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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 N3MEHSLWNX 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 262-93, o1 02.07.2013 N_185-03,
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,
o1 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-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N _350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-®3,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), o1 04.06.2018 N _140-93,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
oT 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,
oT 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
o1 13.07.2020 N 206-®3, ot 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 08.03.2022 N 46-93,
0T 26.03.2022 N 64-®3, ot 14.07.2022 N 311-93, o1 20.10.2022 N 405-93,
o1 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N _149-93,
o1 28.04.2023 N 171-93, o1 24.07.2023 N 341-93, ot 04.08.2023 N 428-93,
o7 04.08.2023 N 474-®3, o1 19.10.2023 N 503-®3, o1 30.01.2024 N 1-®3)

Maea 1. OBLUWUE NMNOJTOXKEHUA
Cratba 1. [lpegmeT perynupoBaHua HacTosilwero depepanbHOro 3akoHa

1. Hactoswwun depepanbHbIi 3aKOH perynvpyeT OTHOLUEHUS, BO3HMKAalLMe B CBS3M C obpalleHuem -
pa3paboTkon,  OOKIMMHUYECKUMUW  UCCNEAOBaHUAMM,  KIMHUYECKUMMU  UCCNedoBaHMSIMM,  SKCMEepTU30W,
rocyadapCTBEHHOW peructpauuen B COOTBETCTBMM C Hactoswum ®PepepanbHbiM - 3akOHOM  (ganee -
rocyaapCTBEHHasa perncTpauns) unm perncrpaumen B COOTBETCTBUN C MEXAYHAPOAHBIMU JOTOBOPaAMM U akTaMu,
COCTaBnsLWUMM NpaBo EBpasniickoro aKOHOMUYECKOro colo3a (aanee - permcrpauus), Co ctaHgapTusaumnen u ¢
KOHTPOMEM KayecTBa, MNPOM3BOACTBOM, W3rOTOBIIEHMEM, XpaHEHUEM, MNepeBO3KOW, BBO30OM B Poccuiickyto
depepaumio, BbIBO30OM ©3  Poccuiickon depepaumn, peknamon, OTMYCKOM, peanusauuen, nepegayen,
NPUMEHEHNEM, YHUYTOXEHNEM JTEKAPCTBEHHbIX CPEACTB.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

2. Hacroswmi CDep,epaanbuZ 3aKOH YyCTaHaBnMBaeT MNpuUoOpUTET rocyaapCTtBeHHOro perynnposaHuaA
©e3onacHoOCTK, KayecTBa 1 Sd)d)eKTVIBHOCTVI JIEKapCTBEHHbIX CpeacTB npun nx o6pau.|,eva|.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. PeneparnbHoro zakoHa ot 25.06.2012 N 93-03)
Cratbsa 2. Cchepa npumeHeHust HacTosLwero PegepanbHOro 3akoHa

Hactoawun ®enepanbHbll  3aKOH MPUMEHSIETCA K OTHOLWIEHMSM, BO3HMKalOWuMM npu  obpalieHum
neKkapCcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon degepaumm.

Cratbsa 3. 3akoHogaTenbCcTBO 06 O0OpaLLeHMn NeKapCTBEeHHbIX CPeacTB

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

1.1. 3akoHogaTenbcTBO 06 OOpalleHUN NEKapPCTBEHHbIX CPEACTB B OTHOLUEHWW HOPUAMYECKUX NUL U
WHAVMBUAOYyanbHbIX NPeanpuHUMAaTenen, OCYLLECTBASIOWMX OEATEeNbHOCTb Ha TeppuTopvMM MeXAyHapOO4HOro
MeOULMHCKOTO KracTtepa, MPUMEHSIETCA C y4eTOM OCOBEHHOCTEN, YCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM OT 29
nioHa 2015 roga N 160-93 "O mexgyHapogHOM MEAMUMHCKOM KracTtepe U BHECEHUUM U3MEHEHUN B OTAErbHble
3akoHofaTenbHble akTbl Poccuiickon ®enepauun”.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHoMm OT 29.06.2015 N 160-®3; B pen. PepepanbHoro zakoHa 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  denepanbHOro  3akoHa pacnpocTpaHsieTcs Ha  obpalleHne
pagnodapMaLeBTUYECKMX  JIEKAapCTBEHHbIX  CpeacTB € Y4eTOM  OCODEHHOCTEW,  YCTaHOBMEHHbIX
3akoHogatenbcTBoM Poccuiickon Pepepaumm B o6ractu obecneveHnsi pagnaumMoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoaHbiM goroBopoM Poccuiickon ®epepauun, MexayHapoaHbIMU OrOBOPaMm U akTamu,
COCTaBnsLWUMM NpaBo EBpasninckoro akoOHOMUYECKOro coto3a (ganee - akTbl, cocTtaenswowme npaso Cotosa),
YCTaHOBMEHbl WHbIE MNpaBufa, 4YemM Te, KOTOpble MpedyCcMOTpeHbl Hactoswmm denepanbHbiM - 3aKOHOM,
NMPUMEHSIOTCA NpaBuia MexayHapogHOro 4OroBopa, npaswma, CoaepXallnecsi B akTax, COCTaBMsoLWMX NpaBo
Coto3a.

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

4.1. PelleHna MexrocyagapCTBEHHbIX OPraHoB, MPUHATBHIE Ha OCHOBAHWUW MOMNOXEHUA MEXOAYHapOAHbIX
poroBopoB Poccunckon ®degepaumm B MX UCTONKOBaHUM, npoTuBopevalwlem KoHctutyumu Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccuiickon 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 MPU3HAKTCA pe3yrnbTaTbl KIMMHUYECKUX UCCMEeLOBaHUN NEKapCTBEHHbIX
npenapaToB Ans MeOWMUMHCKOTO TNPUMEHEHWsl, MPOBEAEHHbIX 3a Mpedenamun Tepputopumn Poccuinckon
depepauyun.

Crtatba 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosiLem denepanbHOM 3aKOHe
Ons uenen HacTodAwero PefepanbHOro 3akoHa MCNOb3YHTCS CreayloLmMe OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAcTBa - BellecTBa UMM UX KOMBWHaLMKW, BCTynaloWme B KOHTaKT C OpPraHu3mom
YyeroBeKa Uu XMBOTHOMO, NMPOHUKAIOLWME B OpraHbl, TKaHW OpraHn3Ma YerioBeka Unm XXMBOTHOrO, MPUMEHsIEMbIE
Anst NpounakTUKK, AWarHOCTUKU (3a MCKIOYEHMEM BeLeCTB WM UX KOMOWHaLUWUA, He KOHTaKTUPYHOLMX C
OpraHM3MOM YenoBeka WM XKMBOTHOrO), nedveHus 3aboneBaHus, peabunuTauun, AONS  COXpPaHeHwWs,
npegoTepaLLeHns unv npepbiBaHns 6epeMeHHOCTY 1 NOfyYeHHbIEe U3 KPOBW, NNasMbl KPOBU, U3 OPraHoB, TKaHew
opraHuama u4erioBeka WM XMBOTHOMO, PacTEeHWW, MWHEpanoB MeTod4aMu CUHTEe3a WM C NPUMEHEeHWEM
Buonormnyecknx TtexHonornni. K nekapcTBeHHbIM cpeAcTBaM OTHOCATCH (papmaueBTUYeckne cybcTaHumm u
nekapcTBeHHble npenaparbl;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) dapmaueBTNYeckass cybcTaHuMs - JNeKapCTBEHHOE CPeACTBO B BuAE OAHOrO WM HECKOMbKMUX
obnagawowmx apMakonorMyeckon akTUBHOCTbIO [LENCTBYHOLMX BELIECTB BHE 3aBUCUMOCTM OT MpUpoabl
NPOVCXOXAEHUS, KOTOpPOEe MpefHa3Ha4yeHo Ans NpOM3BOACTBA, M3rOTOBMNEHWUS NEKapCTBEHHbLIX NpenapaToB U
onpegensieT nx 3EKTUBHOCTb;

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

3) BCnomMoraTtesnbHble BelleCcTBa - BelleCTBa HeOopraHn4eckoro wunmM opraHM4Yeckoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3BoAcTBa, M3roTOBIIEHUA JEeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX d)I/ISMKO-XMMI/I‘-IeCKMX CBOWCTB;

4) nekapcTBEHHbIE Mpenapathbl - JIeKapCTBEHHbIE CPeACTBa B BUAE JIEKAPCTBEHHbLIX (hOPM, NMPUMEHsSIEMbIe
AN NPpoUNakTUKKU, ANarHOCTUKKM, NedveHns 3abonesaHus, peabunutaummn, 4ns CoOXpaHeHus, NpeaoTBpaLleHus
UNKn npepbiBaHns 6GepeMeHHOCTY;

5) nekapctBeHHasi hopMa - COCTOSIHWE JleKapCTBEHHOro Mpenaparta, COOTBETCTBYlOLlee crnocobam ero
BBeZIeHNs 1 NpUMEeHeHNs 1 obecneymnBatollee JOCTMKeHe Heobxoaumoro nedyeGHoro acpdekTa;

5.1) po3upoBKa - cofepXaHue OAHOro WM HECKOSbKUX [OENCTBYIOLWNUX BELLECTB B KOMUYECTBEHHOM
BbIP@XEHUN HA eaunHMUY A03bl, NN eanHuLy obbema, v eavHULY Maccbl B COOTBETCTBMU C JIEKAPCTBEHHOM
doopmon NMBo ANt HEKOTOPbIX BUAOB NEKAPCTBEHHbIX (OOPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOMN
dopMbl AENCTBYIOLLLETO BELLECTBA 3a e4MHULY BPEMEHMU;

(n. 5.1 BBegeH degepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

6) mepeyeHb XU3HEHHO HEOBXOOMMBbIX WM BaXKHEMLUUX JIEKapCTBEHHbIX MpenapaTtoB - YTBEPXOAEeMbI
MpaButenbctBom Poccunckon ®depgepauny nepeyveHb NeKapCTBEHHbIX MNpenapatoB ANd  MeOMUMHCKOro
nNpMMeHeHus, obecneynBaloMX NPUOPUTETHbIE MOTPEOHOCTM 3OpPaBOOXPaHEHWs B LENAX Mpounaktukm u
neyeHuns 3abonesaHuin, B TOM Yncrie npeobnagarolwmx B CTpyKType 3abonesaemoctu B Poccuiickon ®epepauuu;
(B pea. PegepanbHoro gakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble rnekapcTBeHHble MpenapaTtbl - feKapCTBeHHble npenapaTtbl, npeaHa3HavYeHHble
WCKIMIOYUTENBHO Afs  OUAarHOCTUKKM, 3TMOMNaTOreHeTMYeCcKoro WM NaToreHeTUYECKOro feveHus  (neveHus,
HanpaBfeHHOro Ha MexaHu3m pa3BuTus 3abonesaHns) pegkmx (opdaHHbIX) 3aboneBaHu;

(n. 6.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. PegepanbHoro 3akoHa ot 30.01.2024 N
1-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.04.2024 B n. 6.2 cT. 4 BHOCATCA naMeHeHus (3 ot 04.08.2023 N 466-$P3). Cm. OyayLLyto peaakUmio.

6.2) Buonornyeckne nekapCcTBeHHbIE MpenapaTthbl - fIeKapCTBEHHbIE npenaparbl, 4eNCTBYOLEee BELEeCTBO
KOTOPbIX NPOU3BEAEHO UMW BbIAENEHO N3 BUONOrMYECKOro UCTOYHMKA U ANS onpegeneHus CBOMCTB U KavyecTBa
KOTOpbIX Heobxoouma KoMOuHauus Ouonornmyeckux w  U3MKO-XMMUYecKMx MetogoB. K Guonornyecknm
neKkapcTBEHHbIM NpenapartamMm OTHOCHATCA MMMYHOOMOMNOrMyeckme rnekapcTBeHHble npenaparbl, eKapCTBEHHbIe
npenapartbl, NONyYeHHbIE U3 KPOBM, NMasMbl KPOBU YENOBEKA U XMBOTHbIX (3@ UCKIHOYEHMEM LefNbHON KPOBM),
BuoTexHonornyeckne nekapCcTBeHHbIE NpenapaTbl, reHoTepaneBTUYeCcKMe nekapcTBEHHbIE Npenapars;

(n. 6.2 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6.3) BbICOKOTEXHOMOIMMYHbIN NeKapCTBEHHbIN Npenapart - reHoTepaneBTUYEeCKUN NekapcTBeHHbIM npenapaT
ONd  MeAVLMHCKOrO MPUMEHEHMWS, WM JEKapCTBEHHbIA MNpenapat Ha OCHOBE COMaTUYeCKUX KNeToK Ans
MEOULMHCKOTO MPUMEHEHUS, WM  TKaHEMHXEHEPHbIN JeKapCTBEHHbIM npenapat (npenapat TKaHEBOW
WHXeHepun);
(n. 6.3 BBegeH dPepepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7) MMMyHOGMOOrMYecKkMe NnekapCcTBeHHbIe NMpenapaTbl - fleKapCTBeHHble Mnpenaparbl, npegHa3HaYeHHble
Ans hOpPMMPOBaHMS aKTUBHOTO WM MacCMBHOTO UMMYHWUTETA NMBO AMArHOCTVKM Hanvuus UMMYHUTETa Wu
ANArHoCTUKN cneumndunyeckoro npuoGpeTeHHoOro N3SMeHeHUss UMMYHOMOMMYECKOro OTBETa Ha anneprusupyoLme
BellecTBa. K MMMYHOBMOMNOrMYECKUM NEKapCTBEHHBLIM NpenapaTamMm OTHOCATCS BaKLWHbI, aHATOKCUHbI, TOKCUHBI,
CbIBOPOTKM, UMMYHOTTOBYNMHBI U annepreHs;
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(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) BroTexHornorM4yeckne nekapcTBEHHble MpenapaTbl - leKapCTBEHHble npenapaTbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBNSETCA C WCMONb30BaHMEM OUOTEXHOMOrMYECKMX MPOLLECCOB M MeTodoB (B TOM 4ucne
OHK-pekoMOUHaHTHOM  TEXHOMOTMMW, TEXHOMOrMM  KOHTPONMPYEMOW  3KCMPEecCUMUM TEHOB,  KOOMPYHOLLNX
BGuonornyeckn akTMBHble BENKM B NpokapuoTax U aykapuoTax, BKMYash MBMEHEHHbIE KMETKN MNEeKONUTatoLWMX),
rMépuaoMHOro MeToa U MeToa MOHOKIOHasbHbLIX aHTUTE;

(n. 7.1 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKNE NEKapCTBEHHbIE NpenapaThl - IeKapCTBEHHbIE Npenaparthl, hapmauesTnyeckas
CcyOCTaHUMSA KOTOpbIX SBMSETCA PEKOMOWHAHTHOW HYKNEWHOBOW KWCMOTOW WM BKNMOYaeT B cebs
PEKOMOMHAHTHYIO HYKIEMHOBYIO KWUCIOTY, MO3BOMSALLYI0 OCYLECTBNSATb perynupoBaHue, penapawuio, 3aMeHy,
AobasneHve nnn yganeHne reHeTm4eckon nocneaoBaTenbHOCTH;

(n. 7.2 BBegeH depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

8) HapkoTMYeckMe nekapCTBEHHble CpeacTBa - JIeKapCTBEHHble Mpenapatbl U apMaueBTU4eckue
cybcTaHuun, copepxalime HapKoTUYEecKMe CPeAcTBa M BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
NMCUXOTPOMHBLIX BELLECTB U MX MPEKYPCOPOB, Noanexalwimx KoHTposnto B Poccuinckon ®egepauunn, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccurckon ®epepauun, mexayHapogHeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncne EamMHon koHBeHUMEN 0 HapKoTU4ecknx cpeacreax 1961 roaa;

9) nNCMXOTPOMHbIE JIEKAPCTBEHHbIE CPEeACTBa - JIeKapCTBEHHble MpenapaTtbl M apMaueBTU4eckue
cybcTaHuun, copepxalue MNCUXOTPOMHbIe BELLECTBA WM BKIOYEHHble B [lepeyeHb HApKOTUYECKUX CpenacTs,
MCUXOTPOMHBIX BELLECTB U UX NPEKYPCOPOB, noanexaiimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
¢ 3akoHopaTenbcTBOM Poccuickon ®egepaummn, mexayHapoaHbiMmn gorosopamu Poccuiickon ®egepauun, B TOM
yncrne KoHBeHUMe 0 NCMXOTPONHbIX Belwectsax 1971 roaa;

10) paguodapmaLieBTUYECKME NIEKAPCTBEHHbIE CPEACTBA - EeKapCTBEHHbIE CPeacTBa, KOTopble coaepxaT
B roToBOM Ana ncnonb3oBaHUA obopme OOVH paguoHyKNnna WM HECKOSIbKO padUOHYKNnaoB (papl,l/loaKTI/IBHbIX
N30TOMoB);

10.1) opurMHanbHbIN JNIEKapCTBEHHbIA MpenapaTt - NEeKapCTBEHHbIN npenapaTt C HOBbIM OENCTBYHOLINM
BELLECTBOM, KOTOPbIA NMepBbiM 3apernctprupoBaH B Poccunckon degepauum unm B MHOCTPaHHbLIX rOCydapcTBax
Ha OCHOBaHUW pe3ynbTaToB [LOKIUHUYECKMX WCCNEeOOBaHWMA JEKAPCTBEHHbIX CPeACcTB M KIIMHUYECKUX
nccnegoBaHMM NekapCTBEHHbIX NpenapaToB, NOATBEPXKAAIOLWNX ero Ka4ecTBo, 3PEKTUBHOCTL M 6E30NacHOCTb;
(n. 10.1 BBegeH ®enepansHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NeKapCTBEHHbIN MpenapaT - NeKapCTBEHHbIM NpenapaTt, KOTOPbIA UCMonb3yeTcs Onis
OUEHKN OWO3KBMBANEHTHOCTU WNM  TepaneBTUYECKON IKBMBANEHTHOCTW, KadvecTBa, 93(PdEKTUBHOCTU U
©e30nacHOCTU BOCNPOWM3BELEHHOrO NEeKapCTBEHHOro npenapata wunu  6GuoaHanorosoro (6uonogo6Horo)
nekapcTBeHHoro npenapata (buoaHanora). B kayecTBe pedepeHTHOro nekapCcTBEHHOro mnpenapaTta Ans
MEeOULMHCKOTO MPUMEHEHUS UCMONb3yeTCst OPUTMHATbHbIV NEKAPCTBEHHLIN NpenapaT nMbo, ecnu opurMHanbHbIN
NeKkapCTBEHHbIV MpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon degepaumm m He
HaxoauTca B obOoOpoTe B MHOCTPaHHbIX FOCYyAapCTBax, BOCMPOM3BEAEHHbIN IEKAapCTBEHHbIM NpenapaTt Wnu
BuroaHanorosbIvi (6MONOAOGHLIN) NEekapCTBEHHbIN Npenapart (brnoaHarnor), KOTopbI NepBbiM 3aperncTpMpoBaH u3
yucna Haxogswmxca B obopote B Poccuiickon Pepepaunn, BUOIKBMBANEHTHOCTb UMW TepaneBTuYeckas
9KBMBAmNEHTHOCTb, KayecTBO, 3((EeKTMBHOCTb M 6e30nacHOCTb KOTOPOro OLEHMBaNuUCb MO OTHOLUEHWUIO K
OpurMHanbHOMY feKapCTBEHHOMY Mpenapaty, a Takke KayecTBO, 3(pdeKTMBHOCTb M 6e30MacHOCTb KOTOPOro
noAaTBepxOalTca pesynbTaTtamm  apmakoHaasopa W NPOBEPOK COOTBETCTBUSA eKapCTBEHHbIX CPeacTs,
HaxoAsLMXCA B TpaXgaHCKOM 000poTe, YCTaHOBMEHHbIM TpeboBaHMsM K WX KadecTBy. B kauvecTtBe
pedepeHTHOro NnekapcTBEHHOro npenapaTta Ans BeTepUMHApPHOro NPUMEHEHUS UCMOMb3yeTCs JeKapCTBEHHbIN
npenapaTt ANa BETEPUHAPHOro MPUMEHEHMUs, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUM
pesynbTatoB [AOKIMHUYECKUX WCCNefoBaHWW NeKapCTBEHHbIX CpPeacTB UM KIUMHUYECKMX  UCCNedoBaHUm
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAALLMX €ro Ka4ecTBo, 3PEKTUBHOCTL U 6E30NacHOCTb;

(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpou3BeOeHHbIN NeKapCTBEHHbLIV npenapaTt - NeKapCcTBEeHHbIM npenapaTt Ans MeguuUHCKOro
NPUMEHEHUs!, KOTOPbIN UMEEeT 3KBUBANEHTHbIN pedepeHTHOMY NeKapCTBEHHOMY npenapaTty KavyeCTBEHHbIN
COCTaB M KONMWYECTBEHHbIN COCTaB AENCTBYHOLLMX BELLECTB B 3KBMBANEHTHOW NekapcTBeHHon dopme, nmbo
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nekapCTBEHHbIV NpenapaTt Ans BETEPUHAPHOIO MPUMEHEHUS, KOTOPbIA UMEET TaKMe Xe, YTO U pedepeHTHBLIN
NeKkapCTBEHHbIV Npenapar, KaYeCTBEHHbIA COCTaB M KONMYECTBEHHbIN COCTaB OENCTBYIOLIMX BELLECTB B TAKOM Xe
nekapcTBeHHon  ¢opme, OMO3KBMBANEHTHOCTb WM TepaneBTMYecKas  3KBUBAIIEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLLEMY pedbepeHTHOMY rekapCTBEHHOMY npenapaTty noaTBepXAeHa  COOTBETCTBYHOLLMMMU
nccnenoBaHUaMM;

(n. 12 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTMYeCKas 3KBMBANIEHTHOCTb [IEKAPCTBEHHbIX NpenapaTtoB - [AOCTUXEHWE KIMHUYECKU
COMNOCTaBUMBbIX TepaneBTMYeckoro addekTa u nokasarenen apPekTMBHOCTU 1 Ge3onacHOCT NPU NPUMEHEHUN
nekapCTBEHHbIX NpenapatoB  ANs  MEOUUMHCKOTO  MPUMEHEHUs, UMEKLWUX OAHO  MexayHapoaHoe
HenaTeHTOBaHHOE (MM XMMWYECKOe, UNW rPynnMPOBOYHOE) HaMMEHOBaHWE, B 3KBMBANEHTHbLIX OO3MPOBKaXxX Mo
OOHVM U TEM e MoKa3aHUAM K NPYMEHEHUI0 U Npu oaMHaKoBOM criocobe BBeAEeHUS Y OOHOW M TOW Xe rpynnbl
OOnbHbIX;

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

12.2) OwoaHanoroBbli (6MONOAOGHEIN) nekapcTBeHHbIM npenapat (buoaHanor) - 6Guonornyeckuii
neKkapCTBEHHbIN Npenapart, CXOXMI Mo napameTpam kavyecTBa, 3dodpeKTMBHOCTM 1 6e30nacHOCTU C pedepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakOW e feKapCTBEHHOW (opMe U UMELMA UAEHTUYHbIN
cnocob BBeaeHUs;

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

12.3) B3anmo3aMmeHsieMbld NeKapCTBEHHbIM Mpenapat - IeKapCTBEHHbIW npenapaT € [oKa3aHHOW
TepaneBTUYECKON SKBMBANIEHTHOCTLIO UMM BNMO3KBMBANEHTHOCTBIO B OTHOLLEHUN pedPEePEHTHOIrO NeKapCTBEHHOMO
npenapaTa, UMEKLWMA IKBUBASIEHTHLIE €MY Ka4YeCTBEHHbIN COCTaB W KOMMYECTBEHHbIA COCTaB AEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTenbHbIX BELEeCTB, IeKapCcTBEHHYH hopmy 1 cnocob BBeAEHNS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

12.4) BGUO3KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MpPenapatoB - [OCTMKEHWE COMOCTaBMMbIX MokKasaTenei
CKOPOCTM BCacCbIBaHWS, CTENEHN NOCTYNNEHUS K MECTY AEWCTBUS U CKOPOCTM BbIBEAEHUS OAHOIO UMM HECKOSbKMX
obnagatowux capmMakonormyeckorn akTUBHOCTLIO AEWCTBYIOLLMX BELLECTB MpU MPUMEHEHUN FEeKapCTBEHHbIX
npenapatoB AN MeOULMHCKOTO MNPUMEHEHWS, MMEILWMX OOHO MeXOyHapO4HOe HenaTeHTOBaHHoe (Mnu
XUMUYECKOE, UMK TPYNMMPOBOYHOE) HAMMEHOBaAHWE, B 3KBUBANEHTHLIX JO3MPOBKaX W MpU OAMHAKOBOM crocobe
BBEEHUS;

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

13) nekapCcTBEeHHOE pacTUTENbHOE Cbipbe - CBEXWEe WNU BbICYLWEHHble pacTeHns nubo ux vactw,
ucnonb3dyemble AN Npou3BOACTBA  NEKApCTBEHHbIX  CPeACTB  OpraHuMsauusMy -  Npou3BogUTENsiMU
NeKapCTBEHHbIX CPeACTB MWW M3TOTOBIIEHMS JIeKapCTBEHHbIX MpenapaToB anTeyHbIMW  OpraHvM3aumsiMu,
BETepUHapHbIMW anTeYHbIMW OpraHn3auMaIMmn, UHAMBMAYaNbHbIMU NPEANPUHUMATENAMU, UMEIOLLMMMN NINLEH3NIO
Ha hapmaLeBTUYECKYI0 OeATENbHOCTb;

14) nekapcTBEHHbIN pacTUTENbHbLIA nNpenapaT - feKkapCTBeHHbIM npenapaT, MNPOU3BEAEHHbIA UMK
N3roTOBMEHHBIN U3 OLHOTO BMAA NIEKAPCTBEHHOIO PACTUTENBHOIO ChiPbs UITM HECKOSBKUX BUAOB TAKOTO Chipbs U
peanu3yembivi B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOMTENBCKON) YNaKOBKE;

15) romeonaTMyecKkMn fekapCTBEHHbIN npenapaTt - NeKapCTBEHHbIN npenapart, Npou3BeOeHHbIn unu
N3roTOBMEHHbI 13 dapMaueBTUYEcKo cybCcTaHumMm unu dapmaueBTUHecKMX cybCcTaHumi B COOTBETCTBUMU C
TpeboBaHnAMKN OOLWMX papmakonerHbix cTaTeld K romMeonaTUYecKMM fekapCTBEHHbIM npenaparaMm wunv B
COOTBETCTBUM C TpeboBaHMAMM hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NlekapCTBEHHOro npenapara;

(n. 15 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) mexayHapogHOoe HenaTeHTOBaHHOEe HauMeHOBaHMe IeKapCTBEHHOro cpeactBa - HauMeHoBaHue
OeNCTBYIOLLEro BellecTBa papmaueBTUYeckon cybcTaHuumn, pekoMeHgoBaHHoe BcemupHow opraHv3aumen
3[paBOOXpPaHEHNS;

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

17) TOoproeoe HamMMeHOBaHMEe nneKapCTBeHHOro cpencrtea - HaMMeHOBaHMEe IeKapCTBeHHOro cpenctsa,
NPUCBOEHHOE €ro pa3pa6OT‘-II/IKOM, oepxarenem wunn BnagenbuemM perncTtpauMoHHOro yanocTtoBepeHus
JIeKapCTBEHHOrO Mnpenaparta,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

17.1) rpynnuMpoBOYHOE HaMMeEHOBaHME FeKapCTBEHHOro npenapata - HavMMeHOBaHWe feKkapCTBEHHOro
npenapata, He WMeEWero MeXOyHapoAHOro HEemnaTeHTOBAaHHOTO  HaMMEHOBaHUSA, UM KOMBMHaumm
NeKkapCTBEHHbIX NpenaparToB, UCMOMNb3yeMoe B Lensx obbeanHeHWs UX B rpynny nog 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 kavecTsa u (Unm) MeTogoB KOHTPONS
KayecTBa KOHKPETHOW NneKapCTBEHHOM OpMbl, NeKapCTBEHHOrO pPacTUTENbHOrO Cbipbs, BCMOMOraTerbHbIX
BeLLeCTB, onMcaHns Brnonornyecknx, GUOXMMNYECKNX, MUKPOBNONOTNYECKNX, (DU3UKO-XMMUYECKMX, PU3NYEeCcKnX,
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 YNOMHOMOYEHHBIM doedeparibHbIM OpraHoMm
WCMOMHMTENBHOW BRacTU U cogepXalun nepeyeHb MNokasaTernen KayectBa U METOAOB KOHTPOMs KayecTBa
NEeKapCTBEHHOro CPEeACTBa, NEKAapPCTBEHHOIO 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 CpPaBHEHWS C KOTOPbIMU OCYLLECTBRSIETCS
KOHTPOSb Ka4yecTBa UCCreayeMbIX NeKapCTBEHHbIX CPeACTB C NMOMOLLbI (PUUKO-XMMUYECKUX M BMONOrMYeCcKmX
METOAOB B UEnsx NoATBEepXOEeHUS COOTBETCTBUS JEKApCTBEHHLIX cpedcTB TpeboBaHUSIM HOPMaTUMBHOM
OOKYMeHTaUMu1, yCTaHOBMNEHHbIM NPU OCYLLECTBIEHUM FOCY4apPCTBEHHON perncTpaummn, n KoTopble NPUMEHSIOTCS
ONsa  KanvbpoBKM CTaHOApTHbIX 00pasuoB NPOU3BOAUTENST JIEKAPCTBEHHLIX CPEACTB, MCMNONb3yeMblX 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 onpenensiemMbix no pesynbraTam
COOTBETCTBYIOLLUMX 3KCMEPTU3 MoKas3aTenen kKayecTBa JIEKApPCTBEHHOrO CpeacTBa Anst  MeAULMHCKOro
NPUMEHEHMWS, METOLAOB KOHTPONSA €ro KayecTBa U YyCTaHOBMNEHHbIN €ro Npon3BoanTeNeM;

21) HOpMAaTMBHbLIA [OOKYMEHT - [OOKYMEHT, coAepXallMi nepeyeHb OnpedensieMbix Mo pesyrbTaTam
COOTBETCTBYIOLMX IKCNEepTM3 Mnokasaternen kadectsa u (Mnv) METOOOB KOHTPONSA KayecTBa JleKapCTBEHHOW
hOpMbI, ONMcaHUs BUONOrNYecKUx, BUOXUMUYECKNX, MUKPOBNOMOrMYECKUX, PU3UKO-XUMNYECKNX, (DUINYECKUX,
XMMUYECKMX U ApYrMX METOA0B aHann3a NekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOTO NpuMeHeHus, TpeboBaHus
K Mcnosnb3yeMbiM B LieNnsx NpoBeAeHnss AaHHOro aHanv3a peaktuBam, TUTPOBaHHbIM pacTBopaMm, MHAuKaTopam v
YCTaHOBIIEHHbIN ero Npon3soanTenem;

21.1) oBWNA TEXHUYECKMI AOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuanoB, COCTOALLMIA U3 HECKOMbKUX
pas3fenoB - 4OKYMEHTaUun agMUHUCTPATUBHOIO Xapaktepa, XMMUYEeCKoW, hapMaueBTUYECKON U BMOnornyeckon
OOKyMeHTaumu, ¢apMakosiorMyeckon, TOKCUMKOMOrMYECKON [OKYMEHTaUUW, KIMHUYECKOW [OOKYMEHTauunm U
npeacTaBnsieMbIi OOHOBPEMEHHO C 3asiBMEHUEM O FOCYAapCTBEHHOW peructpaumm fekapcTBEHHOro npenapara
AN MEeOQUUUHCKOrO MNpUMeEHeHust B dopmaTte, YCTaHOBIIEHHOM YMOJIHOMOYEHHbIM beaepanbHbIM  OpraHoM
NCMNONHUTENbHON BNacTu;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) Kka4yecTBO JIEKApCTBEHHOINO cpeAcTBa - COOTBETCTBME JIEKApCTBEHHOrO cpeactBa TpeboBaHUSM
hapmakonenHon crtatbn NMOO B cCriyyae ee OTCYTCTBMS HOPMATUBHOW AOKYMEHTaUMM WM HOPMAaTMBHOTO
OOKYMEHTa;

23) 6Ge3onacHocTb JIeKapCTBEHHOIo cpeacTtBa - XapakTepuctuka nekapCTtBeHHOro cpeacrtea, oCHOBaHHaA
Ha CpaBHUTEJIbHOM aHalnn3e ero Sq)q)eKTI/IBHOCTVI N pUCKa npn4nHeHna spena 3aopoBbio;

24) ahheKTMBHOCTb NEKAPCTBEHHOrO Mpenapata - XapakTepucTuka CTEeneHW MOMNOXUTENbHOMO BINAHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIeKapCTBEHHOIo npenaparta Ha Te4deHue, npoaoJPKUTEINTbHOCTb 3aboneBaHns wnu ero npepoTBpaLleHmne,
pea6l/IJ'IVITaLI,VIIO, Ha COXpaHeHue, npegoTepalleHne nnn npepbiBaHne 6epeMeHHOCTM;

25) cepusi nekapcTBEHHOro cpeacTBa - KOMWYECTBO NeKapCTBEHHOro cpedcTBa, MpousBedeHHoe B
pesyrnbTaTe OQHOro TEXHOMOrMYECKOro LIMKMa ero Npou3BoanTenem;

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2025 n. 26 cT. cT. 4 n3naraetcsa B HoBon pegakumm (©3 ot 30.01.2024 N 1-®3).

26) permctpaunoHHoOe YAOCTOBEPEHUE NEKApPCTBEHHOro npernapaTa - AOKYMEHT, noaTBepxaarowmin dakr
rocyapCTBEHHOW perMcTpaLumm nekapcTBEHHOro Npenapara;

26.1) pepxatenb wnu Briagenel perucTpauMoHHOro YAOCTOBEPEHMS IEeKapCTBEHHOro npenaparta -
pa3paboTunk nekapCTBEHHOro CpeacTBa, MPOM3BOAUTENb JIEKAapCTBEHHBIX CPEACTB WM WMHOE puamnyeckoe
nvuo, obragarollee NpaBoM BnadeHWsi PErMCTPaLMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE HECYT OTBETCTBEHHOCTb
3a Ka4yecTBO, IPHEKTMBHOCTL M BE30MAaCHOCTb NEeKAapCTBEHHOIO NpenapaTa;

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

27) perMcTpaLmoHHbIi HOMep - kogoBoe 0603HaYeHne, NPUCBOEHHOE NEKAPCTBEHHOMY MpenapaTy npu ero
rocygapCTBeHHOM pernctpaumm nnu permctpauuu;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

28) obpalleHre nekapCTBEHHbIX CPeACTB - pa3paboTka, AOKIUMHMYECKMe WCCNEeAOoBaHWs, KIMHWYECKne
nccnegoBaHns, 3KCNepTusa, rocygapCTBEHHas permcTpauus unv permcrpaums, ctaHgapTv3aums U KOHTPOIb
KayecTBa, NPOW3BOACTBO, U3rOTOBIEHME, XpaHeHWe, nepeBo3ka, BBO3 B Poccuiickyio Penepaumio, BbIBO3 U3
Poccuinckon ®egepaummn, peknama, oTnyck, peanusauus, nepegada, npuMeHeHne, yHUYTOXEHUE NeKkapCTBEHHbIX
CPeAacTs;

(B peq. ®PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

29) cybbekTbl obpalleHMs NeKapCTBEHHbIX CPeacTB - u3nveckme nvua, B TOM Ynucne MHanBMAyanbHble
npegnpyHMMaTenu, U PUANYECKME NULA, OCYLLECTBRsSoWmME AesATENbHOCTbL NpU obpalleHMn NekapcTBEeHHbIX
CPeAacTs;

30) paspaboTuMk NnekapCTBEHHOroO CpeacTBa - OpraHusauusi, obragarowas npaBamu Ha pesynbTaThbl
OOKMUHUYECKUX WUCCReOoBaHUA NEeKapCTBEHHOro CpeacTBa, KIMHUYECKUX WCCrenoBaHU  NekapcTBEHHOro
npenapaTa u (Unn) Ha TEXHOSOIMI0 MPON3BOACTBA NIEKAPCTBEHHOIO CPeacTBa;

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

31) Npon3BOACTBO fIeKapCTBEHHbIX CPeACTB - AESTENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHBIX CPEACcTB
opraHusaumsiMn - NPOU3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB Ha OOHOW CTadMMW, HECKOMbKMX UMW BCEX CTaamsiX
TEXHOIMOMMYECKoro npoLecca, a Takke Mo XpaHeHUo U peanusaumny NpousBeaeHHbIX NEKapCTBEHHbIX CPEACTB;

31.1) npou3BoACTBEHHas nnowagka - TeppuTopuanbHO 060COBMEHHbIM KOMMMEKC MpoM3BOaUTENS
neKapCTBEHHbIX CPeacTB, NpeaHa3HayYeHHbIN Ans BbINOMHEHUS BCEro npouecca NpovM3BOACTBA NEKapCTBEHHbIX
CPeacTB UMM ero onpeaeneHHon cTaamu;

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

32) npon3soguTeslb J1I€KapCTBEHHbIX CpencCTB - oOpraHun3auud, ocyulecTBrdwaa npon3soncTteo
J1eKapCTBEHHbIX CpeaCTB B COOTBETCTBUU C TpGGOBaHVIﬂMVI HacTodLllero dJep,epaanoro 3aKOHa;

33) dapmaueBTMYeCckas AeATENbHOCTb - LEATENbHOCTb, BKMOYawwas B cebs ONTOBYH TOProBro
NeKapcTBEHHbIMM CPEeACTBaMM, WX XpaHeHue, MNepeBO3KYy U (Unn) PO3HUYHYHO TOPFOBMO feKapCTBEHHbLIMM
npenapatamv, B TOM 4MCRe AWUCTAHLMOHHBLIM CrMOCOGOM, MX OTMYCK, XpaHeHWe, MNepeBO3KY, M3rOTOBMEHUE
neKapCcTBEHHbIX Npenaparos;

(B peq. PepnepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHm3auuA OnTOBOWN TOProBJin neKkapcTtBeHHbIMU CpeacTBaMn - OpraHusauua, ocyulecTBndArolad
OMNTOBYK TOProBJIKO J1IeKapCTBEHHbIMU CpencTBaMu, NX XpaHeHue, nepeBOo3Ky B COOTBETCTBUU C TDEGOBaHMﬂMI/I
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HacTodLlero CDep,epan bHOIo 3aKOHa;

35) anTeyHas opraHuMsauusi - opraHuMsauusi, CTPYKTypHOe nofpasferieHne MeauUMHCKOW opraHu3auuu,
OCYLLECTBMAIOLME PO3HUYHYKD TOPrOBMIO JIEKAPCTBEHHLIMU MpenapaTtamu, B TOM YUCNE AUCTAHLMOHHLIM
cnocobom, XpaHeHue, NepeBO3Ky, W3rOTOBMEHWE W OTMYCK JfIeKapCTBEHHbLIX NpenapaTtoB A9 MeOULUHCKOro
NpUMEHeHUs1 B COOTBETCTBUM C TpeboBaHMsAMN HacTosero PenepanbHOro 3akoHa;

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N _105-93)

36) BeTepvHapHas anTevyHas opraHuM3auus - opraHu3auums, CTPYKTYpHOe nogpasgeneHve BeTepurHapHOM
opraHusauuu, OCYyLEeCTBNSAOWME PO3HUYHYIO TOProBril JeKapCTBEHHbIMKU npenapatamu, B TOM 4ucne
AVNCTaHLMOHHBIM CNOCOBOM, XpaHeHne, 3roTOBIIEHNE U OTNYCK NeKapCTBEHHbIX NpenapaToB Ans BeTEpUHapHOro
NMPUMEHEHMS B COOTBETCTBUM C TpeboBaHMAMM HacToswero deagepanbHOro 3akoHa;

(B peq. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) hanbcuduumpoBaHHOE NEKapCTBEHHOE CPeACTBO - NEKapCTBEHHOE CpeacTBO, COMpoBOXAaemoe
NOXHOW MHOopMaLUen o ero coctaee U (Mnu) nponssoauTene;

38) HepoGpokayeCcTBEHHOE NeKapCTBEHHOE CPEeacCTBO - JIEKAPCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHnaM apmakonenHon cratbn nMbo B cnydae ee OTCyTCTBMS TpeboBaHWAM HOpPMaTUBHON
OOKyMEHTaLMWN UM HOPMAaTUBHOTO AOKYMEHTA;

39) koHTpadaKkTHOe fekapCcTBEHHOEe CPeACTBO - NleKapCTBEHHOe CPedcTBO, Haxodsuieecs B oBopoTe C
HapyLeHNeM rpaxxaaHCKoro 3akoHoAaTenbCTBa;

40) OOKIMMHMN4YeCKoe unccnenoBaHne nekapCTtBeHHOro cpeactsea - Guonornyeckue, MVIKpO6I/IOJ'IOFW-IeCKVIe,
MMMYHOJI0rn4eckmne, TOKCUKOoJiorn4eckume, d)apMaKOJ'IOI'I/ILIE‘CKVIe, (*)VI3I/I‘~IeCKI/Ie, XuMuyeckme 1 gpyrue
ncenenoBaHUAa nekapcTtBeHHOro cpeactesa nytemM npuMMeHeHnAa Hay4dHbIX MeTOAOB OLEHOK B LendaXx nojiyydyeHuda
[oKasaTenbCcTB 6e30nacHOCTM, KayecTBa u 3('*)C|3€KTI/IBHOCTI/I NNeKapCTBEHHOro cpencTBa;

41) KnuMHW4Yeckoe MWccrnegoBaHWE NeKapCTBEHHOro npenaparta - M3ydeHune OWarHOCTUYECKUX, NeyebHbIX,
NpodUNakTUYEeCKMX, hapMaKoorMyeckux CBOWCTB fEeKapCTBEHHOro nMpenapaTta B MpoLEecce ero NPUMEHEHUs Y
yerioBeka, XXMBOTHOTO, B TOM YMCIie MPOLECCOB BCaCkiBaHUS, pacnpeaeneHmnsl, UsMeHeHUs1 U BblBEAEHWS, NyTEM
NMPUMEHEHMs1 Hay4yHblIX METOAOB OLEHOK B LEnAX MoMnyYeHuss [okasaTenbcTs GesonacHOCTM, KavecTBa U
3PEKTMBHOCTN NEKapCTBEHHOro npenapaTa, OaHHbIX O HeXenaTenbHbIX pPeakuusax opraHuama 4erioBeka,
KMBOTHOTO Ha NpUMeHeHWe nekapCcTBEeHHOro npenapata M o6 adpekTe ero B3aMMOAENCTBUSA C APYrMU
nekapcTBEHHbIMU NpenapaTtamu U (Unn) NULLEBBLIMU NPOAYKTaMU, KOPMaMU;

42) MHOroOLEHTPOBOE KMNMHMYECKOe WCcCreaoBaHne neKkapCcTBEeHHOro npenaparta Ana  MeauLUUHCKOro
NPUMEHEHMs - KMUHUYECKoe WccredoBaHWe NeKapCTBEHHOro npenapata Onsg MeAULMHCKOro MpUMEeHEeHMs,
npoeBoaumoe pa3paboTyMKoM NeKapCTBEHHOro npenaparta B OBYX U Gonee MeOWMLUMHCKMX OpraHusaumsix no
eVMHOMY MPOTOKONY KIMMHUYECKOro UCCeaoBaHWs NiekapCTBEHHOTO Npenapara;

43) MexpyHapogHoe MHOrOLIeHTPOBOE KIIMHMYECKOe MWccredoBaHue eKapcTBEHHOro npenapaTa Ans
MEAMLIMHCKOrO MPUMEHEeHNs - KNMHMYEeCKoe WccriefoBaHne neKkapCcTBEHHOro npenaparta ans MeauuuHCKOro
NpUMEHeHWs1, NPoBoAMMOEe pa3paboTyuMKOM eKapCTBEHHOro npenapaTta B pasnuyHbiX cTpaHax Mo eduHoMy
NPOTOKONY KIMMHWUYECKOro UCCreaoBaHWs NekapcTBEHHOTO Npenapara;

44) nocTperucTpaumoHHoOe KIUHUYECKOE UCCNeAoBaHWE NEKapCTBEHHOro npenapaTa Ans MeOULMHCKOro
NnpuMEeHeHna - KInHU4Yeckoe wuccriegoBaHune JIekapCTBeHHOro npenaparta Anda MeauumHCKOro npuMeHeHud,
NpOBOAMMOE MPOU3BOAUTENEM JIEKApPCTBEHHOIO npenapara, rpaxaaHckuin o6opOoT KOTOPOro OCYLLECTBISETCS
nocrne rocyaapCTBEHHOW perncTpauum unum perucTpauuu, B UensiXx AonofiHMTeNbHOro cbopa AaHHbIX O €ero
6e30nacHOCTM 1M 3PPEKTUBHOCTU, pacLUMPEHUS MOKA3aHUIA K MPUMEHEHWNIO aHHOMO NeKapCTBEHHOro npenapara,
a Takxke BbISIBNEHNS HeXenaTernbHbIX peakuuii NaLMeHToB Ha ero AenNCcTBue;

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

45) nccnepoBaHve GMO3KBMBANEHTHOCTY NEKapCTBEHHOTO MNpenaparta - BUA KIMHUYEeCKOro uccrenoBaHus
NeKkapcTBEHHOro npenapaTa, NpoBeAeHME KOTOPOro OCYLLECTBSIETCA AN onpeaenieHnst CKOpoCTW BCacbkiBaHUS 1
BbIBEJEHUSI OQHOTO UMW HECKONbKUX obnagarolmx dapMaKkonorMyecko akTUBHOCTLIO JEUCTBYHOLLMX BELLEeCcTB,
KOnuMyecTBa 1eKapCTBEHHOro npenaparta, OOCTUralollero CUCTEMHOTO KPOBOTOKa, W peaynbTaTbl KOTOPOro
NO3BOMAT caenaTb BbIBOA O 6OWMO3IKBMBANEHTHOCTM BOCMPOM3BEAEHHOrO feKapcTBEHHOro mnpenapara B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

onpefeneHHbIX riekapcTBEHHON hopMe U A03NPOBKE, COOTBETCTBYIOLLUMX POPME M [03MPOBKE pecdhepeHTHOro
neKkapcTBEHHOro NpenapaTa;
(n. 45 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) nccnepoBaHne TepaneBTUYECKON 3KBMBANEHTHOCTM NeKapCTBEHHbIX MpenapaToB - BUA, KIMHUYECKOro
nccrefoBaHUsa  NekapcTBEHHbIX  MpenapaToB, NpoBedeHWe KOTOPOro OCYLUECTBSETCS AN BbISBIEHUS
OOWHaKOBbLIX CBOWCTB JleKapCTBEHHbIX NpenapatoB onpeferneHHon rnekapcTBeHHON (hopMbl, a Takke Hannuns
OOMHAKOBbLIX Mokasatenen 6esonacHOCTM U 3QEKTUBHOCTM fNEeKapCTBEHHbIX MpenapaToB, OAWMHAKOBbIX
KNUHNYEeCKnX 3pdeKkToB Npu UX NPUMEHEHUN;

47) nNpOTOKON KIMHUYECKOrO WCCNEAOBaHNS eKapCTBEHHOrO rpenapata - [OOKYMEHT, B KOTOPOM
onpedensatoTca Uenu, ¢opmbl opraHu3auum U MeTOAONOrMsl MPOBEAEHMST KIIMHUYECKOTO WCCenoBaHus,
CTaTUCTMYECKNE MeToabl 00paboTKM pe3ynbTaToB TAaKoro UCCreAoBaHUs 1 Mepbl No obecneveHnto 6e3onacHoOCTH
(*)I/I3I/I‘~IeCKI/IX iy, y4dacTBYHOLWKX B KIMMHUYECKOM nccnenoBaHnn nekapCTtBeHHOro npenapara,

48) 6p0Lmopa nccnenosartesnid - CBOAHOE W3NOXeHue pe3ynbTaTtoB OOKIMMHUYECKOro uccregoBaHuda
JIeKapCTBEHHOIo cpeactBa M KIMMHUMYECKOro wuccneagoBaHua JekapCTBEeHHOro npenaparta gnda mMegunuuHCKoro
NMPUMEHEHUA;

KoHcynbTaHTlnoC: npumeyaHue.
C 01.01.2025 B n. 49 cT. 4 BHOCATCA n3MeHeHus (3 ot 30.01.2024 N 1-d3).

49) WHMOPMALMOHHLIA NUCTOK MauueHTa - OJOKYMEHT, B KOTOPOM cofepxaTcs B AOCTynHowu dopme
CBeEeHUs1, Kacawlwmecss NPOBOAMMOrO KIMHMYECKOrO MWCCreaoBaHUsl JeKapCTBEHHOro npenapata, U B
nMcbMeHHo dopMe A0OpOoBONMbHOE cornacue nauMeHTa Ha Yy4yacTMe B KIMHWYEeCKOM  MccriegoBaHum
NeKapCTBEHHOro npenaparta nocrie 03HaAKOMSIEHUSI C OCOBEHHOCTAMM KITMHUYECKOro UCCNeaoBaHusl, MMELLNMN
3Ha4YeHne ANs BblpaXkeHWs Takoro cornacus;

50) noGoyHoe OeicTBME - peakuusi opraHuama, BO3HMKLIAS B CBS3U C MPUMEHEHUEM JeKapCTBEHHOro
npenaparta B [03axX, PEKOMEHAYEMbIX B MHCTPYKLMWU MO €ro MpUMEHEHWIo, AN NPOodMNakTUK1, AMArHOCTUKW,
neveHuns 3abonesaHns UMK Ana peabunutauuu;

50.1) HexenaTenbHasi peakuus - HemnpegHaMepeHHas HebnaronpuaTHasi peakuusi opraHuama, KoTopasi
MOXeT BObITb CBSI3aHa C NPUMEHEHMEM NIEKaPCTBEHHOTO Npenapara;
(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTenbHas peakuusi - HexXenaTtenbHas peakuuMsi OopraHuama, CBsi3aHHasi C
NPUMEHEHMEM NEKAPCTBEHHOrO MpenapaTa, NpuBeALWasl K CMepTW, BPOXAEHHbIM aHOManusiM UM nopokam
pa3BuTna Nubo npeacTaBnstolas cobon yrposy XnsHu, Tpebytowas rocnutanusaumm unvm npuBeaLlas K CTonKow
yTparte TpyAoCnoCobHOCTU 1 (UNN) NHBANUOHOCTY;

52) HenpenBuaeHHas HexenaTernbHasa peakums - HexenaTenbHasi peakuusa opraHMamMa, Kotopasa cBa3aHa ¢
NPMMEHEHWEM FEeKapCTBEHHOrO Mpenapata B [03aX, PEKOMEHAYEMbIX B TMPOTOKOME €ro KIMHUYEeCKOoro
nccnegoBaHus, Opolutope uccnegoBaTtensi, UM C MPUMEHEHMEM JeKapCTBEHHOro mnpernapata B A03ax,
PEKOMEHAYEMbIX B MHCTPYKLMWN MO €ro NMPUMEHEHUI0 AN NpodunakTuK1, OUarHOCTUKK, NeveHnst 3aboneBanns
Unu MeauMUMHCKOM peabunutaumm nauuMeHTa, U CYWHOCTb, TSKECTb WIM MUCXOL KOTOPOW HEe COOTBETCTBYET
WHpopMaLmMn O NeKkapCTBEHHOM MpenapaTte, CoaepXallencsi B NPOTOKOMNE ero KIWHUYECKOro UCCreaoBaHus,
GpoLutope MccneaoBaTens Unn B MHCTPYKLUMM NO MPUMEHEHUIO NEKAPCTBEHHOIO NpenapaTa;

(n. 52 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag3op - Bu4 OeATeNbHOCTM MO  MOHUTOPUHIY 3deKTMBHOCTM U 6He3onacHocTu
nekapCTBEHHbIX MpenapaToB, HanpaBrieHHbI Ha BbISBIEHWE, OLUEHKY W NpedoTBpalleHune HexenaTenbHbIX
nocneacTBUn NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH ®enepansHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHus puckamu - MNoApobHOe onucaHMe MeponpuaTuiA nNo  apMakoHaasopy,
HanpaBlEeHHbIX Ha BbIABMEHUE, OUEHKY W npefoTBpalleHne WNM MUHUMU3ALUUI0 PUCKOB, CBSA3A@HHbLIX C
nekapcTBeHHbIMY NMpenapataMmu, BKNoYasi oLeHKY 3dEKTUBHOCTUN AaHHbBIX MEPONPUATUIA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 52.2 BBegeH ®enepansHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCcATCS M3MeHeHusa (P3 ot 30.12.2021 N 463-D3).

53) peuenT Ha nekapcTBEHHbIN Npenapar - MeAMUUHCKUIN JOKYMEHT YCTaHOBMNEHHOW (DOPMbI, COAepKaLLmM
Ha3Ha4YeHWe neKkapCcTBEHHOro npenapaTta Anss MeOUUMHCKOrO MPUMEHEHUs, BbldaHHbIA  MeOULMHCKAM
paboTHMKOM B LieNsiXx OTMyCKa NeKapCTBEHHOrO Mnpenaparta WnvM ero MU3roToBfiEHWMS M OTNycka Ha OymakHOM
HocuTEene WM C cornacus nauMeHTa UM ero 3akoHHOro NpeacTaBuTens B hopMe 3NEeKTPOHHOIO AOKYMEHTA,
nognuUCaHHOrO C WCNOSb30BaHWEM YCUAEHHOW KBanvuUUMPOBAHHOW 3IEKTPOHHOM MNOAMUCU MEeLULMHCKOro
paboTHMKa, MO0 JOKYMEHT YCTAHOBIIEHHOW hOPMbI, COAEPXKALLNA HA3HAYEeHWE NeKapCTBEHHOMO npenapaTa Ans
BETEPMHAPHOrO MNPUMEHEHUs, BbIOAHHbIA creuuManucTtoMm B obnactm BeTepuvHapuum B Lensx OoThycka
nekapCTBEHHOro NpenapaTta U ero 3roToBEHUS 1 OTMNyCcka Ha ByMaXHOM HocUTEre;

(B peq. PenepanbHbix 3akoHOB OT 29.07.2017 N 242-®3, o1 02.08.2019 N 297-03)

KoHcynbTaHTlIn0C: npuMmeyaHue.
C 01.03.2025 n. 54 cT. 4 nanaraetcs B HoBow pegakumm (93 ot 30.12.2021 N 463-93).

54) TpeboBaHue MeaAMLMHCKOW OpraHmsauuun, BeTEepUHApPHOW OpraHuM3aumv - LOKYMEHT YCTaHOBIEHHOM
dbopMbl, KOTOpPbIV BbINMCaH MEAULIMHCKUM PabOTHMKOM UNW CneunanucToM B obnactn BeTepuHapvm, UMeoLLmMmMm
Ha 9TO MpaBO, W COAEPXWUT B MUCbMEHHON OpMe yKasaHWe anTeyHOW OopraHusauuMm WnuM BeTepuHapHOW
anTeyHon opraHu3aumm ob OTnycke NeKapCTBEHHOro rnpenapara WM O ero M3roToBreHunM u ob oTnycke Ans
obecneyeHns nevyebHoro npouecca B MEAMLMHCKON OpraHnM3auun, BEeTEPMHapHON opraHn3auunu;

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

55) KoMnnekcHas OueHKa NeKkapCTBEHHOro npenaparta - OueHKa 3apermcTpupoBaHHOrO JiekapCTBEHHOMO
npenapaTa, Bknovawlaa B cebs aHanns MHopMauun O CPaBHUTENbHOM KNMHUYECKON 3EKTUBHOCTM U
Ge3onacHOCTW fekapCTBEHHOMO MpenapaTta, OLEHKY SKOHOMWUYECKMX MOCreacTBUIA €ro NPUMEHEHUs, U3yyeHue
OOMONMHUTENbHBLIX MOCMeACTBUA MPUMEHEHMST NeKapCTBEHHOrO npenapaTta B LUEensx NPUHATUS pPeLUeHuin o
BO3MOXHOCTM BKIIIOYEHUSI FIEKAPCTBEHHOIO Mnpenapata B MNepevYeHb KU3HEHHO HeoOXOOUMbIX U BaXKHEeMLLMX
NeKkapCTBEHHbIX NpenapaToB, HOPMAaTMBHbLIE NPABOBLIE aKTbl M WHblIE OOKYMEHTbI, ONpenensiowme nopsigok
oKas3aHUsi MeAULMHCKOM NOMOLLIM, UMM UCKIIOYEHUS M0 U3 YKa3aHHbIX NePeYHsl, akToB U [JOKYMEHTOB;

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

56) cucTemMa MOHWUTOPWUHra OBWXXEHUS FeKapCTBEHHbIX MpenapaTtoB Ans MeOUUUHCKOrO MpUMEHEHUs -
depepanbHas rocygapcTBeHHas MHGoOpMauuoHHass cucTemMa MOHUTOPWUHIa ABWXKEHMSI  NTEKapCTBEHHbIX
npenapaTtoB A4S MEAMNLMUHCKOrO NPUMEHEHUS1 OT NPOM3BOANTENS A0 KOHEYHOro NOTPebuTens ¢ NCnosib3oBaHNEM
B OTHOLLEHMW JIEKAPCTBEHHbIX NPenapaToB ANs MEAMUMHCKOrO NPUMEHEHUS CPEACTB AEHTUMKaLUN.

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

naea 2. MNOJIHOMO4UA ®EQEPAJIbHLIX OPFAHOB I/ICI'IOHHMTEHI:I-JOVI .
BJIIACTU, OPTAHOB UCNOJIHATENIbHOU BNACTU CYBBEKTOB POCCUUCKOU
SEOEPALIUM NMPU OBPALLEHUAU NEKAPCTBEHHbIX CPEACTB

Ctatba 5. MonHomouusa deaepanbHbIX OPraHOB WCMONMHUTENbLHOM BracTM Npu oGpalueHuun
nekapcTBeHHbIX CpeacTB

K nonHomouunsm cbe/J,epaanblx opraHoB NCMONHNTENBLHON BRNacTu npu 06pau.|,eH|/|M JNIeKapCTBEHHbIX
cpencTB OTHOCATCA:

1) npoBeneHne B Poccuiickon depepauun eguHON rocygapCTBEHHOM MOMUTUMKM B obnacTtn obecnedeHus
nekapCcTBeHHbIMK NpenapaTamu rpaxaaH B Poccuiickon ®eaepaunu;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwmux dapMakonenmHblX cTaTen, apMakonenHbiX CTaTel, u3gaHue rocyaapCTBEHHOMN
hapmakorneu, co3gaHue u BeaeHve peectpa papmMakonenHblx CTaH4apTHLIX 06pasyoB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
3) ocywecTBneHne denepanbHOro rocyaapCTBEHHONO KOHTpPons (Haa3opa) B cdepe obpalyeHus

NeKapcTBEHHbIX CPEACTB;
(B peq. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-d3)

4) nuMueH3MpoBaHWEe MPOM3BOACTBA JEKAPCTBEHHbLIX CpeacTtB, B TOM 4ucne deneparnbHbIn
rOCy0apCTBEHHbIN  NMLEH3VNOHHBIN  KOHTPONb OEesTEeNbHOCTU MO  NPOM3BOACTBY NEKAPCTBEHHbLIX CPeacTs,
nepuoanyeckoe MOATBEPXKAEHME COOTBETCTBUS JNULEH3MATa, WMEKLWEro JIMLEH3UI0O Ha Npou3BOACTBO
nekapcTBeHHbIX cpeacts, M dapMaleBTUYEeCKON AesTEeNbHOCTU B COOTBETCTBMM C 3aKOHOOAATEbCTBOM
Poccuiickon ®epepaunm;

(B pea. PegepanbHoro gakoHa ot 11.06.2021 N 170-$3)

5) opraHusauusa akcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKON 3KCNepTU3bl BO3MOXHOCTU NpoBeaeHUs
KNMMHUYECKOrO UCCNEeLOBaHUSA JekapCTBEHHOrO Mpenapata Ans MegUuUMHCKOTO NPUMEHEHUs, 3KCnepTu3bl
OOKYMEHTOB, NPEACTaBNEHHbIX AN ONpeaeneHns BO3MOXXHOCTM paccMaTprBaTh NEKAPCTBEHHbIV Npenapat ans
MeOULMHCKOrO NPUMEHEHMS B KavecTBe opchaHHOroO NekapCTBEHHOIO NpenapaTa;

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

5.1) opraHusaums NpoBeAeHUs KOMMIEKCHON OLUEHKU feKapCTBEHHOro npenapaTta B LEenax NpUHATUS
peLleHnii 0 BO3MOXHOCTW BKMIOYEHWS NEKapCTBEHHOro npenapata B OepeyveHb >XWM3HEHHO HeobXoaMMbIX Wt
Ba)KHENLUMX feKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBbIe aKTbl U UHble AOKYMEHTbI, onpegensoLime
MOPSAOK OKa3aHUs MeANLIMHCKOW NOMOLLM UMM UCKIMIOYEHNS ero U3 yKa3aHHbIX MepeyHsi, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH degepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

6) BblOoadya paspelleHUn Ha NpPOBedeHUe KIMHUYECKUX WCCReaoBaHUn NeKapCTBEHHbIX MNpenaparos,
BEOEHWE peecTpa BblAAHHLIX pa3pelleHUn Ha MpPOBedeHME KIUHUYECKMX WCCReaoBaHun NeKapCTBEHHbIX
npenapaTos;

7) rocymapcTBeHHasi permcrpauusi nekapcTBEHHbIX NpenapaToB, BefdeHWe rocydapCTBEHHOro peecTpa
neKapcTBEHHbIX CPEaCTB;

7.1) peructpauus, NOATBEPXAEHWE perucTpauum (nepepeructpaumsi), BHECEHUE W3MEHEeHUn B
perMcTpaumMoHHoe Jocbe, a Takke npoBedeHue npouenyp, CBSA3aHHbIX C peructpaumen, B COOTBETCTBMMU C
yTBEPXOEHHbIMU  EBpasvMincko  9KOHOMUYECKOW KOMUCCUMEW [OpaBunamu peructpaumm U - 3KCnepTusbl
NeKapCTBEHHbIX CpeAcTB AONA  MeOMUMHCKOrO MPMMEHEeHUs W [OpaBunamy perynmpoBaHus obpalleHus
BETepUHapHbIX fIeKapCTBEHHbIX CPEeACTB Ha TaMOXEHHON TeppuTopun EBpasniickoro 3kKOHOMMYECKOro CoH3a;

(n. 7.1 BBegeH PepnepanbHbiM 3akoHoMm oT 30.01.2024 N 1-93)

7.2) npeacrtasneHve mHdopMauMM O perncTpaumm, NoaATBEPXAEHUM peructpauum (nepeperucrpaumm),
BHECEHUN W3MEHEHWIA B pPEerncrpauvoHHoe [OoCbe, a TakKke O npouedypax, CBsS3aHHbIX C perncrpauuven, B
EBpasniickyto 3KOHOMMYECKYID KOMMWCCUMIO C WCMONb30BaHWEM MWHTErpUPOBAHHON MH(OPMALMOHHOW CUCTEMBI
EBpasnnckoro 9KOHOMWYECKOrO COK3a B COOTBETCTBUM C YTBEPXKOEHHbIMW EBpPasvMincKon 3KOHOMUYECKOW
KOMUCCMEN NOPAAKOM (POPMUPOBAHUA W BEAEHMS €OUHOrO peecTpa 3aperucTpUpoBaHHbIX NEKAPCTBEHHbIX
cpeacts EBpasviickoro 3KOHOMMYECKOrO COH3a M OpaBuniamMu perynupoBaHus obpalleHuss BeTepuHapHbIX
nekapcTBEHHbIX CPeACTB Ha TAMOXEHHON TeppuTOpUN EBPasmMinckoro SKOHOMUYECKOro CoH3a;

(n. 7.2 BBegeH ®enepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 n. 5 ct. 5 pononHseTca n. 7.3 ($3 ot 30.01.2024 N 1-®3). Cm. GyayLuyto pegakumio.

8) opraHuzauusa n (Mnu) NpoBeAeHUe NUHCMEKTUPOBaHUSA CyObEKTOB OBpalleHNs NnekapCTBEHHbIX CpeacTs
Ha COOTBETCTBME YTBEPXAEHHbIM [EBpasnMnNcKkon 3IKOHOMMYECKON KOMUCCUEWN MpaBunam Haanexailemn
nabopaTopHOM nNpakTUKW, 0OpaBuIaM Haanexauleh KIMHUMYECKOW MpakTUKM, [NpaBuiaMm Hagnexallen
ONCTPUOBLIOTOPCKOM MPaKTUKW, OpaBuiaM Hagnexallen MpakTukM chapmMakoHagsopa, a Takke YTBEPKAEHHbIM
YMNOSTHOMOYEHHBIMKN defeparnbHbiMA OpraHaMn MCMONMHUTENbHOW BNacTu MpaBwiaM Hagnexalleh anTeyHown
NPaKTUKW, NpaBunam XpaHeHUs NeKapCTBEHHbIX CPEACTB;
(n. 8 B pea. PegepanbHoro gakoHa ot 30.01.2024 N 1-d3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8.1) opraHunsaums u (Mnv) NpoBeaeHNe NHCNEKTUPOBaHUSA CyObeKTOB 0OpalLleHMs NeKapCTBEHHbLIX CpeacTB
Ha cooTBeTCTBME TpebOoBaHUSIM MpaBuWi Hagnexalleh NPOM3BOACTBEHHOW MPaKTMKW, Bblaava 3aKMYeHUn o
COOTBETCTBMM NPOUN3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBuil Hagnexallen npon3BoaCTBEHHOM
NpaKkTUKu;
(n. 8.1 BBegeH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBNEHNe Nopsiaka BegeHUs 1 BeeHe rocy4apCTBEHHOMO peectpa 3aKyeHnii O COOTBETCTBUM
npon3BoauTENs NekapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Hagnexallen Npon3BoaCTBEHHOW NPAKTUKY;
(n. 8.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcCTBeHHasl pernctpauus npefenbHbiX OTMYCKHbIX LEH MNpoM3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEepPeYEeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEMLUMX NEKAPCTBEHHbIX NpenapaTtos, U
BeJEHME rOCyaapCTBEHHOIO peecTpa MnpeAenbHbIX OTMYCKHbIX LEeH MpouM3BoAUTENEN Ha JeKapCTBEHHblEe
npenapaTbl, BKIIIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAUMbIX U BaKHEMLLNX NEKAapPCTBEHHbIX NPenapaTos;

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

9.1) cornacoBaHuMe MNPOEKTOB pPELUEHUA OpraHoB WCMNOMHUTENBHOM BNacTu cybbekToB Poccuiickon
depepaummn o6 ycTaHOBREHUN U (UNN) U3MEHEHUWN NpeaenbHbIX Pa3MepoB OMNTOBbIX HaA6aBoOK U MpedenbHbIX
pasMepoB PO3HUYHbIX HaAbaBOK K (PaKTUHECKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAMTENAMM
neKkapCTBEHHbIX NpenapaToB, Ha flekapCTBEeHHbIe Npenaparhbl, BKIOYEHHbIe B NepeYveHb XN3HEHHO HeOBXoaNMbIX
N BaXXKHEWLUMX fleKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PepnepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) Bblgaya, yCTaHOBIEHWE MOpsidka Bblgadn paspeLleHnst Ha BBO3 KOHKPETHOW MapTuM fekapCTBEHHOMO
cpeactsa B Poccuiickyto ®enepaunio;
(n. 10 B pea. PenepanbHoro 3akoHa oT 02.08.2019 N 297-93)

10.1) Bblgada, ycCTaHOBreHWe nopsgka Bbldadv M OpMbl AOKYMEHTa, KOTOPbIA MNOATBEpXAaeT, 4To
NPOW3BOACTBO JleKapCTBEHHOro npenapaTta Ans MeauUMHCKOro NPUMEHEHUsT OCYLLeCTBIEHO B COOTBETCTBUN C
TpeboBaHVAMKM OpaBwui Haanexallen NpPovM3BOACTBEHHOW NPaKTUKM UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETepUHapHOro npvMeHeHns gonyueH Kk obpaweHuio B Poccuiickon ®egepaumun, U NOANEXUT NpeacTaBneHnto
no TpeboBaHMI0 YNONIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3WUTCH fleKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PepepanbHoro gakoHa ot 02.08.2019
N 297-$3)

10.2) Bblgava, ycTaHoBNEHVE N0pAdKa Bbiaaun 1 opMbl AOKYMEHTA, COAEPXKALLEro CBeAeHUs O cTagusax
TEXHOJIOrMYEecKoro npouecca npouM3BOACTBA JIEKAPCTBEHHOrO CpPeAcTBa ANsi MEAMUMHCKOTO MpPUMEHEHMs,
OCYLLIECTBNSIEMbIX HA TeppuTopMn EBpasninckoro SKOHOMUYECKOro CO3a;
(n. 10.2 BBegeH PenepanbHbiM 3akoHoM oT 22.12.2014 N 429-93, B pea. PeagepansHoro 3akoHa ot 13.07.2015
N 241-03)

11) cosgaHue CoBETOB MO BONpoOCcaM, CBA3aHHbIM C 0bpalleHneM fekapCTBEHHbIX CPEACTB;

12) atTecraums n cepTudukaums cneLmanmcTos;

13) ytpaTtun cuny ¢ 1 cenTabps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecteneHune hapmakoHaa3opa;
(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyacTtne B MexayHapogHOM COTPYAHUYECTBE;

16) nonydeHne no 3anpocaMm YMOSIHOMOYEHHOrO diedeparnbHOro opraHa WCMOMHUTENbHOW Bnactu oOT
OpraHoB WCMOSNTHUTENbHOW BnacTn cybobekToB Poccunckon depepaumu, a Takke OT CyObekToB oOpalleHus
NeKapCTBEHHbIX CPeacTB [AS19 MEOUUMHCKOTO MPUMMEHEHUs WHopmMauun Mo BOMPOCaM YCTaHOBMEHUS W
NPUMEHEHNS LIEH Ha NeKapCTBEHHbIE Npenapatbl 1 HaabaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHofaTenbcTBa Poccunckon denepaunu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 n. 18 cT1. 5 n3naraetcsa B HoBow pegakummn (23 ot 30.01.2024 N 1-d3). Cm. GyayLuyo pegakLimi

18) yTBepxaeHue npaBun Hagnexaiien nabopaTtopHOW NPaKTUKW, OpaBun Hagnexawlen KIMHUYEeCKON
NpakTUKW, OpaBun Haanexailenh MNpou3BOACTBEHHOW NPaKTWMKW, NpaBuil Haanexalwleh npakTUKU XpaHeHus u
nepeBO3KN NEKapCTBEHHbLIX MpenapaToB AN MEeOUUUHCKOrO NMPUMEHEHWs, NpaBWUIl XPaHEHWUs! NEKAPCTBEHHbIX
cpeacTB O BETEPUMHAPHOrO NPUMEHEHWs, OpaBui Hagnexawlen [OUCTPUObLITOPCKOW MpPaKTUKW, MNpaBwui
Hagnexawen anTeyHon npakTUKW, npaBuN Hagnexawen npakTuku dapmakoHansopa feKapCTBEHHbIX
npenapaToB ANs MEeOULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. PenepanbHoro zakoHa ot 28.04.2023 N
171-03)

19) yctaHoBneHue nopsigka opMMpoOBaHNST PErMCTPALMOHHOIO JOChE Ha JNIeKapCTBEHHbIM NpenapaTt anis
BETEPMHAPHOro NPUMEHEHUs 1 TpeboBaHUI K JOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBegeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

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

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

23) yTBepxaeHne TpeboBaHUM K WHCTPYKUMM MO BETEPUHAPHOMY TMNPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTos;
(n. 23 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

24) NpUHSTUE pELLEHUI, ABMSIIOWMXCA OCHOBAHMAMU OIS BKITHOYEHUSA JOMEHHbIX MMEH u (Mnn) ykasaTtenewn
CTpaHuL, calToB B MH(OPMAaLMOHHO-TENEKOMMYHUKaALUNOHHOMW ceTn "UHTepHeT", a Takke ceTeBblX afpecoB B
€[VHYI0 aBTOMAaTU3NPOBAHHYIO WMHGOPMAaLMOHHYK cucTeMy "EOWHBIA peecTp AOMEHHbIX MMEH, ykasaTenewn
CTpaHuy, cantoB B MWHOPMALNOHHO-TENEKOMMYHMKAUNOHHOM ceTu  "VIHTepHeT" ©n ceTeBbIX agpecos,
no3sonsawWnx uaeHTuduLmMpoBaTb cantel B UHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTu "UHTepHeT",
cogepxalime nHgopmaumo, pacnpocTpaHeHne kotopon B Poccunckon denepaumm 3anpeLleHo”, B OTHOLEHUN
WHopmaunn, cogepxallen npeanoxxeHne o PO3HUYHOM TOProBne fnekapcTBeHHbLIMU NpenapaTtamMun, B TOM yucne
OUCTaAHUMOHHBIM CMOCOOOM, PO3HWYHAs TOProBMfsl KOTOPbIMW OrpaHUYeHa Wnu 3anpelleHa B COOTBETCTBMM C
HacToswmm PefeparnbHbiM 3aKOHOM, U (MNK) MHOPMaLUK, coaepxallen NpeanoxeHne o PO3HNYHOW TOprosne
nekapCTBEHHbIMW MpenapaTtaMu, B TOM YMCe OUCTaHLMOHHLIM CNOCOO0OM, Nuuamm, He UMEKLLUMN NULEH3UN U
paspelleHns Ha OCyLleCTBNeHMe TaKoh [AesTenbHOCTW, €Cnu MnofnyyYeHue nuuUeH3MuM U paspeLleHns
NpegycMOTPEHO 3aKoHoAAaTENbLCTBOM 06 obpalleHnn NekapCTBEHHbIX CPeACTB;

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

25) Bblgava paspelleHuid Ha BBOA B rpaxgaHCKMiA 0BOpOT MMMYHOOMOMOrMYECKUX JeKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynupoBaHue BOMPOCOB, CBSA3aHHbLIX C B3aMMO3aMEHSIEMOCTbIO JIEeKapCTBEHHbIX MpenapaTtoB s
MeANLMHCKOro NPpUMEHEHUS.
(n. 26 BBegeH PepepanbHbiM 3akoHoM oT 19.10.2023 N 503-93)

KoHcynbTaHTlntoc: npumedaHue.

Ct. 5.1 pacnpocTpaHseTcss Ha MOfIHOMOYMS, KOTOpble He nepedaHbl AN OCYLLECTBIEHUS OpraHam
rocynapCTBeHHON BnactM cyobektoB P® 1 opraHam MECTHOTO CamoOynpaBrieHUsl COOTBETCTBYHOLLMMU
denepanbHbiMy 3akoHamm (P3 ot 13.07.2015 N 233-03).

Cratba 5.1. lNepepaya ocyuwecTBNeHUsA MNonHoMouun dpeaepanbHbIX OPraHOB MUCMONHUTENbLHOMN
BNactTu npu obpaweHMn nekapcTBeHHbIX CPeACTB OpraHam WCNOSIHATENbHOW BRacTu Ccyo6bekToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Poccuiickon ®epgepauumn
(BBepeHa ®epepanbHbiv 3akoHoM oT 13.07.2015 N 233-93)

MonHomouuns cbegepanbHbIX OPraHoB UCMOMHUTENBHOWM BriacTy nNpu obpalleHnn NnekapcTBEHHbIX CPeacTB,
npeaycMoTpeHHble HacToswmm degeparnbHbIM 3aKOHOM, MOTYT nepefaBaTbCs ANS OCYLIECTBMEHUS opraHam
ncnonHMTENbHOM Bnactn cybbekToB Poccuickon Pepepaummn noctaHoBneHnsimy MNpaButenbctBa Poccuinckon
depepaummn B nopsigke, yctaHoBreHHOM ®PeaepanbHbiM 3akoHOM OT 6 okTs6psa 1999 roga N 184-93 "O6 o6wwmx
MpVHUMNax opraHM3aunm 3akoHogaTernbHbIX (MPeACTaBUTENbHBIX) Y MCMOMHUTENBbHBIX OPraHoB rocy4apCTBEHHOM
BnacTtu cyowekrtoB Poccuiickon deagepaummn”.

Crtatbs 6. [lonHOMOUYMA opraHOB UcnoNHUTENbLHOM BnacTu cyobekta Poccuinckon denepaunm npm
obpalyeHMn nekapcTBEHHbIX CPEACTB

K nonHomMo4vamM opraHoB WMCMONHUTENbHOM Bnactn cybbekta Poccuiickon ®epepauum npu obpaiyeHmm
neKapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka W peanusauusi perMoHanbHbIX NporpaMM obecrievyeHusl HaceneHus NeKapCTBeHHbIMU
npenapartamu;

2) ycTaHoBreHue npefernbHbiX pasMepoB ONTOBbIX HaAbaBoK M MNpenenbHbIX pa3MepoB PO3HUYHbIX
HaabaBok K haKTMYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOUN3BOAUTENSMW FleKapCTBEHHbLIX NpenapaTos,
Ha JekapCTBeHHble MpenapaTtbl, BKIIOYEHHbIE B MEPEeYeHb >KU3HEHHO HeobXxoaAWMbIX W BaXKHEMLIMX
neKkapCcTBEHHbIX Npenaparos;

3) ocyLLecTBNEHME pernoHanbHOro rocygapCTBEHHOro KOHTPOMS 3a MPUMEHEHNEM LieH Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEpevYeHb XMU3HEHHO HeobXOoAMMbIX M BaXKHEWLIMX NeKapCTBEHHbIX MnpenapaTos,
opraHusauuMsiMu  ONTOBOM  TOPrOBMW  NEKApPCTBEHHbIMW  CpeacTBaMu,  anTeYHbIMM  OpraHmsauusamu,
MHAMBUAOYaNbHLIMA MPEANPUHUMATENAMKN, UMEKLUMN JNLEH3NIO Ha apMaueBTUYECKYID OEeSTENbHOCTb,
MEOULMHCKUMU  OpPraHu3auvsMn, UMEKLWMMN FMUEH3MI0 Ha dapMaueBTUYECKYlD AeATenbHOCTb, U KX
060c0o0neHHbIMM  nogpasgeneHnsammn  (ambynatopusamu, enbawepckumm  u - enbalepcko-aKyLepCcKumm
nyHKTamu, UueHTpamu (oTgeneHusamun) obuien BpadyebHon (CeMenHon) NpakTuKkn), PacrnonoXeHHbIMU B CEIbCKMX
HaceneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHnu3aumu;

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 27.12.2019 N 475-D3)

4) npyHsTUE pelleHns o0 MCMonb30oBaHMM Ha TeppuTopun cybbekTta Poccuickon degepaumm Hapsigy C
peuenTamMy Ha fekapCTBeHHble npenapaTtbl, OQOPMIEHHbIMA Ha OymaXHOM HocuTene, peuenToB Ha
rnekapCcTBeHHble NpenapaTbl, ChopMMPOBaHHLIX B DOPME 3NMEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®efeparnbHbiM 3akoHOM OT 29.07.2017 N 242-93)

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKOINEA
Crtatbs 7. PaspaboTka u usgaHue rocyaapcreseHHoun cpapmakoneu, pasmelleHne AaHHbIX O HeN

1. Tog rocygoapCcTBeHHOW dapMakoneen MOHUMaeTcsi CcBog obwmx dapmakonerHblXx cTaten wu
dapmaKkonemnHblx cTaTen.

2. PaspaboTka obLimx hapmakonenHbIx ctaten u hapMakonemnHblx cTater, B TOM yucre dpapmakonemnHbix
cTaTer Ha dapmakonemnHble CTaHOapTHble obpasubl, M BKMAOYEHME WX B rocyfapCTBEHHyt hapmakoneto
OCYLLECTBMAIOTCA B OOpAdKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM OpraHoM WUCMOMHUTENBHOWM
BracTu.

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

3. PaspaboTka dhapmakonenHon ctatb Ha pedepeHTHbIN NEKapCTBEHHbIN NpenapaTt U BKIOYEHME ee B
rocyapCTBeHHY0 hapMaKkoneto B TeHEHNE CpoKka AEWCTBUS 3aLLMTbI UCKITFOYMTENBHOMO Npaea, ya0CTOBEPEHHOMO
naTeHTOM Ha pedepeHTHbIN NEKAPCTBEHHLIN NpenapaT, OCYLLECTBASIOTCS C cornacus ero paspaboTtyumka.

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

4. l'ocypapcTBeHHas hapmakones u3gaetcs YNnonHOMOYEHHbIM doedeparnbHbiM OpraHOM MCNONMHUTENBHON
BMacTu 3a cYeT CpeacTB chenepanpHoro GioaxeTa M NOANEXUT NepensfaHnsM He pexe YeM OAMH pa3 B MATb

www.consultant.ru Crpanvua 14 u3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440515&amp;date=07.02.2024&amp;dst=100228&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=404439&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=387172&amp;date=07.02.2024&amp;dst=100338&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;date=07.02.2024&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=221184&amp;date=07.02.2024&amp;dst=100017&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=384871&amp;date=07.02.2024&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100086&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100087&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NeT, B Nepvog, Mexay KoTopbIMy U34alTCs NPUMNOXEHNsT K ToCyAapCTBEHHOW hapMakonee, cogepxalue obuime
dapmakonenHele ctatbm U (Mnn) bapmakoneriHble cTaTbyl, YTBEPXKAEHHbIE NOCMe U3OaHUs Unu nepensgaHus
rocynapcTBeHHOM hapmakonen.

5. YnonHomoudeHHbIn defepanbHbli  OpraH  WCMONHUTENBbHOW BRacTM  pasmellaeT [faHHble O
rocyapCTBeHHON capmakornee M MpUoOXeHUsX K HeW Ha cBoeM oduumanbHoM cante B ceTn "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAAKE.

Maea 4. TIMLUEH3UPOBAHUE NPOU3BOAOCTBA JIEKAPCTBEHHbLIX CPEOCTB
U ®APMALIEBTUYECKOW AEATENBbHOCTU, TOCYOAPCTBEHHbIN KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pean. PenepanbHoro zakoHa ot 11.06.2021 N 170-®3)

Cratbsa 8. JlnueHaMpoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB M papmaueBTUYECKOMN
nesaATenbHOCTU

1. nMLI,eHSMpOBaHMe npon3BoacTBa Ji€KapCTBEeHHbIX cpeactB cbapmau,eBTquCKoﬁ neAaATenbHOCTU
OCyLLEeCTBIIAETCA B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuiickon CDep,epau,MVl.

2. ObszaTenbHbIM ycnosmem npenoctaBiieHnAa InUUeH3nM Ha MNpou3BOACTBO J1IEeKapCTBEHHbIX CpefcTB
ABNAETCA NPUIoOXeHne K 3adaBNeHUK couckatenda nuueH3nn nepedvHa nekapCTBEeHHbIX ¢)OpM n (I/IJ'IVI) BMOOB
q)apmaueBTquCKle Cy6CTaHLI,I/IVI, KOTOpble Npon3BOOUTENb NNEKAPCTBEHHbIX CPEACTB HaMepeH Npon3BoONTb.

3. B cnyyae HeobGXoAMMOCTU pacLUMpEeHNs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYeT HOBbIX
NeKkapcTBeHHbIX ¢hopM M BMAOB dapmaueBTUYECKMX CyOCTaHUUn NpoM3BOAUTENb JNEKAPCTBEHHbIX CPencTB
JOIMKEeH nodath B JULEH3MPYIOLWMI OpraH 3asiBfieHMe O BHECEHUUM U3MEHEHWA B peecTp JNUUEH3UA Ha
NPOn3BOACTBO fIeKapCTBEHHbIX CPEACTB.

(B peq. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-®3, o1 11.06.2021 N 170-d3)

4. JlMueHsnss Ha NpPOM3BOACTBO JI€KAPCTBEHHbLIX cpeacTB (thapMaueBTUYECKOM CcyOCcTaHuMM cnupTa
3TWMOBOrO (3TaHona) BblAaeTcsa nNpW  YCNOBUW HanNWuusa Yy opraHMsauum Ha npaBe COBCTBEHHOCTH,
XO3AACTBEHHOIO BEAEHMS UMW OMnepaTMBHOMO YMNpaBrieHWsl OCHOBHOIO TEXHONorM4eckoro obopyaoBaHus Ans
npon3BoACcTBa STUMOBOrO CNMPTa, 3aperucTpypoBaHHOrO B COOTBETCTBUM cO cratben 14.1 PepepansHoro
3aKkoHa OT 22 Hoabpsa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynupoBaHMM Npou3BOACTBa M obopoTa
3TUNOBOrO CNUpTa, ankorosibHOM 1 cnUpTOoCcoAepXKaLlen NPoayKUuun 1 o6 orpaHn4eHMn noTpebneHus (pacnutns)
arkoronsHoOn npoayKunn®.

(4acTb 4 BBegeHa PegepanbHbIM 3akoHoM OT 27.12.2019 N 481-93)

Ctatbds 8.1. Oco6GeHHOCTU HNUUEH3UPOBAHUA MPOU3BOACTBA NEKApPCTBEHHbIX CpPeAacTB
(dbapmaueBTMUYECKOW Cy6CTaHLMKM CNMpPTa 3TUNOBOIO (3TaHONaA)
(BBegeHa degepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

1. OencrtBue nuueH3UM Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB (dpapMaueBTudeckon cybcTaHuum
crnvpTa 3TWUMOBOrO (3TaHona) nNpuocTaHaBNMBaEeTCs B 4acTW MnpaBa Ha NPOWM3BOACTBO (hapMaLeBTUYECKON
cybcTaHuumM cnupTta 3TUNOBOrO (3TaHOMa) NMUEH3MPYIOLWMM OpPraHoM B Criyyasix, onpefeneHHbix cratben 20
depnepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3MpoBaHMM OTAENbHbBIX BUOOB AeATeNbHOCTU", a
Takke Ha CPOK NPUOCTAHOBIEHNS OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUIIOBOMO CNvpTa Ans NPOM3BOACTBA
hapmaueBTUYECKON CyOCTaHUMM chnvpTa STUIOBOrO (3TaHona), BblJAHHOW B COOTBETCTBMM C DepepanbHbIM
3aKkoHOM OT 22 Hos6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHMM Npou3BoacTBa M obopoTa
3TUMOBOrO CNMpTa, anKkorofibHOM U CIMPTOCOAEPXKALLEN NpoayKumMK 1 06 orpaHudeHnn notpebneHus (pacnuTms)
arnkoronbHOW NpoayKuun".

2. [enictBne nuueHsMnm Ha MNpPOU3BOACTBO JleKapCTBEHHbIX cpeacTtB (hapmauesBTuyeckon cybctaHumm
cnvpTa 3TUNOBOrO (3TaHomna) B 4acTu npaBa Ha NpoM3BOACTBO (hapMaLeBTUYECKOW CyOCcTaHuMu cnupTta
3TUNOBOro (9TaHomna) npekpawlaeTca NUUEH3NPYIOWNMM OpraHoM B cry4vasiX, onpefeneHHbix cratben 20
depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AeATENbHOCTU", a
TaKke ¢ AaTbl NpeKkpalleHns UM aHHyNMpoBaHUs OeNCTBUS NULEH3UN Ha NMPOM3BOACTBO 3TUMOBOMO CnMpTa Ans
npou3BoAcTBa hapmaueBTUYecKkonm cybcTaHuum cnupTa 3TUMNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hoa6psa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynMpoBaHum Npor3BoacTBa
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n obopoTa 3TUMOBOro CNMpTa, ankoronbHOM U CNNPTOCOAEepXKallen NpoaykumMm n o6 orpaHuyYeHny noTpebneHns
(pacnuTrA) ankoronbHON NpoayKuun'.

KoHcynbTaHTlnoC: npuMmeyaHue.
Crt. 8.2 Ha TeppuTopuax doHeukor HapogHon Pecnybnuku, JlyraHckon HapogHon Pecny6bnukm, 3anopoxckon
obnactn, XepcoHckon obnactu npumeHsietcsa ¢ 01.09.2024 (43 ot 04.08.2023 N 428-93).

Ctatba 8.2. OCOOEHHOCTM nUUEeH3UpOoBaHUA cpapMaLeBTUYECKON [OeATeNIbHOCTU B 4acTu
ocyLlecTBNEeHUA ONTOBOW TOProBfivu NIeKapCTBEHHbIMU cpeacTBaMU
(BBeaeHa ®epepanbHbiv 3akoHoM oT 04.08.2023 N 428-93)

1. Oencrtere nuueH3nmn Ha hapmaLeBTUYECKYHO AESATENbHOCTb B YAcTX OCYLLECTBINEHNSI ONMTOBOW TOPrOBIM
NeKapCTBEHHbIMM CpeacTBaMU AN MEAMLMHCKOrO MPUMEHEHMS MNpPeEKpallaeTcsa NUUEH3MPYIOWMM OpraHoMm B
cnydvasix, onpeferneHHblx ctateen 20 depepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueHsnposaHum
OTAEeNbHbIX BUOOB AEATENbHOCTUN", @ Takke MO peLleHUI0 NULEH3NPYIoLLEero opraHa, NPUHATOMY B COOTBETCTBUM
C HacToslLwen YyacTblo. B cnydae BbIABNEHUSA MpU OCyLLECTBREHUN dbeaeparnbHOro rocy4apCTBEHHOIO KOHTPONSA
(Hag3opa) B cdepe obpaleHus NEeKapCTBEHHbIX CPeACTB HapyLWEHWst OpraHu3auven OMTOBOW TOProBMu
NeKapcTBEHHbIMM cpeacTBamu TpeboBaHui vacten 1 - 3 cratbm 53 Hactoswero dPepepanbHOro 3akoHa
OencTBne nuuUeHsMM Ha dapmaueBTUYECKYIO OeATENbHOCTb B 4YacTM OCYLLECTBMEHMS OMTOBOW TOPrOBMM
nekapcTBeHHbIMKM cpeacTBaMu A MEAULMHCKOro NPUMEHEHUs MPUOCTaHaBMNMBAETCA B TeYeHWe [ecaTu
pabounx OHeW CO OHS BbISBMEHUSA YKa3aHHOIO HapylweHus. [elcTBue nuUeH3nM Ha dapMaueBTUYECKYH
OEesATeNbHOCTb B YaCTU OCYLLECTBIEHUSA ONTOBOW TOPrOBMN NEKAPCTBEHHLIMU CPeACTBAMU AN MEAMLMHCKOro
NMPVYMEHEHMS NPUOCTaHABIIMBAETCSA Ha CPOK, KOTOPLIN ONpefenseTcs NUUEH3NPYIOLWNUM OpraHoM (HO He MeHee
4YyeM Ha OAMH Mecsu), MO MCTEYEHUW KOTOPOro AEeNCTBME AaHHOW JMLUEH3MW MOANEXUT NpeKkpaweHnto Ha
OCHOBaHWM peLUEHUs MNULEH3VPYIOLLEro opraHa, 3a MCKIIYEHMEM Crny4das, yKasaHHOro B 4YacTu 2 HacTosiewn
cTaTtbu.

2. [lenctBre N1LEH3nMM Ha hapMaLeBTUYECKY0 AeATENbHOCTb B YacTu OCYLLECTBEHUS ONTOBOW TOProBnu
neKkapCTBEHHbIMW CpeACTBaMW AN MEOMUUHCKOTO MPUMEHEHUS, OEeNCTBME KOTOpPOM MPUOCTAHOBMEHO B
COOTBETCTBMM C 4YacTblo 1 HacToswWwen cTaTbu, NOANEXUT BO30OHOBMEHUO B Cryvae, ecnu B nepuog
NPUOCTAHOBIEHUA AEUCTBUSA AaHHOW NULEH3MM B pamkax gocyaebHoro obxanoBaHusi pelleHne KOHTPOSIbHOro
(Hapg30pHOro) opraHa B 4YacTu BbISIBNIEHHOIO HapylleHust TpeboBaHun yacten 1 - 3 cratbum 53 HacToswero
depepanbHOro 3akoHa OTMEHeHO. B ykasaHHOM crnyvyae [elcTBMe §UUEH3UM Ha dapmaueBTUYECKYIO
OEesTeNbHOCTb B YaCTW OCYLLECTBIEHUSA ONTOBOW TOPrOBMN NEKAPCTBEHHbIMU CPeACTBaMU AN MEeAMLIMHCKOro
NpYMeHeHNs1 BO30OOHOBMSETCS He Mno3gHee odHoro paboyero AHA CO AHS OTMEHbl PELUEeHUS KOHTPOSbHOro
(Hag3opHOro) opraHa.

Crtartbs 9. locyaapcTBeHHbIN KOHTPOIb (Hag3op) B cdepe obGpalleHUs nekapcTBeHHbIX CPeacTB
(B pen. PepepaneHoro gakoHa ot 11.06.2021 N 170-93)

1. F'ocyaapCTBEHHbIN KOHTPOINb (Haa3o0p) B cdepe obpalleHnss NekapCTBEHHbLIX CPEACTB OCYLLECTBMSIETCS
nocpenctsom denepanbHOro rocygapCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalleHusi nekapCTBEHHbIX
cpeacte M dedepanbHOro rocyAapCTBEHHOMO JIMUEH3MOHHOINO KOHTPOMsS AesiTeNbHOCTU MO MpPOU3BOACTBY
NeKapCTBEHHbIX  CPeACTB, OCYLUECTBISIEMbIX  doedeparnbHbiIMU  OpraHamMy  MUCMOMHWUTENBHOW  BriacTw,
ynonHoMoueHHbIMu [NpaButenscTsoM Poccuinckon degepaumu.

2. TlpegmeTom dedepanbHOro rocygapCTBEHHOrO koHTponsa (Hags3opa) B cdepe obpalleHus
NeKkapCTBEHHbIX CPEACTB SABMAIOTCS:

1) cobrtoaeHve o6sa3aTernbHbIX TpeboBaHW B cdhepe obpalleHunst NekapCTBEHHbIX CPEACTB, B TOM YKCTE:

a) TpeboBaHMIM K AOKMUHUYECKUM UCCIeQ0BaHUAM NeKapCTBEHHbIX CPEACTB, KNMHUYECKUM UCCre0BaHNAM
NeKkapcTBEHHbIX NpenapaToB, U3roTOBMNEHUIO, XpaHeHWo, NepeBo3ke, BBO3y B Poccuiickyto deaepaumio, oTnycky,
peanusauuu, nepeaade, npoAaxe IEKapCTBEHHbIX CPEACTB, MPUMEHEHUI0 NeKapCTBEHHbIX MNpenapaTos,
YHUUYTOXEHUIO NeKapCTBEHHbIX CPeCTB, YCTAaHOBINEHWUIO NPOU3BOAMTENAMW NEKapCTBEHHbIX NpenapaToB LieH Ha
neKkapcTBeHHble MnpenapaThbl, BKMHOYEHHbIe B NepeveHb XU3HEHHO HEOOXOAUMBIX U BaXXHEMLLUX NEKAPCTBEHHbIX
npenaparos;
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( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

0) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHBLIX CPEACTB, HaxogslMXcs B obpalleHuun, nokasaTensm
kayecTBa, adppekTMBHOCTM M ©e30NMacHOCTU, YCTaHOBMEHHbIM B COOTBETCTBMM C HacToswwmm PepepanbHbiM
3aKOHOM,;

B) TpeboBaHui k cobnogeHnio cybbekTamm obpalleHnss NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatby 67.1 HacToswero degepanbHOro 3aKoHa, OrpaHNYeHnin, HanaraemMblx ctaTbsiMu 67.1 1 67.2 HacTOSLETO
depepanbHOro 3akoHa;

2) cobntogeHve NULEH3NOHHbIX TPeboBaHWIM K OCYyLLEECTBNEHMIO ddapMaLeBTUYECKON AeATeNbHOCTY;
3) cobntogeHne TpeboBaHMI K NpenocTaBneHMto CybObekTamu obOpalleHust NEeKapCTBEHHbIX CpeacTB
MHOPMaLMM O NEKapCTBEHHbIX CPeacTBax M (Mnn) NekapcTBEHHbIX npenapaTax, NPeayCMOTPEHHON CTaTbsiMu

9.1, 52.1, 52.2 n 64 Hactosiwero degepanbHOro 3akoHa;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.03.2026 n. 4 yv. 2 c1. 9 yTpaumaeT cuny (®3 ot 20.10.2022 N 405-93).

4) cobniogeHve npeaycMoOTpeHHbIX cTtatben 55.1 HacToswero deagepanbHOro 3akoHa TpeboBaHUA K
NPOBELEHNIO 3KCMEPUMEHTA MO OCYLLUECTBMEHUIO PO3HWYHOW TOProBMM IeKapCTBEHHbIMU Mpenaparamu Ang
MEOULUMHCKOTO MPUMEHEHUsI, OTMYyCKaeMbIMW MO peLenTy Ha JieKapCTBEHHbI npenapart, OUCTaHLUMOHHBLIM
cnocobom.

(n. 4 BBegeH PepeparnbHbiM 3akoHoM oT 20.10.2022 N 405-93)

2.1. B uensax obecneveHust rocyaapcTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHnsi NeKapCTBEHHbIX
cpencte hepepanbHbii OpraH MCMOSNTHUTENbHOW BNacTW, OCYLLECTBASIOWNA FrOCYAapCTBEHHYIO PErncTpauuto
neKkapCTBEHHbIX  MNpenapatoB, npegocTaBnser  cepgepanbHOMYy — OpraHy — MCMOMHUTENbHOW  BracTy,
OCYLLECTBAIOLEMY (PYHKLUN MO KOHTPOMO U Haa3opy B cdepe 34paBOOXpaHEHUd, MO ero 3anpocy B pamkax
MEXBEOOMCTBEHHOIO  MHOPMALMOHHOTO  B3aMMOAEWCTBMS B MOPSiAKe, YCTAHOBIIEHHOM  YKa3aHHbIMU
denepanbHbiMM OpraHamMu UCMOMHUTENbHOW BNacTu, criefytoLlime CBeAeHUs O NeKapCTBEHHbIX CpeacTBax, B TOM
yucne B criyyae, ecrniv Takue cBefeHNsi COCTaBMAI0T KOMMEPYECKYIO TanHy:

1) ceegeHnsa o hapmMaLeBTUYECKON CyOCTaHUMK:

a) HaMMeHoBaHue dapmaLieBTU4ecKon cybcTaHumm, ee CTpyKTypa, obLme CBOWCTBA;

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) CBOWCTBA U CTPYKTYypa AENCTBYIOLLUX BELLECTB;

r) XapakTepucTuka npumMmecen;

4) cneundukaums Ha hapMaleBTUYECKYHO CyOCTaHLUMIO U ee 0B6OCHOBaHNE;

€) aHanuTM4eckue  MEeTOOMKM,  MCMONb3yeMble  MNpW  OCYLLECTBIIEHWM  KOHTPONsS  KavecTBa
hapmaLeBTNYECKOWN CyDCTaHLmK;

X) pe3ynbTaTbl aHanu3oB cepuii hapMaLeBTUYECKON CybCcTaHLmK;

3) nepeyeHb CTaHOAPTHbIX 06paSLLOB nnn BeLecTB, UCNOJIb3yeMblX MpU OCYyLWEeCTBIIEHUN KOHTPOIA
KayecTBa (papmaLeBTU4ECKON cybCTaHuuu;

1) onncaHme xapakTepucTyK U CBOMCTB YNaKOBOYHbIX MaTepmrarnos 1 YKyNOPOYHbIX CPeacTB;
K) OaHHble 0 cTabunbHOCTU hapmaLeBTUYECKON CyBCcTaHLmK;

J'I) CPOK roaHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) cBegeHWs 0 NekapCTBEHHOM npenapare 4519 MEAULMHCKOrO NPUMEHEHNS:

a) onvcaHve 1 cocTaB fNiekapCTBEHHOro npenapara Anst MeAULUHCKOrO NPpUMEHEHUS;

©0) onncanne dapmaveBTUYECKON pa3paboTku (060CHOBaHUE BbiboOpa cocTaBa, MEPBUYHON YMAKOBKN);

B) HaMMeHOBaHWe W ajpec MecTa OCYLIEeCTBMEHWs NPOU3BOACTBA JleKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS (B CNyvae Hanunymsi HECKONbKMX YYACTHWKOB Npolecca NpousBoAcTBa HeOOXoaMMo
yKasaTb HaMMeHOBaHVE U aapec Kaaoro us HuX);

) MUKPOBMONOrnYecKMe XapakTepUCTUKN;

4) onMcaHne XxapaKTepUCTUK U CBOMNCTB YNAKOBOYHbIX MaTepmanoB 1 YKYNOPOYHbLIX CPEACTB;

e) TpeGOBaHVIFl K Ka4eCTBY BCromMoraTtesibHbIX BELWECTB;

X) aHanuMTU4YeckMe MeToAMKU, UCTIoNb3YeMble NMPU OCYLLIECTBIIEHNM KOHTPONSA KayecTBa BCMOMOraTesbHbIX
BELLEeCTB;

3) cBefeHus 06 ncnonb3oBaHMM BCoMoraTenbHbIX BELLLECTB YENTOBEYECKOTO U KMBOTHOMO NPOnNCxXoxaeHus,
VI) cBefeHus 06 NCnonb3oBaHMN HOBbIX BCMIOMOraTebHbIX BELLECTB;

K) TpeboBaHMA K Ka4yecTBY reKapCTBEHHOro npenaparta Ans MeOuUMHCKOro npuMeHeHust (cepTudomkar,
cneunduKauma Ha nekapcTBeHHbIN npenapaT U X 06oCHOBaHMWE);

J'I) aHannuTnyeckne mMetToauku, ucnosb3yemble Npu OCyLLEeCTBITIEHUN KOHTPOSA KadecTBa JieKapCTBEHHOIo
npenaparta gna MeanumHCKOro npuMeHeHus;

M) pe3ynbTaTbl aHanNM30B CEpPUI JIEKAPCTBEHHOIO NpenapaTa Anst MegMUUHCKOro MPUMEHEHUS;
H) XapakTepucTuka npumecen;

0) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, NCMNoJib3yeMblX TMNpu OCYLECTBIIEHUN KOHTPONA KadecTBa
JleKapCTBEeHHOro npenaparta gnlda MeanumnHCKoro npuMeHeHus;

n) AaHHblE O CTAbUNBHOCTU NlekapCTBEHHOIO NpenapaTta Anst MeguUMHCKOro NpUMEHEHUS;
3) oT4eTbl O JOKITMHUYECKNX NCCINEOO0BAHUSIX;

4) oTYETbI O KIMMHUYECKUX NCCEeAOBaHUSAX;

5) macTep-cann cuctemol hapMakoHaa3opa;

6) nnaH ynpaBneHus puckamu.
(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

3. lMpn ocywecTBneHnn denepanbHOro rocyaapCTBEHHOrO KOoHTpons (Hagsopa) B cdepe obpalyeHus
nekapCTBEHHbIX CPeACTB NPOBOAATCS criegyloLme Buabl KOHTPOMbHbLIX (HaA30PHBLIX) MEPONPUATUN:

1) AOKyMeHTapHas NpoBepka;

2) Bble3gHas NpoOBEpPKa;

3) BbIBOPOYHbBIN KOHTPOSb KA4ecTBa;
4) KOHTPOMbHas 3aKynka;

5) MHCNEKLMOHHbIN BU3NT;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) HabnwogeHne 3a cobniogeHnem  obsAsaTenbHbiX  TpeboBaHW  (MOHUTOPUMHT  Ge3onacHOCTH)
(dbapmakoHagsop).

4. OpraHusaumsa 1 ocyllecTBrieHue eaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe
obpalleHnst nekapCcTBEHHbIX CPeAcTB perynupytotca degepanbHbiM 3akoHoM oT 31 miond 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTpOJie (Hag3ope) u MyHuuMnanbHOM KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBblii BbIGOPOUHbIA KOHTPOMb KayecTBa MPOBOAMTCA B TOM YMCIe HA OCHOBaHWM NporpaMMbl
MPOBEPOK.

6. lNMnaHoBbIN BLIGOPOYHbLIA KOHTPOIb Ka4ecTBa He NPOBOAUTCS.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOCATCA naMeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. ByayLuyo pegakLmnio.

7. To pesynbTatam BblGOPOYHOrO KOHTPOMS KayecTBa Hapsgy C peLleHnsMW, npegycMOTPEHHbIMM
depepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-d3 "O rocygapCTBeHHOM KOHTporie (Hagsope) wu
MyHUUMNansHOM KoHTporie B Poccunckon ®egepaunn”, degeparnbHbIMU OpraHamMu MCNOMHUTENBHOW BMacTMy,
YMOSTHOMOYEHHbLIMU Ha OCYLLECTBIEHNE BbIDOPOYHOrO KOHTPOMS KavyecTBa, MPUHUMAIOTCS criegylolme peLleHns:

1) 0 ganbHelweMm rpaxaaHckom 06opoTe cepum, NapTUM COOTBETCTBYIOLLENO EKAapCTBEHHOMO cCpeAcTBa B
criyqae NoATBEpPXAEHWUs MO pesynbTaTaMm MpPOBeAEHHbIX UCTbITaHUA COOTBETCTBUS KauecTBa JEKApCTBEHHOIO
cpeacTea ycTaHOBMEHHbIM TpeboBaHMAM;

2) 06 M3BATUM 13 rpaxdaHCKoro obopoTa cepum, NapTUM COOTBETCTBYIOLLErO JIEKapCTBEHHOTO CpeacTBa B
criyyae BbISIBNIEHNS MO pesynbTaTaM MpPOBeAEHHbIX WUCMbITaHUA HEeCOOTBETCTBMS KayecTBa JeKapCTBEHHOro
CpeAcTBa YCTAHOBIIEHHLIM TPeOOBaHUSAM;

3) o nepeBode IeKapCTBEHHOrO CpPeAcTBa Ha TMOCEPUiHbIN  BbIBOPOYHBIA  KOHTPONb KavyecTsa
NeKkapcTBEHHbIX CPeCTB B Crlydae NOBTOPHOIO BbiSIBNIEHWUS HECOOTBETCTBUSA KayecTBa fekapCTBEHHOIO CpeacTBa
YCTaHOBMEHHbIM TpeGoBaHUAM ¥ (MpM HEeoGXOAMMOCTM) O MpoBepke CyObekTa obpalleHUsi NeKapCTBEHHbIX
cpeactB. Pacxoabl, cBsisaHHble C NpoOBEdEHWEM MOCEPUAHOIO BbIGOPOYHOrO KOHTPOSIS, OMSiayYMBaloTCs
npoussoamTenieMm JiekapCTBEHHOro cpeAcTea nubo JdepxaTteneM WNvM  BnagenbueM  pPerncTpauvoHHOro
YAOCTOBEPEHMs NeKapCTBEHHOro npenapara.

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2024 4. 7 ct. 9 pononHsaetca n. 4 (©3 ot 30.01.2024 N 1-®3). Cm. 6yayLuyto peaakLmio.

8. depgeparnbHbIi  TOCYAAPCTBEHHbIA  JIMLEH3NOHHBLIN  KOHTPOSNb  AEATENbHOCTM MO  MPOM3BOACTBY
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccunckon degepaumn.

Ctatbsa 9.1. Mporpamma npoBepokK
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-3)

1. B uensx opraHusaumu BbIGOPOYHOTO KOHTPONS KayecTBa JIEKAPCTBEHHbIX CPEACTB dhopMupyeTcs
nporpaMma npoBepoK.

2. [Ona uenein peanu3auuMm nporpammbl MNPOBEPOK MPOU3BOAUTENU FEKAPCTBEHHbLIX Cpeacts U
opraHusaumm, oCyLLEeCTBMALWME BBO3 JleKapCTBEHHbIX cpeAcTB B Poccuiickyto Pegepaumio, NpefocTasnsioT B
OTHOLLUEHMUW JTeKapCTBEHHbIX CPeAcTB AN MeQULMHCKOro NPUMEHEHUs B YNONTHOMOYEHHbIV befeparnbHbIi opraH
NCNONMHUTENBHOW BMAacTW, OCYLLECTBAIWNA PYHKLUUN NO KOHTPOM U HaA30py B cdepe 3[4paBoOXpaHeHus, B
OTHOLUEHUW NEeKapCTBEHHbIX CPeacTB Ans BEeTePUHapPHOro NpMMEHeHUs B YNONHOMOYEHHbIV ddedeparibHblin opraH
WCMONHWUTENBbHON BNAacTu, OCYLLECTBRASOWMA (YHKUMM MO KOHTPOM W Haa3opy B cdepe obpalyeHus
NeKapCTBEHHbIX CPEACTB ANA BETEPUHAPHOro MNPUMEHEHWs, CBEAEHWS O cepusiX, MapTUsiX JeKapCTBEHHbIX
CpeacTB, MOCTynawwWmMxX B rpaxgaHckui obopot B Poccuiickon degepaunn, B nopsigke, cocraBe n obbeme,
YCTaHOBIMEHHbIX YKa3aHHbIMU defiepanbHbIMU OpraHaMmy UCMONMHUTENbHON BIACTU B OTHOLLEHMW JTEKapCTBEHHbIX

www.consultant.ru Crpanmua 19 u3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465728&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100075&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=07.02.2024&amp;dst=1376&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465728&amp;date=07.02.2024&amp;dst=100996&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100076&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=07.02.2024&amp;dst=1377&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440513&amp;date=07.02.2024&amp;dst=102548&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cpeacTts AnAd MeguumHCKOro npuMMeHeHma “n B OTHOLWWEHWUU JeKapCTBEHHbIX cpeactB OnAd BEeTepuHapHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. Tlporpamma npoBepok dopmMmupyeTca Ha kKaneHgapHoli rog B cpok go 30 pgekabps roaa,
npeaLwecTByOLLEro rogy NposeaeHns BbIGOPOYHOro KOHTPOSIS.

4. B cnyyae HacTynneHust cOObITUI, ykadaHHbIX B nognyHktax "6" u "B" nmyHkTa 2 4actm 6 HacTosAwen
cTatbu, egepanbHbIM OPraHoM UCMONHUTENBHON BACTU, OCYLLECTBASAOWMUM (PYHKLMM NO KOHTPOSIO U Haa30py
B cthepe 34paBooxpaHeHus, dheaeparnbHbiM OpraHOM UCMOMHUTENBHOW BNACTU, OCYLLECTBASOWUM YHKUUN NO
KOHTPOMO M Haasopy B cdepe oOpalleHUss NeKapCTBEHHbIX CPeAcTB AN BEeTEPUHAPHOro MpUMEHEHUS, Mpu
HeOoOXO4MMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B MPOrpamMmmy npoBEPOK.

5. B nporpaMmmMmy nNpoBepOK MOryT BKMOYATLCA MEPONPUSATUSA C y4ETOM HapyLUEHWI, BbISBIIEHHbIX B paMKax
KOHTPOMbHbIX (HaA30PHbIX) MEPONpPUATUIA 3a NpeablayLLMi KaneHgapHsIv rog.

6. Mporpamma NpoBEPOK COAEPXKUT:

1) nepeyeHb nekapcTBEHHbIX cpeAcTB, oTbop obpasuoB KOTOpbIX OyAeT OCYWecCTBASATLCH B pamkax
BbIBOPOYHOrO KOHTPONS, (hopMUpPYEMBIN C Y4ETOM pe3ynbTaToB rocy4apCTBEHHOro KOHTpons (Haasopa) B cdepe
obpallleHns nekapcTBEHHbIX CPEACTB 3a KaneHgapHbIN rod, npealecTByowui rogy npoBeaeHnsi BbiI6opoyHOro
KOHTpONS;

2) ykasaHMe Ha coOObITMEe, HaCTynrneHne KOTOPOro $BMSIETCS OCHOBaHWEM [Ansi  OCyLeCTBIEHMUS
BbIGOPOYHOrO KOHTPONS:

a) nonyyeHve cBefeHuin, NpeacTaBnsaeMbiX B COCTaBe M 06bemMe, YyCTaHOBMNEHHbIX begepanbHbiM OpraHoM
NCNONMHUTENBHOW BracTu, OCYLLECTBNAOWMM OYHKLUN NO KOHTPOMO M Hag3opy B cdepe 34paBoOXpaHeHus,
degepanbHbIM OPraHoM MWCMOMHUTENBHOW BMNAacTW, OCYLLECTBASIOWMM (YHKUMM MO KOHTPOSM WU Hags3opy B
chepe obpalleHuMs nekapCTBEHHbIX CPEeACTB AN BETePUHAPHOrO MNPUMMEHEHWs,, O CepusiX, NapTusax
nekapCTBEHHbIX CPEeACTB, NMOCTYMaLWMX B rpaXaaHckun obopoT B Poccuiickon ®eaepaunn, ykasaHHbIX B MyHKTE
1 HacTodlen u4acTu, opraHusauusaMmu, OCYLLEeCTBASALWUMM MPOM3BOACTBO JleKapCTBEHHbLIX CPeacTB B
Poccuiickon ®egepaumm n BBO3 NeKapCTBEHHbIX cpeacTB B Poccuiickyto denepauuio, 3a UCKIOYEHNEM CeEpUi
UnNu NapTUn NekapcTBeHHbIX NpenapaToB, YKka3aHHbIX B YacTn 4 ctatbn 52.1 n yactn 6 ctaTbu 52.2 HacTosLLEero
depepanbHOro 3akoHa;

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

©0) nony4yeHue nocTynarLen B Nopsake, yCTaHOBNEHHOM cTaTbeln 64 HacTtosilero deneparnbHOro 3akoHa,
MHd)OpMauMM 0 NOOOYHbIX ,qu7ICTBVIF|X, HeXenaTellbHbIX peakuuax, Cepbe3HbIX HeXenaTellbHbIX peakunax,
HenpeaBunaeHHbIX HeXenaTellbHbIX peakunax npu NpUMEeHeHUn NeKapCTBEHHbIX npenapartos, (o]4}
NMHAMBUOYaANbHON HENEPEHOCUMOCTU, OTCYTCTBUM 3AEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaToB, a Takke 00
MHbIX bakTax N obCcTosaTeNbCTBaxX, NPEACTABMSIOWNX YIPO3Yy XU3HW UMW 340POBbLI0 YenoBeka NMbO XXMBOTHOMO
Npy NPUYMEHEHWUM JEKAPCTBEHHbBIX MPEnapaToB M BbISBMEHHbIX Ha BCeX dTanax obpalleHust NekapCTBEHHbIX
npenapaToB B Poccuickon degepaumm 1 gpyrmx rocygapcraax;

B) nonyyeHume B cooTBeTcTBUM C PepepanbHbiM 3akoHoMm oT 31 wmona 2020 roga N 248-03 "O
rocyapCTBEHHOM KOHTpoOfe (Hagsope) U MyHuLuMnansHOM KoHTporie B Poccuiickon depepaumn” csefeHuin o
NpyYMHEeHNn Bpeda unu ob yrpo3e NpUYNMHEHUS BPeAa XW3HW, 300POBbI0 rPaXaaH UM XUBOTHbIX.

Cratba 9.2. N'ocygapcTBeHHbIN KOHTpONb (Hag3op) 3a peanusauuein opraHaMum UCMONHUTENbHOMN
Bnactu cyobektoB Poccuinickon denepaumm nonHomoumnm B cpepe obpaLeHUs nekapcTBEeHHbIX CPeacTs
Ans MeAULIMHCKOro NpUMeHeHus

(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-03)

1. F'ocyoapCTBEHHLIN KOHTPOIb (HAaA30p) 3a peanv3aumen opraHamm UCNONHUTENBHON BNacTu cybbekToB
Poccuiickon ®depepaumm nonHomoumii B cdepe obpalleHus NeKapCTBEHHbIX CPEeACTB AN MeOWMLMHCKOro
NMPUMEHEHUs  OCYLLeCTBNSAETCA  YNONHOMOYeHHbIM [lpaBuTtensctBoMm Poccunckon ®Pegepauum  opraHom
WCNOSTHUTENBLHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOrO KOHTponsa (Hags3opa) 3a peanu3auven opraHamy UCMOSTHUTENBHOMN
Bnactn cybwektoB Poccuiickon degepaunn nonHomounn B cdepe obpalleHnss nekapCTBEHHbIX CpeacTB Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MEAMLMHCKOro NpuMeHeHusl sBnsieTcss cobrtofeHne YnonHOMOYEHHbIMU OpraHaMu WUCMONHUTENbHOW BRacTy
cybobekToB Poccuiickoii ®egepaumn MeToavkyM YCTaHOBMEHWUSI NpederibHbiX pa3MepoB OMTOBbIX HagbaBok U
npedesibHbX  pa3MepoB  PO3HWYHbIX HagGaBOK K  (DaKTUYECKMM  OTMYCKHbIM — LieHaM, YCTaHOBJIEHHbIM
MPOV3BOAMTENSAMU NEKAPCTBEHHbLIX MPenapaTtoB, Ha NeKapCTBEHHble npenapaTbl, BKMOYEHHble B MepeveHb
KM3HEHHO HeoBXoaNMbIX U BaXXHEMLLMX NEeKapCTBEHHbIX NpenapaTos.

3. Tlpu ocywecTBNeHun rocygapCTBEHHOIO KOHTpOmns (Hag3opa) 3a peanusauven  opraHamu
NCnonHuTENbHOM Bnactu cyobektoB Poccuiickon ®epgepauumn nonHomoumii B cdhepe obpalleHnsi ekapCTBEHHbIX
cpencTe Ana MmeanumMHCKOro npuMeHeHusa npoBoaAaTca cneayrwie suabl MepOI'IpI/IHTI/II7IZ

1) DoKyMeHTapHble NPOBEpPKYU;
2) Bble3gHble NPOBEPKMN.

4. OpraHm3auust M OCyLLEeCTBIIEHWE TOCYAapCTBEHHOrO KOHTPONs (Hagsopa) 3a peanusauven opraHamu
ncrnonHMTEeNbHOW BriacTn cyobekToB Poccunckon Pegepaumm nonHoMo4mi B cpepe obpalleHms nekapcTBEHHbIX
CPEeACTB Ans MeauLMHCKOro NpuMeHeHus perynupytotces degeparnbHbiM 3akoHOM OT 6 okTabpss 1999 roga N
184-®3 "O6 00Wwmux npuvHUMMNAx opraHuM3aLMM 3aKkoHoAaTeNbHbIX (NPeacTaBUTENbHbLIX) M UCTMOMHUTENbHbIX
OpraHoB rocygapcTBeHHoOW BnacTtu cybwektoB Poccuickon depepaummn”.

5. [NonoxeHve O rocygapCTBEHHOM KOHTpore (Hag3ope) 3a peanusauuven opraHamu WUCMOMHUTENbHOW
Bnactu cybbektoB Poccurickon depepauumn nonHomoumi B ccpepe obOpalleHns NeKapCTBEHHbIX CPeacTB Ans
MeOMLMHCKOro npuMeHeHus yteepxaaetcsa NpasutensctBom Poccuiickon degepaumm.

Ctratba 9.3. PervoHanbHbI rocyAapCTBEHHbIW KOHTpONnb (Hag3op) 3a MPUMMEHeHMEeM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIOYEHHble B MNepevyeHb XWU3HEHHO HeobXOAUMbIX U BaXKHEWULUUX
JNlekapCcTBEeHHbIX NpenapaToB

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

1. PervoHanbHbIn rOCyQapCTBEHHbLIN KOHTPOMb (Hag3op) 3a MPUMEHEHUEM LeH Ha NeKapCTBEHHble
npenaparbl, BKMIOYEHHbIE B NEpPEYeHb XM3HEHHO HEeOOXOAUMbIX W BaXXHEWLMX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTBMSAETCA OpraHoM WCMONHWUTENbHOM BriacTn cybbekta Poccuiickon Pegepaumu, YNOIHOMOYEHHbIM
BbICLUMM MCNOMHUTENbHBIM OPraHOM rocyAapcTBEHHOW Bnactu cybbekta Poccuiickon ®egepaumu.

2. TlNpegmeTomM pernoHanbHOro rocygapCTBEHHOMO KOHTpons (Hagsopa) 3a MNpUMEHEHMEM LEeH Ha
neKkapCcTBEHHble npenapartbl, BKIMHOYEHHbIE B NepeveHb XNM3HEHHO HEODXOAUMbIX U BaXKHEMLLUX NEKApCTBEHHbIX
npenapaTtoB, sBnNseTcs cobnogeHWe opraHus3auusiMM ONTOBOW TOPrOBMWM JeKapCTBEHHbIMU CpeacTBaMu,
anTeyHblMX  OpraHvM3auMsMy, WMHOAMBUAYaNbHbIMW  MPEANnPUHUMATENSAMM, UMEKLWMMM  fIMUEH3NI0  Ha
dapmaueBTUYECKY0  AeATEeNbHOCTb,  MEAMUMHCKMMW  OpraHvMsauvsamu,  MMeowWwuMyn  fMLEH3NK  Ha
apmaLeBTMYeCKyl0  OedTenbHoCTb, W uMx o6ocobneHHbiMM  nogpasgeneHusamn  (ambynatopusamu,
denbalepckumm 1 henbawepcKo-akyLepCkUMmN NyHKTaMun, UeHTpamu (oTaeneHusmu) obuien BpavebHowm
(cemeriHoM) NpakTUKK), PacnosiOKEHHbIMW B CENbCKUX HACEMNEHHbIX MYHKTaX, B KOTOPbLIX OTCYTCTBYIOT anTeyHble
opraHv3aumu, Npu peanusauumn nekapcTBEHHbIX NpenapatoB TpeboBaHU K MPUMEHEHUIO LieH, YPOBEHb KOTOPbIX
He JOoJSKeH npeBbiwaTh CyMMY dakTU4EeCKON OTNYCKHOW LieHbl, YCTAaHOBIIEHHON NMPOV3BOAUTENEM fIeKapCTBEHHbIX
npenapaToB, W KOTOpble He MNpeBbIAT 3aperucTpMpoBaHHbIX MNpedernbHbIX OTMYCKHbIX LEeH, U pasMepos
onToBbIX HagbaBok U (MNW) pasmepoB PO3HWYHbLIX HaabaBOK, HEe MPEeBbILIAWNX COOTBETCTBEHHO pa3MepoB
npegernbHbIX ONTOBbIX HagbaBok WM (MnM) pasMepoB MNpederibHbIX PO3HWUYHBLIX HaabaBOK, YCTaHOBMEHHbIX B
cybwekte Poccuickon ®enepauun.

3. OpraHmsaumMsi n OCYLECTBIIEHME pPEerMoHanbHOro rocyAapCTBEHHOIO KOHTpons (Haglopa) 3a
NMPpMMEHEeHWEeM LEH Ha feKkapCTBEHHble npenapartbl, BKIOYEHHble B NepeyeHb XU3HEHHO HeobXxoauMbIX |
BaXXHEWLLNX MekapCTBEHHbIX npenapaTtos, perynupyttcs PegepanbHbiv 3akoHom ot 31 uonsa 2020 roga N
248-93 "O rocygapcTBeHHOM KOHTpone (Hag3ope) 1 MyHuumMnanbHOM KoHTpone B Poccuiickon ®epepaummn”.

4. [MonoxeHve O pPernoHanbHOM FOCYyJAPCTBEHHOM KOHTpOse (Haasope) 3a MPUMEHEHMEM LEH Ha
JleKapCTBEeHHbIe npenapartbl, BKIOYEeHHbIE B nepe4vyeHb XU3HEHHO HGOGXO,CI.I/IMbIX N Ba)XKHENLLNX J1eKapCTBEHHbIX
npenapartoB, YyTBepXaaetcda BbICLULMM UCMOJIHUTENIbHbIM  OpraHoM FOCy,D,apCTBeHHOVI BJ1aCTU cy6be|<Ta
Poccuiickon ®epepauuu.
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Cratba 9.4. ®depepanbHblii FOCYyAapPCTBEHHbIA JIUUEH3UOHHbIA KOHTPONb AeATeNnbHOCTM Mo
NPOU3BOACTBY NeKapCTBEeHHbIX CPeAcTB
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®epepanbHbll  rOCYOAPCTBEHHBIN  NINLEH3UOHHbIA  KOHTPONb  AEeATeNbHOCTM N0 MPOU3BOACTBY
nekapCcTBeHHbIX  CpeacTB  ocylwlecTBnseTcsa  (pegepanbHbIMM - OpraHaMuM  UCMOSMHUTENbHOW  BracTy,
ynonHoMoueHHbIMu NpaButenscTBoM Poccuinckon depepaumu.

2. depeparnbHbIi  TOCYAAPCTBEHHbIA  JIMUEH3NOHHBLIN  KOHTPONb  AEATENbHOCTM MO  MPOM3BOACTBY
neKkapcTBEHHbIX CPeACTB OCYyLeCTBNSAEeTCs B cooTBeTCcTBUM ¢ PenepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-93 "O nuueH3npoBaHUN oTAENbHbIX BUOOB AedAtenbHocTn" n degepansHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTpone (Haasope) u MyHuuunansHoM KoHTpone B Poccuiickon ®enepaunn”. B
pamMkax enepanbHOro rocyAapCTBEHHOIO JMLEH3NOHHOTO KOHTPOMNS AeATenbHOCTM MO  NPOW3BOACTBY
NEKapCTBEHHbIX CPEACTB MMAHOBbLIE KOHTPOSbHblE (HAO30pHbIE) MEPONPUATUSS HEe MNPOBOAATCHA, NpPU 3TOM
NPOBOAMTCS MEPUOLMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS NMLEH3MATOB IMLEH3NOHHBIM TpeboBaHusM B
cootBeTcTBUMM ¢ PenepanbHbiM 3akoHoM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nesatenbHocTn".

Mnaea 5. PASPABOTKA, JOKNMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHWYECKUE NCCITEQOBAHUA
NEKAPCTBEHHbIX MPENAPATOB ONA BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. PaspaboTka nekapcTBeHHbIX CPeaAcTB

1. Pa3spaboTka nekapCTBEHHbIX CPEeACTB BKIOYaeT B cebss MOUCK HOBbIX (hapMaKONMOrM4yeckn akTUBHbIX
BELLECTB, MOcredylee U3yvyeHne ux rekapCTBEHHbIX CBOWCTB, OOKIMMHUYECKME WCCNefoBaHus, pas3paboTky
TEXHOMOrMM Npom3soacTea hapmaLeBTUYECKNX CyOCTaHLMI, pa3paboTKy COCTaBOB M TEXHOMOMMIA NPOM3BOACTBA
neKapCcTBEHHbIX NpenapaTos.

2. dnHaHcoBOoe 06ecneveHne pa3paboTky NeKapCTBEHHbLIX CPEACTB OCYLLECTBMNAETCSA 3a CYET:
1) cpenctB chenepanbHOro GrooKeTa;
2) cpeacTB pa3paboTyMKOB flekapCTBEHHbIX CPEeACTB;

3) cpeadcTe npousBoOWTENEN NEKApCTBEHHbLIX CPEACTB MPU BbINOMHEHUN Hay4YHO-UCCNenoBaTenbCKuX
paboT Mo [OoroBopy Mexay paspabGoTyMKOM neKapCTBEeHHbIX CPEeACTB U NpousBoauTENEM eKapCTBEeHHbIX
CpeqacTs;

4) nHbIX He 3anpeLLleHHbIX 3akoHoAdaTenbcTBOM Poccuiickon degepaLmm MCTOYHNKOB.
3. MNpaBa paspaboTymka nekapcTBEHHOro CPeACcTBa OXPaHAKTCS rpaXaaHCKMM 3aKkoHOAATENbCTBOM.

Cratba 11. [JoKnuMHMYECKOe wuccrneaoBaHue NleKkapcTBeHHOro cpeancrtea AnAd MeguUUUHCKOro
NnPpUMeHeHusA

1. [JoknmHMYeckoe 1ccregoBaHue NekapcTBEHHOIo CpeacTBa aAns MeauLMHCKOro NPMMEHEHUs NPOBOAMTCS
nyTeM NPUMEHEHUS] HayYHbIX METOOOB OLIEHOK B LIENsX MofydYeHns OokasatenbcTB 6e3omnacHoOCTW, kayecTBa U
3 HEKTMBHOCTU NTEKAPCTBEHHOIO CPeACTBa.

2. [JoKnNMHU4YecKkoe nccnegoBaHne NekapCTBEHHOIO CPeACTBa A1 MeAULMHCKOrO NPUMEHEHUSI NPOBOAUTCS
B COOTBETCTBMM C MpaBuamMy Hagnexawen nabdopaTopHOWM NpPakTUKK, YTBEepXOeHHbIMU EBpasuinckon
3KOHOMUYECKOWN KOMUCCUEN.
(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N _1-93)

3. Ons opraHusaumMmM n NpoBefeHWUst OOKIMHUYECKOro WCCrefoBaHUs NekapCTBEHHOrO CpeacTea Ans
MEeOULMHCKOTO NMpUMEHeHUs1 pa3paboTymKkn NeKapCTBEHHbIX CPEACTB BrpaBe MpUBMeKaTb Hay4YHble OpraHM3aLum,
obpasoBaTenbHble OpraHu3auuy BbiCLLEro 06pasoBaHMs UM WHble OpraHu3auuM, UMeloMe HeobXoanmyto
MaTepuanbHoO-TEXHUYECKYt0 6a3y M  KBanMUUMPOBAHHbLIX CMeLManucToB B COOTBETCTBYLWENW obnacTtu
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nccnenoBaHus.
(4actb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. [loknnHn4yeckoe nccnegoBaHne NekapCTBeHHOro cpeactea And meauumHCKoro npuMmeHeHna npoBoanTca
no yTBepXageHHOMY pa3pa6OT‘-II/IKOM NekapCTBeHHOro cpeanctBa nnaHy C BeeHnem npoTokona 3Toro
ncecnenooBaHnAa UM CoCTtaBlieHMEM OT4YeTa, B KOTOPOM coAepXaTCda pe3ynbTaTbl 3TON0 uUCcrnenoBaHnd W
3aKrir4yeHne O BO3MOXHOCTU nNpoBedeHUA KIMMHUYECKOro wuccnenoBaHuda JeKapCTBeHHOro npenaparta Aand
MeaULIMHCKOIro npuMeHeHus.

5. MpoBeneHne npoBepok cobnogeHns nNpasun Hagnexallen nabopaTopHOW MPaKTUKN U MPaBOBbIX HOPM
MCNOMNb30BaHUSI KMBOTHbLIX MNPW MPOBEAEHUU [OOKMUHUYECKUX WCCREAOBaHUI NeKapCTBEHHbIX CPeAcTB Ans
MELMLUMHCKOrO MPUMEHEHMs OCYLLECTBNSIETCA YNONHOMOYEHHbIM deaepanbHbiM OpraHoM WCMOMHUTENBHOM
BracTu.

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

6. PesynbtaTbl [OOKMMHMYECKOrO WCCNEAOBaHWS FNEKapCTBEHHOrO CpeacTBa Ans  MeaMLUMHCKOro
NPUMEHEHMST MOTYT ObiTb NPEeACTaBNEHbl B YNONHOMOYEHHbIV dedeparnbHbIli opraH UCMOMHUTENBHOW 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
nccrnegoBaHue neKapCcTtBeHHOro npenapara gnd setepunHapHoro npuymMmeHeHus

1. JOKNMHMYECKoe UCCrefoBaHME 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
opraHusamMa XWBOTHOTO, B Liensx obecneyeHuss 6e30nacHOCTU MPOAYKLMUM XXMBOTHOIO MPOUCXOXAEHUs rocre
NpUMeHeHNs COOTBETCTBYHOLLENO NTeKapCTBEHHOro npenapara.

2. [oknuMHunyeckoe uccnegoBaHue NekapCTBeHHOro cpeacrtBa W KNKWMHMYEeCKoe - uccnenosaHue
JleKapCTBEHHOro npenaparta anda setepuHapHoro npuMeHeHua, nccnegosaHmne OMO3KBMBANEHTHOCTM YKa3aHHOro
NlekapCTBeHHOro npenaparta npoBoaATCcA B COOTBETCTBMM C NpaBuiamu, yTBepXaeHHbIMU YyNOJITHOMOYEHHbIM
cbep,epaanblM opraHom MCNONHUTENBbHOW BNacTu.

3. [oknuHu4yeckoe uccnegosaHue NekapCTBeHHOro cpeacrtBa W KNKMHUMYEeCKoe - uccnenosaHue
NleKapCTBEeHHOro npenaparta gna BeTepnHapHOro npuMMeHeHuna npoBogdaTCA Nno yTBepXaeHHOMY paspa6owvu<0|v|
lekapCTBeHHOro cpeactea niaHy C BeaeHuneM MNpoTOKONIoB 3TUX nccrnegoBaHnini U CocTaBreHNEM OTYETOB, B
KOTOPbIX coAepXKaTcAa pe3yrbTaTbl 3TUX nccnegoBaHun.

4. [na opraHu3auuvM u npoBedeHusl OOKMMHUYECKOrO WCCIeqoBaHUsl JEeKapCTBEHHOIO CpeacTBa U
KMWHWUYECKOrO UCCIEefoBaHUsl fIeKapCTBEHHOro npenapaTta [Ans BETEPUHAPHOIO MpUMEHeHUs1 pa3paboTyunk
nekapcTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, umeroLne Heobxoaumyto
MaTepuanbHO-TeXHUYECKYl0 6a3y U KBanuULMPOBAHHLIX CMELManucToB B COOTBETCTBYHLUEW obnacTu
nccnenoBaHus.

5. KnuHunyeckue wuccrnenoBaHMs NeKapCTBEHHbIX NpenapaTtoB  Ans  BEeTEPUHAPHOrO  NPUMEHEHUs
NPOBOASATCA B BETEPUHAPHBIX OPraHn3aumsax U B opraHusauusix, OCyLLEeCTBISALMX pa3BefeHre, BblpaliuBaHme u
CoZiepXKaHWe XUBOTHBIX, B LIENAX:

1) yCTaHOBNEHUSI NEPEHOCUMOCTU NIEKAPCTBEHHbIX NPenapaToB 340POBbIMU XUBOTHLIMY;

2) rlop,6opa onTMaribHbIX OO3UPOBOK JIEKAPCTBEHHbLIX MNpenapatoB M KypCa ledYeHuda Ha KOHerTHOIZ
rpynne XnBOTHbIX C onpenernieHHbIM 3aboneBaHunewm;

3) yctaHoBneHua 6esonacHoOCTN U 3ahPEeKTUBHOCTM NEKAPCTBEHHOrO npenapaTta, npegHasHayeHHoro Ans
neyeHns OnpedeneHHbix 3aboneBaHWMM KMBOTHLIX, MMM 3dPEKTMBHOCTM JEKAPCTBEHHOINO npenapata Ans
npocunakTuku 3aboneBaHnin 340POBbLIX KUBOTHbIX;

4) M3y4YeHMS BO3MOXHOCTEV paclMpeHMs MNoKa3aHun K MPUMEHEHMIO  3aperMcTpupoBaHHOMO
nekapCTBEHHOro npenaparta 1 BbiSBIIeHNs paHee HEM3BECTHbIX MOBOYHbIX AENCTBUN.
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6. KnuHuyeckoe uccrieqoBaHMe NeKapCTBEHHOrO Mpenapata AN  BETEPUHAPHOrO  MPUMEHEeHUs
OCYLLIECTBIAETCA 3a CYET CPEACTB paspaboTyvka NekapcTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKITMHUYECKOrO UCCreOoBaHWsA JeKapCTBEHHOTO CpeAcTBa M KIMHUYECKOro
nccrnenoBaHUs TNeKapCTBEHHOIO MpenapaTta Ans BeTepuHApHOro MPUMEHEHMWs COCTaBNslTCA pa3paboTynKkoM
NEeKapCTBEHHOIrO CpeacTBa C YYeTOM 3aK/IYEeHWI OopraHusauuii, NMPVHMMAaBLUMX y4YacTMe B OpraHu3aumu u
NpoBeaeHUN 3TUX UCCTeaoBaHWIA.

8. KoHTponb 3a npoBegeHMEM AOKIMHUYECKUX WCCNEAOBAHUA 1eKapCTBEHHbIX CPEACTB M KIMHUYECKUX
nccrnedoBaHWM  NEeKapCTBEHHbIX — MpenapatoB AN BeTeprHapHOro  MPUMEHEHMsI  OCYLLEecTBsieTCs
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMONHUTESNbHOW BRACTHU.

MnaBa 6. OCYLWECTBNEHUE FOCYOAPCTBEHHOW PEFTMCTPALUN,
PEFMCTPALUUUN NEKAPCTBEHHbBIX NMPEMNAPATOB
(B pea. PepepanbHoro zakoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlntoc: npumedaHue.

Mo 3asBneHusam npegctaBneHHbiM Ao 01.01.2021, roc. pernctpaumsa NEKapCTBEHHbIX nNpenapaToB AN
MEOMLMHCKOIO MPUMEHEHUS, OCYLLECTBNSAETCA B COOTBETCTBMM C TpeboBaHUAMK 3aKOHOL4ATENbCTBA,
aencrteoBaBwMy o 30.01.2024. 3aperncrpuypoBaHHbIE JEeKApCTBEHHblE MNpenapaTtbl And MeAULMHCKOro
NMPUMEHeHMs1, JOIMKHbI ObITb NpyBeAeHbl B cooTBeTCcTBUE ¢ aktamu, ESC, no 31.12.2025, nocrne ykasaHHOW
Aatbl, npenapatbl And Med. NpuMeHeHus, 3apernctpupoBaHHble o 30.01.2024 v He npuBefeHHble B
cooTBeTCcTBME C akTamu, EQC, peanusytotca Ha Tepputopun PO 0o okoHYaHUsA cpoka ux rogHoctn (®3 ot
30.01.2024 N 1-®3).

Cratbsa 13. locygapcTBeHHas permcrpauus, permcTpaums JieKapcTBeHHbIX NnpenapaToB
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.

[donyckaetcs nNpuMMeHeHve B MEeOMUMHCKMX LensxX He 3apermcTpuMpoBaHHbix B P®  nekapCTBEHHbIX
npenapaToB, COAepXaliuxX HapKoTUYecKMe cpencTBa MM MNCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PP B
cooTBeTCTBUM C Y. 3.1 CT. 47 gaHHoro gokymeHta (0.8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccuinckon ®degepaummn gonyckaoTcs NPOUM3BOACTBO, XpaHeHWe, nepeBo3ka, BBO3 B Poccumnckyto
depepaumio, BbiBO3 M3 Poccunckon depepaumn, peknama, OTNycK, peanu3auus, nepegada, npuMeHeHue
NeKapCTBEHHbIX MpenapaToB, €Cnu OHW 3aperucTpyMpoBaHbl  YMNOMHOMOYEHHbIM  defeparnbHbiM - OpraHoM
NCMONHUTENBHON BRacTy B COOTBETCTBUM C HacToAwmum deaeparnbHbiM 3aKOHOM NGO B COOTBETCTBUM C akTamu,
cocTasnsaowmmm npaso Cotosa.

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-03)

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) BCce nekapCTBEHHble npenapaTbl, BMepBble Moanexawime BBOAYy B obOpauweHne B Poccuiickon
depepauuy;

2) nekapCTBEeHHbIE NMpenapaTbl, 3aperncTpMpoBaHHbIe paHee, HO NPOU3BELAEHHbIE B APYIMX JTEKAPCTBEHHbIX
dopmax B COOTBETCTBUM C [EpPEYHEM HaMMEHOBaHWW feKapCTBEHHbIX ()OpM, B HOBOW [OO3UPOBKE Npw
JokasaTernbCTBe €€ KIMMHUYECKON 3HaYMMOCTU U 3DEKTUBHOCTY;

3) HoBble KOMBUHALIMKN 3aPErMCTPUPOBAaHHbIX paHee NeKkapcTBEHHbIX NpenapaTos.
3. locypapcTBeHHasi pervcTpaumsi NEeKapCTBEHHbIX MpPenapaTtoB OCYLIECTBISIETCS Mo  pesynbTatam

3KCMEepTU3bl NIeKapCTBEHHLIX CPeaCTB.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. locypapcTBeHHas perncrpaumsi NekapCcTBEHHOro npernapaTta OCYLEeCTBMASEeTCS COOTBETCTBYHOLUUM
YMOSTHOMOYEHHbIM  (befepanbHbIM  OpPraHoOM  UCMOMHMTENbHOW BNactu B CPOK, He MpeBbllialwmi  cTa
wectugecatn pabounx OHen CO AHA MPUHATUS 3adBheHUs O roCydapCTBEHHOW pernctpaumm nekapcTBEeHHOro
npenapara Ans MeAMUMHCKOrO NPUMEHEHUs, N B CPOK, He MpeBbILIaoWMi cTa ABaguaTtn pabounx gHen co aHA
NPUHATUA 3asBieHUS O rOCYAAapCTBEHHOW perncrpaumyM nekapcTBEHHOro npenapata Ang BeTepuHapHOro
npvMeHeHus. B ykasaHHbI CPOK BKMOYaeTcst BpeMs, HeobXxoaumoe A1 NOBTOPHOIO MPOBEAEHUS IKCNepTU3bl
NIEKapCTBEHHOrO CpeAacTBa B COOTBETCTBMM CO cTatben 25 Hactosuwero ®PegepanbHoro 3akoHa. Cpok
rocygapCTBEHHON perncTpauum nekapcTBEHHOro npenapaTta UCHMCASETCH CO OHS NPUHATUS COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM ~ dbefepanbHbIM - OpraHOM  MCMOMHUTENbHOW  BRacTy  COOTBETCTBYHOLLEro 3asiBNieHMs O
rocylapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara ¢ NpUoXeHneM HeobxoanMbIX JOKYMEHTOB MO AeHb
BblJA4M PErMCTPaLUMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOro npenapaTa. Bpewmsi, Heobxogumoe Ans
HanpaBfeHusa YrnorHOMOYEHHbIM efepanbHbiM OpraHoOM UCMOSTHUTENbLHOW BNacTu 3anpoca O npeacraBneHun
HeoOXOOMMbIX MaTepuarioB M NpeacTaBneHUs 3asiBUTENEeM OTBeTa Ha [AaHHbIA 3anpoc B COOTBETCTBMM CO
ctateammn 16, 19 n 23 Hactosawero PenepanbHOro 3aKkoHa, HE YYUTLIBAETCA MPU  MCYUCNEHMM CpoOKa
rocygapCTBEHHOMN perncTpaunm nekapcTBeHHOro npenapara.

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

5. F'ocygapCTBEHHON perncTpauun He nognexar:

KoHcynbTaHTlnoC: npumeyaHue.
C 01.03.2025 B n. 1 4. 5 c1. 13 BHOCATCA M3MeHeHus (P3 oT 30.12.2021 N 463-D3).

1) nekapcTBeHHble Npenaparbl, M3rOTOBMEHHbIE anTeYHbIMM OpraHM3aUusaMy, BeTeprHapHbIMK anTeyHbIMU
opraHusaumsiM1, UHOUBMAYanbHLIMU NPEANPUHMMATENSIMM, KOTOPbIE UMEIOT NIMLIEH3NIO Ha (hapMaLeBTUYECKYIO
AesiTENbHOCTb, MO peLenTaM Ha JieKapCTBeHHble npenapatbl U TPeGOBaHUAM MeAULMHCKMX OpraHv3auui,
BETEPMHaPHbIX OpraHn3aLmii;

2) nekapcTBEHHble MpenapaTtbl, NPUOOpeTeHHblE uanYecknMn nuuamm 3a npegenamu Poccuickomn
depepaumu n npegHasHavYeHHbIE ANs IMYHOIO UCMOSNIb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3nUMble B Poccuiickyio depepauunio gnsi OKka3aHWsS MeOULMHCKON
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BbiOaHHOro
YMONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCNOMHUTENBHOW BRacTy;

4) nekapcTBeHHble CpeAcTBa, BBo3uMMble B Poccuiickylo ®degepaumio Ha OCHOBaHUWM  BblGAHHOMO
YMOSTHOMOYEHHbIM hbefepanbHbIM OpraHoOM WCMOMHUTENbHON BRacTu paspelleHns 1 npefHasHadYeHHble Ans
NPOBEAEHUSA KIMHUYECKUX WCCnefoBaHW fekapCTBEHHbIX MNpenapatoB U (Unn) npoBefeHust dKcnepTusbl
nekapCTBEHHbIX CPeACTB A1 OCYLLECTBNEHUS roCyapCTBEHHON perncTpaumm nekapcTBEHHbLIX NpenapaTos;

5) dbapmaueBTUdeckume cybctaHumm;

6) paavodpapmaueBTUYECKME TEeKapCTBEHHbIE npenapartbl, W3roTOBIEHHbIE HEMNOCPEACTBEHHO B
MeOULMHCKUX OpraHmM3aumsax B OOpdadKe, YCTAHOBMIEHHOM  YMOSTHOMOYEHHbIM  dhedeparibHbiM  OpraHom
MCMNOMHUTENBHOW BnacTu;

7) NeKapCTBEHHbIE NnpenapaThbl, NPoOU3BOANMbIE ANA SKCNOopTa.

KoHcynbTaHTlnoCc: npuMmeyaHue.
C 01.09.2024 4. 5 cT. 13 gononHsieTtca n. 8 (3 ot 30.01.2024 N 1-d3). Cm. OyayLLyo peaakLmio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 ct. 13 gononHgaeTcs yd. 5.1-5.3 (@3 o1 30.01.2024 N 1-®3). Cm. ByayLLyo pedakuuio.

6. He O0nycKaeTcd rocyaapCrtBeHHasd perncrpaumsa:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) nekapCTBEHHbIX NMpenapaToB, OTNMYAOWUXCS APYr OT Apyra KayeCTBEHHbIM COCTaBOM [AEMCTBYIOLLMX
BEeLLEeCTB, Nofd OANHAKOBbIM TOProBbiM HAUMEHOBaHNEM;

2) opHOro nekapCTBEHHOro npenaparta, MpPeACTaBEHHOrO Ha rOCY[apCTBEHHYID pernctpauuio B
OTHOLLEHMN OOHOr0 U TOrO Xe AepxaTtenst unu Bnagenbla perncTpauvoHHOrO YAOCTOBEPEHUS NEKAPCTBEHHOIO
npenapara B Buae AByx 1 bonee nekapcTBeHHbIX NpenapaToB nog pasnuyHbIMWM TOProBbIMU HAaMMEHOBaHUSIMU.
(n. 2 B pea. PegepanbHoro gakoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy B aneKkTpoHHOW chopme cybbekTa obpalleHns fekapCTBEHHbIX CPeACTB COOTBETCTBYHOLLMM
YMNONIHOMOYEHHbIM befepanbHbIM OpraHoOM WCMOMHWUTENbHON BMacT, OCYLLECTBASIOWMM rOCyAapCTBEHHYHO
perucTpaumio fiekapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM [OpSOKe OCYLECTBNSETCH HayyHoe
KOHCYMNbTUpOBaHMEe MO BOMPOCaM, CBA3aHHbIM C MpOBEeAEeHMEM OOKIMHUYECKUX WCCregoBaHun, KIUMHUYECKMX
nccrnegoBaHUn NekapcTBEHHbIX NpenapaToB, IKCNepTU3bl KayecTBa NeKapCTBEHHbIX CPeacTB, 3PEKTUBHOCTU 1
6e3onacHoCTM, C  OCYLLUEeCTBMEHWEeM  roCyAapCTBEHHOW  pernctpauum  nekapcTBEHHbIX  MpenapaTos.
KoHcynbTMpoBaHue oOcCyllecTBMNseTCA C npuBneyveHneMm dedepanbHbiX [OCYAAPCTBEHHbIX — OHOAXKETHbIX
yypexxgeHuin, noaBedoMCTBEHHbIX JaHHOMY hefepanbHOMY OpraHy UCMONHUTENIbHON BNAcT U He y4acTBYHOLLMX
B OpraHvMsauMu MpoBedEeHUss 3KCMepTM3bl KavecTBa JIeKapCTBEHHbIX CPeACTB B LENsSX OCYLUEeCTBMAEHWUS WX
rocygapCTBEHHON perncrpauun B COOTBETCTBMM CO cTaTbeln 16 HacTtoswero ®degepanbHOro 3akoHa, B BuAE
oTBE€Ta B MUCbMEHHOW HOpMe YNONHOMOYEHHOro efdepansHOro opraHa MCNONMHUTENbHOW BriacTu Ha 3anpoc.
Pasmep B3umaemon c 3asBuTens nnatbl onpefenseTtcs B COOTBETCTBUM C 3aKoHOAATenbCTBOM Poccumnckon
®epepaummn o6 opraHusauuv nNpegocTaBieHUs rocy4apCTBEHHbIX U MyHUUMNanbHbIX ycnyr. WHdopmaums o6
OCYLLIECTBIEHNN HayYHOro KOHCYNbTUPOBaHWSA, B TOM 4ucne cTaTbu, 0630pbl, CNpPaBoYHble Matepuarsnbl U MHas
nHopmaums 06 OCYyLLEeCTBIEHUN HAy4YHOro KOHCYNbTUPOBaHWSA, pasmellaeTcsa Ha odwuumanbHOM caunTe
YMNOSIHOMOYEHHOTO befiepanbHOro OpraHa WCMNOMHUTENBHOM BnactTu B cetn "VIHTepHeT" c cobnogeHnem
OFPaHUYEHUN, YCTaAHOBIEHHbIX 3aKOHOAATENbCTBOM O MEepPCOHarnbHbIX AaHHbIX, KOMMepyeckon u (4nu)
rocyapCTBEHHOW TanHe.

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

8. TlocypapcTBeHHasi peructpaums JeKapCTBEHHbIX MpenapaToB, KOTOpble MpegHasHadeHbl Ang
NMPUMEHEHUS B YCIOBUAX BOEHHbIX OEWCTBUW, Ypes3Bbl4alHbIX CUTyauuin, nNpeaynpexneHus YpesBblbanHbiX
CuMTyauun, npodunakTukM W neveHns 3aboneBaHui, NpPeacTaBNSAOWMX OMACHOCTb AMS  OKPYXKatoLmx,
3aboneBaHNi U MOPAXEHUW, MOMYYEHHbIX B pe3ynbTate BO3OENCTBUSA HebnaronpusaTHbIX  XUMUYECKUX,
Buronornyeckmx, paguaumoHHbiX akTopoB, N KOTopble pa3paboTaHbl B TOM 4ucre no 3ajaHuio degepanbHbiX
OpPraHoB WUCMOJTHUTENbHOM BNACTW, YNOTHOMOYEHHbIX B 0611acT 060poHbI CTpaHbl U 6e30MacHOCTY rocyaapcTBa,
a TaKKe NneKapCTBEHHbIX CPEACTB B crnyyae ux AedeKTypbl UMM pyUcka BO3HUKHOBEHUS OedeKTypbl B CBA3W C
BBe4eHMeM B OTHoweHun Poccunckon degepauum orpaHMYUTENbHBIX Mep SKOHOMUYECKOro XapakTepa
ocyLlecTBnseTcs B nopsgke, yctaHoBneHHom lNMpasutensctBom Poccuiickon ®egepaunn.

(B peq. ®PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-®3, ot 08.03.2022 N 46-93)

Cratba 14. MpuHUMNbI 3KCNEPTU3bI NNEKAPCTBEHHbIX CPEeACTB
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTn3a nekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLUMMNAX 3aKOHHOCTWU, coBnioaeHus npas U
cBo6O4 4YernoBeka W rpaxaaHuHa, NpaB OPUAMYECKOro nuua, He3aBUMCUMOCTM 3KcrepTa, OObEeKTUBHOCTH,
BCECTOPOHHOCTU W NOSHOTLI MCCNEAOBaHMIA, MPOBOANMbBIX C UCTONb30BaHWEM COBPEMEHHBIX OOCTUXEHUI HayKu
N TEXHWKM, OTBETCTBEHHOCTM hedeparbHOro roCy4apCTBEHHOro OHOMKETHOrO YYPEXOAeHUs MO MPOBEAEHUI0
SKCMEepPTU3bl NEKapCTBEHHBLIX CPEACTB U SKCMEePTOB 3a NPOBEAEHWEe 1 Ka4eCTBO KCNepTH3bI.

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

1) akcnepTu3y [OOKYMEHTOB, MpeACTaBfEHHbIX And OnpefeneHuMs BO3MOXHOCTU  paccMaTtpuBaTh
nekapcTBEHHbIN NpenapaT Ans MeAULMHCKOro NpUMEHEHNst B kKayecTBe OpdaHHOro NekapcTBEHHOIO npenapara;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) aKcnepTn3y NpeasioKeHHbIX METOO0B KOHTPOSIS KayecTBa JNIEKapCTBEHHOro cpeacTtea M (Mnn) kavyecTea
npeacTaBneHHbIX 00pas3L 0B NeKapCTBEHHOIO CPeACTBa C UCMOMNb30BaHMEM 3TUX METOAOB (ganee - akcnepTusa
KayecTBa NekapCTBEHHOro CpeacTBa);

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) aKkcnepTM3y OTHOLUEHUSI OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPWMEHEHUs JeKapCTBEHHOrO
npenapara;

4) a3KCnepTU3y PErmcTpaumMoHHOrO [OCbe Ha JekapCTBEHHbIM Mpenapat B UEenax onpeaeneHus
B3aNMO3aMEHSIEMOCTM NIEKAPCTBEHHLIX NPenapaToB ANt MEAULMHCKOrO NPUMEHEHMS.
(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. SKcnemeaa NNeKapCTBEHHbIX MpenapaTtoB A4 BeTepuHapHOro npMMeHeHuna BKIOYaeT B cebs
9KCNepTn3y KadecTtBa JN1eKapCTBEHHOINo cpeactBa U 3KCNepTudy OTHOLUEHUA 0Xngaemom nosnb3abl K BO3MOXHOMY
PUCKY NpUMEeHEHNA NeKapCTBEHHOIo npenapara.

Cratba 15. PepepanbHOe rocyfapcTBEHHOE OLOMKEeTHOE yUYpexaeHue no npoBefeHU0 3KCNepTusbl
JIeKapCTBeHHbLIX cpeacTB

OkcnepTnsa fekapcTBeHHbIX CpeacTB npoBoauTcs dedeparnbHbiM  FOCYAapCTBEHHbIM  BIOMKETHBIM
yypexxgeHmeM COOTBETCTBYHOLLErOo  YNOSTHOMOYEHHOro defeparnbHOro  opraHa  MCMOMHUTENbHOW  BacTy,
CO3A4aHHbIM Ans obecrneyeHnss NCMOMHEHNS MONHOMOYUIA 3TOro hegepanbHOro opraHa no Bblaave paspeLueHun
Ha npoBedeHNe KIMHWYECKMX WCCNEeAoBaHUN JeKapCTBEHHbIX MpenapaToB U (MnM) MO rocygapCTBEHHOM
permctpaumm (permctpaumm) nekapCTBeHHbIX NpenapaToB (Janee - 3KCnepTHoe yupexaeHue).

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

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHus ct. 16 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowimecs NpefocTaBrneHUs roc. ycnyr npu
obpallleHnn neKkapCcTBEHHbIX CPEACTB Ans MEeAULMHCKOrO MPUMEHEHMSI MOCPEACTBOM €AVMHOW CUCTEMbI,
npumenstoted ¢ 01.01.2025.

Crtatbs 16. OpraHmsauus npoBeAeHUs IKCNEePTU3bl NIEKapPCTBEHHbIX CPEeAcTB
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. OKcnepTusa NeKapCTBEHHbIX CPEeACTB NPOBOAMTCS KOMUCCUEN 3KCMEepPTOB IKCMEPTHOrO Y4YpexaeHus,
Ha3Ha4YeHHOW ero pyKoBOAWTENEM, Ha OCHOBaHWM 3afaHus Ha NpPOBedEHWe 3SKCMepPTU3bl JIEKAPCTBEHHOTO
CpeAcTBa, BbIOAHHOTO YMONHOMOYEHHbIM bedeparnbHbIM OpraHoM MCMOSIHUTENbHOW BracTu. PykoBoauTenb
SKCMEPTHOro yupexaeHnsa obecnednBaeT Haanexallee npoBedeHWe IKCNepTM3bl NeKapCTBEHHbIX CPeacTB B
COOTBETCTBUW C 3adaHMeM, BblaHHbIM YNOMHOMOYEHHbLIM defeparnbHbIM OpraHoM UCMOMHUTENBHOW BRacTu, U
opraHusyeT MOAroTOBKY CBOJHOMO 3akrouvyeHus 3TOoM Komuccun. B cocTaB 3ToM KOMWUCCUMM MO  PELLEHMIO
PYKOBOAUTESSI SKCMEPTHOIO YYpeXXaeHUsl MOryT GbiTb BKIOUYEHbI B KaYecTBe 9KCMepToB Nvua, He paboTatolive B
AaHHOM 3KCMEPTHOM YYPEXAEHUW, ECIN MX CrieLmanbHble 3HaHWs HeobxoauMbl A1l MPOBEAEHUsT KCTIepPTU3bl 1
Takue dKCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTIEPTHOM YUPEXOEHNUM.

2. JKkcnepToM Mo NPOBEAEHUIO SKCNEPTM3bl NIEKAPCTBEHHbIX CPEACTB SABMAETCS aTTEeCTOBaHHbIA paboTHUK
9KCNEPTHOrO yYpeXaeHusi, KOTOpbIi MMeeT BbICLlee MeAuuMHCKoe, apmaueBTMyeckoe, GUONOrnyeckoe,
BETEPUHaAPHOE WU XMMMYeckoe obpasoBaHWe W MPOBOAUT SKCMEPTU3Y NEKAPCTBEHHbLIX CPeacTB B MOpsiake
NCMNOJTHEHNS CBOMX AOIMKHOCTHBIX 06513aHHOCTEN (Oanee - aKkcnepT).

3. I'Ipvl npoBeaeHnn 3KCNePTU3bl NNEKAPCTBEHHbIX CPEeACTB 3KCNEPT HE MOXET HaxXoaAUTbCA B Kakomn-nnobo
3aBUCMMOCTU OT nunua, HasHa4vumBLIEero 3Ty 3KCNnepTuay, pa3pa60THMKa JlekapCTBEeHHOro cpeactea wUinn Opyrux
3anHTEepeCOoBaHHbIX B pe3ylibTatax 3KCnepTuabl J11l,.

4. MNpu npoBefeHUN 3KCMEPTU3bl NEKapPCTBEHHbIX CPeACTB He AonyckaeTca UCTpeboBaHMe IKCnepTom Yy
3asBuTENss NMOO MHBLIX WL MaTepuarnoB, HeOOXOAMMBLIX [ANnis  MpoBedeHust akcnepTusbl. B cnydae
HeJOCTaTOYHOCTM MNPeACTaBIEHHbIX 3JKCMEPTY MaTepuarnoB B IUYHbIA  kabuHET 3asaBuTeENns B eOUHON
rocyaapCTBEHHON WH(OPMaUMOHHON cucTemMe B cdiepe 34paBOOXpaHeHus (danee - eauMHas cucTtema)
3KCMNEPTHbIM y4YpeXxaeHneM HanpaBnsaeTcs 3anpoc O NpeacTaBNeHnn HeOOXOAMMbBIX MaTepuarnoB, NOAMMCAHHbIN
pykoBogutenem (YrnosITHOMOYEHHbIM JIMLIOM) 9SKCMEPTHOMO YYPEXAEHUS C  MCMOMb30BaHUMEM  YCUIEHHOM
KBanM@uuMpoBaHHON SNEKTPOHHOM NOoANUCHK.

(vacTb 4 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4.1. 3asaBuTenb 00653aH HanpaBWUTb B JIMYHBLIN KAaOWHET 3KCMEPTHOro YYpexaeHus B eOuHOW cucteme
noanucaHHbIn - YCUNEHHOW KBanuUUMPOBaAHHOW 3NEKTPOHHOW MOAMUCBbI0 OTBET Ha 3anpoc 3KCnepTHOro
yupexaeHus B CPOK, He NpeBbIwaoLWwmnii AeBAHOCTa pabounx AHEN CO AHA NONyYeHMs 9KCNEPTHbIM yYpexaeHnem
3NEKTPOHHOrO yBEAOMIIEHUS O NONyYeHuW 3asiBuTeneMm 3anpoca. Bpems co OHSA HanpaBneHus 3KCnepTHbIM
yupexaeHmem B NUYHbIA KaOVHeT 3asBUTENsS B €QUHOM CUCTEME 3anpoca O NPeACTaBeHUU LOMOSHUTENbHbIX
MaTepuasnoB 4O OHS HanpaBMneHus 3asiBUTENEM B NIMYHbIA KaOUHET 3KCMEPTHOMO YYPEXAEeHNst B €OUHON CUCTEME
OTBETa Ha 3anpoc He y4MTbIBaeTCs NPy NCHUCNIEHNN CPOKa NPOBEAEHUS SKCNepTn3bl ekapCcTBEHHOro cpeacTaa.
(vacTb 4.1 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

4.2. Ecnn 3aaButenem B cootBeTcTBUM C YacTbto 1.1 ctatbu 30 mnm 4vactbio 2 ctatbm 34 HacTOALEro
depepanbHOro 3akoHa MpeacTaBreHa KOMus  pelleHust  YNoriHOMOYEHHOro  cbefgepanbHOro  opraHa
NCMNOJTHUTENBHOWM BIACTM O NpoBeaeHUN hapmaLeBTUHECKON MHCMEKLUMM MPOM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
AN MeOULMHCKOTO MPUMEHEHUS Ha COOTBETCTBME TpeboBaHMAM OpaBui Hagnexalen npou3BOACTBEHHOM
NpakTukn EBPasMnCcKOro 9KOHOMUYECKOrO COH3a, IJKCNEpTy A0 OOPMIIEHUS pe3ynbTaToB  3KCMEPTU3bl
neKapCTBEHHOro CpeacTsa NPeAcTaBNAETCA KOMUS 3aKMioYeHMs1 O COOTBETCTBUM NPOM3BOANTENS NIEKAPCTBEHHbIX
cpenctB TpeboBaHMAM MpaBun Haanexalleh NpOM3BOLACTBEHHOW MNPAKTUKX, BblAAHHOMO YMOMHOMOYEHHbBIM
degepanbHbiM OpraHoOM WCMONHUTENBHOW BRacTh, WM KOMWUS cepTMduKata COOTBETCTBMS MPOM3BOOUTENS
NEKapCTBEHHbIX CPEACTB  ANst  MEeOMUMHCKOrO  MpUMeHeHus  TpeboBaHMaM  MnpaBun  Hagexallen
NpOn3BOACTBEHHOW NMPaKTUKN EBpasninckoro 9KOHOMUYECKOro coro3a.

(vacTb 4.2 B peq. PepepansHoro gakoHa ot 30.01.2024 N 1-93)

4.3. 3aaBuTenb 0653aH HaNpPaBWTb B JINYHbIA KAOWHET SKCNEPTHOrO YYpEeXAeHUs B €UHOM CUCTEME KOMUIO
3aKMYEeHNs UK KOMUID cepTudmkaTta, ykasaHHbIX B YacTu 4.2 HaAcTOsLWEN cTaTbU, B CPOK, HE MpeBbILLatoLLmiA
CTa BOCbMUOECATU pa6oqv|x LI,HeI7I CO OHA nony4vyeHuna SKCNepTHbIM y4dpexaeHnem SNEeKTPOHHOro yseaomreHnsa o
nony4vyeHun s3adasutenemMm noannucaHHoOro pykosoaunternem (yI'IOJ'IHOMO'-IeHHbIM J'II/ILI,OM) OKCNEepPTHOro y4vpexaneHua c
NCNONb30BaHNEM YCUMEHHOW KBanMUUMPOBAHHOW SMEKTPOHHOM nognucu 3anpoca O npefocTaBneHun
OoKyMeHTa. BpeMsa co gHA HanpaBneHusl 3KCMepTHbIM YYPEXAeHNEM 3anpoca B NUYHLIA KabUHET 3asBUTeENs B
€OWHON CUCTEME A0 AHSA HarnpaBfeHus 3asiBUTENEM B NNYHbLIA KaOWMHET 3KCMEPTHOro Y4YpexaeHus B eLMHOW
CUCTEME KOMUM 3aKMiOYEeHUS WM KOMUW cepTudmKkaTa, YKasaHHbIX B 4acTu 4.2 HacTosiwen cTtatbM, He
Y4nUTbIBaeTCA Npn NcHNCrneHnm cpoka nposegeHna sKkCnepTmnsbl 1IeKapCTBEHHOro cpeacTea.

(vacTb 4.3 B peq. PenepansHoro gakoHa ot 30.01.2024 N 1-93)

5. OkcnepT Mpy NpoBedeHUM MOPYHYEHHON €My PYKOBOAWUTENIEM OKCMEPTHOrO YHUPEXOEHUS SKCMepTu3bl
nekapcTBEHHOro cpeacTsa 06s3aH:

1) npoBecTu nNonHoe uccnegoBaHue NpeacTaBneHHbIX eMy 0OBHEKTOB, MaTepuanos, 4aTb 060CHOBaHHOE U
OOBbEKTVBHOE 3aKIYeHWe Mo MOCTaBMNEHHbIM Mepes HUM BOMpocaM WNM MOTUBMPOBAHHOE 3akiiouyeHune o
HEBO3MOXHOCTU NPOBEAEHUS UM SKCNEPTM3bl NeKapCTBEHHOIO CPEeACTBA, €Crv NOCTaBleHHbIE BONPOCH! BbIXOAAT
3a npegenbl cneumanbHbIX 3HaAHWIA 3KcrepTa, OObEKTbl WUCCNEedOoBaHWA WM MaTepuanbl HEnpurogHbl Unu
HeJOCTaTOYHbl AN MPOBEAEHUs UCCNedoBaHWA U Oayn 3aknioveHus nnbo CoBpPEMEHHbLIV YPOBEHb pa3BUTUS
HayKn He NO3BONSIET OTBETUTb HA NOCTaBMNEHHbIE BOMPOCH;

2) He pasrnalwaTb CBEAEHUS, KOTOpble CTanM €My M3BECTHbl B CBSI3W C MPOBEAEHWEM 3KCMEepTu3bl
nekapcTBEHHOro cpefacTBa, a Takke CBefeHUs, COCTaBnslwme rocygapCTBEHHY, KOMMEPYECKYIO UMW WHYIO
OXpaHAeMyto 3aKOHOM TauHy;

3) obecneunTb COXpaHHOCTb NPeACTaBEHHbIX 06 bEKTOB UCCNESOBAHWIA U MaTepuarnos.

6. JkcnepT He Bnpase:

1) npoBOAUTL 3KCNepTun3y JeKapCTBEeHHOro cpeacrtea no 06paL|.|,eHvuo HenocpenCTtBeHHO K Hemy
OpFaHI/ISaLI,VIﬁ mnnn d)I/ISVI‘-IeCKVIX nnd;

2) camocTosATenNbHO cobupaTh MaTepuansl ANA NPOBEAEHMS IKCNEPTU3bI NEKapCTBEHHOrO CPEACTBA;
3) NpoBOAUTL 3KCMEPTU3Y NIEKAPCTBEHHOrO CPeACTBA B KAYECTBE HEroCyapCTBEHHOIO KcnepTa.

7. B cnyyae HeobxoOAMMOCTM 3KCMepT BrpaBe XxodaTalcTBOBaTb Mnepen PYKOBOAMTENEM 3KCMEPTHOro
yupexaeHus 0 NPUBMEYEHNN K NPOBEAEHWNIO KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA APYrMX SKCNEepTOB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. Kaxgbll 9KCcnepT, BXOOAWMW B COCTaB KOMWUCCUW 3KCMEPTOB, KOTOPOW MOPYyYEeHO npoBedeHue
3KCMEepPTU3bl NIEKapCTBEHHOrO CPeAcTBa, HE3aBUCUMO M CaMOCTOATENbHO NPOBOAUT MCCrenoBaHus, OoueHuBaeT
pesynbTaTtbl, MONYYEeHHbIE WM MMYHO W OPYrMMM  dKcnepTamu, u opmynupyeT BbIBOAbl OTHOCUTENBHO
nocTaBfeHHbIX BOMNPOCOB B Npeaenax CBOUX cneunanbHbIX 3HaHWUI.

9. Pe3ynbTaTbl 3KCNepTU3bl TEKAPCTBEHHOIO cpeacTBa 0OPMIISAIOTCS 3aKI0YeHNEeM KOMUCCUM 3KCMEPTOB.
B 3akniovyeHMn KOMUCCUMM SKCMEPTOB YKasblBaAOTCH MepeyveHb UccrefoBaHuii, 06beM MPOBEAEHHbIX KaxabiM
3KCMEePTOM MCCreaoBaHUiA, YCTaHOBMEHHbIE KaXOblM U3 HUX (DaKTbl U caenaHHble B pesynbTaTe UccrenoBaHuit
BbIBOAbl. JKCNEPT, MHEHMWE KOTOPOro He COoBMafaeT C pelleHnemM KOMUCCUM 9KCNepToB, Brpase Bblpa3uTb CBOE
MHEHVe B NCbMeHHOW hopMe, KoTopoe NprobLLaeTcs K 3aKMHYEHNI0 KOMUCCUM SKCMEPTOB.

10. OkcnepTbl, BXoAdALWME B COCTaB KOMUCCUN, NpeaynpexaatTcss 06 0TBETCTBEHHOCTN B COOTBETCTBMM C
3akoHogatenscTBoM Poccuiickon Pepepauumn 3a gady 3aknoyeHusl, copepxaliero HeobGOCHOBaHHbIE WK
hanbcMdnLMpoBaHHbIE BLIBOAbI, O YEM OHW AAt0T NMOAMUCKY.

11. OnpepgeneHne ypoBHS NPodEeCCMOHaNbHOM MNOArOTOBKM SKCMEPTOB M aTTectaumsi UX Ha npaBo
npoesegeHuns 9KCNepTun3bl NleKapCTBEHHbIX cpeacTs OCYyLLEeCTBNAKTCA SKCI'IepTHO-KBaJ'II/I(*)I/IKaLLI/IOHHbIMI/I
KOMUCCaAMKM B nNopdaKke, YCTaHOBJIEHHOM COOTBETCTBYHOWMM YNOJTHOMOYEHHbIM (bep,epaanblM opraHom
UCNONMHUTENBHOM BNacTu. YpoBeHb MNPOdECCMOHANbHOM MNOArOTOBKU 3SKCMNEPTOB MNOAMEXUT NepecMoTpy
yKa3aHHbIMW KOMUCCUSIMWU HE PEXXe YeM OAMH pa3 B NAThb NeT.

12. MNpaBuna npoBedeHMs 3KCNEPTM3bl NIEKAPCTBEHHBIX CPEACTB U OCODEHHOCTU 9KCMEPTU3bl OTAENbHbIX
BMOOB feKapCTBEHHbIX mMpenapatoB (pedepeHTHbIX JieKapCTBEHHbIX MpenapaToB, BOCNPOM3BEAEHHbIX
NeKapCTBEHHbIX MNpenapaToB, GMONOrM4ecknx IeKkapCTBEHHbIX npenapaToB, OuoaHanoroBbix (6MONOA06HbLIX)
neKkapCTBEHHbIX MpenapaTtoB (6MOaHanoroB), romMeonaTU4eckMx NeKkapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHAUMW NeKapCTBEHHbIX MpenapaTtoB), (QOPMbl 3aKOYEHWA KOMUCCUK
3KCNepTOB yCTaHaBNMBAKOTCA COOTBETCTBYIOLUMM YMOMIHOMOYEHHbIM defeparnbHbiM OPraHOM MCMOSHUTENbHON
BNacTu.

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

KoHcynbTaHTln0C: npumeyaHue.

[o 31.12.2024 pna npenapaTtoB, Npou3BeAeHHbIX B PO B uenax mmnopTo3amelleHuns, yCTaHaBNMBaeTCcs
PEeXnM YyCKOPEHHOW npouenypbl rocperucrTpaumm B cootseTctaun ¢ [loctaHosneHvnem lNpasutensctea PO ot
12.03.2022 N 353.

Cratba 17. Nogaya n paccMoTpeHne 3asiBNIEHUA O rocyfapCTBEHHOW perncrpauum fieKapcTBeHHOro
npenaparta Ans BeTepUHapHOro NpMMeHeHus
(B pen. PenepanbHOro gdakoHa 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. Ons rocygapCTBEHHOW perucTpauum NekapcTBEHHOro npenaparta Afs BeTepUMHApHOro MpUMEHeHMUs
pa3paboTynK Takoro fiekapCTBEHHOrO npenapaTa unu yrnonHOMOYEeHHOE UM Apyroe opugudeckoe nuuo (ganee B
HacTosLLEeN cTaTbe - 3asBUTENb) HanpaBnaeT NnocpeacTBoOM deaepanbHON rocyfapCcTBEHHOW MHDOPMaLNOHHOM
cuctembl "EANHBIN nopTan rocygapCTBEHHbIX M MyHULMNANbHbIX yeryr (pyHKUMA)" (danee - eAuHbIA nopTan) B
YMOSTHOMOYEHHbIN hefepanbHbli OpraH UCMONTHUTENbLHOW BriacTu 3asiBlieHMe O rocy4apCTBEHHOM perncrpauuu
nekapCTBEHHOro npenapara Ans BeTepMHapHOro NPUMEHEHWs, MOANNCAHHOE YCUMEHHOW KBannduuupoBaHHON
9MEKTPOHHOW MNOAMMUCLI0, a Takke [AOKYMEHTbl, U3 KOTOpbIX (DOPMUPYETCS pPerucTpaumMoHHOe [docbe Ha
nekapCTBEHHbIV Npenapar Ans BeTepnHapHOro NpuMeHeHus..

(vactb 1 B peq. ®enepansHoro 3akoHa ot 30.01.2024 N 1-3)

2. B 3asiBneHuvM O rocydapCTBEHHOW PperucTpauuv JeKapCTBEHHOrO npenaparta Ans BeTepUHapHOro
NPUMEHEHMs YKasblBaloTCS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) HaumeHoBaHMe U agpec 3asBUTENs, pa3paboTymka 1 NPOU3BOANTENS NEKAPCTBEHHOIO npenapaTa ans
BETEPMHAPHOrO NMPUMEHEHUS N agpec MecTa OCYLLECTBIEHUS MPOM3BOACTBA JIEKAPCTBEHHOrO npenapara Ans
BETEPVMHAPHOro NPUMEHEHNS (B Cryvae Hanuums HECKOMbKMX YY4aCTHUKOB npolecca npou3BoACTBa HEOOX0AMMO
yKasaTb KaX4oro u3 Hux);

2) HavMMeHOBaHWe JeKapCTBEHHOTO MpenapaTa Ans BETEePUHAPHOro MpUMEeHeHus (MexoyHapoaHoe
HenaTeHTOBaHHOe, UMW rPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaHUS);

3) nepeyeHb ﬂeﬂCTByPOLLI,VIX N BCnoMoratesribHbiX BelwecTB, BXOOAWKMX B COCTaB J1€KapCTBEHHOro
npenapara anda BeTepuHapHOro npuMeHeHus, C ykadaHnem KoJm4ecTBa KaXXaoro n3 HuX;

4) nekapcTBeHHas chopma, 4O3NPOBKa, cnocobbl BBEAEHNS N NMPUMEHEHWS, CPOK FOOHOCTU NeKapCTBEHHOMO
npenapaTa ansg BeTepUHapHOro NpUMeHeHus;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeobxoauMOCTb npuMeHeHunsa yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl NeKapCTBEeHHbIX CpeacCTB B Lenax
FOCYﬂapCTBeHHOVI perncrTpaunm rnekapCTtBeHHOro npenapara,

7) KONUM JOKYMEHTOB, MOATBEPXAAIOLLMNX YNNaTy rocyaapCTBEHHON MOLUSUHbI:

a) 3a NpoBefeHVe IKCTNepTM3bl KaYecTBa fIeKapCTBEHHOro CpeCcTBa U 3KCNepTU3bl OTHOLLEHNS OXUAAEMOiA
Nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHWs1 NIeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro MPUMEHEHUS Mpu
€ro rocyjapCTBEHHOW perncTpauuu;

6) 3a Bblga4vy perncrpauyMoHHOro yaoctoBepeHusa nekapCTtBeHHOoro npenapara;

8) Hanuume cornacus, NPegycMOTPEHHOrO YacTbio 7 HACTOsILLEeR cTaTbW, €CM C MOMEHTA perucTpauum
pedepeHTHOro NeKkapCTBEHHOIO Npenapara A BeTEPUHAPHOTO NPUMEHEHUS NMPOLUIO MEHEe YeM LLeCTb feT.
(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

3. PernctpaumoHHoe focbe B LENsiX 3KCMepTU3bl fIeKapCTBEHHOro npenapata Ans BeTepUHapPHOro
NpyMeHeHns opMUPYETCS U3 CrieayHLNX JOKYMEHTOB U CBEAEHWIA:
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

1) cBegeHua O paTe nNpedocTaBneHUs M PErMcTpPauyMoHHOM HOMeEpe IUUEH3MM Ha NpOoM3BOACTBO
neKapCcTBEHHbIX CpeacTB, NpedoCTaBneHHON NPOM3BOAUTENIO PErMCTPUPYEMOro fiekapCTBEHHOro npenapara ans
BETEPUHapPHOro NPMMEHEHNs, Ans POCCUNCKMX NPON3BOANTENen;

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

2) cBedeHuss O paTe NpefoCTaBfEHWss U PerucTpauMoHHOM HOMepe IUUEH3MM Ha MNpOu3BOACTBO
neKapCTBEHHbIX CpeAcTB, MpPedoCTaBfeHHOW Npou3BoAuTEeNto hapMaueBTU4ecKon cybcTaHuuW, BXOAsLLEN B
COCTaB PerucTpmpyemMoro fekapCTBEHHOro npenapaTta Ans BETEePUMHAPHOro MpUMEHEHWs, AOfs POCCUMCKUX
npoussoguTenen;

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

2.1) Konus OOKYMEHTA, BbIAAHHOMO YMOSIHOMOYEHHbLIM OpPraHOM CTPaHbl MPOW3BOAUTENS AN KaXKOOW
NMPOW3BOACTBEHHOW MMOLLIAAKN PErMCTPUPYEMOrO feKapCTBEHHOMO npenaparta Ans BEeTePUHapHOro NpuMeHeHs
N NOATBEpXKAaloLWero COOTBETCTBME NPOM3BOAWUTENS NEeKapCTBEHHOro npenapata TpeboBaHWsaM MpaBui
Haanexallen NpOM3BOACTBEHHOW MPaKTUKW, U €ro NepeBos Ha PYCCKUA A3blK, 3aBEPEHHblE B YCTAHOBIEHHOM
nopsiake, a Takke KOMusl 3aKiYeHUs O COOTBETCTBMM MPOM3BOAUTENS NeKapCTBEHHbIX CPeacTB TpeboBaHUsM
npaBun Haanexawen npou3BOACTBEHHOW MNPaKTUKM, BblOAHHOMO YMONHOMOYEHHbLIM dedeparbHbIM OpraHoM
WCMONHUTENBbHON BnacTM AN Kaxgoh MNPOU3BOACTBEHHOM MMOWAAKM PErMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BETEPUHAPHOIO MNPUMEHEHUs, NMOO KOMWUS peLUeHUss O MPOBEAEHUN WHCMEKTMPOBaHUS
npousBoauTenst  NEeKapCTBEHHbIX  CPeAcTB, MPUHSTOrO  YNMOMHOMOYEHHbIM  dbedepanbHbiM  OpraHoM
NCMNONHMTENbHOW BnacTy Ans KaXZoW NPOVM3BOACTBEHHOW NroWwadkM PerMcTpupyemoro JekapCcTBEHHOro
npenapata AN BeTEPUMHAPHOIO MPUMEHEHUS. YKasaHHble [OOKYMEHTbl MNpeacTaBnstoTCss B Criyyae, €ecrnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLLecTBRseTcs 3a npeaenamu Poccuiickon ®enepaumu;

(n. 2.1 BBegeH dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)
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2.2) KoMuMsi  OOKYMEHTa,  BblAAHHOMO  YMOMHOMOYEHHbIM  OpraHoM  CTpaHbl  NPOW3BOAMUTENS
hapmavueBTMYeCckon cybCcTaHuMM M NOATBEPXKAAKLEro COOTBETCTBME NPOU3BOAMTENS (hapMaLeBTUYECKON
cybCcTaHuuKM, BXOOAWEN B COCTaB PErmcTpupyemMoro rekapCcTBEHHOro npenapata Ans  BeTepuHapHOro
npuMeHeHusi, TpeboBaHMAM MpaBun Haanexallenh Npou3BOOCTBEHHOW MPaKTWMKW, U €ro nepeBof Ha PYCCKUN
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Crydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybcTaHumm
ocyllecTBnseTcs 3a npegenamu Poccuiickon ®epepatimu;

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

3) NPOEeKT HOPMaTUBHOIO AOKYMEHTa Ha J'IeKapCTBeHHbII7I npenapart gna BetTepnHapHoro npuMeHeHuA;

4) [OOKYMEHT, coAepXawuin criegyowy uHdopmauuio o dapmaueBTUdeckon cybctaHumm unm
hapmaueBTMyecknx CcybcTaHumMsAX, BXOASLWMX B COCTaB feKapCTBEHHOrO MpenapaTta ANa BeTepuMHapHOro
NPUMEHEeHUA:

a) HavMeHoBaHWe dapmMaueBTudeckoh cybcTaHuMKM, ee  CTpykTypa, obwue cBowctBa (nMpw
rocyapCTBEHHOW perMcTpauum MMMYHOOMOSOMMYECKUX JEKAPCTBEHHBLIX MpenapaToB ANl BETEPUHAPHOro
NnpuMEeHeHna npeacTtaBndarTCA cCBedeHuna O WTaMMe, BK4Yada ero HaumMeHoBaHue, I/IHCbOpMaLI,I/IIO (o]
NPOUCXOXAEHUW, €ro CBOMCTBAX, XapakTePUCTMKaxX U MecTe AENOHNPOBAHMS);

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

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOorma npomn3soactea C onncaHnem cragun npon3BoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcCTBa,

r) wuHdopmauusas O npumecsax (He npeacTaBnsieTcd MNpuM  rOCyAapCTBEHHOW  permcrpaumm
VIMMyHOGI/IOJ'IOFI/I‘-IeCKI/IX NleKapCTBEeHHbIX NnpenapaTtoB And BeTepuHapHOro npmmeHeva);
(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

A) crneuudukaumMs Ha apMaueBTUYecKyld CyOCTaHuMio (He npencTaBnsieTcss Npu rocyAapCTBEHHON
pervcTpaumm MMMyHOBUOMNOrMYeCKUX NeKkapCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpUMEHeEHUs);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

e) onncaHne MeToaukK KOHTPOJ14 KavyecCTBa,

X) pesynbTatbl aHanu3a cepun dapmaueBTUYEeCcKOn cybcTaHuuMm (He nNpeacTaBnsAlTcsa  npu
rocylapCTBEHHOW perucTpauum MMMYHOOMOMOrMYECKUX INEeKapCTBEHHbIX MpenapaToB AN BeTEepPUHapHOro
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 NpeacTaBnsiloTCA  NpW  FOCYLAPCTBEHHOW  permcrpaumm
NMMYHOGNONOrMYECKNX NeKapCTBEHHbIX NPpenapaToB Ans BETEPUHAPHOMO NPUMEHEHMS);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

1) CPOK roAHOCTU, YCIOBUSI XpaHEHUS;

KoHcynbTtaHTtlntoc: npumevaHume.

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

5) OT4HeT O pe3ynbTaTax OOKIMUHUYECKOro mnccrnenoBaHnda nekapCTtBeHHOro cpencrtea And BeTepuHapHOro
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NPUMEHEHWS], BKNIOYAOLWNIA ONMCcCaHNe METOAOB OnpeAeneHust OCTaTOUHbIX KONMUMYECTB AENCTBYIOLLENO BeLlecTBa
(nevicTByrOMX BELLECTB), AOCTUraloLLEro (4OCTUraloLmMx) CUCTEMHOTO KPOBOTOKA, B MPOAYKLWMU XUBOTHOMO
MPOVCXOXAEHUS MOCMe MNPUMEHEHWS Takoro JIeKapCTBEHHOrO CPeAcTBa, a Tawkke [AOKYMEHTanbHOe
noaTeepxaeHve (Banvgaums) ykasaHHbIX METOO0B;

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

6) oTyeT O pesynbTaTax KIMHUYECKOrOo MCCIEeLoBaHUSI NeKapCTBEHHOrO Mpenaparta Ans BeTepUHapHOro
NMPUMEHEHVS Y KaXKaoro Buaa KMBOTHbIX, YKa3aHHbIX B MHCTPYKLMU MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM MO BETEePMHAPHOMY MPUMEHEHUI0 NeKapCTBEHHOro npenapaTa, codepKallei
crieayloLime cBeeHNs:

a) HauMeHOoBaHWEe IeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOE HAaUMEHOBaHWS);

6) JNleKapcTBeHHasn cbopma C YKa3aHunem HaMMeHOBaHUA W KONWYECTBEHHOIO CcoOCTaBa ,EleVICTByIOU.J,MX
BelecCTB N Ka4eCTBEHHOIro CoctaBa BCromMoraTtesibHbIX BELLECTB,

B) onncaHme BHeLUHEero Bnaa rnekapCTtBeHHOro npenapara gna BetTepnHapHoOro npuMeHeHuA,

r) hapmakoTepaneBTuyeckas rpymnna nekapCcTBEHHOro nmpenapaTa AN BETEPUMHAPHOro NPUMEHEHUs Unu
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

A) hapmakoguHamuka W dpapMaKoKMHETMKa (33 WCKMoYeHneM (hapMaKOKMHETUKM romMeonaTuyeckmx
NeKapCTBEHHbIX  MpenapatoB W pacTUTENbHbIX  JIEKApPCTBEHHbIX  NpenapaToB)  WAM  OMNWCaHue
MMMYHOGMOOrMYECKNX CBOMCTB NIEKAapCTBEHHOIO npenapara;

€) nokasaHus 4N NPUMEHEHNS;

) NPOTVMBOMNOKa3aHWs ANs NPUMEHEHWS;

3) Mepbl NPeaoCTOPOXHOCTU NPU NPUMEHEHUN;

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

K) pexum [o3npoBaHunA, cnocob BBedeHUs WU NPpUMEHEHUA, npu HeobxoaMMocCTH BpemMAa npuema
JIeKapCTBEHHOIO MNnpenaparta anAa BeETeEPUHAPHOIro NnpuMeHeHund, NpoaoJKNTENIbHOCTb JIEYEHUA;

J'I) BO3MOXHble MOOOYHbIE OEWCTBUS, HexenaTerbHble peakunn npu npuMeHeHnnm nekapCTtBeHHOoro
npenaparta anga BeTepnHapHOro npuMeHeHus,

M) CUMMATOMbI NEPEAO3NPOBKN, MEPLI MO OKa3aHUI0 MOMOLLM NPY NEPEAO3NPOBKE;
H) B3auMOLENCTBUE C APYrMMY NekapCcTBEHHbIMU NpenapataMmu u (Mnu) kKopmamu;
0) hopMmbl BbiNycKa fekapCTBEHHOIO Npenaparta Afs BEeTEPMHAPHOIo NMPUMEHEHUS;

n) ykasaHne (Npu HeoBXxoOMMOCTM) OCOBEHHOCTEe [OEeWCTBUA feKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPYMEHEHWs Npu NePBOM NpUeMe UK Npu ero OTMeHe;

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

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

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

T) YCINOBUSI XpaHEHUS;
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y) yKa3aHve Ha HeoGX0AMMOCTb XpaHEHUs! NNEKAPCTBEHHOTO Npenaparta AJ1si BETepMHapHOro NpuMeHeHus B
MecTax, HeoCTYMHbIX AN AeTew;

&) ykasaHue (Npu HeoBXoOMMOCTM) creunarnbHbiX Mep MNPeaoCTOPOXHOCTU MpPU  YHUUTOXEHUU
Hencnosib3oBaHHbIX IeKapCTBEHHbIX NPenapaToB Arsl BETEPUHAPHOIO NPYMEHEHUS;

X) CPOKM BO3MOXXHOIO UCNoJib30BaHNA NPOAYKLUMN XXUBOTHOIO NPOUCXOXAEHUA NOocne BBeAeHUA XXUBOTHOMY
NNIeKapCTBEHHOrO npenapaTta AnAa BeTepunHapHOro npuMeHeHu4;

L) yCcrnoBusi OTIMyCKa;

l-I) HanMeHOoBaHMA N aapeca NMpoun3BOACTBEHHbIX MrowaaoK npon3BoanTena nekapcrBeHHOro npenaparta
Anda BeTeprHapHOro npMMeHeHuns;

W) HauMeHoBaHMe, agpec OpraHuMsauumu, YrNONHOMOYEHHOW  JepxaTenem unu  Bragenbuem
PEerMcTpaumnoHHOro Y4OCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa Ha NpUHATUE NPeTeH3Mn OT NoTpebutens;

8) NMpoekTbl MakeTOB MEPBUYHON YMakOBKM W BTOPUYHOM YMAaKOBKU JEKAPCTBEHHOrO npenaparta Ans
BETEPVHAPHOTO NMPUMEHEHWS;

9) cnegytoLme CBELEHNSI O NIEKapCTBEHHOM Npenapare Afs BEeTEPUHAPHOIo NpUMEHEHUS:

a) onucaHve n cocTaB NIEKapCTBEHHOIO npenapaTa AN BETEPUHAPHOro NPUMEHEHNS;

©0) onucaHne hapmMaLeBTMYECKON pa3paboTku;

B) onucaHue mnpouecca NPOM3BOACTBA M €ro KOHTPONdA, MOAMUCAHHOE B MNOpsiAKe, YCTAHOBIIEHHOM B
COOTBETCTBMU C YacCTbio 1 HACTOSALLEN CTaTbMW;

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

) onMcaHne KOHTPONSA KPUTUYECKUX CTaaui NMPou3BOACTBaA U MPOMEXYTOYHOM NPOayKUUW, NOAMUCAHHOE B
nopsiake, yCTaHOBITIEHHOM B COOTBETCTBUM C YaCTblo 1 HACTOALLEN CTaTby;
(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) HaMmeHOBaHMS W agpeca paspaboTyuka, [epxatensa wnu Brnagenbua perncrpalyoHHOro
YOOCTOBEPEHUS JIEKAPCTBEHHOrO MpenapaTta, NPOU3BOACTBEHHbLIX MOWAA0K MPOU3BOAUTENS MEKapCTBEHHOMO
npenapata [Ans BETEPMHAPHOro MPUMMEHEHMS C yKa3aHMem CTagui  TexXHOMOrM4eckoro npoLecca,
OCYLLECTBMSIEMbIX Ha MNPOM3BOACTBEHHbLIX MMOLaAkax MpPoON3BOAUTENS FleKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMS;

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

e) hapmaLeBTMHECKas COBMECTUMOCTb;

) MUKpOBUONorMyeckne xapakTepucTukm;

3) MaTepuanbHbI 6anaHc Ans NpoOM3BOACTBA CEPUM FOTOBOIO NPOAYKTa;

I/I) onncaHume XapakTepucTtuk n CBOWCTB YNaKoOBOYHbIX MaTtepunarnoB 1 YKYNnOpPO4YHbIX CPeaCTB;

KoHcynbTaHTlInoc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW Npouedype  AOMNyckaeTcs  HenpencTaBreHuMe  OOKYMEHTOB,
npeaycMOTpeHHbIX nn. "k" n. 9 4. 3 cT. 17, Npn ycnoBun NMCbMEHHOro obsA3aTenbCcTBa MX NPeOoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumm (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

K) JOKYMeHTanbHOe NOATBepXAeHue (Banuaawms) npoLeccoB U (Unn) Ux OLEeHKa;

n) TpeboBaHMs K KayecTBy BcromoraTernbHblXx BellecTB (cepTudmkaTt, crneumdpukauus Ha
BCMomoraTtersibHble BeLlecTBa U UX 000CHOBaHUE);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW Npouedype  AOMNyckaeTcsi  HenpencTaBreHMe  OOKYMEHTOB,
npeaycMOTpeHHbIX nn. "M" n. 9 4. 3 cT. 17, Nnpu yCcnoBmMM NUCbMEHHOIO 00s13aTENBLCTBA UX NPEenoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumn (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

M) aHanuMTMYeckne MeTOAMKMU, UCMOomb3yeMble NPU OCYLLECTBIEHU KOHTPOMS KayecTBa BCromMoraTenbHbIX
BELLEeCTB;

KoHcynbTaHTlIntoC: npumeYaHue.

Mpn  pernctpaumm N0  YCKOPEHHOW npoueadype  [AONyCcKaeTcs  HenpeacTaBrieHune  [JOKYMEHTOB,
npegycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, Npy yCrnoBuMM MUCbMEHHOrO obsidaTenbcTBa MX NPEeAoCTaBUTb B
TeyeHne 12 mecsues co gHa pernctpaumm (MoctaHoenenue MpaButensctea PO ot 12.03.2022 N 353).

H) OOKYyMeHTalnbHOe noarTBepXxaneHune (Banmp,au.vm) aHalnMTU4eCknx MeToauK, UCNoNb3yeMblX MNpu
OCyLLEeCTBITIEHNN KOHTPOJ1A Ka4eCTBa BCNoOMOraTesibHbIX BELWECTB;

O) VIH(*)OpMaLI,I/IFl 06 wucnonb3oBaHMM BCMOMOraTesibHbIX BELLECTB 4YEeriOBEYECKOro U KMBOTHOMO
NPONCXoXAeHUA,

n) ytpatun cuny. - PegepanbHbi 3akoH oT 02.08.2019 N 297-03;

p) TpeGoBaHUs K KayecTBYy NekapCTBEHHOro npenaparta Ans BeTepUHapHOro NpuMmeHeHus (cepTudomkart,
cneunduKaumna Ha NekapcTBeHHbIN npenapaT 1 X 06oCHOBaHMWE);

C) aHanuTU4eckMe MeTOAMKW, UCMOMNb3yeMble MPU OCYLLECTBIIEHUN KOHTPOMS KavyecTBa JlekapCTBEHHOro
npenapara Ans BEeTEpPUHaAPHOro NPUMEHEHNS;

KoHcynbTaHTlntoc: npumedaHume.

Mpn  pernctpauum NO  YCKOPEHHOW nNpouesype  AOnyckaeTcsi  HenpencTaBreHuMe  OOKYMEHTOB,
npegycMoTpeHHbIX nn. "T" n. 9 4. 3 cT. 17, Npu ycnoBun NUCbMEHHOIO 0bsi3aTeNbCTBA MX NPELOCTaBUTbL B
TedeHne 12 mecsueB co gHsa pernctpaumn (loctaHoeneHue MpaButenbctea PP ot 12.03.2022 N 353).

T) [OOKyMeHTanbHOe MoATBEPXAEeHVEe (Banupauusl) aHanuTUYeCKMX METOAMK, WCNOMb3yeMblX Mpwu
OCYLLIeCTBMNEHNM KOHTPOIS KayecTBa NekapCTBEHHOrO npenaparta AN BeTePMHApPHOro NpUMeEHEHUS;

y) AOKYMEHT, MOATBEepPXOaloLMii KayecTBO fleKapCTBEHHOro npenaparta Tpex MPOMbILLNEHHBIX Cepuit
(NpoTokon aHanusa unu cepTudUKaT aHanusa), ogHa cepust KOTOPOro AOoSXHa CoBnajaTtb C cepueii obpasua
nekapcTBEHHOro npenapara, NoAaHHOro Ha perncTpaumio;

&) xapakTepucTvka npumecem;

X) nepeyeHb CTaHAapTHbIX 0OpasLoB, WCMOMb3yeMbiX MNPU OCYLLECTBMEHUM KOHTPONSA KayecTsa
neKapCTBEHHOro npenapara Ans BeTePUHapHOro NPUMEHEHWS;

KoHcynbTaHTlInoc: npuMmeyaHue.

Mpu yckopeHHOW Mpouenype perncrpauum BOCMPOU3BEOEHHOrO Npenaparta [oMnyckaeTca HenpeacTaBreHne
CBeAEeHUI, NpeaycMoTpeHHbIX nn. "u" n. 9 4. 3 c1. 17, NpM NUCbMEHHOM 00s3aTenbCTBE UX NPEeaoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumm (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

Ll,) AaHHble 0 CTabuNbHOCTH NEKapCTBEHHOIO npenaparta anAa BeTepnHapHoro npuMeHeHun4;

10) Konusi AOKYMeEHTa, coaepallero MHpopMaumio 0 HanuuMm nnn o6 oTcyTCTBMM (PaKTOB pPervcTpaumm
NeKapCTBEHHOro npenapara Ansi BETEPMHAPHOro NpMMeHeHus 3a npegenamm Poccunckon ®epepaunu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

11) cornmacMe B NMCbMEHHOW dpopme, MpenyCMOTPEHHOe 4YacTbio 7 HacTosilenh cTaTbW, B Cry4vae
pervcTpauum BoCnponsseeHHOro ekapCTBEHHOMO npenapara;
(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-$3)

12) KONMs JOKYMEHTa Ha PYCCKOM $i3blke, 3aBEPEHHOro B YCTaHOBMEHHOM MOPSIAKE U NOATBEPXKAALLErO
NPaBOMOYHOCTb 3asIBNIEHNS O rOCYAapCTBEHHOW perucTpaummn fiekapCTBEHHOro npenaparta Afsi BeTepuHapHoro
NPUMEHeHNs (OOBEPEHHOCTD);

KoHcynbTaHTlnoc: npumeyaHue.

[o 31.12.2030 poccuimncknm npom3BoaANTENAM paspeLLeHo He NPeacTaBnsaTb CBeAeHns B cooTBeTcTBum c n. 13
4. 3 ct. 17 npu perncTpaumm MMMYHOBUONOrMYECKUX nekapcTBeHHbIX npenapaTtoB ([locraHoBneHue
Mpasutenscrtea P® ot 12.03.2022 N 353).

13) cBedeHusi O rocydapCTBEHHOW perucTpaumm FeHHO-UHXeHepPHO-MOoANMULMPOBAHHBLIX OpPraHU3MOB,
npefHasHadeHHbIX ONs BbiMyCKa B OKpyXatowlyto cpedy (Mpu rocygapCTBEHHOW perncrpauum nekapcTBEeHHbIX
npenapaToB ans BETEPMHAPHOro NpPUMeHeHNs, Nony4YeHHbIX c NpUMeHeHnem
r€HHO-UHXXEHEPHO-MOANMDULIMPOBAHHbLIX OPraHM3MOB UK CoAEepXKaLLUX TakMe opraHn3mbl).

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

4. MNpw NpoBeAEHUN YCKOPEHHOW Npoueaypbl 3KCNepTu3bl NIeKapCTBEHHOrO Npenaparta ans BeTepMHapHOro
NpMMeHeHus (3a WUCKMOYEHMEM FekapCTBEHHOrO npenaparta Ansi BeTEPUMHAPHOro MPUMEHEHUS, YKa3aHHOro B
yactn 4.1 HacTosien cTtaTbi) B LENSX €ro rocygapCTBEHHON perucrpauumM BMECTO OT4yeTa paspaboTymka o
pesynbTaTtax AOKMMHUYECKOrO WCCNEeAOBaHUSI NEKapCTBEHHOrO CPEeACTBa ANsl BETEPUHAPHOrO MPUMEHEHUS
MoXeT BbITb NpeAcTaBneH 0630p Hay4HbIX paboT 0 pesynbTaTax OOKIMHUYECKOro UccrneaoBaHus pedbepeHTHOro
NiekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOrO MPUMEHEHUS!, @ BMECTO OTYeTa O pesynbTaTax KIMHUYECKOro
nccrnefoBaHUs  fiekapCTBEHHOrO npenapaTta AN BeTEPUHAPHOTO  MPUMEHEHUS OTYeT O pesyrbTaTtax
nccnenoBaHMn OGUO3KBMBANEHTHOCTU BOCMPOWM3BEOEHHOrO NEeKapCTBEHHOIro npenapata Ansi BeTepUHapHOro
NPUMEHEHMSI.

(B pea. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-03, o1 28.04.2023 N 171-93)

41. Tpn npoBegeHWM YCKOPEHHOW npouedypbl 3KCNepTusbl NEKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO MPUMEHEHMS, nNpefAHa3Ha4YeHHOro pAns fe4vYeHust OOMaLUHUX >KUMBOTHbIX, OnpeaeneHHbIX
depnepanbHbIM 3akoHOM OT 27 aekabps 2018 roga N 498-93 "O6 oTBETCTBEHHOM 0OpaLleHUN C XKUBOTHBLIMU U O
BHECEHMM U3MEHEHUIN B OTAENbHbIE 3aKoHOA4aTeNbHble akTbl Poccuiickon ®egepaumn”, n 3apermcTpupoBaHHOro
B KayeCTBe JeKapCTBEHHOro npenapaTta Ans MeOuLMHCKOro NPUMEHEHWs, B LEensX ero rocyaapCTBEHHOW
perncTpaumm BMECTO oTyeTa paspaboTymka O pesynbTatax AOKITMHUYECKOro WUCCNeAOBaHUS fEeKapCTBEHHOro
cpeactBa Ansd BETEPUHAPHOrO MNPUMEHEHUA MOryT ObiTb npeacTaBneHbl  pesynbTaTbl  JOKMMHUYECKOTO
nuccnegoBaHMsl COOTBETCTBYIOLLErO NEeKapCTBEHHOro cCpefcTBa And MeAWUMHCKOro MpUMEHEHUs, a BMEecCTO
oT4yeTa O pesynbTatax KIMHUYECKOro WCCneaoBaHMs NeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHeHUs - 0630p Hay4HbIX paboT O pesynbTaTax KIMHWYECKMX UCCNefOoBaHWUi NIEKAapCTBEHHOro npenapara
AN MeOUUMHCKOrO MPUMEHEeHMS Ha BMOaxX >KMBOTHbIX, KOTOpbIM npefHasHayaeTcs uccrnenyemblit
nekapcTBeHHbIN npenapar.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 28.04.2023 N 171-93)

5. Ha akcnepTusy pasnuuHbiX NnekapCcTBEeHHbIX hOpM OAHOro U TOrO Xe fekapcTBEHHOro npenapara Ans
BETEPUHAPHOro NpPUMEHeHNsa 3asBUTENb NPeAcTaBnseT oTAeNbHble 3asBfIEeHUS U PerncTpauuoHHble JOoCbe Ha
KaXayto nekapctBeHHyo dopmy. [Npu ycnosun ogHOBPEMEHHOM MOSAYN Ha SKCMEpPTU3y OOHOW fneKapCTBEHHOW
POpMbI C pasNUYHbIMKU OO3MPOBKOW, KOHLIEHTpauuen, obbemMom 3asdBuTENb NPEACTaBnsieT OOHO 3asiBrieHue u
perncTpaumoHHoe 0OCbe C NPUNOXEHWEM MaKeTOB MepBUYHOM YMaKkoBKU U BTOPUYHOM ynakoBku. Ha makeTax
NepBMYHOM YNaKOBKM W BTOPUYHOM YMNAKOBKM YKasblBalOTCA BCE MPOM3BOAUMbIE [O3UPOBKM, KOHUEHTpauuwu,
0OBbEMBI 1 KONMYECTBO 403 B YNAKOBKE JIEKAPCTBEHHOIO NpenapaTa Ansg BETEPUHapPHOro NPUMEHEHNS.

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

6. B cnyyae HenpeacTaBneHuss C 3asiBeHWEM O rOCYQapPCTBEHHON perucTpaumn neKkapCcTBEHHOro
npenapata [AnNs BETEPUHAPHOrO MPUMEHEHUS [OOKYMEHTOB, NOATBEPXKAAKOLWMX YnnaTy rocyaapCTBEHHOMN
OOLUNMHBI U YKa3aHHbIX B MyHKTE 7 YacTh 2 HacTosLLEe CTaTbl, CBeAEHWUI O NIULIEH3USIX, YKasdaHHbIX B MyHKTax 1 1
2 yactu 3 HacTosLel cTaTbk, a Takke BblhaBaeMblX (MPeaoCTaBNseMbIX) YNONHOMOYEHHbIMK hedepanbHbIMU

www.consultant.ru Crpanuua 35 wu3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=07.02.2024&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=450823&amp;date=07.02.2024&amp;dst=139&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=07.02.2024&amp;dst=100043&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=07.02.2024&amp;dst=100045&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446097&amp;date=07.02.2024&amp;dst=100014&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=462989&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446097&amp;date=07.02.2024&amp;dst=100015&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=07.02.2024&amp;dst=100047&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465128&amp;date=07.02.2024&amp;dst=14056&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

opraHamu WCMOSIHUTENBLHOW BracTU [AOKYMEHTOB (CBeAeHW), yKasaHHblX B nyHKTe 2.1 yactu 3 HacToswen
cTaTby, YNOSTHOMOYEHHbIV hefeparnbHbI OpraH UCMONHUTENbHOW BacTy 3anpaluvMBaeT yKka3aHHble JOKYMEHThI
(cBeaeHus) B nopsgke MexBedoMCTBEHHOTO MHGOPMAaLMOHHOIO B3aUMOAENCTBUS.

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

7. He ponyckaeTcs ncrnonb3oBaHMe B KOMMEPYECKMX LIeNaxX UHopmaumnm o pesynbTaTtax AOKITMHUYECKMX
NCcCregoBaHUM NEKapCTBEHHbIX CPEACTB M KNMHWMYECKUX WCCNeOOBaHWA JEeKapCTBEHHbIX NpenapatoB Ans
BETEPVHAPHOIO  MPUMEHEHUS, MNPEACTaBMEHHOW  3asiBUTENneM  ANnd  rocyfapCTBEHHOW  permcrpaumm
NeKapcTBEHHbIX nNpenapaToB, 6e3 ero cornacus B T€YEHWe LIECTU NeT C AaTbl rOCYAapCTBEHHOW perncrpauum
pecepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

8. [epxatenb wnvM Bnageney perncrpaLyoHHOro yOOCTOBEPEHUS FEeKapCTBEHHOro npenapaTta Aang
BETEPVMHAPHOIo MPUMEHEHUSA NPEeACTaBNsAeT B YNONHOMOYEHHbIM dedepanbHbIi OpraH UCMONHUTENbHOW BNAacTy
OoT4yeT no pesynbrtatam ¢apmMakoHag3opa OAMH pa3 B LWECTb MeCcsueB B TevyeHuMe [BYyX feT nocre
rocyaapCTBEHHOW perucTpauum nekapcTBeHHoro npenaparta B Poccunckon depepauuun, 3aTtemM e€XerogHo B
TeyeHue nocneayrLwmx Tpex neT u B AanbHenwem oanH pa3 B Tpy roga.

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

KoHcynbTaHTlntoc: npumedaHue.
C 01.09.2024 cT. 18 ytpauuBaeT cuny (@3 ot 30.01.2024 N 1-03).

Cratbsa 18. Nogaya u paccMoTpeHne 3asiBNIEHUA O rocyfapCTBEHHOW perncrpauum fieKapcTBeHHOro
npenapara Ansi MeAULMHCKOro NpUMeHeHus
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. Ona rocyoapCTBEHHOW peructpauuu IeKapCTBEHHOrO npenaparta Ans MeAMLMHCKOro MpUMEHEHMs
lopyanMyeckoe nuuo, AenCcTByloLLee B CODCTBEHHBIX MHTEpecax MM YMONTHOMOYEHHOE NPEeACTaBNsATb MHTEPECHI
OpYroro lpuMAMYECKOro nvua u 3asBhsioliee NEeKapCTBEHHbIN MpenapaT Ha rocy4apCTBEHHY pPerncrpauuio
(panee B HacTodAwen crTaTtbe - 3asBUTENb), NPeACcTaBNseT B YNOMHOMOYEHHbI dedepanbHbIn  opraH
NCMNOMHUTENBHOW BacTy, OCYLLECTBSAOWUA rocygapCTBEHHYIO PErMCTpaLmIo NeKapCTBEHHbIX npenapaToB Ans
MEOWLMHCKOrO NMPUMEHEHWS, B 3NEKTPOHHON hopme U Ha BymaHOM HocuTerne 3asiBreHue O rocyaapCTBEHHOW
pervcTpaumm NekapcTBEHHOro npenapara Aanst MEQULMHCKOrO MPUMEHEHUS, a TaKkke B Nopsake, yCTAaHOBIEHHOM
YMOSTHOMOYEHHbIM hbefepanbHbIM OPraHoOM WUCMOMHUTENBHOW BNAcTW, B 3MNEKTPOHHOW (hOpMe U Ha BGyMakHOM
HocuTene HeobxoauMble AOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS PErucTpaumoHHOe OOCbEe Ha JeKapCTBEHHbIN
npenapart 4ns MeauuMHCKOro NpMMeHeHs.

(4acTb 1 B ped. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

2. B zagsneHun o rocyp,apCTBeHHoﬁ perncTtpaunn JInekapCTtBeHHOro npenapara anda MeaununHCKOro
NPUMEHEHUA YKa3blBaTCA:

1) HaumMeHoBaHVe, agpec 3asiBUTENs U NPOU3BOOUTENSA JIEKAPCTBEHHOrO npenapaTta Ans MeguuuHCKOro
NPUMEHEHWs1, cBedeHuss 06 WX perncTpaumMn B KayecTBE HarioronnaTtenblivka B CTpaHe peructpauun (ons
POCCUMICKMX HOPUONYECKUX MWL - MOEHTUUKALMOHHBIA HOMep Hanoronnatenswuka (MHH), ans nHocTpaHHbIX
IOPUONYECKUX MWL, - CTPaHa perncTpaumm, HauMeHoOBaHUe PerMcTpupyoLLEro opraHa, PermcTpaumoHHbIA HoMep,
Ko4 HanoronnaTenblimMka B CTpaHe peructpauum (MHKOpnopaumm) wWnu ero adHanor) wm agpec Mecrta
OCYLLECTBMNEHUS MPOM3BOACTBA JIEKApCTBEHHOrO npenapata (B Clyvae Hannyius HECKOSbKUX Y4aCTHUKOB
npoLecca ero npou3BoAcTBa HeoOXOAMMO ykasaTb Kawdoro yyacTHWKa B COOTBETCTBUM C OCYLLECTBNSEMOW
cTagauein nponsBoacTBa);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanMeHOBaHWEe JieKapCTBEHHOro npenaparta Aana MeguumHCKOro mnpuMeHeHusA (Me>|</:|,yHapo,que
HenaTeHTOBaHHOE, UIinn rpynnnpoBOYHOE, UMM XMMNUYECKOe 1N TOProsoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb [OEWCTBYIOLIMX W BCMOMOraTenbHbIX BELIEeCTB, BXOOSALWMUX B COCTaB JeKapCTBEHHOro
npenapara Ans MeauULMHCKOro NMPUMEHEHWs], C YKa3aHWeM KONMMYEeCTBa KaXXaoro U3 HUX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEeHUsA, CPOK rogHOCTWN JIeKapCTBEHHOIO
npenaparta gna meamunHCKOro npuMeHeHuns;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) dapmakoTepaneBTMyeckasa rpynna, Ko aHaTOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudumkaumm,
pekomeHaoBaHHOW BcemMupHOW opraHusauuen 3gpaBoOXpaHeHWd, 3asiBNsemMble MNoKasaHus Ans NpUMeHeHus
nekapcTBEHHOro npenapara 4nst MeAULMHCKOro NPUMEHEHNS;

6) oTcyTcTBME HEOBXOAMMOCTM MPEdOCTaBIEHMSI OTYETA O pe3ynbTaTaxX KIMHWYECKOro MCCrnenoBaHus,
nccrieqoBaHus  GMOSKBMBANEHTHOCTM  NEKApCTBEHHOTO MpenapaTta, paspelleHHoro Ans  MeauUMHCKOro
npumeHeHusi B Poccuiickon depepaummn Gonee asaguaT NeT, C ykasaHMEM HOPMAaTUBHbLIX MPaBOBbLIX aKTOB,
NOATBEPXKAAOLNX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaMMocTb OobopMIIEHMS paspelleHnss Ha BBO3 B Poccuiickyio defepaumio KOHKPETHOW MapTum
3aperMcTpupoBaHHbIX U (UNKN) HE3aperncTpUpOBaHHbLIX JIEKAapPCTBEHHbIX CPEACTB, MpedHasHa4yeHHbIX AOis
NpoBEeLEHNS 3KCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB B LIENSAX rOCYAapCTBEHHOW perncTpaumm;

8) HeobXOOMMOCTb MPOBEAEHWUSI 3KCMEepPTU3bl [OKYMEHTOB, MPEACTaBMeHHbIX ANs  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaThb NleKapCTBEHHbIN npenapaT Ans MEAULMHCKOTO MPUMEHEHMUS MPU OCYLLEECTBIIEHUM
rocy4apCTBEHHOMN perncTpaumum B kKayecTee opdaHHOro fiekapCTBEHHOrO npenapara;

9) HeobxoauMOCTb npuMeHeHunsa yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl NeKapCTBEeHHbIX CpeacCTB B Lenax
FOCYﬂapCTBeHHOVI perncrTpaunm rnekapCTtBeHHOro npenapara,

10) KonNuM JOKYMEHTOB, NMOATBEPXKAAIOLLUX YNNATy rocyaapCTBEHHON OOLUNUHbI:

a) 3a npoBedeHME OKCMEPTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX ONA OnpeaeneHnss BO3MOXHOCTY
paccmaTpuBaTb  NEKapCTBEHHbI NpenapaTt Ans  MEAMLUMHCKOrO MPUMEHEHWs MpU  OCYLLECTBIEHUM
rocy4apCTBEHHON perncTpaumum B kKadyecTee opdaHHOro fiekapCTBEHHOrO npenapara;

6) 3a NnpoBeeHNe IKCNepTM3bl KaYecTBa NekapCTBEHHOro CPeAcTBa U 3KCNepTU3bl OTHOLLEHNS OXUAAEMOii
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS] NEeKapCTBEHHOro npenaparta, paspeLleHHOro Ans MeauUMHCKOro
npumeHeHnss B Poccuiickon ®epepaummn Gonee [nOBaguatu feT, MNpPU  OCYLLUECTBIIEHWM TOCYAapCTBEHHOMN
perucrpauum nekapcTBEHHOro npenapara;

B) 3a npoBegeHne 3KCnepTnu3bl Ka4ecTBa J1IeKapCTBEHHOIo cpeactBa M SKCNepPTU3bl OTHOLLEHUA oXxngaemom
NoJib3bl K BOSMOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenaparta and MeanmumHCKOro npuMeHeHua npu ero
FOCYﬂapCTBEHHOVI perncrtpauunu;

r) 3a npoBedeHue aKCnepTH3bl KayecTBa NeKapCTBEHHOro CPpeacTBa M aKCMNepPTU3bl OTHOLLEHWS! OXUAaeMOoii
Nonb3bl K BO3MOXHOMY PUCKY MpPUMEHeHWUs NekapcTBEeHHOro npenapata ans MeauUUHCKOTO NpUMEHeHusl, B
OTHOLLUEHMN KOTOPOro MpoBedeHbl MeXOyHapoAHble MHOTrOLEHTPOBbIE KIMHUYECKME MCCIedoBaHWus, YacTb U3
KOTOpbIX NpoBedeHa B Poccuiickoli dPenepauun, NpU  OCYLLECTBNEHWM TFOCYAAPCTBEHHON perncTpauum
NeKkapcTBEHHOro npenapara;

11) HanuuvMe cornacus MPOM3BOAUTENS NIeKapCTBEHHOro Mpenaparta, MNpoM3BOACTBO  KOTOPOro
ocyllecTBnseTcs 3a npegenamu Poccuiickoin Penepaunm, Ha NpoBeeHe NHCNEKTUPOBAHNUSA NPOU3BOAMTENS Ha
COOTBETCTBME TPeboBaHNAM NpaBuUn Haanexallen NponM3BoACTBEHHOW NPaKTUKK;

12) Hanuume cornacus, NpegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTby;

13) ykasaHve Buaa nekapCTBEHHOro npenapaTa, MpeacTaBfeHHOro Ha peructpaumio (pedepeHTHBIN
NeKapCTBEHHbIA Npenapart, BOCMNPOW3BEAEHHbIN JIEeKApCTBEHHbI NpenapaTt, OUONOrm4yeckuin feKkapCTBEHHbIN
npenapaT, OuoaHanoroBbin (6MONOAOOHLIN) NEKapCTBEHHbI npenapat (OwuoaHamnor), romeonaTuyecKkuii
nekapCTBEHHbIN Npenapar, NekapCTBEHHbIW pacTUTENbHbIN Npenapar).

(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PerucrtpauuMoHHoe [Jocbe Ha JleKapCTBEHHbIM mnpenapaT Ans  MEeAMUMHCKOro  MpUMEHEeHWs
npepocrtasnsieTcsi B hopmMe 06Lero TeXHUYeCKoro JOKyMeHTa.
(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. Paspgen OOKyMeHTaunnm agMMHUCTPaTUBHOIO XapaKkTtepa BKI4YaeT B cebs:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) 3agBneHve O TrOCyAapCTBEHHOW pernctpaumMn nekapCTBEHHOro npenapata AN MeAULMHCKOro
NMPUMEHEHNS B 3MNEeKTPOHHOW hopMe 1 Ha BymMakHOM HocuTene;

2) KOMWIO JOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MOpsiAKE W NOATBEpXAatoLLero
NPaBOMOYHOCTb 3asIBUTENS NodaBaTh 3asiBliEHWEe O rOCYAapCTBEHHOW perncTpaummn rnekapcTBEHHOro npenapaTa
AN Me4MLMHCKOro NPUMEHEHUS (O0BEPEHHOCTD);

3) cBegeHua o pate npefocTaBneHUMs U PerncTtpaumMoHHOM HOMepe MULUEH3MM Ha NpoM3BOACTBO
NeKapCTBEHHbIX CPEACTB WY CBEAEHUS O OaTe MNPefoCTaBMeHUss U PermcTpalMoHHOM HOMepe 3aKNYeHUst O
COOTBETCTBMM NPON3BOANTENS NTEKAaPCTBEHHbIX CpeACcTB TpeboBaHUSAM OpaBwuil Haanexallen Nponu3BoaCTBEHHOW
NpaKkTVKN, BblAaHHbIX (MPEAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM dbeaepanbHbiM OPraHOM UCTIONHUTENBHOW BriacTu B
OTHOLLEHUN NPOU3BOLACTBEHHOW MIOLAAKA PErMcTpUpyeMoro nekapCTBEHHOro npenapara, B Cryvae, ecnu
Npon3BOACTBO JIEKapCTBEHHOrO Npenapara ocyulecTanseTcs B Poccuiickon ®epepauuu;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)

4) Konuio NpPegoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS JMLUEH3MM Ha
NMpOM3BOACTBO NIEKApCTBEHHOrO npenapata U ee NepeBod Ha PYCCKUM A3blK, 3aBEePeHHble B YCTAHOBIEHHOM
Oopagke, a Takke KOMUIo 3aKMYeHUs O COOTBETCTBUM MPOU3BOANTENS NEKapCTBEHHbIX cpeacTB TpeboBaHuaM
npasun Hagnexawewn npou3BOACTBEHHOW NPAKTUKM, BbIAAHHOMO YMNOMHOMOYEHHbIM deadepanbHbIM OpraHom
WCMNOMHUTENBHOW BracTM B OTHOLUEHMU MPOM3BOACTBEHHOW MIOLWAAKN PErMCTPUPYEMOrO JEKapCTBEHHOMO
npenapaTta, WNM KOMWUIO PELUEHUS YMOSTHOMOYEHHOro dhedepanbHOro opraHa MWCMOSIHUTENbBHOW Bnactu o
NPOBEAEHUN WHCMEKTMPOBAHNS MPOM3BOAMTENS FNEKapCTBEHHbIX CPeAcTB, B Cly4ae, ecnu npousBoACTBO
NekapCTBEHHOro npenapara ocyLecTBnseTcsa 3a npegenamm Poccuinckon ®epepaunm;

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

5) NpPOeKT WHCTPYKUMM MO MEAMUMHCKOMY TMPUMEHEHUIO IEKapCTBEHHOrO Mpenaparta, codepXallei
crienytoline cBefieHns:

a) HanMmeHoBaHWME NeKapCTBEHHOro npenaparta (MemyHaponHoe HenaTeHToOBaHHOE, Unn rpynnmpoBoO4HOE,
nnm xmmMmm4yeckoe n Toproeoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHasi hopMa C yKasaHMEM HauMeHOBaHWN UM KOMUYECTBEHHOro cocTaBa AeNCTBYIOLLMX
BELLECTB M Ka4eCTBEHHOro CocTaBa BCMoMoraTernbHbIX BeLlecTB (Mpy HeOBXOAMMOCTU KONMYECTBEHHOro cocTaBa
BCMoMoraTernbHbIX BELLECTB);

B) OMMCaHne BHELUHEro BMAa JIeKapCTBEHHOIO nNpenapara A1 MeavLMHCKOro MpUMEHeHMS;

r) oM3nKo-XxMMmnyeckue CBOMCTBa (Ans paguodapmaneBTUYECKNX NEKapCTBEHHbIX NpenapaTos);

4) chapmakoTepaneBTMyeckas rpynna, kog JIekapCTBEHHOro npenapara a8 MeauUMHCKOro NPUMEHEHNst No
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudukaumm, pekomeHgoBaHHon  BcemupHom — opraHusauuen

3[paBOOXpPaHEHUs, UK ykasaHune "romeonaTuyeckuin nNekapcTBeHHbIN npenapat”;

e) cdapmakogMHamuka M apMakokMHeTUKa (3a WCKMYeHMeM (papMakoOKMHETUKUM TFOMeOonaTUYecKux
NeKapCTBEHHbIX MPEenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPEnapaToB);

) NnokasaHua aAnsa NpYMeHeHus:;

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV MPUMEHEHWNN;

K) ykazaHMe BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepPeMEHHbIMU KEHLUMHAMW, >XEHLMHaMW B nepuod rpyaHOro BCKapMMUBaHUS, OeTbMU,

B3pPOCIbIMUN, UMELLNMUN XPOHNYECKnEe 3abonesaHus;

n) pexvM [03MpoBaHus, crnocobbl BBEAEHWMS W MPUMEHEHWsi, MpU HeobXoOUMOCTW BpeMsi npuema
NIeKapCTBEHHOro npenapata Ansi MeguUMHCKOrO MPUMEHEHUs!, NPOAOIHKUTENIBHOCTb JIeYeHNsl, B TOM 4ucrne y
JeTen 0o v nocne ogHoro roaa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

M) BO3MOXHble HexernaTeribHble peakuMnm Mpyv  MPUMEHEHUM JeKapCTBEHHOTO npenapaTta  Ans
MEAMLIMHCKOro NPpUMEHEHUS;

H) CUMMNTOMbI NEPEAO3NPOBKU, MEPbI MO OKa3aHWKo MOMOLLM NPY Nepeo3UPOBKE;
0) B3aMMOZEWNCTBME C APYrMMM NIeKapCTBEHHbIMU NpenapaTaMu 1 (Unu) NULLEeBLIMW NMPOAYKTaMK;
n) doopMbl BbiNycka NekapCcTBEHHOro npenapara;

p) ykasaHve (Npy HeobxoaMmocTM) OCOBGEHHOCTEW [OEeNCTBUS JIEKapCTBEHHOro mnpenapara Aans
MeOUUMHCKOro npuMeHeHua npu nepBoM rnpmneme unn npmn ero oTMeHe;

c) onucaHue (Mpu HeoOXOOMMOCTW) OeWCTBWUW Bpada (cenbawepa) u (Mnv) naumeHTa npu nponycke
npuema ogHOW UM HECKONbKMX 03 NeKapCTBEHHOro npenapaTta Ans MeAULIMHCKOrO NPUMEHEHNS;

T) BO3MOXHO€ BJIMAHUE NeKapCTBEHHOro npenapara AnAa MeamunHCKOro rnpuMeHeHmA Ha CMocobHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MeXxaHn3mMmamu;,

y) CpOK rogHOCTM M yKasaHuMe Ha 3anpeT NMpUMEHEHUsi NeKapCTBEHHOro npenapaTta gns MeguuUHCKOro
NPUMEHEHMS MO UCTEYEHNN CPOKa rOgHOCTY;

&) ycnoBusi xpaHeHus;

X) ykasaHue Ha HeobxoaMMOCTb XpaHeHWs1 NEKAPCTBEHHOIO Npenapara Ansi MeAULUHCKOIO NPUMEHEHUS B
MecTax, He[OCTYMHbIX AN AeTel;

lu) YykasaHue (NpM HeobxoouMOCTM) crneumarnbHbIX Mep NPEeaoCTOPOXKHOCTU  MPU  YHUYTOXEHUN
HEeNCNoJ1b30BaHHbIX NNEKAPCTBEHHbIX NpenapaToB ANnAa MeanUUHCKOro NnpuMeHeHus;

4) yCroBuWsi OTMYyCKa;

L) HaMEeHOBaHUS 1 afgpeca NPOM3BOACTBEHHbIX NNOLWAaA0K NPOU3BOAUTENS NEKapCTBEHHOMO Npenapara;

ll) HaMMEeHOBaHME, afpec OpraHMsauuv, YMONHOMOYEHHON AepXaTenem Wnu  BragenbLem
pEerMcTpaLmMoHHOro YOOCTOBEPEHUSI NEKAPCTBEHHOMO MpenapaTa Afsl MEAULIMHCKOrO MPUMEHEHUS HA MPUHATUE

NpeTeH3un oT noTpebuTens;

6) MHCTPYKUMIO MO MeAULUMHCKOMY NPUMEHEHUIO NI KPaTKYy XapaKTepUCTUKY NeKapCTBEHHOIo npenapara,
yTBEpPXOEeHHbIEe B CTpaHe Npon3BoaNTENA;

7) NpPOEKTbl MakeToOB MNEPBMYHOW YNAKOBKA W BTOPUYHOM YMaKOBKW JleKapCTBEHHOrO npenaparta Ans
MEANLMHCKOrO NPUMEHEHMS;

8) NpoeKkT HopMaTMBHOW OOKYMEHTAUUWN UM HOPMATUBHOIO JOKYMEHTA Ha JIeKapCTBEHHbIM NpenapaT ang
MEeAMLMHCKOro NpMMeEHeHMs NMbo ykasaHne COOTBETCTBYHOLLEN hapMaKonenHom cTaTbu;

9) [OOKYMEHT, codepXalluii MHOPMaLMIO O HanmuMuuM WM o6 OTCYTCTBUM (DaKTOB perucrpaumu
nekapcTBEHHOro npenapara Ans MeavUMHCKOro NpuMeHeHus 3a npegenamu Poccuiickol ®egepauuu;

10) KonuW OOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIIEHHOM MOPSAKE M MOATBEpXAatolWmx dakT peructpauum
neKkapcTBEHHOro npenaparta B MHOCTPaHHbIX rocygapcTBax B kayecTBe opdaHHOro NiekapCTBEHHOro npenapara;

11) nrnaH ynpaseleHnA puUckamMm ansa BGronorn4yeckmx JNIeKapCTBEHHbIX MpenapatoB AnA MeauLNHCKOro
NMPUMEHEHUA;

12) OOKYMEeHT O cucremMme q)apmaKOHau,sopa aepxartenda wnu  Bnagenbla pernctpaunoHHOro
yAOOCTOBEPEHNA NTIEKapCTBEHHOrO npenaparta,

13) AOKYMEHT, NoATBEPXXAalOLWUN KAa4yeCTBO JIEKAapCTBEHHOrO npenapaTta TpeX MPOMbILWIIEHHbBIX CEpUN
(npoTokon aHanusa unu cepTudukat aHanu3a), ogHa cepusi KOTOpOro AorfkHa coBnagatb C cepuen obpasua
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neKkapcTBEHHOro npenapata [ANs MeOUUMHCKOTO NPUMEHEHUsl, NpPeacTaBlEHHOr0 Ha rocyAapCTBEHHYHO
perucTpaumtio.
(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumudeckon, dapMaueBTMYECKOM W OMOnornyeckon [AoKymeHTauuu BkrovaeT B cebs
OOKYMEHTbI, copepalume uHpopmMauuio o hapMaueBTUYEeCKON cyBCTaHLMN U NekapCTBEHHOM npenapaTe Ans
MeOMLMHCKOrO MPUMEHEHMS], NPOLECcce ero NPOU3BOACTBA U MeToAaxX KOHTPOIS kKayecTea, B TOM YucChe:

1) KONWIO JOKYMEHTa, codepxallero cregyoLlyio nHdopMaumio o dapmMaueBTUYeCcKoOn cybcTaHumMmM unm
dapmaLeBTMHECKMX CyOCTaHUMAX, BXOASAWMX B COCTaB JieKapCTBEHHOro npenaparta, 3a WCKIHYeHVeM
MHopMaumMm o dapMaLeBTUYECKUX CYOCTaHLMSIX, BKIOYEHHbLIX B FOCYAapCTBEHHbIA PeecTp rekapCTBEHHbIX
CpPefcTB B COOTBETCTBUM CO cTaTbel 34 HacTosero PeneparnbHOro 3akoHa:

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 462-93)
a) HaMMeHoBaHue dapmaLieBTU4ecKon cybcTaHumm, ee CTpyKTypa, obLLme CBOWCTBA;
0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOnorma npomn3soactea C onnMcaHnem cragun npon3BoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguAax
npon3BoAcCTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoOACTBa;

[) ONMCcaHne KOHTPOIS KPUTUHECKMX CTAgUM NPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMNNK;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB v (Unn) Nx OLEHKa;

) CBOMCTBA W1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTu1ka npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0OOCHOBAHWE;

K) aHanntTnyeckne MeToaukn, ncnonbdyemble Npu oCyLeCTBIEHNN KOHTPOIIA Ka4eCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OKyMeHTanbHoe MOATBepXOeHne (Banvpauusl) aHanuTUYecKx METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBEHUN KOHTPOSS kKayecTBa hapMaLeBTUYECKON cybcTaHuuy;

M) pe3ynbTaTbl aHanus3a cepuit hapmaLeBTUHECKON CyOCTaHLMW;

H) nmepeyeHb CTaHAAPTHbIX 0OOpasLOB WM BELLECTB, MCMOSb3YeMbIX MPU OCYLLECTBIIEHUM KOHTPOSS
Ka4yecTea;

0) OnMcaHWe XapaKTepUCTUK M CBOWCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOPOYHbIX CPEACTB;

n) 4aHHble 0 cTabunbHOCTY hapmaLeBTUYECKON CybCcTaHuuK;

p) CPOK rogHOCTY;

1.1) B OoTHOWeEHUN hapmaueBTUYECKMX CyBCTaHLMIN, BXOASLWMX B COCTaB JieKapCTBEHHOro npenaparta u
BKITHOYEHHbIX B FOCY4apCTBEHHbIV peecTp fnekapCTBeHHbIX CPeAcTB B COOTBETCTBUM CO CTaTben 34 HacTosLwero
degepanbHOro 3akoHa, - Konus AOKYMeHTa, CoaepaLlero cneayoLLyo nHpopmaumio:

a) HanmeHoBaHue hapmaueBTUYECKON cybCcTaHUMK, ee CTPYKTypa, 00LLMe CBONCTBA;

6) HanmeHoBaHWe 1 agpec NPoOU3BOAUTENS;

B) pe3ynbTaTbhl aHanu3a cepuin papmaueBTUYeCcKon cybcTaHuuuy;

r) CPOK rogHOCTY;
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 1.1 BBegeH ®enepanbHbiM 3akoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, coaepxaluii crefylolumMe CBeOeHWs O NekapCTBEeHHOM npenapate Ans MeaULIMHCKOro
NpPUMEHEHMS:

a) onncaHme n CcoCTtaB JIeEKapCTBEHHOIO npenaparta anda MmeanunHCKOoro npmMeHeHus;

©) onucaHve capmaueBTuyeckon paspaboTtkn (obocHoBaHMe BblIOOpa cocTaBa, MEPBUYHOM YNAKOBKA U
WHOro);

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NMPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onucaHue KOHTPONS KPUTUYECKUX CTadui NpoLuecca NPOoM3BOACTBA U MPOMEXYTOUYHOW NPOAYKLMU;

[) HaumeHoBaHWe W adpec MecTa OCYLUECTBMEHUS MPOU3BOACTBA IEKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NpuUMeHeHUs (B criyyae HanmMumsi HeCKOMNbKMX YYaCTHUKOB MpoLecca Npou3BoACTBa HEOBGXOAMMO
yKasaTb KaXKaoro U3 Hux);

e) bapmMaueBTUYECKast COBMECTUMOCTb;

) MUKPOGUONOrMyeckne XxapakTepucTuku,;

3) MaTepuarnbHbIi GanaHc Ans NPoM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

1) onncaHne xapaKTepUCTUK U CBOMCTB YNakoBOYHbIX MaTepuarnos 1 yKyrnopodHbIX CpeacTs;

K) IOKYMeHTanbHOe NOATBepXaeHne (Banuaaums) NnpoLeccoB NPON3BOACTBA U (MNN) UX OLEHKA;

J'I) TpeGOBaHMH K KayeCTBy BChnoMoraTtesibHbIX BelwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IFI Ha
BCnomoraTtelibHble BeLlleCTBa N nx 06OCHOBaHVIe);

M) aHanuMTUYecKne MeTOAMKMN, UCMOoMb3yeMble MPU OCYLLECTBMNEHU KOHTPOMS KavyecTsa BCMOMOraTenbHbIX
BELLIeCTB;

H) OOKyMeHTallbHOe noAaTBepXxaeHune (BaJ'IVID,aLI,I/Iﬂ) aHalNTUYEeCKnXx MeToauK, WUCNOoJIb3yeMblX MNpu
OCYLLIeCTBJTIEHUN KOHTPOJ1A Ka4yeCTBa BCNomMmoraTesibHbIX BELLECTB;

O) Mchopmau,vm 00 uncnonb3oBaHMM BCMoMoOraTerNbHbIX BELIECTB YENIOBEYECKOr0 W KMBOTHOIO
NPONCXOXOAEHUA,

n) nHdopmaums 06 NCNonb30BaHUN HOBbIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY NekapCTBEHHOro npenapaTta Ans MeOULMHCKOro npumMeHeHus (cepTudomkart,
cneunduKaums Ha NekapcTBEHHbIN npenapaT U X 060CHOBaHMWE);

C) aHannuTnyeckne MeToauKu, UCnosib3dyemMble MNMpu OCYLLEeCTBIIEHUN KOHTPOJA KadecCTBa JeKapCTBEHHOro
npenaparta gna meamunHCKOro npuMeHeHuns,;

T) [OKyMEeHTanbHoe MNoATBepXXaeHue (Banuaauns) aHanuMTUYecKUX MEeTOAMK, WCMONb3yeMbIX MNpu
OCYLLECTBMEHUN KOHTPOMA KayecTBa NekapCcTBEHHOro npenaparta Ana MeauLMHCKOro NpuMeHeHus:;

y) pe3ynbTaTbl aHanu30B Cepuii IeKapCTBEHHOTO Npenapara 451 MEAULIMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, MCMNoJb3dyeMbiX MNpu OCYLECTBIIEHUN KOHTPONA KadecTBa
JIeKapCTBEHHOrO npenaparta ana MmegunumnHCKOro npuMeHeHuA,

L) AaHHble 0 CTAabUNbHOCTN NEKapCTBEHHOrO Npenapara Ang MeanUnHCKOro NpUMeHeHns.
(vacTb 5 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-93)
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6. Pasgen ¢apmakonorm4yeckon, TOKCUKOITOTMYECKOM [OKYMeHTauuu BKAo4YaeT B cebs oTyeTbl O
pesynbTatax AOKMMHUYECKNX NUCCNEeAOBaHUN NEKapCTBEHHOrO CpeacTBa Anst MEANLMHCKOro NpUMEHEHUs, B TOM
yucne:

1) oT4yeT 0 hapMaKkoAMHAMUYECKNX NCCNEOOBAHUSIX;
2) oTyeT 0 (hapMaKOKMHETUYECKNX UCCNEOOBaHMSX;

3) OTYET O TOKCMKOMOTMYECKUX NCCMeaoBaHMsIX.
(vacTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Paspen KnuHu4eckon OOKyMeHTauunm BKN4YaeT B cebss otyetbl O pesynbTatax KINMHUYeCKUX
nccnegoBaHuin JIeKapCTBEHHOIO npenaparta aAna MegunumuHCKOro npuMmeHeHn4, B TOM Ynucrne:

1) ordyeTel 00 wnccrnegoBaHUAX  OGMOOOCTYMHOCTM UM OMOSKBMBANEHTHOCTW,  UCCNeOoBaHUsX,
yCTaHaBnMBaLWUX KOppensaumio pesynbTaTtos, NoNyYeHHbIX B YCIOBUSX in Vitro v in vivo;

2) oT4YETbI 0 hapMaKOKMHETUYECKNX UCCREAOBaHUSIX;
3) oTyeThl 0 hapMakoANHAMUYECKUX UCCNEOBAHMSAX;
4) O0TYETHI O KIMHUYECKUX UCCrefoBaHUaX 3peKTUBHOCTU U Be3onacHOCTY;

5) oT4eT 0 NoCTPErncTpauMoOHHOM ONbITE MPUMEHEHMUS (NPY HanNn4un).
(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. Tpeborahug k obbemy mHdOpMaUMK, NPeOoCTaBSEMON B COCTaBe PErMCTpPaLMOHHOrO Aocbe, OIS
OTAEeNbHbIX BWMOOB fEKapCTBEHHbIX MpenapatoB Ans MeAUMUUHCKOrO MpUMEHEHMs  yCTaHaBNMBaKTCH
YMOSTHOMOYEHHbIM befepanbHbIM OpraHoOM UCNOMNHUTENBHOWN BracTu.

(4acTb 8 BBegeHa PegepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

9. B OTHOWEHMM neKkapCTBEHHbIX MpenapaToB, paspelleHHbIX AN9 MEAWMLUHCKOrO MPUMEHEHUS B
Poccuiickonn ®depepaummn 6Gonee pBaguatM neT M B OTHOLWEHMM KOTOPbIX HEBO3MOXHO MpoBedeHue
nuccregoBaHun ux BMOSKBMBANEHTHOCTM (3@ WCKMOYEHMeM OMOoNorMyeckmx nekapcTBEHHbIX MnpenapaTos),
AonyckaeTcs BKIMOYeHWe B COCTaB pasgena papmakonornyeckon, TOKCMKONOrMYeckon AOKyMEeHTauum 1 pasgena
KNMMHUYECKOW [AOKYyMEHTauMum BMECTO oT4yeTa paspaboTumka O pesynbTaTtax COOCTBEHHbIX [AOKITMHUYECKMX
NCCrefoBaHUM NEKapCTBEHHbIX CPEACTB U KNMMHWMYECKUX WCCNeOOBaHWA JEKapCTBEHHbIX NpenapatoB Ans
MEOULUMHCKOTO MpuUMeHeHus ob3opa HayyHbix paboT o pesynbTaTtax AOKIMHUYECKMX WCCedoBaHWM
NeKapCTBEHHbIX CPEACTB U KIUHWYECKMX MCCNedOBaHMN AaHHbIX feKkapCTBEHHbIX MmpenapaToB, B TOM 4ucre
BKMOYas OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pe. PenepanbHoro 3akoHa ot 27.12.2019
N 475-93)

10. Tpu rocynapCTBEHHON perucTpaumMu  BOCMPOM3BEAEHHBIX JIEKAapCTBEHHbIX MpernapaToB  Ans
MELMUMHCKOrO  MPUMEHEHUst  JOMyckaeTCsi  BKMYEHMEe B COCTaB  pasgena  hapMakonornveckow,
TOKCUKOMOrMYECKOW [OKYMEHTaUMn U pasfgena KriMHWYECKOW [OKYMeHTauMu BMecTO OoT4yeTa paspaboTuumka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKUX UCCIEN0BaHUA NeKapCTBEHHbIX cpeAcTB 063opa Hay4yHbIX paboT o
pesynbTatax [AOKMUHUYECKUX UCCIefoBaHui pedpepeHTHOro NeKapCTBEHHOrO Mpenaparta W npeacraBrieHue
BMECTO KIIMHUYECKMX UCCNea0BaHNi B MONIHOM 06beMe, YyCTaHOBNEHHOM Pa3fernioM KIMHUYECKON JOKYMEHTaL K,
oT4yeTa O pesyrbTaTax UccrenoBaHWi GUOSKBMBANEHTHOCTUM BOCMPOM3BEAEHHOIO reKkapCTBEHHOro npenapara
ANns MeOMUMHCKOro npumeHeHusi. He TpebyeTcs npeactaBneHue oTyeTa O pesyrnbTaTtax WccnefoBaHWi
G1O3KBMBANEHTHOCTM BOCNPOU3BEAEHHOIO NEKapCTBEHHOro npenapaTa Ans MeAWMUMHCKOrO MPUMEHEHUs, ecrnu
PEerncTpupyoTcst BOCMPON3BEAEHHbIE NEKAPCTBEHHBIE NpenapaTbl AN MEAWMLMHCKOrO NPUMEHEHUS], KOTOPbIE!

1) npepgHasHayeHbl AnNst  MApeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOrO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMNOMOCTHOTO, BHYTPUCYCTaBHOIO, BHYTPMKOPOHAPHOr0) BBEAEHNS U NpeacTaBnsioT cobow
BOOHbIE PacTBOPbI;

2) npeAcTaBnsioT coboii pacTBOPbI A1 NepoparibHOro NPUMEHEHNS;
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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) npegHa3Ha4yeHbl And MeCTHOIro nNpMMeHeHuna n NpuroToBIi€Hbl B ¢>opme BOOHbIX PAaCTBOPOB;

7) npeactaBnsAlT cobown BoAHblE pacTBOPbl ANA MCMNONb30BaHUS B (PopMe MHransduuMm C MnoMOLbO
Hebynansepa unu B kKa4eCTBE HasarbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLbIO CXOOHbLIX YCTPONCTB.
(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Onsa cnyyaes, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 yactu 10 HacTodwen ctaTbu, BOCNPOU3BEAEHHbIN
NEeKapCTBEHHbIN MpenapaTt A5 MeOULUHCKOrO MPUMEHEHUS OOSMKEH COAepXaTb TaKue >Xe BCcrnomoraTesbHble
BeELlecTBa B TakUX e KonuyecTBax, Kak W pedepeHTHbIi nekapcTBeHHbIM npenapaT. Ecnn coctasbl
BCrOMoraTerbHbIX BELLEeCTB pasnuyaloTcs, 3asdBUTENb [JOIMDKEeH MNpeAcTaBuUTb [JoKasaTenbCTBa TOro, 4TO
ncnomnb3yemble B JAHHbLIX KOHLEHTpauusix BCriOMOraTerbHble BELecTBa He BMMSAIOT Ha 6e3onacHoCTb U (unu)
3(pPEKTUBHOCTL JIEKAPCTBEHHOrO MpenapaTta Ans MeguumMHCKOro npuMmeHeHusi. B cnydae, ecnu 3asiButenb He
MOXeT NpeAcTaBUTb Takme JoKa3aTenbCTBa U (M) HE UMEeET AOCTyna K COOTBETCTBYOLLMM AaHHbBIM, OH JOSHKEH
NpoOBECTM  COOTBETCTBYIOLLME  WCCMEAOBaHWA ONs  JoKasaTenbCTBa  OTCYTCTBUSA  BMMSIHUSA  pasHbIX
BCMOMoOraTerbHbIX BELLECTB MMM BCMOMOraTenibHbiX YCTPOMCTB Ha 6GesonacHocTb M (unu) 3dEKTUBHOCTb
nekapcTBEHHOro npenapara Ans MeQULUHCKOrO NpMMEHEHMS B COOTBETCTBUMN C akTaMu, COCTaBNAOLLMMY NpaBo
EBpasninckoro 3KOHOMU4YECKOro cok3a.

(yacte 11 BBegeHa ®PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pen. PepepanbHOro 3akoHa oOT
22.12.2020 N 444-93)

12. Tpn rocynapCTBEHHOW perucTpauum KombuHauum paHee 3aperMcTpupoOBaHHbIX JEKapCTBEHHbIX
npenapaToB 411 MEAMLMHCKOTO NMpUMEHEHUS LOMNYCKAeTCA BKIOYEHME B COCTaB pasgerna apmMakonormyeckon,
TOKCMKOJTOTMYECKON OOKYMEHTaUMM U pas3gena KIMHWYECKON OOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTaTtax COOCTBEHHbIX OOKMMHUYECKUX MCCNedoBaHWA NEKapCTBEHHbIX cpeacTB 0630pa HayyHbIX paboT o
pesynbTatax OOKMMHUYECKUX UCCnenoBaHui ped)epeHTHbIX NeKapCTBEHHbIX NpenapaToB, BXOASALMX B COCTaB
KOMOUHaALMN NekapCTBEHHbIX MNpenapaToB, U 06 OTCYTCTBMM UX B3aMMOAEWCTBUS B OOHOW NEKapCTBEHHOM
dopme.

(vacTb 12 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX )OPM OOHOMO U TOro e NeKapCTBEHHOro npenapara ans
MEeOULMHCKOTO MPUMEHEHUs 3asBuUTeNb NpeacTaBnseT OTAerNbHble 3asBMEeHUs U perucTpauuoHHble AOCbe Ha
Kaxxayto nekapcTtBeHHyto opmy. Npn ycrnosBuM 0g4HOBPEMEHHOM NOAAyYu Ha dKCNepTu3dy OOHOW NeKapCTBEHHOM
dopMbl C pasnNUYHbIMK OO3MPOBKON, KOHLEHTpaunen, o6beMoOM 3asBUTeNb NPeACTaBrnseT O4HO 3asBlieHne U
perucTpauvoHHoe A0Cbe C MPUIOXEHNEeM MaKeTOB YMakKOBOK Ha KaXayk OO3MPOBKY, KaXKOyl KOHLEHTpauuio,
KaxkObl 06beM U Kaxaoe KONMYecTBO 403 B YMAaKOBKE.

(vacTb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

14. MNpw rocynapcTBeHHON pernctpaumn opgaHHOro nekapcTBEHHOro npenapara 3asBuTens npeacraBnsgeT
nHdopmaumio, Heobxogmmyro Ang  HOPMUPOBAHWS pasgena  KIMHUYEeCKOW [OKyMeHTauuu, B ob0beme,
YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM hefeparnibHbIM OPraHoOM UCMNOSHUTENbHOW BNacTu.

(4acTb 14 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. I'Ipvl perncrtpaunmn obuonoruyeckoro NleKapCTBEeHHOro npenaparta, noyily4eHHOro nu3 KpoBu, nias3mMbl KpOBU
yenioBeka, B CoCTaBe perncrtpaumMoHHOro AocCcbe Ha HEKapCTBeHHbIVI npenapart anda meamumHCKoro npMMeHeHusA
OOJDKHbI ObITb npeacrtaBrieHbl AONOJTHUTENTbHO!

1) B pasgene OOKyYMeHTauMM agMMHUCTPATMBHOIO XapakTepa OOKYMEHT, COAepXaliuin MHdopmaumo o
cybbekTax obpalleHnss JOHOPCKOW KPOBU U (UNN) ee KOMMOHEHTOB, O TOM, rae Oblfa OcyLlecTBreHa AoHauus
(kpoBM M (MnM) NNasMbl KPOBU), a Tawkke [AaHHble 00 WHGEKUMOHHBIX 3aboneBaHusx, nepenarLLmXcs
napeHTeparnbHbiM NyTeMm, nHdopMaums o cybbekTax obpalleHnsi JOHOPCKOW KPOBU U (Mn) ee KOMMOHEHTOB, B
OTHOLLUEHMWN KOTOPLIX OCYLLECTBISIETCS KOHTPOSb JOHOPCKOW KPOBU U (UNN) €€ KOMMOHEHTOB;
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( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) B pa3gerne XMMmn4eckon, hapmaueBTUYECKOM 1 OMONorMyeckon AOKyMEHTaUNK:

a) KpuTepunm M cnocobbl oTGOpa, TPAHCMOPTUMPOBAHUSA W XpaHeHUs [OOHOPCKOW KpoBM M (Mnu) ee
KOMMOHEHTOB;

©) pesynbTaThl nccnegoBaHuii 0TOGPaHHBLIX JOHOPCKOW KPOBU M (UNK) Nnasmbl KPOBWU U NYNOB Ha Hannyne
BO3OyauTenen nMHMEKUMN, BKYas MHdopMauunio 06 MCnonNb30BaHHbIX MeToAMKax MCCNedoBaHWn U B cnyyae
uccrieqoBaHusa  NynoB  NnasMbl  KPOBM  pesynbTaTbl  AOKYMEHTanbHOro MoATBepXAeHus  (Banuaauuu)
NCMONb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTepUCTUKM ynakoBku Ansg otbopa 4OHOPCKOM KPOBWU U (Mnn) nnasmbl KPOBM, BKMAKOYas
nHdopmaumio 06 NCNOMb30BaHHbIX pacTBOpax aHTUKOArynsiHTOB.
(vacTb 15 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckue nccnegoBaHus nekapCcTBEHHOMo npenapaTa Ansa MeanUMHCKOro NPUMeHeHNs B LIensx ero
rocyaapCTBEHHOWN peructpaumm nposoasTtcst B Poccuiickon ®epepauun B nopsgke, YCTaHOBIIEHHOM CTaTbsiMU
38 - 44 Hactoqwero denepanbHoro 3akoHa. OTY4ET O MPOBEOEHHbIX UCCMELOBaHUSAX BKIHOYAETCs B COCTaB
pasgena KAMHUMYECKOM [OOKYMEHTauuu perucTpauMoHHOrO [A0Cbe Ha feKapCTBEHHbIM npenapat Ang
MeOMLMHCKOro npumMeHeHus. [ns nekapcTBeHHbIX npenapaTtoB ANs MeAWLMHCKOro NpUMEHEHUs, B OTHOLUEHUU
KOTOpbIX B pesynbTaTe 3KCNepTusbl [OKYMEHTOB, MpeacTaBreHHbIX ANa  onpefeneHus BO3MOXHOCTU
paccmatpuBaTb feEeKapCTBEHHbIM npenapat AN  MEOUUMHCKOro MpUMEHEHUs B  KadecTBe OopdaHHOro
NEeKapCTBEHHOro npenapara, Takas BO3MOXHOCTb NPU3HaHa M B OTHOLUEHMM KOTOPbIX NPOBEAEHbI KIMHNYECKue
uccnegoBaHusl, BbIMOMHEHHble 3a npegenamu Poccuickon ®depepaumm B COOTBETCTBMM C  MpaBunamu
Haanexatlen nabopaTopHOM MpPaKkTUKM WM NpaBuNamMyM Hagnexawen KrIMHUY4eCKOW NpaKkTUKK, [AONycKaeTcs
BKMIOYEHWe B COCTaB pasfena KMUHWYEeCKOW [AOKYMeHTaLuMuM BMeCTO OTveTa O pesynbTatax KIMHUYeCKUX
nuccnegoBaHUM NekapCcTBEHHOro npenapaTta Ans MeAuUMHCKOro NpUMEeHeHWsl, npoBefdeHHbIX B Poccuinckomn
depepaummn, otyeTa 0 pesynbTaTax KIMHUYECKMX WCCIeAOBaHUNM, BLIMOMHEHHLIX 3a npegenamun Poccumnckon
depepayuu.

(4acTb 16 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. B cnyyae HenpeacTaBreHUss C 3asiBfieHMEM O rOCyOapCTBEHHOW perncrpauuu rnekapcTBeHHOro
npenapara ans MeanUMHCKOro NPUMeEHeHNs JOKYMEHTOB, MOATBEPXAAoLWMX yrnaTy rocyfapCTBeHHON NOLUHBI
M yKasaHHblX B nyHkTe 10 4YacTM 2 HacToswen cTaTbW, a Takke BbigaBaemblX (NpegocTaBnseMbIX)
YMOSTHOMOYEHHbIMKU (heaepanbHbIMU OpraHaMn UCMOMHUTENBHOW BriacTh JOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosien ctaTbu, YNOMHOMOYEHHbIM deaepanbHbil opraH UCMOMHUTENbHOW BRnacTu
3anpalwvBaeT yka3aHHble [OKYMEHTbl (CBedeHMs)) B MNopsake MexXBeQOMCTBEHHOro UMHMOPMaLMOHHOIo
B3auUMOENCTBUS.

(vactb 17 B peg. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcsa ucnonb3oBaHne B KOMMEPYECKNX Lensax nHpopmaumm o pesynbTaTtax JOKITUHNYECKNX
nuccnegoBaHUMM NeKapCTBEHHbLIX CPeACTB U KIMHUYECKUMX WUCCNeaoBaHUM IeKapCTBEHHbIX MpenapaToB Ang
MeaMLMHCKOro NpUMeHeHus, npeAcTaBneHHoN 3asaBuTeneM ang rocygapCcTBeHHOW perucTpaumm nekapcTBeHHOro
npenapata, 6e3 ero cornacus B TeYeHMe LIEeCTM NET C AaTbl rocyfapCTBEHHOW perncrpauun pedepeHTHoro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauun.

(4acTb 18 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

19. [epxatenb wnu Briagenel perncTpaurMoHHOro YAOOCTOBEPEHWS J1eKapCTBEHHOro npenapata Ha
OMOTEXHONOrMYECKUIA NN opdhaHHbIN NeKapCTBEHHbIN NpenapaT 006s3aH NpeaoCcTaBnsaATb HAa BO3ME3QHOW OCHOBE
obpasubl pedepeHTHOro NekapcTBEHHOro npenapata 3asBuTeNnsM ANst  NpPOBeAeHUst  KIMMHUYECKUX
uccnegosaHmn. CtonmmocTtb obpasua pedepeHTHOro fnekapCTBEHHOro npenapara, BKKYEHHOro B NEpeYeHb
XW3HEHHO  HEOOXOOMMBIX W BaXHEWWMX JIEKApCTBEHHbIX MpenapaToB, He [OMKHa nNpeBblwaTb
3aperMcTpUpOBaHHYO NpeaernbHy0 OTMYCKHYHO LeHYy Ha peddepeHTHbIN NIEKapCTBEHHbIA NpenapaTt Uv LieHY Ha
niekapCTBEHHbIV Npenapar B CTpaHe Npou3BoauTens.

(vacTtb 19 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asaBneHne o FOCWJ,apCTBeHHOﬁ perncTtpaunm BOCNpon3BeaEHHOIo JiekapCTBEHHOro npenaparta Aand
MeANLIMHCKOIro npMMeHeHna MOXeT OblTb MOAaHO B yﬂOﬂHOMO‘-IeHHbIVI cbep,epaanblPl opraH NCMNONHNTENBHOW
BnacTu, OcyLLl,eCTBJ'IFIIOLLI,VIIZ roCygapCTBEHHYHD pernctpaunto JekKapCTBeHHbIX npenapatoB, MO UCTeYeHUu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YyeTbIpex NeT ¢ AaTbl rOCyAapCTBEHHOW perncrpauumn pedepeHTHOro riekapCcTBEHHOrO npenaparta B Poccuickom
degepauum.
(vacTb 20 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. B3asBneHrMe 0O rocyaapCTBEHHOW perncrtpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (brvoaHanora) mMoxeT ObiTb MOAAHO B YMOMHOMOYEHHbIM (heaepanbHbll OpraH WUCMONHUTENbHOM
BMacTh, OCYLUECTBMSAIOWMA rOCYJAPCTBEHHYIO PErMcTpaumio JIEKapCTBEHHbBIX MpenapaToB, MO UCTEYEHUN TPeX
neT Cc patbl roCydapCTBEHHOM perucTpauum pedepeHTHOro fekapCcTBEHHOro npenapata B Poccunckon
depepauyun.

(vacTb 21 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wnu Briageney perucTpauMoHHOro yOOCTOBEPEHMSI FEKapCTBEHHOro mnpenapaTa
npegcraBnsaeT B YNOSIHOMOYEHHbIM deepanbHbli OpraH MCNOSTHUTENBHOM BacTX, OCYLLECTBASAOWNA (PyHKUUK
Mo KOHTPOMK WM Hag3opy B cdepe 34paBOOXpaHeHusl, OTYET MO pesynbTataMm hapmakoHag3opa OAuH pa3 B
LWeCTb MecsueB B TedeHue ABYX NeT Mocre rocygapCTBEHHOW perucrpaumm rnekapcTBEHHOro npenaparta B
Poccuiickon depepalmm, exxeroqHo B TedeHre NocrneayoLwmx Tpex neT n B JanbHenwemM oavH pas B NATb nerT.
(vacTb 22 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumedaHue.

MonoxeHus ct. 19 (B pea. ®3 ot 30.01.2024 N 1-®3), kacaroLwimMecs NpedoCTaBreHUs roc. ycrnyr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEAMLMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vnn) epguHoro noptana, npumendarTca ¢ 01.01.2025; gna BeTepMHAPHONO MPUMEHEHUS MOCPEeLCTBOM
eanHoro noptana, npumenatoTcs ¢ 01.01.2026.

Cratbsa 19. MNpuHATHE pelleHUA O Bblgaye 3KCMEPTHOMY yuYpeXAeHUK 3aJaHUsA Ha npoBeAeHue
3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeuyeHne pecsatn paboumx OHEN CO OHA MPUHATUSA 3asBMEHUS O roCydapCTBEHHOW perncrpauuu
nekapCTBEHHOro npenapata WnNW  3asiBNeHUs O MPU3HaHUMKM FEeKapCTBEHHOro npenapata opdaHHbIM
nekapCcTBEHHbIM MpenapaToM COOTBETCTBYIOLWMWA YMOSTHOMOYEHHbIN defepanbHbli OpraH MCNONMHUTENBHON
BMacTy MNpoOBOAWUT MPOBEPKY MOMHOTbI, AOCTOBEPHOCTU M MPaBWUMbHOCTU OMOPMMEHNS NpPeACcTaBreHHbIX
AOKYMEHTOB PErMcTPaLMOHHOro AOCbe Ha feKapCTBEHHbIN npenapart v NpUHMMaeT pelleHne O Bblaadve 3adaHus
Ha npoBeAeHune:

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

1) aKcnepTu3bl [OKYMEHTOB, MpeAcTaBMeHHbIX AN OonpeaeneHusi BO3MOXHOCTM — paccmaTpuBaTb
neKapcTBEHHbIN NpenapaT Anst MeAULMHCKOrO NPUMEHEHMS B kayecTBe opchaHHOrO NiekapCTBEHHOIO NpenapaTa;
(B peq. PepnepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlnt0C: npumeyaHue.
C 01.01.2026 n. 2 4. 1 cT. 19 yTpaymsaeT cuny (93 ot 30.01.2024 N 1-$3).

2) QKCMNEPTU3bl JNIEKAPCTBEHHOIO CcpeacrtBa B YacCTh 3KCNEPTU3bl KayeCTBa J1€KapCTBEHHOro cpeacrtsa u
9QKCNEPTU3bl OTHOLLEHNA 0Xngaemom nosib3abl K BO3MOXHOMY PUCKY NPpUMEHEHUA NEeKapCTBEHHOIo npenapara gna
MeaULMHCKOIro NnpuMeHeHus;

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 n. 3 4. 1 cT. 19 yTpaymBaeT cuny (93 ot 30.01.2024 N 1-$3).

3) aKcnepTu3bl NEKApPCTBEHHOIO CPEeACTBa B 4acTW SKCMEPTU3bl KayecTBa EKapCTBEHHOro cpeactsa W
3KCMEepPTU3bl OTHOLLEHNSI OXXNAAEMOW NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS NNEKapCTBEHHOro npenapara ans
MEeOULMHCKOTO MPUMEHEHUS B NOpsidke YCKOPEHHOW MNpoueaypbl 3KCNepTU3bl JeKapCTBEHHbIX CPEeAcTB B
COOTBETCTBMM CO cTaTben 26 HacToswero deaepanbHOro 3aKoHa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4) aKcnepTu3bl JIEKAPCTBEHHOIO CPeACTBa B OTHOLUEHWM NeKapCTBEHHOro npenapaTa aJfisi BeTeprMHapHOro
NpUMEHEHMsI.

2. YNOnNHOMOYEHHbI dheaeparnbHbIi opraH WCMONHUTENbHOW BNacTW HanpaBrseT B JIMYHbIA KabuHeT
9KCMEPTHOMO YYPEXOAEHUS B €OWHOM CUCTEME MOAMUCAHHOE YCWUIEHHOW KBanUULMPOBAHHOM 3NEKTPOHHOMN
MOANUCBLID 3adaHne Ha MNpoBedeHMEe 3KCNepTM3, NPeayCMOTPEHHbIX Y4acTbio 1 HAcTosAWen cTaTbW, B JINYHBIN
kabuHeT 3aABuUTENs B €AMHOWN CUCTEME - MOANNCAHHOE YCUNEHHON KBannUUMpOBaHHOW 3NIEKTPOHHON NOANUCHI0
yBEeAOMSIEHNE O NPUHATOM pELUEHMM O BblAaye 3ajaHust Ha NPOBEAEHMNE IKCMEepPTM3, NPEeAyCMOTPEHHbIX YaCTbio
1 HacTosILeN cTaTbu, U B Crydae HeobXxoAMMOCTM O Bblgade paspelleHust Ha BBo3 B Poccuiickyto Penepaumio
KOHKPETHOW NapTum, cepun 3apermcTpupoBaHHbIX U (UNN) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHbLIX CPEACTB UMK
06 oTka3e B MpOBEAEHNN TaKMX IKCMEPTU3 C YKazaHNEM MPUYMH OTKa3a.

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

3. B cnyvae BbisiBNeHWs OTCYTCTBUS MMM  HEOOCTOBEPHOCTW WHGOPMaLMK, Ccoaepxallencsa B
NPeLCTaBMEHHbIX 3asBUTENEM [OKYMEHTAX, YMNONIHOMOYEHHbIM dbeaepanbHblil OpraH MCNOMHUTENBHON BNAacTy
HanpaBenseT 3asBUTENO NOCPEACTBOM €4MHOr0 nopTana unu B ero NIMYHbIA KabuHeT B €OUHON cucTeme 3anpoc
006 YTOYHEHUM 3ITOW MHOPMAaLUUN, MOAMNUCAHHBIA YCUIEHHON KBaNUMUUUPOBAHHOWM SMEKTPOHHOW MNOAMUCHIO
(banee - 3anpoc ynonHOMOYEHHOro heaeparnbHOro opraHa UCNOSTHUTENBHOM BNacTu).

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

4. 3assuTenb 00s3aH HampaBWTb MOCPEACTBOM €OWHOro mnoprtana B YMNOSIHOMOYEHHbIV dheaepanbHbIn
OpraH WCMNOMHWTENBbHOW BracTM WAM B JNWYHbIN  KabWHET YyMoNHOMOYEHHOro dyefepanbHOro opraHa
UCMOMNHUTENbHOW BacTM B €OWHOW CUCTEME MOAMUCAHHBLIA YCUIEHHOW KBanuduUUMPOBAHHOW 3NEKTPOHHON
MOANUCBLI0 OTBET Ha 3anpoc YNOSTHOMOYEHHOro denepanbHOro opraHa MCNOMHUTENbHOW BRacTu B CPOK, He
npeBbILIAWMIA  AeBAHOCTa paboumx AHEeW CO [OHsSI MOMyyYeHUs YNOSIHOMOYEHHbIM deaeparnbHbiM OpraHoM
UCNONMHUTENBHOM BNACTU SMEKTPOHHOro YyBeOOMIEHUs O MofydYeHuu 3asdBuTeneMm AaHHoro 3anpoca. Cpok,
yKasaHHbI B YacTn 1 HacToswen ctatbu, NPUOCTAHABMMBAETCA CO OHA HanpasneHus nocpeicTBOM eauMHOro
noptana unu B NNYHbIA KabWHET 3asBuTENs B €OMHOW CMCTemMe 3anpoca YrnofiHOMOYEHHOro depepanbHoOro
opraHa WCMONMHUTENbHOW BNacTu OO0 OHA HamnpaBneHus 3asiBUTeneM MnocpeacTBOM e4uHOro rnoprtana wunv B
MNNYHBIN KaBUHET YNONMHOMOYEHHOro dhedeparnbHOro opraHa UCNOMHUTENBHOW BriacTu B eQNHON cucTeme oTeeTa.
(vacTb 4 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

5. OcHoBaHveM Ans oTkasa B OpraHu3aumun 3KCrepTus, NpedyCMOTPEHHbIX YacTblo 1 HacTosWen cTaTtb,
ABNSAETCA MpeacTasneHne HeobxoOWMbIX AMA MPOBEAEHUss NPedyCMOTPEHHbIX OKCMepTU3 [OKYMEHTOB B
HenonHom ob6bemMe WNM HenpeacTaBneHne 3asiBUTENneM B YCTAHOBMEHHbI CPOK OTBeTa Ha 3anpoc
yNonHOMOYeHHOro dhefiepanbHOro opraHa WUCMONMHUTENBHOM BMNacTu, a Takke NpeacTaBneHvne OOKYMEHTOB, He
cofepxKallnx ncyepnbiBaloLLEero nepeyHst Heob6XoaNMbIX CBEAEHMWIA.

6. Mpu oTkase B opraHu3aumMy IKCMEPTU3bl, NPEedyCMOTPEHHON MYyHKTOM 4 yacTn 1 HacTodwen cTaTbw,
OOKYMEHTbI, BXOOSLIME B COCTAB PErMcTpaLMOHHOrO A0CbE Ha NEeKapCTBEHHbIM npenapaT Ans BeTepuHapHOro
NPUMEHeHUs1, MOryT ObiTb BO3BpalLeHbl 3asiBUTEN0 Ha OCHOBaHWWM ero 3anpoca, MOAMUCAHHOIO YCUITEHHOM
KBanNnMUUMpPOBaAHHOW SNEKTPOHHOW NOAMNUCLIO W HampaBfieHHOro MOCPeaCTBOM eduMHOro nopTana B
YMONTHOMOYEHHbIN eaepanbHbIl OpraH WCMONTHUTENbHOW BMAACTU WU JIMYHBIA KaOWMHET YMOSTHOMOYEHHOMO
dregepanbHOro opraHa UCMNOSIHATENBHOW BNacTu B €QNHOM CUCTEME, B TeYeHMe Tpuauati paboumx gHen co gHs
NPUHATUSA  YNOSTHOMOYEHHBIM  doefeparnbHbiM  OpraHOM  WCMOMHUTENBbHOM BNacTu peweHuss o6 oTkase B
opraHu3aumm Takon aKcnepTusbl. YNONHOMOYEHHbIN dhefepanbHbli OpraH UCNONMHUTENbHOW BRacTu Bo3spallaeT
3a8BMTENO yKasaHHble OOKYMEHTbl B TEYEHME JecsATM paboumx AHEeN CO AHSA MOSyYeHWst COOTBETCTBYOLLENO
3anpoca 3asBuTens.

(yacTb 6 BBeaeHa ®eaepanbHbiv 3akoHoMm oT 02.08.2019 N 297-93; B peq. PeagepansHoro 3akoHa ot 30.01.2024
N 1-®3)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 cT. 20 n3naraetcs B HoBou pegakuum (93 ot 30.01.2024 N 1-93). Cm. byayLuyo pegakumio.

Crtatba 20. 3KcnepTM3a AOKYMEHTOB, npeacTaBlieHHbIX AO5n1A onpegerieHnss BO3MOXHOCTU
paccMaTpuBaTb neKapCTBeHHbII;l npenapar AgnAa MeguMUUMHCKOro npuMeHeHuMaA nNpu ocyuwecTBlieHUn
rocy.qachBeHHoﬁ perncTtpauuvum B Ka4yecTtBe Op(t)aHHOFO JNIeKapCTBeHHOro npenaparta
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1. OkcneptvMsa [JOKYMEHTOB, MNpPeacTaBMEeHHbIX Ana OonpegerneHnss BO3MOXHOCTM — paccMaTpuBaTbhb
NeKapCTBEHHbIN Npenapar A1 MeAULMHCKOro NPUMEHEHUS Npy OCYLLECTBIIEHUN roCcyAapCTBEHHON perncrpauum
B KayecTBe Op(aHHOro NeKapCTBEHHOro npenaparta, COCTaBfieHWE KOMUCCUEN JKCNEpPTOB 3aKMloYeHusd o
BO3MOXHOCTU MMM HEBO3MOXHOCTU paccMaTpuBaTb NEKaApCTBEHHbIN npenapaT Ans MeauuuMHCKOro NpuMeHeHus
NMpy OCYLLECTBMNEHUN TOCYAAPCTBEHHOW peructpaumm B KadecTBe OpbaHHOro IeKapCTBEHHOro npernaparta M
HanpaBfeHne [aHHOrO 3aKM4YeHUs B YMOMIHOMOYEHHbI beaepanbHbii OpraH WCMOMHMTENBHOW BMAACTM
OCYLLECTBMSIOTCS B CPOK, HE MpeBbllalWnin Tpuauatu paboumx AOHEeW CO AHS MONyYEeHUs] SKCMEPTHLIM
yupexaeHmeM 3agaHusi YNoNTHOMOYEHHOro defeparnbHOro opraHa WUCMONTHUTENBbHOM BracTM U B 3NEKTPOHHOWN
dopme unm Ha ByMaxkHbIX HOCUTENAX HEOBXOOUMbBIX AOKYMEHTOB, YKa3aHHbIX B NnyHkTax 1, 2, 5, 6, 10 yactn 4 n B
yacTtu 7 ctaTtbn 18 HacTosiwero PegepanbHOro 3akoHa.

2. [lokyMeHTbI, cogepKallumecss B perMcTpauvoHHOM AOChbe Ha NeKapCTBEHHbIV NpenapaTt v NocTynvBLIME
Ha ByMakHbIX HOCUTENAX B IKCMEPTHOE y4peaeHue AN OCYLECTBMEHUs UX SKCMepTUsbl ONns onpeaeneHus
BO3MOXHOCTM paccMmaTpvBaTb NEeKapCTBEHHbIA npenapaTt Ans MeAULMHCKOro MpUMEHEHMsI B KavecTBe
opdhaHHOro nekapCTBEHHOro Mpenaparta, noAnexaT Bo3BpaTy B YNOMHOMOYEHHbIM eaepanbHblil opraH
UCMONMHUTENBHOW BMACTU OAHOBPEMEHHO C 3aKIMOYEHUSIMU COOTBETCTBYIOLLIX SKCNEePTUS.

KoHcynbTaHTlntoC: npumevaHue.
C 01.09.2024 cT. 21 ytpaumBaeT cuny (@3 ot 30.01.2024 N 1-03).

Cratba 21. PeweHuMe O BO3MOXHOCTM pacCMaTpuBaTb JIeKapCTBEHHbIM npenapaTr npu
oCyLLeCTBIIEHUM roCyAapCTBEHHOM perucTpaumm B KayecTBe opdraHHOro nnekapcTBeHHOro npenapara
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbilalWmi Nt paboymx HEN CO OHA NONYyYEHUS 3aKIYEHUS, YKa3aHHOro B Yactu 1
ctatbu 20 HacToswero ®efepanbHOro 3akoHa, YNosIHOMOYEHHbIM hedeparbHbIi OpraH UCNOSTHUTENBHOW BRacTu
OCYLLIECTBMSIET OLEHKY MOJTYYEHHOrO 3aKITYEHNsT ANns onpeaerieHnst ero COOTBETCTBUS 3a4aHUIO Ha NMpoBeAeHne
COOTBETCTBYIOLLIEN SKCNEPTU3bI U YBEAOMIISAET 3aABUTENS B 3NEKTPOHHON hopMe Ui Ha ByMaXKHOM HOCUTENe O
pesynbTatax NPOBEAEHHOW 3KCNepTu3bl C MPUMIOXKEHUEM KOMUU 3KCMEPTHOrO 3akniveHust (C COXpaHeHueM
KOH(UMAEHUMANbLHOCTN UHOPMaLMN O COCTaBe IKCMEPTHOM KOMUCCUU) U O BO3MOXHOCTU UMN HEBO3MOXHOCTU
paccmaTpvBaTb  fIEKAPCTBEHHbLI npenapat Ans  MeOWUUHCKOrO  MNPUMEHEHUsT MNpU  OCYLLECTBIEHUM
rocyaapCTBEHHOW perncrpaumm B kayectse opdaHHOro fiekapCTBEHHOrO npenapara.

2. MNpn BbIHECEHUM KOMUCCUEN IKCMEPTOB 3aKIHOYEHUS O BO3MOXHOCTM paccMaTpmBaTb fEeKapCTBEHHbIN
npenapaT Ans MeauLMHCKOro MpUMEHEHUsI NPy OCYLLECTBMEHUM FOCYAapCTBEHHOW perucrpaumMmM B KayecTBe
opchaHHOro nekapcTBEHHOrO npenaparta YNofHOMOYEHHbIM dedepanbHbIi OpraH MCMOMHUTENbHON BNactu B
CPOK, HE MPEBbLILLAKLNA NATU paboumx OHEN CO OHS MOSlydeHUs1 JaHHOTO 3aKITYEHUs], NPUHNUMAET peLleHne o
Bbldaye 3aaHus Ha NpOBEAEHME SKCMEPTU3bl KavyecTBa JIEKApPCTBEHHOrO CPeACTBa U 3KCNepPTU3bl OTHOLLEHUS
O)KVI,EI.aeMOVI nonb3bl K BO3MOXHOMY PUCKY MpUMEHEeHUA JeKapCTBEeHHOro npenapata Anda MeguuunHCKoro
NpUMEHEHNs B NOPsSIAKE YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl NeKapCTBEHHOMo0 CpeacTBa B COOTBETCTBUM CO
crtatben 26 HacTosiwero PegepanbHOro 3akoHa.

3. B cnyyae npuHATMS pelleHuMst O HEeBO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbI Mpenapart ans
MEOMLMHCKOrO MPUMEHEHUS MpPU FOCYAApCTBEHHOW perucTpauuMm B KavecTBe OphaHHOro rekapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIV deaepanbHbIl  OpraH  UCMNOMHUTENbHOW BracTM  MpekpallaeT npoueaypy
rocygapCTBEHHON perncTpaumm rnekapCTBEHHOro npenapaTta. 3asiBUTenb BNpaee obpaTUTbCA B PEMMCTPUPYHOLLMIA
OpraH c 3asiBliEHNEM O rOCyAapCTBEHHOW perucTpaumy yKkasaHHOro rfiekapCTBEHHOMO npenaparta B COOTBETCTBUU
Co cTaTben 18 HacToswero ®eaepanbHOro 3akoHa.

Cratbs 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®enepanbHbiv 3akoH oT 22.12.2014 N 429-D3.

KoHcynbTaHTlnoC: npumeyaHue.
Monoxenusa ct. 23 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpegocTaBneHUs roc. ycnyr npu
obpalleHn nekapCTBEHHbIX CPeacTB Ans MeAMLMHCKOrO MNpUMEHEeHMs MOoCpencTBOM €AMHOW CUCTEMb,

npumeHsaTes ¢ 01.01.2025.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Crtatbsa 23. dkcnepTu3a KauecTBa NIeKAPCTBEHHOro CpeAcTBa U 3KCNepTU3a OTHOLLEeHUs1 OXuaaeMon
Nonb3bl K BO3MOXHOMY PUCKY NPUMeHeHUs NeKapCTBeHHOro npenaparta Ans MeAULMHCKOro NpUMeHeHUus
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. OkcnepTmM3a KayecTBa eKapCTBEHHOrO CpPeAcTBa WM 3KCMepTu3a OTHOLUEHMSI OXMAaeMOW Momnb3bl K
BO3MOXHOMY PUCKY NpUMEHeHUA nekapCTBEeHHOro npenapara And MeguunHCKOro npuMeHeHusa, coctaBlieHune
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHMI MO pes3ynbTataM MNPOBEAEHHbIX 3KCMEpPTU3 W  HanpaefieHue 3TuX
3aKMHOYEHMI, NOANMCAHHbIX YCUMEHHbIMU KBanNNULMPOBAHHBIMU 3NEKTPOHHLIMU MNOAMUCAMU, B NUYHbIA KaBUHET
YMNONTHOMOYEHHOIro dhefeparnbHOro opraHa UCNOMHUTENbBHOW BNacT B €4MHON CUCTEME OCYLLIECTBIISIIOTCS B CPOK,
He MpeBbllAKLWMIA cTa gecatn paboymx AHEeN COo AHA HanpaBfeHWss B JUYHbIA KaOWHET 3KCNepTHOro
yupexneHms B €eOWHOM CUCTEME COOTBETCTBYHOLLEro 3adaHusi YMNONHOMOYEHHOro denepanbHOro opraHa
WUCMOMNMHUTENbHOM BNacTu u HeO6XOLI,VIMbIX OOKYMEHTOB.

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mo 3agBneHuto, nogaHHomy B MwuH3gpaB Poccum po 11.04.2022, npu HEBO3MOXHOCTM MpPOBEAEHUS
9KCMepTM3bl KayecTBa JFIEKAapPCTBEHHbLIX CPeACTB B 3KCMEPTHOM YYpexaeHWun, OOMyCcKaeTcsl ee MnpoBedeHue
nocpeacTBOM AUCTAHLMOHHOIO B3aMMOAEWNCTBUS, MOPSAOK M DOPMbl KOTOPOro OMpenenstTcs 3KCNepTHbIM
yupexaeHmem no corrnacoBanuto ¢ 3asgsutenamm ([octaHosneHue MNpasutensctea PO ot 05.04.2022 N 593).

2. B TeyeHue peBsiHOCTa [Hel CO [OHSA MONYYEHMST YMNOMHOMOYEHHbIM beaepanbHbiM  OpraHoM
WCMONHUTENBHON BMacT YBEOOMSIEHUSI B SMEKTPOHHOW opMe O MOMyYeHUn 3asiBUTENIEM pPELUEHMsT O
MPOBEAEHUN 3IKCMEepPTU3, MNPeayCMOTPEHHbIX YacTblo 1 HacTosWwen cTaTbW, 3asBUTENb NPEeACTaBnseT B
3KCMepTHOe YyypexaeHue Ansi MNpPOBEeAeHUs 3KCMepTU3bl KavyecTBa JleKapCTBEHHOro CcpeacTtBa ob6pasubl
leKkapCTBeHHOro npenaparta anda MmeguumHCKoro npuMeHeHund, npom3segeHHoro B COoTseTcTtemn C Tpe6OBaHI/IF|MI/I
OMbITHO-MPOMbILLIIEHHOTO U (ANXM)  NPOMBILSIEHHOIO  PErNaMeHTOB,  YTBEPXOEHHbIX  PYKOBOOUTENEM
NPON3BOAMTENS NEKAPCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBYIOLIMX Cryyasx obpasubl dapmaueBTUYeckoi
cybcTaHuum, TecT-liTaMMa MUKPOOPraHUM3MOB, KynbTypbl KNeTOK, obpasubl BELeCTB, MPUMEHSIEMbIX Ans
KOHTpPOMsi Ka4yecTBa JeKapCTBEHHOrO CpeAcTBa MyTeM CPaBHEHUS C HUMU WCCIEeAyemMoro JieKapCTBEHHOro
cpeacTea, crneuudmyeckme peareHTbl, HeOOXxO0AMMbIE ANSA MPOBEAEHUS MCMbITaHUA 0BpasuoB NeKapCTBEHHbIX
npenaparos, B KOJin4ecTBax, HeO6XO,EI,I/IMbIX Ona BocnpounseseneHna MeTogoB KOHTPOIA KadecTBa.

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

3. Mpn nony4yeHun obpasLOB NekapCTBEHHOrO npenaparta u dapmaueBTUYEeCKON CyOCTaHUMM SKCNepPTHOe
yupexaeHue HanpasnseT B NMYHbIA KaOWHET 3asBuUTeNs B eOAWHOW CUCTEME yBeOOMIleHVe, NoaTBepxaatoLee
nony4yeHne ykasaHHbIx 06pasLoB.

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

4. YxasaHHbIl B 4YacTu 2 HaCTOSAWEn CTaTbM CPOK Ans MNpeacTaBreHus 3asiButenem obpasuoB
NeKapCTBEHHOro npenapara u dapmaueBTUYECKON CyOCTaHLUMM He BKIOYAETCS B CPOK NMPOBEAEHUST SKCMEPTU3,
NpeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbu.

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

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

KoHcynbTaHTlntoc: npumeyaHue.

MonoxeHus ct. 24 (B pea. 3 ot 30.01.2024 N 1-®3), kacarowimecs NpPedoCTaBfEHUS TOC. YCryr npu
obpalleHnn nekapCTBEHHbIX CPEeACTB [Of1 BETEPUMHAPHOro NMPUMEHEHWs MOCPeACTBOM €4MHOro noprana,
npumengatotcea ¢ 01.01.2026.

Cratbs 24. 3KCI'IepTI/I3a KayecCcTBa NTleKapCTBeHHOro cpeacrBa U 3KCcnepTu3a OTHOLWEHUA oxunpaemomn
nosfib3bl K BO3MOXHOMY PUCKY nNpUMEeHEeHnA JneKapCTBeHHOro npenapata AnA BeTepuHapHoro
NnPpUMeHeHus

1. 3KC|'IepTI/I33 Ka4yecCcTBa JIeKapCTBEHHOro cpeacrtesa M 3KCnepTtu3a OTHOLUEeHUA OXngaemom nosnb3bl K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BO3MOXHOMY PUCKY MPUMEHEHWsI NIEKapCTBEHHOrO MnpenapaTta Ans BETEPUHAPHOrO NMPUMEHEHUS, COCTaBIeHne
KOMMCCUSIMM 3KCMEPTOB 3aKIIOYEHNI MO pe3ynbTaTtaM yKasaHHbIX 3KCMepTU3 U HanpaBfieHWe Taknx 3aKioYeHnn
B 9NEKTPOHHON hOpMe B YMOSIHOMOYEHHbIN doefeparnbHblii OpraH UCMOMHUTESNTbHON BRacTh OCYLLECTBASIOTCSA B
CpPOK, He nMnpeBblalWwni cTta gecatn pabounmx AHeW CO AHA MOMyYeHWs JKCNEPTHbIM yuypexaeHuem B
ANEKTPOHHOW opMe 3afdaHus  YNorHOMOYEHHOro bedeparnbHOro opraHa WCMNOMHUTENbHOW BRactu ¢
AOKYMeHTaMu, yka3aHHbIMU B YacTu 3 ctaTbmn 17 HacToswero denepanbHOro 3akoHa.

(B peq. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-®3, o1 30.01.2024 N 1-93)

2. B TeyeHve Tpmguatn paboumx AHENW CO OHSA MONYyYEHUsT YNONTHOMOYEHHbIM heaepanbHbIM OpraHoOM
WCNOSNHUTENBHOW BMacTM YBEOOMIEHUS B OMEKTPOHHOW dopme O MOoNyyYeHuu 3adBuTENeM peLlleHus o
NpoBeAEeHUN YKa3aHHbIX B YacTu 1 HacTosien cTaTbM 3JKCMepTU3 3asdABuUTENb NPeacTaBnseT B IKCrepTHoe
yupexaeHve Ons NpoBedeHMs1 3KCMepTU3bl KavyecTBa JeKapCTBEHHOro cpeactBa obpasubl fekapCTBEHHOMO
npenapata Ansg BeTEPUMHApPHOrO TMPUMEHEHUs, TNPOU3BEAEHHOTO B COOTBETCTBMM C  TpeboBaHUSIMU
TEXHOJOrMYECKNX PErNMamMeHTOB, YTBEPXOEHHbIX PyKOBOOUTENEM MNPOU3BOAMTENS JeKApCTBEHHbIX CPeacTB, a
TaKke B COOTBETCTBYHOLUMX CryvyasX TecT-lWTaMMbl MWKPOOPraHM3MOB, KyIbTypbl KIETOK, 0Opasubl
hapmavueBTMyecKkon cybcTtaHumm, obpasupbl BeLWeCTB, NPUMEHSAEMbIE AN KOHTPOMsS KavyecTBa NeKapCTBEHHOro
CpeAacTBa, B KonmMyecTsax, HeobxoauMbIX Ans BOCNPON3BEAEHUS METOA0B KOHTPONS KadecTBa.

(B peq. ®enepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-93)

3. Tpwn nony4yeHun obpasLoB NekapCTBEHHOro npenaparta u dapmaueBTUYECKON CyOCTaHLMM SKCNepTHOe
yuypexaeHme B OeHb nonyyeHuss obpasuoB HanpaBnsieT B 3MEKTPOHHOW bopMe 3asdABUTENO yBeAOMIIEHUE,
NoATBEpPXAatoLLEee NOMyYeHNe yka3aHHbIX 06pa3LoB.

(vacTb 3 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

4. YxasaHHbIl B 4YacTuU 2 HaCTOAWEW CTaTbM CPOK AN MNpeacTtaBreHus 3asiButenem obpasuoB
nekapcTBEHHOro npenaparta u dapmaueBTUYEeCKON CyOCTaHUMM He BKMOYaAeTCs B CPOK NPOBEAEHUST SKCMEPTU3,
npeayCcMOTPEHHbIX YacTblo 1 HACTOALLEN CTaTbu.

(vacTb 4 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

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

Ctatbsa 25. [loBTOpHOE NpoBeAeHUe IKCNepTU3bl NIeKapCTBEHHbIX CpeacTB
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HepocTaTtoyHoW OBGOCHOBAHHOCTM WMM HEMONHOTbI 3aKMHUYEHUsi KOMWCCUWU JKCMEepToB,
HanMuns B HEM MPOTMBOPEYMBBLIX AaHHbIX, hanbcuduKaLmMnm BbIBOAOB 3KCMEPTU3bl NEKApPCTBEHHOrO CpeacTBa,
COKpbITUS OT YMONTHOMOYEHHOrO (hefilepanbHOro OpraHa WCMOSIHUTENbHOW BNacTM OCHOBaHWWA Ans OTBOAA
aKcnepTa BCMeACTBME €ro 3aMHTEPECOBAHHOCTM B pe3ynbTarax COOTBETCTBYHOLIEN 3KCNEPTU3bl, HanNnuus
JaHHbIX O MpsIMOM NMBO KOCBEHHOM BMeLLATENbCTBE B MPOLLECC COOTBETCTBYIOLLEN 3KCNEPTM3bl Nul, He
yyacTByWOLUMX B €€ MNpOBedeHWM, HO OKa3aBLUMX BIWSHWE Ha Npouecc W pesynbTaTbl €e MPOBeAEeHUs,
YNOMHOMOYEHHBIM hbefiepanbHbIM OPraHoOM MCMOMHUTENBHON BMacTM Ha3HavyaeTcs MOBTOPHasi 3JKcrnepTusa
NeKkapCcTBEHHOro CPeAcTBa M (MNn) aTuyeckas akcnepTusa.

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

KoHcynbTtaHTtlntoc: npumevaHume.

MonoxeHus ct. 25 (B pea. ®3 ot 30.01.2024 N 1-®3), kacaroliMecs NpefoCTaBreHUs roc. ycryr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEeAWLMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vnn) epguHoro noptana, npumendarTca ¢ 01.01.2025; gna BeTepMHAPHONO MPUMEHEHUS MOCPEeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

2. TloBTopHas 3KcrnepTU3a rekapCTBEHHOro CpeAcTBa MNPOBOAUTCSA C Yy4eTOM pesynbTaToB paHee
NPOBEAEHHOW 3KCNEPTU3bl B CPOK, YCTAHOBIIEHHBIN YNONHOMOYEHHbLIM dhedeparibHbIM OpraHoM UCMOSTHUTENbHOM
BMacT 1 He MpeBbllaWuA TpUaLaTM pabounx AHew Co AHSA NOMyYEeHUS IKCMEPTHbIM yYpexaeHneM B SIMYHOM
kabuHeTe B edMHOM CUCTeMe 3adaHuns Ha NpoBeAeHVe MOBTOPHOW 3KCNepTu3bl feKapCTBEHHOro CpencTsa,
noAnMcaHHOro yCUneHHom KeannmguumnpoBaHHOW 3MeKTPOHHOW NOAMUCHIO.

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

3. ®uHaHcoBoe obecneveHne BLINOMHEHUS 3agaHusa Ha npoeegeHne I'IOBTOpHOVI 9KCMNepTun3bl
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neKapCTBEHHOrO CPEACTBA HE OCYLLIECTBRSIETCS.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
C 01.01.2026 cT. 26 He pacnpocTpaHAeTCs Ha MPaBOOTHOLUEHWUS, BO3HMKaKOLWME Npu obpalleHun
NEeKapCTBEHHbIX CPeacTB AN MeauumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

CratbAa 26. YCKopeHHaﬂ npoueanypa 3KCNepTu3bl JieKapcTBeHHbIX CpeacTs

1. YcKkopeHHas npouefypa 3KCnepTuabl NekapCTBEHHbIX CPEeACTB B LENSX rOCYyAapCTBEHHOW perncrpauum
NeKapCTBEHHbIX NpenapaToB NPUMEHSIETCS B OTHOLEHUN opdaHHbIX JIEKapCTBEHHbIX NpenapaToB, NEPBbLIX TPEX
NEeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccuickon denepaumm B KayecTBE BOCMPOU3BELEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, O4YEepeaHOCTb KOTOPbIX OnpefensieTca B COOTBETCTBMM C HOMEPOM W OaTomn
BXOOALMX 3asIBNEHUA O rocyaapCTBEHHOW peructpauuu fekapcTBEHHbIX MNpenapaTtoB B pamMKax OAHOro
MEeXAyHapOAHOro HenaTeHTOBaAHHOMo HaMMEHOBaHUS NeKapCTBEHHOro npenapata unv  rpynnupoBOYHOro
HaMMeHOBaHUS NeKapCTBEHHOro npenapaTa, NekapCTBEHHbLIX MpenapaTtoB AN BETEPUHAPHOro NPUMEHEHUs,
npeaHasHayYeHHbIX ANS eYeHns AoOMaLLHUX XXMBOTHBIX, onpeaeneHHbix PegepanbHbiM 3aKOHOM OT 27 gekabps
2018 roga N 498-®3 "O6 OoTBETCTBEHHOM OOpAaLLEHUN C XXMBOTHBIMA U O BHECEHUN U3MEHEHUN B OTAENbHbIE
3akoHogaTtenbHble akTol Poccunckon ®egepauun”, 1M 3aperncTpyMpoBaHHbIX B KavyeCTBE J1€KapCTBEHHbIX
npenapaTtoB And  MeOULUHCKOrO  MPUMEHEHUs, U  feKapCTBEHHbIX MpenapaTtoB, npeAHasHayYeHHbIX
NCKMIOYNTENBHO AN NPUMEHEHNSA HECOBEPLLUEHHONETHUMIN FpaXKgaHaMmu.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-P3, ot 28.04.2023 N 171-93)

2. YckopeHHasi npoleaypa aKkcnepTuabl NeKkapCTBEHHbIX CPEACTB B LIENSX rocygapCTBEHHOW pernctpauunm
NeKapCTBEHHbIX NpenapaToB HE NPUMEHSETCS B OTHOLLEHUN:

1) GuoaHanoroBbIx (61oNoAoOHLIX) NEKAPCTBEHHbIX NpenapaToB (buoaHanoros);

2) pehepeHTHbIX NIekapCTBEHHbIX NMPenapaToB (3a UCKMoYeHMeM OpdaHHbIX NeKapCTBEHHLIX NpenapaTos);

KoHcynbTtaHTlIntoC: npumevaHue.

[o 31.12.2024 pocCUNCKMM NPON3BOANTENSIM NEKAPCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHUS
paspeLLeHo nogaBaTb perncrpauuoHHoOe A0Cke MO YCKOpPeHHOW npouenype 6e3 yyeta TpeboBaHui n. 3 4. 2
cT. 26 (HoctaHoBnenue lMpaButensctea PP ot 12.03.2022 N 353).

3) BOCNpPOU3BEAEHHbLIX NEKapCTBEHHbIX NpenapaToB (3a UCKIYEHMEM MEPBbIX TPEX PErNCTpUpPYyEMbIX B
Poccuiickon ®depepaumm B KadeCTBe BOCNPOU3BEAEHHLIX FEeKapCTBEHHbIX MpenapaTtoB U NeKkapCTBEHHbIX
npenapaTtoB, NpeaHa3HaAYeHHbIX WUCKMIOYUTENbHO AN NPUMEHEHUS] HECOBEPLUEHHONETHUMWU rpaxgaHamn, a
TaKKe IeKapCTBEHHbIX MNpenapaTtoB, NpeAHasHadeHHbIX AN NevYeHus OOMAaLUHUX >KMBOTHBIX, OMpeaerieHHbIX
depepanbHbiM 3akoHOM oT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM O0OpaLLEeHUN C XXUBOTHBIMU U O
BHECEHUW U3MEHEHUIN B OTAENbHbIE 3aKkoHoAaTenbHble akTbl Poccuickon ®egepauun”, n 3aperncTpupoBaHHbIX B
KayecTBe NeKkapCTBEHHbIX NpenapaToB AN MeaULUHCKOro NpUMeHeHns);

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

4) HOBbIX KOMGUHALMIA 3aPErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX nNpenapaTtoB, 3aperncTpPMpOBaHHbLIX paHee, HO TpPOU3BEdEHHbIX B  APYrux
NeKkapcTBeHHbIX hopMax B COOTBETCTBUM C MEpeYHEeM HaMMEHOBaHWiA eKapCTBEHHbIX (OPM U B HOBOM
[03VPOBKE;

6) nekapcTBEHHbIX NpenapaToB Afs MeAULMHCKOrO NPUMEHEHUS, rOCY4apCTBEHHAs perncTpaumst KoTopbix
OTMEHEHa, MpU NX PeErMcTpaLmmn B Ka4eCTBE NIEKapCTBEHHbIX NPeNapaToB AN BETEPUHAPHOIO NPUMEHEHNS.
(n. 6 BBeaeH PenepanbHbIM 3akoHoM OT 28.04.2023 N 171-93)
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. yCKOpeHHaﬂ npouenypa JKCneptu3bl JNeKapCTBEHHbIX CpeancTtB npoBOoAUTCA MO peLlueHuto
cooTBeTCTBYHOLLEro ynosIHOMOYEeHHOro cbe,u,epaanoro OopraHa WCMOSTHNTENBHOW BRacTU Ha OCHOBaHWMU

www.consultant.ru Crpanmua 50 u3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100407&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=462989&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100409&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=07.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446097&amp;date=07.02.2024&amp;dst=100018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=450823&amp;date=07.02.2024&amp;dst=100444&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=462989&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446097&amp;date=07.02.2024&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446097&amp;date=07.02.2024&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100411&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3asiBNeHNs 3asiBUTENss B CPOK, He MpeBblllalolWmi BocbMmnaecaTn paboumx gHen. [pu aTom akcnepTusa
OOKYMEHTOB, coAepXXalluxcsa B permcTpauuoHHOM JOCbE Ha NIEKApCTBEHHBIN NpenapaT, MPOBOAMTCS B CPOK, He
NnpeBbIlAWUA  gecatn pabounx [OHEeW, SKCMepTu3a KadecTBa JIeKapCTBEHHOrO cpeacTBa M IKcnepTusa
OTHOLLUEHMS 0XMAaeMOoN MNorb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUsI NIeKapCTBEHHOMO rnpenapaTta NpoBOAsiTCS B
CPOK, HE MPEBbLILLALLNIA LUECTUAECATM Pabounx OHEN.

(vactb 3 B peq. ®enepanbHoro 3akoHa 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, YCTaHOBEHHOM
ctatbamn 17, 19, 20, 23 n 24 HacToswero PegepanbHOro 3aKkoHa, U He O3Ha4yaeT CHWKeHUst TpeboBaHUM K
6e3onacHocTH, kayecTBy U 3PPEKTUBHOCTY NTEKAPCTBEHHbIX MpenapaTos.

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

Cratbsa 27. PewueHue o rocyaapCcTBeHHON perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWaoWmi AecsaTn pabounx OHEN CO OHS MOMyYeHMs 3aKMoYeHUIn KOMUCCUN SKCNEPTOB
no pesynbTataM 3KCNepTU3bl KavyecTBa eKapCTBEHHOro cpeacTBa W SKCNepTu3bl OTHOLUEHUS OXUAaeMoun
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NeKkapCTBEHHOro npenapara, COOTBETCTBYHOLWMA YNONHOMOYEHHbIN
deepansHbI OpraH NCNOMHUTENBHOW BNacTu:

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

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) NMPUHNMAET pelleHne o rocyp,apCTBeHHoVI perncTtpaunmn nekapCcrBeHHOro npenapara wuimn 00 oTkase B
FOCYﬂapCTBEHHOVI perncrtpauunmn riekapCTtBeHHOro npenapara,

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2025 B n. 3 cT. 27 BHOCATCA n3MmeHeHus (3 ot 30.01.2024 N 1-d3).

3) BHOCMT MpU MPUHSTUN peLLEeHNst O TOCYAapCTBEHHOW PErncTpauum nekapcTBEHHOMO nNpenaparta AaHHble
0 3aperucTpMpoBaHHOM JIeKapCTBEHHOM MNpenapare, B TOM Yucne o hapmaleBTUYeCcKon cybcTaHLumMm, BXOAsILLEN
B COCTaB IleKapCTBEHHOrO npenapaTta, B FOCYAapCTBEHHbI pPEecTp JIeKapCTBEHHbIX CPEACTB W BbloaeT
3aaBUTENI0 PErNCTPaUMOHHOE YOOCTOBEPEHME JEKApCTBEHHOro npenapara, opMa KOTOpOoro yTBepXgaetcs
YMNOSIHOMOYEHHbIM  beaepanbHbIM  OpraHOM  MUCMOMHUTENbHOW  BAcTW, COrMacoBaHHblE  HOPMAaTUBHYIO
OOKYMeHTaUM0, HOPMaTUBHbLIN AOKYMEHT, UHCTPYKUMIO MO NMPUMEHEHMWIO NeKapCTBEHHOMO npenaparta v MakeThbl
NnepBUYHOM YMAKOBKM M BTOPUYHOW (NOTPEOUTENLCKOI) YNAKoBKN C yKazaHWEM Ha HUX HOMepa PerncTpaumoHHOro
YyOOCTOBEPEHUS NEKAPCTBEHHOIO NpenapaTa u gathl ero rocyaapCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelleHns o6 oTkase B rocy4apCTBEHHOW perncTpauuu NekapCcTBEHHOro npenaparta yBegoMNseT B NUCbMEHHOM
dopme 3asiBUTENS 00 3TOM C yKasaHMeM MPUYMH Takoro oTkasa. 3a Bblgavy PerMcTpauMoHHOro yAoCTOBEPEHUS
NEeKapCTBEHHOro npernapaTta B3UMMaeTCs rocygapCTBEHHasi MOLUMMHA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepauum o Hanorax u cbopax.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHueM pAns OTka3a B rOCyAapCTBEHHOW perncTpauMu fekapCTBEHHOro npenaparta Aans
MEOULMHCKOTO MPUMEHEHMST SBMSETCH 3akiovyeHWe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro dheaepansHOro
opraHa WCMONHUTENbLHON BracTM O TOM, YTO KayecTBO U (MnM) IPPEKTUBHOCTL PErncTpmpyemMoro
nekapCcTBEHHOro npenapara ans MeauuMHCKOro NpuMeHeHUs He MOATBEPXKAEHb! MOMyYEeHHbIMU AaHHBIMUA UNn
4YTO PUCK MPUYMHEHWs Bpeda 340POBbI0 YerioBeka BCreACTBME MNprvema fekapCTBEHHOro npenapata Ans
MeAWNLMHCKOro NpuMeHeHuns npesbliaeT 3HEKTUBHOCTb €r0 MPUMEHEHMS.

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

3. TloBTOpHOE MpeAcTaBrnieHWe B  COOTBETCTBYHOLIMIA  YMNOMHOMOYEHHbIM  doedeparnbHbii  opraH
UCMOMHUTENbLHOM BMacTX NEKapCcTBEHHOro npenapaTta, B OTHOLIEHUM KOTOPOrO MOMyYeH OTkas B
rocy4apCTBEHHON PErncTpaumMm M KOTOPbIA BMOCMEACTBUM MOABEPrCA M3MEHEHUI0 B 4acTu ero Ccocraea,
paccmaTpuBaeTCA Kak MpedcTaBfieHMe HOBOro JIeKapCTBEHHOrO mpenapaTta Ha €ro  rocyaapCTBEHHYH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

pPervcTpaLmio He3aBUCUMO OT COXPaHEHUS! €ro NepPBUYHOIO HauMeHOoBaHWS.
(4acTb 3 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4. lNMpn npegocTaBneHUn 3asBUTENEM B COCTaBE PErMCTPaLMOHHOINO SOChbe Ha NEeKapCTBEHHbIN npenapar
ONs BETEPUHAPHOro MPYMEHEHMUS KOMUU peLLeHns YNOMHOMOYEHHOro deaepansHOro opraHa UCNOSTHUTENBHOM
BNacTu O NPOBEOEeHUN MHCMNEKTUPOBAHNSA NPOU3BOOUTENS NEKAPCTBEHHbLIX CPEACTB CPOK MPUHATUS peLLEeHUst O
rocygapCTBeHHON pernctpaumm  NeKapCTBEHHOro  npenapata  Ans BETEPUHAPHOIO  MPUMEHEHUS
NPUOCTaHaBIMBAETCA CO [OHSA MONyYeHUs1 3aKIHOYEHWI, yKasaHHbIX B 4acTu 1 HacToswen crtaTbu, OO OHS
NPUHATUSA YNOSTHOMOYEHHbIM dhedepanbHbiM OPraHoM WCMONMHUTENBHON BNAcCTU peLLeHus O Bbigave unm oo
OTKase B Bblgaye 3akrntoyeHUs 0 COOTBETCTBUM NMPOU3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMaM npasun
Haanexallen NpoM3BOACTBEHHONM NPAKTUKN, HO He Bonee Yem Ha CTO BOCEMbAECAT pabounx OHEN.
(vacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

5. OcHoBaHveM pfnsi OTKasa B rOCYAApCTBEHHOW perucTpauumn JneKkapCTBEHHOro npenaparta Aans
BETEPMHAPHOrO NPUMEHEHUS SABMSETCA 3aKNioveHne YNorHOMOYEHHOro doegepanbHOro opraHa UCNOMHUTENbHOM
BNacTM O TOM, YTO Ka4yecTtBO U (unu) 3apPeKTUBHOCTbL PErMcTpMpyemMoro rnekapCTBEHHOro npenapata Aang
BETEPVMHAPHOIO MPUMEHEHMST HE MNOATBEPXAEHbl MOINYYEHHBIMW AaHHBIMW UIU YTO PUCK MPUYMHEHWUS] Bpeda
3[10POBbI0 KMBOTHOrO BCNEACTBME MpueMa NeKapCTBEHHOro npenapaTta A BEeTEePUHAPHOro MPUMEHEHUS
npeBbilaeT 3PEEKTMBHOCTL €ro  MNPUMEHEHMsI, OTKa3  YMONMHOMOYEHHOro  doegepanbHOro  opraHa
WCNOSTHUTENBHOM BRacTM B Bbldaye 3ak/iOYeHMs O COOTBETCTBUM MPOU3BOAUTENS JEKAPCTBEHHbLIX CPEACTB
TpeboBaHMsM MpaBun Hagnexallen NPou3BOLACTBEHHOW MPaKTUKM ONA KaXOow MpOM3BOACTBEHHOM MNOLanKu
perncTpupyemMoro nekapCTBeHHOro npenapara And BeTepuHapHOro NnpuMeHeHust B criydyae, ecnv npou3BoacTBO
nekapCTBEHHOrO npenapaTa ANs BeTepMHApPHOro MPUMEHEHUS OCYLLECTBNSAETCA 3a npegenamu Poccuiickon
depepaumu, nnn OTCYTCTBUE TAKOTO 3aKIMIOYEHNS.

(vacTb 5 BBegeHa PenepanbHbimM 3akoHoM oT 04.06.2018 N 140-03)

KoHcynbTaHTlntoc: npumeyaHue.
O nopsgke M CpoKax OnNpedeneHns B3avMO3aMEHSEMOCTW FleKkapCTB JIEeKapCTBEHHbIX MpenapaTtos,
3apernctpupoBaHHbIx 0o 01.03.2020, cm. 1. 3 ®3 o1 27.12.2019 N 475-03.

Crtatbsa 27.1. BsanmosameHAAeMOCTb JieKapCTBEHHbIX NpenapaToB AN MeOQULUHCKOro NpMMeHeHuUs
(B pen. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

1. B3aMmo3aMeHSeMOCTb NeKapCTBEHHbLIX MpenapaTtoB Ans MEeAMLUMHCKOro NMPUMEHEHUst onpeaensercs
YMNONIHOMOYEHHBbIM defieparnbHbiM OpraHoM WCMONHUTENBHON BMacTU, OCYLLECTBSIIOLMM TOCYAapCTBEHHYHO
perucTpaumio nekapcTBeHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHUs, B paMKax OAHOrO MeXAyHapoOHOoro
HenaTeHTOBaHHOTO (MMM XMMWUYECKOro, UMK rpynnuMpoOBOYHOI0) HAMMEHOBaHNSA Ha OCHOBE 3aKITHOYEHMS KOMUCCUN
3KCMEpPTOB 3KCMEPTHOrO y4YpexaeHnsi O B3aMMO3aMEHSIEMOCTM NeKapCTBEHHOro npenaparta Ans MeauLUMHCKOro
NpyMeHeHMss NMMBO O TOM, YTO JIEKapCTBEHHbIA Mpenapat AN MEeAWMUMHCKOrO MPUMEHEHUsI He SBMsieTcs
B3aMmo3ameHsieMbiM. [lopanok onpeaeneHvs  B3avMO3aMEHSIEMOCTUM  NEeKapCTBEHHbLIX NpernapaTtoB  Ans
MEOULMHCKOrO NPUMMEHEeHUss M opMa 3akioYEHUS KOMWUCCUM 3KCMEPTOB 3SKCMEPTHOTO  YUYPEXAEHUS O
B3aNMO3aMEHSIEMOCTM NIeKapCTBEHHbIX MpenapaToB Ans MEAUUMHCKOrO MNpUMeHeHuss nnbo o TOoM, 4TO
neKkapcTBEHHbI  MpenapaT AN MEAMUMHCKOrO  MNPUMMEHEHUst He  SBNSeTcs  B3anMO3aMeHSieMbIM,
yCcTaHaBnNuBawTCa eaepanbHblM  OpraHoOM  UCMONHUTENbHOW  BRacTh, OCYLUECTBASOWMM  YHKUMU MO
BbipaboTke M peanu3auuy rocygapCTBEHHOW MONMUTUKU U HOPMAaTUBHO-NPaBOBOMY PErynvMpoBaHuio B cdepe
30paBOOXpPaHEHUs], MO COrMacoBaHWio ¢ denepanbHbIM OpraHoM WCMOMHUTENMBHOW BNacTy, OCYLLECTBSIOLIMM
byHKLMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(8 pea. PegepanbHoro gakoHa oT 19.10.2023 N 503-$3)

2. Komuccua 3KCNepTOB 3KCMEPTHOTrO yupexAeHWs [aeT 3akMiyeHue O B3anMO3aMEHSeMOCTHU
NeKkapcTBEHHOro npenapara Ans MeguuUHCKOro MpPUMEHEHUs nNvbo O TOM, YTO feKapCTBEHHbIN npenapaTt Ans
MEOULMHCKOrO MPUMEHEHNS He SBMSeTCA B3aMMO3aMEHSIEMbIM, Ha OCHOBaHUWM CRegyrLlux KpuTepues
(xapakTepucTuk):

1) akBMBaneHTHoCTb (Anst GuoaHanoroBbix (6MoONoAobHbLIX) NekapCTBEHHbIX npenapaToB (bnoaHanoros) -
COMOCTaBUMOCTb) KAaYeCTBEHHbIX W KONMMYECTBEHHbLIX XapakTepUCTUK (apMaueBTUYECKUX CyOCTaHUMI wnu
COMOCTaBUMOCTb aHTUIeHHOro cocTaBa BakUMH. Vcnonb3oBaHWe pasfuyHbIX comnel, 3UpPOB, KOMMIEKCOB,
N30MEpPOB, KpUcTannmnyeckux ¢opm M OpyrMx Npou3BOOHbLIX OOHOMO W TOrO e OEWCTBYIOLLEro BeLLlecTBa He
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ABNSETCA NPEnATCTBMEM AN OMNpeferieHns B3auMo3aMeHSIEMOCTM JIEeKapCTBEHHbIX MpenapaToB, €cnv npu
npoBedeHUN  uccregoBaHuss  OMOSKBMBANEHTHOCTM  FIEKAPCTBEHHOrO  Mpenapata WM UccnefoBaHus
TepaneBTMYECKON 3KBUBAIIEHTHOCTU fEeKapCTBEHHOIO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumin  hapmMakoKMHETUKM U (M) SPAEKTMBHOCTM M ©e30nacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEeAMLMHCKOro NpUMEHEHMS;

2) O9KBMBANEHTHOCTb JEeKapCTBEHHOM opmbl. [log SKBMBANEHTHbIMU FleKAPCTBEHHbIMU  hopMamMu
MOHMMAIOTCH Pa3Hble NleKapCTBEHHbIE POPMbI, MELLME OOUHAKOBbIE CNOCOO BBEAEHUS 1 CMOCOO NPUMEHEHWS,
obnagatoue conoctaBMMbIMN PapMaKOKMHETUYECKMMM XapakTepUcTMkaMmu n hapmMakonormyeckum aencTBnemM
n obecneyvmBaroLne TaKke OOCTUXEHME HEeoBXoOuUMOro KruHwuyeckoro adpdpekta. Pasnuumsa nekapcTBeHHbIX
hOpM He ABNATCA NPENATCTBUEM ANS ONpeaereHns B3anMo3aMeHseMOCTU fleKapCTBEHHbIX NpenapaTos, ecnu
npyM nNpoBeAEHUN UccredoBaHMs OWMOIKBMBANIEHTHOCTM JIEKAapCTBEHHOrO mMpenapaTa WM UccnegoBaHus
TepaneBTMYECKON 3KBUBAIIEHTHOCTU FIEKAPCTBEHHOMO npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumin  hapMakoKUHETUKM U (M) 3GPdEKTMBHOCTM M 0e30nmacHOCTM JeKapCTBEHHOro mnpenapara Ans
MEeOULMHCKOrO NPUMEHEHUS;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerbHbIX BELLECTB JeKapCTBEHHOMO
npenapaTta Ang MeAMLMHCKOro nMpuMMeHeHusl. Pasnuumsa coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SIBNATCA NpensaTCcTBMEM AN ONpeaerneHnsi B3anmMo3aMeHAEMOCTM NIEKapCTBEHHbIX NpenapaTos,
ecnn npu NpoBefeHUN UCCrefoBaHUs OMOSKBMBANEHTHOCTM NIEKAPCTBEHHOrO npenaparta unu uccrenoBaHus
TepaneBTMYECKON 3KBMBANEHTHOCTM NEKapCTBEHHOrO MnpenapaTta [4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMBbIX
pasnuunii  hapMakokKMHETUKM U (Mnn) 3dpeKTMBHOCTM M Ge30nacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEOULUMHCKOTO NPUMEHEHUs. Tpyu HanMYum KIUHWYECKM 3HAYUMbIX Pas3nuuuin  bapMakoKMHETUKM U (Unn)
acpdekTmBHOCTM 1 Oe30MacHOCTM  NEKAPCTBEHHOro npenapata Ang  MEAWLMHCKOroO  MPUMMEHEHMs
B3aMMO3aMEHSEMOCTb OnpeensieTcs C yKkasaHWeM Ha UCKITIOYEHUE OTAENbHbIX FPYnn NauueHTOB;

4) NMOeHTUYHOCTbL cnocoba BBeaeHUs 1 cnocoba NPUMEHEHUA;

5) cooTBeTCTBME NPOM3BOAUTENS JIEKAPCTBEHHOrO CpeAcTBa TpeboBaHMAM nOpaBui Haanexallen
NPOn3BOACTBEHHOM MPAKTUKMN.

3. bes HeobxooumocTM [OokasaTesfibCTBa OWO3KBMBANEHTHOCTU ocyllecTBndeTca  onpeneneHune
B3aMMO3aMEHAEMOCTN BOCNPOMN3BEOEHHbIX JTEKAPCTBEHHbIX NMpenapaTtoB, KOTOPbIE!

1) npepgHasHayeHbl AnNst  MAapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOTO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMNOMOCTHOrO, BHYTPUCYCTaBHOrO, BHYTPMKOPOHAPHOro) BBEAEHNS U NpeAcTaBnsioT cobow
BOJHbIE PacTBOpSI;

2) NnpeacTaBnsitoT cobor pacTBOpbI AN NepopanbHOro NPUMEHEHNS;
3) nponsBeaeHbl B oOpMe NMOPOLLKOB UMK NMMOUNN3aTOB AN1S NPUroTOBIIEHWS paCTBOPOB;
4) ABNAOTCS rasamu;

5) ABNAIOTCA YIWHLIMU UMW FMa3HbIMU NeKapCTBEHHBbIMU NpenapaTaMu, Npou3BeaeHHbIMU B (DOpMe BOAHbIX
pacTBOpOB;

6) npegHasHayeHbl AN MECTHOrO M (UMW) HapPYXXHOro MPUMEHEHUS U MPUrOTOBMEHbI B DOPME BOAHbLIX
pacTBOPOB;

7) npenctaBnsioT cobOM BOAHbIE PACTBOPbI AN MCMONb30BaHWs B OpME WHransumMi C MOMOLLbIO
Hebynansepa unu B Ka4ecTBe HasasbHbIX CMPEeEB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbLIX (MOXOXMX, aHaNOrMyHbIX)
ycTponcTs (npnbopos, annapaTos).

(vactb 3 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-03)

4. OcobeHHOCTM onpefeneHns B3aMMO3aMEHSAEMOCTU OMOMOrMYECKMX IeKapCTBEHHbIX npenapaTos,
KOMOVHUPOBaHHLIX FeKapCTBEHHbIX MpenapaTtoB (coaepXawux KomOuHauuio AByX u 6Gonee AenCTBYHOLLMX
BELLECTB), NEeKapCTBEHHbIX NpenapaTtoB AnS NapeHTepanbHOro NUTaHUA M HeJOo3UPOBAaHHbLIX NEKapCTBEHHbIX
npenapaToB ycTaHaBnuBawTcs dpefeparibHblM OpPraHoM MCMOMHUTENBHON BNAcTW, OCYLLECTBRASIOWMM YHKLMM
no BbipaboTke M peanu3auum rocygapCTBEHHON MONUTMKA U HOPMAaTMBHO-NPaBOBOMY peErynMpoBaHuio B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3QpaBoOXpaHeHns1, No CornacoBaHuo ¢ dgeaepanbHbiM OpraHoOM WCMOMHUTENBHON BRACTW, OCYLLECTBASIOWMM
hYHKLMM NO NNLIEH3MPOBaHUIO NPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB.
(B peq. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

5. Onpe,u,eneHme B3anMMO3aMeHAEMOCTN HE OCYLLUECTBNAETCA B OTHOLUEHNN NNeKapCTBEHHbIX PACTUTENbHbIX
npenaparos, roMmeonaTn4eCcknx riekapCTBeHHbIX NpenapaToB.

6. ®dopmupoBaHMEe MEpEYHs B3aNMO3AMEHSEMbIX FEKAapCTBEHHbIX MpenapaToB Anst MeOWLMHCKOro
NMPUMEHEHMST OCYLLECTBNSAETCA 3KCNEPTHbIM  YyUpexAeHMEM MNocpeacTBOM 0ObeaVHEHUS NeKapCTBEHHbIX
npenapaTtoB B OTAEeNbHble [PYMNMbl, B KaXAOW W3 KOTOPbIX JleKapCTBEeHHble MpenapaTtbl  SBMATCHA
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMOYEHUSI B MHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHUIO FEKapCTBEHHOrO npenaparta Ha
OCHOBaHWUM pe3ynbTaToB COOTBETCTBYIOLMX UCCNELOBaHUI NOoKasaHU AN NPUMEHEHUS, KOTOPblE OTNINYAKTCSH
OT nNOKa3aHuh AN MNPUMEHEHUS OPYrMX JIeKapCTBEHHbIX MpPenapaTtoB W3 rpynnbl  B3aMMO3aMeEHSEMbIX
neKapCcTBEHHbIX MpenapaToB, B NepeyHe B3aMMO3aMeEHSIEMbIX NEKapPCTBEHHbLIX NpenapaToB AN MeAMLMUHCKOro
NPUMEHEHMS J0MKHa ObITb YKasaHa COOTBETCTBYOLWAst MHGopMaLus.

8. [lepeyeHb B3aMMO3aMeEHSIEMbIX JIEKAPCTBEHHbIX nNpenapatoB Ans MEeOULMHCKOTO MNpUMEHEHUS
pasmellaeTca YMNorIHOMOYEHHbIM defepanbHbiM - OpraHOM  UCMOSMHUTENbHOW  BNacTh, OCYLIECTBASAOLLMM
rocy0apCTBEHHYIO PEerucTpaumio JNeKapCTBEHHbIX MpenapaToB AN MeOUUUHCKOrO MNPUMEHEHWsi, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". MHopmaums B nepevyHe B3anMMO3aMEHSIEMbIX NeKapCTBEHHbIX
npenapatoB AN  MEOWUMHCKOrO  MNPUMEHEHWsT ODHOBMSETCA  yKa3aHHbiM  doedeparibHblM  OpraHom
NCNOSTHUTENBHOWM BNACTU C Y4ETOM HOBbIX 3apErMCTPMPOBaHHBIX NIEKAPCTBEHHbIX NpenapaToB AMst MeEAULMHCKOro
NPUMEHEHNST U BHECEHHbIX W3MEHEHMM B [OOKYMEHTbl, CoAepXallMeca B pPErncTpaumMoHHbIX [O0Cbe Ha
3aperncTpupoBaHHble NekapCcTBeHHbIE NpenapaThl A1 MeAULMHCKOro NPUMEHEHMS.

9. [opsagok vcnonb3oBaHWs MHGOPMaUMM O B3aMMO3aMEHSIEMbIX JIeKaPCTBEHHbLIX NpenapaTtax Aans
MeaQULUMHCKOro npuMeHeHna n nopanok aadum pa3'b9|CHeHI/II7I no BonpocamM B3anMo3aMeHAEMOCTU N1eKapCTBEHHbIX
npenaparoB AnaA MeOUUMHCKOro npuMeHeHuna ycCTtaHaBMBaAKTCA (be,qepaanblm OopraHom WUCMONMHUTENbHOMN
BMacTv, OCyLeCcTBAAWMM ¢QyHKUMM Mo  BblpaboTke W peanu3aumm rocyAapCTBEHHOW MOMUTUKM U
HOpMaTMBHO-NPaBOBOMY PErynMpoBaHU0 B cdepe 34paBOOXPaHEHUsl, MO COrfacoBaHUio ¢ depepanbHbIM
OpPraHOM  MCMOMHUTENbHOW BNACTW, OCYLLECTBASAOWUM  (YHKUMM MO JNIULEH3MPOBAHMIO MPOM3BOACTBA
neKapCTBEHHbIX CPEACTB.

(B peq. PenepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlntoC: npumeyaHue.

Cpok perMctpauny nekapcTBEHHOro npenapara Ansi BeTEPUHAPHOro npumMeHeHus, nctekawowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npogneH Ha 12 mecsues ([MoctaHoBneHue lNpaButenbctBa PP ot
12.03.2022 N 353).

KoHcynbTaHTlnoc: npumeyaHue.

Cpokn [OencTBUS PErncTPaumMOHHbIX yOOCTOBEPEHUN NEKapCTBEHHbIX NpenapatoB Ans MeAMLUHCKOro
npuMeHeHus1, koTopble nctekatoT B 2024 r. npoaneHsl Ha 12 mecsues (DoctaHosnexue lMpaButensctea PO
ot 12.03.2022 N 353).

CratbA 28. PernctpaunoHHoe yaocToBepeHue NieKapCTBEHHOro npenapara

KoHcynbTaHTlIn0C: npuMmeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnpPOCTPaHAKTCA Ha NPaBOOTHOLLEHMS, BO3HUKaKOLWME Npy obpalleHumn
NEeKapCTBEHHbIX CPeacTB Ans MmeguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

1. PernctpauvoHHOe ya0CTOBEepeHue NekapcTBEHHOro npenapaTta C ykasaHWeM NeKapCTBEeHHbIX hopM U
[03MPOBOK BblOaeTcd GeccpoyHo, 3a WCKIYEHVMEM PEerncTpauMoHHOrO YAOCTOBEPEHUS JIeKapCTBEHHOro
npenaparta, BblJaBaemMoro CO CPOKOM [EWCTBUA MATb T, Ha BrepBble pernctpupyemble B Poccuitckol
degepaumm nekapcTBeHHbIe NpenapaTbl.

www.consultant.ru Crpanuua 54 u3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=07.02.2024&amp;dst=100111&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=361721&amp;date=07.02.2024&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=07.02.2024&amp;dst=100112&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=450823&amp;date=07.02.2024&amp;dst=100870&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=319062&amp;date=07.02.2024&amp;dst=100013&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. Tlo wncTeyeHum ykaszaHHOrO B YacTu 1 HacTosWwen cTaTbM Cpoka BbldaeTcsi 0GeccpoyHoe
perncTpaumoHHoe yOOCTOBEPEHME JEKApCTBEHHOrO npenapata npyv  YCNOBMM  NOATBEPXKAEHMS  €ro
rocyaapCTBEHHOWN perncTpaumm.

3. B cnyvae BHeceHus B cooTBeTcTBUM co cTaTbsaMmu 30 u 31 Hactoswero ®denepanbHOro 3akoHa
N3MEHEHNA B COAEpXaljmecs B PEerMcTpalMoHHOM [OCbe Ha 3aperMcTpUMpOBaHHbIA NEKAPCTBEHHbIM npenapar
OOKYMEHTbI, 3aTparMBalolnX CBEAEHWS, OTPaXEHHble B PErncTpauMoOHHOM YAOCTOBEPEHUN FEKAPCTBEHHOrO
npenapaTta, ynorHOMOYEHHbIN hefepanbHblid OpraH UCMOMHUTENBHOW BRiacTu Bbi4aeT HOBOE pernctpaumoHHoOe
yOOCTOBEpEHME NeKapCTBEHHOrO npenapaTta, cogepallee BHECEHHbIE B HEMO N3MEHEHMS.

(vacTb 3 BBegeHa defaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.01.2026 u. 4 cT. 28 yTpaumBaeT cuny (P3 ot 30.01.2024 N 1-O3).

4. B cny4ae yTpaTtbl U NOBPEXAEHUS PEMMCTPALMOHHOIO yAOCTOBEPEHMS NEKAapPCTBEHHOIO npenapara no
3a8BNeHN0 B MUCbMEHHOW popMe [fepxaTensa wnu Bragenbla perucTpaLMoHHOro  yAoCTOBEpEHUs
NekapCTBEHHOro npenaparta Wiy YNoriHOMOYEHHOrO UMW APYroro Hpuamnyeckoro nuiua o Bblgade aybrvkara
PEerMcTpaumMoHHOrO YOOCTOBEPEHMS FEKApCTBEHHOINO Mpenapata YNOSIHOMOYEHHbI deaepanbHbIi  opraH
WCMOJTHUTENBHOW BNAcTU B CPOK, HE MPEBbLILAKLWNA AecaTn paboynmx OHEN CO AHS MOCTYMNIEHUs 3asiBNEeHus,
BbldaeT aybnukat perncTpaumoHHOro YyAOCTOBEPEHUS IeKapCTBEHHOro npenapata. 3a Bbligady aybnuvkarta
perncTpaumoHHOro YyAOCTOBEPEHUS JIEKApCTBEHHOrO npenapaTta B3MMaeTCs rOCyfapCTBEHHas NownvHa B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eaepauum o Hamnorax u cbopax.

(vacTb 4 BBeeHa DefepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npumeYaHue.
C 01.01.2026 cT. 29 He pacnpocTpaHseTCs Ha NPaBOOTHOLUEHWUS, BO3HMKaKLWMe nNpu obpalleHun
NeKapCTBEHHbIX CPeacTB AN MeauumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHus ct. 29 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowimecs NpefocTaBreHUs roc. ycnyr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEAULMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vnn) eguHoro nopTtana, nopumeHsoTca ¢ 01.01.2025; gns BeTepuHapHOro MNPUMEHEHUS MOCPEOCTBOM
eanHoro noptana, npumenaTcad ¢ 01.01.2026. PerncrpaumoHHble YOOCTOBEPEHUS feKapCTBEHHbIX
npenapaToB Ans MEAULMHCKOro MNpUMEHEHUs, Ha OymaxxHoM HocuTene m gyonukatel ¢ 01.01.2025 He
Bbl4aloTCS.

KoHcynbTaHTlntoc: npumeyaHue.

Cpok pervctpaumm nekapCTBeHHOro npenapaTta Ansi BETePUHAPHOro NpuMeHeHus, nctekarowmn ¢ 14.03.2022
no 31.12.2022, a tarke B 2023 rogy, npoaneH Ha 12 mecsueB ([MoctaHoBneHune [paButensctea PO ot
12.03.2022 N 353).

CraTbsa 29. MNoaTBepXAeHNe rocyaapCcTBEHHON perucTpauum nekapcTBeHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTeepxaeHne rocygapCTBEHHOM perucTpaumm NeKkapCTBEHHOro npenapaTta OCYLUEeCTBASeTCA Mpu
Bbldaye 6eccpoyHOro perncTpaumoHHOro yYAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta B cryvae, yka3aHHOM B
yactu 2 ctaTbm 28 HacToswero PenepanbHOro 3akoHa, B CPOK, HE MPEBbLILLAIOLLMIA COPOKa paboynx gHEeWN co OHSA
HanpaBreHnsi NOCPeACTBOM €OUHOro nopTtana B YNOSIHOMOYEHHbI doefeparnbHbli OpraH WCMONHUTENbHOM
BMacTM WNWN NWYHBLIA KabMHET YMONTHOMOYEHHOro dyedeparibHOro opraHa WMCMONHUTENbHOW BMacTu B €OUHON
cucTemMe 3asBreHWss O TMOATBEPXKAEHWW TOCyOapCTBEHHOW perncrpauum  fekapCcTBEHHOro npenapaTa,
NoANMCaHHOro YCUNEHHOW KBanuuUMpOBaHHOW 3NEKTPOHHON NOANMChI0. He ocyulecTBnaeTcsa noaTesepxaeHvne
rocyapCTBEHHOW perucTpaLmm B OTHOLLIEHUN NEeKapCTBEHHOro npenaparta Ans BETePUHAPHOro NpuMeEHeHUs!, He
HaxoauBLlerocsa B obpalleHun B Poccuiickon Pepepaumm B TedeHne Tpex u 6onee neT, a Takke B OTHOLLEHWM
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NekapCTBEHHOIO CpeacTBa, MPOU3BEAEHHOIO C HapyleHNeM TpeboBaHMWS, YCTAHOBIIEHHOIO YacTbio 3.7 cTatbu
71 HacToswwero ®enepanbHOro 3akoHa.
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

2. 3agdBneHve O TMOATBEPXOEHUW rOCYAApPCTBEHHOW perncTpauum nekapCTBEHHOro npenapaTa
HanpaBnseTcs MNoCcpeacTBOM €OUHOro noprtana B YMNOMHOMOYEHHBIN doefeparnbHbli OpraH WUCMONHUTENbHOM
BMacTM WNWN JNMYHBLIA KabWMHET YMONTHOMOYEHHOro dyedeparibHOro opraHa WMCMONHUTENbHOW BNAcTu B €4UHON
CUCTEME HE paHee Yem 3a CTO BOCEMbAECAT [AHENW [0 MWCTEYEeHUs Cpoka OEeNCTBUSA pPerncrpalvoHHOro
yOOCTOBEPEHMS NEKAPCTBEHHOMO Npenapara 1 He No3gHee OKOHYaHMs CpoKa ero 4enNCcTBus.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2.1. Ytpatun cuny. - ®egepanbHbiii 3akoH ot 30.01.2024 N 1-$3.

3. lNoaTBepxaeHWe rocyqapCTBEHHOW perucTpaumMmM nekapcTBEHHOro npenapata OCyLecTBnseTcd no
pesynbTataMm 9KCnepTu3bl OTHOLUEHUS OXMAAEMOW MOfMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NeKapCTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaTOB MOHUTOpPUHra 3deKTMBHOCTM U 6e30nMacHOCTM JeKapCTBEHHOMO
npenapaTa, NPOBOAUMOro AepxaTenem unv BnagernbuemM perncTpaumoHHOro yAOCTOBEPEHUSA fneKkapCTBEHHOro
npenapaTta nNMbo YyMNONMHOMOYEHHBIM VMW OPUONYECKMM JTMLOM, a TakKe COOTBETCTBYIOLUM YMONHOMOYEHHbIM
denepanbHbiM OpPraHoM WCMOMHUTENBHON BRacTu B COOTBETCTBUM C TpeboBaHMAMU cTaTbu 64 HaCTOSLLEro
depepanbHOro 3akoHa.

4. K 3asaBneHuio o noaresepXxneHun FocyﬂapCTBeHHOVI perncTtpaunn neKkapCTtBeHHOro npenaparta and
MeOULIMHCKOIro npuMeHeHusa npunararTca:

1) DOKYMEHTbI, coepallime pe3ynbTaTbl MOHUTOPUHIa 3MMEKTUBHOCTU MU 6E30NaCHOCTU NIeKapCTBEHHOTO
npenaparta Ans MeAuLMHCKOro NpuMeHeHusl, NPOBeAEHHOro AepXaTtenem Unv BrnagenbLueM perMcTpaumoHHOro
YAOCTOBEPEHVsl NeKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUs NGO YMONMHOMOYEHHBIM UM
IOPUANYECKUM NULIOM, NO OpMe, YTBEPXKOEHHON YNONTHOMOYEHHbIM dheaepanbHbiM OpraHoOM WUCMONHUTENbHOMN
BracTu;

2) cBedeHuss O paTe nNpefoCTaBfEHWs U PerucTpauMoHHOM HOMepe IWUEH3MW Ha MNpOu3BOACTBO
neKapCTBEHHbIX CPEeACTB, UMW CBeAeHWs O AaTe NpefoCTaBNeHus U perncTpaumMoHHOM HOMepe 3akveHus O
COOTBETCTBMW NMPON3BOAMTENS NEKapCTBEHHbIX CpeacTB TpeboBaHVAM npaBui Haaexallen Npon3Bo4CTBEHHON
NpaKkTUKK1, UK KOMus cepTudurkaTa COOTBETCTBMS NMPOU3BOAUTENS NEKAapCTBEHHbIX CPEACTB AN MeAULUHCKOro
npuMeHeHus TpeboBaHMAM NpaBun Hagnexawen nNpou3BoOACTBEHHOW NpakTUKn EBpasninickoro 9KOHOMUYECKOro
COl03a, NpeaocTaBneHHbIX YNONMHOMOYEHHBIM ddedeparibHbiM OpraHoM WMCMOSHUTENbHOW BNACTU B OTHOLLEHWUU
NPON3BOACTBEHHOWN MMOLAAKM NekapCTBEHHOro npenaparta Ans MeaWLMHCKOro NpYMEeHeHusi, rocyaapcTBeHHas
perucrTpaums KOTOpOro noATBepXgaeTcd B Cryyae, ecnu MpOM3BOACTBO JIeKapCTBEHHOro npenapara Ang
MeOMLMHCKOro NpuMeHeHus ocyllecTernisieTcs B Poccunckon ®egepaunm;

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

3) Konus nNpeOoCTaBMEHHOW YMOMHOMOYEHHBIM OPraHOM CTpaHbl MNPOU3BOAUTENST JULEH3UW Ha
NMPOM3BOACTBO NEKAPCTBEHHOIO npenaparta Ans MeOUUMHCKOTO NMPUMEHEHUS] U ee NMepeBoj Ha PYCCKUM A3bIK,
3aBepeHHble B YCTAHOBIIEHHOM MOpAAKE, a Takke KOMus 3ak/lo4YeHMs O COOTBETCTBUM MNpOM3BOOUTENS
NEeKapCTBEHHbIX cpeacts TpeboBaHMAM nNpaBun Haanexaiienh MNpPOu3BOACTBEHHON MNPAKTUKW, WU KOMUs
cepTudukata COOTBETCTBMS MNPOU3BOOMTENS NEKAPCTBEHHbIX CPeacTB ANs  MEeOULMHCKOrO MpUMEHEHUs
TpeboBaHMsAM NpaBui Haanexailelh MNpou3BOACTBEHHOW NpaKTUKM EBpasniickoro 3KOHOMUYECKOrO COH3a,
BblJAHHbLIX  YMNOMHOMOYEHHbIM  befeparnbHbiM  OpraHoOM  UCMOSIHUTENbHOW  BRacTu B OTHOLUEHMM
NPOM3BOACTBEHHOW MIOLWAAKM flekapCTBEHHOrO npenaparta Ans MEAWLUHCKOro NpPMMEHEHWS, rocy4apCTBEHHAs
perncTpaums KOTOpOro MOATBEPXOAETCs, WM KOMUS peLLeHMst YMOJTHOMOYEHHOro deaepanbHOro opraHa
NCNOSTHUTENBHOWM BAcTh O NpoBeaeHUN hapmaLeBTUYECKON MHCNEKLMM MPOM3BOACTBA NIEKAPCTBEHHbBIX CPEACTB
Ons MegULMHCKOTO MPUMEHEHUS Ha COOTBETCTBME TpeboBaHuAM npaBun Hagnexalien npou3BOACTBEHHOM
nNpakTukn EBpasninckoro 3KOHOMMYECKOro CoK3a B Criyyae, ecnu NpousBOACTBO NEKapCTBEHHOro npenapaTa Ang
MeOULMHCKOro NPUMEHEHUST OCYLLECTBSETCA 3a npegenamu Poccuiickon ®eagepaunn.

(n. 3 B pea. PepepansHoro gakoHa ot 30.01.2024 N 1-03)
(vacTb 4 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOWEHUN BMONOrMYecKnx NNeKapCTBEHHbIX nMpenapatoB Anld MeaULNHCKOro npuMeHeHusA
3adaBuUTeNb OOMOJIHUTENIbHO NpeacTaBlideT pe3ynbTaTtbl MeporlpVIFlTVIﬂ, npenycMoTpeHHbIX niiaHOM yrnpaBlieHUA
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puckamu, YTBEPXKAEHHbIM  YMOMHOMOYEHHbIM  befepanbHbiM  OpraHOM  MCMOMHUTENbHOW  BrRactu  npw
OCYLLIECTBMEHNMN FOCYAapCTBEHHOW perncTpaumm nekapcTBEHHOIO Npenapata ans MeanUMHCKOro NPUMEHEHWS.
(vacTb 4.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3a9BneHMI0 O NOATBEPXOAEHUN FOCYyLapCTBEHHOW peructpauumn nekapCTBEHHOro npenapara Ans
BETEPVHAPHOIO  MPUMEHEHUS  MpunaralTcs  OOKYMEHTbI,  coAepxawme  pesynbTaTbl  MOHUTOPUHra
3¢ppekTMBHOCTM N GE30MNaCHOCTU NIEKApPCTBEHHOIO npenapara Ans BeTEPMHAPHOro NPUMEHEHUs!, MPOBOAUMOro
aepxatenem wunu  BrnagenbLeM  PerncTpaumMoHHOro YAOCTOBEPEHWs JIeKapCTBEHHOro npenaparta [Aans
BETEPMHAPHOrO MNpUMEHeHUs NGO YMONMHOMOYEHHBbIM UM OPUANYECKUM NULOM, MO dhopme, YTBEpPXKOEHHOM
YNOMHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMOMHUTENBHOW BNAacTX, U AOKYMEHTbI, yKa3aHHble B nyHKkTax 1, 2 -
2.2, nognyHkrtax "a", "6", "k", "n" nyHkta 4 yactu 3 ctaTtbu 17 HacToswero ®enepansHOro 3akoHa. B oTHoLLeHun
NMMYHOOMOMNOIMYECKNX FeKapCTBEHHbLIX MpenapaToB AONs BETEPUHAPHOrO MPUMEHEHUSA He NpeacTaBnsAoTCS
cBefleHus, ykasaHHble B noAnyHkte "k" nyHkta 4 yactu 3 ctatbn 17 Hactoswero depepanbHoro 3akoHa. B
OTHOLLEHUWN JEKapCTBEHHbIX MNpenapatoB ANns BETEPUMHAPHOIO MPUMEHEHUS, MOJTYYEHHbIX C MNMPUMEHEHNEM
reHHO-UHXEHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MOB WMW COAEPXALUMX Takme OpraHuM3Mbl, LOMOSTHUTENBHO
NnpeacTaBnslTCa cBeAeHus, ykasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepansHOro 3akoHa.
(vactb 4.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. depepanbHOro 3zakoHa oOT
02.08.2019 N 297-03)

4.3. 3asaBuTEnb BNpaBe NpeacTaBuUTb C 3asiBNEHWEM O NOATBEPXKAEHWUM FOCYOAPCTBEHHOW perucrpaumm
JleKapCTBEHHOro npenaparta pekBu3nTbl OKYMeHTa, noaTrBepXxaaruwero ynnaty FOCyﬂapCTBeHHOVI NOLWJINHBI 3a
noaTBEPXAEHWE rOCYyAapCTBEHHOW perMcTpauuu  NekapCTBEHHOro npenapata, a Takke BblAaBaeMmble
(npepoctaBnsemMble) YNOMHOMOYEHHBIMU (hefepanbHbIMU  OpraHamMmu  UCMOSNTHUTENbHON BracTu  OOKYMEHTHI
(cBepeHus), ykasaHHble B NyHKTax 2 M 3 4actm 4 HacTtosiwen crtatbn. B cnyyae wx HenpeacTtaeneHus
YNOSTHOMOYEHHbIM  doefepanbHbli  OpraH WCMAOMHUTESNbHOW BRacT 3anpalunBaeT yKas3aHHble [OOKYMEHTbI
(cBeaeHus) B nopsgke MeXBeqOMCTBEHHOIO MHGPOPMAaLMOHHOTO B3aUMOLENCTBUS.

(B peq. PenepanbHbix 3akoHOB 0T 27.12.2019 N 478-93, ot 30.01.2024 N 1-03)

5. B TedeHue nATM paboumx [OHEW CO [OHSA HanpaBfeHus MNoCpeacTBOM eAMHOro noptana B
YMNOSIHOMOYEHHbI befiepanbHbli OpraH WUCMOSNTHUTENBHOW BMAcTM UM JIMYHBbIA KabWHET YMOSTHOMOYEHHOro
degepanbHOro opraHa MWCMOMHUTENbHOW BRacTM B €4UHOW CuUCTeMe 3asdBfeHUMs O MOATBEPXOEHUM
rocy4apCTBEHHOW perMcTpauum neKkapCTBEHHOro npenapata W OOKYMEHTOB, coAepXalumMx pesyrnbTaTbl
MOHUTOPUHIra 3(PEKTUBHOCTN U BE30MACHOCTU NEeKapCTBEHHOrO MpenapaTta, MPOBOAMMOrO gepXaTenem unum
BNagenbLeM perucTpaumMoHHOro YAOCTOBEPEHUsSI NEKAPCTBEHHOrO npenapaTta NnMbo yNOrMHOMOYEHHBIM MMM
IOPUANYECKMM NTMLOM, YNONMTHOMOYEHHBIN befeparnbHbiil OpraH NCMONTHUTENbHOW BNACTU:

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

1) npoBoOAUT NPOBEPKY NOJTHOThI cBegeHun, cogepxawmnxca B npencraBlieHHbIX 3adBUTeneM JOKYMEeHTaXx;

2) NpuMHMMaeT peLleHne o NpoBeaeHn Ui o6 oTkase B NPOBEAEHNM SKCMEPTU3bl OTHOLLEHMS OXKUOAEMOiA
nosib3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUSI FEeKapCTBEHHOro rnpenapata Ha OCHOBaHUWM pe3yrbTaToB
MOHUTOpPUHra 3dppekTUBHOCTM U Ge30nacHOCTU fekapCTBEHHOro npenaparta, NPOBOAUMOrO AepaTernem unm
BrajenbUeM perncTpaumoHHOro YAOCTOBEPEHUST NeKapCTBEHHOro npenaparta nuMbo YrnonHOMOYEHHBIM UMK
lOpUaMYECKUM JMLOM, a Takke deaepanbHbiM OpraHoM WCMNONHUTENbHOM BRactTu B COOTBETCTBUM C
TpeGoBaHuAMU cTaTbk 64 HacTosAwero PeaepanbHOro 3aKoHa;

3) HanpaBnseT B NIMYHbIV KabMHET SKCNEepTHOro y4pexaeHus B e4MHOW cucTeme NoanMcaHHOe YCUITEHHON
KBannuUUMpoOBaHHON 3NEKTPOHHON NOANUCHLIO 3adaHue Ha NpoBefeHNe SKCNepTu3bl, NPeayCMOTPEHHOW MYHKTOM
2 HacToslLen YacTu, a Takke HanpaBnseT 3asBUTEN0 NOCPEACTBOM €QUHOro noprana WUnu B fIMYHbIN KabuHeT
3a9BUTENS B €OMHOW CuCTeMe MOoAMMCaHHOE YCUIEHHOW KBanuWLMPOBAHHOW 3NEKTPOHHOW MOAMUCHIO
yBeJOMIIEHME O MPUHATOM PeLLEeHMN O BbiAade 3adaHuns Ha NpoBedeHne ykazaHHOW akcnepTusbl Nnbo o6 oTkase
B NpOBegeHWM yYKazaHHOW aKCNepTu3bl C yka3aHMeM NpUYMH oTkasa.

(n. 3 B pea. PegepanbHoro gakoHa ot 30.01.2024 N 1-d3)

6. B cnyyae BbISIBNEHWS HEOOCTOBEPHOCTM M (UNU) HEOOCTATOMHOCTM MHAOPMAaLMKU, COAepXallencs B
NPeaCTaBMeHHbIX 3asBUTENEM [OKYMEHTaX, YMOSIHOMOYEHHbIV denepanbHbll OpraH MCMNOMHUTENBHON BNACTy
HanpaenseT 3asiBUTENIO NOCPEACTBOM €4UHOro rnoprana unu B fNNYHbIN KabMHET 3asiBUTENS B €4MHON CUCTEME
3anpoc 06 yTOYHEHMU yKa3aHHOM WHopMaLMW, NOLANUCAHHBIA YCUNIEHHOW KBanNUUUMPOBAHHOW 3NEKTPOHHOWN
noanuchHo.
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(vacTb 6 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

7. 3agButenb obsi3aH HanpaBUTb MOCPEACTBOM €AMHOro noprtana B YMNOMHOMOYEHHbIN heaepanbHbIn
OopraH WCMOMHWTENbHOW BracTM WNW  MWYHBIM  KabWHET  ynonHOMOoYeHHOro  dyedeparnbHOro  opraHa
WCNOSNHUTENBHOM BNacTU B €AWHOW CUCTEME MOAMUCAHHBLIN YCUMEHHON KBanMULMPOBAHHON 3SMEKTPOHHOM
noanncblo OTBET Ha 3anpoc YNONHOMOYEHHOMo deepanbHOro opraHa MCMOMHUTENbLHOW BNAcTW, YKa3aHHOro B
YacTM 6 HacTosIlLen cTaTbM, B CPOK, He MNpeBblIAWUA OeBsAHOCTa paboumx [HEW CO AHA NOyYeHus
YNOMHOMOYEHHbIM (befieparnbHbIM OpPraHOM UCMOMHUTENBbHOW BRAcTU 3NEKTPOHHOIO YBEAOMIIEHUSA O MOSTyYeHUn
3aaBuUTENneM Takoro 3anpoca. Cpok, ykasaHHbI B 4YacTu 5 HacTosilen cTaTbW, MPUOCTAHABNMBAETCA CO OHSA
HanpaeneHus 3asBUTEN0 NOCPEACTBOM €QMHOro noprana unu B NMYHbIA KabHET 3asaBuTens B eQuHON cucTeme
Takoro 3sanpoca [0 [AHA HarnpaBneHus 3asiBuTenemM nocpeacTBOM eauHOro noptana B YNOSHOMOYEHHbIN
defepanbHbIi OpraH UCMONTHUTENBHOW BMACTU UMW NNYHBIN KabWUHET YNONTHOMOYEHHOro deeparnbHOro opraHa
WCNONMHUTENBLHOW BMNacTn B €4MHON CUCTeMEe OTBEeTa Ha TakoW 3anpoc U He yYuTbiBaeTCsa Npu UCYMUCNEHUU CpoKa
noaTBEPXAEHUSA rocyAapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara.

(vacTb 7 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

8. OcHoBaHveM Onsi OTKa3a B MPOBEAEHUN IKCMEPTU3bl OTHOLLEHWUS] OXMAAEMON MOMb3bl K BO3MOXHOMY
pUCKY MNPUMEHEHUS FEKapCTBEHHOIO Mpenaparta sBMAsSeTcs NpeAcTaBleHve [OOKYMEHTOB, COAepKalimx
pesynbTaTbl MOHUTOPMHIa 3¢pdEKTUBHOCTU 1 BEe30MacHOCTN NeKkapCTBEHHOMO npenapara, u (Unu) B OTHOLLEHWM
ounonornyeckmx NeKapCTBEHHbIX npenapatoB pe3ynbTaToB OCYyLleCTBIIeHNA MepOI'IpI/IFITI/IVI B COOTBETCTBUUN C
nnaHoM ynpaBsrieHna puckamu, ytBepXaeHHbIM YMNOJIHOMOYEHHbIM (i)ep,epaj'leblM opraHom MCMNOSNTHUTENbHOWN
BMacTh Npu OCYLLECTBIIEHWNM FOCYAAPCTBEHHON perncTpaLumn nekapCTBEHHOro npenapara, B HEMOSIHOM 06beMe,
oTCyTCTBME WHpbopMaumu, noaTBepxaawwen akT ynnaTel rocygapCTBEHHOW MOLUMMHbI 3a MOATBEPXAEHUE
rocygapCTBEHHOM perncTpauun nekapCTBEHHOro npenapaTta, nmMbo HenpeacTaBrneHue 3asBUTENEM B
YCT@HOBMEHHbI CPOK OTBeTa Ha YyKasaHHbIi B 4acTU 6 HacTosilen cTaTbM 3anpoc YNOSTHOMOYEHHOro
degepanbHOro opraHa MCMONTHUTENbHOW BMAacTW, a Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHdopmauuu,
KOTOpaaA O0JKHa ObITb B HUX OTpaxeHa.

9. 3kcneptusa OTHOLUEHUS] OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKkapCTBEHHOro
npenaparta B LensxX NOATBEPXOEHUSI TOCYAapCTBEHHOW perncrpaumm NekapCTBEHHOro npenaparta MpoBOAWTCS
KOMMUCCHEN IKCNEPTOB IKCNEPTHOTO YUYPEXAEHUSA B CPOK, HE NpeBbILLaoLWwmnin Tpuguati paboumnx gHen.

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

10. B cnyyae HegoCTaTOMHOCTM MpeACTaBEHHbIX 3KCNEPTY MaTepuarnoB 4518 Aa4M 3aK0YeHNst B NAYHBIN
KabunHeT 3asBUTENs B €4MHOW CUCTEME HanpaBnsieTCs 3anpoc O NpeacTaBieHnM HeobXoAMMbIX MaTepuarnos,
nognucaHHbln  pykoBoaguTenem (YNOMHOMOYEHHBIM JIMLIOM) 3KCMEPTHOrO ydpeXxaeHuss C MCMNonb30BaHWEM
YCUNEHHOW KBanMMULMPOBAHHOW 3EKTPOHHOW NOAMUCH.

(vactb 10 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

11. 3aaBuTenb 00si3aH HanpaBWUTb B JIMYHBIA KaOWMHET 3KCMEPTHOrO Y4YpeXxaeHust B €AMHOM cucteme
noanucaHHbIn - YCUNEHHOW KBanuuUUMPOBaAHHOW 3NEKTPOHHOW MOAMUCbI0 OTBET Ha 3anpoc 3KCNepTHOro
yupexgeHus B CpOK, He npeBblaloWwuin WwecTnaecatn pabounx OHeW CO AHS MOMYyYEeHWs 3KCMepTHbIM
yupexgeHmem OneKTPOHHOro yBedOMIEHMs O MONlydeHuMU 3asiBUTerneM YykasaHHoOro 3anpoca. Bpemsi co aHs
HanpaBneHus B JNINYHbIA KaOWHET 3asBMTENs B eOMHON CUCTEME 3amnpoca 3SKCMEPTHOro yupexaeHus OO0 OHS
HanpaBfeHusl 3asiBUTENeM B JMYHbIN KabWHET 3KCMepTHOrO YYPEXOEeHWs B eOWHOW CUCTEMEe OTBeTa Ha
yKasaHHbIA 3anpoc He YyYUTbIBAETCHA NMPU UCYUCIIEHUM CPOKa NPOBEAEHUS 3KCMEepTU3bl OTHOLLEHUS OXnaaemown
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs TIeKapCTBEHHOTO npenaparta Ha OCHOBaHMM JOKYMEHTa, cogepallero
pesynbTaTbl MOHUTOPUHIa 3pEKTUBHOCTU N Be30MacHOCTH NekapCTBEHHOrO Npenapara.

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

12. B cpok, He npeBbiwawwWmi natM paboymx OHEN CO [AHS HarpaBfieHUs B JWYHbIA  KabuHeT
YMNOSTHOMOYEHHOTO dheepanbHOro opraHa UCMNOMHUTENBbHOW BNacTu B €OUHOW CUCTEME 3aKIIFOYEHMST KOMUCCUN
3KCMepTOB MO pe3ynbTaTtaM 3KCNepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapaTa, COOTBETCTBYIOLUMIA YNONHOMOYEHHbIN deaepanbHbid OopraH UCMONHUTENbHON
BNacTu:

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

1) OCyLUeCTBNAEeT OUEeHKYy 3TOro 3aki4eHua aOnda onpegerieHna ero CooTBeTCTBUMA 3adaHUK Ha
npoeegeHne yKa3aHHOl71 QKCNEPTU3bI;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

3) BHOCUT MpuW NPUHATUN peLUeHNs O NOATBEPXAEHWW FOCyAapCTBEHHON permcTpauuy rnekapcTBeHHOro
npenaparta CBeAeHWs B rOCY4apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPEACTB U BbiAaeT 3asBuTento GeccpoyHoe
perucTpauvoHHoe yOOCTOBEPEeHNe feKapCTBEHHOro npenaparta MOCPeACTBOM HanpaBneHus Yepes eauHbI
noptan WU nWYHbIA KabuHeT 3asBuTens B €OWHOM CUCTEME BbIMUCKM W3 rOCy4apCTBEHHOro peectpa
nekapCTBEHHbIX CPeAcTB, NOANUCAHHON YCUIEHHOW KBanuguLMpoBaHHON 3MEeKTPOHHOM NOAMUCHIO.

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

13. OcHoBaHMeM [Ans oTKasa B MNOATBEPXOEHUM TOCYLapCTBEHHOW perucrpaumMm JekapCTBEHHOro
npenapata 4SBMSeTCA  3aKMYEHWEe  COOTBETCTBYHOLIErO  YMOMHOMOYEHHOro  doefepanbHOro  opraHa
WCNOSTHUTENBHOMW BACTU O TOM, YTO PUCK NPUYUHEHUS Bpeaa 340POBbI0 YEenoBeKa UMn XXMBOTHOMO BCneacTeme
npuemMa nekapcTBEHHOro npenapaTa npeBbllaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(B peq. ®enepanbHoro zakoHa ot 04.06.2018 N 140-$3)

14. B nepuopg npoBedeHusi npoueaypbl NOATBEPXKAEHUS rOCYAapCTBEHHON pPerMcTpauumn rekapcTBEHHOro
npenapaTta ero obpaweHune B Poccuinckon degepaumm He npuoctaHaBnmMBaeTcs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX MpenapaToB 4O NCTEYEHMS CPOKa FO4HOCTH, MPON3BEAEHHbIX
B TE€YEeHMe CTa BOCbMWAECATU KaneHOapHbIX OHEW nocne AaTtbl MPUHATUS YMONHOMOYEHHbIM doeaeparnbHbiM
OpraHoM UCMOSMHUTENBHOWN BrAcTW peLleHns O NOATBEPKAEHMM FOCY4apCTBEHHON perncTpauumn, B COOTBETCTBUN
¢ nHdopmMaLmen, cogepxallencs B AOKyMeHTax perMcTpaumoHHOro 4OChbe Ha fiekapCTBEHHbIN Nnpenapart 40 AaThbl
NPUHATUSA TAKOrO PELLEHMS.
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

KoHcynbTtaHTlntoc: npumedaHue.
MonoxeHus ct. 30 (B pen. @3 ot 30.01.2024 N 1-d3), kacaroLmecs npefoCTaBNeHNs roc. YCryr nocpesCcTBOM
€ANHON cucTembl 1 (Unn) eguHoro noptana, npumMeHstoTes ¢ 01.01.2025.

Ctatba 30. BHeceHMe n3MeHeHMW B AOKYMEHTbl, coAepKawumecss B PerMcTpaumMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIA NleKapCTBEHHbIN Npenapart Ans MeaULMHCKOro NpuMeHeHus

1. B uensix BHECEHUS W3MEHEHUA B [OOKYMEHTbl, COAEpXaliMecs B pPermcTpauMoHHOM [OoCbe Ha
3aperMcTpUpOBaHHbIA NEKApCTBEHHbLIN MpenapaTt Ans MeQMUUHCKOrO MpUMEHeHUs, AepxaTenb unu Briagenew
pervcTpaumnoHHOro yaoCcToBEPEHMS NeKapCTBEHHOMO nNpenapara WM yrnonHOMOYEHHOe UM Apyroe puanyeckoe
nuo  (ganee B HacTosiWen cTaTbe - 3asiBUTENb) HampaBnseT MOCPeACTBOM €4MHOro mnoprtana B
YMONTHOMOYEHHbIA hedepanbHbIi OpraH MCMONHUTENbHON BRAacTU UMW B JINYHBIA KabWHET YMNONTHOMOYEHHOrO
defepanbHOro  opraHa  WCMOMHUTENbHOW  BracTM B €4MHOM  cUcTeMe  MOAMUCAHHOE  YCWUIEHHOW
KBannMUUUPOBAHHON 3NEKTPOHHON MOAMNWUCBbID 3asiBMEHME O BHECEHWM TakuxX W3MeHeHWh no dopwme,
YCTaHOBMEHHOW YMOSIHOMOYEHHbIM doefeparbHbiM OPraHOM MCMOSTHUTENBHOW BacTu, U npuraraeMble K HEMY
M3MEHEHNs1 B yKa3aHHble JOKYMEHTbI, @ TakkKe AOKYMEHTbI, nogTeepxaatLme HeobxoaumocTb BHECEHUS TaKmX
N3MEHEHNN.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 04.06.2018 N 140-®3, o1 30.01.2024 N 1-®3)

1.1. Mpu HeobXOOMMOCTM BHECEHWS B [OOKYMEHTbl, COAepXKaliMecsl B pPerucTpauvMoHHOM [oCbe Ha
3apPErMCTPUPOBaHHBIA FIeKapCTBEHHbIN npenapaTt Ans MeaMUMHCKOTO MPUMEHEHUs), U3MEHEHUA OTHOCUTENbHO
MecTa NPOW3BOACTBA NEeKapCTBEHHOro npenaparta Ans MeQuLMHCKOro npuMeHeHusi, Tpebylolmx nposeaeHus
3KCMEepTU3bl Ka4ecTBa NeKapCTBEHHbIX CPEACTB, 3asBUTENb AOMNOMHMUTENBHO HanpaBnsaeT NocpeacTBOM eanHOro
noptana B YMOMHOMOYEHHbIN deaepanbHblii opraH WCMOMHWUTENbHOW BMAacTM UMM - NUYHBLIA - KaBuHeT
YNONTHOMOYEHHOTO heiepanbHOro opraHa UCTONHUTENBHON BNacTu B eAHON CUCTEME:

1) cBeaeHna O pate npenocrtaBleHUA U perncTtpauMoHHOM HoOMepe nuueH3nn Ha npou3BoaCTBO
NeKapCTBEeHHbIX CpenCcTB, a TakXe KOMMK 3akniyYeHuda O COOTBETCTBUU Npon3BoaNUTENA NEKAPCTBEHHbIX CpeacCTB
ana meanuunHCKoro npuMeHeHud TpeGOBaHI/IFlM apaBun Hagnexawien I'IpOI/I3BOﬂ,CTBeHHOl7I NPaKTUKn, Nnn Konuro
CepTl/I(bI/IKaTa COOTBETCTBUA MNMPOU3BOOUTENA JIEKAPCTBEHHbIX CpeactB Aanlda MeauuuHCKOro npumMeHeHus
TpeﬁoBaHVIFIM npasun Hagnexawen I'IpOVI3BO£I,CTBeHHOI7I NPaKTUKn EBpa3VIl7ICKOFO 9KOHOMMYECKOro Cora3a,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BblAAHHbIX YMOSTHOMOYEHHbIM deaeparnbHbIM OpraHoM WCMOMHUTENbHOW BNacTM B OTHOLUEHWUM W3MEHEHHOW u
(vnu) gononHeHHON NPOM3BOACTBEHHOW NMOLAAKN NeKapCTBEHHOro npenapara Ans MeaMuuHCKOro NpuMeHeHus,
WM KOMWIO peLleHUs YMOMHOMOYEHHOro deaepanbHOro opraHa WCMONHWTENbHOM BRactu O npoBedeHun
hapmaLeBTUYECKON MHCNEKUMU MPOU3BOACTBa NEKapCTBEHHbIX CPeAcTB AN MEeOULMHCKOTO NPUMEHEHWUs Ha
cooTBeTCTBME TpeboBaHWSAM NpaBun Haanexaluen npons3BogCcTBEHHON NPaKTUKN EBPa3sninckoro 9KOHOMUYECKOro
colo3a B OTHOWEHUM W3MEHEHHOW W (MnKM) AONONMHEHHOW MNPOM3BOACTBEHHOW MIOWAAKN NeKapCTBEHHOMO
npenapara AnNs MEAUUMHCKOro MNpYMEHeHUst B Criydae, ecnv Npov3BOACTBO eKapCTBEHHOro mnpenapaTa
ocyulectBnsieTcs B Poccuiickon ®enepauuu;

2) Konu NpeaocTaBrieHHOM YMNOMHOMOYEHHBIM OpraHoM CTpaHbl MPOM3BOAUTENS JIULEH3UN Ha
Npon3BOACTBO NIEeKApCTBEHHOrO npenapaTa Ans MeOMLUMHCKOro NMpUMEHEHUS U ee NepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMEHHOM [OpslKke, a Takke KOMUI0 3akrioyeHUs O COOTBETCTBUM MpomsBoauTens
NeKapCTBEHHbIX CPeACTB TpeboBaHWSM NpaBwun  Hagnexawen npou3BOACTBEHHOW MPAaKTUKWA, WIN  KOMUIO
cepTuduKata COOTBETCTBUS MNPOU3BOOUTENSA NEKapCTBEHHbIX CPeacTB Ans  MeOULMHCKOro MpUMEHEHUSN
TpeboBaHMsIM NpaBun Haanexaiwien Mnpou3BOACTBEHHON NpaKTUKM EBpasninckoro 3KOHOMUYECKOrO COH3a,
BblAaHHbIX YMOMHOMOYEHHbIM heaepanbHbIM OpraHOM WCMOMHUTENBHOM BNAcTM B OTHOLUEHUN WU3MEHEHHOW U
(vnn) [QONONHEHHOW NPOW3BOACTBEHHOW MMOLWAAKM FekapCTBEHHOro npenapata, WM KOMWK  peLleHns
YNOMHOMOYEHHOro heepanbHOro opraHa WCNONHUTENbHOW BRacTu O MpoBedeHun dapmaLeBTUYeCcKon
WHCNEKUMM NPOU3BOACTBA fEKapCTBEHHbIX CPeACcTB Ans MeOULMHCKOTrO NPUMEHEHWs Ha CooTBeTCTBUe
TpeboBaHMsIM MpaBuil Hagnexallen Mpou3BOACTBEHHON MNpPaKkTUKM EBpasnMMcKOro 3KOHOMMYECKOrO COK3a B
crnyyae, ecnv nNpPOM3BOACTBO JIEKAPCTBEHHOro MpenapaTta OCyWecTBNAeTca 3a npegenamu Poccuinckomn
denepaumn.

(vactb 1.1 B peq. ®enepansHoro dakoHa ot 30.01.2024 N 1-93)

1.2. Tlpn HeobXxoAMMOCTM BHECEHWst B [OOKYMEHTbl, codepalmnecss B PerucTpauMoHHOM [0Cbe Ha
3apeFI/ICTpI/IpOBaHHbIl7I J'IeKapCTBeHHbIVI npenapat gna MeamuuHCKOro npumMeHeHud, M3MEHEHNN OTHOCUTENTbHO
rnokasaTtenen KayecTBa fekapCTBEHHOro npenapaTa Ans MegMUUHCKOro NPUMEHEHUS U (UNKn) MEeTOA0B KOHTPONS
KayecTBa NlekapCTBEHHOro npenapaTta AN MeAMLMHCKOro NMpUMEHEHMs!, TpebyroLWmMX NpoBeaeHns aKCnepTusbl
KayecTBa NeKapCTBEHHbIX CPeACTB, 3asBUTENb OOMOSNIHUTENBHO HanpaBnseT NocpeacTBOM eAMHOro nopTana B
YMONTHOMOYEHHbIN deaepanbHbIl OpraH WCMONTHUTENbHOW BMAACTM UKW JINYHBIA KaOWMHET YMOSTHOMOYEHHOMO
deaepansbHOro opraHa UCMOMHUTENBHOW BNacT B €ANHON CUCTEME:

1) cBegeHus o paTe NpefoCTaBfeHUs W PErucTpauMoHHOM HOMepe IMUEH3MM Ha MNpPOM3BOACTBO
neKapCTBEHHbIX CPEACTB UMW CBEAEHUA O AaTe NPefoCTaBreHns U permcTpaumMoHHOM HOMeEpe 3aKNioYeHnst o
COOTBETCTBMW NPON3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM OpaBui Haaexallen Npon3BoACTBEHHON
NPaKTUKN NN KOMuio cepTudunkata COOTBETCTBUSA MPOU3BOAUTENSA NEKapCTBEHHbLIX CPEACTB AN MeAULIMHCKOro
npuMeHeHus TpeboBaHMAM OpaBun Hagnexawen nNpou3BOACTBEHHOW MpakTUKn EBpa3niickoro 9KOHOMUYECKOro
COl03a, BblAaHHbIX (NpPeaoCTaBnNeHHbIX) YNONMHOMOYEHHbIM dhedeparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTu B
OTHOLIEHMN MPOU3BOACTBEHHOW NIIOWAAKM fEeKkapCTBEHHOro npenapaTa, B Criyyae, ecnv npou3BOACTBO
nekapCcTBEHHOro npenapara ocylecTarnseTcs B Poccuiickon ®eaepaunu;

2) KoMWM NpedoCTaBrieHHOM YMOMIHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAUTENS JIMLEH3UN Ha
NpOM3BOACTBO JIEKApPCTBEHHOrO npenapaTta Ans MeOUMUMHCKOro NMPUMEHEHUS U ee NepeBon Ha PYCCKUA A3bIK,
3aBepeHHble B YCTaHOBMEHHOM MOpa[Ke, a Takke CBeJeHWd O faTe NpefoCTaBreHuMs U pernctpauuoHHOM
HOMepe 3ak/loYeHWst O COOTBETCTBUM NPOM3BOAMTENS JEKAPCTBEHHbIX Cpeacts TpeboBaHMAM npaBuI
Hagnexallen MpoM3BOACTBEHHOM MPAKTUKM, WM KOMUKO cepTuduKkata COOTBETCTBUS MNPOU3BOAUTENS
NeKkapCTBEHHbIX  CpPeAcTB AN MEOUUMHCKOTO  MpUMMeHeHust  TpeboBaHnuMaM  npaBun  Hagnexaiien
NPOV3BOACTBEHHOW  MpakTUKM  EBpPasMnNCKoro  9KOHOMMWYECKOro  COK3a, BbIOAHHBIX  YMOSTHOMOYEHHbLIM
denepanbHbiM OPraHOM UCMOMHUTENBHOW BAaCcTM B OTHOLLEHUU NMPOM3BOACTBEHHOM MMOLLAAKM NEKapCTBEHHOrO
npenapaTa, UM cBefeHua o Aate nNpeaocTaBrneHUst N PermcTpauuoHHOM HOMepe peLLeHUs YNOMHOMOYEHHOro
dhefepanbHOro opraHa UCMOMHUTENBHOW BMacTu O npoBefeHun dapmaueBTUYECKONM MHCMEKLUN NPOM3BOACTBA
neKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHUS Ha COOTBETCTBUE TpeboBaHMSAM NpaBun Hagnexailen
NPOM3BOACTBEHHOW MNpaKkTukn EBpasuinckoro 3KOHOMMYECKOTO COH3a, €CNU MPOM3BOACTBO JIEKAapCTBEHHOMO
npenapaTa ocylecTensieTcs 3a npegenamm Poccunckon ®epepaumn.

(vactb 1.2 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-93)

1.3. MpuHATUE peLIeHVs O BHECEHUN U3MEHEHWI UM 06 OTKase BO BHECEHWU U3MEHEHWIA B JOKYMEHTbI,
codepXallimecss B PErncTpauMoHHOM [OCbe€ Ha 3aperncTpyMpOBaHHbIM JIEKAPCTBEHHbIA Mpenapat  Ans
MEAMLIMHCKOrO MpUMEHeHUs1, B cnyvyae HeoBXOAMMOCTU MPOBEeOEeHUs JKCMepTU3bl KadecTBa NeKapCTBEeHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cpeactB M (MNKM)  OKCNEpPTU3bl OTHOLLUEHWS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBeHHOro npenapara Ans MeAuMLUUHCKOro MPUMEHEHUS OCYLLECTBISAETCA B CPOK, He NpeBbIaoLwmnii
naTugecAaTn paboumx AHen, a B OCTamnbHbIX Cryvasx B CPOK, He MpeBbllarowmuin gecatm paboymx gHew Co AHA
HanpasreHnsa MnocpeacTBOM eAMHOro nopTtana B YMNOMHOMOYEHHbIV defeparnbHbli OpraH MCMOMHUTENbHOM
BNAacTM WNWN MNUYHBLIA KabvHET YNONMHOMOYEHHOro dedeparbHOro opraHa WMCMNOMHUTENbHOW BNacTM B €OUHON
cucTemMe 3asBrneHns O BHECEHUN Taknx N3SMEeHEHUN.

(vactb 1.3 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pea. PenepanbHoOro zakoHa oOT
30.01.2024 N 1-93)

1.4. YnonHoMouYeHHbI edepanbHblili  OpraH MWCNOMHUTENbHOW BractTu C  y4eTOM pesynbTaToB
(hapmakoHaa3opa M NPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAaXOASLWMXCA B rpa)kgaHckoM obopoTe,
YCTaHOBIMEHHBbIM TpebOoBaHWSAM K WX KayecTBy B TeYeHMe [ecsATun paboumx OHEeW CO [OHA MOCTYnneHus
COOTBETCTBYIOLLEN MHOPMaUUKN pasmelllaeT Ha CBoeM oduumnansHoM cante B ceTn "WHTepHeT" cBefeHus o
HeobXoOMMOCTM BHECEHMSI B WHCTPYKUMIO MO MEAMUMHCKOMY MNPUMEHEHMIO JEKapCTBEHHOrO Mpenapara
N3MEHEHN B OTHOLLUEHUN CBEAEHUA O MoKasaHWaX AN NPUMEHEHUS M NPOTUBOMOKA3aHMAX AMs NPUMEHEHUs
NeKapcTBEHHOro npenapaTa, BbIABMEHHbIX MOOOYHbIX AEUCTBUAX, HEXenaTenbHbIX peakumsx npu npumMeHeHun
nekapcTBEHHOro npenapata M HanpaensieT MOAMMCaHHOE YCUMEHHON KBanUMULUUPOBAHHOW 3NEKTPOHHOMN
MOANMUCBLID YBEOOMJSIEHWE B JMYHBLIN KabOWHET 3asiBUTENS B €OMHOM CUCTEME, a TaKkKe B JIMYHblE KabMHEeTbI
3asBUTENIEn B €OMHOM CcuUcTeMe, SBMSIOWUXCS OepXaTensamu wunv  Bnagenbuamu  perncTpaumoHHbIX
YOOCTOBEPEHMI B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MNpenapaToB (MM YNOJTHOMOYEHHBLIX UMW APYTUX
IOPUANYECKNX NNL).

(yactb 1.4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03; B pen. PepepanbHOro 3zakoHa oOT
30.01.2024 N 1-03)

1.5. [epxaTtenb unv Brnageney perMcTpaumoHHOro yYaOCTOBEPEHUS NEKAPCTBEHHONO Mpenapara, a Takke
aepxatenu unu  Briagenbubl  PErnCTPaUMOHHBLIX  YOOCTOBEPEHMI  FIEKAPCTBEHHbIX MpenapaTtoB  (Unu
YMNOIHOMOYEHHbIE VUMW Opyrue puanyeckue nuua), KoTopble SABNATCA B3auMo3aMeHsieMbIMK, 065A3aHbl
HanpaBWTb B NIUYHbIA KAOMHET YNONMHOMOYEHHOrO dhedeparnbHOro opraHa UCMONTHUTENLHOW BNacTy NognucaHHble
YCUNEHHBIMN  KBaNMPULNPOBAHHBIMM  3NIEKTPOHHBIMW  MOAMNUCSIMU  3asBIEHNST O BHECEHUN W3MEHEHU B
OOKYMEHTBI, cofepXalluecsa B permcTpauMoHHbIX JOCbe Ha 3aperncTpyMpoBaHHbIE NIEKApCTBEHHbIE MpenapaThbl
AN MeOMLUMHCKOTO MPUMEHEHUs, B OTHOLUEHUN CBEAEHWUA, YKa3aHHbIX B WHCTPYKUUM MO MeAULMHCKOMY
NPUMEHEHNIO NEKApPCTBEHHbIX MpenapaToB, B TeYEeHWe Ccopoka pabounmx [JHeW Cco [HA  NOoNyyYeHus
YNOMHOMOYEHHbIM (heaepanbHbIM OpraHOM MCMOMHUTENBHOW BNACTU 3NEKTPOHHOIO YyBEAOMIIEHUSA O MONyYeHUN
Jepxatenem unu BnagenbueM pPerucTpauMoHHOrO YAOOCTOBEPEHWs NeKapCTBEHHOro npenaparta (unu
YMONTHOMOYEHHBLIM UM OPYrUM IOPUAMYECKUM NTMLOM) MHAOPMaLUMK, yKa3aHHOW B YacTu 1.4 HAcTosILLEN cTaTbu.
[aHHoe TpeboBaHWe He pacnpoCTpaHAETCs Ha CllyvYan BHECEHUS B MHCTPYKLMIO MO MEAMLUHCKOMY MPUMEHEHMIO
NIEKapCTBEHHOro npenaparta M3MEHEHUN B OTHOLUEHWM HOBbIX MOKAa3aHWA ONS1 NPUMEHEHUST NleKapCTBEHHOIo
npenapaTa Ha OCHOBaHUWN pPe3ynbTaTOB COOTBETCTBYHOLLMX UCCIIEL0BaHNN.

(yactb 1.5 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 475-03; B pen. PepepanbHOro 3zakoHa OT
30.01.2024 N 1-03)

2. PelleHne O npoBeOeHMM IKCMepTU3bl KayecTBa NeKapCTBEHHbIX Cpeacte W (Mnn) aKcnepTuabl
OTHOLUEHMST OXWOAEMOW MOoMb3bl K BO3MOXHOMY PWUCKY TNPUMEHEHUSI FeKapCTBEHHOro npenapata Ans
MEeOULMHCKOTO NMPUMEHEHUST NPUHMMAaETC B COOTBETCTBUU C YTBEPXKOEHHOW YMONHOMOYEHHbLIM deaepanbHbIM
OpraHoM WCMOSTHUTENbHOW BnacTu knaccudumkaumen M3MeHEHUN, BHOCMMbIX B AOKYMEHTLI, COAepXKalimecs B
PErMcTpaLMOHHOM [0Che Ha 3aperMcTpUpoBaHHbIA NekapCTBEHHbIV Npenapar.

(4acTb 2 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

3. 3aaBuTenb BrnpaBe MNpeacTaBuUTb MO COOBCTBEHHOW MHMLMATUBE BMECTE C 3asiBIEHNEM O BHECEHUU
U3MEHEeHNA B JOKYMEHTbI, COAepXallmecs B perucTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN
npenapat Agns  MeAWUMHCKOrO  MPUMEHEHWS,  PEKBM3UTbI  [OKYMEHTOB, MNoOATBepXAawwmx  ynnarty
rocy0apCTBEHHON [OLNWHBLI 32 BHECEHWE B [OKYMEHTbl, COAepXallMecs B PEerucTpaumoHHOM Jocbe Ha
3aperncTpuUpoBaHHbIN JIEKAPCTBEHHBIA MNpenapaT AN MeOWLMHCKOrO MPUMEHEHUS, U3MEHEHUN, Tpebyrowmx
NPOBELEHNSA SKCMEPTU3bI NIEKAPCTBEHHbIX CPEACTB B YaCTU IKCMNEepPTU3bl KayecTBa NEKAPCTBEHHOIO CPeACcTBa U
(M) 3KCNepTM3bl OTHOLLEHMSI OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEKapCTBEHHOro
npenapata Ansg MeOULMHCKOTO MNPUMEHEHUs), FOCYQApPCTBEHHOW MOLWWHbLI 3a BHECEHWEe B [JOKYMEHTbI,
cogepXawmecss B pPerMcTpauyMoHHOM [OOCbe Ha 3aperMcTpuMpoBaHHbLIN NEKapCTBEHHbIA npenapaT Aans
MEOULMHCKOTO NMPUMEHEHMS, U3MEHEHUI, HE TPebyLWNX NPOBEAEHNST 3KCMEPTU3bI NTEKapCTBEHHOIO CPeaAcTBa, a
TaKke BbldaBaemble (MpefocTaBMnsieMble) YMNOMHOMOYEHHbIMU beaepanbHbIMU OpraHaMyn  UCMNOSNHUTENbHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BNacTuM [AOKYMeHTbl (cBefeHud), ykasaHHble B 4actax 1.1 m 1.2 HacTosiwen crtateu. B cnyyae wux
HenpeacTaBneHNs YNOMHOMOYEHHbIN deaeparnbHbii OpraH MCMOMHUTENbHON BNAacTu 3anpallnBaeT yKa3aHHble
OOKYMEHTbI (CBEeAEHNS) B NOpsaKe MeXBeAOMCTBEHHOIO MH(DOPMAaLIMOHHOIO B3aUMOAENCTBUS.

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

4. B TeuyeHue nsSTU paboumx OHEl CO AHS MOCTYMIEHWsl YKasaHHOrO B 4acTu 1 HacToslleln craTbi
3asBNEHUSI U HEOBXOANMBIX JOKYMEHTOB YNOSTHOMOYEHHbIN dheaeparnbHbIii OpraH UCNOSTHUTENbHOW BNacTu:
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) npoBOAUT MPOBEPKY MOJIHOTbI N AOOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBUTENIEM MaTepuanax;

2) NpuHMMaeT pelleHVe O MNPOBEAEeHWMM YKasaHHbIX B YacTu 2 HacTosiel cTaTbW COOTBETCTBYHOLLMX
9KCMepTU3 NeKapCTBEHHOrO cpecTBa Unn 06 OTkase B UX NPOBEAEHUU;

3) HampaBnsieT B §WYHbIN  KabvHeT 3adBuTenss B e€OVHOM CUCTeMe MOoAMNMMCaHHOE  YCWUIEHHOW
KBanuuuUpoBaHHON 3MNEKTPOHHOW MOAMUCHID YBEAOMIIEHWE O MPUHATOM pELUeHMU UMM B Cryvae NpUHATUS
peleHus o6 oTkase B NPOBEAEHNM COOTBETCTBYHOLLIEN SKCMEPTU3bI C YKa3aHNEM MPUYUH TAaKoro oTkasa.

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

4.1. B cny4yae BbIIBNIEHUS HEJOCTOBEPHOCTU CBEAEHUN, coaepKallnxca B NpeacTaBneHHbIX 3asBuTenem
MaTepuanax, yrnoflHOMOYEHHbI dheaepanbHbI opraH UCNOMHUTENBHOW BNacT HanpaeBnsaeT B NIMYHbLIN KabuHeT
3asBMTENss B eAMHOW cucTeme 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeOEeHWN, NOAMUCAaHHbIA  YCUNEHHON
KBannMuUUMpoOBaHHON 3NEKTPOHHON NOAMUCHIO.

(vacTb 4.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

4.2. 3asButenb 00s13aH HanpaBuWTb B JINMYHbIN KaOWHET yMONHOMOYEHHOro defepanbHOro opraHa
UCMOMNHUTENbHOW BfacTM B €4WHOW CUCTEME MNOAMUCAHHBLIA YCUIEHHOW KBannduUUUMPOBaAHHOW 3NEKTPOHHOW
noanncblo OTBET Ha 3anpoc YMNONMHOMOYEHHOro bedepanbHOroO OpraHa WMCMOMHUTENbHOW BRACcTU B CPOK, He
npesbilIaLWNA  AeBsHOCTa pabounx OHEW CO OHsI MOSydeHUs YMNONHOMOYEHHbIM deaeparnbHbiM OpraHoM
UCNONMHUTENBHOM BNACTU SMEKTPOHHOro YyBeOOMIEHUs O MOofydYeHuu 3asdBuTeneMm AaHHoro 3anpoca. Cpok,
yKa3aHHbIi B 4acTu 4 HacTodAWwen cTaTby, NPUOCTAHABNMBAETCS CO [AOHS HanpaBneHus B NNYHbIA KabuHeT
3aaBuUTens B eQMHOM cUCTEMe 3arnpoca YNonmHOMOYEHHOro defepansHOro opraHa UCNOSTHUTENbLHOW BRacTu Ao
OHSA HanpaBfeHus B NWYHbIA KabWHET YMONMHOMOYEHHOro dyefepanbHOro opraHa WUCMONHUTENbHOW BNacTu B
€[MHON cucTtemMe OTBeTa Ha AaHHbIA 3arnpoc U He YYUTbIBAETCHA NMPU MCYUCIIEHMM CPOKa MPUHATUSA pPeLUeHust O
BHECEHUM M3MEHEHUN B [OOKYMEHTbl, coaepXaliMecss B PerncrpaumoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN NpenapaT Ans MeAULUMHCKOro NpUMEHeHUs.

(yacTb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. OcHoBaHveM Ons oTkasa B NPOBEAEHUN YKa3aHHbIX B YacTU 2 HACTOSLEN CcTaTbi 3KCNepTU3 ABNSeTCS
npeacTaBrneHne OOKYMEHTOB, NepeyvucrieHHbix B yacTtsax 1 m 3 Hactoswen craTbu, B HEMofiHOM obbeme,
HenpeacTaBreHne 3asBUTENEM B YCTaHOBIEHHBIN CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosien ctaTbu
3anpoc YNorHOMOYEHHOro pbefepansHOro opraHa WCMOMHUTENbHOW BNactu, a Tawkke OTCYTCTBME B
npeacTaBrneHHbIX [OOKyMEeHTax [AOCTaTOYHbIX CBedeHWW, MOATBepXaalwmux HeobxoaumMoCTb BHECEHUS
N3MEeHeHNn, WnNu OTCYTCTBME UHAOpMaLuUK, noaTeepxaaroLwen akT ynnaTbl rocyAapCTBEHHbIX MNOLUMNH,
yKa3aHHbIX B 4acTu 3 HacTosLWEen CTaTbm.

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKasaHHble B YacTu 2 HacCTOSILLEN CTaTbW 3KCNEpPTM3bl NMPOBOAATCS B NOpsAKe, yCTAHOBIEHHOM CTaTben
23 HacTosiuero PenepanbHOro 3akoHa.

7. B cpok, He npeBbIWaLWmMin N9T paboumx AHeW Co OHS HanpaBrieHus NocpeacTBOM eAMHOro nopTtana B
YMONIHOMOYEHHbIN bedepanbHbIfl OpraH WCMNOMIHUTENbHOW BMacTU WU fWYHbIA KabuHeT YMNOSIHOMOYEHHOro
denepanbHOrO  opraHa WCMOMHMTENbHOW BNactTu B €AMHOMW  CUCTeMe  NOAMUCAHHBIX  YCUNEHHbIMU
KBanMMUUUPOBAHHLIMA  ANEKTPOHHBLIMW  NOAMUCAMM  3aKIKOYEHUA KOMWCCUA 3KCMEpPTOB MO pesynbTaram
YyKa3aHHbIX B YaCTW 2 HACTOsLLEN CTaTbM 3KCNEepTM3, YNONHOMOYEHHbIW dheaepanbHbll OpraH UCNONMHUTENBHON
BNacTu:

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

1) NPUHMMAET peLLeHNEe O BHECEHNM U3MEHEHUI B JOKYMEHThI, CoAepXKalunecs B perncTpauMoHHOM 40Ckbe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Ha 3apeFMCTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapat Ana MeauumHCKOro npuMeHeHusa, unm 00 oTkase BO
BHECEHMWMW TaKNX N3MEHEHWIA;

2) BHOCWUT B roCy[apCTBEHHLIN peecTp feKkapCTBEHHbIX CPEACTB Ha OCHOBaHWM PELUEHMSI O BHECEeHWUU
N3MEHEHWU B LOKYMEHTbI, COAEpXKaLLMECs B PErMCTPALMOHHOM LOCbE Ha 3aperMcTPUpPOBaHHbIN NIEKapCTBEHHbIN
npenapaT Ans MeauLMHCKOro NpMMeHeHusl, Heo6XoaUMble U3MEHEHUS;

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

3) BbldaeT 3asiBUTENI0O HOBOE PErncTpaumoHHOE yOOCTOBEPEHME NEKaApCTBEHHOro npenapara B Criyyae
U3MEeHeHNs CBeeHUN, COAepXaLlMxca B HEM, NyTeM HanpasreHusi 3asBUTEN0 NOCPeaCTBOM €AMHOro noprana
U1 B NUYHBIA KabWHET 3aaBUTENS B eQMHON CUCTEME BbIMUCKU U3 rOCY4apCTBEHHOrO peectpa NeKapCTBEHHbIX
cpeacTs, NOANUCAHHOW YCUIMEHHON KBanMUUMpoBaHHOW 3MEKTPOHHOM NOAMNUCHIO.

(n. 3 BBegeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-903; B pen. PenepanbHoro 3akoHa oT 30.01.2024 N
1-03)

8. OcHoBaHVeM ans oTkasa BO BHECEHWUM U3MEHEHWIA B JOKYMEHTbI, coaepkalumMecss B perncTpaunoHHOM
JOCbe Ha 3aperucTpupoBaHHbIi JEKapCTBEHHbIA Mpenapat Ans MeauUMHCKOrOo MNPUMEHEHWs, SIBNsSieTcs
3aKII0YEeHMEe YMOSTHOMOYEHHOIO (oefepasibHOr0 opraHa MCMONHMTENbHOM BRacTu O BO3MOXHOCTM CHVKEHUS
6e30nacHOCTU, kayecTsa, apdEeKTUBHOCTY NEKapCTBEHHOIO CPeACTBa B Cryvae BHECEHUS TakMX U3MEHEHW.

9. OonyckaeTtcst obpalleHve nekapCcTBEHHbIX NMpenapaToB ANS MeOUUMHCKOrO NPUMEHEHNs OO0 UCTeYeHUs
CpoKa rofHoCTH, NPou3BefeHHbIX B TeYEeHNe cTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONMHOMOYEHHbLIM
defepanbHbIM - OpPraHoM  WCMOSTHUTENbHOW  BIlacTU  pelieHnss O BHECEHUN W3MEHEHWA B  [OKYMEHTbI,
cofepxalumecs B permctpaumoHHOM [0Cbe, B COOTBETCTBUM C UH(popMaumen, copepxallenca B AOKYMEHTax
perMcTpaumoHHOro OChE Ha NeKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro PeLLUEeHUs.

(vactb 9 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MNpaBuTtenbctBo Poccuiickon Pepepauun BnpaBe YCTaHOBUTb QCOBEHHOCTU BHECEHWSI U3MEHEHWUA B
OOKYMEHTbI, coaeprKallmnecs B perMcTpaumMoHHOM A0Cbe Ha 3apermcTpuUpoBaHHbIN NIEKAPCTBEHHbIV NpenapaT 4s
MEOMLMHCKOrO MPUMEHEHUd, B cryvyae AedeKTypbl UM pucka BO3HWKHOBEHUS AeekTypbl NeKkapCTBEHHbIX
npenapaTtoB B CBA3W C BBeAeHWeM B OTHoweHun Poccuiickon ®denepauum  OrpaHUYMTENbHBIX  Mep
3KOHOMMYECKOro XapakTepa.

(yactb 10 BBegeHa depepanbHbiM 3akoHoMm oT 08.03.2022 N 46-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
MonoxeHus cT. 31 (B pea. P3 ot 30.01.2024 N 1-93), kacarowmecs npeaocTaBNeHNs roc. YCryr nocpeacTsoM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

Cratba 31. BHeceHMe M3MeHeHUM B AOKYMEHTbI, coAaepXaliuecs B perucTpayMoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN Npenapar AnsA BeTepUuHaApHOro NnpMMeHeHus

1. B uensx BHECEHVS W3MEHEHUA B [OOKYMEHTbl, COAepXalliMecs B pPerucTpauMoHHOM [OoCbe Ha
3aperMcTpUpoBaHHbIA NEKAapPCTBEHHbBIN NpenapaTt ANd BeTePMHAPHOro NpUMeEHEHus, aepxaTenb Unv Briagenewy
pervcTpaumnoHHOro yaoCcToBepeHNs NekapCTBEHHOMO nNpenapara UM yrnonHOMOYEHHOe UM Apyroe opuanyeckoe
nMuo (manee B HacToslWwen cTaTbe - 3asBWUTEnb) HanpaenseT MoCpeAcTBOM €AMHOro nopTtana B
YMOSTHOMOYEHHbIN dhegepanbHbIn opraH UCMNOMNHUTENBHON BMNacTu noanucaHHoe ycuneHHomn
KBannMUUUPOBAHHON 3NEKTPOHHOM MOAMNWUCBbI0 3asiBMEHME O BHECEHWM TakuxX W3MeHeHWh no dopMe,
YCTaHOBMEHHOW YMOSIHOMOYEHHbIM ddefeparbHbiM OPraHOM MCMOSTHUTENBHOW BacTu, U npuraraeMble K HEMY
M3MEHEHNs B yKa3aHHble JOKYMEHTbI, @ TakKe AOKYMEHTbI, nogTeepxaatLme HeobxoaumocTb BHECEHUS TaKMX
nameHeHu. Npn HeobXxoaMMOCTM BHECEHUS M3MEHEHUN B [OKYMEHTbI, coaepXalimMecs B perncrpalyoHHOM
0OoCbe Ha 3aperncTpuMpoBaHHbIN NEeKapCTBEHHbLIM npenapaTt ANnd BeTepUHapHOro MNpUMEHeHus, B Cry4asx
N3MeHeHnss 1 (MnNn) JONONHEHNSA NPOU3BOACTBEHHOWN MITOLLAAKN NEKapCTBEHHOIO CPeacTBa, a Takke N3MeHeHNs
rokasaTesnien kayecTBa NeKapCTBEHHOTO npenapara Ans BETEPMHAPHOIo NpMMEHEHMS 1 (MNn) METOA0B KOHTPONS
KayecTBa flekapCTBEHHOrO npenapata ANsd BETEPUHapHOro MNPUMMEHEHUsT 3asiBUTENb  OOMOSTHUTENbHO
HanpasnseT NocpeaCTBOM €4ANHOro noprtana B YNnoSIHOMOYEHHbIN hefepanbHbIi OpraH UCMONHUTENbHOW BRacTU
cnegyroLne JoKyMeHTbl (CBeaeHus):

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-93, ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) cBegeHua O pgaTe npedocTaBNeHUs M PErucTpauuoOHHOM HOMepe INUUEH3MM Ha NpOM3BOACTBO
nekapCTBEHHbIX CPEeACTB, NPeAoCTaBeHHON NPOM3BOAMTENIO NEKapCTBEHHOrO npenapaTta Ans BeTepuMHapHOro
NPUMEHeHUs, ANA POCCUNCKUX NMPOn3BoaUTENEN;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

2) cBefdeHus O pfaTte MpegocTaBfieHUss M PErucTpauMoOHHOM HOMEpe JIMUEH3MU Ha MNpPOM3BOACTBO
NEeKapCTBEHHbIX CPeacTB, NPenoCTaBIEHHOW MPOM3BOAUTENO hapMaueBTMYECKOM cyOCcTaHumu, BXOAsLWEeEn B
COCTaB fekapCTBEHHOrO npenapara Ans BeTepMHaPHOro NpUMEHeHUs, Ans POCCUNCKMX NPOU3BOAUTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

3) Konusi [OOKYMEHTa, BblOAHHOTO YMOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOW3BOAUTENS AN KaXkOaow
MPOV3BOACTBEHHON  MIOWAAKXA  NEKapCTBEHHOro npenapata [AnA  BETepUHApHOro  MPUMEHEHUs U
noaTBepXAaloLlero COOTBETCTBME MPOU3BOAMTENS NeKapCTBEHHOro npenapata TpeBoBaHWAM  MNpaBum
Hagnexallen NpousBOACTBEHHOW MPaKTUKM, U ero NepeBof Ha PYCCKUN A3bIK, 3aBepeHHble B YCTaHOBMEHHOM
nopsake, a Takke KOMWUS 3aKMYeHUs O COOTBETCTBUM NPOU3BOANUTENS NEKApPCTBEHHbLIX CpeAcTB TpeboBaHUSAM
npaBui Haanexallei NPOM3BOACTBEHHON MPAKTWKM, BblAAHHOMO YMONHOMOYEHHbIM dedeparnibHbIM OpraHoM
UCMONMHUTENbHOW BracTM AN KaXaoW NpOW3BOACTBEHHOW NIOLWAAKM JIEKapCTBEHHOrO rMpenapata [Aafis
BETEPMHAPHOrO TMPUMEHEHUs, NMBO KOMWA pPeLleHUss O MPOBEAEHUU WHCMEKTUPOBaHUA MPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, NMPUHATOrO YNOMHOMOYEHHbIM heaepanbHbiM OpraHoM UCMOMHUTENbBHOW BRacTu Ans
Ka)KOOM MNPOW3BOACTBEHHOW NIOLIAAKM JIeKapCTBEHHOro npenapata [Ans  BeTEepUHaApPHOro MpUMEHEHMs.
YkazaHHble [AOKYMEHTbl MPeAcTaBnAlTCa B Clyyae, ecriv NPOW3BOACTBO JeKapCTBEHHOro npenapata ans
BETEPMHapHOro NpYMEeHEeHUs ocyLlecTBRsieTcs 3a npegenammn Poccuiickoi ®egepaumu;

4) xonusa OOKyMeHTa, BblAAaHHOMO YNOMHOMOYEHHBIM OpraHoOM CTpaHbl NPOU3BOAUTENS hapMaLeBTUYECKON
cybcTaHuumM 1 NoATBEPXKAaloLLero COOTBETCTBUE NPOU3BOAMTENSA (hapMaLeBTUHECKON CybCcTaHUmMK, BXOAsLLEN B
COCTaB JleKapCTBEHHOro npenapaTta Ans BeTEepPUMHAPHOro NPUMEHEHWs, TpeboBaHWsM [OpaBwuil Haanexallewn
NPON3BOACTBEHHOW MPAaKTUKW, U €ro NepeBof Ha PYCCKUWA NA3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpsiake, B
cnydae, ecrnv npou3BOACTBO hapmaueBTUYECKOM CyOCTaHUMM OCyLLecTBnsieTca 3a npedenamu Poccumnckon
depepayuu.

(vactb 1 B peq. PenepansHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus v (Mnv) OOMONTHEHMS NMPOU3BOACTBEHHOW NIOLLAAKN FIEKApPCTBEHHOIO CPeacTBa
OOKYMEHTBI, yKa3aHHble B YacTu 1 HacTOsILLEN CTaTbW, NPEACTABNSATCS 3asBUTENEM B OTHOLLIEHUM N3MEHAEMOMN
n (Mnn) [OMoNHAEeMOM NPOW3BOACTBEHHOW MNNOLAAKMA JEKapCTBEHHOro cpeacTtea. PeleHne o BHeceHun
N3MEeHEeHU B AOKYMEHTbI, Coaepxallmecs B perucTpaumMoHHOM AOCbe Ha 3aperMcTpupoBaHHbIV NeKapCTBEHHbIN
npenapaTt Ansi BETEPUMHAPHOrO MNPUMEHEHWUsl, N o6 oTKkase B MX BHECEHWW TMpPUHUMAETCs B Crydae
HeOOXOAMMOCTU MPOBELEHUS] IKCMEPTU3bl JIEKAPCTBEHHOrO CpeAcTBa B CPOK, He MpeBbILALWMIA OEBAHOCTA
pabounx OHEN, a B oCcTarbHbIX Cry4asix B CPOK, HE MPEeBbILLALWMIA TpuaLaTn pabovmx AHEN Co AHA HanpaBreHns
nocpeacTBOM €4UHOro nopTana B YyNoSIHOMOYEHHbIM heaeparnbHbIi OpraH UCNOMHUTENbHOM BRacTu 3asiBfieHUs
O BHECEHUN TaKUX N3MEHEHUN.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
30.01.2024 N 1-03)

1.2. B cnyyae peopraHusaumMu f[epxatena unuM Bnagenbua perncTpauyoHHOro  yAooCTOBEpPEHUS
nekapCTBEHHOro npenapata ANd  BETEpUHapHOro MnpuMMEeHeHus, pasdpaboTumMka wunu  npousBoauTens
NeKkapCTBEHHOro npenapaTta A BETEePUHapPHOro NPUMEHEHWsT B 3asBfieHMM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, coaepalumecs B permcTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NekapCcTBEHHbLIN nNpenapar Ans
BETEPMHAPHOrO  MNPUMEHEHUs,  yKasbiBalOTCH  [aHHble  JOKYMEHTa, MOATBEPKAAIWeEro  BHeCeHue
COOTBETCTBYIOLUMX W3MEHEeHWA B EAMHBIN rocyaapCTBEHHbI peecTp puanMdecknx nuy (ans opraHusauumn,
3aperncTpupoBaHHbIX Ha Tepputopun Poccuiickon ®depepauun), v MHOMO OOKYMEHTa, MOATBEpPXAatoLero
peopraHv3aumio lprManu4eckoro nuua (4nd opraHnsauuin, He 3aperucTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®enepaumn). 3asBneHne 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI, COAepXalimecs B perMcTpaumoHHOM AoCke Ha
3aperucTpuUpoBaHHbLIA NEeKapCTBEHHLIV npenapaTt Ans BeTePUHapHOro MpUMEHEHUs, N npunaraemble K Hemy
OOKYMEHTbI  HanpaBsrnalTCcs MNOCPEACTBOM €AMHOro nopTana B YMNONMHOMOYEHHbLIW dedepanbHblid - opraH
NCMONHWUTENBHON BriacTM He No3gHee Yem yepes TpuauaTb paboumx OHEeN CO AHHA BHECEHMS COOTBETCTBYHOLLMX
N3MeHeHnn B EQMHbIN rocyaapCTBEHHbIV PEECTP HPUANYECKUX NNL, (018 OpraHn3aumii, 3aperMcTpMpoBaHHbIX Ha
TeppuTtopun Poccuiickon ®egepaumm) unm co AHS NPUHATUSE COOTBETCTBYHOLLErO JOKYMEHTa, NoATBEPXAAOLWEro
peopraHu3aumio lopManu4eckoro nuua (4na opraHnsauuin, He 3aperucTpupoBaHHbLIX Ha Tepputopun Poccumnckon
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

depepaumun). B cnyyae peopraHvsaumm fpepxatens wunuv Brnagenbula perMcTpauMoHHOrO yAOCTOBEPEHUS
niekapCTBEHHOrO npenapaTa A58 BETEPUHapPHOro NPUMEHEHUS 3asiBNEHNE O BHECEHUWN U3MEHEHWI B JOKYMEHTHI,
cofepxaiwimecs B PErMcTpauMoHHOM [OCbe Ha 3aperucTpypOBaHHbIA  NEKApCTBEHHbIN npenapart  Ang
BETEPMHAPHOrO MPUMMEHEHUS, NodaeTCcs PUOANYECKMM NULOM, KOTOPOMY B XOAE peopraHusauum nepegaHo
npaBo BNageHnsa Takum perncTpaunoHHbIM YOOCTOBEPEHMEM.

(vactb 1.2 BBegeHa PepepanbHbiM 3akoHom oT 02.08.2019 N 297-03; B pen. depepanbHOro 3zakoHa oOT
30.01.2024 N 1-93)

2. B cny4yae BHECEHUS W3MEHEHMN B [OOKYMEHTbl, COAepXaliMecss B PerncrpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHBIN Npenapat And BeTEepMHApHOro NMPUMEHEHUs, B OTHOLUEHWM CBeOeHUNn,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "¢", "X" nyHkrta 7 yactn 3 ctatbn 17 Hactoswero ®eaepansHoOro
3aKOHa, U3MEHEHUS U (MIK) JOMOSTHEHMS NPOW3BOACTBEHHON NIOLLAAKN NEKAPCTBEHHOrO CPEACTBa, a Takke B
crnyyae n3MeHeHus nokasaTenen kKayecTBa JieKapCTBEHHOIO nNpenapara 418 BETEPMHAPHOIO NPUMEHEHUS 1 (MnK)
METOAOB KOHTPOMs KayecTBa JieKapCTBEHHOro npenapata Ans BeTEepMHapHOro MNPMMEHEHWS MNPOBOAUTCS
3KCMnepTM3a NIEKapCTBEHHOrO CpeacTsa Ansi BETEPUHAPHOro nNpuMeHeHuns. B cnyyae HeoOXoauMMOCTM BHECEHUS
WHbIX M3MEHEHWA B [OOKYMEHTbl, COAepXaliMecss B pPerucrpaumMoOHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN npenapaT Ans BETEPUMHAPHOro MPUMEHEHUd, 3JKCrNepTM3a NeKapCTBEHHOro cpeacrsa Ans
BETEPMHAPHOIO NPUMEHEHMWS HE NMPOBOANTCS.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. 3aaBuTenb BrnpaBe MNpeacTaBUTb MO COOBCTBEHHOW MHMLMATUBE BMECTE C 3asiBIEHNEM O BHECEHWUU
NU3MEHEeHNA B JOKYMEHTbI, COAepXaLlmecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbIN NeKapCTBEHHbIN
npenapat [And BeTEepUMHapHOro NPUMEHEHWs, PEeKBU3UTbl  JOKYMEHTOB, nNoATBeEpXAaloLlux  ynnaty
rocyapCTBEHHOW MOLUMHBLI 3@ BHECEeHWe B [OOKYMEHTbl, coAepXalluecs B perucTpaumoHHOM [JOoCbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIA NpenapaT Afi BETEPUMHAPHOIO MPUMEHEHUS, U3MEHEHUN, Tpebyrowmx
NpoBeLEeHNSA KCNepPTU3bl NEKAPCTBEHHOIO CPEeACTBa, UMM U3MEHEHUI, HEe TPebyroLNX NPOBEAEHUS SKCMEPTU3bI
nekapcTBeHHOro cpegctea. B cnyyae HeobGXOOMMOCTM  UM3MEHEHMS  CBEOEHWUW, CcoAepXalumxca B
perncTpaumoHHOM yOOCTOBEPEHMM FEKApCTBEHHOro npenapata [Ans BeTEepUHaApHOro MpPUMEHEHUs, C
3asiBMeHNEM, yKa3aHHbIM B 4YacTu 1 HacTOsILLEeN cTaTbW, 3asiBUTENb BMpaBe MNPeAcTaBUTb MO COOCTBEHHOMN
UHUUMATMBE pPEeKBU3UTbI [JOKYMEeHTa, noATBepXAarwLlero ynnaTty rocygapCTBEHHOW MOLWMWHLI 3a Bblgavy
pPeErncTpaumoHHOro YyAOCTOBEPEHUS JEeKApCTBEHHOrO npenapaTta. 3asBuTenb BnpaBe MpeacrtaBuTb MO
COOCTBEHHON MHULMATUBE CBEAEHMSI O JNIMLEH3USIX, YKadaHHble B NyHKTax 1 n 2 yactm 1 HacTosilen ctaTbu, a
TaKke BblgaBaemble YMNOMHOMOYEHHbIMU heaepanbHbIMU OpraHaMu MUCMOMHUTENbHOM BracTM LOKYMEHTbI,
yKasaHHble B nNyHKTe 3 4yactu 1 HacToswen ctatbn. B crnyvyae HenpencTtaBneHUs yKasaHHbIX [OOKYMEHTOB
(cBegeHuin) YNOMHOMOYEHHbIM deaepanbHbIi  OpraH WCMOMHUTENbHOW BnacTW 3anpalmBaeT YyKasaHHble
OOKYMeHTbI (CBeeHus1) B NOpsSaKE MEXBEAOMCTBEHHOINO MHAOPMAaLIMOHHOIO B3aMOAENCTBUS.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-93)

4. B cpok, He npeBblWawWmii gecatn paboumx OHEW CO AHsI MOCTYMNEHUs ykazaHHOro B 4Yactu 1
HacToOsILLEN cCTaTbW 3as\BMEHUss M HeOOXOAMMbIX [OOKYMEHTOB, YMOMHOMOYEHHbIA dedeparnbHbii  OpraH
WCMNONHUTENbHON BNacTu:

1) nNpoBOAMT NpPOBEPKY MOMHOTHI M LOOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3asgBUTENEM JOKYMEHTAX;

2) NpPYHUMAaEeT pelleHne O TMpPOBEAEHWMM 3KCMEepPTU3bl JIEKAPCTBEHHOrO CpeAcTBa Afsl BeTEPUHAPHOro
NpUMeEHeHNs UK 06 oTkase B ee NpoBeaeHUY;

3) HanpaBnsieT  NOcpeacTBOM  edMHOro  nopTana  3asBUTEN0  NOAMNUCAHHOE  YCUIEHHOW
KBanMuUMPOBaHHON 3MEKTPOHHOM NOAMUCHI0 YBEAOMIIEHME O MPUHATOM PELUEHWMU UMK B Cryvae MPUHSATUS
pelleHns o6 oTkase B NMPOBEAEHUN IKCNEPTU3bI FIEKAPCTBEHHOTO CpeacTBa Ansi BETEPUHAPHOIO NPUMEHEHUS C
yKa3aHnem npuyvnH 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 MUCMONHUTENbHOW BRacTu
HanpaBnseT nocpeacTBOM €eOuHOro nopTtana 3asBuTento 3anpoc 00 YTOYHEHWM YKasaHHbIX CBeOeHWN,
NOANUCAHHBIN YCUNEHHON KBannULMPOBAHHOW 3NEKTPOHHOWN NOAMNUCHIO.

(vacTb 4.1 B peq. ®enepansHoro dakoHa ot 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4.2. 3aaBuTenb o0b6sd3aH HanpaBWTb MOCPEACTBOM €4MHOro rnopTtana B YMNOMHOMOYEHHbI deaeparnbHbIN
opraH UCNOMHUTENBLHOM BriacTU MOAMUCAHHBLIN YCUNEHHOW KBanU@UUMPOBaAHHOW 3MEKTPOHHOW MOAMUCHIO OTBET
Ha 3anpoc YMNofIHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOMW BNAcCTU B CPOK, HE MpeBbillalowmii
AeBsiHocTa paboumx AHeW CO AHA MOMyyYeHUst YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoM MWCMONHUTENbHON
BNacTU 3NEKTPOHHOro yBeIOMNEHNS O NoMyvYeHuun 3aaBuTenemM gaHHoro 3anpoca. Cpoku, ykasaHHble B 4actu 1.1
HacTosLen cTaTbu, NPUOCTAHaBNUBAKOTCA CO OHA HanpasreHus MOoCpeACTBOM edMHOro noprana 3asiBUTEnNto
3anpoca ynornHOMOYeHHOro peepanbHOro opraHa UCNONHUTENbHOW BNacTU A0 AHSA HarnpaBneHns nocpeacTBoM
€[IMHOro nopTtana B ynonHOMOYEHHbIN hefepanbHbI OpraH UCNONTHUTENBLHOW BracTy OTBETa Ha AaHHbIN 3anpoc
N He Y4YUTbIBAOTCA NPU WUCHUCIIEHUN CPOKa MPUHATUSA pPELUEeHWS O BHECEHWUW W3MEHEHWA B [OOKYMEHTHI,
cofepxaiwimecsas B PeErucTpaumoHHOM [OCbe Ha 3aperMcTpvpoBaHHbIM  fEeKapCTBEHHbIN npenapart  Ang
BETEPMHAPHOro NPUMEHEHUS.

(4acTb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5. OcHoBaHnem ana OoTKada B npoBeaeHUU 3KCNepTu3bl NIeKapCTBEHHOro cpencrtBa And BeTepuHapHOro
NpUMeEHeHNs SIBNSETCA NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 u 3 HacTosiwen ctatbn, B HEMOMHOM
obbeMe wunNM OTCYTCTBME B NPEACTABIEHHbLIX [OKYMEHTax [JOCTaTOuYHbIX CBEOEHWUA, MNOATBEPXKAAOLLMX
HeOOXOAMMOCTb BHECEHUSA M3MEHEHUI, MO0 HENpPeACTaBEHVE 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha
yKasaHHbIN B YacTu 4.1 HacTosilwen ctaTtbu 3anpoc YNONHOMOYEHHOro deaeparibHOro opraHa UCNoSTHUTENbHOM
BnacTu.

(B peq. PenepanbHoro zakoHa ot 04.06.2018 N 140-$3)

6. OKcnepTM3a NekapcTBEHHOrO CPEACTBA AN BETEPUHAPHOTO NPUMEHEHNS B LIENSX BHECEHWUSI U3MEHEHWIA
B JOKYMEHTbI, COAepXallumecs B perMcTpaumMoHHOM AOCbe Ha 3aperncTpMpoBaHHbINA NeKapCTBEHHbIM NpenapaT
Ons BeTEepUHAPHOro MPUMEHEHUs, OCYLLEeCTBNSEeTCA B MOpsSAKe, YCTAHOBMNEHHOM cTaTben 24 HacTosiwero
depepanbHOro 3akoHa.

6.1. B cpok, He npeBbllalWMA AecATn paboumx AHeM CO AHSA HanpasfeHus MOCPeACcTBOM eOMHOro
nopTtana B YMNOSIHOMOYEHHbLIN doedepasnbHblii OpraH WCMAOMHUTESNTIbHOW BflaCTUM  NOAMNUCAHHOIO  YCUNEHHON
KBanMUUUPOBaHHOW SNEKTPOHHOW NOAMUCHIO 3aKIMIYEHUST KOMUCCUW 3KCNEepPTOB MO pesyrbTaTam yka3aHHOW B
4YacTu 2 HacCTOsLLEN CTaTbM IKCNEPTU3bI, YNTONTHOMOYEHHbIN dhefeparnbHbIi OpraH UCMONMHUTENLHON BNacTu:

(B peq. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, ot 30.01.2024 N 1-d3)

1) NPYHMMAaET peLLeHNE O BHECEHWUN U3MEHEHUIA B JOKYMEHTbI, CoAepKallnecs B PErMcTpaLmoHHOM O0Che
Ha 3aperMcTpUpPOBaHHbLIN FNEKAPCTBEHHbIM MpenapaTt Afs BeTEPUHAPHOrO MPUMEHeHWs, unM o6 oTkase BO
BHECEHMU TaKNX U3MEHEHMWIA;

2) BHOCWUT B FOCYAapCTBEHHbLIN PEEcTp feKapCTBEHHbIX CPEACTB HAa OCHOBAHUW PELUEHWUS O BHECEHWUWU
N3MEHEHWUI B JOKYMEHTbI, CoAepXKalUMecs B PErMCTPALMOHHOM JOChE Ha 3aperncTpUpPOBaHHbINA JIEKAPCTBEHHbI
npenapart ana setTepuHapHoro npuMeHeHus, H606XOJJ,I/IMI:I6 N3MEHEHUH,

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

3) BblgaeT 3asBUTEN0 HOBOE pPErncTpaLvoHHOE YAOCTOBEPEHME FEKapCTBEHHOrO npenaparta Aang
BETEPMHAPHOrO MNPUMEHEHUST B Crlydae HeobXOoOUMOCTM WU3MEHEHWUs1 CBEOEHWUN, COoAaepXallMxca B HEM, C
COXpaHEeHMEeM HOMepa paHee BblOAHHOrO PEerMcTpaLMoOHHOrO yOOCTOBEPEHMS INEKApCTBEHHOro mpenapata ans
BETEPMHAPHOrO NPUMEHEHUS.

(n. 3 BBegeH depeparnbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(vacTb 6.1 BBegeHa depepanbHbIM 3akoHoM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHMS M3MEHEHUA B [OOKYMEHTbl, CoAepXaluMecs B PEerucTpauuMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKApCTBEHHbIN MNpenapaT Ans BEeTePUHAPHOro NPUMEHEHWs, B 4acTu, Kacarollencs
U3MeHeHns u (unu) OONOSHEHUA NPOU3BOACTBEHHOW NMOWAaAKM NeKkapCTBEHHOro npenaparta, npu
NpeacTaBrneHun 3asiBUTENEM B COOTBETCTBUM C MyHKTOM 3 yacTym 1 HacTodwen cTaTbyM KOMWUM peLLeHUs
YMOSTHOMOYEHHOro  befeparnbHOro opraHa WCMOSNHWUTENbHOM BAAcTM O MPOBEAEHUN WHCNEKTUPOBAHMWS
npou3BOOMTENSA  fIEKApCTBEHHbIX CPeAcTB  CPOK, YKasaHHblh B 4Yactm 6.1 HacTosiwen crtatby,
npunocTtaHaBMBaeTCA CO OHA NOoNy4YeHUA 3aKniovYeHna KOMUCCUM SKCNepToB A0 AHA NPUHATUA YNOJTHOMOYEHHbIM
cbe,uepaanblm opraHom WCMNONMHUTENbHOWN BNacTu pelweHna o Bblgade unum 06 oTkase B Bblaaye 3aKr4veHund o
COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHUSAM NpaBui Hagnexallen Npon3BoaCTBEHHOM
NpakTUKK1, HO He Boree Yem Ha CTO BOCEMbOECAT paboumnx gHEN.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(vacTb 6.2 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

7. OcHOBaHMeM Ansi OTKka3a BO BHECEHUU U3MEHEHUN B OOKYMEHTbI, codepXalimMecsl B permctTpauuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIN NEKapCTBEHHbLIN MpenapaTt Ans BETEPUHAPHOro MPUMEHEHUS, B Crnyyasx, He
TpebyoLmMX NpoBeOeHNs 3SKCMepTU3bl JIEKapCTBEHHOrO CPeAcTBa, SABMSETCA MpeacTaBreHne [OOKYMEHTOB,
yKkasaHHbIX B 4acTtsax 1 u 3 HacTosien crtaTtby, B HEMONHOM obbeme WnmM OTCYTCTBME B MPELCTABMIEHHbIX
OOKyYMeHTax CBeOeHWI, KOTopble OOIMKHbI ObiTb B HUX OTpaXKeHbl, NMOO HenpeacTaBlieHVe 3asiBUTENEM B
YCT@HOBMEHHbIA CPOK OTBETa Ha YKasaHHblM B 4acTu 4.1 HacToswen craTtbuM 3anpoc YNoSTHOMOYEHHOro
dhegepanbHOro opraHa UCMOMHUTENBHOW BriacTu.

(vacTb 7 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHVEeM ONns OTKasa BO BHECEHUWN M3MEHEHWI B LOKYMEHTbI, coaepXXallnecsi B permcTpaLuoHHOM
[OCbe Ha 3apermcTpupoBaHHbIA JEKAPCTBEHHbIN MNpenapaT AN BETEPUMHAPHOrO MNPUMEHEHUsI, B Cry4asX,
TpebyoLwmx NpPoBEAEHNsT SKCNepTU3bl JNIEKApPCTBEHHOMO CPeAcTBa, SBNSAETCHA 3aK/OYEHME YNOSTHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHUTENbHOW BRactM O BO3MOXHOCTU CHWXeHua 6e30nacHoCTM, KayecTBa,
3P peKTUBHOCTM NEKapCTBEHHOro NpenapaTa BCNeACTBME BHECEHUS U3BMEHEHUIN B YKa3aHHbIE JOKYMEHTbI, OTKa3
YMOITHOMOYEHHOro befepanbHOro opraHa WCMOMHUTENbHOW BNacTv B Bblgaye 3akKIiOYEHUss O COOTBETCTBUM
Npon3BoaUTENS NEKAPCTBEHHbLIX CPEACTB TPebOBaHWSM MpaBuIl Hagnexalwen Npou3BOACTBEHHOW MPaKTUKA B
cnydyae u3MeHeHuss 1 (Mnn) OONOSIHEHWUs] MPOM3BOACTBEHHOW MIOLAAKM NEeKapCTBEHHOro npernapaTa, ecnu
NpOM3BOACTBO JIEKAPCTBEHHOrO npenapara Ansg BeTepMHApPHOro MPMMEHEHMST OCYLLECTBISIeTCa 3a npenenamm
Poccuickon ®egepauun, Unm oTCyTCTBME ITOrO 3aKOYEHUs.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

8. [onyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOrO NPUMEHEHNS [0 UCTEYEHUS
CpOKa rogHoCTu, npon3eBeneHHbIX B Te4eHne Cta BOCbMUOEeCATU ,qu|7| nocne gatbl NPUHATUA YNOJTHOMOYEHHbLIM
cpe,uepaanuM OopraHom WUCMONMHUTENbHON BnacTu peweHna O BHeCeHUn U3MEHEeHUn B OOKYMEHThI,
copepalimecs B peructTpauMoHHOM [OCbe Ha NeKapCTBEHHbIM npenapaT, B COOTBETCTBUM C MHAOpMaLMEN,
coaepxalluencst B JOKYMEHTaxX PErMCTPaLMOHHOro 4OCbe Ha NekapCTBEHHbIN npenapaT Ao AaTbl NPUHATUS Takoro
peLleHuns.

(vacTb 8 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 32. OTMeHa rocyfapCTBEHHON peructTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMeEHe rocydapCTBEHHOM perucTpauuy INekapcTBEHHOro mnpenaparta W UCKITHYEeHUN
NeKapCcTBEHHOro npenapaTa W3 T[OCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MPUHMMAaEeTCs
YNOSTHOMOYEHHBIM hefeparibHbIM OPraHOM UCMOSTHUTENBHOW BAacTy B criyyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM  YMOMHOMOYEHHLIM (befeparnbHbiM  OpraHOM  UCMOMHUTENbHOM
BacTU 3aKMOYEHUS O PUCKE MMM 06 yrpo3e 300POBbi0, KM3HW YEroBeKa MIM XKMBOTHOTO MPU MPUMEHEHUM
NeKapcTBEHHOro Mpenapara, MNpeBblluaWmx ero 3ddeKTMBHOCTb, MO pe3ynbTaTtaM OCYLIECTBIIAEMOro UM
MOHUTOpPMHra 6e30MacHOCTM NeKapCTBEHHOro npenapara;

KoHcynbTaHTln0C: npumeyaHue.

Monoxenusa ct. 32 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpegocTaBneHUs roc. ycnyr npu
obpallleHnn nekapcTBeHHbIX CPeacTB: AN MeOAUUMHCKOro MPUMEHEHUs MOCPeaCcTBOM €AWHOW CUCTEMbl U
(vnn) epuHoro noptana, npumenaTcad ¢ 01.01.2025; gna BeTepuHApHOro MPUMEHEHUS MOCPeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

2) nopgaun gepxatenem unu BnagenbLeM perncTpaumMoHHOro yAOCTOBEPEHNS NeKapCTBEHHOro npenapaTta
UM YNOFTHOMOYEHHBIM UM OPYTMM IOPUONYECKUM NNLIOM 3asBreHnss o6 oTMeHe rocygapCTBEHHON perncrpaumm
nekapCcTBEHHOro npenapaTa, NOANMUCAHHOIO YCUITEHHON KBanudUUMPOBaHHON 3MNEKTPOHHOW MOANUCHI0, NyTeM
ero HamnpasfeHus nocpeacTBOM eAMHOro noprana B YNONHOMOYEHHbIM deaepanbHbli opraH UCMONHUTENbHON
BMacTy UNu NUYHbIA KabuHeT ynoriHOMOYEHHOro deaeparnbHOro opraHa WCMOMHUTENbHOW BNacT B eOWHOW
cucTeme;
(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2026 n. 3 - 6 1 8 cT. 32 He pacnpOCTPaHATCA Ha NPABOOTHOLLEHMS!, BO3HMKaIOLLME Npu obpalleHumn
NEeKapCTBEHHbIX CpeacTB AN MeauumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

3) HenoATBepPXKAEHUS FOCYAAapPCTBEHHON perucTpaumy rnekapCTBEHHOro npenapaTta no UCTEYEeHUMU Cpoka
OEVCTBUS pETNCTPALMOHHOIO YAOCTOBEPEHUS, BbIAAHHOIO Ha NATL JET;

4) HenpencTaBneHUs 3asiBUTENEM WHopMaumm, KoTopasi MOXeT MnoBfeyb 3a cobon HeobXoaMMOCTb
BHECEHUS] M3MEHEHUN B [OOKYMEHTbl, COAepXaliMecsi B PErncrpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIN Npenapat, B TeYeHne TpuauaTti paboumx gHEn Co OHA HACTYNNeHns aTUX U3MEHEHNI;

5) ocylwecTBneHuss rocygapCTBEHHOW perucTpauuy FNekapcTBEHHOrO npenapata Mod  TOProBbIM
HauMeHOBaHWEM 3aperMcTpMpoOBaHHOrO paHee o4 3TUM TOProBbIM HAMMEHOBAHMEM JEKAPCTBEHHOrO
npenapara, OTNIMYaloLLEerocsi Ka4eCcTBEHHbIM COCTaBOM AENCTBYHOLLMX BELLECTB;

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

6) ocyLlecTBneHUss rocygapCTBEHHOW perncrpauum OOHOrO M TOro XXe JIeKapCTBEHHOro npenapaTta B
OTHOLUEHMWN OOHOro WM TOrO Xe AepXaTens Unu Brnagernbla perncTpauuoHHOro yaoCTOBEPEHUSA NEKapCTBEHHOMO
npenapaTa B Buae AByX 1 6onee nekapCTBEHHbIX NpenapaToB nog pasnnyHbIMU TOProBbIMU HAMMEHOBAHUAMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHUSI Cy[OM pPELUEHWs O HapyleHun npaB npaBoobnagatenss 06GbeKTOB WMHTENNeKTyanbHOM
COBCTBEHHOCTM Npu 0BpaLLEHNN NEKAPCTBEHHbIX CPEACTB;

8) OoTCyTCTBUSI NEeKapCTBEHHOrO npenapaTta B obpaweHun B Poccuiicko Pepepaumm B TeHeHWe TPeX U
Oonee nert;
(n. 8 BBeaeH depgepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

9) HeBbINOMHEHUS AepXaTenem unu BnagenbuemM perncTpauuoHHOro yooCTOBEPEHMS NEeKapCTBEHHOro
npenapata nMbo YMONMHOMOYEHHLIM WMMW OPYTMM  HOPUAUYECKMM JIMLOM MEpPONnpUsATMA no obecneyeHuto
6e3onacHOCTN NEeKapCTBEHHbIX MpPenapaToB, YCTAHOBMIEHHbIX YMONTHOMOYEHHbIM deaeparnbHbiM  OpraHoM
NCMNOSHNTESNTbHOW BNAcTM B COOTBETCTBUM C YacTamm 3 n 4 ctaTbh 64 HacTosiwero denepanbHOro 3akoHa, B
pamkax ocyLlecTBIeHus bapMakoHaa3opa;

(n. 9 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxartens wnu Bnagenbla perucTpauMoHHOro Y4OCTOBEPEHMS JEKapCTBEHHOro npenapara
nmMbo YNONMHOMOYEHHOrO MMMW OPYroro HPUAMYECKOrO nuua OT BHECEHUS W3MEHEHWA B WHCTPYKUMIO MO
NMPVYMEHEHWIO NeKapCTBEHHOTO MpenapaTta, KacalLwMXCs HOBbIX MOATBEPXAEHHbIX OAHHbIX O TOM, YTO PWCK
NPUYMHEHNs Bpeda 340pPOBbI0 YENloBEKA WM KUMBOTHOIO BCNEACTBME MpuemMa IekapCTBEHHOro npenapara
npeBbIWaeT 3PPEKTUBHOCTb €r0 NPUMEHEHNS.

(n. 10 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

CrtaTbs 33. locyaapcTBEHHbIN peecTp NleKapCTBEHHbIX CPeACTB

1. FocynapcTBEHHbIN PeecTp NekapCTBEHHbIX CPEACTB COAEPXKUT NepeyeHb NeKapCTBEHHbLIX NpenapaTos,
NpoLUeALINX FOCYAapCTBEHHYIO perncrpauuio, nepedeHb apMaueBTUYeckux cybcTaHumMi, BXOASLMX B COCTaB
nekapCTBEHHbIX NpenapaToB, U crneaylLLyo MHpopmaumio:

1) B OTHOLUEHUWN NEKAPCTBEHHLIX NpenapaToB:

a) HaMMeHOoBaHWe NeKapCTBEHHOIO npenapara (MeXxayHapogHoe HenaTeHToOBaHHOE, UM rPYNNUPOBOYHOE,
UM XMMUYECKOE U TOProBOE HaUMEHOBaHWS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

0) nekapcTBeHHas opma C ykasaHMEM [03MPOBKW JEKApPCTBEHHOrO npenapaTta WU ero Konuyecrtea B
noTpebnTenbCKON yNakoBKe;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B) HaMMeHOBaHMEe [epXaTens wunu Bragenbua pPerncTpauMoHHOro YAOCTOBEPEHMS J1eKapCTBEHHOMo
npenapata W CBEAEHMS O perucTpauuun aepxarens wunuM Bragenbua perucTpauyMoHHOrO YAOCTOBEPEHUS
NeKapCcTBEHHOro npenaparta Ans MeguLMHCKOTO MPUMEHEHUS B KayecTBe HamnoronnaTenblivMka B CTpaHe
perncTpaumn (Onsi POCCUACKUX HOPUANYECKUX NUL, - MOEHTUUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONSA  VHOCTPaHHbIX HPUONYECKUX §NWL - CTpaHa perucrpauuu, HauMeHOBaHWE PEervcTpupyloLwLero opraHa,
perMcTpaumoHHbIA HOMEp, KO HanoronnatenbLvka B CTpaHe pernctpaumm (MHKopnopawumn) unmv ero aHanor);
(nn. "B" B pea. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMeHoBaHWe W ajpec MNpPou3BOOUTENS fEKapCTBEHHOro npenaparta M CBedeHUs O permcrpaumm
NPON3BOAMTENSA NEKapPCTBEHHOrO NpenapaTa Ans MeaULMHCKOro NPMMEHEHNs B Ka4yeCcTBe HarnoronnarenbLimka B
CTpaHe perucTpauun (4ns POCCUACKUX HOPUANYECKMX MWL - MAEHTUUKALMOHHBIN HOMep HanoronnaTenbLuka
(MIHH), Ana MHOCTPaHHbIX OPUANYECKMX NNLL - CTPaHa perucTpauumn, HaMMeHOBaHne perucTpupyroLwero opraxa,
pervcTpaumoHHbIN HOMep, KOA4 HanoronnatenbLimka B CTpaHe pernctpaumm (MHKopnopawumn) unu ero aHanor);
(nn. "r" B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

a) dhapmakoTepaneBTnyecKas rpynna, Kod NeKapCTBEHHOTIO npenaparta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauuy, pekoMeHgoBaHHOWM  BcemupHOM  opraHusauunen
3[4 paBOOXpPaHEHUS;

(nn. "a" B peg. ®egepansHoro zakoHa ot 22.12.2014 N 429-03)
€) NoKa3aHus 1 NPOTMBOMOKa3aHWs K MPUMEHEHUIO NIeKapCTBEHHOMO Npenapara;
X) noboYHblE ENCTBUNSA NEKAPCTBEHHOrO Npenapara;
3) CPOK FO4HOCTY flekapCTBEHHOMO Npenapara;
1) YCNOBUSA XpaHeHUs NekapCTBEHHOro npenapaTa;
K) yCrnoBusi OTMyCKa JIeKapCTBEHHOIO Npenapara;

n) Homep papmMakonemnHon ctaTbl UK B CriyYae ee OTCYTCTBUS HOMEP HOPMAaTMBHON AOKYMeHTauun nubo
HOPMaTUBHOIO AOKYMEHTA;

M) OaTa rocyaapCTBEHHOW perMctpaumm nekapCTBEHHOrO NpenapaTta U ero perMcTpaumnoHHbIA Homep, Aata
3aMeHbl PEerncTpauuoHHOrO YOOCTOBEPEHUS NeKapCTBEHHOro MpenapaTta Ha Geccpo4YHoe perncrTpauuoHHoe
yOOCTOBEPEHNE NEKapCTBEHHOro npenaparta, gaTa fnofadu 3asiBieHusi O MOATBEPXKAEHUWM rocyaapCTBEHHON
perMctpaummM nekapCTBEHHOrO MpenapaTta, gaTa OTMEHbl FOCYyAapCTBEHHOW perucTpaumm JekapcTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHbIA COCTaB W KOMWYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U KayeCTBEHHLIN COCTaB
BCNoMoraTenbHbIX BELLLECTB JIEKAPCTBEHHOrO nNpenapara;
(nn. "H" BBeAeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) HdopMaLus 060 BCex pa3peLleHHbIX Buaax BTOPUYHOW (MOTPebUTENbCKON) yNnakoBKy;
(nn. "o" BBeaeH ®egepansHbIM 3akoHoM OT 22.12.2014 N 429-$3)

n) pgata npUHATUS pelleHnss O BO3MOXHOCTM pacCcMaTpvBaTb JleKapCTBEHHbIM npenapat npu
rocyaapCTBEHHOW pernctpaumMm B KayecTBe OpdaHHOro fekapCTBEHHOro npenapaTta (4N fekapCTBEHHbIX
npenapaToB AfS MeAULMHCKOrO NPYMEHEHNS);

(nn. "n" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa ot 27.12.2019 N
475-03)

p) HanmuMume fekapcTBEHHOro npenapata B OepevYHe XWU3HEHHO HeOOXOAMMBbIX U BaXKHEMLLMX
nekapCTBEHHbIX NpenapaToB (ANs nekapCTBEHHbIX NpenapaToB AN MeANLMHCKOro NPUMEHEHUS);
(nn. "p" BBeaeH ®enepanbHbIM 3akoHoM OT 22.12.2014 N 429-93; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) HanmuuMe B JleKapCTBEHHOM rpenapaTte HapKOTUYECKUX CPEencTB, MCUXOTPOMHbIX BELECTB U UX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NpeKkypcopoB, Moanexalimx KoHTponto B Poccuickon ®Pepepaumn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®depepauun, mexayHapoaHbiMu gorosopamu Poccuiickon ®depepauuu, B ToM uucrie EawuHomn
KOHBEHLIMEN O HapKoTU4ecknx cpencreax 1961 roga n KoHBeHuUnen o NCMXOTPONHbIX BewecTBax 1971 roga;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) UHdoOpMaUMs O TOM, SBASIETCS NN OaHHbLIN NEKApCTBEHHLIN NpenapaTt pedepeHTHbIM fekapCTBEHHbIM
npenapaTom;
(mn. "T" BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

y) cBedeHWss O nojadve 3asdBEHUss O BHECEHUU U3MEHEHMN B [OOKYMEHTbl, coaepxalivecs B
perncTpauMoHHOM OOCbE Ha NeKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

X) CPOK BBEAEHMSI NeKapCTBEHHOrO NpenapaTa Ans BETEPUHAPHOMO NPUMEHEHMWS B FpaXaaHCKMin 06opoT;
(mn. "x" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeagepanbHoro 3akona ot 30.01.2024 N
1-03)

L) MHopMauus o ToM, SIBNSIETCA N AaHHbIA NEKapCTBEHHbIN MnpenapaT opdaHHbIM JIEKAPCTBEHHBLIM
npenapaTom, MMMYHOOMONOIMYECKMM NIEKAPCTBEHHBIM MpenapaToM, pagnodapmaLeBTUHECKUM NIEKAPCTBEHHBIM
npenapaTomM, roMeonaTtuyecknm JeKapCTBEHHbIM MpenapaTtoM, OMONOrMyecknMm fekapCTBEHHbIM NpenapaTtoMm,
BbICOKOTEXHOSTOTMYHLIM ~ NIEKAPCTBEHHBbIM  MpenapaTtoM, BMEpBble  3aperucTpupoBaHHbiM B Poccuickon
depepaumm B COOTBETCTBUM C HacTosAwmMM PeaepanbHbIM 3aKOHOM UM akTamu, COCTaBnsarLwmmmn npaso Corosa;
(nn. "u" BBegeH ®enepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyBCTaHLMIA;

a) HaumeHoBaHue (papmaueBTUYeckon cybcTaHuum  (MeXOyHapoAHOe  HernaTeHTOBaHHoe,  unu
rpPyNnUpPOBOYHOE, UM XMMUYECKOE U TOPrOBOE HaMMeHOBaHUs), hopma Bbinycka (C ykazaHMeM J03UPOBKU (Npu
Hanuunn), bacoBKM N yNaKoBKW);

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

0) HaumeHOBaHME UK agpec npousBoauTens dapmaueBTUYeCKOM cybcTaHumMM (NS POCCUMICKUX
IOpUaNYECKUX NnL, - MOEHTUMUKALMOHHBIA HoOMep Hanoronnartenbliuka (MHH), Ans MHoOCTpaHHbIX pUANYECKUX
iy - CcTpaHa perucrpauuu, HauMMEHOBAHWE pPEervcTpUpPYIOLLEro opraHa, PervcTpaumoHHbIA HOMEp, Ko
HanoronnartenblUuKa B CTpaHe peructpaumm (MHKopnopaunum) unm ero aHaror);

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

B) CPOK rogHOCTM hapMaLeBTMYECKON CybCcTaHLUmu;
r) yCroBUSA XpaHeH1s hapmaLueBTMYECKOM CybcTaHumu;

ﬂ,) HOMeEp (bapMaKOFIeIZHOl‘;I CTaTtbu UM B Cly4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nnéo
HOPMAaTMBHOIO OKYMEHTA;

€) Hanuune hapmaueBTUYECKON CyBCTaHUUKM B NepeyHe HapKOTUYECKUX CPEACTB, NCUXOTPOMHBLIX BELLECTB
N MX NPEKypcopoB, noanexalnx KoHTponto B Poccuiickon depepaumm, B COOTBETCTBUN C 3aKOHOOATENBCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbiMu foroBopamu Poccuiickon ®depepaumu, B ToM uducrie EawnHomn
KOHBEHLIMEN O HapKoTU4eckux cpeacreax 1961 roga n KoHBeHUnen o NCMXOTPONHbIX BewecTBax 1971 roga.
(nn. "e" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. dapmaueBTnyeckasi cybcTaHuus, nNpousBedeHHas Ond peanusaunv, MoxeT ObiTb BKMOYeHa B
roCy0apCTBEHHbLIN  PeecTp JeKapCTBEHHbIX CPeACcTB Ha OCHOBaHMM  3asiBNieHMs  paspaboTynka  unu
npon3BoauTENsl NEKapCTBEHHOIO cpeAcTBa NMOO YMOMHOMOYEHHOIO UMW OPUAMYECKOrO nvua Npu yCrioBUM
NpoBeAeHNs B OTHOLUEHUN Takon dhapmauleBTUYECKOW CyOCTaHUMM 3KCMepTM3bl KayecTBa (hapmaueBTUYECKOM
cybCcTaHuuM B nopsiake, YCTAHOBMEHHOM cTtaTben 34 Hactoswero degepanbHOro 3akoHa. B oTHowweHun
dapmaueBTMdeckux cybcTaHuuin, npousBedeHHbIX Ans  peanu3auuM, B OCyJapCTBEHHOM  peecTpe
nekapCTBEHHbIX CPEACTB COAEPXKUTCH crneaytowas nHpopmaums:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) HammeHoBaHWe apmaueBTU4eckon cybcTaHuMM (MeXayHapodHOe  HenaTeHTOBaHHOE,  WUIK
rPynnUMpPOBOYHOE, NN XMMUYECKOE U TOProBOE HauMeHOBaHMs), opma BbiNycka (C yka3aHMem O03MPOBKA (MpK
Hanuunn), (bacoBKN N yNakoBKW);

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

2) HauMMeHoOBaHve, agpec npou3BoauTENs apmMaueBTUYECKON CyOCTaHUMK, a Takke B OTHOLLUEHMM
NEKAPCTBEHHbIX CPEACTB AN  MEOULMHCKOTO MNPUMEHEHUsT CBEOeHUs O perucrpaummM npoussBoguTens
hapmaLeBTMYeckon cybCTaHUMM B KayecTBe Hanoronnartenblimka B CTpaHe perncrpauun (ans poCCUNCKMX
IOPUONYECKUX NUL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnarteneluka (MHH), ans MHocTpaHHbIX lopUaNYEeCcKUX
niy - CcTpaHa perucrpauuu, HauMMEHOBAHWE PEerncTpUpPYIOLLEro OpraHa, PervcTpaumoHHbIA HOMeEp, Koz
HanoronnartenbLyKa B CTpaHe pernctpaummn (MHKoprnopauum) unmn ero aHaror);

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

3) cpok rogHOCTM (hapmaLleBTUHECKON CyOCTaHLMW;
4) ycnoBusi xpaHeHus hapMaleBTuieckon cybctaHumm;

5) HoMep hapmakonenHoii ctaTtbM NGO B CriyYae ee OTCYTCTBUA HOMEP HOPMAaTUBHOWM AOKYMEHTauuu unm
HOPMaTUBHOIO JOKYMEHTa;

6) Hannune hapmaueBTUYECKON CYOCTaHUUKN B NepeYHe HAapKOTUYECKUX CPEACTB, NMCUXOTPOMHLIX BELLECTB
N X NPeKypcopoB, noanexalumx KoHTpomnto B Poccunckon depepaumm, B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbeiMu gorosopamu Poccuiickon ®depepaumu, B ToM unucrnie EawnHomn
KOHBEHLIMEN O HApKOoTUYecKkux cpeacreax 1961 roga n KoHBeHUMEN o NCUXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHus dapmaueBTUYeckon cybcTaHuum B rocydapCTBEHHbIN peecTp NeKkapCTBEHHbIX
CpeAcTB, AaTta BHECEHUS M3MEHEHUN B [OKYMEHTbl hapmaueBTMYECKOW cyObcTaHumu, gata  WCKMYeHUs
hapmaLeBTMIEeCKON CybCTaHLMM U3 rOCYyAapCTBEHHOIO PEECTPA NEKAaPCTBEHHbLIX CPEACTB.

(vacTb 2 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

3. [opsook BedeHWss rocyaapCTBEHHONO peecTpa JeKapCTBeHHbIX CPeACTB Ans  MeaMUMHCKOro
NPMMEHEeHNs1 U MOPSAAOK BeAEeHWUs roCyLapCTBEHHOro peecTpa JleKapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPYMEHEHMST YTBEPXOAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONTHUTENbHOM
BnacTu.

KoHcynbTtaHTlntoC: npumedaHue.

MonoxeHus c1. 34 (B pea. ®3 ot 30.01.2024 N 1-®3), kacaroliMecs NpedoCTaBreHUs roc. ycryr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEAMLMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vnn) epguHoro noptana, npumendaTca ¢ 01.01.2025; gna BeTepUHAPHONO MPUMEHEHUS MOCPEeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

Cratbsa 34. BknroyeHue B rocyfapcCTBeHHbIA peecTp JieKapCTBeHHbIX CPeACTB M UCKMYeHue us
rocyfapcTBEHHOro peecTpa rfekapcTBEHHbIX CpeAcTB hapmMaLeBTMYEeCKON cy6CcTaHLMKU, Npou3BeAeHHOM
ANA peanusauum
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. [Ons BKMAYeHWs dapmaueBTMyeckon cybcTaHuun, npousBedeHHOW Ans  peanusauuu, B
rocyapCTBEHHbIV peecTp NeKkapCcTBEHHbIX CPeACTB, MPOBOANTCH IKCNEPTMU3a ee KayecTsa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. 3KcnepTm3a kavecTBa yKasaHHOM B 4acTu 1 HacTosiwen cratbyn dapmaueBTUYeckon cybctaHuum,
COCTaBMeHne KOMWUCCMEN OKCMEPTOB 3akiioveHWrW Mo pesynbTaTam 3TOW  JKCMepTu3bl, MOANUCaHWME KX
YCUNEHHBbIMW KBanmMULMPOBaHHLIMU 3MEKTPOHHBIMU NOANUCAMMW, HanpaBneHne AaHHbIX 3aKMoYeHU B NUYHBIN
KabuHeT ynornHOMOYEHHOro dedepanbHOro oOpraHa MWCMOMHUTENbHOW BRAcTM B €OUHOM  cucTeme
OCYLLIECTBIAOTCA B CPOK, He MpeBbIaLWMin TpuguaT paboumx AHen Co OHS HanpaBneHus B NUYHbIA KabuHeT
SKCNEepPTHOro YUYpexAeHUs B eQUHON cucTeme COOTBETCTBYHOLLEro 3adaHusi YNofIHOMOYEHHOro deaepansHoro
opraHa WCMNOMHMTENbHOW BRacTu, NOAMUCAHHOIO YCUNEHHOW KBanuuuupoBaHHOW 3MEKTPOHHOW NOAMUCHIO, U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cnenyrowmnx JOKYMEHTOB (CBeAEHUN):
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) cBepeHvss O paTe npenoCTaBfEeHUA U PEerucTpauMoHHOM HOMEpEe JNULUEH3UM Ha NPOU3BOACTBO
nekapcTBEHHbIX CPeACTB UMW CBeAEeHUs O AaTte npeaocTaBreHus U perucTpalmMoHHOM HOMepe 3akIoyeHust o
COOTBETCTBMM NPOMN3BOAUTENS NEKAPCTBEHHbIX CpeACcTB TpeboBaHUSAM OpaBwui Haanexallen Npon3BoLCTBEHHOWM
NpaKkTUKK, BbldaHHbIX (MpegoCcTaBeHHbIX) YNIONTHOMOYEHHbIM dbefeparnbHbiM OpPraHOM MCMONHUTENBHOW BNACTH,
B Crny4ae, ecnv Npomn3BOACTBO NIEKAapCTBEHHOIO cpecTBa ocyLlecTBnseTcs B Poccuiickon degepauny;

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

2) Konus OOKYMEHTa, BblAAHHOMO YMOSIHOMOYEHHbIM OpraHoOM CTpaHbl MPOWU3BOAUTENS NEKapPCTBEHHOMO
cpenctsa M MOATBEPXKOAIOLLEro paspelleHne NPOoM3BOACTBA JIEKAapCTBEHHOIO CPEeACTBa, M ero nepeBof Ha
PYCCKUA A3bIK, 3aBEpeHHble B YCTAHOBIIEHHOM [OpAAKe, a TakKkKe KOMWs 3akKMlyeHust O COOTBETCTBUM
Npon3BOaMTENS NEKApCTBEHHbLIX CpeacTB TpeboBaHUAM NpaBwui Hagnexallen npou3BOLACTBEHHOW MPAKTUKWU,
BblJAHHOTO YMONIHOMOYEHHbIM deaeparnbHbiM  OPraHOM MCMOMHUTENBHON BRacTu, NMBo KonMus peLueHus
YMNOMHOMOYEHHOro  dheepanbHOro opraHa WCNONHUTENbHOM BRacTM O NpoBedeHun dapmaleBTUYEeCKOn
WHCMEKUMM MpOU3BOACTBA JIEKApCTBEHHbLIX CPEACTB ANs  MEOMLMHCKOrO MNPUMEHEHWss Ha COOTBETCTBUE
TpeboBaHWAM [OpaBun Haanexawen MNpon3BOACTBEHHONW NpPaKTUKM EBpa3sninckoro 3KOHOMMYECKOTO COH3a.
YKasaHHble [OOKYMEHTbl MNPeAcTaBnsloTCs B Clydae, €ecniv  MNpOu3BOACTBO  fIeKApCTBEHHOINO CpeacTBa
ocyLecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu;

(B peq. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-®3, ot 30.01.2024 N 1-03)

3) AOKYMEHT, CoAepallMi criegylolme cBegeHms o hapMaueBTUYECKOn cybcTaHLmm:

a) HaumeHoBaHue hapmaueBTUYecKkor cybecTaHuun, ee CTpykTypa, obLime CBONCTBA;

©0) HaumeHoBaHVe 1 agpec NPOM3BOAUTENS;

B) TexXHonorna npomn3soacTtea C onnmcaHunem cragun npon3BoAcTBa U MeTOO4O0B KOHTPONA Ha BCeX CTaauax
npon3BoAcCTBa,

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAgUI NpoLecca Npon3BoACcTBa U NMPOMEXKYTOYHOM NPOAYKLMM;
€) OOKyMeHTanbHoe nogTeepxaeHne (Banugaums) NpoLueccoB v (M) X OLEHKa;

) CBOMCTBA W1 CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XxapaKTepucTiKa npumecen;

n) cneundurkauymsa Ha dhapMaLeBTUYECKYHO CyOCTaHLUMIO U ee 0B60CHOBaHNE;

K) aHanMTU4eckne MeToauk1, UCMosb3yemble Npu OCYLLEECTBIIEHUN KOHTPONS KadecTBa dhapmaLeBTUYECKOM
cybecTaHuuy;

J'l) OOKyMeHTalnbHOe noaTBepXxaneHune (Banm,u,au,m) adHannTn4eCknx MeToauK, WUCNnoJib3yeMbiX npu
OCyLLEeCTBJIEHUN KOHTPOJ1A KavyecTBa d)apMaLl,eBTVI'«-IeCKOIZ Cy6CTaHLI,VIVI;

M) pe3ynbTaTthl aHanusa cepuii oapmaLeBTU4eckon cybctaHumm;

H) nepedyeHb CTaHOapPTHbIX O6pa3LI,OB mnn BewecTtB, WUCMNOJIb3yeMbIX TMPU OCYLLEeCTBIIEHNUN KOHTPONA
Ka4vecTBa,

0) OnucaHne XxapakTePUCTUK U CBOWCTB YNaKOBOYHLIX MaTEPMANoB M YKYNOPOYHbIX CPEACTB;
n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyOCTaHUMK;

P) CPOK rO4HOCTMU;
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4) [OKYMEHT, coaepalluili CBedeHWs O perucTpauum npousBoauTens NeKkapCTBEHHbIX CPeAcTB AN
MEOULMHCKOTO MPUMEHEHWS B KadeCcTBe HanoronnatenbliMka B CTpaHe peructpauuy (ans pOCCUMCKMX
IOPUANYECKMX NUL, - MOEHTUAWKALMOHHBIA HOMep Hanoronnatenswmka (MHH), ans nHocTpaHHbIX IopUanYecKmX
niy - cTpaHa perucrpauuu, HauMMeHOBaHWE pPerucTpupyrlowero opraHa, PperucTpaumoHHbIA HOMep, Koz
HarnoronnarenblUMKa B CTpaHe pernctpaumnmn (MHKoprnopawumu) unm ero aHasnor).

(n. 4 BBegeH PepgepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)
(4acTb 2 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. [Ana npoBefeHus aKcnepTusbl KayecTBa ykasaHHOM B yacTu 1 HacTodlwen ctatbl hapmaLeBTUYEeCKOon
cybcTaHuum 3asBuTENb HanpaenseT NOCPEACTBOM €OUHOro noprana B YNOMHOMOYEHHBIN dedepanbHbIi opraH
WCMNOMHUTENBHOW BMAAcTU UMM JMWYHBIN KabMHET YNONHOMOYEHHOro deaepanbHOro opraHa WCMONTHUTENbHOM
BM1acTu B €NHON CUCTEME:

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

1) 3asBNeHMe O BKAYEHUM B TFOCYAapCTBEHHbIA PEEecTp NEeKapCTBEHHLIX CPEACTB  AaHHOW
hapmaueBTUYECKON cybCcTaHLMmM, NoANMCAHHOE YCUEHHOW KBanNnMULMPOBaHHOW 3NEKTPOHHON NOAMUCHIO;
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) pekBM3UTbl OOKyMEHTa, noATBepXAaloLwero ynnaTy rocyAapCTBEHHOW MOWMMHLI 38 BKMYEHVE B
rocyAapCTBEHHbI peecTp NeKapCTBEHHbIX CPeACTB hapmaueBTUYecKon cyGCcTaHumM, NpousBedeHHOW And
peanusauuu, NMM6o No COBCTBEHHON MHMLMATMBE YKa3aHHbIV JOKYMEHT. YNONHOMOYEHHbIM deaeparnbHbI opraH
NCMNOMHUTENBHOW BNacTu nposepsaeT dakT ynraTsl rocy4apCTBEHHON MOLUMWHBI 3asBUTENEM C UCMONb30BaHNEM
nHdopmaumm o6 ynnate rocygapcTBEHHOM MOLUNUHBI, cogepXawencsa B ['ocyaapCTBEHHON MHEOPMALIMOHHOM
cucTeMe O roCyAapCTBEHHbIX W MyHUUMMAnbHbIX Mfatexax, Ha OCHOBaHUW MpeacTaBrfeHHbIX 3adBuTenem
PEKBU3MTOB JOKYMEHTA, MOATBEPKAAIOLLEro ynnaTy rocyaapCTBEHHON NOLUNUHBI;

(B peq. ®PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

3) BOKYMEHTbI, yKasaHHbIe B 4acTu 2 HacTosILLEN cTaTby;
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

4) 3agBneHve O Bblgaye paspelleHns Ha BBO3 B Poccuiickyio ®egepaumnio KOHKPETHOW napTum
He3aperncTpypoBaHHOTO JIEKApCTBEHHOro  CpeacTBa, MNpPefHasHaYyeHHOro Ans  MNpoBedeHUs  YKasaHHOW
KCMEepPTU3bI.

(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

3.1. B cnyyae HenpeacTaBneHns ¢ 3asiBNIEHNEM O BKITHOYEHUN B FOCYAAPCTBEHHbIV PEECTP NTIEKapCTBEHHbIX
cpeactB  hapmaueBTUYECKOM cybeTaHumm BblJaBaeMblX (npegocTaBnsiemMbix)  YNOJTHOMOYEHHbLIMU
denepanbHbiMM OpraHaMmyn UCMOSTHUTENBHOM BNAcTN JOKYMEHTOB (CBEAEHU), yKasdaHHbIX B NyHKTaxX 1 1 2 YacTtu
2 HacTosiwen cTaTbM, YMNONHOMOYEHHbLIN deadepanbHbii OpraH MWCNOMHWUTENBHOW BNacTv 3anpawunsBaeT
yKa3aHHble JOKYMEHThI (CBeAEeHWs1) B NopsaaKe MeXBeaOMCTBEHHOrO0 MHPOPMAaLIMOHHOIO B3aMMOAENCTBUIS.

(vactb 3.1 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 478-93; B pea. PepepanbHoro zakoHa oOT
30.01.2024 N 1-93)

4. B TeyeHne naATM paboumx OHEW CO OHS MPUHATMSA 3asBMEHWS O BKIOYEHUM yKasaHHOM B 4actu 1
HacTosiLlen cTaTbn hapmaueBTUYeCKON cybCcTaHUuM B rOCYAapCTBEHHbIN pPEecTp NeKapCTBEHHbIX CPeacTB U
OOKYMEHTOB, MEPEeYUCriEHHbIX B 4Yactu 1 M nNyHkTe 2 4acTm 3 HacTosilen CcTaTtbW, YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNOSHUTENBHOW BNacTu:

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

1) NpoBOAMT MNPOBEPKY MOMHOTbI WM [AOCTOBEPHOCTU [aHHbIX, COAEPXALUMXCSH B MNPELCTaBMEHHbIX
3as8BUTENEM [OKYMEHTAX;
(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

2) NpUHMMAET peLleHre O HanpaBreHnn B 3KCNEPTHOE yyYpexaeHue 3aaHnsa Ha NpOoBeAEHMEe IKCNepPTU3bl
KayecTBa yka3aHHOM B YacTu 1 HacTosiew ctaTtby hapmaueBTMHECKON cyOCcTaHumM unm o6 oTkase B TakoMm
HanpaBneHuu;

3) HanpaBnsieT B JMYHbIA KaOWHET 3asBWUTENss B €AMHOM CUCTEME MOAMUCAHHOE  YCUITEHHOW
KBanM@uUUMPOBaHHON 3NEKTPOHHOW MNOAMNUCBHI0 YBEOOMIMEHME O MPUHATOM pEeLIeHMUM UNK B Ccrydae oTKasa C
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yKasaHueM NpUYnH Takoro oTkasa.
(B pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N _1-93)

4.1. B cny4vae BbISIBNEHNS HEQOCTOBEPHOCTUM M (UNKN) HEJOCTaTOYMHOCTU CBEAEHMW, copepXaluxcs B
NpeacTaBneHHbIX 3asiBUTENeM martepuanax, YNofHOMOYEHHbIN defeparnbHblil OpraH UCMONMHUTENBHON BNAacTy
HanpaBnsieT 3asBUTEN0 NOCPEACTBOM €4MHOro nopTtarna WUnu B NNYHbIA KabuHET 3asBuTens B eAMHON cucteme
3anpoc 06 YTOYHEHUWM YyKas3aHHbIX CBeOEHWW, MOANWCaHHBLIA YCUNEHHOW KBanuMuuMpoBaHHOW 3MeKTPOHHON
MOAMNUCHIO.

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

4.2. 3asBuTenb 0653aH HanpaBUTb NOCPEACTBOM €4UHOro rnopTana B YMNOSIHOMOYEHHbIV dheaepanbHbIn
OpraH WCMOMHWTENBHOW BRAcTM WM NWYHBIM  KAOWHET  YMONHOMOYEHHOro  doeeparnbHOro opraHa
WCMOMNHUTESNTbHON BlaCTM B €OWHOWM CUCTEME MNOAMNUCAHHBLIA YCUIEHHOW KBannUUMPOBAHHOW 31EKTPOHHON
MOANUCBLI0 OTBET Ha 3anpoc YNOSTHOMOYEHHOro denepanbHOro opraHa MCNOMHUTENbHOW BRacTn B CPOK, He
npesbillaoWni  aeBaHocTa pabounx OHeW CO OHS NONydeHUs YNOomHOMOYEHHbIM dedeparbHbiM  OpraHoMm
WCNOSNHUTENBHOW BNACTU 3SMEKTPOHHOrO YBEOOMIEHUS O MOMyYeHuu 3asdBuTenemMm AaHHoro 3anpoca. Cpok,
yKasaHHbI/ B YacTu 4 HacTosLen cTaTby, NPMOCTaHaBNMBAETCH CO OHSA HanpaBneHus 3agBUTENIO NOCPeACTBOM
eQWHOro noptana WM B JUYHbIA KabWHET 3asBuTENs B €OWHOM CcucTeMe 3anpoca  YMOSIHOMOYEHHOrO
degepanbHOro opraHa WCMOMHUTENbHOW BNacTu A0 AHA HanpasneHus 3asBuTenem nocpeacTBOM efuHOro
noptana B YMNOSIHOMOYEHHbIN bedepanbHbli  OpraH WCMOMHUTENbHOW BRAcTM UMM JNIMYHBIA - KabuHeT
YMNOSIHOMOYEHHOro dheaeparnbHOro opraHa WCNOMHUTENBHOM BracTM B e€AWHOW CUCTEME OTBeTa Ha AaHHbIN
3anpoc M He Y4YUTbIBAETCSA MPUM MCYHUCIIEHMM CpOKa 3KCMepTM3bl kadecTBa hapmaueBTUYECKOW cybcTaHumu,
npovnsBefeHHON AN peannsaumnu.

(ctaTtbsa B peg. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHueM [ns OTKasa B HamnpaBneHUW B IKCMEpPTHOE yupexaeHue 3ajaHus Ha nposefeHve
3KCNepTU3bl KayecTBa YyKasaHHOW B 4yacTv 1 HacTosilen cTaTbu chapmaueBTUYeckon cybcTaHuMu SBNsieTcs
HenpeacTaBneHne [OKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HaCTOAWEW CcTaTbu, OTCYTCTBME WHOPMaLUK,
noaTBepxaatwen akt ynnaTel rocygapCTBEHHON OOLWNWHBI 3@ BKMOYEHUe dapmaueBTUdeckon cybctaHumm,
npou3BefeHHOoN AnA peanu3auun, B rOCYAapCTBEHHLI PeecTp JIeKapCTBEHHbIX CPeACTB, HenpencTasrieHve
3agBuUTENeM B YCTaAHOBIMEHHbLIN CPOK OTBeTa Ha YykasaHHbIM B 4YactTm 4.1 HacToswen craTbu 3anpoc
YMONTHOMOYEHHOro dyeeparnbHOro opraHa WCMNONMHUTENbHOW BRAacTM WNWM MNpeacTaBreHne AOKYMEHTOB, He
coaepXaLlmx ncHepnblBatoLLEro NepeyHst He06XOAMMbIX CBEAEHWN.

(vacTb 5 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

6. B TeyeHne naTHaguaTtn paboumx OHEN CO OHA MOMyYEeHMsT peLleHns YNosTHOMOYEHHOro dpeaepansHoro
opraHa WCMOSHUTENbHOM BMACTUM O HanpaBfeHMM B 3KCMEPTHOE YuYpeXAeHMe 3adaHus Ha npoBefeHue
3KCMEepTM3bl KayecTBa ykasaHHOW B 4acTM 1 HacToswen cTatby hapMaueBTUYeCKoW cybcTaHuunm 3asiBUTENb
NpeacTaBnsieT B 3KCMEPTHOE yuypexaeHue NS NpoBefeHUs OAHHOM aKcnepTu3bl obpasubl hapmaueBTUYeCKON
cybcTaHuum B KonmnyecTBe, HeobxoAMMOM [AMis BOCMPOM3BEAEHUs METOLOB KOHTPOMsS KavecTBa. JKCNepTHoe
yuypexaeHve npu noryyeHnn oOpasLoB yKasaHHOM B 4Yactm 1 HacTosilen cTaTbu GapmMaueBTUYECKON
cybCTaHUuM B TOT Xe AeHb HanpaensieT B JIMYHbLIN KaOWHET 3asBUTENst B €OMHON CUCTEME YBEAOMIIEHUE,
noaTeepxparoliee nonyvyeHme 3Tux obpasuoB. OTM CPOKM HE BKMKYATCA B CPOK NPOBEAEHMS OaHHOM
3KCNEepTMU3bI.

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

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

8. B cpok, He MpeBbILWALWLMIA NATU pabounx gHEWN co OHS HanpaBeHus NOCPeACTBOM €AMHOro noprana B
YMONTHOMOYEHHbIN eaepanbHbIl OpraH WCMONTHUTENbHOW BAACTM UKW NINYHBIA KaOWMHET YMOSTHOMOYEHHOMO
degepanbHOro opraHa WCNOMHUTENbHOW BNAcTM B €OWHOW CUCTEME 3aKMioYeHUs KOMWUCCUM 3IKCNepToB Mo
pesynbTaTtaMm 3KCNepTU3bl Ka4yecTBa YKa3aHHOM B YacTu 1 HacTosiLen cTaTbu dpapmaueBTUYECKON cybcTaHumm,
YMOSTHOMOYEHHbIN hefepanbHbIN OpraH UCMONTHUTENbHOW BNACTU:

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

1) ocywecTBnseT OUEHKY Takoro 3akfioyeHus Ans OnpederieHnus ero COOTBETCTBUS 3adaHuio Ha
nposefeHne JaHHOW 3KCNepTusbl;

2) NpuHMMaeT pelleHne O BKMIYEeHUW yKasaHHOW B 4acTu 1 HacToswen ctaTbu hapMaueBTU4EeCKON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cy6CTaHLI,I/II/I B FOCY,EI,apCTBeHHbIIh peecTp nekapCTtBeHHbIX CpeaCcTB Ui pelueHne 00 oTKa3e B TAKOM BKITHOUYEHWUU;

3) BHOCMT MpW MPUHATMM peLlleHMs O BKIMYEHUM YyKa3aHHOM B 4acTu 1 HacToswewn craTbu
hapmaueBTMyeckon cybCcTaHUMM B FOCYAapCTBEHHLIV peecTp NeKapCTBEHHbIX CPeAcTB MNpeayCMOTPEHHYHo
YacTbto 2 ctatbh 33 HacToswero ®efepansHOro 3akoHa MHAOPMaLUUIo U HanpasnsieT 3asiBUTEN0 NOCpeacTBOM
eavHOro nopTana Unu B NNYHbIV KabrHeT 3asBUTENs B eQVHOWN crucTeme BbIMUCKY M3 rocyaapCTBEHHOrO peectpa
neKapCTBEHHbIX CPeACTB.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, o1 30.01.2024 N 1-93)

9. OcHoBaHWeM Ang OTkasa BO BKMIOYEHUU yKa3aHHOW B 4YacTu 1 HacToswen ctatbn bapMaLeBTU4ECKON
cybCcTaHuuM B rocygapCTBEHHbIN PeEECTp NEeKapCTBEHHbIX CPeACTB SIBMSETCS 3aK/0YeHWe COOTBETCTBYHOLLENO
YMOSTHOMOYEHHOro befepanbHOro opraHa WCMONTHUTENbHOW BNacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybCTaHUUKM He NOATBEPXKAEHO MOMYyYEHHbIMU OAHHBIMU.

(vacTb 9 BBegeHa denepanbHbiM 3akoHoM OT 22.10.2014 N 313-93; B pen. PeagepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcs BKMHOYEHME B TOCYAAPCTBEHHbIA pEECTD JIeKapCTBEHHbIX CPeacTB  OAHON
hapmaLeBTUYECKON CyOCTaHUMM, NPOM3BEOEHHOW AN peanu3auuMm U BbilyCKAaeMoOW OOHUM U TEM Xe
npousBoguTenem, B BUae AByx n 6onee peecTtpoBbIX 3anucen.

(vacTb 10 BBegeHa dPepepanbHbIM 3akoHOM oT 22.12.2014 N 429-93)

11. BHeceHue u3MeHEeHVWN B AOKYMEHTbl Ha apmaueBTUYecKylo cybCcTaHumio, MPOU3BEAeHHYK ONnd
peanusaumn 1 BKINIOYEHHYIO B rOCY4apPCTBEHHbIV PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBNAETCA B Nopsake,
yctaHoBneHHom ctatbsamm 30 n 31 HacToswero PegepanbHOro 3akoHa, C ynnaTon rocygapCTBEHHOW MOLUNMHbI,
npeaycMoTpeHHON 3akoHodaTensCcTBoM Poccuiickon ®eaepaunm o Hanorax u cbopax.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. [onyckaetcsa o6palleHne dapmaueBTMyYeckon cybCcTaHuMm [0 WCTEYEeHUs cpoka [OofHOCTH,
Npov3BeaeHHON ANnS peanv3auumn B TedeHMe cTa BOCbMUAECATU AHEN nocrne AaTbl NPUHATUS YNOTHOMOYEHHbIM
denepanbHbiM  OpraHoM UCMOMHUTENBHOW BRAacTV peleHMs O BHECEHUM W3MEHEHMM B [AOKYMEHTbl Ha
hapmaLeBTMYEeCKyl0 CyOCTaHUMO, B COOTBETCTBUM C WHGOPMaUMERn, copepXallencs B AOKYMEHTax Ha
hapmaLeBTMYECKYO CyOCTaHUuio 40 AaTbl NPUHATUSE TAKOTO PELLEHUS.

(4acTb 12 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. PewweHne 06 ncknioveHnn n3 rocyaapCTBEHHOrO peectpa NekapcTBEHHbIX CpeacTB hapMmaLeBTU4EeCKON
cybcTaHuun, npousBedeHHON ANs peanusauuu, NPUHUMAETCsl YMNOSIHOMOYEHHbIM hbefepanbHbiM - OpraHoM
NCMNOMHUTENBHOW BNacTu B Criyyae:

1) npencTaBneHUss COOTBETCTBYIOLMM YMOMHOMOYEHHBIM  (efepanbHbiM  OpraHoM  UCMOSHUTENbHOW
BMacT! 3akroyeHnss O pucke unu o6 yrpo3e XM3HW WNM 300POBbLIO YerioBeka MO0 KMBOTHOTO Mpw
NCMonb30BaHMN NeKapCTBEHHOrO CPEACTBa;

2) HanpaBneHuss pa3paboTyMKOM FfeKapCTBEHHOrO CPeacTBa WM MPOU3BOAMTENEM JfleKapCTBEHHOro
cpeactBa nMbBO YMONMHOMOYEHHLIM VMMW  OPYTUM  IOpUOUYECKMM NMUOM MOCPeACTBOM €4MHOro nopTana B
YMOSTHOMOYEHHbIN heaepanbHbll OpraH WCMONHUTENbHOM BAAcTM UMW NINYHBIA KabMHET YMNONTHOMOYEHHOrO
dedepanbHOro  opraHa  WCMOMHUTENbHOW  BNactM B €AMHOW  cucTeMe  MOAMNWCAHHOTO  YCUMEHHOW
KBanM@ULUMPOBAHHOW 3MEKTPOHHOW MNOAMUCHI0 3asiBNeHWst 06 WCKMYeHWM M3 rocyaapCTBEHHOro peecTtpa
neKapCcTBEHHbIX cpeacTB hapMaLeBTUYeckon cybcTaHuum, Npon3BeAeHHON AN peanusaumm;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCcTpaHseTCa Ha NPaBOOTHOLLUEHUS, BO3HMKatOLMeE npu obpalleHun
NeKapCTBEHHbIX CPeacTB Ana meguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

3) otcytcTBUSA hapmaueBTUYecKor cybcTaHuumn, npousBedeHHOW Ans peanu3aumv, B obpalleHun B
Poccwuiickon degepaumm B TeueHne Tpex n 6onee ner.
(vactb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Crtartbs 35. YTpatuna cuny ¢ 1 uonsa 2015 roaa. - ®egepanbHbiv 3akoH oT 22.12.2014 N 429-®3.

Cratba 36. O6GxanoBaHMe peleHUsi 06 OTKase B Bblgaye paspelieHusi Ha MnpoBeAeHue
KNMUHUYECKOro uUccriefoBaHUA NEeKapCTBEHHOro fnpenapaTa, pewweHUsA o6 oTkase B rocygapcTBeHHOWM
perMcTpaummu nekapcTBeHHOro npenapara, 3akfo4YeHUss KOMUCCUN IKCNEPTOB 3KCNEPTHOro yupexaeHus
WK 3aKI0YeHns coBeTa No 3TUKe

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

PelieHne coOTBETCTBYIOLLEIO YNOMHOMOYEHHOro dedepanibHOro opraHa MCMNOMHUTENbHOW BRactn 06
OTka3e B Bbldaye paspelleHus Ha npoBedeHVe KIMHUYECKOro WCCregoBaHWsl NeKkapCTBEHHOro npenapaTa,
pelleHne Yyka3aHHOro egepanbHOro opraHa WCNOMHUTENbHOW BnacTu o6 oOTkase B rocygapCTBEHHOM
perMctpaummM nekapCTBEHHOro npenapaTta, 3akmnoyeHue KOMUCCUM 3KCMEePTOB SKCMEPTHOro YYPEXAEHUS Wnu
3aKroYeHne coBeTa MO 3TMKe MOXeT ObiTb OBxanoBaHO B Mnopsake, YCTAHOBMIEHHOM 3aKoOHOOATENbCTBOM
Poccuickon ®epepauun. 3aknoveHne KOMUCCUM 3KCMEePTOB IKCMEPTHOMO yYpexaeHns O B3aumo3amMeHAeMOoCTH
neKapcTBeHHbIX MpenapaToB ANA MeAMLMHCKOro npumeHeHus nnbo o ToM, YTO feKapCTBEHHbIM npenapat Ans
MEOULMHCKOTO MPUMEHEHNS He SABNSeTCs B3anMoO3aMeHAeMblM, MOXeT ObiTb 06xXanoBaHO AepxaTenem unu
BNagernbLeM perncTpaLoHHOro yaoCTOBEPEHUS NekapCTBEHHOMO npenapaTta B YyNonHOMOYEHHbIN heaepanbHbIn
opraH UCMONHUTENbHON BMacTW, KOTOPbIN NPUBIEKAET K PACCMOTPEHMIO YKa3aHHOM xanobbl NoaBeJOMCTBEHHbIE
eMy HayyHble opraHmsaummM u obpasoBaTeflbHble OpraHu3auuy BbICLLEro OOpa3oBaHWs, OCyLLeCTBRSALME
AeATenbHOCTb B cdepe obpalleHus nekapCTBeHHbIX cpeacTB. 3akrioyeHne KOMMCCUM IKCNEepPTOB SKCMEPTHOrO
yypexaeHus, oopMIeHHoe No uToraMm nepecmoTpa 06XanoBaHHOIO 3akilYeHUs akcnepTta, MoxeT ObiTb
OCMNOpEHO AepxaTenem unu BnagenbueM perncTpaLmoHHOro yaoCTOBEPEHUSA NeKapCTBEHHOMO npenaparta nubo
YMOSTHOMOYEHHbIM UMW NULOM B Nopsigke, yCTaHOBNEHHOM 3akoHogaTenbcTBoM Poccuickon ®epepaumn. MNpu
06kanoBaHWM peLLeHust YNOIHOMOYEHHOro dedeparnbHOro opraHa WCMOMHWUTENbHON BRNacTv, 3aKMoveHus
aKcnepTa UMM KOMUCCUWM 3KCTMEPTOB 3KCMEPTHOMO YYpexAeHWsi, 3aKMoveHns coBeTa Mo 3TUKe AepKaTtenb Wnu
Bragenew, perMcTpauuoHHOro yooCTOBEPEHUS fleKapCTBEHHOro npenapata nmMbo ynonHOMOYEHHOe WMK MWLO
BNpaBe npPeAcTaBUTb pe3ynbTaTbl 3KCNEPTU3bl fIeKapCTBEHHOrO npenapaTta, MpPOTOKOMbl  MOMYyYeHHbIX
aKKpeaUTOBaHHbIMY UCNbITaTeNbHbIMU TabopatopusMm (LeHTpaMmn) pe3ynbTaToB MCCNeaoBaHNN, UCMbITaHUNA.

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

Cratba 37. UHdopmauus, cBsA3aHHaA C OCyLleCTBNEHWEeM rocyAapCTBEHHOM perucrTpauum vnm
perMcTpauMm nekapcTBeHHbIX MpenapaTtoB, MH(GoOpMauuA O 3apPerucTPMpPOBaHHbIX JeKapCTBEHHbIX
npenapatax W JeKapCTBEHHbIX nNpenapaTtax, WCKIYEeHHbIX U3 rocyfJapCTBEHHOro peecTtpa
JIeKapCTBeHHbLIX CpeacTB
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1. CooTBeTCTBYOLMIA YNONHOMOYEHHbIN dheaepanbHbIi opraH UCMNOMHUTENBHOM BracTU pasMellaeT Ha
cBoeM odumumanbHoM canTe B ceTn "UHTepHeT" nHdopmMaLmio, CBA3aHHYIO C OCYLLEeCTBNEHNEM rocyAapCTBEHHON
perncTpaumm Wnu pernctpauum JekapCTBEHHbIX MpenapaTtoB, B TOM YUCHEe MPOBEOEHUEM SKCMEPTU3bl
NEKapCTBEHHbIX CPEACTB (BKMo4yas pesynbTaTbl €e NpoBeAeHusl), UHopMaumio O 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtax W NeKkapCTBEHHbIX Mpenapartax, WMCKMIYEHHbIX M3 rocyapCTBEHHOro peecTpa
NekapCTBEHHbIX CPeACTB, He MO3OHEee 4YeM 4Yepe3 NATb paboumx OHEeW Co OHSA MOMyYeHUs1 YMOSTHOMOYEHHbIM
denepanbHbIM OPraHoOM UCMOSNTHUTENBLHON BNAcTW COOTBETCTBYHOLLEN MHCbOpMaLnK.

(B pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 02.08.2019 N 297-93, ot 30.01.2024 N 1-93)

2. CpokM W nopsiAoK pasMmelleHus YkasaHHOM B 4actu 1 HacToswen ctatbn MHGOPMaLMK
yCTaHaBMNMBAKOTCA YMNONHOMOYEHHbIM  (hedeparnbHbIM  OpraHOM  MCMOnHUTEnNbHOW Bnactu. WHdopmauus,
ykasaHHaa B 4Yactu 1 HacTosilen cTaTbu, SBMASETCA OTKPbITOM M OOLedOCTYNHOW M npeaocTaBnseTcs
3auHTEPEeCOBaHHbLIM NULAM B COOTBETCTBMU C 3akoHoAdaTenscTBoM Poccuiickon degepaunn.

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

Maea 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB OANA MEAULUMHCKOIo NPMMEHEHUA, 0OTOBOP
Ob UX MPOBEAEHUU, MPABA NALMUEHTOB, YHYACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULIMHCKOro
npUMeHeHus

www.consultant.ru CrpaHuua 76 us 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100591&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100592&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;date=07.02.2024&amp;dst=100051&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100275&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100596&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=07.02.2024&amp;dst=100067&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100276&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100597&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. KnuHuyeckne uccrnenoBaHUs NeKapCTBEHHbIX MpenapaToB ANS MeAULMHCKOrO MpUMeEHEHUs, B TOM
yucne MexayHapogHble MHOroLEHTPOBblE, MHOrOLEHTPOBbIE, NOCTPErMcTpaunoHHbIe, NPOBOAATCA B OOQHOW Mnu
HECKOMbKNX MEAMNLMHCKNX 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 NEKapCTBEHHbIX NpenapaToB AMs 340POBbIX A0OpPOBOMbUEB U (MnK)
NepeHoCMOCTM UX 340POBbIMM A0OPOBOMbLAMM, 33 WUCKIOYEHWEM TakuxX WCCNEOOBaHWUNA NEKapPCTBEHHbIX
npenapaToB, NPOn3BeAeHHbIX 3a npeaenamu Poccuiickon ®epepauuu;

2) r|0/:|,60p OonTUMalbHbIX O03MPOBOK JIEKapCTBEHHOro npenaparta U Kypca nedeHuda And nauneHTtoB C
onpeaeneHHbIM 3aboneBaHneM, ONTMMarbHbIX [03 W CXeM  BakuuHauum VIMMyHO6I/IOJ'IOI'I/I‘-IeCKI/IMI/I
JleKapCTBEHHbIMU NpenapaTtamMmn 340pPOBbIX ,L'J,OGpOBOJ'IbLI,eB;

3) yctaHoBrneHue 6e30nacHOCTM NEKapCTBEHHOro npenaparta u ero ageKkTMBHOCTM ANs 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 nekapCTBEHHbLIX MpenapaToB ANd  MeAUUMHCKOro  NpUMeEHeHUs
NPoOBOAATCS B COOTBETCTBUM C OpaBuiamMu Hagnexawlen KnMHUYEeCKON NpakTuku, yTBepXaeHHbIMn 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 WCCIefoBaHNA OWOSKBMBANEHTHOCTU U (MNM) TepaneBTUYECKOW SKBMBANEHTHOCTU B MOOpAAKe,
YCTaHOBJIEHHOM akTamu, cocTaBnsowmmm npaso Cotosa.

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

3. OpraHmsau,mo npoeegeHnAa KInnHn4ecknx nccnegoBaHuin JIeKapCTBEHHOrIo npenapara gna meamunHCKoro
NnpuMeHeHns BrnpaBse OCyLeCTBNATb:

1) pa3pa60Tq|/|K NekapCTBeHHOro npenapara urmmn ynoyiHoMo4eHHoOe UM Nnuo;

2) obpasoBaTtenbHble OpraHusauuMM Bbicllero obpa3oBaHWs,  OpraHuM3auuu  OOMOSNHUTENBHOrOo
npodeccrmoHansLHOro o6pa3oBaHus;
(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. KnnHnyeckne nccrnenoBaHns nekapcTBEHHOro npenapata aAng MeauuuHCKoro npuMeHeHnst NpoBOASTCS
Ha OCHOBaHWWM paspelleHuss Ha MpoBeAEeHNe KIMHWYECKOrO WCCredoBaHMs JlekapCTBEHHOMO npenapara,
BblJAHHOIO  YMOMHOMOYEHHbIM  doedeparnbHbiM  OpraHoOM  WUCMOMHUTENbHOW  BnacTu.  YMNOSIHOMOYEHHBbIN
deagepanbHbli  OpraH UCNOSTHUTENBHOW BRacTU BeOeT PeecTp BbldaHHbIX paspelleHnin Ha npoBefeHue
KIMMHUYECKUX MCCneaoBaHWA NEKAapCTBEHHOrO npenaparta, COAepXaluin ykasaHue Ha MX Lenb unuM uenu, B
YCTaHOBMEHHOM 3TUM OpraHOM MopsiaKe.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-93.

6. K opraHvsaumm npoBefeHust KIIMHWYECKMX WCCNESOBaHWIA NeKapCTBEHHOrO MpenapaTta Aans
MEOULMHCKOTO NPUMEHEHUs] pa3paboTYMKOM JeKapCTBEHHOro npenaparta MOryT MPUBIEKaTbCHA topuanyeckne
nvua nobor opraHn3aLMoHHO-NPaBOBOM POPMbI MPU YCIIOBMU 0DECnevYeHnss COOTBETCTBUSA 3TUX UCCNEeL0BaHUN
TpeboBaHusiM HacTosiwero ®egepanbHOro 3akoHa.

7. YTpatun cuny. - ®egepanbHbiin 3akoH ot 30.01.2024 N 1-93.

8. lMepeyeHb MeOMLMHCKMX OpraHusauui, NpoBOASALUMX KIUHWYECKME WCCIEeNOoBaHUs eKapCTBEHHbIX
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" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapaToB AN8 MEOULMHCKOTO NMPUMEHEHMUS!, U PEECTP BblAAHHbLIX Pa3peLUeHUn Ha NPOBeAEHME KITMHUYECKMX
NCCregoBaHUM  NIEKAapCTBEHHbIX  NpenapatoB  ONyoOSIMKOBBIBAKOTCA M pasMELLalTCs  YNOMHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONHUTENBHOW BIACTU B YCTAHOBNEHHOM MM MOPSAKE Ha CBOeM oduumnanbHOM canTe
B ceTn "UIHTepHeT".

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

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 39 (B pea. ®3 ot 30.01.2024 N 1-d3), kacarowmecs npeaocTaBneHns roc. ycnyr nocpeacTsoM
€[ MHOW cucTeMbl 1 (Mnu) eguHoro noptana, npumensotes ¢ 01.01.2025.

Cratbsa 39. PeweHne o npoBeAeHUN KIMTMHUYECKOrO UccneaoBaHUs NeKapCcTBEHHOro npenapara ans
MeAVLIMHCKOTrO NPUMEeHeHUs1
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe vccneaoBaHue NekapcTBEHHOro npenapara ans MeauuMHCKOro NpuMeHeHUsl NpoBoaAMTCS
Ha OCHOBaHMW paspelleHnsl Ha MpoBeAeHUEe KIMHUYECKOrOo WCCredoBaHUs IeKkapCTBEHHOro mnpenapaTa,
BbIAAHHOIO YMOSTHOMOYEHHbIM dbefeparnbHbIM OpraHoOM WCMOSIHUTENbBHOW BriacTu Mo pesynbTaTtam 3KCnepTusbl
JOKYMEHTOB, HeobXoOuMMbIX Aris MOJSlyYeHWsi paspelleHnst Ha MNpoBefeHWe KIMHWUYECKOro UccriefoBaHus
neKkapcTBEHHOro npenaparta 1 3TUYECKON 3KCNepTUsbI.

2. Ina nony4eHus pa3peLleHns Ha NpoBeAEeHNE KIMHUYECKOTO UCCneaoBaHns NekapCTBEHHOMO nNpenapaTa
ON9 MeOVLMHCKOro NMpUMEHEeHMs 3asiBUTENb HanpaBnsieT MocpeAcTBOM €OUHOro nopTana B YNOSfIHOMOYEHHbIN
degepanbHbI OpraH UCMNOSNHUTENBHOW BAACTU UK NINYHBLIN KaOMHET YMOSTHOMOYEHHOro doegeparnbHOro opraHa
NCNOSTHUTENBHOM BNacTu B €QNHOM CUCTEME:
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) 3asBneHve O Bbldaye paspeLleHVs Ha NpoBedeHMEe KIMHWYECKOTO WCCNefoBaHWsl fekapCTBEHHOMO
npenapaTta Ans MeaWUUHCKOro MNpUMEHEHUs, MNoANUCaHHOE YCUMEHHOW KBanMuUMPOBaHHON 3EKTPOHHON
noanncolo;

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

2) ytpatun cuny. - ®egepanbHbiit 3akoH oT 30.01.2024 N 1-93;

3) NPOTOKOJT KIMMHNYECKOro nccnenoBsaHmna nekapCTteBeHHOoro npenaparta gna MmeanumMHCKoro npuMeHeHus;

KoHcynbTtaHTlIntoC: npumevaHue.
C 01.09.2024 B n. 4 4. 2 c1. 39 BHOCATCA M3MeHeHus (P3 oT 30.01.2024 N 1-d3). Cm. ByayLLyo peaakLmio.

4) 6poLuopy nccrnegoBaTens;
5) MHCPOPMALIMOHHBIN NNCTOK NaLMEeHTa;

6) cBegeHus o0 onbiTe paboTbl MccregoBaTenen No COOTBETCTBYIOLWMM CMELManbHOCTAM U UX OMbITe
paboTbl NO NPOBEAEHUIO KIMMHUYECKUX MCCNeOBaHWUM;

7) - 8) yTpatunu cuny. - ®egepanbHbiin 3akoH oT 30.01.2024 N 1-93;

9) konuo goroeopa 065a3aTenbHOr0 CTpaxoBaHWsl, 3aKMOYEHHOr0 B COOTBETCTBUM C TUMOBbLIMY NpaBuiamMu
06513aTENBHOrO CTPaxoBaHusl, C ykazaHMeM npenesibHoN YUCIEHHOCTM NaUMEHTOB, YHaCTBYHOLNX B KITMHNYECKOM
nccrnegoBaHUM fiekapCTBEHHOMO NpenapaTta Anst MeguLUMHCKOro NPUMEHEHUS;

KoHcynbTaHTlnoCc: npuMmeyaHue.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHocATCA n3MmeHeHus (P3 ot 30.01.2024 N 1-©3). Cm. byayLiyo pedakumio.

10) nHcpopmaumio 0 cocTaBe NekapCTBEHHOIO NpenapaTa Ans MeAULUMHCKOro NPUMEHEHNS;
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KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 B n. 11 4. 2 cT1. 39 BHOcATCA M3meHeHusa (©3 ot 30.01.2024 N 1-®3). Cm. OygyLlyto pegakumio.

11) [AOKYMEHT, COCTaBfIEHHbIA MPOM3BOAUTENIEM JIEKAPCTBEHHOrO Mpenapata Ans  MeauuUmMHCKOro
NPUMEHEHNST U COAEPXaLUUM nokasaTenn (XxapakTepuCTUKM), a Takke CBeOeHUA O feKapCTBEHHOM npenaparte
Anst MeguUMHCKOro NpuMeHeHUs1, NpoM3BeAeHHOM A9 NPOBEAEHNS KIMMHNUYECKNX MCCeaoBaHUN;

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 4. 2 cT. 39 pononHgetca n. 11.1 (©3 o1 30.01.2024 N 1-®3). Cm. OyayLlyto pedakumio.

12) cBepeHuss O parte npedocTaBrieHUst U PErncTpauMoOHHOM HOMEpe IMLUEH3UMM Ha NPOU3BOACTBO
NeKapcTBEHHbIX CpeacTB B Cryvyae, ecnv NPOU3BOACTBO IeKapCTBEHHOro mnpenapaTta OCyLlecTBNAeTcs B
Poccuiickon deagepaumm, unv AOKYMEHT, coaepXallui cBefeHus 0 aaTe NpeaoCTaBneHus U perncTpaumoHHOM
HOMepe 3aKkNlYeHWss O COOTBETCTBMM MPOU3BOOUTENS JIEKAPCTBEHHOrO Mpenapata TpeboBaHMSAM MpaBuI
Hagnexalleh nNPOVM3BOACTBEHHOM MNPaKTVKW, MpPegoCTaBlIEHHONO0  YNOMHOMOYEHHBIM — OpraHoM  CTpaHbl
Npon3BOAUTENS NTEKapCTBEHHOrO nNpenapara.

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-®3, o1 30.01.2024 N 1-93)

2.1. CeefeHuda, noareepxaaowme dakt ynnaTtbl rocyJapCTBEHHON OOLUNUHLI 3a NPOBeAeHMe 3TUYECKON
3KCMEepTM3bl, IKCMEpPTU3bl AOKYMEHTOB Ha JIEKapCTBEHHbIA MpenapaTt s MNofyvYeHus paspelleHns Ha
npoBefeHne KITMHUYECKOrO MCCNeaoBaHWsl JIEKAPCTBEHHOro npenapara A MeAMUMHCKOro NpUMEHeHus, 3a
Bbldayy paspelleHnss Ha nNpoBEeAEHME KIMHMYECKOrO UCCNefoBaHMs fIEKapCTBEHHOro npenapaTta  Ans
MEOMLMHCKOrO MPUMEHEHUs, 3a MpOoBEeAEHWE SKCMepTU3bl [JOKYMEHTOB Ha fEeKapCTBEHHbIM npenapaT Ang
nonyyeHns paspelleHns Ha npoBedeHVMe MEXAYHApOAHOro MHOrOLEHTPOBOro KMMHUYECKOro UCCreLoBaHUs
NeKkapCTBEHHOrO npenapata Ans MeAMLMHCKOrO MNPUMEHEHWUsl, 3a Bbldayy paspelleHusl Ha npoBedeHue
MEXOYHApO4HOTO  MHOTOLIEHTPOBOrO  KIMMHUYECKOrO  WUCCRefoBaHUsl  JNIEeKapCTBEHHOro npenapaTta  Ans
MEOVLMHCKOTO MPUMEHEHUs, 3a MNPOBEAEHME 3TUYECKOM IKCMEepTM3bl, SKCMepTusbl [JOKYMEHTOB Ha
NeKapCTBEHHbIN Mpenapart Ansi NONyYeHUs paspeLleHns Ha npoBedeHne MOCTPErnCTPaUMOHHOIO KITMHUYECKOro
nuccnegoBaHMs NEKapCcTBEHHOro npenapata Ans MeAUMUMHCKOrO MpUMEHEHUs, 3a Bblgayy paspelleHns Ha
npoBegeHne MNOCTPErMCTPALUMOHHOIO  KIMMHUYECKOrO  MUCCNeaoBaHMs NEeKapCTBEHHOro npenapata  Ans
MEOULUMHCKOTO MNPUMEHEHUsI, a TaKkKe CBeOeHMs O BbidaBaeMblx (MpegocTaBnsieMbiX) YNOMHOMOYEHHBIMM
degepanbHbIMU OpraHaMy UCTMOMHUTENBHOW BNacTn OKyMeHTax (CBeAeHusIX), yKasaHHbIX B nyHkTe 12 yactun 2
HacTosLWEN CTaTbW, YNONHOMOYEHHbIN dhefepanbHblid OpraH UCMOMHUTENbHON BRacTu 3anpawmBaeT B nopsagke
MEXBEOOMCTBEHHOIO 3NIEKTPOHHOIO B3aMMOAENCTBMS.

(vacTb 2.1 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-93)

3. B cCpoKk, He npeBbllLAWMA Tpex pabounx [OHEeNn CO [OHA HanpaBlieHUs B JNYHbIA  KabuHeT
YNOSTHOMOYEHHOro dpefeparnbHOro opraHa MUCMNoOSIHUTENBHOW BNacTu B €4MHOM CUCTEME YKa3aHHOro B nyHKTe 1
4YacTu 2 HacTosLen cTaTby 3asBreHNss N HeOBXOAMMbIX OOKYMEHTOB, YNOMHOMOYEHHbIN deaepanbHbin opraH
NCNOSTHUTENBHOW BNacTu:

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

1) NpPoOBOAMT NPOBEPKY TMOMHOTbHI M OOCTOBEPHOCTM CBEAEHWI, COoAepKaluxcs B MpeacTaBreHHbIX
3anaBUTENEM JOKYMEHTaX;

2) NpvHMMaeT pelleHMe O MPOBEAEHUM IKCTepTU3bl [OKYMEHTOB AN MONy4YeHUs paspelleHuss Ha
NnpoBeAeHMe KIMHWYECKOro WCCRedoBaHusl FfekapCTBEHHOro npenapata Ans MeauUMHCKOTO TMPUMEHEHWS U
3TUYECKON IKCMePTM3bl M 06 OTKase B NPOBEAEHWUMN YKa3aHHbIX 3KCTepTUs;

3) HanpaBnseT 3asiBUTENIO NOCPELACTBOM €4MHOro nopTarna unu B NINYHbIA KabuHeT 3asBuTens B eQUHOMN
cMCTEME MOAMUCAHHOE YCUINEHHOW KBanMULMPOBAHHOW SMEKTPOHHOW NOAMUCHI0 YBEAOMIIEHME O MPUHSATOM
peLleHnn Nnbo B criydae NpUHATUS pelleHns 06 0TKase Takke C ykazaHWeM NpUYnH Takoro oTkasa;

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

4) HanpasnAeT B NUYHBIN KabnHeT 9KCNEepPTHOro yvypexaneHua B €[IMHOI CUCTEME W NNYHbIA KabUHET coBeTa
no 9TUKe 3afaHusa Ha npoeseaeHne COOTBETCTBYKOLLMX  IKCNEepPTus, noanncaHHble YCUNEHHbIMU
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KBanuuUMPOBaHHbLIMUN 3NEKTPOHHBLIMU NOANUCAMMU.
(n. 4 B pea. PepepansHoro gakoHa ot 30.01.2024 N 1-03)

4. B cnyyae BbISBNEHWS HEMNOMHOTbI U (MNM) HEOOCTOBEPHOCTUM WHGOPMauMK, coaepxallenca B
NpeacTaBneHHbIX 3asBUTENeM [OKYMEHTaX, YNONHOMOYEHHbIN deaepanbHbll opraH UCNOMHUTENBHON BNAacTy
HanpaBnsieT B NWYHbIA KabuHeT 3asBUTEeNs B eAMHON cucteMe 3anpoc 06 yTOYHEHUW ykazaHHOW MHdpopmaumu,
MOAMUCaHHBIA YCUIEHHOW KBanMUUMPOBAHHOW 3MEeKTPOHHOW noanucbio. 3aasButenb o6s3aH HanpasuTb B
NINYHBLIN  KAOWHET YMONMHOMOYEHHOro deaepanbHOro opraHa WCNONIHUTENBHOM BRacTM B €OUHOW CUCTEME
noAnucaHHbIN YCUIMEHHON KBanNnMUUMPOBAHHOW SMNEKTPOHHOW MOAMUCHLI0 OTBET Ha 3anpoc YMNOSTHOMOYEHHOro
dhegepanbHOro opraHa UCMNOMHUTENBHOW BNAcTU B CPOK, HE MpeBbIWalWni AeBAHOCTa paboyumx AHen Co OHSA
nony4YeHns ynonHOMOYeHHbIM doeeparbHblM OpraHoM UCMOSTHUTENbHOW BNACTU SMNEKTPOHHOro YBEAOMIEHUs O
nonyyeHuu 3assuTtenem 3anpoca. Cpok, ykasaHHbIM B YacTu 3 HacTosLWen ctaTby, NPUOCTaHABIIMBAETCA CO OHS
HanpaeneHns B NMWU4YHbIN KabuHeT 3asdABUTENnsd B €dMHOM cucTeme 3anpoca YMNoNHOMOYeHHOro dedeparnibHOro
opraHa WCMOMHWTENbHON BRAacTW OO OHA HanpaBneHWs B NUYHbIN KabyvHeT ynornHOMOYeHHOro dedepanbHOro
opraHa UcrnonHUTEeNbHOW BnacTn B €QUHON CMCTeMe OTBEeTa Ha 3anpoc U HE YYUTLIBAETCH MPU NCYUCTIEHNN CpoKa
MPUHATMS  YNONHOMOYEHHbIM (pbefepanbHbIM  OpraHoOM WUCMOMHUTENbHOW BracTu peLleHns O NpoBedeHum
3KCMepTU3bl OOKYMEHTOB AN MOMyYeHusi paspelleHns Ha MpoBeAeHWe KIMHWYECKOro uccrnegoBaHus
nekapcTBEHHOro npenaparta Ans MeguumHCKOro NPUMEHeHNs.

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

5. OcHoBaHVMeM Onsa OTka3a B NPOBEAEHMM IKCMepTu3bl SOKYMEHTOB ANA MOMyvYeHUs1 paspelleHust Ha
npoBegeHne KIMHUYECKOrO MCCrnedoBaHUSA IEeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro NPUMEHEHUS U
3TUYECKON IKCNEPTU3bI ABMSIETCS NpeacTaBneHne JOKYMEHTOB, NPEAYCMOTPEHHbIX YaCTbio 2 HACTOSILLEN CTaTbu,
B HEMomnHoM obbeme, HeENpeACTaBNeHMe 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha yKa3aHHbIA B 4Yactu 4
HaCTOSILLEN CTaTbU 3anNpoc YNOTHOMOYEHHOro dbeeparnbHOro opraHa UCNoSIHUTENbHOW BNacTu iMbo oTcyTcTBmE
B MPEACTaBMEHHbIX AOKYMEHTax WCYEpPnbIBAKOLEro rnepeyHs Heobxoaumon uHdopmaumm mnu uHdopmaumm,
KOoTopash [ofkHa OblTb OTpaxeHa B HWX, a Takke OTCYTCTBUE CBEAEHWMN, KOTOpble B [anbHenlem
noaTBEPXKOATCA NOCPEACTBOM MEXBEOOMCTBEHHOIO 9fEKTPOHHOrO B3auUMOAEWCTBUS, O dakTte ynnaTbl
rocygapCTBEHHOM [OWINMHBI 33 MPOBEAEHME STUYECKOW  IKCMEPTU3bl, SKCMNEepTM3bl JOKYMEHTOB Ha
NeKkapCTBEHHbIV MpenapaT Ans MONydeHus paspelleHnss Ha MpoBedeHWE KIMHWYECKOro MCcCreaoBaHus
NIEKapCTBEHHOro npenapaTta Ana MeOMUMHCKOTO MPUMMEHEHUs, 3a Bblgady paspelleHusl Ha npoBedeHue
KIMHUYECKOro UCCneaoBaHMs NeKkapCTBEHHOro npenaparta Ansg MeguuMHCKOro MpUMEHEHWs, 3a MpoBedeHue
3KCMepTM3bl [AOKYMEHTOB Ha IeKapCTBEHHbIM npenapat Ans MonyvYeHus paspelleHns Ha npoBefeHue
MEXOYHApOAHOr0  MHOIOLEHTPOBOrO  KMUHWYECKOrOo  WMCCMeAOBaHUSA  NekapCTBEHHOro npenapata Ang
MEOULUMHCKOTO MPUMEHEHUS, 3a Bbiayy paspelleHuss Ha MNpOBEAEHME MEXOYHapOO4HOr0 MHOMOLLEHTPOBOMO
KIMHNYECKOro UccneaoBaHWs NeKapCTBEHHOro npenaparta Ansg MeguuMHCKOro MPUMEHEHWs, 3a MpoBedeHue
3TUYECKON 3KCMEPTU3bI, IKCNEPTU3bl AOKYMEHTOB Ha NEKApCTBEHHLIN Npenapar Ans NolyyYeHusi paspeLleHns Ha
npoBefeHne MNOCTPErMcTPaLMOHHOIO  KITMHUMYECKOrO  WUCCReAOBaHUSA  NEeKkapCTBEHHOro npenapata  Ansg
MEOMLMHCKOro MPUMEHEHWS, 3a Bblgayy paspelleHus Ha npoBedeHWe MNOCTPErMcTpPaLMOHHOMO KAMHMYECKOro
nccneaoBaHns nekapcTBEHHOrO npenapaTta Ans MeguunMHCKOro NPUMEHEHMS.

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

6. MNpoBeaeHne 3KCNepPTM3bl OOKYMEHTOB AN MONYyYEHUs] pas3pelleHnsl Ha NpoBeAEeHMEe KITMHUYECKOro
nuccnegoBaHMs NeKapCTBEHHOro npenapata And MeOULMHCKOTO MPUMEHEHUS UM 3TUYECKOM 3KCMEepPTU3bl,
COCTaBIIEHME KOMMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU WM HEBO3MOXXHOCTU
nposeneHust Takoro KNUHWUYECKOro nccnenoBaHus, nognucaHue 3aKn4YeHnin YCUNEHHBbIMU
KBanM@UUUPOBaHHbIMU 3MIEKTPOHHLIMM MOAMUCSAMWU U HarnpaBfieHNe AaHHbIX 3aKYEHUA B JUYHbIA KabuHeT
YMNOSTHOMOYEHHOTO heaeparnbHOro opraHa UCMNONHUTENBHOW BNacTu B €4MHON CUCTEME OCYLLECTBIISAKOTCS B CPOK,
He npeBblWawwWwmin ABaguaTn NaTM pabounmx OHEN CO OHSA HanpaBfeHust B JIMYHbIA KaOWMHET 3SKCnepTHOro
yupexaeHus B eQuHOM cuctemMe 3afaHus ynosHOMOYEHHOro dpeepansHOro opraHa UCNOMHUTENBHOW BNacTu C
NpUNoXeHNeM OOKYMEHTOB, YKa3aHHbIX B nyHKkTax 3, 4, 10, 11 1 11.1 yactu 2 HacTosILLen CTaTby, 1 HanpaBneHns
B NIMYHbIA KaOWHET coBeTa MO 3TWKE B €OUMHOW CUCTEME 3adaHusl YNoriHOMOYEHHOro deaeparnbHOro opraHa
WCNONMHUTENBHOW BrlacTU C MNPUMOXEHUEM [OKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 U 9 yactu 2 HacTosien
cTaTbMu.

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

7. B cpok, He npeBbllialOWNA Tpex paboymx [OHeW CcOo [OHSA HanpaBneHWs B JWYHbIA  KabWHeT
YMOSTHOMOYEHHOIo doeeparnbHOro opraHa UCMOSTHUTENbHON BIAcTU B €4MHOM CUCTEME 3aKMOYEHUN, YKa3aHHbIX
B 4YacCTu 6 HacTosLLEN CTaTbW, YNOSTHOMOYEHHbIV bedeparibHbIn OpraH UCMOMHNTESNTbHOW BNACTu:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024)
"O6 obpalueHun nekapcTBeHHbIX cpeacTs”

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 07.02.2024

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

1) oCyLLeCTBNSIET OLEHKY MOCTYMMBLUMX 3aKMHOYEHUA Ans OnpedeneHns UX COOTBEeTCTBUS 3afaHusiM Ha
NnpoBeAeHNEe COOTBETCTBYHOLLMX IKCNEPTUS;

2) NpUHMMaeT peLlleHne O Bbidaye paspeLleHnss Ha MPOBEAEHME  KIMHWYECKOro MccreaoBaHus
riekapCTBEHHOro npenapata Ans MeOUUMHCKOrO NPUMEHEHWsl, BHOCUT B PEECTP BblAaHHbIX paspelleHuin Ha
NpoBeAEHUE KIMMHMYECKMX WCCreOoBaHUA FeKapCTBEHHOrO npenapaTa COOTBETCTBYIOLWYH MHOPMaLUio |
HanpaBnsieT NocpeacTBOM eAUHOro nopTana 3asBUTEN0 UMW B NUYHbIA KabWUHEeT 3asBMTENs B €4MHON CUCTEME
BbIMWCKY M3 peecTpa BblAaHHbIX paspelleHMn Ha NpOBedeHME KIMHUYECKUX WUCCNenoBaHWiA NeKapCTBEHHOMO
npenapara, NOANUCAHHY0 YCUIEHHOW KBanNMMUUMPOBAHHON 3NEKTPOHHON NOAMMUCHIO;

(n. 2 B pea. PegepansHoro gakoHa ot 30.01.2024 N 1-03)

3) NnpvHMMaeT pelleHne 06 oTkase B Bblgaye paspelleHnsa Ha nNpoBefeHne KNMHUYECKOro uccrneaoBaHus
NeKkapCTBEHHOrO npenaparta Ans MeauuMHCKOro NMpUMEHEHMsT U HanpaenseT NocpeacTBOM eauHOro noprana
3a8BUTENIO UMW B NIUYHBIN KaOWHET 3asBUTENS B €4MHON CUCTEME [aHHOE peLleHne, NOANUCAaHHOE YCUNEHHOM
KBanMguUMpoBaHHON 3NEKTPOHHON NOAMUCHIO, C YKa3aHUeM MPUYUH OTKa3a.

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

8. OcHoBaHveM pOns oTkasa B BbiJaye paspelleHus Ha MnpoBedeHue KINMHUYECKOro uccrefoBaHus
nekapCcTBEHHOro npenapaTta Ans MeOMUMHCKOrO MPUMEHEHUS SBNSAETCA Hanuyune 3aknioYeHWss KOMUCCUM
3KCMEepTOB UMW 3aKrYeHUs coBeTa MO 3TUKE O HEBO3MOXHOCTWU MPOBEAEHUs KIMHUYECKOrO MCCrefoBaHus
nekapcTBeHHOro npenapaTta And MeOUUMHCKOro NPUMEHEHWs Mo pesynbTataM MpPOoBefeHHbIX 3KCnepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOSLLEN cTaTby.

9. PeweHne 06 oTka3e B MNpoBeAEHUWM IKCMEepPTM3bl AOKYMEHTOB [ANs MOMyYeHWs paspelleHus Ha
npoBedeHne KIMHUYECKOro MCCreaoBaHMs neKapCTBEHHOro npenaparta Ans MeAWLMHCKOrO MPUMEHEHUs W’
3TMYECKON 3KCNEePTU3bl N B BbiAaye pas3peLllueHns Ha NpoBeAeHMe KIMHNYECKOrO NCCefoBaHNs ekapCTBEHHOro
npenaparta Aanda MeaguunHCKOro npuMeHeHna MoXeT ObITb 0OXanoBaHo B nopaake, YycTtaHOBJ1IEHHOM
3akoHogaTenbcTBOM Poccuinckon egepaumn.

KoHcynbTaHTln0C: npumeyaHue.
Monoxerna ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-®3), kacawLimecs nNpegocTaBrneHUs roc. ycnyr
nocpeacTBoM eauHoOM cuctemsl, npumeHstotes ¢ 01.01.2025.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. OTuveckasd 9KCnepTn3a npoBoAUTCA COBETOM MO 3TUKE, CO3OaHHbIM B NopAnke, YCTaHOBJIEHHOM
YNOJTHOMOY€E€HHbIM d)ep,epaanblM OopraHom WCMOSTHUTENBLHOMW BMacTW, B LENsX Bbldayn 3akniodeHust ob
3TU4eCKo OOOCHOBaAHHOCTU BO3MOXHOCTU npoBeaeHnAa KIMHUYEeCKOro wuccrnegoBaHnA JnekapCTtBeHHOro
npenaparta gna meamunHCKOro npuMeHeHuns.

2. 3kcnepTamu coBeTa MO 3TWKE MOryT OblTb NpeAcTaBUTENM MEOMLIMHCKUX OpraHu3auuii, Hay4HbIX
opraHusaumin, obpasoBaTenbHbIX OpraHM3alUuii Beicllero obpasoBaHus, a Takke NpeacTaBUTENN OGLLECTBEHHbIX
opraHusaumnin, penurmosHbiX opraHv3auuii U CPeacTB MaccoBoi MHdopMauuu. [aHHble 3KCnepTbl He OOMKHbI
HaxoaMTbCs B KakOW-NMMBO 3aBWCMMOCTU OT paspaboTyMKOB J1eKapCTBEHHbIX MpernapaToB W Apyrux nu,
3aMHTEPECOBaHHbIX B pe3yrbTaTtax 3TUYECKON 3KCNepTu3bi.

3. OnnaTa ycnyr akcnepToB COBeTa MO 3TUKE OCYLLECTBISAETCA Ha OCHOBaHWM J0roBopa, 3aKiYeHHOro
MeXay YNoNHOMOYEHHbIM defepanbHbiM OpraHoM UCMONHUTENBHON BNacTu, KOTOPbIM CO3[1aH COBET MO 3TUKE, U
9KCMepTOM CcoBeTa MO 3TWKe, 3a cyeT OOKETHbIX acCUrHOBaHWMW, MNPedyCMOTPEHHBIX YNONTHOMOYEHHOMY
denepanbHOMyY opraHy UCMOMHUTENBHOW BNacTW, KOTOPLIM CO3[aH COBET Mo 3TWKe, B dhedepansHoM GropkeTe
Ha COOTBETCTBYHLUMI rof Ha obecrneyeHne ero AeATenbHOCTM, B pasMepax, YCTaHOBMEHHbIX [paBMTenbLCTBOM
Poccuickon ®egepauun.

4. 3kcnepTbl coBeTa MO 3TUKe HECYT OTBETCTBEHHOCTbL B COOTBETCTBUMN C 3aKoHoAaTenbCcTBOM Poccuiickoin
depepauuum.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4.1. lMNpn nNpoBegeHUN ITUYECKOM IKCMEPTM3bl He AonyckaeTca ucTpeboBaHMEe IKCMEepTOM Yy 3asBUTENS
nmbo  MHbIX iy MmaTtepuanos, HGOﬁXO,ElMMbIX ona  nposeaeHus 3TN4ecKon OKCNepTun3bl. B cny4yae
HeaJOCTaTO4YHOCTU npencTaBfieHHbIX 3KCNepTy mMatepuanoB B NWYHLIA KabWHET 3asBUTENS B e,EI,I/IHOIZ cucrtemMme
YMOSTHOMOYEHHLIM FTIMLOM COBETA MO 3TUKE HanpaBfsieTCcs 3anpoc O NpeAcTaBeHnM HeobxoanmbIX MaTepuarnos,
MOANUCAHHLIA pykoBoauTeNnem (YnormHOMOYEHHBIM MLOM) COBETa MO 3TUKE C MCMOSIb30BaHUEM YCUITEHHOM
KBanuuuMpoBaHHON 3NIEKTPOHHON MOANWCK, a Takke HanpaBnsdeTcs yBedoMieHne o6 ykasaHHOM 3anpoce B
NINYHBIV KABMHET YNONTHOMOYEHHOro heaeparnbHOro opraHa UCMONTHUTENBHOW BNacTu B €ANHON CUCTEME.

(vacTb 4.1 BBegeHa depepanbHbimM 3akoHoM oT 30.01.2024 N 1-03)

4.2. 3asButenb 06s3aH HanNpaBUTb B NUYHLIA KAOMHET coBeTa Mo 3TUKE B €AMHON cUcTeMe NoAnmMcaHHbIN
YCUNEHHOW KBanNuUUUMPOBAHHOW 3MEKTPOHHOW MOAMMCBI0 OTBET Ha 3anpoc O NpeAcTaBreHnM HeobXoOUMbIX
MaTepuarnoB COBETY MO 3TMKE B CPOK, HE NMpeBbILIALWMIA AeBSHOCTA paboymx OHEN CO AHSI MOSly4YeHUs1 COBETOM
No STUKE OSMEKTPOHHOro yBEAOMMEHWS O MOJflyYeHMM 3asiBUTENEM YyKas3aHHOro 3anpoca. Bpems co gHs
HanpaBfeHUs COBETOM MO 3TUKE B JIMYHbIA KAabOWHET 3adBUTENS B €OMHON CUCTEME 3anpoca O npeacTaBneHumn
HeobxoOQMMbIX MaTepuanoB A0 OHS HanpaBreHusl 3asiBUTENEM B NUYHbIA KaOMHET coBeTa Mo 3TUKe B eAWHOM
cMcTeEME OTBEeTa Ha YyKas3aHHbIA 3anpoC He YYUTLIBAETCA MPU WCHUCIIEHWM CpoKa NPOBEOEHUst 3TUYECKOW
3KCNepTn3bI.

(vacTb 4.2 BBegeHa depeparnbHbimM 3akoHoM oT 30.01.2024 N 1-03)

5. CoctaB coBeTa No 3TMKe, MOnoxeHve 0O 3TOM COBETE, nopAgoK ero AedTreribHOCTH, Tpe6OBaHI/IF| K
KBaﬂI/I(bVIKaLI,I/IVI n onbiTy pa60TbI no SKCFIepTHOIZ OUu€eHKe Hay4HbIX, MeOUUUHCKUX U I3TUYECKUX aCneKkToB
KIIMHMYECKMX MCCreaoBaHNi NeKapCTBEHHbIX MNMpenapaTtoB A4 MeOAUMLUMHCKOro npuMeHeHusa, npeabsaBideMblie K
JKCnepTaM coBeTa Mo 3TUKe, NopAAOoK OpraHu3auum n nposeaneHna 3TUYECKON QKCNepTu3hbl, @OQMa 3aKrnr4yeHuns
coBeTa Nno 3TukKe yCtaHaBnMBakTCA YNOJITHOMOYEHHbIM q)e,qepaanblM opraHom ncnonHuTenbHom Bnactn. Yncno
I'Ipep,CTaBI/ITeJ'IeVI MeaNLIMHCKNX opraHmsaumﬁ HEe MOXEeT NnpeBblillaTb MNOJIOBUHY OT obuwiero uucna 3KCnepToB
coBeTa No 3TUKe.

6. Mlndhopmauus o cocTaBe coBeTa MO 3TUKe, NfaHax ero paboTbl U TEKyLIeN OeATENbHOCTM pa3MeLLaeTcs
Ha oununanbHOM canTe ynorTHOMOYEHHOro hefepasnbHOro opraHa UCNoSTHUTENBHOM BriacTn B cetn "IHTepHeT"
B YCTAHOBMEHHOM MM NOPAAKE.

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 40 (B pea. ®3 ot 30.01.2024 N 1-®3), kacarowmecs npegocTaBneHns roc. ycnyr nocpeacTsoM
efMHoW cuctembl, npumensaioTcs ¢ 01.01.2025.

Cratbsa 40. I'IpOBep,eHMe KITMHU4YeCKOro wuccriegoBaHusa JeKapcTtBeHHOro npenapara Aansda
MeOUUMNHCKOro npuMmeHeHus

1. PykoBoauTenb MeOMUMHCKOW OpraHusauuu, Kotopasi MpOBOAMT  KIMMHMYECKOE UccregoBaHue
NekapCTBEHHOrO npenaparta Ans MeauUMHCKOrO NMPUMEHEHWs, HasHa4vyaeT MccredoBaTerns, OTBETCTBEHHOMO 3a
npoBeAeHNE TaKoro UCCIeAoBaHNA U UMetoLLEero nedebHyo cneumanbHOCTb, COOTBETCTBYIOLWYHO NPOBOAUMOMY
KNMMHUYECKOMY MUCCreaoBaHUI0 NekapCTBEHHOrO npenaparta, co cTaxeM paboTbl Mo nporpaMMaM KIMHUYECKMX
nccrnenoBaHUn NeKapCTBEHHbIX MpPenapaTtoB HE MeHee 4eM Tpu Ffoda WM Mo ero npeasfiokeHul HasHadvaeT
couccrneoBaTenen N3 Yncna Bpavyen aTom MeAMLMHCKON opraHn3aLmm.

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

2. NccnepoBatenb ocyuiecTBndaeT Bbl60p nauneHToB, KOTOpblie MO MeANUUNHCKUM MNMOKa3aHuAM MOryT ObITb
npueriedeHbl K Yy4YaCcTuio B KIIMHWYECKOM MUCcrneaoBaHMW JiekapCTBEHHOro npenapata Aand MeguumHCKoro
NPUMEeHEeHUA.

3. NccnepoBatenb M couccrnegoBaTtenv OOMKHbI ObiTb O3HAKOMIEHbLI C pe3ynbTataMn OOKIUHUYECKOro
ncecnenoBaHnd nekapcrtBeHHOro cpencrtea, coaepXxawmnmmmca B 6p0L1J}ope ncenenoBartend, NpoOeKToM NMpoToKona
KINMMHNYECKOro umccriegoBaHuA JnekapCTBeHHOro npenapata and MeguunHCKOro rnpuMeHeHud, paSPaGOTaHHbIM
pa3pa6OT‘~ll/lKOM JleKapCTBeHHOro npenapara UM UHbIM HLPUOANYECKMM NULIOM, NpuUBIiekKaemMbiM K opraHusauunum
nposefeHuna KIMHUYeCKOoro uccnenoBaHua IekapCTBeHHOro npenaparta Anda MeauuuMHCKOro npuMmeHeHud, u
OpyrumMmun matepuanamMmm Takoro nccnenosaHus.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3.1. PykoBoantenb MeAMUMHCKOM OpraHnsaumm B CPOK, He MPEBbILWAKLWNA Tpex paboumx OHEN CO OHS
Havana NpoBeAeHMsT KNMMHMYECKOrO NCCIEeA0BaHNA NEKapCTBEHHOrO nNpenaparta s MeANUMHCKOro NpUMEHeHNs,
coobLaeT 06 3TOM B YNONMHOMOYEHHbIV befeparnbHbln OpraH UCMONHUTENBHON BNAcTW, BblAaBLUMIA paspeLlueHne
Ha NpoBefeHne Takoro nccrnefoBaHus, No YCTaHOBMEHHON UM dhopMe.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHoM OT 29.11.2010 N 313-93)

4. OpraHmsaumm, ocyulecTendawowne opraHmsauuto nposeaeHusA KIMMHUYeCKoro nccnenoBaHuMA
NlekapCTBeHHOro npenapara gna MeamuuHCKOro npuMeHeHuna M ykas3aHHble B 4acTu 3 crtatbu 38 HacTodLiero
depepanbHOro 3akoHa, B Criydae HeOOXOOMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KIIMHWYECKOro
nccrefoBaHUsA  NeKapCTBEHHOrO MpenapaTta  Anis  MEeOMUUWHCKOro npuMeHeHust coobwalT o6 3Ttom B
YMOSTHOMOYEHHbIN defepanbHbIi OpraH WCMOMHWUTENBHOW BMAcTW, BblOAABLUMW paspelleHne Ha npoBedeHue
Takoro uccrnenoBaHus, no ycTtaHoBEHHON UM cbopMme.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma coobLeHNs 0 BHECEHUM U3MEHEHUI B NPOTOKON KIMMHNYECKOIro nccrnegoBaHuna nekapCTtBeHHOro
npenapara anda MeanumHCKOro npuMeHeHna AOJKHa cogepXaTb criegyruine cBeeHnd:

1) HanmeHoBaHWe, NOEHTUMPUKALNOHHBIA HOMEP U JaTa NPOTOKONa KMMHUYECKOrO UCCeLOoBaHus;
2) fata BHECEHWSI U3BMEHEHWI B MPOTOKOS KIMHUYECKOrO UCCIeq0BaHUS;
3) HaMMeHOBaHMe 1 MECTO Hax0XOeHUs 3asBUTENS;

4) HauMMeHOBaHWe oOpraHuW3auuM, MpUBIIeYEHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenaparta kK
opraHu3aummn NPoBeAEeHNs KIIMHNYECKOro UccrenoBaHns (Mpu Hamuunm);

5) HanMeHoBaHUA N MeCTa HaxoxXaeHnAa MegnumnHCKNX opraHmsauMﬁ, B KOTOPbLIX MPOBOOUTCA KITMHNYEeCKoe
ncecnegoBaHne;

6) AaTta Bblayn paspelleHna Ha nposeaeHmne KnmHM4eCckoro nccnenoBaHmna n HoMmep 3Toro paspelleHuns,

7) U3MEHEHUsI, BHOCUMbIE B NPOTOKOS KIMHUYECKOrO UCCreAoBaHUS.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He npeBblwarowmi gsaguati BOCbMU paboymx OHeW CO AHA NONydYeHus yka3aHHOro B YacTtu 4
HacTosillel cTaTbW COOOLLEHMs, YMOSNIHOMOYEHHbIN  dedeparnbHbli  OpraH  WCMOMHUTENbHOW  BRacTu
paccmaTpuBaeT 3T0 COOOLLEeHNe B yCTaHOBIEHHOM UM IOPSAAKE U MPUHMMAET peLleHne O BHECEHUMN U3MEHEHWI B
MPOTOKON KIIMHUYECKOro MCCrneaoBaHMs fiekapCTBEHHOro npenaparta Ans MeAWMUMHCKOro nMpuMeHeHus unm ob
OTKa3e BO BHECEHUWN TaKMX U3MEHEHWI, NOLMUCAHHOE YCUITEHHOW KBannuuMpoBaHHOW 3NIEKTPOHHOW NOAMNUCHIO,
NMoCcpeaCcTBOM HanpasfieHVs COOTBETCTBYIOLLEro peLleHns B NMMYHbIN KabUHeT 3asBuTens B eamHon cucteme. lMpu
paccMOTPEHUN COOBLLEHNS O HEOBXOAMMOCTN BHECEHUS U3MEHEHUIN B NPOTOKOM KMMHUYECKOro MccnenoBaHus
neKapCTBEHHOro npenapara Anst MeAULMHCKOrO NPUMEHEHUS B LensiX oLeHKM 060CHOBaHHOCTM npeanaraemMbix
N3MEHEeHU W ornpederneHus CTeneHn pucka Ans NauMeHToB, MNPYHUMAIOWMX Y4yacTue B KITMHUYECKUX
nccnegoBaHNaX, YNONMHOMOYEHHbIM defeparnibHbiM OpraHOM WCMOMHUTENbHON BRacTM MOryT MpuUBIEKaTbCH
3KCNepTbl coBeTa MO 3TUKE U (MNN) IKCMEPThI SKCNEPTHOTO YYpeXaeHUs.

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

6. KnnHuyeckoe uccnegoBaHue nekapcTBEHHOMO npenapaTa Anst MEAULIMHCKOTO MPUMEHEHUSA MOXET ObITb
MPVOCTAHOBMIEHO WM MPEKPaLLEeHO, ecnn B MPOLLECCEe ero NpoBefeHns obHapyxeHa OMacHOCTb OIS >KU3HM,
3[00pPOBbsl NaUMeHTOB. B cnyvyae BO3HMKHOBEHUS OMACHOCTW ANS XXWU3HW, 340POBbSA MaUUEHTa, Y4acTBYHOLLErO B
KIMHUYECKOM WUCCreaoBaHMU NEKapCTBEHHOrO npenaparta Ans MeguuMHCKOro NPUMEHEHUs, uccnegoBaTenu
065a3aHbl NpoMHOpMUPOBaTL 06 3TOM PYKOBOAUTENS MEOULIMHCKON OpraHn3aumMm 1 opraHu3aLmio, nony4ymsLLyo
paspeLleHne ynonHOMOYEHHOro eaepansHOro opraHa UCMOMHUTENbHOW BNacTh Ha OpraHusaumio npoBeaeHns
KMMHUYECKOrO UCCMNEeNOBaHMSA JekapCTBEHHOro mnpenapata. PelieHne O NpPUMOCTAHOBMEHWUM KIMHUYECKOrO
nccregoBaHUSa  fiekapCTBEHHOrO npenapata And  MeAWUMHCKOrO MNPUMEHEHWs MPUHMMAKT  PYKOBOAWTENb
MEeOULMHCKOW opraHuM3auum v (Mnv) opraHusauus, nonyyvmslUas paspeLleHne ynorHOMOYEeHHOro degepansHoro
opraHa MCMNOSHUTENbHOW BRAcTM Ha OpraHM3auuvio NpoBeAEeHUs KIMMHMYECKOro UCCNenoBaHMs NeKapCTBEHHOTO
npenapaTta Ans MeAMLUMHCKONO MNPUMEHEHMS!, peLLeHne O MpekpalleHMn Takoro uccrnegoBaHust NpuHUMMaeT
YMOSTHOMOYEHHLIN dheaepanbHbIil OpraH MCMOMHUTENbHOW BracT Ha OCHOBAaHWM COOOLLUEHUS B MUCbMEHHOWN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cbopme pykoBoauTena MeANLNHCKON opraHunsauunmn mnnn opraHusauus, nony4yusLlas paspelieHne
YNOJIHOMOYE€HHOro cpep,epaanoro opraHa NCMOMHNTENBHOW BfacTn Ha opraHunsauunto nposeaeHunA KInnHn4eckoro
nceregoBaHuMa nekapCTBeHHOro npenaparta anga MeamunHCKoOro npuMeHeHus.

7. B cpok, He npeBblwalwWwmi nNsatM pabodmx AHEN CO OHA 3aBepLueHus, MPUOCTAHOBMIEHUS WK
npekpaLeHns KIMHUYECKOrO WCCMELOBaHUSA JEKapCTBEHHOro npenapaTta Afis MeAMLMHCKOrO NPUMEHEHWS,
coobuleHne 06 3TOM HanmpaBnsieTCs OpraHu3auusaMK, YykasaHHbIMM B 4Yactu 3 cTatbum 38 HacTosLwero
depepanbHOro 3akoHa, B YNOMHOMOYEHHbIM defeparbHbli OpraH UCNOMHUTENBHOW BNAacTU MO YCTAHOBIIEHHOWN

nm QQOQMG.

8. <Dopma coobueHus o 3aBepLieHnn, NpnocTaHoOBIEHNN UITN NpEeKpaLeHNN KIMNMHNYEeCKOro nccrnenoBaHmna
JIeKapCTBEHHOrO npenaparta ana MegunumnHCKOro npuMeHeHnA OoJmnkKHa cogepKatb:

1) nHdopmaLmnio 0 MEOULMHCKON OpraHvM3aunM Unn MeauMuMHCKUX OpraHu3aumsx, NpOBOAMBLLMX OAHHOE
nccnegoBaHue;

2) onvicaHne AaHHOro UccrneaoBaHus;

3) paHHble wuccrnepoatensa (damunus, MMs, OTYECTBO, MECTO paboThbl, 3aHMMaeMasi AOMMKHOCTb,
cneumanbHOCTb, CTaxk paboTbl MO MporpammamM  KIMHUYECKUX WCCReaoBaHUM NekapCTBEHHbIX MpenapaTos,
nepeyeHb KIMHUYECKMX UCCINEAOBaHNIA NEKAPCTBEHHLIX MPENapaToB, B KOTOPbIX OH NpUHMMan yyactue (nepuoabl
yyacTusl) B Ka4ecTBe 1ccrefoBaTens Unm comccnenoBaTtens);

(B peq. PenepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT [AaHHOIO WCCMedoBaHWs (3aBeplueHue, NPUOCTaAHOBIEHWE WNW MpeKpalleHune AaHHOro
NCCNeaoBaHNs C yKasaHWeM WX MPUYMH M BAMSIHUSA Ha OLEHKY ero pesynbTaTtoB, OOLyl0 OLEeHKy pucka wu
OoXvgaemon Monb3bl OT MPUMEHEHUs WCCNedyeMoro feKkapCTBEHHOro npenapara, a Tawkke npegnornaraembie
AanbHeviwne 4encTems).

8.1. lNpu BbIsiBNEHUM defepanbHbIM OpraHOM UCMOMHUTENbHOW BNAacTU, OCYLLECTBNSALWMM OYHKUUN NO
KOHTPOIO N Haa30py B cepe 34paBoOOXpaHEeHUs, HapyLleHuU 0paBun Haanexallemn KnMHUYecKon NpakTuku npu
NPOBEAEHUN KIMHUYECKOrO WCCMEedOBaHMS JEKapCTBEHHOro npenapaTa, BAMSIOWUX Ha MONHOTY w  (unn)
[OCTOBEPHOCTb [AHHOro KIMHUYECKOro MCcCnegoBaHus, yKasaHHbin defeparnbHbid opraH UCNONHUTENBHON
BNacTM MnpuocTaHaBNMBaeT npoBedeHVWe [OAaHHOMO KIMHWYECKOro WCCNedoBaHWs W BbIHOCUT MeAWLMHCKOM
opraHv3aumu, B KOTOpOW MNPOBOAMUTCS OAHHOE KIMHWYECKoe uccrefoBaHue, npegnucaHve o6 ycTpaHeHuu
BbISIBNEHHbIX HapylleHuin. [lpn HeycTpaHeHUM MeaMLMHCKOW opraHuv3auven BbISIBMEHHbIX HapylleHuin B
YCTaHOBMEHHbIN B MpeanucaHun CPOK yKasaHHbIN defepanbHblii opraH UCMOMHUTENbHOW BNacTu MpuHUMaeT
pelueHne o0 NpekpalleHum NpoBeaeHNsa KIMMHNYEeCKoro nccnegoBaHus nekapcTBeHHOro npenapaTa u HanpasnsaeT
B (pbedepanbHbIi opraH UCMOMHMTENBHOW BMAACTW, OCYLLECTBASKOWMA (OYHKUMM NO BbipaboTke M peanu3aumm
rocygapCTBEHHON MNOMUTUKM W HOPMaTUBHO-NPABOBOMY perynMpoBaHuio B cdepe 30paBOOXPaHEHWs,
3aknyeHne O BbISBIIEHUM NPW MPOBEAEHUW [AaHHOr0 KIMHWMYECKOro WUCCNedoBaHWs HapyleHun npasun
Haanexallenh KIMHUYECKOW NPaKTUKM ANst NPUHATUS pelleHns o OTMeHe paspelleHus Ha opraHu3auuio
npoBefeHNsa JaHHOIO KIMHUYECKOro uccneoBaHus ¢ Aathl NPUHATUS peLLeHUs O MPUOCTaHOBNEHNN NPOBEAEHNS
KIMMHUYECKOro nccrieloBaHnA nekapcTBeHHOro npenapara.

(vacTb 8.1 B peq. PepepanbHoro gakoHa oT 13.07.2015 N 241-93)

8.2. Tpu npoBegeHUN KIMHUYECKOrO MCCrneaoBaHMs fekapCTBEHHOro npenaparta Ansg MeauuUMHCKOro
NMPUMEHEHMS B Crlydae yTOYHEHUs (M3MEeHEHUS) AaHHbIX, COAEPXKaLUMXCH B pa3peLleHn Ha npoBeaeHne AaHHOro
KMMHMYECKOro WCCMEeAoBaHWs, Ha OCHOBAHUW HamnpaBfieHHOro B MWYHbIA  KabuHeT  YNOMHOMOYEHHOro
defepanbHOro opraHa WCMONHUTENbLHOM BRacTM B eAWHOW cucTeme obpalleHns 3assBuTens, NoAnMCaHHOro
YCUNEHHOWN KBanMduUMPOBaHHOW 3NEKTPOHHON MOAMNWUCHI0, C NPUMOXEHNEM MOTUBMPOBaAHHOIO OBOCHOBaHUS U
OOKYMEHTOB, MOATBEPXAaWmUX HeOOXOOAMMOCTb YTOYHEHUS] [AaHHbIX, YNONHOMOYEHHbIV deaeparnbHbii opraH
NCMONHUTENBHON BNAacT B CPOK, He MpeBbllalWmMin ABaguatM BOCbMW paboumx OHen CO OHSI NOCTYnneHus
Takoro o6palleHusi, BHOCUT MW3MEHEHUS B paspelleHMe Ha npoBeAeHMe KIIMHWYECKOro WuccneaoBaHus
neKkapcTBEHHOro npenapaTa N8 MeAMLMHCKOrO NPYMEHEHUs N peecTp BblAaHHbIX pa3peLlleHin Ha NpoBeaeHue
KMMHUYECKNX MCCreaoBaHWN NeKkapCTBEHHbIX NpenapaToB, a Takke HanpaBnseT B NIUYHbIV KabUHeT 3asBuTens B
€OUHON cucTeMe BLbIMUCKY M3 peecTpa BblOaHHbLIX pas3pelleHuMin Ha NpoBedeHVEe KIMHUYECKUX WUccregoBaHum
NeKapCTBEHHbIX MpenapaToB, MOAMWCAHHYK YCUIEHHON KBanuuUMPOBAHHOW 3MEKTPOHHOW MNOAMNMChbio, Nnbo
NpuUHMMaeT pelleHne 06 OTKa3e BO BHECEHWM W3MEHeHWW B paspelleHVe Ha npoBedeHMe KIMHWUYECKOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nccnefoBaHUs NekapcTBEHHOro npenapara Al MeguuUMHCKOro MpUMEHEHUs U HanpaBnseT B NMYHbIA KabuHeT
3a9BMUTENS B €OMHOW CucTeme 3TO pelueHue, MoAMMCaHHOEe YCWUIIEHHOW KBanudULMPOBAHHON 3MEeKTPOHHON
MOAMNWCBIO, C YKasaHWeM NpuYMH OTKasa.

(vacTb 8.2 BBegeHa PepepanbHbiM 3akoHom oT 30.01.2024 N 1-$3)

9. YNonHOMOYeEHHbIV doefeparnbHbI OpraH UCMOMHUTENBHOW BriacTu onyOnuvKOBbIBAET M pas3MeLlaeT Ha
cBoeM oduumanbHoM canTe B ceTun "VIHTepHeT" cooblieHne O 3aBepLleHun, NPUOCTAHOBMEHUM WK
NpeKkpaweHnn KIMHUYECKOro WUCCreaoBaHUs JieKapCTBEHHOro npenaparta Ansg MeguUMHCKOro MNMpUMEHEHUs B
CPOK, HE MpeBbILLAKLLNA NATU paboynx AHEN CO AHS ero Nosfy4YeHusl, B YyCTAHOBNEHHOM UM MOpsiaKe.

10. YnornHoMouYeHHbIN defepanbHblii OpraH UCMONHUTENBHOW BRacTW OCYLLeCcTBNSeT BedeHue peecTpa
uccnegosarernen, NPOBOAALUMX UNU MPOBOAMBLUMX KIMHUYECKUE UCCNEeOOoBaHUSA NeKapCTBEHHbIX npenapaToB
Ona MeanUMHCKOro NpUMEHeHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM [IpaBunamMum U pasMeLlaeT ero Ha CBoem
ohuuymnanbHoMm cante B cetu "WHTepHeT" B YCTaHOBNEHHOM UM nopaake. YKasaHHbIA peecTp CcoaepxuT
NHopMaLIo, NPeayCMOTPEHHYO MYHKTOM 3 4acTu 8 HacTosALWwen cTaTby.

11. OTyeT 0 pesynbTatax KMNMHUYECKOrO UCCREeOBaHUA NeKapCTBEHHOrO npenapara Ans MeguuuHCKOro
NPUMEHEHNST COCTaBNSAETCA OpraHM3aLmen, ykasaHHon B Yyactu 3 ctaTbu 38 HacTosiwero ®egepanbHoro 3akoHa,
W npeacTaBnseTcs B YNONMHOMOYEHHbIN hefepanbHbI opraH UCNOMHUTENbHOW BracTu, BblAaBLUWIA paspeLleHne
Ha npoBefeHne 3TOro UccrnefoBaHus, B CPOK, He NPeBbIWaLWMA ABeHaaUaTn MecsLeB CO AHSA ero 3aBepLUeHus,
NPUOCTaHOBNEHUSA UMW NpeKpalweHus, B Nopsgke, YyCTAHOBEHHOM YMNOMHOMOYEHHbIM hefepanbHbiM OpraHom
WCNONMHUTENBLHOMW BNacTu.

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

12. HapyweHve [OpaBuil Hagnexawlen KIMHUYECKOW NPakTUKM, danbcudukauma pesynbTaTtos
KMMHMYECKOro MccreaoBaHUs NeKkapCTBEHHOro npenapaTta AN MEeAUUMHCKOrO NMpUMEHEHWs BrekyT 3a cobow
OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKoHoAaTenbLCcTBOM Poccuiickon ®eaepaumu.

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

13. I'Ipm npoeeaeHnn KIMHU4YeCKoro wuccrnenoBaHna JeKkapCTBeHHOro npenaparta gna mMeguumHCKoro
NpMMeHeHus1 aonyckaetcsi 3abop Yy nauMeHTOB Ouonornyeckmx matepuanoB (obpasubl Guonornyeckmx
XKMUOKOCTEW, TKaHEW, CEKPETOB M NMPOAYKTOB XN3HEAEATENbHOCTU YenoBeka, U3NONOrMYECKNX U NATONOrMYECKMX
BblJENEHNI, Ma3KkoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOB, OWMOMCWUIHBLIN MaTepuan) Ans WX U3y4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npeaenamm Poccuiickon ®epepauun.

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

14. [opanok BBo3a B Poccuiickyto ®depepaumto U BbiBo3a 3a npegensl Poccuiickon depepaumu
Buonormyecknx MartepuanoB, MOMYYEHHbIX MpPYM NPOBEOEHWMM KITMHMYECKOTO WCCeOoBaHUsl MeKapCTBEHHOMO
npenapaTa ans MeguLUMHCKOro NpMMeEHeHUs1, ycTaHaBnuBaeTcs [NpaBuTtensctBom Poccuiickon epepaumun.

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

Cratba 41. ﬂOFOBOp O npoBegeHUN KnnHn4yeckoro nccrniegoBsaHnsa nekKkapcreseHHoOro npenapara Ans
MeAULUMNHCKOro npumMmeHeHus

1. KnuHunyeckoe uccnenoBaHne NekapcTBEHHOro npenapara ans MeauUMHCKOro NpUMeHeHNsl MPOoBoaUTCS
B COOTBETCTBMM C [OFOBOPOM O MNPOBEOEHWUM KMMHWYECKOro MCCregoBaHUs NeKapCcTBEHHOro nmpenaparta ans
MEAMLIMHCKOro NMpUMEHEHs!, 3akmnovaeMbiM MeXay opraHu3auueit, nony4YmnslLei paspelleHe YnonHOMOYEeHHOro
dengepanbHOro opraHa WUCMOMHUTENbHOW BNacTM Ha OpraHusauuio NPOBEAeHUA Takoro WccrnegoBaHus, U
MeAMLMHCKOW opraHusauunen, ocyLLecTBNALLEeN NpoBeAeHe Takoro NCCreaoBaHus.

2. ,D,OFOBOp O npoeegeHun KnnMHU4ecKoro mnccrnenoBaHmna nekapCcrtBeHHOro npenaparta anda meguunHCcKoro
NnpuMeHeHna OOJKEeH coaepXaTtb:

1) ycnosusa U CpOKK npoBeaeHna OaHHOro nccnenoBaHus;

2) onpegeneHve o60Wen CTOMMOCTM NpPOrpaMmbl  [OAHHOrO MCCrefoBaHWss C  yKasaHMeM CyMMbl,
npegHasHadvaloLlencs 4ns BbinnaT uccregoBaTensm, COMccrieAoBaTensam;

3) onpegeneHne hopMbl NpeAcTaBneHVs pe3ynbTaToB [AHHOIO MCCNedoBaHMs B YNMOSTHOMOYEHHbIN
deepansHbI OpraH NCNOMHUTENBHOW BNacTMU.
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Cratba 42. ®PuHaHcoBoe obecneyeHue KIIMHUYECKOroO MUCCreaoBaHUA NeKapCcTBeHHOro npenaparta
And MeguUuMHCKOro npumMmeHeHus

dunHaHcoBoe obecneyeHne KIMHUYECKOro UccneaoBaHust JleKkapCTBeHHOro npenaparta gna meguumHCKoro
NnpMMeHeHndA OCyLLeCTBINAETCA 3a CHET:

1) cpencTB dhegepanbHOro GIOIKETA;

2) cpencTs opraHmsau,Mﬁ, nonyymeBLIMX paspeweHne Ha opraHms3auuto nposefeHua  OaHHOro
nccrnegoBsaHud, B COOTBETCTBMA C YCIiOBUAMUK OroBopa O ero nposeaeHuu;

3) MHbIX HEe 3anpeLlyeHHbIX 3akoHo4aTeNbCTBOM Poccunckon degepaumm NCTOHHUKOB.

Crtatba 43. npaBa nauymneHToB, y4acCTBywLWUX B KIIMHUYECKOM uccriegoBaHMn nekKkapcrBeHHOro
npenapara gnda meguUMHCKOro npuMeHeHus

1. Yyactve nauMeHToB B KIIMHMYECKOM UCCneaoBaHUM JIeKapCTBeHHOro npenapara Anda mMeguumHCKoro
NPUMEHEHNA ABNAETCA ,ElOGpOBOHbeIM.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B a63. 1 4. 2 cT. 43 BHOCATCA M3MeHeHus (D3 ot 30.01.2024 N 1-93).

2. TaumneHT UM ero 3aKOHHbIV NpeAcTaBUTENb AOIMKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopME:

1) 0 nekapCTBEHHOM Mpenapate AN MEOULUUHCKOrO MPUMEHEHUSS U CYLIHOCTM  KITMHWUYECKOro
nccnefoBaHnsa 3TOro fekapcTBEHHOro npenapaTa;

2) o GesonacHOCTM IeKapCTBEHHOro npenapata And MEOWMLUWHCKOrO MPUMEHEHUS, €ro OXugaemow
3APPEKTUBHOCTU U CTEMEHN pUCKa AN NAUMNEHTa;

3) 00 ycnosuAax y4yactma nauneHta B KIMMHUYECKOM UuccnenoBaHUnM IneKapCTBEeHHOro npenaparta Ansd
MeaNLMHCKOIro NpuMeHeHus;

4) 0 uenu WUnn Lensax M NPoAOIHKUTENBHOCTM KIMHUYECKOrO UCCefoBaHMs NekapCTBEHHOro npenapata
ANst MEOWLIMHCKOrO NPUMEHEHWS;

5) o gencTBMsIX MauMeHTa B crnydae HenpeaBuaeHHbIX 3¢pdeKkToB BNUSHWUS NEKapCTBEHHOrO MnpenapaTa
Ona MeauLUUHCKOro NnpuMeHeHnsa Ha COCTOAHUE ero 30opoBb4;

6) 006 ycnosuax ob6s13aTenbHOro CTpaxoBaHUA XXNU3HW, 300POBbA NauneHTa,;

7) O rapaHTunax KOHQ)I/ILI,GHLI,VIaJ'IbHOCTI/I yqyactua nadueHTa B KIMMHUYeCKOM mnccrenoBaHMn nekapcTtBeHHOoro
npenaparta gna MeamunHCKoOro npuMmeHeHus.

KoHcynbTaHTtlntoc: npumevaHume.
C 01.01.2025 u. 3 cT. 43 nsnaraetcea B HoBo pegakuum (23 ot 30.01.2024 N 1-93).

3. ﬂ,O6pOBOJ’IbHO€ cornacuve nauueHTa Ha y4dyactue B KIIMHUYECKOM uccriegoBaHUM JeKapCTBEHHOro
npenaparta gna MeguuunHCKOro npMMeHeHua noateepXgaeTcAa ero noanucbio Unn nognmcbro ero 3akoHHOro
npeacraBnTend Ha VIH(*)OpMaLI,I/IOHHOM JINCTKe nauneHTa.

4. MMauneHT WUnu ero 3akoHHbIA NpeacTaBuTENb MMEET MPaBO OTKa3aTbCA OT y4acTUsi B KIMHUYECKOM
nccneaoBaHUM NekapcTBEHHOro npenapaTta ans MeauMUUHCKOro NMpUMeHeHUs Ha noboi cTagun npoBeneHust
TaKOro UccrnenoBaHus.
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KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2025 B 4. 5 cT. 43 BHOCATCA M3MeHeHMs (P3 oT 30.01.2024 N 1-P3).

5. MNpoBegeHne KNMHNYECKOrO NCCNeAO0BaHUSA NEKapCTBEHHOrO nNpenapara ansg MeguuuHCKoro NnpMMeHeHus
C y4dacTMeM B KayecTBe NauMeHTOB AeTen JoNyCKaeTcs TONbKO C COornacus B NMCbMEHHOM bopme nx pogutenen,
ycbiHOBUTENEn. [leTn mMoryT paccMaTpuBaTbCs B KayecTBe MOTeHUMarnbHbIX NauueHTOB Takoro uccrnenoBaHus,
TONbKO €cnvM €ero npoBedeHMe HeobXoAMMO [Ans  yKpenneHus 300poBbs  AeTed unu  nNpodunakTuku
WMH(EKLUMOHHBIX 3aboneBaHMii B OETCKOM Bo3pacTe MO0 €ecnu Lenblo Takoro uccnegoBaHust SIBNSeTCs
nony4eHne OaHHbIX O Haumny4len O03MPOBKE NleKapCTBEHHOrO npenapara ansa neyenuns geten. B atux cnyvasax
Takomy MCCnegoBaHMO LOMKHO NpeawecTBoBaTh KINMHUYECKOE NCCNeLOBaHNE NEKapCTBEHHOrO npenapaTa ans
MEAMLMHCKOro NPUMEHEHMS Ha COBEPLLUEHHONMETHUX rpaxaaHax, 3a UCKMIOYEHNEM CriyYaeB, eCnn uccrnegyembii
neKkapCcTBEHHbIN npenapar Ana MeguumMHCKOro NpUMeHeHnsa npeaHasHavyeH UCKMIYMTENbHO AN UCMNoNb30BaHNUS
HecoBepLUEHHONETHUMN FpaXkaaHaMu.
(B pea. PepepanbHoro gakoHa ot 22.10.2014 N 313-93)

6. 3anpelaetcd npoBedeHVE KITUMHUYECKOr0 UCCNefOoBaHUs NEeKapcTBEHHOro npenapata  Ans
MeOMLMHCKOro NPUMEHEHNS C y4acTeM B Ka4ecTBe NaLWeHTOB:

1) neTen-cnpoT 1 geTen, ocTaBlUMXCS 0e3 noneyveHns poanTenen;

2) XeHWMH B nepuvog GepeMeHHOCTU, KEHLWMH B Mepuon rpyAHOro BCKapMIIMBaHUS, 3a WCKIIOYEHUEM
cryyaeB, ecrnv NpoBOAUTCS KIIMHUYECKOE MCCRefoBaHWe NEKApCTBEHHOro npenaparta, NpegHasHa4YeHHoro Ans
YKa3aHHbIX >XEHLUMH, NpU YCNoBUM HEOOXOAMMOCTU MONy4YeHUs MHpopMauuM TOMbKO BO BPEMSI MPOBEAEHUS
COOTBETCTBYHLUMX KIMHWUYECKMX WUCCMNEQOBaHUA U MPUHSATUS BCEX HEOOXOAMMbIX Mep MO WUCKMYEHUIO pucka
HaHeceHus1 Bpeaa eHLUMHe B nepuon 6epeMeHHOCTH, JKeHLUMHEe B Nepuo, rpyaHOro BCKapMnvMBaHus, NAoay Unm
pebeHky;

3) BOEHHOCMyXalMx, 3a UCKMYeHWeM CcrlyyaeB MNpoBeAeHMs  KIMHWYECKOro  MccriefoBaHus
neKkapcTBEHHOro npenapara, cneuvansHO paspaboTaHHOro Ans NMPUMEHEHWS B YCNOBUSX BOEHHbIX AENCTBUW,
Yypes3BblYanHbIX CUTyaLun, NPOUIaKTUKM U nedeHns 3abonesaHnii U MOpaKeHWn, MOMyYeHHbIX B pesynbTaTe
BO3OeNCTBMA HebnaronpuaTHbIX XUMWYECKUX, OBUONorMdyecknx, papuaumoHHblx dakTopoB. KnmHuuyeckoe
nuccriefoBaHue Takoro NeKkapCTBEHHOro npenaparta MOXeT MPOBOAUTLCHA C ydYacTMeM B KayecTBe NauneHToB
BOEHHOCNYXaLUMX, 3@ WCKIIYEeHNeM BOEHHOCHMYXalluMX, MNPOXOASLMX BOEHHYH cnyx0y no npusbiBy, C
cobnogeHvem TpeboBaHUI, YCTaHOBMEHHbIX HacToswMM PeaepanbHbiM 3aKOHOM B OTHOLUEHWM TPaXKOaHCKUX
nnu;

4) COTPYAHUKOB NpaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBAIOLLMX HAKa3aHWe B MecTax NnuLeHus cBoboabl, a Takke Ny, HaxoOsLWUXCS NoJ cTpaxen B
CMeACTBEHHbIX N30MATOpaXx.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B 4. 7 cT. 43 BHOCATCA M3MeHeHus (P3 ot 30.01.2024 N 1-93).

7. DonyckaeTcs npoBegeHne KIMHUYECKOrO NCCNeaoBaHns NIEKapCTBEHHOIO npenapara 4518 MeauumMHCKoro
NPYMEHEHWS, NpegHa3Ha4YeHHOro AN NIeYeHNst MCUXUYECKNX 3aboneBaHun, ¢ y4acTMem B KavyecTBe MauueHToB
iy ¢ nNcuxuvyeckummn - 3aboneBaHMsMM, NPU3HAHHBLIX  HEOEeecnocoOHbIMM B MOOpsAKe, YCTaHOBNEHHOM
3akoHoaatenscTBoM Poccuiickon ®epepaumun. KnuHuyeckoe nccnegoBaHue nekapCTBEHHOro npenapara B 3TOM
cny4vae npoBOAUTCA MPU HANU4YMK cornacus B NMCbMeHHOM hopMe 3aKOHHbIX NpeAcTaBUTeNen ykasaHHbIX nuu,.

Ctatba 44. O6sA3aTenlbHOe cTpaxoBaHWe XWU3HW, 3A0POBbSA NaUMWeHTa, YyuvyacTByHOLEro B
KINMUHMYECKOM MCcCcrefoBaHUM NleKapCTBEHHOrO npenapara AnA MeauLMHCKOro NPMMEeHeHUA
(B peqn. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHmsau,Mﬂ, nony4ymBLlaa paspelleHne Ha opraHmsauunio nposefeHunA KrnHM4Yeckoro mccnenoBsaHusA
JIeKapCTBEHHOro npenapara gnda MeguumHCKOro npnMeHeHuA, obsizaHa B Ka4yecTBe CTpaxoBaTena CTpaxoBaTb
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PUCK MPUYMHEHUSI Bpeaa XWU3HW, 3[00POBbI0 NauMeHTa B pesyribTaTe NPOBEAEHWUs! KIIMHUYECKOrO MCCreaoBaHus
neKkapcTBEHHOrO npenapaTa Ans MeOUUMHCKOTO MPUMEHEHWst 3a CBOW CYeT MyTeM 3aKM4veHus Aoroeopa
065s3aTenbHOro CTpaxoBaHus.

2. O6bekToM 0bsA3aTenbHOro CTpaxoBaHuA ABIAeTCcA I/IMyLLLeCTBeHHbIﬁ MHTEpeC nauuneHTa, CBSI3aHHbIN C
npnynHeHnem Bpeda ero XuM3HM unn 300pOBbl0 B pedyribTaTte npoBeaeHUA KIMMHUYEeCKOro uccriegoBaHud
JIeKapCTBEHHOrO npenaparta ana MmeagunumnHCKOro npuMeHeHuA.

3. CTtpaxoBblM criydaem No [OroBopy 006s3aTenlbHOrO CTpaxoBaHUS SABMSIETCS CMEPTb MauMeHTa Wnum
yXyfALleHNe ero 340poBbsi, B TOM 4uCre Brekylee 3a coOOM YCTaHOBMEHWE WHBaNWAHOCTU, MPU Hanmuyum
NMPUYNHHO-CNEACTBEHHOW CBSI3U MEXAY HaACTYNNEeHUMEM 3TOro CoObITUS U yvacTueM nauveHTa B KIMHUYECKOM
nccneaoBaHUM NekapcTBEHHOIO NpenapaTa.

4. TpeGOBaHVIﬂ O BO3MeLlleHun Bpena, NpUHYHNHEHHOro Xnu3Hu nnm 30opoBbio NauneHTa, NpeabaBnAaloTCA B
Te4yeHne CpoKoB WCKOBOW OaBHOCTH, YCTAHOBJIE€HHbIX rPa>KOaHCKUM 3aKOHOAaTEIbCTBOM.

5. Pasmep cTpaxoBoi BeinaTbl MO 4OroBOpPY 06593aTeNbHOr0 CTpaxoBaHUS COCTaBNSAET:

1) B Clny4Yae CMepTun naudumeHTa ABa MUIITIMOHa py6nel71 Ha KaXxaoro nauveHTta, y4YacTBOBaBLUEro B
KIMMNMHN4YEeCKOM nccnenoBaHM nekapCTtBeHHOro npenaparta,

2) npu yxyALweHun 340poBbA NaumeHTa:

a) noBrekwem 3a cobon yCTaHOBJ1€HNE NHBAINTMOHOCTU I rpynnbl, OOUH MUITTTMOH NATbCOT TbICAY py6nel7| Ha
KaXaoro nauneHTa, ydactBoBaBLUEro B KIMHNYECKOM UCCIieqOoBaHNN NNIEKAPCTBEHHOIO Mnpenaparta,

©) nosnekwem 3a cobon ycTaHOBReHWe nHBanuAHocTU |l rpynnbl, OOUH MUINMOH pyBnewn Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM UCCNEAOBaHWUM NIeKapCTBEHHOrO npenapara;

B) MOBneKweM 3a cobol ycTaHoBreHue uHBanugHocTu Il rpynnbl, NATLCOT ThicAY pybnenm Ha Kaxgoro
naumeHTa, y4acTBOBABLLEIO B KIMMHMYECKOM UCCea0BaHUN NIeKapCTBEHHOMO Npenapara;

r) He NoBneKweM 3a cobol yCTaHOBMEHUS] MHBANUOHOCTU, He Bonee YeM TpuUcTa Thicsd pybnen Ha Kaxaoro
nauMeHTa, Yy4yacTBOBaBLUErO B KIMHUYECKOM WCCNEedOBaHWM FEeKapCTBEHHOrO npenaparta, wucxogs w3
HOPMaTUBOB, OTPaXKalLLMX XapaKTep M CTENeHb MOBPEXAEHMS 300pOBbs, a Takke (PaKTUYECKU MOHECEHHbIX
NnaumMeHTOM pacxOLOB, BbI3BaHHbLIX MOBPEXAEHWEM 3[40POBbsl, HA MEOULMHCKYIO MNOMOLLb, MpuobpeTeHne
nekapcTBEHHbIX NpenapaTos.

(nn. "r" B peq. ®enepansHoro gakoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-93.

7. CpOK noroeopa 06s3aTenbHOro CTpaxoBaHNA HEe MOXeT OblTb MeHee, 4eMm CPOK npoBeneHunda
KIMMNMHNYECKOro nccneanoBaHnd nekapcrBeHHOro npenaparta.

8. YcnoBua goroBopa 06s13aTeNbHOrO CTpaxoBaHusi, B TOM YUCIEe CTpaxoBble Tapudbl No obsizaTenbHOMY
CTpaxoBaHUio, nepeyeHb HeobXOAMMbIX [OOKYMEHTOB ANs OCYLWECTBMEHWUS CTPaxOBOW BbINMaTbl, MOPSOOK
YCTaHOBMEHUS  CTpaxoBaTenem  WHAMBUAYaNbHOMO  UAEHTUUKALMOHHOMO  KOAa  naumeHTa, MnopsifoK
MHOPMUPOBAHMSA  CTpaxoBaTeENeM CTPaxoBLUMKa O TMPUBIIEYEHHBIX K  KIIMHWYECKOMY  WCCIEOOBaHUI0
niekapCTBEHHOro npenapata ANns MeAWLMHCKOro NpMMEHEHWs naumMeHTax, NopsaaoK ynnatbl CTPpaxoBOW npemMuu,
NopsiAoOK peanuaauun onpeaeneHHbix HacTtosawmm PegeparnbHbiM 3aKOHOM M APYrMMKN pedeparnbHbIMU 3aKOHaMU
npaeB n 06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTenbHOr0 CTpaxoBaHUSA, a Takke HOPMAaTMBbI, OTpaXawline
Xapaktep M CTeneHb MOBPEeXOeHUs 340pOBbsl, YCTaHABMMBAKTCA TWUMOBLIMW _MNpaBuiamu 06a3aTenbHOro
CTpaxoBaHwus.

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

9. B cnyyae npuyYnHeHna Bpeda XU3HM NnauuneHTa, ydYacTtBoBaBLUEro B KIMHUYECKOM WUCCenoBaHUu
JleKkapCTBeHHOro npenaparta, BbIFO,El,OI'IpI/IO6peTaTeJ'IF|MVI no gorosopy obsa3aTenbHoro CTpaxoBaHUA ABNAKOTCA
rpaxgaHe, wuMerwuime npaBo Ha BO3MelleHWe Bpeaa B Criydae CMepTu KopMuiibla B COOTBETCTBUU C
rpaxngaHCKMM 3aKOHOAATEeNNbCTBOM, MNPU OTCYTCTBUM TaKUX rpaxdgaH - poauTtenwu, cynpyr, AeTh ymepLuero
nayneHTa, y4YactBoBaBLUEro B KITIMHUYECKOM WUCCNenoBaHuMM JieKapCTBEHHOro npenaparta, B Cliyd4ae CMepTu
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nauyneHTa, ydacTtBOBaBLUEero B KIIMHUYECKOM WUCCnenoBaHMM IeKapCTBEHHOro npenapata un He uMeBLlero
CaMOCTOATENTIbHOIo goxoaa, - rpaxgaHe, Ha MxXamBeHUM KOTOpPbIX OH HaxogwuricA, B OTHOLUEHUM BO3MeLleHUsd
pacxogoB Ha norpe6eHV|e nauyneHTa, y4yacTtBoBaBLUEro B KIIMHWYECKOM WUcCcrnegoBaHUn JekapCTBeHHOro
npenaparta, - N0, NoHecLlee Takme pacxoibl.

10. CTanOBaﬂ Bbifnjiata B CHET BO3MeELLEeHUA Bpeaa, Npu4NHEeHHOro XXn3Hn nauyneHTa, yd4actsoBaBLUEro B
KIMMHNYECKOM UuccriegoBaHMM JieKapCTBEHHOIO npenaparta, pacnpenendetcda mMexny BbIFOﬂ,OI'IpVIO6peTaTeJ'IFIMI/I
nponopunoHasnbHO UX KOJTMYEeCTBY B paBHbIX A0J1AX.

11. Mpn HacTynneHWM CTPaxoBOro cryvyas MauueHT, y4acTBOBaBLUMA B KMMHWYECKOM MCCrefoBaHUn
neKkapcTBEHHOro rMpenaparta, BblrogonpuobpeTatens BrpaBe MNPeAbsBUTbL HEMOCPELACTBEHHO CTPaxXOBLUMKY
TpeboBaHNe O BO3MELLUEHWM MPUYMHEHHOrO Bpepa. CTpaxoBasi BbinfiaTa OCYLUECTBSIETCS CTPaxOBLUMKOM B
TeYeHne Tpuauatu AHEeN CO OHS NpeacTaBreHUss HeoOXOAMMbIX AOKYMEHTOB. [lauMeHT, yyacTBOBaBLUMA B
KMMHUYECKOM WCCreQoBaHMM NEKapCTBEHHOro MpenapaTa, Wnu BbirogonpuobpeTtatens 06s3aH CoobBWUTb
CTPaxOBLUWKY Arsi OCYLLECTBIEHUS CTPAXOBOW BbIMMaTbl MHAMBUAYANbHBIA MAEHTUMUKALUMOHHBIA KOf, NauueHTa,
YCTaHOBIEHHbIN CTpaxoBaTenieM B COOTBETCTBUM C TUMOBLIMU NpaBuiamMun o6si3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHnsa pasmepa nognexailero BO3MELLEHNIO Bpeaa CTPaxoBLUMK NO 3asBNEHUI0
naumMeHTa, y4YacTBOBAaBLUErO B KIIMHUMYECKOM MWCCrefoBaHUM NEKapCTBEHHOro npenapaTa, WM 3asiBNeHuto
BbirogonpuobpeTatenss BnpaBe OCYLECTBUTb 4YacTb CTPaxOBOW BbiNsaTbl, COOTBETCTBYHOLLYH (haKTUYECKM
onpeaeneHHon YacTy NpMYMHEHHOro Bpeaa.

13. CTpaxoBasi Bbinniata B COOTBETCTBMM C [AOrOBOPOM 06A3aTeNbHOrO CTpaxoBaHMsl OCYLLECTBISETCS
HEe3aBMCUMO OT BbINMaT, NMPUUYUTAIOLLIMXCA MO APYrM BMOAM CTPaxoBaHus.

14. He 0OnyckaeTcda y4yactue naumeHta B npoBefeHUU KIMMHUYEeCKOro umccrnenoBaHuAa JekapCTBeHHOro
npenaparta npu oTCyTCTBUM OOroBopa obs13aTenspHOro CTpaxoBaHu4.

15. KoHTponb 3a ncnonHeHveM opraHusauunen, nonyymBlLIen paspeLleHne Ha opraHusauuio nposeaeHus
KMMHUYECKOro MccnefoBaHNs NekapCTBEHHOro npenapaTta Ans MeAUUUHCKOrO MPUMEHEHUs, YCTaHOBIIEHHOM
HacTosILLeln cTaTbent 0693aHHOCTM NO 0bA3aTeNbHOMY CTPaxOBaHMUIO XU3HW, 300POBbSA MaLMeHTa, y4acTBYIOLLEro
(yyacTBOBaBLUErO) B  KIMHWMYECKOM  MCCMedoBaHMM  NEKapCTBEHHOro  npenapara,  OCyLecTBnsAeTcH
YMONIHOMOYEHHbIM hefepanbHbIM OpraHoM UCMOMHUTENBbHON BNAacTW, BblAABLUMM paspelleHne Ha NpoBeAeHue
KMMHUYECKNX UCCregoBaHUi NekapCTBEHHbIX NpenapaToB 4518 MEAULMHCKOrO NPUMEHEHNS.

naea 8. MPOU3BOLOCTBO U MAPKUPOBKA NNEKAPCTBEHHbLIX CPEACTB
Crtatbs 45. Ipon3BoACTBO NeKapCTBEHHbIX CPeaAcTB

1. Npon3BoaCTBO NEKAPCTBEHHbIX CPEACTB AO/MKHO COOTBETCTBOBATL TPeOOBaHMSM NpaBwui Hagnexallen
NPOV3BOACTBEHHOW MPAKTUKN, YTBEPXKOEHHbIM YNOSIHOMOYEHHbIM bedepanbHbIM OpraHoM  MCMOMHUTENbHOM
Bnactu. OcobGeHHOCTM nepexofa MPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B
CcoOTBETCTBMM C TpeboBaHMAMM nNpaBun Hagnexawlend nNPOM3BOACTBEHHOW MPaKTUKU yCTaHaBNMBAKTCH
MNpaButensctBoMm Poccunickon Pepepauun. Bblgada 3aknyeHMid O COOTBETCTBUM  MPOU3BOAUTENS
NeKapCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuIl Hagnexallen NPon3BOACTBEHHON MPaKTUKM OCYLLECTBNSETCH Mo
pesynbTataM MWHCMEKTUPOBAHUA NPOU3BOAUTENEN JEKAPCTBEHHbIX CPeacTB B MOpsAKe, YCTAHOBIEHHOM
MpaBsutensctBom Poccuiickon Pepepaumn. Pasvmep nnatbl 3a Bblgadyy 3akfioyeHMss O COOTBETCTBUM
npoun3BoaUTENST NEKapCTBEHHbIX CpPeAcTB TpeboBaHMsIM NpaBun Hagnexallen MNpou3BOACTBEHHONW MNPaKTUKK
ycTaHaBnuBaeTca [lpaButensctBoM Poccuitckon ®depepaumu. [lopagok opraHusauMm U nNpoBefeHus
WHCMNEKTMPOBAHNS MPOU3BOAMTENEN JeKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusIM npaBun
Hagexallen NpoM3BOACTBEHHOM NPAKTUKN ycTaHaBnuBaeTcs [paBuTtensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. MNpoun3BOACTBO NEKApCTBEHHLIX cpeacTB B Poccuiickon ®enepauum ocyLecTBNSeTCS NPOM3BOAUTENAMUN
NeKapCTBEHHbIX CPEACTB, MMEKLMMN NMLEH3MI0 Ha NMPOM3BOACTBO NEKAapCTBEHHbIX CpeAcTB. [oarBepxaeHne
COOTBETCTBMS JMUEH3MaTa OpaBuiaM Hagrnexallen NpOoV3BOACTBEHHOW MPaKTUKU OCYLLECTBISETCS B pamKax
NNLEH3MOHHOTO KOHTPONSA B COOTBETCTBMM C 3akoHodaTtenbcTtBoM Poccuiickon Pepepauum ¢ yy4eTom
ocobeHHoCTeN, yka3aHHbIX B 4acTh 1 HacTosILen cTaTbu.

(B peq. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2.1. Ins uenen nuueH3npoBaHUs NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB ANd MeANULMHCKOro NpUMeHEeHNs
N WHCNEKTMPOBaHUS CyObEeKTOB OOpalleHUs neKkapCTBEHHbIX CPeacTB Ha COOTBETCTBME TpeboBaHUAM npaBun
Haanexallien NpoM3BOACTBEHHOW NPAKTUKM (beaepanbHbid OpraH UCMNOMHUTENbHOW BracTW, OCYLLECTBASHOLWMMI
rocyapCTBEHHYIO PerMcTpaumnio nekapcTBEHHbIX NpenapaTtoB AN MeJULUHCKOro NPpUMEHEHUs, npeaocTaBnsaeT
defepanbHOMy OpraHy WCMOMHUTENBHON BrnacTh, OcyllecTBhsiioweMy denepanbHbil  FoCy4apCTBEHHbIV
NMLEH3NOHHBIA  KOHTPONb OEATENbHOCTU MO MNPOWM3BOACTBY JIEKAPCTBEHHBIX CPeAcTB AN  MeOUUUHCKOro
NPUMEHEHNS], MO €ro 3anpocy B pamkax MeXBEeAOMCTBEHHOIo MHGOPMAaLMOHHOIO B3aMMOAEWCTBMSA B MOpsadKe,
YCTaHOBMEHHOM dbefepanbHbiM  OpraHoM WCMOMHUTENbHON BRAacTW, OCYLUECTBASHOLWUM  JIMLEH3NPOBaAHUE
Npon3BOACTBa JIEKAPCTBEHHbIX CPEeACTB AN  MEOUUMHCKOrO MpUMEHEeHus, 1 deaepanbHbiM - OpraHoM
WCNOSNTHUTENBLHOW BIlAcTW, OCYLLECTBASIOLWUM rocyJapCTBEHHYIO perucTpaumio nekapcTBeHHbIX npenapaTtoB Ang
MEeOULMHCKOTO NMPUMEHEHWS, CreayloLlimMe CBEAEHNS] O NIeKapCTBEHHbIX CPeACcTBax (B TOM YMCME B Cryyae, ecrnu
Takvne CBedeHMs COCTaBMNSAT KOMMEPYECKYIO TanHy):

1) B OTHOWeEHMM (pbapmaueBTU4ECKOM cybCcTaHuMM nnu dapmaueBTUYeCcKNX CyOCTaHUMKN, BXOASLUX B
COCTaB IleKapCTBEHHOrO npenaparta (3a MWCKNIoYeHNneM GapMaLeBTUYECKMX CYOCTaHUMA, BKITHOYEHHbLIX B
rocy0apCTBEHHbIN PeecTp fekapCTBEHHbLIX CPeACTB B COOTBETCTBUM CO cTaTben 34 HacTtosiwero depepanbHoOro
3aKoHa):

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

©0) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TexHomnorna npon3soacTtea C onnMcaHunem cragun npon3BoAcTBa U MeTOO4O0B KOHTPONA Ha BCeX CTaauax
npon3BoAcCTBa,

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

[) OnMcaHne KOHTPOIS KPUTUHECKMX CTAgUM NPON3BOACTBA U MPOMEXYTOYHOM NPOAYKLMUN;
€) OOKyMeHTanbHoe nogTeepXxaeHne (Banugaums) NpoueccoB v (M) X OLEHKa;

) CBOMCTBA W1 CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XxapaKTepucTiKa npumecen;

n) cneundurkauymsa Ha dhapMaLeBTUYECKYH0 CyOCTaHLUMIO M ee 0B60CHOBaHNE;

K) aHanMTU4eckne MeToauk1, UCMosb3yemble Npu OCYLLECTBIIEHUN KOHTPONS KadecTBa dhapmaLeBTUYECKOM
cybecTaHuuy;

J'l) OOKyMeHTalnbHOe noarTBepXxaeHune (Banm,u,au,m) aHannTn4eCknx MeToauK, WUCNoJib3yeMbiX npu
OCyLLEeCTBJIEHUN KOHTPOJ1A Ka4yecTBa d)apMaLl,eBTVI'«-IeCKOIZ Cy6CTaHLI,VIVI;

M) pe3ynbTaTthl aHanusa cepuii oapmaLeBTU4eckon cybctaHumm;

H) nepedyeHb CTaHOapPTHbIX O6pa3LI,OB mnn BewecTtB, WUCMNOJIb3yeMbIX TMPU OCYLLEeCTBIIEHUN KOHTPONA
Ka4vecTBa,

0) OnucaHne XxapakTePUCTUK M CBOWCTB YNaKOBOYHLIX MaTEPMANoB M YKYNOPOYHbIX CPEACTB;

n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyOCTaHUMK;

P) CPOK rO4HOCTMU;

2) B OTHOLIEHMU (hapMaLEBTUYECKUX CyOCTaHLMA, BXOASALMX B COCTaB JIEKAPCTBEHHOro npenaparta wu
BKMIOYEHHbIX B rOCYJapCTBEHHbIM PeecTp flekapCTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero

depepanbHOro 3akoHa:

a) HaMMeHoBaHWe dhapmaLeBTUYECKON CyGCTaHLMK, ee CTPYKTYpa, 0bLUMe CBOWMCTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) pe3ynbTaThbl aHanu3a cepui bapmaueBTUYeckon cybctaHumum;

I) CPOK rogHOCTY;

3) B OTHOLLEHWM NeKapCTBEHHOTO Npenapara 415 MEAULIMHCKOrO NPUMEHEHUS:

a) onucaHue 1 cocTaB NIEKapCTBEHHOIo npenapaTa Ans MeAMUUHCKOrO NMPUMEHEHUS;

©0) onucaHne dapmaLeBTMyeckon pa3paboTkm (o6ocHoBaHMe Bbibopa cocTaBa, NEPBUYHON YNAKOBKW);

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NMPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onncaHme KOHTPOIS KPUTUYECKUX CTafuMIi nNpoLuecca Npou3BoACTBa U MPOMEXYTOYHOW NPOAYKLMK;

) HaumeHoBaHMe M ajapec MecTa OCYLIEeCTBNEHUS NPOU3BOACTBA NeKapCTBEHHOrO npenapaTta Aans
MeaUUMNHCKOro npumMmeHeHuna (B cny4dyae Hanmyma HeCKOJIbKMX YH4aCTHUKOB npouecca npoun3BoacTtBa yKa3biBaeTCA
KaXkabIvi U3 HUX);

e) hapmaLeBTMHECKas COBMECTUMOCTb;

) MUKpOBUONorMyeckne xapakTepucTukm;

3) MaTepuanbHbI 6anaHc Ans NpoM3BOACTBA CEPUM FOTOBOIO NPOAYKTa;

1) onncaHme xapakTepUCTUK U CBOMCTB YNaKoOBOYHbIX MaTEPUAoB N YKYMOPOYHbLIX CPEACTB;

K) IOKYMeHTanbHOe NOATBepXaeHne (Banuaaums) NnpoLeccoB NPON3BOACTBA U (MNN) UX OLEHKA;

J'I) Tpe6OBaHMF| K Ka4eCTBY BCrnomMoraTtesibHblX BELWECTB;

M) aHanuTM4eckne MeToOUKWU, UCMONb3yeMble NMPY OCYLLECTBIIEHUN KOHTPOIMS KayecTBa BCrioMoraTerbHbIX
BELLIeCTB;

H) OOKYyMeHTalnbHOe noarBepXxaneHune (Banmp,au.m) aHannMTU4eCknx MeToauK, WUCNoNb3yemMblX MNpu
OCyLLEeCTBJIEHUN KOHTPOJ1A Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

O) VIH(*)OpMaLI,I/IFl 06 wucnonb3oBaHMM BCMOMOraTesibHbIX BELLECTB 4YEeriOBEYECKOro U KUBOTHOMO
NPONCXoXOAEHUA,

n) nHcpopmauusi 06 NCnosb3oBaHUM HOBbIX BCMOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy NekapCTBEHHOro npenapaTta Ans MeOULMHCKOro npumMeHeHus (cepTudomkart,
cneunduKauma Ha nekapcTBeHHbIN npenapaT U X 06oCHOBaHMWE);

C) aHanuTnyeckne MeToauKu, Ucnosib3yemMble MNMpU OCYLLEeCTBIEHUN KOHTPOJIA KadvecTBa J1eKapCTBEHHOro
npenaparta gna MeanmunHCKOro npuMeHeHus;

T) OOKyMeHTallbHOe noATBepXaeHune (Banwp,au,m) dHaINUTU4YEeCKNX MeToaMuK, WUnCnosb3yemMbiX npu
OCYyLLEeCTBJIEHUN KOHTPOJ1A Ka4yeCTBa J1ieKapCTBEHHOro npenapata ana MmeanumHCKoro npuMeHeHus;

y) pe3ynbTaTbl aHanu3oB Cepuii IeKapCTBEHHOTO Npenapara 415 MEAULIMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumMmecen;

X) nepeyvyeHb CTaHOAPTHbIX o6pasu,oa, MCNnosNb3yeMblX nNpu OCYLLEeCTBIIEHUN KOHTPONA KadecTtBa
J1eKapCTBEHHOrO npenapata Ana MegunumnHCKOro npuMeHeHuA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

L) AaHHbIE€ O CTabMIbHOCTU NIEKAPCTBEHHOIO NpenapaTa Ansg MeAMLUHCKOrO MPUMEHEHUS.
(vactb 2.1 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

3. Tpov3BoAcTBO NeKapCTBEHHbIX CPeAcTB  OCyLIecTBNsieTca € cobniofgeHneMm  TpeboBaHMii
MPOMbILLSIEHHOrO perfiaMeHTa, KOTOpbI yTBEpXAaeTcs pykoBoAUTENeM MPOU3BOAUTENS  JIeKapCTBEHHbIX
CPEeACTB U BKMoYaeT B cebsl nepeyeHb WUCMoMb3yeMbix hapmMaueBTUYecKuX cybcTaHumMidi U BCriomoraTernbHbIX
BELLECTB C YyKaszaHMEeM KONMYecTBa KakOoro M3 HUX, AaHHble 06 ucrnonb3yemoM oGopydoBaHuM, onucaHue
TEXHOIMOIMYECcKoro npoLecca 1 MeToAoB KOHTPONSA Ha BCex aTanax Npov3BOACTBa NeKapCTBEHHbIX CPeacTB.

4. lpn npon3BOACTBE fleKApCTBEHHbLIX MpenapaTtoB Afns MEeOUUMHCKOTO MPUMMEHEHUS MWCMONb3YTCA
hapmaueBTMyeckme CcybCcTaHuMM, CBeOeHMs O KOTOpbIX COAepXaTCd B roCygapCTBEHHOM peecTpe
nekapCTBEHHbIX CPeAcTB ANS MeOWMUMHCKOrO MNPUMEHEHMs U (Unu) eguHoM peecTpe 3apermcTpupoBaHHbIX
nekapCcTBeHHbIX cpeacTB EBpa3snickOro 3KOHOMMYECKOro Cok3a, 3a UCKMYeHueMm hapmaueBTUYeCcKmX
cybCcTaHuun, nNpou3BOAMMBIX 711 MPOBEAEHUs] KIMHUYECKUX WccnegoBaHui u (Mnu) gns akcrnopta. [pu
NPON3BOACTBE NEKAPCTBEHHBLIX CPEACTB AN BETEPMHAPHOIO MPUMEHEHUS UCMONb3YHTCA (hapmaueBTUYECKNE
cybcTaHuumn, cBefeHnst O KOTOPbIX CoAepXaTcs B rOCy4apCTBEHHOM pEECTpe NEKapCTBEHHbIX CpeacTB And
BETEPVMHAPHOIO NMPUMEHEHUS, N (MK) rOCYOapCTBEHHOM PEecTpe feKapCTBEHHbIX CPEACTB ANs MeOUUMHCKOro
NpUMeEHeHnsi, U (UNM) eguHOM pPeecTpe 3aperucTpUpoBaHHbIX BETEPUHAPHbLIX JFEKAPCTBEHHbIX MpenapaToB
EBpasniickoro 9kOHOMMYECKOro cok3a, U (Unu) eaMHOM peecTpe 3apermcTpMpoBaHHbIX NEKapCTBEHHbIX CPeacTB
EBpasunickoro akOHOMUYECKOro COl03a, 3a UCKIYeHneM hapmaleBTUYeckux cybcTaHuuin, NPoM3BOANMbIX ONS
NpoBeAEHUS KIMHUYECKUX UCCneqoBaHnn n (unn) gns akcnopta. K npoueccy npoussoactea hapmaueBTUHECKON
cybcTaHuum oTHocATCA Ntobble cTagum TEXHOMOMMYECKOro npoLiecca, NO3BOMSAOLWLME NOMYyYMTb FOTOBbIA NMPOOYKT,
COOTBETCTBYIOLMIA TpeboBaHUsIM hapMakonemHon cTaTbW, B TOM uucrie dpepMeHTaunsi, SKCTpaKuusi, O4mMcTKa,
BblgeneHve, nepekpuctannmsauus, BbiCylUMBaHWE, naMenbyeHne. B cnyvae HeobxogumocTn MCNosfb3oBaHUS
3TUNOBOr0 CnuMpTa, B TOM u4ucne dapmaueBTMyeckon cybcTaHumm cnupta 3TUMOBOro (3TaHomna), npwu
NPOU3BOACTBE NEKapCTBEHHbIX CPEACTB B KayecTBe AENCTBYHOLLEro u (Mnv) BCNOMOraTernbHOro BelecTsa, a
TakKe B MHbIX TEXHOIOTMYECKMX LIENsX OOJKHa ObITb MCMONb3oBaHa TOMbKO dhapmMaueBTudeckass cybcTaHums
cnupTa 3TUIToBOro (3TaHon).

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-93, ot 27.12.2019 N 481-93, ot
24.07.2023 N 341-93)

4.1. [epeyeHb NekapCTBEHHLIX MpenapaTtoB ANs MEAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUN KOTOPbIX
ycTaHaBnuBawTcsi TpeboBaHMa K oOObemy Tapbl, YNakOBKE W KOMMIEKTHOCTW, MEepeyYeHb J1eKapCTBEHHbIX
npenapaToB A5l BETEPMHAPHOrO NPUMEHEHNS, B OTHOLLEHUN KOTOPbLIX YCTaHaBMMBalOTCA TpeboBaHMst K 06bemy
Tapbl, a Takke TpeboBaHWs Kk OObEMY Tapbl, YNakOBKE WM KOMMMEKTHOCTU JIEKAPCTBEHHbIX MpenapaToB ANs
MEOMLMHCKOro NpuUMeHeHusi, TpeboBaHua K 0ObeMy Tapbl NEKapCTBEHHbIX MpenapaToB AN BEeTepUHapHOro
NPUMEHEHNs onpegensaTcsa COOTBETCTBYHOLLUNMU YNOMHOMOYEHHbIMMN deaepanbHbIMK opraHamu
WCNONHUTENBLHOW BNacTu B Dopaake, yctaHoBneHHoM [NpasutenscTBoM Poccuiickon degepaumu.

(4actb 4.1 B pea. PepepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHnsaumm, ocyLlecTBNALME NPOU3BOACTBO (papMaLeBTU4EeCKOM CybCTaHLMM cnmpTa 3TUNOBOro
(aTaHoONa) ons Npou3BoACTBa CNMPTOCOAEPXKALLMX NEKaPCTBEHHbIX NpenapaToB, 00653aHbl OCYLLECTBNATL YYET B
nopsigke, ycTtaHoBNeHHoOM cratbamu 8 n 14 PepepanbHOro 3akoHa oT 22 HosAbpsa 1995 roga N 171-03 "O
rocygapCTBEHHOM  PEerynupoBaHMM  Npou3BoAcTBa UM obopoTa 3TUMNOBOTO  CMMpTa, ankorofbHOW U
crnvpTocoepxalwen npoaykuMm u o6 orpaHuvyeHun noTpebneHus (pacnuTus) ankoronibHOW npoayKummn'.
MponsBogctBo  hapmMaueBTUYECKONM CyOCTaHuMM cnupTa 3TUMNOBOro  (3TaHona) [AOoMycKaeTCa  TOSbKO
opraHuMsaumen, oCyLLEeCTBIIAIOWEN NPON3BOACTBO PEKTU(UKOBAHHOIO 3TUMOBOMO CNMPTa U3 MULLEBOrO Chipbs Ha
OCHOBaHWUW NMLEH3MM Ha NPOM3BOACTBO 3TUMOBOrO CnNupTa ANs NPOM3BOACTBa hapmaLleBTUYECKON CcyOcTaHumm
cnupTa 3TUMOBOrO (3TaHoma) B COOTBETCTBUM C TpeboBaHusMm PenepanbHOro 3akoHa ot 22 Hosiopsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHMu Mpoun3BoAcTBa M obopoTa 3TUIOBOro CnvpTa, anKorofibHOM U
crnvpTocoepxalwen npoaykuMm u o6 orpaHuvyeHun noTpebneHus (pacnuTus) ankoronbHOW npoaykummn”,
MeTOAOM pa3BefeHWs BOOOW OYULLIEHHOW Takoro aTUNOBOro cnupTa, NMPOU3BEeAEHHOro AaHHOW opraHu3auuen no
MECTY OCYyLLEeCTBNEHNS NPON3BOACTBA (hapMaLeBTUYECKON CyOCTaHLUMM CnMpTa 9TMNOBOrO (3TaHona).

(vactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pea. denepanbHOro zakoHa oOT
27.12.2019 N 481-93)

4.3. VHgumBuayanbHble npegnpuHAMaTenn u Opugndeckne nuvua, OCYLLECTBSAOLWME 3aKynky U
ucnonb3oBaHue dapmMaleBTUYeckon cybctaHumMm cnupTa 3TUNOBOro (3TaHomna), a Takke MpoM3BOACTBO,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

N3roToBreHne n (Mnu) obopoT (3a WCKITYEHMEM PO3HWYHOM MPOAAXWU) CNUPTOCOAEPXKALLUX JEKAPCTBEHHbIX
npenapaToB, 06513aHbl OCYLLECTBNATb MX YYET U AEKNapMpoBaHUe B MOpPSiAKe, YCTaHOBNEHHOM cTatbamu 8 u 14
depepanbHoro 3akoHa ot 22 Hosbpa 1995 roga N 171-d3 "O rocygapcTBEHHOM perynnpoBaHumn NpoM3BoaCcTBa U
obopoTa 3TMMOBOro CNMpTa, ankorofbHOM W CNMPTOCOAEepKallen npodykKumMm n o6 orpaHuyeHun noTpebneHus
(pacnuTra) ankoronbHOW NpoayKummn".

(vacTb 4.3 BBegeHa depepanbHbIM 3akoHoM OT 29.07.2017 N 278-93)

4.4. lMpu Npou3BOACTBE NEKAPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOIO MNPUMEHEHUs [onycKaeTcs
ncrnosfb3oBaHWe MNPOM3BEAEHHbIX Ans peanu3auun  dapmMaueBTUYEeCKUX CYOCTaHUWMA, BKMOYEHHbIX B
rocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB YNONIHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONTHUTENbHOM
BMacTyh, OCYLLECTBMSOWUM BeAEeHNEe roCyLapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTB ANs MeaULMHCKOro
NPUMEHEHMSI.

(4acTb 4.4 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

5. 3anpelaeTca Nnpon3BoaCcTBO:

1) nekapCTBEHHbLIX CPeACTB, CBEAEHMS O KOTOpbIX HE copepxaTcs B TrocygapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPpeacTB A MeAULMHCKOro NMpUMEHeHWs1, U (1nn) rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX
cpeacte AONs BETEpPUMHAPHOrO MPUMEHEHUs, U (UNn) eOuHOM peecTpe 3aperncTPUPOBAHHLIX NeKapCTBEHHbIX
cpencte EBpasniickoro skOoHOMUYECKOrO COt3a, U (MnK) eAMHOM peecTpe 3aperncTpMpoBaHHbIX BETEPUHAPHbIX
nekapcTBeHHbIX npenapaTtoB EBpasnNckoro aKOHOMMUYECKOro CO3a, 3a UCKMIOYEHNEM NEKapCTBEHHbIX CPeacTs,
NpPOU3BOAUMBIX AN NPOBEAEHUS KMMHUYECKUX NCCNeaoBaHniA Unu ANs 3KCnopTa;

(n. 1 B pea. PegepanbHoro gakoHa ot 24.07.2023 N 341-93)

2) hanbCcndULMPOBaHHbIX NIeKapCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX CpeacTB 6e3 NMUeH3nn Ha NPOM3BOACTBO fleKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyLleHMeM [paBwuil OpraHu3auuyM MpPovM3BOACTBA W KOHTPONS KayecTsa
nNeKapCTBEHHbIX CPEACTB;

5) ytpatun cuny. - ®egepanbHbint 3akoH oT 27.12.2019 N 481-03;

6) cnupTocoAepXaliMx JeKapCTBEHHbIX MNpenapaTtoB MO MECTYy OCYLLECTBMEHUS MNPOM3BOACTBA
hapmaueBTMYeckoin cybcTaHLMKM cnupTa STUNOBOro (3TaHona) U (Mnu) No MecTy OCYLLECTBIIEHUS) MPOM3BOACTBA
3TUIOBOIO CNMPTa;

(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTln0C: npumeyaHue.
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 n. 1.1 c1. 14.1 ctapon pegakuum ®3 cooTBeTCTBYET HOpME M. 2 CT. 14.1 HOBOW peaakumu.

7) dapmaueBTMyeckon cybcTaHuun chnvMpTa  3TUMIOBOro (dTaHonma) M (MnuM)  CcnMpTOoCOoAepKallmx
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeXHOrormyeckom obopyaoBaHuM AN NPOM3BOACTBA 3TUNOBOrO
cnupTa, ykasaHHoM B nyHkTe 1.1 ctatbun 14.1 degepanbHOro 3akoHa oT 22 Hos6psa 1995 roga N 171-93 "O
rocylapCTBEHHOM  perynMpoBaHuu npou3BoacTBa U obopoTa STWMOBOrO  CNUPTA,  ankoroflbHOW
cnupTocoaepKaLlen npogykumm n o6 orpaHMydeHMn noTpebneHuns (pacnuTns) ankoronbHOM NPoAyKLMn".

(n. 7 BBegeH ®efeparnbHbiM 3akoHOM OT 27.12.2019 N 481-03)

6. MNMpu BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaxdaHCKU 0BOpOT YMONHOMOYEHHOE NULIO NPOW3BOAUTENS
neKapCTBEHHbIX CPEACTB OCYLLECTBNSET NOATBEPXKOEHNE COOTBETCTBUS NEKAapCTBEHHbLIX cpeacTB TpeboBaHusM,
YCTaHOBIMEHHbIM MPU WX TFOCYJAPCTBEHHOM perncTpauunm, M rapaHtupyeT, 4TO JlekapCTBEHHble CpeacTBa
npousBeaeHbl B COOTBETCTBUM C TPEOOBAHMAMM NpaBUN Haanexallen Nnpon3BoACTBEHHONM NPaKTUKU.

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

7. YNOMHOMOYEHHbIM NULOM npounsBoanTena IneKkapCTBeHHbIX CpeacTB 4dBndeTcA ero pa60Tan<,
aTTeCcToBaHHbIN B yCTaHOBTIEHHOM YNOJTHOMOYE€HHbIM (beﬂ,epaﬂbelM opraHom NCMNONHNTENbHON BRnacTu nopaagke
N UMEKLWNN CTax paGOTbI He MeHee 4YeM NATb NeT B obnactu npon3soacTtea u” (VIJ'II/I) KOHTPOJIA Ka4decTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neKapCTBEHHbIX CPeACTB, Bbicluee obpa3oBaHMe COOTBETCTBEHHO NO OAHOW M3 cneumanbHOCTEN 1 (UNn) ogHOMY
N3 HanpaBfieHU NOAroTOBKWU: Bmonorus, GUOTEXHONOIMA, BETEpMHApUs, BeTepUHapHO-CaHNTapHasa aKcrnepTuaa,
KNMMHWYeckas MeguumHa, paguaumnoHHas, xuMmmyeckas n buonormyeckas 3awmra, dapMauns, pyHaameHTanbHas
MeguumHa, Xumuyeckast TEXHOMNOrns, XuMusi.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

8. lNMpoussogutenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHnem chapmaueBTuyeckon cybctaHuum cnvpTa
3TUNOBOro (3TaHoma) MOryT OCYLWECTBNATL NpOoOaXy JEeKapCTBEHHbIX CPeACcTB WM nepegaBaTb UX B
YCTaHOBMEHHOM 3akoHodaTenscTBoM Poccuickon denepaunm nopsgke:

(B pea. PenepanbHoro gakoHa ot 29.07.2017 N 278-$3)

1) ApyrMM Npom3BoanNTENSM NEKapCTBEHHbIX CPEACTB ANA NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
2) opraHv3saunsiM ONTOBOW TOProBNW NeKkapCTBEHHLIMU CPeACTBaMu;

3) anTeyHbiM  OpraHuM3auusiM, BeTEepUHapHbIM  anTeYHbIM  OpraHusauusM,  MHAWBWUAYaNbHbIM
npegnpuHMMaTensM, MMELWMM JNULEH3N0 Ha QapMaueBTUYECKYl0 AeATeNnbHOCTb WNU  NULEH3NO Ha
MEeOULMHCKYI0 OesTeNbHOCTb;

4) Hay4HbIM OopraHM3auusaM Ans HayvyHo-UccneaoBaTenbckon paboThl;
(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MeaULMHCKUM OpraHn3aumsm 1 BeTepMHapHbIM OpraH1M3auusM;

6) opraHMsauuMaM W MHOMBMAYanbHbIM  NpearnpuHMMaTensMm, OCYLLEeCTBASWMM  pa3BegeHue,
BblpalLMBaHNE 1 coaepXKaHne XMBOTHBIX (3a UCKIIOYEeHNeM NPoAaxun UM apmaueBTUHeCcKMX CyocTaHumn v nx
nepegayn);

(n. 6 B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

7) ncnbiTaTenbHbIM nabopatopuam (UeHTpam), NPoBOAAWMM MCTbITaHNS B 06nacTn KOHTPONsA KayecTsa
neKapCTBEHHbIX CPEACTB, akkpeAMTOBaHHbIM B COOTBETCTBUM C 3akoHodaTensctBom Poccuiickon degepaunm 06
akkpeguMTauum B HaUMOHaNbHOW CUCTEME akkpeauTaumu.

(n. 7 BBeaeH ®egepansHbiM 3akoHoM oT 04.08.2023 N 428-$3)

9. MNpounssognTenu hapmMaleBTUYECKOW CyOCTaHLMM CnMpTa 3TUNOBOTO (3TaHona) 06A3aHbl OCYLLIECTBNATb
peanusaumio (Nnepegadvyy B YCTAHOBJIEHHOM 3akoHogaTtenbcTBOM Poccuiickonn  Pepepauumn  nopsgke)
hapmaLeBTUYECKON CyDbCTaHLuMM cnupTa 3TUNOBOro (3TaHoma) NpoM3BOaUTENSM NEKAPCTBEHHbIX CPeacTB Ans
NpOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, NPOM3BOAMTENSAM (M3rOTOBUTENSAM) MEOUUMHCKUX UW3genui  ans
NpOM3BOACTBA U WU3rOTOBIEHUS MEOULMHCKMX M3Oenuii B eMKOCTSX obbemom He Gonee 1 nutpa u (Mnu) He
mMeHee 1000 nuTpoB, a opraHu3aLuMsaM, YKasaHHbIM B NyHKTax 3 - 5 U 7 yactn 8 HacTosiwen ctaTbu, B Tape
o6bemoM He Gornee 1 nutpa.

(vactb 9 BBegeHa ®PepepanbHbiM 3akoHoMm oT 29.07.2017 N 278-93; B pen. PepeparnbHbiX 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 3akoHodaTenbcTBOM Poccuiickon ®epepauun nopsgke)
dhapmaLeBTMyeckon cybCcTaHuMM  cnupTa  STUNOBOrO  (dTaHomna) opraHvM3aumsiM  OMTOBOW  TOProBnu
NeKapCTBEHHbIMM CpeacTBaMm He A0MyCcKaeTcs.

(vactb 10 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. TepeBo3kn apMaLeBTUYECKON CyOCTaHUUM cnupTa STUMOBOroO (3TaHOMa) OCYLLECTBISATCS C
cobniogeHvem TpeboBaHui, yCTaHOBIEHHbIX ab3auem YeTBepTbiM NyHKTa 3 ctaTbn 9 PeaepanbHOro 3akoHa oT
22 Hosi6psa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM NpPOM3BOACTBa M 0OoOpoTa 3TUIIOBOrO
cnupTa, ankorofibHOM W CAMpTOCOAepXKallen npoaykumm u 06 orpaHudeHun notpebneHus (pacnuTus)
ankoronsHOW npogykunn".

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Crtatbsa 46. MapknpoBKa neKkapCTBeHHbIX CPeAcTB

1. JlekapcTBeHHble npenapaTbl, MPOLIEeALNe T[OCY4APCTBEHHY0 perncrpauuio B COOTBETCTBUM C
TpeboBaHnsaMM HacTosiwero ®PegepanbHOro 3akoHa, 3a WCKMYEHMEM JeKapCTBEHHbIX MpenapaTtos,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

N3roTOBMEHHbIX anTeYHbIMU OpraHn3aumusaMun, BETEPUHAPHBIMU anTeYHbIMU OpraHn3auusMun, UHABUAYanbHbIMN
npeanpuHMMaTensMm, MMELWMMA FMUEH3UIO Ha (apMaueBTUYECKYD OeATEeNbHOCTb, OOMKHbI MOCTynaTh B
obpaLlleHne, ecnu:

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

1) Ha MX NepBMYHOW YNaKoBKe (3a MCKIOYEHWEM MEPBUYHON YNAKOBKWA NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWO YMTaeMbIM LWPUEPTOM Ha PYCCKOM $3blke YyKas3aHbl HavMMeHOBaHMEe NeKapCTBEHHOro
npenaparta (MexayHapogHOe HenaTeHTOBaHHOe, WNnW TFPyNnMPOBOYHOE, WM  XUMWUYECKOe, WM TOproBsoe
HavMeHOBaHne), HoMep cepuu, AaTa BbiMycka (AN MMMYHOBOMONOIMYECKMX fleKapCTBEHHbIX NpenapaTtoB), CPOK
rogHOCTU, A03MPOBKA UMK KOHLEHTpauus, o6beM, akTUBHOCTb B eAnHMLAX OENCTBUSA UMW KONMYECTBO A03;

(B pea. PenepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha X BTOPWUYHOM (NOTPEOMTENbLCKOM) YyMakOBKE XOPOLIO YMTAeMbIM LIPUATOM Ha PYCCKOM N3blke
yKa3aHbl HAMMEHOBaHME NEKAPCTBEHHOrO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UM IPYNNMPOBOYHOE,
WUNM XMMUYEeCKoe W TOProBOE HaMMEHOBaHWS), HauMeHOBaHWe MNPOW3BOAMTENS JEeKapCTBEHHOro npenaparta,
HoMep cepwuu, pfata Bbiycka (4N  UMMYHOOMOMOTrMYECKUX NEKapCTBEHHbIX MpenapaToB), HoMep
PEerMcTpaunoHHOro YOOCTOBEPEHNUS, CPOK FOAHOCTM, CNOCcob NMPpUMEHEHUS, 4O3UPOBKa MU KOHLEHTpauusi, 06beM,
aKTMBHOCTb B eAnHMLAaX AeACTBUS MO0 KONMYECTBO 03 B YNAaKOBKe, NIeKapCcTBEHHast opma, YCrnoBuUst OTnycka,
YCIOBMS XpaHeHWsi, npegynpeanTeribHble Haanmcu.

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYECKMEe CyOCTaHUMM OOSMKHBI MOCTynaTh B OOpalleHne, ecnu Ha MX NEPBUYHON YNakoBKe
XOpOLLO YMNTaembiM LIPUEPTOM Ha PYCCKOM si3blke yKa3aHbl HavMMeHoBaHue hapmaueBTuyeckon cybctaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOe, WU TPYNMUPOBOYHOE, WM XMMWYECKOE UM TOProBOE HaMMEHOBaHMS),
HaumMeHoBaHMe npoussoanTenst apmaueBTU4ecKkon CcybGCcTaHLuMM, HOMEp Ccepunm 1 Jata  W3roTOBMEHUS,
KONMMYeCTBO B YNAKOBKE U eOUHULbI UBMEPEHMS KONMYECTBA, CPOK FO4HOCTU M YCNOBUSI XpaHEeHUS.

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

3. JlekapcTBeHHble cpencTBa B KayeCTBE CbIBOPOTOK AOIBKHbI MOCTynMaTb B OOpalleHue C ykasaHueMm
XXMBOTHOTO, U3 KPOBW, MnasMbl KPOBW, OPraHOB M TKAHE KOTOPOrO OHU MOMyYeHb!.

4. Ha BTOpUYHYlO (NOTPebUTENbCKYI0) YNAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJyYEHHbIX U3 KPOBU, NiasMbl
KpOBW, OpraHoB M TKaHeW u4enoBeka, OOMKHa HaHocuUTbCcA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbIA aHTUreH BMpyca renatuta B otcyTcTBytoT".

5. Ha nepBuuHylo ynakoBKY W BTOPWYHYIO (NOTPEGUTENLCKYH) YNakoBKy paanodapMaLeBTUYecKmX
NEeKapCcTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK PaauaLMOHHON OMacHOCTM.

6. Ha BTOpMYHYytO (MOTPEOUTENBCKYIO) YNAKOBKY FOMEONaTUYECKMX JEKApCTBEHHbIX NPEenapaToB AOJhKHA
HaHoCUTbCS Hagnuck: "MomeonaTuyeckmn”.

7. Ha BTOpnyHyto (NOTPeOUTENbCKYO) YNakoBKYy NEKapCTBEHHbIX PacTUTENbHbIX MpenapaTtoB AOMkKHa
HaHocUTbCA Hagnuck: "lMpoayKkums npowna pagnaumMoHHbIA KOHTPOSb".

8. Ha nepBu4Hylo ynakoBKy (ecnv [nsi 3TOro CyLUECTBYET TexXHW4Yeckas BO3MOXHOCTb) U BTOPUYHYIO
(NoTpebuTenbCKyl) YNakoBKy NIEKApCTBEHHbLIX NpenapaToB, NpegHa3HaYeHHbIX ANsl KITMHUYECKUX NCCNeaOoBaHNN,
[OMmKHA HAaHOCUTbCA Haanucek: "ONsa KNMHUYECKNX nccneaoBaHuin”.

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

9. YnakoBka NekapCTBeHHbIX cpencTB, npeaHasHa4YeHHbIX UCKNMKYUTENbHO ONA 3KCNnopTa, MapKUpyeTcda B
COOTBETCTBUN C TpeGOBaHI/IﬂMVI CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHylo Tapy, KOTopas He npefHasHadyeHa ans notpebutener m B KOTOPYH MOMELLEHO
lekapCTtBeHHOe CpencTtso, AOoJKHA HaHOCUTbCA I/IHq.)OpMaLI,I/IH O HaMmMeHOBaHuKu, cepun JIeKapCTBeHHOro
cpencTtea, daTte BbiMycka, KONMMYECTBE BTOPUYHbLIX (MOTPEOMTENLCKUX) YNaKoBOK JIEKAPCTBEHHOrO CpPeAcCTBa,
npou3BoguTerne NekapcTBEHHOIO CpeacTBa C yKasaHWMEM HaMMEHOBaHUSA M MECTOHaXOXOEHWUsi MPOU3BOOUTENS
neKkapCcTBEHHOIO cpeacTea (agpec, B TOM 4ucne cTpaHa u (MnvM) MecTo MpoM3BOACTBA fEeKapCTBEHHOMO
cpencTtea), a Takke O CPOKEe FOAHOCTU NIEKapCTBEHHOrO cpefAcTBa M 0O YCMOBUSIX €r0 XpPaHEHUs U NepeBO3Ku,
HGOGXOJJ.I/IMbIe npeaynpeanternbHble HAANMUCU U MAHUNYNATOPHbIE 3HAKWU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

11. Ha nepBWYHyI0O ynakoBKy M BTOPWYHYIO (MOTPebUTEnbCKy) yNakoBKY NEeKapCTBEHHbIX CpeacTB AN
BETEPMHAPHOro NPUMEHEeHNs AOMKHA HAHOCUTLCA HaaNuek: "Ons BeTepMHapHOro NpuMeHeHus".

12. Ha BTOpUYHYt0 (NOTpebuTenbCcKyo) ynakoBKy fieKapCTBEHHOMO Npenaparta HAaHOCUTCS LUTPUXOBOW Kof,.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPECTB
B POCCUMNCKYIO ®EOEPALIUIO U BbIBO3 NNIEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKOWN ®EOQEPALIMUA
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 47. lMopspok BBO3a nekapcTBeHHbIX cpencTtB B Poccuickyro ®Pepepauuio M BbiBO3a
neKapcTBeHHbIX cpencTB U3 Poccuinckon Pegepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTtBeHHbIX cpeacTts B Poccuiickyto ®efepauuio ocyLLecTBnseTcs B nopsaake, YCTaHOBEHHOM
MpasutenbctBoMm Poccuiickon ®efepalmm, B COOTBETCTBMU C akTaMu, cocTaBnstowumm npaso Cotosa, u (mnm)
3akoHogatenbcTBoM Poccunckon Pegepaumm o TaMOXEHHOM perynnmpoBaHu.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

KoHcynbTaHTlnoC: npumeyaHue.

Oo 31.12.2024 poccunckuM MNpon3BOAUTENSM paspelleHo B yBeOOMUTENbHOM MOpsiAke BBO3UTb HE
BHECEHHble B peecTp dhapmaleBTuyeckme cybctaHumm Ans BeTEPUHapHOro NpuMeHeHus 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 CPeAcTB, WKW €AWHOM  peecTpe  3aperMcTpuMpoBaHHbLIX
neKkapcTBEHHbIX CpeacTs EBpasuiickoro SKOHOMWYECKOro Cok3a, MM eOUMHOM peecTpe 3apermcTpupoBaHHbIX
BETEPUHAPHbIX TEKAPCTBEHHbLIX NpenapaToB EBpasninckoro SKOHOMUYECKOro 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)

KoHcynbTaHTlIn0C: npuMmeyaHue.
C 01.09.2024 B 4. 3 cT. 47 BHOCATCA n3ameHeHus (®3 ot 30.01.2024 N 1-d3). Cm. GyayLuyto pegakumio.

3. donyckaeTtcs BBO3 B Poccunckyio Pefepaumio KOHKPETHOW MNapTuu 3aperucTpupoBaHHbIX U (Unn)
He3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX CPeACTB, MNpeAHasHayeHHbIX Ans  NpoBefeHUs  KIMHUYECKUX
NccnefoBaHWA  NeKapCTBEHHbIX MpenapaToB, MNPOBEOEHUS 3KCNepTU3bl NEeKapCTBEHHbIX CpPeacTB AN
OCYLLIeCTBIEHNS roCyAapCTBEHHOW pPerucTpauum nekapcTBEHHbIX NpenapaToB UNW Afs OKa3aHus MeOULMHCKON
MOMOLLM MO J>KM3HEHHbIM TOKa3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWM paspelleHunsi, BblAAaHHOro
YMNONTHOMOYEHHbIM hefieparbHbiM OPraHOM UCTIONMHUTENBbHOW BMACTW NO 3asBIEHUsIM NULL, YKa3aHHbIX B CTaTbe
48 HacTtosiwero depepanbHOro 3akoHa. PaccMoTpeHue Takoro 3adBheHus W MPUHSATUE pelueHns O Bblgaye
paspeLleHnsi Ha BBO3 KOHKPETHOWM NapTuKn 3apermcTpupoBaHHbIX U (M) HE3aperncTPUPOBaHHbIX NIEKapCTBEHHbIX
CpeacTB, npedHas3HadYeHHbIX ANA NpoBedeHUs KIWMHWYECKUX WCCNedoBaHWi neKapCTBEHHbIX MpenapaTos,
nNpoBedeHUs 3KCMepTWU3bl feKapCTBEHHbIX CPeAcTB AN OCYLUEeCTBMEHWS roCyAapCTBEHHOW perucTpauum
neKapCcTBEHHbIX NpenapaToB UM AN OKasaHWsa MeAULMHCKON NMOMOLLM MO XXU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauueHTa nmbo ob oTkase B Bblgaye ykasaHHOro paspeLleHusi NPOM3BOASITCA B CPOK, HE MPEBbILIAKLWMA NSTH
paboumx gHen. [naTa 3a Bbligavy ykazaHHOro paspeLleHnst He B3MMaeTCA.

(B peq. enepanbHoro zakoHa ot 06.12.2011 N 409-93)

3.1. YTpatun cuny ¢ 1 sHBapsa 2024 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-03.

3.2. o 31 pekabps 2024 roga gonyckatTcs BBO3 Ha Tepputoputo Poccuiickon ®epepaumm n obpalleHne
B Poccuiickon ®epepaumm ¢ yueTtom ocobeHHoCTeN, yCcTaHOBMNEHHbIX MpaBuTenbcTBom Poccuickon depepauimm,
3aperMcTpUpOBaHHbIX  NIEKAPCTBEHHbIX MNpenapatoB ANd  MEeOUUMHCKOTO  MPUMEHEeHUs B yrnakoBKax,
npegHasHayeHHbIX ansg obpalleHus B MHOCTPaHHbIX rocydapcTBax, B criydyae OedeKTypbl NeKkapCTBEHHbIX
npenapaToB MnM pucka e€e BO3HUKHOBEHUS B CBsI3W C BBeAeHMEM B OTHowweHun Poccunckon depepaumm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OrPaHUYMTENBHBIX MEpP 3KOHOMUWYECKOrO XapakTepa Mpu YCrOBMM COOTBETCTBUSA BBO3UMbIX J1EKAPCTBEHHbIX
npenapaToB TpebOBaHUSAM, YCTAHOBIIEHHBIM MPU MX perucTpaumu, 3a UckndeHnem TpeboBaHWi K NEpPBUYHOMN
yrNakoBKe, BTOPUYHON (MNOTPebUTENbCKON) yNakoBKe, a Takke MpY HanmMuum Ha BTOPUYHOM (MOTpPebuTenbCKon)
YyNaKoBKe NeKapCTBEHHbIX NpenapaToB, HaxoAsWMUXcs B obpalleHuun, caMoKnesiencs aTUKeTKU, copepkaluen
MHdOopMaLMIO O NNekapCTBEHHOM NpenapaTte Ha PYCCKOM si3blKe.

(vactb 3.2 BBegeHa ®depepanbHbiM 3akoHoM oT 26.03.2022 N 64-93; B pen. depepanbHoOro 3akoHa OT
19.12.2022 N 519-93)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2024 cT. 47 pononHsietcs 4. 3.3 (©3 ot 30.01.2024 N 1-®3). Cm. GyayLuyto pegakumio.

4. B Poccunckyto Pegepaunio MOXHO BBO3WUTb JleKapCTBEHHblE CPEACTBa, KayeCTBO KOTOPbIX
NOATBEPXKAEHO CepTUdPMKATOM NPOU3BOAUTENS FEKapCTBEHHbIX CPEeACTB, yOOCTOBEPSIOWMM COOTBETCTBUE
BBO3UMbIX f€KapCTBEHHbIX CPeacTB TpeboBaHUSAM, YCTaHOBMEHHbIM NPU WX perncTpauMun unu npoBedeHun
npoueayp, CBA3aHHbIX C perncrpaumen.

(B peq. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

5. Banpewaetca BBo3 B Poccuiickyio denepaumio anscnuLmMpoBaHHbIX MNeKapCTBEHHbIX CPeacTs,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PepepanbHoro gakoHa ot 06.12.2011 N 409-93)

6. ®anbcmdruMpoBaHHbIe NeKapcTBEHHbIE cpeacTBa, HeaobpokadYeCcTBEHHbIE NeKapCTBEeHHbIe CpeacTBa
noanexaT U3bATUIO N NOCNeayLWweMy YHUHTOXEHNIO Unn BbiBO3dy 13 Poccuickon depepaumm, KOHTpadaKkTHbIe
neKkapCTBEHHble CPeACTBa - U3bATUIO 1 MOCNEAYIOLLEMY YHUHTOXEHNIO. YHUUTOXEHNE UNu BbIBO3 U3 Poccuiickon
Pepepaumun dhanbCcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeJoOpOKayeCTBEHHbIX JlIeKapCTBEHHbIX CPeaCTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPeACTB OCYLLECTBAETCA 3a CYeT nuua, OCyLLeCcTBMBLUEro ux Beo3. [10panok
YHUUTOXEHUS  U3bATbIX  (PanbCuUUMPOBaAHHBLIX — MEeKapCTBEHHbIX — CPeAcTB,  HegoOpoKavyeCTBEHHbIX
NeKapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX feKkapCTBEHHbIX CpeacTB YycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

7. JNvua, ocywectenswowme Beo3 B Poccunckyto denepaumio danbCcnmLmMpoBaHHbIX NEKapCTBEHHbIX
CpeacTBs, HeaobpokayeCTBEHHbIX MEKAPCTBEHHbIX CPEACTB, KOHTpadhakTHbIX NEeKapCTBEHHbIX CPeacTB, HEcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHoAaTenbcTBOM Poccuiickon ®epnepaunn.

(B peq. ®PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

8. BblBO3 nekapcTBEHHbIX cpeacTs n3 Poccunckon ®enepaumm ocyLLeCTBNAETCA B COOTBETCTBMM C aKTamM,
coctaensowmmy npaso Cotosa, M (unm) zakoHoparenbctBoM Poccuiickon ®egepauum o rocygapCTBEHHOM
perynmpoBaHuu BHELLHETOProBON AeATENBHOCTM.

(vacTb 8 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

9. Beog B rpaxaaHckuii 060poT fekapCTBEHHbIX NpenapaToB AN MeAULMHCKOTO NPUMEHEHMS!, BBE3EHHbIX
B Poccuinckyto denepaumio, ocyulecTensietca ¢ cobniogeHnem TpeboBaHUN, YCTaAHOBMEHHbIX cTaTben 52.1
HacTosiwero degepanbHOro 3akoHa.
(vacTb 9 BBeeHa ®efnepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlInoC: npuMmeyaHue.

Y. 10 cT. 47 He_pacnpocTpaHdaeTca Ha cepuy NeKapcTB ANA BETEPUMHAPHOrO NMPUMEHEHWs!, BBEAEHHbIE B
rpaxkgaHckmi obopot o 01.09.2023, koTopble noanexar NPMMEHEHUIO 40 UCTEYEHMS Cpoka X rogHocTn (O3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHckui oOOpPOT NEKapCTBEHHbIX NpenapaTtoB AN BETEPUMHAPHOrO MNPUMEHEHNS,
BBE3eHHbIX (nepeMelleHHbiX) B Poccunckyto degepaumio, ocyliectBhisieTca ¢ cobniogeHneM TpeboBaHun,
YCTaHOBMEHHbIX CTaTbeln 52.2 HacToswero PegepanbHOro 3akoHa.

(vactb 10 BBegeHa dPepepanbHbiM 3akoHom ot 02.07.2021 N 317-93)

Cratbsa 48. Opugnyeckme nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbLIX cpeaAcTB B Poccumckyto
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

depepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyo Pegepaumio MoryT BBO3UTb:
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1) NPoV3BOAMTENMN NEKAPCTBEHHbLIX CPEACTB ANs Lerneil COBCTBEHHOTO MPOM3BOACTBA NEKAapCTBEHHbIX
CpencTs;

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 B n. 2 cT. 48 BHOCATCA n3MeHeHus (D3 ot 30.01.2024 N 1-d3). Cm. OyayLuyto pegakumio.

2) MHOCTpaHHble pa3paboTYMKN NEKAPCTBEHHBLIX CPEACTB VM MHOCTPaHHble NMPOU3BOAMTENWN NEKapCTBEHHbIX
CPEACTB WNU Apyrve lopuauMyeckue nuua no nopyyeHuto paspaboTuvka rekapCTBEHHOro CpeacTsa  Anst
MPOBEAEHUS KIIMHUYECKMX WCCIieQoBaHUi JeKapCTBEHHOIO npenapaTa, OCYLECTBMEHUS ToCyAapCTBEHHOMN
perucTpauum nekapcTBEHHOro npenapaTa, BKMYeHus dapmaleBTUYeckon cybcTaHUMM B rocyaapCTBEHHbI
peecTp NEeKapCTBEHHbIX CPencTB, KOHTPOMNS KayecTBa IEKAPCTBEHHBLIX CPeACTB MPU Hanvuuu paspelueHust
YMONHOMOYEHHOro hefeparbHOro opraHa UCMOMHUTENBHOM BNacTu Ha BBO3 KOHKPETHON NapTUM NEKAPCTBEHHbIX
CpeacTs;

3) opraHu3aumm onTOBON TOProBnM fekapCTBEHHbIMY CpeacTBamMu;

4) HayyHble opraHu3auuu, obpasoBaTeflbHble OpraHvM3auuMu Bbicluero obpas3oBaHWsi, Npou3BOAUTENW
neKapCcTBEHHbIX CPEACTB AN pa3paboTky, nccrnegoBaHui, KOHTpons 6e3onacHocTH, kKavecTBa, 3PdeKTMBHOCTM
NeKapCTBEHHbIX CPEACTB MPU HanM4Mn paspeLleHnss YNoIHOMOYEHHOro heaepanbHOro opraHa UCTONHUTENbHON
BNacTtu;

(B pea. PenepanbHbix 3akoHoB oT 02.07.2013 N 185-93, o1 30.01.2024 N 1-93)

5) MeauLUMHCKME OpraHu3aLuKn, MHble yKasaHHble B NMyHKTax 1 - 4 HaAcTosAWew cTaTbM opraHusauuun ang
oKa3aHWs MEOULMHCKOW MOMOLLM MO XXM3HEHHbIM NMOKa3aHMsSIM KOHKPETHOro NauMeHTa Npu HanMyunum paspeLueHus
YMNOSIHOMOYEHHOTO  befepanbHOro  OpraHa UCMOSMHUTENBHOM BMacTU  Ha BBO3  KOHKPETHOW  mapTum
NeKkapcTBEHHOro npenapaTta, BblAAaHHOMO B YCTAHOBMEHHOM Qopsdke B (hOpMe SMEKTPOHHOrO [OKyMEHTa,
NoAnNMCaHHOro YCUNeHHom KBannuguumnpoBaHHOW 3NEKTPOHHON NOAMNUCHIO;

(B peq. PenepanbHoro zakoHa ot 12.03.2014 N 33-d3)

6) ytpatun cuny c 1 sHBaps 2024 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93.

7) NPON3BOAMTENN MEANLMHCKUX U3OENWIA AN Lenei NpomM3BoACcTBa MeAULMHCKUX U3AENUIA.
(n. 7 BBegeH depepanbHbimv 3akoHoM oT 30.01.2024 N 1-P3)

Cratbsa 49. [JokyMeHTbI, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinickon ®Pepepauum npwm
BBO3€e NleKapCTBEeHHbIX cpeacTB B Poccuinckyto Peaepaumio
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1. Mpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyo defepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaummn Hapsay ¢ JOKYMEHTaMu, NpeAcTaBrneHme KOTopbIX NPeayCMOTPEHO akTaMu, COCTaBNALWMMN NPaBo
Cotosa, n (unu) 3akoHogaTenscTBoM Poccunckon degepauum o TaMOXKEHHOM perynmpoBaHnv, NpeacTaBnsaTCcs
cnegyowmne AOKYMEHTbI B 3IeKTPOHHOW (hopMe:

(B peq. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

1) cepTudmkaTt nNPOU3BOAMTENS FEKapCTBEHHOTO CpeacTBa Afs  BETEPUHApPHOro  MpPUMEHEHWS,
yOOCTOBEPSIOLWLMI COOTBETCTBME BBO3WMOrO F€KapCTBEHHOTO CpeAcTBa AN BEeTEepUMHApPHOro MNpUMEHEHMUs
TpeboBaHVaM chapmakonenHomn ctatb NMBO B cnyvae ee OTCYTCTBUS HOPMATUBHOIO AOKYMEHTA;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-d3)

2) paspelleHue ynorHOMOYEHHOro dedeparnibHOro opraHa UCMOSTHUTENbHOW BNacTu Ha BBO3 KOHKPETHOM
napTuM NEeKapCTBEHHOIO CPeAcTBa B Crny4vasix, YCTAHOBIEHHbIX YacTbio 3 cTaTbu 47 HacTosiwero denepansHoro
3aKoHa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. [JoKyMeHTbI, yKasaHHble B NyHKTax 1 n 2 yactn 1 HacToswen ctaTbn, NPeACcTaBnslOTCA B TAMOXEHHbIE
opraHbl Poccuiickon ®egepaumm npy npnbbiTnK 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
MCMONb30BaHUST U WHbIX HEKOMMEpPYecCKuMX uerer, a Takke ANIsi UCNONIb30BaHUA Ha TeppuTopum
MeXAayHapo4HOro MeAULMHCKOro Knacrepa
(B peq. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBE3€eHbl B Poccuiickyto Pepepaumto 6e3 ydeta TpeboBaHun,
nNpeaycMOTpPeHHbIX YacTammn 1 - 4 ctateun 47, ctatbsimu 48 n 49 HacTtoswero ®efepansHOro 3akoHa, ecnn OHU
npegHasHayeHbl ans:

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMMYHOro UCMNONb30BaHMA U3MYECKMMU NMuamK, NpubbiBLKMMK B Poccuiickyto Pepepaumto. MNpu aTom
BBO3 B Poccuiickyio defepauumio nNekapCTBEHHbIX MpenapaToB, coAepXallMx CUnbHOAEeWCTByoWmne n (1nm)
A0OBUTbIE BELLUECTBA, BKIIOYEHHbIE COOTBETCTBEHHO B COMCOK CUNBbHOAEWCTBYHOLLUMX BELLECTB ANs Lernen
YrofloBHOIo 3akoHogaTenbcTBa Poccuiickon dPepgepaumm n B COUMCOK SA0BUTbIX BELWECTB AN LieNen yrofloBHOro
3akoHogatenscTBa Poccuiickon ®epepauun, yteepxaeHHble [lpaButenbctBom Poccuiickon ®epepauun,
OCYLLECTBASIETCA MPU HaNM4un AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UMW 3aBEPEHHBIX BbINMUCOK U3 HUX),
noaTBEPXAaLWMX Ha3HaYeHne hU3NYeckoMy nuuy YKasaHHbIX NeKkapCTBEHHbLIX MpenapaToB (3a UCKNIYeHneM
nekapcTBEHHbIX NpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon degepaumm nMbo 3aperncTpupoBaHHbIX B
COOTBETCTBMM C akTamu, cocTaBnsiowmmy npaBo Cor3a, n oTnyckaembix B Poccuiickon depepaunn 6e3
peuenTa Ha flekapCTBEHHbIN npenapar). MNoareepxgatowmne JOKYMEHTbI (MX 3aBEPEHHbIE KON NN 3aBEPEHHbIE
BbIMUCKN U3 HNX) OOMKHbI CoaepXaTb CBEAEHUSA O HAMMEHOBAHUN U KONMYECTBE Ha3HAYEHHOro fieKapCTBEHHOrO
npenapaTta. B cnyyae, ecnv noareepxgaroLime JOKYMEHTbI (MX 3aBEPEHHbIE KOMUU UMW 3aBEPEHHBIE BbIMUCKM U3
HWX) COCTaBnNeHbl HA UHOCTPAHHOM A3blKe, 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) ucnonb3oBaHWsa paboTHUKaMU OUNNOMATUYECKOro Kopryca Wnu npeacTaBuUTENs MU MEXOYHapOOHbIX
opraHusaummn, akkpeanToBaHHbix B Poccunckon denepaumm;

3) neveHus maccaxvpoB W YMEHOB 3KMMaXKeWn TPaHCMOPTHbIX CPEeAcTB, MoesgHblX Bpurag n BoauTenen
TpaHCNOpPTHbIX cpeacTs, NpubbiBLLNX B Poccuinckyto deaepauuio;
(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-$3)

4) neyeHUss YYaCTHUKOB MeEXOyHapOOHbIX KyNbTYPHbIX, CMOPTUBHbLIX MEpPONnpUATMA U  Y4aCTHUKOB
MeXayHapoaHbIX aKCneauLniA;

5) neuveHns KOHKPETHbIX XXMBOTHbIX B 300Mapkax, 300cafax, LMpKax, okeaHapuyMmax, OenbuHapusix,
neyeHns OUKUX >KUBOTHbIX, MOCTOSHHO MM BPEMEHHO Hacenswwmx TeppuTtoputo Poccuiickon ®epepaumu,
HaxXoAsLUMXCSA B COCTOSIHMM €CTECTBEHHOW CBOOOAbLI M NMpUHaanexawmx K Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccwuiickon ®epepauum 1 (Mnm) KpacHble KHUrM cyObekToB Poccuiickon depgepaumm, a TakkKe >XMBOTHbIX,
BBO3UMbIX B Poccuiickyto denepaumto 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) MCNonb30oBaHMSA Ha TEPPUTOPUN MEXOYHAPOAHOrO MEAMLMHCKOrO KrnacTepa.
(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cny4asx, nNpegyCMOTPEHHbIX 4acTblo 1 HacTosilen craTbu, Aonyckaetcsi BBO3 B Poccuickyto
denepaumnto nekapcTBEHHbIX NpenapaTtoB, He 3aperncTpupoBaHHbIX 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 1-93)

3. IlekapcTBeHHbIe Npenaparbl, NpegHa3Ha4YeHHble ANg ryMaHUTapHOM NOMOLK (CO4EeNCTBUS) UM NOMOLLN
npu 4pesBblHalHbIX CUTyauusix, BBO3sTCA B Poccuiickyto ®Pepepaumio B OOpsadke, YCTAHOBIIEHHOM
MNpaBnTenscTsom Poccuinckon denepauum. 3anpellaetcs BBO3 B Poccuiickyto degepaumio
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

He3aperncTpMpoBaHHbIX JEKAPCTBEHHBLIX MNpenapaTtoB, MpeAHa3Ha4YeHHbIX Ans  ryMaHWTapHOW  MOMOLLM
(copevcTBMA) UM NOMOLLM NPU YpE3BbIYaNHbIX CUTYaLUSIX.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CoTpyaHuyecTBO thenepanbHOro opraHa MCMNOSIHUTENbHOW BNAacTU, OCYLLECTBAOLWEro
(OYHKUMM NO KOHTPONMKO M HaA3opy B 0O6GNacTM TaMOXEHHOro pAena, U ApYrux YMNoOJIHOMOYEHHbIX
denepanbHbIX OpraHoB MCNONMHUTENbHON BNacTy
(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. YnonHomoueHHble defepanbHbie opraHbl UCMOMHUTENBHON BMacTX MPefoCTaBnsaioT B pacnopsXeHue
denepanbHOro opraHa WCMNOMHUTENBHOM BNACTU, OCYLLECTBNAOLWEro (PyHKUMM MO KOHTPOMO M HaO3o0py B
obnactn TaMOXeHHOro [ena, rocydapCTBEHHbIA PEeCcTp NeKapCTBEHHbIX CPEACTB, a Takke WMHOPMaLMI O
BblJAHHbLIX pa3peLleHnsaX Ha BBO3 KOHKPETHOW MapTWMM NEKAPCTBEHHBLIX CPEACTB B CryyasX, YCTaHOBEHHbIX
yacTblo 3 ctaTtbu 47 HacTosiwero PegepanbHOro 3akoHa.

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

2. ®epeparnbHbI opraH UCMOMHUTENbHOW BracTu, OCYLLECTBASIOWNA (DYHKLIMM NO KOHTPOMO U Haa30py B
obnactm TamoXxeHHoro pgena, WMHPOPMUPYET YyKasaHHble B 4acTu 1 HaACTOsWeN CcTaTbM YMONTHOMOYEHHbIE
defepanbHble opraHbl UCMOMHUTENBLHOM BNAcTU O BBO3e NekapcTBEHHbIX cpeacTB B Poccuiickyto degepaumio n
BbIBO3€ eKapCTBEHHbLIX cpeacTB u3 Poccunckon degepaumm no opmMe M B NOpaaKe, KOTOPble YCTaHOBIIEHbI
MpasutenbctBoM Poccunckon ®epepauun.

(B peq. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 30.01.2024 N 1-03)

Mnaea 10. PAPMALIEBTUYECKAA OEATENbHOCTb
Cratbsa 52. OcywecTBneHme hapmMaueBTUUYECKON AeATENbHOCTH

1. ®dapmaueBTMyeckad  OeATENbHOCTb  OCYLUECTBISIETCH  OpraHusauusiMM  OMNTOBOW  TOProBMnu
neKkapCcTBEHHbIMM CcpeacTBamMy, anTeyHbIMW OpraHu3auusiMi, BEeTEepPUHApHbIMU anTeYHbIMU OpraHM3aumsMu,
MHAMBUAOYaNbHLIMA MPEANPUHUMATENAMKN, UMEKLUMN JNLEH3NIO Ha apMaueBTUYECKYID OEeSTENbHOCTb,
MEOULMHCKUMUN  OPraHu3auvsMin, UMEKLWMMN FMUEH3MI0 Ha dapMaueBTUYECKYlD AeATenbHOCTb, U WX
060co0neHHbIMM  nogpasgeneHnsammn  (ambynatopusamu, enbawepckumm  n - enbalepcko-aKyLepCcKumm
nyHKTamu, UueHTpamu (oTgeneHusmun) obuien BpadyebHoN (CeMenHon) NpakTuKkn), PacronoXeHHbIMU B CEIbCKMX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHv3aunn, U BeTepuUHapHbIMU OpraHu3aumnsiMu,
UMeELLUMU NNLEH3NI0 Ha hbapMaLeBTUYECKYIO AEATENbHOCTD.

(B peq. ®PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlInoC: npuMmeyaHue.

Y. 2 c1. 52 (B pea. @3 ot 28.04.2023 N 149-03) B yactM akkpeguTauum cneunanuctoB C BbICLUMM WK
CpedHVM  BeTEepMHapHbIM  OOpa3oBaHMEM,  OCYLUECTBNALWMX  (hapMaueBTUYECKYD  OeATEeNbHOCTb,
npumensetcs ¢ 01.03.2026. CepTudukatsl Takum nuuam Bolgatotces no 28.02.2026 n genctByioT He Gonee 5
ner.

2. duanyeckne nuua MoryT OCyLLEeCTBNATb hapMaLeBTUYECKYHO A4eATENbHOCTb NPY HanMyMm BbICLLETO UMK
cpeaHero dapmMaueBTUYeckoro obpasoBaHus U cepTudmkaTa creuymanicta nmbo NPonaeHHOW akkpeauTauum
crneumanucTa, BbICLLEro WM CpeaHero BeTepuHapHOro obpasoBaHus M cepTudmkaTta cneumanucta nmbo
NPOVAEHHOW akkpeautTauum cneunanucta, a Takke BbICLUEro WNU CpegHero MeauuuHckoro obpasoBaHug,
cepTucdukata cneumanucta nmMbo  NPOMAEHHOW  akkpeguTauuu  crneuynanucta WM AONOSIHUTENbHOMo
npodeccuoHanbHOro obpa3oBaHUA B YacTU PO3HUYHOW TOProBMNM JIEKAPCTBEHHLIMU Npenapatamu  Ans
MEOULMHCKOTO MPUMEHEHMS MNpU yCcroBuM KX paboTbl B 060COOMEHHbIX MNOApasdeneHusax MeauLUHCKMX
opraHusaumin, ykasaHHbIX B HacTu 1 HacTodLlen cTaTbu.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 B HanmmeHoBaHue cT. 52.1 BHOCATCA mM3meHeHus (®3 ot 30.01.2024 N 1-®3). Cm. GyagyLuyio

pefakumio.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.

JlekapcTBeHHble npenapatbl ANs MEOUUMHCKOrO MNPUMEHEHWS, BBEAEHHble B rpakgaHckui obopoT [o
29.11.2019, nognexart xpaHeHuto, NepeBo3Ke, OTMNYCKY, peanusauuun, nepegadye, NPUMEHEHNIO OO UCTEYEHUS
cpoka ux rogHocTh (®3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBog B rpaxaaHCKMM OOOpPOT JekapCTBeHHbIX MNpenapaToB ANs MeAULUHCKOro
npuMeHeHus
(BBegeHa depepanbHbiv 3akoHoM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
C 01.09.2024 B 4. 1 cT. 52.1 BHOCATCA n3meHeHus (®3 ot 30.01.2024 N 1-®3). Cm. OyayLuyio peaakumio.

1. MNepea BBOAOM B rpaxgaHCKMn OBOPOT KaXAOW Cepun WUNN KaxKAOW napTuM MNpPOM3BEAEHHOro B
Poccuinckon ®efepauumn nekapcTBeHHOro npenapata Ansg MeAUMUUHCKOrO MPUMEHEHUs, 3a WUCKMYEHUEeM
NMMYHOOMONOrMYECKNX feKapCTBEHHbIX MNpenapaToB, MpOM3BOAUTENb TaKOro rfekapCcTBEHHOro mnpenapaTa
npeacraenseT B dedeparnbHbli Oprad WCMOIHUTENbHOW BNacTh, OCYLLECTBASAIOWMA (OYHKUUN NO KOHTPOSO U
Haasopy B cdhepe 30paBOOXpPaHEHUs, JOKYMEHT NPOM3BOANTENS NEeKapCTBEHHOro CPeacTsa, NMOATBEPKAaoLwuii
Ka4ecTBO FeKapCTBEHHOro npenapata, W MNOATBEPXAEHVWe YMOMIHOMOYEHHOro nuua  Mpov3BoauTENs
nekapCTBEHHbIX CPeACTB COOTBETCTBMS NEKapCTBEHHOro npenapaTta TpeboBaHusM, yCTaHOBMEHHbIM NPWU €ro
rocygapCTBEHHOMN perncTpauum.

KoHcynbTaHTlntoC: npumevdaHue.
C 01.09.2024 ct. 52.1 pononHsieTca Y. 1.1 (23 ot 30.01.2024 N 1-©3). Cwm. OyayLuyto pegakumio.

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2024 B 4. 2 cT1. 52.1 BHocATCS n3ameHeHus (93 ot 30.01.2024 N 1-$3). Cm. ByayLiyto pegakumio.

2. MNepen BBOAOM B rpaxgaHCKMiA 0O0OpOT KaXKOOW CEpUM UIn Kakaow napTum BBO3MMOro B Poccuimckyto
depepaumio  NekapcTBEHHOro  npenapata AN MEOUUMHCKOTO  MPUMEHEHWsl, 33  UCKIIOYEHWEM
MMMYHOBMOMOrMYECKNX JEeKapCTBEHHbIX MpenapaTtoB, OpraHusauuns, OCyLIeCTBNSAKLWas BBO3 JI€KapCTBEHHOro
npenapata B Poccunckyio ®Pegepaumio, npeacrtaenset B deaepanbHbli OpraH WCNOMHWUTENBHOW BMacTy,
OCYLLECTBASOLWMNA PYHKLMM MO KOHTPOMO 1 Haa3opy B cdepe 3opaBOOXpaHeHUs1, cepTudumkaT npomssoguTens
NneKkapcTBEHHOr0 CpPeAcTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOINO NEKapCTBEHHOro npenapaTa
TpeboBaHnsAM papmakonevHon cTaTbM, a B Crydae OTCYTCTBUSA dapMakonenHon cTatbyn TpeboBaHUsAM
HOPMaTUBHOW [JOKyYMeHTauuu, W noATBepXAeHue NpeacTaBuTENs OpraHn3auun, OCYLLECTBSALWENA BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto degepauunio U ynorTHOMOYEHHOW MHOCTPaHHBIM MPOV3BOAUTENEM
NeKapCTBEHHbIX CPEACTB, COOTBETCTBMSA BBO3MMOIO FIEKAPCTBEHHOrO npenapaTa TpeboBaHWsIM, YCTAHOBIIEHHbIM
npu ero rocyaapCTBEHHON perncTpaummn.

KoHcynbTtaHTlIntoC: npumevaHue.
C 01.09.2024 ct. 52.1 pononHsieTca Y. 2.1 (23 ot 30.01.2024 N 1-03). Cm. OyayLuyto peoakumio.

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2024 4. 3 ct1. 52.1 nsnaraetca B HoBon pegakumn (@3 ot 30.01.2024 N 1-d3). Cm. GyagyLiyio

SOaKLINK.

3. Mopsagok npeacTaBneHnsi B COOTBETCTBUU € YacTaMn 1 1 2 HaCTOsALWEN CTaTbW AOKYMEHTOB U CBEAEHUN
O JIleKapCTBEHHbIX MNpenapaTtax, BBOAWMbBIX B TrpadaHCKMA 00O0poT, ycTaHaBnmBaeTcsi [lpaBUTENbLCTBOM
Poccuiickon degepauuum.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 B 4. 4 cT1. 52.1 BHOCATCS n3meHeHusa (©3 ot 30.01.2024 N 1-3). Cm. OyayLlyto peaakumio.

4. B oTHOLIEHWM NepBbIX TPEX cepuin NN NapTUN NieKapCTBEHHOro npenapaTta, Bnepsble Npon3sefeHHOoro B
Poccuickon ®egepaummn unu Bnepsble BBO3UMMOro B Poccuiickyito ®depepaumio, B heaepanbHbii  opraH
NCMNOMHUTENBHOW BRacTu, OCYLLECTBASIOWMN (DYHKUMM MO KOHTPOMO U HaAsopy B cdepe 3opaBoOXpaHEHws,
OOMONMHUTENBHO MpeacTaBnsaeTcs NPOTOKON UCMbITaHUA O COOTBETCTBUM CEPUM UMW MapTUU NEeKapCTBEHHOro
npenapata Ansg MeAMUMHCKOrO MPUMEHEHUS MNoKasaTernam KadecTBa, nNpedyCMOTPEHHBIM HOPMAaTUBHOM
AOKymMeHTaumen (ganee - nNpPOTOKOM WCMbITaHWI), MPOBOAMMBIX aKKPEOWTOBaHHbIMA B COOTBETCTBUM C
3akoHogatenscTBoM Poccuiickon ®degepaumm o6 akkpegutTaumm B HaLMOHANbHOM CUCTEME aKKkpeauTauum
degepanbHbIMX  TOCYOAPCTBEHHLIMU - BIOIKETHBIMU - yupexaeHUsaMKU, NoaBeJOMCTBEHHbIMU  dhedeparnbHOMY
opraHy MCNOMHUTENbHOW BNAcTW, OCYLLECTBRsLWEeMY yHKLUMM NO BbipaboTKe U peanu3auumn rocygapcTBEHHON
NOMUTUKA N HOPMAaTUBHO-MPABOBOMY PErynupoBaHuio B cdepe 3apaBooxpaHeHus, u deneparnbHOMY opraHy
NCMNOSMHUTENBHOW BNacTu, OCYLLECTBRALWEMY (PYHKLUUN NO KOHTPOMNIO U Haas3opy B cdepe 30paBoOXpaHEHus.
[lopsagok BbliAauYM ykasaHHbIMUM efeparnbHbIMU FOCYAapCTBEHHBIMW BIOMKETHLIMU  YYPEXOAEHNAMU OaHHOro
NpoTOKoNia U pasmep NnaThbl 3a ero Bbigayvy yctaHaBnmeatoTcs NpasuTtensctBom Poccuiickon ®epepauun.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 ct. 52.1 pononHseTcd y4. 4.1 - 4.3 (®3 o1 30.01.2024 N 1-®3). Cm. GyayLuyio pegakumio.

KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2024 4. 5 ct1. 52.1 n3naraetca B HoBon pegakumm (@3 ot 30.01.2024 N 1-d3). Cm. GygyLiyto

pefakumio.

5. ExerogHo He nosgHee 1 cbeBpans NpOM3BOAMTENN IEKApPCTBEHHbIX CPEACTB WM OpraHu3auuu,
OCYLLECTBMAIOLWME BBO3 JIEeKapCTBEHHbIX npenapatoB B Poccunckyio ®Pegepaumnio, NpeacTaBnsioT B
deaepanbHbIi opraH MCNOSTHUTENBHOM BNAacTW, OCYLLECTBISIOWMIA (PYHKUMM MO KOHTPOSIKO U Haa30py B cdepe
34paBOOXPaHEHNs], MPOTOKOM UCMbITAHUA NOCTYMNMBLUErO B TEYEHME rofa B rpaxkaaHckunii 000pOoT fiekapCTBEHHOIO
npenapaTta KOHKPETHOro npousBoauTens (Ha OAHY CEepuio Kaxaoro TOProBOro HauMMEHOBaHWUS C Y4eTOM
nekapcTBeHHOW hopMbl U JO3UPOBKK), NPOBOAMMbBIX aKKpeAMTOBAHHLIMU B COOTBETCTBMU C 3aKOHOL4ATENbCTBOM
Poccuickon ®epepauum 00 akkpeauTauum B HaUMOHaNbHOW CUCTEME aKKpeauTauuum ucnbiTaTenbHbIMM
nabopartopusamu (LeHTpamn).

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 ct. 52.1 pononHsieTcd Y. 5.1 (23 ot 30.01.2024 N 1-03). Cm. ByayLuyto pegakumio.

KoHcynbTaHTlnoCc: npuMmeyaHue.
C 01.09.2024 B 4. 6 cT. 52.1 BHOCcATCA n3ameHeHusa (©3 ot 30.01.2024 N 1-®3). Cm. OyayLlyto peaakumio.

6. I'Ipovlsao,qmenm NNeKapCTBEHHbIX CpeacTB Unn opraHmsaunun, ocyulecTBndalolne BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®egepauunio, He MeHee YeM 3a OOWH rog A0 NNaHMpyeMbIX NPUOCTAHOBMEHUS UMK
npekpaweHMs NpouM3BOACTBa JIEKAPCTBEHHLIX MpenapaToB wunmM ux BBo3a B Poccuickyto Pepepaumto
yBeaoMMstoT 06 3ToM dheaepanbHblili opraH UCMONHUTENBHON BNACTW, OCYLLECTBASIOLMIA PYHKLMMN MO KOHTPOSHO
N Hagsopy B cdepe 34paBoOXpaHeHUs UM dedepanbHbii opraH UCMOMHUTENbHOW BIacTW, OCYLLECTBSHOLLMIA
hyHKLMM NO NNLIEH3MPOBAHUIO NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

7. BBog B rpaxpaHckui 0OOpPOT KaOoW cepun WM Kaxkgow napTum  UMMYHOBWMOMOrM4eckoro
nekapcTBeHHOro npenapata, npousBefeHHoro B Poccuiickon ®epepauun mnu BBO3UMOro B Poccuiickyto
depepaumio, OCYLIECTBISIETCS HAa OCHOBaHWM  paspelleHus, BblaaHHOTO begeparnbHbiM  OpraHoM
WCNOJTHUTENBHOW BNACTU, OCYLLECTBNSAOLWMM OYHKLUMM MO KOHTPOSIO U HAa30py B cepe 3apaBOOXpaHEHMs!, Ha
OCHOBaHWM BblAaHHOIo doefeparnbHbiMU FOCYAapCTBEHHBIMU BHOMKETHBIMU YUPEXKOEHNAMM, YKa3aHHBIMWU B YacTu
4 HacTosLLEeN CTaTbM, 3aKMYEHNST O COOTBETCTBMM CEPUUN MU NAPTUM UMMYHOBMOMNOrMYECKOro fiekapCTBEHHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapata TpeboBaHMAM, YCTaHOBMEHHbIM MpPWU €ro rocydapCTBEHHOW peructpaumn. [lopsook  Bblgaym
paspelleHnss Ha BBOA B FpaXkgaHCKMA 0OOpPOT cepuu unu napTum MMMYHOOMOSTOTMYECKOro J1eKapCTBEHHOMO
npenapaTta, a Takke MOPAOOK BblOAYM YKa3aHHOIO 3akMyeHuss W pasmep nnatbl 3a ero Bblgavy
ycTaHaBnmBatoTcs MpaButenbcteom Poccunckon ®egepaumn.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 ct. 52.1 pononHseTca Y. 7.1 (23 ot 30.01.2024 N 1-®3). Cm. ByayLuyto pegakumio.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 B 4. 8 cT1. 52.1 BHocATCS nameHeHus (93 ot 30.01.2024 N 1-$3). Cm. ByayLiyto pegakumio.

8. 3a HenpeacraBneHne uWNM  HECBOEBPEMEHHOE MpeAcTaBfneHue [OOKYMEHTOB W CBEAEHWH,
npegycMoTpeHHbIX Yactamm 1, 2, 4, 5 1 6 HacToswen ctaTbu, NPOU3BOOUTENM JEKAPCTBEHHbLIX CPEACTB M
opraHu3auuu, OCYLLEeCTBASAIOWME BBO3 JIEeKapCTBEHHbIX npenapatoB B Poccuickyio Pegepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoAaTeNbCTBOM Poccunckon ®egepaumn.

9. MNpenctaBneHne OKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLen cTatby, U1
nony4YyeHne NpPefyCMOTPEHHOro YacTbl 7 HACTOSALWEW CTaTbM paspelleHus Ha BBOL WUMMYHOOMOMOrM4eckoro
niekapCTBEHHOro npenapaTa B rpakgaHCcKMn ob6opoT He TpebyloTcs B OTHOLUEHUWM NIEKApPCTBEHHbIX MpenapaTos,
npegHasHayYeHHbIX A4S NPOBEAEHMS KITMHUYECKMX WUCCNeaoBaHMN JIeKapCTBEHHbIX MpenapaToB, MpoBeOeHUs
3KCMNEePTM3bl NIEKAPCTBEHHbIX CPEACTB ANS OCYLIECTBMEHUS] rOCy4apCTBEHHOM perncTpauumn nekapCTBEHHbIX
npenapaToB, a TakkKe B OTHOLUEHMM He3aperncTpupoOBaHHbIX JIEKAPCTBEHHbIX NpenapaTtos, NpeaHasHayYeHHbIX
Ons oKasaHus MEeOULMHCKOW MOMOLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumMeHTa unuM rpynnbl
naumeHToB, BBO3MMbIX B Poccuinckyto defepaumio B COOTBETCTBUMM € yacTamu 3 1 3.1 ctaTbu 47 HacTosiLero
depnepanbHOro 3akoHa.

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2024 B 4. 10 cT. 52.1 BHOCATCA n3MmeHeHns (®3 ot 30.01.2024 N 1-d3). Cm. byayLuyio pegakumio.

10. MNpwu BbIABNEHUN B rpaXgaHCKOM 000OpOTE cepuv UM NapTUM NeKapCTBEHHOTO NpenapaTa, L4OKYMEHTbI
N CBEOEHWsT O KOTOpbIX, MPEedyCMOTPEHHble 4yactamm 1, 2 n 4 HacTosiwen cTaTbW, He NpeAcTaBneHbl B
deaepanbHbIi opraH MCNOSTHUTENBHOM BNAacTW, OCYLLECTBISIOWMIA (PYHKUMM MO KOHTPOSIKO U Haa30py B cdepe
34paBoOOXpPaHeHNs], MO0 cepun UnNn NapTUnM NMMyHOOMOMNOrMYECKOro NIeKapCTBEHHOIO Npenapara, He UMEeRLLNX
paspeLleHnsa Ha BBOA B rpaxkaaHCkuMn ob6opoT, NpegyCMOTPEHHOIO YacTbio 7 HacTosALWEen cTaTbk, heaepanbHbiv
OopraH WCMOMHUTENbHOW BracTW, OCYLLECTBSOWNA YHKUUMM MO  KOHTPOMK W  Haasopy B cdepe
3[paBOOXpaHeHUs], B NOpaaKe, ycTaHoBreHHOM NpaBuTensctBoM Poccuiickon ®enepauun, NpUHMMaeT peLleHme
O MpeKpaLleHnn rpaxgaHckoro obopoTa Takmx Cepyum Unv napTum 4o NPeAcTaBNeHus YKa3aHHbIX AOKYMEHTOB U
cBefeHun NnMbo NonyyYeHns ykasaHHOrO paspeLleHus.

KoHcynbTaHTlntoc: npumeyaHue.

Ct. 52.2 He pacnpocTpaHdercd Ha Cepuu FeKapcTB 71 BETEPMHaApHOro MNPUMEHEHWUsl, BBEAEHHbIE B
rpaxkgaHckmi obopot o 01.09.2023, koTopble noanexar NPMMEHEHUIO 40 UCTEYEHMS Cpoka MX rogHocTn (O3
ot 02.07.2021 N 317-®3).

Crtatba 52.2. BBog B rpaxaaHCKM OGOpPOT NeKapCTBEHHbIX NpenapaTtoB Ansl BeTepUHaAPHOro
npuMeHeHus
(BBegeHa ®egepanbHbiM 3akoHoMm ot 02.07.2021 N 317-93)

1. MNepen BBOOOM B rpaxaaHckun obopoT Kaxaon cepum npousBegeHHoro B Poccuiickon depepauimm
NeKkapCTBEHHOrO npenapaTta [Ans BETEPUMHAPHOINO MNPUMMEHEHUS, 3a WUCKIOYEHWEM WMMMYHOOMONOrMYECKOro
NekapcTBEHHOro npenapaTta AN BeTEPMHApHOrO MNPUMEHEHUs, NPOM3BOAMTENb TaKoro JiekapCTBEHHOro
npenapaTta npeactaBnsdeT B YBEAOMUTENIbHOM Mopsigke B dbedepanbHbli OpraH MCMOSHUTENbHOW BRacTy,
OCYLLECTBNSLWMNA OYHKUUN MO KOHTpomn (Haps3opy) B cdepe oOpalleHus NeKapCTBEHHbIX CPeAcTB Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BE€TEPMHaAPHOIro NpMMeHeHnaA:

1) DOKYMEHT Npov3BOAUTENS INEKApCTBEHHbIX CPEACTB, MNOATBEPXOAAIOLWUA COOTBETCTBUE KayecTBa
NeKkapCcTBEHHOro npenapata [Ans  BEeTEepMHApHOrO MNPUMEHEHWsi, BBOAMMOrO B rpaxaaHckui obopor,
TpeboBaHMAM, yCTaHOBMNEHHbIM MPU €ro rocy4apCTBEHHON perncTpaumu;

2) noAaTBepXAeHUEe YMONIHOMOYEHHOTO Iuua MNPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUSA
nekapCTBEHHOro mnpenapaTa ANd BeTepuMHapHOro MpuUMeHeHus TpeboBaHUSAM, YCTaAHOBMEHHbIM MpU  €ero
rocyaapCTBEHHOW perncrpaumm.

2. Tepen BBOAOM B rpaxgaHCkuin oboOpOT Kaxaon cepum BBO3MMOro (nepemellaemoro) B Poccunckyto
depepaumio nNeKkapCTBEHHOro  mpenapata Ansg  BETEPMHApPHOrO  MPUMEHEHWUs, 3a  UCKITKYEHUEM
MMMYHOBMOMNOrMYECKoro fIEKAapCTBEHHOrO npenapata [Ansi BETEPUMHAPHOrO MPUMEHEHUS, OpraHusauus,
ocyLlecTBRsiloWasa BBO3 (NepemMeLleHne) feKkapCTBEHHOro npenapaTta Ans BETEPUHAPHOro MNpUMEHEHWS B
Poccuiickyto ®egepaumio, npeactaBnsdeT B yBeAOMUTENBHOM Nopsake B doefeparnbHblid opraH UCMOMHUTENbHOM
BMacTy, OCYLLECTBAAIOLMIA PYHKLMN NO KOHTPOMo (Haasopy) B cchepe obpalleHns nekapCcTBEHHbIX CPEACTB AN
BETEPMHAPHOrO NPUMEHEHUS:

1) DOKYMEHT npov3BOOAMUTENS IEKapCTBEHHbIX CPEACTB, MNOATBEPXOAAoLWUA COOTBETCTBME KayecTBa
neKkapcTBEHHOro npenapata [Ans BeTepvHapHOro MNPUMMEHEHWsi, BBOAMMOrO B rpaxaaHckui obopor,
TpeboBaHNAM, YCTaHOBINEHHbLIM NPU €r0 rocyAapCTBEHHON perncTpavuu;

2) noAaTBepXAeHWe nuua, YNONHOMOYEHHOro JepxaTeneM unv  BnagenbueM  pPerucTpauvoHHOro
YAOCTOBEPEHMs1 NeKapCTBEHHOro npenapaTa Ans BeTepUHapHOro NPUMEHEHUs, COOTBETCTBUS NEKapCTBEHHOro
npenapata [OnNs BeTEPUHAPHOrO MNpUMeHeHUs TpeGoBaHUsIM, YCTaHOBMEHHbIM MpU €ero rocyaapCTBEHHOMN
perucTpaumm.

3. BBog B rpaxgaHckuii 060poT BBO3MMOro (nepemellaemoro) B Poccuiickyto ®egepaumto nekapCTBEHHOMO
npenaparta OnAa BETEepUHaApPHOro npuMeHeHna OCYLLEeCTBIAeTCA Npu Halndnm 3akKni4vYeHna O COOTBEeTCTBUU
Nnpon3BoauUTENsl NEKapCTBEHHbIX CpeacTB TpeboBaHWsIM NpaBuil Hagnexalwien Npou3BOLCTBEHHOW MpPaKTUKM,
BblAHHOIO YMONTHOMOYEHHbIM beaepanbHblM  OpraHOM WCMOMHUTENbHOW BRactu Ans Npou3BOACTBEHHOW
NroLaaKkM NekapCcTBEHHOIO NpenapaTa A BETEPMHAPHOro NPUMEHEHUS, BBOAMMOTO B rpaXKgaHCkuii 060porT.

4. JlMuo, ynonmHOMOYEHHOEe [JepxaTeneM WNW Bnagenbuem PerucTpaLuMoHHOro  yAO0CTOBEepeHus
NeKkapcTBEHHOro npenapaTa AN BeTepuHApHOro NMpUMeHeHWsl, JOMKHO GbiTb aTTecToBaHO B YCTAHOBIIEHHOM
YNONTHOMOYEHHBIM dheaeparnbHbIM OpraHoM UCMONMHUTENbBHOW BMAcTV OOpAdKE U UMETb CTaX paboTbl He MeHee
YyeMm MATb NeT B 06nacTu NpPou3BOACTBa M (MNW) KOHTPOIS KayecTBa flekapCTBEHHbIX CpeAcTB nNMbo B oGnactu
MOHUTOPUHIa 3P EKTMBHOCTU 1 6E30NaCHOCTU NEKapCTBEHHbIX NMpenapaToB Afsl BETEPMHAPHOrO NPYMEHEeHMs,
NPOBOAMMOrO AepXaTenem Wnu BrafenbueM PerucTpaumoHHOro yAOCTOBEpPEeHUsl NIeKapCTBEHHOro npenapara
ANA BETEPUHAPHOrO MPUMEHEHUA NGO YNONMHOMOYEHHBIM UMW OPUANYECKUM MULIOM, Bbicllee oGpasoBaHue
COOTBETCTBEHHO MO OAHOW W3 crneumanbHocTern M (MnK) oOHOMY M3 HanpaBrneHuit MNoaroToBKW: Guonorus,
GUOTEXHONOIMS, BETEPUHAPUS, BETEPUMHAPHO-CaHUTapHasa 3KcnepTunaa, KNMHUYeckas MeavuvHa, paguaumoHHas,
XMMmnyeckast U Guornorndeckas 3awmta, dpapmauusi, ddyHOameHTanbHas MeauuMHa, XMMmudeckasi TEXHOMorus,
XUMUSL.

5. Mopsagok npeacTaBneHns B COOTBETCTBUM € YacTsiMn 1 U 2 HaCTosILLEN CTaTbM JOKYMEHTOB N CBEOEHUN
O INeKapCTBEHHbIX Mpenapatax Ans BeTepMHapHOro MPUMEHEHUsl, BBOAWMbLIX B rpaxdaHckui o6opoT,
ycTaHaBnuBaeTcs NpasutensctBoM Poccunckon degepaumn.

6. B oTHOWweHUN nepBbIX OBYX CEPUn NEKapCTBEHHOro npenaparta ANns BETEPUMHAPHOro MNpUMEHEHNS,
BrnepBble npoudseaeHHoro B Poccuiickon denepaumm nnm Brnepeblie BBO3MMOro (nepemelliaemoro) B Poccuiickyto
®epnepaumio, B defepanbHbIi opraH WUCNOMNHUTENbHOW BNAcTW, OCYLLECTBASIOWNA (PYHKUMM MO KOHTPOMIO
(Hag3opy) B cdepe obpalleHusi NeKapCTBEHHbIX CPeAcTB AN BETEPMHAPHOrO MNPUMEHEHUsl, Hapsagy ¢
OOKyMEeHTamu, nNpegyCMOTPEHHbIMM YacTsiMu 1 U 2 HacTosILLE cTaTby, NPEACTaBMASTCS NPOTOKONbI UCTIbITAHWA
O COOTBETCTBUM 3TUX CEPWUN NEKAPCTBEHHOro npenapata Ansi BETEPUHAPHOro MNpUMEHEHUsSI MokKasaTensam
KayecTBa, NpPeayCMOTPEHHbIM HOPMAaTMBHBIM [JOKYMEHTOM (ganee - NPOTOKOM WCMbITaHURM), NPOBOAUMbIX
aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuickon depepaumm o6 akkpeautaumm B
HaLMOHanbHOW CUCTEME aKKpeauTauun ucnbiTaTenbHbiMy nabopatopusiMm (LeHTpamu).

7. BExerogHo He nosgHee 1 ¢eBpans NpPOM3BOAMTENU NEKAPCTBEHHBIX CPEACTB WM OpraHusauuu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OCyLlecTBRAWLWME BBO3 (MepeMeLleHNe) JeKapCTBEHHbIX MpenapaToB Ans BETEPUMHAPHOTO MPUMEHEHMS B
Poccuiickyto denepaumio, npeactaBnsaoT B defepanbHbIii opraH UCNONHUTENbHOW BRacTu, OCYLLECTBSIOLWNA
dYyHKUMM MO KOHTpont (Hagsopy) B cdepe obpalleHns feKapCTBEHHbIX CPeACTB AN BETEepPUMHApPHOro
NPUMEHEHNS, NMPOTOKON WCMbITAHUA MOCTYMNMBLLEr0 B TEYEHME roda B rpaxgaHckmi obOopoT fekapCTBEHHOro
npenapaTa gns BETEPMHAPHOrO MPUMEHEHUSA KOHKPETHOro NPOmn3BOAMTENS (Ha O4HY CEPU0 Kaxaoro TOProBoro
HaMMEeHOBaHUA C Y4eTOM NeKapCTBEHHOW (HOpMbl, a ANS NeKkapCTBEHHOro npenapata Ans BeTepuHapHOro
NPYMEHEHUS, He SBNAKOLWErocs WMMYHOOMOMOrMYECKUM, Takke C Y4eTOM [OO03MPOBKW), MNPOBOAUMBIX
aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccunckon Pepepaumm o6 akkpeautaumm B
HaLUMOHAaNbHON CUCTEME aKKpeanTaumm UcnblTaTenbHbIMK NTabopaTopusiMn (LeHTpamm).

8. Beopg B rpaxgaHckuii 060poT MMMYHOBMONOrMYECKOro NIEKapCTBEHHOIO NpenapaTta Ans BeTepMHapHOro
npuMeHeHusi, npomnsseneHHoro B Poccuiickon ®epepaumm unu BBO3UMMOro (nepemeltaemoro) B Poccuiickyto
depepaumio, OCYLIECTBISIETCS Ha OCHOBaHWM  paspelleHus, BblgaHHOTO  begepanbHbiM — OpraHoM
WCMNOSNTHUTENBHOW BMacTW, OCYLLUECTBASKWMUM (YHKUMM MO KOHTpomn (Hagsopy) B cdepe obpaleHus
NEeKapCTBEHHbIX CPEACTB ANsl BETEPMHAPHOrO NPUMEHEHus. YKasaHHOe paspelleHue BblOaeTCsi Ha OCHOBaHUM
NpOTOKONa MCMbITaHWA, NPOBOAUMbBIX aKKpPeAMTOBAHHbIMM B COOTBETCTBUM C 3aKOHOAATeNnbCTBOM Poccuimckon
depnepaumm 06 akkpeanTaumMm B HaLMOHANbHOW CUCTEME aKKpeauTauuu opraHusaumsiMm, NoABeAOMCTBEHHbIMU
denepanbHOMy OpraHy UCMONTHUTENbHOM BNAcTW, OCYLLECTBASIOWEMY (DYHKLMM NO BbIpabOTKe rocyaapCTBEHHOWM
MOMUTUKA U HOPMATMBHO-NMPaBOBOMY PEryMpoBaHMI0 B Cdepe arponpoMbILLIIEHHOrO KOMMMEeKca, BKYas
obpalleHne IneKkapCTBEHHbIX CPeacTB AN BETEPUMHApPHOro MNpPUMEHeHus, unu deagepanbHOMY oOpraHy
MCMNOMHMTENBbHOW BNacTy, OCyLecTBRsowWweMy GYHKLUMM MO0 KOHTpomw (Hag3opy) B cdepe obpalieHus
NeKapCTBEHHbIX CPeACTB 4S9 BEeTEPUHAPHOro NPUMEHEHNS, a Takke JOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX
yacTteto 1 (ona npenapaToB, npousBeadeHHbIX B Poccuiickon ®depepauuun) nnm yactbio 2 (4N npenapartos,
BBO3UMbIX (NepemMeLLaeMblix) B Poccunckyto Pefepalimio) HacTosLen ctaTbm.

9. Cpok Bblgaum paspeLleHusi, yKasaHHOro B 4actu 8 HacToswen ctaTtbi, COCTaBNsAEeT NATb paboyumx gHen
CO [Hs NnpeacTaBneHnsa Npou3BoanTENeM NeKapCTBEHHbIX CPeaCTB UNU opraHM3aLmMen, oCyLLEeCTBSAIOWEN BBO3
(nepemelleHne) nekapcTBEHHOro npenaparta And BeTepuHapHoro npumeHeHusa B Poccunckyto denepaumio, B
denepanbHbI OpraH MCNONHUTENBHOW BRAAcCTW, OCYLLECTBRSIOWNA PYHKUUN MO KOHTpOnto (Haasopy) B cdepe
obpalleHns eKkapCTBEHHbIX CPEACTB ANsi BETEPUHAPHOIO NPUMEHEHUS, AOKYMEHTOB, MPegyCMOTPEHHbIX YacTbio
8 HacTosALEN cTaTbU.

10. PaspelueHue, ykasaHHOe B 4acTu 8 HacTosilLen CTaTbM, Bbl4AETCA B OTHOLUEHUM KaXdoW U3 nepBbiX
OBYX cepuii MMMYHOOMOMNOIMYECKOro NIeKapCTBEHHOrO npenaparta Ans BETEPUHAPHOro NPUMEHEHWs], BNepBble
npoussegeHHoro B Poccuiickon ®depepaumm unu BrnepBble BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaumio. Takoe paspelleHne BbldaeTcsl Ha Becb CPoOK obpaleHus cepun UMMYHOBMONOrnMYeckoro
NEKapCTBEHHOro npenapaTta Ang BETEPUMHAPHOIO0 MPUMEHEHUs, B OTHOLUEHMM KOTOpPOM OHO BbldaHo. B
OTHOLLEHUN NOCMEeAYyLWNX Cepun OAHOro TOProBOro HavMEHOBAHUA UMMYHOBMOMOrMYecKkoro NeKapCTBEHHOro
npenapaTta Ofs BeTEPMHAPHOro MpUMEHeHusi, npoussegeHHoro B Poccunckon degepaumm vnn BBO3MMOIO
(nepemelaemoro) B Poccuinckyto defepaumio, Takoe paspelleHne BblgaeTcsl CpokoM Ha Tpu roga. Nopsagok
BblJayM paspeLleHns Ha BBO B rpaXkgaHCKMN 0060poT MMMYHOOMOMNOrMYeCcKoro NieKapCcTBEHHONO npenapaTa Ans
BETEPMHAPHOro NPMMEHEHUS, NOPSAOK BblAa4yn NPOTOKONA UCMbITAHUA, YKa3aHHbIX B YacTh 8 HacTosIWen cTaTbu,
a Takke MeToauka onpedeneHuss pasmepoB nnaTthl 3a Bblgady YKa3aHHOrO MNpPOTOKOSMa  UCMbITaHWUR
ycTaHaBnmBaeTcs NMpaButenscteoM Poccunckon degepaumn.

11. mmyHoBMONorMyeckme nekapcTBeHHble npenapatbl AN BETEPUHAPHOTO NPUMEHEHUs, BBEAEHHbIE B
rpakgaHckmin 0GopoT B COOTBETCTBMM C YacTbio 8 HACTOSILLEN CTaTbW, MOASIEXAT XpPaHEeHW0, NEPEBO3Ke, OTMYCKY,
peanusauuu, nepegade, NPUMEHEHUIO 10 UCTEYEHUS CPOKa UX FOAHOCTU.

12. 3a HenpeacTaBrneHve WNM HECBOEBPEMEHHOE NpeACTaBreHUe [OOKYMEHTOB W  CBeOEHWN,
NpeaycMOTPeHHbIX YactamMu 1 - 3, 6 M 7 HacTosien craTbW, NPOM3BOAWUTENU NEKAPCTBEHHbLIX CPEACTB U
opraHusauuu, OCYLLeCTBAsioWME BBO3 (NepeMeLleHne) NeKkapCTBEHHbIX MpenapatoB ANs BeTepuHapHOro
npumeHenns B Poccuiickyto depepaunio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

13. MNpeacrasneHne JOKYMEHTOB U CBEAEHUN, NPegyCMOTPEeHHbIX YacTamu 1 - 3, 6 1 7 HacTosiLen cTaTbM,
N MoJflydeHMe paspeLleHnsl, YKasaHHOro B 4acTu 8 HacTosilleh cTaTbW, He TpebykTcss B OTHOLIEHUU
NeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOro NpUMEHEHUs, NpeaHas3HavYeHHbIX AN BbiBO3a M3 Poccunckon
depepaumm, NpoBegeHUSA AOKIMHUYECKUX UCCefoBaHN NeKkapCTBEHHbIX CPeACTB, KIMMHUYECKUX NCCReaoBaHUN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NeKkapcTBeHHbIX NpenapaToB AN BeTEPUHAPHOIo NPUMEHEHUs U BBO3a ANS Lenel, ykazaHHbIX B MyHKTe 5 yactu
1 cratbu 50 HacToswero denepanbHOro 3akoHa, a Takke 00pasLOB JEKApPCTBEHHbIX MpenapaTtoB Ans
BETEPVHaAPHOro NpUMEHEeHWs], NpeaHa3HauYeHHbIX AN NPOBeAeHMs] SKCNepTU3bl NEKAPCTBEHHbIX CPEeACTB B LeNsX
OCYLLECTBMNEHMUS rOCYAapCTBEHHON PerucTpaLmmn nekapcTBeHHbIX npenaparos AN BETePUHAPHOro NpUMEHeHUs!
UMM BHECEHUS W3MEHEHWA B perucTpaLMoHHOe [0Cbe Ha NeKapCTBEHHbI npenapar Ans BeTepuHapHOro
NpUMEHEHMS.

Crtatba 53. Mpopaxa, nepefaya reKkapCTBEHHbIX CPEACTB OpraHM3auusiMM ONMTOBOW TOProBnv
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHusauum ONTOBOW TOProBAM NEKapCTBEHHbIMU CPeacTBaMU MOTYyT OCYLIECTBNATbL MPOLaXy
nekapcTBEHHbIX CPeACTB UMK nepefaBaTb MX B YCTAHOBMNEHHOM 3akoHoaaTenbcTBoM Poccuiickon depepauun
nopsigke (3a ucknodeHmem dapmaleBTUYeckon cybcTaHumm cnmpTa aTUIOBOro (3TaHona) ¢ ydetom TpeboBaHmi
yacTu 3 HacTosILLEen cTaTbU:

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 481-93, o1 04.08.2023 N 428-03)

1) ApyrMm opraHM3aumam ONTOBOWM TOProBNM NeKapcTBEHHbIMU CpeacTBaMu;
2) NpoV3BOAMTENSIM NIEKAPCTBEHHbIX CPEACTB AJ1s Lieneli NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
3) anTeyHbIM opraHM3aLMaM U BETEPUHAPHBIM anTeYHbIM OpraH13aLusaM;

4) Hay4HbIM OopraHM3auusaM Ans HayvyHo-UccneaoBaTenbCckon paboTsl;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) nHamsugyarnbHbiM npegnpuHMMaTtenam, nMmeruwmm JNMUeH3NK Ha d)apmaueBqueCKyro AeATeNbHOCTb
nnn nMueH3n Ha MeaNUMNHCKY0 OEeATEI1IbHOCTb,

6) MeOUUUHCKMM opraHu3auusiM, B TOM YuCne CO34aHHbIM M 3aperncTtpupoBaHHbIM B COOTBETCTBUM C
3aKkoHO4aTenbCTBOM WMHOCTPAHHOro rocyaapctea - uneHa OpraHusaumm 3KOHOMUYECKOro COTpYyAHMYEecTBa WU
pasBUTUS  WHOCTPaHHLIM  OPUAMYECKMM  NMUAM, WHAMBUAYyaNbHbIM  MpeanpuHUMaTtensaM, SBMSLWLMMCS
yyacTHVMKamMn npoekTa B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHoM OT 29 uwoHs 2015 roga N 160-¢3 "O
MEXOYHApOAHOM MEAMLMHCKOM KracTepe UM BHECEHUM W3MEHEHWA B OTAENbHblE 3aKoHoAATeNbHblE aKTbl
Poccuiickon degepaummn”, n BeTepuHapHbIM OpraHn3aumsim;

(B pea. PegepanbHbix 3akoHOB 0T 26.07.2019 N 240-93, o1 04.08.2023 N 428-93)

7) opraHusauMam M MHOMBMAOYaNbHbIM  MPeAnpUHUMATENsM,  OCYLUECTBNSAOWUM  pa3BefeHuve,
BbIpaLLUMBaHme 1 cogepXaHne XMBOTHBIX (3a UCKIMHYEHNEM NpoAaxu UM hapmaLleBTUHECKUX CyOCTaHUMI Nin nxX
nepegayn).

(n. 7 B pea. PegepansHoro gakoHa ot 02.08.2019 N 297-93)

2. OpraHusauum ONTOBOW TOPrOBMN FIEKAPCTBEHHBbIMW CPEACTBAaMM HE BMpaBe OCYLLECTBATb NPOAaXY
(nepegady B YCTaHOBIIEHHOM 3akoHopaTenbCcTBOM Poccuiickon ®epepauun nopsgke) dapmaueBTUYECKON
cybCcTaHuumM cnupTta 3TUNoBOro (3TaHona).

(4acTb 2 B pea. PepepanbHOro dakoHa ot 27.12.2019 N 481-93)

KoHcynbTtaHTtlntoc: npumevaHume.
Y. 3 ct1. 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obnactu, XepcoHCKoW obnactu npuMeHsieTcs C
01.09.2024 (®3 o1 04.08.2023 N 428-93).

3. OpraHusaumy ONTOBOW TOPrOBNU FEKAapCTBEHHbIMW CpeacTBaMuM MOryT OCYLECTBNATbL NpPOAaxy
(nepepayy B yCTaAHOBNEHHOM 3akoHodaTenbCcTBoM Poccunckon Pefepaumm nopsake) nekapcTBEHHOro
npenapata ansg MeauMLUUHCKOro NpUMeHeHns ¢ MexayHapoaHbIM HenaTeHTOBaHHBIM HauMeHoBaHveM "JTtaHon":

1) topuaMdeckMm nvuaM, MMEeKLWMM JIMUEH3MI0 Ha apMaueBTUYECKylo AesTenbHOCTb B cdepe
obpallleHns NekapCTBEHHbIX CPeacTB AN MeaULMHCKOro NPpUMEHEeHNS;

2) nHamsunayarnbHbIM npegnpuHnMmaTtendam, UMerLWwnM NMMUEH3NK Ha cbapmaueBqueCKylo AeATeNIbHOCTb B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

chepe 06palleHns NekapCTBEHHbIX CPEACTB ANA MeAULUHCKOro NPUMEHEHUS;
3) HamBMAayanbHLIM NPEANPUHUMATENAM, UMEIOLLUM NINLIEH3UIO HA MeOQULIMHCKYIO OeATEeNbHOCTb;
4) 1opuanYecKUm nmuam, UMEIOLLIMM NMLEH3MI0 HAa MEAMLMHCKYH AeSTENbHOCTD;

5) WHOCTpaHHbLIM PUOMYECKAM IMUAM W  WHAMBMAYaANbHbIM NpegnpuHUMaTtensaM, CO340aHHbIM 1
3aperncTpupoBaHHbIM B COOTBETCTBUMN C 3aKOHOAATENbCTBOM MHOCTPAHHOIO rocygapcTaa - uneHa OpraHusauum
3KOHOMUYECKOTO COTPyQHMYECTBA W pPa3BUTUS, SBNSAIOWMMCSA YyyacTHMKaMM Mpoekta B COOTBETCTBUU C
®epnepanbHbiM 3akoHoM OT 29 wmoHa 2015 roga N 160-©3 "O mexayHapoaAHOM MeOMLMHCKOM Knactepe u
BHECEHMM U3MEHEHUN B OTAENbHbIE 3aKoHoA4aTerNbHble akTbl Poccunckon depepaummn’;

6) vcnbiTaTenbHbIM nabopatopusaM (LeHTpam), NPOBOASALLMM UCMbITaHNSA B 0BnacTu KOHTPONS kavecTsa
NeKapCTBEHHbIX CPeACTB, akkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHoAaTenbcTtBoM Poccuiickon Penepaunm 06
aKkkpeguTauuy B HaUMOHarnbHOW CUCTEME akKkpeauTauum.

(yacTb 3 BBegeHa PeaepanbHbiv 3akoHoM oT 04.08.2023 N 428-93)

Crtatbs 54. [lpaBuna onToBON TOProBnU JieKApCTBEHHbIMU CpeaAcTBaMU

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 4. 1 cT. 54 nanaraetcsa B HoBou pegakuum (3 ot 30.01.2024 N 1-3). Cm. ByayLlyo pegakLmio

1. OnToBas TOProBns feKapCTBEHHbIMWU CPEeACTBaMU OCYLLECTBIIAETCS NPOU3BOAUTENSIMU NEKAPCTBEHHbIX
CPEACTB WM OpraHvM3auusiMM OMTOBOW TOPrOBMM J1IEKAPCTBEHHLIMM CPeacTBaMM MO MNpaBuilaM Hagexallen
OUCTPUDBLIOTOPCKON MPaKTUKW, NpaBuiaM Haanexalleh MNpaKkTUKU XpPaHEeHUst U MNEepPeBO3KM JeKapCTBEHHbIX
npenapaToB AN MeAULUHCKOrO NPUMEHEHUS, NpaBuiamM XpaHeHUs NeKapCTBEHHbIX CPeACTB AS1 BETEPUHAPHOro
NPUMEHEHNs,  YTBEPXAEHHbIM  COOTBETCTBYHOLUMMM  YMNOMHOMOYEHHBIMU  dpefepanbHbiMM  opraHamu
WCMNONTHUTENbHOW BNaCTW.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 28.04.2023 N 171-93)

2. OpraHuzauusi ONTOBOW TOProBfM JeKapCTBEHHbIMU cpeacTBamu o06sizaHa cobniogaTb npeaenbHble
CPOKM OTIpy3kM 3aTpeboBaHHbLIX anTe4YHOW OpraHu3auuven fekapCTBEHHbIX MNpenapaToB Anst MeOULUHCKOro
NMPYMEHEHMSA U He BrpaBe OTKa3blBaTb anTEYHOW OpraHm3aLun, ¢ KOTOPOW Y Hee 3akroyYeH COOTBETCTBYHOLLMMA
JOroBOp O MOCTaBKax JIeKapCTBEHHbIX NpenapaToB ANst MeAULMHCKOrO NPUMEHEHUS], B MOCTABKE NlekapCTBEHHbIX
npenapaToB ANs MEOULMHCKOrO NMPUMEHEHWUsI NMpy Hanuuumn 3aTpeboBaHHbIX NEKAPCTBEHHBIX NpenapaTtoB Ans
MEOULMHCKOTO MPUMEHEHWUs1 Yy OpraHu3auuu OMTOBOW TOProBfM JEKapCTBEHHbIMM cpedcTBamu. [pegenbHble
CPOKM OTIpYy3kM 3aTpeboBaHHbLIX anTe4YHOW OpraHu3auuven fekapCTBeHHbIX MnpenapaToB Ans MeauuUHCKOro
NMPYMEHEHMS1 B 3aBMCMMOCTI OT PacnooXeHUs1 MecTa OTrPy3KU NeKapCTBEHHbIX NpenapaToB AN MeaULMUHCKOro
NPYMEHEHMWS YCTaHaBNMBAKTCA YMONTHOMOYEHHbIM befepanbHbIM OpraHoOM UCTIONHUTENBHOW BracTul.

(4acTb 2 BBeaeHa ®eaepanbHbiv 3akoHoM OT 26.03.2022 N 64-93)

Cratba 55. NopsaaoK pO3HUYHOM TOProBNU JIeKapCTBEHHbLIMU NpenaparamMm

1. Po3HWYHasa ToproBns nekapcTBEHHbIMY npenapaTtaMu B KONMYeCcTBax, HeobXxoauMbIX AN BbIMNONHEHMS
BpayebHbIX (dbenbAllepckMx) HasHayYeHu WM HasHayYeHwu crneumanucTtoB B obnactM BeTepuHapuu,
OCYLLeCTBMAETCA anTeyYHbIMW OpraHM3aumsaMy, BeTepMHapPHbIMU anTe4YHbIMWU OpraHM3aumsaMm, UHAMBMAYaNbHbIMU
npeanpuHMmMaTensaMy, WMEWMMU  FUUEH3NI0  Ha  dapMaueBTUYeCKylo AeaTenbHOCTb, MeAULUHCKUMU
opraHvM3auMaMy, MMeLWMMU NUMUEH3NI0 Ha apmaueBTUYecKylo AesATenbHOCTb, U ux 060Cco6neHHbIMU
nogpasgeneHmammn (ambynatopusimu, enbawepckumn 1 enbaLlepcko-akyLepCcKMMM MyHKTaMu, LeHTpamMm
(oToeneHuamu) obLuen BpadyebHoOM (CeEMENHON) NPaKTUKKN), PACMONOXEHHLIMU B CENbCKUX HACEMNEHHbIX NMYyHKTaXx,
B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHmM3aumm, 1 BeTEPUHAPHBIMU OPraHu3aumMsamMu, UMEOLUMU JIMLEH3NIO Ha
dapmaueBTMYECKYI0 AeATenbHOCTb. PaspelleHa po3HWYHasa TOProBrsi TOMbKO fekapCTBEHHbIMU npenapaTtamu,
3apernctpupoBaHHbiMn B Poccunckon ®egepaumm nmbo B COOTBETCTBUM C akTamu, COCTaBASOWMMW MpaBo
Colo3a, WAM W3rOTOBMEHHbIMU anTeYHbIMW OpraHM3auusMu, BETEePUHAPHbIMKM anTeYHbIMU OpraHu3auusmMm,
MHAVBUAYanNbHbIMA NPEANPUHUMATENAMN, VMEKLWUMA MULUEH3NI0 Ha apmMaueBTUYeCKyl0 OesATeNbHOCTb.
Po3Hn4Hasa Toproensa nekapCTBEHHLIMKU MpenapaTaMmy OCyLLEeCTBASEeTCd NO MpasBunamM Hagnexawen anteyHou
NPaKkTUKN, YyTBEPXKAEHHBIM YMONTHOMOYEHHbLIM befepanbHbIM OpraHoM UCMONHUTENBHOW BRacTu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

1.1. Po3HMYHass TOproBns nekapCTBEHHbIMW nNpenapataMmy Ans MeAUUMHCKOro mnpuMeHeHusa (3a
UCKINIOYEHMEM JNEKapCTBEHHbIX MNpenapaToB, OTMyCKaeMbiXx MO peLenTy Ha NeKkapCTBEHHbI npenapar,
HapKOTUYECKUX FEKapCTBEHHbIX nNpenapaTtoB U MNCUXOTPOMHbIX FEKAapCTBEHHbIX MNpenapatoB, a Takke
CNUPTOCOAEPKALLMX NIEKAPCTBEHHbBIX NPenapaTtoB ¢ 0ObEMHON A0ONEN 3TUNOBOrO CnupTa CBbile 25 NPOLIEHTOB)
MOXET OCYLLECTBMAATLCS anTeYHbIMU OpraHu3auusiMM OUCTAHUMOHHBIM  CMOCOOOM. PO3HUYHYHO TOProBmo
neKkapCTBEHHbIMX  MpenapataMn AN MEeAWUMHCKOrO MPUMMEHEHWS  OUCTaHUMOHHBIM — CMocoboM  MOryT
OCYLLECTBMSATb anTeyHble OpraHM3auun, UMeKLMne JIUMUEH3NID Ha ¢apMaueBTUYECKYD [OEATENbHOCTb W
COOTBETCTBYIOLLEE pa3pelleHne defeparnbHOro opraHa MCMOMHUTENbHOM BNacTy, OCYLLECTBNALEro yHKUUN
Nno KOHTPOMO W Haasopy B cdepe 3apaBooxpaHeHus. Mopsiaok Bblgayn paspelleHusi Ha OcyLlecTBneHune
PO3HUYHOW TOProBnM fEeKaApCTBEHHbIMW MNpenapaTamMmy OUCTaHLMOHHLIM cnocobom, TpebGoBaHUS K anTeYHbIM
opraHu3auusaM, KOTopble MOTyT OCYLLECTBMATb Takyld TOProBMIO, M MOPSOOK €€ OCYLEeCTBMEHUdA, a TaKke
npasuna OOCTaBKW fIEKAPCTBEHHbIX MpenapaTtoB rpaxgaHam ycTaHasnuBakTcs [MpaButenscTBoM Poccuinckon
depepaummn. MHpopmaumsa 06 onnavyeHHbIX (OTNYLLEHHBbIX) U NOMyYeHHbIX NIEKAPCTBEHHbIX NpenapaTtax BHOCUTCSA
B CUCTEMY MOHWUTOPMHra OBWXKEHUSI NEKApCTBEHHbIX NpenapaToB ANs MeOULMHCKOro NPUMEHEHUST B nopsiake,
npeaycMOTPEHHOM YacTblo 7 cTaTbh 67 HacTosiwero deaepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbiX opraHu3auuin M OpaBwuia OTMyCcKa NeKkapCTBEHHbIX npenapaToB AN MeauuUHCKOro
NPUMEHEHMST anTeYHbIMU OpraHn3auusMn, UHAMBUAYANbHBIMU NPEANPUHUMATENSMWU, UMEKOLLMMN NULEH3NIO Ha
hapMaLeBTMYECKYHD OEATENbHOCTb, @ Takke NnpaBua OTrnycka fekapCTBEHHbIX NpenapaToB Ans MeguuuHCKOro
NPUMEHEHUS MEOUUUHCKMMMW OpraHmM3aunsmMu, UMERLMMMK NULEH3NI0 Ha (dapMaLeBTUYECKYO OesTENbHOCTb, U
nx obocobneHHbIMM nogpasaeneHnsmn (ambynaTopusamn, denbawepckuMm 1 denbaLepcKo-aKyLLepCKMMm
NyHKTaMu, ueHTpamm (oTaeneHnsiMm) oben BpavyebHON (CeMelrHON) NPakTUKK), PacroSIOKEHHBIMU B CEbCKUX
HacemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, YTBEPXKOAAKTCH YNONMHOMOYEHHbLIM
heeparnbHbIM OpraHoM UCMONTHUTENLHON BNACTU.

(B pea. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

3. [NpaBuna otnycka HapKOTUYECKUX CPEACTB U NMCUXOTPONHbLIX BELLECTB, 3aperncTpMpoBaHHbIX B KayecTBe
NeKkapCTBEHHbIX MpenapaToB, HeKapCTBEHHbIX MpenapaToB, coAepXalux HapKkoTMdeckue cpeactBa MU
NMCUXOTPONHbLIE BELLECTBA, YTBEPXKOAIOTCS YNOMHOMOYEHHbLIM ddedeparbHbiM OpraHOM MCNOSNHUTENBHON BNACTy
Mo cornacoBaHuto ¢ doedeparnbHbIM OpraHoOM MCMNOMHUTENBHOWM BrAcTU, YNONTHOMOYEHHbLIM B cdhepe BHYTPEHHMX
aen.

(B pea. PepepanbHoro gakoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTbl ANA BETEPUHAPHOro NPUMEHEHWs MoAnexaT OTMYCKYy BeTepuHapHbIMU
anTeyYHblMX OpraHv3auusMy, BeTepMHapPHbIMU OpraHu3auMsMW, WHOMBUAYanbHbIMW MpeanpUHUMATENsMM,
MMEeKLMMU NMLEH3NI0 Ha dapMaueBTUYecKylo AesiTenbHoCTb. OTMNyCK eKapCTBEHHbIX MpenapaTtoB Ans
BETEPMHAPHOro MPUMEHEHMUS OCYLLECTBMSAETCS B COOTBETCTBUM C MPaBMNaMu Haanexallen anTeyHow NpakTUKu
NMEeKapCTBEHHbIX MpenapaTtoB Afsl  BETEPUHAPHOrO  MPUMEHEHUS,  YTBEPXAEHHbIMU  YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONMHUTENBHON BRACTW.

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

5. MepeyeHb MeaUUMHCKMX OpraHu3aumin, UMELMX NULEH3NI0 Ha hapMaLEBTUYECKYIO AEATENbHOCTb, U
nx o6ocobrneHHbIX nogpasgeneHun (amdynaTtopui, denbawepcknx U denbaepcko-aKyLepcknx MyHKTOB,
LeHTpoB (oTaeneHun) obwen BpavyebHOM (CEMENHOWN) MPaKTUKM), PACMOSIOKEHHbIX B CENMbCKUX HaCENEHHbIX
NMyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHv3auuu, a Takke nepeyeHb feKkapCTBEHHLIX MpenapaTos,
npogaxa KOTOPbIX MOXET OCYLIECTBNATLCA  yKasaHHbIMW  OpraHu3aumMsamMu 1M Mx  060COBneHHbIMM
noapasaeneHnsiMu1, ycTaHaBnNMBatoTCs opraHaMy UCMONHUTENbHOM BnacTy cyobekToB Poccuiickon ®epepauun.
(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N _105-93)

6. AnTeyHble opraHusauuMu, UVHAMBUAyasnbHble MNPEeAnpUHUMATENM, UMEKLWUe  NUUEH3UI0  Ha
hapmaLeBTMIECKYlD AeATenbHOCTb, 00si3aHbl obecneyvnBaTtb YTBEPXAEHHLIN [1paBUTENnbLCTBOM Poccuiickom
denepaumn 1 opMUpyeMbIA B YCTAHOBMEHHOM WM [OPSAAKE MWHUMANbHBIA aCCOPTUMEHT JIEKapCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX Af1S 0KasaHWs MeaULIMHCKON NOMOLLW.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHusauum, nHameugyanbHble  npeanpuHUMaTenu, mMvewwine  JnUUeH3nr  Ha
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hapmaLeBTUYECKYIO AeSATENbHOCTb, Hapsdy C NeKapCTBEeHHbIMKU MpernapataMu UMeloT NpaBo npuobpetaTb U
npodaBaTtb, B TOM 4YMCIe AUCTaAHLUMOHHbLIM Criocobom, MeauUMHCKME U3denus, Ae3vHUUUpyolne cpeacTea,
npeameTbl UM cpeacTBa INUYHOW TUTMEHbl, Nocyay AOns MeOuUMHCKMX LUeneir, npeameTsl U cpencTsa,
npeaHasHaveHHble Ans yxoda 3a 60MbHbIMU, HOBOPOXAEHHBIMU U AEeTbMU, HEe OOCTUrLLMMK BO3pacTa Tpex ferT,
OYKOBYH OMTUKY U CPEACTBA yXo4a 3a Hel, MMHeparbHble BoAbl, MPOAYKThI ie4eGHOro, 4eTCKoro 1 ANeTUYecKoro
nuTaHus, GUOMOrMYeckn akTUBHble A06aBKu, Nap@loMepHble U KOCMEeTUYecKkue cpeacTtBa, MeauLuHCcKue W
CaHWTapHO-NPOCBETUTENbHbIE MedvaTHble M3OaHud, npedHasHadeHHble ANnA nponaraHabl 300poBoro obpasa
XKU3HU.

(B peq. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

8. [eAaTenbHOCTb anTeyHblXx opraHu3dauuin BoopyxeHHbix Cun Poccuitickon depepaumu, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHMI 1 OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccuinckon ®enepaummn npegycMoTpeHo
NPOXOXAEHNe  BOEHHOW  CnyxObl wunu  cegepanbHOW  rocydapCTBEHHOW  CryXObl, CBSI3aHHOW C
NpaBOOXPaHUTENbHON  OEATENbHOCTbIO,  pernameHTupyetca  Hactoswum  dPepepanbHbiM - 3aKOHOM U
YTBEPXKAEHHBIMU COOTBETCTBYHOLMMU  hefeparnbHbiMU  OpraHaMm  UCMOSTHUTENbHOW BNACTU  MOJTOXEHUAMMN.
KoHTponb 3a cobntogeHnem ykasaHHbIMW anTeYHbIMU OpraHu3auuammn nonoxeHun Hacroswero depepansHoOro
3aKoHa OCyLLeCTBNAETCHA COOTBETCTBYIOLWNMU hbeaeparnbHbIMU OpraHaMy UCMOMHUTENbHOW BRacTy.

(B peq. ®PenepanbHoro zakoHa ot 13.07.2015 N 262-93)

9. YTtpatun cuny ¢ 1 sHBapsi 2021 roga. - PegepanbHbii 3akoH ot 03.04.2020 N 105-93.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (93 ot 20.10.2022 N 405-$3).

Cratbs 55.1. MNopsagok ocylecTBrNeHUs PO3HUYHOM TOProBIM fieKapCTBEHHbIMU NpenapataMu ans
MeAULMHCKOro NPUMEeHEeHUsl, OTNyCKaeMbIMU MO peLenTy Ha JieKapCTBeHHbIN npenapaTt, AUCTaHUUOHHbIM
cnocobom

(BBegeHa ®egepanbHbiM 3akoHoM oT 20.10.2022 N 405-03)

1. B nepuog ¢ 1 mapta 2023 roga o 1 mapta 2026 roga B ropoge denepanbHoro sHadeHns Mockse, B
Benropoackon n MockoBckori obnacTsax (panee B HacToslwen cratbe - cybbekTol Poccunckon ®epepaumu)
npegycmatpuBaeTcs NpoBeAeHVEe 3KCMepUMeEHTa MO OCYLLECTBIIEHNIO PO3HWYHOW TOProBAM NeKapCTBEHHbIMU
npenapatamMv AN MeAMUMHCKOro NPUMEHEHWs, OTMyCKaeMbiMM MO peuenTy Ha feKkapcTBeHHbI npenapar,
ONCTaHUMOHHBIM criocobom (aanee - SKCNepuMEHT).

2. B pamMkax 3KcnepuMeHTa ero y4acTHUKM BripaBe AUCTaHLMOHHLIM CNOCOB0OM OCYLLECTBNSATL PO3HUYHYIO
TOProBMlO NIEKAPCTBEHHLIMK Npenapatamu Anst MeAULMHCKOrO MPUMEHEHMUS!, OTMYCKaeMbiMKW MO peLenTy Ha
neKkapcTBeHHbIM MpenapaT (B TOM 4ucne chopMUpOBaHHOMY B (POpPMeE SMEKTPOHHOIrO AOKYMEHTa B JIMYHOM
kabuHeTe rpaxgaHMHa Ha eduvHOM nopTane W (UNM) Ha pervoHarnbHbIX MopTanax rocyAapCTBEHHbIX W
MYHULMNAMNbHBIX YCMYr) U BKMOYEHHbIMU B epPeYEeHb NIEKapCTBEHHbIX NpenapaToB 1 dhapmakoTepaneBTUYECKUX
rpynn rnekapcTBeHHbIX MpenapaToB, paspeLleHHbIX K peanusaumMnm B pamkax 3KCNepuMeHTa, YTBepXKAEHHbIi
YMONMHOMOYEHHbIM  (befiepanbHbiM  OpraHOM WCMOMHMTENbHOM BriacTM (3a UCKMOYEHUEM NeKapCTBEHHbIX
npenapaToB, COAEpXaliMX HapKoTUYeckne cpeacTBa, MCUXOTPOMHbIE BellecTBa WM MX  MPEKypcopbl,
NeKapCTBEHHbIX MpenapaToB, COoAEPXalMX CUNbHOAEUCTBYIOLWME BELLECTBa, paavnocdapmaleBTUYECKUX
NeKapCcTBEHHbIX MpenapaToB, MMMYHOOMOMOrMYECKUX NeKapCTBEHHbIX MpenapaToB, a TaKKe JEeKapCTBEHHbLIX
npenapaTtoB, Afsi KOTOPbIX B COOTBETCTBUM C MHCTPYKUMEN MO MPUMEHEHUIO IeKapCTBEHHOro npenaparta
YCTaHOBMNEH TeMnepaTypHbli pexum XpaHenuss Hwxke 15 rpagycoB Llenbcusi, cnvpTocogepaLimx
NeKapCTBEHHbIX MpenapaToB C 0ObLEMHOM [ONeil 3TUMOBOro CnvpTa CBbile 25 MPOLEHTOB M NEKapCTBEHHbIX
npenapaToB, U3roTOBMIEHHBIX aNTEYHbIMWU OpraHn3aunsMun). Kputepum BKIOMEHUS NeKapCTBEHHbIX NpenapaToB u
hapmakoTepaneBTUHECKUX TPYMNM FEKAPCTBEHHbLIX MpernapaTtoB B YKa3aHHbIA NepeveHb ycTaHaBMUBaOTCSA
MpaButenbctBoMm Poccunckon depepaumn. [MonoxeHnst HacTosILLEed CTaTbM He pacnpOCTPaHSTCA Ha
rnekapCTBeHHble MpenapaTtbl, OTMNyckaemble GecnnaTHO UMM CO CKUAKOW rpaxkgaHam, MMEKLWMM MpaBo Ha
obecneyeHne nekapcTBEHHbIMM MpenapaTamMM 3a CYET CPeACTB OOKETHbIX acCUrHoBaHWi dedepanbHOro
GrooxeTa n GlogkeToB cydbekToB Poccuiickon ®eaepaunn.

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

3. YuyacTHMKamMn 3KCMepuMeHTa SBNAITCA YMNONHOMOYEHHbIN dedepanbHbIi OpraH MCMONHUTENbHON
BMacTu, YNONHOMOYEHHbIE OpraHbl MCNOMHUTENBHON BriacTu cybbekToB Poccuickon ®egepauun, MeamumHckue
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opraHusauMm u anTeyHble opraHvM3auun, cooTBETCTBYOLWME TpeboBaHMAM, YCTAHOBMNEHHBIM B COOTBETCTBUM C
yacTblo 4 HacTosILLEen CTaTbM.

4. [onoxeHve O nopsiake NPOBeAEHUs 3KCNepuMMeHTa, B TOM 4ucne TpeboBaHUS K MeAUUMHCKUM
opraHusauMsM U1  anTeyvHbIM  OpraHusauusM, SBASIWWMCHA  yYacTHMKaMKW  SKCMEepuMeHTa, nopsgok
OCYLLECTBIEHNS PO3HUYHOW TOProBNM feKapCTBEHHbIMW MpenapaTtaMyv ANA  MeOUUMHCKOTO MNpUMEHEeHWs,
oTnyckaemMbIMW MO peLenTy Ha NekapCTBEHHbIN npenapat, AUCTaHUMOHHbLIM cnocobom, TpeboBaHus K AoCTaBke
TaKMX feKapCTBEHHbIX MpenapaToB rpaxgaHam, npasuna Bbiayv paspelleHns Ha OCYLLEeCTBIEHNE PO3HUYHON
TOProBNU NneKapCTBEHHbIMY MpenapatamMyn ANd MeauUMHCKOrO MPUMEHEHUd, OTnyckaeMbiMM MO peuenTy Ha
nekapCcTBeHHbIW npenapart, AMCTaHUMOHHbIM  crocobom, yTBepxgaetca [lpaButensctBom Poccuiickon
®epepaumun. TpeboBaHMA K anTe4YHbIM OpraHM3aumsaM, SBRASIOWMMCS y4acTHUKaMM 3KCNepMMeHTa, He MOryT ObITb
Hwke TpeboBaHWN, YCTAHOBMEHHbIX K anTeyHbiM OopraHv3auusM B COOTBETCTBMM C 4acTbto 1.1 crtatbm 55
HacTosLero PegepanbHOro 3akoHa.

5. YnonHoMoueHHbI chegepanbHbIi OpraH UCNOMHUTENBHOWN BriacTu:

1)  OCyLleCTBNAET  METOOMYECKOE  COMPOBOXAEHUE  OKCTIEPUMEHTa,  BKMOYas  MEeToAMYecKoe
COMPOBOXAEHVE [EeATENbHOCTM MEAMLMHCKMX OpraHM3auuMii U anTeyHblX OpraHusauuii, y4acTBYWOLUMX B
aKcnepuMeHTe, No odOPMIEHNIO, UCTIONB30BAHUIO U XPaAHEHUIO PELENTOB Ha NeKapCTBEHHbI npenapaTt, B TOM
yucne choOpPMUPOBaHHbLIX B (DOPME 3MEKTPOHHBIX JOKYMEHTOB;

2) npeacrtaBngeT B NpaBuTtensctBo Poccuinckon ®egepauny npefBapuTenbHbl (B Nepuof NpoBeAeHUs
3KCMEepUMEHTa, HO He MO3JHee YeM 3a [Ba MecsiLa 0O UCTEYEHMS CPOKa NPOBEAEHUSA SKCMEPUMEHTA) U UTOTOBBIN
(MO OKOHYaHWM 3KCNepuMMEeHTa, HO He No3dHee Yem 4Yepes ABa Mecsua Nocne UCTeYeHus cpoka npoBedeHus
3KCNepuMeHTa) AoKnaabl O pesynbTaTtax NPoBeAEHUs1 SKCNEPUMEHTA U NPeLNOXeHUS O BHECEHUN U3MEHEHUI B
3aKoHogaTenbLCTBO 06 0OpaLLeHUn NekapCTBEHHBLIX CPEACTB.

6. YNONMHOMOYEHHbIV OpraH UCNoNHUTENbHOM Bnactu cybbekta Poccuiickon ®epepauun:
1) BNpaBe ycTaHOBUTbL OCOOEHHOCTM NPOBEAEHMNS IKCNEPUMEHTA;

2) yTBepxaaeT Mopsgok oTbopa MeaMLMHCKMX OpraHu3auvii U anTeyHblX opraHusauuii Ans yyactusi B
9KCMEePUMEHTE, a Takke NMPOBOAMT TaKoW OTOOP U YyTBEPXKAAET nepeveHb MeaNLMHCKMX OpraHn3aumin 1 nepeyeHb
anTeyHbIX OpraHM3auui, COOTBETCTBYHLMX TpeboBaHWsSM, YCTaHOBMEHHbBIM B COOTBETCTBUMM C 4YacTbio 4
HacTosILLEelN cTaTby, U SBMSIOLLMXCA Y4aCTHUKaMU SKCNEPUMEHTA;

3) ocywecTBnseT MOHUTOPUHI MNPOBEAEHMS 3JKCMEpPUMEHTA W NpPeAacTaBnseT ero pesynbTatbl B
YNOSTHOMOYEHHbIN doeaepanbHbI OpraH NCNOSTHUTENBHOM BRacTy;

4) obecneunBaeT UHGHOPMaLMOHHO-TEXHMYECKOe obecrneyeHne nNpoBeaeHUs 3KCnepMMeHTa nocpeacTBOM
MCMONb30BaHMA rOCy4apCTBEHHOW WHMOPMAaLMOHHON cucTembl B cdepe 34paBoOXpaHeHus cybbekTa
Poccuiickon ®degepaumm - (Mnn) MeEOUUMHCKMX  MHAOPMALMOHHBIX CUCTEM MEOULUHCKUX OpraHusauum,
ABNSAIOLLMXCA YHaCTHUKAMN 3IKCNEPUMEHTa, N NX B3aMMOAENCTBUS C €QUHOWN rocyAapCTBEHHON MHOPMaLMOHHON
cMcTEMON B cdhepe 30paBOOXPaAHEHNS.

7. MegnumHcKne opraHM3auum u anTeyHble opraHn3aummn BrpaBe 0Tkas3aTbCs OT y4acTUs B SKCMEPUMEHTE,
nodas B YNMOJTHOMOYEHHbLIN OpraH UCMOMHUTENBHOW BracTu cybbekta Poccuickon degepaumm COOTBETCTBYIOLLIEE
obpalleHre B MMCbMEHHOWN hopme.

8. AnTeyHble oOpraHu3auuu, SBMSIOWNECS Y4YaCTHUKAMWM SKCMEPUMMEHTa, 00s3aHbl npu  npojaxe
ONCTaHUMOHHBIM cnocoboM NekapcTBEHHOro npenaparta Ans MeAWUUHCKOrO MPUMEHEHMWS, OTMYCKaemoro no
peuenTy Ha NekapCcTBEHHbIN npenapaT, obecneynTb Npu OCYLLECTBIIEHNM AOCTaBKU UOEHTMMMKALMIO NINYHOCTM
rpakgaHuHa, noslyyatollero TakoW IeKapCTBEHHbIM Mpenapart, B LENAxX YCTAHOBMEHWUSI COOTBETCTBUS €ro
NINYHOCTKN M NMLa, yKa3aHHOro B pPeLenTe Ha feKkapCTBEHHbIN npenapar (ero 3akoOHHOro npeacrtasvTens), NuMbo
niua, YMOMHOMOYEHHOro nuLUOM, YKas3aHHblIM B pelenTe Ha JeKapCTBEHHbIW npenapaTt (ero 3akOHHbIM
npeacTaBuTENEM), Ha MOJydeHMe NeKapCcTBEHHOrO NpenapaTta (ganee B HACTOSILLEN CTaTbe - NMULO, Yka3aHHOe B
peuenTe (3aKoHHbIV NpeAcTaBUTeNb, YNOMHOMOYEHHOE NMLO).

9. Jlnuo, ocyulecTBndaollee OOCTaBKy JeKkapCTBEHHOro npenaparta And MeaunuuHCKOro npuMeHeHud,
OoTnyCcKaemMoro no peuenty Ha J'IeKapCTBeHHbII7I npenapart, 006s13aHo I'IOTpe6OBaTb Yy rpaxgaHuHa, nony4arouiero
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TaKoW NekapCTBEHHbI Npenapart, NpeabsaBUTb JOKYMEHT, YAOCTOBEPSIOLLIMIA €ro NMYHOCTb, AN MAEHTUdMKaLUK
JIMYHOCTM ITOrO rpakgaHUMHa U YCTAHOBIIEHWS COOTBETCTBUSI €ro NUYHOCTM M NMua, yKasaHHOro B peuenTe
(3aKoHHOrO nMpeacTaBUTENs, YMOJIHOMOYEHHOro nuvua). B cnyyae BbISIBNEHWSI HECOBMNAgeHUs FIMYHOCTM
rpaxgaHuHa, TMomnyvalollero INekapCTBEHHbIA npenapaT, W nuua, YKasaHHOro B peuente  (3aKOHHOro
npegcTaBuUTensl, yroHOMOYEHHOrO Nnua), a Takke B Criydae oTkasa rpaxaaHuHa, Nony4Yatowwero NekapCTBEHHbI
npenapart, NPeabsBUTb [OOKYMEHT, YAOCTOBEPSIOWMA €ero JMYHOCTb, MUO, OCYLLECTBIsiiollee [OOCTaBKy
NeKkapcTBEHHOro npenaparta Ans MeAMLMHCKOro MpUMeHeHusl, OTryckaemMoro no peLenTy Ha feKapCTBEHHbIN
npenapart, 06s13aHO BEPHYTb TaKoW NeKapCTBEHHbIV NpenapaT B anTeyHyl opraHu3auuio.

10. lMoaTteepxaeHnem chakTa nepegayvn nekapcTBEHHOro npenapata And MeauuMHCKOro NpUMEHeHus,
OTMycKaemMoro Mo peuenTy Ha JfeKapCTBEHHbIW MnpenapaT, nuuy, YKasaHHOMY B peuente (3akOHHOMY
NpeacTaBUTENIO, YMNOMHOMOYEHHOMY NULY), SBASIOTCS KACCOBBLIA YeK M NOoAMMCb Nuua, NONyYMBLUErO TaKOM
NeKkapCTBEHHbIV NpenapaTt, Ha AOKYMEHTE O MOJSlyYEHMU TaKoro JleKapCTBEHHOro npenapata Mo d¢opwme,
yTBEPXKOAEMON YMNOMHOMOYEHHbIM bedeparibHbiM  OpraHoM UcnonHuTensHon Bnactu. [locne nepegayn
nekapCTBEHHOro npenapaTta nuuy, ykasaHHOMY B peuente (3akOHHOMY MpeacTaBUTEnto, YNOMHOMOYEHHOMY
nvuy), aToT OOKYMEHT nepefaetcs nvuoM, OCYLLEeCTBMBLUMM AOCTaBKy TaKOro NekapcTBEHHOro npenapara, B
anTeyHyl OpraHu3auuio, OCYLLEeCTBMUBLUYIO OTMYCK feKkapCTBEHHOro npenapata. B cnyyae BbisiBNeHUs npu
nepegave nuuy, ykasaHHOMy B peLenTe (3aKkOHHOMY NPeACTaBUTESO, YNONMHOMOYEHHOMY NULLY), TEKapCTBEHHOMO
npenapata (QakToB MEXaHWYECKOro MOBPEXOEHUS €ro WM ero YnakoBKW TaKOW NEKapCTBEHHbIN npenapart
nMLOM, yKa3aHHbIM B peuenTe (3akOHHbIM MpeacTaBuTENeM, YMOSTHOMOYEHHbIM NULOM), HE MPUHUMAETCH U
Bo3BpallaeTtca ©e3 ero onnatbl Nuuy, OCYLECTBMBLUEMY [OCTaBKY JleKapCTBEHHOro npenapara U
obecneynBaloLLeMy ero BO3BpaT B anTEe4HY OpraHn3aumio.

11. 3a HapyweHus 3akoHogaTtenbcTBa Poccunickon ®egepauun, COBEpLUEHHbIE MpPU  MNPOBEAEHUU
3KCMEepUMEHTa, €ro y4aCTHWKM HeCyT OTBETCTBEHHOCTb, YCTAHOBIEHHYK 3akoHoAaTenbCTBOM Poccuiickon
depepayuu.

12. KoHTponb 3a ucnonHeHnem TpeboBaHui, CBA3aHHbIX C MPOBEAEHNEM 3KCMIEPUMEHTA, OCYLLIECTBNSAETCSA
degepanbHbIM OpPraHoM MWCMOMHUTENBHOW BMAacTW, OCYLLECTBASKOWMM (OYHKUMM MO KOHTPOSM WM Hag3opy B
cchepe 30paBoOXpaHeHs, B Nopsiake, ycraHoBneHHoMm PepepanbHbiM 3akoHoM oT 31 utona 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpOJie (Hag3ope) u MyHuumnanbHoMm KoHTpore B Poccuiickon ®epepauun”.

Cratba 56. U3roToBneHune n OTNYCK JIeKapCTBEeHHbIX nNpenapaTtoB

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHuns (P3 o1 30.12.2021 N 463-93).

1. N3roToBrneHne nekapcTBEHHbIX MpernapaToB anTeyYHbIMU OpraHu3auMsMn, BETEPUHAPHLIMU anTeYHbIMU
opraHu3auMsiM1, UMELWUMN NIMLEH3NI0 Ha hapMaLeBTUYECKYO AeATENbHOCTb, OCYLLECTBISIETCS NO pelentam
Ha fnekapcTBeHHble npenapaTbl, N0 TpeboBaHUSM MEAMLMHCKUX OpraHusauui, BeTEpUHAPHbLIX OpraHu3auun B
COOTBETCTBMM C MNpaBunaMu MW3rOTOBMIEHMST U  OTMyCKA FEKapCTBEHHbIX MNPEenapaToB, YTBEpPXOEHHbIMU
YMOSTHOMOYEHHbLIM chefiepanbHbIM OpraHoM UCMOSNHUTENBHON BracTu.

(B pea. PegepanbHoro gakoHa ot 05.12.2022 N 502-$3)

2. Tlpy wu3roToBRNEHUN NEKapCTBEHHbIX MpenapaToB anTeyHbiMW OpraHv3auusiMu, BeTepUHapHbIMU
anTeyHbIMU OpraHM3auusiMn, MMELWMMU FULEH3NI0 Ha apMaueBTUYECKYI0 OESTENbHOCTb, WCMOMb3YHTCH
nekapcTBeHHble npenapaTtbl M (UnNn) dapmaueBTUdeckme CcyOoCcTaHUmMW, BKIOYEHHbIE COOTBETCTBEHHO B
rocyAapCTBEHHbI PEECTP NEKapPCTBEHHbLIX CPEACTB ANsl MEAMLMHCKOrO NPUMEHEHMS, roCyapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB ANs  BETEPUMHAPHOrO MPUMEHEHUsl, EAWHbIN  PeecTp  3apermcTpupoBaHHbLIX
neKkapcTBeHHbIX cpeacTB EBpasuiickoro 3KOHOMMYECKOro COok3a, eauHbIA PeecTp 3apermcTpupoBaHHbIX
BETEPVHAaPHLIX NeKapCTBEHHbIX NpenapaToB EBpasniickoro akKOHOMUYECKOro Coto3a B YCTAHOBIEHHOM MOpPsiAKe.
He ponyckaeTcsi M3roToBreHWe anTeYHbIMU OpraHu3auusiMyM, BeTEepUHapHbLIMKM anTeYHbIMU OpraHuM3auusiMu,
UMEKLWMMN  JTTMLEH3UIO Ha  ¢apmaueBTUYECKYID  AEATENbHOCTb,  JIEKAPCTBEHHBLIX  Npenapartos,
3aperncTpupoBaHHbix B Poccuiickoin ®epepaumm nnbo B COOTBETCTBUM C akTaMu, COCTaBNSIOWMMU MpaBo
Coto3a.

(B peq. PenepanbHbix 3akoHoB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-03)

3. MapKMpOBKa JIeKapCTBEHHbIX npenapartos, N3roToOBIEHHbIX anTe4yHbiMn opraHunsaunamum,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BETEPUHAPHbLIMW anTe4YHbIMKU OpraHM3auUMsIMK, UMEIOLLMMU FIMLIEH3NIO Ha hapMaLEBTUYECKYI0 OEATENbHOCTb, U
ochbopMreHne Taknx npenapaToB AOMMKHLI COOTBETCTBOBATL NpaBuiam, ykazaHHbIM B YacTh 1 HacTOsILLEN CTaTbw.
(B peq. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble oOpraHuM3auuMv, BeTEPUHAPHbIE anTeyHble OpraHu3auuMv, UWMeKLlMe §ULEH3NI0 Ha
hapmaueBTUYECKYO AeATENBHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOONoAeHe NpaBu U3rOTOBMNEHNS U OTMycKa
neKapCcTBEHHbIX NpenapaToB B COOTBETCTBMMU C 3aKoHoAaTenbCTBOM Poccuiickon denepaumu.

(B peq. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Ctratba 57. 3anpeweHne npogaxu ¢danbcupuUUMpoOBaHHbIX FEKapCTBEHHbIX CPeAcTs,
HefoOpoKayYeCTBEHHbIX JIeKapPCTBEHHbIX CPeACcTB, KOHTPadaKTHbIX JIeKapCTBEHHbIX CPeacTB

Mpopaxa anbCcMpUUMPOBaHHBIX JEKAPCTBEHHBLIX CPEeacTB, HedoBGpOKauYeCTBEHHbIX eKapCTBEHHbIX
CPeACTB, KOHTPaaKTHbIX JIEKAPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

Crtatbs 58. XpaHeHMe nekapcTBEeHHbIX CpeacTB

1. XpaHeHWe neKapCTBEHHbLIX CPeACTB OCYLLECTBNSETCA MNPOU3BOAMTENSAMU NEKapCTBEHHbIX CPEACTB,
opraHuM3auMsiMy  ONTOBOW  TOProBMM  FIEKAPCTBEHHbIMWM  CPEACTBaMM,  anTeYHbIMUM  OpraHu3auusiMu,
BETEPUHAPHBLIMW anTEYHLIMU OpraHN3auMaIMn, UHAMBMAYANBHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULLEH3UIO
Ha cpapmaueBqueCKyro OEeATEeNIbHOCTb WUnn JnUUEeH3n Ha MeOUUUHCKYK OeATefibHOCTb, MeaAUUUHCKUMU
opraHn3aunammn, BeTepuHapHbiMU OpraHunsaumamMm U UHbIMKU OpraHm3aunAaMun, OCyLLEeCTBIALWNMNU o6pau.|,eHv|e
nekapCTBEHHbIX CPeACTB. XpaHEHUE NEeKapCTBEHHbIX CPeaCTB A1 BETEPUHAPHOIO NMPUMEHEHUS OpraHn3aumsamMm
N MHOMBUAOYanbHbIMW NPEANPUHUMATENAMU B Crydasix, €CRM OHM WCMONb3YITCA WCKMIOYMTENBHO Mpw
pa3BefeHun, BblpalLMBaHUN, COOEPKAHUM W JIEYEHUWN KUBOTHBIX, MOXET OCYLLECTBNSATbCA 6e3 nonyyeHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B peq. PepnepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'Ipanu'la XpaHeHUA nekKapCTBEeHHbIX CpencCTB YTBepXAakTCcA COOTBETCTBYHOLWMM YMNOJTHOMOYEHHbLIM
cbe,u,epaanblM opraHom MCMNONHUTENBbHON BRacTu.

3. XpaHeHue HapKOTUYECKUX JNEeKapCTBEHHbIX CPEeACTB, MNCUXOTPOMHbIX JeKapCTBEHHbIX CPeacTs,
paguogapmaLeBTUYECKNX NEKapCTBEHHbIX CPeaCcTB OCYLLECTBSEeTCA B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepaumn.

Cratbsa 58.1. MNpeamMeTHO-KONMYECTBEHHbIA Y4YeT JIeKapCTBEeHHbIX CpPeACTB ANA MeAULIMHCKOro
NnpUMeHeHus
(BBegeHa degepanbHbiM 3akoHOM OT 25.12.2012 N 262-03)

1. I'Iepequb JNEKapCTBEHHbIX cpencTte ana MeaULIMHCKOIro NnpUMEHeHU4, noanexatwimx
npeaMeTHO-KOJIM4eCTBEHHOMY yyerty, yTBEpXOaeTcd YNOJTHOMOY€HHbIM cbe,qepaanblm opraHom
NCMONHUTESNbHON BNacTu.

2. [opsagdoK BKMOYEHUS JEeKapCTBEHHbLIX CPEeACTB AN MELMUMHCKOrO MPUMEHEHUS B NepedeHb
NeKapCTBEHHbIX CPEACTB ANsl MEAMUMHCKOrO MPUMEHEHUs, noanexalumx npegMeTHO-KONMYECTBEHHOMY YYETY,
yCTaHaBNMBaeTCs YMNONMHOMOYEHHbIM (bedeparibHbIM OpraHoM WCMOMHUTENBHON BRAcTM MO COrMacoBaHUIO C
denepanbHbIM OpraHOM UCMONMHUTENBHON BRACTH, YNOMHOMOYEHHBLIM B cchepe BHYTPEHHMX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. |_|pe,Cl,MeTHO-KOﬂVI‘-IeCTBeHHbIVI ydyeT nekapCTBeHHbIX cpencTts And MeaUuMHCKOro npuMeHeHua BenyT
npon3sBoanTeESNIM JNeKapCTBEeHHbIX CpencTtB, OpraHun3auunn onTOoBOM TOproesin JnekKkapCcTtBeHHbIMKU CpencTBaMu,
anTeyHble opraHusauuun, nHamBungyarnbHble MnpeanpuHuMaTenu, nMmerwine JnnueH3nto Ha cpapmaueBqueCKyro
0eATeNIbHOCTb U NMUUEH3NI0 Ha MeaANUNHCKYI0 AeATENNbHOCTb, 1 MeAULUMHCKNUE OopraHu3aumnmn, ocyllecTenaowine
06pau.|,eHv|e NlekapCTBeHHbIX cpencTB And MmeanumHCKOro npuMeHeHua, nytem permctpauum NOOLIX CBA3AHHbLIX C
nx o6pau.|,eHv|eM onepau,vlﬁ, Npn KOTOPbLIX U3MEHAETCA UX KONMYeCcTBO U (I/IJ'II/I) COCTOAHME, B chneunaribHbIX
XypHanax y4eta onepauw?l, CBA3aHHbLIX C O6anJ,eHMeM NNeKapCTBEHHbIX cCpeacTts And MeguuunHCKoro
NPpUMEHEeHUA (p,anee - cneynarnbHble >|<ypHanb|).

4. [lpaBuna peructpauumu onepauui, CBA3aHHbIX C OOpalleHMeM 1eKapCTBEHHbIX CpeacTB Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MEOMLUMHCKOrO TMNPUMEHEHUS, BKIIOYEHHbIX B MNepeyYeHb JeKapCTBEHHbIX CcpeacTB  AONns  MeOWMUMHCKOro
NpUMEHeHs], Noanexawmnx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B crieumarnbHbIX XXypHanax U 0paBuna BeaeHus
M XpaHeHWsi CrneumanbHbIX JKypHarioB  YTBEPXKOAOTCH  YMOJNIHOMOYEHHbIM  doeaeparnbHbiM - OpraHoM
UCMNOMHUTENLHOW BMACTU.

5. KoHTponb 3a cobGniogeHMeM [paBui peructpauuy onepauuii, CBA3aHHbIX C  obGpalleHVeM
NeKapCTBEHHbIX CPeACcTB AN MeOQULMHCKOTO NMPUMEHEHUs!, BKITOYEHHbIX B NMepeYeHb reKapCTBEeHHbIX CpeacTB
ANs MEAULMHCKOTO NMpUMEHEeHWs], NoAexalmnx npeaMeTHO-KOTMYECTBEHHOMY YYETY, B CreLManbHbIX XXypHanax,
a Takke 3a cobniogeHVem MpaBun BedeHUs U XpaHeHWs creumanbHbIX )KypHanoB Bo3naraetcs Ha
YNOMHOMOYEHHbIE hedepanbHble opraHbl WCMOMHUTENbHOW BMacTM W opraHbl  UCMOMHUTENbHOW BRACTU
cybbekToB Poccuiickoin degepaumn, OCYLWECTBMSAOLWIME NULEH3MPOBaAHME MNPOU3BOACTBA J1EeKapCTBEHHbIX
cpeacTs, hapMaLeBTUYECKON OeATEeNbHOCTU WM MeOMUMHCKOW OesTEenbHOCTM, W OCYLUECTBMSeTCA B pamMkax
NTMLIEH3MOHHOIO KOHTPOTTS.

Mnaea 11. YHUHMTOXEHUE JIEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHoBaHMA M NOPAAOK YHUUTOXEHMNSA NIeKapCTBEHHbLIX CPEeACTB

1. HepobpokayecTBeHHbIE NEKAPCTBEHHbIE CpeacTBa, hanbcudmunpoBaHHbIe NEKapCTBEHHbIE CPEeACTBa
noanexaT U3bsATUIO M3 00OpaLLeHNst 1 YHUUTOXEHUIO B MOPsAKe, YCTAHOBIEHHOM [paBuTenbLcTBOM Poccuimckon
depepaummn. OcHoBaHMEM [N YHUYMTOXEHWS JNEKapCTBEHHbIX CPEACTB SBMSIETCS pelleHne Bnagenbua
NEKapCTBEHHbIX  CPeACTB, pELleHMEe  COOTBETCTBYHOLLErO  YMNOIHOMOYEHHOro  bedepanbHOro  opraHa
WCNOSNTHUTENBLHOW BNACcTU UNK peLleHne cyaa.

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

2. KoHTpachakTHble nekapCTBEHHblE CpeacTBa MOAMeXaT M3bATUMIO U3 obpalleHUst U YHUUTOXEHUO MO
peweHntio cyaa. [lopaaok YHUUTOXEHUS KOHTpadaKTHbIX JeKapCTBEHHbIX CPEACTB YyCTaHaBnMBaeTCH
MpasutenbctBoM Poccunckon ®enepaumn.

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

3.  Pacxogbl, CBsi3aHHble C  YHUYTOXEHMEM  KOHTPadhakTHbIX  JIEKAPCTBEHHbIX  CPEACTB,
HeqoOpOKa4YeCTBEHHbIX  JIEeKAPCTBEHHbIX  CPeacTB,  anbCUULMPOBAHHBIX — NEKAPCTBEHHbIX  CPEACTB,
BO3MeLLaTCA UX BnagenbLem.

4. Bnagenewy nekapCTBEHHbIX CPeACTB AOSMKEH MpencTtaBuTb B YNOSTHOMOYEHHbIM heaepanbHbI opraH
WCMNOMHUTENBHON BNacTu OOKYMEHT Unn 3aBepeHHyo B YCTaHOBJIEHHOM NopAlKe ero Konuw, noareepxgakLine
haKT YHNUYTOXEHUSA NEeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLLMIA YMONHOMOYEHHbIV beaepanbHbil OpraH MCMNOMHUTENBbHOW BMRAcTW, NPUHABLUNIA
pelueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHNUTOXEHNE NnekapCTBEHHbIX CPeACTB NMPOU3BOANTCHA OpraHn3aumnsiMn, UMeLLMMU COOTBETCTBYIOLLYIO
NUUEH3No, Ha cneumanbHO 060opyAOBaHHbLIX MoLWaakax, MONMroHax W B crneuvanbHo 000pyLoBaHHbIX
nomMmeLleHmax c cobniogeHvem TpeboBaHUM B 00OMacTM OXpaHbl OKpyXalolewn cpegbl B COOTBETCTBUM C
3akoHoaatenscTBoM Poccuickon deaepaumm.

7. HapkoTnyeckne  nekapcTBeHHble  CpPeAcTBa,  MNCUXOTPOMHbIE  JIEKAPCTBEHHbIE  CPeacTBa,
pagnodapMaLleBTUIECKME JEKAapCTBEHHbIE CPEACTBa YHUYTOXAKTCA B COOTBETCTBUM C 33KOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Maea 12. FTOCYOAPCTBEHHOE PEIYJINMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAULUWHCKOIO NPUMEHEHUA

Crtatba 60. Focy,qachBeHHoe perynumpoBaHne LuUeH Ha IneKapCcTBeHHble npenapatbl AnA
MeAULUMNHCKOro npumMmeHeHus

1. F'ocypapcTBeEHHOE perynupoBaHue LieH Ha NekapCTBEHHbIE Npenapathl AN MeAnLMHCKOro NpMMEHEHUs
OCyLLEeCTBMSAETCH NOCPEACTBOM:
(B peq. PenepanbHoro zakoHa ot 26.03.2020 N 67-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) ytBepxaeHus [lpaBuTenbctBom Poccunckon Pepepaumm nOepeyHs XM3HEHHO HEOOXOAMMBIX U
BaXKHEMLWNX TneKkapCTBEHHbIX npenapaToB, KOTOpbIM OPMUPYETCS W He pexe OJHoro pasa B rof
nepecmatpmBaeTca B YCTaHOBJIEHHOM WM Nopdanke Ha OCHoOBe KOMMITEKCHOM OUEHKM neKapCTBEeHHbIX
npenapaTtoB, BKIloYasi aHanu3 CBeAEHUA O CPaBHUTENbHOW KNMHUYECKOM 3dEKTUBHOCTM KM Oe3onacHoCcTu
nekapcTBEHHOro cpeacTBa, OLEHKY SKOHOMWYECKMX MOCNeaCcTBUA NPUMEHEHUsI NeKkapCcTBEHHOro cpeactsa U
n3ydyeHue OONONHUTENbHbIX NOCNeACTBUIA NPUMEHEHNS NeKapCTBEHHOro CPeACTBa;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-D3)

2) yTBEPXOEHUST METOAMKM pacyeTa npeferbHbIX OTMYCKHbIX LEeH Mpou3BoauTernen Ha fekapCTBEHHble
npenapartbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLUMX NEKapCTBEHHbLIX NpenapaTtos, a
Takke BHEAPEHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMbI pePepPEHTHbIX LIEH;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOM perucrpauvv npefesibHbIX OTNYCKHbIX LeH MNpOoM3BOAMTENEN Ha IeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

4) BeleHUs rocyfapCTBEHHOro peecTpa npegernbHbIX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX NIEKAaPCTBEHHLIX NPenapaTos;

5) yTBEpXKOEHUST METOAMKM YCTaHOBIIEHUSI OpraHamMu MCMONHUTENbHOW Briactu cybbektoB Poccuiickon
d>ep,epauvw| npegeribHbIX pa3mMepoB ONTOBbIX Ha.qﬁaBOK N npefernbHbIX pa3mMepoB PO3HUYHbLIX Han6a30|< K
q.)aKTI/I‘-IeCKI/IM OTNYCKHbIM LUEeHaM, YCTaHOBJIEHHbIM NPONU3BOAUTENAMU JEeKapCTBEHHbIX npenapaTtoB, Ha
nekapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX NEKapCTBEHHbIX
npenaparos;

6) YCTaHOBEHNA npeaerfibHbIX pa3MepoB OMNTOBbIX HagbaBoOK M npegenbHbIX pasMepoB PO3HUYHbIX
HagbaBoK K (*)aKTVILIeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM NMPON3BOAUTENAMU NMEKAPCTBEHHbIX NpenapaTos,
Ha J1leKapCTBEHHblE npenapaTtbl, BKINHOYEHHble B TMNepevyeHb XU3HEeHHO HEeobXoAMMbIX W BaXKHEWLUNX
JIeKapCTBEHHbIX NpenapaTtos;

KoHcynbTaHTlnoC: npuMmeyaHue.
C 01.09.2024 4. 1 cT. 60 gononHsetca n. 6.1 (P3 o1 30.01.2024 N 1-®3). Cm. byayLLyto pegakumto.

7) yTBEepXAeHUs nopsiaka Bbligayuun npeannucaHuin opraHam UCnonHUMTENbHOM BRnacTn cybbekToB Poccumnckon
denepaumm o0 npuBedeHMM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon depepaumm pelleHuii ob
YCTaHOBMNEHUN MNPELENbHbIX Pa3MepoB OMNTOBbIX HagbaBOK M NpeferbHbIX pasMepoB PO3HUYHBLIX HagbaBOK K
haKTUYECKMM OTMYCKHbIM LE€HaM, YCTaHOBMEHHbIM MNPOM3BOAMTENSAMW FEKApCTBEHHbIX MpenapaToB, Ha
NeKapCTBEHHbIE NMpenapartbl, BKOYEHHbIE B MEPEYEHb XXMU3HEHHO HEOOXOOAUMbBIX M BaXKHENMLLMX JNIEKAPCTBEHHbIX
npenapaToB, €CNU OHW MPUHATBI C HapyleHuem 3akoHopaTenbcTBa Poccuiickon Pepepauun, B nopsagke,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepaumu;

8) HanpaBneHus yMNoriHOMOYEHHbIM doefeparnbHblM  OpPraHoOM WUCMOMHUTENBbHOW BriacT  opraHam
NCnonHuTenbHOM Bnactn cybbektoB Poccunckon ®epepauum npeanvMcaHvuini o NpUBEAEHMM B COOTBETCTBME C
3akoHodatenscTBoM Poccunckon ®Pepepaumm NpUHATBIX C  HapyLeHWeMm 3akoHopaTenbcTBa Poccunckon
denepaummn peleHnn ob yctaHoBNEeHUN npeaenbHbIX pasMepoB OMTOBbLIX HaAbaBOK M MpederfbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K LEeHaM Ha feKapCTBeHHble mnpenapaTbl, BKMOYEHHble B MNEPEeYeHb >KUIHEHHO
HeobXoaMMbIX U BaXKHEWLLMX FIEKAapPCTBEHHbIX Npenaparos;

9) ocyuwiecTBneHua denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CpeacTB M perMoHarnbHOro rocyapCTBEHHOIO KOHTPOSsi 3a NMPUMMEHEHWEM LiEH Ha feKapCTBEHHble MpenapaTbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMK  dbefepanbHbiMXM  OpraHamMu  UCMOSIHUTENbHOW BNactM W opraHamu
ncrnonHuTenNbHOW BnactM cybbekToB Poccuiickon Pepepaumm cornacHo WX KOMMETEHUMM B MOPSOKe,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepalimu;

(n. 9 B pea. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpedyCMOTPEHHbIX 3akoHoAaTenbcTBOM Poccuiickon denepaumm mep OTBETCTBEHHOCTU

www.consultant.ru Crpanvua 114 n3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=370477&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100674&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=451861&amp;date=07.02.2024&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=366679&amp;date=07.02.2024&amp;dst=100110&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100676&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=368352&amp;date=07.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;date=07.02.2024&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=368352&amp;date=07.02.2024&amp;dst=100058&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362490&amp;date=07.02.2024&amp;dst=100014&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=368352&amp;date=07.02.2024&amp;dst=100083&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100433&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=07.02.2024&amp;dst=1432&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=363283&amp;date=07.02.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=387172&amp;date=07.02.2024&amp;dst=100360&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465969&amp;date=07.02.2024&amp;dst=1175&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

3a HapylleHWe nopsiaka LeHoobpa3oBaHNsA Ha NeKapCcTBEHHbIE NpenapaThl, BKIHOYEHHbIE B NEPEeYEHb KU3HEHHO
HeOOXOAMMbIX U BaXKHENLLNX NIEKaPCTBEHHbIX NpenapaToB.
(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix 4pesBbldalHOW cuTyauum u (MnuM) NpUM BO3HUKHOBEHMM Yrpo3bl pacnpocTpaHeHus
3aboneBaHnsi, NPEACTaBNSAOLWEro ONAacHOCTb ANs OKPYXalLWmX, a Takke B Criyvae, ecnv B TedeHue TpuauaTtu
KaneHgapHblx AHen nocne npuHatna [lpasutensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUu
MOHUTOPWMHIra PO3HUYHBLIX LIEH Ha NeKapCTBEHHble MpernapaTbl, He BKMIOYEHHble B [OepeyYeHb >KU3HEHHO
HeODXOAMMbBIX U BaXKHEWLLNX NeKkapCTBEHHbIX NpenapaToB, Ha TeppuTopusx cybbekToB Poccuiickon depepaumm
BbISIBNEH POCT PO3HUYHBLIX LIEH HA yKasaHHble NEeKapCTBEHHble npenapaTtbl Ha TpuauaTtb npoueHToB n Gonee,
MpasutenbctBo Poccuiickon depepalmm BrnpaBe YCTaHOBUTb MpefernbHble OTMNYCKHbIe LieHbl MPou3BoAnUTEnen
Ha ykasaHHble NIeKapCTBEHHbIE Nnpenaparkl, NpedenbHble pasMepbl ONTOBLIX HaAOaBoOK 1 NpeaenbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (PaKkTUYECKMM OTMYCKHbIM LieHaM MpoM3BOAMTENEN Ha YKa3aHHbIE JEKapCTBEHHbIE
npenapaTtbl. [lepeyeHb NekapCTBEHHbIX MpenapaToB, HE BKMOYEHHbIX B MEPEYEHb XU3HEHHO HEO6XoAMMBIX U
BaXXKHENLUNX NEKAPCTBEHHbIX MpenapaTtoB, M NOpPAdoK ero hopmMupoBaHusa onpegenstoTcs MpaBuUTensCTBOM
Poccuickon ®egepauun.

(vacTb 2 BBegeHa degepanbHbiM 3akoHoM OT 26.03.2020 N 67-03)

3. B TedyeHne peBsAHOCTa KaneHgapHblX OHEW cO AHSA yTBepXaeHus [MpaButensctBoM Poccuiickomn
depepaumm nepeyHsl, ykasaHHOro B 4acTM 2 HaACTosIen cTaTbW, HEe [ONyCKalTCs peanusaumst U OTMycK
BKITIOHMEHHbIX B HEro JneKkapCTBEHHbIX MNpenapaTtoB Mo ueHam, npesbillatolwmMm npenerbHble OTNYCKHbIe LeHbl
npous3BoguTene Ha ykasaHHble feKkapCTBEHHble Npenaparbl, NpeaenbHble pasmepbl ONTOBbIX Han0aBOK M
npegernbHble pa3Mepbl PO3HUYHbIX HaAOaBOK K (DAaKTUYECKMM OTMYCKHbIM LleHaM Npou3BOAUTENEN Ha YKa3aHHbIe
nekapCTBEHHbIE Npenaparbl C y4ETOM Harnora Ha o0aBneHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa deaepanbHbimM 3akoHoM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumeyaHue.
MonoxeHus cT. 61 (B pen. 3 ot 30.01.2024 N 1-93), kacarowmecs npeaoCcTaBNeHNs roc. YCIyr NocpeacTBOM
€[1HOV cucTeMbl 1 (Mnu) egnHoro noprtana, opumensdotes ¢ 01.01.2025.

KoHcynbTaHTlnoC: npuMmeyaHue.
3apeructpupoBaHHble go 07.06.2019 npepgenbHble OTMYCKHble LEHbl nognexaTr obs3aTenbHoun
nepepeructpauumn B 2019 - 2020 rogax B cootBeTCTBMM CO CT. 2 P3 01 06.06.2019 N 134-03.

Cratba 61. NocypnapcTBeHHas peructpauus U nepeperucTpauus npepenbHbIX OTNYCKHbIX LieH
npousBoAuTenen Ha nNekapcTBeHHble NMpenapaTbl, BKIFOYEHHbIe B NepevyeHb XU3HEHHO HeoO6X0AUMbIX U
BaXXHeMLINX fleKapCTBeHHbIX NpenapaToB

(B pen. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MNpegenbHasa oTnyckHas LeHa Npou3BoauTenst Ha NeKapCTBEHHbIV Npenapar, BKIOYEHHbIN B NepeyeHb
XU3HEHHO HEOBXOOUMbBIX U BaXKHENLLMX NEKapPCTBEHHbIX NpenapaTos, NOAMNEXUT rocyaAapCTBEHHON permcrpaLmm
B Oopsaake, ycrtaHoBneHHom [lpaButensctBom Poccuiickon ®degepaumu, Ha OCHOBaHWW HarnpaBneHHoro
NnocpeACcTBOM eAMHOro nopTana B YNOMHOMOYEHHBIN dhedeparnbHbIi OpraH MCNOMHUTENbHOW BRacTv U JINYHBIN
KabMHeT ynonHOMOYEHHOro doejeparnbHOro opraHa UCNOMHUTENBHOW BracTu B €QUHON cucTeme, NognucaHHoro
YCUMNEHHON  KBanuuUMPOBaAHHOW  3NEKTPOHHOWM MNOANUCLIO  3adBfeHWa  adepxaTtens wnu  Bnagenbua
pervcTpaumoHHOro YAoCTOBEPEHUS NeKapCTBEHHOrO npenapara (YNnofHOMOYEHHOMO UM nnua).

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

2. 3apeructpupoBaHHas npefenbHas OTMNyCKHasi LeHa NPOU3BOAMTENS Ha JNeKapCTBEHHbIM npenapart,
BKJIIOYEHHBIN B MEPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMLUMX NEKAPCTBEHHBLIX MpenapatoB, MOXET ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENUYEHUS OAWH pa3 B KaneH4apHOM rofy Ha OCHOBaHWM HanpaBneHHoro 4o 1
OKTAOpS Kagoro roga MOCPEACTBOM  eOMHOro noprtana B - YNOMHOMOYEHHBIN  dedeparnbHbii - opraH
WCMNOMHUTENBHOW BMAacTU WM JWYHBIR KabMHET YNONHOMOYEHHOro efepanbHOro opraHa WCMONHUTENbHOM
BMacTu B €AUHON cucTeMe, NOANNUCAHHOIO YCUNEHHOW KBannULMPOBaHHOW 3NEKTPOHHOWM MOAMUCHIO 3asiBNEHUS]
aepxartens unv Briagenbla perncTpaumMoHHOro yAOCTOBEPEHUSI NIEKAPCTBEHHOMO npenaparta (YynonHOMOYEHHOTO
UM nuua).

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)
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3. BapeructpupoBaHHas npefenbHasi OTMYCKHas LeHa MNPOW3BOAMTENS Ha NeKapCTBEHHbIM npenapar,
BKIMIOYEHHbIA B nepeyvyeHb XM3HEeHHO H606X0p,MMbIX N BaXXHEWLnxX NNeKapCTBEHHbIX npenapaTtoB, MOXeT ObITb
nepeperncrtpmposaHa B CTOPOHY CHWXEHUA Ha OCHOBaHMW HanpaelieHHOro nocpeacrtsomMm eaunHOro noptana B
YMONTHOMOYEHHbIN eaepanbHbIl OpraH WCMONHUTENbLHOM BNAcTM UMW JINYHLIA KaOWMHET YMONTHOMOYEHHOrO
denepanbHOro  opraHa  WUCNOSHUTENbHOW  BRactM B €4MHOW  CUCTEMe, MOAMWCAHHOTO  YCUIEHHOM
KBanM@UUMPOBaHHON 3MEKTPOHHOW MOANWUCLI0 3asiBIEHUst AepXaTens wunu Bragenbua perMcTpaunoHHOro
yAOCTOBEPEHUS NIeKapCTBEHHOrO npenapara (YNnorHOMOYEHHOro UM nnua).

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

4. [epxatenb wunu Bnageney perncTpaumoHHOro YAOCTOBEPEHUd feKkapCTBEHHOro npenapara
(ymorHomMo4yeHHOEe MM nuuo) 00sA3aH HanpaBUTb MNOCPEACTBOM €AMHOrO nopTana B YNOSIHOMOYEHHbIN
dregepanbHbI OpraH UCMNOSHUTENBHOW BAACTU UK NINYHBLIN KaOMHET YNoSTHOMOYEHHOro doegeparnbHOro opraHa
UCMOMNHUTENBbHOW BrlacTM B €AWHOW cUCTeMe MNOoAMUCAHHOE YCUIIEHHOW KBannuUUpOBaHHOW 3NEKTPOHHON
noanncblo 3asiBNeHne o nepeperncTpauumn 3aperncTpmpoBaHHOW NpeaensHON OTNYCKHOW LeHbl Mpou3BoanTens
Ha NekapCTBEHHbIN Npenapar, BKMOYEHHbIV B NepeYeHb XXM3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NEKAPCTBEHHbIX
npenapaToB, B CTOPOHY CHMKEHUS B CNeAyoLUX cry4vasx:

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

1) CHWXeHWe LeHbl B UHOCTPaHHOW BaroTe Ha NekapCTBEHHbIV Npenapar B CTpaHe nNpou3soguTens u (1nm)
B CTpaHax, B KOTOpbIX JleKapCTBEHHbIM npenapaTt 3aperucTpuposaH W (MNU) B KOTOPblE MNOCTaBnseTCs
npounsBoAuTENeEM;

2) CHWKeHVe UeH Ha pedepeHTHbIe NekapCcTBEHHbIE MpenapaThl B COOTBETCTBUU C MYHKTOM 1 HacTosLewn
YacTM (ONs  COOTBETCTBYIOLIMX BOCMPOU3BEAEHHbIX, ©OuoaHanorosbix (6nonogobHbIX) neKapCTBEHHbIX
npenapaToB);

3) npeBbilleHWE NpedenbHOM OTMYCKHOM LUEeHbl Ha MepBbli  BOCMPOU3BEAEHHbIA, OUoaHanoroBbIn
(6rionofo0HbIN) NekapCTBEHHLIN NpenapaT WHOCTPAHHOrO MPOWM3BOACTBA Haf NpPedefibHOM OTMYCKHOW LEHOM
npon3BoguTenss Ha BTOPOW BOCNPOM3BEAEHHbIN, BroaHanorosbln (6MONOAOGHLIN) NEeKapCTBEHHbIM npenapar,
paccuyuTaHHOM B COOTBETCTBUU C METOAMKON, yTBEpXAeHHOM [NpaBuTenbctBom Poccuiickon ®epepauuu;

4) npeBbllleHNe npenenbHOM OTMYCKHOW LeHbl Ha MNepBbii  BOCMPOU3BEAEHHbIN, OMOaHaNoroBbIn
(6ronoaobHbIN) NnekapcTBEHHbIN NpenapaTt NPoOM3BOANTENS rocygapcTBa - YneHa EBpasninckoro 9KOHOMUYECKOro
COl3a Hag npefenbHOM OTMYCKHOM LEeHOW MpovM3BOAUTENSA Ha BTOPOW BOCMPOM3BEAEHHBLIN, GUOaHaNOroBbIn
(6onoao0bHbIN) NekapCTBEHHLIM NpenapaTt NPOU3BOAUTENS rocygapcTBa - YneHa EBpasninckoro 3KOHOMUYECKOro
COl03a, pacCuMTaHHOM B COOTBETCTBMM C METOANKON, YTBepXaeHHou [NpaBntenscTBoM Poccuiickon denepaumu.

5. Mopagok nepeperncTpauum 3aperncTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LIEH NPOW3BOAMTENEN Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepevYeHb XU3HEHHO HEODXOOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaToB, B cCrnyyasx, MpPeayCMOTPEHHbIX 4YacTtamu 2 - 4 HacTodwen craTbM, YCTaHaBnuBaeTCH
Mpasutenbcteom Poccuiickon eagepaunn.

6. DKOHOMUYECKU aHanu3 npegenbHOW OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NEeKapCTBEHHbIN npenapar,
BKITIOYEHHBIN B NEepevYeHb XWU3HEHHO HeoBXOoOUMBbIX U BaXKHEWMLIMX JeKapCTBEHHbIX npenapaToB, Mpu ee
rocygapCTBEHHON  perncrpauum  unu  nepeperucTpaumyM  OcyllecTBnsdeTca  dpedeparibHbiM  OpraHom
NCMNOMHUTENBHOW BacTu, OCYLLECTBASAOLWNM 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, YKasaHHbIX B 4actax 1 M 2 HacTosiwen ctatbW, Npu ux
rocy0apCTBEHHON perucTpaummM unu nepepeructpaumm OCyLecTBRseTCs B COOTBETCTBUM C  METOLMKOW,
yTBEepxaeHHon MNMpasuTtenbcTtBoM Poccunckon ®egepaumn 1 yumTbiBaloLwen B TOM YUChe:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepeyeHb >KU3HEHHO HEOOXOOMMBbIX W BaXHEWLMX NEeKapCTBEHHbIX MpenapaToB, W MNpPOW3BOAUTENEW
NeKkapcTBEHHbIX NPenapaToB, BKIOYEHHbIX B NePeYeHb XKN3HEHHO HEOOXOAUMBIX U BaXHEMLUNX NEKapCTBEHHbIX
npenaparos;

2) chaKTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuinickon ®egepauun, LeHy BBO3a

www.consultant.ru CrpaHuua 116 n3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100438&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=202790&amp;date=07.02.2024&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100439&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=366679&amp;date=07.02.2024&amp;dst=100408&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nekapcTBeHHbIX npenapatoB B Poccunckyto Penepaumio, a Takke LeHbl Ha aHanoruMyHble JEKApPCTBEHHbIE
npenapaTbl, Haxoasuwumecs B obpawieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl Npon3BoOANTENSA NEKapCTBEHHOro Npenapara Ha NPOM3BOACTBO U peanu3auuio NekapcTBeHHOro
npenapara;

4) ueHy Ha NeKapCTBEHHbI npenapaTt, ero LeHy B CTpaHe Npou3BOAWUTENS M B CTpaHax, B KOTOPbIX
neKkapCTBEHHbIN NpenapaT 3aperucTpmMpoBaH 1 (Un1) B KOTOPble NOCTaBMNSAETCs NPOU3BOAUTENEM.

8. He ponyckaioTcs peanusauusi M OTNYCK NEKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbIX B MepeyveHb
KM3HEHHO HeobXoOMMbIX W BaXKHEWLIMX J1eKapCTBEHHbIX MpenapaToB, Ha KOTOpble MPOM3BOAMTENSMU
NEeKapCTBEHHbIX MpenapaToB He  3aperucTpupoBaHa npefdenbHas  OTNyCKHas LUeHa, peanusaums
npoun3sBoanTeNnAMM NeKapCTBEHHbIX nMnpenapaTtoB Mo uUeHaMm, npeBbillarWwmnM 3aperncTtpupoBaHHble UK
nepeperncTpupoBaHHble npenernibHble OTNYCKHblE LEeHbl Ha NeKapCTBEeHHble npenapaTtbl C yd4eTOM Halnora Ha
nobaBneHHy CTOMMOCTb.

9. OCOBEHHOCTN FOCYJapCTBEHHOIO PEerynMpoBaHusa npedernbHbIX OTMYCKHbIX LeH Mpou3BOAUTENEN Ha
nekapCTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYvYeHb XU3HEHHO HEeOBXOAMMbBIX U BaXKHEWLUNX NeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKMX 1 (MNK) coumanbHbIX KpUTEpues (U3MEHEHNe YCNoBuU, nopsaka
N CTOMMOCTM MPOM3BOACTBA JEKApCTBEHHbIX NpenapaToB, UCMOMb30BaHWE HOBbIX (hOpM, METOAOB M crnocoboB
rocygapCTBEHHOIO PErynMpoBaHus LieH Ha JleKapCTBEHHbIE Mpenapartbl, B TOM 4YUCIE Ha OCHOBE MeXaHu3Ma
pedepeHTHOro LeHo0Opa3oBaHUs, M3MEHEHUIN MOPSAKA OKa3aHUs MEAMLMHCKOM MOMOLUM, U3MEHeHMe Kypca
WHOCTPaHHOW BanioTbl U MHblE N3MEHEHMS) yCcTaHaBnmBatoTcs MNMpaButenbctBoM Poccunckon ®egepaumn.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)

Cratba 62. [ocypapCTBEeHHbIM peecTp npeferibHbIX OTNYCKHbIX LUEeH MpousBoguTenen Ha
neKapcTBeHHble npenapartbl, BKMIYEHHble B MNepevyeHb XWU3HEHHO HeoOGXOAUMbIX W BaXHeMLUX
neKapcTBeHHbIX NMpenapaToB

1. 3apernuctpupoBaHHble UnNu NnepeperMcTpupoBaHHbIe NpeaernbHble OTNYCKHbIE LeHbl Mpon3BoanTenen Ha
NlekapCTBeHHble npenapartbl, BKINOYEeHHble B NepeyvyeHb XNU3HEeHHO H806XO,IJ,I/IMI:IX M BaXXHEMLLINX NleKapCTBEHHbIX
npenapaToB, Nnoanexar BKIHOYEHUIO B rOCY4AaPCTBEHHLIN peecTp npefenibHbIX OTMYCKHbIX LIEeH Npou3BoauTenen
Ha nekapCTBEHHble npenapaTthbl, BKMOYEHHbIE B MNEPEYEeHb KMU3HEHHO HEOBXOAMMbBIX W BaKHEMWUX
neKapCcTBEHHbIX NpenapaTos.

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

2. TocynapcTBeHHbIi peecTp npedenbHbIX OTMYCKHbIX LeH Mpou3BoauTeniell Ha neKkapCTBeHHble
npenaparthbl, BKMIOYEHHblE B NepeyYeHb XM3HEHHO HEeOBXOAUMbLIX W BaXKHEWLLIMX NeKapCTBEHHbLIX npenapaTos,
cofepXuT B cebe creayroLlyto MHdopMaumio:

1) HaumeHOBaHve [fepxaTend wnu Bragenbua PerucTpauuoHHOro yOOCTOBEPEHUS TEKapCTBEHHOro
npenapaTa, HaMMeHoBaHWe NPOU3BOAMTENS NEKapCTBEHHOro npenapaTa, CBeAeHUsa O perncrpaunm aepxarens
unu Bnagenbua perncTpauuoHHOrO YAOCTOBEPEHMS FEKApPCTBEHHOrO npenapara, CBeAeHVMs O perucrpaumm
Npon3BoaMTENS NeKapCTBEHHOMO NpenapaTa AN MeauUMHCKOro NPUMEHEHUS B KAQYeCTBE HanoronnarenbLivka B
CTpaHe pervctpaumm (anst POCCUNCKMX IOPUAMYECKMX NUL, - MAEHTUMUKALMOHHBLIN HOMEP HanoronnatenbLimka
(MHH), ons MHOCTPaHHBIX KPUAMYECKUX NUL, - CTpaHa perncTpauumn, HaMmMeHoOBaHUE PErNCTPUPYIOLLIEro opraHa,
perncTpaumoHHbIN HOMEpP, KoA HanoronnaTenbliMka B CTpaHe perucrpauumn (MHKoOpnopauuun) UM ero aHaror),
MECTO HaxXOXAeHUs1 NMPOM3BOACTBEHHbLIX MMNOLLAA0K, YYaCTBYIOLWMX B NpoLecce NpovM3BOACTBA feKapCTBEHHOro
npenapara, C ykasaHueM cTaguu npowecca NponsBoacTBa;

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HaumMeHoBaHWe NEeKapCTBEHHOro Npenaparta (MexayHapogHoe HenateHTOBaHHOE, U rPYyNNMPOBOYHOE,
U1 XMMM4Yeckoe 1 TOproBoe HaMMeHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaunoHHOro YyaoCTOBEPEHUS NIEKaPCTBEHHOrO Npenapara;

4) nekapcTBeHHasi hopmMa C ykazaHUEM [O3VPOBKM NEKAPCTBEHHOTO MpenapaTa M ero KornuMyectsa BO
BTOPWYHOW (NOTPeBUTENBCKON) YNakoBKe, a TaKKe KOMMIEKTHOCTb;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

5) sapeructpupoBaHHas npegenbHas OTMyCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

6) pata m Homep nMpuKasa YMONHOMOYEHHOro defepanbHOro opraHa MWCMOMIHUTENbHON BRactn o
rocygapCTBEHHOW pernuctTpauun unn nepeperucTpauumn npeaenbHOm OTMNYCKHOW LeHbl Ha  JfleKapCTBEHHbIN
npenapar, BKMHOYEHHbIN B nepeyvyeHb XXN3HEeHHO H606X0,D,I/IMbIX N Ba)KHEWLLINX J1eKapCTBEHHbIX NMpenapaTtos;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

6.1) gata BCTynneHus B CUITy MpuKasa ynorHOMOYEHHOro befeparnbHOro opraHa UCMOSTHUTENbHON BNacTu
O rOCyAapCTBEHHOW perucTpauum unu nepeperncrpauum npegaernibHOM OTMYCKHOM LieHbl NMPOM3BOAMTENSA Ha
NEeKapCTBEHHbIA Npenapart, BKIMOYEHHbI B NEepPeYeHb XU3HEHHO HEOOXOAMMBIX U BaXHENLINX JNEKApPCTBEHHbIX
npenapaTos;
(n. 6.1 BBegeH PenepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WTPUXOBOW KOL, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NIeKapCTBEHHOIO NpenaparTa;
(n. 7 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) Kkop nekapCTBEHHOro nMpenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,
pekomeHaoBaHHOW BcemMupHon opraHmsaumen 3agpaBooXpaHeHUs.
(n. 8 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. NocypapcTBeHHas permctpaumsa unm nepepeructpanmsa npegenbHbIX OTNYCKHbIX LIeH Ha NeKkapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBLIX M BaXKHEWMLUMX NEKAPCTBEHHLIX MpenapaTos,
BeeHVe rocyJapCTBEHHOIo peecTpa npefenbHbIX OTMAYCKHbIX LEeH Mnpou3BoAuTENEn Ha NeKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEeOOXOOAMMBIX M BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaTos,
OCYLLIECTBMSIOTCS B Nopsake, ycTaHoBneHHoM MpaButenscteomM Poccunckon degepaumn.

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-$3)

Crtartbs 63. YcTaHOBNEHMe opraHamMmu UCNONHUTENbHOM BnacTu cy6bekTtoB Poccuiickon ®degepaumm
npepenbHbIX pasMepoB ONTOBbIX HaA6aBOK UM nNpedenbHbIX pPa3sMEpPoOB PO3HUYHbIX HaAGaBOK K
¢paKTU4YECKMM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENAMM JIeKapCTBEHHbIX NpenapaTtoB, Ha
neKapcTBeHHble npenapartbl, BK/IOYEHHble B MNepevYeHb XU3HEeHHO HeobGXOAUMbIX W BaXHeMLUX
NeKapCTBEHHbIX NpenapaToB
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHWTeNbHOW BnacTu cybbekTtoB Poccuiickon depepaumy ycTaHaBnuBaOT NpeAenbHble
pa3mepbl ONTOBLIX HAA0aBOK M NpedernbHble pa3Mepbl PO3HUYHbIX HaabaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM
(6e3 yyera Hanora Ha [obGaBNEHHYHD CTOMMOCTb), YCTAHOBIEHHbIM MPOM3BOAUTENSMU NEKAPCTBEHHbIX
npenapaToB, Ha fNleKapCTBEHHbIE NpenapaThbl, BKIYEHHbIE B NE€PEeYEHb XXM3HEHHO HEODXOANMbBIX U BaXKHEMLLNX
nekapcTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpdadKe, YCTaHOBMEHHOM [1paBuUTEenbLCTBOM
Poccuickon ®epnepaumm, METOAMKON YCTAHOBIIEHWS OpraHamMmn UCMOSNTHUTENBHON BriacTn cybbekToB Poccuinckon
depepaumm npegenbHbIX pa3MepoB OMNTOBbIX HaabaBOK WM MpederibHbiX pasMepoB PO3HUYHBLIX HaOQ0aBOK K
(PaKTUYECKMM OTMYCKHBbIM L€HaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbLIX MNpenapaToB, Ha
NeKapCTBEHHbIE NMpenaparthl, BKMIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOAUMbBIX U BaXKHENLLMX NIEKAPCTBEHHbIX
npenapaToB. [poekTbl peLleHuit opraHoB WCMONHUTENbHOW Bractu cybwektoB Poccuiickon Pepepaumm 06
YCTaHOBMNEHUN WU (MNM) WM3MEHEHWU NpenerbHbiX pa3MepoB OMNTOBbIX HaAb0aBOK W MNPeLerbHbIX pa3MepoB
PO3HUYHbIX Hag0aBOK K PhakTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbLIM MPOU3BOAUTENAMU NEKAPCTBEHHbLIX
npenapaToB, Ha JleKapCTBEHHbIE NMpenapaThbl, BKITOYEHHbLIE B NEPEYEHb XXM3HEHHO HEODXOOANMBIX U BaXKHEMLLNX
NEKapCTBEHHbIX MpenapaToB, MOAMeXaT COrfnacoBaHWiO C  YMOSTHOMOYEHHbIM heaepanbHbiM  OpraHoMm
NCNOSTHUTENBHOM BACTW, OCYLLECTBNALWMM (OYHKLMM MO NPUHATMIO HOPMATMBHbBIX NMPABOBbLIX aKTOB U KOHTPOJO
3a cobniogeHveM 3akoHodaTenbcTBa B cpepe rocygapCTBEHHOrO perynvpoBaHus UeH (TapudoB) Ha TOBapbl
(ycnyru), B nopsiake, yctaHoBneHHom pasuTtensctBoM Poccuiickon deagepaunn.

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHusauuy OMTOBOW TOPrOBMW  JIEKAPCTBEHHbIMW  CpeAcTBaMu, anTeyHble  opraHv3auuu,
WHOMBMAOYyanbHble MNpeanpuHUMaTeny, uMelwue nuueH3nio  Ha  apmMaueBTUYECKYlD  AeATEeNbHOCTb,
MeOVLMHCKUE OpraHusauum, MMeroLLe nuueH3ntio Ha dapMaueBTUYECKy0 AeATeNbHOCTb, U UX 060CobMNeHHbIe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nogpasgenexHus (ambynatopuu, denbawiepckne M denbalepcko-akylepckme MNyHKTbl, LEeHTPbl (OTAeneHus)
obuiern BpadyebHOWM (CEMEWHOWN) NPaKTWUKW), PaACMONOXEHHbIE B CENIbCKUX HACENEHHbIX MYyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHbIE OpraHn3auun, OCyLLECTBIIAIOT peann3aumio nekapCcTBEHHbIX NpenapaToB, BKOYEHHbIX B
OEpPEYEHb XM3HEHHO HEOOXOOUMbIX W BaXXHEWLUMX JEKAapCTBEHHbIX MpenapaTtoB, MO LEHaMm, KOTopble
POPMUPYIOTCS B COOTBETCTBUW C MOPSAAKOM, YCTaHOBMEHHbIM [lpaButenbctBom Poccuiickon depepauun, u
ypoBeHb KOTOpbIX (6e3 y4yeTa Harnora Ha o6aBMNeHHyY0 CTOMMOCTb) He AOMKEH MpeBbIlaTh CyMMY (hakTUYECKON
OTMYCKHOW LeHbl, YCTAHOBMNEHHOW MNPOM3BOAMTENEM JIEKAPCTBEHHOrO MpenapaTta, He npeBbIWaloLen
3aperMcTpupoBaHHON WM MepeperMcTpUpoBaHHON npedenbHOW OTMYCKHOW LeHbl npou3BoguTens (Ha party
peanusaumn NekapCTBEHHOrO npernapaTta Npov3BoguTeENemM), U pasmepa ONTOBOW HagbaBku M (unu) pasmepa
PO3HUYHOW HagbaBkW, He MPEeBbIWALMX COOTBETCTBEHHO pa3mepa npedenbHoW onToBOW Hagbasku u (unu)
pa3smepa npeaenbHON po3HUYHOW HaabaBku, yCTaHOBMNEHHbIX B cybbekTe Poccunckon ®enepauun.

(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTenbHoOM Briactn cybbektoB Poccuiickon ®egepaumm pasmewatroTt B cetn "MIHTepHeT"
MHGOPMaLMIO O 3aperMcTpMpoBaHHbIX MpedenibHbIX OTMYCKHbIX LieHax Npou3BOoAWTENen Ha eKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B epeYeHb XMU3HEHHO HEeOBXO0AUMbLIX W BaXKHEWLINX NEKapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npedenbHbiX pasmepax OMnTOBbIX HaabaBok M (Mnu)
npefernbHbIX pa3Mepax PO3HUYHBLIX HAa40aBOK K yCTAHOBMNEHHBIM NMPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaToB
haKTUYECKMM OTMYCKHbIM LEHaM Ha JieKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb KU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEKapCTBEHHbIX MPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LeEeH MpoM3BOAMTENEN Ha fekapCTBEHHble npenapaTtbl, BKMIOYEHHbIE B MepevYeHb >XU3HEHHO
HeOBXOAMMbBIX U BaXKHEWLLUMX NEeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccuinckon depepaumm
npedenbHbIX pa3MepoB ONTOBbIX HAA0aBOK M MpefdenbHbIX pa3MepoB PO3HUYHbIX HagbaBoOK W Hamora Ha
nobaBneHHyo ctoumocTb. MHopmaunsi, NpeayCMOTPEHHasi HAacTOSILLEN YACTblo, JOIPKHA HaxO4MTbCS TakkKe B
anTeyYyHbIX OpraHM3auusx B AOCTYMHOW ANs BCEX 3aMHTEPEeCOBaHHbIX Nul hopMe U OBHOBMATBCA MO Mepe ee
pa3meLlLieHnst opraHaMm UCMNONHNTENbHON BNacTn cyobekToB Poccuiickon Pepgepaumm B cetn "UIHTepHET".

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. YTtpatun cuny ¢ 1 mapta 2020 roga. - ®egepanbHbiii 3akoH oT 27.12.2019 N 475-03.

naesa 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)

CraTtbsa 64. ®apmakoHagsop
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapatbl, Haxogsdwwmecs B obpaweHun B Poccuiickon Pegepauun, nopnexat
MOHUTOPUHLY 3EKTMBHOCTM M 6€30NacHOCTM B LIENSAX BbISIBNIEHUS BO3MOXHbIX HEraTMBHbIX MOCMeACTBUA UX
NPUMEHEHWS, UHAMBUAYANbHOW HENEePEeHOCUMOCTM, NPeaynpexaeHns MeanUMHCKMX paboTHUKOB, CneunanucToB
B obracty BeTepuHapvu, NauMeHTOB MWNW BMNaAeNbLEB XMBOTHbIX W WX 3aWuTbl OT MPUMEHEHUS TakKux
neKapCcTBEHHbIX NpenapaTos.

(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. dapmakoHaa30p OCYLLECTBMSETCA COOTBETCTBYHOLUMM YMNOMHOMOYEHHBIM beaeparnbHbiM  OpraHoM
WCMOMHMTENBHOW BNAacTM B YCTAHOBMEHHOM MM [O0OpaAke C yvyeTom TpeboBaHwi Hactoswero depepanbHoOro
3aKoHa M akIoB, cocTaBnsowux npaso Cow3a, NyTeM aHanv3a npegocTtaBnageMon cybbektamu obpalleHus
J1IeKapCTBEHHbIX CpeacTB I/IH(*)OpMaLI.I/II/I 0 NOBOYHbIX ,El.eI7ICTBI/I9|X, HeXenaTelbHbIX peakuynax, Cepbe3HbIX
HeXenaTtenbHbIX peakuuax, HenpeaBunaeHHbIX HeXenaTtellbHbIX peakunax npu npuMeHeHun nekapCTBeHHbIX
npenapaToB, 06 MHAMBUOYANbHON HEMNEPEHOCMMOCTU, OTCYTCTBUUN 3D(PEKTUBHOCTM NEKAPCTBEHHbIX NpenapaTos,
a Takke 06 MHbIX dhakTax u obcToaTenbCTBax, NPeACTaBMAIOLWMX YIPO3Yy XU3HW U 300POBbLI0 YenoBeka Nnbo
XWBOTHOTO MpPW MNPUMEHEHUW FEeKapCTBEHHbLIX MPenapatoB W BbISIBMIEHHbIX HA BCEX 3Tanax obpalleHus
nekapcTBEHHbIX NpenapaTtoB B Poccuiickon ®enepauun n gpyrmx rocygapcraax.

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

3. CybbekTbl 0OpalleHUsi NeKapCTBEHHbIX CPeAcTB B MOPSAKE, YCTaHOBNEHHOM  YMONHOMOYEHHbLIM
dhenepanbHbIM OpraHoOM UCMOSTHUTENBHOW BacTh, 06s3aHbl coo6LLAaTh B YNOTHOMOYEHHBI doeaeparnbHblii opraH
UCMONTHUTENBHOW BRactu O MOGOYHbIX AEUCTBUSIX, HEXernaTeNlbHbIX peakuusx, CEepbe3HblX HexenaTerbHbIX

www.consultant.ru CrpaHvua 119 n3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=368352&amp;date=07.02.2024&amp;dst=101011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;date=07.02.2024&amp;dst=100062&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;date=07.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=458072&amp;date=07.02.2024&amp;dst=100001&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;date=07.02.2024&amp;dst=100064&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;date=07.02.2024&amp;dst=100066&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100698&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=07.02.2024&amp;dst=100699&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=122582&amp;date=07.02.2024&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=07.02.2024&amp;dst=100078&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=374125&amp;date=07.02.2024&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=419814&amp;date=07.02.2024&amp;dst=2&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=07.02.2024&amp;dst=100440&amp;field=134
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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

peakumsx, HenpeaBUAEHHbIX HexenaTerbHbIX peakumsx Mpu MpUMEHEHWW FeKapCTBEHHbIX MpenapaToB, 06
WHAMBMOYaNbHON HENepeHOCUMOCTMW, OTCYTCTBUM 3P(EKTUBHOCTM fNeKkapCTBEHHbIX MpenapaToB, a Takke 06
MHbIX hakTax n 06CTOATENbCTBAX, NPEACTaBASAOLWMNX YIPO3Yy XU3HN UMW 340POBbLI0 Yenoseka b0 KMBOTHOIO
npy NPUYMEHEHWUM NEeKapCTBEHHbIX NPenapaTtoB M BbISBMEHHbIX Ha BCex dTanax obpaleHus nekapcTBEHHbIX
npenapaToB B Poccuiickon ®eagepauuv n gpyrnx rocygapcraax.

4. [epxatenu wnu Briagenblbl pPervcTpauMoHHbIX YAOCTOBEPEHWUA FeKapCTBEHHbIX Mpenaparos,
lopuamyeckue nvua, Ha MMS KOTOPbIX BblAaHbl pa3pelleHus Ha NpOoBeAEeHWEe KIMHWYECKUX WCCNefoBaHui B
Poccuiickon ®epepaumun, nubo yrnornHOMOYEHHbIE VMU Opyrve lopuaudeckue nuua B pamkax obecneyeHus
6e30nNacHOCTM NekapCTBEHHbIX MpenapaToB B NOPSAKE, YCTAHOBMEHHOM COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENBHOW BNacTu, ob6s3aHbl OCYLLECTBNATL NpuemM, y4eT, 06paboTky, aHanuns u
XpaHeHue MnocTynawwmx B WX afapec OT CybbekToB obpalleHuss NeKkapCTBEHHbIX CPeAcTB WM OpraHoB
rocygapcTBEHHON BRNAacT COOOLWIEHU O MOBOYHBIX [AENCTBUSX, HeXenaTernbHblIX peakuusiX, CepbesHbIX
HexenaTtenbHbIX U HENpPeABUAEHHbBIX HEeXenaTernbHbIX peakumsax npy NpuMeHeHUN NnekapcTBEHHbIX NpenapaTos,
06 0COBGEHHOCTAX WX B3aMMOZEWCTBMS C OPYrMMU  NEeKapCTBEHHbIMKM Npenapatamu, WHAUBUAYyanbHON
HenepeHocMMocCTh, a Takke 006 WHbIX dakTax U 0BCTOATENbCTBAX, NPEACTABMSALMX Yrpo3y XWU3HU UNn
300pOBbI0 YenoBeka NMOO XMBOTHOTO WIU BIUSIOWMX HA M3MEHEHME OTHOLUEHUS OXWAaeMOW Mnonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NIEKAPCTBEHHbIX NPenapaTos.

5. lpu BbIgBNEHUN UHGDOPMaLMN O Cepbe3HbIX HeXenaTemnbHblX peakunax W HenpeaBuAaeHHbIX
HexenaTenbHbIX peakuusax npu  MPUMEHEHUW NeKapCTBEHHbIX npenapatoB, 00 OCOGEHHOCTSAX — uX
B3aUMOAEWNCTBUS C OPYTMMW NEKAPCTBEHHLIMU Npenapatamu, UHAMBUOYanbHOW HENEPEHOCUMOCTH, a Takke 00
WHBbIX hakTax U obCTOATENbCTBAX, BIUSAIOLWNX HA U3MEHEHWE OTHOLUEHUSI OXMOAEMOW MOMb3bl K BO3MOXHOMY
pUCKY NPUMEHEeHNs1 NeKkapCcTBEHHbIX NpenapaTos, AepXKaTenu unu snagernsLbl PperucTpaLmoHHbIX YO0CTOBEPEHUI
nekapcTBEHHbIX NpenapaToB, lpuAMYeckne nuua, Ha MMs KOTOpPbIX BblAaHbl paspelleHus Ha nposefeHue
KNUHNYECKux nccrneposaHuni B Poccunckon ®egepauun, nmbo ynonHOMOYEHHbIE UMW pyrue opugudeckme nuua
005a3aHbl MPUHATL MEpbl, HampaBfeHHble Ha YCTpaHEHMEe HeraTUBHbIX MOCNEACTBUN NPUMEHEHUA TaKuX
NekapCTBEHHbIX MpenapaToB, NpeaynpexaeHne NPUYUMHEHMST Bpeda >KM3HW WNU 340pPOBbI0 YenoBeka nunbo
XMBOTHOTO, 3aLUUTY UX OT NPUMEHEHUS] TaKUX FNleKapCTBEHHbLIX NPenapaToB, HAa OOMNOMHUTENbHbLIN COOp OaHHbIX
06 adhpekTMBHOCTM 1 6E30NacCHOCTU TaKnx NIEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobLieHNe unu CcokpbiTMe KHOPMaUMKU, NPeayCMOTPEHHOW 4YacTbio 3 HacTosLWen cTaTbw,
aepxarenu wnv Bnagernblbl PerncTpauyoHHbIX YOOCTOBEPEHMUI NEKAPCTBEHHbLIX NpenapartoB, lopuanyeckne
nnua, Ha MMS KOTOpbIX BblAaHbl pa3spelleHusi Ha MPOBEAEHUE KIMHWYECKMX uccrneoBaHui B Poccuiickon
depnepauymu, MMBO yNONHOMOYEHHbIE UMW ApYTUe opuanYeckme nNuua, a Takke JOMKHOCTHbBIE NULA, KOTOPbLIM 3Ta
MHpopMaums cTanma M3BecTHa Mo poay WX npoddeccuMoHanbHOW OeATenbHOCTW, HEeCYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

7. Mpy nonyyYeHUu YMNorHOMOYEHHbIM dbedepanbHbiM OpraHoM WCMONHUTENbHOM BRacTM B pamMkax
ocyllecTBleHMss MM papMakoHad3opa [oKasaTenbCTB O HECOOTBETCTBMU J1eKapCTBEHHOro mnpenapara
YCTaHOBIIEHHbLIM TPEOOBaHMAM MK NMPU NOSYyYEHUM MHAPOPMAaLIMK O HECOOTBETCTBUM AaHHbIX 06 3hPEKTUBHOCTU
M o 6e30nMacHOCTM NeKapCTBEHHOro npenapata AaHHbIM O FlekapCTBEHHOM rpenapaTe, coAepXalumcs B
WHCTPYKUMW MO €ro npuMeHeHuio (B TOM 4MCNe BbIIBNEHHbIX B XOOe OCYLLECTBMNEeHMs dhapmakoHaasopa
KOHTPOMNbHO-HAA30PHLIMKW  OpraHamy  WHOCTPaHHbLIX FOCYAapcTB), YMNONMHOMOYEHHbI dedeparnbHblii  opraH
UCMONMHUTENbBHOW BfAcTM B YCTAHOBIEHHOM WM [OPSAKE paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIEHWUM
NpUMEHEeHVs1 TaKoro fiekapCcTBEHHOTO Npenapara.

KoHcynbTaHTlnoC: npuMmeyaHue.
C 01.01.2026 HanmeHoBaHue cT. 65 nanaraetcs B HoBor pegakumm (93 ot 30.01.2024 N 1-03).

Cratba 65. [puocTtaHOBNEHMEe NPUMEHeHUs NNeKapCTBEHHOro npenapara
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 B 4. 1 cT. 65 BHOCATCA M3MeHeHus B3 ot 30.01.2024 N 1-3).

1. |_|pl/l nony4yeHummn VIHd)OpMaLI,VIVI O HeXenaTteJlbHbIX peakundax npu npuMeHeHnnm nekapcrBeHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO TMNPUMEHEHUIO JEeKapCTBEHHOTO npenapaTa, CepbesHblX
HexenaTernbHbIX peakuusx, 06 0cCoOGEHHOCTSX ero B3anMo4eNCTBUSl C APYTMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MPEeACTaBNATb Yrpo3y >KW3HW UMW 340POBbI YeroBeka NNbOo JKMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 00 3pdheKTMBHOCTM M O 6e30nacHOCTU JieKapCTBEHHOro npenapata AaHHbIM O
neKkapcTBEHHOM MpenapaTte, COAepXaluMMcsl B MHCTPYKUMM MO €ero MnpUMEHeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbLIX FOCYAapcTB, OOMEH KOTOPOW OCYLIECTBMNSIETCS B COOTBETCTBUM C
cornalleHnamMn  Mexay  YNOnHOMOYEHHbIM  doedeparnbHbiM — OpraHoM  WUCTMOMHWUTENbHOW  BRactu U
YMNOSTHOMOYEHHBIMA ~ OpraHaMM  MHOCTPaHHbIX ~ TOCYAApCTB,  YMOSHOMOYEHHbI  dbedepanbHblii  opraH
UCMONTHUTENBHOW BMAcTM paccMaTpvBaeT BOMPOC O BO3MOXHOCTM TMPUOCTAHOBIIEHWST OOpalleHus Takoro
NeKapCcTBEHHOro Mpenapata B [O0OpsOKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  (begeparibHbiM - OpraHoM
UCMONHUTENBHON BNAcTu.

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2026 4. 2 cT. 65 nsnaraetca B HoBo pegakuumn (23 ot 30.01.2024 N 1-03).

2. Tlpn HeucnormHeHMM WM HeHagnexawem WCMONIHeHUW adepXaTtensmMmy unuM  Bragenbuamu
pPerncTpaumMoHHbIX YAOCTOBEPEHUN NEKAapCTBEHHbIX MpenapaToB, OPUOUYECKMMU NULAMWU, Ha UMSI KOTOPbIX
BbldaHbl paspelleHns Ha MpoBeAEeHMEe KNUHWYEeCKUX wuccnepoBaHun B Poccunckon depepauuu, unm
YMOSTHOMOYEHHBLIMU UMW OPYTUMW IOPUANYECKUMU NMLAMKU 0Bs1I3aHHOCTEN, YCTAHOBMNEHHbIX YacTamu 3 u 4 ctatbu
64 HacTtosiero ®enepanbHOro 3akoHa, fMbo B cnydasx NpeacTaBneHnst COOTBETCTBYHOLMM YNONHOMOYEHHbBIM
degepanbHbIM OPraHOM MCMOSTHUTENbHOM BMACTW 3aKMOYEHUA O HEAOCTOBEPHOCTU PE3YNbTaToB KITMHUYECKOrO
nccnegoBaHus NekapCTBEHHOMO npenapaTta A MeAMUMHCKOro NPUMEHEHNSs!, KOTOPOE OCHOBAHO Ha pesyrnbTaTax
NPOBEPKN MELMLMHCKON OpraHusauuy, NPpOBOAUBLUEN YKA3aHHOE KIMHUYECKOE UccrnedoBaHMe C HapylleHUEM
OpaBun Hagnexallen KrMHUYECKOW NPaKTUKWU, U MPUBENO K NOSTYYEHU0 HEeLOCTOBEPHbIX pe3ynbTaTtoB, NGO B
Cny4ae HeBbINOMHEHUS NpeanncaHng, BbI4AHHOMO YNONHOMOYEHHbIM dbeaeparnbHbiM OpraHoM UCMOMNHUTENBbHON
BMNacTM MO WTOraM OCYLUECTBIEHNsT BbIOOPOYHOIO KOHTPOMsS KavecTBa JIEKAPCTBEHHOro npenapara,
YMOSTHOMOYEHHbIN befeparnbHbiii OpraH UCNOMHUTENBHOW BAacTu B yCTAHOBNEHHOM UM [OpPAAKE paccMaTpuBaeT
BOMPOC O NPUOCTaAHOBEHMM NPUMEHEHNST TAKOrO NIEKapCTBEHHOIO NpenaparTa.

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 4. 4 cT. 67 yTpaunsaeT cuny (®3 ot 30.01.2024 N 1-d3).

3. YnonHoMoueHHbIN befiepanbHbli opraH UCNONHUTENBHON BRacTy Npu npeacTaBneHuM emy cBejeHun o
HECOOTBETCTBMM  MNPOM3BOAMTENSA  JleKapCTBEHHbIX  cpeAcTB  TpeboBaHvAM  OpaBud  Hagnexallen
NPOM3BOACTBEHHOW NPAKTUKM U (MNW) O HapyLIEeHWW JIMLEH3NOHHbLIX TpeboBaHWi, KOTopble Obinn BbISBEHb! B
Xo4e MpOBeOEeHUs WHCMEKTUPOBaHMS MNPOM3BOAUTENS NEKAPCTBEHHbIX CPEeACTB UMM OCYLLECTBIEHUS
NNLIEH3MOHHOMO KOHTPOMs B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB U MPUBENWN MMM MOTYT MPUBECTU K
NPOM3BOACTBY JIEKAPCTBEHHLIX MPenapaToB ANsi MEeUUMHCKOTO NMPUMEHEHUs, NMPUYUHUBLLMX WKW CMOCOOHBLIX
NPUYMHUTDE Bpen, XM3HU WY 300POBbIO TPaXKOaH, paccMaTpuBaeT BOMPOC O NMPUOCTAHOBIIEHUN MPUMEHEHWS
NeKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOTO NMPUMEHEHWUs B YCTAHOBIIEHHOM UM [0OpAAKE B CregyoLmx
crnyyasx:

1) COCTaB " (I/IJ'II/I) TEXHONorma npomn3BoacTBa NekapCTBeHHOro npenaparta gnda MmeguumMHCKOro npuMeHeHus
(C onucaHnem ctagumn I'IpOVISBOLI,CTBa) OTNN4alTCA OT 3aABJIEHHbLIX B PErMCTPALMOHHOM OOCbE;

2) nekapcTBeHHbI npenapat Anst MeOWMUMHCKOro MNpPUMEHEHUs1 MPOM3BEAEH Ha MNpPOU3BOACTBEHHOW
nnowagke, He ykasaHHOWM B PErMCTPaLMOHHOM A0ChE;

3) y npou3BoauTens nekapCTBeHHbIX CPeaCcTB OTCYTCTBYHOT OOKYMEHTbI, MOATBEPXKAAOLIME COOTBETCTBME
KayecTBa JieKapCTBEHHOro npenapaTa Ans MeAWUMHCKOTO MPWMEHEeHUsl, BBOAMMOIO B IpaKaaHCkuii oGoporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €ro roCyAapCTBEHHON perncTpauum;

4) npov3BoaMTENEeM NeKapCTBEHHbIX CPeACTB B COMMacoBaHHbIA C COOTBETCTBYIOLIMM YMONTHOMOYEHHbLIM
denepanbHbIM OpraHOM WCMOMHWUTENBHOW BIAacTU CPOK He YCTpaHeHbl HapylueHuss TpeboBaHuii npaBun
Hagsiexxallen Npou3BOACTBEHHON NPaKTUKM U (Mnn) NIMLEH3UOHHbLIX TpebGoBaHWiA, KOTOpble ObINA BbISIBIEHbI B
Xode MpoBedeHUst WHCMEKTMPOBaHWUS MPOU3BOAUTENS NEKapCTBEHHbIX CPEeACTB MWNU  OCYLLECTBMEeHUs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NMUEH3NOHHOIO KOHTPONsi B cdepe NMPOU3BOACTBA feKapCTBEHHbIX CPEACTB M MPUBENU UMM MOTYT MPUBECTU K
NMPON3BOACTBY NEKAPCTBEHHbIX MpenapaToB AN MEeAWULMHCKOrO MPUMEHEHMWS, MPUYUMHMBLLMX WM CMOCOBHbIX
NPUYUHUTE BPES XXM3HW UMK 340POBbLIO0 rpaXxaaH.

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

4. YNONHOMOYEHHbIN heaepanbHbli opraH MUCMOMHUTENbLHOW BNACTX NPU HanmuWyum y Hero cBefeHun o
HECOOTBETCTBUM  MPOU3BOAUTENS  JIEKAPCTBEHHbLIX  CpeacTtB  TpeboBaHMsM npaeBun  Hagnexatiemn
NPOV3BOACTBEHHOW MPaKTUKN U (UNIM) O HapPyLUEHWUM NMLIEH3WOHHBIX TpeboBaHWIA, KOTOpble ObiNMn BbISBMEHbI B
Xode MpoBeOEeHUs WHCMEKTUPOBaHMSA MNPOM3BOAUTENS  NEKAPCTBEHHbIX CPEeaCTB UMM OCYLLECTBIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB U MPUBENW MMM MOTYT MPUBECTU K
NPOM3BOACTBY JEKAPCTBEHHbIX MpenapaToB ANs BETEPUMHAPHOIO MPUMEHEHUS!, MPUYUHMBLUMX MU CMOCOOHBLIX
NPUYUHUTD Bpen XXU3HWU UM 300POBbI0 KMBOTHLIX, pacCMaTpUBaeT BOMNPOC O NMPUOCTAHOBMEHUM peanunsaumm u
NMPVYMEHEHNS NIEKAPCTBEHHbBIX NpenapaTtoB Afs BETEPUHAPHOrO NPMMEHEHWUS B YCTAaHOBMEHHOM WM [OpAaKe B
cnegyrLwmnx crny4vasix:

1) COCTaB W (MJ'lI/I) TEXHONOrMAa npom3BoAcCTBa JieKapCTBEHHONO npenaparta AnAa BeTepuHapHOoro
NPpUMEHEeHUsA (C onucaHnem ctagum ﬂpOM3BOﬂCTBa) OTNMN4aTCA OT 3aABJIEHHbIX B PErmcTtpaumMoHHOM O0CbE;

2) nekapCTBEHHbI npenapaT AONs BETePUHAPHOro MNpPUMEHEHUsI NPOM3BEAEH Ha MNPOU3BOACTBEHHOW
nnowagke, He ykasaHHOWM B PErMCTPaLMOHHOM J0ChE;

3) y npou3BoauTens rnekapCTBeHHbIX CPeaCcTB OTCYTCTBYHOT OOKYMEHTbI, MOATBEPXKAAOLLME COOTBETCTBME
KayecTBa JlekapCTBEHHOrO npenapaTa AN BETEPUHAPHOIO MPUMEHEHUS, BBOAUMOIO B rpagaHCckuit oGoporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €ro roCyAapCTBEHHON perncTpauum;

4) npou3BoaMTENEM NEKAPCTBEHHbLIX CPEACTB B COIMacOBaHHbLIN C COOTBETCTBYIOLMM YNONHOMOYEHHbIM
denepanbHbIM  OpPraHOM  UCMOMHUTENBHOW BRAcTM CPOK He YCTpaHeHbl HapylleHusi TpebGoBaHWA npaBun
Haanexalle NPOV3BOACTBEHHOW MPaKTUKU U (MNK) NULEH3NOHHBIX TPeBGoBaHWU, KOTOpble ObINU BbISIBNEHbLI B
XOAe MNpOBEedEHMSsI WMHCNEKTUPOBAHMS MPOU3BOAUTENSI NEKAPCTBEHHbIX CpPeacTB  WNM - OCYLLEeCTBIEHMS
NMLEH3NOHHOIO KOHTpOns B cdepe MPOM3BOACTBA FIEKAPCTBEHHbLIX CPEACTB U NPUBENN UNKU MOTYT NPUBECTU K
NPOM3BOACTBY EKAPCTBEHHbIX MpenapaToB ANs BETEPUMHAPHOIO MPUMEHEHUS!, MPUYUHMBLUMX MU CMOCOOHBLIX
NMPUYNHUTL BPE XXWU3HWU UM 3[0POBbI0 KUBOTHbIX.

(4acTb 4 BBegeHa PepepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

7. B nopsake, npegyCMOTPEHHOM 4acTbio 4 HacTosLen cTaTby, YNOMHOMOYEHHbIN dheaeparnbHbIi opraH
MCMNOMHUTENBHOW BMacTM paccMmaTtpuBaeT BOMPOC O MPUOCTAaHOBMEHUW peanu3auum Ku  NPUMEHEeHUs
neKkapCTBEHHOro npenapaTta Ans BeTepMHapHOro MpUMEHEHUS B Cryyae BbISIBNEHWS B rpaxaaHckoMm obopoTe
cepun feKkapCTBEHHOro npenapaTta ONs BeTepUHapHOro MPUMEHEHUs, OOKYMEHTbl M CBEeAeHWS O KOTOPOW,
npeaycMoTpeHHble Yactamum 1 - 3 n 6 ctatbm 52.2 HacTosiero PegepanbHOro 3akoHa, He npencTaBlieHbl B
yKa3aHHbIi opraH, nmnbo cepum MMMYHODMOMNOrMYECKOro rfekapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHUS, HEe UMEIOLLEN paspeLleHns, NpedyCMOTPEHHOro YacTblo 8 ctatbu 52.2 HacToswero degepansHoOro
3akoHa. B ykasaHHOM cnydae ynornHOMOYEHHbIM dedeparnbHbIii opraH WUCMONMHUTENBLHON BNactu nNpuHUMaeT
pelleHne O MPUOCTaHOBEHUN peanusauum n MNPUMEHEHWs TaKuX Cepul OO NPeACTaBreHust YyKasaHHbIX
OOKYMEHTOB U cBeAeHuI Nnbo Jo NofnyyYeHns yka3aHHOrO paspeLleHus.

(vacTb 7 BBegeHa PenepanbHbimM 3akoHoM oT 02.07.2021 N 317-03)

Cratbsa 66. UHcbopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PepepanbHoro zakoHa ot 27.12.2019 N 475-03)

YnonHoMoueHHbIN dhefeparnbHblid OpraH UCNOMHUTENbHOW BNacTU, OCYLLEeCTBASLWNA dhapmMakoHaasop, no
€ro pesynbTatam pasmellaeT Ha CBOEM OuumnanbHOM canTe B ceTh "MHTepHeT" nHdopMauuio o:

1) BbISIBNEHWN HOBbLIX MOATBEPXAEHHbIX AAHHbLIX O MOGOYHBLIX AEWCTBUAX, HexenaTernbHbIX peakuusx,
cepbesHblX HeXenaTernbHbIX peakuusiX, HenpeaBUAEHHbIX HexenaTernbHblX peakuusix npu  NpUMeHeHUn
NeKapcTBEHHOro npenapata, B TOM YMCIe BIUSIOWMUX Ha OTHOLLUEHME OXMOAeMOM Mosb3bl K BO3MOXHOMY PUCKY
NpUMEHeHVs1 JaHHOrO NeKapCTBEHHOTO Npenapara;

2) NPUHATBLIX pelleHnax O BHeCeHUn M3MEHEHNN B MHCTPYKUMIO NO MNPpUMEHEHU IeKapCTBEeHHOro
npenapara, O NpPUOCTaHOBIIEHUN NPUMEHEHUA JIEKapCTBEHHOIO nMpenapara, 00 wm3bATUN 13 o6pau.|,eHV|s|
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIeKapCTBEHHOrO npenaparta U1 o BO300OHOBNEHUN NPpUMEHEHNA NeKapCTBEeHHOro npenaparta.

Masa 14. UHPOPMALUA O NEKAPCTBEHHbIX MPEMAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEgMUMHCKOIro NPUMEHEHUA
(B pea. PenepanbHoro zakoHa ot 28.12.2017 N 425-03)

Ctatbsl 67. UHdopmauus o nekapcTBeHHbIX Mpenaparax. CuUcTemMa MOHMTOPUHra ABWXEHUS
neKkapcTBeHHbIX NpenapaToB ANsi MeAULIMHCKOrO NpUMeHeHUsi
(B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. MHdopmauma o nekapcTBeHHbIX Npenapartax, OTnyckaeMblX Mo peuenTy Ha nekapcTBeHHbIM npenapar,
OOMkHa coaepXxaTbCs TOMbKO B CMEeunannamMpoBaHHbIX M3O0aHWAX, NpedHasHa4YeHHbIX A8 MeOUUMHCKMX,
dhapmaLeBTMieckMx paboTHMKOB, crneuManucToB B obnactu BeTepuHapuu. WHdopmaumss 0 nekapCcTBEHHbIX
npenapatax Ans crneunanuctoB B obnactv obpalleHus NekapCTBEHHbIX CPEACTB MOXET cogepXaTbCd B
MOHorpadusx, CnpaBOYHUKAX, HayYHbIX CTaTbsAX, B AOKNadax Ha KOHrpeccax, KOHepeHuusx, cumnosnymax,
Hay4HbIX COBETaX, a Takke B UHCTPYKLUSAX MO MPUMEHEHUIO NTEKaPCTBEHHbIX NpenapaTos.

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

2. ludbopmauus o nekapcTBEHHbIX NpenapaTax, OTnyckaeMbix 6e3 peuenta Ha fiekapCTBEHHbIN nNpenapar,
MOXeT coaepXaTbCA B I'Iy6J'II/IKaLI,I/I9|X N 00BbABNEHUAX cpenctse MaccoBou VIHd)OpMaLI.I/II/I, cneunanm3npoBaHHbIX U
O6IJJ,I/IX neYvyaTHbIX WU3OaHUAX, WUHCTPYKUMAX MO MPUMEHEHUIO NeKapCTBEHHbIX npenapaTtoB, WHbIX U3OaHUAX
cybbekToB 0OpalleHns NeKkapCcTBEHHbIX CpeacTB. PeknamHble Martepuanbl O fleKapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha neKapCTBEHHbI npenapaTt, [OOSMKHbl COOTBETCTBOBATb WHCTPYKUUWM MO
NMPVYMEHEHMIO NIEKapCTBEHHOIO Npenapara.

3. JonyckaeTcsa ncnonb3oBaHune nobbix MaTepmanbHbIX HOCUTENEN, NO3BOMAIOLNX XPaHUTb, NepeaaBath U
ncnonb3oBaTb MHOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaxeHus!.

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.04.2024 B 4. 4 cT1. 67 BHOCATCA M3MeHeHus (D3 oT 04.08.2023 N 428-93). Cm. OyayLyto pedakumio.

4. Ina uenen naeHTUMKaUMN YNakoBOK NeKapCTBEHHbIX NpenapaToB ANS MeguLMHCKOro npuMeHeHUs
npon3BoauTeENy NeKapCTBEHHbIX CPeAcTB B Nopsiake, ycTaHosneHHoM [lpaBuTensctBoMm  Poccumnckon
degepaummn, HAHOCAT Ha NEPBUYHYIO YMAKOBKY (B OTHOLUEHWUW NEKapCTBEHHLIX NpenapatoB A MegULUHCKOro
NPUMEHEHWS, NS KOTOPbIX HE NPeAyCMOTPEHa BTOPUYHAS YNaKoBKa) U BTOPUYHYIO (NOTPEOUTENBCKYIO) YNakoBKY
nekapcTBeHHbIX npenapaToB AN MeOULMHCKOrOo NPUMEHEHWs cpeacTtBa WAEHTUUKaUMK, 3a MUCKIHYEHNeM
nekapcTBeHHbIX npenapaToB ANs MeAWUMHCKOro NPUMEHEHWs, MPou3BOAUMBLIX ANS MPOBEAEHUS KIMHUYECKUX
nccrnegoBaHun, AKCNopTa, fekapCTBEHHbIX NpenapaToB Ang MeQULMHCKOrO NPUMEHEHWs, yKa3aHHbIX B YacTax 5
n 8 cratbn 13 HacToswero PedepansHOro 3akoHa, pagvodapmMaueBTUHECKUX feKapCTBEHHbIX MpenapaTos,
BbICOKOTEXHOSMOMMYHbIX JIeKapCTBEHHbIX MpenapaToB, KOTOpble NPOU3BEAEHbl MarnbiMU CEpPUsSMU, COCTOAT K3
OLHOW WMN HECKOMNbKUX [03 BbICOKOTEXHOMOMMYHOIO feKapCcTBEHHOro mnpenapaTa, npegHasHayeHbl AOns
KOHKPETHOrO MauMeHTa, WUMEKT KOPOTKUA CPOK TFOAHOCTU (OO0 [OEeBAHOCTa KaneHAapHbIX AHewr) v (unu)
TemnepaTypHbIA PeXUM XpaHEeHWa W TpaHcnopTupoBaHua MuHyc 60 rpagycoB Llenbcust mnu HWxe, NUSBOK
MeOULMHCKUX U ra3oB MeaNLUHCKMX.

(4acTb 4 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pen. 27.12.2019); B pea. PeaepansHoro
3akoHa ot 30.01.2024 N 1-$3)

5. XapaktepucTukn cpefcrtBa uaeHTudMKaumMn, NOpaaoK ero HaHeceHus n TpeboBaHuA K CTPYKType W
dopmaTy MHDOPMaLUKU, KOTOPYK COOEPXUT CPeAcTBO uAaeHTudMKaumu, onpegensioTca [paBuTenscTBOM
Poccuickon ®egepauun.

(vacTb 5 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. Mopanok cosnaHus, pasBuTMSA, BBOAA B 3KCMNyaTauuio, SKCNyatauuvu U BbiBoAa W3 SKchnyatauuu
CUCTEMbl MOHUTOPUHIa ABMKEHWUA NEeKapCTBEHHbIX MpenapatoB AN MEeOULIMHCKOrO MPUMEHEHUs), MNOPAdOK
npeaocTaBneHnss  WHgopMauuK, codepKalleica B CUCTEeMEe MOHUTOPUHIa [ABWKEHUS NeKapCTBEeHHbIX
npenapatoB Ans MEOVLUMHCKOrO MPUMEHEHUS, M MOPAOOK B3aMMOAEWCTBUS YKa3aHHOW CUCTEMbI C MHbLIMU
rocyoapcTBEHHbIMA MH(POPMALMOHHBIMA CUCTEMaMU U MHAOPMAaLUMOHHBIMU CUCTEMaMU OPUONYECKUX NUL, U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

UHOuBMAYyanbHbIX NpeanpuHMMaTtenen, ykasaHHbIX B Yactax 7 u 10 HacTosuwen ctaTbu, yCTaHaBnNUBaKTCH
MpauTtenbctBom Poccuiickon Pepepaummn. Onepatopamm CUCTEMbI MOHUTOPUHIA OBWKEHWUS] NEKAPCTBEHHbIX
npenapaToB Afs MEOULMHCKOTO NPUMEHEHUsT ABMAOTCA doefeparbHbIi OpraH UCMONHUTENBHON BRactu u (unu)
opraHunsauusi, ynoriHoModeHHble MpaBuTtenbctBom Poccuiickon ®epepauun.

(4acTb 6 BBegeHa PegepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

7. KOpuauueckme nvua ¥ uHAMBMAyanbHble MpPeanpUHUMAaTENn, OCYLLECTBASOLWMNE MNPOU3BOACTBO,
XpaHeHune, BBO3 B Poccuickyio ®egepaumio, oTnyck, peanu3auuio, nepegady, NpUMEHEHWE W YHUYTOXEHWe
nekapCTBEHHbIX MpenapaToB ANd MeAMLUHCKOro npumeHeHus, obecneynsatoT B 0Opsaake M B COCTaBe, KOTOpble
ycTtaHoBneHsl MNpasuTtensctBoM Poccuiickon degepaumy ¢ y4eToM Buaa OCYLLECTBSEMON MU OeATENbHOCTH,
BHECEHWe MHopMaLun 0 NekapCcTBEHHbIX NpenapaTtax Ans MeguUMHCKOro NPUMEHEHUS B CUCTEMY MOHUTOPUHra
OBWXKEHNs1 NekapCTBEHHbIX NpenapaToB Ans MEAWLUHCKOrO NPUMEHEHMS.

(4acTb 7 BBeaeHa PeagepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble NpenapaTtbl ANs MeOULMHCKOro NpUMEHEHUs, npeHasHayvyeHHble anst obecneveHus
nmy, 6onbHbIX reMmounuen, MykoBUCLMA030M, MMNodn3apHsiM HAHN3MOM, BoresHbio MoLle, 3rTo0KaYeCTBEHHLIMU
HOBOOOpa3oBaHMAMM NMMAOUAHON, KPOBETBOPHOM M POACTBEHHLIX MM TKaHEW, pacCesiHHbIM CKIIepo30oM, N1l
nocrne TpaHCMnaHTauMm OpraHoB U (Unu) TKaHen, npousBefdeHHble 0o 31 gekabpsa 2019 roga, a Takke MHble
nekapcTBeHHble npenapatbl AN MeANLUHCKOro npuMmeHeHus, npounsseneHHsle 4o 1 uons 2020 roga, nognexar
XpaHeHM1Io, NepeBo3ke, OTNYCKY, peanusauuu, nepegade, npuMeHeHno 6e3 HaHeceHus CpeacTB naeHTndmkauum
00 ucTeyeHus cpoka ux rogHoctu. MNpasuTtensctBo Poccuiickon depepaumm Bnpase yCTaHOBUTb OCOBEHHOCTM
BBOZA B rpa)xaaHCKMiA 000pOT NeKkapCTBEHHbIX NpenapaToB Ans MeAULUHCKOro NPUMEHEHUs, NPOn3BeaeHHbIX B
nepuoa ¢ 1 nons 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKMiA 060pOoT NekapCTBEHHbIEe
npenapaTtbl 4515 MeAULMHCKOrO NPMMEHEHUS, 3a UCKITIOYEHNEM fEKapCTBEHHbIX NpenapaToB, NpegHa3Ha4YeHHbIX
ans obecneveHus nuuy, 6OMbHBIX remounmnen, MykoBMCLMO030M, rMnoudapHseiM HaHM3MOM, 6onesHbio oLwe,
3r10Ka4eCTBEHHbIMU HOBOOBpa3oBaHNAMY NMMMEGONOHON, KPOBETBOPHON U POACTBEHHbLIX UM TKaHEMN, pacCesHHbIM
CKMepo3oM, Nl Nocne TpaHCnnaHTauum opraHoB U (Mnu) TkaHewn, NPOM3BEAEHHbIE 3a npeaenaMmy TeppuTopun
Poccuiickon ®eaepaumm go 1 oktabpsa 2020 roga, moryT 6biTb BBe3eHbl B Poccuiickyto ®enepauuto o 1 aHBaps
2021 ropa B nopsake, yctaHoBrneHHom [lpaButensctBoM Poccunckon ®epepauun, 6e3 HaHeceHUs cpeacTs
naeHTndmkaummn.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 462-93, ot 13.07.2020 N 206-93)

8. OpraHunzauuns MHpOPMaLMOHHOIO B3aUMOAENCTBMS CUCTEMbI MOHUTOPUHIA ABMXEHUA NEKapCTBEHHbLIX
npenapaToB Anst MEOUUUHCKOTO MPUMEHEHMSI C WHBbIMWM TOCYLAPCTBEHHBIMWM MH(OPMALMOHHBIMKA CUCTEMaMM
obecneuynBaeTcs B TOM yucne nocpencTBom WHPPaCTPYKTypbI, obecneynBatoLLen
MH(POPMALIMOHHO-TEXHOMOMMYEeCkoe  B3aMModencTtene  MHAPOPMALMOHHBIX — CUCTEM,  UCMOMb3yemblX  Ans
NpenocTaBfieHUsl roCYAapCTBEHHbIX W MyHMUMNAnbHbIX  YCIYr M WCMOSHEHUSI TFOCYLAPCTBEHHbIX U
MyHULMNAnbHbIX PYHKLUUIA B 3NEKTPOHHON dhopMme.

(vacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. NHdopmauua, cogepxallasca B CUCTEME MOHUTOPUHra ABWXKEHWSA NeKapCTBEHHbIX NnpenapaToB A4S
MEAMWLMHCKOro MPUMEHEHUs, ABNseTCs MHAOpMaLnen orpaHMYeHHOro AOCTyna B COOTBETCTBMM CO cTatben 9
depnepanbHoro 3akoHa o1 27 uons 2006 roga N 149-03 "O6 nHdopmauun, HHOPMALMOHHBIX TEXHOSOMMSX N O
3awuTe MHopmauun”, 3a UCKNYeHneMm WHOopMaum1, HeaonyCTUMOCTb OrpaHU4yeHuMst AOoCTyna K KOTOpOW
ycTaHoBMneHa defepanbHbiMUM 3aKOHaMW, a Takke WHgopmauumn, oTHeceHHon [MpaBuTenbcTBOM Poccunckon
depepaumm B COOTBETCTBMM C HacToswmm PepepanbHbiM  3aKOHOM K 0OLeaoCTynHOM  MHpopMauuu.
ObwepnoctynHasa nHdopMaLms, cogepxallascs B CUCTEME MOHUTOPUHIa ABUXKEHUS NIEKapCTBEHHbIX NpenapaTos
Ons MeguUMHCKOro NpuMeHeHus, pasmelltaeTcs B MHAOPMaUUOHHO-TENEKOMMYHUKAUMOHHON ceTn "UIHTepHeT"
(8 ToM umcne B popme OTKPbITbIX AaHHbIX) B Oopagke, YycTaHoBreHHoM [lpaButensctBom Poccumnckon
depepauuu.

(vactb 9 B peq. ®enepansHoro zakoHa oT 04.08.2023 N 474-93)

9.1. [Hoctyn k wuHdoOpMaLuK, cogepXalleicd B CUCTEME MOHUTOPUHra [OBWKEHUS JeKapCTBEHHbIX
npenapaToB A MEAULMHCKOro NpuMMeHeHus, obecnevmBaeTcs onepaTtopoM CUCTEMbI MOHUTOPUHIA OBUXKEHUS
nekapcTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro NpUMEHeHWs B Nopgaake, YCTaHOBMEHHOM [1paBuMTenbLCTBOM
Poccuiickon depgepaumm, B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon Pepepaumm o6 nHdopmaumn,
MHOPMALIMOHHBIX TEXHOSOMMAX U O 3almTte WHdopMauuKn, 3akoHogaTtenbcTBoM Poccuitickon depepaumm o
rocyaapCTBEHHOWN TalHe, 3akoHodaTtenbcTBOM Poccuiickonn degepaumm 0 KOMMEPYECKOM M MHOW OXpaHsieMOoW
3aKOHOM TarHe M C y4eTOM MONOXKEeHUIN HacTosiwen cratbu. lNpaButenbcTBo Poccuiickon degepaumm Bnpase
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yCTaHaBNMBaTb MepeyeHb feKapCTBEHHbIX MpenapaTtoB Ans MeOUUMHCKOrO MpUMEHEHUS W (Mnu) rpynn
neKapCcTBEHHbIX NpenapaToB A MeAWLUMHCKOrO NPMMEHEHNss 1 0COBEeHHOCTM JoCTyna K MHpopMauum o Takux
neKapCcTBEHHbIX MpenapaTax, CoaepXallencs B CUCTEME MOHUTOPWMHIa OBWXKEHUS NeKapCTBEHHbIX npenapaToB
ON9 MeAWLMHCKOro NpUMEHeHMs.

(4actb 9.1 BBegeHa PepepanbHbiM 3akoHoOM oT 04.08.2023 N 474-93)

9.2. MNMonb3oBaTenM CUCTEMbl MOHUTOPMHIA OBWXXEHUSI NEKApPCTBEHHbLIX NpenapaToB AN MeAUMUMHCKOro
npuMeHeHnst obnagaroT NpaBoM OOCTyNa K MHGOpMauuKn, cogepKallenca B CUCTEME MOHUTOPUHIra OBUKEHUS
NEeKapCTBEHHbIX NpenapaToB AMs MEeOULMHCKONO NMPUMEHEHUS, C YY4ETOM OrpaHUYEeHUn JOCTyna K yKasaHHOW
MHpopmaumm n ee nocneaywouwenn obpaboTke, yCTaHOBMNEHHbIX HacToAwmMm dPenepanbHbiM 3aKOHOM U UHBIMU
HOpMaTMBHbLIMW NPaBOBbLIMK akTamu Poccuiickon ®enepaunn.

(vacTb 9.2 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.3. ®epepanbHble OpraHbl MCMOMHUTENbBHOM BRAacTU W OpraHbl WCMOMHUTENbHOW Bnactn CybbekToB
Poccuinckon ®epepaunn B uensax, onpegeneHHolx [Mpasutensctsom Poccuiickon depepaumu, MMeOT npasBo
[OCTyna K nHpopmaumm o cybbekTax obpalleHust nekapCcTBEHHbIX CPEACTB, O NEKAPCTBEHHbIX Npenapatax n oo
060poTe Takux NeKapCTBEHHbIX MpenapaToB, HEOOXOAMMON AN BbIMOMTHEHWSA 33434 U OCYLLECTBNEHUS (PYHKLNNA,
BO3JIOXEHHbIX Ha dedepanbHble OpraHbl MCMOMHUTENbHOW BRactu W OpraHbl UCMOSNTHUTENbHOW BMAACTM
cybbektoB Poccuiickon depepaumm, ctaTucTMYeckon MHAOpMauMM O JIeKapCTBEHHbIX npenapaTtax u o6 ux
obopoTe, a Takke K obLenocTynHon nHdopmaumm. Coctae 3Tol MHpopMaLmm onpegensieTca cornaweHnssimm ob
WHOPMALMOHHOM  B3aUMOAEWNCTBUW,  3aKNMIOYEHHBIMW  ONepaTopoOM  CUCTEMbl  MOHUTOPUHIA  OBWKEHUS
nekapCTBEHHbIX MpenapaTtoB AN MeOWUMHCKOro MpUMeHeHus ¢ deaepanbHbIMU opraHamn MCNONMHUTENbHON
BMacTu UM opraHamy MCMoOSHUTENBHON BracTn cyobekToB Poccuickon ®Pepepaummn n degepansHbiM OpraHom
NCMNOMHUTENBHOW BNAacTu, OCYLLECTBNSALWNM hyHKUMM Mo BbipaboTKe U peannsauumn rocyaapCTBEHHON NOMUTUKM
1 HOPMaTMBHO-NPaBOBOMY PEryNMpPOBaHMIO B chepe 30paBOOXPaAHEHNS.

(vacTb 9.3 BBegeHa depepanbHbiv 3akoHoM OT 04.08.2023 N 474-93)

9.4. CybbekT obpalleHust NekapCTBEHHbIX CPEACTB MMEET NpaBo JOCTyna K nHdopmaumm o6 onepauusx ¢
neKkapCTBEHHbIMU NpenapaTtaMu And MeOULMHCKOTO NMPUMEHEHWs, COBEPLUEHHbIX 3TUM cybbekToM obpalleHuns
NEeKapCTBEHHbIX CPEACTB, a Takke K 00LwenoCTynHOM MHpopmaumn.

(vacTb 9.4 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

9.5. OnepaTtop CUCTEMblI MOHUTOPUHra [OBWXEHUSI NEKapPCTBEHHbLIX MpenapaTtoB Ans MeAUUMHCKOro
npvMeHeHus obnagaeT MpaBoOM [OCTyna K MHGOpPMauMK, CoAepXKallencsi B CUCTEME MOHUTOPWHIA OBWKEHUS
NeKapCTBEHHbIX NpenapaToB A4S MeOULMHCKOrO NMPUMEHEHUS, BKIIoYasi MHpopMaumio OrpaHMYeHHoro 4ocTyna,
C BO3MOXHOCTbIO ee 06paboTku, B TOM YMcre ee NpeaocTaBreHnsi U pacnpocTpaHeHus, obecrnedeHms gocTyna K
HeW 1 oKkas3aHus yCryr ¢ ee ucnonb3oBaHmeM (ganee - obpabortka).

(vacTb 9.5 BBegeHa depepaneHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.6. OnepaTop CWUCTEMbI MOHWUTOPWHra ABWKEHWS JIEKapCTBEHHbIX MpenapaTtoB Ans MeOULUHCKOro
NMPUMEHEHNS MOXeT OCyLeCTBNATb 00paboTKky MHgOpMauuM OrpaHMYeHHOro AoCTyna, coaepXallencs B
CUCTEME MOHMTOPUHIa ABWXEHUS NeKapCTBEHHbIX NpenapatoB Ans MeAWLUMHCKOro MpUMEHeHUs, npu ycrnoBuu
obsizatenpHoro obe3nuuMBaHUSA TakoW WHopMauMn B COOTBETCTBUM C yTBEpXAaeMbiMu deaeparnbHbIM
OpPraHoM WCMOSTHUTENbHOM BACTU, OCYLLECTBAAIOLWMM PyHKUUM NO BbipaboTKe U peanusaummn rocyaapcTBEHHOM
MOMUTUKA WM HOPMaTUBHO-NPABOBOMY PErynMpoBaHMiO B cdepe 34paBOOXpaHEHWsi, MO COrfacoBaHU C
degepanbHbIM OpPraHoOM MWCMOMHUTENBHOW BMAacTW, OCYLLECTBASKOWMM (DYHKUMM MO KOHTPOSM WM Hag3opy B
chepe MHPOPMALIMOHHBLIX TEXHOMOIMIA U CBA3N, N heaepanbHbIM OpraHOM UCMONMHUTENBHON BNacTu B obnactu
obecneyeHuns 6esonacHocTM TpeboBaHMAMUN K 0OE3NUYMBAHNIO TaKoW MHOPMaLMM U MeTodamy 06e3nninBaHus
Takon wHdopmaumun. O6esnnyeHHas WHGOpPMauWs, MornydeHHass B pesynbTaTe yka3aHHOW o6paboTku U
cofepXalasicA B CUCTEME MOHUTOPMHIa [OBWXEHWUS JEeKapCTBEHHbLIX MNpenapaTtoB s  MeOULUHCKOro
NpPUMEHeHUs, SBnseTcs MHopmaumen orpaHuyeHHoro goctyna. ObesnnyeHHas nHopmaums, 4OCTYN K KOTOPOM
6b1n obecneyeH onepaTtopoM CUCTEMbI MOHUTOPMHIA OBVMXXEHUS NeKapCTBEHHbIX NpenapaToB 4519 MeOULUHCKOrO
NMPUMEHEHNS B LENsX OKa3aHus YCryr C ee UCNOMb30BaHWEM, NOAMNEXUT XPaHEHUIO B CUCTEME MOHWUTOPUHra
OBWKEHNS feKapCTBEHHbIX MpenapaTtoB AN MEAWUMHCKOrO MPUMEHEHUs He MeHee nsaTu neT ¢ gathbl
npegocTaBneHns octyna K obes3nuMueHHOn uHdopMauuM, U Ha Hee He pacnpocTpaHslTcs TpeboBaHusa K
MHdOPMaLMM OrPaHUYEHHOro JOCTYNa, YCTAaHOBIEHHbIE HACTOSILLEN CTaTbEN.

(yacTb 9.6 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.7. Onepatop CUCTEMbl MOHWUTOPWHIa [OBWKEHWS FeKapCTBEHHbIX MpenapaToB Ans MeOWLMHCKOro

www.consultant.ru CrpaHuua 125 m3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100103&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100105&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100106&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100108&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463402&amp;date=07.02.2024&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463402&amp;date=07.02.2024&amp;dst=100050&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=07.02.2024&amp;dst=100109&amp;field=134
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
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

NMPYMEHEHNS MOXET OCYLLeCTBNATb 00paboTKky MHGOpMauuM OrpaHMYeHHOro [0CTyna, CoaepXallencs B
CUCTEME MOHUTOPUWHIA OBWKEHUS NEeKapCTBEHHbIX NpenapaToB ANs MeAWLMHCKOrO NPUMEHEHUS, MOJTyYEHHOWN OT
cybbekTta obpalleHus neKapCTBEHHbIX CPeacTB, 3aperMcTpypoBaHHOIO B CUCTEME MOHUTOPMWHIA OBWXEHUS
NeKapCTBEHHbIX NpenapaToB AMsl MEAMLMHCKOIO NPUMEHEHNS U NpeaCTaBUBLLENO B HEE CBEAEHWS, B UHTEpecax
N NO MOPYYEHUIO Takoro cybGbekTa obpalleHus nekapCTBEHHbIX cpeactB 6e3 obesnuumBaHusa uHgopmauum
OrpaHn4eHHoro gocTyna.

(vacTb 9.7 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.8. OnepaTtop CUCTEMbI MOHUTOPUHIa [OBWXEHUSI FNEKapCTBEHHbLIX MpenapaTtoB AN MeaUUMHCKOro
NpUMEHEHNsT BrpaBe OKasbiBaTb Ha HEOUCKPUMMHALMOHHOW OCHOBE YCIyrM C UCMONb30BaHWEM 00e3nnyYeHHOoM
WHdOpPMaUUK, coaepXalenca B CUCTEME MOHUTOPMHIa [OBWKEHUSI JeKapCTBEHHbIX MpenapaTtoB Anis
MEeOULMHCKOTO NpUMeEHeHUs], cybbekTam obpalleHus NekapCTBEHHbBIX CPeacTB, NOPSIAOK U CTOMMOCTb OKa3aHus
KOTOpPbIX OMpedensitoTcss onepaTopoM CUCTEMbI MOHUTOPWUHra OBWKEHWUS NEeKapCTBEHHbIX NpenapatoB Ans
MEAMLMHCKOrO MPUMEHEHUS, C YY4EeTOM OrpaHMYeHnn OocTyna K 00e3nMyeHHON MHgopMaLnn, YCTaHOBIIEHHbIX
HacToslen cTaTbel. YkasaHHble MOpsSAoK M CTOMMOCTb OKa3aHusl TakuxX YCryr pasmeLlatoTcs onepaTtopom
CUCTEMbI MOHUTOPUHIa AOBWXEHMSI NEKAapCTBEHHbIX MNpenapaTtoB Ans MeAUUMHCKOro MpUMEHEHUS Ha canTte
CUCTEMbI MOHMTOPMHIra [OBWKEHUSI JIeKapCTBEHHbIX nNpenapatoB Ans MeOUUMHCKOro MNpUMEHEHUsT B
WH(OPMALIMOHHO-TENEKOMMYHUKALIMOHHON ceTu  "WHTepHeT" u noanexar KOHTPOM B COOTBETCTBUM C
aHTUMOHOMOJbHbLIM 3aKkoHodaTenbcTBoM Poccuiickorn ®egepaumn. YkasaHHble NOPSAOK M CTOMMOCTb OKasaHust
Takux YyCryr OOSKHbl ObiTb €OuHbIMU ONs BCeX N, obpallalmxcsa 3a OKa3aHWEM YCIyrM B OTHOLLEHWUM
OOWHaKoBbIX BMAa, obbema n coctaBa npegoctasnsemon uHdopmaumm. Cybbektam obpalleHnst nekapcTBEHHbIX
CPeACTB 3anpeljaeTcs NpefocTaBnATb U PacnpoCcTpaHATb MHAOPMAaUUIo, MOMYYEHHYHD B COOTBETCTBUM C
HaCTOSILLEN YaCTbiO.

(vacTb 9.8 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

10. TlpomsBoauTenb neKkapCTBEHHbIX CPeAcTB, Aepxatenb nvbo Brageney perncTpaloHHOro
yOOCTOBEPEHUS NleKapCTBEHHOro npenapaTa unu npeactaBuTensCTBO MHOCTPaAHHOW OpraHusauum, SBrsioLencs
aepxarenem nubo BnagenbLem perncTpaumMoHHOro yaoCTOBEPEHUS NeKapCTBEHHOIO npenapaTa, Ha TeppuTopum
Poccuinckonn ®epepauun, 3apermcTpMpoBaHHble B CUCTEME MOHWUTOPUHra [OBWKEHWUS] JIEKAPCTBEHHbIX
npenapaToB AnNs MEOMUUHCKOrO MPUMEHEHMS U NpeacTaBMBLUME B Hee CBEOEHUS O HaHeceHun cpeacTs
NMaeHTUMMKaLUMN Ha YNakoBKWM NleKapCTBEHHbLIX MpenapaToB, Hapsdy C WHdopMauunen, ykasaHHou B Yactm 9.4
HaCTosILLEN CTaTbW, NoMNny4aeT COAepXKalLyCs B CUCTEME MOHUTOPWHIa ABWKEHUS NEeKapCTBEHHbIX npenapaTos
Ons MeaWMUMHCKOrO MNpUMEHEHUs1 MHAOPMaUUI0  OrpaHMYeHHOro [OocTyna O cepusiX UM napTuax  9Tux
neKkapCcTBEHHbIX NpenapaToB 6e3B03Me34HO M BrpaBe OCYLLECTBNATbL CAMOCTOATENBHO UMK NnopyyaTb 06paboTky
Takoh MWHopMauun TONMbKO B COOCTBEHHbIX WHTepecax. [lpu 3TOM [OCTyn K Takolm WHGOpMauuMm unm
pesynbTataM ee 0bpaboTku MMEET TOMbKO AaHHbBIN CyOBbekT obpalleHus NekapCTBEHHbIX CPEeACTB Unn nuuo,
KOTOpOMY OH nopyunn o6paboTky. CocTaB NpeaocTaBnsieMOM B COOTBETCTBUM C HACTOSALEN 4YacTbio
nHdopmaumm onpegensetcs lNpasutensctBom Poccuiickon ®eaepaunn.

(vactb 10 B peg. PenepansHoro gakoHa ot 04.08.2023 N 474-93)

11. 3a Npou3BOACTBO WM MpoJaxy NeKapCTBEHHbIX NpenapatoB AN MeOUUMHCKOro MpuMeHeHus 6es
HaHeCeHNs1 CPeAcTB MAEHTUdUKaUMK, C HapyLUEHMEM YCTAHOBIEHHOrO Mopsiaka MX HaHeceHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHME [AaHHbIX B CUCTEMY MOHUTOPUHra OBWKEHUSI FIEKAapCTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOTO MNPUMEHEHUss WNM  BHECeHMe B Hee HeAOCTOBEPHbIX [AaHHbIX topuanyeckue nuvua u
NMHAMBUAYyanbHble NPeanpUHMMaTEN, YkasaHHble B 4acTax 4 U 7 HacTosILWen cTaTbu, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUN C 3aKkoHoAaTenbCcTBOM Poccuiickon ®epepaunn.

(4actb 11 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

12. lMpaBuTtensctBo Poccuinckon Pegepaummn Bnpase YCTaHOBUTbL OCOBEHHOCTW BHEAPEHUs CUCTEMbI
MOHUTOPWMHIa ABWKEHWUSI NEeKapCTBEHHbIX NpenapatoB Afs MEAWLMHCKOro NPUMEHEHUs, BKMoYas CPOKM ee
BHeJpPeHUs,, B OTHOLUIEHWM NeKapCTBEHHbIX npenapaToB ANA MeAMLUHCKOrO NPUMEHEHUs, BKIIOYEHHbIX B
nepeyeHb XU3HEHHO HEOOXOAMMBIX M BaXKHEMLUMX feKapCTBEHHbIX MpenapaToB, fekapCTBEHHbIX npenapaTos,
npegHasHaveHHbIX Ansa obecneverns nuu, 60MbHbIX reModunuen, MyKoBUCLMG030M, rMnon3apHbIM HaHU3MOM,
BbonesHblo [owe, 3nokayecTBEHHLIMW HOBOODPA30BaHUAMY NUMAOUAHON, KPOBETBOPHOW W POACTBEHHbLIX UM
TKaHeWn, paccesiHHbIM CKIepo3oM, MWL, NOCMe TpaHCnnaHTauuM OpraHoB U (UNKU) TKAHEW, UHbIX NeKapCTBEHHbIX
npenapaToB Ans MeOULMHCKOTO NPUMEHEHNS.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Mnaea 14.1. OrPAHUYEHUA, HANTATAEMbIE
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

HA OPFTAHU3ALUWN, OCYLLECTBIAIOLWIMVE OEATENBHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPECTB
(BBegeHa ®egepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

Crtatbs 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLLECTBIIEHUN AEATENBLHOCTU B cdepe obpalleHus
nekapcTBeHHbIX CPeAcTB

1. OpraHuzauuu, 3aHuMMmatolmecs pa3paboTkoi, MPOM3BOACTBOM WU (UNW) peanusaumei NekapCTBEHHbIX
npenapatoB OfiS MEeOMUMHCKOrO TMPUMEHEHWs!, opraHu3auuv, obnagjaioowue npaBaMu Ha WUCMONb3oBaHUE
TOProBOro HaMMEHOBaHWA NEKapCTBEHHOro npenaparta Ans MeauLMHCKOro NPUMEHEHUs, OpraHu3auuy onToBOM
TOProBnu NeKapCcTBeHHbIMU CPeAcTBaMW, anTeyHble opraHusaumMu (UX NpeactaBuUTenu, WHble U3NYecKkue U
lopuanyeckme nuua, OCYLLECTBNALWIME CBOK OeATEeNbHOCTb OT WMMEHM 3TUX OpraHu3auuii) B OTHOLLEHWUM
MeAMLMHCKUX pabOTHUKOB M pyKkoBoaUTeNen MeauUUHCKMX OpraHu3auuii He Bnpase:

1) BpyyaTb nogapku, BbiNfayvMBaTb [OEHEXHble cpeacTBa (3a WCKNYEHWEeM BO3HarpakgeHuni no
JoroBopamM npu MNpPOBEAEHUN KIUHUYECKUX WCCNEedOBaHMM feKkapCTBEHHbIX npenapaToB ANs MeAULMHCKOro
NPUMEHEHWS, BO3HArpPaXaeHWn, CBA3aHHbIX C OCYLLEeCTBNEHMEM MeOULMHCKMM paboTHUKOM neaarormyeckon v
(Mnu) Hay4yHOM OeATenbHOCTH), B TOM YMCe ONfayvBaTh pasBneyeHus, oTablX, Npoess K MecTy oTAblxXa, a Takke
npuBrekaTb K y4acTuio B pasBriekaTenbHbIX MEPONPUATUAX, MPOBOAUMBIX 3@ CHET CBOUX CPEACTB;

2) 3akKn4aTtb cornaweHna O Ha3HavYeHun unnu pekomeHgauum naumeHTamM JneKapCTBEeHHbIX npenapaTtoB
ana MeaununHCKOro npumMmeHeHuaA (33 UCKIMIO4eHnemM [JOoroBopoB O MnpoBeaeHUn KIMMHUYEeCKUxX nccrnegoBaHmin
JIeKapCTBEHHbIX NpenapaTtoB And MeguLmMHCKOro ﬂpl/IMeHeHI/IFl);

3) npepocTtaBnsATb 0Opa3subl NEKAPCTBEHHbIX NpenapaTtoB ANsi MEOULUHCKOrO MPMMEHEHMS B LENsiX
BPYYEHMS1 NauMeHTaMm (3a WUCKMOYEHMEM CrlyvyaeB, CBSI3aHHbIX C MPOBeAEHMEM KITMHWYECKMX WCCedoBaHUM
nNekapCTBEHHbIX NpenapaToB 4115 MEOAULMHCKOrO NPUMEHEHNS);

4) NpegoCTaBnsATb HEAOCTOBEPHYIO M (MnK) HEMOSHY MH(OPMAaLMIO O NIEKAPCTBEHHbIX MpenapaTtax Ans
MEAMLIMHCKOro NPpUMEHEHUS;

5) nocewaTtb WX B paboyee Bpemsi Ha pabouMx MecTax, 3a WCKIIOYEHUMEM CIyyaeB, CBSA3aHHbIX C
npoBeAeHUeM KIMHUYECKMX UCCIeaoBaHuii NeKapCTBEHHbIX NpenapatoB AnA MeAMLMHCKOrO MpUMEHEHMUs, C
yyacTMeMm B MNopsiake, YCTAHOBMEHHOM pykoBoAWUTENeM MeOWULMHCKON opraHusauuu, B COGpaHnsax MeauLMHCKUX
pabOTHUKOB M MHbIX MEPOMNPUATUSX, HaMpaBrieHHbIX Ha MOBbILLIEHME WX MPOdECCUOHANBHOTO YPOBHSA UMK Ha
npegocTaBneHne MHgOpMaLUN, CBSA3AHHOW C OCYLLECTBIEHNEM MOHUTOPUMHra Ge3onacHOCTM rekapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCLIBAHMIO JIEKAPCTBEHHbIX NPenapaToB A MeanUMHCKOro NPUMEHEeHUsl Ha GnaHkax,
cofepXalinx MHOPMaLIMI0 PeKNamMHOro xapakTepa, a Takke Ha peLenTypHbiX GrnaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHo HaVMeHOBaHMWe NekapcTBEHHOro npenapara ana MeauLUUHCKOro NpUMeHeHus.

2. OpraHu3auuu, ykasaHHble B aG3aue nepBoM 4YacTh 1 HacTosllel cTaTbu, U UX NpeacTaBuTeNn B
OTHOLLUEHMW (hapMaLeBTUYECKUX PaBOTHUKOB M PYKOBOAUTESIEN anTe4HbIX OpraHu3aumii He BipaBe:

1) Bpy4aTb noAdapku, BbinjiadynBaTb OEeHEXHble CpencTtBa, B TOM YUCIe onsfiavymBaTtb pas3Blied4eHnd, oTablX,
npoes3a K MecCTy OoTAbiXa, U NpuBIeKaTb K y4aCTUo B pa3BliekaTellbHbIX MepOonpuAaATnAx, npoBOAMMbIX 3a CHeT
CBOUX CpeAcCTB;

2) npegocTaBnsTb 06pasUbl NekapCTBEHHbIX NpenapaToB AN MEeOULMHCKOrO NPUMEHEHNUst ONS BpyYeHUs
HaceneHuio;

3) 3aknoyath cornaleHusl o NPeasIoKEHUN HacerneHno onpeaesieHHbIX NeKapCTBEHHbIX NpernapaToB Anis
MEAMLIMHCKOro NPpUMEHEHUS;

4) npenocTaBnsATb HEAOCTOBEPHYIO U (MNK) HEMONHY MHGOPMAaLUI0 O NEKAapCTBEHHbLIX Mpenapartax ans
MEAMLMHCKOrO TMPUMEHEHNS,, B TOM YMUCIe WMEILMX OOMHAKOBOE MeXAyHapoAHoe HenaTeHTOBaHHOoe
HauMeHoBaHMe.

Ctratba 67.2. TpeboBaHMA K opraHuMsauMm W MNPOBEAEHUI0 Hay4HbIX MEPONPUATUN, MHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MeponpuUaTUiA, HanpaBrieHHbIX Ha NoBbileHMe NPod)eCCUOHANbLHOro YPOBHA MeAULUMHCKUX PabOTHUMKOB
MNM Ha npepoctaBneHve MHGOPMaLMU, CBA3AHHOW C OCYLUECTBIIEHMEM MOHUTOpPUHra Ge3onacHoCTH
nekapcTBeHHbIX NpenapaToB

1. Mpwn npoBegeHUM Hay4yHbIX MEPOMNPUSATUN, WHBIX MEpPONPUATUA, HamnpaBlEHHbIX Ha MOBbIWeHWe
npoceccuoHanbHOro YpoBHS MeAMUMHCKNX paboTHUKOB UMK Ha NpeAocTaBieHne CBA3aHHOW C OCYLLECTBNIEHNEM
MOHMTOpUHra 6e30MacHOCTU NeKapCTBEHHbIX MpenapaTtoB MHGOpMauuW, OpraHusyembiX OpraHusauusamu,
ykasaHHbIMK B ab3aue nepBomM yactu 1 ctatbu 67.1 HacTosiwero ®egepanbHOro 3akoHa, X NPeACcTaBUTENAMU U
(unn)  dwuHaHcMpyembix 3a CYeT CpeacTB 3TMX OpraHusaumi v WX npegcrasvTenen, 3anpeljaeTcs
NpensaTCTBOBaTb Y4aCTUIO B yKa3aHHbIX MEPOMPUATUAX UHbIX OpraHn3aumi, KOTopble NPOM3BOAAT UMK peanuayoT
nekapcTBeHHble npenapatbl Ans MeAULUMHCKOrO MPUMEHEHUS CO CXOXUM MeXaHU3MOM (hapMakonormyeckoro
aencteug, nubo cosgaBaTb OUCKPUMMHALIMOHHBLIE YCMOBUSA ANS OOHUX YYACTHUKOB MO CPaBHEHUKO C APYIMMM
yYaCTHUKaMW, a UMEHHO:

1) NpegocTaBnATb pPas3fUYHOE KOMMYECTBO BPEMEHW ANS BLICTYNSIEHWA YYaCTHUKOB, pasfivyHble Mo
pa3Mepy 3aHMMaemoW nrowaaM Mecta Afs AeMOHCTpauuv o6pasuoB NekapCTBEeHHbIX MNpenapaToB Ans
MeOMLMHCKOrO NMPUMEHEHUs! UMW peknamHbIX MaTepuarnoB O NekapCTBEHHbIX npenapaTtax Ans MeauuMHCKOro
NPUMEHEHNs1 Ha 3JKCMO3UUMAX, CTEeHOax, 3a WCKIYEeHUMEM CryyaeB, eCnU Takue YCIOBUA 3aKpensieHbl B
cornalleHnax 3TUX OpraHuM3auuid, ux npeactaButene o UHAHCUMPOBAHUM YKa3aHHbIX MEepOonpUATUn ©
06yCcrnoBneHbl pasfnMyHbIMKU 3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) yCTaHaBnmBaTb pa3Mep B3HOCa AO51A Y4YaCTHUKOB MepOﬂpMﬂTMﬁ, YKa3aHHbIX B abzaue nepBom
HacTosILLEN YacTu, FIpeBbILIJaIOLLl,I/Iﬁ CyMMmy 3aTtpaTt Ha OpraHu3auuio yKa3aHHbIX MeporlpI/IFlTl/Iﬂ n Beﬂ,yLLl,I/IIZ K
HeO6OCHOBaHHOMy OorpaHun4eHunto Yncna nx y4aCTtHMKOB.

2. OpraHu3auuu, ykasaHHble B ab3aue nepBoM yactu 1 ctatem 67.1 HacToswero PenepanbHOro 3akoHa,
nX NpeacTaBuUTENN, OCYLLECTBASIOWMNE OpraHu3aumio n (unu) duHaHCUpoBaHWE MEPONPUSATUR, yKa3aHHbIX B
yactm 1 HacToswen cTaTbn, 0b6si3aHbl obecneumBaTb AOCTyNn K MHOpMauuuM O gate, MecTe U BpEMEHU
NPOBEAEHUSA YyKa3aHHbIX MeponpusaTUR, MraHax, nporpaMmmax npoBeAeHUs YKa3aHHbIX MeponpusaTUiA N Temax,
nnaHMpyembix AN pacCMOTPEHUs, COCTaBe UX Y4aCTHUKOB MyTeM pasMeLLeHNss COOTBETCTBYOLLEN NHopmMaLmm
Ha cBOMX oduumanbHbIX canTax B ceTu "VIHTepHeT" He no3gHee [OBYX MecdAueB [0 Hadana npoBefeHus
YyKa3aHHbIX MEpPONPUATUN.

3. WHdopmauua o npoBedeHUN MeponpuSaTUI, YKasaHHbIX B 4acTu 1 HacTodwen craTtbl, B CPOK,
YCTAHOBMEHHbIA 4YacTbl0 2 HacToslen cTaTbW, [OOMMKHA ObiTb HanpaeBrneHa B dedepanbHbili  OpraH
NCMOMNHUTESNbHOW BRAcTU, OCYLLECTBNAOLWNN OYHKLMN MO KOHTPOMIO U HAA30py B chepe 3a4paBoOXpaHeHus, s
nocriefyoLLero pasmeLleHms ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

Mmasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOWN ®EOQEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB
1 BOSMELEHUE BPEQOA, MPUYUHEHHOIO 3[0OPOBbLIO NrPAXOAH
BCINEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPENAPATOB

Cratba 68. OTBeTCTBEHHOCTbL 3a HapyleHue 3akoHopaTenbcTBa Poccuirckon depepauuu npu
obpallueHun nekapcTBEHHbIX CPeAcTB

1. Hapywenune 3akoHopaTenbctBa Poccuiickon dPegepaumm npu obpalleHnn NeKapCTBEHHbIX CPeACcTB
BrneyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHO4aTeNnsCcTBOM Poccuiickon degepaumu.
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

2. 3a HenpeacTaBneHne UMM HECBOEBPEMEHHOE MpeacTaBneHne nHopmauum n (M) OOKYMEHTOB Nnbo
npeacTaBrneHne HegoCTOBEPHbIX WHGopMauMm u - (MnNn)  OOKYMEHTOB, MpPeayCMOTPEHHbIX HacCTOSALWMUM
denepanbHbiM  3aKOHOM, CyObekTbl 0bOpalleHWs neKapCTBEHHbIX CPEeACTB HeCyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eaepaunn.

(vacTb 2 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Crtatba 69. Bo3melweHue Bpena, NPUUMHEHHOro 300POBLIO FpaxAaaH BCrieACTBUE NPUMEHeHUs
neKapCcTBEeHHbLIX NpenaparoB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. |_|pOVI3BOLI,VITeJ'Ib JNIeKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, I'IpVI‘-IVIHeHHbIVI 300pOBbIO
rpaxnaH ecrieacrene npuMeHeHud rekapCTtBeHHOro npenaparta, eCclim gokKkasaHo, YTo:

1) J'IeKapCTBeHHbII7I npenapat npuMeHancda no Ha3Ha4YeHutd B COOTBETCTBUM C I/IHCprKLI,I/IeVI no
NPUMEHEHUNID JeKapCTBEHHOINo npenapata wu ﬂpVI‘-IMHOVI Bpena 4ABuricA BBOOA B I'pa)K,El,aHCKI/Iﬁ 060p0T
HeQO6QOKa‘-IeCTBeHHOFO JIEKapCTBEHHOrO npenapara;

2) Bpen 300pOBbI0 NPUYMHEH BCReACTBME HEQOCTOBEPHOM MHPOpMaLUK, cogepallencs B MHCTPYKLMKU NO
NPUMEHEHUIO NeKapCTBEHHOrO NpenaparTa, U3gaHHoN NPpon3BoAUTENEM NeKkapCTBEHHOMO npenapara.

2. B cnyyae, ecnu Bped 340POBbIO rPpaxaaH MPWYMHEH BCReACTBUE MPUMEHEHUS feKapCTBEHHOro
npenapara, NpuLeALIero B HErOAHOCTb B pe3yrbTaTe HapyLeHUs NPaBui XpaHEHWUs! NIEKAPCTBEHHbIX CPEACTB,
npaBun ONTOBOW TOProOBMM NEKAPCTBEHHbIMW MNpenapaTtamu, OpaBuil OTMNycKa JeKapCTBEHHbIX NpenapaTos,
OpaBuil W3rOTOBIIEHWMS W OTNycKa JlekapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeda OCyLLeCTBnAeTCs
COOTBETCTBEHHO OpraHu3auueli ONTOBOW TOProBMnM FeKapCTBEHHbIMW CPeACcTBaMW, anTeyHOW opraHusaumen,
WHAMBMAYaNbHbIM MNpegnpuHMMaTtenem, VMeWuMn fMUEH3NK Ha dapmaueBTUYeckylo OesTenbHOCTb unu
MMUEH3NI0 Ha MEAVUMHCKYI0 [OeATenbHOCTb, MEAMLUMHCKOW OpraHusauven, VMewen fvueH3no Ha
hapmaLeBTMYecKylo aeaTenbHOCTb (ee 0bocobneHHbIM nogpasgenexHvem (ambynaTtopuen, enbawepckum u
dhenbaLlepcko-akyLepCckMM NyHKTamn, LeHTpoM (oTaeneHnem) obuwen BpayebHOM (CeMenHOW) nNpakTUKM),
pacnonioXeHHbIM B CEMbCKOM HAacerneHHOM [MyHKTe, B KOTOPOM OTCYTCTBYeT antedyHas opraHusauusi),
AONYCTVBLUMMK NPOAAXY MM OTMYCK TaKOro fiekapCcTBEHHOro npenapara.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

3. BosmelleHne Bpena, NPUYMHEHHOTO 300POBLIO rpaxaaH BCreaCcTBUMe MPUMEHEHUS NeKapCTBEeHHbIX
npenapaToB WM COBEPLUEHNS NPOTUBOMNPABHLIX AENCTBUN CyGbekTamn obpalleHust NekapcTBEeHHbIX CPeacTs,
OCYLLIECTBISIETCA B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuickon denepaumm.

Mnaea 16. SAKINIOYUTENbHbIE NMONOXEHUA

Cratba 70. O npu3HaHUM yTPaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MOJIOXEHUN
3aKoHopaTenbHbIX akToB) Poccuickon Penepavum

rlpVISHaTb yTpaTuBwnMn Cuny:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-d3 "O nekapctBeHHbIx cpeacTteax” (CobpaHue
3akoHoaaTtenscTBa Poccuiickon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 siHBapsa 2000 roga N 5-®3 "O BHeCeHUM WM3MEHEHMS U OOMOSIHEHWUA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun,
2000, N 2, cT. 126);

3) cratbio 40 PepepanbHoro 3akoHa ot 10 sHBapsa 2003 roga N 15-®3 "O BHeceHUM WU3MEHEHUIN ©
OOMOSNHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon degepaumm B CBS3M C  MPUHATUEM
depepanbHoro 3akoHa "O nuuUeH3MpoBaHUM OTAENbHbIX BUAOB aesTtenbHocTn" (CobpaHue 3akoHopaTenbCcTBa
Poccuiickon ®epepaumm, 2003, N 2, cT. 167);

4) crateio 31 PepepanbHoro 3akoHa oT 30 utoHsa 2003 roga N 86-O3 "O BHeCEHUU U3MEHEHUN U
OOMOSIHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon degepaumm, NpU3HaHUKU YTPATUBLLUMMWU CUMY
OTAEenNbHbIX 3aKoHoAaTenbHbIX akToB Poccuiickon ®degepaumn, nNpeaoCTaBneHMM OTAENbHbIX rapaHTui
COTPYAHWKaM OpraHoOB BHYTPEHHWX Aen, OpraHoB MO KOHTPON 3a 06OpOTOM HAapKOTMYECKMX CPEACTB W
NMCUXOTPOMHbIX BELLECTB W ynpasgHsaeMblX dedepanbHbIX OpraHoB HanoroBoM nNONUUUM B CBA3UM C
OCYLLECTBIIEHNMEM MEpP MO COBEPLLUEHCTBOBAHMIO rOCyAapcTBeHHOro ynpasnenns" (CobpaHue 3akoHogaTenscTea
Poccunckon ®egepauun, 2003, N 27, ct. 2700);

5) ctateio 101 denepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeceHWN U3MEHEHUN B
3aKkoHodaTenbHble akTbl Poccuiickon ®depepaumm 1M NpU3HaAHUM  yTPaTUBLUMMU  CUMY  HEKOTOPbIX
3akoHoaaTenNbHbIX akToB Poccuiickon denepaumm B CBA3N ¢ NpuHATUEM PeaepanbHbliX 3akoHOB "O BHeceHuu
N3MeHeHUn n pgononHeHun B PepepanbHbil 3akoH "O6 0OWMX MpUHUMNAX OpraHM3auMmM 3akoHogaTeNbHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ara coxpaHenus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(npeacTaBuTEnbHBIX) WM UCMOMHUTENbHBIX OPraHoB roCyAapCTBEHHOM Bnactn cybbektoB Poccumnckon
®epepaumun” n "O6 oOWKMX NpUHUMNAX OpraHmM3auum MecTHOro camoynpasneHus B Poccuiickon ®enepaumn”
(CobpaHue 3akoHogaTenbcTBa Poccuickon Peapepaummn, 2004, N 35, cT. 3607);

6) ctatbio 28 PepepansHoro 3akoHa oT 18 aekabps 2006 roga N 231-03 "O BBegeHUn B 4eNCTBME YacTu
yeTBepTon [paxgaHckoro kopekca Poccunckon ®epepauun” (CobpaHue 3akoHogaTtenbcTBa Poccuickon
depepaumu, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero ®epepanbHOro 3akoHa
1. Hactosawmin ®enepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapcTBeHHble CpeAcTBa, 3aperncTpupoBaHHble [0 [AHA BCTYNAIEHUs B CUMY HAacTosLLero
degepanbHOro 3akoHa, noAanexaTt BKMIOYEHWI0O B rOCYAApPCTBEHHbIE PEecTpbl fEeKapCTBEHHbIX CPeAacTB C
BHECEHMEM YyKasaHHblx B 4Yactu 1 cratbm 33 Hactoswero PepepanbHOro 3akoHa cBefeHun o6 aTux
neKapCTBEHHbIX cpeacTBax 6e3 NpoxoxaeHUsa BHOBb NpoLieaypbl rOCyAapCTBEHHOW perncTpaumm nekapCcTBEHHbIX
npenaparos.

3. TlocymapcTBeHHas peructpauusi NeKapCTBEHHbIX MpernapaToB, 3a WCKIHYEHWEM JNEKapCTBEHHbIX
npenapartoB Ana MeguunHCKOro npuMeHeHud, npencrtaBieHHbIX Ha yKa3aHHYH permctpaunto o0 gHA BCTynNeHnA
B cuny Hacrtosiwero defepanbHOro 3akoHa, OCYLLECTBISIETCA B COOTBETCTBUM C HacToswmMm PenepanbHbim
3aKOHOM Ha OCHOBaHWM [OKYMEHTOB W AaHHbIX, NPEACTaBIEHHbIX A0 AHS BCTYMMEHWUS B CWUMY HaCTOSILLErO
denepanbHOro 3akoHa.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHasi peructpauus nekapcTBEHHbIX MpenapaTtoB ANs MeAULMHCKOro MNpUMEHEeHUs,
NPeACTaBMNeHHbIX Ha rOCYAapCTBEHHYIO perMcTpauuio 4o AHS BCTYNNEHUs B cuny Hactosiwero depepanbHoOro
3aKOHa, W roCcydapCTBEHHAs perncTpauusi NEeKapCTBEHHbIX NpenapatoB ANS MEAMLMHCKOrO MNpPUMEHEHMS,
NMPeACTaBMNEeHHbIX Ha 9KCMEepTU3y FeKapCTBEHHbIX CPEeACTB [0 [AHA BCTYMIEHWs B CWMY HacTosLWero
depepanbHOro 3akoHa B UensiX WX MOCMeayoLwen rocygapCTBEHHOM perncTpauun, OCyLLeCTBSOTCA Ha
OCHOBaHWN AOKYMEHTOB W AaHHbIX, NPeACTaBNEeHHbIX A0 AHS BCTYNNeHua B cuny Hactoswero degepanbHOro
3aKoHa, a Takxke 3asiBNeHnsa O rocyapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapara, npeacTaBrleHHOro
Npon3BoaMTENEM NEKAPCTBEHHbIX MpenapaToB UK YNOSIHOMOYEHHBIM MM JIMLOM B COOTBETCTBMU C HACTOSLLUM
depneparnbHbIM 3aKOHOM B YMNOMHOMOYEHHbIW heaeparnbHbIid opraH ucnonHuTensHon Bnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMsa ynnaTtbl rocyAapCTBEHHOWN MOLLUSMHbI, NPeayCMOTPEHHON 3aKOHOAAaTENbLCTBOM Poccuimnckon
depepaumm o Hanorax u cbopax.

(vacTb 3.1 B peq. PenepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.2. ToaTteepxdeHne rocygapCTBEHHOW perncrpaumm fekapcTBEHHbIX npenapatoB Ans MeOMLMHCKOro
NPUMEHEeHWs, NpeacTaBneHHbIX ANA NOATBEPXKAEHWSA roCyAapCTBEHHOW perncTpaummn 4o AHA BCTYNNEHns B Cumy
HacTosiwero ®egepanbHOro 3akoHa, W MOATBEPXKAEHWE TOCydapCTBEHHOW perncTpauum nekapcTBEHHbIX
npenapaToB ANd MeQULMHCKOTO NPUMEHEHWs!, NPeACTaBEeHHbIX HAa SKCNepTU3Yy NeKkapCTBEHHbIX CPEACTB A0 AHS
BCTYNNeHns B cuny Hactoswero ®egepanbHOro 3akoHa B Uensax Mocrnegyrowero MnoATBEPXKAEHUS KX
rocyapCTBEHHOW perncrpaumm, OCyLLEeCTBMAAIOTCA Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, NPEeACTaBEHHbIX 00
OHA BCTynneHus B cuny Hactoswero ®degepanbHOro 3akoHa, a Takke 3asBNeHUs O MOATBEepPXAeHWUM
rocyaapCTBEHHOW  pernctpauuMm  NekapCTBEHHOro  npenapaTta,  MPeACTaBfeHHOro  npou3sBoguTenem
nekapCTBEHHbIX MpenapaToB UMW YNOAHOMOYEHHbIM MM fIMLOM B COOTBETCTBUM C HacToswmm degepanbHbiv
3aKOHOM B YMOJSIHOMOYEHHLIN dedepanbHbii opraH ucnonHuTensHon Bnactm go 1 mapta 2011 roga, 6es
TpeboBaHWA ynnaTbl FOCYAAPCTBEHHOM MOLUMUHBI, NPEeAyCMOTPEHHOW 3akoHOAAaTenbCTBOM  Poccuiickon
®epepaumu o Hanorax n cbopax.

(yactb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHNE pelleHnss 0 BHECEHUN N3MEHEHUI B AOKYMEHTbI, COAepXaluecs B perMcTpaumoHHOM JOCbe
Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHbBIN Npenapar Ans MeAUMLMHCKOro NPUMEHEHUS 1 NpeacTaBeHHble A0 OHS
BCTYNfneHnss B cuny Hactoswero ®egepanbHOro 3akoHa, M NPUHATUE peLleHUs O BHECEHUW WU3MEHEHUN B
OOKYMEHTbI, coAepalleecs B perMcTpauMoHHOM AOCbe Ha 3aperMcTpMpoBaHHbIN NekapCTBEHHBIV NpenapaTt Ans
MEOVNLMHCKOrO NMPUMEHEHWS M NPeACTaBeHHbIe Ha 9KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHS BCTYNSEHUs B
cuny Hactosilwero ®efepanbHOro 3akoHa, OCYLECTBSATCA Ha OCHOBaHMM [OKYMEHTOB U AaHHbIX,
npeacTaBrneHHbIX A0 AHS BCTyNneHus B cuny Hactodwero PefepanbHOro 3akoHa, a Takke 3asBneHus o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BHECEHUN W3MEHEHUN B [OKYMEHTbI, COAEpXallMecs B PerucTpauMoHHOM [OCbe Ha 3apermcTpypOBaHHbIN
nekapCTBEHHbIV Npenapar Anst MegUUUHCKOro MPUMEHEHUS, NPEACTaBIEHHOIO NMPON3BOANTENEM JTEKAPCTBEHHbIX
npenapaToB MMM YMOMHOMOYEHHBIM WM JMLOM B COOTBETCTBMM C HacToawum PegeparnbHbIM 3aKOHOM B
YMNOSIHOMOYEHHbIV hefepanbHbli opraH ucnonHutensHom Bnactu o 1 maprta 2011 ropa, 6e3 TpeboBaHus
ynnaTbl rocyaapCTBEHHOW NOLUMMHbI, NPeayCMOTPEHHOM 3akoHodaTenscTBom Poccuickon ®egepauun o Hanorax
n cbopax.

(vacTb 3.3 B peq. PenepansHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Boigaya paspelleHnii Ha nNpoBedeHne KIMHUYECKUX MCCregoBaHni nekapCTBEHHbIX npenapaToB Ans
MeOULMHCKOrO NMPUMEHEHMUS No 3asBNeHnsaM, NoAaHHbIM OO AHA BCTYMMEHUS B cuny HacToswero degepansHoro
3aKoHa, a TaKke Mno 3asBrneHusaM, NogaHHbIM Nocne AHA BCTYNNEHUSA B cuny Hactosiwero ®efepanbHOro 3akoHa
Ha OCHOBaHWM 3KCMNEePTWU3, MPOBEAEHHbIX OO0 AHA BCTYNNEeHMs B cuny Hactoswero ®defepanbHOro 3akoHa,
OCYLLECTBIAETCH B COOTBETCTBUM C HacTosAwmnm deaepanbHbIM 3aKOHOM Ha OCHOBaHUWM JOKYMEHTOB W AaHHBbIX,
npeacTaBrneHHbIX UK NOMyYeHHbIX A0 AHA BCTYNNEHUs B cuiy Hactoswero ®egepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMWM NpeaBapuUTENibHOrO0 AOoroBopa 006A3aTeNnbHOro CTPaxOoBaHUSA XW3HW, 340POBbSA MaLUEHTOB,
yyacTBYIOLUX B KITMHNYECKOM UCCMEeA0BaHUN NeKapCTBEHHOMO npenaparta Ans MeauuUMHCKOro NpuMeHeHus, unm
Konun poroBopa 006s3aTenbHOr0 CTPaxoBaHWS >KU3HW, 340POBbSA MALUMEHTOB, Y4YaCTBYHOLMX B KIUHAYECKOM
nccnefoBaHWM NeKapCTBEHHOro npenaparta Ans MeAMUMHCKOro npumeHeHusi, nnbo npeacTaBneHHOW Konuu
Aorosopa 0643aTenbHOr0 CTPaxoBaHWs, 3aKNOYEHHOro B COOTBETCTBUM C TMOOBLIMUY NpaBunamy obs3aTensHoro
CTpaxoBaHus, C yKa3aHuem npeaernbHON YUCIIEHHOCTU NauMeHToB, y4acTBYOLWUX B KITMHUYECKOM MccregoBaHnn
nekapCTBEHHOro npenaparta Ans MeauUMHCKOro npumeHeHus, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHON
NoLWWNMHBI, TpegycMOTPEHHON 3akoHoAaTenscTBoM Poccuiickon defepaumm o Hanorax n céopax.

(vactb 3.4 B peq. PepepansHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B MHOCTPaHHOW BamnoTe 0 AHS BCTYMMEHUs B cuny Hactosiwero ®egepansHoro
3aKOHa npefenbHble OTMNYCKHbIE LEeHbl MHOCTPAHHbIX MNPOW3BOAMTENEN Ha FEeKapCTBEHHble Mpenaparsl,
BKIMIIOYEHHbIE B NEpeYeHb XM3HEHHO HEeOoOXOOUMbIX WM BaXKHEMLUMX NeKapCTBEHHbIX MpenapaTtoB, noanexat
nepecyety B pybnu no kypcy LleHTpanbHoro 6GaHka Poccuiickon ®depepaumm Ha AaTy, YCTaHOBIEHHYHO
MpaBuTenbctBoM Poccuiickon ®eaepaumm, 6e3 npefactaBrneHUsl 3asiBEHUsI O NepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYHOLLNX M3MEHEHWUA B rOCYLApPCTBEHHbIN peecTp npeferbHblX OTMYCKHbIX LIeH NpoussoauTenei Ha
nekapcTBEHHble npenapaTbl, BKMHOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos.

(vactb 3.5 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.6. 3aperncTpmpoBaHHble OO OHS BCTYNNeHWs B cuiy HacTosiwero ®egepanbHoro 3akoHa npeferbHble
OTMNYCKHblE€ LiEHbl POCCUMCKMX NPOW3BOAMTENEN Ha JIeKapCTBEHHblIe NpenapaTbl, BKMOYEHHbIE B MNepeveHb
XN3HEHHO HEODOXOAMMbBIX N BaXKHEWLUUX FEKapPCTBEHHbIX MpenapaToB, noanexar nHaekcaumm ¢ 1 Hosiops 2010
roga mcxogsa us NporHO3Mpyemoro ypoBHSA UHGNAUMK, ycTaHoBNeHHoro dedeparnbHbIM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O cdepepanbHom btogxkeTte Ha 2010 rog n Ha nnaHoBbi nepuog 2011 n 2012 rogos” Ha
2011 rog.

(yacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. MNocne 1 mapta 2011 roga He ponyckarTca NPOU3BOACTBO M BBO3 B Poccuiickyio depepauuto
nekapCTBEHHbIX MpenapaToB B yNakoBKax C MapKUPOBKOM, kOoTopas Oblnia HaHeceHa 00 OHst BCTYMNEHUS B CUMY
HacTosilero depepanbHoro 3akoHa. Mo MCTeYEeHWM yKasaHHOro cCpoka AaHHble NeKapCTBEHHble npenapatbl
MOryT OTNycKaTbCsl, peanv3oBbIBaTLCA, NepeaaBaTbCs U MPUMEHSTLCS 4O UCTEYEHUS UX CpoKa rOAHOCTW.

(B peq. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co pHs BCTynneHws B cuny Hacrtosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
BKMOYUTENBHO [OMNycKkaeTCcsl MpOBeAeHUEe 3KCMEepPTU3bl JEeKAapCTBEHHbLIX CPEACTB 3KCNepTaMu 3KCMepTHOro
yypexaeHuss 40 NPOXOXOEHUs UMW aTTecTauuu B NopsaKe, YCTaHOBMEHHOM YMOMHOMOYEHHBIM heaeparnbHbIM
OpraHoM MCMOSTHUTENBHOWM BNacTy.

5. Co pgHa BcTynneHuss B cuny Hactosiwero ®depepanbHoro 3akoHa u no 31 pekabps 2013 roga
BKMIOYUTENBHO OCYLLECTBNSETCH Mepexoq K MNpPOWM3BOACTBY I1EKApPCTBEHHbIX CpPeACTB B COOTBETCTBUAM C
npaBunamMy opraHvM3aLuv NPou3BOACTBA M KOHTPONS KayecTBa NEeKapCTBEHHbIX CPEACTB, YkasaHHbIMU B YacTy 1
ctatb 45 Hactoswero ®egepanbHoOro 3akoHa, B nonHom obbeme. CpokM nepexoga Mpou3BOACTBA
J1eKapCTBEHHbIX CpeacTB K UX NMpoun3BOACTBY B COOTBETCTBMUN C KOHKPETHbIMU Tpe6OBaHI/IF|MI/I OaHHbIX NpaBun,
BKIo4aa CpoOKM aTtTtectaumm YNOJIHOMOYEHHbIX JUL, YKa3aHHbIX B 4acTdax 6 n 7 cratbn 45 HacTodALwiero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 07.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

depnepanbHOro 3akoHa, yctaHasnmeatoTcs [NMpaButenscTtBoM Poccunckon ®enepaumn.

6. JIueH3un Ha NpoM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHble 00 1 aHBaps 2014 roga, oencTByHOT
nocne 1 aHeBaps 2014 roga 4o UCTeYeHUs cpoka Ux AerCTBUS NPY YCNOBUKN COOTBETCTBUS NULEH3naTa npasuniam
opraHusauum npousBoACTBa M KOHTPONS KayecTBa NekapCTBEHHbIX CPEeACTB, yka3aHHbIM B YacTn 1 crtatbu 45
HacToswero PegepanbHOro 3akoHa.

7. ®opmupoBaHMe roCyfapCTBEHHOrO 3aJaHUsA Ha MNpoBeAEeHUEe 3KCMEepTU3bl JNIEKAaPCTBEHHbIX CPeacTB
denepanbHOMYy rocyAapCTBEHHOMY OOIKETHOMY YUYPEXOEHW0 MO NPOBEAEHMIO 3KCMEPTU3bl NEKaPCTBEHHbIX
cpencTe 1 huHaHcoBoe obecrneyeHme BhINOMHEHNsT 3TOMO 3afaHNsi OCYLLECTBAITCS B NOpsSiAKE, YCTAHOBEHHOM
degepanbHbIiM 3akoHOM OT 12 aHBaps 1996 roga N 7-903 "O HekoMMepYecKnx opraHn3aumsx"”.

(4acTb 7 BBeaeHa PeaepanbHbiv 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuinckon ®egepauum
O.MEOBELEB
Mockea, Kpemnb
12 anpens 2010 roga
N 61-03
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