MUHUMU3AUMI0O PUCKOB, CBSI3aHHbLIX C
neKkapcTBEHHbIMM NpenapaTaMu, BKIoYas oLeHKY 3dhEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

53) peLienT Ha NekapcTBEHHbIM Npenapar - MEOULUHCKUA OKYMEHT YCTaHOBMEHHON (hOPpMbI, COAEPKALLNA
HasHayeHWe rnekapCTBEHHOro npenapata Ans  MeOUUUHCKOrO MNPUMEHEHUs, BblAaHHbIA  MeAULMHCKUM
paboTHMKOM B LieMsiXx OTMyCKa feKapCTBEHHOrO mnpenaparta WM ero M3roToBMIEHWMS M OTNycka Ha OymakHOM
HocuTene unu c cornacus naumeHTa unu ero 3aKoHHOro npeacraButens B popme 3NeKTPOHHOro AOKYMEHTa,
nognuUCaHHOro C WCNOSfb30BaHUEM YCUMEHHOW KBanuvUUMPOBAHHOW 3MIEKTPOHHOM MNOAMUCU MeOULMNHCKOro
paboTHMKa, MMBO JOKYMEHT YCTaHOBMEHHOW hOpMbIl, COAEPXKALLNA HA3HAYEeHWE NeKapCTBEHHOMo npenapaTa Ang
BETEPVMHAPHOIO MNPUMEHEHUs, BblAaHHbIA crleunanucTtoMm B obnactM BeTepuHapuu B Lensx oTnycka
NeKkapCTBEHHOIO MpenapaTta WM ero M3roToBMNEHMS M OTnycka Ha OyMaxHOM HocuTene wnmM cC cornacus
BnagenbLa XMBOTHOMO UM 3aKOHHOMO MpeacTaBuTeNns Bragenbla XUBOTHOrO, OPOPMIEHHbIN B 3MNEKTPOHHOM
dopme C wucnonb3oBaHMeM degepanbHOM  rocyaapCTBEHHOM WMHMOPMALUMOHHOM cucTteMbl B obnacTu
BETEPUHApPUN;

(B peq. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-93, ot 02.08.2019 N 297-®3, o1 30.12.2021 N 463-D3)

54) TpeboBaHMEe MeEOWLUMHCKOW OpraHu3auuu, BeTepuMHApHOW oOpraHvM3aumyM unu  opraHuMsauum
(vHaMBMAYyanbHOro npegnpuHUMaTens), OCyLecTBNsOLWEN (OCYLWECTBNAOWErO) pa3BeAeH e, BblpallMBaHue u
cofepKaHue XMUBOTHbIX, - JOKYMEHT YyCTaHOBNEHHON (hOPMbI, KOTOPbIV BbIMUCaH MEAULMHCKM paboTHUKOM nnu
crneumanucToMm B obnactu BeTepMHapun, UMELLMMKN Ha 3TO NpaBo, U COAEPXKUT B MMCbMEHHON (hOpMe YKa3aHune
anTe4yHON opraHM3auuv UM BeTEPMHAPHON anTe4YHON opraHm3aumm 06 OTnycke NekapCTBEHHOrO npenaparta unm
O ero msroToBrneHnM M o6 OTnycke Ans obecneyeHuss nedebOHOro npouecca B MeOMLMHCKOW OpraHusauumu,
BETEPVHAPHOW OpraHv3aumM UnvM B opraHu3aumm (MHOMBUOyanbHbIM NpeanpuHMMaTenem), OCyLLEeCTBASIOWEN
(ocywecTBnsOWMM) pa3BedeHmne, BbipallMBaHNE U COAEPKaHUE XUBOTHbIX;

(n. 54 B pea. PepepanbHoro 3akoHa ot 30.12.2021 N 463-03)

55) KoMnnekcHas oueHKa NekapCTBEHHOro npenaparta - OueHKa 3apermcTpupoBaHHOrO JiekapCTBEHHOMO
npenapaTa, Bknovawllaa B cebs aHanns MHoOpMauuM O CPaBHUTENbHOM KNMHUYECKON 3(EKTUBHOCTM U
Ge3onacHOCTW fekapCTBEHHOMO MpenapaTta, OLEHKY 3KOHOMWYECKMX MOCreacTBUIA €ro NPUMEHEHUs, U3yyeHue
OOMONMHUTENbHBLIX MOCNeACTBUA MPUMEHEHMST NeKapCTBEHHOrO npenapaTa B LUEensx NPUHATUS pPeLUeHuin o
BO3MOXHOCTM BKIIIOYEHUSI FIEKAPCTBEHHOIO Mnpenapata B MNepevYeHb KU3HEHHO HeoOXOOUMbIX U BaXKHEeMLLMX
NeKapCTBEHHbIX NpenapaToB, HOPMATMBHLIE MPABOBLIE aKTbl M WHblIE OOKYMEHTbI, ONpefensiowme nopsigok
oKasaHUsi MeaULMHCKOM NOMOLLIM, UMM UCKMIOYEHUS M0 U3 YKa3aHHbIX NePeYHsl, akTOB U [JOKYMEHTOB;

(n. 55 BBegeH PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

56) cucTemMa MOHWUTOPWUHIra OBWXXEHUS FfeKapCTBEHHbIX MpenapaToB Ans MeOUUWHCKOrO MpUMEHEHUs -
degepanbHas rocygapcTBeHHasi MHgoOpMauuoHHass cucTemMa MOHUTOPWUHIra ABWXKEHMSI  NTEKapCTBEHHbIX
npenapaTtoB A4S MEAWNLMUHCKOrO NPUMEHEHUS1 OT NPOM3BOANTENS [0 KOHEYHOro NOTPedUTENs ¢ NCMoNb30BaHNEM
B OTHOLLEHMWW FIEKAPCTBEHHbIX NPenapaToB ANs MeAUUMHCKOrO NPUMEHEHUS CPEACTB MAEHTUMKauuK;

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

57) Kog MapKMpPOBKY - yYHUKanbHasa nocrneaoBaTenbHOCTb CUMBOMOB, COCTOSALLAn U3 kofga naeHTudukauum
N Koga NpoBepKU, onpedensieMblx B cooTBeTcTBUM ¢ PeaepanbHbiM 3akoHOM oT 28 aekabps 2009 roga N 381-03
"O6 ocHoBax rocyapCTBEHHOIO PerynmpoBaHnst TOProBomn aesatensHocTu B Poccunckon ®epepaumn”.
(n. 57 BBegeH PepepanbHbiM 3akoHOM OT 28.12.2025 N 514-93)

Mnaea 2. NOJIHOMOYUA ®EOEPAJIbHBLIX OPFAHOB I/ICI'IOHHMTEHI:HQVI
BINACTU, ICNOJNTHUTENbHbLIX OPTAHOB CYEbEKTOB POCCUMNCKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

SEOEPALIMU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

CtratbAa 5. MonHomouusa cepepanbHbIX OPraHOB WCMONIHUTENLHOM BRAacTU Npu oGpaleHUmn
nekapcTBeHHbIX CPeacTB

K nonHomouunsm (bep,epaanblx opraHoB NCMNONHNTENBLHON BRNacTu npu o6pau.|,eH|/|V| J1eKapCTBEHHbIX
cpencTB OTHOCATCA:

1) nposeneHne B Poccuickonn depepauun eguHON rocygapcTBEHHOM NONUTUMKU B obnacTtn obecnedeHus
nekapcTBeHHbIMY Npenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2) yTBepxgeHue obLmnx dapMakonenHblx ctaTen, papmakonerHbIX cTaTer, u3gaHue rocyaapcTBEHHOW
hapmakoneu, co3gaHue u BeaeHve peectpa hapmakonenHblx CTaHAapTHbIX 06pa3uoB;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) ocyuwecTtBneHve egepanbHOro [OCYAAPCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB;
(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 11.06.2021 N 170-93)

4) nUWUEH3MPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CpPeacTB, B ToM uucne dedepanbHbIn
rOCYAapCTBEHHbIA JNMLEH3MOHHBIA KOHTPONb OEeATENIbHOCTM MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB,
nepuoanyeckoe MNOATBEPXAEHME COOTBETCTBMS JULEH3MaTa, MWMEKLWEero JIMLEH3N0 Ha NpPOu3BOACTBO
NeKapcTBEHHbIX cpeacts, M ¢dapMaueBTUYECKON AEeATENbHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunm;

(B peq. PenepanbHoro zakoHa ot 11.06.2021 N 170-93)

5) opraHu3aums aKcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKOW SKCNEepPTM3bl BO3MOXHOCTW NpoBeaeHus
KNMMHUYECKOrO UWCCMeLoBaHMS JekapCTBEHHOrO Mpenapata Ans MegUUMHCKOTO MNPUMEHEHUs, 3KCnepTu3bl
JOKYMEHTOB, NpeacTaBneHHbIX ANs OnpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NIEKApCTBEHHbIN NpenapaTt Ans
MeOULMHCKOro NPUMEHEHUS B KayecTBe OpdaHHOro NekapCcTBEHHOrO Npenapara;

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

5.1) opraHusaumsi NpoBefeHUs KOMIMIEKCHOM OLEHKU NeKapCTBEHHOro npenapaTta B LEnsx NpUHATUS
peLleHNn O BO3MOXHOCTU BKIHOYEHUSI JNIEKAapCTBEHHOrO npenapata B NepeyeHb >XM3HEHHO HEOOXOAMMbIX M
Ba)XHEMLUMX NEKapCTBEHHbLIX MpenapaToB, HOPMaTMBHbIE MPABOBbLIE aKTbl U UHblE JOKYMEHTbI, onpeaensowme
NOPSIAOK OKa3aHUst MeAMLMHCKOM NOMOLLM UMM UCKITOYEHNS ero U3 yKasaHHbIX NepeyHsi, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspelleHuini Ha NpoBeAeHMEe KIMHUYECKUX WCCREeAoBaHW NeKapCTBEeHHbIX MpenapaTos,
BeleHVe peecTpa BblAaHHbIX paspelleHWid Ha NpoBefdeHWe KIMHUYECKUX WCCredoBaHWUi NeKapCTBEeHHbIX
npenaparos;

7) rocymapcTBeHHas permcTpauusi nekapCTBEHHbIX MpenapaToB, BefdeHuWe rocydapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeACTB;

7.1) peructpauusi, nNOATBEPXAEHME perncTpauum (nepeperncrpaumsi), BHECEHWE W3MEHEHUN B
perMcTpaumMoHHoe JocCbe, a Takke npoBedeHue npoueayp, CBSA3aHHbIX C peructpaumen, B COOTBETCTBMMU C
yTBEpXAEeHHbIMU  EBpasvMincko  9KOHOMUYECKOW KOMMUCCMEW nOpaBuiamu peructpaumm U - 3KCnepTusbl
NeKapCTBEHHbIX CpPeAcTB ONA  MeOUMUMHCKOrO MPUMEHEHUs W [OpaBunamMy perynvpoBaHus obpalleHus
BETEPVHAPHbLIX JTEKAPCTBEHHbIX CPEACTB Ha TAMOXXEHHOW TeppUTOpuM EBpPasmninckoro 3KOHOMUYECKOro CoH3a;

(n. 7.1 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7.2) npeActaeneHve MHgopMauum o peructpaumu, nogTBepXOeHuM perncrpauun (nepeperncrpauum),
BHECEHUW W3MEHEHWA B perncrpauuoHHoe AOoCbe, a Takke O npouedypax, CBsSi3aHHbIX C perncrpauuven, B
EBpasuniickyto SKOHOMUYECKYID KOMWMCCUIO C WCMOMb30BaHWEM WHTErpMpOBaHHOMW WHEOPMAaLMOHHON CUCTEMbI
EBpasninckoro 3KOHOMWYECKOrO COK3a B COOTBETCTBUM C YTBEPXKAEHHbIMU [EBpPasuiickori 3KOHOMMYECKOW
KoMuccuen nopsaakoMm OPMUPOBaHWA W BeAeHWS €AMHOro peectpa 3aperncTpUpOBaHHbLIX feKapCTBEHHbIX
cpeacte EBpasuiickoro 9KOHOMMYECKOrO COK3a M [OpaBuiamMu perynupoBaHus obpalleHus BeTepuHapHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NeKapCTBEHHbIX CPEACTB Ha TaMOXEHHOW Tepputopun EBpasniickoro 3KOHOMUYECKOrO COHo3a;
(n. 7.2 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7.3) yTBepxaeHue OopadKka MPUOCTAHOBMEHUS  OEWCTBUS  PErMcTPauMoOHHOro  YAOCTOBEPEHWUS
NeKapCTBEHHOro npenapata Unu OorpaHnyYeHuUs NpUMEHEeHUs NeKapcTBEHHOro npenapata Ans MeauuUHCKOro
NPUMEHEHMS B Cryvasix, NpeayCMOTPEHHbIX YTBEpPXAeHHbIMM [EBpa3snickoli 3KOHOMMWYECKON KOMMUCCUEW
OpaBunamMy perucTpauum w 3KCNepTusbl NEKapCTBEHHbIX CPEeACTB ANA  MEeAMUMHCKOrO MpPUMEHEHUs, W
BO30OHOBNEHNS [OEWCTBUSA PErMcTpaumoHHOrO YAOCTOBEPEHMS NEeKapCTBEHHOro npenapata Wn  CHATUSA
OrpaHUYeHns NPUMEHEHNs IeKapCTBEHHOro npenapara AN MeauLUMHCKOro NpuMeHeHus;

(n. 7.3 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

8) opranmzauus n (Mnv) NpoBeAEHUE UHCMEKTMPOBaAHUSA CyObEKTOB 0OpalleHNsi NeKkapCTBEHHbIX CPeacTB
Ha COOTBETCTBME YyTBEPXAEHHbIM EBpasnnckon 9SKOHOMUYECKOW KOMMUCCUMEW [paBufiam Hagnexawien
nabopaTtopHOM nNpakTUKW, 0OpaBuiaM Haanexawlenh KIMHUMYECKOW MpakTUKM, [NpaBuiaMm Hagnexallen
ONCTPUOLIOTOPCKOM MPaKTUKW, OpaBuiaM Haganexallen MnpakTukM papmakoHagsopa, a Takke YTBEepKAEeHHbIM
YNOMHOMOYEHHbIMN doefeparnibHbiMU OpraHaMmy UCMOMHUTENbHOW BNacTu NpaBunaM Haanexawlen anteyvyHown
NPaKTUKW, NpaBuiamM XpaHeHNs NeKkapCcTBEHHbIX CPEACTB;
(n. 8 B pea. PepepansHoro gakoHa ot 30.01.2024 N 1-03)

8.1) opraHusauma v (unu) nposeageHve dapmMaLeBTUYECKMX WHCMNEKUMA NPOU3BOACTBA JIEKAPCTBEHHbIX
cpeactB AN BETEPUHAPHOrO  MPUMEHEHMSI Ha COOTBETCTBME TpeboBaHWsIM OpaBwuil  Hagnexallewn
NPOV3BOACTBEHHOW  MpPaKTUKM  EBpasuMiCcCKOro  3KOHOMMYECKOro  COK3a, Bbigadya, MPUOCTaHOBMEHWE,
BO30OHOBMNEHME WM MpeKpalleHne [eNcTBus cepTUEUKATOB (3aKMYEeHU) COOTBETCTBUS MPOU3BOACTBA
NeKapCTBEHHbIX CPEeACTB  AONA  BETEPUHApHOro  MpUMMEHeHus  TpeboBaHWsiM  MpaBwui  Hagnexailen
NPOU3BOACTBEHHOMW MNpPaKTUKM EBpasnMMCKOro 3KOHOMUYECKOrO CO3a, BHECeHME W3MEHEHUM B Takue
cepTnduKaThbl (3aKnoveHns);

(n. 8.1 B pea. ®epepanbHoro 3akoHa ot 31.07.2025 N 304-d3)

8.1-1) opraHusauus n (Mnn) npoBegeHue apMaueBTUYECKMX MHCMEKUMA NPOU3BOACTBA JIEKAPCTBEHHbIX
cpeactB  ANd  MeAMUMHCKOrO  MPUMMEHEHWs Ha  COOTBEeTCTBMEe TpeboBaHWsaM OpaBun  Hagnexallew
NPOM3BOACTBEHHOW  MpakTUkM  EBpasmMmckoro  9KOHOMMYECKOro  Cow3a, Bblgada, NpUOCTaHOBIIEHNE,
BO30OHOBMNEHME WNU MpeKpalleHne [OeNCTBUSA CepTUdMKaTOB COOTBETCTBMSA MNPOM3BOACTBA Jf1EKAPCTBEHHbIX
cpenctB AN MeAMLMHCKOro MpUMEHEeHMs TpeboBaHMAM MNpaBwui Hagnexallen NpOW3BOLACTBEHHOW MPaKTUKK
EBpasniickoro a3kKOHOMMYECKOro coto3a, BHECEHNE MU3MEHEHUI B Takme cepTudumkaThbl;

(n. 8.1-1 BBeaeH deaepanbHbiM 3akoHoM oT 31.07.2025 N 304-93)

8.2) ycTaHoBNeHWe nopsaka BeAeHUs U BeAeHWe rocyfapCTBEHHOro peectpa cepTuduKaToB (3aKoyeHnin)
COOTBETCTBMS NPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTB TpeboBaHUSAM OpaBwull Haanexallen Npou3BOLCTBEHHOW
npakTukn EBpasnMnckoro aKOHOMMUYECKOro CO3a;

(n. 8.2 BBegeH PepneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peg. PeagepanbHoro 3akoHa ot 31.07.2025 N
304-03)

9) rocymapcTBeHHasi peructpaumsi npeaernbHbIX OTMNYCKHbIX LeH Mpou3BoAuUTENEN Ha rekapCTBEHHble
npenapartbl, BKMOYEHHbIE B I€PEYEHb XM3HEHHO HEOOXOAMMbBIX U BaXXHEWLUMX NEKapCTBEHHbIX Npenapartos, u
BeJEeHWEe TOCYydapCTBEHHOrO peecTpa npefenbHbIX OTMNYCKHbIX LEH NpOoM3BOAWUTENEN Ha JEKAPCTBEHHbIE
npenapartbl, BKIMOYEHHbIE B NepeYeHb XXU3HEHHO HGOGXO,EI,I/IMbIX 1 BaXKHEWLLIKnX J1eKapCTBEHHbIX NMpenapaTos;

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHne NPOEKTOB peELUEHMIN NCMONTHUTENbHBIX OpraHoB cybbekToB Poccuiickon Pegepaumm ob
YCTaHOBMEHUN U (MNM) M3MEHEHWW npefernbHbiX pa3MepoB OMNTOBbIX HaAbaBOK W MNpPederibHbIX pa3mMepoB
PO3HMYHBIX HaabaBoK K (aKTUY4ECKUM OTMYCKHbIM LieHaM, YyCTaHOBMEHHLIM NMPOU3BOAUTENSMMU NEKAPCTBEHHbIX
npenapaToB, Ha fNeKapCTBEHHbIE NpenapaThbl, BKIYEHHbIE B NePeYEHb XXM3HEHHO HEODXOOANMBIX U BaXKHEWULLNX
nekapcTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PenepanbHbiM 3akoHoMm oT 13.07.2015 N 241-03; B pe. PeagepanbHoro zakoHa ot 08.08.2024 N
232-93)

10) Bblgaya, ycTaHoOBEHWe Nopsaka BblAady paspelleHus Ha BBO3 KOHKPETHOW MapTuu nekapCTBEHHOro
cpeactsa B Poccuiickyto ®egepaumio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

10.1) Bblgaya, yCTaHOBMEeHWe nopsigka Bbigadun M QOpMbl OOKYMEHTa, KOTOPbIA MOATBEPXAaEeT, 4To
NPOM3BOACTBO JIEKAPCTBEHHOrO npenapara A MeOULUHCKOrO NPUMEHEHNs] OCYLLIECTBIIEHO B COOTBETCTBUM C
TpeboBaHVAMM OpaBuN Haanexallend NPOU3BOACTBEHHOW MNPaKTUKUW UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETEPMHAPHOIo NPMMEHEHMA OonyLieH K obpalleHuto B Poccuiickon ®eagepaunn, U NognexnTt npeacraBneHnto
no TpeboBaHMIO YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCHA NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pen. ®epgepansHoro gakoHa ot 02.08.2019
N 297-93)

10.2) Bblgava, ycTaHoOBMNEHVE Nopsaaka Bbiaaun 1 opMbl JOKYMEHTA, COAEpKaLLEero CBeAeHns 0 cTagusx
TEXHOMNOrMYeckoro npoLecca Mpou3BOACTBA IEKAapCTBEHHOrO CcpeacTBa AN MeOULMHCKOTO MNpPUMEHEHUs,
OCYLLIECTBMSAEMbIX Ha TEPPUTOPUKN EBpPas3niickoro 3KOHOMUYECKOTO COH3a;

(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B pea. PenepanbHoro 3akoHa ot 13.07.2015
N 241-$3)

11) cosgaHune COBETOB MO BONPOCaM, CBA3aHHbIM C OOpallleHNeM fiekapCTBEHHbLIX CPeACTB;
12) aTTectaums n cepTuduKkaumsi cneLmanmcTos;
13) ytpatun cuny c 1 ceHtabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTteneHune hapmakoHag3opa;
(n. 14 B pea. PegepanbHoro gakoHa oT 22.12.2014 N 429-93)

15) y4acTue B MeXOYHapOOHOM COTPYAHUYECTBE;

16) nonydeHue no 3anpocaMm YMNOMHOMOYEHHOro dedeparibHOro opraHa WCMNOMHUTENbHOW BRactu OT
NCMNOSNHUTENBHBIX OpraHoB cybbekToB Poccuiickon ®Pegepauun, a Takke OT CyObekToB obOpalleHus
NeKapCTBEHHbIX CPeAcTB AN MEOULMHCKOro MpPUMMEHEHUs WHopmauuy No BOMpPOCaM YCTaHOBMEHUS WU
NMPVYMEHEHMS LiEH Ha NeKkapCTBEHHbIE NpenapaTthl U HagbaBOK K HUM;

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

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHofaTenbcTBa Poccunckon ®enepauuu;

18) yTBEpXXOEHME MpaBUA HaAMEXaLlen anTe4YHON NPaKTMKKN, NPaBUIT XpaHEeHUS NEKapCTBEHHbIX CPeACTB;
(n. 18 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

19) ycTtaHoOBMNeHWe nopsaka popMUpoBaHMS PerncTpauMoHHOrO AOCke Ha NeKapCTBEHHbLIN npenapaT ans
BETEPUHaAPHOro NPMMEHEHNS 1 TpeboBaHUI K JOKYMEHTaM B €r0 COCTaBeE;
(n. 19 BBegeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

20) - 21) ytpatunu cuny. - degepanbHbiin 3akoH oT 30.01.2024 N 1-03;

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93;

23) yTBepxaeHve TpeGOBaHUA K WMHCTPYKUMW NO BETEPUMHAPHOMY MPUMEHEHUID NEeKapCTBEHHbIX
npenaparos;
(n. 23 BBegeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peqn. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

24) NnpuHATHE peLleHniA, ABASIOLLUXCS OCHOBaHUAMU ANS BKMOYEHUA JOMEHHbIX UMEH U (Mnn) ykasaTernen
CTpaHuL, calToB B MHMOPMAaLUNOHHO-TENEKOMMYHUKAUNOHHOM ceTn "UIHTepHeT", a Takke ceTeBblX aJpecoB B
€AVNHYI0 aBTOMaTMU3NPOBAHHYIO WHMOPMaLMOHHYKD cuctemy "EOMHBIA peecTp OOMEHHbIX WMEH, yKasaTeneu
CTpaHuy, calToB B WH(POPMAaLMOHHO-TENEKOMMYHUKALMOHHON ceTn “"MHTepHeT" ©n ceTeBbIX aapecos,
NO3BOMSAIOWMX MAEHTUDUUMPOBATL CalTbl B  MHAOPMAaLMOHHO-TENEKOMMYHMKAUMOHHOW ceTn "HTepHeT",
cogepxawime nHpopmaumo, pacnpocTpaHeHne kotopon B Poccunckon denepaunn 3anpeLleHo”, B OTHOLLEHUN
WHopmaLnn, coaepxallen npeanioxxeHne o pO3HUYHOM TOProBne nekapcTBEHHbLIMU NpenapaTamMun, B TOM yucne
ONCTaHUNOHHBIM CMOCcOobOM, PO3HMYHAs TOProBMs KOTOPbIMW OrpaHMYeHa WM 3anpelleHa B COOTBETCTBUM C
HacTosawmm PenepanbHbiM 3aKOHOM, U (MK) MHOPMaLUK, coepXallen NpeanoXeHne o PO3HNYHOW TOProBne
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nekapcTBEHHbIMW NpenapaTtamu, B TOM YMCNe AUCTAHLMOHHBLIM CMOCOGOM, NULAMU, HE UMELLUMU NULEH3UN 1
paspelleHnsl Ha OCYLIeCTBIIeHWe TakoW [OeATenbHOCTW, €Cnu  MOoMyyeHWe TnULEH3UM U paspeLLeHus
NpeaycMOTPEHO 3aKOHOAaTeNbCTBOM 06 0bpalleHnn NekapCTBEHHbIX CPeACTB;

(n. 24 B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspelleHuMit Ha BBOA B rpaxdaHCKMA 0GOpPOT MMMYHOGMOMOTMYECKUX NeKapCTBEHHbIX
npenaparos;
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynupoBaHue BOMPOCOB, CBSI3aHHbLIX C B3aMMO3aMEHSIEMOCTbIO NIEKAPCTBEHHLIX MpenapaToB AN
MeOULMHCKOro NPUMEHEHUS;
(n. 26 BBegeH ®epepanbHbiM 3akoHoM oT 19.10.2023 N 503-93)

27) yTBepxaeHue nopsiaka atrectaumm papMaueBTUYEeCKUX MHCMEKTOPOB.
(n. 27 BBegeH PepepanbHbiM 3akoHoM oT 31.07.2025 N 304-93)

Cratbsa 5.1. Mepepaya ocyuwecTBneHUsi NosiHoMouun depepanbHbIX OPraHOB MCMOJNIHUTENbLHON
BIacTu nNpu obpalleHMn NeKapCTBEeHHbIX CPeACTB UCMOJNHUTENbLHbLIM opraHam cy6bektoB Poccumckon
Penepauunmn

(B pen. PenepanbHoro 3akoHa ot 08.08.2024 N 232-03)

MonHomouunsa degepanbHbIX OPraHOB UCMONHUTENBLHOM BNAcTy Npu obpalleHn NnekapCTBEHHbIX CPeacCTB,
npegycMmoTpeHHble  Hactoswmum  PegepanbHblM - 3aKOHOM, MOrYT nepefaBaTbCs  ANS  OCYLLECTBIEHUS
ncnonHuTenNbHbBIM opraHam cybbekToB Poccuiickon ®Pegepaumm noctaHosneHuamu MNpasuTtensctea Poccumnckon
depepaumm B nopsagke, yctaHosneHHom degepansHbiM 3akoHoM oT 21 gekabpa 2021 roga N 414-03 "O6 obLymx
NpyHUMNax opraHmaaumm nybnuyHom Bnactu B cyobektax Poccuiickon ®enepauun’.

Ctatbss 6. lMonHoMouMsi McNONHUTENbLHbIX OpraHoB cy6bekta Poccuiickon depgepauun npu
ob6pallleHMn nekapcTBeHHbIX CPeacTB
(B pea. PegepanbHoro gakoHa ot 08.08.2024 N 232-$3)

K nonHomouusiM MCMONHUTENbHLIX OpraHoB cybObekTa Poccuiickon Pepepaumm npu  obpalleHum
neKapCTBEHHbIX CPEACTB OTHOCATCS:
(B pea. PegepanbHoro gakoHa ot 08.08.2024 N 232-93)

1) paspaboTka K peanusauus perMoHanbHbIX MporpaMMm obecnevyeHnss HaceneHus nekapCTBEeHHbIMU
npenaparamu;

2) ycTaHoBrieHWe npeaesibHbIX pasMepoB OMTOBbIX HaAbGaBOK U MpeaeribHbIX PasMEpPOB PO3HUYHBIX
Hanb6aBok K paKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAUTENAMU NEKAapPCTBEHHbIX NpenapaTos,
Ha nekapcTBEHHble npenapaTtbl, BKMIOYEHHbIE B MepeyeHb J>XU3SHEHHO HEeoBXOAUMBLIX W  BaXXHEeMLuX
NeKkapcTBEHHbIX Npenaparos;

3) ocyllecTBneHne pernoHanbHOro rocyaapCTBEHHOIO KOHTPONS 3a NPUMEHEHNEM LIeH Ha fieKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MNEpevYeHb XM3HEHHO HeobXOoOAMMbIX M BaXKHEWLUMX NeKapCTBEHHbIX MpenapaTos,
opraHusauuMsiMu  ONTOBOM  TOPrOBMW  NEKApCTBEHHbIMW  CcpeacTBaMu,  anTeyHbIMW  OpraHm3auusamu,
MHAMBUAOYANbHLIMW NPEeanpUHUMATENAMKN, VMELWNUMN MNULEH3NI0 Ha apmMaueBTUYECKyl0 OesTeNbHOCTb,
MEOVULUMHCKUMW  OpraHnsaumsamu, UMeWwuMn MuMUeH3nlo Ha dapmaueBTUYeckylo OesTenbHOCTb, U KX
060co6neHHbIMM  noapasaeneHsaMn, pPacnofoXeHHbIMU B CEeNbCKUX HAaCereHHbIX MyHKTax, B KOTOpPbIX
OTCYTCTBYIOT anTeyHble opraHv3auuu;

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 27.12.2019 N 475-93, o1 08.08.2024 N 323-93)

4) npuHsTUE pelleHnss o6 MCnonb3oBaHUM Ha Tepputopun cybbekta Poccunckon ®egepauumn Hapsay c
peuenTaMy Ha fekapCTBeHHble npenapartbl, O(OPMIEHHbIMA Ha OymaXHOM HOCUTene, peuenTtoB Ha
nekapCcTBeHHbIe Npenaparbl, COpMMPOBaHHbIX B POPME 3NEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®epgepanbHbIM 3akoHoM OT 29.07.2017 N 242-$3)

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKOIMEA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

CratbAa 7. PaspaboTka u usgaHue rocyaapcTBeHHoN papmakoneu, pasMmelleHre AaHHbIX O Hell

1. Tog rocygapcTBeHHOM dapmMakoneen MOHUMaeTcss cBog obwmx dapmakonenHblx cTaten wu
hapmakonemnHbIX cTaTen.

2. Pa3paboTka obuwmx dpapmakonenHblx ctatern n doapmMakornerHbix cTtatel, B TOM Ymcre dpapmMaKkonenHbIxX
ctaten Ha papmakonenHble CTaHAapTHble o0pasupbl, U BKOYEHME MX B TOCYAAPCTBEHHYH hapMakonero
OCYLLECTBMSAKTCSA B MNOpaAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM heaeparnbHbiM OpraHoOM UCMOMHUTENBHON
BnacTu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. PaspaboTka dhapmakonenHom ctaTb Ha pedepeHTHLIN JIEKAapCTBEHHBIM MpenapaTt U BKIIKOYEHME ee B
rocygapCTBeHHyo hapMakoneto B Te4eHne cpoka AeVCTBUS 3alUMTbl UCKITKYMTENBHOMO Npasa, yaoCTOBEPEHHOMO
naTeHToOM Ha pedepeHTHbIN NEKapCTBEHHbIN Npenapart, OCYLLECTBASITCA C cornacua ero paspabortyuka.

(B pea. PegepanbHoOro gakoHa ot 22.12.2014 N 429-$3)

4. ['ocypapcTBeHHas (hapmakones nsgaeTca YnosIHOMOYEHHbIM hedeparibHbIM OPraHoOM MUCMNOSTHUTENBHOM
BMacTM 3a CYeT CPeAcTB dpedepanbHOro Giogxera U NoanexuT NepensgaHnsM He pexe YeM OduH pas B NATb
neT, B NepvoA Mexay KoTOpbIMU U3AalnTCcsa NPUNOXeHNs K rocyaapcTBeHHOW dhapmMakonee, cogepxaimne obuime
dapmakonenHble cTatbm U (MNK) hapMakonenHble CTaTbW, YTBEPXKAEHHbIE MOCne U3gaHus UNu nepensgaHvs
rocyapCTBeHHoWn papmakoneu.

5. YnonHomoueHHbIn edepanbHbii  OpraH  MCMAOMHUTENbHOW BNacTM pasMellaeT [JaHHble O
rocyaapCTBeHHON dhapmakornee M MpUoXeHUsX K HeM Ha cBoeM odumumanbHoMm cante B cetn "MHTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

asa 4. IMLUEH3NPOBAHME NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
N ®PAPMALEBTUYECKOU OEATENbHOCTU, FOCYOAPCTBEHHbIA KOHTPOIb
(HAOQ3OP) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEOCTB
(B pea. PegepanbHoro gakoHa oT 11.06.2021 N 170-93)

Crtatba 8. JlMueH3uMpoBaHMe MNPOU3BOACTBA JIeKAapCTBEHHbLIX cCpeAcTB M drapmaueBTUYECKOWN
OeATeNbHOCTU

1. JlwueHaupoBaHMe NpPOM3BOACTBA NEKAapCTBEHHbIX CPeAcTB WM hapmaueBTUYECKON OeATenbHOCTU
OCyLLEeCTBMSAETCH B COOTBETCTBUM C 3akoHoAaTenbcTBoOM Poccunckon egepaumm.

2. ObssaTenbHbIM YCMOBUEM MNPEAOCTaBMEHMS NULUEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB
SIBNSIETCA YyKa3aHWe CBEOEHWN O JeKapCTBEHHbIX dopmax M (Mnv) Buaax capmaueBTMYeCKUX cybcTaHuun,
KOTOpble MNpou3BoAUTENb NEKApPCTBEHHbIX CPeaCcTB HaMepeH MNpOovM3BOAWTbL, B 3asiBMEHUW, HanpaBfeHHOM
nocpencteom cdefepanbHON rocyaapCTBEHHON MHOPMALMOHHON cucTeMbl "EAMHBIN NopTan rocyaapCTBEHHbIX
1 MyHUUMNanbHbIX yenyr (byHKUM)" (ganee - eavHbli nopTan).

(B peq. ®PenepanbHoro zakoHa ot 31.07.2025 N 304-93)

3. B cnyyae HeoGXOAMMOCTU pacLUMpeHUs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX hopM M BMAOB dhapmaueBTUYECKMX CybCTaHUun Npom3BOaUTENb NEKAapPCTBEHHbIX CpencTB
JOMKeH nojatb B IULEH3MPYIOLWMIN OpraH 3asiBfieHMe O BHECEHUUM U3MEHEHWA B peecTp NUUEH3NA Ha
NPOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB.

(B pea. PenepanbHbix 3akoHOB 0T 02.08.2019 N 297-93, o1 11.06.2021 N 170-93)

4. JlnueHsnss Ha NpPOM3BOACTBO JleKAPCTBEHHbLIX CpeacTB (thapmaueBTUYECKOM CyOCcTaHuMM cnupTa
3TMNOBOro (dTaHona) BblIAAETCA MpU  YCMOBMM HanmuuuMs Yy oOpraHuMsaumm Ha npaBe COGCTBEHHOCTH,
XO3ANCTBEHHOIO BEOEHWUSt UMW ONepaTUBHOIO YMPaBfEHUS OCHOBHOTO TEXHOMOrM4eckoro obopyaoBaHust Onis
NpoM3BOACTBA 3TUITOBOrO CNMpTa, 3aperMcTpupoBaHHOIO B COOTBETCTBUM cO crateen 14.1 depepanbHoro
3akoHa oT 22 Hosbpa 1995 roga N 171-03 "O rocygapCTBEHHOM perynvpoBaHuM NpoM3BOACTBa M 0bopoTa
3TUMOBOrO CNMpTa, ankoroNbHOW U CMpTOCOAEpXKaLlen npoaykumm n o6 orpaHudeHnn notpebnexHms (pacnuTns)
ankoronsHOW npogykunn".

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

CtatbAa 8.1. OcoGeHHOCTM FULEH3UPOBaHUA NPOU3BOACTBA JIeKapCTBEHHbIX CpPeAcTB
(dhapmaueBTUUYECKOM CyOCTaHLMM CNUPTa 3TUITOBOrO (3TaHONa)

(BBegeHa degepanbHbiM 3akoHOM OT 27.12.2019 N 481-93)

1. OewncTtBue nuUEH3UM Ha NPOM3BOACTBO IEKAPCTBEHHbIX CPeACcTB (dhapMaueBTMYeckon cybcTaHumm
cnupta 3TUIOBOrO (3TaHona) NpUOCTaHaBNMBAaETCA B 4acTM NpaBa Ha NPOM3BOACTBO (hapMaueBTUYECKOW
cybCTaHuuKM cnmMpTa 3TUIOBOrO (3TaHona) NUUEH3MPYHOLWMM OpraHoM B Crlydasix, onpegeneHHbix cratben 20
depepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueH3nMpoBaHMM OTAENbHbBIX BUOOB AeATenbHOCTU", a
TakKkKe Ha CPOK MPUOCTAHOBIEHUA OENCTBUS NULIEH3MM HA NPOU3BOLCTBO 3TMUMOBOMO CNupTa ANns NpovM3BoACTBa
hapmaLeBTMyeckon cybcTaHUMM cnvpTa 3TUMOBOrO (3TaHona), BblgaHHOW B COOTBETCTBUM C PepeparnbHbiM
3aKOHOM OT 22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHuMM Mpou3BoacTBa M obopoTa
3TWUMOBOrO CNMpTa, anKOorofibHOM U CIMPTOCOAEPXKALLEN NpoayKumMm 1 06 orpaHudeHnn notpebnexms (pacnutns)
ankoronbHOM NpoayKummn".

2. [eiicTtBue nuueH3MM Ha MNPOU3BOACTBO JleKapCTBEHHbIX cpeacTe (hapmaueBTuyeckon cybctaHumm
cnupta 3TUMNOBOrO (3TaHona) B 4YacTU npaBa Ha NPOM3BOACTBO hapmaleBTUYECKON cybcTaHumMu cnvpTa
3TMNOBOro (dTaHomna) MpeKpallaeTcs JIULEH3UPYIOWMM OpraHoM B Criyyasix, OnpefeneHHbix cratben 20
depepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3MpoBaHMM OTAENbHbBIX BUOOB AeATEeNbHOCTU", a
TaKke C AaTtbl NPeKpaLLeHns UM aHHYNIMPOBaHWS OENCTBUS NIMLEH3UN Ha NMPOM3BOACTBO STUMOBOMO CnMpTa Ans
npoussoAcTea hapmaueBTUYeckonm cybcTtaHuum cnupTa 3TUNOBOro (dTaHona), BbiAAHHOW B COOTBETCTBUM C
depepanbHbIM 3aKOHOM 0T 22 Hos1I6ps 1995 roga N 171-93 "O rocyaapCTBEHHOM perynnpoBaHMmn NpoM3BOACTBA
n obopoTa STUMOBOro CNUpTa, ankorofibHOW MU CnMpTocodepXallen NPpoayKuum n o6 orpaHM4eHun noTpebneHns
(pacnuTnA) ankoronbHON NpoayKuun'.

Ctatba 8.2. OcobGeHHOCTM nUUEH3UPOBaHMA dapmaLeBTUYECKON [eATEeNbLHOCTU B YacTu
OCYLIEeCTBIIEHUSA ONTOBON TOProBInU NIeKapCTBEHHbIMU CpeaAcTBaMM

(BBegeHa denepanbHbiM 3akoHoM oT 04.08.2023 N 428-03)

1. encTtemne NULUEH3Nn Ha hapMaLeBTUYECKYI0 AEATENBHOCTb B YacTW OCYLLLECTBIIEHMUSI ONTOBOM TOProBnu
NEeKapCTBEHHbIMM CpeacTBaMU AN MEOMLUMHCKOrO MPUMEHEHMS MNpeEKpallaeTcsa NUUEH3MPYIOWMM OpraHoMm B
cnydvasix, onpegerneHHblx ctateen 20 degepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueH3snposaHum
OTAEeNbHbIX BUOOB AEATENbHOCTU", @ Takke MO peLleHuIo NULEH3NPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBUM
C HacTosien JacTbio. B cnydae BbIABNEHUSA MpU OCyLLECTBREHUN dbeaepanbHOro rocy4apCTBEHHOrO KOHTPOSA
(Hap3opa) B cdepe obpaleHus NEeKapCTBEHHbIX CPeACTB HapYyLIEHWsT OpraHu3auven OMTOBOW TOProBMM
NeKapCTBEHHbIMM cpeacTBamu TpeboBaHui vacten 1 - 3 cratbm 53 Hactoswero dPepepanbHOro 3akoHa
OencTBne nuuUeHsMM Ha dapmaueBTUYECKYIO OeATEeNbHOCTb B 4YacTM OCYLLECTBMEHMSI OMTOBOW TOPrOBMM
NeKkapcTBEHHbIMM cpeacTBaMU A MEAULMHCKOro NPUMEHEHUs MPUOCTaAHaBMNMBAETCA B TEYEeHWe [ecaTu
pabounx pOHel CO [OHS BbISIBNEHUS YKa3aHHOrO HapylweHus. [eicTBue nuuUeH3nn Ha dapmMaueBTUYECKYH
OesTeNbHOCTb B YaCTU OCYLLECTBIIEHUSA ONTOBOW TOPrOBMN NEKAPCTBEHHLIMU CPEACTBAMU AN MEAULMHCKOro
NMPVYMEHEHNS NPUOCTAHABIIMBAETCA Ha CPOK, KOTOPLIN ONpefenseTcs NUUEH3NPYIOWUM OpraHoM (HO He MeHee
4YyeM Ha OAMH Mecsl), MO MCTEYEHUW KOTOPOro OEeNCTBME AaHHOW JIMLUEH3WMU MOANEXUT MNpeKpalleHno Ha
OCHOBaHWM peLUeHUs MULEH3VPYIOLLEro opraHa, 3a MCKIIYEHMEM Crnydas, yKasaHHOro B 4YacTu 2 HacTosiewn
cTaTtbu.

2. [lericTBME NULIEH3MMN Ha hbapMaLEeBTUYECKYI0 OeATEeNbHOCTb B YacTW OCYLLECTBIIEHUS] ONTOBOW TOProBnx
neKapCcTBEHHbIMM CPeACTBaMM  ANS MEAULUMHCKOrO MNPUMEHEHWs, AeNCTBMEe KOTOPOW MNPUOCTaHOBNEHO B
COOTBETCTBMM C 4YacTblo 1 HacToswWen cTaTbu, NOANEXUT BO30OHOBMEHUO B Cryvae, ecnu B nepuosg
NMPUOCTaHOBNEHNUS OENCTBUS AaHHOW NULEH3UW B pamkax AocynebHoro obxanoBaHWs pelleHne KOHTPOSbHOro
(Hap30opHOro) opraHa B 4acTW BbISIBIIEHHOrO HapylueHus TpeboBaHnum yacten 1 - 3 ctatbu 53 HacTosiLero
depepanbHOro 3akoHa OTMeHeHO. B ykaszaHHOM crniyyae p[ewcTBMe nuuUeH3nM Ha apmaueBTUYECKYHo
AeATeNbHOCTb B YacTW OCYLLECTBIEHUS OMNTOBOW TOProBMM NEKapCTBEHHbIMW CPeAcTBaMu AN MeOMLMHCKOro
NpUMeHeHNs BO30OHOBNSETCA He Mo3gHee OAHOro paboyvero AHA CO AHA OTMEHbl peLUeHUst KOHTPOSbHOro
(Hag3opHOro) opraHa.

Crtatbs 9. locyaapcTBeHHbIN KOHTpPOnb (Haa3op) B cdepe obGpalleHUs nekapcTBeHHbIX CPeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(B pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-03)

1. F'ocyaapCTBEHHbIN KOHTPOINb (Haa30p) B cdepe 0OpalleHnNss NekapCTBEHHbLIX CPEACTB OCYLLECTBMSIETCS
nocpenctsom denepanbHOro rocygapCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalleHusi nekapCTBEHHbIX
cpeacts u denepanbHOro rocygapCTBEHHOIO JIMLEH3NOHHOrO KOHTPOMS AEeATENbHOCTUM MO NPOU3BOACTBY
neKkapcTBEHHbIX  CPeacTB,  OcyllecTBnseMblX  defepanbHbiMW — OpraHamMu  UCMOMHUTENbHON — BNacTw,
ynonHoMoueHHbIMu NpaButenscTBoM Poccuinckon depepaumu.

2. TlpegmeTom dedepanbHOro rocydapCTBEHHOrO koHTponsa (Hags3opa) B cdepe obpalleHus
JleKapCTBEHHbIX CPeCTB ABNAKTCA:

1) cobrtoaeHve o6sa3aTernbHbIX TpeboBaHW B cdhepe obpalleHunsi NekapCTBEHHbIX CPeACTB, B TOM YKCTE:

a) TpeboBaHMIN K AOKMUHUYECKUM UCCIeQ0BaHUAM NeKapCTBEeHHbIX CPEACTB, KNMHUYECKUM UCCrea0BaHNAM
NeKkapcTBEHHbIX NpenapaTos, U3roTOBIEHNIO, XpaHeHW0, NepeBo3ke, BBO3y B Poccuiickyio deaepauuio, oTnycky,
peanusauuu, nepefade, npoAaxe IEKapCTBEHHbIX CPEACTB, MPUMEHEHUI0 NeKapCTBeHHbIX MnpenapaTos,
YHUYTOXEHUIO NEKAPCTBEHHbIX CPEACTB, YCTAHOBIEHUIO MPOU3BOANTENSMU NEKAPCTBEHHBLIX NpenapaToB LEeH Ha
neKkapcTBeHHble MnpenaparThbl, BKMHOYEHHbIE B NepeveHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLLUX NEKapCTBEHHbIX
npenaparos;

6) Tpe6OBaHI/Il7I K COOTBETCTBUIO NEKapCTBEHHbIX CpeacTB, HaxodAlnXca B 06anJ,eHVIl/I, nokazarenam
Ka4yecTBa, Sq)(beKTVIBHOCTI/I n GesonacHocTw, YCTAHOBJ1€EHHbIM B COOTBETCTBUM C HACTOALLUNM CDe,qepaanblM
3aKOHOM;

B) TpeboBaHuii k cobntogeHntio cybbektamm obpalleHUss NekapCTBEHHbBIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatbu 67.1 HacToswero deaepanbHOro 3akoHa, OrpaHMYeHni, HanaraemblX ctatbsaMm 67.1 1 67.2 HacTosiLero
depnepanbHOro 3akoHa;

2) cobnitogeHmne n1LEeH3NOHHbIX TpeboBaHMI K OCYLLLECTBIIEHUIO hapMaLleBTUYECKON AEATENBHOCTY;

3) cobniogeHne TpeboBaHUW K NpedocTaBrneHuio cybbekTamy obpalleHusi NeKapCTBEHHbIX CpeacTs
MHGOPMaLMM O NEKAPCTBEHHbBIX CPeACTBax M (MIn) NEKapCTBEHHbIX MpenapaTax, NPeayCMOTPEHHON CTaTbsiMM
9.1, 52.1, 52.2 n 64 HacTosawero ®enepanbHOro 3akoHa;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4) ytpatun cuny ¢ 1 mapta 2026 roga. - ®egepanbHbiii 3akoH ot 20.10.2022 N 405-03.

2.1. B uensax obecnedyeHns rocyaapcTBEeHHOro KOHTpons (Hagsopa) B cdepe obpalleHnss nekapcTBeHHbIX
cpencts beaepanbHbid OpraH MUCMOMHUTENbLHON BNAcTW, OCYLLECTBASIOWNA FrOCYAapCTBEHHYIO perncrpauuio
neKkapCcTBEHHbIX  nNpenapaTtoB, npegocTaeBnsgeT  dedepanbHOMYy  OpraHy  WCMOMHWUTENbHOW  BracTy,
ocyLuecTBrsoLWwEeMy yHKUMU NO KOHTPOMK U HaA3opy B cdepe 34paBOOXpaHeHUs, Mo ero 3anpocy B pamMkax
MEXBEAOMCTBEHHOTO  MH(OPMALMOHHOTO  B3aMMOLEWCTBMA B  OOpAAKe, YCTAHOBMEHHOM  yKa3aHHbIMW
dbegepanbHbIMU OpraHaMy UCMONHUTENbBHON BNAcTW, Creayowmne CBeAeHNs O NTeKapCTBEHHbIX CPeacTBax, B TOM
yucne B Criyyae, ecrnin Takue cBeeHWsi COCTaBMSAI0T KOMMEPYECKYIO TanHy:

1) cBegeHus o hapmaueBTUYECKOW cybCcTaHLmm:

a) HaumeHoBaHue hapmaueBTUYeckor cybcTaHuun, ee CTpykTypa, obLime CBONCTBA;

6) HanmeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) CBOWCTBA U CTPYKTypa AENCTBYIOLLUX BELLECTB;

r) XxapakTepucTuka npumecen;

4) cneundukaumsa Ha papmaleBTUYECKyHo CyBCTaHUMIO 1 ee 0B60CHOBaHNE;

€) aHanuTM4eckue  MEeTOOMKW,  MWCMONb3yeMble  MpW  OCYLUECTBIIEHWM  KOHTPONs  KavecTBa
hapmaLeBTUYECKON CyOCTaHLMK;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

X) pesynbTaTbl aHanu3oB cepuii apMaLeBTUYECKON CyOCTaHLUMK;

3) nepeyeHb CTaHOapPTHbIX 06pasLOB UMM BELWECTB, WCMOMNb3yeMblX MPU OCYLUECTBIEHUM KOHTPOIS
kayecTBa chapMaLeBTUYecKon cybcTaHumu;

1) onmcaHme XapakTepUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasnoB 1 YKyNOPOUYHbIX CPEACTB;

K) OaHHble O CTAabUNBHOCTU hbapMaLleBTUYECKON CyOCTaHLnK;

1) CPOK rogHOCTY;

2) cBeeHWs 0 NeKapCTBEHHOM Npenapare 4718 MEAULMHCKOrO NPUMEHEHNS:

a) onucaHue 1 CoCTaB NiekapCTBEHHOro npenapaTta afs MeguuMHCKOro NpMMeEHeHUs;

©) onucaHne dapmaLeBTMyeckon pa3paboTkn (o6ocHoBaHMe BbIGopa cocTaBa, NEPBUYHON YNAKOBKN);

B) HaumeHoBaHVWe W agpec MecTa OCYLIEeCTBIEHWs MpOuM3BOACTBa fekapCTBEHHOro npenapara Ans
MEOMLMHCKOro NpUMeEHeHUs (B Criydae Hanmnums HECKOSbKMX Y4aCTHUKOB MpoLecca nNpov3BoacTBa Heob6xoommo
yKasaTb HaMMeHOBaHWe 1 afpec KaXaoro U3 HuX);

) MMKPOOMONOrMyecKkne XxapakTepUCTUKK;

[) OnucaHue XxapakTepucTMK U CBOMCTB YNaKOBOYHbIX MaTePUaroB 1 YKYNOPOYHbIX CPEACTB;

e) TpeboBaHMs K Ka4eCTBY BCMOMOraTesibHbIX BELLECTB;

X) aHanuMTU4yeckMe MeToOMKM, UCTOoNb3yeMble NPU OCYLLIECTBIIEHNM KOHTPONSA KadecTBa BCMOMOraTerbHbIX
BELLECTB;

3) cBedeHus 06 MCnonb3oBaHMM BCNOMOraTenbHbIX BELWECTB YeNT0BEYECKOro 1 XXMBOTHOIO NPOUCXOXOEHUA,
I/I) cBefeHus 06 NCNonb3oBaHUN HOBbIX BCMIOMOraTeNbHbIX BELLECTB;

K) TpeboBaHWs K KayeCTBYy NEeKapCTBEHHOro npenapata Ans MeAMLMHCKOro npumeHeHus (ceptudpmkar,
cneundurkaumsa Ha nekapcTBeHHbIN npenapart u nx obocHoBaHue);

J'I) aHannTn4yeckne MeToauku, Ucnosibdyemble Nnpu OCyLLEeCTBIIEHUN KOHTPOJiA KadecTBa J1eKapCTBEHHOIo
npenaparta gnda MmeanunHCKoro npuMeHeHus;

M) pe3ynbTaTbl aHaNM30B CEPUI NIEKAPCTBEHHOIO NpenapaTa Anst MegMUUHCKOro NpUMEHEHUS;
H) XapakTepucTuka npumecen;

O) nepeyvyeHb CTaHOAPTHbIX o6pa3u,os, NCnosib3yemMblX nNpu OCYyLWEeCTBIIeHUN KOHTPONA KadecTBa
J1eKapCTBEHHOrO npenapata AnAa MeagunumnHCKOro npuMeHeHuA,

n) AaHHble O CTabUNbHOCTM NEKAPCTBEHHOIO NpenapaTa A1 MeAULUMHCKOro NPUMEHEHMS;
3) OTYETBI O JOKIMMHUYECKUX NCCIIEN0BAHUSIX;

4) OTYETbI O KIMMHMUYECKNX UCCNEAO0BAHUSAX;

5) macTep-thann cuctemsl bapMakoHaa3opa;

6) nnaH ynpaBneHus puckamu.
(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

3. Mpu ocyulecTBneHnn depepanbHOro rocygapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHust
NeKapCTBEHHbIX CPeACTB NPOBOAATCS crieayoLlime BUAbl KOHTPOMbHbLIX (HAA30PHbIX) MEepPONpUsTU:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

1) noKyMeHTapHasi NPoBEpPKa;

2) Bble3gHasa NpoBepKa;

3) BbIDOPOYHBI KOHTPOJb KA4YECTBa;
4) KOHTpOrnbHAas 3aKynka;

5) MIHCNEKLMOHHBIV BU3NT;

6) HabniogeHve 3a cobniogeHneMm  o6sAsaTenbHbIXx  TpeboBaHWA  (MOHUTOPWMHT  GesonacHoCTU)
(dbapmakoHasop).

4. OpraHuzaumnsa 1 ocyliecTerieHne eaepanbHOro rocygapCTBEHHONO KOHTpons (Haglopa) B cdepe
obpalleHns nekapcTBEHHbIX CPeAcTB perynupytotca PegepansHbiM 3akoHoMm oT 31 monda 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpOre (Hag3ope) u MyHuumnanbHOM KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBbIM BbIOOPOYHBIA KOHTPOSIb KayecTBa NMPOBOAUTCH B TOM YMCIE HA OCHOBaHMU MporpamMmbl
NpPOBEPOK.

6. NnaHoBLIN BbIGOPOYHLIN KOHTPOSb Ka4ecTBa He NPOBOAUTCS.

7. Tlo pesynbTatam denepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalyeHus
NeKapCTBEHHbIX CPEACTB HapsAay C peLleHuaMU, npegycMoTpeHHbiMn PeaepanbHbiM 3akoHom oT 31 mnonga 2020
roga N 248-®3 "O rocygapCTBEHHOM KOHTporie (Hagsope) M MyHuuMnanbHOM KOHTporie B Poccumnckon
depepaumn”, denepanbHbIMM OpraHamu WCMONHUTENbHOW BNAcTW, YMONTHOMOYEHHLIMU Ha OCYLLECTBMEHUE
defepanbHOro rocyaapCTBEHHOrO KOHTpons (Hag3opa) B cdepe obOpalleHust NeKapCTBEHHbIX CpeacTs,
NMPVHUMAIOTCS CeAyoLne peLLIeHNs:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) 0 ganbHelweM rpaxgaHckoM o6opoTe cepun, NapTUM COOTBETCTBYIOLLENO NeKapCTBEHHOTO CpeAcTBa B
criyyae NOATBEPXOEHWSA MO pe3yrbTaTam MPOBEAEHHbIX WUCMbITaHWA COOTBETCTBUS KayecTBa JleKapCTBEHHOIO
CpeAcTBa YCTAHOBIIEHHLIM TPeOOBaHUSAM;

2) 06 M3bATUM M3 rpaxaaHcKoro obopoTa cepum, NapTUM COOTBETCTBYIOLLErO NIeKapCTBEHHOrO CpeacTBa B
cryyae BbISIBNIEHNA MO pesynbTaTaM MPOBeAEeHHbIX WUCMbITaHUA HECOOTBETCTBMS KadyecTBa JeKapCTBEHHOro
CpeacTBa yCTaHOBMEHHbLIM TPeOOBaHUAM;

3) O nepeBoAe feEKapCTBEHHOrO CpeacTBa Ha MNOCEPUNHBIA  BbIOOPOYHBIA  KOHTPOMb  KayecTBa
nekapcTBEHHbIX CPeACTB B Crydae NOBTOPHOIO BbISIBNIEHNS HECOOTBETCTBUS KavyeCTBa NieKapCTBEHHOMo cpeacTea
YCTaHOBIMEHHbIM TpeboBaHUAM U (MpU HEOOXOAMMOCTM) O MpoBepke cyObekTa obpalleHusi NeKapCTBEHHbIX
cpencte. Pacxogpl, cBsidaHHble C MpoBeAEeHWEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOSMS, OMNfavnBaroTCH
npou3BoguTeneM neKapCTBEHHOTO cpeactBa nmbo JdepxaTeneM unu  BragenbueM  perMcTpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOMO Npenapara;

4) 0 CHATWUM NEKapCTBEHHOIO CPeaCTBa C NMOCEPUIAHOrO BbIGOPOYHOrO KOHTPOSS KayecTBa fiekapCTBEHHbIX
CPELCTB HAa OCHOBAHMM MOMOXMUTENBbHBLIX SKCNEPTHbIX 3aKMOYEHUIA, BblAaHHbIX heaepanbHbiM rocyaapCTBEHHbLIM
OIOOKETHBIM  ydpexaeHneM, NoABEAOMCTBEHHbIM  hefepanbHOMy  OpraHy — UCMOMHWUTENbHOW  BRacT,
ocyLuecTBrRstowemy hyHKLMM MO KOHTPOMIO U HAA30py B cdepe 30paBoOXpaHeHus, unn degepanbHoMy opraHy
WCMNOSHUTENBbHOW BnacTW, OCYLLEeCTBNSOLWEMY QYHKUMM MO KOHTPOSMO M Hagsopy B cdepe ob6palleHus
NeKapCTBEHHbIX CpeacTB  ANst BETEePUHAPHOro MNPUMMEHEHWS,, Ha OCHOBaHUM MPOTOKOMA  WUCMbITaHUN
NeKapCTBEHHOrO CPeACTBa, MPOBEAEHHBLIX MO BCEM NOKasaTensM YTBEPXKOEHHOW HOPMAaTMBHOW OOKYMEHTaLuuu
(HOpMaTUBHOIO LOKYMEHTA) B OTHOLLEHUM TPEX CEPUI NIEKAPCTBEHHOTO CpeaCcTBa.

(n. 4 BBegeH PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

8. dJe,qepaanbuZ FOCWJ,apCTBeHHbIﬁ NUUEH3NOHHbIN KOHTPOIb OeATeNnbHOCTM NOo Nnpou3BOACTBY
JleKapCTBEHHbIX CPeacCTB OCYLUECTBIIAETCA B COOTBETCTBMN C 3aKOHO4ATESIbCTBOM Poccunckon d)e,qepau,wm.

Cratbsa 9.1. [porpamma npoBepok
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(BBepeHa d®epepanbHbiv 3akoHoM oT 11.06.2021 N 170-93)

1. B uensx opraHusauum BbIGOPOYHOrO KOHTPOSsSl KayecTBa JIEKApCTBEHHbLIX CPeAcTB hopMUpyeTcs
nporpaMmma npoBepOK.

2. [Ons uenen peanusaummM nporpaMMbl MNPOBEPOK MNPOU3BOAMTENM JEKApPCTBEHHbIX CPeacTB W
opraHv3aumu, OCyLLeCTBNSALWME BBO3 NeKapCTBEHHbIX cpeacTsB B Poccuinckyio ®egepaumio, npeocTaBnsioT B
OTHOLLEHMWN NEKAPCTBEHHBIX CPEACTB A4S MEAULMHCKOrO NPUMEHEHUSI B YNONIHOMOYEHHbIN dhefeparnbHbli opraH
NCMNOMHUTENBHOW BMAacTW, OCYLLECTBASIOWMIA DYHKLUMM MO KOHTPOMNIO U Haa3opy B cdepe 34paBOOXpaHEeHus, B
OTHOLLEHMW NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIo NPYMEHEHUs1 B YNONHOMOYEHHbIN deaepanbHbIii opraH
WCMONHWUTENBbHON BNAacTW, OCYLLECTBASOWMA (YHKUMM MO KOHTPOMK W Haa3opy B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB ANA BeTEepUMHApPHOro NPYMEHeHUsl, CBedEeHUs O Ccepusax, NapTUsX NeKapCTBEHHbIX
CPeACTB, MOCTynawLlMX B rpaxgaHckmi obopot B Poccunckon degepaumm, B nopsigke, coctaBe n obbeme,
YCTaHOBJEHHBIX YKa3aHHbIMW dhefeparnbHbIMU OpraHaMm UCTIONHUTENBHON BNAcTU B OTHOLLEHWMN NEKAPCTBEHHbIX
CpPeacTB AN MEAMLMHCKOrO MNPUMMEHEHWsT U B OTHOLLEHWW JeKapCTBEHHbIX CPeACTB Ans BETEPUHApHOro
NPUMEHEHMNS COOTBETCTBEHHO.

3. [lporpamma npoBepok dopmupyeTcss Ha KaneHgapHbii rog B cpok go 30 pgekabps roga,
npeaLwecTBYHOLLEro rogy npoBeaeHnsi BbIGOPOYHOro KOHTPOns.

4. B cny4ae HacTynneHus coObITUIA, ykasaHHbIX B noanyHktax "0" u "B" nyHkTa 2 4acTu 6 HacTosiwen
cTaTby, heaepanbHbIM OpraHoM UCMONHUTENBHON BNAacTU, OCYLLECTBAAIOLWMM (OYHKLMM NO KOHTPOSO U Haa3opy
B coepe 34paBOoOXpaHeHus, pegeparnbHbiM OpraHOM MCHOMHUTENBbHOW BIACTW, OCYLLECTBASIOWMUM (PYyHKUUK No
KOHTPOMIO M Haasopy B cdepe obpalleHus nekapCTBEHHbIX CPeAcTB ONA BeTepUHapHOro MpUMEHEHUS, npu
HeoBX0AMMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B NPOrpamMmmy npoBeEpOK.

5. B nporpammy npoBepok MOryT BKIOYaTbCH MEPOMNPUATUS C Y4ETOM HapyLUEHWUN, BbISIBIIEHHbIX B pamKax
KOHTPOIbHbIX (HaA430PHbIX) MEPONPUATUIA 3a NpeablayLWNiA KaneHaapHbIi rog,.

6. Mporpamma nNpoBEpPOK COAEPXKUT:

1) nepeyeHb nekapCTBEHHbLIX CPEACTB, OTOOP 06pasUOB KOTOpbIX OyAeT OCYLECTBMASATbLCA B paMKax
BbIOOPOYHOro KOHTPONS, hopMUPYEMBIN C YHETOM Pe3yrbTaToOB rOCy4apCTBEHHOrO KOHTpoNs (Haasopa) B cdepe
obpalleHnss nekapcTBEHHbIX CPEACTB 3a KaneHaapHbIn rof, NpeaLlecTBYOWUin rogy nposeaeHnst BbI6OpoYHOro
KOHTpOnS;

2) ykasaHme Ha coOblTMe, HacTynfeHne KOTOPOro $BMSETCA OCHOBaHWEeM Afs  OCYyLeCTBNeHUs
BbIGOPOYHOro KOHTPONS:

a) nonyyeHve cBefeHWIn, NPeAcTaBNseEMbIX B COCTaBe M 06beMe, YCTaHOBMNEHHbIX befeparnbHbIM OpraHoM
WCMNOMHUTENBHOW BACTU, OCYLLECTBISOWMM (PYHKUMM NO KOHTPOMK M Hag30py B cdepe 30paBOOXPaHEHWs,
degepanbHbIM OpPraHoOM MWCMOMHUTENBHOW BMAAacTW, OCYLLECTBASKOWMM (OYHKUMM MO KOHTPOSM WM Hags3opy B
cthepe obpalleHus fekapCTBEHHbIX CPEACTB [AMfsi BETEPUHAPHOrO MNPUMEHEHUSI, O CepUsiX, NapTUsIX
nekapCTBEHHbIX CPeAcTB, NOCTYnalLWmX B rpaXgaHckun obopoT B Poccuinckon ®egepaunn, ykasaHHbIX B MyHKTE
1 HacTodWen uyacTu, opraHu3auusamu, OCYLLEeCTBASWUMM NPOM3BOACTBO JleKapCTBEHHbLIX CPeacTB B
Poccuiickonn ®efepaumn n BBO3 NekapCTBEHHbIX cpeacTB B Poccuiickyio ®efepauuio, 3a UCKMOYEHNEM Cepui
UnNu NapTU NekapcTBeHHbIX NpenapaToB, yKkasaHHbIX B YacTn 4 ctatbn 52.1 n yactn 6 ctaTbn 52.2 HacTosLLero
depepanbHOro 3aKoHa;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

©) nony4eHue nocTynatoLlen B Nopsake, yCTaHOBNEHHOM cTaTbel 64 HacTosiwero ®eaepanbHOro 3akoHa,
MHpopMaumm o nNoBOYHbLIX AEUCTBUSX, HEXeNaTemNbHbIX peakUuusiX, Cepbe3HbIX HeXenaTeslbHbIX peakumsix,
HEeNpPeABUAEHHbIX  HEXenaTemnbHbIX  peakuusx Mpu  MNPUMMEHEHUU  JIEKapCTBEHHbIX npenapaTtoB, 00
MHOUBMAYANbHOW HENEePEeHOCUMOCTM, OTCYTCTBMM 3(PEEKTUBHOCTU FeKapCTBEHHbLIX NpenapaTtoB, a Takke 00
WHbIX paKkTax U oBCToATENbCTBAX, NPEACTaBMAIOWMNX YIPO3Y XMU3HU UM 300POBbLI0 YenoBeka NnMbo XXMBOTHOrO
npyv NPUMEHEHUN NEeKapCTBEHHbIX MpenapaTtoB U BbISIBNEHHbIX HA BCeX aTanax oOpalleHUst NekapCTBEHHbIX
npenapaToB B Poccuinckon denepaumm n opyrux rocygapcraax;

B) nonyyeHume B cooTBeTcTBUM C DepepanbHbiM 3akoHoMm oT 31 wmona 2020 roga N 248-03 "O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

rocylapCTBEHHOM KOHTpoOfe (Hagsope) U MyHuLuMnansHOM KoHTporie B Poccuiickon depepaumn” csefeHuin o
NpyYMHEeHNW Bpeda unu ob yrpo3e NpUYNMHEHUS BPeAa XW3HW, 300POBbI0 rPaXaaH UM XUBOTHbIX.

Crtatbs 9.2. locyaapcTBEHHbIN KOHTPOSb (HaA30p) 3a peanu3auven UCNONHUTENbHLIMU OpraHaMmm
cy6bektoB Poccuiickon ®Pepepaumm nonHoMmoumn B cdepe obpalleHUA NeKapCTBEHHbIX CPeacTB Ans
MeAVLIMHCKOro NpuMeHeHus
(B peq. PenepansHoro zakoHa ot 08.08.2024 N 232-93)

(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. TocygapCTBEHHbI KOHTpOmnb (Hag3op) 3a peanu3auven MCNONHUTENbHLIMW OpraHamu Ccy6bekToB
Poccuiickon ®epepaummn nonHomoumn B cdepe obpalleHns NnekapCTBEHHbIX CPEeACTB ONS MeOULMHCKOro
NPUMEHEHMS  OCYLLECTBMSeTCA YnonHoModeHHbiM [lpaBuTenbctBoMm Poccuiickon ®egepaumm  opraHom
NCMONHUTENBbHON BNacTy.

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

2. lNpegmeToM rocygapCTBEHHOro KOHTpons (Haasopa) 3a peanu3auvent UCMOMHUTENbHbIMU OpraHamu
cybvektoB Poccuiickon ®epepaumm nonHomoumi B cdpepe obpalleHus NeKapCTBEHHbIX CpeacTB  Ansd
MEOULUMHCKOTO MPUMEHEHUs sABMsieTCA  coOnogeHne  yNnorHOMOYEHHBIMU  UCMOSNTHUTENbHBIMU - OpraHamMm
cybbektoB Poccuiickon degepaunm METOOMKM YCTaHOBMEHUSA MpedenbHbIX pasMepoB OMNTOBbIX HagbaBoOK U
npedenbHbIX pPa3MepoB PO3HUYHBLIX HAO0aBOK K (PakTUYECKMM  OTMYCKHbIM  LeHaMm, YCTaHOBMNEHHbIM
Npon3BOOUTENSAMUN JIEKAPCTBEHHbIX MpenapaTtoB, Ha NEKapCTBEHHbIE MnpenapaTbl, BKIIOYEHHblIE B MNepeyYeHb
XN3HEHHO HEOOXOAMMbIX U BaXKHENLLUNX FleKapCTBEHHLIX NpenapaTos.

(B peq. ®enepanbHoro zakoHa ot 08.08.2024 N 232-93)

3. Mpwn ocyuwecTBNeHUn rocyaapCTBEHHOrO KOHTpoMns (Hag3opa) 3a peanu3aumen UCMONHUTENbHbIMM
opraHamu cybbekToB Poccuiickon ®egepauum nonHoMmouni B cpepe obpalleHns nekapcTBeHHbIX CPeAcTB ANnd
MeOULMHCKOrO NPUMEHEHNsI NPOBOASATCS criedylolme Buabl MEPONPUSATUIA:

(B peq. ®PenepanbHoro zakoHa ot 08.08.2024 N 232-93)

1) BOKyMeHTapHble NPOBEPKMY;
2) Bble3Hble NPOBEPKU.

4. OpraHu3auuss ” OCYLUECTBMEHME TOCYAApPCTBEHHOIO KOHTponsa (Hags3opa) 3a peanusaumen
UCNonHUTENbHbIMU  OopraHamu cybbekToB Poccunckon ®egepaumn nornHomounn B cdepe obpalleHus
nekapCTBEHHbIX CpeaCcTB ANnst MeAMLMHCKOro NpMMeHeHus perynupytotca ®egepanbHbiM 3akoHoM oT 21 gekabps
2021 rogpa N 414-03 "O6 obwmx npuHUMNax opraHusauuMu nybnuyHon Bnactu B cybbekTax Poccuiickon
denepaummn”.

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

5. MNonoxeHwe O rocynapCTBEHHOM KOHTpone (Haz3ope) 3a peanu3auven UCNONHUTENbHbIMU OpraHamm
cybvektoB Poccuiickon ®epepaumm nonHomoumi B cdpepe obpalleHus NekapCTBEHHbIX CpeacTB  Ansd
MeaMLUMHCKOro npuMeHeHus yteepxaaetca Npasutensctsom Poccuiickon degepaumu.

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

Ctatba 9.3. PerMoHanbHbI rocyfapCTBEHHbIN KOHTpONnb (Haa3op) 3a MPUMEHEHWEM LeH Ha
neKapcTBeHHble Mpenaparbl, BKMIOYEHHble B MepeyYeHb XU3HEHHO HEeOoOXOAWMbIX W BaXXHEWLIMX
nekapcTBeHHbIX NpenapaToB

(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PervoHanbHbIM rOCyQapCTBEHHbLIN KOHTPOMb (Hag3op) 3a MPUMEHEHUEM LEeH Ha NeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMBLIX M BaXKHEWMLUMX JEKAPCTBEHHLIX MpenapaTos,
OCYLLECTBMAETCH MCMNOMHUTENBHLIM OpraHoMm cybwbekta Poccuickon ®enepauun, ynoTHOMOYEHHBLIM BbICLLMM
ncnonHuTeNbHbBIM opraHoM cybbekta Poccuinckon ®egepauun.

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

2. I'Ipe,u,meTOM permoHanbHOro rocygapCrtBeHHOro KOHTpPOIA (Ha,u,sopa) 3a npuMeHeHnemMm LuUeH Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nekapCcTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaOXKHEWMLLNX FTEKAapCTBEHHbIX
npenapaTtoB, sBMAseTcd CcoOMaeHne opraHM3aumsiMM OMNTOBOWM TOPrOBMM JIEKAPCTBEHHBIMWM  CpeacTBaMMm,
anTeyHbIMW  OpraHvM3auuMsiMM, WHAOMBWAYyanbHbIMW  NPEeAnpUHMMAaTENsMU, UMEKLWUMU  FIULUEH3NI0  Ha
hapmMaueBTUYECKYHD — OEATENbHOCTb,  MEOULMHCKUMM  OpraHMsauuMsMu,  UMEKLWUMM  JIMUEH3UI0  Ha
hapmMaLEeBTUYECKYID AEATENbHOCTb, U UX 060COGNEHHBIMU NogpasaeneHnaMmn, pacnonoXeHHbIMU B CENbCKUX
HacerneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHusauuu, Mnpu peanu3auuun nekapCTBEHHbIX
npenapaToB TpeOOBaHUIM K MPUMEHEHMWIO LIEH, YPOBEHb KOTOPbLIX HE OOJMKEH MpeBbiwaTb CyMMy hakTU4YeCKOM
OTMYCKHOWM LE€Hbl, YCTAHOBIIEHHON NMPOWM3BOAUTENEM NEKAapCTBEHHbIX MPENapaToB, M KOTOPblE HE MPEBbILAT
3aperMcTpUpoOBaHHbIX MpefenibHbIX OTMYCKHbIX LIEeH, U pa3MepoB ONTOBbIX HagbaBoK WM (unun) pasmepos
PO3HMYHBIX HA40aBOK, HE MPEBLILAKLLMX COOTBETCTBEHHO pa3MepoB MpeaenbHbIX OMTOBbIX HA40aBoK un (Mnn)
pa3mepoB npefernbHbIX PO3HUYHBIX HAaA0aBoK, yCTaHOBMNEHHbIX B cyObekTe Poccunckon ®egepaumn.

(B peq. ®enepanbHoro zakoHa ot 08.08.2024 N 323-93)

3. OpraHumsaumMsi W OCYLECTBIIEHME pPEerMoHanbHOro rocyAapCTBEHHOIO KOHTpons (Haglopa) 3a
NMPpMMEHEeHWEeM LEH Ha feKkapCTBEHHble npenapartbl, BKIOYEHHble B NepeyeHb XW3HEHHO HeobXoauMbIX |
BaXXHEWLLNX NeKapCTBEHHbIX npenapaTtos, perynupytotcs PegepanbHbiv 3akoHom ot 31 uonsa 2020 roga N
248-93 "O rocygapcTBeHHOM KOHTpone (Hag3ope) 1 MyHuumMnanbHOM KoHTpone B Poccuiickon ®epepaumn”.

4. [lonoxeHWe O pernmoHarbHOM r[OCyJapCTBEHHOM KOHTporne (Hagsope) 3a MNpPMMEHEHMEM LEeH Ha
NeKapCTBEHHbIE NMpenaparthl, BKMIOYEHHbIE B NEpeYeHb XXU3HEHHO HEOOXOAUMbBIX U BaXKHENMLLMX NEKAPCTBEHHbIX
npenapaToB, YTBEPXAAETCS BbICLLUMM UCMOMHUTENbHBIM OpraHoM cybbekTa Poccuiickon ®epepavmu.

(B pea. ®enepanbHoro zakoHa ot 08.08.2024 N 232-93)

Ctatba 9.4. depepanbHbli roCcyAapCTBEHHbIA JMLEH3UOHHbLIN KOHTPONb [AeATEeNbHOCTU Mo
NpPoOU3BOACTBY NeKapCTBEeHHbLIX CpeaAcTB

(BBegeHa ®epepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®@epepanbHbll  FOCYOAPCTBEHHBIN  JIMLEH3UOHHbIA  KOHTPOSb  AEATENbHOCTM MO MPOU3BOACTBY
nekapCTBEHHbIX  CpeacTB  ocyulecTBnsieTcsa  cbegepanbHbiMM — OpraHaMu  UCMOSHWUTENBHOW  BriacTw,
yrnosiHoMo4YeHHbIMK [NpaButenscTBoM Poccuinckon deaepaumn.

2. ®epepanbHbIi  FOCYOAPCTBEHHbIA  NUUEH3UOHHLIA  KOHTPOMNb OEeATEeNbHOCTM MO NPOM3BOACTBY
nekapcTBeHHbIX CPeACTB OCYLIEeCTBNSAETCS B cooTBeTCTBUM ¢ PefepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-03 "O nuueH3npoBaHMK OTAENbHbLIX BUAOB AesTenbHocTU" n degepanbHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTpose (Haa3ope) u MyHuumunansHoM koHTpone B Poccuiickon ®egepaunn”. B
pamkax eagepanbHOro rocyaapCTBEHHOIO JMLUEH3MOHHOTO KOHTPOMs [OeATEeNnbHOCTM MO MPOU3BOACTBY
NEeKapCTBEHHbIX CPEACTB MNMaHOBblIE KOHTPOSbHblE (HAA30pHbIE) MEPONPUATUS HEe MNPOBOAATCHA, NpU 3TOM
NpoBOAMTCS MEPUOAMYECKOEe MNOATBEPXKAEHWE COOTBETCTBUS NULEH3MATOB JIMLEH3NOHHbIM TpeboBaHusM B
cootBeTCcTBUN ¢ PenepanbHbiM 3akoHOM OT 4 mas 2011 roga N 99-d3 "O nuueH3nMpoBaHMM OTAENbHbIX BUAOB
JeaTenbHocTn".

Maea 5. PASPABOTKA, AOKIMMHUYECKUE UCCINNEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCNEQOBAHUA
NEKAPCTBEHHbIX MPEMAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA
Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CPeACcTB
1. PaspaboTka nekapCTBEHHbLIX CPeacTB BKMNtovaeT B cebsi MOMCK HOBbIX dapMaKkoNormyeckn akTUBHbIX
BELLECTB, Mocnegywolee M3yvyeHune UX NeKapCTBEHHbIX CBOMWCTB, AOKMMHUYECKME UCCnenoBaHusi, paspaboTky
TEXHOJOMMI NPOMN3BOACTBa (hapMaLleBTUYECKMX CyOCTaHLMIA, pa3paboTKy COCTaBOB U TEXHOJOMMI NPOM3BOACTBA
nekapCTBEHHbIX NpenapaTos.
2. druHaHcoBoOe obecneyeHne pa3paboTKn NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA 3a CYeT:
1) cpeacTB hefepansHoro GrooxeTa;

2) cpencTB pa3paboTyYNKOB NEKAPCTBEHHbBIX CPEACTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) cpeadcTeB npousBoAuTENE NEKAPCTBEHHBLIX CPEACTB MPU BbIMOSIHEHUU HAayYHO-UCCIeO0BaTEeNbCKMX
paboT Mo [O0roBopy Mexay paspaBGoTuMKOM reKapCTBEHHbIX CPEeACTB W NpoM3BOOUTENEM eKapCTBEeHHbIX
CpencTs;

4) NHbIX He 3anpeLLeHHbIX 3aKoHo4aTensCcTBOM Poccuiickon Pegepaumm MCTOYHNKOB.
3. MNpaBa pa3paboTyunka NekapcTBEHHOrO CPEACTBA OXPaAHAOTCA rpaXk4aHCKMM 3aKOHOAATENbCTBOM.

Ctatba 11. [JoknuMHMYecKoe wuccrnepnoBaHue NeKapcTtBeHHOro cpeacrtBa AnA MeaAUUUMHCKOro
nNpUMeHeHusA

1. [loknnHMYeckoe nccrnegoBaHue nekapcTBEHHOro CpeacTBa Ans MeauLMHCKOro NPUMEHEHUS MPOBOAMUTCA
nyTeM NPUMEHEHUS Hay4YHbIX METOOOB OLIEHOK B LIEeNsX MonyyeHus AokasatenbcTs 6e3omnacHocTu, KayecTea U
3P PEeKTUBHOCTM NEKAPCTBEHHOro CpeacTBa.

2. [JoknuHu4eckoe nccnefoBaHne neKkapCTBEHHOro CpeacTsa AN MeAULMHCKOrO NPUMEHEHNS NPOBOAUTCSH
B COOTBETCTBMM C [OpaBunamy Hagnexawewn nabopaTtopHOW NpakTukW, YyTBepXAeHHbIMU EBpasunnckon
9KOHOMMYECKON KOMUCCUEN.
(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-d3)

3. [ns opraHusaumMmM n NpoBefeHUs OOKIMHUYECKOro WCCRefoBaHUs NeKapCTBEHHOrO CpeacTsa Ars
MeOULMHCKOTO NpUMEHeEHUs pa3paboTymKn NeKapCTBEHHbIX CPEACTB BripaBe NpUBMeKaTb Hay4YHble opraHM3auum,
obpasoBaTtenbHble OpraHuMsauumM Bbiclero obpas3oBaHWst M MHble OpraHM3auuMu, uMerlme Heobxoanmyto
MaTepuanbHO-TEXHUYECKY0 0a3y U KBanMUUMPOBAHHLIX CMNEuManMcToB B COOTBETCTBYHOLLEN obnactu
nccnenoBaHus.

(yactb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. [loknuHmn4yeckoe nccnegoBaHne NekapCTBeHHOro cpeactea And meaunumHCKoro npuMmeHeHna npoBoanTca
no yTBepXageHHOMY pa3pa6OT‘-II/IKOM NekapCTBeHHOro cpeanctBa nnaHy C BeeHnemM npoTokKona 3Toro
nccnegosaHnAa ©M CoCTaBlieHMEM OT4eTa, B KOTOPOM coAepXaTCd pe3ynbTaTbl 3TON0 uUCcrnenoBaHnda W
3aKrir4yeHne O BO3MOXHOCTU nNpoBedeHUA KIMMHUYECKOro wuccnenoBaHua JekapCTBeHHOro npenaparta Aand
MeaULIMHCKOIro npuMeHeHus.

5. MpoBeneHne npoBepok cobnogeHns nNpasun Hagnexallen nabopaTopHOM MPaKTUKN U MPaBOBbIX HOPM
MCNOMb30BaHUSI XMBOTHbLIX MPW MPOBEAEHUU [OOKMUHUYECKUX WCCNEAOBaHUI NeKapCTBEHHbIX CPeAcTB Ans
MELMLUMHCKOrO MPUMEHEHMs OCYLLECTBNSIETCA YNOMHOMOYEHHbIM deaepanbHbIM OpraHoM WCMOMHUTENBHOM
BracTu.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

6. PesynbtaTbl [OKMMHMYECKOrO WCCNEAOBaHWS FNEKapCTBEHHOrO CpeacTBa Ans  MeaMLUMHCKOro
NMPUMEHEHMST MOTYT ObiTb NPEACTaBMNEHbl B YNOMHOMOYEHHbIV dedeparnbHbIi opraH UCNOMHUTENBHOW BnacTu B
YCTaHOBJIEHHOM MOPSIAKE B LIENAX PerncTpaLmmn nekapcTBEHHOro npenapara.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

Ctatba 12. [oknuHuYeckoe wuccrnegoBaHue NeKapcTtBeHHOro cpeacrtBa W KIMHU4YeckKoe
nccnegoBaHue neKapCcTtBeHHOro npenapara gnd seTepunHapHoro npumMmeHeHus

1. JOKNMHMYEeCKoe UCCrefoBaHUE JIeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOMO  MPUMEHEHWS
MPOBOAUTCA MyTEM MPUMEHEHUs Hay4YHbIX METOOOB OLIEHOK B LIEMsX NonyvyeHusl okasaTenbcTs 6e3onacHocTy,
KayecTBa M 3PDEKTMBHOCTN NEKAPCTBEHHOrO CPEeACTBa, B TOM 4uMcre onpederieHnst cpoka ero BbiBedeHus U3
opraHMsamMa XWBOTHOTO, B Liensix obecneyeHuss 6e30nacHOCTU MPOAYKLMM XXMBOTHOIO MPOUCXOXAEHUs rocre
NpUMeHeHNs COOTBETCTBYHOLLIErO NTeKapCTBEHHOro Npenapara.

2. [oknuMHu4eckoe uccrefoBaHWEe JEKapCTBEHHOrO CcpeacTtBa WM KIMHMYECKOE  UCcredoBaHue
nekapcTBEHHOro npenapaTa Ansg BeTEPMHAPHOro NpUMEHeEHWs!, nccnegoBaHne BMO3KBUBANEHTHOCTM yKa3aHHOro
neKkapcTBEHHOro npenapaTa NPOBOAATCS B COOTBETCTBUM C NpaBoM EBpa3sninckoro sSkOHOMMYECKOro cor3a.

(B peq. ®PenepanbHoro zakoHa ot 31.07.2025 N 304-$3)

3. [oknuHuyeckoe uccnegosaHue NekapCTBeHHOro cpeactBa W KNKMHUWYEeCKoe - uccnenosaHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nekapcTBEHHOro npenapaTa Ans BeTeprHapHOro NMpuMeHeHnst NPoBOASATCA MO YTBEPXKOEHHOMY paspaboTyMKoMm
NeKapCcTBEHHOro cpeacTsa MraHy C BeAeHWeM MPOTOKOMOB 3TWMX UCCIedoBaHWiA U COCTaBlEeHMEM OTYETOB, B
KOTOPbIX coaepKaTcs pe3ysibTaTbl 3TUX UCCIEA0BaHWA.

4. [na opraHusauuvM WU nNpoBedeHVs [AOKMMHMYECKOro MWCCedoBaHUs NeKkapCTBEHHOro cpeacTtea U
KMMHUYECKOrO UCCINedoBaHUs eKapCTBEHHOro npenapaTa Ans BeTepUHApHOro MNpUMeHeHuUs pa3paboTyuuk
NeKapCTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, nMetone Heobxoaumyto
mMaTepuanbHO-TEXHUYECKYl0 6a3y U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHOLLEN obnacTu
nccrnenoBaHus.

5. KnuHudeckne wnccnenoBaHus NMEeKapCTBEHHbIX nMpenapatoB Afd BeTepuHapHOro npuMeHeHua
NpoBOAATCA B BETEPUHAPHbLIX OpraHn3aunax n B OpraHn3aumax, oCyLecTBrAaAowmnx passeaeHume, soblipalliuBaHne 1
cogepxaHune XXMBOTHbIX, B LeNiAx:

1) YyCTaHOBJ1€HNA NEPEHOCUMOCTHN NeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XUBOTHbLIMU;

2) nopbopa onTUMarnbHbIX OO3VPOBOK JIEKapCTBEHHbIX MpenapaToB M Kypca feYeHUst Ha KOHKPETHOW
rpynne >XUBOTHBIX C ONpeaerieHHbIM 3aboneBaHneM;

3) ycTaHoBneHns 6esonacHocTN U 3PEKTMBHOCTU NeKapCTBEHHOro npenapara, npegHasHadyeHHoro Ans
neyeHuss onpedenieHHbIXx 3aboneBaHuii KMBOTHbLIX, UM 3MEKTUBHOCTM IEKAPCTBEHHOIO MNpenapaTta ans
NpOgUNaKkTUKM 3ab0oneBaHunii 300POBbIX KUBOTHBIX;

4) n3yvyeHuna BO3MOXXHOCTEN pacmnpeHnda nokasaHmm K NPUMEHEHUNID  3aperncTpmpoBaHHOIo
JIeKapCTBEHHOIO NnpenapaTta 1 BbiABJITIEHNA paHee HEN3BECTHbIX NoBOYHbIX AENCTBUNA.

6. KnuHuyeckoe uccrieqoBaHMe NeKapCTBEHHOrO Mpenapata AN BEeTEePUHApPHOrO  MPUMEHEeHUs
OCYLLIECTBSAETCA 3a CHET CPEACTB paspaboTyvka NekapcTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKIMHUYECKOrO WUCCIeOoBaHWsA JEeKapCTBEHHOTO CpPeAcTBa M KIMHUYECKOro
nccrnenoBaHUs NEKapCTBEHHOTO MpenapaTta Ans BeTepMHApHOro MPUMEHEHMUs COCTaBMsloTCA pa3paboTynkoM
NEeKapCcTBEHHOro CpeacTBa C Y4eTOM 3akMoYeHWn opraHusauunii, NPUHMMAaBLUMX y4YacTMe B opraHu3auun U
NpoBeaeHUN 3TUX UCCIeaoBaHWIA.

8. KoHTpomnb 3a npoBegeHMEM OOKIMHUYECKUX WCCNEAOBAHUA 1eKapCTBEHHbIX CPEACTB M KITMHUYECKUX
nccredoBaHWM  NEKapCTBEHHbIX — MpenapaToB  Ansl  BEeTepMHapHOTO  MPUMEHEHWsI  OCYLLEecTBrsieTCs
YNOMHOMOYEHHBLIM heaeparnbHbIM OPraHoM UCMOMHUTENLHOW BMACTHU.

MnaBsa 6. OCYWECTBNEHUE FOCYOAPCTBEHHOW PEFTMCTPALUN,
PETMCTPALUN NEKAPCTBEHHbIX MPEMAPATOB
(B pea. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlnoCc: npumeyaHue.

Mo 3aseneHusm, nogaHHbiM o 01.01.2021, nekapcTBeHHble Mpenapatbl A9 MEOULMHCKOrO NpUMEHEHNS
PErNCTPUPYIOTCA B COOTBETCTBMM C TpeboBanuamu, gencteoBaBwumn o 30.01.2024. O npuBedeHun B
cooTtBeTcTBME C akTamy EAJC Takmx u paHee 3apermctpypoBaHHbix npenapatoB cM. 3 ot 30.01.2024 N
1-03.

CrtaTbsa 13. locyaapcTBeHHasi perMcTpaums, permcTpaumus nekapcTBeHHbIX npenapaToB
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

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

1. B Poccuinckon ®denepauumn gonyckawTcs NpoOM3BOACTBO, XpaHeHWe, nepeBo3ka, BBO3 B Poccumnckyto
depepaumio, BbiBO3 M3 Poccuickon depepaumn, peknama, OTNycK, peanu3auusi, nepegada, NpUMeEHeHUe
neKkapCTBEHHbIX MpenapaTtoB, €CnM OHW 3aperucTpupoBaHbl  YMONTHOMOYEHHbIM  defepanbHbiM  OpraHoMm
NCMNOMHMTENBHOW BrlaCcTU B COOTBETCTBMM C HacToAwum PenepanbHbiM 3akOHOM NGO B COOTBETCTBMM C aKTamu,
coctaenstowmumm npaso Cotosa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(B peq. ®PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-93)
2. [ocypapCTBEHHON perncTpaumm nognexar:

1) Bce nekapcTBeHHble Mpenapartbl, BrnepBble MoAnexawme BBody B obpaweHue B Poccuiickon
degepauuu;

2) nekapcCTBEHHbIE NpenapaTbl, 3aperMcTpMpoBaHHble paHee, HO MPOU3BEAEHHbIE B APYIUX NTEKAapPCTBEHHbIX
dopmax B COOTBETCTBUM C MEPEeYHEM HAMMEHOBAHWM NeKapCTBEHHbIX (OPM, B HOBOW [03MPOBKE Mpu
[l0Ka3aTenbCTBE €€ KIMHUYECKOWN 3HAaYUMOCTU U 3P DEKTUBHOCTY;

3) HoBble KOMBUHALMKN 3apernCTPMPOBaHHBIX PaHee NekapCTBEHHbIX NpenapaToB.

3. locypapcTBeHHasi perucTpaumsi NekapCTBEHHbIX MNpenapaToB OCYLUECTBMASETCA MO pesyrbTaTam
9KCNEePTU3bl NTEKAapPCTBEHHbIX CPEACTB.
(vactb 3 B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4. locymapcTBeHHas perncrTpaumsi nekapCTBEHHOro npenapaTta OCYLLEeCTBASeTCS COOTBETCTBYHOLLUM
YMONTHOMOYEHHbLIM  (befiepanbHbIM  OpPraHOM  WUCMOMHUTENBHOW BNacTM B CPOK, He MpeBblllallWui  cTa
wectugecatn pabounx OHeN CO OHSA MPUHSATUS 3adBNEHWUss O FOCY4apCTBEHHOW permctpaumm feKapCcTBEHHOMo
npenapaTta ans MeauuUUHCKOro NMPUMEHEHUsT, U B CPOK, HE MPEBbLILAKLWNA CTa BOCbMU pabouynx gHEen co OHS
NPUHATUSA 3asBfEHUS O TFOCYAApPCTBEHHOW perncTpaumm rnekapCTBEHHOro npenapata Aans BeTepuUHapHOro
npuMeHeHusi. B ykasaHHbI CPOK BKMOYaeTCsi BpeMsi, Heobxoaumoe A5t NOBTOPHOIO NMPOBEAEHUS SKCNEPTU3bl
NeKkapcTBEHHOro CcpeacTtBa B COOTBETCTBMM CO cTaTbel 25 HacTosiwero ®PegepanbHoro 3akoHa. Cpok
rocygapCTBEHHON perncTpauun NnekapCcTBEHHOIo npenapaTta UCYMUCMASETCA CO OHSI NMPUHATUS COOTBETCTBYHOLLUM
YMONTHOMOYEHHbIM ~ dbefepanibHbIM  OPraHOM  WCMOMHUTENBbHOW BfacT  COOTBETCTBYHOLLEINO 3asiBNeHMs O
rocyaapCTBEHHOW perncTpaumm fIekapCcTBEHHOro npenapara ¢ NpUIioXKeHnemMm Heobxo4MMbIX AOKYMEHTOB MO AEHb
Bbldayn perucTpaumMoHHOrO yOOCTOBEPEHUSI IeKapCTBEHHOro npenapata. Bpemsi, Heobxogumoe Aans
HanpaBneHnsl ynorIHOMOYeHHbIM befeparnbHbIM OpraHoOM MCMONHUTENBHOM BNAcTy 3anpoca O NpeacTaBneHum
HeobxoouMMbIX MaTepuanoB W MNpeacTaBrieHUst 3asiBUTENIeM OTBETa Ha [OaHHbIA 3anpoc B COOTBETCTBUWM CO
ctatbamn 16, 19 u 23 HacTosuwero degepanbHOro 3akoHa, He YYMTbIBAeTCA NPU  UCYMCMEHUUM Cpoka
rocygapCTBEHHON perMcTpaunm iekapcTBEHHOTO npenapara.

(B peq. PenepanbHbix 3akoHoB 0T 30.01.2024 N _1-93, o1 31.07.2025 N 304-03)

5. FocygapcTBEHHON perucTpaummn He noanexar:

1) nekapcTBEHHbIE NpenapaTbl, U3rOTOBMNEHHbIE aNTEYHBIMU OpPraHN3aUusMn, BeTEPUHAPHLIMU anTeYHbIMU
opraHusaumsamMu, UHAMBUAYyanbHbIMU NpeanpuHUMaTensiM1, KOTOpble MMEeKT NULEH3NI0 Ha dapmaLleBTUYECKYHO
OesTenbHoCTb, MO peuenTamM Ha fekapCTBeHHble npenapatbl U TpeboBaHWSIM MELMLMHCKMX OpraHu3auui,
BETEPVHAPHLIX OpPraHM3auuin uUnu opraHuMsaumi (MHOVMBMAYanbHBIX NpeanpuHUMaTenen), OCYLLECTBIAIOLLMX
pasBefeHune, BblpallyBaHne U coaepKaHne KUBOTHbIX;

(B pea. PegepanbHoro gakoHa ot 30.12.2021 N 463-93)

2) nekapcTBeHHble npenapaTtbl, nNpuobpeTeHHble uanyeckumyn nuuamm 3a npegenamu Poccuinckon
degepaumun n npegHasHavYeHHble Ans IMYHOIO UCMONb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3NUMble B Poccuiickyto ®epepauunio Onsi OKa3aHWs MeOULMHCKON
noMownM no >KU3HEHHbIM MOKa3aHUAM KOHKPEeTHOro nauueHta Ha OCHOBaHUW paspelleHud, BblAaHHOro
YNOJTHOMOY€EHHbIM (be,qepaanblm OopraHom MCMNONTHUTENbHOWN BNacTu;

4) nekapcTBeHHble cpeacTBa, BBO3uMble B Poccuiickyto ®defepauno Ha OCHOBaHUWM  BblAAHHOTO
YNOMHOMOY€EHHBIM cheaepanbHbIM OpraHoM WCMOMHUTENBHOW BIacTU paspelleHus U npegHas3HayeHHble Ans
MPOBEAEHUS KIMMHUYECKUX WCCNEefoBaHUiA NEeKapCTBEHHbIX MNpenapaToB M (Unv) MPOBEAEHMs 3KCMepTU3bl
NeKapCTBEHHbIX CPeACTB ANs OCYLLECTBMNEHUS FOCYAAPCTBEHHON perMcTpaummn nekapcTBEHHbIX NpenapaTos;

5) dhapmaueBTMYECKME CYyOCTaHLNK;
6) papuochapmaueBTUYECKME NeKapCTBEHHble MNpenapaTtbl, W3roTOBIMEHHble HEMOCPEACTBEHHO B

MeOUUMHCKNX OpraHunsaumdax B N0Oopdake, YCTaHOBIIEHHOM  YNOJIHOMOYE€HHbIM d)ep,epaanblM opraHom
NCMNONHUTENbHON BNacTu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

7) NekapcTBeHHbIe NpenapaThl, NPOU3BOANMbIE AT1s1 IKCNOPTa;

8) BroTexHonorM4yeckne nekapcTBeHHbIe nNpenapaTbl, NPeAHa3HayYeHHbIe 4Nsi NPUMEHEHNSI B COOTBETCTBUN
C WHAMBMAOYyaNbHbIM MEOUUUHCKMM HasHa4yeHWeM WU cneumanbHO W3roTOBMEHHbIE ANsi KOHKPETHOro naumeHTa
HenocpeacTBEHHO B MEOMLMHCKOM OpraHusaumm, B KOTOPOW MPUMEHSIETCS Takol OMOTEeXHONOrMyeckui
NEeKapCTBEHHbIA Mpenapart, MMeKLWMe B CBOEM COCTaBe COEOMHEHWUS, CUHTE3MPOBaHHbIE MO pe3ynbTaTtam
reHeTUYeCKMX WCCNeAoBaHUM Martepuana, MnoflydeHHOro OT nauueHTa, [nsi KOTOPOro W3roTOBMIEH TaKowu
BMOTEXHONOMMYECKUA NneKkapcTBEHHbIM npenapaT. [lepeyeHb MEAUUMHCKUX OpraHvsauui, uMmelowwmx npaso
N3roTaBnmMBatb W MPUMEHSITb TakMe OMOTEXHONOrMYEeckne IeKapCcTBEHHbIE npenapaThl, YTBepXaaeTcs
MpaButenbctBoM Poccunckon @depepaumn. PaspellueHMe Ha MNpUMEHeHWe Takux OMOTEXHONOrMYecKux
NeKapCTBEHHbIX NpenapaToB Bbl4aeTCHa YNOMHOMOYEHHbIM hefdepanibHbiM OpPraHoM MCMOSTHUTENBHON BnacTu B
nopsake, YycTaHaBnmBaemoM [lpaButenbctBoMm Poccuiickonn ®epgepaumn. [lopaook obpalleHus  Takux
OMOTEXHOMOMMYECKMX JNEKAPCTBEHHbIX MNPEnapaToB, BKIOYass MOPSOAOK WX  M3rOTOBMEHMS, MNpPOBeAEeHUs
3KCMNepTM3bl, OCYLLECTBMNEHUS] KOHTPOMS KayecTBa TakMX OMOTEXHONMOMMYECKMUX FeKapCTBEHHbIX NpenapaTtos,
NPUMEHEHWS, XpPaHEHUsl, TPaAHCMOPTUPOBKA W YTUNM3aAUUN TakUMX OUOTEXHONOTMYECKUX JEKAPCTBEHHbLIX
npenapaToB, a Takke TpeboBaHUsI K TakMM BUOTEXHONMOMMYECKMM FIEKAPCTBEHHLIM NpenapataM U MeAULUMHCKUM
opraHu3auusaM, WX W3roTaBfMBAaKLMM W MPUMEHSIOWMM, ycTaHaBnueakTca [MpaBuTenbctBom Poccuiickom
depepauun.
(n. 8 BBegeH PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

5.1. 3agBneHve O perncTpauum BOCMPOU3BEAEHHOINO NEKAapCTBEHHOro npenaparta Ansi MeauMUMHCKOro
NMPYMEHEHUS MOXeT OblTb MOJAaHO B YMOMHOMOYEHHbIM befepanbHbii OpraH WCMOMHWMTENBHOW BMAcTMU,
OCYLLIECTBNSIOLWUNA rOCYAAaPCTBEHHY PErMcTpauuio NiekapCTBEHHbIX NpenapaTtoB, N0 UCTEYEHUN YeThIpeX NeT C
OaTbl TOCYAapCTBEHHOW perncrpaumm wunu peructpauum pedepeHTHOro fekapCTBEHHOro npenapata Aans
MeauMLUMHCKOro npumeHeHus B Poccuiickon ®epepauun.

(vacTb 5.1 BBegeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

5.2. 3agBneHne o peructpaumm ©OuoaHanorooro (6uonogoOHOro) rfekapcTBEHHOro npenapaTa
(bnoaHanora) ons MeguUMHCKOro NPUMEHEHNsT MOXET ObiTb NOAAHO B YMOMHOMOYEHHbIM dheaepanbHbIi opraH
NCMNOSTHUTENBHOW BRacTW, OCYLLECTBISIOWMNA rocyaapCTBEHHYO PErmcTpaLmio NeKapCcTBEHHbIX npenapaToB Ans
MEeOULMHCKOTO MPUMEHEHUS, MO UCTEYEHUU TPeX NeT C AaTbl roCyAapCTBEHHOW perncTpaumn unm pernctpaumm
pedepeHTHOro nekapcTBEHHOro npenapara B Poccuinickon deaepauuun.

(yacTb 5.2 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

5.3. He ponyckaeTtcsa ncnonb3oBaHne B KOMMEPYECKUX Liensix MHopMaLumm O pesyrnbTaTax AOKIMHUYECKUX
nuccneaoBaHUMM NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUMX WCCNeaoBaHMN IeKapCTBEHHbIX MpenapaToB Angd
MEOULUMHCKOTO MPUMEHEHWS, NPEeACTaBIEHHON 3asBUTENEM AN rOCySApPCTBEHHOW  perucrpaumn  unm
pervctpaumm nekapcTBEHHOro npenapaTa, 6e3 ero corrmacus B Te4YeHue LIEeCTW NeT C gaTbl rocygapCTBEHHOM
perncTpaumm nnm peructpaumm pedepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

(vacTb 5.3 BBegeHa depepanbHbimM 3akoHoM oT 30.01.2024 N 1-03)

6. He O0nycKaeTcda rocyaapCTtBeHHasd perncrtpauma:

1) nekapCTBEHHbIX NpenapaToB, OTNMYALWUXCA APYr OT Apyra KayecTBEHHbIM COCTaBOM AEWCTBYHLLMX
BELLeCTB, Noj, OAMHAKOBbIM TOProBbIM HAMMEHOBaHUEM,;

2) opHOro nekapCcTBEHHOro npenaparta, MpeACTaBIEHHOrO Ha rOCyAapCTBEHHYID pernctpauuio B
OTHOLLUEHMN OOHOrO U TOrO Xe AepxaTens unu Bnagenbla perncTpauvoHHOro YAOCTOBEPEHUS NEKapCTBEHHOMO
npenapara B Buae AByx 1 6onee nekapCTBEHHbIX NpenapaToB Mo pasnuyHbIMM TOProBbIMU HAUMEHOBAHUSIMU.
(n. 2 B pea. PegepanbHoro gakoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy B 3/11eKTPOHHO dhopMe cybbekTa obpalleHnst NekapCTBEHHbIX CPeACTB COOTBETCTBYHOLLUM
YMNOSTHOMOYEHHBIM (befepasibHbIM OpraHoOM WCMONHWUTENbHOWM BRAcTW, OCYLUECTBISIOWMUM TrOCyaapCTBEHHYIO
PerucTpaumio nekapcTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MOPAAKE OCYLUECTBMSAETCA HayyHoe
KOHCYNbTUPOBAHME MO BOMPOCaM, CBA3aHHbIM C NPOBEAEHWEeM AOKMUHUYECKUX MWCCNeaoBaHuiA, KINUHUYECKUX
nccnenoBaHWUin NekapcTBEHHBIX NpenapaToB, SKCNepTU3bl KAaYecTBa NEKapCTBEHHbIX CPeacTB, adpdeKTUBHOCTU U
6e30nacHoCTM, C  OCYLEeCTBMEHMEM  OCYAApPCTBEHHOW  perucTpauMm  NekapcTBeHHbIX  MpernapaTos.
KoHCcynbTMpoBaHMe OCYLLECTBNSAETCS C MNpuBreYyeHneM dedepanbHbiX TOCYAapCTBEHHbIX — BroaKeTHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

yupexaeHun, NoABeAOMCTBEHHLIX AaHHOMY dhefepanibHOMY OpraHy UCMONTHUTENBHOW BNACTW U HE YYaCTBYHOLLMX
B OpraHv3aumy npoBeOeHWst IKCMepTu3bl KayecTBa JIEKapCTBEHHbIX CPEACTB B LEMAX OCYLUECTBIEHUS WX
rocyaapCTBEHHOW permcTpauum B COOTBETCTBMM CO cTaTben 16 HacTtosiwero ®epepanbHOro 3akoHa, B BuAe
oTBETA B MMCbMEHHON (hOpMe YMOMHOMOYEHHOro dhefepanbHOro opraHa UCNONHUTENBHOM BNacTh Ha 3anpoc.
Pasmep B3umaemon c 3adBuTensa nnatbl onpefensieTcs B COOTBETCTBMM C 3aKOHOOATENbCTBOM Poccuimckon
depepaummn 06 opraHu3aumMM NpPenocTaBEHUs TOCYAapPCTBEHHLIX M MyHUUMNanbHbIX ycnyr. MHdopmauusa ob
OCYLLECTBIEHUN HAYYHOrO KOHCYINbTMPOBAHWS, B TOM YuUCNe cTaTbl, 00630pbl, CNpaBoOYHble Matepuanbsl U UHas
nHdopmaums 00 OCyLLEeCTBNIEHMM HAY4YHOrO KOHCYINbTMPOBAHWS, pa3MellaeTcsa Ha oduuManbHOM canTe
YMNOSIHOMOYEHHOrO befepanbHOro OpraHa WCMNONHUTENbHOM BnacTu B cetn "UMIHTepHeT" c cobnogeHnem
OrPaHNYEHUN, YCTAHOBMEHHbLIX 3aKOHOAATENbCTBOM O MEPCOHArNbHbIX [AaHHbIX, KOMMEPYECKOn u (unu)
rocyaapCTBEHHOWN TalHe.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

8. [ocypapctBeHHas peructpauus rekapCTBEHHbIX MpenapaTtoB, KOTopble MpefHasHayeHbl Arns
NPUMEHEHUS B YCIOBUSIX BOEHHbLIX AEWCTBUKW, Ypes3BblMarHbIX CUTyauuin, npeaynpexneHvns 4pesBblyaniHbIX
cuTyaumn, npodunakTukn n nedeHus 3aboneBaHui, MNpPeacTaBnASAOWMX OMACHOCTb ANA  OKpYXKaloLmX,
3aboneBaHNii U MOPaXEHWUW, MOSMYYEeHHbIX B pe3ynbTaTe BO3OENCTBUS HebnaronpusaTHBIX  XUMUYECKUX,
Buronornyeckmx, pagnaumoHHbIX akTopoB, U KOTopble pa3paboTaHbl B TOM 4ucre No 3afjaHuio depepanbHbiX
OpPraHoB UCMOJTHUTENbHOM BNACTW, YNOTHOMOYEHHBIX B 0611acTh 000pOHbI CTpaHbl U 6e30MacHOCTY rocyaapcTBa,
a Takxe nekapCTBEHHbIX CPeACTB B cnyyae UX AedekTypbl UM pucka BO3HUKHOBEHUS AedeKkTypbl B CBA3UN C
BBeAeHMEeM B OTHoweHun Poccunckon Pegepauum orpaHNYUTENbHBIX MEp SKOHOMUYECKOro XapakTepa
OCYLLeCTBNsIETCA B Nopsake, yctaHoBrneHHOM [NpasutensctBom Poccuiickon deanepaumm.

(B peq. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-®3, ot 08.03.2022 N 46-D3)

Cratbs 14. MpMHUMNLI 3KCNEePTU3bI NNeKapCTBeHHbIX CPeAcTB
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. OKcnepTn3a nekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLUMMNAX 3aKOHHOCTWU, coBnioaeHus npas U
cBo6O4 4YeroBeka W rpaxaaHuHa, NpaB OPUAMYECKOro nuua, He3aBUMCUMOCTM 3KcrepTa, OObEeKTUBHOCTH,
BCECTOPOHHOCTU W NOSMHOTLI MCCNEAOBaHMIA, MPOBOANMbBIX C UCTONb30BaHWEM COBPEMEHHBIX OOCTUKEHUI HayKu
N TEXHWKM, OTBETCTBEHHOCTM hedeparbHOro roCy4apCTBEHHOro OHMKETHOrO YYPEXAeHUS MO MPOBEAEHUI0
SKCMEepPTU3bl NEKApCTBEHHBLIX CPEACTB U SKCMEePTOB 3a NPOBEAEHWE 1 Ka4eCTBO KCNepTH3bI.

2. 3KcnepT|/|3a NNEKapCTBEHHbIX NMpenapaTtoB And MegunumMHCKOro npuMeHeHA BKNO4YaeT B cebs:

1) 9kcnepTu3y [OOKYMEHTOB, MpeACTaBMEHHbIX And OnpefeneHuMs BO3MOXHOCTU  paccMmaTtpuBaTh
nekapcTBEHHbIN NpenapaT Ans MeAULMHCKOro NpUMEHEHNsI B kKayecTBe OpdaHHOro NekapcTBEHHOrO npenapara;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) aKcnepTn3y NpeasioKeHHbIX METOO0B KOHTPOSIS KayecTBa JIEKapCTBEHHOro cpeacTtea U (Mnm) KavyecTea
npeacTaBneHHbIX 00pas3L 0B NeKapCTBEHHOIO CPeACTBa C UCMONb30BaHMEM 3TUX METOAOB (ganee - akcnepTusa
KayecTBa NekapCTBEHHOro CpeacTBa);

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) aKcnepTM3y OTHOLUEHWUSI OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPWMEHEHUs JeKapCTBEHHOrO
npenapara;

4) aKcnepTU3y PErnmcTpaumMoHHOrO [OCbe Ha JekapCTBEHHbIW npenapat B Uensax onpeaeneHus
B3aMO3aMEHSIEMOCTM NIEKAPCTBEHHLIX NpenapaToB ANt MEAULMHCKOrO NMPUMEHEHMS.
(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. SKcnemesa NNIeKapCTBEHHbIX MpenapaTtoB A4 BeTepuHapHOro npMMeHeHuna BKIOYaeT B cebs
9KCNepTn3y KavdecTtBa JN1eKapCTBEHHOINo cpenctBa U 3KCNepTudy OTHOLUEHUA 0Xngaemon nosnb3abl K BO3MOXHOMY
PUCKY NpUMEeHEHNA NeKapCTBEHHOIo npenapara.

Cratba 15. PegepanbHoOe rocyfapcTBEHHOE OLOMKEeTHOE yUYpexaeHue no npoBefeHuo 3KCNepTusbl
JIeKapCTBeHHbLIX cpeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

OkcnepTnsa rekapcTBeHHbIX CpeAcTB npoBoauTcs dedeparnbHbiM  FOCYAapCTBEHHbIM  BIOMKETHBIM
yypexxgeHmeM COOTBETCTBYHOLIErOo YMNOSTHOMOYEHHOro defeparnbHOro opraHa MCMOMHUTENbHOW  BracTy,
CO3A4aHHbIM Ans obecrneyeHnss NCMONHEHNS MONHOMOYUIA 3TOro hegepanbHOro opraHa no Bblaave paspeLueHun
Ha npoBedeHNe KIUMHWYECKMX WCCNedoBaHUN IeKapCTBEHHbIX MpenapaToB U (MnM) MO rocygapCTBEHHOM
permctpaumm (permctpaummn) nekapCTBeHHbIX NpenapaToB (Janee - 3KCnepTHoe yupexaeHue).

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

CrtaTbsa 16. OpraHusauusa npoBeAeHUA IKCNEePTU3bl JIeKAPCTBEHHbIX CPEeACTB
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa nekapcTBEHHbIX CPEACTB MPOBOAUTCS KOMWUCCUEN 3KCMEPTOB SKCMEPTHOrO YYpEeXaeHus,
Ha3Ha4YeHHOW ero pyKoBOAMTENEeM, Ha OCHOBaHWM 3afdaHWsi Ha MpoBedEeHWEe 3KCMepTU3bl JEKapCTBEHHOrO
cpeacTBa, BblAAHHOMO YMNONMHOMOYEHHbIM heaepanbHbiM OpraHoM WCMOSHUTENBHOW Bnactu. PykoBoauTenb
3KCNEPTHOro yypexaeHus obecrneymBaeT Hagnexallee npoBedeHUE SKCMePTU3bl NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBMU C 3afaHWEM, BblAaHHbIM YNMOMHOMOYEHHBIM heaepanbHbiM OpraHoM MUCMOSIHUTENBHOW BRacTu, U
OopraHuM3yeT MOArOTOBKY CBOAHOMO 3aKM4YeHWst 3ToM KoMuccun. B coctaB aToM KOMUCCUM MO PELUEHMIO
PYKOBOOUTENS 3KCMEPTHOrO yYpexaeHns MoryT ObiTb BKIIOYEHbI B KAYECTBE 3KCMEPTOB nuua, He paboTarolime B
AaHHOM 3KCMEepPTHOM YyYpeXAeHUn, ecnn ux crneumarnbHble 3HaHUsA HeobXxoaMMbl ANs NPOBEAEHNST SKCNEPTU3bI U
TaKne 3KCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUPEXAEHUM.

2. KCrnepToMm Mo MPOBEAEHUIO SKCMEPTU3bl NTIEKAPCTBEHHbLIX CPEACTB ABMAETCA aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOrO Y4YpeXaeHusl, KOTOpbli MMeeT BbiCllee MeauuuHcKoe, apmaleBTMyeckoe, GUOMOrnYeckoe,
BETEpUHapHOE WNn Xummyeckoe obpasoBaHWe W NMPOBOAUT 3SKCMEPTU3Y NEKapCTBEHHbLIX CPeacTB B Mopsiake
NCMONHEHNSI CBOUX AOMKHOCTHbLIX 06s13aHHOCTEN (Aanee - aKcnepT).

3. Mpu npoBeaeHMN 3KCNEPTU3bl NIEKAPCTBEHHbIX CPEACTB 3KCMEPT HE MOXET HaxoOWuTbCsl B Kakow-nnbo
3aBMCUMOCTU OT NULA, Ha3HauMBLUEro 3Ty 3KCNepTu3y, paspaboTumka NekapCTBEHHOro cpeacTBa Mnu Apyrux
3aMHTepecoBaHHbIX B pe3yrnbTaTax 3KCnepTusbl nuu,.

4. MNpu nNpoBeaeHUN SKCMEPTU3bl FIEKAPCTBEHHbLIX CPeACTB He AonyckaeTca UcTpeboBaHMe aKCnepTom Yy
3aaBuTtena nmbo  MHbIX Iy MaTtepunarnos, H606X0,D,I/IMbIX ana  npoeegeHuna 3SKCnepTusbl. B cny4yae
HeOJOCTaTOYHOCTU npeAcTaBlieHHbIX 3KCnepty MaTtepuanoB B NINYHBIK  KabuHeT 3asaBuUTEns B e,EI,I/IHOVI
rocyaapCTBEHHON WH(OPMaLMOHHON cuUcTemMe B cdepe 34paBoOXpaHeHus (Janee - eavHas cucrtema)
3KCMEPTHBLIM yYpexaeHneM HanpaersieTcsl 3anpoc O NpeAcTaBneHMn HeobxoanMbIX MaTepmarnos, NOAMUCAHHBIN
pykoBoguTenem (YNoSIHOMOYEHHbIM JMLOM) 3KCMEPTHOIO YYPEXOEHUS C  UCMOMb30BAHWEM  YCUITEHHOM
KBannMuumMpoBaHHOW 3N1EKTPOHHOW NOAMMUCH.

(vacTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. 3aaBuTenb 006s13aH HanpaBUTb B JINYHbLIA KABMHET 3KCMEPTHOrO YYpexaeHuss B eOQuHON cucteme
MOAMUCaHHbIA YCUNEHHOW KBanMUUMPOBAHHOW SMEKTPOHHOM MOAMUCLI0 OTBET Ha 3anpoc 3KCMNEPTHOro
yupexneHus B CPoK, He NpeBbIaoLWnii AeBsHOCTa pabounx AHEN CO AHSA NONyYeHMs SKCNEPTHbLIM yUYpeXaeHnem
3NEKTPOHHOIO YBEAOMIIEHUST O MONyYeHUU 3asiBuTenemMm 3anpoca. Bpemsi co OHS HanpaBreHusi aKCrnepTHbIM
yypexneHmem B NUYHbLIA KabVHeT 3asBuTens B eQuHOM CUCTEME 3anpoca O MPefcTaBfeHUMn LOMNOSHUTENbHbIX
MaTepuasnoB 4O OHs1 HanpaBneHus 3asiBUTENEM B JIMYHbIA KaOUHET 3KCMEePTHOMO yUpeXxaeHnst B eUHO CUCTEME
OTBETA Ha 3anpocC He y4YnUTbIBaeTCs NPU UCYUCIIEHUN CPOKa NPOBEAEHUSI SKCMEPTU3bI JIEKAaPCTBEHHOIO CpeaCcTRa.
(4actb 4.1 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.2. Ecnn 3aasutenem B cootBeTcTBUM C YacTbto 1.1 ctatbk 30 mnum 4vactbio 2 ctatbm 34 HacTosLWEro
depepanbHOro  3akoHa npeacTaBrieHa KOMUSA  pelleHns  YNOMHOMOYEHHOro  doefepanbHoro  opraHa
NCNONHUTENBLHOW BacTh 0 NpoBeaeHUN dhapmaLeBTUHECKON MHCNEKUMM MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB
Ons MeguUMHCKOTO MPUMEHEHUS Ha COOTBETCTBME TpeboBaHMSM NpaBui Hagnexalen Mnpou3BOACTBEHHOMN
NpakTukn EBpasuncKkoro 9SKOHOMMWYECKOrO COH3a, 3JKCMepTy A0 OdOPMIIEHUS pe3ysfibTaToB  3KCMEpPTU3bl
NEeKapCTBEHHOro cpeacTBa NPeACTaBnsaeTCcs KOMMs 3aknioyeHns O COOTBETCTBUMN NPOUN3BOOUTENS NIEKAPCTBEHHbIX
cpeacts TpeboBaHMAM npaBui Hagnexaiwlen npou3BOACTBEHHOW MNPAKTUMKW, BbIAAHHOMO YMOMHOMOYEHHbIM
deaepanbHbiM OpraHoM WCMNOSMHUTENBHOW BRacTU, uUnuM konus ceptudmkata COOTBETCTBUSA MNPOM3BOAUTENS
NEeKapCTBEHHbIX CPEeACTB  ANst  MEeOMUMHCKOro  MpUMeHeHust  TpeboBaHMsM  NpaBun  Hagnexallemn
NPOV3BOACTBEHHOW NMPakTUKM EBpa3nitckoro aSkOHOMUYECKOro coko3a.

(vacTb 4.2 B peq. ®epepanbHoro gakoHa oT 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

4.3. 3asaBuTenb 06593aH HanpaBuTb B JINYHbIN KAOMHET 3KCNEPTHOMO y4YpexaeHns B €AMHON CUCTEME KOMUIO
3aKNYeHs UM KOMUI cepTudmkaTta, ykasaHHbIX B YacTu 4.2 HacTosLWen cTaTby, B CPOK, HE NpeBbllLatoLmim
CTa BOCbMUAECATU pabounx OHEN CO OHSA MOMYYEHUS SKCMEPTHbIM YUPEXAEHNEM SMEKTPOHHOrO YBEOOMIIEHMUS O
nonyyeHnn 3asiBUTENEM MOAMUCAHHOIO pykoBoAMTENEM (YNOSTHOMOYEHHbIM MULIOM) SKCMEPTHOMO yYpeXaeHus C
NCNONb30BaHNEM YCUMEHHOM KBanuUUMPOBAHHOW SMEKTPOHHOM noanucu 3anpoca O npefocTaBneHun
OOoKyMeHTa. BpeMsa co gHA HanpaBneHusl 3KCMepPTHbIM YYPEXAEHNEM 3anpoca B NUYHBLIN KabUHET 3asBuTens B
€OWHON CUCTEME A0 AHS HarnpaBfeHus 3asiBUTENEM B NNYHbIA KabWHET 3KCMEepPTHOro y4YpexaeHus B e4MHOW
CUCTEME KOMUM 3aKMOYEeHUS WM KoUMW cepTudmkaTa, YKasaHHbIX B 4acTu 4.2 HacTosiwen cTtatbu, He
YYNTbIBAETCA MPU NCHUCHIEHNN CPOKA NPOBEAEHUS SKCNepPTU3bl NNeKapCTBEHHOIo CpeacTBa.

(vacTb 4.3 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

5. JkcnepT npu NpoBedeHWU MOPYYEHHOW eMy PYKOBOAWUTENEM 3KCMEPTHOro Y4YpexaeHUs aKCnepTusb
NeKkapcTBEHHOro cpeacTBa 06s3aH:

1) npoBeCTn NOJIHOE UccrnenoBaHne npencrtaBiieHHbIX eMy 00BbEeKTOB, mMaTtepuanos, gaTb 0060CHOBaHHOE U
0OBHEKTMBHOE 3ak/iouYeHMe MO MOCTaBMEHHbIM nepegq HMM BonpocamMm WM MOTUBMPOBaAHHOE 3akrito4yeHune o
HEBO3MOXHOCTU NnpoBegeHnAa MM 3KCNepTu3bl NieKapCTBEHHOIO cpeacTBa, eCli NoCTaBlieHHbIe BOMPOCHI BbIXOOAT
3a npepenbl cneunanbHbIX 3HaHUM 9KCnepTa, 0bbeKkTbl MccnegoBaHWn U mMaTtepuanbl HenpuroaHbl WUnu
HeAOoCTaTO4Hbl ONd npoBefeHud nccrneaoBaHUn M gadn 3aknoyveHust nuobo COBpeMeHHbII7I YpOBEHb pPa3BUTUA
HayKn He No3BOJIAET OTBETUTb Ha NOCTaBJ1I€HHbIE BOMNPOCHI;

2) He pasrnawaTb CBeAEeHUs, KOTOpble CTanM €My M3BECTHbl B CBS3M C MPOBEAEHWEM 3KCMEepTu3bl
nekapcTBEHHOro cpefcTBa, a Takke CBefeHWs, COCTaBnslowme rocygapCTBEHHY, KOMMEPYECKYIO MU WHYIO
OXpaHAeMyto 3aKOHOM TauHy;

3) obecneunTtb COXpaHHOCTb NpPeACTaBreHHbIX 06 LEKTOB NCCME0BaHWI U MaTepuarnos.
6. JKcnepT He Brpase:

1) NpoBOAWTb 3KCMEPTU3Y FleKapCTBEHHOINO CPeAcTBa MO OOpalleHut0 HEMOCPEACTBEHHO K HeEMy
opraHusaumin nnm Usnyeckmx nuu;

2) camocTosATENbHO cOBMpaThL MaTepuarns! AN NPOBEAeHUS IKCEePTU3bI NEKaPCTBEHHOTO CPEACTBa;
3) NPOBOAUTL 3KCMEPTH3Y NIeKapCTBEHHOrO CPEACTBA B KAYECTBE HErocyapCTBEHHOIO aKenepTa.

7. B cny4yae HeobxoaMMocTn 9QKCNepT BhpaBe xogartancTeBoBaTtb nepen pykosogutenem 3KCNepTHOro
yypexneHua o npuenevyeHmnmn K nposeeHnt0 3KCNepTu3bl NeKapCTBEHHOIo cpeacTea APYrnx 3KCNnepToB.

8. Kaxablm akcnepT, BXOASAWMWA B COCTaB KOMMUCCMU 3IKCMEPTOB, KOTOPOW MOPYYEHO MpoBeadeHue
3KCNepTU3bl NIeKapCTBEHHOrO cpeacTesa, He3aBUCUMO M CaMOCTOATENbHO MPOBOAUT MUCCnenoBaHWs, oueHnBaeT
pesynbTaTtbl, MOMYyYeHHbIE WM JMYHO W OPYrMMM 3KcrnepTamu, u opmynupyeT BbIBOAbl OTHOCUTENBHO
nocTaBfeHHbIX BONPOCOB B NpeAerax CBOUX crneunanbHbIX 3HaHWN.

9. Pe3ynbTaThl 3KCNEePTU3bl NEKapCTBEHHOIo cpeacTsa 0OPMIAIOTCS 3aKNioYeHNeM KOMUCCUM SKCMEPTOB.
B 3aknioyeHMn KOMUCCMM SKCMEPTOB YKasblBalOTCA MepeyveHb UccrefoBaHuii, 06beM MNPOBEAEHHbIX KaxabiM
3KCMepTOM MCCregoBaHUiA, YCTaHOBMEHHbIE KaXOblM U3 HUX (PaKkTbl U caenaHHble B pesynbTaTe UCCrenoBaHui
BbIBOAbl. DKCNEPT, MHEHME KOTOPOro He COBMafaeT C pelleHnemM KOMUCCUM SKCNepTOB, BNpaBe Bblpa3uTb CBOE
MHEeHVe B NCbMeHHOW chopMe, KoTopoe NprobLLaeTcs K 3aKMHYEHNI0 KOMUCCUM 3KCMEPTOB.

10. OkcnepThl, BXoAdLmMe B COCTaB KOMUCCUW, NpeaynpexaatTcss 06 0TBETCTBEHHOCTN B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon Pepepaumm 3a gadvy 3akniovYeHWUsl, codepkaliero HeobOCHOBaHHblE UMK
hanbcMdnLUMpoBaHHbIE BbIBOAbI, O YEM OHWU AA0T NMOAMUCKY.

11. OnpegeneHne ypoBHSA NpoddeCCUOHANbHOM MOArOTOBKM 3KCMEPTOB M aTTecTauMs UX Ha npaso
NpoBeOEHUS  SKCMEepTM3bl  NIEeKapCTBEHHbIX CPEACTB  OCYLUECTBMASIOTCA  3KCMNEPTHO-KBANUMUKALMOHHbLIMU
KOMUCCUSIMU B MOPSiAKE, YCTaHOBIIEHHOM COOTBETCTBYHOLUMM YMOMHOMOYEHHbIM ddeepanbHbiM  OpraHoM
WCMNOMHUTENLHOW BNacT. YpoBeHb MNpOMECCUOHANbLHOM MNOArOTOBKM 3KCMEPTOB MOAMEXUT NEepecMoTpy
yKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OAMH pas3 B NATb NeT.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

12. lMpaBuna npoBedeHUs 3KCNepTU3bl NEKapCTBEHHbIX CPeACTB M OCOBEHHOCTU 3KCMepTM3bl OTAEMbHbIX
BMOOB fleKkapCTBEHHbIX MpenapatoB (pedepeHTHbIX JieKapCTBEHHbIX MpenapaToB, BOCNPOM3BEAEHHbIX
nekapCTBEHHbIX MpenapaToB, BMonorM4yecknx nekapcTBEHHbIX npenapaToB, GuoaHanorosbix (61onogobHbIX)
neKapCTBEHHbIX MnpenapaTtoB (6MoaHanoroB), romMeonaTU4eckMx NeKkapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHAUMW NeKkapCTBEHHbIX MpenapaTtoB), (QOPMbl 3aKMOYEHWA KOMUCCUK
3KCNepTOB yCTaHaBNMBAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM defeparibHbiM OPraHOM MCMOSTHUTENbHON
BMacTu.

(4acTb 12 B pea. PegepanbHoro 3dakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.

[o 31.12.2027 pna npenapaTtoB, Npou3BedeHHbIX B PO B uenax mmMnopTo3amelleHusi, yCTaHaBnNMBaeTCs
PEeXNM YCKOPEHHOW Npouenypbl rocperucTpaumm B cooteeTctsun ¢ [loctaHosneHvnem lNpasutensctea PO ot
12.03.2022 N 353.

Cratba 17. Mogava n paccmMoTpeHue 3asiByIeHUs1 O TOCYAapPCTBEHHOW perncTpauumn fnekapcTBeHHOro
npenaparta AnsA BeTepUHaAPHOro NpUMeHeHus

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

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHusa ct. 17 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpefocTaBrneHUs roc. ycnyr npu
obpalleHn nekapCTBEHHbIX CPeACTB S BETEPUHaPHOro NpYMEHEHWUs MocpeacTBOM €AMHOro noprana,
npumenstotes ¢ 01.01.2026.

1. na rocynapCTBEHHOW perncrpaumm NeKapCTBEHHOrO npenapaTta Ansg BETEPUMHAPHOro MNpUMEHEHUS
pa3paboTynK Takoro fiekapCTBEHHOTO npenapaTa unu yrnonHOMOYEHHOE UM Apyroe opugndeckoe nuuo (ganee B
HacToslen cTaTbe - 3adBUTENb) HanpasnseT MocpeacTBOM e€OUHOro rnopTana B YNONHOMOYEHHbIN
defepanbHbIi OpraH WCMOMHUTENBLHOW BNacTu 3asiBNIEHWE O roCyAapCTBEHHOW pervctpaumuvM nekapCTBEHHOMO
npenapata Ansi BETEPUMHAPHOIO MNPUMEHEHUS, MOAMUCAHHOE YCUIIEHHOW KBanMULUMPOBaHHOW 3NEKTPOHHOM
MOAMUCBIO, @ TakKKe [AOKYMEHTbl, U3 KOTOpbiX (DOPMMPYETCS PEerncTpauuoHHOE [OCbe Ha J1eKapCTBEHHbIN
npenapaTt pAns BETEPUHAPHOro npuMeHeHus. B cnydae, ecnn OT UMEHM 3aaBuTENs [OencTByeT ero
npegcrasutens (pmsmyeckoe nNuUUO), YNOMHOMOYEHHBbIN OENCTBOBaTb OT WMMEHW 3adABMTENS Ha OCHOBaHWUU
[OBEPEHHOCTU B 3MEKTPOHHOM hopMe B MALLMHOYMTAEMOM BUAeE, 3asiBNieHNEe O rocyfapCTBEHHOW permcrpawmm
NeKkapCTBEHHOrO npenapata Ansi BeTEPUMHApPHOrO MNPUMEHEHWst MOXeT OblTb MoAnMcaHo  YCUIEHHON
KBanuuUUPOBaAHHON SMEKTPOHHOW MOANUCBID MO0  YCUNIEHHOM  HEKBaNMUUMPOBAHHOW  SNEKTPOHHOM
nognucblo, ceptudukaT KNwYa MNPOBEPKM KOTOPOWM Cco3daH WM UCMonb3yeTcsa B UHApacTpPyKType,
obecneunBaowen  UHPOPMALMOHHO-TEXHONOMMYECKOE  B3aMMOAENCTBME  WH(OPMALMOHHBIX  CUCTEM,
nucnonb3yembix Ans NpeaocTaBreHus roCyAapCTBEHHbIX M MYyHULMNANbHbLIX YCNYr B 3MEeKTPOHHOM dopme, B
yctaHoBneHHOM [lpasutenbctBoM Poccunckon defepauum nopsaake M Npu YCNOBUM — OpraHu3auum
B3aUMOEWNCTBUSA (PM3NYECKOro NnLia C Takoh MHPPACTPYKTYPOW C MPUMEHEHMEM NPOLUELNX B YCTAHOBIEHHOM
nopsigke npoueaypy OLEHKM COOTBETCTBUS CPEACTB  3aliMTbl  MHGOpMauuu (Oanee -  yCUNEHHas
HeKkBanMUUMPOBaHHas 3M1eKTPOHHAs NoOANMCh).

(8 pea. PenepanbHbix 3akoHoB OT 30.01.2024 N 1-93, ot 31.07.2025 N 304-93)

2. B 3agBneHun o FocyﬂapCTBeHHOVI pernctpaunmn nekapcrtBeHHOro npenapata ana BeTepuMHapHOro
NPUMEHEHNA YKa3blBaKTCA:

1) HanmeHoBaHWe 1 agpec 3asBuTens, pa3paboTymka 1 NPoM3BOAUTENS NEKAPCTBEHHOrO npenaparta ang
BETEPUHaAPHOro NpMMEHEHNs 1 agpec MecTa OCyLLEeCTBNEHMSA NPOU3BOACTBA JIEKApPCTBEHHOro npenapata ang
BETEPMHAPHOr0 NPUMEHEHUS (B CMyYae Hanmyns HECKONbKMX YYaCTHMKOB npoLecca Npon3BoAcTBa HEO6XOAMMO
yKasaTb KaXa0ro u3 Hux);

2) HavMeHOBaHWe neKapCTBEHHOro npenapaTta Afs BeTEPUHAPHOro MNpUMEHeHus1 (MexayHapogHoe
HenaTeHTOBaHHOE, U IPYNMNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb [OEWCTBYIOLIMX W BCrOMOraTenbHbIX BeELIeCTB, BXOASALWMUX B COCTaB JeKapCTBEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

npenaparta anda setTepuHapHOro npuMeHeHus, C ykasaHnem KoJmm4ecTBa KaXXaoro n3 HuX;

4) nekapcTBeHHas popmMa, 403UPOBKa, CNOCOObLI BBEAEHMS Y NPUMEHEHUS, CPOK FOAHOCTM NEKAPCTBEHHOIO
npenapara Ans BeTEPUHAPHOTO NPUMEHEHNS;

5) dbapmakoTepaneBTUYecKas rpynna;

6) Heob6XO0OAMMOCTb MPUMEHEHMUS YCKOPEHHOW Npoueaypbl 3KCNEepPTU3bl NIEKAPCTBEHHbIX CPEACTB B LENsiX
rocyiapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara;

7) KOMUM JOKYMEHTOB, MOATBEPXKAAOLLMX YNNAaTy rocy4apCTBEHHOW MOLUMUHDI:

a) 3a npoBeaeHmne 3KCnepTmn3bl Ka4eCTBa J1IeKapCTBEHHOIo cpencTtea M 3KCNEepPTU3bl OTHOLLEHUA oXngaemom
NoJib3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA INeKapCTBEHHOro npenaparta Anda BeTepuHapHOro npumMmeHeHmnd npu
ero FOCYﬂapCTBeHHOVI perncrtpaunu;

©0) 3a Bblgayvy permcTpaLMoHHOro yaoCTOBEPEHUS IEKAPCTBEHHOMO NpenapaTa;

8) Hanuume cornacusi, NPegycMOTPEHHOrO YacTbio 7 HACTOsILWEeR cTaTbW, €CIM C MOMEHTA perucTpauum
pedepeHTHOro fiekapCTBEHHOrO Npenapara Anst BeTEPUHAPHOro NPUMEHEHNS MPOLLIIO MEHEE YEM LUECTb feT.
(B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PeructpaunoHHoe [ocbe B LENsIX 3KCMepTM3bl FlekapCTBEHHOro npenapaTa ans BeTepuHapHOro
NpUMeHeHMs opMUpPYeTCs U3 CREeAYLMX JOKYMEHTOB U CBEOEHUN:
(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHusi o paTe NpPefoOCTaBfEHUss W PErMcTpPauMoOHHOM HOMepe JFMUEH3MM Ha NpPOM3BOACTBO
neKkapcTBEHHbIX CpeacTB, NpeAoCTaBneHHON NPOM3BOAUTENIO PEMMCTPUPYEMOrO NIEKAapCTBEHHOIO Npenapara ans
BETEPUHaAPHOro NPUMEHEHUS!, Ansi POCCUINCKMX NPON3BOANTENEN;

(B peq. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

2) cBefeHus O paTe MpegocTaBfieHUs UM PermcTpaumMoHHOM HOMEepe JIMUEH3MUM Ha MNpPOM3BOACTBO
NeKapCTBEHHbIX CpPeAcTB, NMpedoCTaBfieHHOW Npou3BoAWTENO hapMaueBTMYeCcKOn cybcTaHuuu, BXOAsLLEN B
COCTaB PerucTpMpyemMoro fekapCTBEHHOro npenapaTta Ans BEeTEePUMHApPHOro MpUMEHEHWs, AOfs POCCUMACKUX
npounssoguTenen;

(B pea. PegepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

2.1) Konusi OOKYMEHTA, BblAAHHOMO YMOSIHOMOYEHHBIM OPraHOM CTpaHbl MPOM3BOAMTENS AN KaXOow
NPON3BOACTBEHHOW MIOLLAAKN PErMCTPUPYEMOrO NIEKapCTBEHHOrO npenaparta Ansi BETEPUHapHOro NpuMeHeHus
N MOATBEPXOALEro COOTBETCTBME MPOU3BOAUTENS] JNEKAPCTBEHHOrO npenapaTta TpeboBaHWsIM NpaBun
Hagnexallen npon3BOACTBEHHOM MPAKTUKWU, U €ro NepeBon Ha PYCCKUN SA3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM
nopsioke, a Takke KOnus 3aKkniyeHus O COOTBETCTBMM MPOM3BOAUTENSA NEKApCTBEHHbLIX CPeacTB TpeboBaHWAM
npaBun Hagnexawen npou3BOACTBEHHON MNPaKTUKW, BbIAAHHOIMO YMNOMHOMOYEHHbLIM heaeparnbHbIM OpraHoM
WCMNOMHUTENBHOW BracTM Ans KaXZoW NPOVM3BOACTBEHHOW MOWaAKM PErMcTpUpyeMoro JieKapCTBEHHOMO
npenapata Onsi BeTEpUHApHOro MNPUMEHeHUsl, NGO KOMUS peLlleHus O MNPOBEAEHUU MHCMEKTUPOBAHUS
Npon3BOOMTENS  JNIEKAPCTBEHHbIX  CPeACTB, MPUHATOrO  YMNOSIHOMOYEHHbIM  bedepanbHbIM  OpraHoM
WCNOSNTHUTENBHOM BracTM ANSA KaXOOW MPOU3BOACTBEHHOM MNOWAAKA PErMCTPUPYEMOrO fieKapCTBEHHOrO
npenapaTta Ans BeTEPUHAPHOrO NPUMEHEHUs. YKasaHHble [OOKYMEHTbl NPeacTaBnsAlTCA B Criyyae, ecnu
Npon3BOACTBO NEeKapCTBEHHOrO Npenapara ocyLecTBNaeTcs 3a npegenamm Poccniickon degepaumuy;

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

2.2) Konusi  OOKYMEHTa,  BblAAHHOMO  YMOMHOMOYEHHbIM  OpPraHoM  CTpaHbl  NPOW3BOAUTENS
hapmavueBTMyeckon cybcTaHuMM W NOATBEPXKAAKOLWEro COOTBETCTBME NPOU3BOAMTENS apMaLeBTUYECKON
cybcTaHuun, BXOOsAWEN B COCTaB PErncTpuMpyemMoro JlekapCTBEHHOro npenapata AN  BeTepuMHapHOro
npuMeHeHus, TpeboBaHMAM MpaBun Haanexallenh Npou3BOOCTBEHHOW MPaKTWMKW, U €ro NepeBof Ha PYCCKUN
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Crydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybctaHumm
ocylecTBnsieTcs 3a npeaenamu Poccuiickon ®epepaumu;

(n. 2.2 BBegeH dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NPOEeKT HOPMaTUBHOIO JOKYMEHTa Ha J'IeKapCTBeHHbIIZ npenapart gna BeTepnHapHoOro npuMeHeHuA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

4) [OOKYMEHT, coAepXawun criegywy uHdopmauuio o dapmaueBTU4eckon cybctaHumm unm
hapmaLeBTUYECKUX CYyOCTaHUMAX, BXOASALWMX B COCTaB JeKapCTBEHHOro npenapata Ans BeTepUHaApHOro
NPUMEHEeHUA:

a) HavMeHoBaHWe dapmMaueBTudeckoh cybcTaHuMKM, ee  CTpykTypa, obwue cBowctBa (nNpw
rocyapCTBEHHOW perMcTpauum MMMYHOOMOSOMMYECKUX JEKAPCTBEHHBLIX MpenapaToB ANl BETEPUHAPHOro
NnpuMEeHEeHNna npeacTtaBndarTCA cCBedeHuna O WTaMMme, BKM4Yaa ero HaumMeHoBaHue, I/IHCbOpMaLI,I/IIO (o]
NPOUCXOXAEHUW, €ro CBOMCTBAX, XapakTePUCTMKaxX U MecTe AENOHNPOBAHMS);

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOIorma npomn3soactea C onncaHnem cragun npon3sBoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcCTBa,

r) wuHdopmauusas O npumecsax (He npeacTaBnsieTcd MNpuM  rOCyAapCTBEHHOW  permcrpaumm
MMMYHOBNOMNOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BeTePUHapHOro NpUMeHeHUs);
(B pea. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

A) crneuudukaums Ha apMaueBTUYecKylo CyOCTaHuMio (He npencTaBnsieTcs Npu rocyAapCTBEHHON
pervcTpaumm MMMyHOBUOMNOrMYEeCKUX NekapCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpUMeHeHUs);
(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

e) onncaHne MeToaukK KOHTPOJ14 KaveCTBa,

X) pesynbTatbl aHanu3a cepun dapmaueBTUYEeCKOW cybcTaHuMm (He nNpeacTaBnsAlTcsa  npu
rocylapCTBEHHOW perucTpauum MMMYHOOMOMOrMYECKUX NEeKapCTBEHHbIX MpenapaToB AN BeTEpPUHapHOro
NPUMEHEHUS);

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

3) nepeyvyeHb CTaHOAPTHbIX 06pa3uoa mnn BeLwecTB, UCNOJNIb3yeMblX MpU OCYyLWEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

K) QOaHHble O cTabunbHoCTM (He NpPeAcTaBnsiloTCA  NpW  FOCYLAPCTBEHHOW  permcrpaumm
NMMYHOBNONOIMYECKNX NeKapCTBEHHbIX NPpenapaToB Ans BETEPUHAPHOMO NPUMEHEHMS);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

1n) CPOK ro4HOCTU, YCIOBUSI XpaHEHUS;

KoHcynbTaHTtlntoc: npumedaHue.

Mpu yckopeHHOW Mpouenype perncrpauum BOCNpPOU3BEOEHHOrO Npenaparta [onyckaeTcs HenpeacTaBreHne
onncaHus METOOOB W WX [OOKYMEHTanbHOro MOATBEPXOEHWS, NPW MNUCbMEHHOM 00sA3aTenbcTBe WX
npeacTaBuTb B TeuveHMe 12 mMecaueB co AHA peructpauumn ([octaHoBneHnue [lpaButenbctBa PO ot
12.03.2022 N 353).

5) oTyeT o pesynbTaTtax AOKIMHUYECKOrO UCCMeNOBaHWUSA NEKApPCTBEHHOINO CPeACTBa Arnsi BETepUMHapHOro
NPUMEHEHWS], BKNIOYAOLWNIA ONMcCaHNe METOAOB OnpeAeneHust OCTaTOUHbIX KONMUMYECTB AENCTBYIOLLErO BellecTBa
(nevicTByrOLMX BELLECTB), AOCTUraloLLEro (4OCTUraloLmMx) CUCTEMHOrO KPOBOTOKA, B MPOAYKLWMU XUBOTHOMO
MPOVCXOXAEHUST MOCMe MNPUMEHEHWS TaKkoro J1IeKapCTBEHHOro CPeAcTBa, a Tawkke [AOKYMEHTanbHOe
noaTeepxaeHve (Banvgaums) ykasaHHbIX METOA0B;

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

6) oTyeT O pesynbTaTax KIMHUYECKOrO MCCNEeLoBaHUsSl NIEKapCTBEHHOrO Mpenaparta Ans BeTepUHapPHOro
NMPUMEHEHNS Y KaXKaoro Buaa KMBOTHbIX, YKa3aHHbIX B MHCTPYKLMW MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM MO BETEePMHAPHOMY MPUMEHEHUI0 NeKapCTBEHHOro npenapaTa, codepKallei
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

crieayloLime cBeeHNs:

a) HauMeHOBaHWEe IeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HaUMEHOBaHWS);

6) JNleKapcTBeHHasn cbopma C YKa3aHunem HaMMeHOBaHNN W KONWYECTBEHHOIO CcOCTaBa ,EleVICTByIOU.J,MX
BelwecTB N Ka4eCTBEHHOIro CoctaBa BCrnomMmoraTtesibHbIX BELLEeCTB,

B) onncaHme BHeLUHEero Bnaa rnekapCcTtBeHHOro npenaparta gna BetTepnHapHoOro npuMeHeHuA,

r) dhapmakoTepaneBTuyeckas rpymnna nekapCcTBEHHOro nmpenapaTa Anf BETEPUHAPHOro NPUMEHEHUs Unu
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

A) hapmakoguHamuka W dpapMaKoKMHeTMKa (33 WCKIoYeHneM (hapMaKOKMHEeTUKM romMeonaTuyeckmx
NeKapCTBEHHbIX  MpenapaTtoB W pacTUTENbHbIX  JIEKApPCTBEHHbIX  NpenapaToB)  WAM  OMNWCaHue
MMMYHOGMOOrMYECKNX CBOMCTB NIEKAapCTBEHHOIO npenapara;

€) nokasaHus 4N NPUMEHeEHNS;

) NPOTVMBOMNOKa3aHWs NS NPUMEHEHWS;

3) Mepbl NPEAOCTOPOXHOCTM MPY NPUMEHEHUMU;

1) yKazaHne BO3MOXHOCTU N 0COBEHHOCTEN NPUMEHEHUS Y GEPEMEHHbIX JKUBOTHBIX, Y KMBOTHbIX B MEPUOA
nakTauuu, y noTOMCTBa XUBOTHBbIX;

K) pexum [o3npoBaHuA, cnocob BBedeHUs WU NPpUMEHEHUA, nNpu HeobxoanMMocCTH BpemMAa npuema
JIeKapCTBEHHOIO Mnpenaparta anAa BeETEPUHAPHOIro NpuMeHeHund, NpoaoJKNTENIbHOCTb JIEYEHUA;

J'I) BO3MOXHble MOOOYHbIE [OEWCTBUS, HexenaTerbHble peakunn npu npuMeHeHnnm nekapCTtBeHHOro
npenaparta anda BeTepmHapHOro npMuMeHeHus,

M) CUMMATOMbI MEPEAO3MPOBKN, MEPLI MO OKa3aHUI0 MOMOLLM NPV NEPEAO3NPOBKE;
H) B3auMOLENCTBUE C APYrMMuy NekapcTBEHHbIMY NpenapataMmu u (Mnu) kKopmamu;
0) hopMmbl BbiNycKa NekapCTBEHHOIO Npenaparta Afs BEeTEPUHAPHOIo NMPUMEHEHUS;

n) ykasaHne (Npu HeoBXxoOMMOCTM) OCOBEHHOCTEe [OeWCTBUA feKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NpYMEHEHMs Npu NePBOM NpUeMe UMK Npu ero OTMeHe;

p) onucaHue (npu HeobxooMMOCTW) AEWCTBMM chneumanucta B obnactu BeTepuHapuu, Brnagenbua
XXMBOTHOMO MpY Nponycke npuema OAHOW UMM HECKOMbKNX 003 NeKapCTBEHHOro npenapata ans BeTepuHapHoro
NpPUMeEHEHNS;

(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

C) CPOK roaHOCTU U yKa3aHue Ha 3anpeT npuMeHeHua nekapcTtBeHHOro npenapara and BetepuHapHOoro
npuMeHeHnsa Nno uctedeHnm Cpoka rogHoCTu;

T) YCINOBUSI XpaHEHUS;

y) yKasaHue Ha Heob6XoaAMMOCTb XpaHeHMWsl NekapCcTBEHHOro nNpenapara A BETePUHaApHOro NpMMeEHEHNs B
MecTax, HeOCTYMHbIX ANA AeTewn;

&) ykasaHve (Npy HeobxoouMOCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUUTOXEHWM
HEeNCNOoJ1b30BaHHbIX NIEKAPCTBEHHbLIX NpenapaToB ANnAa BeTepUuHapHOro NnpuMeHeHun4;

X) CPOKM BO3MOKHOIO UCMNOoJib30BaHNA NPOAYKUMN XXNBOTHOIO NPOUCXOXAEHUA MOCIe BBeAEeHUA XXUBOTHOMY
JIeKapCTBEHHOIO npenaparta anAa BeTePUHApPHOro NnpuMeHeHn4;

L) yCNnoBus OTNycka;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MIOLLaA0K NPOU3BOAUTENS NEKAPCTBEHHOTO nMpenapara
ANs BETEPUHAPHOTO NPUMEHEHUs;

LU) HanveHoBaHune, agpec opraHusauuu, yl‘IOJ'IHOMO‘-IeHHOIZ aepxarenem nnn BnagenbuemMm
perncTpaumMoHHOro yaoCtoBepeHuA NekapCTBeHHOIo npenaparta Ha NpuHATne npeTeH3m7| oT I'IOTpEGVITeJ'IFI;

8) npoekTbl MakeTOB MEPBMYHON YMNAKOBKW W BTOPUYHON YMNAKOBKW NEKapCTBEHHOro npenapaTta Ang
BETEPVHAPHOIo NPUMEHEHUS;

9) cnepytoLne CBeAEHNS O NEKAPCTBEHHOM Npenapare A5t BETEPUHAPHOTO NPUMEHEHNS:
a) onucaHue 1 cocTaB NIeKapCTBEHHOrO NpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS;
©0) onncanne dapmaLeBTUYECKON pa3paboTky;

B) onucaHue mnpoLlecca NPOM3BOACTBA M €ro KOHTPONS, MOANMUCAHHOE B MNOPsiAKe, YCTAHOBIEHHOM B
COOTBETCTBUM C YacTbio 1 HacTosALWen cTaTby;
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

) ONUCaHUe KOHTPONSA KPUTUYECKMX CTaaui NPOU3BOACTBA M MPOMEXYTOYHOW NPOAYKLMK, NOANMCAHHOE B
nopsifike, yCTaHOBNEHHOM B COOTBETCTBUM C 4YaCTbi0 1 HACTOSILLEN CTaTbM;
(B peq. ®PenepansHoro zakoHa ot 02.08.2019 N 297-93)

4) HaumeHoBaHMs W agpeca pas3paboTyvka, gepxaTens wWnuM  Bragenbla  perMcTpaunoHHOro
yAOCTOBEPEHNA JNEeKapCTBEHHOIo npenaparta, npou3BOoACTBEHHbIX niowagoK npou3BoanTena nekapCTtBeHHOro
npenapata Anss BeTEPUHAPHOro MPUMEHEHMSI C yKa3aHMeM CTagui  TexXHOMOrM4eckoro npoLecca,
OCYLLECTBMSIEMbIX Ha MPOW3BOACTBEHHbLIX MNMoWaakax MpPon3BOAMTENS FEeKapCTBEHHOro npenapata Ans
BETEPUHaAPHOrO NPUMEHEHWS;

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

€) hapmaLieBTU4ECKas COBMECTUMOCTb;
X) MUKPOBUNONOrMYeckme XxapakTepucTmKy;
3) MaTepuanbHbI 6anaHc A4nst NPOM3BOACTBA CEPUMN FOTOBOIO NPOAYKTa;

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

KoHcynbTaHTln0C: npumeyaHue.

Mpu pernctpaumm nNO  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeacTaBrneHMe  OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "k" n. 9 4. 3 cT. 17, Npn ycnoeun nNUcbMeEHHOro obA3atenbcTBa MX NpPeaocTaBuUTb B
TedeHue 12 mecsues co aHsa peructpaumm ([octaHosnenue MpaButensctea P® ot 12.03.2022 N 353).

K) AOKYMeHTanbHOe NOATBepXAeHNe (Banuaaums) NnpoueccoB U (Un) UX OLEHKA;

J'I) TpeGOBaHMH K~ KayeCTBy BChnoMoraTtesibHbIX BeulwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IH Ha
BCnomoraTesibHble BeLlleCTBa N nx 06OCHOBaHVIe);

KoHcynbTtaHTlIntoC: npumeYdaHue.

Mpn  pernctpauum NO  YCKOPEHHOW npoueadype  [AONyCcKaeTcs  HenpeacTaBreHue  [OOKYMEHTOB,
npegycMoTpeHHbIX nn. "M" n. 9 4. 3 c1. 17, mpu ycnoBum NUCbMEHHOro obsA3aTenbCcTBa UX NPeaoCTaBUTb B
TedeHne 12 mecsues co gHsa pernctpaumm (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

M) aHannTn4eckne MeToaukn, ncnosb3yemblie NMpu OCyLWEeCTBITIEHUN KOHTPOMNA Ka4ecTBa BCNOMOraTeslbHbIX
BeLlEeCTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoc: npumeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW  Npouedype  AOMNyckaeTcs  HenpencTaBreHuMe  OOKYMEHTOB,
NPeayCMOTPEHHbIX nn. "H" n. 9 4. 3 cT. 17, Npu yCrnoBUM NMUCbMEHHOro 06sI3aTenbCTBa UX NPeaoCTaBUTh B
TeyeHne 12 mecsueB co gHsa pernctpaumm (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

H) OOKYyMeHTallbHOe noaTBepXxaeHune (BaJ'II/I,EI,aLI,I/Iﬂ) aHalnnMTn4eCknx MeToauK, WUCNnoJb3yemMblX npu
OCyLLECTBIIEHUN KOHTPOJ1A Ka4yeCTBa BCNoMoraTesibHblX BELWECTB;

0) WHdopMauuss 06 WUCMnofb3oBaHWM BCMOMOraTesbHbIX BELLEeCTB YEerloBEYECKOr0 W XKMBOTHOMO
NPOUCXOXOEHUS;

n) ytpatun cuny. - ®egepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY fekapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMeHeHus (ceptudmkar,
cneumdmrKaLus Ha NekapcTBEHHbIN NpenapaT U ux 06ocHOBaHue);

C) aHanuTuyeckne MeTOAMKM, UCMONb3yeMble MNPV OCYLLECTBIEHUM KOHTPOMS KayecTBa NeKapCTBEHHOro
npenapara ans BEeTEPUHAPHOrO NPUMEHEHNS;

KoHcynbTaHTlnoc: npumeyaHue.

Mpu pernctpaumm nNo  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeacTaBrneHMe  JOKYMEHTOB,
npeaycMOTpeHHbIX nn. "t n. 9 4. 3 cT. 17, npn ycnosun nNUCbMEHHOro obsa3atenbcTBa MX NPeaocTaBUTb B
TedeHue 12 mecsues co aHsa peructpaumm (MoctaHosnenue Mpasutensctea P® ot 12.03.2022 N 353).

T) [OKyMeHTanbHoe MOATBEpPXKAEeHUe (Banugauusi) aHanUTUYECKMX METOAMK, WCMOoNb3yeMblX Mpu
OCYLLECTBIIEHUN KOHTPOSS KA4YeCTBa fIEKapCTBEHHOMO Npenapara Afsi BEeTepMHAPHOro NpUMeHeHUs;

y) OOKYMEHT, MOATBEPXOAILWMIA Ka4ecTBO NEKapCTBEHHOro npenaparta Tpex MPOMBILIMEHHbIX Cepuit
(NpoTOKON aHanuaa unu cepTUdUKaT aHanusa), ogHa cepusi KOTOPOro AOSKHa coBnaaaTh C cepven obpasua
nekapcTBEeHHOro npenapara, NoAaHHOro Ha PerncTpauymio;

&) xapakrepucTtuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pasuoB, WCMONb3yEMbIX MPU  OCYLLECTBIEHWM KOHTPOMsl KayecTsa
neKapCcTBEHHOro npenapara Ans BeTEPUHAPHOr0 NPUMEHEHWS;

KoHcynbTtaHTtlntoc: npumedaHue.

Mpu yckopeHHOW Mpouenype perncrTpauum BOCNpPOU3BEOEHHOrO npenaparta [onyckaeTcs HenpeacTaBreHne
cBeOeHWI, NpegycMoTpeHHbix nn. "u" n. 9 4. 3 c1. 17, NpyM NUCbMEHHOM 00s3aTenbLCTBE UX NPEeLOCTaBUTL B
TedeHne 12 mecsueB co gHsa pernctpaumn (loctaHoeneHnue MpaButenbctea PP ot 12.03.2022 N 353).

L) faHHble 0 CTabunbHOCTY NeKapCTBEHHOIO NpenapaTa AN BETePUHAPHOro NPUMEHEHUS;

10) Konusa AOKyMeHTa, coaepKallero MHGoPMaLMIo O HanUuMn unm o6 oTCyTCTBUM (haKTOB perucTpaumm
NeKkapcTBEHHOro npenaparta Ans BETepMHapHOro npumeHeHus 3a npegenammn Poccuiickon depepaumu;

11) cornacve B NMCbMEHHOW popme, NpefyCMOTPEHHOe 4YacTblo 7 HacTosilen cTaTbW, B cry4vae
pervcTpaumm BOCNpou3BeAeHHOMO NIEKapCTBEHHOMO Npenapara;
(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 241-93)

12) konust AOKyMEHTa Ha PYCCKOM $A3blke, 3aBEPEHHOro B YyCTAHOBEHHOM NOpsAke M MOATBEPKOAIOLLErO
NPaBOMOYHOCTb 3asiBNEHUS O rOCyAapCTBEHHOW permctpaumm nekapcTBeHHOro npenapara Ans BeTepuHapHoro
NpUMeEHeHUs (0OBEPEHHOCTD);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoc: npumeyaHue.

[o 31.12.2030 poccuimncknm npom3BoANTENSAM paspeLLEHO HE NPEeACTaBNATbL CBeAeHNS B cCOOTBETCTBUM Cc M. 13
Y. 3 cr. 17 npu perucTpaumm MMMYyHOOMOMOIMYECKNX FeKapCTBEHHbIX npenapatoB ([docTaHoBneHue
MpaBuTtensctBa P® ot 12.03.2022 N 353).

13) cBegeHus O rocygapCTBEHHOW perucTpaumyv reHHO-UHXEHEePHO-MOANMULMPOBAHHBIX OpPraHn3MoB,
npegHasHavYeHHbIX ONS Bbilycka B OKpYXalLlylo cpedy (Mpu rocyaapCTBEHHOW PerucTpauum rekapcTBEHHbIX
npenapaTtoB ans BETEPUHAPHOro NpPUMeEHEeHWs, NONyYeHHbIX c NpUMeHeHem
F€HHO-MHXeHePHO-MOANMDULIMPOBAHHbBIX OPraHM3MOB UMK COAepXKallnx Takme OpraHn3mbl).

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

4. Mpn NnpoBeAeHWUN YCKOPEHHOW MpoLeaypbl 3KCNepTu3bl fekapCcTBEHHOro npenapaTta Ans BeTepMHapHOro
NMPUMEHEHMS (3a UCKIIOYEeHWeM feKapCTBEHHOro npenaparta Ans BeTEePUMHApPHOro MpUMEHEHWs, YKasaHHOro B
yacTn 4.1 HacTosien cTtaTbM) B LENSAX €ro rocygapCTBEHHOW perncrpaumm BMECTO OTdeTa paspaboTymka o
pesynbTaTtax [AOKIUHUYECKOrO WCCMEefOBaHUSA NEeKapCTBEHHOro CpeAcTBa AN BETEPUMHAPHOro NpYMeEHeHUs
MoxeT BbITb NpeAcTasneH 0630p Hay4HbIX paboT 0 pesdynbTaTax OKIMHUYECKOro UCCneaoBaHus pedepeHTHOro
nekapCTBEHHOro npenapara Ans BETEPUHAPHOro MPUMEHEHUs, a BMECTO OT4yeTa O pesynbTaTax KIMHUYECKOro
NUccnefoBaHWs NeKapCTBEHHOro npenapata [ANd  BETEPUMHApPHOro MpMMeHeHUs OoT4yeT O pesynbTaTax
nccnegoBaHnii BGMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NMPUMEHEHMS.

(B pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-03, o1 28.04.2023 N 171-D3)

4.1. Tlpn npoBeAeHUN YCKOPEHHOW Mpouedypbl 3KCNepTUM3bl NEeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro MNPUMEHEHUs, MpefHasHa4YeHHOro AN fevYeHus [OOMalUHUX JKMBOTHBIX, onpeaeneHHbIX
depepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM O0OpaLleHUN C XXUBOTHBIMU U O
BHECEHUM M3MEHEHUI B OTAENbHbIE 3akoHoAaTeNnbHble akTbl Poccuiickon ®epepauun”, n 3apermcTpmpoBaHHOro
B KayecTBe NeKapCTBEHHOro npenapata Ans MeAWMUMHCKOro NPUMEHEHWs, B LENsiX ero rocygapCTBEHHOM
perMctpaummM BMeCTO oT4yeTa paspaboTyumka O pesyrnbTaTax LOKIMMHUYECKOrO WUCCRefoBaHUs JeKapCTBEHHOro
cpeactBa ANst BETEPUHAPHOrO MNPUMMEHEHMSt MOryT ObiTb MNpefcTaBneHbl pe3ynbTaTbhl  AOKIMHUYECKOrO
nuccnegoBaHMs COOTBETCTBYIOLWLErO NeKapCTBEHHOro cpefcTtBa And MeAWUMHCKOro MpUMEHEeHUs, a BMEecCTO
oT4yeTa O pesynbTatax KIMHUYECKOro WuccneaoBaHMs NeKapCTBEHHOro npenapata Ans  BeTepuHapHOro
NpUMeHeHus - 0630p Hay4HbIX paboT O pesynbTaTax KIMHWYECKMX MCCnegoBaHWui NekapcTBEHHOro npenapara
ONs MEOUUUHCKOrO MNPUMEHEHWsT Ha BUOAX JKMBOTHbIX, KOTOpPbIM MpedHasHadaeTcs uccnegyembin
nekapcTBeHHbIN Npenapart.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM OT 28.04.2023 N 171-03)

5. Ha akcnepTnsy pasnuyHbIX NekapcTBEeHHbIX hopM OOHOro M TOro Xe NeKapCTBEHHOro npenapara ans
BETEPMHAPHOro NpUMEHeHUsa 3asBUTENb NPeAcTaBnseT oTAeNbHble 3asiBIeHUA U PerncTpauuoHHble OoCbe Ha
KaXxaylo nekapcTtBeHHyo qopmy. [Npn ycrnosBuv 0g4HOBPEMEHHOM NoJayn Ha dKCNepTu3dy OOHOW NeKapCTBEHHOM
OpMbI C pasnMYHbIMU JO3MPOBKOW, KOHLEHTpauuen, oObeMOM 3asBUTENb NPeacTaBnsieT O4HO 3asiBieHue ”
perncTpaumoHHoe 0oCbe C NPUNOXEHUEM MaKeTOB MepBUYHOM YMakoBKU U BTOPUYHOM YyrnakoBku. Ha makeTax
NepBMYHOM YNaKOBKM M BTOPUYHOMW YMNAKOBKM YKasblBalOTCA BCE MPOM3BOAUMbIE [O3UPOBKM, KOHUEHTpauuu,
06bEMbBI 1 KONNMYECTBO 403 B YNaKOBKE NEKapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpuMeHeHus.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

6. B cnydvae HenpeacrtaBreHnss C 3asiBNEeHWEM O [OCYAapCTBEHHOW perncrpaumm rnekapCTBEeHHOro
npenapata pAns BeTEpPUHaApPHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBepXAdalowWwmx Yynnaty rocyfapCTBEHHON
OOLUNWHbLI U YKa3aHHbIX B MYyHKTE 7 YacTu 2 HacTosLen cTaTbW, CBEAEHUN O NIMLIEH3USX, YKa3aHHbIX B MyHKTax 1 u
2 yacTn 3 HacToswen cTaTbi, a Takke BblaBaeMblX (NPefoCcTaBNAeMbiX) YNONHOMOYEHHbIMU dhedeparnbHbIMU
opraHamu WCMNOMHUTENbHOW BNacTM OOKYMEHTOB (CBedeHWM), ykadaHHbIX B NyHkTe 2.1 yactm 3 HacToswewn
cTaTbW, YNONMHOMOYEHHbIN (befepanbHbld opraH UCMOMHUTENBHOW BNACTW 3anpallMBaeT yKasaHHble JOKYMEHTbI
(cBeaeHus) B nopsgke MexBedoMCTBEHHOTO MHAOPMAaLMOHHOIO B3aUMOAENCTBUS.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He 0O0nyCKaeTCd Mcnofib3oBaHne B KOMMep4YeCKnx uenax I/IHd)OpMaLI,I/IM O pegynbTaTax AOKIMHNUYECKNX
nccnegoBaHuin JNIEKapCTBEHHbIX CpeactB U KIMHUYECKNX nccneaoBaHui JNIeKapCTBEHHbIX npenapaTtoB A4
BeTepunHapHOro NPUMEHEHUA, HpeﬂCTaBﬂeHHOVI 3afaBuUTENEM ansa FOCYﬂapCTBeHHOVI perncrpaunn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nekapCTBEHHbIX NpenapaToB, 6e3 ero cornacusi B TedeHue LIecTu NneT ¢ AaTbl rocygapCTBEHHON perncrpauum
pedepeHTHOro nekapcTBEHHOro npenaparta B Poccuinickon denepauuun.

8. [epxatenb wnuM Bnageney perncrpaumoHHOro yOOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta ans
BETEPVMHAPHOIO NMPUMEHEHUS NPEACTABNSET B YNONIHOMOYEHHbIM dhefepanbHbli OpraH UCNOMHUTENbLHOM BNAcTy
OTYeT MO pesynbTatam GapmMakoHag3opa OAuH pa3 B LIEeCTb MecsueB B TeYeHWe [AByX neT nocne
rocyapCTBEHHOW perncTpauumn rekapcTBeHHoro npenapata B Poccuiickon ®epepauun, 3aTeM eXerogHo B
TeyeHue NocneayoLmx TpexX NeT U B AarnbHENLWEM O4MH pa3 B TpK roaa.

(vacTb 8 BBegeHa degepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Crartbs 18. YTpatuna cuny c 1 ceHTsi6psa 2024 roaa. - PegepanbHbiv 3akoH ot 30.01.2024 N 1-®3.

Ctatba 19. MpuHATUE peleHUs O Bblaaye IKCMEPTHOMY yupeXAeHUI0 3afaHus Ha npoBedeHue
3KCNepTU3bl NTIEKApCTBEHHOro cpeacTBa

(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. B TeueHne yeTbipex paboumx OHEN CO OHSA MPUHATUSA 3asIBIIEHWsI O FOCYOapCTBEHHOW perncrpauuun
NeKapCTBEHHOIO npenapata WM  3asiBNeHVMs O MpPUM3HAHMKU JEeKapCTBEHHOrO npenapata opdaHHbIM
neKapCTBEHHbIM MpenapaTtoM COOTBETCTBYIOWMN YMONHOMOYEHHbIN dhefeparnbHblid OpraH MUCNOSTHUTENbHOM
BNacTu NpOBOOUT MPOBEPKY MOMHOTbI, AOCTOBEPHOCTM W MNPaBUITbHOCTU OCOPMIIEHUS NpPeACTaBMEHHbIX
OOKYMEHTOB pPerncTpaumoHHOro 4oCbe Ha fNeKapCTBEHHbIN npenapaT U NpUHMMAaeT pelleHne O Bblaaye 3ajaHus
Ha nNpoBefeHue:

(B peq. ®PenepanbHbix 3akoHoB 0T 30.01.2024 N _1-®3, o1 31.07.2025 N _304-93)

1) aKcnepTM3bl [OKYMEHTOB, NPEeACTaBMEHHbIX ANd OnpegernieHns BO3MOXHOCTM — paccMaTtpuBaTh
nekapcTBEHHbIN NpenapaT Ans MeAULMHCKOro NpUMEHeEHWst B kKayecTBe OpdaHHOro NekapcTBEHHOIo nNpenapara;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2 - 3) ytpaTtunu cuny ¢ 1 aHBaps 2026 roga. - PegepanbHbin 3akoH ot 30.01.2024 N 1-03;

4) OKCMNepPTU3bl NEKAPCTBEHHOIo cpeacTtBa B OTHOLLEHUU NeKapCTBEHHOIO npenapara And BeTepunHapHoro
NPUMEHEHUA.

2. YNonHOMOYeHHbIN eaepanbHbil OpraH WCMOMHUTENbHOW BRacTu HanpaBnseT B MWYHbIN KabuHeT
3KCMEPTHOrO YyYpexaeHUs B eOuHON CUCcTeMe MOANUCAHHOE YCWUIEHHOW KBanuuuMpOBaHHON 3NEKTPOHHON
NOANUCLI0 3afiaHne Ha MnpoBedeHMe SKCNepTu3, NPedyCMOTPEHHbIX YacTbio 1 HacToswWwen cTaTbW, B JINYHbLIN
KabuHeT 3a8BUTENS B €QUHON CUCTEeME - MOAMNMCaHHOE YCUMEeHHOW KBanuduumMpoBaHHOW 3MeKTPOHHOW NOANMUCHIO
yBeJOMIIEHNE O MPUHATOM pELUeHUN O Bblaayve 3afdaHus Ha NPoBeAeHNe SKCNepTu3, NpeayCMOTPEHHbIX YacTbio
1 HacTosiWen ctaTbu, U B Cnydae HeOOXOOMMOCTM O Bblade paspelueHus Ha BBO3 B Poccuiickyto ®enepauuio
KOHKPETHOW NapTum, cepun 3apermcTpupoBaHHbIX U (UNN) HE3aperncTPMpOBaHHbIX NEKapCTBEHHbIX CPEACTB UMK
06 oTkase B MPOBEAEHUM TaKMUX SKCNEPTU3 C yKadaHNeM NPUYnH oTkasa.

(vacTb 2 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

3. B cnyyae BbiSBAEHUA OTCYTCTBMA WM  HEOOCTOBEPHOCTU MHGOpMauuK, coaepxallencs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNOSIHOMOYEHHbIN dheaepanbHbIil OpraH WUCMONTHUTENbHOW BRacTu
HanpaenseT 3asaBUTEN0 NOCPELACTBOM €4MHOro noprana Unmn B ero NYHbIN KabuHeT B eQUHOM cucTeme 3anpoc
06 yTOYHEHUWM ITOW WHGOPMALMK, MOOMUCAHHBIA YCUNEHHON KBanNUMULMPOBAHHOW 3MEKTPOHHOM MNOAMMUCHIO
(manee - 3anpoc ynonHOMOYEHHOTO doeeparnbHOro opraHa UCNoIHUTENBHON BracTu).

(yactb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. 3asBuTenb 006s3aH HanpaBWTb MOCPEACTBOM €4UHOro fnopTtana B YNONHOMOYEHHbIV dhedeparnbHbIn
opraH WCMNOMHWUTENBHOW BnacTM WM B JNYHbIA  KabMHET YMoNHOMOYEeHHOro deaepanbHOro opraHa
UCNONMHUTENBHOM BNacTW B €AWHOW CUCTEME MOAMUCAHHbLIN YCUMEHHOW KBanudULUMPOBAHHOW 3SMNEKTPOHHOM
MOANMUCBLI0 OTBET Ha 3anpoc YMNONTHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENBHOW BracT B CPOK, He
NpeBbILALWUA OeBAHOCTa pabovmMx OHEeN €O OHSA MNONyYeHUsl YMNOSTHOMOYEHHbIM doegeparnbHbiM OpraHoM
WCNOSTHUTENBHOM BNACTU 3MEKTPOHHOrO YBEOOMSIEHUSI O MOJflydeHuMM 3asiBUTENeM AaHHoro 3anpoca. Cpok,
yKasaHHbI B YacTn 1 HacToswen ctatbu, NPUOCTaAHABMMBAETCA CO OHA HanpaBneHuss NocpeaCcTBOM €4MHOro
noptana unu B NUYHbIA KabWHET 3asBUTENs B €4MHOW cUcTemMe 3anpoca YrnoriHOMOYEHHOro dhepeparnsHoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

opraHa WCMONMHUTENbHOW BNacTu OO OHA HanpaBneHus 3asiBUTENeM MOoCcpeacTBOM €4MHOro rnoprana wunv B
NINYHBIN KaOVHET yNonHOMOYEHHOro doejeparibHOro opraHa UCMOMNHUTENBHOW BNacTu B €QUHON CUCTEME OTBETA.
B cnyyae, ecnu OT MMeHM 3asBUTENS OEWCTBYeT ero npeacrtaButenb (usmdeckoe nuuo), YnosIHOMOYEHHbIV
AelicTBoBaTb OT UMEHW 3asiBUTENS Ha OCHOBAHUW AOBEPEHHOCTWM B 3MEKTPOHHOW hopmMe B MalUMHOYMTaeMOM
BMAE, OTBET Ha 3anpoc MoXeT BblTb NoANMCaH YCUIEHHON KBanuguLUMpOBaHHON 3NEKTPOHHOW Noanucbio nnbo
YCUINEHHOW HeKBaNUMULIMPOBaAHHOW 3NEKTPOHHON NOANUCHIO.

(B peq. ®enepanbHbix 3akoHoB 0T 30.01.2024 N _1-®3, o1 31.07.2025 N _304-93)

5. OcHoBaHVeM AnA OTKasa B OpraHMsaumMmn 3KCnepTus, NpeayCMOTPEHHBIX YacTblo 1 HacTosALleln cTaTtbi,
ABNsAETCA npeacTasneHne HeobxoOuMbIX ANA MPOBEAEHUss NPedyCMOTPEHHbIX 3KCMepTU3 [OOKYMEHTOB B
HenonHom ob6bemMe WNU HenpeacTaBlieHne 3asiBUTENeM B YCTAHOBMEHHbIE CPOK OTBeTa Ha 3anpoc
YNONHOMOYEHHOro dhefiepanbHOro opraHa WUCMONHUTENBHOW BMNacTu, a Takke NpeacTaBrneHne OOKYMEHTOB, He
coaepXaLlux UcYepnbiBatoLLEro nepeyHst HeoBXoaAUMbIX CBEAEHWIA.

6. Mpu oTKase B opraHM3auuMM IKCMNEPTU3bl, NPEeayCMOTPEHHON MYHKTOM 4 yacTn 1 HacToswen cTaTbw,
OOKYMEHTbI, BXOASLWME B COCTaB PErMCTPaLMOHHOIO JOCbE Ha feKapCTBEHHbIM npenapaT Ansg BeTepuHapHOro
NpUMeHeHUs1, MOryT ObiTb BO3BpalleHbl 3asBMTEN0 Ha OCHOBaHUWM ero 3anpoca, MOAMUCAHHOIO YCWITEHHOM
KBanM@UUUPOBaHHOW 3MEKTPOHHOW MOAMUCLIO U HarfpaBfeHHOro nocpeacTBOM eAMHOro noprtana B
YMNOSIHOMOYEHHbI befiepanbHbli OpraH WCMOSNTHUTENBHOW BIACTM UM JIMYHBIA KabWMHET YMOSTHOMOYEHHOro
denepanbHOro opraHa UCMNOSHUTENBHOW BNacTu B €QNHOM CUCTEME, B TeYEeHMe TpuauaTti paboumx gHen co gHA
NPUHATUSA  YNONTHOMOYEHHbIM  doefeparnbHbiM  OpraHOM WCMOMHUTENBbHON BNacTu pelweHus o6 oTkase B
opraHmsaumy Takon 3KCnepTusbl. YNOMHOMOYEHHBIN befepanbHbli OpraH UCNONTHUTENBHOM BNacTn Bo3BpallaeT
3as8BMTENIO yKa3aHHble OOKYMEHTbl B TEYEHME JecATM paboumx AHEN CO AHSA MOSyYeHWst COOTBETCTBYOLLENO
3anpoca 3aasutens. B cnyyae, ecnv oT nMeHn 3asBUTENS OENCTBYET ero NnpeacrtaBuTenb (usmdeckoe nuuo),
YNOSTHOMOYEHHbIA AeNCcTBOBaTb OT MMEHU 3asBUTENA Ha OCHOBAaHMWM OOBEPEHHOCTM B 3IEKTPOHHOW hOpMe B
MalMHOYMTAaEMOM BMAE, 3anpoc MOXET ObiTb MOANUCaH YCUITEHHOW KBaNMMUUMPOBAHHOW 3MEKTPOHHOM
NOANUCHIO NGO YCUINEHHON HekBanMULMPOBaHHOW 3NEKTPOHHOW NOAMUCHIO.

(vactb 6 BBegeHa ®PepepanbHbiM 3akoHoMm ot 02.08.2019 N 297-93; B pen. PepeparnbHbiX 3aKOHOB OT
30.01.2024 N 1-93, o1 31.07.2025 N 304-93)

Ctatba 20. O3KcnepTvM3a [OKYMEHTOB, MNpeAcCTaBfeHHbIX ANA onpefeneHUss BO3MOXHOCTM
paccmaTpuBaTh JNieKapCTBeHHbIA npenapat Ans MeAULMHCKOro NMpuUMeHeHUsi B KadecTBe opd)aHHOro
nekapcTBeHHOro npenapara

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1. MNMpouenypa onpefeneHns BO3MOXHOCTM paccMaTpuBaTh feKapCTBEHHbIV npenapaT Ansd MeauunHCKOro
NMPpMMEHeHs1 B KavecTBe OpdaHHOrO fekapCTBEHHOro npenapaTa MOXeT NpoBOAUTLCA Kak B OTHOLUEHMM
nekapCTBEHHOro npenapaTta, 3aperncTpMpoBaHHOro B COOTBETCTBUM C HacToswmM PedeparnbHbIM 3akoHOM NMbo
B COOTBETCTBMM C akTamu, coctasnswowmmmn npaso Colo3a, Tak MU B OTHOLEHUU HE3aperncTpupoBaHHOro
nekapCcTBEHHOro npenaparta. JKcnepTusa [OOKYMEHTOB, MNPEACTaBreHHbIX Ans onpefeneHus BO3MOXHOCTU
paccmaTpuBaTtb JEKapCTBEHHbIN MnpenapaTt Ang  MeAUUMHCKOrO MPUMEHEHUs B KavyecTBe OpdaHHoro
neKapcTBEHHOro npenapaTa, COCTaBfieHWe KOMWCCUEW 3KCMEepTOB 3aKMOYEHUS O BO3MOXHOCTU UMK
HEBO3MOXHOCTU paccmMaTpuBaTb JleKapCTBEHHbIN npenapat Ans MEeOUUMHCKOTO MpPUMEHEeHUs B KayecTBe
ophaHHOro nekapCTBEHHOro MnpenapaTta W HanpaBreHue B NUYHbIA KabUHET YNONHOMOYEHHOro dedeparnbHOro
opraHa UCMNonHUTENBHOW BracTu B €4MHOW CUCTEME AaHHOro 3aknyeHus B (DOPMeE 3NEKTPOHHOIO AOKYMEHTa,
NOAMUCAHHOIO YCUITEHHON KBanUULUMPOBAHHON ONEKTPOHHOW NOAMUCHLIO, OCYLLECTBASAITCA B CPOK, He
npeBbIAaLWMIA Tpuauatn pabounx OHEN co AHA HanpaBfeHWs B fMYHbIA KaOMHET 3KCMepTHOro yypexaeHus B
eVHON cucTeMe 3ajaHus YMOSTHOMOYEHHOro doefepanbHOro opraHa WUCMONMHUTENbHOW BNAacTy U CriefyloLmx
OOKYMEHTOB N CBEeEHUN:

1) 3asBneHMe O MpU3HaHUWM JeKapCTBEHHOrO MpenapaTta OpdaHHbIM JekapCTBEHHLIM MpenapaTomMm,
CcOoCTaBrneHHoe no hopme, YyTBEPXKAEHHOW YMOSTHOMOYEHHbIM befeparnbHbIM OPraHOM UCMOMHUTENBHOW BRacTw,
nognucaHHoe YCUMEHHON KBanuUUMPOBAHHOW 3fIEKTPOHHOW MOAMNUCHLIOD YNOSTHOMOYEHHOrO npeacTaBuTens
ropungnyeckoro nuua, lEI.eI7ICTByI-OLI.leFO B COOCTBEHHbIX MHTEepecax unn ynosiHOMOYeHHOro npeactaBnAaTb UHTEpeEChI
Apyroro ropuamn4eckoro nuua;

2) KOMUsi JOKYMEHTa Ha PYCCKOM SA3blke, 3aBEPEHHOro B YCTaHOBMEHHOM Mopsiake U NoaTBepXKOatoLwero
NMpaBOMOYHOCTb 3asiBUTENs TMojaBaTb 3asiBIEHME O MPU3HAHMKM J1eKapCTBEHHOro rnpenapata opdaHHbIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nekapcTBeHHbIM NpenapaToM (Npu Heo6xoaAMMocTH);

3) obocHoBaHue opdaHHOCTM 3aboneBaHnsi, He OTHECEHHOIO B COOTBETCTBMU ¢ PeaepanbHbIM 3aKOHOM OT
21 Hos6ps 2011 roga N 323-93 "O6 ocHOBax oxpaHbl 340poBbA rpaxaaH B Poccuiickon depepaummn” kK peakum
(opdaHHbIM) 3ab60neBaHNAM, B TOM 4ucre nogpobHas nHgpopmaums o anarHocTurke, NPodunakTuke UM nevyeHum
Takoro 3aboneBaHus;

4) yTBEepXKOEHHas WHCTPYKUMS NO  MeAWUMHCKOMY MPUMMEHEHMIO JleKapCTBEHHOro npenaparta,
3aperMcTpupoBaHHOINO B COOTBETCTBMM C HacTodwum PegepanbHbiM 3aKOHOM, Mnn oblias xapakTepucTuka
nekapCTBEHHOro npenapara, 3aperMcTpyupoBaHHOrO B COOTBETCTBUM C akTamu, cocTasnsowmummu npaso Corosa
(Mpu Hanu4unn);

5) MHCTPYKUMSA NO MeQULIMHCKOMY NPUMEHEHUIO UMK KpaTKas XxapakTepucTuka fiekapcTBEHHOro npenaparTa,
YyTBEPXAEHHbIE B CTPaHe NPON3BOAMTENS (MPU Hanuuum);

6) KonuM OOKYMEHTOB, 3aBEePEeHHbIX B YCTAHOBIIEHHOM Nopsake WM noaTBepxaalowmx akT perucrpauum
neKapCcTBEHHOro npenaparta B MHOCTPaHHbIX roCydapcTBax B KadecTBe opdhaHHOro fiekapcTBEHHOro npenapara
(npw Hanu4un);

7) NPOEKT XapaKTepuCTUKM HEe3apermcTpMpoBaHHOMO NEKapCTBEHHOro rfpenapaTa, CofdepXallero
cneaytollMe MUHUMarbHbIE CBEAEHMS O HesaperncTpuMpoBaHHOM IeKapCTBEHHOM mnpenaparte (gonyckaeTtcs
npeacTaBfieHne NpoeKkTa XapakTepUCTUKM He3aperncTpupoBaHHOIO NeKapcTBEHHOro npenapara, CoOCTaBeHHOro
B COOTBETCTBUM C OOCTYMHbIMW AAHHLIMWA MO MPOBEAEHHBLIM KIUHUYECKUM WCCMeAOoBaHUsAM NeKkapcTBEHHOro
npenapata M OOKMUHUYECKUM WCCMeOoBaHUAM NEeKapCTBEHHOro CpeacTBa Ha MOMEHT MoJadyun 3asBreHus o
NpU3HaHWM NekapcTBEHHOro npenapaTa opdpaHHbIM NeKapCTBEHHbIM NpenapaTom):

a) HaMMeHOBaHWe NekapcTBEHHOrO npenapaTa (MeXayHapoaHOe HenaTeHTOBaHHOE, UMW rPYNNMpPOBOYHOE,
UMN XMMUYECKOE 1 TOProBOE HaMMEHOBaHNA);

©) nekapcTBeHHast opMa C yKasaHMEM HAUMEHOBAHWMN W KONMMYECTBEHHOIO COCTaBa [OEWCTBYHOLLMX
BELLECTB M Ka4YECTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB (Npy HE0bXoAMMOCTM KONMMYECTBEHHOIO COCTaBa
BCMOMOraTerbHbIX BELLECTB);

B) hapmMakoanHaMuka n dpapMakoKMHETUKa;

r) NoKa3aHus AN NPUMEHEHUS;

,El,) NPOTUBOMNOKa3aHnA Ana NnpuMeHeHns,

€) BO3MOXHble MOBOYHblE AEVCTBUS U HeXenaTernbHble peakuMn npu NpUMEHEeHWU feKapCTBEHHOro
npenapara Ans MeAULUHCKOrO NMPUMEHEHWS;

X) HAMMEHOBaHUA 1 afipeca NPOV3BOACTBEHHbIX MMOLLAA0K NPOU3BOAUTENS NEKAPCTBEHHOTO Npenapara;
3) cBeeHUs 0 pa3paboTumKe NiekapCTBEHHOIO CPEACTBa (AepKaTene perncTpaunoHHOro yYO0CTOBepeHNs);

8) cBeeHnda O TeKywemM crtatyce pa3pa60TKv| He3aperncTpnpoBaHHOro nekapcrBeHHOro npenapara, a
TakKXe rnjaH ero pa3pa60TK|/|;

9) 0630pbl AOKMMHUYECKUX MWCCNEeOoBaHWUA NEKapCTBEHHbIX CPEeACTB M KIMHUMYECKUX UCCnegoBaHum
He3aperncTpMpoBaHHOro fiekapCTBEHHOro npenapaTta, AOCTYNHbIe Ha AeHb NOAaYn 3asBreHus;

10) OTYeTbl O NMPOBEAEHHBIX AOKMUHUYECKUX UCCMEAOBAHWUSX NEKAPCTBEHHOTO CPEACTBA U KIMUHUYECKMX
UCCneqoBaHnsX He3aperncTpPMpOBaHHOTO NeKapCTBEHHOro npenapata (Mpy Hanuuunm);

11) pekBU3NUTbI JOKYMEHTa, NoATBEPXKAaoLWEro ynnaTy rocy1apCTBeHHOW NOLUMNHbI.
2. B cnyyae HeOoCTaATOMHOCTM MPEACTABMEHHbIX MaTepuanoB B LENAX NPOBEOEHWUs 3KCMepTu3bl Ans

onpeaeneHna BO3MOXHOCTU paccMmaTpuBaTb J'IeKapCTBeHHbIIZ npenapar gna MeaunuuHCKOro npmumMmeHeHmna B
Ka4yecTBe opd)aHHoro NeKapCTBEHHOro npenaparta 3KCnepTtHoe y4dpexaeHune HanpaBniAaeT B NUYHBIA KabuHeT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3agBUTENs B €OMHOW CUCTeMe 3anpoc O MNPeACTaBfeHMM HeobxoauMbiX MaTepuanoB, MOAMUCaHHbIN
pykoBogutenem (YnofIHOMOYEHHbIM JMLOM) 3KCMEPTHOro YYpexdeHUss C  UCMONb30BaHWEM  YCUITEHHOW
KBanM@uUuUUpOBaHHOW 3NEKTPOHHON nognucu. 3asiButenb ob6s13aH HanpaBWUTb B JIMYHBLIA KAOWHET 3KCMepTHOro
yupexaeHus B eANHON CUCTEME MOAMUCAHHbLIN YCUMNEHHOW KBanuUUMPOBaHHOW 3MNEKTPOHHOW MOANUCHLI0 OTBET
Ha 3anpoc B CPOK, HEe MpeBbIaloWmMNn LWecTuaecaTn pabounx AHEen €O OHA MNOMyYeHUs 3KCMEePTHbIM
yypexgeHmem SMeKTPOHHOro yBeOOMIIeHUs O NonyveHun 3asseutenem 3anpoca. Cpok, ykasaHHbI B yacTu 1
HacTosiLlen cTtaTbW, NMPUOCTaHABNMBAETCA CO AHA HanpaBfieHUst 3asiBUTENI0 B €ro NUYHbIA KabuHeT B eauHOW
cMcTeMe 3anpoca 3KCNepTHOro yYpexaeHns A0 OHS HanpaBneHus 3asBuTeNleM B JIMYHbIN KabMHET 3KCnepTHOro
yupexneHua B eOuHOW CUCTeMe OTBeTa Ha 3anpoc UM He Y4MTbIBAETCH MPU MUCYUCINEHUM CpoKa MpPoBeAeHus
3KCMEepTM3bl OOKYMEHTOB, MpeAcTaBfeHHbIX Ans onpedeneHns BO3MOXHOCTM paccMaTpuBaTb fEKapCTBEHHbIN
npenapaTt 4ns MeauLMHCKOro NpMMeHeHus B KayecTBe opdaHHOro fiekapCTBEHHOMo npenapara.

3. B cCpoKk, He npeBbllUaWUA NATM paboumx OHEeN CO [AOHA HanpaBfieHus B JINYHbIA  KabuHeT
YNOMHOMOYEHHOTro deepanbHOro opraHa UCNOMHUTENBHOW BracT B €AUHOW CUCTEME 3aKMioYeHNs, yKa3aHHOro
B YacTu 1 HacTosLen cTaTbn, YNOTHOMOYEHHbIM bedeparibHbIN OpraH UCMOMNHUTENbHOW BNAacTy ocyLlecTBnsaeT
OLLEHKY 3aKntoveHus Ansi onpeaeneHns ero CoOoTBETCTBMS 3a0aHUI0 HAa NPOBEAEHME IKCNEPTU3bl U HaNpaenseT B
NNYHBIN KAOUHET 3asiBUTENS B €OUHOW cucTemMe MOANMCaHHOE YCUIEHHOW KBannUUMPOBAHHOW 3NEKTPOHHOMN
noanuceblo yBeOMNeHWe O pesynbTaTax NPOBEAEHHOW 3KCMepTU3bl C MNPUMOXKEHUEM KOMUKU 3SKCNepTHOro
3aKMYeHnss (C COXpaHeHWeM KOHMUAEHUMANbHOCTU WHJOPMaUMM O CcocTaBe KOMMCCUM 3IKCMEPTOB) W
BO3MOXHOCTW NN HEBO3MOXXHOCTUW paccMaTpmBaTh NekapCTBEHHbIV Npenapat Ansg MegULUHCKOro NpuMeHeHns B
KayecTBe opdaHHOro fekapCTBEHHOro Npenapara.

Crtatbs 21. YTpaTtuna cuny ¢ 1 ceHTs16psa 2024 roaa. - PegepanbHbiv 3akoH ot 30.01.2024 N 1-®3.

Crartbs 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roga. - ®egepanbHbiv 3akoH oT 22.12.2014 N 429-®3.

Crtatbs 23. OKkcnepTM3a KayecTBa NIeKapCTBEHHOro cpeacTBa U 3KCNepTM3a OTHOLUEHUS OXUOaeMOWn
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenaparta AnA MeAMUUHCKOro npMMmeHeHus

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKkcnepTm3a KayecTBa JfIeKapCTBEHHOTO CpPeAcTBa M 3KCMEPTM3a OTHOLUEHWUSI OXMOAEMOW Monb3bl K
BO3MOXHOMY PUCKY MNpUMEHEeHUA neKapCTBEeHHOro npenaparta And MeguunHCKOro npuMeHeHusa, coctaBlieHune
KOMUCCUAMU ISKCNEepToB 3aKYeHnn  no pe3ynbTataM npoBeAeHHbIX J3KCNepTns wn HanpaBneHune 3Tux
3aKmMYeHWI, NOAMUCAHHBIX YCUINEHHBIMU KBanMULMPOBaHHBLIMW 3MIEKTPOHHBLIMW NOAMMUCSIMU, B JINYHbLIA KAOMHET
YMNONHOMOYEHHOIro heeparnbHOro opraHa MCNOMHUTENbHOW BNacT B €4MHON CUCTEME OCYLLIECTBISIIOTCS B CPOK,
He npeBbllLAOWMA cTa decAaTn paboumx [Hel CO [AHA HanpaBrneHWss B JNWMYHbIA KabWHET 3KCnepTHOro
yypexneHuss B €OUHOM CUCTEME COOTBETCTBYIOLIErO 3ajaHus YMNOoNHOMOYEHHOro dhefeparibHOro opraHa
WCMOMHUTENbHON BNacTn u HeO6XOp,I/IMbIX OOKYMEHTOB.

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTtlntoc: npumedaHue.

Mo 3asBneHuto, nogaHHomy B MwuH3gpaB Poccum po 11.04.2022, npu HEBO3MOXHOCTU MpPOBEAEHUS
3KCMNEepTM3bl KadecTBa JEKAapPCTBEHHbLIX CPEACTB B 3KCMEPTHOM Y4YpexaeHuun, OOMyCKaeTcs ee MNpoBedeHue
nocpeacTBOM AMCTAHLMOHHOIO B3anMOZENCTBUS, MOPSO0K U (hOPMbl KOTOPOrO OMNPEAENstOTCS SKCMEPTHLIM
yupexgeHmem no cornacoBaHuto ¢ 3assutenamm ([octaHoBneHue MNpaButensctBa PO ot 05.04.2022 N 593).

2. B TeyeHue peBsiHOCcTa [HeEW CO [AHS MOMyYeHMsT YMONMHOMOYEHHbIM dheaepanbHbiM  OpraHoM
UCMONMHUTENBHOW BMNacTW YBEOOMIIEHUSI B JNIEKTPOHHOM opMe O TOoNyYeHUU 3asiBUTENeM peLleHnst o
NPOBEAEHUN IKCNEPTM3, MNPEQYCMOTPEHHbIX YacTbio 1 HacToslel cTaTbW, 3asBUTENb NpencTaBnsieT B
9KCMEpPTHOE yupexzaeHne [Ofis NpPoBedeHVsl JKCTepTM3bl KayecTBa JIeKapCTBEHHOTO cpeactBa obpasubl
neKkapcTBEHHOro npenapara Ans MeauLUMHCKOro NpYMEeHeHNs!, Mpoun3BeaeHHOro B COOTBETCTBUM C TPeGoBaHUSAMM
OMbITHO-MPOMBILLNIEHHOTO X (MNM)  MPOMBILLNIEHHONO  PErfaMeHToB,  YTBEPXKOEHHbIX  pyKoBoAMTEnem
NPON3BOAMTENS NEKAPCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBYIOLLMX CryyYasx obpasubl dapmaleBTUYeckoi
cyGCTaHUMK, TecT-luTaMMa MMUKPOOPraHM3MOB, KynbTypbl KrneTok, obpasubl BewecTB, NpPUMEHSIEMbIX Anis
KOHTPONS KayecTBa IeKapCTBEHHOIO CpeacTBa MyTeM CpaBHEHWSI C HUMW MWCCNEQyemMoro JeKapCTBEHHOro
cpeacTBa, Creuuduyeckme peareHTbl, HeoOXoauMble ANS NMPOBEAEHMS UCMbITaHUA 06pa3sLoB JleKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

npenapaToB, B KONUYECTBaXx, HEOBXOANMbIX ANsl BOCNPOU3BEAEHUSA METON0B KOHTPONS KayecTsa.
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. Mpun nonyyeHnn obpa3uoB nekapCTBEHHOrO npenapara u gapmMaueBTU4eckon cybcTaHLmMmn aKcnepTHoe
yypexaeHue HanpasnsieT B NUYHbIA kabuHeT 3asBUTens B eAMHON CUCTEMe yBeOOMIIeHWe, noaTBepxaatoLlee
nony4eHue ykasaHHblx 0bpasLoB.

(yactb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. YxasaHHbIl B 4YacTuW 2 HaCTOdAWEW CcTaTbM CPOK ANnga npeacTtaBreHus 3assutenem obpasuoB
nekapCTBEHHOro npenapata u dapMaLeBTUYECKON CyOCTaHLUMM He BKIOYaeTCsl B CPOK MPOBELAEHUS SKCNEPTU3,
NpenyCMOTPEHHBIX YacTbio 1 HACTOsLLEN cTaTby.

(4acTb 4 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

5. YTpatun cuny. - ®egepanbHbin 3akoH ot 30.01.2024 N 1-93.

KoHcynbTaHTln0C: npumeyaHue.

MonoxeHus ct. 24 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpefocTaBrneHUs roc. ycnyr npu
obpalleHn nekapCTBEHHbIX CPeACTB S BETEPMHapHOro NpYMEHEHWs MocpeacTBOM €A4MHOro noprana,
npumensaotcd ¢ 01.01.2026.

Cratbsa 24. dkcnepTu3a KayecTBa JIEKAPCTBEHHOIoO CPeACTBa U IKCNepTu3a OTHOLEHUS OXugaeMon
noJib3bl K BO3MOXHOMY PUCKY nNpUMEHEeHUA JIeKapCTBeHHOro npenaparta AnAa BeTepuHapHoOro
npuMeHeHus

1. OkcnepTn3a KayecTBa JIEKapCTBEHHOrO CPEACTBa WM 3KCMEPTM3a OTHOLUEHUSI OXMAaeMOW MNonb3bl K
BO3MOXHOMY PUCKY MPUMMEHEHWsI JIEKapCTBEHHOrO MnpenapaTta Ans BEeTEPUHapHOro NMpPUMEHEHWS, COCTaBrieHne
KOMMCCUSIMM 3KCMEPTOB 3aKMIOYEHN MO pes3ynbTaTtaM yKasaHHbIX SKCNepTU3 1 HanpasfieHne Taknx 3aKknioyYeHun
B 3NEKTPOHHOM hopMe B YMOMHOMOYEHHbIN dhefeparnbHbii OpraH UCMNOSTHUTENBHOM BRAcTU OCYLLECTBNAOTCA B
CpOK, He npeBbilWwawLmi cta paboumx AHEW CO OHSA NOMyvYeHUs1 IKCNEPTHbIM YyYpexaeHUWeM B 3NEKTPOHHON
dopme 3afaHusa  YNONHOMOYEHHOro hedepanbHOro oOpraHa WCMONHUTENbHOW BRactTM € JOKYMeHTamu,
yKasaHHbIMK B YacTu 3 ctaTtbun 17 HacTodlero ®efepansHOro 3akoHa.

(B pea. ®egepanbHbix 3akoHoB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-93, ot 30.01.2024 N 1-93, ot
31.07.2025 N 304-93)

2. B TeyeHue Tpuauatu paboumx OHEW CO OHSA MOMy4YeHWUst YNOSTHOMOYEHHbIM defeparnbHbIM OpraHoM
WCMONHUTENBbHON BracT YBeOOMISIEHUSI B 3MEKTPOHHOW opMe O MONyYeHUM 3asiBUTENEM pPeLUeHUsT O
NPoOBEeAEHUN YKa3aHHbIX B 4YacTM 1 HacTosilel cTaTby IKCNEpPTU3 3asiBUTENb MPeacTaBnsieT B 3KCNEPTHOE
yypexaeHue Ans NPOBEAEHUs1 3KCNepTM3bl KadecTBa JleKapCTBEHHOrO cpeAcTBa obpasubl NekapCTBEHHOro
npenapata pAns BETEPUHApPHOr0 MPUMEHEHUS, MPOU3BEOEHHON0 B COOTBETCTBUM C  TpeboBaHWsMM
TEXHOMOrMYECKMX PErNaMeHTOB, YTBEPXKAEHHbIX PYKOBOAMTENEM MPOU3BOAUTENS JEKAPCTBEHHLIX CPeacTs, a
Takke B COOTBETCTBYKOLUX CIydasx TecT-LWTaMMbl MUKPOOPraHM3MOB, KynbTypbl KINeToK, o0b6pasubl
hapmaueBTUYeckoin cybcTaHummn, obpasubl BELWECTB, NPUMEHSIEMblE ANS KOHTPOMS KayecTBa NEKapCTBEHHOIO
cpefcTBa, B KonmMyecTBax, He0b6XoAMMbIX A4S BOCNpOM3BeAEHMS METOAOB KOHTPOIS kKayecTBa.

(B peq. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-03)

3. Mpu nony4yeHnn obpasLOB NekapCTBEHHOrO npenapaTa U dapMaLeBTUIECKON CyGCTaHLMM IKCNepTHOe
yypexneHme B AeHb MonyyveHusi obpasuoB HanpaensieT B 3MEKTPOHHOW (hopMe 3asiBUTENO yBeOOMIIEHUE,
noaTBepXKAatoLlee nonyyeHne ykasaHHbIXx 06pasLoB.

(vacTb 3 B peq. PepnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. YxasaHHbIl B 4YacTuM 2 HacToslen cTaTbM CPOK AN MnpeacTaBreHus 3asButenem obpasuoB
nekapCTBEHHOro npenaparta u dapMaLeBTUYECKON CyOCTaHUMM He BKIOYaeTcs B CPOK MPOBEAEHUS SKCNEpPTU3,
NpeayCMOTPEHHbIX YacTbio 1 HACTOALWLEN CTaTbu.

(vacTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. Ytpatun cuny. - ®egepansHblin 3akod ot 30.01.2024 N 1-93.

CtatbA 25. [loBTOpHOE NpoBeAeHue IKCNepPTU3bl FIeKapCTBEHHbIX CPEACTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HepocTaToyHoW OBGOCHOBAHHOCTM WMWM HEMONHOTbI 3aKMHYEHUs] KOMWCCUWU JKCMEepToB,
HanuMuus B HEM MPOTMBOPEYMBBLIX AaHHbIX, hanbcuduKaLmMn BbIBOAOB 3KCMEPTU3bl NEKApPCTBEHHOrO CpeacTBa,
COKpbITUS OT YMONTHOMOYEHHOrO (hefiepanbHOro OpraHa WCMOSIHUTENbHOW BNacTM OCHOBaHWWA Ans OTBOAA
aKcnepTa BCMeACTBME €ro 3aMHTEPEeCOBAHHOCTM B pe3ynbTarax COOTBETCTBYHOLIEN 3KCNEPTU3bl, Hannuus
[JaHHbIX O MpsIMOM NMBO KOCBEHHOM BMeLLATENbCTBE B MPOLLECC COOTBETCTBYIOLLEN 3KCNEPTM3bl Nul, He
yyacTByWOLUMX B €€ MNpOBedeHWM, HO OKa3aBLUMX BIWSHWE Ha Npouecc W pesynbTaTbl €e NPOBeAEeHUs,
YNOMHOMOYEHHBIM befiepanbHbIM OPraHOM MCMOMHUTENBHON BMacTM Ha3HavyaeTcs MOBTOPHasi 3JKcrnepTusa
NeKkapcTBEHHOro CPeACcTBa M (MNn) aTuyeckas akcnepTusa.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2. TloBTOpHas 3KCMepTM3a feKapCTBEHHONO CpeAcTBa MNPOBOAUTCS C Yy4eTOM pe3ynbTaToB paHee
NPOBEAEHHON 3KCNEPTM3bl B CPOK, YCTAHOBSIEHHLIN YNOIHOMOYEHHBIM doefeparibHbIM OpraHOM MCMONHUTENbHOM
BNacTU M He NpeBbILWALWMIA TpuguaTn pabounx gHen co OHSA NOMyYeHUsT SKCNEPTHBIM YYPEXOEHMEM B NTIUYHOM
kabvHeTe B €OMHOM CUCTeMEe 3afaHus Ha NPoBeAEHME MOBTOPHOW 3KCMEpTU3bl NEKapCTBEHHOrO CpeacTea,
NnoAnNMCaHHOro YCUnNeHHom KBannuguumnpoBaHHOW 3NEKTPOHHON NOAMUCHIO.

(B peq. ®PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

3. ®uHaHcoBoe obecneveHne BbINOMHEHWS 3afjaHWs Ha MpOBEAEHWe MOBTOPHOW  JKCNepTu3bl
neKkapcTBEHHOro CpeAcTBa He OCYLLEeCTBNAETCS.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 cT. 26 He pacnpocTpaHAEeTCs Ha MPaBOOTHOLUEHWUS, BO3HUKaKOLMe nNpu obpalleHun
neKkapCcTBeHHbIX CpeacTB Ans MmeauumHckoro npumeHeHmns (23 ot 30.01.2024 N 1-93).

CrtatbA 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKAPCTBEHHbIX CPeACTB

1. YckopeHHas npouenypa 3KCnepTu3bl NeKapCcTBEHHbIX CPEACTB B LieNsax rocyfapCTBEHHOW permcrpaLmm
NneKapCTBEHHbIX NpenapaToB NPUMEHSETCS B OTHOLLIEHMM OpdaHHbIX NIEKAPCTBEHHbIX NpenapaToB, NEPBbLIX TPEX
nekapCTBEHHbIX MpenapaToB, peructTpupyembix B Poccuiickon ®Pefepauum B KavyecTBe BOCMPOU3BEOEHHbIX
NeKapCTBEHHbIX MpenapaTtoB, O4YepeAHOCTb KOTOPbIX OnpedensieTcs B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSALLMX 3asiBIEHUA O TroCydapCTBEHHOM perucTpauuu JeKapCTBEHHbIX MNpenapaTtoB B pamMKkax OAHOro
MEXOYHApOAHOro HenaTeHTOBaAHHONO HaMMEHOBaHUSA JNIEKapCTBEHHOrO npenapata WM rpynnupoBOYHOrO
HaMMeHOBaHUs NeKapCTBEHHOro npenapaTa, NekapCTBEHHbIX MpenapaTtoB AMs BETEPUHAPHOro NpUMEHEeHUs,
npeaHasHayYeHHbIX ANS NeYeHns AoMallHUX XXMUBOTHbIX, onpeaeneHHbix ®eagepanbHbiM 3aKOHOM OT 27 aekabps
2018 roga N 498-®3 "O6 oTBETCTBEHHOM OOpaLLEHUN C XXMBOTHBIMU U O BHECEHUN U3MEHEHWUN B OTAENbHbIE
3akoHogdaTenbHble akTbl Poccuiickonn ®Pepepaummn”, n 3aperMcTpMpoBaHHbIX B Ka4yecTBe J1eKapCTBEHHbIX
npenapatoB And MEOULUHCKOrO MPUMEHEHUsl, W  JIEKApCTBEHHbIX MpenapaToB, MnpeaHas3HayYeHHbIX
UCKITHOYNTENBHO A5 NPUMEHEHWST HECOBEPLLUEHHONETHUMM FpaXkgaHamu.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-®3, o1 28.04.2023 N 171-D3)

2. YckopeHHas npoueaypa aKCrnepTuabl NeKapCTBEHHbIX CPEACTB B LIeNsiX roCyAapCTBEHHON perncTpaumm
NeKapCTBEHHbIX NPenapaToB HE NPUMEHSIETCS B OTHOLLEHWUM:

1) 6noaHanoroBbIx (6MonogobHbIX) NekapcTBEHHbIX NpenapaToB (GnoaHanoros);

2) pebepeHTHbIX NIEKAapCTBEHHbIX NpenapaToB (3a UCKMoYeHNEM opdaHHbIX NTEKapCTBEHHbIX NPenapaToB);

KoHcynbTaHTln0C: npumeyaHue.

o 31.12.2027 poccuiickum nNpou3BoauTensiM NieKapCTBEHHbIX NPenapaToB A5 BETEPUHAPHOIO NPYMEHEHNS
paspeLleHo nogaBaTb PerMcTpaLMoHHOEe JOChbe MO YCKOPEHHOW npouenype 6e3 yyeta TpeboBaHuin n. 3 4. 2
cT. 26 (HocraHoBnenue lMNMpasutensctea PP ot 12.03.2022 N 353).

3) Bocnpou3BeAeHHbIX NEKApCTBEHHbBIX MPenapaToB (3a WCKMIOYEHUEM MEepBbIX TPEX PEerncTpyvpyemMbix B
Poccuinckon ®egepaumm B KkavyeCTBE BOCMPOU3BEOEHHbLIX J1€KapCTBEHHbIX MpenapaToB W NeKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

npenapaToB, NpeaHa3HaYeHHbIX MCKNIOYUTENBbHO AN MPUMEHEHUS HECOBEPLUEHHOMNETHUMM rpaxgaHamu, a
TaKKe IeKapCTBEHHbLIX MpenapaTtoB, NpefHa3Ha4YeHHbIX AN feYeHUs OOMAaLUHMX KMBOTHbLIX, OnpeAerieHHbIX
depepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM O0OpaLleHUN C XXUBOTHBIMU U O
BHECEHUW U3MEHEHMIN B OTAENbHbIE 3aKkoHoAaTenbHble akTbl Poccuickon ®egepauun”, n 3aperncTpupoBaHHbIX B
KayecTBe NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPpUMEHeHNs);

(B peq. PenepanbHoro zakoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMGUHALMI 3aPErMCTPUPOBAHHBIX PaHEe NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX MpenapatoB, 3aperucTPUpPOBaHHbIX paHee, HO MPOM3BEAEHHbIX B  APYruX
NeKkapcTBeHHbIX hopMax B COOTBETCTBUM C MNEpeyYHeM HaMMEeHOBaHWii NeKapCTBEHHbIX (OPM U B HOBOM
[A03VPOBKE;

6) nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHUS, rOCy4apCTBEHHas perncTpaums KoTopbix
OTMEHeHa, Npu UX perucTpaumnmn B Ka4ecTBe NeKapCTBEHHbIX NpenapaToB ANl BETePUHAPHOro NPUMEHEHNS.
(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 28.04.2023 N 171-93)
(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npouedypa 9KCMepTU3bl JeKapCTBEHHbIX CPeAcTB  MPOBOAMTCA MO PeELUeHUto
COOTBETCTBYIOLLErO  YMONHOMOYEHHOro (befepanbHOro opraHa WCMNOMHUTENbHOW BRacTM Ha OCHOBaHWU
3asBMeHUst 3asiBUTENst B CPOK, He MpeBblllalolmin BOCbMUAECATM paboumx AHen. [Mpu aTOM 3kcnepTmsa
OOKYMEHTOB, COAepXallMXcs B pPerMcTpaunmoHHOM AOCbe Ha NeKapCTBEHHbIM npenapat, NPOBOAUTCS B CPOK, He
npeBbIAWMN  AecaTn paboumx AHeW, IJKcnepTmsa KayecTBa feKapCTBEHHOrO cpeacTBa M JKenepTusa
OTHOLUEHMS 0XMAaeMOWN Mofb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NekapCTBEHHOro npenapaTta npoBOAsTCS B
CPOK, HE MPEBbLILLALLNIA LUECTUAECATM Pabounx OHEN.

(4acTb 3 B ped. PeaepanbHOro gakoHa ot 22.12.2014 N 429-93)

3.1. YTpatun cuny. - PegepanbHbiii 3akoH ot 30.01.2024 N 1-03.

4. YckopeHHasi npoLieaypa aKCnepTusbl NIeKapCTBEHHbIX CPeaCTB NPOBOAUTCSA B Nopsake, YCTaHOBMEHHOM
ctatbamn 17, 19, 20, 23 n 24 HacToswero PegepanbHOro 3aKkoHa, U He O3Ha4yaeT CHWKeHUst TpeboBaHuM K
6esonacHocTn, kayecTBy U 3PPEKTUBHOCTY NEKAPCTBEHHbIX MpenapaTos.

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

Cratbsa 27. PewueHue o rocyaapCcTBEHHOW perucTpaumm nekapcTBeHHOro npenapara

1. B CpOK, He MpeBbILLAILLMIA YeTbipeX pabounx gHEN CO OHA NONyYeHUs 3aKMNOYEHNIA KOMUCCUM SKCNEPTOB
no pesynbTataM 3KCNepTU3bl KavyecTBa NeKapCTBEHHOro cpeacTBa W SKCNepTu3bl OTHOLUEHUS OXUAaeMoun
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUs NeKkapCTBEHHOro npenapara, COOTBETCTBYHOLWMA YNONHOMOYEHHbIN
deaepansHbI opraH NCNOMHUTENBHOW BNacTu:

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 31.07.2025 N 304-93)

1) ocyLLeCTBSAET OLEHKY 3aKioYEeHUA KOMUCCUM 3KCNEPTOB AN onpedeneHns COOTBETCTBMA 3a4aHuIo Ha
npoBedeHne 3TUX IKCNepTus;
(n. 1 B pea. PegepanbHoro gakoHa ot 30.01.2024 N 1-d3)

2) NPUHNMAET pelueHne o rocyp,apCTBeHHoVI perncTtpaunmn nekapcrBeHHOro npenapara uimn 00 oTkase B
FOCYﬂapCTBEHHOVI perncrtpaunmn riekapCTtBeHHOro npenapara,

3) BHOCMUT MpU NPUHATUN peLLeHNss O roCyAapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara gaHHble
O 3apervcTpMpoBaHHOM NEKapCTBEHHOM npenaparte, B TOM Yncne o dhapmaleBTM4eckon cybcTaHuum, BXoasiuen
B COCTaB IEeKapCTBEHHOro npenapata, B rOCyQApPCTBEHHbI peecTp flekapCTBEHHbIX CPeACcTB M BbigaeT
3a9BUTENIO0 perncTpauMoHHOe yAOCTOBEpPEHWe feKapCTBEHHOro npenapata nyTeM HanpaBfeHus 3asiBUTErHo
MoCpeacTBOM €dMHOro noprana wnv B MWYHBbIA KabuHeT 3asBuTenss B eOWHOW CUCTEMe BbINUCKU 13
rocygapCTBEHHOr0 peecTpa NleKapCTBEHHbIX CPeACcTB, MNOAMUCAHHOW  YCUNEHHOW  KBanuguuupoBaHHOW
3NEKTPOHHOW NOAMUCLIo, (hopmMa KOTOPOW YyTBEPXKAAETCH  YNOMHOMOYEHHbIM  (befepanbHbIM — OpraHoMm
NCNOMHUTENBHOW BNACTW, COrNacoBaHHble HOPMATUBHYIO AOKYMEHTaLMI0, HOPMATUBHbLIN JOKYMEHT, UHCTPYKLUMIO
Mo NPYMEHEHNI0 NeKapCTBEHHOro npenaparta U MakeTbl NEPBMYHON YNaKOBKU U BTOPUYHOW (NOTPebUTenbCcKom)
YMNakoBKW C yKa3aHWeM Ha HUX HOMepa 3anucy B rocyAapCTBEHHOM peecTpe NeKkapCTBEHHbIX CPeACTB U AaTbl ero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

rocyapCTBEHHOW perucTpauum unm B cryvyae npuHATUA pelleHust o6 oTkase B rocyAapCTBEHHOW perucrpauum
neKapCTBEHHOro mpenaparta HanpaBsrnseT 3asBUTeNt0 NOCPeACTBOM €4MHOro moprana WMnu B NNYHBIA KabuHeT
3a8BUTENS B €AMHON cucTeme yBedoMmreHne o6 3TOM C yKasaHMeM MpWYMH Takoro oTtkasa. 3a Bblgayy
pervcTpaumoHHOro YAOCTOBEPEHWUS JeKapCTBEHHOro npenapata B3vMMaeTCcd rocydapCTBeHHasd MOoWnvMHa B
COOTBETCTBMM C 3akoHoaaTenscTBom Poccuiickon ®eagepaumm o Hanorax u cbopax.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-d3, o1 31.07.2025 N 304-03)

2. OcHoBaHueM pAns OTka3a B rOCYyAapCTBEHHOW perncTpauMu fekapCTBEeHHOro mnpenaparta Ans
MEOULMHCKOTO MPUMEHEHMST SIBMSETCH 3akMiovyeHWe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro heaepansHoOro
opraHa WCMOMHWUTENbLHONW BracTM O TOM, YTO KayecTBO U (MnM) IPPEKTUBHOCTL PErncTpupyemoro
nekapCTBEHHOro npenapara ans MeauuMHCKOro NpUMeHeHUs He MOATBEPXKAEHb! MOMyYEeHHbIMU AaHHBIMUA UNu
4YTO PUCK MPUYMHEHWs Bpeda 3[40POBbI0 YerioBeka BCReACTBME MNpvema fekapCTBEHHOro npenapata Ans
MeAWNLMHCKOro NpuMeHeHuns npesbliiaeT 3HEKTUBHOCTb €r0 MPUMEHEHMS.

(vacTb 2 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. TloBTOpHOE npeacTaBreHve B COOTBETCTBYIOLUMA  YMNONMHOMOYEHHbIV  defeparnbHbli  opraH
WCMOMHUTENLHOW BracTM NEKapCTBEHHOro npenapaTta, B OTHOLEHUM KOTOPOrO MOMy4YeH OTka3 B
rocy0apcTBEHHOW perncTpaumMm n KOTOPbIA BMOCNEACTBUM MOABEPrCS U3MEHEHWI0 B 4acTu ero cocTaea,
paccmaTpvBaeTCs Kak nNpeacTaBfeHMe HOBOTO JIEKapCTBEHHOrO rpenapata Ha ero rocygapCTBEHHYHO
perucTpaumio He3aBUCKMO OT COXPaHEHUS €ro NEPBUYHOIO HAUMEHOBAHMWSI.

(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. MNMpn NpegocTaBneHnn 3asiBUTENIEM B COCTABE PErMCTPALMOHHOIO AOChbe Ha JIeKapCTBEHHLIN npenapar
0Nl BETEPUHAPHOIO MPUMEHEHMST KOMUKN PELLEHNS YNOMHOMOYEHHOro dyegepanbHOro opraHa UCMOSTHUTENBHOM
BNacTu O NPOBEOEHUN MHCMEKTUPOBAHNSA NPOU3BOOUTENS NEKAPCTBEHHbLIX CPEACTB CPOK MPUHATUSA peLLeHust O
rocyaapCTBEHHON perncTpaumm  NekapCTBEHHOro  npenapata  Ans BETEPUHAPHOrO  MPUMEHEHUS
NPUOCTaHaBNMBAETCA CO [HSA MOMyYEeHUs 3aKkMiYeHUr, yKasaHHbIX B 4acTu 1 HacTodwen cTtaTbu, OO AOHSA
MPUHATUSA YNOMHOMOYEHHBIM dhefepanbHbIM OpraHoOM MCMOMHUTENBHOW BracTu pelleHust O Bblgade unu ob
OTKase B Bblgaye 3aKrto4yeHUst 0 COOTBETCTBUMN NMPOM3BOOUTENS NEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM MpaBun
Hagnexallen NpoM3BOACTBEHHOM NPAKTUKN, HO HE Borlee YeM Ha CTO BOCEMbAECAT pabounx gHEN.

(vacTb 4 BBegeHa degepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

5. OcHoBaHveM [Ansi oOTkaza B [OCYAapCTBEHHOW perucTpaumyM JekapcTBEHHOro npenapata ang
BETEPVMHAPHOIO NPUMEHEHNS IBNSAETCS 3aKMoYeHne YNoSIHOMOYEHHOro hefepanbHOro opraHa NCMONTHUTENbHOM
BNacTM O TOM, 4YTO Ka4yecTBO U (unun) 3pdeKTMBHOCTbL PErMCTPMPYEMOrO JieKapCTBEHHOro npenapata Ans
BETEPMHAPHOrO MPUMEHEHUS HE MOATBEPXAEHbl MOSyYEHHbIMU OaHHbIMW UNN YTO PUCK MPUYMHEHUST Bpeaa
3[0POBbI XMBOTHOrO BCNEACTBME MpUemMa NeKapCTBEHHOro npenaparta Afns BEeTEPUHAPHOIro MNPUMEHEHUS
npesblilaeTr 3PEPEKTUBHOCTL €ro  NPUMEHEHUsl, OTKa3  YMOMHOMOYEHHOro  doefepanbHOro  opraHa
WCNONMHUTENBLHOW BRacTM B Bbldaye 3akiio4eHMst O COOTBETCTBUM MPOU3BOAUTENSI NEKapCTBEHHbIX CPeAcTB
TpeboBaHNsIM MpaBuIl Hagnexawen NpPon3BOACTBEHHOW MPaKTUKM ONS KaXOow NpOM3BOACTBEHHONM Mrowanku
perncTpmpyemMoro nekapCTBEHHOro npenapara Ansg BeTePUHAPHOro NPUMEHEHUsT B Criyvae, ecnv Npou3BOACTBO
NEeKapCTBEHHOro npenaparta A BETEPMHAPHOro MPMMEHEHUSsT OCYLLECTBRseTcs 3a npegenamu Poccunckon
depepaLmm, Unm oTCYTCTBME TAKOrO 3aKNioveHus.

(vacTb 5 BBegeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgke W cpokax oOnpefeneHns B3auMMO3aMEHSEeMOCTW FeKapCTB JleKapCTBEHHbIX MpenapaTtos,
3apernctpupoBaHHbIix 4o 01.03.2020, cm. c1. 3 ®3 oT1 27.12.2019 N 475-03.

CrtaTbsa 27.1. B3anmo3ameHAEMOCTb JieKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro NpUMeHeHus
(B pen. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

1. B3aMmo3aMeHSIEMOCTb NIeKapCTBEHHbIX MpenapaTtoB Ans MEeAMUMHCKOro NMPUMEHEHUsI onpeaensieTcs
YMNOSTHOMOYEHHBIM (PefepasibHbIM OpraHoOM WCMONHWUTENbHOW BRAcTW, OCYLUECTBISIOWMUM TrOCyAapCTBEHHYIO
perncTpaumio NekapcTBEHHbIX NpenapaToB AN MeaULMHCKOrO NPUMEHEHUS, B paMKax OZHOr0 MeXayHapOoaHOro
HenaTeHTOBaHHOIO (UMM XMMUYECKOro, UMK rPYnnNMPOBOYHOr0) HAMMEHOBaHNA Ha OCHOBE 3aKMOYeHUs KOMUCCUM
3KCMEPTOB 3KCMEPTHOro yUYpexaeHnst 0 B3aMMO3aMeHSIEMOCTM NeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NpUMeHeHMst NGO O TOM, YTO NEKAPCTBEHHLIN MpenapaT ANs MEeAULMHCKOrO MpUMEHEHUSI He SsIBnsieTcs
B3anMo3aMeHsieMbIM. [1opsaok  onpedeneHns B3avMO3aMEHSIEMOCTM  JIEKAPCTBEHHLIX MpenapaTtoB  Ans
MEOULMHCKOrO MNPUMEHEHUss M opMa 3aKMiOYEHUST KOMWUCCUM 3KCMEPTOB SKCMEPTHOTO YUYPEXKAEHMS O
B3anMO3aMeHAEMOCTU J1eKapCTBEHHbIX MNpenapatoB And MeOUUUMHCKOro npuMeHeHua nbo o TOM, 4TO
J'IeKapCTBeHHbIVI npenapar ana MeagununHCKoro NnpuMeHeHnaA He ABIIAETCA B3aMMO3aMeHAEeMbIM,
ycTaHaBnuBatTcsi befeparnbHbiM  OpraHoM  UCMOSNHUTENbHOM  BAcTW, OCYLLECTBAAKWMM  QYHKUUM MO
BblpaboTke W peanu3auun rocygapCTBEHHON MOMUTUKM M HOPMAaTMBHO-MPABOBOMY PErynUMpOBaHUO B cdepe
3QpaBoOXpaHeHnsl, Mo COrnacoBaHU ¢ geaepanbHbiM OpraHoM WCMONHWUTENBHON BRAcTW, OCYLLECTBASIOWMM
hYHKLMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

(B peq. PenepanbHoro 3akoHa ot 19.10.2023 N 503-$3)

2. Komuccua SKCNepTOB 3KCMEPTHOrO YupeXAeHWs [aeT 3akMiYeHUe O B3anMO3aMEHSIEMOCTHU
nekapcTBEHHOro npenapara Ansi MeauLUMHCKOro NpUMEHEHUs NMbo O TOM, YTO feKapCTBEHHbIN npenapat Ans
MELMLUMHCKOrO MNPMMEHEHUS He $SBMAETCA B3aWMO3aMEHSIEMbIM, Ha OCHOBaHWUWM Criefylolmnx KpuTepues
(xapakTepucTuk):

1) akBMBanNeHTHOCTb (4N GuoaHanoroBbix (6MONOAOOHbLIX) NekapCTBEHHbLIX NpenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX W KOMWYECTBEHHbIX XapakTepuUCTuK dapMaueBTUYecknx cybcTaHumMm unm
COMOCTaBUMOCTb aHTUIEHHOro COCTaBa BaKUMH. Vicnonb3oBaHMe pasnuyHbIX comnen, 3UpoB, KOMMIEKCOB,
N30MEepPOB, KpucTannmnyeckux ¢opm M OpyrMx nNpou3BOOHbIX OOHOMO W TOrO Xe OEWCTBYIOLEro BellecTBa He
ABNSETCA NPensaTcTBMEM ANA OnpederieHns B3anmo3aMeHAeMOCTM NeKapCTBEHHbIX MpenapaTtoB, ecnv npu
npoBedeHUN  unccrenoBaHMs  OMO3IKBMBANEHTHOCTM  NIEKAPCTBEHHOro  npenapata uWnM  MccriegoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTM NEKapCTBEHHOro npenaparta AoKasaHO OTCYTCTBUE KIMHUYECKN 3HAUYMMbIX
pasnuunii  papmakoknmHeTUkn un (Mnun) apdekTMBHOCTM M Ge30nacHOCTM fekapCTBEHHOro npenapaTta And
MEANLMHCKOrO MPUMEHEHNS;

2) 9KBMBaANEHTHOCTb nekapcTBeHHoOW opmbl. [log aKkBMBaNEHTHbIMW NeKapcTBEHHbIMU  hopMamMm
MOHMMAIOTCS pasHble NeKapCTBEHHbIE (POPMbI, UMEIOLLME OOUHAKOBbIE CNOCOO BBEAEHUS 1 CNOCOO NPUMEHEHWS,
obnagaroLme conoctaBMMbIMN DapMaKOKMHETUYECKMMM XapakTePUCTMKaMy 1 hapMaKkonormyecknm 4encTBUEM
n obecnedvmBaoLne TaKKe OOCTUXKEHME HEOOXOOUMOro KIMHWYeckoro adpdpekta. Pasnuumsa nekapcTBEHHbIX
POopM He ABMAKTCA NPENATCTBMEM A8 ONpeaeneHns B3anMo3aMeHsIEMOCTN NEKapCTBEHHbIX NMpenapaToB, eCnm
npy npoBedeHUn uccrnefoBaHns OMOSKBUMBANEHTHOCTM JeKapCTBEHHOro mnpenapata WM UCCreLoBaHus
TepaneBTMYECKOWN 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapaTta [4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMBbIX
pasnuunii  papMakoKMHETUKM U (Mnn) 3dpEeKTMBHOCTM K Ge30nacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOrO NMPUMEHEHUS;

3) O9KBMBANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMOMOraTenbHbIX BeLeCTB JleKapCTBEHHOro
npenapaTta Ans MeauuMHCKOro npumMeHeHus. Pasnuuusa coctaBa BCMOMOraTesibHbIX BELLECTB fleKapCTBEHHOro
npenapara He SBMSOTCA NPensaTCTBUEM ANS onpeaerieHns B3anmMo3aMeHAeMOoCTH NekapCTBEHHbIX NpenapaTos,
€ecnu npu npoBeAeHNM KccrefoBaHWs GUO3KBMBANEHTHOCTM MeKapCTBEHHOro npenapaTta wnvM MUccrefoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTM NEKapCTBEHHOro npenaparta AoKasaHO OTCYTCTBUE KIMHUYECKN 3HAYMMbIX
pasnuumin  hapmMakoKUHETUKM U (M) 3PdEKTMBHOCTM M ©e30nacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEOULMHCKOTO NpUMeEHeHUs. [Ipyu Hannunum KIUHWYECKM 3HAYUMbIX Pasnuyuuin  apmMakokKMHETUKM WU (Unn)
adeKkTMBHOCTM 1M 6GEe30MacHOCTM  NEeKapCTBEHHOro  npenapata Ans  MEAUUMHCKOrO  NpUMEHEHWUs
B3aNMO3aMeHsSeMOCTb OnpeaenseTcs C ykasaHMeM Ha UCKIoYEeHUe OTAENbHbIX Pynn NauneHToB;

4) ngeHTUYHOCTb cnocoba BBeAeHUS 1 cnocoba NpUMEHEHMS;

5) COOTBETCTBME TMPOM3BOOUTENA JEKAPCTBEHHOro cpeacrtea Tpe6OBaHVI$'-|M npasun Hagnexawen
I'IpOVI3BO)J,CTBeHHOl7I NPaKTUKN.

3. bes HeobxogumocTu [fokasaTenbcTBa OWO3KBMBANEHTHOCTW OCYLLECTBMASETCH onpeaeneHve
B3aNMO3aMeHSI€MOCTM BOCNPOU3BEAEHHbIX IEKapCTBEHHbIX NpenapaToB, KOTopble:

1) npepHasHayeHbl AN MapeHTepanbHOro  (MOAKOXHOIO,  BHYTPUMBILLEYHOrO,  BHYTPWUBEHHOTO,
BHYTPUIrNasHOro, BHyTPUMOSIOCTHOrO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NPeacTaBnsitioT coGol
BOJHbIE pPacTBOpSI;

2) npeacTaBnsioT coboii pacTBOpbLI AN NepoparnbHOro NPUMEHEHNS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) npousBeaeHbl B hopMe MOPOLLKOB U NMomnnsaTos 4SS NPUroToBNEHNST PacTBOPOB;
4) aBnNa0TCA rasamu;

5) ABNSOTCSA YIWHLIMU UKW FNa3HbIMU fIeKapCTBEHHBbIMU NpernapaTaMu, Npou3BeaeHHbIMY B (DOpPMe BOAHbIX
pacTBOpPOB.;

6) npeaHasHayeHbl ANS MECTHOro W (M) HapPYXXHOTO NMPUMEHEHWUS U MPUrOTOBMEHbl B (DOPME BOAHbIX
pacTBOpOB.;

7) npeactaBnsAlT cobown BoAHble pacTBOPblI ANA WCMNONb30BaHUS B (oOpMe WHransumMm cC noMOLLbHO
Hebynansepa unu B Ka4eCTBE Ha3arnbHbIX CPEeB, NPUMEHSIEMbIX C MOMOLLBIO CXOAHbIX (MOXOXUX, aHaNOrMYHbIX)
ycTporncTe (NpMbopoB., annapaTos).

(4actb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. OcobeHHOCTU oOnpeaeneHns B3auMO3aMeHSeMOCTM BUonorMyecknx nekapCTBeHHbIX MpenapaTos,
KOMOMHMPOBAHHbBIX FEeKapCTBEHHbIX NpenapaTtoB (cogepXalimx KoMOMHauuo OByxX M Gonee [enCTBYHOLLMX
BELLECTB), NEKAapCTBEHHbLIX NpenapaTtoB Afs NapeHTepanbHOro MUTaHWs U HeAO3VMPOBAaHHbLIX NEKAPCTBEHHbIX
npenapaTtoB ycTaHaBnuBakoTcsa deaeparnbHbM OpraHoM MCMOMHUTENBHON BNacTU, OCYLLECTBASIOWUM OYHKLUM
no BbIpaboTKe M peanu3aummn rocy4apCTBEHHOW NOMUTUMKM M HOPMATUBHO-NPaABOBOMY PErynupoBaHuio B cdepe
30paBoOXpaHEHns, No COrnacoBaHuo ¢ deagepanbHbiM OPraHoOM WCMOSHUTENBHON BNacTW, OCYLLECTBASIOLMM
yHKLMM NO NNLIEH3MPOBAHUIO NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(B peq. PenepanbHoro zakoHa ot 19.10.2023 N 503-93)

5. OnpepgeneHne B3anMo3aMeEHSAEMOCTU HE OCYLLECTBNSAETCS B OTHOLUEHWMN NIEKAPCTBEHHBIX PACTUTENbHBIX
npenapaToB, FOMeonaTU4eCKMX NIEKapPCTBEHHbIX NpenapaTos.

6. dopMupoBaHME TepeyvHs B3aWMO3aMEHSIEMbIX J1eKapCTBEHHbIX MpenapaTtoB AONs MeAULMHCKOro
NPUMEHEHNST OCYLLIECTBISIETCA JKCMEPTHbIM  yuYpeXaeHWeM MOCPeAcTBOM OObeAVMHEHWUS JeKapCTBEHHbIX
npenapatoB B OTAeSIbHble T[pynnbl, B KaXZOM W3 KOTOPbIX JleKApCTBEHHblE MpenapaTtbl SBMSOTCS
B3aMMO3aMeHsIEMbIMU.

7. B cnyyae BKMOYEHNA B MHCTPYKLMIO MO MeOULUMHCKOMY NMPUMEHEHWIO NEeKapCTBEHHOro npenaparta Ha
OCHOBaHUW pe3ynbTaToB COOTBETCTBYIOLIMX WCCNEeAoBaHWN NoKasaHuid Ans NpuMeHeHusl, KOTopble OTNnYalTCs
OT TMoOKasaHui AN MPUMEHEHUS APYrMX JeKapCTBEHHbIX MpenapaTtoB W3 TIpynnbl  B3aMMo3aMeHsieMbIX
NeKapCTBEHHbIX NMpenapaToB, B NepeyvHe B3auMo3aMeHsIEMbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeaULMHCKOro
NpUMeHeHns1 4oMKHa ObITb YkasdaHa COOTBETCTBYLLAs UHpopMaLKSI.

8. TlepeyeHb B3aMMO3aMeHSiEMbIX JI€KapCTBEHHbIX MNpenapaTtoB Ans MeAWMUMHCKOro MpUMeEHEHUS
pasmellaeTcs yrnorHOMOYeHHbIM hegepanbHbiM  OPraHOM  MCMOMHUTENbHOW  BNacTh, OCYLLECTBASOLWNM
rocygapCTBEHHYI0 perucTpaumio NekapcTBEHHbIX MpenapaToB ANd MeOUUMHCKOrO MNPUMEHEHWsi, Ha CBOEM
odmumansHom cavite B cetu "UHTepHeT". WHopmauns B nepeyHe B3aMMO3aMeHSIEMbIX J1eKapCTBEHHbIX
npenapatoB And  MEOULUMHCKOrO  MpUMeHeHuss OOHOBNsieTcs  yka3aHHbIM  defeparnbHbiM - OpraHoMm
NCMONHUTENBHON BacTW C Y4ETOM HOBbIX 3aperMcTpMpOBaHHbIX NIEKApCTBEHHbIX NpenapaToB A MeAULMHCKOro
NMPUMEHEHUS W BHECEHHbIX W3MEHEHWN B [OKYMEHTbl, COAepXaluMecs B perncTpauMoHHbIX [AOCbe Ha
3aperncTpupoBaHHbIe NiekapCTBeHHble npenapaThbl 415 MEAULMHCKOrO NPUMEHEHMS.

9. [lopsdok Mcnonb3oBaHUS WHAOPMaUUKM O B3aMMO3aMEHSIEMbIX JIEKapCTBEHHbLIX npenapaTax Aans
MEeAMLMHCKOro NPUMEHEHUS U NOPSAO0K Aayn pasbsaCHEHUI MO BOMPOCaM B3anMO3aMEHSEMOCTIN NEKAaPCTBEHHbIX
npenapaToB Anst MEOWLMHCKOrO MPUMMEHEHUS YCTaHaBnuBaloTca deaepanbHbiM OpraHoM UCMONTHUTENbHOM
BNacTW, OCYLUEeCTBASAOWUM ¢yHKUMM MO BbipaboTKe W peanu3auuu TroCygapCTBEHHOW MOMUTUKU U
HOPMaTUBHO-NPABOBOMY pPErynMpoBaHMio B cdiepe 34paBOOXPaHEHUs, MO corfacoBaHuio c¢ denepanbHbiM
OpraHoM  UCMOMHUTENBbHON BRAcCTW, OCYLLECTBASOWNM  (YHKLUMM N0  JIMLEH3UPOBaHUIO MpOM3BOACTBA
neKapCcTBEHHbIX CPeacTB.

(B peq. ®PenepanbHoro zakoHa ot 19.10.2023 N 503-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

KoHcynbTaHTln0C: npumeyaHue.

Cpokn [OencTBUS PEerncTpaumMoOHHbIX yOOCTOBEPEHUN NEeKapCTBEHHbIX NpenapatoB AN MeAULUHCKOro
npuMeHeHus, kotopble uctekatoT B 2024 r. npogneHbl Ha 12 mecsaueB, a B 2025 r. - go 31.12.2025 (
MoctaHoBneHue lMNMpaButensctea P® ot 12.03.2022 N 353).

CratbAa 28. PeructpaunmoHHoe yaoCTOBepeHMe NeKapCTBEeHHOro npenapara

KoHcynbTaHTlntoC: npumeyaHue.

PaspelwiaeTtca obpaileHne B P® 3apernctpyMpoBaHHbIX JIEKAPCTBEHHbIX MpenapaTtoB, CPOK OeNcTBUs
pPEerncTpaumoHHOro yaoCToBEPEHUS KOTOPbIX UCTEK B Criyyae, npeaycMoTpeHHom 4. 11 ¢1. 4 ®3 ot 30.01.2024
N 1-03.

KoHcynbTaHTlntoC: npumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnpOCTPaHSITCA Ha MPAaBOOTHOLLUEHUSA, BO3HUKAKOLWME Npu obpalleHun
NEeKapCTBEHHbIX CpeacTB Ana meguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

1. PeructpaunoHHoOe yooCTOBEPEHME NEKAPCTBEHHOMO Mpenaparta C yka3aHUeM JeKapCTBEHHbIX hOpM U
003MpOBOK BblaaeTcs 6eccpoyHo, 3a WCKIHYEHUMEM PErMcTPauMOHHOIO YOOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTa, BbldaBaemMoro CO CPOKOM [OEUCTBUSA NMATb feT, Ha BrepBble pernctpupyemble B Poccuinckon
depepaumm nekapcTBeHHbIE NpenaparTsbl.

2. Mo wucTeyeHUM ykasaHHOrO B 4acTM 1 HacToslWend cTaTbM cpoka BbloaeTcs GeccpoyHoe
perncTpaumMoHHoe yAOCTOBEPEHWE JIeKapCTBEHHOrO Mpenapata npu  YCroBMU  NOATBEPXKOEHWUS  €ro
rocy4apCTBEHHON permcTpaumu.

3. B cnyvae BHeceHus B cootBeTcTBUMM co cTaTbamu 30 u 31 Hactosiwero depepanbHOro 3akoHa
N3MeHeHU B cogepXallmecss B perucTpaumoHHOM [OCbe Ha 3apermcTpUpOBaHHbIA NekapCTBEHHbIN npenapaT
OOKYMEHTbI, 3aTparMBaloliMX CBEAEHUsl, OTPaKeHHble B PerucTpauvoHHOM YAOCTOBEPEHWU feKapCTBEHHOro
npenapaTta, YNOfIHOMOYEHHbIN doefepanbHbli opraH UCMOMHUTENBHOW BNAacTW BbldaeT HOBOE pernctpaumoHHoe
yOOCTOBEpPEHUE NeKkapCTBEHHOMO Npenapara, coaepxallee BHECEHHbIE B HEMO N3MEHEHNS.

(4acTb 3 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

4. YtpaTtun cuny c 1 auBaps 2026 roga. - PegepanbHbin 3akoH ot 30.01.2024 N 1-03.

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.01.2026 cT. 29 He pacnpocTpaHAeTCs Ha MPaBOOTHOLUEHWUS, BO3HMKaKOLWME Npu obpalleHun
NEeKapCTBEHHbIX CpeacTB Ans MmeauumHckoro npumeHeHns (93 ot 30.01.2024 N 1-93).

KoHcynbTaHTlntoC: npumedaHume.
Cpok perucrpauum nekapcTBEHHOrO npenapaTta 4fis BETEPUHapHOro NpumeHeHus, nctekatowmn B 2025 roay,
npogneH Ha 12 mecsaues ([locTaHoBneHwue MNMpasutensctea PP ot 12.03.2022 N 353).

KoHcynbTaHTlnoc: npumeyaHue.

PervctpaunoHHble yOOCTOBEPEHUS] TeKapCTBEHHbIX MNpenapaTtoB A9 MeOULMHCKOTO MPUMEHEHUs Ha
OymaxHoM HocuTene, Aybnukatbl yOOCTOBEPEHUW ANA MEeOWLMHCKOrO W BETEPUHaAPHOro MPUMEHEHUS C
01.01.2026 He BblgatoTcs (P3 o1 30.01.2024 N 1-03).

Cratbsa 29. NoarBepXxAaeHMe rocyfapCTBeHHON perucrpaumm nekapcTBeHHOro npenapara
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTBepxaeHWe rocydapCTBEHHOW PerncTpauuy NekapcTBEHHOTO npenapaTa OCYLEeCTBNSeTCs Mnpu

www.consultant.ru Crpanvua 47 ns 124
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100477
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100477
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100473
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100473
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=319062&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=319062&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;dst=100439
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;dst=100439
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100176
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100176
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100473
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100473
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523735&amp;dst=100936
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523735&amp;dst=100936
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;dst=100442
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;dst=100442
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Bblgavye 6eccpoYHOro perMcTpaumMoHHOro yoOCTOBEPEHMS FIEKApCTBEHHOMO nMpenaparta B cryvyae, yka3aHHOM B
yactu 2 ctaTbu 28 HacToswero PenepanbHOro 3akoHa, B CPOK, HE MPEBbLILLAIOLLMIA COPOKa paboynx gHewn co OHA
HanpaBfieHMs nocpeaCcTBOM €AMHOro nopTana B YMNOMAHOMOYEHHbIN dhefepanbHbld OpraH MCAONHUTENbHON
BNacTU WNN NUYHBLIN KAaOMHET YMNONMHOMOYEHHOro defeparnbHOro opraHa MCMNOSHUTENbLHOW BRacTu B e€OWHOM
CUCTEME 3asBMeHMs O MOATBEPXOEHUM TroCyAapCTBEHHOW perucTpauun nekapcTBEHHOro npenapata Aans
MEOULMHCKOTO MPUMEHEHMS, U1 B CPOK, HEe MpeBbllalWMiA TpuaLaTn Tpex pabounx OHEW CO AHSA NPUHATUS
3a8BneHns O rocyJapCTBEHHOW perncrpaumm nekapcTBEHHOro npenaparta Ans BeTepUHapHOro MNpUMeEHEeHUs,
NnoAnMCaHHOro YCUneHHom KBannguumpoBaHHOW 3NeKTPOHHOW NoAnucklo. He ocyllecTBnaeTca noarsepXaeHune
rocyapCTBEHHOW permctpaLmm B OTHOLLIEHUN NEKapCTBEHHOro npenapara Ans BETePUHapHOro nNpuMeHeHus!, He
HaxoausLlerocs B obpalleHun B Poccuiickon ®Pegepaumm B TedeHne Tpex u 6onee neT, a Takke B OTHOLLEHUM
nekapCTBEHHOro cpeacTsa, NPOU3BEAEHHOrO C HapylleHneM TpeboBaHMs, YCTaHOBIIEHHOro YacTbio 3.7 cTatbu
71 Hactoswero ®egepanbHOro 3akoHa. 3asiBfieHMe O MNOATBEPXAEHUW roCyAapCTBEHHOW perucTpauunm
NekapCTBEHHOrO npenapaTta MOXeT ObiTb MOANMCAHO YCUMEHHOW KBanMULUMPOBaHHOW 3MEKTPOHHOW MOAMNUCHIO
nmMbo yCUNEHHOW HeKBanNMMUUMPOBAHHOW 3MEKTPOHHOM MOAMNWCBbID B Cry4vae, €cnvu OT MMEHW 3asiBUTens
OencTByeT ero npeacraBuTenb (oranmdeckoe nuuo), YNOMHOMOYEHHbI AEACTBOBATb OT MMEHM 3asiBUTENsI Ha
OCHOBaHWN JOBEPEHHOCTU B 3NIEKTPOHHON hopMe B MalLMHOYMTaeMOM Buae.

(B pea. PenepanbHbix 3akoHoB OoT 30.01.2024 N 1-93, ot 31.07.2025 N 304-93)

2. 3asBrneHne O nNoATBEPXOEHWM [OCYOAPCTBEHHOM perucTpauum fekapCTBEHHOro npenapaTa
HanpasnsieTcs NOCpPeacTBOM €AMHOro nopTtana B YNOSIHOMOYEHHbIM dedepanbHbii opraH MCHONHUTENbHON
BNacTU WNN NUYHBLIN KAaOWHET YMNONMHOMOYEHHOro defeparnbHOro opraHa MCMNOSHUTENbLHOW BRacTu B e€OWHOM
CUCTEME HEe paHee YeM 3a CTO BOCEMbOECAT OHEW OO0 WUCTEYEeHUs Cpoka [OENCTBUSA pPerucTpaLmoHHOro
yOOCTOBEPEHMS NEKapCTBEHHOMo Npenaparta U He No3gHee OKOHYaHUs Cpoka ero 4encTBus.

(vacTb 2 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

2.1. YTpatun cuny. - ®egepanbHbiii 3akod ot 30.01.2024 N 1-$3.

3. lMNoaTBepkaeHWe rocydapCTBEHHOW perucTpauuyM NekapcTBEHHOro npenapata OCYLIEecTBNsSeTca Mo
pesyrnbTaTam 9KCNepTU3bl OTHOLLEHUS OXMOAeMON Mob3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKAPCTBEHHOTO
nmpenapata Ha OCHOBaHUW pe3yNibTaTOB MOHMUTOPUHra 3(dEKTUBHOCTM M 6e30MacHOCTU JeKapCTBEHHOTO
npenapata, NPOBOAMMOrO AepXaTeneM Wnu BragenbLueM PerMcTpauyvoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenaparta N1MBo YNonHOMOYEHHLIM UMK OPUONYECKMM FIMLIOM, a TakkKe COOTBETCTBYIOLUM YMNONMHOMOYEHHbBIM
denepanbHbIM OpraHOM WCMONHUTENBHON BRAcTU B COOTBETCTBUM C TpeboBaHMsSIMU cTaTbl 64 HaCTOSLLEro
depnepanbHOro 3akoHa.

4. K 3aaBneHu0 O NOATBEPXAEHUW rocygapCTBEHHOMW perncrpauum nekapcTBEHHOro npenapaTta gns
MeONLMHCKOro NpMMeHeHus npunaratTca:

1) BOKYMEHTbI, coaepallne pesyrbTaTbl MOHUTOPUHIa 3¢pdEKTUBHOCTM 1 HE30MaCHOCTU NEKAPCTBEHHOIO
npenaparta gns MeguUMHCKOro NMPUMEHEHWS!, NMPOBEAEHHOIO AepXaTenem unv BnagenbLuemM permcTpaunoHHOro
YAOCTOBEPEHNS JeKapCTBEHHOro npenaparta Ans MeAMLMHCKOrO MNPUMEHEHUst NGO  YNoNHOMOYEHHBIM UM
IOPMONYECKUM NIULIOM, N0 hopme, YTBEPXKOEHHOW YMNONHOMOYEHHbIM dhedeparnbHbiM OpraHOM UCMONHUTENbHOW
BracTu;

2) cBefeHusi O paTe nNpenocTaBneHuss M pPermcTpauuMoHHOM HOMEpe JMLUEH3MM Ha NpOu3BOACTBO
NEeKapCTBEHHbIX CPEeACTB, NN CBEAEHMS O aTe NpPegoCTaBNEHUs U PErMcTpauMoHHOM HOMEpPE 3aKMYeHUsa o
COOTBETCTBMM NPOM3BOAUTENSA NEKAapPCTBEHHbLIX CPeACTB TpeboBaHNSAM NpaBui Hagnexallen Npon3BoACTBEHHON
NPaKkTUKK, UNKU Konus ceptTudmnkaTta cCooTBETCTBUS NPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB ANst MeOUUNHCKOro
NpUMeHeHnst TpeboBaHNSAM NpaBU Haanexallen Npou3BoOACTBEHHOW NpakTUKM EBpasmiickoro 9kOHOMMYECKOro
COl03a, NPefoCTaBEHHbIX YNOMHOMOYEHHBIM ddedeparibHbiM OpPraHOM WMCMOMHUTENbHOW BNAcTh B OTHOLLEHWUU
NPOV3BOACTBEHHOW MIOLLAAKM NEKAPCTBEHHOrO npenapaTta Ansg MeguuMHCKOro NPUMEHEeHus, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clyyae, ecrnv npouM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeaMLMHCKOro npuMeHeHus ocylectenseTcs B Poccunckon ®egepaunn;

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-03)

3) Konmusi npenoCTaBfIEHHOW YMOMHOMOYEHHBIM OpraHOM CTpaHbl MPOU3BOAUTENS JULEH3UWM Ha
MPOV3BOACTBO NMEKapCTBEHHOro npenapaTa Ansa MeguLMHCKOro MPUMEHEHNUs U ee MepeBod Ha PYCCKUI A3blK,
3aBepeHHble B YCTAHOBMIEHHOM MOpAAKE, a Takke KOMUSA 3akmioyeHus O COOTBETCTBMM NpousBoauTens
NeKkapcTBeHHbIX cpeacTs TpeboBaHMSAM MpaBWUN Haanexalleid NpoM3BOACTBEHHOW MPaKTUKX, WM KOnus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

cepTMduKata COOTBETCTBUS MNPOU3BOAMTENS NEKApCTBEHHbIX CPeacTB AN MeOWLUMHCKOrO MpUMEHEHUS
TpeboBaHNsIM MpaBuIl Haanexaiwlenhn MNpon3BOACTBEHHOM NpaKTUKM EBpasniickoro 3KOHOMUYECKOrO COH3a,
BblAaHHbIX  YMOJTHOMOYEHHbIM  doefeparnbHbiM ~ OpPraHoOM  UCMOSTHUTENbHOW  BracTM B OTHOLUEHWUU
I'IpOVI3BO,D,CTBeHHOI7I nnowagkn nekapCTtBeHHOro npenaparta ana mMeguunHCKoro npuMeHeHua, rocygapcreeHHasa
perncTtpauma KOTOporo noAarBepxXxaaetcd, WM Konua peweHua ynosiHOMO4YeHHOro cpe,u,epaanoro opraHa
NCMNONHNTENbHON BracTn 0 NpoBeAeHnn dapmaneBTUYECKON MHCMEKUNN NPOM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB
Onst MeguUMHCKOTO MPUMEHEHUSI Ha COOTBETCTBME TpeboBaHMsSIM MNpaBuil Hagnexalen Mnpou3BOACTBEHHOMN
npakTukn EBpasnmnckoro akOHOMMYECKOro Col3a B Crydae, ecrv Npou3BoACTBO fIEKAPCTBEHHOIO npenapara Aans
MeAMLMHCKOro NPMMEHEHMS OCYLLECTBIISiIeTCA 3a npegenamn Poccunckon ®epepaunn.

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

(vacTb 4 B peq. PenepansHoro zakoHa ot 04.06.2018 N 140-93)

4.1. B OTHOWEHUN OMONMOrMYECKUX JEeKAPCTBEHHbLIX MNpenapaTtoB AfsS MeOULMHCKOTO MNPUMEHEHUS
3aaBUTENb OOMOMHUTENBHO NPeAcTaBnsAeT pes3ynbTaTbl MEpPONPUATUA, NPeAyCMOTPEHHbBIX NITAHOM YMpaBeHus
puckamu, YTBEPXOEHHbIM  YNOMHOMOYEHHbIM  doegepanbHbiM — OpraHOM  UCMOSIHUTENBHOWM  BRactu  npu
OCYLLECTBNEHMM roCyaAapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara s MeauUMHCKOro NpuMeHeHs.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. K 3aaBneHn0 0 NOATBEPXAEHUN rocyqapCTBEHHOW perncrpaumm nekapCcTBEHHOro npenapaTta gns
BETEPMHAPHOrO  MPMMEHEHUS  MpuraralTcsa  AOKYMEHTbl,  codepXxalime  pesynbTaTbl  MOHUTOPWHra
ahpekTMBHOCTM N GEe30NaCHOCTN NeKapCTBEHHOrO npenaparta Ans BeTEPMHAPHOro NpPUMEHEHUs!, MPOBOAUMOro
Jepxatenem wunu BnagenbueM PerncTpaumMoHHOro YOOCTOBEPEHWs MeKapCTBEHHOro npenapata [Ans
BETEPVHAPHOIO NPUMEHEHNsI NMMOO YMONTHOMOYEHHLIM MM HOPUOUYECKM IMUOM, Mo dopme, YTBEPKAEHHOM
YMONTHOMOYEHHbIM doeeparnbHbiM OPraHOM UCMOMHMTENBHOW BNACTW, Y JOKYMEHTbI, YKa3aHHble B NyHkTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkTa 4 yactn 3 ctaTtbu 17 HacTosiwero ®egepanbHOro 3akoHa. B oTHowweHun
MMMYHOBMONOrMYEeCKUX IeKapCTBEHHbIX MpenapaToB Afs BETEPUMHAPHOrO MPUMEHEHUS He NpeacTaBnAlTCA
CBefeHUs, yka3aHHble B noanyHkte "k" nyHkta 4 yactu 3 ctatbum 17 Hactoswero depepanbHoOro 3akoHa. B
OTHOLLEHUN TNEKapCTBEHHbIX NpenapatoB ANnd BeTEPMHApPHOro MPUMEHEHUS, MNOSTyYEHHbIX C MNPUMEHEHNEM
reHHO-UHXXEeHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MoOB WM COAEepXalUUX Takme opraHuM3Mbl, AOMOSTHUTENBHO
NpeacTaBnsTCA cBeAeHus], yKasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepanbHoOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
02.08.2019 N 297-03)

4.3. 3asBMTenb BNpaBe NpeacTaBUTbL C 3asiBIIEHWEM O MOATBEPXKOEHWUM FOCYOapCTBEHHOW perncrpauumn
NeKapCTBEHHOMO npenapaTta pekBM3UTbl JOKYMEHTa, NOATBEPXKAAOLWEro ynnaTy rocygapCTBEHHOM MOLUNUHBI 3a
NMOATBEPXKAEHNE TOCYOAPCTBEHHOM perncTpauMu nekapCTBEHHOrO Mpenapata, a Takke BbljaBaemble
(NpepocTaBnsiemble) YMOMHOMOYEHHbIMM  doefepanbHbiMM - OpraHamMu  UCMOSNTHUTENBHOM BNACTU  JOKYMEHTbI
(cBepeHus), ykasaHHble B nyHKTax 2 M 3 4yactm 4 Hactoswewn ctatbn. B cnydyae wux HenpencraBneHus
YNOMHOMOYEHHbIV  dheepanbHblii  OpraH WCMOMHUTENbHOW BRacTy 3anpalmBaeT yKasaHHble [OOKYMEHTbI
(cBepeHus) B nopsigke MeXBeLOMCTBEHHOTO MHCPOPMAaLMOHHOIO B3aMMOLENCTBUS.

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-93, o1 30.01.2024 N 1-93)

5. B TeuyeHne nATM pabounx [dHEW CO [OHS HanpasneHWs MNOCPeAcTBOM eAdMHOro noprtana B
YMONHOMOYEHHbBIN beaepanbHbIl OpraH WCMNOSIHUTENbBHOW BMacT WU MWYHbIA KabuHeT YnoNHOMOYEHHOro
denepanbHOro opraHa WCMOMHWUTENbHOMW BNactu B eOWHOW CuUcTeMe 3asBfieHUss O MOoATBEPXAEHMU
rocyAapCTBEHHOW pernctpauuMm nekapcTBEHHOro mnpenapata WM [AOKYMEHTOB, CcoAepXalwmx pe3ynbTarbl
MOHMTOPUHra 3EKTUBHOCTN N BE30MacHOCTM NeKkapCTBEHHOro npenapara, NpoBOAUMOrO AepxaTernem unm
BNagenbLueM perncTpaumMoHHOro YAOCTOBEPEHWUs MeKapCTBEHHOro npenapata Nnbo ynOMHOMOYEHHbIM MMM
IOPUANYECKUM JFTMLOM, YNONTHOMOYEHHbBIN befepanbHbli OpraH NCMONTHUTENbHOW BNACTU:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) NpoBOAMT NPOBEPKY MOSTHOTHI CBEAEHWI, COAEpPXKaLLUMXCS B NPeACTaBIEHHbIX 3asiBUTENIEM JOKYMEHTaX;

2) NpYHUMAaET peLleHne o NPoBedeHMN U 06 0TKase B NPOBEAEHMUN SKCNEPTM3bl OTHOLLEHUST OXXMOAEMOW
nonb3bl K BO3MOXHOMY PMUCKYy MPUMEHEHUS JIEKAapCTBEHHOrO Mpenaparta Ha OCHOBaHUWM pe3yrnbTaToB
MOHUTOPMHIra 3(PPEKTUBHOCTN U BE30MACHOCTU NEKapCTBEHHOrO Mpenaparta, MPOBOAMMOrO AepXaTenem unm
BNagenbLeM perncTpaumMoHHOro YAOCTOBEPEHWUsi MeKapCTBEHHOrO npenapata nnbo yNOrHOMOYEHHBIM MMM
ropngn4ecknMm  nuuoMm, a TakKxe cpe,qepaanbuvl OopraHom WCMNOMNHUTENbHON BRNacTh B COOTBETCTBUM C
TpeboBaHusiMn cTaTbk 64 HacTosiwero ®eaepansHOro 3akoHa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) HanpaBnsieT B NIMYHbLIN KAOMHET 3KCNEPTHOrO YYPEXAEHUS B €OUHON CUCTEME MOANMUCAHHOE YCUITEHHOWN
KBanuuuMpoBaHHOMW ANIEKTPOHHOW NOANUCLI0 3afaHne Ha NpoBefeHne IKCNepTu3bl, NPeayCMOTPEHHOM MYHKTOM
2 HacTosIWEen YacTu, a Takke HanpaBnseT 3asBUTEN0 NOCPEACTBOM €4AMHOro noprana unv B fUYHbIA KabuHeT
3agBuTenss B €OMHOW CUCTeMe MOoAMUCAHHOE YCUIMEHHOW KBanuduuMpoBaHHOW SMEKTPOHHOW MOAMUCHIO
yBEOOMIIEHNE O MPUHSITOM PELLEHNM O Bblaye 3a4aHus Ha NpoBeAeHNe yKa3aHHOW aKcnepTuabl NMnbo 06 oTkase
B MpOBeAeHNN yKa3aHHOW 3KCNepTU3bl C YKasaHNeM NpUYUH OTKasa.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. B cnyyae BbIsSiBNeHWs HeOOCTOBEPHOCTUM U (MNU) HEJOCTATOMHOCTM WMHbOpMaumu, codepxallencs B
NPeLCTaBMEHHbIX 3asBUTENEM [OKYMEHTAX, YNONIHOMOYEHHbIM dbeaepanbHblili OpraH MCNOMHUTENBHON BNAacTy
HanpaenseT 3assBUTENIO NOCPEACTBOM €4QUHOro rnoprana unu B fNINYHbIA KabMHET 3asiBUTENs B €4MHON CUCTEME
3anpoc 06 yTOYHEHMU yKa3aHHOM WHopMaumn, NOANMUCAHHBIA YCUITEHHOW KBanNUUUMPOBAHHOW 3MEKTPOHHOWN
NOAMNCHIO.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

7. 3agButenb o6si3aH HanpaBUTb MOCPEACTBOM €AMHOrO noprtarna B YMNOMHOMOYEHHBIN dheaepanbHbii
OpraH WCMOMHWTENBbHOW BracTM WM NWYHBIM  KAaOWHET  YMONHOMOYEHHOro  dyedeparnbHOro opraHa
UCMOMNHUTENbHOW BfacTM B €OWHOW CUCTEME MOAMUCAHHBLIA YCUIEHHOW KBannuduUUUMPOBAHHOW 3NEKTPOHHOW
MOANUCBLI0 OTBET Ha 3anpoc YNorHOMOYEHHOro defeparnbHOro opraHa UCNOMHUTENBHOW BNAcTW, YKa3aHHOMO B
YacTu 6 HacTosllen cTaTbW, B CPOK, He MpeBbIIAOWMA OeBAHOCTa pabounmx OHEN CO OHSA MOony4veHus
YNOMHOMOYEHHbIM (hefieparnbHbIM OpraHOM UCMOMHUTENBbHOW BAcTU 3NEKTPOHHOIO YyBEAOMIIEHUS O MOyYeHUn
3asBuTENEM Takoro 3anpoca. CpoK, ykasaHHbIM B 4acTu 5 HacTosilen craTbW, NPUOCTaHaBMMBAETCA CO AHS
HanpaBneHns 3asBUTENO0 NOCPEeACTBOM eAMHOro noprana unm B NIMYHbIA kKabuHeT 3asBUTENS B €OUHON CUCTEME
Takoro 3anpoca [0 [AHA HampaBfeHus 3asiButenemM nocpeacTBOM eAMHOro noprtana B YNOSHOMOYEHHbIN
denepanbHbI opraH UCMOMHUTENBHOW BAACTU UMW NIUYHBLIN KaOMHET YNONTHOMOYEHHOro dheaepanbHOro opraHa
NCNOMHUTENBHOW BNacTu B €4MHOM CUCTEME OTBETa Ha Takow 3anpoc U He Y4uTbIBAETCA NPU UCHUCTIEHUN CPOKa
noaTBEPXAEHUS TOCYOapCTBEHHOW perucTpauum nekapcTBeHHoro npenapata. B cnyyae, ecnu oT uMeHu
3asBMTENss OENCTBYET ero npeacraButenb (puamdeckoe nuuo), YNOSTHOMOYEHHbLIN OEeWCTBOBaTb OT MMEHMU
3aaBUTENss Ha OCHOBaHUW JOBEPEHHOCTU B 3MEKTPOHHOW hOpMe B MalUMHOYMTaeMOM BuAe, OTBET Ha 3anpoc
MoxeT OblTb MognNucaH YCUNEHHOW KBanMUUUPOBAHHOW 3OMEKTPOHHOW nognucbld  Nnbo  yCUIEeHHOM
HeKBanMMUUMPOBaHHOW 3NEKTPOHHOW NOAMUCHIO.

(B peq. PenepanbHbix 3akoHoB 0T 30.01.2024 N 1-®3, o1 31.07.2025 N 304-93)

8. OcHoBaHveM Onis OTKa3a B MPOBEAEHUN IKCMEPTU3bl OTHOLLIEHWUS] OXMAAEMOWN MOMb3bl K BO3MOXHOMY
pUCKY MNPUMEHEHUS FeKapCTBEHHOrO npenapata sBnAseTcsa nNpeAacTaBneHve [OOKYMEHTOB, CoaepKalimx
pe3ynbTatbl MOHUTOPUHIra 3¢pPEKTUBHOCTM U BE30MaCHOCTN NEKapCTBEHHOrO npenapara, u (Mnn) B OTHOLLEHUN
Buonornyecknx nekapcTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIIEHUS MEpPONnpuSATUIA B COOTBETCTBUU C
NNaHoM YnpaBfeHUs puUckamu, YTBEPXKAEHHBIM YMONTHOMOYEHHbLIM dedepanibHbiM OPraHOM WCMOSNTHUTENbHOM
BMacTM NpMW OCYLLECTBIIEHWNM FOCYAAPCTBEHHON PErncTpaLmmn nekapCTBEHHOMO npenapara, B HEMOSIHOM 00beME,
OTCYTCTBME WH(popMauMn, noaTBepxaarlen dakT ynnaTbl rocygapCTBEHHOM MOLWSWHBLI 3a MOATBEpPXOeHue
rocygapCTBEHHON perncTpauuMn nekapCTBEHHOro npenapaTta, nuMbo HenpeacTaBrneHue 3asBUTeneM B
YCTaHOBMEHHbIA CPOK OTBE€Ta Ha YyKasaHHbll B 4acTu 6 HacToswew cTaTtby 3anpoc YMNOSIHOMOYEHHOrO
dhegepanbHOro opraHa UCMOSTHUTENbHOW BNacTW, a Takke OTCYTCTBUE B yKa3aHHbIX JOKYMEHTax MHgopmauuu,
KOTopasi JOJKHA ObITb B HUX OTpaXkeHa.

9. 3OkcnepTu3a OTHOLUEHMS OXMAAeMOW MOSb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA MeKapCTBEHHOro
npenapaTta B Uensx NoATBepxXAeHus rocyaapCTBEHHOW perncrpauumn nekapCTBeHHOro npenapata npoBoAUTCS
KOMUCCUEN 3KCMEepTOB 3KCTMEPTHOrO YYpeXAeHUst B CPOK, He NpeBblllalowui Tpuauatu pabounx OHeRn, npwu
NOATBEPXXAEHNM roCyAapCTBEHHON perncTpaumnmn nekapcTBeHHOro npenaparta Ans MeAMUMHCKOro NpUMeHeHUst v
B CPOK, HE MpeBbllaWwuin ABaguaTi Tpex pabounx gHew, Npu NOATBEPXKOAEHUN rocy4apCTBEHHOW pernctpauum
neKkapCcTBEHHOro npenapara Ans BETEPUHaPHOro NPUMEHEHMS.

(8 pea. PenepanbHbix 3akoHoB OT 30.01.2024 N 1-93, ot 31.07.2025 N 304-93)

10. B cnyyae HegocTaTOMHOCTM NPEACTaBMAEHHbIX 3KCNEepTy MaTtepuanos ANs Aa4v 3aKMOYEeHNS B NIUYHbIN
KabuHeT 3asBUTENS B €OUHOW CMCTEME HanpaBenisieTCs 3anpoc O NpeacTaBlieHnM HEOOXOAMMbIX MaTepuasnos,
MOANMUCaHHBbIN pykoBoauTenem (ynorHOMOYEHHbIM JIMLOM) SKCMEPTHOrO YYPEXOEHWss C  MCMONb30BaHVEM
YCUMNEHHON KBannuumMpoBaHHOW 3N1IEKTPOHHOW NOAMMUCH.

(4actb 10 B pea. PegepanbHoro 3akoHa oT 30.01.2024 N 1-3)

www.consultant.ru Crpanuua 50 ns 124
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100189
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100189
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100191
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100191
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100193
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100193
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;dst=101516
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;dst=101516
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100194
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100194
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;dst=101517
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;dst=101517
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100195
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100195
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

11. 3asBuTenb 00si3aH HanpaBWUTb B JMYHBIA KaOWMHET 3KCMEPTHOro Y4YpEeXOaeHus B €AMHOM cucteme
noanucaHHbIn - YCUNEHHOW KBanuUUMPOBaAHHOW 3NEKTPOHHOW MOAMUCBbI0 OTBET Ha 3anpoc 3KCNepTHOro
yupexgeHuss B CpOK, He npeBblaloWwuin Wwectnaecatn pabounx OHeW CO AHS MNOMYyYEeHWs SKCNepTHbIM
yupexgeHmem OneKTPOHHOro yBedOMIMEHMs O MONlydeHuMU 3asiBUTerneM ykasaHHOro 3anpoca. Bpemsi co aHs
HanpaBneHus B JNINYHbIA KaOWHET 3asBMTENs B eOMHON CUCTEME 3anpoca 3SKCMEPTHOro yupexaeHus OO0 OHS
HanpaBfeHusl 3asiBUTENEeM B JMYHBIN KabWHET 3KCMepTHOrO YYPEXOEeHUs B eOWHOW CUCTeEMe OTBeTa Ha
yKa3aHHbIA 3anpoc He YyYUTbIBAETCHA NMPU UCYUCIIEHUM CPOKa NPOBEAEHUS 3KCMEepTU3bl OTHOLLEHUS OXnaaemown
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs TeKapCTBEHHOTO npenaparta Ha OCHOBaHWMM JOKYMEHTa, cogepallero
pesynbTaTbl MOHUTOPUHIa 3pEKTUBHOCTU N Be30MacHOCTH NekapCTBEHHOMO Npenapara.

(vactb 11 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

12. B cpok, He npeBbiwawWmi nNatTM paboymx OHENM CO AHS HarpaBfieHUs B JUYHbIA  KabuHeT
YMNOSTHOMOYEHHOTO dheepanbHOro opraHa UCMNOMHUTENbHOW BNacTu B €OUHOW CUCTEME 3aKIFOYEHMSI KOMUCCUM
3KCMepPTOB MO pes3ynbTaTtaM 3KCNepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapaTa, COOTBETCTBYIOLUMIA YNONIHOMOYEHHbIN deaepanbHbid  opraH UCMNONHUTENbHON
BNacTu:

(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLUeCTBNAEeT OUEeHKYy 3TOro 3akiyYeHua aOnda onpegerieHna ero CooTBeTCTBUMA 3adaHUK Ha
npoeegeHne yKaSaHHOVI JQKCNEPTU3bI;

2) NpUHUMaEeT peLueHne O MOATBEPXKAEHUWN TOCYyAapCTBEHHONW pernctpaumu NekapCTBEHHOro npenapara
unu o6 oTkase B NOATBEPXKOEHUM roCyAapCTBEHHOWN perncTpauun NekapcTBeHHOro npenapaTa;

3) BHOCUT MpuW NPUHATUN peLUeHNs O NOATBEPXAEHWW FOCydapCTBEHHON permcTpauuy rnekapcTBEHHOro
npenaparta CBeAeHWs B rOCY4apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPEACTB U BbiAaeT 3asBuTento GeccpoyHoe
perucTpauMoHHoe yOOCTOBEePeHWe feKapCTBEHHOro npenapara MOCPeACTBOM HanmpaBneHus Yepes eauHbI
noptan WnU nWYHbIA KabuHeT 3asBuTens B €eOWHOM CUCTEME BbIMUCKM W3 FOCyJapCTBEHHOro peectpa
nekapCTBEHHbIX CPeAcTB, NOANUCAHHON YCUIEHHOW KBanuguLMpoBaHHON 3MEeKTPOHHOW NOAMUCHIO.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

13. OcHoBaHMeM [Ansi oTkasa B MNOATBEPXOEHUM TOCYLapCTBEHHOW perucrpaumm JekapCTBEHHOro
npenapata 4SBMSETCA  3aKMYEHWEe  COOTBETCTBYHOLIErO  YMOMHOMOYEHHOro  doefepanbHOro  opraHa
WCNOSTHUTENBHOM BACTU O TOM, YTO PUCK NPUYMHEHUS Bpeaa 300POBbI0 YenoBeKa WUMn XXMBOTHOMO BCneacTeme
npuemMa nekapcTBEHHOro npenapaTa npeBbllaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(B peq. ®PenepanbHoro zakoHa ot 04.06.2018 N 140-93)

14. B nepuopg npoBegeHust npoLeaypbl NOATBEPXKAEHUS rOCYAapCTBEHHON pPerMcTpaummn rekapcTBEHHOro
npenapaTta ero obpaweHune B Poccuinckon degepaumm He npuoctaHaBnmMBaeTcs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX MpenapaToB 4O NCTEYEHMS CPOKa FOAHOCTH, MPON3BEAEHHbIX
B TE€YEeHMe CTa BOCbMWAECATU KaneHOapHbIX OHEW nocrne AaTtbl MPUHATUS YMONTHOMOYEHHbIM doeaeparnbHbiM
OpraHoM UCMOSMHUTENBHOWN BrAcTW peLLleHns O NOATBEPKAEHMM FOCY4apCTBEHHON perncTpauumn, B COOTBETCTBUN
¢ nHdopmaLmen, cogepxallencs B AOKyMeHTax permcTpaumoHHOro 4OCbe Ha fiekapCTBEHHbIM Nnpenapart 40 AaThbl
NPUHATUSA TAKOrO PELLEHMS.
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTlIntoC: npumevaHume.

Ho 01.01.2027 ponyckaeTcsi obOpalleHne npenapaTtoB, B OTHOLIEHWM KOTopbix Ao 31.12.2025 He nopgaHbl
3asiBfeHns O NpUBEAEHUN Oocbe B cooTBeTcTBME ¢ aktamum EASC, ecnm Ha 01.12.2025 oHu BBeAeHbl B
0bopoT He MeHee 3 nocnedHux kaneHaapHbix net ([loctaHoBnenwe lMpaButensctBa PP ot 12.03.2022 N
353).

Crtatba 30. BHeceHne uaMeHeHUN B AOKYMEeHTbl, codepxalwueca B permctpaumoHHOM OoCbe Ha
38perMCTpMpOBaHHbIﬁ neKapCTBEHHbIﬁ npenapart AnAa MeanumnHCKoOro npumeHeHus

1. B uenax BHECEHUS W3MEHEeHW B [OKYMEHTbl, coAepXalluecss B pPerucTpauuoHHOM [J0Cbe Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3aperncTpupoBaHHbIn NeKapCTBEHHbIM npenapaTt Ans MeauLMHCKOro NpUMEHEHUs, AepxaTenb unu Bnageney
perncTpaumoHHOro yaocToBePEHUs NekapCTBEHHOMo npenapara unu ynonHOMoYeHHoe UM Apyroe puamyeckoe
nMuo (gamee B HacTosWwen cTaTbe - 3asiBUTENb) HanpaenseT MoCpeAcTBOM €4MHOro nopTana B
YMOSTHOMOYEHHbIN hedepanbHbIi OpraH UCMOMHUTENbBHON BracT UMW B MWYHBIN KabWHET YNONTHOMOYEHHOrO
denepanbHOro  opraHa WCMOMHWUTENbHOM BRactTM B €4OWMHOW  cUCTeMe  MOAMUCAHHOE  YCUITEHHOW
KBanMMUUUPOBaAHHON 3NEKTPOHHON MOAMNWUCHI0 3asiBIEHNME O BHECEeHWUM TakuxX W3MeHeHWW no dopwme,
YCTaHOBMEHHON YNONMHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMOMHUTENbHOW BAAacTW, U npunaraemble K Hemy
N3MEHEHUSI B yKa3aHHble JOKYMEHThI, @ TaKkKe JOKYMEHTbI, nogTeepxaatLme HeobxoaumocTb BHECEHUST TaKMX
n3mMeHeHnn. B cnydae, ecnn OT UMEHU 3asiBUTENS OEWCTBYET €ero npeacrtaBuTenb (puanyeckoe nuuo),
YNOMHOMOYEHHbIV AeCTBOBaTb OT UMEHU 3asBUTENS Ha OCHOBaHUW OOBEPEHHOCTU B ONEKTPOHHOW dopMe B
MaLLMHOYMTAaEMOM Buae, 3asiBNeHne 0 BHECEHUN U3MEHEHUIN B JOKYMEHTbI, coAepxalunecs B perncTpaLmoHHOM
[OCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIN npenapaT Ans MeAWULUWHCKOrO MPUMEHEHUs, MOXeT ObiTb
NMOANMUCAHO YCUIEHHOW KBanMULMPOBAHHOW 3MEKTPOHHOM NOAMUCHI0 MO0 YCUNEHHON HEKBANUMULMPOBAHHOM
3NEeKTPOHHOW NOAMNUCHIO.

(B pea. ®egepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N_140-d3, ot 30.01.2024 N 1-93, ot
31.07.2025 N 304-93)

1.1. Mpun HeobxoAMMOCTM BHECEHWst B [OOKYMEHTbl, coaepXalinecss B PErMcTpauMoHHOM [0Cbe Ha
3aperMcTpUpOBaHHbIA NIEKAPCTBEHHBIN NpenapaTt And MegUuUMHCKOTO MPUMEHEHMWS, U3MEHEHUA OTHOCUTENBHO
MecTa MpOM3BOACTBA JIEKAPCTBEHHOIO npernaparta Ans MeAVMLMHCKOro NpuMeHeHusi, Tpebyowmx npoBeaeHus
3KCMNepPTM3bl KAYeCTBa NIEKApPCTBEHHbIX CPEACTB, 3asiBUTENb LOMNONTHUTENBHO HaNpaBnseT NOCPeACTBOM €AMHOro
noptana B YMNOMIHOMOYEHHbIN bedepanbHbli  OpraH WCMOMHUTENbHOW BRAcTM UMM JNIWYHBIA - KabuHeT
YNOMHOMOYEHHOro beiepanbHOro opraHa UCNONHUTENBHON BNAacTu B €ANHON CUCTEME:

1) cBegeHuss 0 paTe nNpenoCTaBEHUs W  PErucTpauMoHHOM HOMEpe JMUEH3UM Ha NPOU3BOACTBO
JleKapCTBEHHbIX CpencTB, a TakKXe KON 3aKii4YeHUAa O COOTBETCTBUU Npon3BognUTeNA NekapCTBeHHbIX CpeacTB
ONs MeAMLUMHCKOro NpuMeHeHnst TpeboBaHnsaM NpaBun Hagnexailen NPon3BOACTBEHHON NPAKTUKWU, UMK KOMUIO
cepTudmnkata COOTBETCTBMS MNPOM3BOAMTENSA NEKAPCTBEHHbIX CPeacTB ANs MeOULMHCKOrO MNpUMEHEHUs
TpeboBaHMsM NpaBul Haanexaulenh MNpon3BOACTBEHHOW NpaKTUKKM EBpasniickoro 3KOHOMUYECKOrO COH3a,
BblOAHHbLIX YMNOMHOMOYEHHbIM befeparnbHbiM OpraHoOM MCMOMHUTENBHOW BRAcTU B OTHOLUEHWM U3MEHEHHOW U
(Mnn) QONONTHEHHOW NMPOM3BOACTBEHHON NIIOLWAAKM JNIEKAPCTBEHHOrO Npenapara Ans MeanLMHCKOro NpUMEHEeHNs,
nnn Konuw peweHna ynoriHOMOYeHHOro qaep,epaanoro OpraHa NCNOMHUTENbHON BRacTn o npoesegeHun
cbapmaueBqueCKon MHCNEeKUMn npon3BoAcTBa JieKapCTBEHHbIX cpeacTtB AnA MegUUMHCKOro npuMMeHeHua Ha
cooTBeTCcTBME TpeboBaHUAM NpaBun Haanexallen NpoM3BoACTBEHHON NpakTUkM EBpasnitckoro 3KOHOMUYECKOTrO
colo3a B OTHOLUEHWM W3MEHEHHOW W (MnM) [AOMOSNHEHHOW NPOM3BOACTBEHHOW MIOWAAKN NeKapCTBEHHOMO
npenapata AnNs MEOWLUWHCKOrO MpUMEHEeHUs B Criyyae, €ecnv MNpOM3BOACTBO FEKAPCTBEHHOrO npenapara
ocyulectBnsieTcs B Poccuiickon ®epepauuu;

2) Konuo nNpeaocTaBreHHOM YMNOMHOMOYEHHBIM OpraHoM CTpaHbl MPOM3BOAUTENS JULEH3UN Ha
Npon3BOACTBO NeKapCTBEHHOro npenapaTta Ans MeAWUMHCKOro NMpUMEHEHUs U ee NepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMNEHHOM [OpglKe, a Takke KOMUI0 3akMiyeHUs O COOTBETCTBUM MNpousBoauTens
NEKapCTBEHHbIX CpeAcTB TpeboBaHMsIM NpaBuil Haanexawlenh npou3BOACTBEHHOW MPaKTUKU, WIIN  KOMWUIO
cepTuduKkata COOTBETCTBUS MNPOU3BOOMTENS JNEKAPCTBEHHbIX CPeacTB AN MEeOMLMHCKOTO MPUMEHEHUS
TpeboBaHVAM npaBun Hagnexawewn npon3BoOACTBEHHOW NPaKTUKM EBpasninckoro 3KOHOMMYECKOrO COH3a,
BblAaHHbIX YMOMHOMOYEHHbBIM hbeaepanbHbIM OpraHOM WCMNOMHUTENBHOW BNAcTW B OTHOLLUEHUN WU3MEHEHHOW U
(vnn) [QONONHEHHOW NPOW3BOACTBEHHOW MMOLWAAKM FekapCTBEHHOro npenapata, WM KOMWl  peLleHns
YNOMHOMOYEHHOro heepanbHOro opraHa WCNONHUTENbHOW BRacTM O MpoBedeHun dapmaleBTUYeCcKon
WMHCMEKUMM TMPOM3BOACTBA JIEKAPCTBEHHbIX CPeAcTB AN MeAMLMHCKOrO MNPUMEHEHWA Ha COOTBETCTBUE
TpeboBaHMsIM MpaBun Hagnexallen npou3BOACTBEHHON MNpPaKTUKM EBPasnMCKOro 3KOHOMMYECKOrO COk3a B
cnyyae, ecnu npou3BOACTBO JEKAapCTBEHHOrNO npenapaTta OCyLIeCcTBRAsieTcs 3a npegenamu Poccunckon
depepauuu.

(vactb 1.1 B peq. ®egepansHoro gakoHa oT 30.01.2024 N 1-93)

1.2. Tpn HeobGXOAMMOCTU BHECEHUSI B [OOKYMEHTbI, codepXaliMecss B PErucTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIN npenapaTt Ans MeOULUHCKOrO NPUMEHEHUs!, N3MEHEHUIA OTHOCUTENBHO
rnokasaTenen ka4ecTBa NnekapCcTBEHHOro npenapaTa Ang MeauUMHCKOro NpUMEHEHUsa 1 (Unn) MeTo40B KOHTPONS
KayecTBa NlekapCTBEHHOro npenapaTta Ans MeAMLMHCKOro NMpUMEHEHMs!, TPeOyHLWMX NpoBeaeHNs KCNepTusbl
KayecTBa NeKapCTBEHHbIX CPeACTB, 3asBMTENb OOMOSIHUTENbHO HanpaBnsAeT NocpeacTBOM €AMHOro nopTana B
YMNOSIHOMOYEHHbI befiepanbHbli OpraH WUCMOSNTHUTENBHOW BIAcTM UM NIMYHBIA KabWHET YMOSTHOMOYEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

cbep,epaanoro opraHa MCMNONHUTENBLHON BNAacTn B €ANHON CUCTEME:

1) cBemeHuss 0 paTe nNpenoCTaBfEHUA U PErMcTpauMoOHHOM HOMEpPE JIMUEH3UM Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeACTB MMM CBeAEHUs O AaTe NpedocTaBfeHus U perucTpaumMoHHOM HOMEPE 3aKIYeHust o
COOTBETCTBMM NPOUN3BOAUTENS NTEKAaPCTBEHHbIX CPpeACcTB TpeboBaHUSAM NpaBwui Haganexallen Npon3BoLCTBEHHOM
NpaKkTUKN U1 KONuo cepTudukata COOTBETCTBUSA MPOU3BOAUTENS NIEKAPCTBEHHLIX CPEACTB AN MEAULMHCKOro
npvMeHeHus TpeboBaHMAM OpaBun Hagnexalen nNpou3BOACTBEHHOW MPakTUKM EBpasniickoro aKOHOMUYECKOro
COl03a, BblAaHHbIX (MPeAoCTaBNEHHbIX) YNOMHOMOYEHHBIM hedeparnbHbIM OpraHoOM WCMOSHWUTENBHOW BNacTu B
OTHOLUEeHMN MPOU3BOACTBEHHOW NIOWAAKN feKkapCTBEHHOro npenapaTta, B criyyae, €cCnvM MNpOM3BOACTBO
nekapcTBEHHOro npenaparta ocyliectanseTca B Poccunckon ®enepaunn;

2) KOnMWK NpefoCTaBfEHHOM YMONTHOMOYEHHbIM OpPraHoOM CTpaHbl NPOWM3BOAUTENS JIMLEH3UU Ha
NMPOM3BOACTBO fEKAPCTBEHHOMO npenaparta Ans MeOULUMHCKOTO NMPUMEHEHWUs] 1 ee NMepeBof Ha PYCCKUN SA3bIK,
3aBepeHHble B YCTaHOBJIEHHOM MOpsAKe, a TakkKe CBeOEeHUs O gaTe NpPeAoCTaBfeHuMs U permcTpauuoHHOM
HOMEepe 3akryeHUss O COOTBETCTBUM NPOM3BOAUTENHA FEKApPCTBEHHbIX CPEACTB TpeboBaHMAM npaBun
Hagnexallem npPoOM3BOLACTBEHHOW MNPaKTUKW, WMAM  KOMUKO cepTudukata COOTBETCTBUS MpoM3BOAUTENS
NeKapCTBEHHbIX  CPeacTB AN MEOUUMHCKOrO  MpUMeHeHust  TpeboBaHMAM  npaBun  Hagnexaiien
NMPOM3BOACTBEHHOW  MPaKTUKA  EBpPasuMCKOro  9KOHOMMUYECKOrO  COK3a, BblAAHHbIX  YMOMHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOMHUTENBHOW BNAcTM B OTHOLLEHUWN NPOM3BOACTBEHHON MITOLWAAKN NEeKapCTBEHHOMO
npenapaTa, UM CBeAeHUa O Aate NpeaoCTaBfeHUs N PErMcTPauMoHHOM HOMEpPE PELLEHUS YMOTHOMOYEHHOro
hedepanbHOro opraHa UCMOMHMTENBHOW BRacTu O nposefeHun dapmaueBTUYeCKON MHCNEKUUN NPOM3BOACTBA
nekapCTBEHHbIX CPEACTB ANs MEAULMHCKOrO NPUMEHEHUS Ha COOTBETCTBUE TpeboBaHMAM NpaBun Hagnexailen
NPOM3BOACTBEHHOW MNpaKkTUkKn EBpa3sninckoro SKOHOMWMYECKOTO COH3a, E€CNU MPOM3BOACTBO JIEKAPCTBEHHOMO
npenapaTa ocylecTBnseTca 3a npegenamu Poccunckon depepaumn.

(vactb 1.2 B peq. ®epepanbHoro gakoHa ot 30.01.2024 N 1-93)

1.3. MNprHATUE peLLeHns O BHECEHUM U3MEHEHUA U o6 OTKa3e BO BHECEHWW U3MEHEHUN B OOKYMEHTbI,
cogepxalimecss B perucTpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbI  JfeKapCTBEHHbIM Mnpenapart  Ans
MEOVLMHCKOrO NPYMEHeHusi, B criy4yae HeobxoOaMMOCTU MpoBedeHMs IKCMepTu3bl KayecTBa feKapCTBEHHbIX
CpeacTB M (MAM) 3KCMepTM3bl OTHOLIEHWS OXWAAeMOW Mofib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nekapCTBEHHOro npenapata And MeAWMUUHCKOro MPUMEHEHUS OCYLLECTBRSETCHS B CPOK, He MNpeBbIatowmnin
naTugecatn pabounx AHen, a B OCTarnbHbIX CryyYasx B CPOK, HE MpeBbllUaoWmi AecaTn pabounx gHen co OHs
HanpaBneHnss MOCPEACTBOM €eOMHOro nopTana B YNOMHOMOYEHHbIN deaeparnbHbli OpraH WUCMNOSTHUTENbHOW
BMacTy UNu NUYHbIA KabuHeT yNorHOMOYEHHOro deaeparnbHOro opraHa WCMNOfHUTENbHOW BNacT B eOWHOW
cMcTeMe 3asBIeHNS O BHECEHUN TaKUX N3MEHEHWIA.

(vactb 1.3 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHOro 3akoHa OT
30.01.2024 N 1-93)

1.4. YnonHoMouYeHHbIN deaepanbHbIi  opraH  UCMOMHUTENBbHOW BRAcTM C  Yy4eToM pesynbTaToB
hapmakoHaz30pa 1M NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB, HAXOOAWMUXCA B rpaxgaHckom obopoTe,
YCTaHOBMEHHBbIM TpeboBaHWSAM K WX KayecTBy B TeYeHue [ecatn paboumx OHerW CO OHA MOCTynieHus
COOTBETCTBYHOLEN MHOPMaLMM pasmellaeT Ha cBoeM oduumansHOM canTte B ceTn "MHTepHeT" cBegeHus o
HeobXOOMMOCTU BHECEHMSI B WHCTPYKUUIO NO MEAUMUMHCKOMY MNPUMEHEHMIO NEeKapCTBEHHOro mnpenapara
NU3MEHEHNA B OTHOLLUEHUW CBEAEHWUA O MokasaHuaX AN NPUMEHEHUS U NPOTUBOMNOKasaHuAX AN NPUMEHeHUs
NekapCTBEHHOrO npenapara, BbIsIBNEHHbIX MOOOYHbIX OENCTBUSAX, HEXenaTerbHbIX peakumsax npu npuMeHeHun
NeKapCTBEHHOIO npernapata M HanpaensieT MOANMUCAHHOE YCUIEHHOW KBanUULMPOBAHHOM 3NEKTPOHHOMN
MOANMUCBLID YBEOOMJSIEHVME B FWYHBIN KabWHET 3asBUTENS B €OMHOM CMUCTEME, a TaKkkKe B JIMYHble KabuHeTbl
3asBuUTENEe B €OMHOM CcucTeMe, SBMSKOWUXCS gepXaTensamu wnM  Bnagenbuamu  perucTpaumoHHbIX
YOOCTOBEPEHMI B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MNpenapaToB (MM YNOSTHOMOYEHHbIX UMW APYTUX
IOPUONYECKUX NnL).

(vactb 1.4 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 475-03; B pen. depepanbHoro zakoHa OT
30.01.2024 N 1-93)

1.5. OepxaTtenb unu Bnagenew, perucTpaLmMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenaparta, a Takke
aepxatenu WNM  Bnagenblbl  PerucTpauMoOHHbIX  YOOCTOBEPEHMI  NeKapCTBEHHbIX npenapatoB  (Mnu
YNONTHOMOYEHHbIE VMU ApYrMe lopuavyeckue nvua), KoTopble SBMAIOTCA B3aMMmo3aMeHsieMbiMM, 00si3aHbl
HanpaBWUTb B JIMYHBbIA KAGUHET YNONTHOMOYEHHOTO helepanbHOro opraHa UCMONTHUTENbBHOW BNacTX NnognucaHHble
YCUINEHHbIMM  KBanNMMUUNPOBAHHLIMA  3NEKTPOHHBIMM  MOAMUCSAMU  3asIBIIEHUS O BHECEHUU U3MEHEHWIn B
JOKYMEHTbI, CoaepXKallMecss B PEerMcTpaumMoHHbIX [0Cbe Ha 3apermcTpupoBaHHbIe MeKkapCcTBEeHHble npenapaThbl
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

ONa  MeOMUUHCKOrO MPUMEHEHUS, B OTHOLUEHMU CBEOEHWW, YKa3aHHbIX B WHCTPYKUMU MO MeOULMHCKOMY
MPYMEHEHWIO JIEKapCTBEHHbIX MpenapaTtoB, B Te4YeHWe copoka paboumx [HEeWm Cco OHA  MoMy4YeHus
YMOSTHOMOYEHHbIM hefepanbHbIM OpraHOM UCTONHUTENBHOW BIAaCTU 3NEKTPOHHOIO YBEOOMIIEHUS O MOSTyYeHUn
aepxatenem wnu  BnagenbLeM pPEerMcTpauMoHHOrO YAOCTOBEPEHWUs JeKapCTBEHHOro npenaparta  (unu
YMOSTHOMOYEHHbLIM UM OPYrUM IOPUAMYECKUM FIMLOM) MHAOPMaLuK, ykasaHHOW B YacTu 1.4 HacTosilen ctaTbu.
[aHHoe TpeboBaHWe He pacnpoCTPaHAETCs Ha CrlyvYan BHECEHUS B MHCTPYKLMIO MO MEAMLNHCKOMY MPUMEHEHMIO
NeKkapCTBEHHOrO Mpenapata M3MEHEHU B OTHOLUEHUW HOBbLIX MOKAa3aHWM AN MPUMEHEHUSA NeKapCTBEHHOMO
npenapaTta Ha OCHOBaHMW pe3ynbTaToB COOTBETCTBYIOLLMX NCCneaoBaHni. B crniyyae, ecnv oT nMeHun 3aaButens
OencTByeT ero npeacraBuTenb (ouanmdeckoe nuuo), YNOMHOMOYEHHbI AEACTBOBATb OT MMEHM 3asiBUTENsl Ha
OCHOBaHWN JOBEPEHHOCTU B 3NIEKTPOHHOM (hOpME B MALLMHOYUTAEMOM BUAE, 3asiBNIEHNE O BHECEHUM U3MEHEHUN
B JOKYMEHTbI, coepXallmecs B PErmcTpauuoHHOM AOCbe Ha 3aperncTpupoBaHHbIM NeKapCTBEHHbIN npenapar
ONS  MeOUUMHCKOTO MPUMEHEHMS, MOXET ObiTb MOAMUCAHO YCUIEHHOW KBanMUUUPOBAHHOW 3EKTPOHHOM
NOANUCHIO NGO YCUINEHHON HeKBanMULMPOBaHHOW SMEKTPOHHOM NOAMMUCHIO.

(yacte 1.5 BBegeHa depepanbHbiM 3akoHoM OT 27.12.2019 N 475-03; B pen. PepepanbHbiX 3aKOHOB OT
30.01.2024 N 1-93, o1 31.07.2025 N _304-03)

2. PelweHne o npoBegeHMM IKCNEpTU3bl KayecTBa IeKapCTBEHHbIX Cpeacts u (Mnn) SKcnepTusbl
OTHOLUEHUSI OXWOAEeMOW MOoNb3bl K BO3MOXHOMY PWCKY TMNPUMEHEHWUS FeKapCTBEHHOro npenaparta Aans
MEOULMHCKOTO MPUMMEHEHUS NPUHMMAETCA B COOTBETCTBUU C YTBEPXKOEHHON YMONTHOMOYEHHbIM doefeparbHbIM
OpraHoM MWCMOSTHUTENbBHON BriacTu knaccudmkaumen M3MeHEHUN, BHOCMMbIX B AOKYMEHTbI, COAepXalimecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpMpOBaHHbI NeKapCTBEHHLIN Npenapar.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. 3aaBuTenb BnpaBe nNpeacTaBuTb MO COOCTBEHHOW WMHULUMATMBE BMeECTe C 3asiBieHWEeM O BHECEeHUu
N3MEeHeHU B JOKYMEHTbI, CoaepKallnecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIM NEKApCTBEHHbIV
npenapat Ons  MEeAWUMHCKOrO  MPUMEHEHWs,  PEeKBM3UTbl  OOKYMEHTOB, NoATBepXaawwmx  ynnarty
rocygapCTBEHHON OOLWNWHbLI 3a BHECEHWEe B AOKYMEHTbl, codepXallMecs B PerucTpaumoHHOM [ocbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIA MnpenapaTt Anst MEeAUUMHCKOrO NPUMEHEHUs, U3MEHEHUN, TpebyroLmx
NpoBedEeHUs 3KCNEPTU3bl NIeKapCTBEHHbIX CPEACTB B YaCTU IKCMepTM3bl KayecTBa MeKapCTBEHHOro cpeacTsa v
(MnKn) 9KCNepTM3bl OTHOLLIEHWMS OXMOAEMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NeKapCTBEHHOro
npenapata Ans MeAWLUMHCKOrO MPUMEHEHWs, FOCYAapCTBEHHOM [OWMWHbI 33 BHECEeHWe B [OKYMEHThI,
cogepxaiwimecsas B PErucTpaumoHHOM [OCbe Ha 3aperMcTpypoOBaHHbIA  MEKapCTBEHHbIN npenapaTt  Ang
MEeOULMHCKOTO NMPUMEHEHUS, U3MEHEHUI, He TpebyoLWwmnx NpoBeaeHNs 3KCNepTU3bl NeKapCTBEHHOrO CpeacTBa, a
Takke BblgaBaemble (NpegocTaBnsemMble) YNONHOMOYEHHbIMU dedeparnbHbIMU  OpraHaMyM  MCNONMHUTENBHON
BNacTu [OOKYMeHTbl (cBefeHud), ykasaHHble B 4actax 1.1 mn 1.2 HacTosiwen crtateu. B cnyyae wux
HenpeacTaBneHNs YNOMHOMOYEHHbIN defeparnbHbli OpraH MCMOMHUTENbHON BNAcTU 3anpalunBaeT yKa3aHHble
OOKYMEHTbI (CBEeAEeHNs) B MOpsaKe MeXBeAOMCTBEHHOMO MHDOPMAaLIMOHHOIO B3aUMOAENCTBUS.

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-93, o1 30.01.2024 N 1-$3)

4. B TeuyeHue nNsSTU paboumx OHeEl CO AHS MOCTYMMEHWsl YKasaHHOro B 4acTu 1 HacTosleln craTbi
3asBNEHUSI U HEOBXOANMBIX JOKYMEHTOB YNOSTHOMOYEHHbIN dheaeparnbHblii OpraH UCMNOSTHUTENbHOW BNacTu:
(B peq. PepnepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) npoBOAUT MPOBEPKY MOJIHOTbI WM AOOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBUTENIEM MaTepuanax;

2) NpuHMMaeT pelleHVe O MPOBEAEeHWMM YKa3aHHbIX B YacTu 2 HacTosiel cTaTbW COOTBETCTBYHOLLMX
9KCMEepTU3 NeKapCTBEHHOrO cpecTBa UM 06 OTkase B UX NPOBEAEHMUU;

3) HampaBnseT B §WYHbIN  KabvHeT 3adBuTenss B e€OVHOM CUCTEMEe MOAMWCAHHOE  YCWUIEHHOW
KBanuuuUUpoOBaHHON 3MNEKTPOHHOW MOANMUCHI0 YBEAOMIIEHWE O MPUHATOM pELeHMU UMM B Cry4vae NpUHATUS
peleHus o6 oTkase B NPOBEAEHNM COOTBETCTBYHOLLEN SKCMEPTU3bI C YKa3aHNEM MPUYNH TAaKoro oTkasa.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

4.1. B cny4yae BbIIBNEHUS HEJOCTOBEPHOCTU CBEAEHUN, coaepKallnxca B NpeacTaBneHHbIX 3asBuTenem
MaTepuanax, yrnoslHOMOYEHHbI dheaepanbHbI opraH UCNOMHUTENBHOW BNacTu HanpaBnsaeT B NIMYHbLIN KabuHeT
3asBMTENss B eAVMHOW cucTeme 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeOEHWIN, MOAMUCaHHbIA  YCUNEHHON
KBannMuUUMpoBaHHON 3NEKTPOHHON NOAMUCHIO.

(vacTb 4.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

4.2. 3asButenb 00s13aH HanpaBuUTb B JIMYHbIN KaOWHET YMONHOMOYEHHOro defepanbHOro opraHa
UCMOMNHUTESNbHOW BacTM B €4WHOW CUCTEME MOAMUCAHHBLIA YCUIEHHOW KBannduUUUPOBaAHHOW 3NEKTPOHHOW
noanncblo OTBET Ha 3anpoc YMNONMHOMOYEHHOro bedepanbHOr0O OpraHa WMCMOMHUTENbHOW BAAcTU B CPOK, He
npeBbiaLWNA  AeBsAHOCTA pabounx OHEW CO OHsI NOSydeHUs YMNONHOMOYEHHbIM deaeparnbHbiM OpraHoM
WCNONMHUTENBHOW BNACTU SMEKTPOHHOro YyBeOOMIEHUs O MOMydYeHuu 3asdBuTeneM AaHHoro 3anpoca. Cpok,
yKa3aHHbIi B 4acTu 4 HacTodAWwen cTaTby, NPUOCTAHABNMBAETCS CO [AOHS HanpaBneHus B NNYHbIA KabuHeT
3aaBuUTeNns B eQMHOM cUCTeMe 3arnpoca YNonmHOMOYEHHOro dyefepansHOro opraHa UCNOSTHUTENBLHOW BRacTu Ao
OHSA HanpaBfeHus B NWYHbIA KabWHET YMONMHOMOYEHHOro dyefepanbHOro opraHa WUCMNONHUTENbHOW BNacTu B
€[MHON cuctemMe OTBeTa Ha AaHHbIA 3arnpoc U HE YYUTbIBAETCHA NMPU MCYUCIIEHMM CPOKa MPUHATUSA pPeLUEeHust O
BHECEHUM M3MEHEHUN B [OOKYMEHTbl, coaepXalliMecsi B PerncrpaumoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN npenapaT Ans MeaUUMHCKOro NpUMEHeEHUs.

(yactb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. OcHoBaHveM Ons OTkasa B NPOBEAEHUN YKa3aHHbIX B YacTU 2 HACTOSLLEN CcTaTbi 3KCNePTU3 ABNSeTCS
npeacTaBrneHne OOKYMEHTOB, NepeyvucrieHHbix B yacTtsax 1 m 3 HacToswen craTbl, B HEMOfiHOM oObeme,
HenpeacTaBreHne 3asBUTENEM B YCTaHOBMEHHBIN CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosiwen ctaTbu
3anpoc YNorHOMOYEHHOro dpbefepansHOro opraHa WCMOMHUTENbHOW BNactu, a Tawkke OTCYTCTBME B
npeacTaBrneHHbIX OOKyMEeHTax [AOCTaTOYHbIX CBedeHWW, MOATBepXaalwmux HeobxoaumMoCTb BHECEHUS
U3MEeHeHNn, unNu OTCYTCTBME UHAOpMaLuK, noaTeepxaaroLwen akT ynnaTbl rocyAapCTBEHHbIX MNOLUNH,
yKa3aHHbIX B 4acTu 3 HacTosLWen CTaTbm.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKasaHHble B YacTu 2 HacTOSILLEN CTaTbW 3KCNEpPTM3bl NMPOBOAATCS B NOpsKe, yCTAaHOBIEHHOM CTaTben
23 HacTosuero PenepanbHOro 3akoHa.

7. B cpok, He npeBbIWalLWmMin N9T paboumx AHeW Co OHS HanpaBrieHus NocpeacTBOM eAMHOro noptana B
YMONIHOMOYEHHbIN bedepanbHbIfl OpraH WCMNOMIHUTENbHOW BMAacTU WU fWYHbIA KabuHeT YMNOSIHOMOYEHHOro
denepanbHOrOo  opraHa WCMOMHMTENbHOW BNactTu B €AMHOMW  CUCTeMe  NOAMUCAHHBIX  YCUIEHHbIMU
KBanMMUUUPOBAHHLIMA  ANEKTPOHHBLIMW  NOAMUCAMM  3aKIKOYEHUA KOMWCCUA 3KCMEepTOB MO pesynbTaram
YyKa3aHHbIX B YaCTW 2 HACTOsLLEN CTaTbM 3KCNEepTM3, YNONHOMOYEHHbIM dheaepanbHbll OpraH UCNONMHUTENBHON
BNacTu:

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

1) NPUHMMAET peLLEHNE O BHECEHNM U3MEHEHUI B OKYMEHThI, CoAepXalunecs B perncTpaumMoHHOM 40Ckbe
Ha 3aperncTpupoBaHHbLIA NEeKapCTBEHHbIA npenapat Anst MeOUUMHCKOTO MpUMEHeHusl, unu ob oTkase BO
BHECEHUN TaKUX U3MEHEHWIA;

2) BHOCWT B rOCyJapCTBEHHBIN PEEecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM peLUeHUs] O BHECEHWUU
N3MEHEHN B JOKYMEHTbI, COAEepXKaLlMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHbIN
npenapaT 4ns MeAMUMHCKOro NpMMeEHeHUs1, Heo6XxoauMble U3MEHEHNS;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) BbldaeT 3asiBUTENIO HOBOE PErncTpaumoHHOE yOOCTOBEPEHME NeKapCTBEHHOrO npenapara B criyyae
N3MEHEHNs1 CBEAEHWI, COAEPXKALLMXCA B HEM, NYyTEM HanpaBfeHusi 3asBUTENO NOCPEeACTBOM €AMHOro noprana
UNn B NUYHBLIN KaOMHET 3aABUTENSA B €AUHOM CUCTEME BbINMUCKN U3 FOCYAapCTBEHHOrO peectpa NekapCTBEHHbIX
CpeacTB, NOANUCAHHOW YCUMEHHON KBanMMULMPOBaHHON 3NEKTPOHHOW NOAMNUCHIO.

(n. 3 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. ®enepansHoro zakoHa oT 30.01.2024 N
1-03)

8. OcHoBaHMEM ONnsl O0TKasa BO BHECEHWMM U3MEHEHWU B LOKYMEHTbI, CoAepKallnecs B permcTpaumoHHOM
[OCbe Ha 3aperncTpupOBaHHbLIA NEKapCTBEHHbIA Mpenapat Anst MeAULUMHCKOro MpUMEHEHUsl, SIBRsieTcs
3aKMOYeHMEe YMNONHOMOYEHHOTO defeparnbHOro opraHa WMCMOMHUTENbHOW BRacT O BO3MOXHOCTU CHUXKEHUS
6e3onacHocTy, kavecTBa, 9pPeKTMBHOCTM NEKAPCTBEHHOIO CPEACTBA B Cllydae BHECEHMUS TaKUX U3MEHEHWIA.

9. [lonyckaeTcs obpallleHne nekapCcTBeHHbIX NpenapaToB Ans MeAUUUHCKOrO NMpUMEHEHUs 00 UCTeYEHUS
Ccpoka rogHocTu, Npou3BefeHHbIX B TEYEHNE CTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbBIM
denepanbHbiM - OpraHOM  UCMONMHUTENBHOW BMacTu  pPeELUEHUss O BHECEHWM W3MEHEHUA B  OOKYMEHTHI,
coaepxalumecss B perMcTpauyMoHHOM [OCbe, B COOTBETCTBUM C MHGOPMaUMEN, copepKallencs B OOKyMeHTax
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

PErMCTPaLMOHHOIO JOCLE Ha NEKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKoro peLLeHus.
(4acTb 9 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

10. MNpaButenbctBo Poccuiickon depepauun BnpaBe yCTaHOBUTb QOCOBEHHOCTU BHECEHWUS U3MEHEHWUN B
OOKYMEHTbI, coaepKallnecs B perucTpalmMoHHOM A0Cbe Ha 3aperMcTpUpoBaHHbIN NeKapCTBEHHbIN NpenapaT Ans
MEOULUMHCKOTO MPUMEHEHMs1, B criydae AedeKTypbl UNn pucka BO3HWKHOBEHUS AedEKTYpbl NIEKAPCTBEHHbIX
npenapaTtoB B CBA3W C BBEAEHMEM B OTHOWweHuM Poccunckon degepaunm OrpaHUYUTENbHBIX  Mep
9KOHOMMYECKOro XapakTrepa.

(vactb 10 BBegeHa deaepanbHbimM 3akoHoM oT 08.03.2022 N 46-03)

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 31 (B peq. 3 ot 30.01.2024 N 1-93), kacarowmecs npeaoCcTaBNeHNs roc. YCIyr NocpeaCcTBOM
eavHoro noptana, npumenatTcda ¢ 01.01.2026.

Ctatba 31. BHeceHMe M3MeHEHUN B OOKYMEHTbI, coepaluecs B perMcTpauuMoHHOM Aocbe Ha
3aperMcTpupoBaHHbLIW NeKapCTBeHHbIW NpenapaTt Ansa BeTepUHapHOro NnpuMeHeHus

1. B uensix BHeCEHWsT WM3MEHEHVMA B [OOKYMEHTbl, COAEepXallnMecss B PEerncTpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIN NpenapaTt Ans BeTepPUHApPHOro NpUMEHeHUs, AepxaTenb unv Bnageney
perncTpaLmoHHOro yaoCcTOBePEHUsT NeKapCTBEHHOMO npenapara unu ynonHoOMo4YeHHoe UM Apyroe puamyeckoe
nMuo (ganee B HacToslwen cTaTbe - 3asiBUTENb) HanpaenseT MocpeAcTBOM €4MHOro nopTana B
YMNOSTHOMOYEHHBI degepanbHbIN opraH MNCMNOMNHUTENbHON BnacTtu nognucaHHoe YCUITEHHOWN
KBanMUUMPOBaAHHOM 3MEKTPOHHOM MOAMUCHLI0 3asiBfieHMe O BHECEHUW Takux W3MeHeHuMrW Mo opwme,
YCTAHOBMEHHON YNONTHOMOYEHHbIM dheaepanbHbIM OpPraHoOM UCMOMHUTENBbHOW BAAcTW, U nNpunaraemble K Hemy
U3MEHeHNs1 B yKasaHHble JOKYMEHTbI, a Takke OOKYMEHTbl, NoaTBepXaatolume HeoOX0ANMOCTb BHECEHUSA Takux
nameHeHu. Npn HeobXoaAMMOCTM BHECEHUS M3MEHEHUN B LOKYMEHTbI, COAepXallMecs B PerncrpalyuoHHOM
JOoCbe Ha 3aperncTpyMpoBaHHbIN FEKapCTBEHHbLIV NpenapaTt AN BETEPUHAPHOrO MNPUMEHEHMS, B Chy4vasx
N3MeHeHNs 1 (Mnn) OONOSIHEHMST MPOM3BOACTBEHHONM NNOLLIAAKM NIEKapCTBEHHOIO CPeACcTBa, a TakKe U3MEHEHUs
nokasaTesniei KayecTBa NIeKapCTBEHHOrO npenapara ansg BETEPUHAPHOIo NPUMEHEHUST U (M) METOO0B KOHTPONS
KayecTBa JIEeKapCTBEHHOrO npenapata [fAnsi BETEPUMHAPHOrOo MPUMEHEHUs 3asiBUTENb  LAOMOSTHUTENBHO
HanpaenseT NocpeaCcTBOM eAMHOro nopTana B YNonNHOMOYEHHbIV dheaepanbHbIil OpraH UCNOSTHUTENBHOW BRNacTu
cnegyowmne AOKYMEHThI (CBeAeHUs):

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-93, o1 30.01.2024 N _1-93)

1) cBegeHusi o paTe NpefoCTaBneHUss U PEerucTpauMoHHOM HOMepe FMUEH3MUM Ha MNPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB, NPEAOCTaBIEHHON NPOV3BOAUTENIO NEKAPCTBEHHOrO MNpenapaTta Ansi BeTepMHapHOro
NPUMeEHeHNs!, ONsi POCCUMCKUX NPOM3BOANTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

2) cBedeHuss o [fgaTe NpenocTaBfieHWss U PermcTpauMoHHOM HOMepe JIMUEH3MM Ha MNpPOM3BOACTBO
NeKapCTBEHHbIX CpeacTB, NPedoCTaBfiEHHON npousBoauTento dapmaueBTUYecKon cybcTtaHuum, BXoasillen B
COCTaB NekapCTBEHHOTO npenapaTa 41 BETepUHAPHOro NPUMeHeHns, Ans pOCCUNCKNX Npou3BoauTenen;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

3) Konna [OOKyMeHTa, BblOaHHONo YMNoJIHOMOYEeHHbIM OpraHoM CTpaHbl npou3BoguTena And |<a>+<,u,0|7|
NPOM3BOACTBEHHOW  MMOLWAaAKM  FIeKapCTBEHHOro  npenapata Ans  BeTEepUHapHOro  NpUMEHeHUs  U”
NMOATBEPXKOAMOLWErNO COOTBETCTBME NPOM3BOAMTENSA NEKAPCTBEHHOrO npenapata TpeboBaHUAM  [OpaBuI
Haanexallen NpoV3BOLACTBEHHOW MPAKTUKWA, U €ro NepeBoq Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
nopsigke, a Takke KOMUS 3akIiOYEeHWs O COOTBETCTBUM MPOM3BOAMTENS NEKAPCTBEHHBIX CPeAcTB TpeboBaHMAM
npaBun Hagnexawewn npoV3BOACTBEHHOW MNPAKTUKK, BbIAAHHOIO YMNOMHOMOYEHHbIM dedepanbHbiM OpraHoM
WCNOSNTHUTENBHOM BNAcTU ANA  KaX4oW MNPOM3BOACTBEHHOW NOWAAKM FeKapCTBEHHOro npenapata Ans
BETEPUMHAPHOrO NPUMEHEHUs, NMBO KOMuSa pelleHna O MpoBeAEeHUN WHCMEKTUPOBaHMS Mpou3BoanTENs
nekapcTBEHHbIX CPEeACTB, NMPUHATOrO YNOMHOMOYEHHbIM defeparnbHbiM OpraHOM UCMOMHUTENbHOW Bnactu Ans
Ka)XOOW NPOM3BOACTBEHHOW NIOWAAKM JIEeKapCTBEHHOrO Mpenapata Ansd BETEPUHAPHOro NPUMEHEHWS.
YKasaHHble [OKYMEHTbl MpeAcTaBrisioTCs B Criyyae, €Cnv NPOM3BOACTBO JIEKApPCTBEHHOro npenaparta Aans
BETEPMHAPHOro NPUMEHEHUs OcyLLeCcTBNAeTCA 3a npegenamm Poccuiickon degepaumy;

4) KOnua OOKYMeEHTa, BblJAaHHOINo ynoyIHOMOYeHHbIM OpraHoOM CTpaHbl Npoun3BoanTENA (bapMaLl,eBTI/l‘-IeCKOIZ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

cybcTaHuumn 1 NOATBEPKAAIOLLEr0 COOTBETCTBME NpOU3BOAUTENST hapmMaueBTUYECKON CyOCTaHuun, BXOASILLEN B
COCTaB J1€eKapCTBEHHOro npenapaTta Ans BeTepUMHApPHOro NpPUMEHEHWs, TpeboBaHWsAM [OpaBwuil Haanexallewn
NPOM3BOACTBEHHOW MPAKTUKW, U €ro MepeBof Ha PYCCKUWA NA3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM MoOpsigke, B
cnydae, ecrnv npou3BOACTBO hapmaueBTUYECKOM CyOCTaHUMM OcCyllecTBnseTca 3a npegenamu Poccunckon
denepaumn.

(vactb 1 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnn) OONOSTHEHUS MPOU3BOACTBEHHON MIOLLAAKMA NEeKapCTBEHHOIO CpeacTBa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HACTOsILLEN CTaTbW, NPEACTABMASTCS 3asaBUTENEM B OTHOLLUEHUN U3MEHSEMOM
n (Mnn) [OMNoOnHAEMOW NPOW3BOACTBEHHOW MNNOLAAKM FeKapCcTBEHHOro cpeacTtea. PeleHne o BHeceHun
NU3MEHEeHNA B JOKYMEHTbI, COAepXallmecs B perucTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN
npenapaTt Ans BETEPUMHAPHOro NpUMeEHeHWsl, N ob oTka3e B MX BHECEHWW TMpPUHUMAETCs B Ccrydae
HeoOXO4MMOCTU NPOBEAEHMS SKCNEPTM3bl NIEKAPCTBEHHOIO CPeacTBa B CPOK, HE MPEBbLIIANLWNA WECTUOECATH
NSt pabouymx OHeW, a B OCTalbHbIX Cry4Yasdx B CpOK, He MpeBblalwun aBaguatv paboumx OHEW COo OHS
HanpasreHns MnocpeacTBOM eAMHOro nopTtana B YMNOMHOMOYEHHbIV dedeparnbHbli OpraH MCMOMHUTENbHOM
BNacTU 3asiBNIEHUS O BHECEHUWN TaKUX UBMEHEHUN.

(vactb 1.1 BBepeHa ®depepanbHbiM 3akoHoM OT 04.06.2018 N 140-d3; B pen. depepanbHbIX 3aKOHOB OT
30.01.2024 N 1-93, o1 31.07.2025 N 304-03)

1.2. B cnyyae peopraHusaumMu gepxatens unuM Bnagenbla perncrpauuoHHOro yaoCTOBEpPEeHMUS
nekapCTBEHHOro npenapata ANd  BETEpUHapHOro MNpuMMEeHeHus, paspaboTymMka wunu npousBoauTens
NneKkapCTBEHHOro npenapaTta Ans BETePUHapHOro MNPUMEHEHWsT B 3asBfieHNMM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, coaepallnecs B perucTpalmMoHHOM 0Cbe Ha 3apermcTpupoBaHHbIn NekapCTBEHHbIN NpenapaT Ans
BETEPUMHAPHOro  MPUMEHEHUs,  YKa3blBalOTCA  JaHHble  OOKYMeHTa, MoATBepXaalowero  BHeCeHue
COOTBETCTBYIOLLUMX WM3MEHEHMIA B EAMHBIM rOCydapCTBEHHbI PeecTp topuanveckmx nuvuy (4ns opraHu3auunm,
3aperncTpupoBaHHbIX Ha TeppuTopumn Poccunckon depepaumm), unm MHOrO AOKYMEHTa, NoaTBEpXAaloLero
peopraHu3aumio loprMau4eckoro nuua (4na opraHnsauuin, He 3aperucTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumn). 3asBneHne 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI, COAepXalimecs B perMcTpaumoHHOM oCke Ha
3aperucTpupoBaHHbIN NeKapCTBEHHbIM MpenapaTt ANns BETEPUHAPHOro NPUMEHEHUd, U npuraraemMble K Hemy
JOKYMEHTbl HanpaBnslTCsa MNOCpPeacTBOM eduHOro rnopTana B YMNOMHOMOYEHHbIM dedepanbHbIi - opraH
WCMNOMHMTENBHOW BrlacT! He NO3gHee Yyem 4vepes Tpuguatb paboumx AHEN CO OHS BHECEHUS COOTBETCTBYHOLLMX
n3mMeHeHu B EQVHBIV rocygapCTBEHHbIN peecTp puanyecknx nuy (4na opraHnsauuin, 3apermcTtpupoBaHHbIX Ha
Tepputopun Poccuiickon ®egepaumm) unm co HA NPUHATUS COOTBETCTBYHOLLErO JOKYMEHTa, NoaTBEpXAatoLLero
peopraHu3aumio loprManu4eckoro nuua (4na opraHnsauuin, He 3aperMcTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epnepaummn). B cnyvyae peopraHusauum pepxartens wWnu Briagenbla perucTpaLMoHHOro yAoCTOBEpPEHUs
nekapcTBeHHOro npenapara ans BeTepuHapHOro NPUMeHeHNs 3asiBfieHne 0 BHECEHUN U3MEHEHUN B JOKYMEHThI,
cojepxalimecs B perMcTpauuoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM  fEeKapcTBeHHbIM npenapaTt  Aans
BETEPVMHAPHOIo MPUMEHEHWs, ModaeTcsd PUMAMYECKUM IUMLOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
npaBo BrnageHust Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.

(vactb 1.2 BBegeHa PepepanbHbiM 3akoHom oOT 02.08.2019 N 297-03; B pen. PenepanbHOro zakoHa OT
30.01.2024 N 1-03)

1.3. 3aaBneHus, ykasaHHble B Yactsax 1 - 1.2 HacToswen ctatbu, MOryT ObiTb NOANMCAHbI YCUIIEHHON
KBannuUUMpoOBaHHON 3MEKTPOHHON NOAMNUCHIO0 NMMBO YCUMEHHOW HEKBaNMMULUMPOBAHHOW 3NIEKTPOHHON NOANUCHI0
B Crny4yae, ecrnv OT MMEHW 3asBUTEns OencTByeT ero npeacraBuTenb (pusnyveckoe nNuuo), YNONHOMOYEHHbIN
OelcTBOBaTb OT UMEHM 3asiBUTENSI HA OCHOBAHUW AOBEPEHHOCTW B 3MEKTPOHHON hopMe B MalUMHOYNTaEMOM
BUAE.

(vacTb 1.3 BBegeHa depeparnbHbiM 3akoHoM oT 31.07.2025 N 304-93)

2. B cny4yae BHeCeHUA W3MEHEHUMN B [OOKYMEHTbl, COAepXallMecss B perucrpaumMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIA NIEKAapPCTBEHHLIN NpenapaT Ans BeTepMHapHOro NMPUMEHEHUsl, B OTHOLUEHWM CBeOeHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkrta 7 yactn 3 ctaten 17 Hactoswero degepansHoro
3aKoHa, U3MeHeHuUss n (MnNu) JONoNHEHWST NMPOM3BOACTBEHHONM MIOWAAKN FIEKAPCTBEHHOIO CpeAcTBa, a TaKkke B
cny4vae U3MeHeHUs nokasaTenen kadecTBa NNekapCTBEHHOIO NpenapaTa A1 BETEPMHAPHOro NPUMEHEHUs 1 (Unu)
METO[O0B KOHTPOMNsS KayeCcTBa JIEKApCTBEHHOro npenapata ANs BETEPUMHAPHOro MPMMEHEHMSI NPOBOAUTCH
3KCMepTM3a NeKapCTBEHHOIO CPeACTBa A1 BETEPUHAPHOro nNpuMeHeHusi. B cnydyae HeobxoanmocTy BHECEHMS
WHbIX M3MEHEHWN B [JOKYMEHTbl, COAEPXaLUMEeCs B PErucTpauMoOHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NEeKapCTBEHHbIA npenapaT Ofs BETEPUMHAPHOrO MPUMEHEHUs, 3KCrepTu3a JeKapCTBEHHOro cpeactea Ans
BETEPMHAPHOro NPUMEHEHUS He NPOBOANTCA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

3. 3aaBuTenb BrnpaBe MpeacTaBUTb MO COOGCTBEHHOW MHMLMATUBE BMECTE C 3asIBIEHNEM O BHECEHUU
N3MEHEHN B JOKYMEHTbI, COAepXKaLlmMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NIEKapCTBEHHbIN
npenapat And BeTEPUMHaApPHOrO0  NPUMEHEHWs, PEKBU3UTbI  OOKYMEHTOB, MNOATBEPXAAloWuUX  ynnaTy
rocygapCTBEHHOM MOLWMMHbI 32 BHECEHWE B [OKYMEHTbl, COAepXallMecs B PErucTpaumoHHOM [Jocbe Ha
3apEerMcTpUpPOBaHHbIA FIEKApCTBEHHbIV MpenapaT A9 BEeTEePUHAPHOTO MPUMEHEHUS, U3MEHEHURN, TpebyroLmx
NpOBEAEHUS 3KCMEPTU3bl NIEKAPCTBEHHOIO CPeACTBa, UMM N3MEHEHUI, He TPebyoLMX NPoBeaeHNs IKCNepTU3bl
nekapcTBeHHOro cpepcrtea. B cnyyae HeobGXoOMMOCTM  UM3MEHEHUS  CBEOEHWUA, coAepXawumxca B
perncTpaumoHHOM yOOCTOBEPEHMM FEKApPCTBEHHOro npenapata [Ans BeTEPUHApPHOro  MPUMEHEHMUs, C
3asBMEeHNEM, yKasaHHbIM B 4YacTu 1 HacTosILen cTaTbW, 3asiBUTENb BNpaBe MNPeAcTaBUTb MO COOCTBEHHOMN
WHMLMATMBE PEKBU3WUTbI [OKYMEHTA, NOATBEpXAaloLlero ynnaty rocygapCTBEHHOW MOLWMMHbI 3a Bblgady
pPEervcTpaumMoHHOrO YAOCTOBEPEHWUsI JIEKapCTBEHHOro npenaparta. 3asBuTenb BMApaBe MNpPeAcTaBUTb MO
COOCTBEHHON MHULMATUBE CBEAEHMSI O JIMLEH3NSIX, YKa3aHHble B NMyHKTax 1 n 2 yactm 1 HacTosilen ctaTbu, a
TaKke BblgaBaeMmble YMNONIHOMOYEHHbIMU heaepanbHbIMU OpraHaMu MCMOSNHUTENbHOW BriacTM LOKYMEHTbI,
yKkasaHHble B nyHkTe 3 4actu 1 HacTosiwen ctatbu. B cnyyae HenpegcTtaBneHus ykasaHHbIX AOKYMEHTOB
(cBegeHui) yNOMHOMOYEHHbIM dedepanbHbIi  OpraH UCMNOMHUTENbHOW BRacTyM 3anpalmBaeT yKa3aHHble
OOKYMeHTbI (CBeieHus1) B NOpsSiaKE MEXBEAOMCTBEHHOMO MHAOPMAaLMOHHOIO B3aMOAENCTBUS.

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-93, o1 30.01.2024 N _1-93)

4. B cpok, He npesblWwaoWwmnn N9t paboymx gHen co AHA NOCTYNMeHUs ykasaHHOro B Yactu 1 HacTtoswen
cTaTby 3asiBNeHMs U HeoOXOOMMbIX [OKYMEHTOB, YMONHOMOYEHHbIM deaepanbHbli opraH WCMONHUTENbHON
BracTu:

(B pea. PegepanbHoro gakoHa ot 31.07.2025 N 304-93)

1) npoBOAMT NpPOBEPKY MOMHOTbI M LOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3asgBUTENEM JOKYMEHTAX;

2) NpYHUMAaEeT pelleHne O TMpPOBEAEHWMM 3KCMEepPTU3bl JIEKAPCTBEHHOrO CpeAcTBa Afsl BeTEePUHAPHOro
NpUMeEHeHNs UK 06 oTkase B ee NpoBeaeHUY;

3) HanpaBnsieT  NOCpeAcTBOM  edMHOro  nopTana  3asiBUTEN0  NOAMNUCAHHOE  YCUIEHHOW
KBanMduUMPOBaHHON 3MEKTPOHHOM NOAMUCHI0 YBEAOMIIEHME O MPUHATOM PELUEHUMU UMW B Cryvae MPUHSATUS
pelleHns o6 oTkase B NMPOBEAEHUN IKCNEPTU3bI FIEKAPCTBEHHOTO CpeacTBa Ansi BETEPUHAPHOIO NPUMEHEHUS C
yKa3aHnem npuy4nH Takoro oTkasa.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4.1. B cnyyae BbISIBNIEHWS HEQOCTOBEPHOCTU WM (UMW) HEQOCTAaTOYHOCTU CBEAEHWN, COAepXaluuxcs B
npeAcTaBrneHHbIX 3asBuUTeneM maTtepuanax, YNnofmHOMOYEHHbIW dhefdepanbHbIi OpraH MCMNONHUTENbHOW BRacTu
HanpaBnseT nocpeacTBOM €eOuHOro nopTtana 3asBuTento 3anpoc 00 YTOYHEHWM YKasaHHbIX CBeOeHWN,
NOANUCAHHBIN YCUNEHHON KBannULMPOBAHHOW 3NEKTPOHHOWN NOAMNUCHIO.

(vacTb 4.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

4.2. 3aaBuTenb ob6sA3aH HanpaBWTb MOCPEACTBOM €4MHOro rnopTtana B YMNONMHOMOYEHHbIM deneparnbHbIN
opraH UCNOMHUTENBLHOM BracTU MOAMUCAHHLIA YCUNEHHOW KBanNnU@UUMPOBaAHHOW 3NEKTPOHHOW MOAMUCLIO OTBET
Ha 3anpoc YMNofIHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOMW BNACTU B CPOK, HE MpeBbillalowmii
AeBsiHocTa pabouvx AHeW CO OHA MOMyyYeHUst YNONHOMOYEHHbIM ddefeparnbHbiM OpraHoM MWCMONHUTENbHOM
BMNacTW SMNEKTPOHHOro yBeAOMIEHUS O NOSMyYeHuUn 3asBuTenemM AaHHoro 3anpoca. Cpoku, ykasaHHble B HYactu 1.1
HacTosILLLEeN CTaTbu, MPUOCTAHaBMNMBAKOTCA CO OHA HanpasfieHWs MocpeacTBOM eAMHOro rnoprana 3asBUTEnNo
3anpoca YrnosTHOMOYEHHOro defiepanbHOro opraHa UCMONHUTENbHON BNacTu A0 AHS HanpaseHus NocpeaCcTBOM
€[IMHOro nopTtana B ynonHOMOYEHHbIN hefepanbHbI OpraH UCNONTHUTENBLHOM BracTy OTBETa Ha AaHHbIN 3anpoc
N He Y4YUTbIBAOTCA NPU WUCHUCIEHUN CPOKa MPUHATUSA pPELUEHWS O BHECEHWUM W3MEHEHWA B [OOKYMEHTHI,
cofepxawimecas B PerucTpaumoHHOM [OCbe Ha 3aperMcTpvpoBaHHbIM  fEeKapCTBEHHbIN npenapart  Ang
BETEepMHapHOro nNpuMeHeHus. B cnydvae, ecnu oT UMeHU 3aaBUTENS OEWCTBYET ero npeacrasutens (puanyeckoe
NMUO), YMNOSTHOMOYEHHbIV AeNCTBOBaTb OT MMEHW 3asiBUTENs Ha OCHOBaHWM [OBEPEHHOCTW B 3MEeKTPOHHOW
dopmMe B MalUMHOYMTAeMOM BuAe, OTBET Ha 3anpoc MOXeT ObiTb NognucaH yCUIeHHOM KBanuduumpoBaHHON
3NEKTPOHHOW NOANUCHI0 NGO YCUNEHHOWN HeKBanUUUMPOBaHHON 3NEKTPOHHON NOAMUCHIO.

(B pea. PenepanbHbix 3akoHoB OoT 30.01.2024 N 1-93, ot 31.07.2025 N 304-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

5. OcHoBaHveM Ansi oTkasa B MPOBEAEHUN SKCMEPTU3bl NEKAPCTBEHHOIO cpeacTBa Ansi BETEPUHAPHOro
NpUMEeHEeHUA ABndeTca npeacraBieHne JOKYMEHTOB, YKa3aHHbIX B HacTAaX 1Tn3 HaCTOFllJJ.eIZ CTaTbW, B HEMOJTHOM
obbemMe wunu OTCYTCTBME B MPEACTaBMEHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBEeAEHWMW, NOATBEPXAAoLLMX
HeOOXOAMMOCTb BHECEHUS M3MEHEHUI, MO0 HENPeACTaBNEHNE 3asaBUTENEM B YCTAHOBIEHHbLIA CPOK OTBETA Ha
yKasaHHbI B YacTh 4.1 HacTosiWen cTaTby 3anpoc YNONHOMOYEHHOrO dhefepanbHOro opraHa UCMOMHUTENbHON
BracTu.

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

6. OKcnepTM3a NekapCcTBEHHOIrO CpeacTBa AN BETEPUHAPHOrO NPUMEHEHUS B LIENSIX BHECEHUS N3MEHEHWIA
B [OKYMEHTbI, COAepKallumMecs B pPermcTpaumMoHHOM AOCbe Ha 3aperncTpMpoBaHHbIN fekapCTBEHHbIVM npenapaT
ONnsi BETEPUMHAPHOIrO NPUMEHEHMS!, OCYLLECTBMSIETCS B MOPSAKE, YCTAHOBMNEHHOM cTaTbel 24 HacTosALLEero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBbIWaoWmn NATN pabounx AHeW Co OHS HanpaBrieHus NocpeacTBOM e€4MHOro noprana
B YMOJSIHOMOYEHHbIN  hbedepanbHbli  OpraH  WCMOSNHUTENbHOW  BRAcTU  MOAMWCAHHOIO  YCUITEHHOM
KBannuuUMpoOBaHHON 3MEKTPOHHOM NMOAMMCHI0 3aKIMKYEHUST KOMUCCUKN SKCTMEPTOB MO pes3yrbTaTtaM yKa3aHHOW B
YyacTu 2 HacTosILLEeN CTaTbW 3KCNEPTU3bI, YNOSTHOMOYEHHbIN doeaeparbHbI OpraH UCNOMHUTENBHOW BNacTK:
(B pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, o1 30.01.2024 N 1-®3, o1 31.07.2025 N _304-03)

1) NPUHUMaET pelleHne o0 BHECEHUN N3MEHEHNIN B OOKYMEeHTbI, cogepxalinecd B permctpauymMoHHOM OOoCbe
Ha 3apeFMCTpI/IpOBaHHbII7I HeKapCTBeHHbIVI npenapartr ngna BeTepuHapHOro npuMeHeHuA, WUnm 00 oTkase BO
BHECEHWMW TaKUX N3MEHEHWI;

2) BHOCWUT B rOCY[apCTBEHHLIN pPeecTp feKapCTBEHHbIX CPEACTB Ha OCHOBaHWM PELUEHMSI O BHECEHWUU
N3MEHEHWUI B JOKYMEHTbI, CoAepXallnecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIA NEKAPCTBEHHbI
npenapar ans BETEPMHAPHOro NPUMEHEHUs, HEOOX0AMMbIE U3MEHEHUS;

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) BHOCUT B rocyapCTBEHHbLIN pPeecTp JlekapCTBEHHLIX CPEACTB B Crlydae HeoOXOAMMOCTM M3MEHEHMS C
COXpPaHEHMEM TeKyLLero Homepa 3anucu B rocyapCTBEHHOM pPeecTpe NEeKapCTBEHHbLIX CPeACTB W HanpaBnsieT
3a8BMTEN0 NOCPEACTBOM €4MHOr0 noprana unm B NWYHbIA KaOWHET 3asiBUTENS B €AMHON CUCTEME BbIMUCKY U3
rocyadapCTBEHHOIO peecTpa JieKapCTBEHHbIX CPeacTB, MOAMMCAHHYK  YCUIEHHOW  KBanuduumMpoBaHHOM
3MEeKTPOHHOM NOAMNUCHIO.

(n. 3 B pea. PegepansHoro gakoHa ot 31.07.2025 N 304-93)
(vacTb 6.1 BBegeHa depepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHUs M3MEHEHWN B AOOKYMEHTbl, cofepXallmecs B pernctpaumMoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NIEKAPCTBEHHbIA MNpenapaT Ansi BETEPUHAPHOINo MNPUMEHEHWUs, B 4acTu, Kacarollencs
U3MEHeHNs u (unu) OONOSHEHUA NPOU3BOACTBEHHOW NMOLWAAKM NleKapCTBEHHOro npenaparta, npu
npeacTaBneHnn 3asiBUTENEM B COOTBETCTBMM C MNYyHKTOM 3 4acTm 1 HacTosllend CcTaTbu KOMUU peLleHus
YMONTHOMOYEHHOTO  befeparnbHOro opraHa WCMONHUTENbHOW BNactM O MPOBEAEHUN MHCMEKTUPOBAHMUS
nNpon3BoaMTENsl  NIeKapCTBEHHbIX CPEACTB  CPOK, VyKa3aHHbIM B 4actu 6.1 HacToswen craTbM,
NPUOCTaHaBIIMBAETCHA CO OHSA NOJTyYEHNS 3aKMOYEeHNS KOMUCCUM SKCNEPTOB A0 AHSI MPUHATUSA YMOSTHOMOYEHHbLIM
denepanbHbiM OpraHOM MCMOSTHUTENbBHOW BRAcTW peLleHnst O Bblgadve unm o6 oTkase B Bblgaye 3akroyeHus o
COOTBETCTBMM NPOM3BOAUTENSA NEKApPCTBEHHbLIX CPeACTB TpeboBaHNSAM NpaBun Hagnexallen NPon3BoACTBEHHON
NpPaKkTUKKN, HO He Boree YeM Ha CTO BOCEMbAECAT pabounx OHEN.

(vacTb 6.2 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

7. OcHOBaHMeM Ansi OTKa3a BO BHECEHUU U3MEHEHUN B OOKYMEHTbI, coAepXallmecss B permcTpauuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbLIN MpenapaTt Ans BETEPUHAPHOro MPUMEHEHUS, B Crnyyasx, He
TpebyoLmMX NpoBeaeHNs 3JKCMepTU3bl JEKapCTBEHHOrO CpPeacTBa, SBMseTCA MpeacTaBreHne [OOKYMEHTOB,
yKkasaHHbIX B 4YacTtsax 1 u 3 HacTosilen crtaTtbW, B HEMONHOM obbeme WnnM OTCYTCTBME B MNPELCTABMIEHHbIX
OOKyYMeHTax CBeOeHWI, KOTopble OOIMKHbI ObiTb B HUX OTpaXKeHbl, NMOO HenpeacTaBlieHVe 3asiBUTENEM B
YCT@HOBMEHHbI CPOK OTBETa Ha YKasaHHblM B 4acTu 4.1 HacToswen craTtbu 3anpoc YNoOSITHOMOYEHHOro
dhegepanbHOro opraHa UCMOMHUTENBHOW BriacTu.

(vacTb 7 B peq. PepepansHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM Ans oTKasa BO BHECEHUN U3MEHEHUI B LOOKYMEeHTbI, cogepxalnecda B permctpaumoHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

JOCbe Ha 3aperucTpuvpoBaHHbIA EeKapCTBEHHbLIN MnpenapaT Ansi BETEPUHAPHOTO MPUMEHEHUs, B Cry4vasx,
TpebyoLlwmx NpOBEAEHUSA 3KCNEpPTM3bl JIEKAPCTBEHHOrO CPEACTBa, SABMSETCA 3akMmyeHue YMOSTHOMOYEHHOMO
degepanbHOro opraHa WCMNOSHUTENBHOW BractM O BO3MOXHOCTU CHWXKeHus 6es3onacHoCTM, Ka4vecTBa,
3 pEeKTUBHOCTM NEKAPCTBEHHOrO NpenapaTa BCNeACTBME BHECEHUS UIBMEHEHUI B YKa3aHHbIE JOKYMEHTbI, OTKa3
YMNOMIHOMOYEHHOro hbeepanbHOro opraHa WCMOSNTHUTENbHOM BfacTM B Bbldaye 3akmioYeHUs O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbIX CPEACTB TPpebOoBaHWSM MpaBuIl Hagnexalwlen NpPou3BOACTBEHHOW MPaKTUKM B
crnyyae M3MeHeHust 1 (unu) JOMOSNIHEHWS MPOWM3BOACTBEHHOM MIOLIAAKN FlekapCTBEHHOro npenapara, ecnu
NMPOM3BOACTBO IEKAPCTBEHHOMO Npenaparta A1 BETEPUHAPHOIO NMPUMMEHEHNS OCYLLECTBISAETCA 3a npeaenamm
Poccuiickon ®egepaumm, unm oTCyTCTBME 3TOIO 3aKMOYEHUS.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

8. [lonyckaeTcsi obpallleHne nekapCTBEHHbIX NPenapaToB 4119 BETEPUHAPHOrO MPUMEHEHUS 0O UCTEYEHUS
CpoKa rogHoCcTu, NPOu3BEAEeHHbIX B TEYEHNE CTa BOCbMUAECATU OHEN nocne AaTbl NPUHATUS YNOMHOMOYEHHbBIM
degepanbHbiM  OpPraHoM  UCMOSIHATENbHON BacTM  pPEelieHMst O BHECEHUN W3MEHEHUN B [LOKYMEHTbI,
cogepXalmecsi B pernMcTpaumMoHHOM [OCbe Ha feKapCTBEHHbINM Mpenapart, B COOTBETCTBMM C MHdOpMauuven,
coAepXallencst B JOKyMeHTax permcTpauuoHHOro 40Cke Ha NeKapCTBEHHbIN nNpenapaT 40 AaTbl MPUHATUSA Takoro
peLleHus.

(vacTb 8 B peq. ®PenepansHoro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlIntoC: npumedaHume.

O BO3MOXHOCTU OOpalleHnsi B PP nekapCTBEHHLIX MpenapaTtoB Mocrne MNpUHATUA pelleHnss o6 oTMeHe
rocperncTpaumm n UCKITYEHHbIX U3 peecTpa dapmaueBTUYecknx cyoctaHumii cm. cr. 4 3 ot 30.01.2024 N
1-98.

Crtatbsa 32. OTMeHa rocyfapCTBEHHOMN peructTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMeEHe rocygapCTBEHHOM perucTpauuy IekapcTBEHHOro mnpenapata W UCKITHYEeHUN
NeKapCTBEHHOro npenapaTa W3 T[OCYAAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MPUHMMAaEeTCs
YNOSTHOMOYEHHBIM hefeparibHbIM OPraHOM UCMOSTHUTENBHOW BAcTy B cryyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM  YMNOMHOMOYEHHLIM (beeparnbHbiM  OpraHoOM  UCMOMHUTENbHOM
BacTU 3aKMOYEHUS O PUCKE MMM 06 yrpo3e 300POBbi0, KM3HW YENOoBeKa MIM XKMBOTHOTO MPW MPUMEHEHUM
NeKapcTBEHHOro Mpenapara, MNpeBbllualWmx ero adeKTMBHOCTb, MO pe3ynbTaTtaM OCYLIECTBIIIEMOrO UM
MOHUTOpPMHra 6e30MacHOCTM NeKkapCTBEHHOro npenapara;

2) nogayn gepxaTtenemMm unu BnagenbLeM perncTpaumoHHOro yaoCcToOBEPEHWsI NeKapCTBEHHOro npenapaTa
WM YyNOFTHOMOYEHHBIM UM OPYTYM IOPUONYECKUM JINLIOM 3asiBrieHnss 06 OTMeHe rocyaapCTBEHHON perncrpaumm
neKkapCTBEHHOrO npenapaTa, NOAMUCAHHOIO YCUITEHHON KBanuULUMPOBAHHOW 3MNEKTPOHHOW MOAMUCHI0, NMyTeM
€ro HanpasfieHMs NoCcpPeAcTBOM €4MHOro nopTana B YNOAHOMOYEHHbIN doefdeparibHbIi OpraH MCMONMHUTENbHON
BNacTU WNN NUYHBLIN KAaOWHET YMNONMHOMOYEHHOro defeparnbHOro opraHa MCMNOMHUTENbHOW BRacTu B e€OWHOM
cucteme. B cnyyae, ecnvm OT uMeHW pdepxaTtens wnu Bnagenbua pPerncTpaumoHHOro YyAoCTOBEpeHUs
nekapcTBEHHOro npenapara AencTByeT ero npeacrasutens (pusmnyeckoe nuuo), ynoiHOMOYEHHbIN 4EACTBOBATb
OT WMMEHUW [epXaTensd wnuM Bnagenbla perncrpauuoHHOro yOOCTOBEPEHUS FNEKAapCTBEHHOrO npenaparta Ha
OCHOBaHWW [OBEPEHHOCTM B 3NIEKTPOHHOW popMe B MawuMHOYMTaeMoM Buae, 3asiBreHne o6 OTMeHe
rocygapCTBEHHON  peructpaumyM  fekapCTBEHHOrO  npenapata MoxeT OblTb  NognMcaHo  YCUITEHHOM
HeKBanMMUUMPOBaHHOW 3NEKTPOHHOW NOAMUCHIO;
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03, o1 31.07.2025 N 304-03)

KoHcynbTaHTlIntoC: npumevaHume.
C 01.01.2026 n. 3 - 6 cT. 32 He pacnpOCTPaHSAITCA Ha NPaBOOTHOLLUEHMS, BO3HMKAKOLLME NPy obpaLleHun
NeKapCTBEHHbIX CpeacTB AN MeauumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

3) HenoAaTBepPXKAEHUS FOCYAAapPCTBEHHOW perucTpaumy rnekapCTBEHHOro rnpenapaTta Mo UCTEYEeHMU Cpoka
OEVCTBUS pETNCTPALMOHHOIO YAOCTOBEPEHUS, BbI4AHHOIO Ha NATb JET;

4) HenpeacTaBneHusl 3asiBUTENEM MHopmauun, KoTopasi MOXEeT MoBredvb 3a coboii HeoGXoAMMOCTb
BHECEHMSI W3MEHEHUA B [OKYMEHTbl, COAep)KallMecs B PEerucTpauvMoHHOM [OCbe Ha 3apermcTpypoBaHHbIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

ﬂeKapCTBeHHbIVI npenapart, B Te4eHne Tpunauatu pa6oq|/|x OHen co gHs HaCTynneHna aTux N3MEHEHUN;

5) ocyuwecTBneHus rocygapCTBEHHOM perucTpauuMmM JNeKapCTBEHHOro npenapata nog TOProBbIM
HaMMEeHOBaHMEM 3aperncTpMpoBaHHOIO paHee Mo4 STMM TOProBbiM HaWMEHOBAHWEM FIEKAPCTBEHHOro
npenapaTa, OTNNYaloLLEerocs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

6) ocCyLleCcTBNEHNsI TOCYOapCTBEHHOW perumcTpauum OAHOro U TOro Xe JeKapCTBEHHOro npernapata B
OTHOLLIEHUN OOHOMO M TOrO Xe AepXaTens unv Brnagenbla perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOTO
npenapaTa B BUAE ABYX U Bornee nekapCcTBEHHbIX NpenapaToB Nof pasfnMyHbIMU TOProBbIMU HaUMEHOBaHUAMMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BblHECEHMS CyAOM peLleHWs O HapyleHun npaB npaBoobnagatenss OObEKTOB WHTENNEeKTyanbHOM
CcOBCTBEHHOCTM NpK obpaLLeHnn nekapCTBEHHbIX CPeacTB;

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2026 n. 8 cT. 32 He pacnpocTpaHseTCd Ha NPaBOOTHOLLUEHUS, BO3HUKaKOLIME MNpu obpalleHunn
NeKapCTBEHHbIX CPeacTB Ans meauumHckoro npumeHenns (93 ot 30.01.2024 N 1-03).

8) oTcyTCTBUA NekapCTBEHHOro npenapara B obpaiieHun B Poccunckon depepauum B TedeHMe Tpex U
bonee ner;
(n. 8 BBegeH PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HeBLINONMHEHNs1 AepXXaTenem Wnu BragenbLemM PerncTpauuoHHOro yaOCTOBEPEHMUS JeKapCTBEHHOIO
npenapata nMboO YMNOMHOMOYEHHBIM UMW APYTUM  OPUANYECKUM JIMLOM MEeponpuatui no obecneyeHuto
©e30nNacHOCTU NeKapCTBEHHbIX MpenapaTtoB, YCTAHOBMEHHbLIX YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoMm
NCMNONHNTENbHON BNAacTU B COOTBETCTBUM C vacTamum 3 n 4 ctaTbh 64 HacTosiwero degepanbHOro 3akoHa, B
paMKax ocyLlecTBreHnNst hhapMakoHan3opa;

(n. 9 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxartensa wnu BnagenbLla perncTpauMoHHOro YAOCTOBEPEHMS NeKapCTBEHHOro npenapara
nMBo YNOIHOMOYEHHOrO WMMMW [OPYroro HpUAOWYECKOTO Nuua OT BHECEHUS W3MEHEHUM B MHCTPYKUUIO MO
NMPYMEHEHWIO NEKapCTBEHHOTO MpenapaTta, KacaloLlMXCsi HOBbIX MOATBEPXOEHHbIX AAHHbIX O TOM, YTO PUCK
NpUYVHEHNs Bpeda 340POBbI0 YENOBEKa WM KMBOTHOIMO BCMEACTBME MpuemMa fiekapCTBEHHOro npenapara
npesblaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(n. 10 BBegeH dPepepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

Cratbsa 33. locygapCcTBEHHbLIN peecTp fieKapCTBEeHHbIX CPeaAcTB

1. F'ocyaapCTBEHHbIV PeecTp feKapCTBEHHbIX CPeACTB COAEPXUT NepeyveHb NeKapCTBEHHbIX NpenapaTtos,
npoLleLlnx rocyaapCTBEHHYIO perucTpauuio, nepedeHb hapmaleBTUYECKUX CyOCTaHLMIA, BXOASLIMX B COCTaB
NeKapcTBEHHbIX NpenapaTos, ¥ crieaytoLLyo MHopMaLmio:

1) B OTHOLUEHWN NeKapCTBEHHbIX NpenapaToB:

a) HauMeHoBaHMe NEKAPCTBEHHOrO Npenaparta (MexayHapogHoe HenateHTOBaHHOE, Ui rpynnMpPOBOYHOE,
NN XMMNYeCKoe 1 TOProBoe HaMMeHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas copma C yka3aHMeM [O3VPOBKW FeKapCTBEHHOro npenapaTta M ero Konumyectsa B
noTpebnTensCKon ynakoBke;

B) HauMMeHOBaHMe [epXaTensa wnu Bragensua pPerncTpaumMoHHOro YAOCTOBEPEHUS JleKapCTBEHHOro
npenapata W CBeAeHWs O perncTpauum pepxartens wnv Bnagenbua perncTpaumvoHHOro YAOCTOBEPEHWUS
neKapcTBeHHOro npenaparta And MeAUUMHCKOro MNPUMEHEHWs B KayecTBe HaroronnaTenbliyka B CTpaHe
perMctpaumm (ans POCCUMCKUX HOPUANYECKUX MWL, - OEHTUMUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONA WMHOCTPAHHbLIX OPUAMYECKUX UL, - CTpaHa perucrpauuv, HauMeHOBaHWe pPerucTpupylowero oprada,
perMcTpaumoHHbIN HOMep, KO HanoronnaTtenbLmka B CTpaHe pernctpaumm (MHKopnopawumn) unu ero aHarnor);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

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

F) HanMeHOoBaHMEe 1 agpec npousBoauTena InekapCTBeHHOro npenapata M cBegeHuna O perucrpadmu
npoun3soauTena nekapCTtBeHHOro npenaparta and MmeguumnHCKoro npuMmeHeHna B Ka4ecTtBe Hanoronnartenbluka B
CTpaHe pervctpaumm (ansi POCCUMCKMX HOPUAMYECKMX NUL, - MAEHTUMUKALMOHHBLIA HOMEP HanoronnatenbLmka
(MHH), Ans MHOCTpaHHbIX PUANYECKMX NUL - CTPaHa PerncTpauumn, HaMMeHOBaHUE PErMCTPUPYIOLLEro opraHa,
perncTpaumoHHbIi HOMEP, KoA HanoronnaTenbLyka B CTpaHe permcTpaumm (MHKoprnopaumm) Unu ero aHanor);
(mn. "r" B peqg. PegepanbHoro 3akoHa oT 28.12.2017 N 425-93)

a) dapmakoTepaneBTMyeckas rpynna, Kon NneKapcTBEHHOro npenapaTta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauuy, pekoMeHgoBaHHOW  BcemupHoW  opraHusauunen
3[paBOOXpPaHEHNS;

(mn. "g" B pen. PegepanbHoro zakoHa ot 22.12.2014 N 429-03)
€) NoKasaHusa 1 NPOTUBOMNOKa3aHWst K MPUMEHEHUIO NIEKapCTBEHHOMO Npenapara;
X) NobGoYHbLIE ENCTBNSA NIEKAPCTBEHHOrO Npenapara;
3) CPOK rOHOCTM NEeKapCTBEHHOrO Npenapara;
1) YCrOBUS1 XpaHEHNS NiekapCTBEHHOMO Npenapara;
K) YCrnoBWsi OTMyCKa NleKapCTBEHHOrO Npenapara;

n) HoMep hapMaKkonenHom cTaTby UNKN B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW JOKyMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAQ;

M) JaTa rocyapCTBEHHOW permcTpaumm ekapCcTBEHHOTO NpenapaTta 1 ero perMcTpaumnoHHbIA Homep, AaTta
3aMeHbl PErncTpauuoHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOrO Mpenapata Ha OeccpoyHoe perncrpaunoHHoe
yOOCTOBEPEHME JIEKAPCTBEHHOrO npenaparta, gaTa nogadn 3asiBleHusi O MOATBEPXOEHUN rocyAapCTBEHHOWN
perncTpaumm nekapCTBEHHOro mnpenapaTa, gaTa OTMEHbl FOCYLapCTBEHHOW perucrpaumm fekapcTBEHHOro
npenapaTa;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTaB N KONMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U Ka4yeCTBEHHLIN COCTaB
BCMOMOraTesibHbIX BELLLECTB JIEKapCTBEHHOMO npenaparTa;
(nn. "H" BBeaeH PegepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

0) MHdopMaums 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPebUTENbCKOM) YNaKkoBKY;
(mn. "o" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) pata nMPUHATUS pelleHnss O BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbIA MnpenapaT npu
rocyapCTBEHHOW perncTpaumMm B Ka4vyecTBe OpdaHHOro ekapCTBEHHOro npenapaTa (ons rekapcTBEHHbIX
npenapaTtoB A MEAULIMHCKOrO NPUMEHEHNS);

(nn. "n" BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeapepanbHoOro 3akona ot 27.12.2019 N
475-93)

p) HanuMuMe nekapCTBEHHOrO npenapata B [EPEYHE IKUBHEHHO HEOOXOAMMbBIX W BaXKHEMLLMX
neKapCTBEHHbIX NpenapaToB (At NEKAPCTBEHHLIX NpenapaToB Anst MEAULMHCKOrO NPUMEHEHWS);
(nn. "p" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akona ot 27.12.2019 N
475-93)

C) HanuuMe B JNEKApCTBEHHOM MpenapaTte HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELECTB U UX
MpeKkypcopoB, MoAnexalimx KoHTponto B Poccunckon Pepepaumm, B COOTBETCTBMM C 3aKOHOAATENLCTBOM
Poccwuiickon ®epepaumn, mexagyHapoaHbiMu goroBopamu Poccuiickon depepaumm, B Tom uncrie EgunHon
KOHBEHUMeWN 0 HapkoTuyeckux cpeacteax 1961 roga n KoHBeHumeln 0 NCMXOTPONHbIX BewectBax 1971 roga;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MHbopMaLMS O TOM, SIBNSIETCA N AaHHbIA NeKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

(nn. "T" BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

y) cBefeHus O nojaye 3asBMNEeHMs O BHECEHMM MW3MEHEHUN B [OOKYMEHTbl, cofepXaiwmecs B
perncTpaumoHHOM A0Cbe Ha NeKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

&) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbivi 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBELEHUSI NTEKAPCTBEHHOIO Npenapara 4J1s BeTEPMHAPHOro NPUMEHEHUS B rpaxxgaHckuin obopoT;
(nn. "x" BBegeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N
1-03)

L) MHdopMauus o ToM, SBNSETCA NW AaHHbIN NEeKapCTBEHHbIN npenapaT opdaHHbIM NeKapCTBEHHbIM
npenaparTom, UMMyHOBNONMOrMYECKNUM NeKapCTBEHHbIM NpenapaToM, pagnodapmaLeBTUHEeCKMM eKkapCTBEHHbIM
npenapaToM, romMeonaTUyYeckuMm NekapCTBEHHbIM npenapaToM, OMONOrMyeckMm nekapCTBEHHbIM MpenapaToM,
BbICOKOTEXHOMOMMYHbLIM  fIeKapCTBEHHbIM  MpenapaToM, BrepBble 3aperucTpuMpoBaHHblM B Poccuickow
$egepaummn B COOTBETCTBUM C HAacToAWMM PefeparnbHbiM 3aKOHOM MW akTamu, cocTaensowymMm npaso Corosa;
(nn. "u" BBegeH ®enepanbHbiM 3akoHom oT 30.01.2024 N 1-03)

2) B OTHOLLEHUN (hapMaLIEBTUYECKMX CyBCTaHLMI:

a) HauMmeHoBaHMe bapMaueBTU4eckon cybcTaHumm (MexayHapoAHOe HenaTeHTOBaHHOE, UMK
rpynnUpoOBOYHOE, UNN XMMNYECKOE N TOProBoe HanmeHOoBaHMSs), hopma BbiNycka (C yka3aHuem O03MpoBKn (NMpu
Hanuyunn), (bacoBKN N YNakoBKW);

(B peq. ®PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

0) HammeHOBaHMe U1 agpec npoussBoauTens dapmaueBTUYeckon cybcTaHumMm (ons  POCCUNCKUX
IOPUANYECKMX NUL, - MOEHTUAWKALMOHHBIA HOMep Hanoronnatenswmka (MHH), ans nHocTpaHHbIX IopUanYecKmX
niy - cTpaHa perucrpauuu, HauMMeHOBaHWE pPerucTpupyrowero opraHa, PperucTpaumoHHbIA HOMep, Koz
HanoronnartenbLiuKka B CTpaHe permcTpaummn (MHKoprnopauumn) unmn ero aHaror);

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

B) CPOK ro4HOCTU (hapmMaLeBTMYECKOM CybCcTaHuuu;
r) yCnoBus xpaHeHus hbapmaueBTudeckon cybcraHumu;

4) Homep hapMakonemHon ctaTbl UK B CriyYae ee OTCYTCTBUS HOMEP HOPMAaTMBHON AOKYMeHTauun nubo
HOPMaTUBHOIO AOKYMEHTA;

€) Hann4yne papMaLeBTUYECKoN CyOCcTaHUuM B NepeyHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbIX BELLECTB
N MX NPEKypPCOpOB, noanexalnx koHTponto B Poccuiickon degepaumm, B COOTBETCTBUN C 3aKOHOOATENBCTBOM
Poccuiickon ®depnepauun, mexagyHapoaHeiMu gorosopamu Poccuiickon depepaumn, B ToMm uucne EawHomn
KOHBeHLUMen 0 HapkoTuyeckux cpeacteax 1961 roga u KoHseHumeln o ncuxoTponHbix Belectsax 1971 roga.
(nn. "e" BBeaeH d®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. ®dapmaueBTuYeckas cyOCTaHUMs, MNpouM3BeOeHHas Ans peanu3auun, MoxeT ObiTb BKIOYEHa B
roOCyAapCTBEHHbIA pEeecTp JeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM  3adBneHust paspaboTuvka uvnu
Nnpon3BoauTENsl NEeKapCTBEHHOIO CpeacTBa NMOO YMNOMHOMOYEHHOrO UMW OPUAMYECKOTO nuua Npu YCrioBUM
NpoBeAEeHUS B OTHOLUEHMWN Takow dhapmaleBTUYECKOM cybcTaHuumM 3KCnepTusbl kadecTBa hapmaueBTUHECKON
cybcTaHuum B nopsigke, YCTAHOBNEHHOM cTatber 34 Hactosiwero PepepanbHoOro 3akoHa. B oTHoweHun
hapmMaueBTUYECKMX  CyOCTaHUMIA, MPOU3BEAEHHbLIX AN peanu3auun, B  roCydapCTBEHHOM  peecTpe
NEeKapCTBEHHbIX CPEACTB COOEPXKUTCA crieaytoLlast MHopmauus:

1) HaumeHoBaHWe apmaueBTMYecKon cybGcTaHuuM  (MeXxayHapogHOe  HenaTeHTOBaHHoe,  Unu
rPYNNMPOBOYHOE, I XMMUYECKOE U TOProBOEe HauMeHOoBaHMWs1), dopMa Bbinycka (C ykazaHWem J03UpoBKu (Mpwu
Hanu4umm), bacoBKkn N ynakoBKu);

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) HanmeHoBaHue, agpec npoun3BoaunTend d)apMaLl,eBTW—leCKOIZ Cy6CTaHLIMVI, a TakKkKe B OTHOLIEHUKn
NNIeKapCTBEHHbIX cCpeacTts And MeaUUMHCKOro npuMeHeHuda cBeaeHuna O perncrpaudnun  npoun3BoguTenA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

hapmaLeBTMYECKON CyOCTaHUMM B Ka4yecTBe HaroronnartenbliMka B CTpaHe perncrpauun (4nsi poCCUNCKUX
IOPUANYECKMX UL, - MOEHTUMWKAUMOHHBIA HOMep Hanoronnartenswmka (MHH), ans nHoCTpaHHbIX OpUANYECKMX
iy - CcTpaHa perucrpauuu, HavMMEHOBaHWE pPEervcTpUpyoLLEero opraHa, PervcTpaumoHHbIA HOMeEp, Koz
HanoronnaTtenblUuKa B CTpaHe perucrpaumm (MHKopnopawum) unm ero aHarnor);

(n. 2 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

3) cpok rogHoCTH hapmaLeBTUYECKON CcyOcTaHumu;
4) ycnosus xpaHeHnsa chapmMaveBTnieckon cybctaHumm;

5) HoMep dhapmakoneinHoi cTaTby MO0 B CriyYae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW AOKYMEHTauuu unm
HOPMaTMBHOIO JAOKYMEHTA;

6) Hannune hapmMaueBTUYECKOWN CyOCTaHUUM B NepeyHe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbLIX BELLECTB
N UX NPeKypcopoB, noanexawmx KoHTponto B Poccuickon defepaumm, B COOTBETCTBUU C 3aKOHOAATENLCTBOM
Poccuiickon ®depepaunn, mexayHapoaHbiMu gorosopamu Poccuiickon ®depepaumu, B ToM uucrie EaunHomn
KOHBEHLIMEN O HapKoTU4eckux cpencreax 1961 roga n KoHBeHUnen o NCMXOTPONHbIX BewecTBax 1971 roga;

7) pata BKNYeHus dapmaueBTUYecKon cybCcTaHuMM B rocy4apCTBEHHBLIN PeecTp JeKapCTBEHHbIX
CpeacTB, AaTa BHECEHUS] U3MEHEHWA B [OKYMEHTbl dapMaueBTUYEeCcKoW cyOocTaHuuu, gata WUCKMYeHus
hapmaueBTUYECKON CybCTaHLMM N3 rocyAapCTBEHHOMO peecTpa NiekapCTBEHHbIX CPeacTB.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. HOQHQOK BeOJeHUA TroCcyaapCTBEHHOINo peecTpa JieKapCTBEeHHbIX Ccpeacts AaAnd MeaunuuHCKOro
npuMeHeHna 1 nopdanoK BeOeHUA rocyagapCTBEHHOrNo peecTtpa JieKapCTBEHHbIX CcpencTB And BeTepuHapHOro
NMPUMEHEHNA yTBepXaarTCcA COOTBETCTBYHOLUMM YMOJIHOMOYEHHbLIM cpep,epaanblM opraHom NCMONHNTENBHOW
BnacTw.

Ctatbsa 34. BknroyeHue B rocynapcTBeHHbIA peecTp JIeKapCTBEHHbIX CPEeACTB M UCKIIOYeHUe u3
rocynapcTBeHHOro peectpa fekapcTBEHHbIX cpeAcTB hapmaueBTMYeCKON cyb6cTaHuMmn, npou3BeaeHHON
AnA peanusauum
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. [Ons BKMAYeHWss dapmaueBTMyYeckon cybcTaHuuKn, nNpou3BedeHHOW AOns  peanus3auuu, B
rocyaapCTBEHHbIV PEEeCTp NeKapCTBEHHbLIX CPEACTB, MPOBOANTCH IKCNEPTM3a ee KayecTsa.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. JkcnepTusa KavecTBa yKasaHHOM B 4yacTM 1 HacTosiwen cratbn dhapMaLeBTUYECKOM cybcTaHumM,
COCTaBMEHME KOMUCCMEN 3IKCMEPTOB 3aKrYEHWA MO pesynbTaTam 3TOW  3KCMEepTM3bl, NOAMUCAHUE UX
YCUNEHHbIMU KBaJ'II/I(bI/ILI,VIpOBaHHbIMI/I ANEKTPOHHbIMU NOoANNCAMU, HanpaslieHne OaHHbIX 3aKJTI0YEHUN B NMUYHBIN
KabMHeT  yMoNHOMOYEHHOro cbefepanbHOrO opraHa WUCMOMHMTENbHOW BracTM B €4UMHOW  CUCTEME
OCYLLECTBMAKTCA B CPOK, HE MPEBbILIAKLWNA TpuaLatn paboumx gHEN CO OHSA HanpaBMeHUs B NUYHbIA KabuHeT
9KCMEPTHOIO YYpPEXOeHNs B €QUHON CUCTEME COOTBETCTBYIOLLEIO 3adaHus YMNOMHOMOYEHHOro dedeparnibHoro
opraHa WCNOSTHUTENbHOM BNacTW, NOAMUCAHHOIO YCUSIEHHOW KBanMUUMPOBAHHOW 3NEKTPOHHOW MOAMUCHIO, U
cnenyrLmnx JOKYMEHTOB (CBeAEHUN):

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) cBegeHuss o paTe NpefoCTaBfEHUs W PErucTpauMOHHOM HOMEpe JFIMUEH3MM Ha NpPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB UMW CBedeHUs O AaTe MpefoCTaBreHUs U PerncTpaumMoHHOM HOMepe 3aKNiYeHust O
COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB TPebOoBaHNSAM NpaBui Hagexallen Npon3BOACTBEHHON
NPaKTUKK, BblAaHHbIX (MpeaocTaBreHHbIX) YNONHOMOYEHHbIM dheaeparnbHbiM OpraHOM UCMOMHUTENBHOW BAAacTy,
B Crnyyae, ecnv npon3BoACTBO NeKapCTBEHHOro cpeacTBa ocylectsnsaeTca B Poccuiickon depepaumuy;

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2) Konna OOKyMeHTa, BblAaHHOMo YnoJyiIHOMOYEeHHbIM OpraHoM CTpaHbl nMpou3BoAUTENA JeKapCTBEHHOro
cpencrtBa M noareepXxaakwLllero paspelleHne npom3BoAcTBa JieKapCTBEHHOro cpeacrtea, U ero nepeBson Ha
pyCCKMVI A3blK, 3aBepeHHble B YCTaAHOBIIEHHOM nNopanke, a TakKkKe Konua 3aKkrni4yeHunAa O COOTBEeTCTBUU
npon3sBoanTenAa JnekapCTBeHHbIX CpeacTB Tpe6OBaHVI$'-|M npasun Hagnexawen ﬂpOI/I3BOD,CTBeHHOIZ NPaKTUKK,
BblAaHHOIO YMNOJIHOMOY€HHbIM cbep,epaanblM opraHom NCNONMHUTENBHOM BnacTn, nnbo konus pelweHunsa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

YMONTHOMOYEHHOTO  d)eepanbHOro opraHa MWCMOMHUTENBHOM BNactM O MNpOBeAEeHUU dapMaLeBTUYECKON
WHCMEKUMM MpOU3BOACTBa JlIeKApCTBEHHbIX CPEeACTB ANs  MEAMLMHCKOro MNPYMEHEHWss Ha COOTBETCTBUE
TpeboBaHMsIM MpaBuIl Haanexaiwlenh MNpon3BOACTBEHHOM NpaKTUKM EBpasniickoro 3KOHOMMYECKOrO COHo3a.
YKaszaHHble [OOKYMEHTbl MNPeAcTaBnAlTCA B ClyYyae, €cnv  MpOM3BOACTBO JIEKAPCTBEHHOrO CpeacTBa
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu;
(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N _140-®3, ot 30.01.2024 N 1-d3)

3) AOKYMEHT, coaepXallmii cnegyrowmne cBegeHnst o hapmaueBTUHECKON CyOCTaHLMK:

a) HaumeHoBaHWe hapmMaueBTUYeCcKor cybcTaHLmum, ee CTPYKTypa, obLime CBOMCTBA;

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOIorma npomn3soactea C onncaHnem cragun npon3sBoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcCTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoOACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAQUNM NpoLecca Npon3BoAcTBa U MPOMEXYTOYHOW NPOAYKLMMY;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB v (M) X OLEHKa;

) CBOMCTBA W1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTu1ka npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYH0 CyOCTaHUMIO 1 ee 0OOCHOBAHWE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Npu OCyLeCTBIIEHNN KOHTPOIIA Ka4veCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OKyMeHTanbHoe MOATBepXaeHWe (Banvgauusl) aHanuTUYecKX METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBEHUN KOHTPOSS kKayecTBa hapMaLeBTUYECKON cybcTaHuuy;

M) pe3ynbTaTbl aHanu3a cepuit hapmaLeBTUHECKON CyOCTaHLMK;

H) nepeyeHb CTaHAAPTHbIX 0OOpasLOB WM BELLECTB, MCMOSb3YeMblX TMPU OCYLLECTBIIEHUM KOHTPOSsS
Ka4yecTea;

0) OnMcaHWe XapaKTepUCTUK 1 CBOWCTB YNaKOBOYHbIX MaTepuaroB 1 YKYNOPOYHbIX CPEACTB;
n) 4aHHble 0 cTabunbHOCTY hapmaLeBTUYECKON CybCcTaHuuK;
p) CPOK rogHOCTY;

4) [OOKYMEHT, coAepXalwmh CBefeHus O perncrpaumm npou3BOAUTENS NEKAPCTBEHHbIX CPeacTB Ans
MEOMLMHCKOrO MNPUMMEHEHUS1 B KayecTBe HarnoronnaTtenblivka B CTpaHe peructpaumm (Ons pOCCUMNCKUX
IOPUONYECKUX NUL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnartenbluka (MHH), ans MHocTpaHHbIX lopUaNYEeCcKUX
niy - CcTpaHa perucrpauuu, HauMMEHOBAHWE pPEerncTpUpYIOLLEro OpraHa, PerMcTpaumoHHbIA HOMeEp, Koz
HanoronnartenbLyKa B CTpaHe pernctpaummn (MHKopropauum) unmn ero aHaror).

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ina npoBeaeHMs 3KCMepTM3bl KayecTBa YKa3aHHOMW B 4acTu 1 HacTosilen ctaTbu hapMaleBTU4EeCKon
cybcTaHuum 3asBuTENb HanpasnseT NOCPEACTBOM €QUHOro noprana B YNOMHOMOYEHHBIN dedepanbHbIi opraH
WCMNOSTHUTENBHOM BMACTU UMM JIMYHBLIA KAabWHET YMONHOMOYEHHOro hedepasnibHoro opraHa MCMONHUTENbHOM
BMacTu B eANHON CUCTEME:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) 3asfaBlieHne O BKIHO4YEeHUn B Focyﬂ,apCTBeHHbIVI peecTtp JeKapCTBE€HHbIX CpeacTB OaHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

hapmaneBTMyeckon cybcTaHuuM, MNOANMCAHHOE YCUITEHHOW KBanMUUMPOBAHHOW 3NEKTPOHHON MOAMMCHIO
3asBMTENs, @ B Cry4yae, €cnvM OT MMEHW 3asBUTENs AEWCTBYeT ero npeacTtaBuTenb (dusnyeckoe nuuo),
YNOSTHOMOYEHHbIA AeNCcTBOBaTb OT MMEHU 3asBUTENA Ha OCHOBAaHMM OOBEPEHHOCTM B 3IEKTPOHHOW (hopMe B
MalUMHOYUTAaEMOM BMAE, NOAMUCAHHOE €ero YCUMEHHOW KBanuULMPOBaHHOW 3MEKTPOHHOW MNOAMUCBID UK
YCUNEHHOW HeKBanUULMPOBaHHON 3NEKTPOHHON NOANUCHIO;

(B peq. PenepanbHbix 3akoHoB 0T 30.01.2024 N 1-®3, o1 31.07.2025 N 304-D3)

2) pekBM3UTbl OOKyMEHTa, NoATBepXZaloLero ynnaTy rocydapCTBEHHOW MOWMVHbI 33 BKMAYEHME B
roCyAapCTBEHHbIA PEEeCcTp JIEKApPCTBEHHbIX CPEACTB hapmaueBTMdecKor cybCcTaHumn, npousBefeHHOW Ans
peanu3auuu, NM6o No coBCTBEHHOW MHULMATUBE YKa3aHHbIA JOKYMEHT. YNOMHOMOYEHHBIN hedeparbHblii opraH
WCNOSNHUTENBLHOW BNACTN NPOBEPSET (hakT ynnaTbl rocyaapCTBEHHON MOLUSUHbI 3asIBUTENEM C UCMNOMb30BaHMEM
nHdopmaumm o6 ynnate rocygapcTBEHHOM MOLUNUHBI, cogepXalencsa B ocyaapCTBEHHON MHEOPMALIMOHHOM
CUCTEME O rOCYAApCTBEHHbLIX M MyHUUMNAmNbHLIX NraTexax, Ha OCHOBaHWW NpeAcTaBMeHHbIX 3asBUTEnem
PEKBU3NTOB AOKYMEHTa, NoATBEPXAatoLLEero ynnaTy rocygapCTBEHHON MOLLUMMHbI;

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

3) OOKYMEHTbI, YKa3aHHble B 4acTu 2 HacTosILLeN cTaThby;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4) zadBneHve O Bblgade paspelleHns Ha BBO3 B Poccuiickylo ®egepauumio KOHKPETHOW napTum
He3aperucTpupoBaHHOIO  NIEKApCTBEHHOro  cpefAcTBa, MNpedHasHayeHHoro Ans nNpoBedeHust  yKasaHHOM
3KCNepTU3bl.

(n. 4 BBegeH PepgepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3.1. B cnyyae HenpeactaBneHus ¢ 3asiBEHNEM O BKIIOYEHUW B rOCYAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX
cpeancrts dapmaneBTUYECKON cybcTaHumm BblaBaeMbIX (npegocTaBnsembix) YNOMHOMOYEHHbIMMN
denepanbHbIMU OpraHaMyn UCNOSNTHUTENBHOW BNACcTN JOKYMEHTOB (CBeeHU), yKasdaHHbIX B MyHKTax 1 1 2 yacTtu
2 HacTodlen cTaTbM, YMNONHOMOYEHHbLIN defepanbHbld OpraH WCMNOMHUTENBHOM BRAcTX  3anpaluvsaeT
yKa3aHHble AOKYMEHThI (CBeAEHWsT) B NOpsSaKe MeXBEeAOMCTBEHHOIO MHPOPMaLMOHHOIO B3aMMOAENCTBMS.

(yactb 3.1 BBegeHa depepanbHbiM 3akoHOM OT 27.12.2019 N 478-93; B pen. PepepanbHoOro 3zakoHa OT
30.01.2024 N 1-03)

4. B TeyeHne nATM paboumx OHEN CO OHS MPUHATMSA 3asBMIEHUS] O BKIIOYEHWM YKa3aHHOW B 4actu 1
HacToslen cTaTbM dpapmaueBTUYECKON CyOCTaHLUMM B rOCYAApPCTBEHHbI PEEecTp JIeKapCTBEHHbIX CPeacTB U
OOKYMEHTOB, NepeynucrnieHHblX B 4actu 1 M nyHKTe 2 vactu 3 HacToswen cTaTbu, YMONHOMOYEHHbIN
denepanbHbIN opraH UCMOMHUTENBHOW BNACTK:

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

1) npoBOAMT NpPOBEPKY MOMHOTEI M [OOCTOBEPHOCTM [aHHbIX, COAEepXalMxcs B NpeacTaBreHHbIX
3as8BUTENEM JOKYMEHTAX;
(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-$3)

2) NPpYHMMAET peELLEHNE O HaNpaBfEHUN B 3KCMEPTHOE yupexaeHne 3afaHnsi Ha NpOoBEeAEHUE IKCNEepTU3bl
KayecTBa yKa3aHHOM B 4acTy 1 HacToswen cTtaTby papmaueBTMYECKOM cyOCcTaHUMM MM o6 OTkase B TakoM
HanpaBlieHuu;

3) HanpaBnsieT B JMYHbIA  KaOWHET 3asiBATENs B eOWHOW cucTeMe MNOANWCAHHOe  YCUIEeHHOW
KBanMduLUMPOBaHHON 3MEKTPOHHOW MOAMUCLI0 yBeOOMIIEHNE O MPUHATOM peLleHWM WM B Ccrlyyae oTkasa C
yKasaHveMm NpUYnH Takoro otkasa.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-03, o1 30.01.2024 N 1-93)

4.1. B cny4ae BbISIBNeHWss HEOOCTOBEPHOCTU U (MNM) HEOOCTAaTOMHOCTU CBeAEHWA, copepXaluuxcs B
npeacTaBneHHbIX 3asiBUTENeM maTepuanax, YNnosIHOMOYEHHbIN defepanbHblii opraH UCMOMHUTENbHOW BracTu
HanpaensieT 3asiBUTENIO NOCPEACTBOM €4UHOro rnoprana unu B NINYHbIN KabMHEeT 3asiBUTeNs B €4MHON CUCTEME
3anpoc 06 YTOYHEHUWM YKa3aHHbIX CBeOEeHWN, MOANWCAHHLIV YCUMEHHOW KBanuuUUPOBaHHON 3NEKTPOHHON
noanucblo.

(vacTb 4.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

4.2. 3aaBuTenb obsA3aH HanpaBWTb MOCPEACTBOM €4MHOro rnopTtana B YMNONMHOMOYEHHbIN deneparnbHbIi
OpraH WCMOSMHUTENBHOM BRACTM WM JNIUYHBIN  KAaOWHET  yNONHOMOYEHHOro  dhedepanbHOro  opraHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

WCNONMHUTENBHOM BNacTW B €AWHOW CUCTEME MOAMUCAHHbLIN YCUMEHHOW KBanuULUMPOBAHHOW 3SMNEKTPOHHOM
MOANMUCBHID OTBET Ha 3anpoc YNOSTHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENBHOW BriacTM B CPOK, He
npeBbiaLWnNiA  AeBAHOCTa pabounx OHEW CO OHS MONydeHUs YMNOMHOMOYEHHbIM doefeparbHbiM OpraHoM
WCNOSTHUTENBHOM BNACTU 3MEKTPOHHOrO YBEOOMSIEHUSI O MOflydeHuMM 3asiBUTENeM AaHHoro 3anpoca. Cpok,
yKa3aHHbIA B YacTu 4 HacTOsLeNn CTaTby, MPUOCTaHABNMBAETCS CO OHA HanpaBfeHust 3asBUTENIO NOCPEACTBOM
eOVHOro noptana WM B JUYHbIA KabWHET 3asBuTenss B €OuHOM cucTeMe 3anpoca  YNOSIHOMOYEHHOro
defepanbHOro opraHa WCMOMHWTENBHOW BNacTM A0 [AOHS HanpaBleHusi 3asBUTENEM MOCPEACTBOM €OMHOrO
noptana B YMOSIHOMOYEHHbLI dedepanbHbIi OpraH WCMONMHUTENbHOW BRAAcTU WAM  JIMYHBIA  KabuHeT
YNOSTHOMOYEHHOro dhefeparnbHOro opraHa WCNOSIHUTENbHOW BNacTM B €4MHOW CUCTeMe OTBeTa Ha AaHHbIv
3anpoc M He y4nUTbiBAETCHA MPU UCUUCINEHUM CpOKa 3KCNepTu3bl kavecTtBa dapMaLeBTUYECKOM cybcTaHuum,
npovsBegeHHON Ans peanu3auuun. B cnyyae, ecnv OT MMeHW 3asBuTens OENCTBYET €ro npeacraBuTenb
(dbmanyeckoe nuUUO), YNONMHOMOYEHHbIN OENCTBOBATb OT MMEHW 3asiBUTENS Ha OCHOBaHWW [OBEPEHHOCTU B
3NEKTPOHHON hOopMe B MaLUMHOYUTAEMOM BUAE, OTBET Ha OaHHbIA 3anpoc MOXET ObiTb nognucaH ycuneHHon
KBanuUUUPOBaAHHON SMEKTPOHHOW MOANUCBID MO0  YCUNEHHOM HEKBaNMUUMPOBAHHOW  SNEKTPOHHOM
NOANUCHLIO.

(B pea. PegepanbHbix 3akoHoB OoT 30.01.2024 N 1-93, ot 31.07.2025 N 304-$3)

5. OcHoBaHveM [Ons OTKasa B HarpaBneHWM B 3KCMEepTHOe YupexaeHue 3aaHus Ha nposefeHue
3KCMEepTM3bl KayecTBa yka3aHHOW B 4acTu 1 HacToswen craTbM papmMaueBTUYECKON cyOcTaHuum siBNsSeTcs
HenpeacTaBneHne [OOKYMEHTOB, YyKa3aHHbIX B 4YacTW 2 HacToswen cTaTbW, OTCYTCTBME MHGOpMauuu,
noareepxaarowen akt ynnaTtbl rocygapCTBEHHOW MOLUMMVHLI 3a BKMOYEHUEe dapMaleBTU4eckon cybcTtaHumm,
Npov3BeaeHHON Onsi peanu3aluu, B roCygapCTBEHHbLIN pPeecTp feKapCTBEHHbIX CPeacTB, HenpeacTaBneHue
3asBuUTENEeM B YCTAHOBMEHHbLIN CPOK OTBETa Ha YyKasaHHbIi B 4Yactu 4.1 HacToswen craTbuM 3anpoc
YNOMHOMOYEHHOro doefepanbHOro opraHa WCMONHUTENbHOW BNactTu WNW MNpeacTaBreHne [OKYMEHTOB, He
coAepXallmx ncHepnbiBatoLLEro NepeyHst HeobxoaMMbIX CBEAEHWIA.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHve naTHaguaTn pabounx OHEN CO OHS MONyYeHWUs peLleHnst YNOoNTHOMOYEHHOro deaeparnbHOro
opraHa WCMOMHUTENbHOW BMNAacTU O HampaBfieHWM B 93KCMEpPTHOE YyupexaeHue 3ajaHus Ha npoBedeHuve
3KCNepTM3bl KavecTBa yKasaHHOW B yacTu 1 HacToswen ctaTbu dapmaueBTUYeckon cybcTaHuumn 3asBuTenb
npeacTaBnseT B SKCMEPTHOE yupexaeHue AN npoBedeHns AaHHOW akcnepTusbl obpasubl hapmaueBTnyeckomn
cybcTaHuum B KonmyecTBe, HeobxoAMMOM AMns BOCMPOM3BEAEHWS METOAOB KOHTPOMsS KavecTBa. JKCNepTHoe
yypexgeHve npu nonyvyeHun obpasuoB ykasaHHOW B 4YacTu 1 HacToswen cratbn apmaueBTUYecKon
cybcTaHUMM B TOT Xe [eHb HanpaBnseT B NWUYHbIA KabWHET 3asBUTENnsd B €AMHON cucTeme yBedOMIeHue,
noaTBepXaailee MonyvyeHve 3TuX oOpa3uoB. OTU CPOKM He BKMYAKTCSA B CPOK NPOBeAeHWUs OaHHOW
3KCNepTn3bl.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

7. YTpatun cuny. - ®egepanbHbiin 3akoH ot 30.01.2024 N 1-03.

8. B cpok, He npeBbIlWaWUN NATK pabounx gHEN Co OHSA HanpaBfeHust MOCPEeACTBOM eQMHOro noprana B
YMOSTHOMOYEHHbIN beaepanbHbll OpraH WCMONHUTENbHOM BAACTU UMW NNYHBIA KabMHET YMOSTHOMOYEHHOMO
denepanbHOro opraHa WCNOMHUTENBHOM BRAcTM B €4UHOW CUCTEME 3aKIYeHUs KOMWUCCUMM SKCNepTOB MO
pesynbTaTtaM 3KCNepTM3bl KayecTBa yka3aHHOW B YacTu 1 HacTosileln ctaTby hapMaLeBTUYECKON cybGcTaHLmK,
YNOMHOMOYEHHbIV dhefeparnbHbli OpraH UCMONHUTENBbHOW BNACTU:

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

1) OCyLUeCTBNAET OUEeHKY TaKoro 3aKnw4yeHua aOna onpegerneHna ero CcooTBeTCTBUA 3adaHUK Ha
npoeegeHne OaHHON 9QKCNEPTU3bI;

2) NpUHMMaeT peLleHne O BKIOYEHUM YyKa3aHHOMW B 4acTu 1 HacToswen ctaTbuM hapMaueBTUYECKON
cybCTaHUUKM B rocyJapCTBEHHBIN PEECTP NEKAPCTBEHHbBIX CPEACTB UMK pelleHne 06 0Tkase B TaKOM BKIHOYEHUN;

3) BHOCWUT nMpU MNPUHATUMM pelleHMs O BKMYEeHUW yKazaHHOW B YacTu 1 HacToswen cTaTbu
hapmaneBTMdeckon cybcTaHUMM B TFOCYOapCTBEHHbI PEECTP JIEKApPCTBEHHbIX CPeACTB MNPedyCMOTPEHHYHO
yacTbto 2 ctaTbu 33 HacTosiwero degepanbHOro 3akoHa MHAOPMaLUIO U HanpaBsieT 3asBUTENIO NOCPEACTBOM
€[MHOro nopTtana unum B NMYHbIA KabNHET 3asBUTENSA B €OUHOM CUCTEME BbINUCKY M3 FOCY4apCTBEHHOIO peecTpa
NeKapCcTBEHHbIX CPeaCcTB.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, o1 30.01.2024 N 1-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

9. OcHoBaHMeM Ans OTkasa BO BKIHOYEHMM YKa3aHHOW B YacTu 1 HacToswen ctatbn hapMaueBTUYECKON
cybCTaHUUM B rocygapCTBEHHLIN PEECTp NEKAapCTBEHHbIX CPEACTB SABMSETCA 3ak4YeHMe COOTBETCTBYHOLLETO
YMNOIHOMOYEHHOro befiepanbHOro opraHa UCMNOMHUTENBHOM BlacTM O TOM, YTO KayecTBO hapmMaLeBTUYECKON
cybCcTaHuumn He NOATBEPXKAEHO NOMYYEHHBIMU OaHHBIMU.

(vacTb 9 BBegeHa defnepanbHbiM 3akoHoM oT 22.10.2014 N 313-93; B pea. PeaepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

10. He ponyckaeTca BKNOYEHME B TOCYLApPCTBEHHbIA pPEEeCcTp JeKapCTBEHHbIX CPeacTB  OLHOM
hapmaneBTMyeckon cybcTaHuMK, NPOM3BEAEHHOW [Ns peanusauuMum W BbiNyCKAaeMOW OZHMM W TeM Xe
npoussoguTenem, B Buae ABYX 1 6ornee peecTpoBbIX 3anuncei.

(yactb 10 BBegeHa depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

11. BHeceHve W3MEHEHUN B AOKYMEHTbl Ha (papmaueBTUYECKylo CyOCTaHUMIO, NPOU3BEAEHHYH AONs
peanusaumn 1 BKIMIOYEHHYHO B rOCYJapCTBEHHLIN peecTp NeKkapCTBEHHbIX CPeACTB, OCYLLECTBMASETCS B nopsiake,
yctaHoBneHHoM ctatbsamu 30 u 31 HacTosiwero deaepanbHOro 3akoHa, ¢ ynnaTon rocyfapCTBEHHOW MOLUMMHBI,
npegycMoTpeHHON 3akoHodaTenscTBom Poccuiickon ®egepaumm o Hanorax u cbopax.

(vacTtb 11 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
O BO3MOXHOCTM 0BpaLlLeHnst hapMaLeBTUYECKON CyOCTaHLMK, UCKIMTIOYEHHOM U3 rocpeecTpa, cM. Takke O3 ot
30.01.2024 N 1-93.

12. [JonyckaeTca obpalweHne dapmaueBTnyeckon cybcTaHuMM [O WCTEeYEeHWs cpoka T[OAHOCTH,
Npon3BeeHHON AN peann3auum B Te4eHne cTa BOCbMUOECATM OHEN nocne AaTbl NPUHATUS YNOMHOMOYEHHbIM
denepanbHbiM  OpPraHoM UCMOMHUTENBHOW BracTV peleHMst O BHECEHUM W3MEHEHMA B [AOKYMEHTbl Ha
hapmavueBTMYECKyl0 CcybCTaHUMo, B COOTBETCTBUM C MHGOPMAaLMEN, coaepXallenca B [OOKYMEHTax Ha
hapmaLeBTMYecKyto cybCcTaHumio 40 AaTbl NPUHATUSE TAKOTO PELLEHUS.

(vacTb 12 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

13. PelueHne o6 UCKIOYEHUN M3 TOCyAapCTBEHHOrO peecTpa JiekapCTBEHHbIX CPEACTB hapMaLeBTUYECKON
cyGCTaHUMK, MpOM3BEAEHHOW [Ans peanusauuu, NPUHUMAETCsl YMNOSIHOMOYEHHbIM eaeparibHbIM - OpraHoM
WCNOMHUTENBLHOW BMACTW B Cry4ae:

1) npeacTaBneHVsi COOTBETCTBYIOLUMM YMOSTHOMOYEHHbIM bedepanbHbiM  OpraHoOM  MCTONHUTENbHOM
BNacTW 3akMioyeHVWss O pucke unM o6 Yrpo3e XWU3HWM WU 300POBbIO YeroBeka NMGO JKMBOTHOTO Mpu
MCNonb30BaHUM NeKapCTBEHHOrO CPeacTBa;

2) HanpaBneHus pas3paboTyMKoM IIEKapCTBEHHOrO CpeacTBa MM MNPOU3BOOUTENEM NEKapCTBEHHOMO
cpeactBa NMbBO  YMONTHOMOYEHHBIM VMW  OPYTUM  IOPUOUYECKMM NMLUOM MOCPeACTBOM €4MHOro nopTana B
YMOSTHOMOYEHHbIN eaepanbHbll OpraH WCMONHUTENbHOMW BAACTU UMW NNYHBIA KabMHET YMONTHOMOYEHHOMO
denepanbHOro  opraHa  WUCMOMHWUTENbHOMW BNacTM B e€AWHOW  cucTeMe  NOAMWCAHHOIO  YCUITEHHOW
KBanM@ULUMPOBAHHOW 3MEeKTPOHHOM MNOAMUCHI0 3asiBNeHWst 06 WCKMYeHWM M3 rocyaapCTBEHHOrO peecTtpa
nekapCTBEHHbIX cpeacTB hapmavueBTnYeckor cybcTaHummn, NponssegeHHoON Ana peanv3aumn. B cnyyae, ecnu ot
UMeHM paspaboTunka NeKkapCTBEHHOIO CpeacTBa UM NPOM3BOAMTENS NIEKAPCTBEHHOIO CPeACcTBa AENCTBYET €ro
npegctasuTens (hunsmdeckoe NULO), YNONHOMOYEHHbIV AEACTBOBaTb OT MMEHWN pa3paboTynka fieKapCTBEHHOrO
cpencTsa v NpoM3BOAMTENS NEeKapCTBEHHOIO CPEACTBa Ha OCHOBaHUM AOBEPEHHOCTM B 3NIEKTPOHHON hopMe B
MaLLUMHOYMTaeMOM Buae, 3asBneHue o6 WCKIYEHUN U3 rocygapCTBEHHOINO peecTpa fekapCTBeHHbIX CpeacTs
dapmaueBTMHeCcKkon cybCcTaHuMKM, Npov3BedeHHOW AN peanusauuu, MoXeT ObiTb NOAMUCaHO YCWUIEHHON
KBannMUUUPOBaAHHON 3MNEKTPOHHOW MOANMUCbID  NNOO  YCUNEHHOM  HEKBaNMMUUMPOBAHHOW  SNEKTPOHHOM
noanucblo;

(B peq. PenepanbHbix 3akoHoB 0T 30.01.2024 N _1-3, ot 31.07.2025 N 304-03)

KoHcynbTaHTlnt0C: npumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpaHsAeTCa Ha NPaBOOTHOLLUEHUS, BO3HMKalOLWME npu obpalleHun
NeKapCTBEHHbIX CpeacTB Ansa meguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) oTcyTcTBMS (hapmMaLeBTMYECKON cyOcTaHuuMW, NPOUM3BEAEHHOW AN peanusauuu, B obpalleHun B
Poccuiickoin ®egepaumm B TedeHne Tpex n bonee ner.
(yacTb 13 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

Ctatba 36. O6GxanoBaHue peweHUs o6 oOTKase B Bblgade paspelleHMsi Ha npoBedeHue
KIMHUYECKOro UCCrnedoBaHUs NeKapCTBEHHOro npenapara, peweHuss o6 oTkase B rocyaapCTBeHHOM
perucTpauum nekapcTBeHHOro npenapara, 3akfnio4YeHUsi KOMUCCUU IKCMEPTOB 3KCMEPTHOro yupexaeHus
WIn 3aKITI0YeHUs CoBeTa Mo 3TUKe

(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

PelueHne COOTBETCTBYIOLLErO YMOSIHOMOYEHHOTO hefeparnbHOro opraHa WCMONHUTENbHOW Bnactu o6
OTKase B Bblgade paspelleHusi Ha NpoBeAeHME KITMHUYECKOro WCCReAOBaHUSA JekapCTBEHHOro npenapaTa,
pelleHne YykasaHHoOro deaepanbHOro opraHa WCMNOSHUTENbHOM BnacTu o6 oOTka3e B roCygapCTBEHHOM
perncTpaumm nekapCTBEHHOro npenapaTta, 3akm4YeHUe KOMWUCCUMM IKCMEPTOB SKCMEPTHOrO YUpPEeXAEHUs Unn
3aknoyeHne coBeTa MO 3TUKE MOXeT ObiTb obxanoBaHO B MOpsake, YCTAHOBMEHHOM 3aKOHOL4ATENbCTBOM
Poccuiickon depgepaummn. 3aknoyeHne KOMMCCUN 3KCNePTOB SKCMEPTHOMO yYpEXAEeHUs O B3aMMO3aMeEHSIEMOCTHU
NeKkapcTBEHHbIX NpenapaToB At MeAULMHCKOrO NpMMeHeHUs1 NMnbo O TOM, YTO NEeKapCTBEHHLIN nNpenapar Ans
MEAMLMHCKOTO MPUMEHEHUS1 He SIBNSETCS B3aMMO3aMEHSIEMbIM, MOXET ObiTb O0XafoBaHO AepXaTeneMm unm
BnagesnbLeM permcTpaumoHHOro YaoCTOBEPEHNS NIEKAaPCTBEHHOrO nNpenapara B YNoNIHOMOYEHHbIV heaepanbHbii
opraH UCNONMHUTENbHON BJ1AaCTH, KOTOprI7I npuerniekaeT K paCcCMOTPEHUIO yKa3aHHOI7I »anoobl noaBegoMCTBEHHbIE
€My HayyHble opraHu3auum un obpasoBaTerbHble OpraHuM3auuMu BbiCLLErO0 06pa3oBaHUSA, OCYLLECTBRSAOLWMNE
nedaTenbHOCTb B cdpepe obpallleHMst NekapCTBEHHbIX CPeAcTB. 3akrtoYeHne KOMUCCUM SKCNEepTOoB 3KCMNEepPTHOro
yupexaeHusi, oOpMIIEHHOE MO MTOram nepecMmoTpa OOXaroBaHHOIO 3aKIMOYEHUS 3KCNepTa, MOXeT ObiTb
OCMOpPEHO AepxaTenem Wnv BnagenbLeM perncTpaLoHHOro yaoCTOBEPEHUSA NEKAPCTBEHHOMO npenapara nmbo
YMNOSTHOMOYEHHBIM VMW NIMLIOM B Mopsigke, YCTaHOBIIEHHOM 3akoHoaaTenbcTBoM Poccuiickon ®epepauun. MNpu
00XXanoBaHUN peLLeHns YMNONIHOMOYEHHOrO hbeaepanbHOrO oOpraHa WCMONHUTENbHOW BriacTv, 3aKioveHus
aKCcnepTa Ui KOMUCCUU IKCNEepPTOB I3KCMEepPTHOro ydpexaeHusa, 3akrniovYeHna coBeTa Mo 3TUKe AepiXXaTelb Unu
Brnagerney, perncrpauvoHHOro yooCTOBEPEHMST NeKapCTBEHHOrO npenapata NnMbo ynonHOMOYEHHOE UMK NULLO
BrpaBe nNpPeAcTaBUTbL pes3ynbTaTbl  3KCMEepTM3bl  JIEKAPCTBEHHOro npenaparta, MNpPOTOKOMbl  MOMyYeHHbIX
aKKpeaUTOBaHHbIMY UCNbITaTeNbHbIMU NTabopaTopusiMu (LLEHTpaMu1) pe3ynbTaToB UCCEA0BaHWNA, UCTbITAHUNA.

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHcopmauus, cBA3aHHaAA C OCYLUECTBIIEHUEM rOCyAapCTBEHHOW perucrpauuv unum
perucTtpaumm JeKapCcTBEHHbIX MpenapaTtoB, MHGOpMauus O 3aperucTpupoBaHHbLIX JEKapCTBEHHbLIX
npenapatax W JieKapCTBEHHbIX MNpenapaTax, MWCK/OYEeHHbIX W3 roCyAapCTBEHHOro peecTpa
JfleKkapCTBEHHbIX CPeAcTB
(B peq. PepnepanbHoro zakoHa ot 30.01.2024 N 1-03)

1. CooTBETCTBYIOLWMIA YNONTHOMOYEHHbIN heaepanbHbld OpraH UCMONHUTENbHOW BnacTu pasMellaeT Ha
cBoeM odumumanbHoMm canTe B cetu "UHTepHeT" nHgopmMaLmio, CBA3aHHYIO C OCyLLEeCTBNEHNEM roCyAapCTBEHHON
perucTpaumm Wnu pernctpauum nekapcTBEHHbIX MpenapaTtoB, B TOM YUCNEe MPOBEOEHUEM 3SKCMepTU3bl
NeKapCTBEHHbIX CpeacTB (BKMw4Yasi pesynbTaTbl ee npoBefeHus), MHAOPMaLMi O 3aperMcTpupoBaHHbIX
NIEKapCTBEHHbIX MpenapaTtax W NeKkapCTBEHHbLIX Mpenapartax, WMCKIIOYEHHbIX M3 ToCydapCTBEHHOro peecTpa
NEeKapCTBEHHbIX CPeACTB, HE MO34HEE 4YeM 4epe3 NATb paboumx OHEW CO OHSA MOMyYeHUst YNOSTHOMOYEHHbBIM
dhegepanbHbIM OpraHoOM UCMONMHUTENBHON BNacT COOTBETCTBYHOLLEN MHopMaLnK.

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, o1 30.01.2024 N 1-®3)

2. CpokM W nNOpsiAOK pasMelleHust YyKasaHHOW B 4actu 1 HacTosilen cTaTbn MHGOPMaLMK
yCTaHaBnMBalTCA YMNOMHOMOYEHHbIM doefeparnbHbiM  OpraHoOM  UCMNONHUTENbHOM Bractu. WHgopmaums,
ykasaHHad B 4acTu 1 HacToswen cTaTbM, SABMASETCH OTKPbITOM M OOLedoCTYynHOW M npegocTaBnseTcs
3auHTEepecoBaHHbIM NMLAaM B COOTBETCTBMU C 3akoHoAdaTensCcTBOM Poccuiickon deaepaunu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Fnaea 7. KMIMHWYECKNE UCCNEOOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB ANnA MEAULUMHCKOIO NPUMEHEHUA, 0OMOBOP
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Ob UX NMPOBEAEHUU, MPABA NMALMUEHTOB, YHYACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULIMHCKOro
npUMeHeHus

1. KnuHuyeckne uccrnenoBaHUs NeKapCTBEHHbIX MpenapaToB ANS MeAULMHCKOrO MpUMEHEHUs, B TOM
yucne MexayHapogHble MHOroLEHTPOBble, MHOrOLEHTPOBbIE, NOCTPErMcTpaunoHHble, NPOBOAATCA B OOQHOW MUnu
HECKOMbKNX MEAMLMHCKNX OpraHnsaumsax B criedyoLwmx Lensx:

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

1) ycrtaHoBneHue ©e30MacHOCTU NEeKapCTBEHHbIX NpenapaToB AMs 340POBbLIX A0OpPOBOMbUEB U (MnK)
NepeHoCMOCTM UX 340POBbIMU A0OPOBOMbLAMM, 33 WUCKIOYEHWEM TakuxX WCCNEAOBaHWUA NEKapPCTBEHHbIX
npenapaToB, NPON3BeAeHHbIX 3a npeaenammn Poccuiickon ®epepauuu;

2) r|0/:|,60p OonTUMalbHbIX OO03MPOBOK JIEKAapCTBEHHOro npenaparta U KypCa nedeHunda And nauneHToB C
onpeaeneHHbIM 3aboneBaHneM, ONTMMarbHbIX [03 W CXeM  BakuuHauum VIMMyHO6I/IOJ'IOI'I/I‘-IeCKI/IMI/I
JleKapCTBEHHbIMU NpenapaTtamMn 340pPOBbIX ,L'J,OGpOBOJ'IbLI,eB;

3) yctaHoBrneHue 6e30nacHOCTM NEeKapCTBEHHOro npenaparta u ero adgeKkTMBHOCTM NS NauMEHTOB C
onpegeneHHelM 3aboneBaHvem, NpodunakTU4eckorn 3GEKTUBHOCT MMMYHOBMOMNOrMYECKUX JTEKAapCTBEHHbIX
npenapaTtoB ANs 300POBbIX 40GPOBOJSILLEB;

4) n3yyeHve BO3MOXHOCTW paclUMpPeHUs NokasaHWi Anst MEAULUHCKOrO MPUMEHEHUS U BbISIBNEHWS] paHee
HEeN3BECTHbIX NOOOYHbIX AENCTBUIA 3aperMcTpPMpPOBaHHbIX NTEKAapPCTBEHHbIX NpenapaTos.

1.1. KnuvHuyeckne wuccnefoBaHWs rekapCTBEHHbLIX MpenapaToB And  MeAUUMHCKOro  NpUMeEHeHUs
NPoOBOAATCH B COOTBETCTBUM C OpaBuiamMu Hagnexawlen KnMHUYEeCKOn NpakTuku, yTBepXaeHHbIMu EBpasninckon
3KOHOMMUYECKOM KOMUCCUEN.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

2. B OTHOLIEHNM BOCMPOU3BEAEHHbIX JEKAPCTBEHHLIX NpenapaToB AN MEeAWLMHCKOTO MPUMEHEHUS
NpoBOASATCA WCCIefoBaHNS OWOSKBMBANEHTHOCTU U (MNM) TepaneBTUYECKOW SKBMBANEHTHOCTU B MOOpAAKe,
YCTaHOBJIEHHOM aKkTamu, cocTaBnsowmmm npaso Cotosa.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. OpraHmsau,mo npoeegeHnAa KInnHN4eCcknx nccnegoBaHuin JIeKapCTBEHHOrIo npenapara gna meamunHCKoro
NnpuMeHeHns BrnpaBse OCYyLLeCTBNATb:

1) pa3pa60Tq|/|K NekapCTBeHHOro npenapara urmmn ynoyiHoMo4eHHOe UM JNnuo;

2) obpasoBaTtenbHble OpraHusauuMM Bbicllero obpa3oBaHWs, OpraHM3auuu  OOMNOSNHUTENBHOrOo
npodeccmoHansLHOro 06pa3oBaHus;
(n. 2 B pea. PegepansHoro gakoHa ot 02.07.2013 N 185-93)

3) Hay4Hble opraHusaumm.
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

4. KnnuHnyeckne nccrnenoBaHns nekapcTBEHHOro npenapata aAng MeauunHCKoro npuMeHeHnst NpoBOASTCS
Ha OCHOBaHWWM paspelleHuss Ha MpoBeAEeHNe KIMHWYECKOrO WCCredoBaHMs JlekapCTBEHHOrO npenapara,
BblJAHHOIO  YMOMHOMOYEHHbIM  doedeparnbHbiM  OpraHoOM  WUCMOMHUTENbHOW  BnacTu.  YMNOSIHOMOYEHHBbIN
degepanbHbli  OpraH UCNOSTHUTENBHOW BRAacTU BeAeT PeecTp BbldaHHbIX paspelleHnin Ha npoBefeHue
KIMMHUYECKUX MCCneaoBaHWA NEKAapPCTBEHHOrO npenaparta, COAepXaluin ykasaHue Ha MX Lenb unuM uenu, B
YCTaHOBMEHHOM 3TUM OpraHOM MNopsaKe.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-93.

6. K opraHunsaumm npoeegeHna KIMHUYECKNX nccrnegoBaHuin NeKapCTBEHHOIo npenapata Ansd
MeaAULIMHCKOIro npuMeHeHunsa pa3p860T‘-IVIKOM NekapCTBEHHOro npenapata MOryT npuBlekaTtbCA opuandyeckue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

nunua nobon OpFaHI/I3aLI,VI0HHO-ﬂpaBOBOl7I (*)OprI npun ycnosummn obecneyeHns COOTBETCTBUSI 3TUX MUCCNenoBaHUi
Tpe6OBaHI/IFIM HacTodwero Cbep,epaanoro 3aKOHa.

7. YTpatun cuny. - ®egepanbHblii 3akod ot 30.01.2024 N 1-$3.

8. lepeyeHb MeOMUMHCKMX OpraHusauuin, NpPOBOAALUMX KIMHWYECKMe WCCNeAOBaHUs feKapCTBEHHbIX
npenapaToB ANs MeOMLMHCKOrO MPUMEHEHUS, U PEeeCTp BblAaHHbIX pa3pelueHVin Ha NpoBeAeHUe KITMHUYECKNX
nccrnegoBaHUM  NeKapCTBEHHbIX  NpenapatoB  OnybnMKOBBIBAOTCA M pasMeLlaloTcs  YNONMHOMOYEHHbIM
dhegeparnbHbIM OpraHoOM UCMOMHUTENBHOW BRiacT! B YCTAHOBMEHHOM MM O0OPAAKe Ha CBOEM odumumanbHOM canTe
B ceTn "UIHTepHeT".

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

Cratbsa 39. PelueHne o NnpoBeAeHUN KITMHUYECKOrO UCCeAOoBaHUA NIeKapCTBEHHOro npenapara gns
MeOULMHCKOro NpuMeHeHuns

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHunyeckoe nccnegosaHune JIeKapCTBEHHOrIo npenaparta ana meanumnHCKoro rnpuMeHeHnAa npoBognTcad
Ha OCHOBaHMUM paspelleHna Ha npoBegeHne KINMHUYeCKOro wuccneagoBaHuna JekapCTBeHHOro npenaparta,
BblIA@HHOIO YNOJSIHOMOY€HHbIM cpe,u,epaanblM opraHom MCMNOSTHUTENBHON BNacTu Mo pes3ynbTartamM 3KCNepTu3bl
OOKYMEHTOB, HeobxoguMMbIX AOns nony4vyeHuna paspelleHna Ha nposegeHune KrIMHU4ecKoro uccrnenoBaHuda
JIeKapCTBEHHOrO npenapaTta n 3TUYECKON JQKCNepTU3bI.

2. [1na nony4eHus paspeLleHns Ha NpoBeAeHne KIMHUYECKOrO NccneaoBaHns NekapCTBEHHOMO npenapaTta
AN MeAMLUMHCKOro MPUMEHEHMUS 3asdBUTENb HanpaenseT NocpeacTBOM €AMHOro mnoprtana B YMNOSHOMOYEHHbIN
denepanbHbI opraH UCMOMHUTENBHOW BAACTU UMW NIUYHBLIN KaOMHET YNONTHOMOYEHHOro dheaepanbHOro opraHa
WCNOSTHUTENBLHOM BNacTu B eANHOW CUcCTeMe:
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) 3asBneHve O Bbldaye paspelleHVs Ha npoBedeHMe KIMHWMYECKOrO WCCnefoBaHWus fekapCTBEHHOro
npenapata Ans MeOUUMHCKOrO MNPUMEHEHMUs, MOAMUCAHHOE YCWUMEHHOW KBannuUMPOBAHHOW 3SNEeKTPOHHOM
NOANUCLIO 3asiBUTENA, a B Criyyae, ecnu OT UMEeHW 3asBuTens AeNCcTBYeT ero npeacrasutenb (uanyeckoe
NMUO), YMNONHOMOYEHHbIA AeNCTBOBaTb OT MMEHW 3asiBUTENs Ha OCHOBaHWM [OBEPEHHOCTW B 3MEeKTPOHHOW
dopme B MalwMHOUNTAaEMOM BMAE, NOAMUCAHHOE €ro YCUNEHHOW KBanMduLUUMPOBaHHON 3NEKTPOHHOW NOAMUCHIO
U YCUINEHHON HeKBaNMMUUMPOBAHHOMW 3N1IEKTPOHHOW NOAMMUCHIO;

(8 pea. PegepanbHbix 3akoHoB OoT 30.01.2024 N 1-3, ot 31.07.2025 N 304-93)

2) ytpatun cuny. - ®egepansHbin 3akod oT 30.01.2024 N 1-93;

3) NPOTOKON KIMHUYECKOrO UCCneaoBaHns NekapcTBEHHOro npenapaTa Ansg MeAMLUUHCKOro NpuMeHeHus;

4) Opowtopy uccnegoBatens (ONA  3aperMcTpMpoBaHHOrO FeKapCTBEHHOrO npenapaTta  L4OMNyCTUMO
3aMeHNTb O0f0OpeHHON OOLLE XapaKTepUCTMKOW FeKapCTBEHHOrO npenaparta, ecrnv TakoW NeKapCTBEHHBIN
npenapaT 3aperncTpMpoBaH B COOTBETCTBUM C akTamu, cocTaensowumu npaso Coto3a, U ero npMMeHeHve B
KMMHUYECKOM UWCCMNedoBaHWM He MpoTMBOPEeYUT odoOpeHHOM obLen XxapakTepucTuke JieKapCTBEHHOro
npenapata 4ns MeavLMHCKOro npuMeHeHus);

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) MHCOPMALIMOHHBIV NNCTOK NaLMEHTa;

6) cBefeHus o6 onbiTe pa6OTbI uccneposarenen no COOTBETCTBYHOLLMM cCneunarnbHOCTAM U UX OnbiTe
paGOTbI no npoBeaeHno KIMNHNYECKNX nccnegoBaHum;

7) - 8) ytpatunu cuny. - degepanbHbin 3akoH ot 30.01.2024 N 1-03;

9) KOMMKo goroesopa obsizaTenbHOro CTpaxoBaHu4d, 3aKIit4YeHHOro B COOTBETCTBMN C TUNOBLIMU NMPaBU1aMu
o0bs13aTenbHOro CTpaxoBaHWA, C yKa3daHneMm rlpe/:l,eanoﬁ YNCNEHHOCTU NauymnMeHTOoB, y4aCTBYHLWNX B KITMHNYECKOM
ncernenoBaHMM nekapCTBeHHOro npenaparta and MmeguunHCKOro npuMeHeHus,

10) wHcpopmaumio O cocTaBe nekapCTBEHHOro npenapaTta Ans MeOMLMHCKOro MpuUMeHeHus (3a
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

UCKMHoYeHEM BMONOrMYECKMX NEKAPCTBEHHBIX NpenapaToB);
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11) [OOKYMEHT, COCTaBMEHHbI MNPOM3BOAMTENEM NEeKapCTBEHHOro npenapata Ansg  MeguuUHCKOro
NPUMEHEHUS N CoaepXallMin nokasaTenu (XapakTepucTUKM), a Takke CBEAEeHUS O NekapCTBEHHOM npernaparte
ANst  MeOWMUMHCKOrO MpUMEHEHUs, NPOM3BEeOEHHOM [Afs NPOBEeAEeHMs KIMHWYECKUX uccnegoBaHui  (3a
NCKItoYeHnem B1MonormyecKkmx NekapCcTBEHHbIX NpenapaTos);

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

11.1) DOKYMEHTbI N CBEAEHUS, MPeayCMOTPEHHbIE NpaBuiaMu NPOBEAEHNST UCCNeaoBaHnin BMoONorm4ecKkmnx
nekapCcTBeHHbIX cpeAcTB EBpa3niickoro sKOHOMUYECKOTO COH3a, YTBEPKAEHHbIMU EBpa3nincko aKOHOMUYECKON
KoMuccuen;

(n. 11.1 BBegeH ®PepepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

12) cBepeHns O parte npenocTaBrneHUst U PerncTtpauMoHHOM HOMepe IULEH3UM Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB B Criyyae, €cnv Mpou3BOACTBO JIEKAPCTBEHHOrO MpenapaTta OCyLecTBRseTcs B
Poccunckon ®enepauun, nnm GOKYMEHT, COAEpXalluin CBeAeHNs1 O AaTe NpeAoCTaBNeHns N pPermcTpaLuoHHOM
HOMEepe 3aK/l4YeHNss O COOTBETCTBMM MNPOU3BOOMTENS JEKapCTBEHHOro npenapata TpeboBaHMAM npaBun
Hagnexawiem npoOU3BOACTBEHHOW MPAKTUKW, MNPEAOCTaBNEHHONO0  YMOMHOMOYEHHbIM  OpraHoOM  CTpaHbl
npon3BoguTeNs NekapCTBEHHOro npenapara.

(B peq. PenepanbHbix 3akoHOB oT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-®3, o1 30.01.2024 N 1-®3)

2.1. Ceepgenus, noareepxaarowme akT ynnaTtbl rocygapCTBEHHON MOLUNUHLI 3a NPOBEAEHMNE 3TUYECKOMN
3KCMepTM3bl, 9SKCNEPTM3bl [LOKYMEHTOB Ha JIEeKapCTBEHHbI npenapaT And MnosnyyvyeHuss paspelleHnsa Ha
npoBefeHne KIMHUYECKOro MCCneaoBaHWst NEKapCTBEHHOro npenapata Ans MeauUMHCKOro nNpuMeHeHud, 3a
Bbldayy paspelleHnss Ha npoBeAeHMEe KIMHUYECKOrOo UCCneaoBaHMs feKkapCTBEHHOro npenapaTta  Ang
MEOULMHCKOTO MNPUMEHEHMS, 3a MNpPOBEAEHME 3SKCNepTM3bl JOKYMEHTOB Ha JleKapCTBEHHbI npenapaT Ans
MonyyYeHnst paspeLleHnss Ha NpoBedeHMEe MEXAYHapOoOHOro MHOTFOLEHTPOBOIO KITMHWYECKOrO WCCeaoBaHus
NIEKapCTBEHHOro npenapaTta Ana MeOMUMHCKOTO MPUMMEHEHUs, 3a Bblgady paspelleHust Ha npoBefeHue
MEXOYHApPOAHOro  MHOIOLEHTPOBOrO  KIMHWYECKOTO  MCCMNEeAOBaHUSA  NIeKapCTBEHHOro  npenapata  Ans
MEOWLMHCKOrO MNPUMEHEHUd, 3a NpoBeAeHMEe ITUYECKOW IKCMEepTM3bl, IKCMEepPTU3bl [JOKYMEHTOB Ha
nekapcTBeHHbIN npenapart Ans NONy4YeHUs paspelleHus Ha npoBedeHne NMOCTPErncTpaumoOHHOIO KIIMHUYECKOro
nccrefoBaHUsa NEeKapCTBEHHOrNO npenapaTta Ans MeOUUMHCKOTO MpUMEHEHUsl, 3a Bbldady paspelleHus Ha
npoBefeHne MOCTPErMCTPaLMOHHOIO  KITMHUMYECKOTO  WCCREeAOBaHUSA  NeKapCTBEHHOro npenapata  Ans
MEOMLMHCKOTO MNPUMEHEHWs, a Takke CBeAeHMsi O BbldaBaeMbiX (NpeaocTaBnsieMbiX) YMNOMHOMOYEHHbIMU
denepanbHbiMM OpraHamn UCNONMHUTENBHON BNAcTU AOKYMEHTax (CBeAeHUsX), YKa3aHHbIX B NyHKTe 12 yactu 2
HacTosILLEN cTaTbW, YNONMHOMOYEHHbIN dhedepanbHbIi OpraH UCMONMHUTENBHON BNAacTW 3anpaluvMBaeT B nopsgke
MeXBEAOMCTBEHHOrO 3MEKTPOHHOIO B3aMMOAENCTBUSA.

(vacTb 2.1 B peq. ®enepansHoro gakoHa oT 30.01.2024 N 1-93)

3. B cpok, He npeBbiwawwmii Tpex pabouMx AHEN CO [AHS HanpaBfeHus B JWYHbIN  KabuHeT
YMNOSIHOMOYEHHOrO dheaepanbHOro opraHa UCNOSIHUTENBHOW BRacTM B €AMHOM CUCTEME yKa3aHHOro B MyHKTe 1
4YacTu 2 HacTosiLen cTaTbi 3asiBMEHNst 1 HEOOXOAMMBIX OOKYMEHTOB, YMNOSHOMOYEHHbIN dheaepanbHbii opraH
NCMNOMHUTENBHOW BNACTW:

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

1) nNpoBOAMT NpPOBEPKY MOMHOTHI M LOOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3asgBUTENEM JOKYMEHTAX;

2) NpvHMMaeT pelleHMe O MPOBEAEHUM IKCTEepTU3bl [OKYMEHTOB AN MONyYeHUs paspelleHusl Ha
npoBedeHue KMMHWYECKOro WCCMedoBaHus NekapCcTBEHHOro npenapata Ans MeOuLUMHCKOrO MPUMEHEeHNUs U
3TUYECKOM IKCNepTU3bl N 06 oTKase B NPOBEAEHWUMN YKasaHHbIX 3KCNepTus;

3) HanpaBenseT 3aABUTENO NOCPEACTBOM €4QUHOro noprana Wnv B NUYHbIA KabuHeT 3asBuTens B e4uHOW
cucTteMe noAanncaHHoe YCUIEHHOW KBanuvuMUMPOBaHHOW 3IEKTPOHHOM MOAMUCBHI0 YBEOOMSIEHNE O MPUHATOM
peLwieHnmn nuoéo B cny4yae NpuHATUA pelleHuns 06 oTkase Takxe ¢ YKa3aHnem npuynH Takoro otkasa,

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4) HanpassAeT B NNYHbIN KabnHeT SKCNEepPTHOro y4ypexngeHua B €[IHOW CUCTEME W NNYHbIA KabUHET coBeTa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Mo 9TMKe 3aJaHuss Ha NpoBedeHMe  COOTBETCTBYHOLUMX  3KCMEPTM3,  MOAMUCaHHbIE  YCUIEHHbLIMU
KBanMuUMpoBaHHbLIMW 351EKTPOHHBIMW NOAMUCAMMW.
(n. 4 B pea. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. B cnyyae BbIFBMEHUS HEMNOMHOTHI U (UNKU) HEeOOCTOBEPHOCTM WHOpMaumn, copepxalencsa B
npeacTaBneHHbIX 3asiBUTENEeM [AOKYMEHTaX, YNONHOMOYEHHbIN dheaepanbHblii opraH WUCMNONHUTENLHOW BRacTu
HanpaBnseT B NUYHbIA kKabWHET 3asaBUTENS B €QUHON cucTemMe 3anpoc 06 YyTOYHEHUU yKa3aHHOW MHGopMaLmK,
noAnuCaHHbIN YCUIEHHOW KBanudUUMPOBAHHOW SMIEKTPOHHOW Moanucblo. 3asiButenb 00si3aH HanpasBuTb B
MWYHBIN KabWHET YMONHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOM BracTu B €OMHOW cucTeme
NMOAMUCAHHBIAN YCUMEHHOW KBanNnUUMPOBAHHOW 3MEKTPOHHOW MOANUCHID OTBET Ha 3anpoc YNOSIHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENbHOW BNAacT! B CPOK, HE MpeBbllLaloLLni AeBAHOCTa paboumx gHeW co AHSA
nonyyeHnsi ynoriHOMOYeHHbIM doefieparnbHbIM OpraHoM UCMONTHUTENBHOW BRacTy 3NEKTPOHHOrO yBeAOMMNEHNS O
nonyyeHunn 3assuTtenem 3anpoca. Cpok, ykasaHHbIA B YacTu 3 HAacTodALWen cTaTbyl, NPUOCTAHABIIMBAETCSA CO OHS
HanpaBfeHnss B JNUYHbI KabuHeT 3asiBUTens B €AMHOW CMCTeMe 3amnpoca YNoriHOMOYEHHOro depepanbHoro
opraHa WUCMOMHMTENbHOW BriacTU OO AHS HanpaBAeHUs B INUYHbIA kabuHeT ynorHOMOYEHHOro dedeparnbHOro
opraHa UcrnonHUTENbHOW BNnacTn B eQUHON CMCTeME OTBETa Ha 3anpoc 1 HE YYUTLIBAETCH NPU MCYUCTIEHNN CpoKa
NPUHATUSA  YNOMHOMOYEHHbIM dhefepanbHbiM  OpraHoOM WCMOMHUTENbHOW BracTM peLLeHUs O npoBedeHun
3KCNepTU3bl [OOKYMEHTOB [ANd MNONyyYeHUss paspelleHnss Ha npoBedeHMe KIMHUYECKOro uccrneaoBaHus
nekapcTBeHHOro npenapara Ans MeAnLNHCKOro NpUMeHeHus.

(vacTb 4 B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5. OcHoBaHveM Ons OTKasa B MPOBEAEHUWN 3KCNEepTU3bl AOKYMEHTOB ANS MOMy4YeHUs paspelleHus Ha
npoBedeHue KIMHUYECKOro MWCccreaoBaHMs neKapCTBEHHOro npenaparta Afnst MeAWLMHCKOrO MPUMEHEHWs Y
3TMYECKON 3KCMepTM3bl ABNAETCA NpeAcTaBneHne JOKYMEHTOB, NpeayCMOTPEHHbIX YacTbio 2 HACTOSLEeN CTaTby,
B HEMonHom obveme, HenpeacTaBneHve 3asBuMTenemM B YCTaHOBMIEHHbIN CPOK OTBETA Ha yKa3aHHbIM B Yactu 4
HacTosILLEN CTaTbM 3aNpoC YNONTHOMOYEHHOrO heepansHOro opraHa UCMONMHUTENBLHON BNacTu nnbo oTcyTcTBre
B NpeAcTaBrieHHbIX AOKYMEHTaxX McYepnbiBaloWwero nepeyHs Heobxoammon WHdopmaumm unm uHdopmaumu,
KoTopas p[ormkHa ObiTb OTpaxeHa B HMX, a Takke OTCYTCTBME CBEAEHWI, KOTOpble B [AarbHenlem
NOATBEPXXOAAOTCA MNOCPEACTBOM MEXBEJOMCTBEHHOIro 3M1eKTPOHHOTO B3auMMOAENCTBUs, O dakTe Yynnatbl
rocyAapCTBEHHOM [OWNWHbI 338 MNPOBEAEHME STUYECKOW 3KCNEepPTU3bl, IKCNEpPTU3bl [OKYMEHTOB Ha
neKkapcTBeHHbIN npenapat Ans MOfyyYeHUs paspelleHns Ha MnpoBedeHMe  KIMHWYECKOro UccneaoBaHus
nekapCTBEHHOro npenapata Ans MeAMUMHCKOro NPUMEHEHWs, 3a Bbldayy paspelleHus Ha npoBedeHune
KMMHUYECKOro MCCNeaoBaHUs JeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MpUMEHeHus, 3a nposefeHve
3KCMepTU3bl [OKYMEHTOB Ha NeKapCTBEHHbIN npenapat ANnd MnofyyYeHus paspelleHus Ha npoBedeHue
MeXAyHapoAHOro  MHOrOLEHTPOBOIO  KMMHWYECKOro  MCCrefoBaHUsA  NIekapCTBEHHOro  npenapata  Ang
MEOVLMHCKOrO MPUMEHEHMWS, 3a Bblgadvy paspelleHnss Ha npoBedeHVe MeXOyHapoOHOro MHOroLEeHTPOBOro
KMMHMYECKOro UCCcneaoBaHWs NeKkapCTBEHHOro npenapaTta Ans MeaUMUMHCKOro MpUMEHEHWs, 3a npoBedeHue
3TUYECKON IKCMEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbINM NpenapaT Ans NofyyYeHus paspeLleHns Ha
npoBedeHue MNOCTPEermcTpaLMoHHONO  KNMHUMYECKOTO  MCCrefoBaHWs  fekapCTBEHHOro  npenaparta  Ans
MEeOULMHCKOTO NPUMEHEHNs, 3a Bbiayy paspelleHnss Ha MpoBeAeHWe MOCTPEerncTpPaumoHHOro KIMHUYECKOro
nccneaoBaHNs NekapcTBEHHOro npenapara Ansg MeauUMHCKOro NpUMEHEHNS.

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

6. MNpoBeaeHne 3KCNepTM3bl OOKYMEHTOB AN MONYyYEHUs] paspelleHnsl Ha NpoBeAeHMEe KITMHUYECKOro
uccnegoBaHMs NeKapCcTBEHHOro npenapata And MeOULMHCKOTO MPUMEHEHUS UM 3TUYECKON 3KCMepTU3bl,
COCTaBfiEHNE KOMWCCUEN IKCMEPTOB M COBETOM MO 3TMKE 3AKMHYEHUN O BO3MOXHOCTU WM HEBO3MOXHOCTU
npoBeaeHus Takoro KIMMHUYECKOro nccrnegoBaHus, noanucaHve 3aKMYEHNN YCUNEHHBbIMU
KBanuuUUPOBaHHLIMU 3MEKTPOHHBIMM MOAMUCAMW U HamnpaBlneHWe AaHHbIX 3aKMHYEHUA B JNIUYHbIA KabuHeT
YMNOSTHOMOYEHHOTO heaeparnbHOro opraHa UCMONMHUTENBHON BNacTu B €4MHON CUCTEME OCYLLECTBIISAKOTCSA B CPOK,
He npeBblWaWni ABaguatyn nATM pabounx AHEN CO OHSA HanpaBfeHUs B JIMYHLIA KabWMHET 3JKCnepTHOro
yupexaeHus B eQuHON cuctemMe 3afaHus ynonHOMOYEeHHOro dpeepansHoOro opraHa UCNOMHUTENbHOW BNacTu C
NpUNoXeHNeM JOKYMEHTOB, YKka3aHHbIX B nyHKTax 3, 4, 10, 11 1 11.1 yacTu 2 HacTosILLen cTaTby, U HanpaBneHns
B JIMYHBIA KaOWHET coBeTa MO 3TWKE B €OUHOW CUCTEME 3aaHus YNofiHOMOYEHHOro deaeparnbHOro opraHa
WCMONHUTESNTbHON BIacTU C MNPUSIOXKEHMEM OOKYMEHTOB, yKasaHHbIX B NMyHKTax 3 - 6 1 9 4actu 2 HacToswen
cTaTtbu.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

7. B cpok, He npeBbllialOWNA Tpex paboymx OHEeW CcO [OHS HanpaBneHWs B JWYHbIA  KabWHeT
YNOSTHOMOYEHHOIro doefepanbHOro opraHa UCMNOMHUTENBbHOM BNAcTW B €4MHOM CUCTEME 3aKITOYEHWI, YKasaHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

B YacTu 6 HacTosLLEeln cTaTbW, YNONHOMOYEHHbIM dhefeparbHblid OpraH UCNONHUTENbHOW BNACTH:
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLUEeCTBIAET OUEeHKY NOCTynuBLLUUX 3aKn4YeHnn ans onpepneneHna nx cooTBeTCTBUA 3adaHUAM Ha
npoesegeHne CoOOTBETCTBYHOLLUX SKCNEPTU3;

2) NpUHMMAET peLlleHne O Bbiaye paspelleHns Ha MNPOBEAEHME  KIUMHWUYECKOro MCCreaoBaHus
JleKapCTBEHHOro npenaparta Aanda MeanuuHCKOro npuMmeHeHud, BHOCUT B peecCTp BblOaHHbIX pa3pemeHvu7| Ha
NnpoBeAeHUEe KIMMHUYECKMX WCCregoBaHUA JeKapCTBEHHOrO npenapaTa COOTBETCTBYHOLWYH MHOPMaLUio |
HanpaBnsieT NoCPeaCcTBOM e4AUHOro nopTana 3asBUTEN UNN B NUYHbIA KabWMHET 3asBMTENsl B €4MHON CUCTEME
BbIMUCKY M3 peecTpa BblOaHHbIX paspelleHuii Ha npoBefeHMe KIMHUYECKUX WCCNEAOBaHWUA NEKapCTBEHHOIO
npenapara, NOANUCAHHY0 YCUIEHHOW KBanNMMUUMPOBAHHON SNEKTPOHHON NOAMMUCHIO;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) npuHMMaeT pelleHre 06 oTkase B Bblgade paspelleHus Ha NpoBefeHne KITMHUYECKOro UccneaoBaHns
NekapCTBEHHOrO npenaparta Ans MeauuUMHCKOro MPUMEHEHMSI U HanpaenseT MocpeacTBOM eauHOro noprana
3a8BMTENIO0 UMW B NIUYHBIA KabWHET 3asBUTENS B €4MHOW CUCTEME AaHHOE pelleHue, NoanucaHHoe YCUNEHHON
KBannMuuMpoBaHHOW ANIEKTPOHHOW NOAMMUCHIO, C YKazaHUeM NpuYmnH oTkasa.

(n. 3 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. OcHoBaHuMeM [Ons oOTKa3a B Bblgave paspelleHuss Ha MnpoBedeHMEe KMMHWYECKOro uccregoBaHus
neKkapcTBEHHOro npenapata ANS MeOUUMHCKOTO MPYMEHEHUs SBMSEeTCA Hanuune 3aKiouveHus KOMMUCCUM
3KCNepTOB WM 3aKrYeHns cosBeTa MO ITWKE O HEBO3MOXHOCTWM MPOBEOEHUS KIMHWYECKOro WUCCneaoBaHus
nekapCTBEHHOro npenapaTta ANnd MeaWUMHCKOrO NPUMEHEHWsT Mo pesynbTataM MpoBedeHHbIX 3KCNepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOsLLEN CTaTb.

9. PeweHve o6 oTKase B MNPOBEAEHUWN IKCMEPTM3bl LOOKYMEHTOB AMs MOMYYEeHWs paspelleHnss Ha
npoBeAeHNEe KIMHUYECKOro MWCCNedOBaHMS JIEKapCTBEHHOro npenaparta ans MeaWUMHCKOrO MNPUMEHEHUST W
3TUYECKON 3KCMEPTU3bI N B Bblgave paspeLleHnsa Ha NpoBeAeHNE KITMHUYECKOro NCCeAOBaHNA flekapCTBEHHOIO
npenaparta Aanda MeauUuMHCKOro npuMeHeHna MOXeT ObITb 0OGXanoBaHo B nopaake, YycCTtaHOBJ1IEHHOM
3akoHoaaTenscTBoM Poccuinckon depepaumm.

Crtatbsa 39.1. 3Tn4yeckasa akcnepTusa
(sBeaeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. OTunueckasa 9KCnepTn3a npoBoAUTCA COBETOM MO 3TUKe, CO3OaHHbIM B NopAnke, YCTaHOBJIEHHOM
YNOJTHOMOY€E€HHbIM (bep,epaanblM opraHom WCMOSTHUTENBLHOM BMacTu, B LENsX Bbldayn 3akniodeHust ob
3TUYEeCKON OOOCHOBAHHOCTU BO3MOXHOCTU npoeeaeHnAa KIMMHUYEeCKOro wuccregoBaHunA JnekapCTtBeHHOro
npenaparta gnda MmeanunHCKoro npuMeHeHus.

2. 3kcrnepTamu coBeTa MO 3TWKE MOryT OblTb NpeAcTaBUTENM MEOMLIMHCKUX OpraHu3auuii, Hay4HbIX
opraHusaumin, obpasoBaTenbHbIX OpraHu3auUnii Beicllero obpasoBaHus, a Takke NpeacTaBUTENN OBLLECTBEHHbIX
opraHusaumnin, pPenurMosHbIX opraHv3auuii U CPeacTB MaccoBoi MHdopMauuu. [aHHble 3KCnepTbl He OOMKHbI
HaxoaMTbCs B KakOW-MMBO 3aBUCMMOCTU OT paspaboTyMKOB J1eKapCTBEHHbIX MpernapaToB W Apyrux nu,
3aMHTEpPEeCcoBaHHbIX B pe3yrbTaTax 3TU4ecKon 9KCnepTuUsbI.

3. Onnara ycnyr aKCnepToB COBETa MO 3TUKE OCYLLUECTBMSIETCS HA OCHOBaHWM [OroBopa, 3aKM4eHHOro
MeXay YNnonHOMOYEHHbIM doeeparibHbIM OpraHoM UCTONMHUTENBHOW BacTu, KOTOPLIM CO34aH COBET MO 3TUKE, U
3KCNepToM coBeTa MO 3TMKE, 3a CYeT OHMKETHbIX aCCUrHOBaHWA, MNPEedyCMOTPEHHbLIX YNONHOMOYEHHOMY
denepanbHOMy opraHy MCMOMHUTENBHOW BMacTu, KOTOPbIM CO3[4aH COBET MO 3TUKe, B dhegepanbHoM BrogkeTe
Ha COOTBETCTBYIOLLMI rog Ha obecrneveHne ero AesTenbHOCTM, B pasMepax, YCTaHOBIEHHbIX [1paBnTenLCTBOM
Poccuiickon ®epepauuu.

4. JkcnepTbl cCOBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon
depepauyun.

4.1. |_|pl/l npoBegeHnn 3TUYECKON 9KCNepTun3bl HEe LO0MyCKaeTcd I/ICTpe6OBaHl/Ie 3KCNepTomM Yy 3adaABUTENA
nmmbo  WMHbIX nuy, mMmaTtepunanos, HeobxooMMbIX  Ons npoeseaeHunA 3TUYECKON QKCNepTU3bI. B Clny4ae
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

HeJOCTaTOYHOCTU MpeAcTaBIiEHHbIX 3KCNEPTY MaTepuanoB B NMYHbLIA KAOWHET 3asiBUTENS B €4WHOW CUCTEME
YMOSTHOMOYEHHbIM JIMLOM COBETA MO 3TUKE HanpaBfseTcs 3anpoc O npeAcTaBeHnM Heobxoanmbix MaTepuarnos,
MOANUCAaHHBIN pyKoBoauTENem (YnormHOMOYEHHbIM fMLOM) COBETa MO 3TWKE C MCMOSIb30BaHUEM YCUITEHHOM
KBanM@uUuUUpoOBaHHON 3MEKTPOHHOW NOAMUCKU, a Takke HanpaenseTcs yBedomrieHne ob ykasaHHOM 3anpoce B
NWYHBIN KaBUHET YNONHOMOYEHHOro dheaepanbHOro opraHa UCNOMHUTENBHOW BRacTn B €QNHON cUcTeMe.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 30.01.2024 N 1-03)

4.2. 3asButenb 06583aH HanpaBUTb B NIUYHbIN KAOMHET coBeTa Mo 3TUKe B €4MHON CUCTEME NOAMNMCAHHbIN
YCUIEHHOWN KBannULMpPOBAHHOM 3MIEKTPOHHOM MOAMUCLIO OTBET Ha 3anpoc O MPeACTaBfeHMM HeoBXOoAMMbIX
MaTepuanoB COBETY MO 3TMKE B CPOK, HE NpeBbILIAOLWLMIA AeBSHOCTA paboymx gHEN CO AHS NOMy4YeHUs COBETOM
Nno 9TUKE OSMEKTPOHHOro yBEAOMMNEHWS O MOfyvYeHuM 3asiBUTENEM YyKasaHHOro 3anpoca. Bpems co agHg
HarnpaBreHnsi COBETOM MO 3TMKE B NMYHLIN KaOMHET 3asBMTENs B €OUHOW CUCTEME 3anpoca O NpeAcTaBeHnm
HeOoOXOAMMbIX MaTepuanoB OO OHsS HanpaslieHWs 3asiBUTENEM B JNMYHbLIA KaOMHET CoBETa NO 3TMKE B €OUHOMN
cUCTeMe OTBETa Ha YKasaHHbl 3anpocC He Y4YUTbiBaeTCA MpU UCHUCIIEHUUM CPOKa MNPOBEAEHUS 3TUYECKOW
3KCNepTU3bI.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

5. CoctaB coBeTa MO 3TUKe, NONOXEHWe 006 3TOM COBETE, 0opANOoK ero AedTesibHOCTH, TQe6OBaHVIFI K
KBaJ'IVI(bVIKaU,I/IVI n onbiTy pa6OTbI no 3KCI'IepTHOVI OUeHKe Hay4HbIX, MeAWUUHCKUX WU ITUYECKMX acCrneKkToB
KITMHUYECKMX UCCrenoBaHni NeKapCTBEHHbIX npenapaTtoB And MeguUUHCKOro npuMeHeHud, npebdaBndemMble K
9KCnepTaM coBeTa Mo 3TUKe, NOoPALNOK OpraHu3auum n nposeneHuna 3TUYECKON 9KCNepTu3hbl, q)opma 3aKn4vYeHunsA
coBeTa Nno 3Tnke yCtaHaBnMBakOTCA YNOJIHOMOYEHHbIM d)e,u,epaanblM opraHom McnonHuTenbLHon snacTtu. Yncno
HpeﬂCTaBMTeﬂeVI MeaNLIMHCKNX opransauMﬂ HEe MOXeT NnpeBblllaTb MNOJIOBUHY OT obuwero uucna 9KCNnepToB
coBeTa o 3TUKe.

6. Mudbopmauusa o coctaBe coBeTa MO 3TUKE, NfaHax ero paboTbl U TEKyLIen OeATENbHOCTM pa3MeLLaeTcs
Ha oduumanbHOM canTe YnorHOMOYEHHOro dpeaepansHOro opraHa UCNonHUTeneHon Bnactu B cetu "UHtepHeTt"
B YCTaHOBMNEHHOM UM [OPSAKE.

Cratba 40. [lpoBegeHue KIIMHUYECKOrO WCCNeAOBaHUA JeKapCTBeHHOro nmnpenaparta Ansa
MeOULUMNHCKOro npuMmeHeHus

1. PykoBoguTenb MeOMUMHCKOW oOpraHusauuun, Kotopas MpoBOAMT  KIMHUWYECKOe uccrnegoBaHue
neKkapCTBEHHOro npenapaTta Ans MeQUUMHCKOrOo NpUMMEHeHWs, Ha3HavyaeT uccrnegoBaTensi, OTBETCTBEHHOrO 3a
npoBedeHne Takoro MCCefoBaHNa U UMetoLero nevyebHyo cneumnanbHOCTb, COOTBETCTBYIOLYHO NPOBOAUMOMY
KMMHMYECKOMY MCCrefoBaHMI0 NeKapCTBEHHOro npenapaTa, co cTaxeM paboTbl MO nporpaMmaM KIMHUYECKNX
nccrnegoBaHU NeKapCTBEHHbIX MpenapaTtoB He MeHee 4eM Tpu roga M Mno ero npeasiokeHulo HasHavaet
couccnegoBarernen n3 Yucna spadert 3Ton MeanuUMHCKOW opraHm3aumu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. ViccneposaTenb OCyLLECTBNAET BbIOOP NaUMEHTOB, KOTOPbIE N0 MEAULIMHCKUM MOKa3aHUAM MOTyT ObiTb
npuBMeYeHbl K Yy4acTUIO B KMNUHUYECKOM WCCMEedOoBaHWM MeKapCTBEHHOro npenapata Ansa MeauLUHCKOro
NPUMEHEHMS.

3. Uccnepnosatens U couccrnenoBatenu OOMKHbI BbiTb O3HAKOMIIEHbI C pe3yribTaTamu OOKMMHUYECKOro
CCreloBaHNs NEKapCTBEHHOIO CpPeacTBa, CoaepXalmmmca B GpoLuope uccreaoBarernsi, NPOEKTOM NpoToKosa
KIMUHUYECKOr0 UCCRENoBaHNsA NeKapCcTBEHHOro npenapaTa Ans MeOWUUHCKOro MpuUMeHeHus, paspaboTaHHbIM
pa3pa6OT‘-II/IKOM JleKapCTBeHHOro npenapara uinM UHbIM LPUOANYECKMM NULIOM, NpUBIiekKaemMbiM K opraHusaunum
NPOBEAEHMs KIMMHUYECKOTO MCCrenoBaHUs NEeKapCTBEHHOro npenapaTta Ans MEeOMLMHCKOTO MPUMEHEHUs, U
ApYrMy MaTepuanamMu Takoro UccriefoBaHus.

3.1. PykoBoguTenb MeOUUMHCKOW OpraHmsauum B CPOK, He MpeBblaroWmi Tpex paboumx AHen co AOHs
Ha4vana npoBeAeHNst KIMHMYECKOro NCCrefoBaHNs NnekapCcTBEHHOro npenaparta ansa MeanunHCKOro NpuMeHeHuns,
coobLiaeT 06 3TOM B YNOMHOMOYEHHBIN heepanbHbii opraH MCNOMHUTENBHOW BNacTy, BblAaBLUUIA pa3peLLeHme
Ha npoBeJeHWe Takoro UccneaoBaHus, No YCTaHOBIIEHHON UM hopme.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

4. OpraHu3aumu, OCYLUECTBRSOWMNE OpraHM3auuMio  MNPOBEAEHUs  KITMHWMYECKOrOo  MCCredoBaHus
NeKkapCTBEHHOrO npenaparta Afis MeaUUMHCKOro NMPUMEHEHUS N yKasaHHble B YacTu 3 cTatby 38 HacToswero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

depepanbHOro 3akoHa, B Ccriydae HeOOXOAMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KITMHWUYECKOrO
uccregoBaHUSA  NIEeKapCTBEHHOrO MpenapaTta  Afis  MEeOMUUWHCKOro npuMeHeHust coobwaT o6 3tom B
YNOSTHOMOYEHHbIN dhefeparnbHblid OpraH WCMOMHUTENbHOM BracTW, BblAaBLUMK paspelleHne Ha npoBefeHue
TaKoro uccriefjoBaHns, No yCTaHOBNEHHOW UM bopMe.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4.1. dopma coobLIeHUss 0 BHECEHUWN U3MEHEHMI B MPOTOKOI KNMHUYECKOro UCCNEN0BaHNS NEKApCTBEHHOIO
npenapara ans MeavMuuHCKOro NpUMeHeHUs JomkHa cofilep)aTb crieaytoLlne cBeaeHUs:

1) HaunveHoBaHue, I/I,EI,eHTM(*)MKaLIMOHHI:IIZ HOMEP U gaTta NpoToKona KIMHN4YeCcKoro nccregoBaHud,
2) JaTa BHECEHUS N3MEHEHUN B NPOTOKOJT KIMMHNYEeCKOro nccrnenoBaHusa,
3) HanMmeHoBaHNe N MeCTO HaxXoXAEHUA 3aABUTENA,

4) HauMMeHOBaHWe oOpraHuW3auuM, MpUBIIeYEHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenapata kK
opraHusaummn NPoBeAeHNs KNMHUYECKOro uccrenosaHuns (Mpyu Hanu4nm);

5) HanMeHoBaHUA N MeCTa HaxoXxXaeHnAa MegnumnHCKNX OpFaHl/I3aLI,Ml7I, B KOTOPbLIX NPOBOOUTCA KITMHNYECKOoe
ncenenoBaHune;

6) naTta Bblgauyn paspelieHna Ha nposeaeHmne KnmHn4eckoro nccnenosaHmna n HoMmep 3Toro paspelleHuns,

7) N3MEHEHUs1, BHOCUMbIE B NPOTOKOS KIMHUYECKOTO UCCreAoBaHuS.
(4acTb 4.1 BBegeHa depeparnbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBbiWaoWmin gBaauaTi BOCbMM paboynx OHEW CO AHS NOSydeHUsl ykasaHHOro B YacTu 4
HacTosILLEN cTaTbl COOOLLEHWs,, YMONMHOMOYEHHbIM d)edepanbHbIi  OpraH  WCMOSNHUTENbHON  BMNAaCTy
paccmaTpuBaeT 3To coobLLeHne B yCTAHOBIEHHOM UM [IOPAAKE W NMPUHUMAET peLleHNe O BHECEHUN U3MEHEHUN B
MPOTOKOJT KIIMHWYECKOTO MCCefOBaHUS fiekapCTBEHHOrO mnpenapaTta A MeguUMHCKOrO MPUMEHEHUa nnm ob
OTKase BO BHECEHUWN TaKNX M3MEHEHWUWN, NoANMCaHHOE YCUMEHHOW KBannguumMpoBaHHOW 3r1EKTPOHHOW MOANUCHIO,
nocpeacTBOM HamnpaBfeHUs COOTBETCTBYIOLLEro peLleHns B NNYHbIN KabuHeT 3aaBuTens B eanHon cucteme. Mpu
paccMOTPEHUN COOBLLEHNS O HEOOXOAMMOCTM BHECEHMSI M3MEHEHUI B NMPOTOKON KMMHUYECKOrO UCCeaoBaHus
nekapCTBEHHOro npenapaTta Anst MeQUUUHCKOrO MPUMEHEHUS! B LIENSAX OLEeHKM 0OOCHOBaHHOCTW Npeanaraembix
U3MEHEeHUA W onpefeneHna cTeneHn pucka Ans MNauMeHToB, MNPUHUMMAoWKMX ydyacTne B KIMHUYECKUX
nccnegoBaHusaX, YMOMHOMOYEHHbIM befieparnbHbiM OpraHoM UCMNOMHUTENBbHOW BRAcTy MOryT npuBReKaTbCs
3KCMNepThbl COBETA MO 3TUKE U (MNK) SKCNEepPThl SKCMNEPTHOTO YUPEXAEHMS.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

6. KnuHnyeckoe nccnegoBaHne niekapCTBEHHOro npenapara Ans MeguUMHCKOro NMpUMeEHeHNs MOXeT ObiTb
MPUOCTaAHOBMEHO UMW MpPeKpaLleHo, ecnu B Mpouecce ero npoBedeHus obHapyxeHa OnacHOCTb AMSA >KU3HW,
300pOBbs NaumeHToB. B cnyvyae BO3HUMKHOBEHUS OMACHOCTW ANS XWU3HW, 340POBbSA MaUUEHTa, y4acTBYHOLLEro B
KMMHUYECKOM UWCCNeaoBaHUM feKkapCTBEHHOro npenapata And MeguumHCKOro MNpUMEHEHWs, uccrnegoBaTenm
06513aHbI NpovHgopMmpoBaTbh 06 3TOM PyKOBOAMTENS MEOMLIMHCKON OpraHM3auum 1 opraHn3aumio, NonyymBLLYHO
pa3peLueHne YnorHOMOYEHHOro dheeparnbHOro opraHa UCMONHUTENbHOW BNAacT! Ha OpraHnsaumio npoBeaeHns
KMMHMYECKOro WCCrefoBaHWA MeKkapCTBEHHOro mnpenapaTta. PelweHne O nNpUOCTAHOBIEHWMM  KITMHWUYECKOro
nccnegoBaHWs NEKapCTBEHHOro npenapata Afs  MEAULMHCKOrO MPUMEHEHUs MNPUHMMAaloT  PyKOBOAMTENb
MEeOULMHCKON opraHusauum v (Mnu) opraHusauus, nonyyvmslUas paspelleHne ynonHOMOYEeHHOro eaepansHoro
opraHa WCMOSHUTENbHOW BMacTM Ha OpraHu3auuio NpoBeAeHUS KIMHWUYECKOro UCCNedoBaHUsA NekapCTBEHHOMO
npenapata Ansg MeOUUMHCKOrO MPUMEHEHUS, pelleHWe O MpeKpalleHUn Takoro uccnegoBaHus npuHUMaeT
YMONIHOMOYEHHbIN dbeaeparnbHbIi OpraH WCNOMHUTENbHOW BMAcTM Ha OCHOBaHUWM COOOLLEHUS B MUCbMEHHON
dopme pykoBoaMTENS  MEOMLMHCKOW  OpraHWsaumMm wunv  opraHusauus, MonyuuBllas  paspelueHue
YMONIHOMOYEHHOro hefeparnbHOro opraHa UCMOHUTENbHOW BNAcT! Ha OpraHn3aumio NPOBEAEHUS KIMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMO npenapara Ans MeauuUHCKOro NPUMEHEHNS.

7. B cpok, He npeBblwalwWmi NatM pabodmx AHEN CO OHA 3aBepLueHus, MPUOCTAHOBMIEHUSA WK
npekpawleHnss KNMHUYeCKoro uccnefoBaHWs NeKapCTBEHHOro npenaparta Ans MegULMHCKOrO NpUMEHeHUs,
coobuieHne 06 3TOM HampaBnsieTCA OpraHM3auMsaMu, Yyka3aHHbIMM B 4Yactu 3 cTatbum 38 HacTosiwero
depepanbHOro 3akoHa, B YMOMHOMOYEHHbIM hefeparnbHbli OpraH UCNOMHUTENBHOW BNACTU NO YCTAHOBIIEHHOWN

nm QQOQMG.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

8. ®opma coobLeHNs 0 3aBepLUEHNM, NMPUOCTAHOBIIEHUM UMW MPEKPaLLEHNN KITMHUYECKOTO UCCreaoBaHus
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHNsa AomkHa coaepxaTb:

1) nHpopMaLMio 0 MeOMUMHCKON opraHusauumy UM MeauLUMHCKMX OpraHv3aumsax, NpoBOAMBLUMX AaHHOE
nccrnenoBaHue;

2) onucaHue 4aHHOro uccrneaoBaHus;

3) paHHble uccnepgosatens (pamunus, ums, OTY4ECTBO, MecCcTO paboTbl, 3aHUMaemasi [OOSKHOCTb,
crneumanbHOCTb, CTax paboTbl MO nporpaMMaM KIMHWYECKMX WCCNedoBaHWA feKkapCTBEHHbIX MNpenapaTtos,
nepeYeHb KIMHUYECKUX NCCIEAOBaHUIA NNEKAPCTBEHHbIX NMpenapaToB, B KOTOPbLIX OH NpUHMMan ydacTtue (nepuogpl
y4acTus) B Ka4eCcTBe uccrnegoBartens unu comccnenosarens);

(B peq. PenepanbHoro zakoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [AaHHOIO WCCrEeAoBaHWsA (3aBepLueHne, NPUOCTAHOBIEHWE WM MpeKkpalleHne AaHHOro
nccrnegoBaHUSA C ykasaHMeM WX MPUYMH U BIUSHUMSA Ha OLEHKY ero pesynbTaToB, OOy OLEHKY pucka u
oXugaemon nonb3bl OT MPUMEHEHUS UCCnedyemMoro NekapcTBEHHOro npenapaTa, a Takke npeanonaraemble
AanbHevriwne 4encTeums).

8.1. MNpwu BbIsBNeHn deaepasnbHbIM OpraHOM MCMOMHUTENbHOW BNacTu, OCYLLECTBASOWNM (PYHKUMK NO
KOHTPOJSIIO 1 HaA30py B cdhepe 34paBoOXpaHEeHns, HapyLeHUn NpaBu Hagnexallen KnmHUYeCKON NpakTukn npu
NpoBEAEHUN KIIMHWUYECKOrO WCCNeaoBaHMA NEKapCTBEHHOro npenapara, BAUSAIOWMX Ha MOMHOTY U (Mnn)
[OCTOBEPHOCTb [AAHHOr0 KMMHWYECKOro MCCNneaoBaHus, yKasaHHbln defeparnbHblidi opraH UCNOSTHUTENBHOM
BNacTu npuoCTaHaBnNuBaeT MNpoBeAeHWEe [OaHHOro KIMHWUYECKOrOo WCCrefoBaHns W BbIHOCUT MeOMLUMHCKOM
opraHu3auuu, B KOTOPOW MPOBOAMTCA [OaHHOE KIMHUYECKoe MWccrnedoBaHve, npegnucaHve ob ycTpaHeHun
BbISIBMIEHHbIX HapylweHui. [lpy HeycTpaHeHUM MeOULMHCKOW OpraHu3aumen BbISIBAIEHHbIX HapyLleHUn B
YCTaHOBMEHHbLIN B NMpefnucaHun CPoK yKasaHHbIN dhefepanbHbii opraH UCMOMHUTENbHOW BNacTu MpuHUMaeT
peLleHre O NpeKpaLleHun NpoBeaeHns KINMHUYECKOro nccrnegoBaHns NekapcTBEHHOro npenaparta U HanpasnseT
B (befepanbHbli opraH UCMOMHMTENBHOW BMAacTW, OCYLLECTBASIOWMA (OYHKUMM NO BblpaboTke M peanusaumm
rocylapCTBEHHOW MOMIUTUKM U HOPMAaTMBHO-NPaABOBOMY perynvpoBaHuio B cdepe 34paBoOXpaHeHus,
3aKknioyeHne O BbISBMEHMM NPU NPOBEAEHUMU [OaHHOIo KIMUHWYECKOro WccneaoBaHUs HapylleHur npasun
Haanexallenh KIMHUYECKOW MNPaKTUKM ANs MNPUHATUS pelleHns o OTMeHe paspelleHWs Ha opraHu3auuio
NpoBeAEHNS JAHHOIO KITMHUYECKOro CCneoBaHns € AaTthl NMPUHATUSA PELLIEHUS O MPMOCTaHOBNEHUN NPOBESEHNS
KMMHUYECKOro MCCnefoBaHns nekapCcTBEHHOro npenapara.

(vacTb 8.1 B peq. ®enepansHoro gakoHa ot 13.07.2015 N 241-93)

8.2. lNpn npoBedeHUN KINMHWMYECKOrO MWCCrneaoBaHMs feKapCTBEHHOro npenapata Ans MeauuUMHCKOro
NMPUMEHEHMS B Cy4ae YTOYHEHUS (M3MeHeHMs) AaHHbIX, COAepXKallMXCs B pa3peLleHm Ha NpoBeaeHne AaHHOro
KMWHUYECKOrO UCCMNEedOBaHMs, Ha OCHOBaHWM HaMpaBAEeHHOr0 B fWYHbIN  KabWHET YNONHOMOYEHHOro
denepanbHOro opraHa WCMOMNHUTENbHOW BRacTM B eAWHOW cucTemMe obpalleHns 3asBuTens, noanmcaHHoro
YCWUMEHHOWN KBanuULMPOBAHHON 3MIEKTPOHHOW MOAMNUCHIO, C NPUIIOXKEHNEM MOTMBMPOBAHHOrO OBGOCHOBaHWA U
OOKYMEHTOB, MOATBEPXAaloWwmux HeobXoAMMOCTb YTOYHEHUS AaHHbIX, YMONHOMOYeHHbIV dedeparnbHbli opraH
NCMONHWUTENbHON BMAacT B CPOK, He MpeBbIAalWMn ABaAuaTM BOCbMW paboynx AHen CO AHS NOCTYnneHus
Takoro oOpalleHusi, BHOCUT W3MEHEHMS B paspelleHne Ha MpoBeAeHNe KIMHUYECKOro MccrneaoBaHus
nekapCTBEHHOro npenapara Ang MeguuUHCKOro NPUMEHEHNs U peecTp BblAaHHbIX paspeLLeHnid Ha nposBedeHne
KMUHUYECKNX UCCNEAOBaHNUIA NekapCTBEHHbIX NPenapaToB, a TakkKe HanpaBnseT B NMMYHbIN KabuHeT 3asBuTens B
eaVHON cucTeme BbIMUCKY U3 peecTpa BblAaHHbIX paspelleHUn Ha NpoBedeHWe KIMHUYECKMX MCccrnegoBaHun
neKapCTBEHHbIX MpenapaToB, MOAMWCaHHYK YCUIIEHHON KBanuuUUMPOBAHHOW 3MEeKTPOHHOW Mnoanuchbio, nnbo
npuHMMaeT pelleHne o6 OTKase BO BHECEHWM W3MEHEeHWW B paspelueHVe Ha npoBedeHMe KIMHWUYECKOro
nccrnegoBaHUs nekapcTBEHHOro npenapara 4ns MeQUUMHCKOrO MPUMEHEHUs 1 HanpasnsieT B NUYHbIN KabuHeT
3asBuTENss B €OMHOW CUCTEME 3TO pelleHue, NoanucaHHoe YCUIEHHON KBanvmdUUMPOBaHHOW 3NEKTPOHHON
NOANUCLIO, C YKa3aHWeM NpPUYMH OTKasa.

(vacTb 8.2 BBegeHa depepanbHbiM 3akoHoMm oT 30.01.2024 N 1-03)

9. YNonHOMOYeEHHbIV dhedeparnbHbil OpraH MCNONMHUTENbHOW BriacTu onybnuvkoBbIBaeT M pas3MellaeT Ha
cBoeM odmumansHom cante B cetn "MHTepHeT" coobleHve o 3aBeplleHun, MNPUOCTaHOBIEHUU WK
npekpaLwleHn KNMHUYECKoro MccrnefoBaHUA IeKapCTBEHHOro npenaparta And MeauuMHCKOro npuMeHeHus B
CPOK, He NpeBbILIAOLWLMI NATM pabounx AHEWN CO OHS ero Nony4YeHus, B yCTaHOBNEHHOM UM NOPSAKE.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

10. YnonHoMo4eHHbI heaepanbHbIi OpraH UCMOMHUTENBHOW BIIaCTU OCYLLECTBASET BeJeHue peecTtpa
uccnegosarenen, NPOBOSALMX UMW MPOBOAMBLUMX KITMHUYECKME WCCNEeOOoBaHUS JEKAPCTBEHHbIX MpenapaToB
O5Ns MeANLMHCKOro NPUMEHEHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBuiamMum U pasMmeLlaeT ero Ha CBoem
oduumnansHoM carnite B cetu "UHTepHeT" B YCTaHOBNEHHOM WM nNopsaake. YKa3aHHbIA peecTp CoaepXuT
WHopmMaLmio, NpegyCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosLen cTaTbm.

11. OT4yeT 0 pesynbTaTax KIMHUYECKOro UCCNEAOBaHUsSI NeKapCTBEHHOrO npenaparta Anst MeguLMHCKOro
NPUMEHeHUs CoCTaBnseTCa opraHusaumen, ykasaHHou B yactn 3 ctaTbu 38 HacToswero degepansHoOro 3akoHa,
N NpeacTaBnsieTcsi B YNONHOMOYEHHbIN heaepanbHbIi OpraH UCNOMHUTENBHOW BRacTy, BblAaBLUMIA paspeLleHne
Ha NpoBefeHWe 3TOro UCCneoBaHuWsl, B CPOK, He MpeBbILLaLLMA ABEHaAUaTh MECSILEB CO HSI €r0 3aBEpLUEHMS,
NPUOCTaHOBMNEHMS UMK NpeKpaLleHns, B NOpsaKe, YCTaHOBMEHHOM YMOTHOMOYEHHbIM dheaeparibHbIM OpraHoM
NCMOMHUTENBLHOW BMAcTU.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

12. HapyweHne npaBun Haanexawlenh KrIMHUYECKOW MpakTuky, danbcudunkaumsa pesynbTaToB
KIMMHUYECKOrO MCCrefoBaHnsl NEKApPCTBEHHOIO npenaparta Ansg MeamMuUMHCKOro MpUMEHEHMs BNEKyT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoAaTeNnbCTBOM Poccunckon Gegepaumn.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

13. Tpun npoBedeHMN KIIMHWYECKOTO WCCMELOBaHUSA IEeKapCTBEHHOrO mMpenapaTta Ans MeguuUHCKOro
NpMMEHeHUs donyckaetcss 3abop Yy nauMeHToB Ouonornyeckux matepuanoB (obpasubl  Guonornyeckmx
XWOKOCTEW, TKAHEN, CEKPETOB M NPOAYKTOB XU3HEAEeATENbHOCTY YenoBeka, (n3nMoNorM4eckmx 1 NaTonormyecknx
BblAEeMNeHW, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3mMoB, OWOMNCUIHBLIN MaTepuan) ONAs UX WU3Y4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npegenamm Poccuiickon ®epepauun.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

14. Mopsapok BBo3a B Poccuiickyto depepaunto u BbiBO3a 3a npegenbl Poccuiickon depepaumm
Ouonormyecknx martepuanoB, MOSlyYEHHbIX MPU NPOBEAEHUM KIMHMYECKOrO WCCREAOBaHUA NEeKapCTBEHHOrO
npenapaTa 4ns MeguLMHCKOro NpMMeHeHusl, yctaHasnuaaetcs NpasuTtensctBom Poccuiickon ®epepaumu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Cratbsa 41. ﬂOFOBOp O npoBegeHUn KnnHn4yeckoro nccrniegosaHunsa neKkapcrBeHHoOro npenapara ans
MeaUUMHCKOro npuMmeHeHus

1. KnuHunyeckoe ncecrnenoBsaHMe NnekapCTBeHHOro npenapara anda MmeguunHCKOro npuMeHeHmna npoBoanTcA
B COOTBETCTBMM C AOrOBOPOM O MPOBEOEHUM KITMHMYECKOro WCCReaoBaHWUS feKapCTBEHHOro npenapara Aans
MEeOULMHCKOTO MPUMEHEHUS, 3aKNoYaeMbIM MeXy opraHu3aLumen, NonyyYnBLIE pa3peLleHme YNorHOMOYEHHOro
doegepanbHOro opraHa WCMOSHUTENbHOW BNAcTM Ha OpraHu3auuto MpPOBEAEHWs TaKoro uccnegoBaHus, W
MeANLMHCKOW OpraHmn3auunen, ocyLecTBAsoLWEeN NpoBeaeHne Takoro nccnegoBaHus.

2. ,D,orosop O npoBeaeHun KInMHM4YeCcKoro unccriegoBaHua nekapCcrtBeHHOro npenaparta gnda meamunHCKoro
NPUMEHEHUA OOJTXEH coaepXaTb:

1) ycnoBus 1 CpoKM NpOBEAEHNUSI 4AHHOTO UCCINEA0BaHNS;

2) onpepgeneHve obwen CcToMmMocTun nporpamMmmbl  OaHHOro wuccnenosaHna C yKa3aHMemMm CyMMbl,
npep,HaaHaqarou_LeVlcq And BblfJiaTt nccriegoBartenam, comccriegoBaTtenisam;

3) onpegeneHve dopmbl NpeAcTaBneHnss pe3ynbTaToB AaHHOMO MCCneaoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMW.

Cratba 42. ®PuHaHcoBoe obecneyeHue KIIMHUYECKOro MUcCCreaoBaHUA NeKapCcTBeHHOro npenaparta
Anda MeguUuMHCKOro npuMmeHeHus

dunHaHcoBoe obecneyeHne KIMHUYECKOro UccneaoBaHus JleKkapCTBeHHOro npenaparta gna meguumHCcKoro
NnpMMeHeHNA OCYyLLLeCTBIAETCA 3a CHET:

1) cpencTB dhegepanbHOro GIOIKETA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

2) cpedcTB opraHusauuii, MOMy4YMBLUMX paspelleHWe Ha OopraHuM3auuvilo  MpOBeAEeHUs  [AaHHOro
nccrnenoBaHns, B COOTBETCTBUU C YCNOBUAMM JOroBOpa O ero npoBeaeHUN;

3) nHbIX He 3anpeLLeHHbIX 3akoHoaaTenbLcTBOM Poccuiickon ®enepauum MCTOHHUKOB.

Crtatba 43. MpaBa NauMeHTOB, y4YacTBYWOLUMX B KIMHMYECKOM MUCCrefoBaHWM JieKapCTBEHHOro
npenaparta AnsA MeAULMHCKOro NpMMeHeHus

1. Yyactve nauMeHTOB B KIIMHUYECKOM UCCnenoBaHUmn neKkapCcTBeHHOro npenapara anda MmeguuuHCKoro
NPUMEHEHNA ABNAETCA ﬂ,OGpOBOJ‘IbeIM.

2. TlauneHT nnn ero 3akoHHbIN NpeacTaBUTENb OOMKEH OblTb MHAOPMUMPOBAH B NMUCbMEHHOW dopme B
BMAE OOKYMEHTa Ha ByMaxxHOM HocuTene nnbo B (hopme 3NEeKTPOHHOIO AOKYMEHTa:
(B peq. PenepanbHoro zakoHa ot 28.12.2025 N 504-$3)

1) O nekapcTBEHHOM npenapaTe Ans MEAUUMHCKOrO MPUMEHEHVSI U CYLLHOCTM  KITMHWYECKOro
UccneagoBaHns 3TOro NIeKapcTBEHHOro npenaparTa;

2) o0 ©OesonacHocTu NEKapCTBEHHOIo npenapara And MeguuuHCKOro rnpuMeHeHua, ero oXngaemom
3(*)(b€KTVIBHOCTI/I N CTENEHN pUCKa OnAa nauneHTa,

3) 06 ycnosuax y4yactma nauneHta B KIMMHUYEeCKOM UuccnenoBaHUM InekapCTBeHHOro npenaparta Ansd
MeaNLIMHCKOIro NpuMeHeHus;

4) o uenu unun uensx U NPoAoCIHKUTENBHOCTU KIMHUYECKOro MCCreaoBaHUs NeKapCTBEHHOro npenapara
AN MEAULMHCKOIo NpUMEeHeEHUS;

5) O OencTBuaX NauneHTa B Ccnyyae HenpeaBnaeHHbIX SCbeeKTOB BINMNAHNA NEKapCTBEHHOro npenaparta
anda megmumMHCKOro npuMmeHeHmnd Ha CoCTtodaHne ero 340p0oBbA;

6) 06 ycnoBusax ob6a3aTenbHOro CTpaxoBaHWs XXU3HW, 340P0OBbs NALUEHTa;

7) O rapaHTnax KOH(*)VI,D,eHLI,VIaJ'IbHOCTVI y4qyactua nadmeHTa B KIMMHUYeCKOM nccrieqoBaHMn nekapCTtBeHHOro
npenaparta gnda MmeanunHCKoro npuMeHeHus.

3. ,D,O6pOBOJ'|bHOG cornacuve nauueHta Ha ydactue B KIIMHUMYEeCKOM uccriegoBaHnMnM nekapCTtBeHHOro
npenaparta gna MeguuuHCKOro npuMeHeHuda noarteepXaaeTcd €ro noanmcbio unm noanmncbio ero 3akoHHOro
npencraBuUTeNA Ha VIH(*)OpMaLI,VIOHHOM JINCTKE nauneHTa.

4. MMauneHT unm ero 3aKOHHbLIN npeacrtaeuTesnib MMeeT MNpaBO OTKa3aTbCA OT y4acCcTuA B KITMHUYECKOM
ncenegoBaHM nekapCTtBeHHOro npenaparta Ana MeamumnHCKoro npuMeHeHumAa Ha nobon cragun nposeaeHunsA
TaKoro nccrnenoBaHud.

5. MNpoBeaeHne KNMHUYECKOrO NccnefoBaHns NieKapCTBEHHOro npenapara A58 MeauUMHCKOro NpyMeHeHns
C yyacTMeM B KayecTBe MauMeHTOB AeTen AONyckaeTcs TOMbKO Mpu Hanmmyuu JO6pOBOMbBHOrO cornacus Ha
yyacTme B KIMHWYECKOM MWCCMedoBaHWM FeKapCTBEHHOro npenapata Ans MeOUMLUMHCKOro MNpUMEHEHUs B
WHMOPMALMOHHOM NUCTKE MauuMeHTa, MOANMCAaHHOM WX poaWUTensMu, YycblHOBUTEnsMW. [eTtn moryT
paccMaTpMBaTbCA B KayeCTBe MOTeHUMarnbHbIX NauvMeHTOB Takoro UCCefoBaHus, TOMbKO eCrn ero nposegeHue
HeobxoaMMO ONS YKpenneHus 300poBbs AeTen unv NpodunakTUKM MHAEKLUMOHHBLIX 3aborneBaHuii B OETCKOM
Bo3pacTe nubBo ecnu uUenbilo Takoro MUccrnefoBaHUs ABNSAETCA MOMyYeHWe AaHHbIX O Haunydlwen OO03NpoBKe
nekapCTBEHHOro MnpenapaTta Ang nedyeHus peterd. B aTux cnydasax TakoMy MWCCNedoBaHWIO [OIDKHO
npealwecTBoBaTb KNMHUYECKOE MccreoBaHne NekapCTBEHHOro npenapata Ans MeAMUUHCKOro NpUMeHeHus Ha
COBEepLUEHHOMETHMX rpaxaaHax, 3a UCKIoYeHNeM CriyyaeB, ecnu uccrnegyemMblii iekapCcTBEHHbIN npenapaTt Ans
MEOVLUMHCKOrO MPUMEHEHUs npedHa3HavyeH WCKMYMTENbHO ANS WCNOMb30BaHWS HECOBEPLUEHHONETHUMU
rpaxxgaHamu.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 28.12.2025 N 504-93)

6. 3anpeu.|,aeTc;| npoeeageHne KImMHU4YeCKoro uccnegoBaHunA JeKapCTBEHHONo npenaparta and
MeONUNHCKOIro npuMeHeHusa ¢ y4actmeM B Ka4eCTBe NMNauneHTOB:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

1) peTen-cnpoT 1 geTen, ocTaBUMXCS 0e3 noneyveHns poanTenen;

2) XeHWMH B nepuog GepeMeHHOCTU, KEHLWMH B Mepuon rpyAHOro BCKapMIMBaHUS, 3a WCKIIOYEHUEM
cryyaeB, ecrnv NpoBOAUTCS KIMMHUYECKOE UCCedoBaHUe NEKApCTBEHHOro npenaparta, NpegHasHa4YeHHoro Ans
YKa3aHHbIX >XEHLUMH, NpU YCNoBUM HEOOXOAMMOCTU MONy4YeHUs MHopMauun TOMbKO BO BPEMSI MPOBEAEHUS
COOTBETCTBYHLUMX KIMHUYECKMX WUCCMEQOBaHUA U MPUHSATUS BCEX HEOOXOAMMbIX Mep MO WUCKMYEHUIO pucka
HaHeceHus1 Bpeaa eHLUMHe B nepuon 6epeMeHHOCTH, JKeHLUMHEe B Nepuog, rpyaHOro BCKapMnvMBaHus, Nnoay Unm
pebeHky;

3) BOEHHOCMyXalMx, 3a UCKMYeHWeM CrlyyaeB MNpoOBeAeHMs  KIMHWYECKOro  MccrefoBaHus
neKkapcTBEeHHOro npenapara, cneuvansHO paspaboTaHHOro Ans MPUMEHEHWS B YCNOBUSX BOEHHbIX AENCTBUW,
Yypes3BblYanHbIX CUTyaLun, NPOUNIaKkTMKN U nedYeHns 3abonesaHnii U MOpaKeHWn, MOMyYeHHbIX B pesynbTaTe
BO3OeNCTBMA HebnaronpuaTHbIX XUMWYECKUX, OBUOoNorMdyecknx, papuaumoHHbix dakTopoB. KnnHuuyeckoe
nuccriefoBaHne Takoro fnekapCTBEHHOro npenaparta MoOXeT MPOBOAUTLCHA C ydYacTMeM B KayecTBe NauneHToB
BOEHHOCNYXaLUWX, 3@ WCKIIYEeHNeM BOEHHOCMYXalUMX, MNPOXOASLMX BOEHHYH cnyx0y no npusbiBy, C
cobniogeHvem TpeboBaHUI, YCTaHOBMEHHbIX HacToswMM PegepanbHbIM 3aKOHOM B OTHOLUEHWM TPaXKOaHCKUX
nnu;

4) COTPYAHUKOB NpaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBAIOLLMX HAKa3aHWe B MecTax NnuLeHus cBoboabl, a Takke Ny, HaxoOsLWUXCS NoJ cTpaxen B
CMEeACTBEHHbIX N30MATOpaXx.

7. JonyckaeTca npoBedeHne KNMHUYECKOro MCCreoBaHUs fiekapCTBEHHOro npenapaTa Ans MeavuuHCKOro
NPUMEHEHWS, NPefHa3HaYeHHOro AN feYeHns ncuxuyecknx 3abonesaHui, ¢ y4acTMeM B KavecTBe MaumeHToB
My ¢ NCUXMYeckuMy  3aboneBaHusiMM, MNPU3HAHHBIX  HeOeecnoCcobHbiMWM B NOpAdKe, YCTAHOBIEHHOM
3akoHogatenbcTBoM Poccuinckon ®egepauun. KnmHnyeckoe nccrnegoBaHne nekapcTBEHHOMO npenaparta B 9TOM
cryyae npoBOAWUTCS MpU Hanuuuu A0BGPOBONILHOIO COrflacua Ha ydacTMe B KIUMHWYECKOM MccriegoBaHuu
nekapCcTBEHHOro nmnpenapaTta Ansg MeAWMUMHCKOro MNpUMEHEeHUs B  WMHAPOPMAaLMOHHOM FMCTKE MauueHTa,
NOANMCaHHOM 3aKOHHbIMU NPEeACTaBUTENAMU YKasaHHbIX NnL,.

(B pea. PegepanbHoro gakoHa ot 28.12.2025 N 504-$3)

Ctatba 44. OO6Gs3aTenbHoe CTpaxoBaHME XW3HW, 3A00POBbA NauMeHTa, y4yacTBylwero B
KNMMHUYECKOM UccrneaoBaHUM NekapcTBEHHOro npenapara anst MeaUuLMHCKOro NnpuMeHeHus

(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHu3auusi, NonyyYmBlLAs paspeLleHre Ha OpraHM3auuio NPOBEAEHUS KITMHUYECKOro UcCrieqoBaHus
neKkapcTBEHHOro mpenapara Ans MeauLMHCKOro npuMeHeHus, obssaHa B KavyecTBe CTpaxoBaTens CTpaxoBaTtb
PUCK NPUYMHEHMS Bpeda XW3HW, 300POBbI0 NalueHTa B peaynbraTe NpoBedeHUs KNUMHUYECKOro MCCcneqoBaHus
NeKkapcTBEHHOro npenapata Ans MEeAMLMHCKOrO NPUMMEHEHUst 3a CBOM cYeT MNyTem 3akiiovyeHus Oorosopa
06sa3aTenbHOro CTpaxoBaHus.

2. ObbekToM 00A3aTENBHOIO CTPaxoBaHWA ABMASETCA UMYLLECTBEHHbIN MHTEpPEC naumeHTa, CBA3aHHbIN C
NpUYYHEHNEM Bpeda €ero >XM3HW UMM 300POBbI0 B pesynbTaTe NpoBedeHUs KIMHWYECKOro KccnefoBaHus
nekapCcTBEHHOro npenaparta Ans MeguumMHCKOro NpUMeHeHNs.

3. CTpaxoBbiM Cry4aeM Mo [OroBOpy 00S13aTeNnbHOro CTpaxoBaHWs SIBRSIETCS CMEPTb nauueHTa unu
YXy[LIeHNe €ero 340pOBbsi, B TOM YMCle BrieKylllee 3a COBON YCTaHOBMEHWE MHBAnMWOHOCTM, NPW Hanuyuu
NPUYNHHO-CNIEACTBEHHON CBA3M MeXOy HACTYMNneHWeM 3TOro cobbiTUA M yvyacTMeM MauMeHTa B KNUHUYECKOM
nccnenoBaHNmM NekapcTBEHHOro npenapara.

4. TpeGoBaHMsA 0 BO3MeLLleHUM Bpeaa, NPUYNHEHHOTO XMU3HWU UMK 300POBbLI0 NauMeHTa, NpeabsaBnsAloTCa B
TeYeHue CPOKOB NCKOBOM AaBHOCTU, YCTAHOBMEHHbIX rpaXaaHCKUM 3aKOHOAATENbLCTBOM.

5. Pasmep CTanOBOIZ BblNfiaTtbl NO 4OroBopy ob6s13aTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B cnydae cMepTu nauMeHTa ABa MUNNMOHA pyGren Ha Kaxaoro nauuveHTa, yvacTBOBaBLUErO B
KNMMHUYECKOM UCCrefoBaHUN NekapCTBEHHOMO Npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

2) Npu yXyALWeHUn 300p0oBbs NauueHTa:

a) noBrekLem 3a cobon yCTaHOBIIE€HNE NHBANMMOHOCTU I rpynnbl, OQUH MUITITMOH NATbCOT TbICAY py6nel71 Ha
KaXaoro nauneHTa, yd4actBoBaBLUEro B KIMMHNMYECKOM UCCeoBaHNN NEKapCTBEHHOIO npenaparta,

0) noBnekwem 3a coboln ycTaHOBMNEHWE WHBanNMAHOCTM Il rpynnbl, OOUH MWNNWOH pybnen Ha Kaxgoro
nauMeHTa, y4acTBOBaBLUENO B KIMMHUYECKOM UCCINESOBaHMM NIEKapCTBEHHOIO Npenapara;

B) MOBMeKWeM 3a coboii ycTaHoBneHue wHeanuaHoctu Il rpynnbl, NSTECOT ThicAY pybrielt Ha Kaxzoro
nauMeHTa, y4acTBOBAaBLUENO B KNMMHUYECKOM UCCMNEAOBAHUM NEKAPCTBEHHOTO Npenapara;

r) He NoBnekLeM 3a cobol yCTaHOBNEHUSI UHBaNMAHOCTU, He Bornee YeM TpucTa ThiCAY pybnemn Ha Kaxaoro
nauueHTa, Yy4acTBOBaBLUEro B KIMHUYECKOM WCCNEedOBaHWM NeKkapCTBEHHOro npenaparta, Mcxoasd U3
HOpPMaTMBOB, OTPaXalLUMX XapaKTep W CTerneHb NOBPEXAEHUS 340pOBbs, a Takke (HaKTUYECKM MOHECEHHbIX
nauneHTOM pacxXoAoB, BbI3BaHHbIX MOBPEXAEHWEM 340POBbSA, HAa MEAMULMHCKYI0 MOMOLLb, npuobpeTeHue
nekapCTBEHHbIX NpenapaTos.

(nn. "r" B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nionsa 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

7. Cpok poroBopa 00s3aTenbHOro CTpaxoBaHWsi He MOXeT OblTb MeHee, YeM CpOK MpoBefeHus
KINMHUYECKOro UCCreL0BaHUS flekapCTBEHHOMO Npenapara.

8. YcnoBusa goroBopa 006si3aTeNbHOro CTpaxoBaHusi, B TOM YUCIEe CTpaxoBble Tapudbl No obsisaTenbHOMY
CTPaxoBaHUO, MnepeyeHb HEeoOXOAMMbIX [OOKYMEHTOB Afs OCYLWECTBMEHWS CTPaxOBOW BbINMaThbl, MOPSOOK
YCTaAHOBMEHUA  CTpaxoBaTenem  WHAMBUAYaANbHOMO  MAEHTUUKALMOHHOMO KO4a  naumeHTa, MNopsiAoK
WH(OPMNPOBAHUA CTpaxoBaTenem CTPaxoBLUMKaA O TMPUBMEYEHHbIX K  KIMHUYECKOMY UCCrefoBaHuio
nekapCTBEHHOro npenapaTa Ans MeAWLUMHCKOro NPMMEHEHUs naumMeHTax, NopsaoK ynnatbl CTPaxoBoW npemMuu,
nopsgoK peanusauum onpegeneHHblx HactoAwmum PefeparnbHbiM 3aKOHOM M ApYrMMU dhedeparnbHbIMU 3aKOHaMM
npaeB u o06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTernibHOro CTpaxoBaHWUS, a Takke HOPMAaTMBbl, OTpaXkawlune
XapakTep M CTeneHb MNOBPEeXOEeHUs 340pOBbs, YCTAHABMMBAKOTCA TWUMOBLIMW _MNpaBuiamMy 00s3aTenbHOro
CTpaxoBaHusl.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

9. B cnyyae nNpuUYMHEHUs Bpeda XU3HW MauMeHTa, y4yacTBOBABLUErO B KIIMHWYECKOM WCCRedoBaHUK
NeKkapcTBEHHOro npenapara, BbirogornpuobpeTaTensaMy nNo OOroBopy 0653aTenbHOro CTPaxoBaHUA ABMSAKTCA
rpakgaHe, MMelolMe MpaBo Ha Bo3MellleHMe Bpeda B Cnyvyae CMepTM KOpMuUIbLa B COOTBETCTBUU C
rpakgaHCKMM 3aKoHOOATeNbCTBOM, MPW OTCYTCTBUM TaKUX rpaxgaH - PoAUTenu, cynpyr, OeTu ymepLlero
nauueHTa, y4acTBOBaBLUEro B KIMHWYECKOM WCCNedoBaHWM IEeKkapCTBEHHOro npenapaTa, B Clyyae CMepTu
nauueHTa, y4acTBOBABLUErO B KIMHWMYECKOM WCCREAOBaHMM JIEKapCTBEHHOTO Mnpernapata W He WMEeBLUEro
CaMOCTOATENIbHOTO [0X0Aa, - FpaXaaHe, Ha WXKOMBEHUM KOTOPbIX OH HaxXOAWUIICsl, B OTHOLUEHUM BO3MELLEHWs!
pacxodoB Ha norpebeHve nauueHTa, y4yacTBOBaBLUEro B KMWHWYECKOM WCCNEAoBaHUU NeKapcTBEHHOro
npenapara, - N1LO, MOHECLLEE Tak1ue pacxoabl.

10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLUErO B
KMMHUYECKOM WCCREedoBaHMN JIeKapCTBEHHOro Mnpenaparta, pacrnpefensetcs Mexagy BbirogonpuobpeTaTtensmu
MPONOPLMOHANbHO NX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTynfeHNM CTPaxoBOro criyyas MauuMeHT, Y4acTBOBaBLUMA B KIMMHUYECKOM WCCredoBaHuu
NeKkapcTBEHHOro npenapaTa, BbirogonpuobpeTaTent BNpaBe NpPeabsBUTb HEMOCPEACTBEHHO CTPaXOBLUMKY
TpeboBaHNe O BO3MellleHUM MNpuYMHeHHoro Bpega. CTpaxoBas BbinnaTa OCYLIECTBMNSAETCS CTPaxOBLUMKOM B
TeyeHne TpuauaTW AHEN Co OHA MpeacTaBneHus HeobxoOuMbIX AO0KYMeHTOB. [lauueHT, y4acTBOBaBLUWUIA B
KMUHUYECKOM UMCCrefoBaHUM NekapcTBEHHOro npenaparta, Wnu BbirogonpuobpeTtatens 06s3aH CoOBLWUTL
CTPaxoBLUMKY AN OCYLLECTBNEHNs CTPaxoBoW BbiNnaTbl MHANBUAYANbHbLIA MOEHTUMWKALMOHHBIN Ko NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTeneM B COOTBETCTBMN C TUNOBLIMY NpaBuiamy o6s3aTenbHOro CTpaxoBaHusl.

12. [lo nonHoro onpeaeneHns pasMepa NoANexallero Bo3MeLeHUI0 Bpeaa CTPaxOBLIMK MO 3asBNeHuo
nauyneHTa, y4yactBoBaBLUero B KIWMHUYECKOM WUCCNenoBaHUM JeKapCTBEHHOro npenapara, Wiy 3adaBieHUro
BbIrogonpuobpeTatens BnpaBe OCYLIECTBUTb YacTb CTPAXOBOW BbIMMaTbl, COOTBETCTBYIOLLYI (DaKTUYECKU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

onpe/:l,eneHHoﬁ YacTn NpUYNHEHHOro Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C OOrOBOPOM 00653aTENbHOrO CTPaxOBaHUSA OCYLLECTBMSIETCS
He3aBMCUMO OT BbINNaT, NPUHNTALWLKNXCA NO APYrMM BUOaM CTpaxoBaHUA.

14. He ponyckaeTcsl y4acTue nauueHTa B MPOBEAEHUM KITMHUYECKOrO WCCINEeAoBaHUs JIeKapCTBEHHOro
npenapara npv oTCyTCTBMU 4OroBOpa 065A3aTeNIbHOrO CTPaxoBaHMs.

15. KoHTponb 3a UCMonHeHMeM opraHv3auuein, nonyyvsllei paspelleHne Ha opraHusaumio NpoBeneHus
KMMHUYECKOr0 WCCNeAoBaHMs feKapCTBEHHOro npenaparta Ans MeauUMHCKOrO MPUMEHEHUs, YCTaHOBMNEHHOM
HacTosiLeln cTaTbell 06513aHHOCTM MO 06513aTENBbHOMY CTPAXOBaHMIO XXU3HW, 300POBbS NaUMeHTa, y4acTBYIOLLEro
(yyacTBOBaBLUErO) B KIMHWMYECKOM  WCCNEAOBaHMM  NEKApCTBEHHOro  MperapaTta,  OCyLecTBsieTcs
YNOMHOMOYEHHBLIM defeparnbHbIM OpraHOM WCMOMHUTENLHOW BMacTW, BbiAABLUMM paspelleHne Ha nposBeaeHue
KMUHUYECKUX UCCIeaoBaHUiA NeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NpUMEHEHUs.

Mnaea 8. NTPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPELCTB

Cratbs 45. [Ipon3BoACTBO NEKaPCTBEHHbIX CPeACcTB

KoHcynbTaHTlntoc: npumeyaHue.

3akroyeHnst 0 COOTBETCTBMU MPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB TPebOoBaHNSM NpaBuil Haanexatlemn
NPON3BOACTBEHHOM MNPaKTUKW, BbldaHHble B dopMe pAokymeHtoB go 01.03.2026, pencrtBuTenbHbl OO
OKOH4YaHus cpoka gencteus (P3 ot 31.07.2025 N _304-3).

1. Tpon3BOACTBO NEKapCTBEHHbIX CPeACTB ANA BETePMHAPHOro NMpUMMEHEHWS OOSKHO COOTBETCTBOBATb
TpeboBaHVAM [OpaBun Haanexalwlen npou3BOACTBEHHOW MpakTUkn EBpasvincKoro 3KOHOMMWYECKOro COH3a.
Bolgava ceptudmkatoB  (3aKMOYEHU)  COOTBETCTBMS  MPOU3BOACTBA  NEKapCTBEHHbIX  CpeacTB  Ansd
BETEPVHAPHOro NMpuMMeHeHus1 TpeboBaHUSAM NpaBuil Hagnexawen npPousBOACTBEHHOM MnpakTukn EBpasuickoro
9KOHOMMYECKOro COl03a OCYLLECTBSETCS NO pesynbTaTam hapmaueBTUYecKnX MHenekumn. Pasmep nnaThl 3a
BblJayy ykasaHHbIX cepTUdUKaTOB (3aknoyeHuin) yctaHaBnusaetcs NpasutensctBoM Poccuickon depepaumu.
[lopsaok opraHu3auum u npoBeAeHus dapmaueBTUHEeCKMX MHCNEKUMA MPOU3BOACTBA NEeKapCTBEHHbIX CPEACTB
Onsi BETEPUHAPHOro MPMMEHeHUs Ha CcooTBeTCcTBMEe TpeboBaHusAM npaBwn Hagnexaiwieyn Npon3BOACTBEHHOM
npakTnkn EBpasnMnCKOro 3KOHOMWYECKOrO CO3a YCTaHaBnuBaeTCcs MNpaBOM EBpPasvincKoro 3KOHOMWYECKOro
coto3a.

(vactb 1 B peq. ®enepansHoro 3akoHa ot 31.07.2025 N 304-93)

1.1. MNpoun3BoaCcTBO NEeKapcTBEHHLIX CPEACTB ANS MeauLMHCKOro npumeHeHns B Poccuiickon deagepauuu
OCYLLIECTBNSIETCS NPOU3BOAUTENSAMM JIEKAPCTBEHHbIX CPEeACTB B COOTBETCTBUM C MpaBulaMu Hagsexallemn
NPOM3BOACTBEHHOW NPaKTUKM EBPa3ninckoro 3KOHOMUYECKOro Cor3a.

(4actb 1.1 BBegeHa dPepepanbHbiM 3akoHoM oT 31.07.2025 N 304-93)

2. Npomn3BOACTBO NEeKapCTBEHHbIX CPeacTB Afd BETEPMHAPHOro npumeHeHus B Poccuinickon deaepauum
OCYLLIECTBNSIETCA MPOU3BOANTENSIMA JIEKAPCTBEHHbLIX CPEACTB, WUMEHLWMMU JULEH3MIO Ha NpPOM3BOACTBO
nekapcTBeHHbIX  cpenctB.  [loaTBepxaeHMe  COOTBETCTBMS  NUUEH3MaTa  NpaBuiaMm  Hagnexallewn
NPOM3BOACTBEHHOM  NpakTUKM  EBpasuMnNcKkoro  3KOHOMMYECKOrO  COK3a  OCYLLEeCTBRsieTCA B pamMkax
NUUEH3NPOBaHKUS, B TOM YMCNe NEpMOANYECKOro NOATBEPXKOAEHNS COOTBETCTBUSA NPOM3BOAMTENSA NTEKAPCTBEHHbIX
CPEACTB JMNLEH3MOHHbIM TpeboBaHMsIM, B COOTBETCTBMM C 3aKkoHogaTenbCcTBoM Poccunckon ®epepauunn.
Mpon3BOACTBO NEKAPCTBEHHbIX CPeACTB ANsl MEAMLMHCKOro NPUMEHEHUS OCYLLECTBNSAETCS NPOU3BOAUTENSIMU
NEKAPCTBEHHbIX CPeAcTB ANS  MEOULMHCKOTO MPUMEHEHUS, WMEKLWMMN JULEH3NK Ha NpOU3BOACTBO
nekapcTBeHHbIX cpeacTB. MNoaTBepxaeHme COOTBETCTBUSA NpaBuiam Haanexailen nponsBogCTBEHHOW NPAKTUKK
EBpasuiickoro 9KOHOMMYECKOrO COK3a OCYLLECTBRSIeTC B pamMKax fuUEeH3MpoBaHWUs, B TOM u4uchne
NnepuoanyYeckoro noaTBEPXXAEHNs COOTBETCTBUS NULEH3MaTa NUUEH3NOHHbIM TpeboBaHMsIM, B COOTBETCTBUM C
3akoHogatenbcTtBoM Poccunickon Pepepaummn ¢ y4eTom OCOOEHHOCTEN, yKasaHHbIX B YacTu 1.1 HacTosiwen
cTatbu. B paMkax ocyLecTBNeHNsa NULEH3NPOBaHUSA NPOM3BOACTBA NIEKAPCTBEHHLIX CPeACTB ANs MeOULMHCKOTO
NPUMEHEHNsI, B TOM 4uCNe NEePUOaNYECcKOro MOATBEPXKOEHNS COOTBETCTBUSA fMUeH3naTa JMLEH3NOHHbIM
TpeboBaHusIM, NpM NOATBEPXKAEHUMN COOTBETCTBUSI NPON3BOACTBA NIEKAPCTBEHHbLIX CPEACTB TpeboBaHMsM npasun
Hagnexallem npoOM3BOACTBEHHOW MNpakTukM  EBpasuMiickoro  9KOHOMMYECKOrO  COK3a  MPOU3BOAUTENMHO
NeKapCTBEHHbIX CPeaCcTB ANA MeAULMHCKOro NpUMEHEHUs BblaaeTcs cepTudmkaT COOTBETCTBUSA NPOM3BOACTBA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

neKapcTBEHHbIX CpPeAcTB TpeGoBaHMSIM MpaBun Haanexallen npou3BOACTBEHHON nNpakTuku EBpasuiickoro
39KOHOMMWYECKOrO COH3a.
(vacTb 2 B peq. PepnepanbHoro 3akoHa ot 31.07.2025 N 304-93)

2.1. Ona uenen nuueH3MpoBaHNs NPOU3BOACTBA NleKapCTBEHHbLIX CPEACTB AS1 MeOULMHCKOTO NPUMEHEHUS
N MHCNEeKTMPOBaHUS CyObekToB obpalleHns nekapCcTBEeHHbIX CPeACTB Ha COOTBETCTBUE TpeboBaHVAM OpaBun
Hagnexallen NpovM3BOACTBEHHOW MPaKTUKN dhedepanbHbii OpraH UCMOMHUTENBbHON BNACTW, OCYLLECTBASIOWUIA
roCyAapCTBEHHYIO pPerncTpaumio NekapCTBEHHbIX NpenapaToB AnA MeAMUMHCKOro NpuMeHeHus, npegoctasnsaeTt
degepanbHOMYy OpraHy WCNOMHUTENbHOW BriacTu, oOcyuwlecTehsiowemMy denepanbHblil  FOCy4apCTBEHHbIV
MNULEH3NOHHBIN  KOHTPOMb OeATEeNbHOCTU MO NPOW3BOACTBY NEKapCTBEHHbIX CPeacTB ANnd  MeOUUUHCKOro
NPUMEHEHUs, NO ero 3anpocy B paMkax MeXBeAOMCTBEHHOMO0 WHOPMALMOHHOrO B3aMMOAENCTBUSA B NOpAOKE,
yCTaHOBMNEHHOM dedeparibHblM OpPraHoOM WCMOSIHUTENbHOW BRacTW, OCYLLECTBASIOWMM JMUEH3NPOBaHMe
NMPOM3BOACTBA J1€KapCTBEHHbIX CpPeacTB Ans  MEeAWMUMHCKOro NpUMEeHeHWs, u degepanbHbiM  OpraHoM
NCMONHWUTENbHON BRacTW, OCYLLECTBSAOLWMM roCcy4apCTBEHHYO perncTpaumio nekapCcTBeHHbIX npenapaTos AN
MEeOULMHCKOTO NPYMEHEHNWs, crnedyloLlime CBeAEeHNs O NekapCTBEHHbIX CpeacTBax (B TOM YMche B cryyae, ecnu
Takve cBedeHUs COCTaBNsAlT KOMMEPYECKYIO TanHy):

1) B OTHOLWEHMN hapmaLeBTUYeCKOn cybCcTaHumm unn apmaueBTUYeckux CyOGCTaHumMiA, BXOAALMX B
COCTaB feKapCTBEHHOro npenapata (3a WCKMYeHneM (apMaLeBTUYEeCKUX CYOCTaHUMA, BKMOYEHHbIX B
rocygapCTBEHHbIN peecTp fnekapCTBEHHbIX CPeACcTB B COOTBETCTBUM CO cTaTben 34 HacTosiwero degepanbHOro
3aKoHa):

a) HaMMeHoBaHue dapmaLeBTU4ecKkon cybcTaHumm, ee CTpyKTypa, obLime CBOWCTBA;

©) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEXHOJIorma npon3soactea C onncaHnem cragun npon3soacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguAax
npon3BoACTBa,

r) onncaHue paspaboTku npoLiecca NPon3BoACTBa;

[) ONUCaHne KOHTPOIS KpUTUYECKNX CTagui NpOM3BOACTBA U MPOMEXYTOYHON NpoayKLUnu;
€) JOoKyMeHTanbHoe noaTeepxaeHve (Banuaaums) NpoLeccos u (Unn) Nx OLEeHKa;

) CBOMCTBa W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneundmrkaumnsa Ha papmaLleBTUYECKYHO CybCTaHLUMO N ee 0OOCHOBaHUE;

K) aHanuTU4ecKMe MeToauKn, UCMornb3yemble Npu OCYLLECTBIIEHUN KOHTPOIS KayecTBa hapMaLeBTUYECKON
cybcTraHuuu;

n) [OKyMeHTanbHOe MOATBepXAeHne (Banvpgauus) aHanMTU4eckux MeTOAMK, WCMNOoNb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPONSA kavyecTBa hapMaLeBTUYeCKOn cybcTaHumu;

M) pe3yrnbTaTbl aHanusa cepuin hapmaleBTUYECKON CybCcTaHLuK;

H) nepevyeHb CTaHOAPTHbIX 06pa3u,os mnn BewecTB, WUCMNOJIb3yeMblX MpU OCYLEeCTBNIEHNN KOHTPONA
Ka4yecTBa,

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUAanoB 1 YKYNOPOYHbLIX CPEACTB;
n) faHHblEe O cTabunbHOCTU hapmaLeBTUYECKON CyOCTaHLMK;
P) CPOK rO4HOCTMU;

2) B OTHOLUEHUU d)apmaueBqueCKmx Cy6CTaHLI,MIZ, BXOOALWKNX B COCTaB J1eKapCTBEHHOro npenapara u
BKITHOYEHHbIX B FOCYﬂapCTBeHHbIVI peecTp neKapCTBEHHbIX CpeacTB B COOTBETCTBMU CO ctaTtben 34 HacTosiero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

depepanbHOro 3akoHa:
a) HanmeHoBaHue hapmaueBTUYECKON cybCcTaHUMK, ee CTPYKTypa, obLLmMe CBONCTBA;
©) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;
B) pesynbTaThl aHanu3a cepuin papmaueBTU4ecKon cybcTaHuuuy;
) CPOK rOOHOCTY;
3) B OTHOLUEHUNN NEeKapCTBEHHOro npenaparta anda MmeauunHCKOro npuMeHeHuna:
a) onucaHue 1 cocTaB JIEKAPCTBEHHOIO NpenapaTa aAnst MeAMUUHCKOTO NMPUMEHEHUS;
©0) onncaHne dapmaveBTUYECKON pa3paboTkn (060CHOBaHUE BbIGOpa cocTaBa, MEPBUYHON YNAKOBKN);

B) TEeXHOoorma npon3soactea C onnMcaHneEm cragun npon3soacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3soacTBa,

r) onncaHne KOHTPOIS KPUTUYECKMX CTaauMin npouecca Npou3BoacTBa U NPOMEXYTOYHOW NPOAYKLUMK;

A) HaMMeHOoBaHWe M agpec MecTa OCYLIeCTBfEeHVUS MPOWM3BOACTBA JleKapCTBEHHOro npenaparta Ang
MEOMNLMHCKOrO MpUMeEHeHMs (B Criydae Hanmyms HEeCKONbKUX y4aCTHUKOB Npouecca Npou3BOACTBA YKasbiBaeTCH
KaXXabl N3 HANX);

e) dhapmaueBTMYeCKas COBMECTUMOCTb;

) MUKpoBUonormyeckue xapakTepucTuky;

3) MaTepuanbHbI 6GanaHc Anst NPON3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onncaHme xapakTepuUCTUK U CBOWCTB YNaKkoBOYHbIX MaTepuanos 1 yKYMOPOYHbIX CPEeACTB;

K) AOKyMeHTarnbHoe noATBepxaeHne (Bannaauus) NnpoLeccoB NPOn3BOACTBA U (MNK) UX OLLEHKA;

n) TpeboBaHUs K Ka4eCcTBY BCMIOMOraTenbHbIX BELLECTB;

M) aHannTn4eckne MeToaukn, ncnosb3yemblie NMpu OCyLWEeCTBITIEHUN KOHTPOMA Ka4ecTBa BCNOMOraTeslbHbIX
BeLlEeCTB;

H) OOKYyMeHTallbHOe noAaTBepXxaeHune (BaJ'II/I,D,aLI,I/Iﬂ) aHannTn4yeCknx MeTogukK, Wuncnonb3dyemMblX nNpu
OCyLLECTBIIEHUN KOHTPONA Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

0) VIHC*)OpMaLI,VIFI 00 unCcnonb3oBaHMM  BCMOMOraTesibHbIX BELIECTB  YEIIOBEYECKOTO W KUBOTHOIO
NPOUCXOXOEHUA,

ﬂ) |/|H¢)opmau,m| 00 1Cnonb30BaHUN HOBLIX BCMOMOraTernbHbIX BELLIECTB;

p) TpeboBaHUS K KayecTBy fekapCTBEHHOro npenapara Ans MeauUMHCKOro npumeHeHus (cepTtudpmkar,
cneundurkaumsa Ha nekapcTBeHHbINM npenapart u nx obocHoBaHue);

C) aHannTn4yeckne MeToduKu, UCNOoJib3yeMble MNMpPpU OCYLLEeCTBIIEHUN KOHTPOJIA Ka4decTBa J1IeKapCTBEHHOIo
npenaparta gnda MmeanunHCKoro npuMeHeHus;

T) OOKyMeHTallbHOe noATBepXaeHune (BaJ'IM,EI,aLI,I/Iﬂ) aHanMTN4eCknx MeToauK, WUucnonb3yembiX npu
OCyLLECTBIIEHUN KOHTPOJA Ka4eCTBa J1leKapCTBEHHOro npenaparta anda MeauumMHCKOro npuMeHeHus;

y) pesynbTaThl aHanM30B Cepuii NekapcTBEHHOro npenapara Ans MeAULMHCKOrO NMPUMEHEHWS;

&) xapakTepucTtuka npumecen;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

X) mMepeyeHb CTaHOapTHbIX 06pasuUoB, MWCMONb3yeMblX MpPW  OCYLLECTBIIEHMM KOHTPOMNsA KadyecTsa
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHus:;

L) AaHHble 0 CTabWUNbLHOCTM NeKapCTBEHHOrO NpenapaTa Ans MEAULMHCKOrO NPUMEHEHUS.
(yactb 2.1 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

3. [pou3BOACTBO nNeEKapCTBEHHbIX CPEACTB  OcylecTBnsaerca c  cobniogeHnem  TpeboBaHui
NPOMBILLIIEHHOTO perfnaMeHTa, KOTOpbIA YTBEPXOAeTCss PYKOBOAUTENEM MpoM3BOAUTENS NEeKapCTBEHHbIX
cpencTB M BKIOYaeT B cebsi nepedeHb UCMOMb3yeMbix hapmaueBTUHECKUX CYOCTaHUMIA M BCNOMOraTenbHbIX
BELLECTB C YyKa3aHWEM KONMYECTBa KaXdoro M3 HWX, AaHHble 00 ucrnonb3yeMoM oOopyaoBaHuW, OonucaHue
TEXHOMOrMYECKOro npoLiecca 1 METOA0B KOHTPOSi Ha BCEX aTanax NPon3BOACTBaA JIEKAPCTBEHHbIX CPEACTB.

4. Tpy npou3BOACTBE NEKApCTBEHHLIX MpenapaTtoB Ans MEeAMLMHCKONO0 MPUMEHEHUS MWCMNOMb3YHTCS
hapmaueBTMyeckme CcyOCTaHUMM, CBeOEeHMS O KOTOpbIX COAepXaTcd B roCy4apCTBEHHOM peecTpe
NEeKapCTBEHHbIX CPEeACTB AN MEeOMUMHCKOrO MPUMMEHEHMs U (Unu) eguHOM peecTpe 3aperMcTpupoOBaHHbIX
NeKapcTBEHHbIX cpeactB EBpasvMiiCcKOro SKOHOMMYECKOrO COK3a, 3a MCKYEeHneM  dapmaueBTUHECKNX
cybGCTaHUUN, NPOM3BOAUMbBIX AMs1 NPOBEAEHUST KIIMHWYECKMX uccregoBaHui u (unu) ansa akcnopta. [lpwu
Npon3BOACTBE NEKApPCTBEHHbLIX CPEeACTB AMs BETEPUHAPHOIro NMPUMEHEHUA UCNONb3ylTCcA dapmaueBTUYecKne
cybcTaHuun, cBefeHnst 0 KOTOPbIX codepxaTcs B roCyLapCTBEHHOM pEECcTpe JIEKApCTBEHHLIX cpeacTe Ans
BETEPVMHAPHOIO NPUMEHEHUS, N (MNX) TOCYOapPCTBEHHOM PEECTPE NEeKapCTBEHHbLIX CPEACTB Ans MeaULMHCKOro
NPYMEHEHWs, U (MnM) edVHOM pEeecTpe 3aperMcTpupoBaHHbIX BETEPMHAPHBLIX NEKAapCTBEHHbIX MpenapaToB
EBpasuniickoro 3KOHOMMYECKoro corsa, u (Unu) eauHOM peecTpe 3apermcTpUpOBaHHbIX NIEKAPCTBEHHbLIX CPEACTB
EBpasniickoro 3KOHOMMYECKOro COH3a, 3a MCKIMYEHNEM hapMaLeBTUYECKUX CyOCTaHUMIA, NPOM3BOAUMBIX AN
NpoBeAeHUs KNMHUYECKNX nccnegoBaHnn n (unn) ans akcnopta. K npoueccy npoussoactea apmaueBTUYecKom
cybcTaHuum oTHocATCA Ntobble cTagum TEXHOMOMMYECKOro npoLecca, No3BOMsoLWmMe Nomy4mMTs rOTOBbIA NPOOYKT,
cooTBEeTCTBYOWMNA TpeboBaHnAM dapMakonenHon ctaTtbi, B TOM unucne epMeHTauusl, SKCTpPaKuus, o41cTka,
BblOeNieHve, nepekpucTannmsauus, BbiCyLUMBaHWE, M3MenbyeHne. B cnyvyae HeobXxogumocTn MCNosfb30BaHUS
3TUNOBOrO CNMpTa, B TOM u4ucne dapmaueBTMYeckon cyOocTaHumMm cnupta 3TUIOBOro (3TtaHomna), npwu
NpOn3BOACTBE NEKAapPCTBEHHbLIX CPEeACTB B KayecTBE OENCTBYHOLIEro U (Unu) BCMOMOraTteribHoro BellecTBa, a
TaKke B MHbIX TEXHOMOMMYECKUX Lensax OomkHa ObiTb MCMOMb3oBaHa TONbKO dhapmaueBTuyeckas cybcTaHums
crnvpTa 3TMNoBOro (aTaHon).

(B pen. PeneparnbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-®3, oT 27.12.2019 N 481-®3, ot
24.07.2023 N 341-93)

4.1. [NepeyeHb nekapCTBEHHbIX NpenapaTtoB ANA MeOULMHCKOrO MPUMEHEHUS, B OTHOLUEHUM KOTOPbIX
yCcTaHaBnuBawTca TpeboBaHWs K oObemy Tapbl, YNakoBKE W KOMMIEKTHOCTU, MepeveHb NeKapCTBEHHbIX
npenapaToB Ans BETEPMHAPHOro NPYMEeHeHNsi, B OTHOLLIEHMM KOTOPbIX YCTaHaBnvBatTca TpeboBaHus Kk ob6bemy
Tapbl, a Takke IpeboBaHus K OObeMy Tapbl, YNakoBKE W KOMMMEKTHOCTM fleKapCTBEHHbIX MpenapaToB Afs
MEOWLMHCKOrO MpuMeHeHus, TpeboBaHua K ob6bemy Tapbl NEKapCTBEHHbIX MpenapaToB AN BETEPUHapHOro
NMPMMEHEeHUs1  oMpedensalTcs  COOTBETCTBYWOLUMMW  YNOMHOMOYEHHbIMW  dbedepanbHbIMM - OpraHamm
MCnonHMTENbHOW BNacTu B Dopadke, yctaHoneHHoM [MpasutensctBom Poccuitckon ®egepauun.

(vacTb 4.1 B peq. PenepansHoro zakoHa oT 14.12.2015 N 374-93)

4.2. OpraHnsaumm, OCyLleCTBNAKLME NMPON3BOACTBO (hapMaLeBTUYECKON CyOCTaHLMM cnmpTa 3TUITOBOro
(3TaHona) ons Npou3BOACTBA CNUPTOCOAEPKALLMX NEKAPCTBEHHBLIX NpenapaToB, 006s3aHbl OCYLECTBNATL YYET B
nopsigke, yctaHoBneHHoMm cratbamu 8 n 14 ®PepgepanbHOro 3akoHa oT 22 HosA6psa 1995 roga N 171-93 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa W obopoTa  3TUMNOBOrO  CNMpTa,  ankorofbHOW U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTpebneHus (pacnuTust) ankoronibHOM nNpoAyKumKn”.
MpoussoactBo hapmaueBTUYECKOW CyOCTaHUMM cnvpTa  3TWUIOBOrO  (3TaHora) [JOoMyckaeTcd  TOMbKo
opraHu3aumen, OCyLLeCTBSIoWEeN NPOU3BOACTBO PEKTUMMKOBAHHOIO 3TUITOBOIrO CNvMpTa M3 MULLIEBOTO CbIPbS Ha
OCHOBaHWMM NULIEH3MM Ha MPOM3BOACTBO 3TUIIOBOrO CNvpTa ANns Npov3BoACTBa hapMaueBTU4eckon cybcTtaHumum
cnupTa 3TUNOBOro (3TaHomna) B COOTBETCTBUMM C TpeboBaHusMmm PedeparnsHOro 3akoHa ot 22 Hosbpsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHMu Npoun3BoAcTBa M 0bopoTa STUMOBOrO CnMpTa, ankorofbHOM U
cnupTocodepXKallen npoaykumm uM o6 orpaHudeHnn noTtpebneHus (pacnuTust) ankoronbHOM npoAayKumun”,
METOAOM pa3BeeHMs BOAOW OYMLLIEHHOW TaKoro 3TUIOBOrO cnupTta, MPOU3BeAEeHHOro JAaHHOW OpraHu3auunent no
MECTY OCYLLECTBIIEHNSI NPOM3BOACTBA hapMaLleBTUYECKON CyOCTaHUMM cnvupTa 3TUIOBOro (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PepepanbHOro 3zakoHa oOT
27.12.2019 N 481-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

4.3. WHgmBugyanbHble npeanpvHMMaTeny W IOpuanyeckMe nvua, OCYLIEeCTBNAKLWNE 3aKymnky W
ucnonb3oBaHve apmaueBTUYeckorn CyOGCcTaHUMM cnvpTa 3TUMIOBOrO (STaHoma), a Takke MpousBoACTBO,
N3roToBreHne 1 (Mnu) obopoT (3a WCKIYEHUEM PO3HWYHOM MPOAaKW) CnupTocodepXalux NekapCTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBMSATL UX YYET U AeknapupoBaHue B NOpsaKe, yCTaHOBMEHHOM cTatbamu 8 n 14
depepanbHoro 3akoHa oT 22 Hos16psa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynmpoBaHnM NPOV3BOACTBA U
obopoTa 3TUMOBOrO CNMPTA, arkorofbHOW M CMUPTOCOAEpPXKallen npodyKumMm n o6 orpaHuyeHun noTpebneHus
(pacnuTurs) ankoronbHOW NpoayKummn".

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

4.4. lMpu Npou3BOOCTBE JIEKAPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOTO MPUMEHEHWUs] [OMycKaeTcs
UCMonb30BaHWe MNPOM3BEAEHHbIX Ans peanu3auun  apmMaueBTUYECKUX CyOCTaHUWMA, BKMOYEHHbIX B
roCyaapCTBEHHbIA PEECTp NEKAPCTBEHHbIX CPEACTB YNOSIHOMOYEHHBIM heaepanbHbIM OPraHoOM MCMONHUTENbHOM
BNacTU, OCYLLECTBNSAIOLWMM BEeAEHME FOCYAApPCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB AN MeAWMLMHCKOro
NPUMEHEHNSI.

(vacTb 4.4 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

5. 3anpellaeTcsa Npon3BoACTBO:

1) nekapCTBEHHbIX CpeACcTB, CBeAEHUs O KOTOpbIX He coaepXaTtcd B rOCydapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeACTB AN MEOULMHCKOTO NpUMEHEHWs, U (Mnn) rocyfapCTBEHHOM PeecTpe JeKapCTBEHHbIX
cpeacTB AN BETEpPUMHAPHOTO MPUMEHEHUdA, U (UNW) eOUHOM pPEeecTpe 3aperncTPUPOBAHHBLIX JTEKAPCTBEHHbIX
cpeacTts EBpasnnckoro 3KOHOMMYECKOro Cok3a, U (M) eOuMHOM peecTpe 3aperncTpupoBaHHbIX BETEPUHAPHBLIX
NeKapcTBEHHbIX NpenapatoB EBpasnMNcKoro 3KOHOMMYECKOrO COH3a, 3a UCKMIOYEHNEM NEKAPCTBEHHbIX CPeacTB,
NpoOn3BOAUMbIX ANSA NPOBEAEHUS KITMHUYECKUX UCCnefoBaHnA Unyu Anga 3KCNopTa;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) hanbcmdurumMpoBaHHbIX NIEKAapPCTBEHHbLIX CPEACTB;

3) nekapcTBEHHbIX CPeAcTB 6e3 NMLEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB Afs BETEPMHAPHOro MPUMEHEHUS He B COOTBETCTBMM C [OpaBuiamu
Hagnexalien npon3BoaCTBEHHON NPaKTUKM EBPa3mMincKoro aKOHOMMYECKOro Col3a;

(n. 4 B pea. PegepanbHoro gakoHa ot 31.07.2025 N 304-93)
5) yTpatun cuny. - ®egepanbHbin 3akoH oT 27.12.2019 N 481-93;

5.1) nekapCTBEHHbIX CPEACTB AN MEeAUUMHCKOro MPUMEHEHUS He B COOTBETCTBMM C NpaBuiamu
Hagnexallen NpoM3BOACTBEHHOM NPAKTUKN EBpa3mMnckoro SKOHOMUYECKOro CoH3a;
(n. 5.1 BBegeH ®enepanbHbiM 3akoHoM oT 31.07.2025 N 304-03)

6) cnupTocodepalliMx JeKapCTBEHHbIX MNpenapaTtoB MO MeCTy OCYLeCTBMEeHUs MNpOM3BOACTBA
hapmaueBTMyeckon cybcTaHLMn cnmpTa 3TUNoBOro (3TaHona) u (Mnu) No MecTy OCyLLeCTBNEHUS NPOM3BOACTBA
3TWUMOBOrO CNUPTa;

(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 27.12.2019 N 481-03)

KoHcynbTaHTlIn0C: npuMmeyaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 cT. 14.1 ®3 ot 22.11.1995 N 171-®3 nsnoxeHa B HOBOW
penakumm, HopMa 0. 1.1 c1. 14.1 ctapon pegakuum 3 cooTBETCTBYET HOpME M. 2 CT. 14.1 HOBOW peaakumu.

7) dapmaueBTMyeckoh cybCcTaHumMM cnupTa  3TUNOBOro (dTaHona) u  (Mnu)  CnMpTocoAEPXKaLLMX
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeXHOMormyeckom obopygoBaHuMM Ans NPOM3BOACTBA 3TUNOBOrO
cnupTa, ykasaHHoM B OyHkTe 1.1 ctateun 14.1 depgepanbHoro 3akoHa oT 22 Hos6psa 1995 roga N 171-03 "O
rocyaapCTBEHHOM  perynMpoBaHuu npou3BogcTBa M obopoTta STWMOBOrO  CNMPTa,  ankoroflbHOM W
cnupTocoaep Kallen npogykumm n o6 orpaHuyeHnn notpedbneHuns (pacnmuTns) ankoronbHOW Npoaykumn'.

(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-$3)

6. Mpu BBOAE neEKapCTBEHHbIX CPEACTB AN BeTepuvHapHOro MPWMEHEHUs B rpaXkgaHCckuii obopoT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

YMONTHOMOYEHHOE NMUO MNPOM3BOAMTENS  NEKApCTBEHHbIX CpPeacTB ANd  BEeTEPUMHAPHOIO  MPUMEHEHMS
OCyLLEeCTBMAET NOATBEPXAEHNE COOTBETCTBUSA JEKAPCTBEHHbIX CPEACTB S BETEPUMHAPHOIO MPUMEHEHUS
TpeboBaHNsIM, YCTAHOBIIEHHBIM TMPU WX T[OCYAAPCTBEHHOW perucrpaumMmM Wnu peructpaumMm B pamkax
EBpasniickoro 3KOHOMWUYECKOro COH3a, W rapaHTUpyeT, YTO JeKapCTBEHHble CpeAacTBa Ansi BETEPUHAPHOro
NpUMeEHeHNsI NPON3BEAEHbI B COOTBETCTBUM C TpeboBaHMAMM NpaBun Haanexatlen npon3BoOACTBEHHON NPaKTUKM
EBpa3suniickoro aSkOHOMUYECKOro coko3a.

(vacTb 6 B peq. ®PenepansHoro zakoHa ot 31.07.2025 N 304-93)

6.1. lpu BBOAE nNEKapCTBEHHbIX CPEeACTB AN MeAWUMHCKOrO MPUMEHEHUs B rpaxgaHckui obopoT
YMOSTHOMOYEHHOE NULO  NPOU3BOAMTENSA  NEKapCTBEHHbIX CPeAcTB  ANA  MeAUUMHCKOro  MpUMEHeHus
OCyLLEeCTBMSET MNOATBEPXAEHUE COOTBETCTBUS FEKapCTBEHHbIX CPeAcTB ANS MEeAULUMHCKOro MpUMEHEeHUs
TpeboBaHMAM, YCTAHOBIIEHHbIM MPU MX T[OCYQAPCTBEHHOW perucrpaumm unu peructpaumm B pamkax
EBpasninckoro 3KOHOMMYECKOro Co3a, WM rapaHTupyeT, UTO JflekapCTBEeHHble CcpeacTBa ANA MeAULMHCKOro
NPUMeEHEHWS NPoM3BeAeHbl B COOTBETCTBUM C TpeboBaHMAMM NpaBun Haanexallen Npon3BoACTBEHHON NPaKTUKK
EBpasuniickoro akoHOM14eCckoro corosa.

(4acTb 6.1 BBegeHa PepepanbHbiM 3akoHoMm oT 31.07.2025 N 304-93)

7. YNONMHOMOYEHHBIM §MLOM MPOM3BOAMTENS JIEKAPCTBEHHbIX CPEACTB SBNAETCA ero paboTHUK,
aTTeCTOBaHHbIV B YCTAHOBIIEHHOM YMOMHOMOYEHHbIM doeeparibHbIM OPraHOM UCMOMNHUTENBHOW BNAcTu Nopsigke
N UMeLWMn ctax paboTbl HE MeHee 4YeMm NsATb NneT B o6racTtv nNpomM3BOACTBA U (MNM) KOHTPOMS KayecTBa
nekapCTBEHHbIX CPeacTB, Bbicliee 0bpaszoBaHMe COOTBETCTBEHHO MO OAHOW 13 cneumanbHOCTEN 1 (M) OQHOMY
N3 HanpaBfeHU NOAroTOBKU: Bmonorusi, GUOTEXHONOIMSA, BETEPUHAPUS, BETEPUHAPHO-CaHNTapHas 3KCrnepTu3a,
KnvHu4eckas MeauumHa, pagMaunoHHas, XMMmnyeckas u uonormdeckas 3awmra, dapmaums, pyHaaMmeHTansHas
MeguumHa, XumMmu4yeckast TEXHOMNOIMS, XMMUsI.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-3, o1 02.08.2019 N 297-03)

8. lMpousBognTenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHneMm chapmaueBTUYeCcKo cybcTaHuum cnvpTa
3TUNOBOrO (3TaHoma) MOryT OCYLUECTBNATb MpOAdaxy JeKapCTBEHHbIX CPEACTB WNW nepefjaBaTb WX B
yCTaHOBIIEHHOM 3akoHoaaTenscTBoM Poccuiickoin depepaunm nopsigke:

(B peq. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NponsBoaUTENAM NeKapCTBEHHbIX CPeACTB AN NPON3BOACTBA NEKapCTBEHHbLIX CPEACTB;
2) opraHusauusiM ONTOBOW TOPrOB/MW fIeKapCTBEHHbIMU CPeACTBaMY;

3) anTevyHbIM opraHm3auunam, BeTepnHapHbIM anTevyHbIM opraHunsauunsam, nHanenayarnbHbIM
npegnpunHunmartenamMm, wWMewwmmMm JMUEH3NK0 Ha cbapmau,eBTquCKyro OeATeNbHOCTb WK  JNTIMUEH3UKD Ha
MeONUMNHCKYH 0eATeNIbHOCTb;

4) Hay4YHbIM OpraHu3aumsam s Hay4YyHo-uccrnegoBaTensckon paboThl;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) MeAMUMHCKMM OpraHu3aumsiM U BeTEpUHAPHbLIM OpraHu3aunsaMm;

6) opraHMsauusM U UHAMBUOYyaANbHbIM  NpeanpuHUMaTensiM,  OCYLLECTBMSIOWMM  pa3BedeHue,
BblpalLMBaHNE U codepXKaHUE XKMBOTHbBIX (3a UCKIIOYEHNEM NPOAAXN UM hapMaLeBTUYECKMX CyOCTaHLMA UK NX
nepegayn);

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ucnblTaTenbHbiM NabopaTopusaM (LeHTpaM), MPOBOASALLMM UCMNbITAHUS B 06nacTy KOHTPONS kavecTBa
neKapCcTBEHHbIX CPeACTB, akKkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHoAaTenscTBOM Poccuiickon depepaunm 06
aKkkpeauTauum B HaUMOHanbHOWM CUCTEME akKkpeauTaumm.

(n. 7 BBegeH PepeparnbHbiM 3akoHoM OT 04.08.2023 N 428-93)

9. MNpounsBognTenu hapmMaleBTUYECKOW CyGCTaHLMM CnMpTa 3TUMOBOTO (3TaHoma) 06s3aHbl OCYLLECTBNATb
peanusaumio (Nnepepayvyy B YCTAHOBMEHHOM 3akoHofaTenbCcTBOM Poccuiickon  ®epepauumn  nopsagke)
dhapmaLeBTMyeckon cybcTaHuMn cnvpTa STUITOBOrO (3TaHoMa) NPOM3BOAUTENSAM feKapCTBEHHbLIX CPEeACTB ANd
NpoOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, NpPOM3BOAUTENSAM (M3rOTOBUTENSIM) MEOMLUMHCKAX U3Oenun  ans
Npon3BOACTBA M MU3rOTOBMIEHUS MEOULMHCKUX M3OENUA B e€MKOCTsIX obbemMom He Oonee 1 nutpa u (unu) He
meHee 1000 nnTpoB, a OpraHM3aumsaM, ykasaHHbIM B MyHKTax 3 - 5 U 7 yactm 8 HacToswen ctaTtbu, B Tape
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

o6bemoM He Gornee 1 nuTpa.
(yacte 9 BBegeHa ®depepanbHbiM 3akoHoM oT 29.07.2017 N 278-93; B pen. demepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, o1 22.12.2020 N 444-93, ot 04.08.2023 N 428-93)

10. Peanusauusa (nepefada B yCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccuiickon ®epepauun nopsgke)
hapmaLeBTMyeckon  cybcTaHuMM  cnupTa  3TUNOBOro  (dTaHomna) opraHv3aumsiM  OMTOBOW  TOProBnu
nekapCTBEHHbIMWU CPEACTBAMU HE JOMyCKaeTcs.

(vactb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. TNepeBo3kn dapmMaLeBTUYECKON CyOCTaHUMM cnupTa STUMOBOro (3TaHOMa) OCYLLECTBISOTCS C
cobntogeHnem TpeboBaHWi, yCTaHOBMNEHHbIX ab3auem YyeTBepTbiM NyHkTa 3 cTtatbu 9 PeaepanbHOro 3akoHa oT
22 Hos16psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynmpoBaHMM NPovM3BOACTBAa M 0bopoTa 3TUIOBOMO
CrvpTa, ankorofibHOW W CNMPTOCOAEpXalen npoaykumm u o6 orpaHuveHun noTpebrneHunsa (pacnutus)
arkoronsHon npoayKunn”.

(vactb 11 BBegeHa PepepanbHbIM 3akoHOM oT 27.12.2019 N 481-93)

CtaTtbsa 46. MapkmnpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTbl, MPOLWEALNe T[OCY4apCTBEHHY0 perncrpauuio B COOTBETCTBUM C
TpeboBaHMsAMM HacTosiwero ®PedepanbHOro 3akoHa, 3a WCKMYEHMEeM IeKapCTBEHHbIX MpenapaTos,
N3roTOBMEHHbLIX anTe4YHbIMWU OpraHM3auMsiMn, BETEPUHAPHLIMU anTeYHbIMU OpraHn3aunsaMn, NHAMBUAYaNbHBIMM
npegnpyHMMaTeNsiMM, UMEKLLMMN TNULEH3NI0 Ha dapMaLeBTUYECKYD OesTeNnbHOCTb, AOMKHbl MOCTynaTb B
obGpalleHne, ecnu:

(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) Ha WX NepBWYHON ynakoBKe (3@ WCKMOYEHMEM MEePBUYHON YMAaKOBKW NEKApPCTBEHHbIX pacTUTENbHbIX
npenapaToB) XOPOLIO YMTaeMbiM LIPUAPTOM HA PYCCKOM £A3blke YKasdaHbl HaVMMEHOBaHWE JeKapCTBEHHOro
npenaparta (MeXxgyHapodHOe HenaTeHTOBaHHOe, WNWM TrPynnMpPOBOYHOE, WM XUMWUYECKOe, WM TOproBoe
HaMmeHOBaHWe), HOMep cepuu, AaTta Bbinycka (4159 MMMYHOBMOMOrMYECKUX NekapCTBEHHbIX NpenapaToB), CPOK
FOAHOCTM, AO3NPOBKA MU KOHLEHTpaums, 06bem, akTMBHOCTb B eAMHMLAX AEACTBUSA UMW KONMYECTBO A03;

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOpUYHOM (MOTPEOMTENBCKOW) YMAKOBKE XOPOLIO YMTaeMbIM LIPUEPTOM Ha PYCCKOM NA3bIKe
yKasaHbl HaMMEHOBaHWE NeKapCTBEHHOTO npenaparta (MexayHapogHOe HeNaTeHTOBaHHOE, Ui rPynnMpoBOYHOE,
UM XMMUYECKOE W TOProBOE€ HaUMEHOBaHMWS), HAUMEHOBaHVWE NPOM3BOAMTENSA JIEKapCTBEHHOro npenapara,
HOmMep cepuu, pJaTta Bbinycka (AN WUMMYHOOMOMOrMYECcKMX JEKApCTBEHHbIX MpenapaToB), HoMep
perncTpaLmoHHOro YaoCToBEPEHUS, CPOK rO4HOCTM, CNOCO6 NPUMEHEHUS, [O3UPOBKA UMW KOHLIEHTpauus, ob6bem,
aKTMBHOCTb B eAnHMLaxX 4eACTBUst MO0 KONMYECTBO [03 B YNakoBKe, NlekapcTBEHHast hopma, yCrnoBuUst OTnycka,
YCIOBMS XpaHeHWsi, NpeaynpeanTenbHblie HAONMUCH.

(B pea. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeCKne cybctaHumm OOSMKHbI MOCTyNaTbh B ObpalleHne, ecnn Ha MX NepPBUYHON ynakoBKe
XOpOLUO YMTaeMbiM LIPUATOM Ha PYCCKOM SA3blke yKadaHbl HaMMeHOBaHWe dapmaleBTU4ecKon cybcTaHumm
(MexxgyHapoaHoe HenaTeHTOBaHHOE, UMW rpynnUPOBOYHOE, MIMN XMMUYECKOEe W TOProBOEe HaWMEeHOBaHUS),
HammeHoBaHVWe npounssoanTens capmaueBTuyecko cybcTaHUMK, HOMEp CcepuuM W data  W3roTOBIEHWS,
KONNYEeCTBO B yMaKOBKE U €AVHULIbI U3MEPEHNS KONNYeCTBa, CPOK FOAHOCTU U YCMOBUS XPaHEHNS.

(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-$3)

3. ﬂeKapCTBeHHble cpencrtBa B Ka4decCTBe CbIBOPOTOK OOJDKHblI MOCTYyMNnaTb B o6pau.|,eH|/|e C YyKasaHunem
XMBOTHOrIO, U3 KPOBMU, MNMJj1a3Mbl KpOBU, OPraHOB U TKaHen KOTOPOro OHW NOJ1y4EeHbl.

4. Ha BTOpUYHYIO (NOTPedbUTEenbCKylo) YNakoBKY feKapCTBEHHbIX CPEeACTB, MOMyYEHHbIX U3 KPOBU, NasMbl
KpOBUW, OpraHoB M TKaHeW 4enoBeka, OOMKHa HaHocuTbCcA Haanuck: "AHTutena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbIV aHTUreH BMpyca renatuta B otcyTcTByOT".

5. Ha nepBM4YHYyl0 YyMNakoBKY W BTOPWUYHYH (MOTPEOMTENbLCKYH) YMNakoBKy paanodapmMaueBTUYecKmX
NeKapCTBEHHbIX CPEACTB LOIMKEH HAHOCUTLCS 3HaK paanaLMOHHON ONacHOCTH.

6. Ha BTOPUYHYHO (I'IOTpe6VITeJ'IbCKyIO) YNakKoBKYy romMeonatn4eckunx JrekapCTBeHHbIX npenapaTtoB OOJKHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

HaHocuTbCs Hagnuck: "MomeonaTudecknin'.

7. Ha BTOpuyHyto (NOTPebuTenbCKylo) ynakoBKy feKapCTBEHHbIX PacTUTENbHbIX MpenapaTtoB AOMkHa
HaHOCMTbCSA Haanuek: "Mpoaykuus npowuna pagmaumnmoHHbIA KOHTPONb".

8. Ha nepBuYHyl0 ynakoBKy (ecnv Ansi 3TOro CyLecTBYEeT TEXHUYeckas BO3MOXHOCTb) M BTOPUYHYIO
(MOTpPebUTENBLCKYI0) YNAKOBKY JIEKAPCTBEHHbIX NpenapaToB, NpeAHas3HauYeHHbIX Ans KNMHUYEeCKUX UCCIefoBaHnmn,
[JOJIKHA HAHOCUTbLCA HaanNuek: "[nsa KNMHNYECKNX nccnegoBaHuin”.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NpeAHasHauYeHHbIX UCKIIOYUTENBHO AN IKCnopTa, MapkupyeTcs B
COOTBETCTBUM C TPeBOBaAHUSAMU CTPaHbI-MMMopTepa.

10. Ha TpaHcrnopTHylo Tapy, KoTopas He MnpedHasHadeHa Ans notpeGuteneit U B KOTOPYH MOMELLEHO
nekapcTBeHHOe CpeAcTBO, [OMKHA HAHOCUTLCA WHGOPMALMSA O HaUMEHOBaHWM, Cepun NeKapCTBEHHOro
cpencTBa, AaTte BbIMycKa, KONMMYECTBE BTOPUYHBLIX (MOTPEBUTENbCKMX) YMakoBOK NEKapCTBEHHOro cpencTsa,
npoussoamTesie NeKapcTBEHHOro CPEeACTBa C yKasaHMeM HauMeHOBaHWUSA U MeCTOHaXOXAEHWS NPOoV3BOAUTENS
neKkapcTBEHHOro cpefcTsa (agpec, B TOM uucre cTpaHa W (MnM) MecTo NPOM3BOACTBA NEKapCTBEHHOro
cpeacTBa), a Takke O CPOKe FOAHOCTU MeKapCTBEHHOro cpeacTsa v 06 YCMOBUAX €ro XpaHeHUs U NepeBo3Ku,
HeobxoauMble NpeaynpeanTenbHble HaANMCU U MaHUNyNATOPHbIE 3HAKW.

11. Ha nepBWYHyI0 ynakoBKy M BTOPUYHYIO (MOTPebUTEnbCKy) yNakoBKY feKapCTBEHHbIX CpeacTB AN
BETEPMHAPHOro NpUMEHEeHNs AoMKHA HAHOCUTLCA HaanNuek: "Ons BeTepMHapHOro NpuMeHeHus".

12. Ha BTOpUYHYt0 (NOTpebuTenbCcKyo) ynakoBKy fieKapCTBEHHOMO Npenaparta HAaHOCUTCS LUTPUXOBOW Kof,.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPECTB
B POCCUMNCKYIO ®EQEPALIUIO U BbIBO3 NIEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKOWN ®EQEPALIMUA
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Cratba 47. lMopspok BBO3a nekapcTBeHHbIX cpencTB B Poccuiickyro ®Pepepauuio M BbiBO3a
neKkapcTBeHHbIX cpencTB U3 Poccuickon Pegepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccuiickyto ®efepauuio ocyLLecTBnseTcs B Nopsaake, YCTaHOBIEHHOM
MpasutenbctBoM Poccuiickon defepalmm, B COOTBETCTBMU C akTamMu, cocTaBnstowumm npaso Cotosa, u (mnm)
3akoHogatenbcTBoM Poccuickon Pegepaumm o TaMOXEHHOM perynnpoBaHuu.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

KoHcynbTaHTln0C: npumeyaHue.

Oo 31.12.2027 poccuickuMm MNpon3BOAUTENSIM paspelleHo B yBeJOMUTENbHOM MOpsiAike BBO3UTb He
BHECEHHble B peecTp dhapmaleBTuyeckme cybcTtaHumm Ans BeTEPUHapHOro NpYMeHeHus Ans npou3BOACTBa
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpencTB ([locTtaHosnenue MNpasutensctea PO ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyto ®degepaumio nekapcTBeHHble CpedcTBa AOSMKHbI  CoAoepXaTbCA B
rocydapCTBEHHOM pEECTpe FeKapCTBEHHbIX CPeACcTB, WKW €AWHOM  peecTpe  3aperMcTpuMpoBaHHbLIX
neKkapcTBEHHbIX CpeacTs EBpasniickoro SKOHOMUYECKOro Cok3a, MM eOUMHOM peecTpe 3aperncTpupoBaHHbIX
BETEPUHAPHbIX NTEKAPCTBEHHbIX NpenapaToB EBpasninckoro SKOHOMNYECKOro Coo3a.

(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-®3, o1 30.01.2024 N 1-®3)

3. donyckaeTtcs BBO3 B Poccunckyio Pepepaumio KOHKPETHOM MapTuy 3aperucTpupoBaHHbIX U (Unn)
He3aperMcTpupoBaHHbIX NeKapCTBEHHbIX CPeacTB, NpeHasHavYeHHbIX AN paspaboTku nekapCcTBEHHbIX CPeACTB,
NpOBEAEHUA Hay4HbIX WM WHbIX WCCNeaoBaHWA, NPOBEAEHUSI KIMHUYECKMX WCCRefoBaHUN NekapCTBEHHbIX
npenapaToB, MPOBEAEHNs 3JKCMepTU3bl NEKapCTBEHHbIX CPEACcTB Ans OCYLWECTBNEHUA rocyfapCTBEHHOM
permctpaumm WnuM perncTpaumun fieKapCTBEHHbIX MpenapaToB WM Ans OKasaHus MeOMUMHCKOW MOMOLUM Mo
XW3HEHHbIM TMOKa3aHUSAM KOHKPETHOro MauueHTa Ha OCHOBaHUWM paspelleHus, BbIAAHHOMO YMOSTHOMOYEHHbIM
degepanbHbIM OpraHoM MCMOMHUTENBLHOW BMNAcTW MO 3asiBMEHUsAM Iuu, yKa3aHHbIX B cTaTbe 48 HacToswero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

denepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asBNEHUS U NPUHSATUE PeLLeHMs O Bbiaye paspeLleHns Ha BBO3
KOHKPETHOM NapTUM  3aperncTpupoBaHHbIX W (MMM) HEe3apermcTpuMpOBaHHbLIX JEKAPCTBEHHLIX CPEACTB,
npegHasHavyeHHbIX Ans pas3paboTku NeKapCTBEHHbIX CPEACTB, MPOBEAEHUS] HAaYYHbIX U WHBLIX MCCReaoBaHUNM,
npoesegeHuns KNMNHUYECKNX I/ICCJ'Ie,EI.OBaHVIVI NleKapCTBEHHbIX npenapartos, nposeaeHusA OKCNepTu3bl
JleKapCTBEeHHbIX CpencTB AnA OoCyLlleCTBleHUA FOCy,EI,apCTBeHHOVI perncTpaumm nnm perncTtpaumm nekapCrBeHHbIX
npenapaToB WX ANsl Oka3aHUsS MEOULMHCKOM MOMOLLM MO XXM3HEHHbIM NOKa3aHUSIM KOHKPETHOro naumeHTa nnbo
06 oTkase B Bblgaye ykasaHHOro paspelleHus MPOU3BOAATCS B CPOK, HE NPEBbIAOWNA NATU pabounx OHEN.
MnaTta 3a Bblga4y ykasaHHOro paspeLLeHns He B3MaeTCs.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

3.1. YTpatun cuny ¢ 1 aHBapsa 2024 roga. - PenepanbHbin 3akoH oT 27.12.2019 N 475-03.

3.2. [lo 31 pekabpsa 2027 roga gonyckatoTcst BBO3 Ha Tepputoputo Poccuiickon ®egepaumm n obpalieHue
B Poccuiickon ®egepaumm ¢ yuetoM ocobeHHOCTeN, ycTaHoBNEHHbIX MpaButenbctBoM Poccuiickon ®egepaunn,
3aperncTpupoBaHHbIX  NEKapCTBEHHbIX NpenapatoB And  MeAUUMHCKOro  MpUMMEHEHMSI B ynakoBKax,
npegHasHadeHHbIX Anst obpalleHnsi B MHOCTPaHHbIX rocydapcTBax, B cryvyae AedeKTypbl NeKapCTBEHHbIX
npenapaToB WNM pucka ee BO3HWKHOBEHWS B CBA3W C BBeAeHMEM B OTHoweHun Poccuiickon depepaumm
OFPaHUYMTENBHBIX MEpP 3KOHOMWYECKOrO XapakTepa Mpu YCIOBMM COOTBETCTBUSA BBO3WUMbIX J1IEKAPCTBEHHbIX
npenapaToB TpebOBaHUSAM, YCTAHOBIIEHHBIM MPU MX perncTpaumuv, 3a UckndeHnem TpeboBaHW K NEPBUYHON
yrnakoBKe, BTOPUYHOWN (NOTPebnTEenbCKON) yrnakoBke, a Takke NP HanmuM4yMnm Ha BTOPMYHOM (NOTpebutenbckomn)
yNaKkoBKE IeKapCTBEHHbIX MpenapaToB, HAaXOAALMXCS B OOpalleHnn, CamoKNesaLwencs aTUKETKM, CoaepKallen
WHpopMaLMo O NeKapCTBEHHOM npenaparte Ha PYyCCKOM SA3blKe.
(vactb 3.2 BBegeHa ®PepnepanbHbiM 3akoHoM oT 26.03.2022 N 64-93; B pen. degepanbHbIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-93, ot 15.12.2025 N 483-93)

3.3. Oonyckatotca BBo3 B Poccuinckyto denepauunio un obpaiieHme B Poccunckon depepauum ¢ yyeTom
ocobeHHOCTEN,  ycTaHOBMeHHbIXx  [paBuTensctBoM  Poccuiickon — depepaunn,  3apermcTpupoBaHHbIX
OpurMHanbHbIX OpdaHHbLIX NEKAPCTBEHHbIX MNpenapatoB W (MnM) BbICOKOTEXHOMOMMYHBIX JIEKAPCTBEHHbIX
npenapaToB AN MeAWLMHCKOrO NPUMEHEHUS B TeYeHWe OBeHaauaT MecsiueB nocne AaTtbl UX perncrpauum B
Poccuinckon ®egepaumm B ynakoBKax, NpeAHa3HayYeHHbIX Ans obpalleHnss B MHOCTPaHHbIX rocydapcTBax, npu
YCINOBUN COOTBETCTBUS BBO3UMbIX JIEKAPCTBEHHBLIX MpenapaTtoB ANsi MEAULMHCKOrO NpuMeHeHus TpeboBaHnaMm,
YCTaHOBMEHHbIM MpU WX perncrpauun, 3a WCKYeHnem TpeboBaHMM K MNEPBUYHOM YMNaKoBKe, BTOPUYHON
(noTpebuTenbckon) ynakoBke, M NMPWU HanMyuMM Ha BTOPUYHOM (NOTPEOWUTENbCKON) ynakoBKe NeKapCTBEHHbLIX
npenapatoB Ans MEOUUMHCKOTO MNPUMEHEHUsI, Haxodswmxcs B o0OpalleHun, CaMOKMNEsLENCa STUKETKM,
cofepallen nHdopmaumio 0 nekapCTBEHHOM npenapare Anst MeAMLMHCKOro NPUMEHEHNsT HA PyCCKOM A3bike. B
OTHOLLIEHUWN AaHHbIX NEeKapCTBEHHbIX NpenapaToB He MPUMEHSIOTCA NONOXEHUsA YacTn 7 ctatbn 9 u yacten 1 u 2
ctatbu 52.1 HacTosilwero PegepanbHOro 3akoHa.

(vacTb 3.3 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

4. B Poccunckyto ®Pefepaumio MOXHO BBO3WUTb JIEKAapCTBEHHbIE CPEACTBA, KayeCcTBO KOTOPbIX
NnoaTBEPXKAEHO CEPTMAUKATOM MPOU3BOANTENS JIEKAPCTBEHHbIX CPeACTB, YOOCTOBEPSOWMM COOTBETCTBME
BBO3UMbIX JIEKAPCTBEHHbIX CPeAcTB TpeboBaHWMsIM, YCTAHOBIIEHHBIM MPU WX PEerucTpauuMm unu npoBedeHun
npoLeayp, CBA3aHHbIX C perncTpauunen.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-d3)

5. Banpewaetca BB03 B Poccuiickyio Pepepauuio danbCuUMpPOBaHHbBIX NEKAaPCTBEHHbIX CPEACTB,
HeaobpoKayYeCTBEHHbIX NNEKAaPCTBEHHbIX CPeaCTB, KOHTpadakTHbLIX NEKapPCTBEHHbIX CPeacTB.
(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-$3)

6. ®anbcmdnUMpoBaHHbIE NEKAPCTBEHHbIE CpeAcTBa, HeAOOpOKayYeCTBEHHbIE NEKapCTBEHHbIE CpeacTBa
nognexaT U3bSATUIO U NOCIeaYLWEMY YHUUTOXEHMIO MK BbiBO3Y M3 Poccunckon ®enepaunn, KOHTpadakTHble
neKapCTBEHHbIe CPeacTBa - U3bATUIO U MOCNeayLWeMY YHUUTOXEHNIO. YHUYTOXEHE Un BbiBO3 13 Poccumnckon
depepaumm anscnmLMpoBaHHbIX NTEKAPCTBEHHbIX CPeACTB, HeAobpOKayeCTBEHHbIX NIEKaPCTBEHHbIX CPeacTB,
KOHTpadhaKTHbIX NeKkapCTBEHHbIX CPeACTB OCYLLECTBMNSAETCH 3a CYeT nuua, OCyLLeCTBMBLLEro Mx BBO3. [lopaaok
YHUUTOXEHUST  U3bATLIX  (PanbCnUUUPOBAHHBLIX — FIEKApCTBEHHbLIX  CPEeACTB,  HeLoOpOKa4yeCTBEHHbIX
nekapcTBEHHbIX CPeacTB, KOHTpadaKTHbIX FeKkapCTBEHHbIX CpPeAcTB ycTaHaBnuBaeTcs [1paBUTenbLCTBOM
Poccuiickon depepauum.

(B peq. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

7. JNlvua, ocywecTBnswowme Beo3 B Poccunckyto ®egepaumio anbCcnurLMpoBaHHbIX JEKapCTBEHHbIX
CpeacTB, HeaobpOKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPAdakTHbIX NEeKapCTBEHHbLIX CPeacTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoAaTeNbCTBOM Poccunckon degepaumn.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-d3)

8. BbIBO3 nekapCTBEHHBIX cpeacTB n3 Poccunckon ®egepaumm ocyLLeCTBNSAETCA B COOTBETCTBMM C aKTamM,
coctaensowmmn npaso Cotosa, M (unm) zakoHogatenbcTtBoM Poccuiickon ®egepauum o rocygapCTBEHHOM
perynmpoBaHuu BHELLHETOPrOBON AEATENBHOCTM.

(vacTb 8 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

9. BBoa B rpaxxgaHcKkuin 060poT fekapCTBEHHbLIX NpenapaToB 4S9 MeEAULMHCKOrO NPUMEHEHUS!, BBE3EHHbIX
B Poccuinckyto denepaumio, ocyulecTensieTca ¢ cobniogeHnem TpeboBaHUIM, YCTaAHOBMEHHbIX cTaTben 52.1
HacTosdwwero PenepanbHOro 3akoHa.
(4acTb 9 BBegeHa PegepanbHbIM 3akoHoM oT 28.11.2018 N 449-93)

KoHcynbTaHTlInoc: npuMmeyaHue.

Y. 10 cT. 47 He_pacnpocTpaHsaeTcs Ha Cepun NeKapcTB AN BETEPUMHAPHOIO MPUMEHEHWs), BBELAEHHbIE B
rpaxkgaHckmii obopot o 01.09.2023, koTopble noanexar NPMMEHEHUIO 40 UCTEYEHMUS CpoKa MX rogHocTn (O3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHcku 0OOpPOT NEeKapCTBEHHbIX NpenapatoB Afs BETEPUMHAPHOrO MNPUMEHEHMS,
BBE3€EHHbIX (nepeMelleHHbIX) B Poccuickyto depepaumio, ocyllecTBhsieTcsas ¢ cobniogeHneM TpeboBaHui,
YyCTaHOBMEHHbIX cTaTbeln 52.2 HacTosdwero PefepansHOro 3akoHa.

(vactb 10 BBegeHa deaepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Crtatbs 48. FOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 NleKapCTBEHHbIX cpeacTB B Poccumnckyto
denepauuio
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

JlekapcTtBeHHble cpefcTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1) npon3sBoanTeNn NeKapCTBEHHbIX CpeacTtB And uenen cobCTBEHHOrO npon3BoacTBa J1€EKapPCTBEHHbIX
cpencTs,

2) NHOCTpaHHble pa3paboTuMKkM NeKkapCTBEHHbIX CPEACTB U MHOCTPaHHbIE NPOU3BOAUTENM NIEKAPCTBEHHbIX
cpeacte wWnvM Apyrue opugudeckue nvua no nopyvyeHuto paspaboTymka fekapCTBEHHOIO CpeacTBa  Ans
pa3paboTkn NeKapCTBEHHLIX CPEACTB, NMPOBEAEHUS HAYYHbIX U MHbIX UCCIefOBaHWUA, NPOBEeAEHNST KITMHUYECKMX
nccrnegoBaHU NEKapCTBEHHOrO npenapara, OCYLECTBNEHUSA rocy4apCTBEHHON perncTpauum unm pernctpaumm
NEKapCTBEHHOro nMnpenapara, BKIYeHUsT dapMaueBTUYECKON CybCTaHuMM B TocydapCTBEHHbLIN peecTp
NEKapPCTBEHHbIX CPEeACTB, KOHTPONS KayecTBa JEKAPCTBEHHbLIX CPEACTB MpU  HanuuMM  paspelueHus
YMNOIHOMOYEHHOTo heaepanbHOro opraHa UCMONHUTENBHON BNACTU HA BBO3 KOHKPETHOM NapTuM NeKapCTBEHHbIX
CcpencTs;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) opraHusauum onToBOW TOProBNN NEKAPCTBEHHbIMIN CpeaCcTBaMu;

4) HayyHble opraHu3auuu, obpasoBaTeflbHble OpraHvM3auuMu Bbicluero obpas3oBaHWsi, Npov3BoOAUTENW
neKapCcTBEHHbIX CPEACTB AN pa3paboTky, nccrnegoBaHui, KOHTpons 6e3onacHoCcTH, kKavecTBa, 3PdeKTMBHOCTM
NeKapCTBEHHbIX CPEACTB MPU HaNM4MKn paspeLleHnss YnoHOMOYEHHOro heaepanbHOro opraHa UCTONHUTENbHON
BNacTtu;

(B pea. PenepanbHbix 3akoHoB 0T 02.07.2013 N 185-93, o1 30.01.2024 N 1-93)

5) MeauUMHCKMe opraHv3auuu, MHble yKasaHHble B NMyHKTax 1 - 4 HacTosliel cTaTbW opraHusauuMu Ans
oKasaHWs MeaMLMHCKON NMOMOLLYM MO KM3HEHHbLIM MOoKa3aHWsSIM KOHKPETHOIO nauMeHTa Npy HanMuuy paspeLleHmnst
YNOMHOMOYEHHOTO  doefepanbHOro  opraHa WCMOMHUTENbHOW BNactTM Ha BBO3  KOHKPETHOW napTuu
NeKkapcTBEHHOro npenapaTa, BblAaHHOIO B YCTAHOBMIEHHOM MOpAdKE B (POpME 3MEKTPOHHOIO [OKYMEHTa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

MOAMNUCaHHOIO YCUIEHHOW KBanNnmULMPOBAHHON 3fIEKTPOHHON NOAMMUCHIO;
(B pea. PepepanbHoro 3akoHa oT 12.03.2014 N 33-93)

6) yrpatnn cuny c 1 aHBaps 2024 roga. - PegepanbHbln 3akoH oT 27.12.2019 N 475-93.

7) NPON3BOAMTENN MEANLMHCKUX U3OENWIA NS Lenei NpomM3BoACcTBa MEAULMHCKUX U3LAENUIA.
(n. 7 BBeaeH PepepanbHbiM 3akoHom oT 30.01.2024 N 1-3)

Cratba 49. [loKyMeHTbl, NpeAcTaBlisieMble B TaMOXeHHble opraHbl Poccuiickon ®Pepepauum npu
BBO3€e fleKapCTBEeHHbIX cpeacTB B Poccuinckyo Peaepaumio
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1. Mpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto denepaumio B TaMoOXeHHble opraHbl Poccuiickon
denepaummn Hapsay ¢ JOKYMeHTaMmu, npeactaBrneHme KoTopbiX NPeayCcMOTPEHO akTaMu, COCTaBNALWMMN NpaBo
Cotosa, 1 (unu) sakoHogaTensctBoM Poccunckon degepaunm o TaMOXKEHHOM PerynmpoBaHnv, NpeacTaBnsTCcs
cnegyowmne AOKYMEHTbl B 3IEKTPOHHOW (hopMe:

(B peq. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

1) cepTmudukat (3akmnoveHne) COOTBETCTBUA NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOro
npuMeHeHus TpeboBaHuAM NpaBun Hagnexawen nNpou3BOACTBEHHOW NpakTUKn EBpasninckoro 9KOHOMUYECKOro
col03a;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 31.07.2025 N 304-03)

2) paspelueHne YNoiHOMOYEHHOTO (hefepasribHOr0 opraHa UCMOMHUTENbHOM BMAcTM Ha BBO3 KOHKPETHOW
napTUX riekapCTBEHHOro CPeACTBa B Cryyasix, yCTaHOBMEHHbIX YacTeio 3 ctaThn 47 HacToswero denepansHoro
3aKoHa.

2. [JoKyMeHTbI, yKasaHHble B NyHKTax 1 n 2 yactn 1 HacTosLwen ctaTbn, NPeACcTaBnslOTCA B TAMOXEHHbIE
opraHbl Poccuiickon ®egepaumm npy npubbiTnK NekapcTBeHHbIX cpeacTB B Poccuinckyto degepaumio.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

Ctratba 50. BB03 nekapcTBeHHbIx npenapatoB B Poccuiickyio ®Pegepauuio Ans JUYHOro
MCMOMNb30BaHUST U WHbIX HEKOMMEpPYeCKMX uerer, a Takke ANl UCNOSIb30BaHUA Ha TeppuTopum
MeXAayHapo4HOro MeAULMHCKOro Knacrepa
(B pea. PegepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBE3€eHbl B Poccuiickyto Pepepaumio 6e3 ydeta TpeboBaHuMn,
nNpeaycMOTpeHHbIX YacTammn 1 - 4 ctatbun 47, ctatbsimu 48 n 49 HacTtoswero ®efepansHOro 3akoHa, eCcrnn OHu
npegHasHayeHbl ans:

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMMYHOro UCMNONb30BaHMA U3MYECKMMU NMuamKn, NpubbiBLUKMMK B Poccuiickyto Pepepaumto. MNpu aToM
BBO3 B Poccuiickyto defepauumio nNekapCTBEHHbIX MpenapaToB, coAepXallMx CUNbHOAEWCTByoWmne n (1Mnm)
A0OBUTbIE BELLECTBA, BKIIOYEHHbIE COOTBETCTBEHHO B COUCOK CUNBHOAEWCTBYHOLLMX BELLECTB ANs Lernen
YrofloBHOIo 3akoHogaTenbcTBa Poccuiickon depgepaumm n B COUMCOK SA0BUTBIX BELECTB AN LieNen yrofloBHOro
3akoHogatenscTBa Poccuiickon ®epepauun, yrteepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLECTBASIETCA NPU HaNM4Yun AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UNN 3aBEPEHHBIX BbIMUCOK U3 HUX),
noaTBEPXAaLWMX Ha3HaYeHne hU3nN4eckoMy nuuy YKasaHHbIX NeKkapCTBEHHbLIX MpenapaToB (3a UCKNIYeHUeM
nekapcTBEHHbIX NpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon degepaumm nMbO 3aperncTpupoBaHHbIX B
COOTBETCTBMM C akTamu, cocTaBnsiowmmu npaBo Corsa, n oTnyckaembix B Poccuiickon depepaunn 6e3
peuenTa Ha flekapCTBEHHbIN npenapar). Noareepxgatowmne JOKYMEHTbI (MX 3aBEPEHHbIE KON NN 3aBEPEHHbIE
BbIMUCKN U3 HNX) OOMKHbI CoAepXXaTb CBEAEHUSA O HAMMEHOBAHUN U KONMYECTBE Ha3HAYEeHHOro fIeKapCTBEHHOrO
npenapaTta. B cnyyae, ecnv noareepxgarolime JOKYMEHTbI (MX 3aBEPEHHbIE KOMUU UK 3aBEPEHHBIE BbIMUCKM U3
HWX) COCTaBneHbl HA UHOCTPAHHOM A3bIKe, K HUM NpunaraeTca HoTapuarnbHO 3aBepPeHHbIN NepeBos Ha PYyCCKUi
A3bIK;
(B pea. PenepanbHbix 3akoHOB OT 02.06.2016 N 163-®3, o1 30.01.2024 N _1-93)

2) ucnonb3oBaHWa paboTHUKaMU OUNNOMATUYECKOro Kopryca Wnu npeacTaBuUTENs MU MEXOYHapOOHbIX
opraHusaumn, akkpeanToBaHHbix B Poccunckon denepaumm;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) neyveHua naccaxvpoB W YNEHOB IKWMaXeW TPaHCMOPTHbLIX CPeAcTB, MoesgHblx Bpurag n BoauTenen
TpaHCNOPTHbIX cpeacTs, NpubbiBLLNX B Poccuinckyto deaepaumio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

4) neyeHUss YYaCTHUKOB MeXOyHapOOHbIX KyNbTYPHbIX, CMOPTUBHbLIX MEepPONnpUATMA U  Y4aCTHUKOB
MeXayHapoaHbIX aKcneauLIniA;

5) neveHns KOHKpETHbIX XXMBOTHbIX B 300Mapkax, 300cafax, LMpKax, okeaHapuyMmax, OenbguHapusix,
neyeHns OUKMUX >KUBOTHbIX, MOCTOSHHO MM BPEMEHHO Hacenswwmx TeppuTtoputo Poccuiickon ®epepaumu,
HaxXoAsILUMXCSA B COCTOSIHMM €CTECTBEHHOW CBOOOAbLI M NMpUHaanexawmx K Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccwuiickon ®epepauum 1 (Mnm) KpacHble KHUMM cyObekToB Poccuiickon depgepaumm, a TakkKe >XMBOTHbIX,
BBO3UMbIX B Poccuiickyto deaepaumto ons y4actusi B COPTUBHBIX U 3PENULLIHBIX MEPONPUATUSX;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, o1 02.08.2019 N 297-93)

6) MCNonb3oBaHMSA Ha TEPPUTOPUN MEXOYHAPOAHOrO MEAULMHCKOrO KrnacTepa.
(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cny4asx, NpegyCMOTPEHHbIX 4acTblo 1 HacTosilen craTbu, Aonyckaetcss BBO3 B Poccuickyto
denepaumnto nekapcTBEHHbIX NpenapaTtoB, He 3aperncTpupoBaHHbiXx B Poccuiickon depepaumm nmubo He
3aperncTpupoBaHHbIX B COOTBETCTBUM C akTaMu, cocTaBnsowmmm npaso Cotosa.

(B peq. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

3. IlekapcTBeHHbIe Npenapartbl, NpegHa3Ha4YeHHble ANg ryMaHUTapHOM NoOMOLK (CO4EeNCTBUS) UM NOMOLLN
npu 4pesBblHalHbIX CUTyauusix, BBO3sTCA B Poccuiickyto ®Pepepaumio B OOpsadke, YCTAHOBIIEHHOM
MNpaBnTenLcTBomM Poccuinckon denepauum. 3anpellaetcs BBO3 B Poccuiickyto degepaumio
He3aperMcTpMpoBaHHbIX  JIEKAPCTBEHHbLIX MNpenapaToB, nNpegHa3Ha4YeHHbIX Ang  TYMaHUTapHOW  MOMOLLM
(cogencTeust) N NOMOLLM NMPU Ype3BblYalHbIX CUTyaLUsX.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

CrtaTtbsa 51. CoTpyAHMYecTBO (heaepanbLHOro opraHa UCMOMHUTENbLHOW BRAcTU, OCYLLECTBIAILEro
(OYHKUMM NO KOHTPONMKO M HaA3opy B 0O6GNacTM TaMOXEHHOro Aena, U ApYrux YMNONHOMOYEHHbIX
denepanbHbIX OpraHOB UCNOMHUTENbHON BNacTu
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1. YnonHomou4eHHble heaepanbHble opraHbl MCNOSTHUTENBHOW BRAcTU NPeaoCTaBnsAloT B pacnopsiKeHne
degepanbHOro opraHa WCMOMHUTENBHOW BNACTWU, OCYLLECTBNAKOLLEro (PyHKUMM MO KOHTPOMO U HaO3opy B
obnactn TaMOXeHHOro Aena, rocydapCTBEHHbIA PEEeCcTp FeKapCTBEHHbIX CPEACTB, a Takke MHAOPMaLui O
BblaHHbIX pas3peLleHnsX Ha BBO3 KOHKPETHOM MapTuMM FEKapCTBEHHbLIX CPEACTB B Criyvasix, YCTaHOBIEHHbIX
yacTbto 3 cTaTbu 47 HacTosiwero degepanbHOro 3akoHa.

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2. ®epeparnbHbI OpraH UCMOMHUTENbHOW BlacTu, OCYLLECTBASIOWNA (OYHKLMM NO KOHTPOSMO U Haa3opy B
obnactm TamOXeHHOro gena, WMHAPOPMUPYET YyKasdaHHble B 4acTu 1 HaACTosWen CcTaTbM YMOSTHOMOYEHHbIE
dhegepanbHble opraHbl UCMOMHUTENBHOW BNacTu O BBO3€e NekapCTBEHHbIX cpeacTB B Poccuiickyto degepaumio u
BblBO3€ NeKapCTBEHHbIX CpeacTB u3 Poccurickon degepaummn no dopme M B OOpAOKe, KOTOPble YCTaHOBIEHbI
MpasutenbctBoM Poccunckon ®epepauun.

(B peq. ®PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

Maea 10. PAPMALEEBTUYECKAA OEATENbHOCTb
Cratbsa 52. OcywecTBneHue hapmMaueBTUYECKON AeATENbHOCTH

1. q)apMaLl,eBTW—IeCKaﬂ neATeNnbHOCTb ocyLlecTBndeTCA opraHunsaunammn ONTOBOWN TOProBJn
NleKapCTBeHHbIMMN CpeacTBamMun, antedyHbiMh OpraHun3daunamMuy, BeTepUHapHbIMM anTe4YHbIMU OpraHun3auunamm,
nHamemngyanbHelMW  npeanpuHuMatTenavm, uMMerwnmMmn JnnueH3no Ha cpapmaueBqueCKylo 0eATenbHOCTb,
MeaUuUMHCKMMKN  opraHm3aunamMmu, uMerwmmMmnm JUUeH3no  Ha q)aplvlau,eBqueCKyro noeAaATenbHoCTb, U UX
060cobneHHbIMM nogpasgeneHnamMmmn, pacnosyioXXeHHbIMM B CeJIbCKMX HacCelieHHbIX [MYHKTax, B KOTOPbIX
OTCYTCTBYKOT anTeYyHble oOpraHu3aumm, wu BeTepuHapHbiIMU oOpraHn3aunaMmuy, UMernwmnMn JnUUEeH3NK0 Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

hapmaueBTUYECKYIO OESTENBHOCTD.
(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 08.08.2024 N 323-03)

2. dunsnyeckune nvua MoryT OCyLeCTBNATbL dapMaLEeBTUYECKYO AeATENbHOCTb NPU HANUYMK BbICLLETO UMK
cpeaHero dapmMaleBTUYeckoro obpasoBaHust U cepTudmkaTa crneumanicta nNMbo NPonaeHHoW akkpeauTauum
cneumManucTa, BbICLIErO WM CpefHero BeTepuvHapHoro obpasoBaHus (B UensdxX  OCyLeCTBMEHUS
(bapmaueBTUYECKON [OedATenlbHOCTM B cdepe obpalleHusl neKkapCTBEeHHbIX CpeacTB [AOfisi BeTepUMHapHOro
NPUMEHEHNST), a TaKKe BbICLUEro UM CpegHero MmeauumMHCKoro obpasoBaHus, ceptudmkaTa cneynanucrta iMoo
NPOVAEHHON aKkKpeauMTauuMuM chneuvanucrta M AOMONHUTENbHOro npod)eccrMoHanbHOro obpasoBaHuMst B 4actu
PO3HWYHOW TOProBNW NEKApCTBEHHbIMU NpenapaTamMmu Anst MEANLIMHCKOro NPUMEHEHUsT NPKU YyCrnoBMmn ux paboTsbl B
060Cc06neHHbIX NOApa3AeneHnsax MeAULMHCKNX OpraHn3aunii, ykasaHHbIX B 4acTu 1 HacTosALWEeN CTaTbm.

(B peq. PenepanbHbix 3akoHOB OT 28.04.2023 N 149-®3, o1 29.12.2025 N 549-03)

KoHcynbTaHTlIntoC: npumeYaHue.

JlekapcTBeHHble npenapatbl ANs MEOUUMHCKOrO MNPUMEHEHWs, BBELEHHble B rpagaHckui obopoT [o
29.11.2019, noanexart xpaHeHuto, NepeBo3Ke, OTNYCKY, peanusauuu, nepegadye, NPUMEHEHNIO OO UCTEYEHUS
cpoka ux rogHocTtun (O3 o1 28.11.2018 N 449-93).

Ctatba 52.1. BBoa B rpaXxaaHCKMM OOOPOT neKapCTBeHHbIX CpPeaAcTB ANA MeAULMHCKOro
NnpUMeHeHusA
(B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-93)

(BBegeHa degepanbHbiM 3akoHOM OT 28.11.2018 N 449-903)

1. MNepen BBOAOM B rpaXgaHCKMM OBOPOT KaXAOW Cepun WUNN KaxK4oW napTuM MNpOU3BEAEHHOro B
Poccuinckon ®efepauun nekapcTBeHHOro npenapata Ansg MeAWMUUHCKOrO MPUMEHEHUs, 3a WCKIYeHUEM
MMMYHOBMOMNOIMYECKNX NEKAPCTBEHHBLIX MNpenapaToB, MNPOM3BOAMTENb TaKOro JEKApCTBEHHOrO npenapara
npeacraBnseT B 3MEKTPOHHOM hopme B dheaepanbHbii OpraH MCMOSIHUTENbHON BRacTu, OCYLLECTBASIOLNNA
OYHKLMN MO KOHTPOSIO M Hag3opy B cdhepe 34paBOOXpaHEHWs, OOKYMEHT MNpOM3BOAMTENS MeKapCTBEHHOMO
cpencTsa, NOATBEPKAAIOLLMIN KA4YeCTBO NEKapCTBEHHOro npenapara, W NoATBepPXAeHUe YNONHOMOYEHHOTo nuua
npou3BoauTeNst NEKapCTBEHHbIX CPEeACTB  COOTBETCTBUS  fleKapCTBEHHOro npenapata  TpebosaHusM,
YCTaHOBMEHHbLIM MPW €ro perncTpaumu.

(B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-93)

1.1. lNepen BBOAOM B rpakgaHCKMM OOOPOT KaxAoW CEpUM UMM KaxK4oW napTuvM NpOV3BEAEHHOW B
Poccuiickon ®depepaumm capmaueBTUYECKON CyOCTaHLMM NPOU3BOAMTENb TaKoOro NeKkapCTBEHHOro cpeacTtsa
npeacTaBngeT B 3MeKTpOHHOW dopme B defeparnbHblid OpraH MCMNOMHUTENbHOW BMAacTW, OCYLLECTBSIOLWNA
OYHKLMN MO KOHTPOSO M Hags3opy B cdepe 34paBOOXpaHEHWs, OOKYMEHT MPOM3BOAMTENS NeKapCTBEHHOMO
CpeAcTBa, MOATBEPXOAMOWMA KayvecTBO papmaueBTUYECKOW CyOCTaHUMKM, M OOKYMEHT, NOATBEpPXXOatoLui
COOTBETCTBME JIEKAPCTBEHHOrO CpeAcTBa TpeboBaHMAM, YCTAHOBIIEHHbIM MpPU  €ro  rocyAapCTBEHHOWN
perncTpaumm vunum peructpauumn, n O0POPMIIEHHbIA YNOMHOMOYEHHBIM fULIOM MPOM3BOANTENS NEKAPCTBEHHbIX
CpeacTs.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM OT 30.01.2024 N 1-03)

2. lNMepen BBOOOM B rpaXgaHCKM 06OPOT KaKOoW CEpUM UNN KaXK4OW MapTum BBO3MMOro B Poccuiickyto
depepaumio NekapCcTBEHHOro  npenapata And  MeOMUMHCKOTO  MPUMEHEHUs, 3@  UCKITHOYEHUEM
UMMYHOBMONOrMYeckux nekapcTBEHHbIX MpenapaTtoB, OpraHu3auus, OCyLIeCTBNAKLAas BBO3 fEeKapCTBEHHOro
npenapata B Poccunckyto ®defepauuto, npeactaBnseT B SMNEKTPOHHOW dopme B headepanbHbli  opraH
WCMNOMHMTENBHOW BRacTW, OCYLLECTBAAKLWMIA (YHKUMM MO KOHTPOMO U Haasopy B cdepe 3opaBoOXpaHEHWs,
OOKYMEHT NPOV3BOAMTENS NIEKAPCTBEHHOrO CPEeACTBa, NOATBEPXKAAOLWMIA KA4eCTBO NIEKApCTBEHHOrO npenapara,
MU NOATBEpPXAEHUE MNpPeAcTaBuUTENs OpraHusauuu, OCYLUECTBISIOWEN BBO3 JiIeKapCTBEHHOro Mpenapata B
Poccuickyto ®depepaumtio U ynorHOMOYEHHOW WHOCTPaHHbIM MNPOM3BOAMTENEM feKapCTBEHHbIX CpPeacTs,
COOTBETCTBMSI BBO3MMOrO fleKapCTBEHHOro npenapaTta TpeboBaHnsaM, yCTaHOBMNEHHLIM NPU €ro perncTpawmu.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2.1. lNepen BBOAOM B rpakgaHCKUM 0OOPOT KaXKaow Cepum U Kaxkaow napTum BBO3MMOW B Poccuinckyto
depepaumnio papmaueBTUdeckon cybCcTaHUMM OpraHu3auusi, OCYLLECTBMSIOWAA BBO3 TaKOrO MeKapCTBEHHOrO
cpeactBa B Poccuiickyito ®depepaumio, npeactaBnsgeT B ANEKTPOHHOW opme B dedepanbHbid  opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NCMONHUTENBHON BNAacTW, OCYLLECTBASAIOWMA (PYHKUMU MO KOHTPOMIO M Haasopy B cdepe 30paBoOXpaHeHus,
OOKYMEHT MpOM3BOOMUTENSA JEeKapCTBEHHOro CpeacTBa, MOATBEPXKOAKLWMN  KavyecTBO  hapMaLeBTUYECKON
cybcTaHuuu,

(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHom o1 30.01.2024 N 1-$3)

3. MNopspok npeacraBneHnss B COOTBETCTBMM € YacTamu 1, 1.1, 2 1 2.1 HacTosLLen cTaTbh JOKYMEHTOB U
CBeEHWIN O NEKAPCTBEHHbIX CPeACTBax, BBOAMMbIX B rpaxaaHCkuin obopoT, ycTaHaBnmBaeTcs [paBuTensCcTBOM
Poccuiickon depepauum.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. B oTHOLIEHWM NepBbIX TPEX Cepuii NN NapTU NekapCTBEHHOro npenapaTta, Bnepsble NPon3BeLeHHOro B
Poccunckon ®egepauun unu Bnepsblie BBo3MMOro B Poccuiickyto ®egepauuio (6e3 yyeta 403MPOBKN) B paMKax
OAHOro perncTpaunoHHOro yaoCcToBepeHus, B oegeparnbHblii opraH UCNOSIHUTENbHOW BacTK, OCYLLECTBASOLNIA
PYHKUUN MO KOHTPOMO M Haasopy B cdhepe 34paBoOOXpaHEHMs, LOMOMHUTENBHO NPencTaBnseTcs MPOTOKON
UCNbITaHWI O COOTBETCTBUM CEPUN UMK NapPTUM NEKapCTBEHHOro npenapata Ans MeauUMHCKOro NpuMeHeHus
rnokasaTtensim kayecTtea, NpegyCMOTPEHHbIM HOPMAaTUBHOW AOKYMEHTaLMen, unum TpeboBaHnsIM, YCTaHOBIEHHBLIM
npu peructpauuu B COOTBETCTBMM C akTamu, cocTaBngwowmmMmu npaso Coros3a (ganee - NpoTOKON WUCMNbITaHUR),
NMPOBOAMMBIX aKKPEAWTOBaHHBIMM B COOTBETCTBMM C 3akoHodaTtenbcTBom Poccuinckon ®epepauum o6
akkpeguTauum B HaUUWOHAmNbHOM CUCTEME akkpeauTauum degepanbHbIMU rOCYyAapCTBEHHbIMU BHOAKETHBIMU
yupexaeHmamMu, noasBeoMCTBEHHbIMU hbedepanbHOMY OpraHy MCMNOMHUTENbHOW BRacTW, OCYLLECTBASOLEMY
dyHKUUK NO BbipaboTke U peanusauumn rocyaapCTBEHHON NONUTUKMA U HOPMATMBHO-NPABOBOMY PEryNMpOBaHUIO B
ccepe 3apaBooxpaHeHus, u denepanbHOMY OpraHy UCMONHUTENBHOW BNACTU, OCyLLecTBNSALWEMY (PYHKLMM NO
KOHTpOMO W Haasopy B cdepe 3apaBooxpaHeHus. [lonyckaeTca npeactaBneHwe npoToKona MUCMbITaHWUi,
NPOBEAEHHbIX C UCMOMNb30BaHUEM CPeaCTB AMCTaHLMOHHOIO B3auMoAencTBus. [1opanok Bbldayun yKasaHHbIMU
dbegepanbHbIMU FOCYAapCTBEHHBIMU BHOMKETHBIMU YUPEXOEHMSAMU AAaHHOMO NPOTOKONa U pasmep nnaTtbl 3a ero
Bblgavy yctaHaenueatotcs Npasutensctesom Poccuickon deaepaumm.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4.1. NpeacTaBneHne NpoOToOKosia UCMbITaHUA JOMNYCKaeTCA TONbKO B OTHOLLEHUW NEePBON Cepun UNn NepBon
napTum nekapcTBEHHOro npenaparta, BrnepBble npou3BedeHHoro B Poccunckon degepaumy wvnv Bnepsble
BBO3MMOro B Poccuickyo ®efepauuio (3a UCKMNOYEHUEM NEKapCTBEHHbIX NpenapaToB, yKasaHHbIX B YacTax 4.2
n 4.3 HacTosWen cTaTbu), B criyyae NpefocTaBrneHns CBeAeHUn O gaTe Bblgadu U perucTpauvoHHOM HoMepe
3aKIMIOYEHNsT COOTBETCTBMS MPOM3BOACTBA JleKapCTBEHHbIX CpeacTB TpeboBaHUSM OpaBun  Hazmnexallen
NPON3BOACTBEHHOW MPAKTUKX, BbIGAHHOIO YNOMHOMOYEHHBIM dhedepanbHbiM OPraHoOM UCMONTHUTENLHOW BMNAcCTH,
unn ceptudmkata COOTBETCTBMSA MPOM3BOACTBA fEKAPCTBEHHbLIX CpeAcTB TpeboBaHVAM OpaBuil Hagnexallen
NPOM3BOACTBEHHOW MPAaKTUKM EBpPa3snmMcKOro 3KOHOMWYECKOro COK3a, BblAAHHOMO YMNOMHOMOYEHHBIM OpPraHoM
rocygapcrea - uneHa EBpasuickoro 9KOHOMMYECKOro CO3a, B OTHOLIEHUW NPOWM3BOACTBEHHON MMoLWaaKu
(NPOM3BOACTBEHHbLIX MIOWAA0K), OCYLWeCTBNSALWe MNponusBoACTBO FOTOBOW NeKapCTBEHHON OPMbl U
BbIMYCKaOLLMA KOHTPOSNb KavyecTBa NeKkapCTBEHHOro npenapaTta, Npu ycrioBUM OTCYTCTBUSA B TeYeHMe Tpex nerT,
NpefLwecTBYOLWMX AaTe BbiAayn NPOTOKONa UCMbITAHUA, CyYaeB BbISIBIIEHNS HECOOTBETCTBUSI YCTAHOBITEHHBLIM
TpeboBaHNAM KayecTBa JIEKApPCTBEHHbIX CPEACTB, MHQOpMauus O KOTOpbIX OnybrukoBaHa Ha caunTe
deaepansHOro opraHa MCNOSTHUTENBHOM BNacTu, OCyLLEeCTBRAIOLWEro yHKLMN NO KOHTPOS U HaA30py B cdepe
3[4paBOOXpaHEHUs, B OTHOLUIEHWM BCEX MPOU3BOACTBEHHbBIX MNMOWAA0K, OCYLECTBASIOWMX NPOM3BOACTBO
nekapCTBEHHOro npenaparta 1 BbiMyCcKaloLni KOHTPOSb KayecTBa NekapCTBEHHOro npenapaTa.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 30.01.2024 N 1-03)

4.2. He TpebyeTcs npencraBrieHMe NpOTOKONa MCMbITAHWIA, yKasaHHOro B Yactv 4 vnun 4.1 HacToswen
cTaTbW, B OTHOLIEHUN OpdaHHbIX JIEKAPCTBEHHbIX MNpenapaToB, BbICOKOTEXHOMOMMYHbBIX JfEKapCTBEHHbIX
npenapaToB, NONy4YeHHbIX U3 BMONOrM4YecKoro maTepmana onpeaeneHHoro YenoBeka u npegHasHavyeHHbIX Ang
NPUMEHEHNST 3TOMY Ke YENOBEKY.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHoMm oT 30.01.2024 N 1-03)

4.3. B OTHOLWEHNUN OAHOW Cepun MUnM OOHOW NapTMM BbICOKOTEXHOMOMMYHOMO NeKapCTBEHHOrO npenapara
(32 MCKMOYEHNEM BBLICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHbIX MpenapaToB, MNOMyYeHHbIX K3 Buonormyeckoro
MaTepuana onpegeneHHoro 4YyernoBeka M MNpefHasHavyeHHbIX AN MPUMEHEHUS 3TOMY >Xe YenoBeky), BnepBble
npounssegeHHoro B Poccunckon ®efepauum wunu  Bnepsble BBo3UMOro B Poccuiickyio  depepaumio,
npeacraBnsaeTcsa NPOTOKOST  MCMbITaHWA, MPOBEAEHHbIX C  WCMNONb30BaHMEM CPEeACcTB  AUCTaHLMOHHOMo
B3aMMOJENCTBUS B TEYEHMNE MEPBbIX TPEX JNIET NOCNe BBOAA TAKOro npenapaTa B rpaXkgaHckun oboporT.
(vacTb 4.3 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

5. ExerogHo He nosgHee 1 amnpens nNpou3BOOUTENM FeKapCTBEHHbIX CPeacTB WM  OpraHu3auuu,
OCyLLEeCTBMAKOWME BBO3 JleKapCTBEHHbIX npenapatoB B Poccunckyio Pegepaumnio, nNpeacTaBnsioT B
dhedepanbHbI OpraH UCMOMHUTENBHOW BRacTy, OCYLLECTBSIOWMA PYHKLUN NO KOHTPOMO U Haasopy B cdepe
3[paBOOXpPaHEHUs, NPOTOKOMN MCMbITAHUA MOCTYNMBLLErNO B TEeYEeHWe NpeALlecTBYIOLEro KaneHgapHoro roga B
rpaxkgaHcknii obopOT JeKapCTBEHHOrO MNpenapaTta CorflacHO pPerncTpalyMoHHOMY YOOCTOBEPEHUIO (Ha OAHY
CEpUt0 TOProBOr0 HaMMEHOBAHUS C Y4E€TOM JIEKapCTBEHHOW (pOpMblI OOHOW O03MPOBKW), MNPOBOOUMBIX
aKKpeaWTOBaHHbIMM B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccunckon ®depepaunm o6 akkpegutauum B
HaUMOHanbHOW CUCTeMe akkpeauTauun ucnbiTaTenbHbiMM  nabopaTtopusmu  (ueHTpamu). [pegcTtasneHve
NpOTOKONa WCMbITaHWUN, MPegyCMOTPEHHOIO HAaCTOSALWEWN 4YacTbio, B OTHOLUEHUW FfleKapCTBEHHbIX MpenapaTos,
yKadaHHbIX B 4acTu 4.2 HacTosiwen ctaTbu, OOMyckaeTca OAMH pa3 B Tpu roga npu ycrnosum KX BBOAA B
rpaxgaHcknii obopot. lpu npefcTtaBneHMn MNpOTOKONa MWCMbITAHUA, MPeayCcMOTPEHHOro vactamm 4 n 4.1
HacTosILLEN cTaTby, B befeparnbHbiii OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBNASIOLWNA PYHKUMN NO KOHTPOO
U Hagsopy B cdepe 34paBOOXPaHEHUs, MPOTOKON WUCMbITaHMK, MNPegyCMOTPEHHbIA HacTosWEen 4acTblo, B
yKa3aHHbIV OpraH He NpeacTaBnseTcs.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5.1. MNMpousBoauTeny nNekapcTBeHHbIX CPEACTB UMW OpraHu3auun, ocyllecTBnswmne BBo3 B Poccumnckyro
Pegepaumio  BbICOKOTEXHOMOIMMYHBIX  FIeKapCTBEHHbIX  MpenapatoB, BMECTO MNPOTOKONa  UCMbITaHWN,
npeaycMOTPEHHOro YacTblo 5 HacTosLWen ctaTby, BNpase NpeacTasuTb B doefeparibHblid OpraH UCMOMHUTENbHOM
BMacCTW, OCYLLECTBASIOWMN PYHKLUN MO KOHTPONIO M Haa30py B cdepe 34paBoOXpaHeHus, cBedeHns O aTte U
perucTpauvoHHOM HOMepe 3aKrYeHNsi 0 COOTBETCTBMU NPOU3BOAUTENS NEKAPCTBEHHBIX CPEACTB TpeboBaHMAM
OpaBui  Hagnexaiwlen npous3BOACTBEHHOW NPaKTUKM UNW - cepTudukata COOTBETCTBMSA  MPOU3BOACTBa
neKapCcTBEHHbIX CPedcTB TpeboBaHMAM [OpaBui Haafnexallen npou3BOACTBEHHOM npakTukM EBpasuiickoro
3KOHOMWYECKOro COl03a, BbIAAHHOIO YMOMHOMOYEHHBIM OpraHoM rocygapcrea - 4reHa EBpasuiickoro
9KOHOMMYECKOro CO3a, Ans NPOU3BOACTBEHHOW Nnowanky (MPon3BoACTBEHHbIX NAOLWAaA0K), OCYLLECTBISOWEN
NPOM3BOACTBO [OTOBOW JleKapCTBEHHOW (OPMbl U  BbINYCKAKOLWMA KOHTPOMb KavecTBa JieKapCTBEHHOro
npenapara.

(vacTb 5.1 BBegeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

6. I'Ipovlsao,qmenm NNeKapCTBEeHHbIX CpeacTB Unn opraHmsaunm, ocyulecTBndalolne BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®degepauunio, He MeHee YeM 3a OOWH rog A0 NNaHMpyeMblIX NPUOCTAHOBMEHUS UMK
npekpalieHMs MpouM3BOACTBa JIEKAPCTBEHHLIX MpenapaToB wunM ux BBo3a B Poccuickylo depepaumto
yBEAOMSIOT 06 3TOM B 3NEKTPOHHON chopMe dbeaeparbHblii opraH UCMOMHUTENBHOW BNACTK, OCYLLECTBSIOLLNIA
hyHKLMM NO KOHTPOIO 1 Haa3opy B cdepe 30paBooXpaHeHus U doeaeparnbHblii OpraH UCMOMHUTENBHOM BNacTH,
OCYLLECTBRAOLWMIA (PYHKLMMN MO NINLEH3UPOBAHUIO NPOU3BOACTBA NEKAPCTBEHHBLIX CPEACTB.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

7. BBog B rpaxpaHckui 00OpOT KaXOoW cepun WM Kaxkgow napTum  UMMYHOOMOMOrM4eckoro
nekapcTBeHHOro npenapata, npousBefeHHoro B Poccuiickon ®efepauumn mnu BBO3UMOro B Poccuinckyto
depepaumio, OCyLIECTBNSETCA Ha OCHOBaHWWM  paspelleHusl, BbldaHHOro depeparnbHbiM  OpraHom
NCNOSTHUTENBHOW BNACTU, OCYLLECTBNSAOLWMM YHKLMN MO KOHTPOSO U HAA30py B chepe 30paBOOXpaHEHMs!, Ha
OCHOBaHWM BblAaHHOro defepanbHbiMU FOCYAapCTBEHHBIMU BHOMKETHBIMU YUPEXOEHNAMM, YKa3aHHbIMW B YacTu
4 HacTosiLen cTaTbM, 3aKMNOYEHMST O COOTBETCTBUM CEPUM UMK NApPTUM MMMYHOBMONOrMYeCcKoro nekapCTBEHHOMO
npenapata TpeboBaHMAM, YCTaHOBMEHHbIM MpPU €ro rocydapCTBEHHOW peructpaumn. [lopsook  Bblgaym
paspelleHnss Ha BBOA B FpaXXgaHCKMA 0OOpOT cepuu unu napTum MMMYHOOMOSTOTMYECKOro J1eKapCTBEHHOMO
npenapaTta, a Takke MNOPSAOOK Bbl4ayM YKa3aHHOMO 3akrfyeHuss M pasMep nnaTtbl 3a €ero Bblgady
ycTaHaBnmBatoTcs MNMpaButenbcteom Poccunckon ®egepaumn.

7.1. dopma 1 00pAaoK NPOBEeAEHUS UCMbITaHUIA, YKa3aHHbIX B YacTax 4, 4.1, 4.3 1 5 HacTosILen cTaTby, B
TOM YuCrie C UCMONb30BaHNEM CPeACTB AMCTAHLMOHHOIO B3anMOAENCTBUS, ycTaHaBnmBaloTcs MNpaBUTeNsCTBOM
Poccuiickon depepauum.
(vactb 7.1 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

8. 3a HenpeactaBneHne UNM  HECBOEBPEMEHHOE MpeAcTaBfeHue [OOKYMEHTOB W CBeOEeHUH,
npeaycMoTpeHHbIx Yactamn 1, 2, 4, 4.1, 4.3, 5, 5.1 1 6 HacTodLen cTaTbW, NPOU3BOAUTENU NEKaPCTBEHHbIX
CpeacTB ¥ OpraHM3auum, OCyLLECTBIISIOLLME BBO3 IeKapCTBEHHbIX NpenapaTtoB B Poccuiickyo Pegepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHOA4aTeENbCTBOM Poccunckon degepaumn.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

www.consultant.ru CrpaHuua 96 ns 124
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100418
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100418
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;dst=100015
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;dst=100015
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100420
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100420
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100422
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100422
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=392082&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=392082&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100104
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100104
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100073
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=506781&amp;dst=100073
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100423
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100423
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100425
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100425
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

9. lMNpencraBneHne JOKYMEHTOB M CBeOEeHUI, NpeayCMOTPEHHbIX YacTaMmn 1, 2 n 4 HacToswen ctaTbi, U
nonyyeHne npegycCMOTPEHHOIO YacTbio 7 HACTOSLWEN CTaTbM paspelleHus Ha BBOA MMMYHOOMOMOrMyeckoro
NeKapcTBEHHOro npenapara B rpaxaaHckuii o6opoT He TpebytoTca B OTHOLLEHUWN NeKapCTBEHHbIX NpenapaTtos,
npegHasHa4YeHHbIX Onsi NPOBEAEHUST KIMMHUYECKUX WCCeaoBaHUM NeKapCTBEHHbIX MpernapaTtoB, NpoBeaeHus
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB AN OCYLEeCTBNEHUs rocyJapCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a TakKe B OTHOLUEHUW He3aperncTpUpOoBaHHbLIX NEKApPCTBEHHbIX MpenapaToB, NpeAHasHaYeHHbIX
ONs oKasaHWa MeOULMHCKOM MOMOLUM MO >KWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa wnu rpynnbl
naumeHToB, BBO3MMbIX B Poccuickyto degepaumio B cOOTBETCTBMM C yacTamu 3 1 3.1 ctaTbn 47 HacTosLLEro
depepanbHOro 3akoHa.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

10. MNpwu BbIABNEHUN B rpaxgaHCKoM 00OpoTE cepuv UM NapTUM NeKapCTBEHHOTO npenapaTa, 4OKYMEHThI
N CcBedeHUs O KOTopblX, MpegycMoTpeHHble Yactamu 1, 2, 4, 4.1, 4.3, 5 n 5.1 HacToswen cTaTbu, He
npeacTaeneHsl B egepanbHbll opraH UCNOMHUTENBHON BRacTW, OCYLECTBASIOWMN (PYHKUUM NO KOHTPOIO M
Haasopy B cdepe 34paBOOXpPaHeHMs, NMOGO cepun WM NapTum MMMYHOBMOMNOrMYEeCKoro JieKapCTBEHHOMO
npenapaTta, He WMeKLWMX pas3pelleHns Ha BBO4 B rpaxgaHcKuiA obOopoT, MpefyCMOTPEHHOrO 4YacTbio 7
HacTosLLen cTaTbu, befepanbHbIi OpraH UCMNOSTHUTENBHOW BNACTW, OCYLLECTBASIOWNA OYHKUUN MO KOHTPONO U
Hag3opy B cdpepe 34paBoOXpaHeHusi, B Mopsaake, ycTaHoBneHHoM [paButensctBoM Poccuickon degepaumn,
NPUHMMAET peLleHrMe O MpekpalleHMn rpaxgaHckoro obopota Takmx cepum unmv napTmm A0 npeacTaBneHus
yKa3aHHbIX JOKYMEHTOB M CBeAEHUN NMBO NONyyYeHUst ykasaHHOro paspeLLeHus.
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlnoc: npumeyaHue.

Ct. 52.2 He pacnpocTpaHaeTcd Ha cepuu NeKkapCTB AN BeTEepMHapHOro MNpUMEHEHWs, BBeOEHHble B
rpaxkgaHckmi o6opot go 01.09.2023, koTopble noanexar NPUMEHEHNIO 40 UCTEYEHMS CpoKa X rogHocTu (P3
ot 02.07.2021 N 317-®3).

Cratba 52.2. BBog B rpaxpgaHCKui OOOpPOT JieKapCTBEHHLIX NpenapaTtoB AfiA BeTepuHapHOro
npUMeHeHus

(BBegeHa ®epepanbHbiv 3akoHoM oT 02.07.2021 N 317-93)

1. MNepen BBOOOM B rpaxkgaHckum obOpOT Kaxaon cepum npousBegeHHoro B Poccuiickon depepaumm
JleKapCTBEeHHOro npenapata Ana BeTepuHapHOro npuMeHeHud, 3a WCK4YeHnem VIMMyHOGI/IOJ'IOFI/ILIeCKOFO
NeKkapCTBEHHOrO npenapata Ansi BETEPUHAPHOrO MPUMEHEHMs, MNPOW3BOAMTENb TaKoOro JiekapCTBEHHOMO
npenapaTta npeacTaBnsieT B YBEeAOMWUTENbHOM MNOpsifke B diedepanbHbii OopraH WCMONHUTENbHOW BMacTMy,
OCYLLECTBRSAOWMNIA DYHKLUMM MO KOHTpOnt (Haasopy) B cdepe obpalleHusi NekapCTBEHHbIX CPeAcTB Ans
BETEPUMHAPHOIo NPUMEHEHMS;

1) OOKYMEHT npoun3soguTena nekapCTBeHHbIX CpeacTs, nomsepm,u,arou.l,wz COOTBETCTBME Ka4vecTBa
NNeKapCTBeHHOro npenapata pgna BeTepuHapHOro npuMMeHeHund, BBOOMMOIO B rpa>|<,u,aHC|<m7| O60pOT,
Tpe6OBaHI/IFIM, YCTaHOBJ1€HHbLIM MpWU ero rocyp,apCTBeHHon perncTtpaunu;

2) noaTBepXaeHue YMONHOMOYEHHOro nuua Mpou3BOOAUTENS NEKAPCTBEHHbLIX CPEACTB COOTBETCTBUS
neKkapcTBEHHOro rnpenapata Ans BEeTEPUHaApHOro MpUMeEHEHUs TPeGoBaHUSAM, YCTaHOBMEHHbIM MpPU  ero
rocyaapCcTBEHHOW permcTpaumm.

2. MNepepn BBOOOM B rpaXkdaHCKMIA OOOPOT KaXOoW cepum BBO3MMOro (nepemelyaemoro) B Poccuiickyto
depepaumto  nekapcTBEHHOro  npenapata Afsi  BETEPUHAPHOrO  MPUMMEHEHWUsi, 3@  UCKIHYEHMEM
MMMYHOBMOMOMMYECKOro  JIEKAapCTBEHHOro MpenapaTta [ffis  BEeTEPUMHAPHOrO MPUMMEHEHWSs, OpraHvsauus,
OCyLLeCcTBAOLAaA BBO3 (NEpeMeLleHME) JEeKapCTBEHHOrO npenapaTta Ansi BETEPUMHAPHOTO MPUMEHEHUS B
Poccuiickyto ®egepauuto, npeacTaBnsieT B yBeAOMUTENBHOM Mopsiake B dreaeparnbHblii opraH UCMNOSTHUTENbHOW
BMAcTW, OCYLLECTBASIOWMNA DYHKLUM MO KOHTPOSO (Hag3opy) B cdepe obpalleHns NekapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOIO NPUMEHEHWUS:

1) OOKYMEHT npoun3soguTena JIeKapCTBeHHbIX CpeacTs, I'IOﬂTBep)K,D,aPOLLI,I/IIZ COOTBETCTBME Ka4decCTBa
NNIeKapCTBeHHOro npenapata pla BeTepuHapHOro npuMMeHeHud, BBOOMMOIO B Fpa)I(,D,aHCKVIVI O60pOT,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero rocyp,apCTBeHHon pernctpaunu;

2) noAaTBepXAeHWe nuua, YNONHOMOYEHHOro JepXaTeneM unv  BnagenbueM  pPerncTpaumoHHOro
YAOCTOBEPEHMs1 NeKapCTBEHHOro npenapaTta Ans BeTepUHapHOro NPUMEHEHUs, COOTBETCTBUS NEKapCTBEHHOro
npenapata [Ons BeTEPUHAPHOrO MNpUMeHeHUs TpeGoBaHUsM, YCTaHOBMEHHbIM MpU ero rocyaapCTBEHHOMN
perucTpaumm.

3. BBog B rpaxgaHckuii 060poT BBO3MMOro (nepemellaemoro) B Poccuiickyto ®egepaumto nekapCTBEHHOTO
npenaparta Ona BEeTepUHaApPHOro npuMeHeHna OCYLLEeCTBIAeTCA Npu HalMdnm 3akKrni4vyeHna O COOTBEeTCTBUU
Nnpon3BoauTENsl NEKapCTBEHHbIX CpeacTB TpeboBaHWsIM NpaBuil Hagnexalwien Npou3BOLCTBEHHOW MPaKTUKM,
BblAHHOIO YMONTHOMOYEHHbIM befeparnbHblM  OpraHOM MWCMOMHUTENbHOW BRactu Ansi Npou3BOACTBEHHOW
NroLaaKkM NekapCcTBEHHOIO NpenapaTa A BETEPMHAPHOro NPUMEHEHUS!, BBOAMMOTO B rpaXaaHCckuii 060oporT.

4. Jlvuo, ynonmHOMOYEeHHOEe [JepxaTeneM WNW Bnagenbuem PerucTpaLyMoHHOro  yAO0CTOBEepeHus
NeKkapcTBEHHOro npenapaTa Ans BeTepuHApHOro NMpUMeHeHWsl, JOMKHO GbiTb aTTecToBaHO B YCTAHOBIIEHHOM
YNONTHOMOYEHHBLIM dheaeparnbHbIM OpraHoM UCMONMHUTENBHOW BMAcTW OOpAAKE U UMETb CTaX paboTbl He MeHee
YyeMm MATb NeT B 06nacTu NpPou3BOACTBa M (MNW) KOHTPOIS KayecTBa flekapCTBEHHbIX CpeacTB nNMbo B oGnacTtu
MOHUTOPUHIa 3P EKTMBHOCTU 1 6E30NaCHOCTU NEKApCTBEHHbIX NMpenapaToB Afsl BETEPMHAPHOrO NMPYMEHEeHMs,
NPOBOAMMOrO AepxaTenem unu BrafenbueM PerucTpauvoHHOro yAOCTOBEPEeHUsl NleKapCTBEHHOro npenapara
ANA BETEPUHAPHOrO MPUMEHEHUA NGO YNONMHOMOYEHHBIM UMW OPUANYECKUM MULIOM, Bbicllee oGpasoBaHue
COOTBETCTBEHHO MO OAHOW W3 crneuuanbHocTen M (MnK) oOHOMY M3 HanpaBrneHuit MoAroToBKW: Guonorus,
GUOTEXHONOIMS, BETEPUHAPUS, BETEPUHAPHO-CaHUTapHasa 3KcnepTunaa, KNMHUYeckas MeavuyHa, paguaumMoHHas,
XMMuUyeckast U Guornorndeckas 3awmta, dpapmauusi, ddoyHOameHTanbHas MeauuMHa, XMmmudeckasi TEXHOMorus,
XUMUSL.

5. MNopsagok npeacTaBneHns B COOTBETCTBUM € YacTsiMn 1 U 2 HaCTosILLEN CTaTbM JOKYMEHTOB N CBEOEHUN
O INeKapCTBEHHbIX Mpenapatax Ans BeTepMHapHOro MPUMEHEHUsl, BBOAUMbBIX B rpaxdaHckui o006opoT,
ycTaHaBnuBaeTcs NpaButensctBoM Poccunckon degepaumn.

6. B oTHOWweHUN nepBbIX OBYX CEPUn NEKapCTBEHHOro npenaparta ANns BETEepPUMHAPHOro MNpUMEHEHNS,
BrnepBble nNpoudseaeHHoro B Poccuiickon denepaumm nnm Brnepeblie BBO3MMOro (nepemelliaemoro) B Poccuiickyto
®epnepaumio, B defepanbHbIii opraH WUCNOMNHUTENbHOW BNAcTW, OCYLLECTBASIOWNA (PYHKUMM MO KOHTPOMO
(Hag3opy) B cdepe obpalleHust NeKapCTBEHHbIX CPeacTB AN BETEPMHAPHOrO MNPUMEHEHUsl, Hapsagy ¢
OOKyMEeHTamu, nNpegyCMOTPEHHbIMU YacTsiMu 1 U 2 HacTosILLEN cTaTby, NPEACTaBMASTCS NPOTOKONbI UCTIbITAHWA
O COOTBETCTBUM 3ITUX CEPWUN NEKAPCTBEHHOro npenapata Ansi BETEPUHAPHOro MNpPUMEHEHUsSI MokKas3aTensam
KayecTBa, NpPeayCMOTPEHHbIM HOPMAaTMBHbLIM [JOKYMEHTOM (ganee - NPOTOKON WCMbITaHURM), NPOBOAUMbIX
aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon depepaumm o6 akkpeautaumm B
HaLMOHanbHOW CUCTEME aKKpeauTauum ucnbiTaTenbHbiMy nabopatopusiMm (LeHTpamu).

7. BExerogHo He no3gHee 1 (heBpans MNpoOM3BOAMTENN FEeKapCTBEHHbIX CPEACTB WM opraHusaumu,
OCyLLEeCTBMIsIOLWME BBO3 (MEpemMelleHMe) NeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHONO MPUMEHEHUS B
Poccuiickyto denepaumio, NnpeacTaBnsioT B defepanbHblil opraH UCMONHUTENBHOM BRacTu, OCYLLECTBSIOWUIA
yHKUMM NO KOHTpomnio (Haasopy) B cdepe obpalleHUs NekapcTBEHHbIX CPeAcTB [AONs BeTepuHapHOro
NpUMEHeHWsl, MPOTOKOS MCMbITaHWA MOCTYNMBLUEro B TEYEHWe roda B rpakaaHCKuid oBOopOT NekapCTBEHHOro
npenaparta Ansi BEeTEPUHAPHOIO NMPUMEHEHNSI KOHKPETHOIO Npou3BoAuTeNs (Ha OAHY CEepuIo KaXKOoro TOProBoro
HauMeHOBaHMSI C Y4eTOM JieKapCTBEHHOW (DOpMbl, a AMfsl JIeKapCTBEHHOro npenaparta [Afisi BeTepuHapHoro
NPUMEHEHNS!, He SBMSAOWErocs WMMYHOOMONMOrMYECKUM, TaKke C Y4eTOM [O3VPOBKM), MNPOBOAUMbIX
aKKpeAMTOBaHHLIMU B COOTBETCTBMM C 3akoHodaTenbcTBOM Poccuiickon ®epepauum 06 akkpeautaumum B
HauMoHarnbHOM cucTeMe akkpeauTauun UcnbiTaTenbHbIMU abopaTopuamm (LeHTpamm).

8. BBoa B rpaxgaHckuin 060poT MMMYHOBMOMNOrMYeCcKoro NekapcTBEHHOroO npenapaTa ans BeTepuHapHOro
npumeHeHusi, npomnsseneHHoro B Poccuiickon depepaumm unum BBO3MMOro (nepemeltaemoro) B Poccuiickyto
degepaumio, OCYLIECTBNSETCH Ha OCHOBaHWM  paspelleHus, BblJaHHOTO  befepanbHbIM - OpraHoM
WCMNOMHUTENBHOW BRacTW, OCYLLECTBAAKWMM (yHKUMM MO KOHTponw (Hagsopy) B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOro MpUMEHeHus. Yka3aHHOe paspelleHue BbldaeTcs Ha OCHOBaHUU
MPOTOKONa UCMbITaHWI, NPOBOAMMBIX aKKPeAUTOBAHHBIMW B COOTBETCTBMU C 3aKOHOOATENbCTBOM Poccumnckon
denepaummn 06 akkpeauTaLuum B HaUMOHarNbHOW CUCTEME akKpeauTauMu opraHu3auusiMu, nogBegoMCTBEHHBIMU
dhegepanbHOMY OpraHy UCMOSTHUTENbHOM BNAcTW, OCYLLEeCTBASIOWEMY (DYHKLMM NO BbipaboTke rocyaapcTBEHHOM
MONMUTMKA U HOPMAaTMBHO-MPABOBOMY pErynMpoBaHuio B cdepe arponpoMbILLIIEHHOr0 KOMMMEKca, BKo4vas
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

obpalleHne nekapCTBEHHbIX CPEACTB [ BETEPUHAPHOrO MPUMEHEHUs, wnu denepansHOMy OpraHy
WCMOMHUTENBHOW BNacTW, OCYLLECTBRsAWEMY QYHKLUMM MO KOHTpomw (Hag3opy) B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB AN1S BETEPMHAPHOIO NMPUMEHEHUS, a TaKkke JOKYMEHTOB U CBEAEHWUIA, NPeayCMOTPEHHbIX
yacTtbto 1 (ona npenapaToB, npousBedeHHbIX B Poccuiickon ®Pepepauumn) nnm yactbio 2 (4ns npenapartos,
BBO3MMbIX (NepemeLtaembix) B Poccumnckyto degepaunio) HacTosILLEn cTaTbu.

9. CpokK Bblgayn paspeLleHunsi, ykasaHHOro B YacTu 8 HacTosILWEeN cTaTby, COCTaBNSET NATb paboumx gHewn
CO OHSA npefcTaBfieHNsi NPOM3BOAMTENEM fEKapCTBEHHbLIX CPEACTB UM OpraHn3auunen, OCyLLeCTBASIOWEN BBO3
(nepemelLeHne) NekapcTBEHHOro npenapara And BeTepuHapHOro npumeHeHusa B Poccunckyto degepaumio, B
denepanbHbIl OpraH UCNONHUTENBHON BRACTW, OCYLLECTBASIOWNA PYHKLUUX MO KOHTPOno (Hagsopy) B cdepe
obpalleHnst NekapCTBEHHbIX CPEACTB ANsi BETEPUHAPHOrO NPUMEHEHUS, AOKYMEHTOB, NPeayCMOTPEHHbIX YacTbto
8 HacTosLEen cTaTbu.

10. PaspelueHune, ykasaHHOe B 4acTy 8 HacCTosILLEN CTaTbM, BblOAETCA B OTHOLUEHMW KaXXOOW U3 NepBbIX
OBYX cepuii UMMYHOBMOMOrMYecKoro NekapCTBEHHOro npenapaTta Ansi BeTePUHApPHOro NpUMEHEHUs, BrepBble
npounsseneHHoro B Poccunckon ®epepauuu unuv Bnepsble BBO3MMOro (nepemeltaemoro) B Poccuiickyto
depepaumto. Takoe paspelleHne BblgaeTcs Ha BeCb CPOK oObOpalleHuss cepuyv  MMMYHOOMOMOrMYeCcKoro
nekapcTBeHHOro npenapaTta And BeTepUHapHOro MPUMEHEHUs, B OTHOLUEHWM KOTOpPOW OHO BbldaHo. B
OTHOLUEHMWN MOCMNEeAYLWMX CEPUN OOHOr0 TOProBOr0 HaMMEHOBAHMS UMMYHOOMOMOrMYECKOro MneKkapCTBEHHOMO
npenapaTta Ons BETEPUHAPHOro MNpUMEHEHMUs, npou3BeneHHoro B Poccunckon degepaumm vnm BBO3MMOrO
(nepemewaemoro) B Poccunckyto depepaumio, Takoe paspelleHne BblgaeTcs CpokoM Ha Tpu roga. opsagok
BblJayM paspeLleHns Ha BBOA B rpa)kgaHCKMn 060poT MMMYHOBMOMNOrMYeckoro fiekapcTBEHHOrO npenapaTa Ans
BETEPUHAPHOro NpMMeHeHUs, NOPAAOK BblAayu NPOTOKONa UCMbITaHUA, yKasdaHHbIX B YacTu 8 HacTosLWen cTaTbi,
a Takke MeToauKa onpedeneHns pasmepoB nnaTtbl 3a Bblgady YKasaHHOro MpoToOKona WUCMbITaHUR
ycTaHaBnmBaeTcs NMpaButenbcteoM Poccunckon ®egepaumn.

11. MMMyHO6I/IOJ'IOFI/I‘-IeCKI/Ie NeKapCTBEHHbIE NMpenapaTbl AnA BeTepUHaApPHOro npMMeHeHuna, sBeieHHble B
rpa>|<,anCK|/u7| 060pOT B COOTBETCTBMU C YacCTblo 8 HacTosLWEeN cTaTbu, noanexar XpaHeHUko, nepeBo3ke, OTNYCKY,
peanun3auunn, nepegaye, npuMeHeHNo 40 NCTe4YeHnA Cpoka X rogHoOCTU.

12. 3a HenpeacrtaBneHMe UNM HECBOEBPEMEHHOE NpeacTaBfieHNne [OOKYMEHTOB W CBEAEHWMH,
npeaycMoTpeHHbIX yactamum 1 - 3, 6 U 7 HacTodlen cTaTbu, NPOM3BOAUTENWN NEKAPCTBEHHbLIX CPeacTB U
opraHu3auuu, OCYLLEeCTBsOWMe BBO3 (NepeMelleHne) NEeKapCTBEHHbIX MpenapaToB Ansi BeTepUMHapHOro
npumeHeHnns B Poccuickyio depepaumio, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon depepauum.

13. MNpeacrasneHne 4OKYMEHTOB U CBEAEHUN, NPeaYCMOTPEHHbIX YacTamu 1 - 3, 6 1 7 HacTosILLen cTaTbM,
N nonydeHue paspeLleHusl, YKasaHHOro B 4YacTu 8 HacTosiwen cTaTbl, He TpebyrTcsa B OTHOLUEHMM
NeKapCTBEHHbIX NpenapaTtoB AN BETEPUHAPHOro NpUMEHEHUs, NpeaHas3HavYeHHbIX AN BbiBO3a M3 Poccumnckom
depepaumm, NpoBegeHUs AOKITMHUYECKUX UCCIeQOoBaHNA NIeKapCTBEHHbIX CPEeACTB, KIMMHUYECKNX NCCIeaoBaHUN
NeKapCTBEHHbIX NpenapaToB A4S BETEPMHAPHOrO NPYMEHEHMS M BBO3a A118 LieNen, ykadaHHbIX B NyHKTE 5 yacTu
1 ctateum 50 HacToswero PegepanbHOro 3akoHa, a Takke 0bOpasLoB MekapCTBEHHbIX npenapaToB Ans
BETEPUHAPHOro NPUMEHEHNS, NpeaHa3Ha4YeHHbIX ANs NPoBeaeHUst 3KCNepPTU3bl NIEKAPCTBEHHbLIX CPEACTB B LEensax
OCYLLECTBIEHUS] TOCYAapCTBEHHOW PErmcTpaLmn NeKapCTBEHHbIX NPenapaToB AN BETEPUMHAPHOIO MPUMEHEHUS
UNN BHECEHUS WN3MEHEHWUA B PErMcTpaLMOHHOE [0Cbe Ha JleKapCTBEHHLIN nNpenapaT Ana BeTepUHapPHOro
NPUMEHEHNSI.

Cratba 53. lpopaxa, nepepavya nekapcTBeHHbIX CpPeACTB OpraHU3auMssMU ONMTOBOM TOProBnU
neKapcTBeHHbIMU cpeacTBaMu

1. OpraHvsaumy ONTOBOW TOPrOBMN JIEKAPCTBEHHBIMW CpeAcTBaMM MOTYT OCYLIECTBNATbL MNPOAaXY
nekapCTBEHHbIX CPEACTB WM nepefaBaTb UX B yCTAHOBEHHOM 3akoHogaTenbcTBoM Poccuickon Pegepauum
nopsiake (3a UckrYeHnemMm dapmaueBTMYeckon cybcTaHumm cnupTa 3TUOBOro (3TaHona) ¢ y4eTom TpeboBaHui
YacTu 3 HaCTosLEN CTaTbK:

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 481-93, o1 04.08.2023 N 428-03)

1) ApyrMm opraHM3aumsiM ONTOBON TOPTrOBMM NEKAPCTBEHHLIMW CPeaCcTBaMu;

2) npon3BoanTENAM NeKapCTBeHHbIX CpeacTB A4 uenen npon3BoAcCTBa JieKapCTBEHHbIX CPeACTB,;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3) anTeyHbIM OpraHM3auusiM U BETEPUHAPHBIM anTeYHbIM OpraHn3auusiv;

4) Hay4YHbIM OpraHu3aumam NS Hay4YHo-UccrenoBaTeNnbCkon paboThl;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) nHgmBuayanbHbIM NpeanpuHUMaTensaM, MMEeLMM NUUEH3N0 Ha dapMaueBTUYECKylo AesTeNbHOCTb
W NALIEH3NIO HA MEOVLMHCKYIO AESTENbHOCTb;

6) MeOMUUHCKMM OpraHusauusiM, B TOM YMCE CO34aHHbIM W 3aperncTpupoBaHHbLIM B COOTBETCTBUM C
3aKoHOOATeNbCTBOM WMHOCTPAHHOIO rocygapctea - uvneHa OpraHusaumm 3KOHOMUYECKOrO COTpYAHMYECTBA WU
pPasBUTUS WHOCTPaHHbLIM  OPUAMYECKMM  NMUAM, WHAMBUAYaANbHbIM  NpegnpuHUMaTensaM, SIBRASOLWLMMCS
yyacTHVMKamMn npoekTa B cooTBeTCTBUM ¢ PegepanbHbiM 3akoHoMm OT 29 uoHs 2015 roga N 160-¢3 "O
MEeXOyHapO4HOM MEAMLMHCKOM KrnacTepe W BHECEHUN W3MEHEHWA B OTAEeNbHble 3aKOHOAAaTesNbHble akThbl
Poccuiickon ®epepaunn”, n BeTEpUHAPHBLIM OpraHn3aumsm;

(B pea. PenepanbHbix 3akoHOB 0T 26.07.2019 N 240-93, o1 04.08.2023 N 428-93)

7) opraHuMsaumMsM U MHAMBMAYasNbHbIM  MpeanpuUHUMAaTEnsM,  OCYLUECTBMSOWMM  pasBeneHue,
BblpalLMBaHNE N COAEPKAHNE XKMBOTHbIX (3a UCKMOYEHMEM NPOL4AXN UM hapMaLeBTUYECKUX CyOCTaHLUMUA UK UX
nepegaun).

(n. 7 B pea. PegepansHoro gakoHa ot 02.08.2019 N 297-93)

2. OpraHusaummM ONTOBOW TOProBfM INEKApCTBEHHbIMU CPeACTBaAMW HE BNpaBe OCYLLECTBMATb MPOAaxy
(nepepady B YyCTaHOBMEHHOM 3akoHopaTenbcTBOM Poccurckon ®depepauun nopsake) dapmaueBTUyYecKon
cybcTaHuum cnvpTa 3TUNoBOro (3TaHona).

(4acTb 2 B pea. PepepanbHoro gakoHa ot 27.12.2019 N 481-93)

3. OpraHusauum OMTOBOW TOProBAM NEeKapCTBEHHbIMW CPeacTBaMU MOTYT OCYLIECTBNATbL MPOLaxy
(nepepady B YyCTaHOBMEHHOM 3akoHodaTenbCTBOM Poccuiickon depepaumm nopsake) nekapcTBEHHOro
npenapaTa ans MeAULUHCKOIo NPUMEHEHUS! C MeXAyHapoaHbIM HENaTEHTOBAaHHBIM HAauMeHoBaHveM "OTaHon":

1) opuanyeckum nvuaMm, UMEKLWUM JNULEH3NKO Ha dapmaueBTMYECKY0 OeATenbHOCTb B cdepe
obpalleHnst nekapCTBEHHbLIX CPEACTB ANA MEAULNHCKOrO NPUMEHEHUS;

2) uHguByayanbHbIM NpeanpyHUMaTensm, UMEOLUM NMLEeH3NI0 Ha dapMaLeBTUYecKyo AesATeNbHOCTb B
cthepe obpallieHVst NEKAaPCTBEHHBIX CPEACTB AN MEAULMHCKOrO NPUMEHEHUS;

3) HamMBMAayanbHbLIM NPeAnPUHUMATENAM, UMEIOLUM NTULIEH3UIO HA MeQULIMHCKYIO OeATeNbHOCTb;
4) opyandecknum nuuamM, UMeoLLIMM NIULIEH3NIO Ha MEeANLMHCKYO AeATEeNbHOCTb;

5) WHOCTpaHHbIM OPUOMYECKUM IMUAM W  WHAUBMAYaANbHbIM NpeanpuHUMaTensaM, CO30aHHbIM U
3aperMcTpupoBaHHbIM B COOTBETCTBUM C 3aKOHOAATENLCTBOM MHOCTPAHHOTO rocyaapcTea - YneHa OpraHusauum
3KOHOMMYECKOTO COTPYAHMYECTBA W pPas3BUTUSA, SBMAAIOWMMCS Y4yacTHMKaMy MNpoOeKTa B COOTBETCTBUM C
depepanbHbiM 3akoHoM OT 29 moHs 2015 roga N 160-03 "O mexagyHapogAHOM MeOMLMHCKOM Kractepe Wt
BHECEHMM U3MEHEHUI B OTAENbHbIE 3aKoHoAaTerbHble akTbl Poccunckon ®epepaunn';

6) ucnbiTaTenbHbIM nabopatopusam (LeHTpaM), NPOBOASALLMM MCMbITaHUS B 06racTi KOHTpOns kadecTea
neKapCTBEHHbIX CPEACTB, akKKkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHoAaTeNbCcTBOM Poccuiickon Penepaunm 06
aKkpeauTauum B HaUMOHaNbHOWM CUCTEME akKpeauTaumm.

(vacTb 3 BBegeHa denepanbHbiM 3akoHoM OT 04.08.2023 N 428-03)

Cratbsa 54. [lpaBuna onToBON TOProBNU NeKapCcTBEHHbLIMU cpeacTBaMmu

1. OnToBasi TOProBns NEKAPCTBEHHbIMU CPEACTBAMU OCYLLECTBASIETCA NPOM3BOAUTENAMN NTEKAPCTBEHHbIX
CpeAcTB W opraHvsaumsaMuM OMTOBOW TOProBNW feKapCTBEHHbIMW CpeacTBamMu NO OpaBuiaM Hagnexallen
ONCTPUBBLIOTOPCKON NPaKTUKK, YTBEPXKOEHHbIM EBPa3ninckon SKOHOMUYECKOM KOMUCCUEN, 1 NpaBuUiiam XpaHeHUs
NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbBIM YNOMHOMOYEHHbIM doefeparnbHbIM OpraHoM UCMOMHUTENbHOW BRacTy.
(vactb 1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

2. OpraHusauusi ONMTOBOW TOProBfM JieKapCTBEHHbIMU cpeacTBamu o00sizaHa cobniogaTb npedernbHble
CPOKN OTrpy3kM 3aTpeboBaHHLIX anTeYHOW OpraHusaumelnt NEeKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNST N He BrpaBe OTKasbiBaTb anTEYHOW OpraHvM3aLumu, C KOTOPOW Yy Hee 3aKmyeH COOTBETCTBYHOLLUIA
[OroBop O NOCTaBKax NekapCcTBEHHbIX NpenapaToB A9 MEAULUHCKOrO NPUMEHEHMUS, B NOCTaBKe NEKapCTBEHHbIX
npenapaToB AN MeOULMHCKOTrO NPUMMEHEHUST NMPU HanM4um 3aTpeboBaHHbIX NEKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO MPUMEHEHWUsI Yy OpraHu3auMu OMTOBOW TOProBfM JIEKApCTBEHHbIMM cpedcTBamu. [MpenenbHble
CDOKW OTrpy3kM 3aTpeboBaHHLIX anTeYHOW OpraHusaumelnt NeKapCTBEHHbIX MpenapaTtoB And MeOuUMHCKOro
NPUMEHEHNST B 3aBUCMMOCTU OT PacnosioKeHNsS MecTa OTrPY3KM JIEKAPCTBEHHbIX NpenapaToB A1 MeAULMHCKOro
NPUMEHEHNS YCTaHaBNMBAKOTCA YNONHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BNACTW.

(vacTb 2 BBegeHa degepanbHbiM 3akoHOM OT 26.03.2022 N 64-03)

Cratba 55. MopsaaoK po3HUYHOWN TOProBnu NIeKapcTBeHHbLIMU NpenapaTamm

1. PO3HMYHast TOpProBns nekapCcTBEHHbIMU MpenapartamMmn B KONMYecTBax, HEOOXOOUMbIX ANSA BbINOSHEHWS
BpayebHbIX (henbalepckux) HasHa4YeHMrM WU  HasHadeHurW cneuywanuctoB B obnactu  BeTepuHapuw,
OCYLLECTBASIETCA anTeYHbIMU OpraHn3aumMsaMu, BeTepUHapHbIMU anTeYHbIMU OpraHu3aLmMaMu, MHAMBUAYanbHbIMA
npeanpyHMMaTensiMM, UMEKLWMMM  JIMUEH3NI0  Ha  (bapMaueBTUYECKYD  OEesITeNbHOCTb, MELULUHCKMMM
OopraHu3auusaMu, UMEeLWMMM §UUEH3NI0 Ha dapMaueBTUYECKYID [OEeATeNbHOCTb, U WX 000cobneHHbIMK
noapasgeneHnsiMmn, pacrionioXXeHHbIMU B CENTbCKMX HaCeNeHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeuHble
opraHusaumm, U BeTepMHapHbIMU OpraHn3aLmsaMm, UMEKLWUMM NULIEH3MIO Ha hapMaLEeBTUYECKYIO OeATENBHOCTb.
PaspelueHa po3HMYHAs TOProBns TOMbKO FfEKapCTBEHHbIMWM NpenapataMu, 3aperncTpupoBaHHbIMW B
Poccuiickon depepaumm nnbo B COOTBETCTBUM C akTaMu, COCTaBnsowmnmn npaso Cotosa, Unmn n3roToBrneHHbIMM
anTeYHbIMK opraHmsaumsmu, BETEPUHAPHBLIMU anTeyHbIMM opraHu3aumsimu, UHAMBUOYaNbHbIMU
npegnpyHMMaTeNnsiMM, UMEKLWMMN JNULEH3NI0 Ha dapMaLeBTUYECKYlD OeATeNbHOCTb. PO3HMYHas Toprosns
neKkapCTBEHHbIMX  MpenapaTtaMyM  OCYLLECTBNAETCA MO MpaBuiiaM Haanexawlend anTevyHOW  MpakTuKu,
YTBEPXKAEHHbIM YNONTHOMOYEHHBLIM doefeparnibHbiM OPraHoOM UCNOSNTHUTENBHOW BNacTu.

(B pea. ®egepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-03, ot 30.01.2024 N 1-93, ot
08.08.2024 N 323-93)

1.1. Po3HMYHass TOproBns JIieKapCTBEHHbIMW MNpenapataMmy Ans MeAUUMHCKOro MnpuMeHeHus (3a
WCKIIOYEHMEM JNEKAPCTBEHHbIX MNpenapaToB, OTMYCKaeMbiX MO peLenTy Ha JeKapCTBEHHbIA npenapar,
HapKOTUYECKNX FEKAPCTBEHHbIX MNpenapaTtoB W MNCUMXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTtoB, a Takke
CNUPTOCOAEPKALLMX JIEKAPCTBEHHbLIX NPenapaTtoB ¢ 06bEMHON J0ONen 3TUMOBOrO cnupTa CBbille 25 NPOLEHTOB)
MOXET OCYLLECTBMNATLCS anTeYHbIMU OpraHu3auusiMM OUCTAHUMOHHBIM  CMocoboM. PO3HUYHYHO TOProBmo
NeKkapCTBEHHbIMX  MpenapaTamMm AN MEAWLUMHCKOrO MNPUMMEHEHWS  OUCTAHUMOHHBIM — CMOCcObOM  MOryT
OCYLLECTBNSATbL anTeyHble OpraHM3auun, UMeKLMne JMUEH3NI0 Ha ¢apMaueBTUYECKYD OEeATEeNbHOCTb W
COOTBETCTBYIOLLIEE pa3pelleHne defeparnbHOro opraHa MCMOSTHUTENbHOM BNacTh, OCYLLECTBNAOLWEro oyHKUUN
Nno KOHTPOMO W Hagsopy B cdepe 3apaBooxpaHeHusi. opsigok Bblgayn paspelleHus Ha OCyLlecTBneHue
PO3HWYHOW TOProBnM NEKapCTBEHHbIMW MnpenapaTaMy AUCTAHLUMOHHLIM CrocoboM, TpeboBaHWUS K anTeYHbIM
opraHu3auusaM, KOTopble MOTYT OCYLLEeCTBMATbL Takyld TOProOBMIO, M MOPSOOK €e OCYLLEeCTBMEHUSA, a TaKke
npaBuna AOCTaBKM JIEKAapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaenumsawTcsa [MpaBuTenbcTBom Poccumnckon
depepaumn. MHpopmaumsa 06 onnaveHHbIX (OTMYLWEHHBIX) U NOSyYeHHbIX FIEKAPCTBEHHbIX NpenapaTtax BHOCUTCS
B CUCTEMY MOHWUTOPUHra OBWKEHWSI NEKAPCTBEHHbLIX NpenapaToB AN MeOULMHCKOrO NMPUMMEHEHUS B nopsigke,
npeaycMOTPEHHOM YacTblo 7 cTaTbn 67 HacToswero degepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX opraHvM3auuin v npaBuna OTMyCcKa feKapCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOro
NMPUMEHEHUS anTeYHbIMW OpraHn3auusaMn, UHAMBUAYaNbHbIMWU NPEANnPUHUMATENAMAU, UMEOLLMMN NNLEH3NIO Ha
hapmMaLeBTMYECKY0 OeATeNbHOCTb, a Takke npasuna OTrnycka fekapCTBeHHbIX nNpenapaToB Ans MeguunHCKOro
NPUMEHEHU MEeAMLUUHCKMMM OpraHm3aumsamMmn, UMEeLWMMK NULEH3NI0 Ha hapMaueBTUYECKYI0 OeaTeNbHOCTb, U
nx 060cobneHHbIMU noapasfeneHnusaMu, PacroNOXEeHHbIMU B CENbCKUX HaCemNeHHbIX MYHKTaxX, B KOTOPbIX
OTCYTCTBYIOT  anTeyHble OpraHusaumu, YTBEpPXAalTCs  YNONMHOMOYEHHbIM  dedeparnbHblM  OpraHom
NCMONHWUTENbHON BNacTy.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 08.08.2024 N 323-03)

3. [paBuna oTnycka HAPKOTUYECKUX CPEACTB U NCUXOTPOMHBIX BELLECTB, 3aperMcTpupoBaHHbIX B KayecTse
NeKapCTBEHHbIX MpenapaToB, JIEKApCTBEHHbIX MpenapaTtoB, CoAepXKaluMxX HapKoTUYeckMe CcpeactBa U
MCMXOTPOMHbIE BELECTBa, YTBEPXKAAOTCS YNOMTHOMOYEHHbIM defeparibHbIM OpraHOM UCMONTHUTENbBHOW BracTy
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Mo corfacoBaHuio ¢ hefepanbHbiM OpraHOM UCMOMHUTENBHON BNAcTW, YNONHOMOYEHHbIM B Chepe BHYTPEHHUX
aen.
(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapCTBeHHble npenapaTbl ANs BETEPUHAPHOro MPUMEHEHMUST MoAnexaTr OTMYCKy BeTepuHapHbIMU
anTeyHbIMU OpraHM3auusiMi, BEeTEPUHAPHBbIMW OpraHu3auusMKn, WHOAUBUOYAIbHLIMU NPEeANnpPUHUMATENSMN,
UMEKLLUMUN JIMLEH3NIO Ha hapmaueBTUYECKY0 OeaTenbHoCTb. OTNyCcKk IeKapCTBEHHbIX MpenapaToB Ans
BETEPVMHAPHOIo NMPMMEHEHMS OCYLLIECTBSAETCA B COOTBETCTBMM C IpaBuiaMy Hagrexaiwlen anTe4yHoW NpakTUKm
NEKapPCTBEHHbIX NpenapaTtoB AnNd  BETEPUMHAPHOIO  MPUMEHEHUS, YTBEPXKOEHHbIMW  YNOSTHOMOYEHHbBIM
denepanbHbIM OpraHoOM UCNOMTHUTENBHON BNACTH.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

5. MNepeyeHb MegUUMHCKUX OpraHu3auui, UMELMX NLEH3NI0 Ha hapMaLEeBTUYECKY0 AEATENbHOCTb, U
nx 060Cco6nNEeHHbIX NoApa3AeneHni, PacnosIoKEHHbIX B CENTbCKUX HAaCENEeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHuM3auuu, a Takke nNepeyvyeHb JeKapCTBEHHbIX NpenapaToB, npodaxa KOTOpbIX MOXeT
OCYLLECTBMATLCA YKa3aHHbIMWM OpraHuM3aumsiMM M Mx 00O0COBMNEHHLIMU MNoApasfeneHnsIMKN, yCTaHaBNMBAKTCH
NCMNonHUTENbHBIMK OpraHamu cyobekToB Poccuiickon ®enepauun.

(B8 pen. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N_105-93, o1 08.08.2024 N 232-®3, ot
08.08.2024 N 323-93)

6. AnTeyHble oOpraHuM3auuMu, UWHOMBUAOYanbHble NPeanpUHUMATEny, WMelLWmne JNUUEH3NI  Ha
hapmaueBTUMYECKYO AesiTeNbHOCTb, 00si3aHbl obecneunBatb YTBEPXAEHHbIM [paBuTenbcTBoMm Poccuitckoin
denepaumn n opMUpyemblii B YCTAHOBMEHHOM WM [OPSAKE MWHUMANbHBIA aCCOPTUMEHT JIEKaPCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX Af1S OKasaHWs MeQULIMHCKON NOMOLLW.

(vacTb 6 B peq. PepepanbHoro gakoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble oOpraHuMsaumv, UHOMBUAYyanbHble NpeanpuHUMaTeny, UuMeloWwMe NUUEH3NI0  Ha
dapmaLeBTUYECKY0 AeATeNbHOCTb, HapsAy C NekapCTBEHHbIMW MpenapataMy MMeloT npaBo npuobpeTtatb U
npodasaTtb, B TOM 4YMCrie AWCTaAHLUMOHHBIM CNOCOBOM, MeAMUMHCKME u3fgenus, AesvHduumpylowmne cpeacrsa,
npegMeTbl W cpeacTBa NWMYHOM [UMMEHbI, MOCYAy Ans MeOUUMHCKMX LUenen, npeameTbl U cpeacTsa,
npefHasHadeHHble AN yxoda 3a 605nbHbIMU, HOBOPOXAEHHBIMW U OEeTbMU, HE JOCTUrLIMMY BO3pacTa Tpex ner,
OYKOBYIO OMTUKY M CPEACTBA yX0A4a 3a Hel, MMHeparnbHble BoAbl, NPOAYKTbl e4ebHOoro, 4eTCKOro 1 AMeTU4eCcKoro
nMTaHus, Guonornyeckn akTuBHble Ao06aBKku, NapdgloMepHble U KOCMeTUYeckue cpeacTBa, MeauuMHCKMe W
CaHWTapHO-NpPOCBETUTENbHbIE MevaTHble M34aHus, npegHasHadeHHble Ans nponaraHabl 340poBoro obpasa
XKN3HW.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. [eAaTenbHOCTb anTeyHblX opraHudauuin BoopyxeHHbix Cun Poccuitickon depepauuu, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHMI 1 OpPraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccunckon ®enepaumm npegycMoTpeHo
NpoXoXaeHne BOEHHOW  cnyxbbl wunu  degepanbHOM  rOCyAapCTBEHHOM  CNyxObl, CBSI3aHHOW C
NpaBOOXPaHUTENbHON  OEeATENbHOCTbIO,  pernameHTupyetrca  Hactoswum  dPepepanbHbiM - 3aKOHOM U
YTBEPXKAEHHBIMU COOTBETCTBYHOLUMMU  befeparnbHbIMU  OpraHaMm  UCMOMHUTENbHOW BNACTU  NOSNOXEHUAMMN.
KoHTponb 3a cobniogeHnemM ykasaHHbIMW anTeYHbIMU OpraHu3auMsMn NonoXeHun HacTosiwero depepansbHOro
3aKOHa OCYLLLECTBISIETCA COOTBETCTBYHOLLMMY ddefeparibHbIMU OpraHaMy UCNONHUTENBHON BracTu.

(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 262-$3)

9. YTtpatun cuny ¢ 1 suBaps 2021 roga. - PegepanbHbii 3akoH ot 03.04.2020 N 105-93.

Crartbs 55.1. YTpaTtuna cuny c 1 mapta 2026 roga. - PegepanbHbin 3akoH ot 20.10.2022 N 405-93.

Cratbsa 56. U3roToBneHue v oTNycK JieKapCTBEHHbIX NpenapaToB

1. N3roToBneHne nekapcTBEHHbIX MpenapaToB anTeyYHbIMU OpraHu3aumsmMn, BeTepUHapHbIMU anTeyYHbIMU
opraHusaumsamMu, UMeLWUMN NULEH3NI0 Ha dapMaLEeBTUYECKYIO AeATeNbHOCTb, OCYLLECTBSETCS NO peuentam
Ha nekapcTBeHHble npenapatbl, N0 TpebOBaHUSAM MEAMLMHCKUX OpraHun3auuin, BeTepMHapHbIX opraHM3auuim unm
opraHv3aumMn (MHAMBMAYaNbHbIX MNpeanpuHMMartenei), OCYLLeCTBAAIWUX pasBedeHne, BblpaluMBaHue Wu
coaepaHue >XUBOTHbIX, B COOTBETCTBUM C NpaBuriamm U3roToBMEHNS U OTMyCKa feKapCTBEHHbIX MpenapaTos,
YyTBEPXXAEHHBIMU YNONHOMOYEHHbIM heaeparnbHbIM OPraHoOM UCMOMHUTENBbHOW BNacTu.

(B pea. PenepanbHbix 3akoHOB 0T 05.12.2022 N 502-93, o1 30.12.2021 N 463-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

2. Tlpy WM3roTOBMEHWM JNEKAPCTBEHHbIX MpenapaToB anTeyHbiMWU OpraHv3auusiMiM, BeTEpUHapPHbIMU
anTeYHbIMU OpraHM3aumsiMM, MMEKLLUMMN JIMLEH3NI0 Ha apMaueBTUYECKY0 OeATENbHOCTb, UCMOMb3YyHTCA
nekapcTBeHHble npenapatbl U (Mnn) dapmMaueBTUdeckme CyoCcTaHUmMK, BKINIOYEHHbIE COOTBETCTBEHHO B
rocyaapCTBEHHbIA PEeCcTp NeKapCTBEHHbIX CPeACTB ANS MEeOMLIMHCKOrOo NPUMEHEHUS!, TOCYAapCTBEHHbIV peecTp
NeKapCTBEHHbIX CPeacTB  ANs  BETEPVMHAPHONO MNPUMEHEHUS, €OMHbIA  pPeecTp  3aperucTpMpOBaHHbIX
neKapCcTBEHHbIX CcpeAacTB EBpasvickoro SKOHOMMYECKOTO COH3a, €OWMHBbIN peecTp 3aperMcTpMpOBaHHbIX
BETEPVHAPHBIX NTEKAapCTBEHHbIX MpenapaToB EBpa3niickoro aKOHOMMYECKOro COl3a B YCTAHOBIIEHHOM MOPSIOKE.
He ponyckaetca M3roToBneHWe anTedHbiMM OpraHus3aumsiMn, BETEPUHAPHbIMU anTeYHbIMW OpraHn3aumsiMu,
nMerLMn NUUEH3NIO Ha hapmMaLeBTUYECKYID  OEATENbHOCTb, neKkapCTBEHHbIX npenapaTos,
3aperucTpupoBaHHbix B Poccuiickonn ®egepaumm nnbo B COOTBETCTBUM C akTaMu, COCTaBMSOLWUMW NpaBo
Coto3a.

(B pea. PenepanbHbix 3akoHOB 0T 05.12.2022 N 502-93, o1 30.01.2024 N _1-93)

3.  MapkupoBKka NeKapCTBEHHbIX MNPenapaTtoB,  M3rOTOBMIEHHbIX  anTeYHbIMW  OpraHuM3auusiMu,
BETEPVMHAPHLIMU aNTEYHLIMU OpPraHn3aLMaMn, NMEOLWNMI NINLEH3NI0 Ha dapMaLeBTUYECKYID OeSTENBHOCTb, U
ocbopMrieHne Taknx npenapaToB AOMKHbI COOTBETCTBOBATL NpaBuiam, yka3aHHbIM B YacTh 1 HacTosILLEN CTaTbu.
(B pea. PegepanbHoro gakoHa ot 05.12.2022 N 502-$3)

4. AnTeuyHble oOpraHuM3auuv, BeTEpPUHApPHble anTeyHble OpraHu3auMu, UMelLlmMe FULEH3NI0 Ha
hapMaLeBTMYECKYO AeATENbHOCTb, HECYT OTBETCTBEHHOCTL 3a HECOOMO4EHNE NPaBUIT M3TOTOBMEHUS N OTNycKa
nekapCcTBEHHbIX NpenapaToB B COOTBETCTBUM C 3akoHoAaTenbLcTBoM Poccuiickoin ®enepauun.

(B pea. PegepanbHoro gakoHa ot 05.12.2022 N 502-$3)
CrtaTtbs 57. 3anpelieHune npoAaaxu oTAeNbHbIX NIeKapCTBEHHbIX CPeacTB
(B pen. PenepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. BanpelwaeTcs npogaxa ¢anbCMULMPOBaHHbIX JIEKApPCTBEHHbIX CPeAcTB, HegobpokayecTBEHHbIX
NeKapCTBEHHbIX CPeACTB, KOHTPAaKTHbIX J1eKapCTBEHHbIX CPeaCTB.

2. 3anpellaeTtca npogaxa:

1) nekapCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOTO MPUMMEHEHWs, B OTHOLLUEHWM KOTOPbIX B CUCTEME
MOHUTOPWHIa ABUXEHMWS NEeKapCTBEHHbIX NpenapaToB AN MeaULMHCKOTO NPUMEHEHMsT OTCYTCTBYIOT CBeAeHUsi O
HaHeceHUn cpeacTs naeHTudukaumm n (Unu) CBeAeHUs 0 BBOAE B rpaxaaHckuii 06opoT;

2) nexkapCTBEHHbIX NMpenapaToB AMs MEeOULMHCKOTO NMPUMEHEHWS, B OTHOLLUEHWM KOTOPbIX OCYLLECTBIEHA
OrOKMpPOBKA BHECEHWSI B CUCTEMY MOHWTOPWHIa OBWXEHUS NEeKapCTBEHHbIX MpenapaToB Ans MeOULUHCKOro
NPUMEHEHNST CBEOEHUI O BBOAE B rpaxkaaHCckmi o6opoT, 06 o6opoTe unm o npekpaLleHnm obopoTa;

3) NNEKapCTBEHHbIX npenapaTtoB And MeauunHCKOro npuMeHeHuna, npuMmeHeHmne KoOTopbiX NMpMOoCTaHOBIIEHO
no peweHn ynosIHOMO4YeHHOro d)ep,epaanoro opraHa MCMNONHUTENBbHOWN BacTy;

4) nekapCTBEHHbIX MpenapaTtoB ANA MEeOUUMHCKOTO MPUMEHEHUs, rpaxaaHCkuin obopoT KOTOPbIX
npekpaLleH;

5) nekapcTBEHHbIX NpenapaToB A1 MEAULMHCKOrO MPUMEHEHUS], CPOK FOAHOCTM KOTOPbIX UCTEK;

6) NNeKapCTBEHHbIX npenapartoB And MeanunHCKOro npuMeHeHud, B OTHOLLEHUN KOTOPbIX HE cobntoaeHbl
Tpe6OBaHI/IF|, onpeneneHHble Ha OCHOBaHUM YacTn 5 cTaTby 67 HacTosLLEero CDep,epaanoro 3aKOHa.

3. [enctBvMe MONOXEHWN 4YacTW 2 HacTosWeW CcTaTbW He pacrnpoCTpPaHseTCAd Ha JeKapCTBEHHble
npenapaTbl, ykasaHHble B YacTu 7.1 cTatby 67 HacTosiwero degepansHOro 3akoHa.

4. [NopaaoK NPUMEHEHUS MOMOXEHUA YacTu 2 HACTOSILLEN CTaTbM U CPOKU MPUMEHEHMS Takoro nopsaka
ycTaHaBnmBatoTcs MpaButenbctBoM Poccunckon ®egepaumn.

Crtatbs 58. XpaHeHMe nekapcTBEeHHbIX CpeacTB

www.consultant.ru CrpaHvua 103 n3 124
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100011
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100011
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100432
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;dst=100432
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100013
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100014
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=433279&amp;dst=100014
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482537&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482537&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=500505&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=500505&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=500505&amp;dst=100043
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=500505&amp;dst=100043
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

1. XpaHeHWe neKapCTBEHHbLIX CPeACTB OCYLLECTBNSIETCH MNPOU3BOAMTENAMU NEKapCTBEHHbIX CPEACTB,
opraHuM3auMsiMy  ONTOBOW  TOProBMM  FIEKAPCTBEHHbIMWM  CPEACTBaMM,  anTeYHbIMUM  OpraHu3auusiMu,
BETEPUHAPHbLIMW anTEYHLIMU OpraHU3auMaIMn, UHAMBMAYANBHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULLEH3NIO
Ha cpapmaueBqueCKyro OEeATEeNIbHOCTb WUnn JnUUeH3n Ha MeOUUUHCKYK OeATesibHOCTb, MeaAUUUHCKUMU
opraHn3auuammn, BeTepuHapHbiMU OpraHunsaumaMmmn U UHbIMKU OpraHmn3aunAaMun, OCyLLECTBIALWNMNU o6pau.|,eHv|e
nekapCTBEHHbIX CPeACTB. XpaHEHUE NEeKapCTBEHHbIX CPeacTB A1 BETEPUHAPHOrO NMPUMEHEHUS OpraHn3aumsmMm
N vHOMBUAOYanbHbIMW NPEeANpPUHUMATENAMU B CRydasix, €CMM OHM WCMONb3YITCA WCKMIOYMTENBHO Mpw
pa3BefeHun, BblpalUMBaHUN, COAEPKAHUM W JIEYEHUWN KUBOTHBIX, MOXET OCYLIECTBNSATbCS 6e3 nonyyeHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B peq. PepnepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'Ipanu'la XpaHeHUA nekapCTBEeHHbIX CpencCTB YTBepXAakTCcA COOTBETCTBYHOLWMM YMNOJTHOMOYEHHbLIM
cbe,u,epaanblM opraHom MCMNONHUTENBbHON BRacTu.

3. XpaHeHue HapKOTUYECKUX JNEeKapCTBEHHbIX CPEeACTB, MNCUXOTPOMHbIX JeKapCTBEHHbIX CPeacTs,
paguogapmaLeBTUYECKNX NEKapCTBEHHbIX CPeaCcTB OCYLLECTBSeTCA B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Cratbsa 58.1. MNpeamMeTHO-KONMYECTBEHHbIA Y4YeT JIeKapCTBEHHbIX CpPeACTB ANA MeAULIMHCKOro
NnPUMeHeHusA

(BBegeHa denepanbHbIiM 3akOHOM OT 25.12.2012 N 262-03)

1. [lepeyeHb neKapCTBEHHbIX  CPEeACTB AN MEOWUMHCKOrO  MpUMEHeHusl,  noanexalumx
NPeAMETHO-KONIMYECTBEHHOMY  y4YeTy,  YTBEepXKAaeTcs  YMONHOMOYEHHbIM  dheeparnbHbiM  OpraHoM
NCMOMHUTENLHOW BMACTU.

2. [opanok BKMHYEHUSI NEKAPCTBEHHBLIX CPEACTB AN MeOWMLMHCKOTO MPUMEHEHUSI B MepedveHb
NeKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO NMPUMEHEHUs, NMOAMNEeXalmnx npeaMeTHO-KONMYECTBEHHOMY YYeTy,
yCTaHaBNMBaETCA YMONIHOMOYEHHbIM hbeaeparnbHblM OpraHoOM WCMOMHUTENBHOW BNacTW MO COrfacoBaHWI0 C
degepanbHbIM OpraHoM UCNOMHUTENBHOW BNAcTU, YNONHOMOYEHHbLIM B cdhepe BHYTPEHHUX Aer.

(B pea. PegepanbHoro gakoHa ot 03.07.2016 N 305-$3)

3. MNpeamMeTHO-KONMMYECTBEHHbIN YYeT NEKAPCTBEHHbLIX CPEACTB ANs MEAULMHCKOro NpUMEHEHWUs BeayT
NPON3BOAMTENN JEKAPCTBEHHbLIX CPEACTB, OpraHM3auum ONTOBOW TOPrOBMU JIEKAPCTBEHHLIMW CpeacTBaMM,
anTedyHble opraHusauuu, nHameBugyanbHble npeanpuHumMaTenu, nMmerwimne JnnueH3nto Ha ('*)apMaLl.eBTI/ILIeCKyI-O
0eATeNIbHOCTb U NMNUEH3NI0 Ha MeaANUNHCKYI0 AeATENbHOCTb, N MeAUNUMHCKNE OopraHn3aumnun, ocyllecTendaowine
obpalleHne nekapCTBEHHbIX CPeaCcTB AN MEQULMHCKOrO MPUMEHEHUS, MyTEM PerncTpaLmmn nobbix CBsI3aHHbIX C
nx obpalleHnemM onepauunii, Npu KOTOPbIX WU3MEHSIETCH WX KOMMYECTBO U (MrM) COCTOsIHWE, B creumnanbHbIX
XKypHanax y4yeTa onepauuii, CBsi3aHHbIX C oObpalleHMeM JeKapCTBEHHbIX CpPeacTB Ans  MeAMLUMHCKOro
npuMeHeHnst (ganee - cneumanbHble XXypHarbl).

4. [MpaBuna peructpauuv onepauuii, CBsA3aHHbIX C O6palleHMeM eKapCTBEeHHbIX CcpeacTs ans
MEAMLMHCKOrO TMNPUMEHEHUS, BKIIOYEHHbIX B MNepeyYeHb JeKapCTBEHHbIX CcpeacTB AOns  MeOWMUMHCKOro
NpUMEHeHs1, Noanexawmnx npeaMeTHO-KONMYECTBEHHOMY Y4eTy, B crieumarnbHbIX XXypHanax 1 0paBuna BeaeHus
M  XpaHeHWsi CrneumanbHbIX JKypHarioB  YTBEPXKOAOTCH  YMOJNIHOMOYEHHbIM  doeaeparnbHbiM - OpraHoM
NCMNOMHUTENLHOW BMACTU.

5. KoHTponb 3a cobniogeHvem [paBud peructpaumMu onepauuii, CBSI3aHHbIX C  oGpalleHueM
NeKapCTBEHHbIX CPEACTB ANS MEAULMHCKOrO NPUMEHEHUS!, BKMOYEHHbIX B MepeveHb NeKapCTBEHHbIX CPeacTB
ONst MeQULMHCKOTO MPUMEHEHUS, Noanexallmx npegMeTHO-KONMYEeCTBEHHOMY YYeTy, B CrielmarnbHbIX XypHanax,
a Takke 3a cobniogeHveM [paBuil BEAEHUS W XpaHEeHUs1 cheumarnbHbIX >KypHaroB Bo3fnaraeTtcs Ha
YNOJSTHOMOY€EeHHbIe (benepaanble OopraHbl WUCMOMHUTENbHON BRNacTu W WCMNONHUTENbHbIE opraHbl Cy6'beKTOB
Poccuinckonn  ®depepaumn, OCYLWECTBASOWMNE JULEH3MPOBAHNE MNPOU3BOACTBA JIEKAPCTBEHHbLIX CPeacCTB,
hapmaueBTUYECKON AeATENBHOCTU U MEANLMHCKOM AESTENBHOCTU, M OCYLLIECTBISIETCA B paMKax NMLEH3NOHHOIO
KOHTpOnNS.

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

Mnaea 11. YHUMTOXEHUE JIEKAPCTBEHHbBIX CPEACTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Cratbsa 59. OcHOBaHuA " nopsAAOK YHNUTOXeHUA nekapcrtBeHHbIX cpeacTs

1. HepobpokayecTBeHHbIe NekapCcTBEHHble cpeacTsa, hanbcudmumpoBaHHble NekapcTBEHHbIE CpeacTBa
noanexaT u3bATUIO U3 obpalleHns 1 YHUYTOXEHUO B nopsake, ycTaHoBneHHoM [MpaButenscTBom Poccumnckon
®epepaumun. OcHOBaHMEM QAN YHUYTOXEHUS NEeKapCTBEHHbIX CPEeACTB SBMASETCA pelweHue Bnagenbua
NeKapCTBEHHbIX  CPeACTB, pelleHMe COOTBETCTBYIOLLEro  YMONHOMOYeHHOro  dyedeparnbHOro  opraHa
NCMONHWUTENBHON BRacTy Unu pelleHne cyaa.

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

2. KoHTpacbakTHble neKkapCTBEHHblE CpeAcTBa MOAMEXaT M3bATUI0 M3 OOpaLlLUeHUs U YHUYTOXEHWUIO MO
peweHntio cypa. [lopsagok YHUYTOXEHMSI  KOHTpadpakTHbIX FeKapCTBEHHbIX CPEACTB  yCTaHaBMMBAETCS
MpasutenbctBomM Poccuickon ®eagepauun.

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

3. Pacxogbl, CBA3aHHbIE C YHUYTOXEHNEM KOHTpad)aKTHbIX JIeKapCTBEHHbIX cpeacTs,
He,El,06p0Ka‘-leCTBeHHbIX JIeKapCTBEHHbIX cpencrTs, (baJ'IbCVI(bI/ILI,I/IpOBaHHbIX JNTEKapPCTBEHHbIX cpencrs,
BO3MeLlaoTCA UX Bl1agesibLueMm.

4. Bnapeney nekapcTBEHHbIX CPeACTB AOIPKEH MpeacTaBuUTb B YNONMHOMOYEHHbIM ddedeparnbHblii opraH
NCMNOMHUTENBHOW BNACTU AOKYMEHT UNWN 3aBEPEHHYI0 B YCTAHOBMEHHOM [OPSAAKE ero KOonuio, NoAaTeBepxaatome
aKT YHUUTOXEHMUSA NeKapCTBEHHbIX CPeCTB.

5. CoOTBETCTBYIOLUIA YNOMHOMOYEHHbIN edeparnbHbli OpraH WCMOMHMTENbHOW BRacTu, MNPUHSABLLWNA
peLueHne 06 YHUUYTOXEHUN NeKapCTBEHHbIX CPEACTB, OCYLLUECTBIISAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHUYTOXEHME NEKAPCTBEHHbBIX CPEeACTB NPOM3BOAUTCA OpPraHn3auusMy, UMEKLLMMN COOTBETCTBYHOLLIYIO
NMUEH3NIo, Ha cneumanbHO o060pyAoOBaHHbLIX MMOLWadKkax, MOMMIoHax W B crneuvanbHO O060pyAOBaHHbIX
nomelleHmax ¢ cobniogeHnem TpeboBaHMt B 0ONacTn oxpaHbl OKPYXKalLen cpedbl B COOTBETCTBMM C
3akoHogatenbctBoM Poccunckon egepaumn.

7. HapkoTnyeckme  nekapcTBeHHble  CpeAcTBa, MCUXOTPOMHblIE  JIeKApCTBEHHble  CpeacTea,
paguodapmaueBTMYECKNE NEKAPCTBEHHbIE CPeACcTBa YHUYTOXAKTCA B COOTBETCTBUM C 3aKOHOOATENLCTBOM
Poccuiickon depepauuu.

Mnaea 12. TOCYOAPCTBEHHOE PEIYJINMPOBAHUE LIEH
HA NEKAPCTBEHHbDIE NMPEMNAPATbLI ANA MEAUUNMHCKOIO NPUMEHEHUA

Cratba 60. locymapcTBeHHOe perynupoBaHMe LEH Ha JieKapCTBeHHble npenapartbl AnA
MeOULUMNHCKOro npuMmeHeHus

1. FocypapcTBeHHOE perynmpoBaHne LieH Ha NekapCTBEHHbIE Npenapatbl A1 MEAULVHCKOTO NPUMEHEHNS
OCYLLIECTBNAETCA NOCPELACTBOM:
(B pea. PepepanbHoro 3akoHa oT 26.03.2020 N 67-93)

1) yTtBepxaeHus [lpasutensctBoM Poccuiickon ®egepaunn OepevHs >XU3HEHHO HeobBXoauMbIX W
BaXXHEWLUNX FeKapCTBEHHbIX MpenapaToB, KOTOPbLIA opmMupyeTcs U He pexe OOHOro pasa B rof
nepecmMaTpvBaeTcd B YCTAaHOBMIEHHOM WM [OpPAAKE Ha OCHOBE KOMMMEKCHOM OLEHKM feKapCTBEHHbIX
npenapaTtoB, BKMiOYas aHanu3 CBeOEeHUA O CPaBHUTENbHOW KNMHUYECKOM 3addekTMBHOCTM M He3onacHocTu
NeKapCcTBEHHOrO CPeAcTBa, OLEHKY 3KOHOMMWYECKMX MOCMEeACTBMN MPUMEHEHMS MeKapCTBEHHOro CpeacTBa U
n3yyeHne JONOMHUTENbHbIX MOCNeACTBUA NPUMEHEHNS NTIEKapCTBEHHOIO CPeacTBa;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 13.07.2020 N 206-93)

2) yTBEpXOEHMA MeToaMKW pacyeTa npefenbHbIX OTMNYCKHbIX LeH Npou3BOAMTENen Ha fnekapCTBeHHble
npenapartbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXHEWLIMX NeKkapCTBEHHbIX npenapaTtos, a
Takke BHeApPEHNss MEXaHN3MOB (POPMUPOBAHMS CUCTEMbI pePEepPEHTHbIX LIEH;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

3) rocyp,apCTBeHHon perncTpaumnn npenesribHbiX OTMYCKHbIX UeH I'IpOVISBOJJ,I/ITeJ'IeIZ Ha JieKapCTBEHHbIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

npenapaTbl, BKMOYEHHbIE B NePeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

4) BeleHUs rocyfapCTBEHHOro peecTpa npegenbHbIX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHEMLLNX NIEKAapPCTBEHHLIX NPenapaTos;

5) yTBepXOoeHUs METOAMKW YCTaHOBIIEHUSI MWCMONHUTENbHBIMM opraHamn cybbekToB Poccuiickon
depepaumm npeaenbHbIX pasmMepoB OMNTOBbIX HaAbaBOK WM npeferibHbiX pasMepoB PO3HUYHBLIX HAO0aBOK K
(PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMIEHHbIM MPOM3BOAUTENSAMU IEKApCTBEHHbIX MNpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpPEYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWMLLNX FEKapCTBEHHbIX
npenaparos;

(B pea. PegepanbHoro gakoHa ot 08.08.2024 N 232-93)

6) ycTaHoBNeHWs npefenbHbiX pPa3MepoB OMTOBbIX HAA0aBOK W MNpedenbHbIX PasMepoB PO3HUYHbIX
Han6aBoK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOM3BOAUTENSIMU NEeKapCTBEHHbIX NpenapaTos,
Ha neKkapCTBEHHble npenapaTbl, BKIOYEHHbIE B MEPeYeHb XU3HEHHO HEOOXOAUMBLIX U  BaXHEMLUX
nekapcTBEHHbIX NPenaparos;

6.1) onpegenenusa [paButensctBom Poccunckon dPepepaumm nopsigka LeHoobpasoBaHMs  Ha
He3aperMcTpupoBaHHbIE IeKapCTBEHHbIE npenapaTtbl AN MeOUUMHCKOrO MPUMEHEHUs, KOTOpble BBE3eHbl B
Poccuiickyito ®efepaumio onsg okasaHUs MeOUUMHCKON MOMOLUM MO JKM3HEHHbIM MOKa3aHWUsSM KOHKPETHOro
nauveHTa M MexXayHapogHble HenaTeHTOBaHHble, UMW TPYNNMPOBOYHbIE, UMW XMMUYECKNEe HaMMeHOBaHUSA
KOTOpPbIX COAEPXaTCH B NEPEYHE XXU3HEHHO HEOOXOAUMBIX U BaXKHEWLLMX NeKapCTBEHHbIX Npenaparos;

(n. 6.1 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7) yTBEepXOeHusl nopsigka Bblgady MpeanvMcaHuii UCMONHUTENbHBIM OpraHaM CcyObekToB Poccuinckon
depepaumm o npuBedeHMM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon depepaumm peweHuii ob
YCTaHOBMEHMUM MpederibHbIX pasMepoB OMNTOBLIX HaAbaBOK M MpeAernbHbIX PasMepoB PO3HUYHLIX HagbaBoOK kK
(PaKTUYECKMM OTMYCKHBbIM LeHaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU IEKAPCTBEHHbIX MNpenapaToB, Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepPeYeHb XXU3HEHHO HEODXOOAUMBIX U BaXKHENLLMX NEKAPCTBEHHbIX
npenapaToB, €CNU OHW MPUHATbI C HapylleHnem 3akoHopaTenbcTBa Poccuickon depepauun, B nopsaake,
ycTaHoBneHHoM [NpaBuTenbctBoM Poccuiickon ®epepavimu;

(B pea. PegepanbHoro gakoHa ot 08.08.2024 N 232-93)

8) HanpaBneHusa yrnofiHOMOYEHHbIM dheaeparnbHbIM OPraHOM WMCMONHUTENBHON BNACTU UCMONHUTENbHbIM
opraHam cybbektoB Poccuiickon Pepepauun  npegnvcaHuA 0 NpUBeSeHMM B COOTBETCTBME C
3akoHodaTtenbcTBoM Poccunckon ®defepaumm MNpUHATBIX C  HapylleHWeM 3akoHojaTenbcTBa Poccunckon
depepaummn pelleHun ob ycTtaHOBNEHUN NpeAenbHbIX pasMepoB OMTOBbLIX HAA0aBOK M MpederibHbIX pa3mMepoB
PO3HMYHbIX HagbaBOK K LEHaM Ha JleKapCTBEHHble npenapaTbl, BKMOYEHHbIE B MNEPEYEHb KUIHEHHO
HeobX04MMBIX U BaXKHEWLLMX NIEKAPCTBEHHbIX Npenaparos;

(B peq. PenepanbHoro zakoHa ot 08.08.2024 N 232-93)

9) ocyllecTBneHns denepanbHOro rocygapcTBEHHOro Hagsopa B cdepe obpalleHust NeKapCTBEHHbIX
CPEACTB M PErnoHarnbHOro rocyJapCTBEHHOIO KOHTPOIS 3a NMPUMEHEHWEM LIEH Ha NeKapCTBEHHble npenaparthbl
COOTBETCTBEHHO YMOSIHOMOYEHHbIMN dheaepanbHbIMU OpraHamMu UCMOSTHUTENBHOW BNACTU U UCTONHUTENBHBIMA
opraHamu cybbektoB Poccuickon ®degepaumm CornacHo WX KOMMETEHUMM B MOpsigke, YCTaHOBNEHHOM
MpasutenbctBom Poccuickon egepaunu;

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, o1 08.08.2024 N 232-03)

10) npumeHeHns NpedyCMOTPEHHbIX 3akoHodaTenbcTBoM Poccuiickon denepaumm mep OTBETCTBEHHOCTU
3a HapyLleHue nopsiaka LeHoobpa3oBaHusl Ha NeKapCTBEHHbIE npenapaThbl, BKOYEHHbIE B NEpeYeHb XU3HEHHO
HeOOXOAMMbIX U BaXKHENLLUMX FlekapCTBEHHLIX NpenapaTos.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix u4pesBblMalHOW cuTyaumm U (MnNM) NpUM  BO3HUMKHOBEHMM Yrpo3bl pacnpoCTpaHeHus
3aboneBaHnd, NpeAcTaBnsLWEro ONacHOCTb AN OKPYXXaKLWKUX, a Takke B Clyyae, ecrnv B TeYeHue Tpuguatu
KaneHgapHblx AHen nocne npuHatua [paButensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUM
MOHUTOPWHIa PO3HMYHBLIX LEH Ha JeKapCTBeHHble mnpenapaTbl, He BKMOYEHHblE B NEPEYEHb >KUIHEHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEeKapCTBEHHbLIX MpenapaToB, Ha TeppuTopusx cydbekToB Poccurickon depepaumm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

BbISIBITEH POCT PO3HUYHbIX LIEH Ha YKa3aHHble JNIeKAapCTBEHHbIE MpenapaTbl Ha TpuauaTb NpoueHToB M Gonee,
MpauTtenbcTBo Poccuiickon Pepepaummn BnpaBe YCTaHOBUTbL NPeAEeribHble OTMYCKHbIE LieHbl NPOU3BOaUTENEN
Ha yKa3aHHble NekapCTBEHHbLIE NpenaparTbl, NpedernbHble pa3Mepbl ONTOBbIX HaabaBOK M NpenerbHble pa3mepsbl
PO3HUYHbIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM Mpou3BOAMTENEN Ha YykasaHHble eKapCTBEHHble
npenapaTtbl. [lepeyeHb NekapCTBEHHbIX MpenapaToB, He BKMYEHHbIX B MEpeYvYeHb XM3HEHHO HeobXoAMMbIX W
Ba)XKHEMLUNX NEeKapCTBEHHbIX MpenapaTtoB, M NOPSAAoK ero doopmupoBaHust onpedenstotcst [MpaBUTENbCTBOM
Poccuiickon ®egepaumn.

(4acTb 2 BBeaeHa ®eaepanbHbiv 3akoHoM 0T 26.03.2020 N 67-93)

3. B TeyeHue peBsHOCTa KaneHOapHbIX AHENW co OHA yTBepxaeHus [lpasBuTensctBoMm Poccumnckon
degepaummn nepeyHs, ykasaHHOro B 4acTu 2 HACTOsWeW cTaTbW, He [AONYyCKalTCs peanu3aums M oThyck
BKIMIOYEHHbIX B HEro nekapCTBEHHbIX MpenapaToB NO LeHaMm, MNpeBbilallMM npeaeribHble OTMYCKHble LeHbI
NPON3BOAMTENEN Ha yKa3aHHble FeKapCTBEHHble npenapatbl, npedenbHble pasmepbl ONTOBbIX HagbaBoOK W
npedenbHble pa3mepbl PO3HUYHbIX HAA6aBoOK K hakTU4eCKMM OTMYCKHbIM LieHam Npou3BOoAMTENEN Ha yKa3aHHble
nekapcTBeHHbIe Npenaparbl C y4eTOM Harnora Ha 4o6aBneHHy0 CTOMMOCTb.

(4acTb 3 BBegeHa PeaepanbHbiM 3akoHoM oT 26.03.2020 N 67-93)

Crtatba 61. FocypmapcTBeHHass perucTpaums M nepeperucTpauus npegenbHbIX OTNYCKHbLIX LIEH
npovsBoAuTenen Ha NieKapCTBeHHble Npenaparbl, BKIOYEeHHbIe B NepeyeHb XU3HEHHO HeoGXoAUMbIX U
BaXKHEWLUUX NIeKapCTBEHHbIX NpenapaToB

(B pen. PepepanbHoro gakoHa ot 06.06.2019 N 134-93)

1. NpepenbHas oTNyckHasa LieHa NPOM3BOAMTENS Ha NeKapCTBEHHbIA npenapart, BKMIOYEHHbIM B NepeyeHb
XN3HEHHO HEOOXOOUMBIX U BaXKHEWLUNX NEeKapCTBEHHbIX MpenapaToB, NOAJIEXUT rocygapCTBEHHON perncTpaumm
B Mopsake, ycrtaHoBneHHom [lpaBuTtenbctBoMm Poccuiickorn depepaumu, Ha OCHOBaHWWM HarnpaBlieHHOro
nocpeacTBoM egMHOro noprana B ynosIHOMOYEHHbIM dhefepanbHbli OpraH UCMOMHUTESTbHOW BAcTU U ANYHbIN
KabuHeT ynonHomMoyeHHoro deeparnbHOro opraHa UCNONMHUTENbHON BracTu B €QUHON cucTeme, nognucaHHoro
YCUNEHHON  KBanuUUMPOBAHHOW  3NEKTPOHHOW MOANUCBLID  3asBNeHWs gepXxartena wnv  Bnagenbua
perncTpaLmoHHOro yaoCToBepeHNs nekapcTBEHHOro npenapaTa (YNOnNHOMOYEHHOro UM nNuua).

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. BapeructpupoBaHHas npegenbHas OTMNyCKHas LeHa Mpou3BOAMUTENS Ha IeKapCTBEHHbIM npenapar,
BKIMIOYEHHBIN B MepeveHb XU3HEHHO HEeOOXOAMMbIX M BaXKHEMLUMX NEeKapCTBEHHbIX NpenapatoB, MOXeT ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENNYEHUs oaunH pas B KaneHgapHOM rogy Ha OCHOBaHWW HanpasfeHHoro Ao 1
OKTAOpPSA Kakgoro roga nocpeAcTBOM €4MHOro noprana B YNOMHOMOYEHHbI  doedepanbHbii - opraH
NCMONHWUTENbHON BNAcT WM MWUYHBbIA KaBMHET YNOMHOMOYEHHOro deaepanbHOro opraHa WCMOSHUTENbHOW
BNacTu B eANHON cucteme, NoANMCaHHOro YCUNEHHOW KBannuuMpoBaHHOW 3rEKTPOHHOM MNOAMUCHIO 3asBNeHns
aepxaTtens unu snagenbla perncTpalmMoHHOro yAoCTOBEPEHNs NieKapCTBEHHOro npenapaTta (YynorHOMOYEHHOro
UM nuua).

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. BapeructpupoBaHHasa npegenbHas OTMYCKHasA LeHa NPoOv3BOAWTENS Ha NeKapCTBEHHbIM npenapar,
BKMHOYEHHbIN B nepeyvyeHb XM3HEeHHO H606XOJJ,I/IMI3IX N Ba)kHEMLUX NeKapCTBEHHbIX npenapatoB, MOXeT ObITb
nepeperucTpupoBaHa B CTOPOHY CHWXXEHWS HA OCHOBaHWMM HanpaBfiEHHOro NOCPEACTBOM e4MHOro rnoprana B
YMONMHOMOYEHHbIN heeparnbHbIii OpraH WUCMOSIHUTENbHOW BRacT UMW JfWYHbIA KabUHET YMNONHOMOYEHHOro
denepanbHOro  opraHa  WCMOMHUTENbHOW  BRactM B €4MHOW  CUCTEMe, MOAMWCAHHOTO  YCUIEHHOM
KBanMUUMPOBaHHOW 3MEKTPOHHOW MOANMUCLI0 3asiBIEHUst AepXaTens wunu Brnagenbua perMcTpaunoHHOro
yAOCTOBEPEHUS NIeKapCTBEHHOro npenapara (YNnorHOMOYEHHOro UM nuua).

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4. [epxatenb wunu Bnageney perncTpaumoHHOro YAOCTOBEPEHUA feKapCTBEHHOro npenapara
(ymorHomMoyeHHOEe MM nuuo) 00sA3aH HanpaBuTb MNOCPEACTBOM €AOMHOrO nopTana B YNOSIHOMOYEHHbIN
denepanbHbI opraH UCMOMHUTENBHOW BAACTU UMW NINYHBLIN KaOMHET YyNOoNTHOMOYEHHOro doeaepanbHOro opraHa
UCNOSTHUTENBHOW BrlacTM B €4MHOW CUCTEME MOAMUCAHHOE YCUIIEHHOW KBanuduUMpOBaHHON 3SMEKTPOHHOM
noanucblo 3asiBNeHne o nepeperncTpauumn 3apermcTpupoBaHHOW NpeaensHON OTNYCKHOW LeHbl Mpou3BoanTens
Ha NekapCTBEHHbBIN Npenapar, BKMOYEHHbIV B MEpPeYeHb XXM3HEHHO HEODXOAMMbIX U BaXKHEMNLLMX NEKAPCTBEHHbIX
npenapaToB, B CTOPOHY CHMXKEHUS B CNefyoLwmux cnyvasx:

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

1) CHMXXEHUE LieHbl B UHOCTPaHHOW BantoTe Ha NEKApCTBEHHbLIN NpenapaT B CTpaHe Npou3BoanTens u (unm)
B CTpaHax, B KOTOpbIX J€KAPCTBEHHbI MNpenapat 3aperucTpupoBaH U (MnuM) B KOTOpble MOCTaBRsieTCs
NpoV3BOAMTENEM;

2) CHWXEHME LieH Ha pedepeHTHbIE NekapCTBEHHbIE MpenapaTbl B COOTBETCTBUM C MYHKTOM 1 HacTosiwei
yacTm (Onsi  COOTBETCTBYIOLUMX BOCMPOU3BEAEHHbLIX, OuoaHanoroBbix (6MOMNOAOOHLIX) NEKapCTBEHHbIX
npenapaToB);

3) npeBbileHWe nNpeAaenbHOW OTNYCKHOW LieHbl Ha MNepBbli  BOCMNPOM3BELEHHBIN, OMOaHanoroBbIv
(6onoaobHbIN) NekapCTBEHHbIN MpenapaTt MHOCTPaHHOrO MPOM3BOACTBA Haf MpefesibHOM OTMYCKHOW LEeHOM
Npon3BoOOMTENS Ha BTOPOW BOCMPOM3BEAEHHLIN, OGuoaHanoroBbii (6MONOAOOHbLIN) NEKAPCTBEHHbIM Mpenapar,
paccuynTaHHOM B COOTBETCTBMU C METOAMKON, yTBEPXKAEHHOM [NpaBuTenscTBom Poccuiickon ®epepauuu;

4) npeBbllleHWe MpedenbHOW OTMYCKHOW LEeHbl Ha MepBbli  BOCMPOW3BEAEHHbIW, OMOaHanoroskIn
(6onoaobHbIN) NekapCTBEHHBIN NpenapaTt NPON3BOANTENSA rocy4apcTBa - YneHa EBpa3ninckoro aKOHOMUYECKOro
CO3a Hapg npenernbHOM OTMYCKHOM LEeHOW MpOoM3BOAUTENS Ha BTOPOW BOCMPOM3BEAEHHLIN, GUOaHANOroBbIN
(6ronoaobHbIN) NekapcTBEHHbIN NpenapaTt NPOM3BOANTENS rocygapcTBa - YneHa EBpasninckoro 9KOHOMUYECKOro
COl03a, paccynTaHHOM B COOTBETCTBUM C METOOUKON, yTBepxaeHHoN NpaBuTensctBoM Poccuiickon degepaumu.

41. B cnyyae, ecnu OT WUMEHW [epXaTensa wnu Bnagenbla perucTpaurMoHHOro yOOCTOBEPEHMS
NlekapCTBEHHOrO npenapara gencTByeT ero npeacraButenb (puUanyeckoe numuo), ynosIHOMOYEHHbIN 4EACTBOBATb
Ha OCHOBaHUW [OOBEPEHHOCTW B JMEKTPOHHOW (hOpMe B MalUMHOYMTaeMOM BWAe, 3asABlEHWs, yKasaHHble B
yactax 1 - 4 Hactoswen crtatbu, MOryT OblTb MOANUCAHbI YCUIEHHON KBanuMULUMPOBAHHOW 3MEKTPOHHOW
noAnuchbio NMMBO YCUNeHHOW HekBanUMULMPOBaHHOW 3MEKTPOHHOM NOAMUCHIO.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM oT 31.07.2025 N 304-93)

5. Mopanook nepeperncTpauum 3apermcTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LIEH NPOW3BOAMTENEN Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOAUMbBIX U BaXKHENLLMX NeKapCTBEHHbIX
npenapaToB, B cCrnyyasx, MPeayCMOTPEHHbIX 4YacTamu 2 - 4 HacTodwen craTbM, YCTaHaBnuBaeTCH
MpasutenbctBom Poccuiickon eagepaunn.

6. DKOHOMUYECKU aHanu3 npegenbHOW OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbIN Mpenapar,
BKITIOYEHHBIN B NEepevYeHb XWU3HEHHO HeoBXOoOUMBbIX U BaXKHEWMLIMX JeKapCTBEHHbIX npenapaToB, Mpu ee
rocygapCTBEHHON  perncTpauum  unu  nepeperucTpaumm  OcywecTBnsaetca  dedeparibHbiM  OpraHom
NCMNOMHUTENBHOW BacTu, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATUBHBLIX MNPABOBbLIX aKTOB N KOHTPOIO
3a cobniogeHneM 3akoHopaTenbCcTBa B cdpepe rocyqapCTBEHHOrO perynupoBaHus LeH (TapndoB) Ha ToBapbl

(yenyrn).

7. PacuyeT npepenbHbIX OTNYCKHbIX LIEH, YyKasaHHbIX B 4actax 1 M 2 HacTosiwen ctatbW, Npu ux
rocygapCTBEHHOM perucTpaummM unu nepepeructpaumm OCyLecTBRseTCs B COOTBETCTBUM C  METOLMKOW,
yTBEepxaeHHon MNMpaBuTtenscTtBoM Poccunckon ®egepaunn 1 yumTbiBalowwen B TOM YUcne:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepeyeHb >KU3HEHHO HEOOXOOMMBbIX W BaXHEWLMX NEeKapCTBEHHbIX MpenapaToB, W MNpPOW3BOAUTENEW
NeKkapcTBEHHbIX NPenapaToB, BKIOYEHHbIX B NepeYveHb XU3HEHHO HEOOXOAUMBIX U BaXHEMNLUNX NEKapCTBEHHbIX
npenaparos;

2) chaKkTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuinckon ®egepauun, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyto defepaumio, a Tawke LEeHbl Ha aHanornyHble nekapcTBEHHbIE
npenapaTbl, Haxoasuwmecs B obpalieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl NPOVU3BOAUTENS NEKAPCTBEHHOIO NpenapaTta Ha NPOVU3BOACTBO U peanv3aumio NekapcTBEHHOro
npenapara;

4) ueHy Ha nekapCTBEHHbI npenapaT, ero LeHy B CTpaHe Npou3BoAWUTENs M B CTpaHax, B KOTOPbIX
NeKapCTBEHHbIN NpenapaT 3aperucTpupoBaH v (Mnn) B KOTOpbie NOCTaBMAETCS MTPOU3BOAUTENEM.

8. He OO0nyCcKaroTCA peanumsauna un OoTnyCcK JeKapCTBEeHHbIX npenapaTtoB, BKIK4YEHHbIX B MNepedvYeHb
XXN3HEHHO HEOOXOANMbBIX W BaXKHEWMLLMX JNIeKapCTBEHHbIX MNpenapatoB, Ha KOTOpble MNpPoun3BOOUTENTAMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NeKapcTBEHHbIX MNpenapaTtoB He  3apernctTpupoBaHa npedernbHas  OTMNyCKHas LeHa, peanusauus
NPON3BOAMTENSAMWN NEKapCTBEHHbIX NpenapaTtoB MO LeHaM, MpeBbillalolM 3aperncTpUpoBaHHbIE UMK
nepeperncTpupoBaHHbIE NPeAeNibHble OTMNYCKHbIE LIEHbl HA NEKAPCTBEHHbIE MpenapaTbl C y4eTOM Hanora Ha
[o6aBneHHy CTOMMOCTb.

9. OcOBEHHOCTN rOCYSAPCTBEHHOIO PErynMpoBaHUsa npedernbHbIX OTNYCKHbIX LeH MpoOU3BOAUTENEN Ha
neKkapcTBEHHbIE npenapartbl, BKMOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX NeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTM OT 3KOHOMUYECKUX U (MNIN) couManbHbIX KpUTEPUEB (M3MEHEHUME YCITOBUI, nopsiaka
N CTOMMOCTWU NPOU3BOACTBA NIEKAPCTBEHHbIX NpenapaToB, MCMOMb30BaHMe HOBbIX dOpPM, METOO0B U cnocoboB
rocyAapCTBEHHOIO PerynmpoBaHus LieH Ha NeKapCTBEHHble npenapaTtbl, B TOM 4MClle Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHooOpa3oBaHMs, M3MEHEHUI MOpPsAaKa OKa3aHUs MEAMLMHCKOM MOMOLUKN, M3MEHeHMe Kypca
WHOCTPaHHOW BanioTbl U UHblE N3MEHEHUs1) ycTaHaBnmBatloTcs MpaButenscTtBoM Poccunckon ®enepaumn.

(B pea. PepepanbHoro 3akoHa ot 08.03.2022 N 46-$3)

Ctatba 62. locymapcCTBeHHbIN peecTp npenenbHbIX OTNYCKHbIX LEeH npou3BoAuTenen Ha
nekapcTBeHHble npenapaTtbl, BKOYEHHble B MNepevYeHb XU3HEHHO HeoOXOoAUMbIX U BaXXHEWULUUX
nekapcTBeHHbIX NpenapaToB

1. 3apeructpupoBaHHble UNWN NEPeEPErMCTPUPOBaHHbLIE NPeAerbHbIE OTMYCKHbIE LEeHbI MPON3BOANTENEN Ha
NeKapCTBEHHbIE NMpenaparthl, BKOYEHHbIE B MEPEYEeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX JIEKAPCTBEHHbIX
npenapaToB, MNOAMEXaT BKIIHOYEHMNIO B rOCYAAPCTBEHHbIA PEEeCTp NpefenbHbIX OTMYCKHbIX LieH MPOn3BOANTENEN
Ha nekapCTBEHHble nMpenapaTbl, BKIOYEHHbIE B MNEpPEYEeHb KU3HEHHO HEOOXOAMMbIX W BaXXHEWULLUX
NneKapCTBEHHbIX NpenapaTos.

(B peq. ®PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

2. TocynapCTBEHHbII peecTp npedenbHbIX OTMYCKHbIX LeH Mpou3BOAUTENie Ha NeKapCTBEHHble
npenaparbl, BKMIOYEHHbIE B MEpPeYeHb XXM3HEHHO HEOOXOAMMBLIX U BaXKHEWLUMX NEKApCTBEHHbLIX NpenapaTos,
cofepxuT B cebe crneayioLLyto MHdopMaLumio:

1) HavmeHoBaHWe pJepxaTens WA Brnagenbla PervcTpaumMoHHOrO YAOCTOBEPEHUS] MeKapCTBEHHOMO
npenapaTa, HaMMEHOBaHMe NPOU3BOAMTENS NEKApPCTBEHHOIO npenapaTa, CBeAeHUs O perncTpaunm gepxarens
unu Bnagenbua perncTpaumoHHOro y4OCTOBEPEHUsI NEKapCTBEHHOrO npenapara, CBeOeHUd O perncrpaumm
nponsBoauTens nekapcTBEHHOro npenapaTa Ans MegULUHCKOro NPMMEHEHMS B KaYeCcTBe HanoronnartenblLiuka B
CTpaHe pervctpaumm (anst POCCUMCKMX HOPUANYECKMX NUL, - UAEHTUMUKALMOHHBLIN HOMEP HanoronnatenbLimka
(MHH), oNa MHOCTPaHHbIX IOPUONYECKUX UL, - CTPaHa perucTpaumm, HaMMeHOBaHNE PErMCTPUPYIOLLLETO OpraHa,
pervcTpaumoHHbIN HOMEP, KoA HanoronnatenbluMKka B CTpaHe permcrpaumv (MHKoprnopauun) niv ero adHaror),
MECTO HaXOXAEHMS MPOM3BOACTBEHHbLIX MMOLLAA0K, YYaCTBYIOLWMX B NpoLecce NpovM3BOACTBA fIEKAPCTBEHHOrO
npenapara, C ykasaHueM cTagum npouecca npon3BoacTBa;

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

2) HaMmeHOBaHWe nekapcTBEHHOro npenapaTta (MexgyHapogHoe HenaTeHTOBaHHOE, UMW rpyNnMpoBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBAHMS);
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3) HOMeEP perncTpaunoHHOro yaqoctoBepeHnd NiekapCTBEeHHOro npenaparta,

4) nekapcTBeHHas opMa C yKasaHVeM [O3VMPOBKU feKapCTBEHHOro npenaparta M ero KonmyectBa BO
BTOpPMYHOW (MOTPebUTENBLCKON) YNakoBKe, a TakkKe KOMNNEKTHOCTb;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

5) sapernctpupoBaHHas npegenbHas OTMyCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

6) pata n HoMep nMpuKasa YMONHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHONW BRactn o
rocygapCTBEHHOW peructTpauun unm nepeperucTpauumn npeaenbHOM OTMNYCKHOW LeHbl Ha  JfleKapCTBEHHbIN
npenapar, BKMHOYEHHbIN B nepeyvyeHb XXN3HEeHHO H606X0,D,I/IMbIX N BaXKHEWLLINX J1eKapCTBEHHbIX NMpenapaTtos;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

6.1) garta BCTyrnJrieHuna B cuny npukasa ynosiIHOMO4YeHHOro cbe,qepaanoro opraHa NCMNONHNTENbHON BRacTu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

O roCyoapCTBEHHOW perncTpauuv unu nepeperucTpaumn npefenbHOM OTMYCKHOW LieHbl MPOM3BOAMTENS Ha
NeKapCcTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb XM3HEHHO HeOOXOOMMbIX U BaXHEMLIMX NEKapCTBEHHbIX
npenaparos;

(n. 6.1 BBegeH dPepepanbHbIM 3akoHoM oT 06.06.2019 N 134-93)

7) WITPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEOGUTENBLCKYI0) YNakoBKy fleKapCTBEHHOIO NpenapaTa;
(n. 7 BBegeH ®epepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8) koO nekapCTBEHHOro nmnpenapata NO aHaTOMO-TEPaneBTUYECKO-XMMUYECKON  KnaccudpmkaLmm,
pekoMeHaoBaHHOW BceMupHoON opraHusalmen 3gpaBooXpaHeHus.
(n. 8 BBeoeH PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. NocypapcTBeHHasn perucTpaumsa unm nepeperucTpanmsa npefenbHbiX OTNYCKHbIX LIEH Ha NeKapCTBEHHbIE
npenapartbl, BKIOYEHHble B nepevyeHb XU3HEHHO HeOGXO,EI,I/IMbIX U BaXXHEMLKnx JleKapCTBEeHHbIX npenapaTos,
BELEHNEe TOCyJapCTBEHHONO peecTpa npefesibHbIX OTMYCKHbIX LiEeH MNPOM3BOAUTENEN Ha JeKapCTBEHHbIE
npenapatbl, BKIOYEHHbIE B NEPEYEHb XM3HEHHO HEOBXOAUMBLIX W BaXKHEWLUMX NEKapCTBEHHbLIX NpenapaTos,
OCYLLIECTBAOTCA B NOPSIAKe, ycTaHOBNEeHHOM MNpaButensctBom Poccuiickon depepaunn.

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

Cratba 63. YcTtaHOBRNeHMe MUCNOMHUTENbHbLIMM opraHamu cyb6bektoB Poccuinickon depepauum
npegenbHbIX pa3mMepoB ONTOBbIX HaAGaBOK WM npeAenbHbLIX pPa3MeEpPOB PO3HUYHbIX HaAbGaBOK K
chakTMYECKMM OTNYCKHbIM LieHaM, YCTaHOBIMEHHbLIM MPOU3BOAUTENSAMM FNeKapCTBEHHbIX NMpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKMHOYEHHble B MepeyYeHb XWU3HEHHO HEeOOXOAWMbIX W BaXXHEWLIMX
neKapcTBeHHbIX NpenapaToB
(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 475-93, ot 08.08.2024 N 232-03)

1. VicnonHuTenbHble opraHbl cybbekToB Poccuiickon ®epgepaumnm yctaHaBnuBaoT npeaernbHble pasmepbl
ONTOBbIX HAA0ABOK M NpefesbHble pa3mMepbl PO3HUYHbIX HaA0aBoOK K hakTUYeCKMM OTMNYCKHbIM LeHaM (be3 yyeTa
Hanora Ha O00aBMEHHYK CTOMMOCTbB), YCTAHOBIIEHHbIM MPOWU3BOAUTENSAMWU JEKAaPCTBEHHbIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B I€PEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLIUX JTIEKapCTBEHHbIX
npenapaToB, B COOTBETCTBMM C YTBEPXOEHHOW B nopsaake, yctaHoBreHHoM [lpaButensctBsoMm Poccumnckon
degepaumn, MeTOOUKON YCTAHOBMNEHUS WCMOMHUTENbHbIMU oOpraHamu cybbektoB Poccuiickon ®depepaunmn
npedenbHbIX pa3MepoB OMNTOBbIX HaAbaBOK M MpeaeribHbIX PasMepoB PO3HWYHbLIX HaAbaBOK K (HaKTUYECKUM
OTMYCKHbIM LieHaM, YCTaAHOBIEHHbIM NPOWU3BOAUTENSAMWU JIEKAPCTBEHHBIX MNpenapaToB, Ha JeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBIX M BaXKHEWMLUMX NEKApCTBEHHbLIX MpenapaTos.
[MpoekTbl pelleHnn NCNONHUTENBHBLIX OpraHoB cyObekToB Poccuickon depepaunm o6 yctaHOBNEHUM u (Mnmn)
M3MEeHeHUN npegenbHbIX pas3MepoB OMNTOBbIX HaAA4baBOK M MpederibHbIX pPasMepoB PO3HMYHBLIX HaabaBoOK K
(PaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMIEHHbIM MPOM3BOAUTENSAMU NEKApCTBEHHbIX MNpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX FEKapCTBEHHbIX
npenapaToB, nogsiexart COrfiacoBaHuio C YNONHOMOYEHHbIM (hefeparnibHbIM OpraHoM MCMOMHUTENBHON BNacTH,
OCYLLECTBMAIWMM (YHKLMN MO MPUHATUIO HOPMAaTUBHbIX MPaBOBbIX aKTOB WM KOHTPOMKO 3a cobnogeHnem
3aKkoHodaTenbCTBa B cdhepe rocygapCTBEHHOIO perynmpoBaHus LeH (TapudoB) Ha ToBaphbl (ycryrv), B nopsaake,
ycTaHoBneHHoM [NpaBuTtenscTtBom Poccuiickon ®Pepepaumu.

(B pea. PenepanbHbix 3akoHOB 0T 13.07.2015 N 241-93, o1 27.12.2019 N 475-93, ot 08.08.2024 N 232-93)

2. OpraHusauuMm ONTOBOM TOProBMNM FEKAPCTBEHHbIMW  CPEACTBaMW, anTeyHble OpraHu3auumu,
WHOVMBMAOyanbHble NpegnpvHuMaTeny, WMelWwmMe JUUEH3NI0 Ha  (apMaueBTUYECKYld  OesiTeNbHOCTb,
MEeAMWLMHCKME OpraHusauum, UMerLmne NMLEeH3nio Ha dapMaLeBTUYECKY OeATEeNbHOCTb, U MX 060CO6NEHHbIE
nogpasaeneHnsi, pPacrnonoOXeHHble B CENbCKMX HACENEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHT anTeyHble
opraHuMsauuu, OCYLLEeCTBNAT peannsaunio NeKapCTBEHHbIX NpenapaToB, BKIOYEHHbIX B NepeYeHb XXMU3HEHHO
HeOOXOAMMbIX U BaXKHEWNLLUMX NIEKAapCTBEHHbLIX NpenapaToB, No LeHaMm, KoTopble (hOPMUPYHOTCA B COOTBETCTBUU C
[opAaKOM, YCTaHoBMeHHbIM [NpaButensctBoM Poccuickon Pegepaummn, n ypoBeHb KoTopbix (6e3 yyeta Hanora
Ha JoGaBNeHHY CTOMMOCTbL) HEe AOSMKEH MpeBbllaTb CyMMYy (DaKTMYECKOW OTMYCKHOWM LEHbl, YCTaHOBIEHHOM
npomvsBoguTeNnemM  JfieKapCTBEHHOro  npenapara, He npeBbILWAKLWEN  3apeErncTpMpoBaHHOM unm
nepeperMcTpupoBaHHON npeaenbHOW OTMYCKHOW LieHbl npou3BoauTens (Ha aaTty peanusauuy nekapcTBEHHOro
npenapaTta npou3BoguTenem), U pasmepa ONTOBOW HagbaBkM M (Unn) pasmepa pPO3HWYHOM HagbaBku, He
NpeBbILAKLLNX COOTBETCTBEHHO pa3Mepa MNpPenernbHON ONTOBOW Hapbaekm un (unu) pasmepa npeaenbHON
pO3HUYHOW HagbaBkK, yCTaHOBIMEHHbIX B cyObekTe Poccuiickon degepaunn.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 475-93, ot 08.08.2024 N 323-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3. WcnonHutenbHble opraHbl cyObekToB Poccunckon Pepepauumn pasmewarot B cetu "UHTepHeT"
MHGOPMaLMIO O 3aperMcTpMpoBaHHbIX MpedenibHbIX OTMYCKHbIX LieHax Npou3BOAUTENen Ha eKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B epeYeHb XMU3HEHHO HEeOBXO0AUMbLIX M BaXKHEWLINX NEKapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npeaenbHbiX pasmepax OMnToBbIX HaabaBok W (Mnu)
npefenbHbIX pa3Mepax PO3HUYHbLIX HAa40aBOK K yCTAHOBMNEHHBIM NMPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaToB
haKTU4EeCKMM OTMYCKHbIM LieHaM Ha JiIeKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb KU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEKapCTBEHHbIX NPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LeEeH MpoM3BOAMTENEN Ha fekapCTBEHHble npenapaTtbl, BKMIOYEHHblE B MepevYeHb >XU3HEHHO
HeOBXOAMMbBIX 1M BaXKHEWLLUMX NEeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cybbekTe Poccuinckon depepaumm
npedenbHbIX pa3MepoB ONTOBbIX HAA0aBOK M MNpedenbHbIX pa3MepoB PO3HUYHbIX HagbaBOK M Hamora Ha
nobaeneHHyo ctoumocTb. MHopmaunsi, NpeayCMOTPEHHast HAacCTOSILLEN YaCTblo, JOIPKHA HaxO4UTbCS TakkKe B
anTeyYyHbIX OpraHM3auusx B AOCTYMHOW ANs BCEX 3aMHTEPEeCOBaHHbIX Nul hopMe U OBHOBMATBCA MO Mepe ee
pa3meLLeHNsT UCMOSTHUTENbHBIMW OpraHammn cybbekToB Poccuickon degepaumm B cetu "MIHTepHeT".

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 475-93, ot 08.08.2024 N 232-03)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PefgepanbHbiii 3akoH oT 27.12.2019 N 475-03.

Nnasa 13. MOHUTOPUHI 9®®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALUNUXCA B OBPALLEHUU
B POCCUUCKOW ®EOEPALIUMN
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

Cratbsa 64. ®apmakoHagsop
(B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTtbl, HaxoaswimMecs B obpaueHun B Poccunickon Pepepauuun, nognexar
MOHUTOPUHIY 3dhPeKTUBHOCTM M Be30NacHOCTM B LIENAX BbISIBNEHWS BO3MOXHbIX HEFATUBHbBIX MOCNEACTBUN WX
NPVYMEHEHWS, UHOVBUAYANbHOW HEMEPEHOCMMOCTH, NPeaynpexaeHnss MeguUMHCKUX paboTHMKOB, CNeLmMannucToB
B oOnactm BeTepuvHapuu, MNaUMEHTOB WM BNAgenbLEB >XUBOTHLIX U WX 3aWuUTbl OT MPUMEHEHMUST TakuX
NeKapCTBEHHbIX NMpenapaTos.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

2. ®apmakoHaa3op OCYLLEeCTBMSeTCH COOTBETCTBYIOLUMM YMOMHOMOYEHHbIM dheaeparnbHbiM - OpraHoM
NCMONHWUTENbHON BNacTu B YCTAHOBIIEHHOM WM nopsake € yvyeToM TpeboBaHui Hactoswero PegepanbHOro
3aKoHa M akToB, cocTaensowmux npaso Cow3a, NyTeMm aHanu3a npegocTtaBnaeMon cybbektamu obpalleHus
NeKapCTBEHHbIX CPeAcTB MHAopMauMn O MNOBOYHbLIX AEWCTBUSIX, HeXenaTeNbHbIX peakunsax, CepbesHblX
HexenaTenbHbIX peakunsax, HenpeaBUOEHHbIX HeXenaTeribHbIX peakumsx npu NpUMEHEHUM NeKapCTBEHHbIX
npenapartoB, 06 MHAMBUAYaNbHOW HeNepeHoOCUMOCTU, OTCYTCTBUN 3pDEKTUBHOCTY NeKapCTBEHHbIX NpenapaTos,
a Takke 06 MHbIX hakTax n obcToATENbCTBAX, NPEACTaBASAIWMX YIPO3y XU3HW UNN 340POBbI0 YerioBeka nmbo
XKMBOTHOIO MPW MNPVMEHEHUW §eKapCTBEHHbIX NpenapaTtoB M BbISBIEHHbIX Ha BCex 3Tanax obpalleHus
nekapcTBeHHbIX NpenapaToB B Poccuiickon degepaumm u gpyrux rocygapcrsax.

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. CyObekTbl 0OpalleHus fnekapCTBEHHbIX CpPeAcTB B MNOpsSiAKe, YCTaHOBMEHHOM  YMOIHOMOYEHHbBIM
degepanbHbiM OpraHoOM MCMOSTHUTENbHONM BriacTh, 00s3aHbl coobLLaTth B YNOTHOMOYEHHbIM dhefeparbHbiA OpraH
WCMONMHUTENbHOW BRactM O MNOOOYHbIX ,EleI7ICTBVI$|X, HeXenaTelbHbIX peakumnax, Cepbe3HbIX HeXenaTelbHbIX
peakumsix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusx npu NpUMEHEHUM NekapCTBEHHbIX npenapaTos, 06
NMHAMBUOYANbHON HENEPEHOCUMOCTU, OTCYTCTBUM 3AEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaToB, a Takke 00
MHbIX bakTax N obCcTosaTeNbCTBaxX, NPEACTABMSOWNX YIPO3Yy XU3HW UMW 340POBbLI0 YenoBeka NMbOo XXMBOTHOMO
Npy NPUYMEHEHWUM JEKAPCTBEHHBIX MPEnapaToB M BbISBMEHHbIX Ha BCeX 3dTanax obpalleHusi NekapcTBEHHbIX
npenapaToB B Poccuickon degepaumm 1 gpyrmx rocygapcraax.

4. [epxatenu wnv BragenbUbl PErucTpaumMoHHbIX YOOCTOBEPEHUN eKapCTBEHHbIX NpenapaTos,
lopuandeckme nuua, Ha UMa KOTOPbIX BbiOaHbl paspelleHns Ha MpoBefdeHWe KMUHUYECKUX UCCreaoBaHuin B
Poccuiickon ®enepaumn, nmbo yrnornHOMOYEHHbIE VMU OpYyrve lopuanyveckue nuua B pamkax obecneyeHusi
6e30MacHOCTM NeKapCTBEHHLIX MpenapaToB B MOpsAKe, YCTAaHOBNEHHOM COOTBETCTBYIOLUMM YMNONMHOMOYEHHBLIM
denepanbHbIM OpraHOM UCMONMHUTENBHOW BNacTu, o6s3aHbl OCYLLECTBNATL NpueM, y4eT, 06paboTky, aHanms u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

XpaHeHue MnocTynawwmx B WX afapec OT CcybbekToB obpalleHuss NeKkapCTBEHHbIX CPeAcTB WM OpraHoB
rocygapcTBEHHON BRNacT COOOLWEHU O MOBOYHBIX [AEUCTBUSIX, HeXenaTernbHblIX peakuusiX, CepbesHbIX
HexenaTtenbHbIX U HENpPeABUAEHHbBIX HeXenaTernbHbIX peakumsax npy NpuMeHeHUn NekapcTBEHHbIX NpenapaTos,
06 0COBGEHHOCTAX WX B3aMMOZEWCTBMS C [OPYrMMU  NEeKapCTBEHHbIMKM Npenapatamu, WHAUBUAYyanbHON
HenepeHocMMocTH, a Takke 006 WHbIX dakTax U 0BCTOATENbCTBAX, NPEACTABMSALMX Yrpo3y XWU3HU UNn
300pOBbI0 YenoBeka NMOO XMBOTHOTO WU BIUSIOWMX HA M3MEHEHME OTHOLUEHUS OXWAaeMOW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NIEKAPCTBEHHbIX NPenapaTos.

5. lpu BbIgBNEHUN UHGDOPMaLMN O Cepbe3HbIX HeXenaTemnbHblX peakunax W HenpeaBuAEHHbIX
HexenaTenbHbIX peakuusax npu  MPUMEHEHUW NeKapCTBEHHbIX npenapatoB, 00 OCOGEHHOCTSAX — uX
B3aUMOAEWNCTBUS C OPYTMMW NEKAPCTBEHHLIMU NpenapaTtamu, UHAMBUOYanNbHOW HENEPEHOCUMOCTH, a Takke 00
WHBbIX hakTax U obCTOATENbCTBAX, BIUSAIOWNX HA U3MEHEHWE OTHOLUEHUSI OXWMOAEMOW MOMb3bl K BO3MOXHOMY
pUCKY NPUMEHEeHNs1 NeKkapCcTBEHHbIX NpenapaTos, AepKaTenu unu BnagernsLbl PperucTpaLmoHHbIX YO0CTOBEPEHUI
nekapcTBEHHbIX NpenapaTtoB, lpuAMYeckne nuua, Ha MM KOTOpPbIX BblAaHbl paspelleHus Ha nposefeHue
KNUHNYECKuX nccneposaHuni B Poccunckon ®egepauun, nmbo ynonHOMOYEHHbIE UMW Apyrue opugudeckme nuua
005a3aHbl MPUHATL MEpbl, HampaBfeHHble Ha YCTpaHEHMEe HeraTUBHbIX MOCNEACTBUN NPUMEHEHUA TaKuX
nekapCTBEHHbIX MpenapaToB, NpeaynpexaeHne NPUYMHEHMST Bpeda >KM3HW UNU 340pPOBbI0 YenoBeka nunbo
XXMBOTHOTO, 3aLUUTY UX OT NPUMEHEHUS] TaKMUX FNleKapCTBEHHbLIX NPenapaToB, HAa OOMOMHUTENbHbLIA COOpP OaHHbIX
06 adhpekTMBHOCTM 1 6E30MNacCHOCTU TaKnX NIEKAPCTBEHHBIX NpenapaTos.

6. 3a HecoobLieHne unu CcokpbiTMe MHOpPMaLMKU, NPeayCcCMOTPEHHOW 4YacTbio 3 HacTosLWen cTaTbw,
aepxarenu wnu Bnagernblbl PerncTpaunoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapartoB, lopuandeckne
nnua, Ha MMS KOTOPbIX BblAaHbl pa3pelleHus Ha MPOBEAEHUE KIMHWYECKMX uccrneoBaHui B Poccuiickon
depnepauymu, MMBO yNONHOMOYEHHbIE UMW ApYTUe opuanYeckme nNuua, a Takke JOMKHOCTHbIE NMULA, KOTOPbLIM 3Ta
MHpopMaums cTanma M3BecTHa Mo poay WX npodyecCcuMoHanbHOW OeATenbHOCTU, HEeCYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

7. Mpy nonyyYeHUn YMNOMHOMOYEHHbIM dbedeparnbHbiM OpraHoOM MWCMOSHUTENbHON BRacTM B pamMkax
ocyllecTBleHMss MM papMakoHad3opa [oKasaTenbCTB O HECOOTBETCTBMU J1eKapCTBEHHOro mnpenapara
YCTaHOBIIEHHbLIM TPeOOBaHWAM MW NMPU NOMYYEHUM MHAPOPMAaLIMK O HECOOTBETCTBUM AaHHbIX 06 3hPEKTUBHOCTU
M o 6e30MacHOCTM NeKapCTBEHHOro npenapata AaHHbIM O FleKapCTBEHHOM rpenapaTe, coAepalumcs B
WHCTPYKUMW MO €ro npuMeHeHuio (B TOM 4MCNe BbIIBNEHHbIX B XOOe OCYLLECTBMEeHMs dhapmakoHaasopa
KOHTPOMNbHO-HAA30PHLIMKW  OpraHamy  MHOCTPaHHbIX FOCYdapcTB), YMNONMHOMOYEHHbI dedeparnbHbii  opraH
UCMONMHUTENbBHOW BfAcTM B YCTAHOBIIEHHOM WM [OPSAKE paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIEHWUM
NpUMEHEeHVs1 TaKoro fiekapCcTBEHHOTO npenapara.

Cratba 65. lpuocTaHoBNeHue MNPUMEHEHUA NEeKapCTBEHHOro npenapara Ans BeTepuHapHOro
npUMeHeHus
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

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

1. MNpu nonyyeHnn wHGPOPMALMN O HexenaTernbHbIX peakuusx npu MNPUMEHEHUM feKapCTBEHHOMO
npenaparta, He YKa3aHHbIX B WHCTPYKUMM NO NpPpUMEHEeHUKD JeKapCTBEHHOro npenaparta, Cepbe3HbIX
HexxenaTenbHbIX peakuusix, 06 0COOEeHHOCTSX ero B3anMOOeNCTBUSA C APYIMU NEKapCTBEHHbIMW Npenaparamu,
KOTOpble MOFYT NpeaAcTaBnsaTb Yrpo3y XWU3HW UMK 300POBbIO XUBOTHOIO, @ TakKe O HECOOTBETCTBUM AaHHbIX 06
aheKkTMBHOCTM M O 6GEe30MacHOCTM JlekapCTBEHHOrO MNpenapata [AaHHbIM O feKapCTBEHHOM npenapaTe,
coaepXalimmcs B MHCTPYKUMM MO €ro NPUMEHEHUO, B TOM YMCIe OT YNONTHOMOYEHHbIX OPraHoB MHOCTPAHHbIX
rocygapcTts, OOMeH KOTOpPOW OCYLUECTBMSIETCS B COOTBETCTBUM C COrMaLUEHUSIMU MeXOY YNONHOMOYEHHbIM
cpe,uepaanuM opraHomMm WUCMOSTHUTENbHOW BNactn u YNONTHOMOYEHHbIMK OopraHamMmm MHOCTPaHHbLIX rocyaapcTs,
YMOSTHOMOYEHHLIN (hbefepanbHbli OpraH MCMNOMHUTENbHOW BMacTM paccMaTpuBaeT BOMPOC O BO3MOXHOCTU
NMpUOCTaHOBMNEHNST  obpalleHusl  Takoro  JlekapCTBEHHOro  npernapata B MNOpsiake,  YCTaHOBEHHOM
YMNONTHOMOYEHHbIM theaeparnbHbIM OpraHOM UCMONHUTESNBHON BRacTy.

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

2. [lpy HEUCnomHeHMM WNU HeHaanexawem WCNONMHEHUN gepxatenamum unn  Bnagenbuamu
PErMCTPALMOHHBIX  YOOCTOBEPEHUIN  NIEKApPCTBEHHbIX  MpenapaToB  ANs  BETEPUHAPHOrO  NPUMEHEHWS,
IOPUONYECKMMN NULAMW, HA MMS KOTOPbIX BbldaHbl pa3peLleHns Ha NpPoBeAeHME KITMHUYECKMX UCCIedOoBaHNA B
Poccuiickon ®epepauun, unmM  ynosIHOMOYEHHbIMUM UMW APYTMMW  LOPUAMYECKUMU NMLAMU  00S3aHHOCTEN,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

YCTaHOBMEHHbIX YacTamn 3 n 4 ctatbu 64 HacTosiwero PenepanbHOro 3akoHa, NMMBo B criyvyae HEBbLIMONTHEHMS
npeanucaHns, BblAAHHOTO YMOMHOMOYEHHbIM befepanbHbIM OpraHoM WCMOMHUTENbHOW BNactTu no utoram
OCyLLECTBMEHNS  BbIBOPOYHOIO  KOHTPOMsS  KayecTBa JIEKAPCTBEHHOro  npenaparta,  YMNOSIHOMOYEHHbIV
degepansbHbli OpraH WCMOSTHUTENbHOM BNacTM B YCTAHOBMIEHHOM MM MOPSAKE paccmaTpuBaeT BOMPOC O
NPUOCTaHOBEHNN NPUMEHEHMWS TaKoro fIekapCTBEHHOro Npenapara A1 BeTepuHapHOro NpMMeHeHuns.

(vacTb 2 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

3. Y1partun cuny ¢ 1 aHBapsa 2026 roga. - PegepanbHbint 3akoH ot 30.01.2024 N 1-93.

4. YNONHOMOYEHHbIN heaepanbHbli OpraH MCMOMHUTENbHOW BNACTX NPU HanmuMyum y HEro cBefeHun o
HECOOTBETCTBUM  MNPOU3BOAUTENS  JIEKApPCTBEHHbIX  CpeacTB  TpeboBaHMsIM npaeun  Hagnexatiemn
NPON3BOACTBEHHOW NPAKTUKM U (MNK) O HapyLUIEHWU JIMLEH3UNOHHbLIX TpeboBaHWi, KOoTopble Obinn BbISBNEHbI B
Xode TMNpoBedeHUs WHCMEKTUPOBaHMSA MNPOM3BOOUTENS JNEKAapCTBEHHbIX CPeacTB WM OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMsS B cdoepe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOM3BOACTBY NEKApPCTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLUX WUN CMOCOOHBLIX
NPUYNHNTDL BPE XU3HU UMK 300POBLI0 XXMBOTHLIX, pacCMaTpMBaEeT BOMPOC O MPUOCTAHOBIEHMM peanu3aumm u
NPYMEHEHNS NEKAPCTBEHHbBIX NpenapaToB Afs BETEPUHAPHOrO NMPUMEHEHWUS B YCTAaHOBMEHHOM WM MOpPSAKe B
crnegyLwnx cnyyasx:

1) coctaB u (Mnu) TexHONOrMA NPOM3BOACTBA I€KapCTBEHHOro Mpenapata Ans BeTepuHapHOro
NpUMEHeHUs (C onnucaHMem ctTaguii NPOU3BOACTBA) OTNINYAIOTCS OT 3asIBMEHHbIX B PEMMCTPALMOHHOM AOCHLE;

2) nekapCTBEHHbI npenapat Ans BeTepVMHapHOro MPUMEHEHUS MNPOWM3BEAEH Ha MNPOU3BOACTBEHHOW
nrowiajke, He ykasaHHON B percTpaLMoHHOM [OChE;

3) y npou3BoauTens rnekapcTBeHHbIX CPeACTB OTCYTCTBYHT OOKYMEHTbI, NOATBEpXKAatoLMe COOTBETCTBME
KayecTBa JlekapCTBEHHOrO npenapaTa Afs BETEPUHAPHOIO MPUMEHEHUsl, BBOAUMOIO B rpagaHckuit o6oporT,
TpeGoBaHNAM, YCTaHOBIIEHHbIM MPU €50 roCyAapCTBEHHON perncTpauum;

4) npousBoguTENEM IeKapCTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUMM YNONHOMOYEHHbIM
defepanbHbIM  OpraHOM WCMOMHUTENBbHOW BMAacTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHUM npaBwun
Haanexallen NPOVM3BOACTBEHHOW MPaKTUKM U (MNK) NULEH3NOHHBIX TPeOOBaHUM, KOTOpble ObINM BbISIBNEHbLI B
Xode MNpoBedeHUs WHCMEKTUPOBaHMS MNPOM3BOOUTENS JIEKApCTBEHHbIX CPeacTB  WIM  OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdoepe NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOn3BOACTBY NEKAapPCTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLUX WUN CMOCOOHBLIX
NPUYNHNTD BPEA XXU3HU UK 340POBbLHO KUBOTHbIX.

(vacTb 4 BBegeHa denepanbHbiM 3akoHoM oT 04.06.2018 N 140-3)

7. B nopsigke, npedyCMOTPEHHOM 4acTbio 4 HacTosILWen cTaTbW, YNONMHOMOYEHHbIN dpedepanbHbIi opraH
UCNOSMHUTENBHOM BNAacTUM paccMaTpuBaeT BOMPOC O MPUOCTAHOBNEHUN peanu3auun U NPUMEHeHUs
NeKkapCTBEHHOrO npenaparta Afs BEeTepMHAPHOro MPUMEHEHUS B Criydae BbISIBNEHUS B rpa)kgaHckoM obopoTe
cepuu rnekapCcTBEHHOro npenapata And BeTepuHapHOro MpUMEHEHUs, AOKYMEHTbl U CBeAEHWUss O KOTOpPOW,
npeaycMoTpeHHble yactamu 1 - 3 n 6 ctatbm 52.2 HacToswero defeparnbHOro 3akoHa, He npeacTaBreHbl B
YyKasaHHbIA opraH, nubo cepunm UMMYHOBMOMNMOrMYeckoro JneKapCTBEHHOro Mnpenapata Ans BeTepuHapHOro
NPUMEHEHNS, HE NMEIOLLIEN pa3peLleHnsi, NPeayCMOTPEHHOro YacTbio 8 ctatbmn 52.2 HacTosiwero denepansHoro
3akoHa. B ykasaHHOM cnydae ynonHOMOYEHHbIM dedeparnbHbIi OpraH WCMOMHUTENbLHON BNactu NpuHMMaeT
pelleHne O MpPUOCTaHOBNEHUN peanu3aumMm U NPUMEHEHUS TakUX Cepuin OO0 NpeAcTaBrneHust yKasaHHbIX
OOKYMEHTOB U CBELAEHUI NMMOO OO0 MONyYEHMs yKa3aHHOIO pa3peLleHmst.

(4acTb 7 BBegeHa PepepanbHbiv 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 66. UHhopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PepepanbHoro zakoHa ot 27.12.2019 N 475-03)

YnonHoMoueHHbIN dhefeparnbHblid OpraH UCNOMHUTENbHOW BNacTU, OCYLLECTBASLWNA dhapmMakoHaasop, no
€ro pesynbTatam pasmellaeT Ha CBOEM OuumnanbHOM canTe B ceTh "MHTepHeT" nHdopMauuio o:

1) BbIABIEHNN HOBbLIX NOATBEPXAEHHbIX OaHHbIX O NoBOYHbLIX AEUCTBUSAX, HeXenaTenbHbIX peaKkuunax,
Cepbe3HbIX HeXenaTtesibHbIX peakundax, HenpeaBuaeHHbIX HeXenaTtelbHbIX peakumndax npm  npuMeHeHumn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

JIeKapCTBEHHOrIO npenaparta, B TOM 4Yucrne BInAKLWNX Ha OTHOLWIEHNE oXngaemom nonb3bl K BO3MOXHOMY PUCKY
NPpUMEHEHNA AaHHOro J1IeKapCTBEHHOIO MNnpenaparta,

2) NPUHATBIX PELUEHUAX O BHECEHUW W3MEHEHUA B WHCTPYKUMIO MO MPUMEHEHWUIO eKapCTBEHHOro
npenapara, O MNPUWOCTAHOBIIEHMN MPUMEHEHMWS TeKapCTBEHHOro npenapata, 06 u3bATMM U3 obpalleHus
nekapcTBEHHOro npenapata unu o BO306HOBNEHUM NPUMEHEHMUSI NEKAPCTBEHHOTO Npenapara.

Masa 14. UHPOPMALUA O NEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEgMUMHCKOIro NPUMEHEHUA
(B pean. PenepanbHoro zakoHa ot 28.12.2017 N 425-03)

Ctatbsa 67. UHdopmauus o nekapcTBeHHbIX Mpenaparax. CUcTeMa MOHMTOPUHra ABWXEHUS
neKkapcTBeHHbIX NpenapaToB ANsi MeAULIMHCKOrO NpUMeHeHUsi
(B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. MHopmauma o nekapcTBeHHbIX Npenapartax, OTnyckaeMblX Mo peuenTy Ha nekapcTBeHHbIM npenapar,
OOMkHa coaepXaTtbCs TOMbKO B CMEeunanmnamMpoBaHHbIX M3O0aHWAX, NpedHasHa4YeHHbIX A8 MeOULMHCKMX,
dhapmaLeBTMyeckMx paboTHMKOB, crneuManucToB B obnactu BeTepuHapuu. WHdopmaumss 0 neKkapCcTBEHHbIX
npenapatax Ans crneunanuctoB B obnactv obpalleHus NekapCTBEHHbIX CPEACTB MOXET cogepXaTbCd B
MOHorpadusx, cnpaBOYHUKAX, HayYHbIX CTaTbsX, B AOKNadax Ha KOHrpeccax, KOHepeHuusx, cumnosnymax,
Hay4HbIX COBETaX, a Takke B UHCTPYKLUAX MO MPUMEHEHUIO NTEKaPCTBEHHbIX NpenapaTos.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

2. ludbopmauus o nekapcTBEHHbIX NpenapaTax, OTnyckaeMbix 6e3 peuenta Ha fiekapCTBEHHbIN npenapar,
MOXeT coaepXaTbCA B I'Iy6J'II/IKaLI,I/I9|X N 00BbABNEHUAX cpencts MaccoBoOu VIHd)OpMaLI.I/II/I, cneunanm3npoBaHHbIX U
O6IJJ,I/IX neyvyaTHbIX WU3OaHUAX, WUHCTPYKUMAX MO MPUMEHEHUIO NeKapCTBEHHbIX npenapaTtoB, WHbIX U3OaHUAX
cybbekToB 0OpalleHns NeKkapcTBEHHbIX cpeacTB. PeknamHble Martepuanbl O fleKapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha neKapCTBEHHbI npenapart, [OOIMKHbl COOTBETCTBOBATb WHCTPYKUUWM MO
NMPVYMEHEHMIO NIEKapCTBEHHOIO Npenapara.

3. JonyckaeTcsa ncnonb3oBaHne nobbix MaTepmanbHbIX HOCUTENEN, NO3BONAIOLNX XpPaHUTb, Nepeaasath U
ncnonb3oBaTb MHOPMAaLMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee NCKaxeHus!.

4. Ina uenen naeHTUMKaUMM ynakoBOK fIeKapCTBEHHbIX NpenapaToB ANS MeguLMHCKOro npuMeHeHus
NpPoOu3BOOUTENN FEKaApCTBEHHbLIX CpPeacTts B nopsagke, ycTaHoBrneHHoM [lpaBuTensctBoM Poccunckon
depepaumm, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLUEHMM NEKapCTBEHHbIX NpenapaToB ANs MeOULMHCKOro
NPUMEHEHMs, 4N KOTOPbIX HEe NPefyCMOTPEeHa BTOPUYHAs yNakoBKa) M BTOPUYHYIO (NOTPEOUTENbCKYIO) ynakoBKy
nekapcTBeHHbIX npenapaToB AN MeOULMHCKOro NPUMEHEeHWs cpeacTBa WAEHTUdUKALMK, 3a MUCKIYEHNeM
nekapcTBeHHbIX MnpenapaToB ANs MeAWUMHCKOro NPUMEHEHWs, NMPou3BOAUMbLIX ANS MPOBEAEHUS KIUMHUYECKUX
nccnegoBaHUK, 3KCNOpPTa, fleKapCTBEHHbLIX NpenapaToB AN MeAULMHCKOro NpYMEHeHUs!, ykasaHHbIX B YacTax 5
n 8 cratbm 13 Hactodawero PenepanbHOro 3akoHa, pagvodapMaueBTUYECKUX JTEKAPCTBEHHbIX MpenapaTos,
BbICOKOTEXHOSTOMMYHBLIX FIEKAPCTBEHHbIX MpenapaToB, KOTOPble MPOM3BEAEHbI ManbiMW CEPUAMMU, COCTOAT K3
OLHOW WMN HECKONbKUX [03 BbICOKOTEXHOMOMMYHOIO fEKapCTBEHHOrO npenapaTa, npegHasHayeHbl Ans
KOHKpPETHOro naumeHTa, WMelT KOPOTKUM CPOK roAHOCTU (OO0 [AeBsHOCTa KaneHdapHbIX AHen) u  (1nn)
TEMMepaTypHbIA PEXUM XpaHEHUs U TpaHcnopTuposBaHuA MuHYC 60 rpagycoB Llenbcus unu Huxe, NUABOK
MeOVLMHCKMX M ra3oB MeauUMHCKUX. [ns nekapCcTBEHHbIX NpenapaTtoB C MeXAyHapOoAHbIM HenaTeHTOBaHHbIM
HavMeHoBaHueM "JTaHon" cpeacTBO UaeHTUdMKaLMM HAHOCUTCH Ha BTOPUYHYIO (MOTPEBUTENBbCKYH0) YNakoBKY B
crnyyae, ecnu Takasd ynakoBka SBMSETCS WMHOUBMAYanbHOW BTOPUYHOW (MOTPEBMTENbCKOWM) YNakOBKOW 3TOrO
NeKkapCTBEHHOrO npenaparta, a B Criydae OTCYTCTBMS BTOPUYHOM (NOTPEOUTENbLCKON) YNakoBKM MIU Hanu4us
yMakoBKW, B KOTOPOW HaxoguTcs Gonee OAHOM eQuHWLbI YKa3aHHOro fieKapCTBEHHOMO npenapata B NepBUYHON
yrnakoBKe, CPeACTBO MAEHTUMUKALIMN HAHOCUTCA Ha MNEPBUYHYIO YMaKOBKY.

(vyactb 4 BBegeHa depeparnbHbiM 3akoHoM OT 28.12.2017 N 425-03 (pen. 27.12.2019); B pen. ®enepanbHbix
3akoHoB oT 04.08.2023 N 428-®3, ot 30.01.2024 N 1-93)

5. XapaktepucTuku cpefcTtBa uaeHTUdMKauMn, NOpPAAOK ero HaHeceHus u TpeboBaHWA K CTPYKType W
dopmaty uHdOpMauuM, KOTOPYH COAEpPXWT CpeacTBO WaeHTudmKauun, onpegenstoTtcs [lpaBuTensCTBOM
Poccuiickon ®epepauum.

(4acTb 5 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoc: npumeyaHue.
Y. 6 cr. 67 (B pea. P33 ot 28.12.2025 N__514-03) pacnpocipaHsercd Ha corfnaweHus o
rocyaapCTBEHHO-4aCTHOM (MyHMLMNANbHO-4aCTHOM) NapTHEPCTBE, 3aKoyeHHble 0o 28.12.2025.

6. Co3gaHue, pasBuTUE M IKCnnyaTaumsi CUCTEMbI MOHUTOPUHIA OBWXEHUS NEKapCTBEHHbIX npenapaToB
ONs MeOUUUHCKOrO NPUMEHEHNS OCYLLECTBRSIOTCA Ha OCHOBaHWWM COrnalleHus O rocyaapCTBEHHO-YaCTHOM
napTHEPCTBE, 3aKNIYEHHOro MexXay POCCUUCKUM topuanyeckum nuuom n Poccuinckon ®enepauunen, oT UMeHU
KOTOpOW BbICTynaeT deaepanbHbIi OpraH UCMOMHUTENBHOW BRacTu, OCYLLECTBASIOWMIA PYyHKUUN MO BbipaboTke
rocya4apCTBEHHOW MOSIMTUKA WU HOPMATUBHO-MPABOBOMY PErynvpoBaHni0 B cdepe BHYTPEHHEN TOProBru.
YKka3zaHHOe cornaiwleHue 3akrnodaetca B cootBeTcTBuM ¢ denepanbHbiM 3akoHoMm oT 13 utona 2015 roga N
224-®3 "O rocygapCTBEHHO-YaCTHOM MNApPTHEPCTBE, MyHUUUMNAnNbHO-4aCTHOM MapTHepcTBe B Poccunckon
depepaLmm M BHECEHUU M3MEHEHU B OTAEeNbHblE 3akoHOoAaTenbHble akTbl Poccuiickon depepaumn” ¢ yyetom
ycTaHaBnmBaemblx [lpaButenbctBom Poccuiickon ®epepaumym [Oopsagka co3daHusl, pasBuTusi, BBoda B
aKcnnyaTaumio, aKcniyaTauMmM 1 BbIBOAA U3 3KCMnyaTauum CUCTEMbI MOHUTOPWHIA OBWKEHWUSI NIEKAapCTBEHHbIX
npenapaToB [Onsi MeOULMHCKOTO NPUMEHEHWsl, Nopsaka NpefoCTaBeHns WHgopmauum, coaepxallencs B
CUCTEME MOHUTOPMHIa ABWKEHUSA NEKapCTBEHHbIX MpenapaTtoB Afs MEAULUMHCKOrO NPUMEHEHWs, U nopsagka
B3aMMOAEWNCTBUS YKa3aHHOW CUCTEMbI C WHbIMWM TFOCYOAPCTBEHHbIMU  WHM(OPMALUMOHHBIMU  CUCTEMAMU U
WH(OPMALIMOHHBIMK CUCTEMaMM  OPUAMYECKMX MWL U UHOAUBMAYANbHbIX MNpeanpuHUMaTEnen, yKasaHHbIX B
yactax 7 u 10 Hactoswen crtaTbu. Poccuiickoe topuamMyeckoe nuuo, YkasaHHOe B HaCToswen 4yacTw,
ocywiecTBnseTr @yHKUMM onepatopa CUCTEMbI MOHWUTOPWUHIra [OBWXKEHUSA TEKapCTBEHHbIX MNpenapatoB A4
MeauumHckoro npumeHenus. [punatne [MpaButensctBoM Poccuiickon dPepepaummn peleHuid 0  3aMeHe
yKa3aHHOro onepatopa unuv npekpawieHnn OCyLeCTBEHUS UM PYHKLMIA onepaTtopa He JOoMnyckaeTcs B TeYeHue
CpoOKa JeNCcTBMNS CornalleHus, ykasaHHOro B HacCTosLLEN YacTu.
(vacTb 6 B peq. PenepanbHoro 3akoHa ot 28.12.2025 N 514-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
Y. 6.1 cT. 67 pacnpocTpaHgeTcsa Ha cornawleHus O rocyaapCTBEHHO-YAaCTHOM (MyHULMMANbHO-4aCTHOM)
napTHepcTBe, 3akmtoyeHHble 0o 28.12.2025 (®3 ot 28.12.2025 N 514-93).

6.1. OnepaTop CWUCTEMbI MOHWUTOPWUHra ABWXEHUSI JEKAapCTBEHHbIX MpenapaTtoB Ans MegUUMHCKOro
NPUMEHeHUs LieHTpanm3oBaHHO obecneyvmBaeT hopMupoBaHme (reHepaumio) kKoga NpoBEPKN C UCMONb30BaHNEM
TEXHUYECKNX CPendcTB (DOPMUPOBAHUS Koga NPOBEPKM WM OKasblBAaeT YCryrM No npegocTaBfeHunto KoaoB
MapKMPOBKN, HeobxoauMbiX Ans (OPMUPOBAHUS CPEACTB WAEHTUdUKALUMM U obecrnevyeHnss MOHUTOPUHra
OBWXEHNs1 NeKkapCTBEHHbIX NpenapatoB ANs MeOULUMHCKOro NpuMeHeHusi. Pasmep nnaTbl 3a OkasaHWe Takux
YCNyr 1 Nopsifok ee B3MMaHus yCTaHaBNMBAKTCH HOPMaTMBHbLIM NpaBoBbIM akToM [MpaButenbcTBa Poccuiickoi
depepaumm, npuHUMaeMbIM Ha OCHoBaHUK Yactu 4 ctatbu 20.1 degepanbHoro 3akoHa o1 28 aekabpsa 2009 ropa
N 381-®3 "O6 ocHoBax rocyapCTBEHHOIO pPeryrnMpoBaHus TOproBon gestensHocTn B Poccuiickon ®enepauunn’.
MameHeHe pa3smepa ykasaHHOWM MnaTbl B TEYEHME cpoka AEWCTBUS COrMalleHust O rocyaapCTBEHHO-4aCTHOM
napTHEPCTBE, yKasaHHOro B YacTu 6 HacTosILLen cTaTby, He AonycKkaeTcs.

(4acTb 6.1 BBegeHa depeparnbHbiM 3akoHOM OT 28.12.2025 N 514-03)

KoHcynbTaHTln0C: npumeyaHue.
Y. 6.2 cT. 67 pacnpocTpaHsaeTca Ha CorfnaweHuMs O roCyAapCTBEHHO-YACTHOM (MYHULMMANbHO-YAaCTHOM)
napTHepcTBe, 3akmntoyeHHble 00 28.12.2025 (P3 ot 28.12.2025 N 514-93).

6.2. OnepaTop CWUCTEMbI MOHWUTOPWHra ABWKEHWS JIEKApCTBEHHbIX MpenapaToB Ans MeOULMUHCKOro
NMPMMEHEHNST OCYLUECTBISIET CBOW YHKUUM B COOTBETCTBMM C HactoswmMm degepanbHbiM  3aKOHOM,
depepanbHbiM 3akoHoM oT 13 wmona 2015 roga N 224-®3 "O rocygapCTBEHHO-4AaCTHOM MapTHEPCTBE,
MyHUUMNansLHO-4acTHOM napTHepcTBe B Poccuiickon depepaumm M BHECEHUW W3MEHEHUM B OTAelNbHble
3akoHofaTtenbHble akTel Poccuiickon ®enepauun” u cornalleHneM, ykasaHHbIM B 4acTu 6 HacTosien cratbu.
Mpun aTOM B TeYEHMNE CpOKa AENCTBUS TAKOrO COrMaLIEHUsI HE OOMYCKaTCS:

1) N3MEHEeHNe CyLLECTBEHHbIX YCMOBMUI Takoro CorfalleHus B 4acTu YMEHbLUEHWUSI CPOKa ero OencTBus u
n3MeHeHust obbema hMHaHCOBbLIX 06513aTENbCTB €r0 CTOPOH, 32 UCKIMIOYEHNEM Cryyasi, yka3aHHOrO B NOANYHKTE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

1 nyHkTa 2 ctatbun 450 MpaxagaHckoro koaekca Poccunckon ®enepaunu;

2) naMeHeHve npoueHTa obLiero KonuyecTBa rofocoB, NPUXOASLUMXCA Ha OONW, KOTOpble COCTaBASHT
YyCTaBHbIN KanuTan onepatopa M B OTHOLWEHUW KoTopbix Poccuickas Pegepaumsa u (unu) rocygapcrBeHHas
Koprnopauus UMeloT MpaBo NPSMOro U KOCBEHHOIO PacrnopsiXeHNs.

(vacTb 6.2 BBegeHa depepanbHbIM 3akoHOM OT 28.12.2025 N 514-03)

7. Opuguyeckne nvua u wuHAMBUZYanbHble MpeanpUHUMATENnu, OCYyLLeCTBsAWmue npousBoacTBo,
XpaHeHve, BBo3 B Poccuiickylo Pegepaumio, OoTnyck, peanu3auuio, nepegadvy, nNpuMeEHeHWe 1 YHUYTOXeHue
nNeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NpuMeHeHus, obecneynBaloT B Nopaake U B COCTaBe, KOTOpbIe
ycTaHoBneHbl [MpaBuTenscTBoMm Poccuiickon ®egepaumm ¢ y4eTOM BMAa OCYLLECTBNAEMON MU OeATENbHOCTH,
BHeCeHue MHopMaLun 0 NekapCTBEHHbIX NpenapaTtax AN MegnuUMHCKOro NPUMEHEHNs B CUCTEMY MOHUTOPUHIa
OBWKEHNs NekapCTBEHHbIX NpenapaToB Ans MeAWNLMHCKOrO MPUMEHEHMS.

(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble NpenapaTtbl Ans MeOULMHCKOro NMpUMEHEeHUsl, NpegHasHa4vYeHHble Ansi obecneveHus
nmy, BonbHbIX reMoUnen, MykoBUCLMAO030M, MMNodn3apHbiM HAHN3MOM, DoneaHbio [MoLle, 3110KaYyeCTBEHHLIMU
HOBOOOpPa30BaHMAMM NMMOMNAHON, KPOBETBOPHOW M POACTBEHHLIX MM TKaHEN, pacCesiHHbIM CKIIepo30M, Il
nocrie TpaHCnnaHTauMm OpraHoB M (Unun) TkaHewn, npou3dBedeHHble 0o 31 gekabpst 2019 roga, a Takke WHble
nekapcTBeHHble npenapaTbl 4NA MeguLMHCKOro npuMeHeHus, npomssegeHHsle o 1 nona 2020 roga, nognexat
XpaHeHuto, NepeBo3ke, OTMYCKY, peanusauuun, nepegade, NpUMeHeHnto 6e3 HaHeceHUs1 cpeacTB aeHTUdUKaLmmn
00 UcTeyeHus cpoka ux rogHoctu. MNpaeBuTensctBo Poccuiickon depepaumm BnpaBe YCTAaHOBUTb OCOOEHHOCTM
BBOZAA B rpaXkdaHCKMIA 000pPOT fleKapCTBEHHLIX NpenapaToB Ans MeAULUHCKOro NPUMEHEHUs, NPOn3BeeHHbIX B
nepuog ¢ 1 uonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKMiA 060pOoT NeKapCTBEHHbIE
npenapaTbl ANA MEAULMHCKOrO NPUMEHEHNS], 3a UCKIMIOYEHNEM NEKAPCTBEHHbIX NpenapaToB, NpeaHasHayYeHHbIX
ansa obecneyeHns nuu, 60MbHBIX reModUMen, MyKoBUCLMO030M, rMNon3apHseiM HaHN3MOM, BonesHbio MoLwe,
3r10Ka4eCTBEHHbIMN HOBOOOpa3oBaHUsIMU NMMMAONHON, KPOBETBOPHOW M POACTBEHHbIX UM TKaHEeRn, pacCcesiHHbIM
CKMepos3oM, Nl nocne TpaHCcnnaHTauum opraHoB U (MNu) TkaHeWn, Npou3BeAeHHble 3a npefenamy TeppuTopun
Poccunckon ®egepaummn go 1 oktabps 2020 roga, moryT ObITb BBE3€eHbI B Poccuiickyto Penepaumio oo 1 aHeaps
2021 ropga B nopsiake, yctaHoBneHHom [paButenbctBoM Poccuiickon Pepepaumm, 6e3 HaHeceHus cpencTtB
naeHTurKkaumn.

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. Opranmnsauus MHPOPMAaLMOHHOIO B3anMMOAENCTBUSS CUCTEMbI MOHUTOPMHIA ABWXEHUS NTEKapCTBEHHbIX
npenapaToB Ans MEOUUUHCKOTO MPUMEHEHMSI C WHbIMW TFOCY4apCTBEHHBbIMM MH(OPMAUMOHHBIMKM CUCTEMaMM
obecne4nBaeTcs B TOM yncne nocpencTeom WHMPaCTPYKTYpbl, obecneynBatoLlen
NMHOPMALIMOHHO-TEXHONOMMYECKOE  B3aMMOLencTBMe  MH(OPMALMOHHBIX — CUCTEM,  WUCMONb3yembiX  Ans
NPefoCTaBNEHNss rOCYOAPCTBEHHBIX W MYHUMUMNANbHBIX — YCIYr W WUCMOSNIHEHWUSI FOCYAApPCTBEHHbIX U
MYHULMNAnNbHbIX (PYHKLMIA B 3NEKTPOHHOW hopMe.

(yacTb 8 BBeaeHa PeaepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. NHdopmauua, cogepxallaiaca B CUCTEME MOHUTOPMHIa ABWXKEHUSA NEeKapCTBEHHbIX npenapaTtoB Ans
MEeOMWLMHCKOro NMpUMEHEHUs, ABNSEeTCS MHOpMaunen orpaHMYeHHOro 4OCTyna B COOTBETCTBMM CO cTatben 9
depnepanbHoro 3akoHa ot 27 nonsa 2006 roga N 149-03 "O6 nHdopmauumn, MHPOPMAaLNOHHBIX TEXHONOMUSX U O
3awmTe MHgopMauun”, 3a WCKIYEHMEM WHGOpMauun, HeZonyCTMMOCTb OrpaHWYeHust JOCTynma K KOTOpOWn
yCTaHoBMeHa hefepanbHbIMM 3aKOHaMK, a Takke WHpopmaumu, oTHeceHHou [lpaBuTenbcTBOM Poccumnckon
depepaumm B COOTBETCTBMM C  HacTodAwmMm dPepepanbHbiM  3aKOHOM K 06LLEAOCTYNHOM  MHOopMauuun.
O6wenoctynHas MHopmauus, cogepallasca B CUCTEME MOHUTOPUHIA ABMXKEHUS NIEKapCTBEHHbIX NpenapaTos
Ons MeAMLMHCKOro NpUMEHEHUs1, pasMeLlaeTcss B MH(POPMaLMOHHO-TENEKOMMYHUKALUMOHHON ceTn "NHTepHeT"
(8 TOM umcrie B popme OTKPbITbIX AaHHbIX) B OOpaake, ycTaHoBrneHHoOM [lpaButenbcTBoM Poccuinckomn
degepauum.

(vactb 9 B peq. PepnepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. foctyn K wHdoOpMauuu, copaepxaliencss B CUCTEME MOHWUTOPWUHra ABWXEHUS IeKapCTBEHHbIX
npenapaTtoB AN MEeAUMUUHCKOro NpumMeHeHusl, obecrneymBaeTcs onepaTtopoM CUCTEMbl MOHUTOPUHIa OBWKEHUSA
neKapCcTBEHHbIX NpenapaTtoB AnA MeAUUMHCKOro NPUMMEHeHWs B mopdake, YCTaHOBMEHHOM [paBuTenbCTBOM
Poccwuiickonn depepaumm, B COOTBETCTBUM C 3akoHopaTenbcTBOM Poccuiickon Pepepaumm o6 nHdpopmaumn,
MHOPMALMOHHBIX TEXHOMOMMAX U O 3awute MHgopmMauun, 3akoHogaTenbcTBoM Poccuiickon depepauun o
rocygapCTBeHHON TarHe, 3akoHogaTenbcTBOM Poccunckon degepaumm 0 KOMMEPYECKOM U MHOW OXpaHAeMoMu

www.consultant.ru CrpaHvua 116 n3 124
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=508490&amp;dst=102129
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=508490&amp;dst=102129
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523038&amp;dst=100042
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523038&amp;dst=100042
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515572&amp;dst=100123
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515572&amp;dst=100123
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470143&amp;dst=100033
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470143&amp;dst=100033
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470141&amp;dst=100021
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470141&amp;dst=100021
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=451861&amp;dst=100021
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=451861&amp;dst=100021
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470143&amp;dst=100034
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470143&amp;dst=100034
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511583&amp;dst=100086
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511583&amp;dst=100086
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=314169&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=314169&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483026&amp;dst=100101
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483026&amp;dst=100101
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515572&amp;dst=100241
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515572&amp;dst=100241
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3aKOHOM TarHe U C y4eTOM MOMOXeHMN HacTosdllen ctaTbu. [paBuTenscTtBo Poccuitickon depepaumm Bnpase
yCTaHaBnvMBaTb MepeyYeHb JEeKApCTBEHHbIX MpenapaTtoB ANst MEAWUMHCKOrO MpUMEHeHuss u  (unu) rpynn
NeKapCTBEHHbIX MpenapaTtoB AN MeAMLUMHCKOrOo NMPUMEHEHNs 1 OCODEHHOCTU OOCTyna K MHOpMaLUn O Takmx
NeKapCTBEHHbIX NpenapaTax, coaepKallenca B CUCTEME MOHUTOPUHra OBWKEHUS NEKapCTBEHHbIX NMpenapaToB
Ons MegMLMHCKOro NPUMEHEHMS.

(vacTb 9.1 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.2. lMonb3oBaTenM CUCTEMbl MOHUTOPUHIA OBWXXEHMUSI NEKApPCTBEHHbLIX NpenapaTtoB AN MeAWMUMHCKOro
npuMeHeHnst obnagaroT NpaBoM OCTyna K MHGOpMaLuK, coaepKallenca B CUCTEME MOHUTOPUHIra LBUKEHUS
NeKapcTBEHHbIX NpenapaToB AMs MeOULMHCKONO NMPUMEHEHUS, C YY4ETOM OrpaHWYEeHUn AOCTyna K yKasaHHOW
nHdopmaumm 1 ee nocnegyoLen obpaboTke, yCTaHOBNEHHbIX HacTosiwmMm PenepanbHbiM 3aKOHOM UM UHBIMM
HOpMaTMBHbLIMW NPaBOBbLIMK akTamu Poccuiickon ®epepaunn.

(yacTb 9.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.3. ®epepanbHble opraHbl UCNOMHUTENBHOW BAAcT U UCMOMHUTENbHbIE OpraHbl cyGbekToB Poccuinckom
depepaumm B uensx, onpegeneHHbix [pasutensctBoM Poccuiickon ®depepaumn, uMeroT npaBo AOCTyna K
nHdopmaumm o cybbekTax obpalleHNsi ekapCTBEHHbIX CPEACTB, O JIEKAapCTBEHHbIX MpenapaTtax n ob obopoTte
TaKkMX HeKapCTBEHHbIX MpenapaToB, HeOOXOOUMOW Ans BbINOMHEHUS 3adady W OCYLLeCTBNEeHUS YHKLMNA,
BO3JIOXEHHbIX Ha deaepanbHble OpraHbl WCMONTHUTENbHOM BMAcTM U WCMOSTHUTENbHbIE OpraHbl CyObLEKTOB
Poccuiickon ®epepauun, cratuctnyeckon nHgopmMaumMm O fiekapCTBEHHbIX npenapatax M o6 mx obopote, a
Takke K obwenoctynHon wuHdpopmaumm. CoctaB 3ToW MHGOpMauuu onpegenserca cornaweHvsamu o6
WH(OPMALIMOHHOM  B3aMMOAENCTBUM,  3aKMIOYEHHbIMW  ONepaTopoM  CUCTEMbl  MOHUTOPUHra  OBUXKEHUS
nekapcTBeHHbIX nNpenapaTtoB ANA MeAULMHCKOro NpuUMeHeHusi ¢ deaeparnbHbIMU OpraHamu MUCNONHUTENbHON
BMacTM WINU UCMOMHMTENbHBIMKM OpraHamu cybbektoB Poccuiickon ®epepauum n denepanbHbiM OpraHom
WCMNOMHMTENBHOW BRlacTH, OCYLLECTBNSALWNM PyHKUMM MO BbipaboTKe U peannsauumn rocygapCTBEHHON NOMUTUKM
N HOPMaTMBHO-NPaBOBOMY PErynnmpoBaHunio B cdhepe 30paBoOXPaHEHNS.

(yactb 9.3 BBegeHa PepepanbHbiM 3akoHoMm OT 04.08.2023 N 474-93; B pen. PepepanbHOro 3zakoHa OT
08.08.2024 N 232-d3)

9.4. CybbekT obpallieHnsi NekapCTBEHHbBIX CPEACTB MMEET NpaBo AOCTyna K MHdopmauumn 06 onepaumsx ¢
nekapCTBeHHbIMKU NpenapataMmu And MeQUUMHCKOrO NPUMEHEHWs, COBEPLUEHHbIX 3TUM cybbekToM obpalleHuns
nekapCTBEHHbIX CPeACTB, a Takke K 0bLLef0CTyNHON HopMaLnK.

(4acTb 9.4 BBegeHa dPepfepanbHbiM 3akoHoOM oT 04.08.2023 N 474-93)

9.5. OnepaTop CUCTEMbI MOHWUTOPWHra ABWXEHWSI JEKAapCTBEHHbIX MpenapaToB Ans MeauLUHCKOro
npuMeHeHusi obrnagaeT NpaBoM [OCTyna K MHGOPMaUMK, coaepKallencss B CUCTEME MOHUTOPUHIa OBWKEHUS
neKkapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMEHeEHUs], BKoYas MHOPMAaLMIO OrpaHNYeHHOro A4oCTyna,
C BO3MOXHOCTbIO ee 00paboTku, B TOM Yncrie ee NpefoCTaBeHUs N pacnpocTpaHeHnsi, obecneyeHms gocTtyna K
HElN 1 oKasaHus YCnyr ¢ ee Ucnonb3oBaHueM (aarnee - obpaboTka).

(yactb 9.5 BBegeHa PepepanbHbiM 3akoHOM 0T 04.08.2023 N 474-03)

9.6. OnepaTtop CUCTEMbI MOHUTOPUHra [ABWXEHUSI NEeKapCTBEHHbIX MpenapaTtoB ANnd MeAuUMHCKOro
NPYMEHEHMST MOXET OCYLLeCTBNATbL 00paboTky MHGOpMauuM OrpaHMYeHHOro [AoCTyna, Copepkalleincsl B
CUCTEME MOHMUTOPUHIa ABWXKEHUS NEKAapCTBEHHbIX NpPenapaToB ANs MEAULMHCKOrO MPUMEHEHUSs!, Npy YCNOBUK
obs3aTenpHoro o0e3nuumMBaHuA Takoh WMHGOPMauMu B COOTBETCTBUM C YyTBEpXOAaeMbiMun eaepanbHbiM
OpPraHoM WCMOJTHUTENbHOM BRAcTU, OCYLLECTBAAIOLWMM PyHKUUM No BbipaboTKe U peanusauummn rocyaapCcTBEHHOW
NONMUTUKA W HOPMaTMBHO-NPABOBOMY perynvpoBaHnio B cdepe 34paBOOXpaHEHUs, MO COrfnacoBaHWUKO C
denepanbHbiM OpraHOM WCMOMHUTENBHON BriacTW, OCYLLECTBNALWMM (PYHKUMM MO KOHTPOMNO M Haasopy B
chepe MHPOPMALMOHHBIX TEXHOMOTUIA U CBSA3U, U deaepanbHbiM OPraHOM UCMONHMTENBHOW BriacTn B obnactu
obecneyeHuns 6e3zonacHoCcTM TpeboBaHAMY K 0OE3NUYMBAHMNIO TAKOW MHGOPMaLMM U MeTodamy 00e3nninBaHus
Takon uHdopMauun. O6esnnyeHHass WHdOpPMauWs, MOMNyvYeHHass B pe3ynbTaTe yKasaHHoOW 06paboTku wu
cofepxalwasicd B CUCTEME MOHUTOPMHIa [BWXEHUS JeKapCTBEHHbIX MpenapaTtoB s  MeOULUHCKOro
NPUMeEHEHNs, ABNAETCS MHOopMaumen orpaHnyeHHoro goctyna. O6esnuueHHas nHpopmaumsi, 4OCTYN K KOTOPOW
ObIn o6ecneyeH onepaTtopoM CUCTEMbI MOHUTOPUHIA ABUXKEHUSA NEKapCTBEHHbIX NpenapaTtoB AMs MeOULMHCKOro
NPUMEHEHNST B LEnsX OKasaHusi YCryr C ee UCMNoNb30BaHWEM, MOANEXUT XPaHEeHW0 B CUCTEME MOHUTOPUHra
OBWXKEHNs1 eKapCTBEHHbLIX MpenapaTtoB Anst MEeAWUMHCKOrO MPUMEHEHUS He MeHee nsTU neT ¢ gathl
NpefocTaBneHns [ocTyna K o0e3nuueHHoOW MHAOpMauMu, U Ha Hee He pacnpocTpaHalTcsa TpeboBaHuSA K
MHdOPMaLMKN OrpaHNYEHHOrO AOCTYNa, YCTaHOBMEHHbIE HACTOSLLEN CTaTbeN.

(vacTb 9.6 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

9.7. Onepatop CUCTEMbl MOHWTOPWHIa ABWKEHWS FeKapCTBEHHbIX npenapaToB AN MeOMLMHCKOro
NMPMMEHEHNS MOXeT OCyLeCTBNATL 00paboTKky MHgOpMauuM OrpaHMYeHHOro AoCcTyna, coaepallencs B
CUCTEME MOHUTOPUHIa OBWKEHWNS NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHNs, NosTyYeHHON OT
cybbekTa obpalleHus nekapCTBEHHbIX CPeACTB, 3aperncTpUpoBaHHOIO B CUCTEME MOHWUTOPUHra ABWXEHWS
neKapCTBEHHbIX NpenapaToB Ans MeAWLIMHCKOro NPUMEHEHUS 1 NpeacTaBMBLLEroO B Hee CBeAEHUs!, B UHTepecax
M MO MOpYyYeHUI0 Takoro cybbekTta obpalleHus fnekapCTBeHHbIX cpeacTB 6e3 obesnuumBaHusa MHopmauum
OrpaHVMYeHHOro gocTyna.

(vacTb 9.7 BBegeHa depepanbHbimM 3akoHoM OT 04.08.2023 N 474-93)

9.8. Onepatop cuUCTEMbl MOHUTOPUHIA [OBWXEHUS JIEKApPCTBEHHbLIX NpenapaToB ANs MeOouUMHCKOro
NMPVYMEHEHMS BrpaBe OKa3biBaTb HA HEOUCKPMMMHALMOHHOW OCHOBE YCNyIM C MCMONb30BaHWEM OOE3NMYEHHOMN
WHOpMaUMK, CcoAepXKalenca B CUCTEME MOHUTOPMHIa [OBWKEHUS JleKapCTBEHHbIX MpenapaTtoB Afis
MEOMLMHCKOro NpuMeHeHus, cybbektam obpalleHnst NekapCTBEHHbIX CPEACTB, MOPSOOK U CTOMMOCTb OKa3aHWUs
KOTOpPbIX OMpefensitoTCss OonepaTopoM CUCTEMbI MOHUTOPWUHra [OBWXKEHUS NEKapCTBEHHbIX npenapatoB Ang
MEeOULMHCKOTO NPUMEHEHUs, C Y4EeTOM OrpaHU4YeHunidi gocTtyna k obesnmyeHHon MHopmMaunun, YCTaHOBMEHHbIX
HacTosLllen cTaTbel. YKasaHHble NOpsaoK M CTOMMOCTb OKadaHWsl TakuxX Ycryr pasmellatoTcs onepaTtopoMm
CUCTEMbI MOHUTOPUHIa ABMXEHUSA NEKApCTBEHHbIX MpenapatoB ANd MeAUMLMHCKOro NPUMEHEHWA Ha cauTe
CUCTEMbl MOHMUTOPMHIa [OBWXKEHUS JIeKapCTBEHHbIX nMpenapatoB AnA  MeOUUMHCKOrOo MNpUMEHEHUST B
WH(OPMaLIMOHHO-TENEKOMMYHUKALUMOHHON ceTn "WHTepHeT" ©n noanexar KOHTPOM B COOTBETCTBUMM C
aHTUMOHOMOMbHbLIM 3aKkoHoAaTensCcTBoM Poccuiickon degepaumn. YkasaHHble NOPSAOOK M CTOMMOCTb OKasaHus
TaKUX YCnyr OOIMKHbl OblTb eauHbIMU ONis BCeX nuu, 00pallaroliMxcsl 3a OKa3aHueM YCIyrn B OTHOLUEHUU
OOVHaKoBbIX BMAa, obbema n coctaBa npegoctasnsiemon uHopmaumm. Cyobektam obpalleHnst TeKapCTBEHHbIX
CpeAcTB 3anpelwjaeTcs nNpefocTaBnATb U PacnpoCTPaHATb MHAOPMAaUUIo, MOSTYYEHHYI0 B COOTBETCTBUM C
HaCTOSLLEN YacCTblO.

(vacTb 9.8 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

10. TlpomsBoauTenb neKapCTBEHHbIX CPEACTB, AepxaTtenb nvMbo Brageney perncrpalmoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapara unu npeacraBUTeNbCTBO MHOCTPAHHOW OopraHv3aLmu, aBnstoLlencs
aepxatenem nnbo Bnagenbuem permcTpaunoHHOro YAoCTOBEPEHMS NTIEKapCTBEHHOIO nNpenapara, Ha TeppuTopum
Poccuiickon  depepaumun, 3aperucTpypoBaHHble B CUCTEME  MOHUTOPMHIA  OBWKEHWUS NEeKapCTBEHHbIX
npenapaToB Ans MeAUUMHCKOro NPUMEHEHWs W MNpeAacTaBMBLUME B HeEe CBEOEHMSI O HaHeCeHUW CpeacTB
noeHTUrKauuMnM Ha ynakoBKW NeKapCTBEHHbIX npenapaToB, Hapsgy ¢ uHdopmauuven, ykasaHHou B yactn 9.4
HacTosLLEeN cTaTby, NONyyYaeT coepXalllytocs B CUCTEME MOHUTOPUHIa OBMXKEHUS NeKapCTBEHHbIX NpenapaToB
ana  MeauUMHCKOro MpUMEHEHUs MHAOPMaUUIo OrpaHUYeHHOro [JocTyrna O cepusx W napTuax  3Tux
nekapCTBEHHbIX NpenapaToB 6€3B03Me30HO U BNpaBe OCYLLECTBIIATb CAMOCTOATENBHO MIW nopyyaTtb 06paboTky
TakoW MWHopmMaunyn TONMbKO B COOCTBEHHbIX WHTepecax. [lpu 3TOM [OCTyn K Takonm wHOpMauMm unu
pesynbtatam ee 06paboTkum MMeeT TOMbKO AaHHbIA CyObeKT obpalleHus nekapCTBEHHbIX CPEeACTB MnvM nuuo,
KOTOpoMy OH nopy4un obpaboTtky. CocTaB npenocTaBMnsieMoOd B COOTBETCTBMM C  HACTOSILLEN YacTbio
nHdopMauun onpegensaetcs MNpasutenbctBomMm Poccuickon egepaunn.

(yactb 10 B pea. PegepanbHoro 3akoHa ot 04.08.2023 N 474-93)

11. 3a nNpou3BoACTBO MMM MpoJaxy NekapCTBEHHbIX NpenapatoB ANA MeUUMHCKOro npuMeHeHus 6es
HaHeceHWs1 cpeicTB uAeHTUdUKaunM, ¢ HapylleHWeM YCTaHOBIIEHHOro Mopsaka WX HaHeceHusl, a Takke 3a
HeCcBOeBpEMEHHOEe BHECEHME AaHHbIX B CUCTEMY MOHWUTOPUHra ABWXKEHUS NeKapCTBEHHbIX npenapaTtoB ANnd
MEOVLUMHCKOrO MPWMEHEHUS WM BHECEHWe B Hee HeOOCTOBEpHbIX [aHHbIX lopugnyeckue nuua wu
WHAMBMAYanbHble NPeAnpuUHUMaTenu, ykasaHHble B 4acTax 4 U 7 HacTosWen CTaTbu, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

(vactb 11 BBegeHa PefepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaBuTtensctBo Poccuiickon Pepepaummn BnpasBe yCTaHOBUTb QCOBGEHHOCTW BHEAPEHUS CUCTEMbI
MOHWUTOPWMHIa ABWXKEHWSI NEeKapCTBEHHbIX NpenapatoB Afs MEAMLMHCKOrO MPUMEHEHUs, BKIOYas CPOKM ee
BHEAPEHMS, B OTHOLUEHUN JEKAapPCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOTO MPUMEHEHUS, BKIOYEHHbIX B
nepeyeHb XU3HEHHO HEOBXOOMMBIX U BaXXHENLIMX JeKApCTBEHHbIX NpenapaToB, NEKapCTBEHHbIX NpenapaTos,
npefHasHavYeHHbIX Ans obecneyveHns nuu, 6onbHbIX reMouneit, MykoBUCLMAO30M, MNodn3apHLIM HAHN3MOM,
fonesHblo owe, 3nokadecTBEHHLIMW HOBOODOPA30BaHUAMU NUMAOULAHON, KPOBETBOPHOW W POACTBEHHbLIX UM
TKaHeWN, paccesiHHbIM CKIIepOo30M, MWL, MOCMEe TpaHCMfaHTaumuM OpraHoB M (UNKN) TKAHEW, MHbIX JTEKapCTBEHHbIX
npenapaTtoB ANs MEOULMHCKOTO NPUMEHEHNS.

(4acTb 12 BBegeHa PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Mnaea 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALIUN, OCYLLUECTBNAIOLWNE AEATENBHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbIX CPECTB

(BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemblie NPy OCyLLECTBIIEHUMU AeATEeNbLHOCTU B cdepe obpalieHus
neKkapcTBeHHbIX CPeAcTB

1. OpraHusauuu, 3aHumMarowmecs paspaboTkon, NPOM3BOACTBOM M (UNK) peanusaumen nekapcTBEHHbIX
npenapatoB Ans MeOWLMHCKOrO NPUMEHeHUsi, opraHu3auuu, obnagawlne npaBaMuM Ha WCMONb3OBaHUE
TOProBOro HavMeHOBaHUS NeKapCTBEHHOro npenapara AN MeguUMHCKOro NpYMeHeHUsl, opraHM3aumn onToBOW
TOProBfn fleKapCTBEHHbIMW CpeAcTBaMu, anTeyHble OpraHusauun (MX npeacTtaBuTeny, uHble dU3NyYeckne U
fopuanyeckne nuua, OCYLLECTBASIOWME CBOK AEATENbHOCTb OT MMEHW 3TUX OpraHusauui) B OTHOLUEHUU
MeOULMHCKUX pabOTHUKOB M pyKOBOAUTENEN MEOULMHCKUX OpraHn3aLmnn He Brnpase:

1) BpyyaTb nodapku, BbiMnayMBaTb AeHEXHble CpeacTBa (3a MUCKMHOYEHWEM BO3HarpakaeHuin no
[oroBopamM Mpu NPoBeAeHUU KIMHUYECKUX WUCCNedoBaHUiA NekapCcTBEeHHbIX npenapaTtoB AN MeOULIMHCKOro
NPUMEHEHWS, BO3HarpaxaeHui, CBA3aHHbIX C OCYLLECTBIEHMEM MeOULMHCKUM paBGoTHUKOM neaarornyeckon u
(Mnn) Hay4HOWM AeATENbHOCTK), B TOM YMCIe OnfadvnBath passBreyeHns, oTabIX, NPoess K MEeCTY OTAbIXa, a Takke
npuBnekaTb K y4acTUo B pasBrekaTenbHbIX MEPONPUATUSX, MPOBOANMbIX 3a CYET CBOMX CPEACTB;

2) 3aknoyaTb COrMalleHUss O HasHa4YeHWU UNKM pekoMeHdauuu MauvMeHTaM JeKapCTBEHHbIX MpenapaToB
AN MeOULMHCKOTO MNPUMEHEHUS (3a MUCKMYeHneM [IOrOBOPOB O MPOBEAEHUU KIUHUYECKUX WCCIedoBaHui
neKkapcTBEHHbIX NpenapaTos Ans MeaULMHCKOro NpUMeHeHust);

3) npenocTaBnATb 00pasubl NEKapCTBEHHbIX MpPenapaToB Ans MeOULUMHCKOrO MNMPUMEHEHUS B LENAX
BpPyYEHUsl MauueHTaMm (3a WCKIOYEHMEM CIyvyaeB, CBSI3aHHbIX C MPOBEAEHWEM KIMHUYECKUX MCCIefoBaHui
NeKapCTBEHHbIX NpenapaToB Ansi MeAULUHCKOTO NpUMeHeHus1);

4) npenocTaBnATb HEQOCTOBEPHYO M (MNK) HEMOMHY MH(OPMAaLMIO O NEKAapCTBEHHbIX Mpenapartax ans
MEAMNLMHCKOro NPUMEHEHUS;

5) nocewatb ux B paboyvee Bpems Ha pabouMx MecTax, 3a MCKMYEHWEM CrlyvaeB, CBSA3aHHbIX C
npoeegeHnemMm KrnHU4eCKnx I/ICCJ'IeLI,OBaHI/IVI NleKapCTBEeHHbIX MnpenapaTtoB And MeOUUUMHCKOro npumMeHeHud, C
yyacTueM B nopsigke, YCTaHOBMEHHOM PYKOBOAMTENEM MEOVLMHCKOW OpraHu3aumu, B COOpaHUsix MeanLMHCKNX
pabOTHUKOB M MHbLIX MEPOMNPUSATUSIX, HaNpaBieHHbIX Ha MOBbILEHME WX NPOdECCUOHANBHOMO YPOBHS WM Ha
npegocTaBneHne MHgopMaLmnn, CBA3AHHOW C OCYLLECTBIEHMEM MOHUTOPWMHra GEe30MacHOCTM flekapCTBEHHbIX
npenaparos;

6) I'|06y)|<ﬂ,aTb K BbIMNCbIBAHNIO NNIEKAPCTBEHHbLIX npenapaTtoB AnAa MeguLMHCKOro npuMeHeHna Ha OGnaHkax,
coaepxawmx VIH(bOpMaLI,I/HO PEeKnaMHOro xXxapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4vyaTtaHo HanMeHoBaHMe J1IeKapCTBEHHOIO npenaparta anda MeguumHCKOro npuMmeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4acTu 1 HacTosilen cTaTbM, U UX NPeACcTaBUTENU B
OTHOLLEHMN bapmaLeBTUYECKNX PabOTHMKOB N PYKOBOAMTENEN anTeYHbIX OpraHn3aLmin He BnpaBe:

1) Bpy4yaTb noaapku, BbinyiadnBaTb OeHeXHble cpencTtBa, B TOM YuCrie onsfiavymBaTtb pa3Bliied4eHnd, oTablX,
npoes3a K MecCTy OoTAbiXa, U nNpuBneKkaTtb K y4acCTuUo B pasBliekaTeslbHbIX MeponpuAaTuax, npoBoAMMbIX 3a CHeT
CBOUX CpeacTs;

2) npenocTaBiATb O6pa3Ll,bI JleKapCTBEHHbIX npenapaTtoB And MeanumHCKOro npuMeHeHuna ona Bpy4veHus
HacelneHuto;

3) 3aKr4yaTb cornawleHnda o npeanoXeHnn HaceneHuto onpeaerneHHbIX NnekapCTtBeHHbIX npenapaTtoB AnA
MeaNLIMHCKOro NpuMeHeHus;

4) npeAocTaBnsATb HEAOCTOBEPHYIO M (UNK) HENomMHy MHAOPMALMIO O NEKapCTBEHHLIX NpenapaTax Ans
MEOULMHCKOTO MNPUMEHEHWUsi, B TOM YMCMe WMeKLWUX OAMHAKOBOE MeXAyHapodHoe HenaTeHTOBaHHoe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

HanveHoBaHUE.

Cratba 67.2. TpeboBaHMA K OpraHuM3auMmM W NPOBEOEHUI Hay4HbIX MEepPOonpUATUNA, WHbIX
MepOonpuUATUN, HanpaBreHHbIX Ha NOBbIWEeHMe NPo¢eCCMOHaNbLHOro YPOBHA MeAULMHCKUX PaGOTHMKOB
WM Ha npepoctaBneHue MHcgpopmMauum, CBA3AHHOW C OCYLUECTBIIEHWEM MOHMUTOpPUHra 6e3onacHocTu
neKapCcTBEHHbIX NpenapaToB

1. Tpn npoBegeHUN Hay4HbIX MEPOMPUATUNA, WHbIX MEPOMPUSATUIA, HaMpaBfiE€HHbIX Ha MOBbILEHWE
npoceccnoHanbHOro YpoBHA MeAMLMHCKUX paboTHWKOB Uy Ha NpeaocTaBneHne CBA3aHHOW C OCYLLECTBIEHneM
MOHUTOpPMHra ©e30MacHOCTN NeKapCTBEHHbIX MpenapaToB MHQOpPMaUunW, OpraHn3yeMblX OpraHu3aunsiMu,
ykasaHHbIMW B ab3aue nepBoM yactu 1 ctatbn 67.1 HacToswero PenepanbHOro 3akoHa, UX NpeacTaBUTENSIMU U
(M)  duMHaHcUpyembiXx 3a CYyeT CcpeacTB dTUMX opraHMsauun 1M ux  npegcrasuTenen, 3anpelaeTcs
NpenaTCTBOBaTb YYaCTMIO B YKa3aHHbIX MEPONPUATUSAX MHbIX OpraHn3aunii, KOTopble NPOU3BOAAT UMW peanunsytoT
neKkapcTBeHHble npenapaTtbl Ans MeOWUMHCKOTO MPUMEHEHMS CO CXOXUM MeXaHM3MOM hapMaKkonornyeckoro
aencteus, nubo cosgaBaTb AUCKPUMMHALMOHHBLIE YCMOBUSA ANS OOHUX YYAaCTHUKOB MO CPaBHEHWUIO C APYTVMU
yyacTHUKaMW, @ UMEHHO:

1) nNpepocTaBnATb pas3NMYHOE KONMWYECTBO BPEMEHW AN BbICTYMMEHWA YYacCTHMKOB, pasfnuyHble Mo
pasmepy 3aHMMaeMoW nnowaaM mecrta ANng AeMOHCcTpauuyn obpasuoB feKapCTBEHHbIX MpenapaToB And
MEOMLMHCKOrO NPUMEHEHNS UNWN peKknaMHbiX MaTepuanoB O fieKapCTBEHHbIX mpenapaTtax NS MeAULMHCKOro
MPUMEHEHMS Ha 3KCMO3MUUSAX, CTeHAax, 3a WCKMIYEHUEM CryyYyaeB, €CnvM Takue YCNoBMS 3akpenneHbl B
cornalleHnsx 9TUX oOpraHuMsauun, ux npeactaBuTene O (PUHAHCUPOBAHUWM YKa3aHHbIX MEPONpUATUN W©
0bycnoBneHbl pa3nMyHbIMK 3aTpaTaMy Y4acTHMKOB Ha UX OpraHu3aumio;

2) ycraHaeBnuBaTb pa3mep B3HOCA ANl YYaCTHUKOB MEepOnpuATWMI, YyKa3aHHblX B absaue nepBoM
HacTosLWEen YacTu, MNpeBbIWAKLWUA CyMMY 3aTpaT Ha opraHv3auuio yKasaHHbIX MepornpuaTun u Bedywmin K
HeoBOCHOBaHHOMY OrpaHWYEHMIO YMcna Ux y4aCTHUKOB.

2. OpraHu3auumu, ykasaHHble B ab3aue nepBoM yactu 1 ctatem 67.1 HacToswero PenepanbHOro 3akoHa,
X NpeacTtaBUTENN, OCYLLECTBNALWME opraHnsaumio U (unu) ruHaHCMpPOBaHME MEpPONPUATUIA, YKa3aHHbIX B
yacTn 1 HacTosiwen crtaTbu, 00s3aHbl obecneumBaTb OOCTYNn K WMHGOpMauuMmM O garte, MecTe U BpPEMEHMU
NpoBeAEeHNs yKasaHHbIX MeponpuUATUA, NnaHax, nporpaMmmax NPoBeAEHMS YKa3aHHbIX MEPOnpUSaTUN U Temax,
nnaHupyembIX ANg pacCMOTPEHUs, COCTaBe UX y4aCTHUKOB MyTEM pasMeLLeHnsi COOTBETCTBYHOLLEN UHopMaLmnm
Ha cBoux odmumanbHbix caWTtax B ceTu "WHTepHeT" He nosgHee AOBYX MecslUeB [0 Hayana npoBefeHus
yKa3aHHbIX MEPONPUATUN.

3. VHdopmauma o npoBedeHMM MEeponpuUATMI, YKasaHHbIX B 4acTy 1 HacTosiwen cTtaTbu, B CPOK,
YCTaHOBIEHHbIA 4YacTbld 2 HacTosiwew cTaTbW, [AofkHa ObiTb HanpaeneHa B dedepanbHbii  opraH
NCMNOMHUTENBHOW BRACTU, OCYLLECTBSIOWMA OYHKLMN NO KOHTPOIO U HAg30py B chepe 30paBoOXpaHeHnst, Ans
nocrnegyoLLero pasmelleH1s ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "MIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
M BOSMELWEHWE BPEOA, NPUYUHEHHOIO 30O0OPOBbLIO NrPAXAAH
BCJNIEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPENAPATOB

Ctratbsaa 68. OTBeTCTBEHHOCTbL 3a HapylueHuMe 3akoHopaTenbcTBa Poccuickon depepaumu npu
obpalleHMn NneKkapcTBeHHbIX CPeaAcTB

1. HapyweHne 3akoHogaTtenbcTBa Poccunckonn Pepepaumm npu obpalleHUn NeKapCTBEHHBLIX CpeacTs
BneYeT 3a cobo OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOoHOAATeNbCTBOM Poccuiickon Pegepaumn.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHne UnNn HeCBOEBPEMEHHOE npeacTaBneHne nHhopmaumm m (Mnn) 4OKYMeHTOB Nnbo
npeacraBneHve HeLOCTOBEPHbIX WHdopMaumMm u  (MnNn) OOKYMEHTOB, MPEeAYyCMOTPEHHbIX HACTOSALLMM
depepanbHbiM  3aKOHOM, CyObekTbl 0DOpalleHUsi IeKapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B
COOTBETCTBUW C 3aKoHoAaTenbCcTBOM Poccuiickon ®epgepaunu.

(vacTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHoro 3akoHna ot 04.06.2018
N 140-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

Crtatba 69. Bo3melweHue Bpena, NPUUYMHEHHOro 300POBLI0 FpaxAaH BCreAcTBUEe NPUMEHeHUs
nekapcTBeHHbIX NpenapaToB

1. MNpowusBoguTens nekapcTBEHHOro npenapata o6s3aH BO3MECTUTb Bped, MPUYMHEHHBLI 300POBbLIO
rpaxgaH BCNeacTBue NPUMEHEHUS NeKapCTBEHHOTO nNpenapara, ecnun Jokas3aHo, YTo:

1) nekapCTBEHHbI npenapaT MNPUMEHSNICA MO Ha3HAYEeHUI0 B COOTBETCTBUMU C WMHCTPYKUMEW MO
NMPUMEHEHMI0 NEeKapCTBEHHOrO Mpernapata W MpUYMHOM Bpeda sBWUMCA BBOA B IpaXaaHCKuii  oGopoT
Heno6pokayeCTBEHHOIO NEKaPCTBEHHOMO Npenapara;

2) Bpeq 340POBbLI0 NPUYMHEH BCMEACTBUE HEOCTOBEPHOW MHAopMaLMK, codepxallenca B MHCTPYKLMK No
NPUMEHEHWI0 NeKapCTBEHHOrO npenapara, U3aaHHOW NPoM3BOAMTENEM NEKAapCTBEHHOIO npenapara.

2. B cnyyae, ecnu Bpepd 340pPOBbLI0 rpaxgdaH MPUYMHEH BCNEACTBUE MNPUMEHEHUS NeKapCTBEHHOMo
npenapaTta, npuleaero B HEro4HOCTb B pe3ynbTaTe HapyLleHUsa nNpaBuil XpaHeHUs1 NnekapCTBEHHbIX CPeaCTB,
npasur ONTOBOW TOProBMnW NeKapCTBEHHbIMW MpenapaTtamu, OpaBuil OTMNycka IeKapCTBEHHbIX MpenapaTos,
OpaBuil  U3rOTOBMNEHWS U OTMyCKa feKapCcTBeHHbIX MpenapaToB, BO3MELleHWe Bpeda OcCyLecTBnAeTcs
COOTBETCTBEHHO OpraHuM3aumen ONTOBOW TOProBfW fEeKapCTBEHHbIMW CpeacTBamMu, anTeyHOW opraHusauuen,
UHOuBMAYyanbHbIM MNpeanpMHMMaTteneM, UMEeLMMU NULEH3MI0 Ha apMaueBTUYEeCKyo AeATeNbHOCTb Wnn
NULEH3NI0 Ha MEOUUMHCKYI0 [edATerbHOCTb, MEeOUUMHCKON opraHusauven, uMmerowen JMUEH3MIo Ha
hapmaLeBTMYECKYD [OesATeNnbHOCTb (ee 000COo6neHHbIM NoApasdernieHneM, pPacnofioXEHHbIM B CENbCKOM
HacerneHHOM MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHasi opraHusauus), AONyCTUBLUMMW MPOAaXY WM OTMYCK
TaKoro nekapcTBeHHOro npenapara.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 08.08.2024 N 323-03)

3. Bo3melueHne Bpeda, NPUYMHEHHOrO 340POBbLI0 Ipa)kgaH BCNeACcTBUE MNMPUMEHEHUS] NeKapCTBEHHbIX
npenapaToB WU COBEPLUEHWNS] NMPOTUBONPABHbLIX OENCTBUMIA CyObekTamu obpalleHus fnekapCTBEHHbIX CPeacTs,
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3aKoHOZaTenbCcTBOM Poccuiickon ®epepauunum.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJTIOXEHUA

Crtatba 70. O NpM3HaHUM YTPATUBLUIMMWU CUNY OTAENbHbIX 3aKOHOAATeNbHbIX aKTOB (MOMOXEHUN
3aKoHogaTenbHbIX akToB) Poccuiickon Pegepaumm

Mpu3HaTb yTpaTUBLUMMU CUITY:

1) ®epepanbHbii 3akoH OT 22 moHA 1998 roga N 86-P3 "O nekapctBeHHbIX cpepcteax” (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®enepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 sHBapsa 2000 roga N 5-®3 "O BHeCeHUW U3MEHEHMS U OOMOMHEHUA B
depepanbHbin 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®enepauum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 saHBaps 2003 roga N 15-®3 "O BHeceHWN WM3MEHEHUN U
JOMOMHEHM B HEKOTOopble 3akoHoAaTenbHble akTbl Poccuiickon ®depepaumm B CBSA3M € MPUHATUEM
depepanbHoro 3akoHa "O nNUUEH3NPOBaHMM OTAENbHbIX BUAOB AesatensHocTn" (CobpaHne 3akoHopgaTenbcTea
Poccuiickon ®epepaumm, 2003, N 2, cT. 167);

4) cratbto 31 depepanbHoro 3akoHa oT 30 wmoHs 2003 roga N 86-®3 "O BHeceHUM NIMEHEHUN U
OOMONHEHMIN B HEKOTOpble 3akoHodaTtenbHble akTbl Poccuickon ®degepauun, NpusHaHMU yTpaTUBLLUMMU CUNY
OTAenbHbIX 3akoHopaTenbHbIX akTtoB Poccuiickon ®degepauun, npegocTaBreHnM OTAENbHbIX  rapaHTui
COTPYAHUKAM OpraHoB BHYTPEHHUX [ef, OpraHoB MO KOHTPOS0 3a OBOpPOTOM HAapKOTUYECKMX CpeacTB U
MCUXOTPOMHbLIX BEeLWeCcTB W ynpasgHsemblX dedepanbHbiX OpraHoB HAaNoroBon MONMUMM B CBA3KM C
OCYLLIeCTBMEHEM Mep MO COBEPLLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasnexHmnsa” (CobpaHune 3akoHodaTenscraa
Poccuiickon ®egepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 ®PepepansHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeceHUM U3MEHEHUI B
3akoHogaTenbHble  akTel  Poccumckon  ®efepauum 1M NpuUsHaHWM  YyTPATMBLUMMKW  CUIy  HEKOTOPbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

3akoHoaaTenNbHbIX akToB Poccurickon degepaumm B CBA3M € NpUHATMEM deaeparnbHbiX 3akoHOB "O BHeceHuu
N3MeHeHUn n pgononHeHun B PepepanbHbinl 3akoH "O6 0OWMX MpUHUMNAX OpraHM3auMmM 3akoHogaTeNbHbIX
(MpepcrtaBuTENbHBIX) W UCMOSHUTENBHBIX OPraHOB rOCYQapCTBEHHOW Brnactu cybbektoB Poccuimckon
depepaummn” 1 "O6 0oOWMX MpMHUMNAX OpraHM3auun MecTHOro camoynpasnenusa B Poccuiickon depepauunn”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumm, 2004, N 35, ct. 3607);

6) ctatbio 28 PepepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-®3 "O BBegeHUn B 4eNCTBME YacTu
yeTtBepTon [paxgaHckoro kopekca Poccuiickon Pepepaumn” (CobpaHme 3akoHopaTtenbcTBa Poccumnckon
depepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BetynneHue B cuny Hactoswero denepanbHOro 3akoHa
1. Hactosawmmn ®enepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapCTBEHHble CpPeACTBa, 3aperncTpvpoBaHHbE [0 [HA BCTYNNEHUS B CUMY HacTosLLero
depepanbHOro 3akoHa, noAanexart BKIIOYEHUIO B TOCy4apCTBEHHblIE PEECTPbl fEKapCTBEHHbIX CPeAacTB C
BHECEHMEM YyKkasaHHbIX B 4actm 1 crtatbum 33 Hactoswero ®denepanbHOro 3akoHa CBefeHun 06 3Tux
nekapcTBEHHbIX cpecTBax 6e3 NPoXoXaeHUst BHOBb NPOLEeAypbl FoCyAapCTBEHHOW perncTpaumm nekapcTBeHHbIX
npenaparos.

3. TocypapcTBeHHasi perncrpaumsi neKapCTBEHHbIX MpenapaToB, 3a WCKIOYEHUEM NEKapCTBEHHbIX
npenapaTtoB A5 MEAULMHCKOrO NPUMEHEHUS], NPEACTABIEHHbIX HA YKa3aHHY PerncTpaunto 4o AHS BCTYMNEHUs
B cuny Hactosiero PenepanbHOro 3akoHa, OCYLLECTBSIETCS B COOTBETCTBUM C HacToAwuMm depepanbHbiM
3aKOHOM Ha OCHOBaHWM [OOKYMEHTOB W [aHHbIX, MPEACTaBMEHHbIX A0 AHSA BCTYMNMEHUS B CUIMY HacTosLero
depepanbHOro 3akoHa.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

3.1. TocypoapcTBeHHasi peructpaumsi feKapCTBEHHbIX MNpenapatoB AN MEeOULMHCKOTO MpUMEHEHUS,
NpeACcTaBMNeHHbIX Ha rOCYAapCTBEHHYIO peructpauuio 4o AHS BCTYNSeHuMs B cuny Hactosiwero depepanbHOro
3aKoHa, W rocydapCTBEHHasd perncTpaums NekapcTBEHHbIX npenapatoB ANS MeAMLMHCKOro MNpUMEHeHMs,
NMPeacTaBrneHHbIX Ha 9KCMepTU3y MeKapCTBEHHbIX CPeAcTB [0 [AHS BCTYMNEHWs B CUMY HacToswero
depepanbHOro 3akoHa B Uensax WX nocnegylowen rocyqapCTBEHHON perucrpaumu, OCYLLEeCTBSATCS Ha
OCHOBaHUWN OOKYMEHTOB M OaHHbIX, MPeACTaBMEHHbIX 0O AHS BCTYMNEHWUsI B CUry HacTosiwero denepanbHoro
3aKOHa, a Takke 3asiBIeHUs O rocygapCTBEHHON pernctpauvu NekapCcTBEHHOro npenapaTa, NpeAcTaBleHHOro
npon3BoguTENeM NeKapCTBEHHbIX MpenapaTtoB UMM YNOSIHOMOYEHHBIM MM FIMLOM B COOTBETCTBMU C HACTOSALLMUM
denepanbHbiM 3aKOHOM B YMNOMHOMOYEHHbIN dhedeparnbHbIi opraH UcnonHuTensHon Bnactm oo 1 mapta 2011
roga, 6e3 TpeboBaHuMsa ynnaTtbl rocyaAapCTBEHHOWN MOLLUMMHbI, NPeayCMOTPEHHON 3aKkoHOoAaTenbLCTBOM Poccumnckom
depepaumu o Hanorax u cbopax.

(vactb 3.1 B peq. ®enepansHoro gakoHa ot 29.11.2010 N 313-93)

3.2. lNoaTBepxaeHWe rocyqapCTBEHHOM PEerncTpaumm NeKapCTBEHHbIX NpenapaToB AMs MeOULMHCKOrO
NpUMEHEHWs, NPeLCTaBMNEeHHbIX AN NOATBEPKAEHMS rOCYAapCTBEHHOW perucTpaumm 4o OHS BCTYMNEHWS B CUny
HacToswero ®degepanbHOro 3akoHa, W NOATBEPXAEHVWE T[OCYAapCTBEHHOW perncTpauum nekapcTBEHHbIX
npenapaToB AN MEOULMHCKOTO NPUMEHEHWS, NPEeACTaBIIEHHbIX HA SKCNEPTM3Y NIeKapCTBEHHbLIX CPEACTB A0 OHS
BCTYMNeHUs B cuny Hactosiwero ®PefepanbHOro 3akoHa B LensX MOCreayrolwero MnOATBEPXKAEHUS WX
rocyaapCTBEHHOW perucTpaummn, OCyLLEeCTBMSAOTCA HAa OCHOBaHMM JOKYMEHTOB W AaHHbIX, NpeAcTaBNeHHbIX 4O
OHA BCTynneHus B cuny Hactosiwero PepepanbHOro 3akoHa, a Takke 3asiBNEeHWss O MNOATBEPKAEHMM
rocyaapCTBEHHON pernctpaumm  fiekapCcTBEHHOro  npenapara, npeacTaBneHHOro  NpousBoauTENEM
nekapcTBEHHbIX MpenapaTtoB UMM YNOMHOMOYEHHbIM MM NIULOM B COOTBETCTBMM C HacToswum deagepanbHbIM
3aKOHOM B YMOJNTHOMOYEHHbIV dhefeparnbHbii OpraH UcnonHuTensHon Bnactu go 1 mapta 2011 ropa, 6es
TpeboBaHWs ynnatbl rOCY4APCTBEHHOM MOLWMHBLI, MPegyCMOTPEHHOW 3akoHogaTenbcTBoM Poccuiickon
depepaumm o Hanorax u cbopax.

(vacTb 3.2 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.3. MNpuHsITUE pelleHns 0 BHECEHNN U3MEHEHUIA B JOKYMEHTLI, COAepXKaLUMECs B PEMMCTPALMOHHOM [OChbe
Ha 3aperncTpupoBaHHbIA NEKapCTBEHHBIV NpenapaTt Ans MeAULIMHCKOTO NPUMEHEHUSI U NPEACTaBMNEHHbIE A0 AHS
BCTYMneHus B cuny Hactoswero ®denepanbHOro 3akoHa, W MPUHSTUE PEeLUEeHUss O BHECEHUN W3MEHEHWA B
OOKYMEHTbI, coAepalluecst B perncTpaumMoHHOM A0Chbe Ha 3aperMcTpyMpoBaHHbIN NEKAPCTBEHHBIM NpenapaT Ans
MEOULMHCKOrO NPUMEHEHUS N NPEACTaBIEHHbIE HA 9KCMEPTMU3Y NEKapCTBEHHbIX CPEACTB 4O OHS BCTYNSEHUS B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

cuny Hacrtosiwero defepanbHOro 3akoHa, OCYLLIECTBMSAKTCA Ha OCHOBAaHUM [OKYMEHTOB W [AaHHbIX,
NpefcTaBneHHbIX OO AOHS BCTyNneHuss B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBNeHus O
BHECEHUN W3MEHEHUN B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NeKapCTBEHHbIN NpenapaT AMst MEAULMHCKOrO NPUMEHEHNS, NpeaCcTaBIeHHOro NMPOM3BOANTENEM NTIEKAPCTBEHHbIX
npenapaToB WNM YMNOSTHOMOYEHHLIM MM JMLOM B COOTBETCTBUM C HactoAwmm DegepanbHbIM 3aKOHOM B
YMOSTHOMOYEHHbIN hbeaepanbHbii opraH ucnonHuTensHon Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocy4apCTBEHHOW MOLUIMHbI, NPEAYCMOTPEHHONM 3akoHoA4aTenbLCTBOM Poccuickon ®enepauumn o Hanorax
n cbopax.

(vactb 3.3 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHuii Ha npoBeaeHne KITMHUYECKMX UCCHEeAOBaHUA NeKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOrO NPUMEHEHUS NO 3asiBfEHMAM, NoAaHHbIM 40 AHS BCTYNIEHUs B cuny Hactosiwero deneparnsHoro
3aKOHa, a Takke No 3asiBreHusIM, NogaHHbIM Mocne OHst BCTYNNeHUs B cuny Hactosiwero defepanbHoOro sakoHa
Ha OCHOBaHWM 3KCMEepTU3, MPOBEAEHHbIX OO0 AHS BCTYMNNeHMs B cuny HacTosiero degepanbHOro 3akoHa,
OCYLLECTBNSAETCSH B COOTBETCTBUM C HacToswmm deaepanbHbiM 3aKOHOM Ha OCHOBaHUWM JOKYMEHTOB U AaHHbIX,
NpPeACTaBMeHHbIX UK NOMYYEHHbIX 40 OHSA BCTYMNMeHus B cuny Hactosiwero ®PenepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMUW NpeaBapuUTENbHOrO O0roBopa 00s13aTENbHOr0 CTPaxOBaHWUS KWU3HW, 300POBbS MNALMEHTOB,
y4YacTBYOLNX B KIMHUYECKOM UCCNeAoBaHUN NEKAPCTBEHHOMO npenaparta Ans MeAULMHCKOTO NPUMEHEHUS, UK
Konuu poroBopa 06s3aTeNlbHOro CTPaxoBaHUS KU3HW, 340POBbS MALUMEHTOB, Y4YaCTBYHOLMX B KIMHUYECKOM
nccrnegoBaHUM NEKapCTBEHHOrO npenapata Ans MeauUMHCKOro MpUMeHeHus, nnbo npencTaBrneHHON Komuu
Joroeopa 065s13aTeNbHOr0 CTPaxoBaHusl, 3aKMOYEHHOrO B COOTBETCTBMM C TUNOBLIMU Npasunamu obsisatenbHOro
CTpPaxoBaHusl, C yka3aHMeM NpeaenbHOM YNCIIEHHOCTM NaUMEHTOB, y4acTBYOLWMUX B KITMHUYECKOM UCCregoBaHnm
NeKkapCTBEHHOrO npenaparta Ans MeauuMHCKOro npuMeHeHusi, 6e3 TpeboBaHMs ynnaTbl rocyaapCTBEHHON
MOLUMMHBI, MPEAYCMOTPEHHON 3akoHoAaTeNnbCTBOM Poccuiickoin defepaumm o Hamnorax n céopax.

(4actb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTpmpoBaHHble B MHOCTPAHHOW BarntoTe A0 AHS BCTYNNEeHUs B cuny HacToswero degepansHoro
3aKoHa npefenbHble OTMNYCKHble LUeHbl WHOCTPaHHbIX MNPOM3BOAUTENEN Ha nNekapCcTBEHHble npenaparthbl,
BKMIOYEHHbIE B MepeyveHb XU3HEHHO HeobXxoouMMbIX M BaXKHEWLUMX FeKapCTBEHHbLIX MNpenapaToB, noanexar
nepecdety B pybmm no kypcy LleHTpanbHoro 6GaHka Poccuiickon ®depepaumm Ha gaTy, YCTaAHOBIIEHHYHO
MpaButenbctBoMm Poccuiickon Pepepaumm, 6e3 npeactaBneHns 3asBNeHNss O nepecyeTe LeHbl C BHECEHMEM
COOTBETCTBYIOLLUNX M3MEHEHUN B FOCYAAPCTBEHHbIA PEECTpP MpeAernbHbIX OTMYCKHbIX LieH MPOM3BOAUTENEN Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaTosB.

(vacTb 3.5 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.6. 3apernctpmpoBaHHble 00 AHSI BCTYMNEHUA B cuny Hactosiwero deaepanbHOro 3akoHa npegenbHble
OTMNYCKHbIE LIEHbl POCCUMCKMX NPOW3BOAMTENEN Ha fEeKapCTBEHHble nNpenapaTbl, BKMAOYEHHbIE B NepeveHb
KN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTtoB, noanexaT uHaekcauumn ¢ 1 Hos6ps 2010
roga mcxogs u3 NporHO3Mpyemoro ypoBHSA MHGMAUMK, yCcTaHOBNEHHOro ®edepanbHbIM 3aKOHOM OT 2 aekabps
2009 roga N 308-93 "O depepanbHomM brogxkete Ha 2010 rog n Ha nnaHoBbl nepuog 2011 1 2012 rogos” Ha
2011 rog.

(yacTb 3.6 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He ponyckakTcs MpPou3BOoACTBO M BBO3 B Poccuiickyio depepauuto
NeKapCTBEHHbIX MpenapaToB B YNakOBKaxX C MapKUPOBKOW, kOoTopas Obinia HaHeceHa OO OHSI BCTYMNEHUS B CUMy
HacTosiwero deaepanbHOro 3akoHa. 1o MCTeYeHMM yKas3aHHOro CpoKa AdaHHble JleKapCTBEHHble npernapaTbl
MOTYT OTNyCKaTbCH, peanv3oBbIiBaTbCs, NepeaaBaThbCs U NMPUMEHSTLCA 40 UCTEYEHUS MX CpOKa FOAHOCTU.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pHs BCTynneHuss B cuny Hacrtosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
BKIMIOUMTENBHO [OMycKaeTCa MNpOBedeHNEe SKCMepTU3bl JNEKAPCTBEHHbIX CPEACTB 3KCMepTaMy 3SKCMepPTHOro
YyUpeXaeH1s OO0 NPOXOXOAEHUS UMW aTTecTauumn B nopsigke, YCTAHOBMIEHHOM YMONTHOMOYEHHbIM heaepanbHbIM
OpraHoM UCNOSTHUTENBLHOW BNacTu.

5. Co pgHs Bctynnenus B cuny Hactosawero ®depepanbHoro 3akoHa M no 31 pgekabpsa 2013 roga
BKIMIOUMTENBHO OCYLLECTBISIETCA MNepexod K MNPOW3BOACTBY JIEKAPCTBEHHbIX CPeAcTB B COOTBETCTBMM C
npaeunaMmym opraHmsaumm Npou3BoACTBa N KOHTPOMSI Ka4ecTBa JIEKapCTBEHHbIX CPEACTB, YKa3aHHbIMK B YacTu 1
ctatb 45 Hactodwero ®denepanbHOro 3akoHa, B nofnHom obbeme. CpokM nepexoga npou3BoAcTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.04.2026

(c u3m. n gon., BCTYN....

NeKapCTBEHHbIX CPEACTB K MX MPOU3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TPpebOBaHUSIMM AaHHbIX NpaBu,
BKITIOYAsS CPOKM aTTecTauum YNorHOMOYEHHbIX MWL, YKal3aHHbIX B 4acTax 6 wm 7 cratbum 45 HacToswero
depepanbHOro 3akoHa, yctaHaBnmeatoTcs lNpaButenbctBoM Poccunckon ®epepaumn.

6. JlueH3un Ha NpoM3BOACTBO NeKapCTBEHHbIX CPeACTB, BblAaHHble 00 1 aHBaps 2014 roga, OeNCTBYHOT
nocne 1 siHBapsi 2014 roga 4o UCTEYEHUS CpoKa UX AEWACTBUSI NPY YCIIOBUU COOTBETCTBUS NULEH3MaTa npasuiam
opraHu3auum NpousBoACTBa M KOHTPONSA KayecTBa fekapCTBEHHbIX CPEACTB, yKa3aHHbIM B YacTn 1 crtatbu 45
HacTosilero ®egepanbHOro 3akoHa.

7. ®opMupoBaHME rOCYyJapCTBEHHOrO 3adaHWsi Ha NPOBeAeHWe IKCNepTU3bl NEKAPCTBEHHbLIX CPeacTB
denepanbHOMy rocyfapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUIO MO MPOBEOEHUIO 3KCNEPTU3bl JTIEKAPCTBEHHbIX
cpencTB 1 uHaHcoBoe obecneyeHne BbINOMHEHNsT 3TOMO 3afaHnsi OCYLLECTBAITCA B NOPsSAKE, YCTAHOBIIEHHOM
depnepanbHbiM 3akoHOM OT 12 ssHBaps 1996 roga N 7-®3 "O HekoMMep4YecKnx opraHmsaumusax”.

(4acTb 7 BBegeHa PegepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

Mpe3angeHT
Poccuiickon denepaunn
O0.MEOBELOEB
Mockea, Kpemrnb
12 anpens 2010 roga
N 61-03
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