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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenuns: 12.10.2023

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

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnncoK 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,
oT 04.08.2023 N 474-93)

Magea 1. OBLUUE NMNOJTOXKEHUA
Cratba 1. [lpegmeT perynupoBaHua HacTosilwero depepanbHOro 3akoHa

1. Hactosiwmin ®epepanbHblli 3aKOH pPerynupyeT OTHOLLEHWs, BO3HMKAlOLWME B CBS3U C OOpalLeHVeM -
pa3paboTkon,  OOKMMHWYECKUMW  WUCCNeOOBaHWAMMW,  KIUHUYECKMMMU  WUCCREedOBaHWSMKM,  3KCMEepPTU30W,
rocyfapCTBEHHOW perucTpaumen, co cTaHgapTu3aumerd UM C  KOHTpONem KayecTea, NpPOM3BOACTBOM,
N3roTOBMEHNEM, XpaHeHMeM, nepeBo3kon, BBO3OM B Poccuiickyto ®degepauuto, BblBO3OM K3 Poccumnckon
depepaumun, peknamon, OTMYCKOM, peanu3auven, nepegadven, NPUMEHEHNEM, YHUYTOXEHUEM feKapCTBEHHbIX
cpeacTs.

(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-93)

2. Hacrosawwmn ®epepanbHbld 3aKOH YyCTaHaBnvMBaeT MPUOPUTET FOCYOapCTBEHHOIO perynMpoBaHus
6e3onacHocTu, kavyecTBa 1 3PEKTUBHOCTU NeKapCTBEHHbIX CPeaCTB Npu nx obpaLLeHnu.
(B peq. PenepanbHoro zakoHa ot 25.06.2012 N 93-d3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

Cratba 2. Cchepa npumeHeHMA HacToswero PenepanbHOro 3akoHa

Hactodawun ®enepanbHbil 3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKLWWMM npu  obpaleHum
nekapcTBEHHbIX CpeacTB Ha Tepputopum Poccunckon Gegepaumn.

CraTtbs 3. 3akoHogaTenbCTBO 06 06paLleHNN NieKapCTBEHHbIX CPeAcTB

1. 3akoHogaTenbcTBO 06 OOpalleHMM NeKapCTBEHHbIX CPEACTB COCTOUT M3 Hactoswero degepanbHOro
3aKoHa, apyrmx degepanbHbiX 3aKOHOB U MHbIX HOPMaTUBHBIX MPaBOBLIX akToB Poccuickon deaepaumm.

1.1. 3akoHogaTtenbCcTBO 006 OOpalleHUM NeKapCTBEHHbIX CPEeACTB B OTHOLUEHUWN HOPUOWMYECKUX NUL U
UHOuBMAYanbHbIX nNpeanpuHUMaTenein, OCYLLEeCTBASIWUNX OeATENbHOCTb Ha TepputopurM MeXayHapoaHOro
MEeOULMHCKOTO KracTepa, MPUMEHSIETCS C y4eTOM OCODEHHOCTEN, YCTaHOBMNEHHbIX PeaepanbHbIM 3akoHOM OT 29
nioHa 2015 roga N 160-93 "O mexgyHapogHOM MeAMLMHCKOM KracTepe U BHECEHUM U3MEHEHUN B OTAESbHble
3akoHofaTenbHble akTbl Poccuiickon ®epepauun”.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoM OT 29.06.2015 N 160-03; B pen. PepepanbHOro 3zakoHa OT
04.08.2023 N 428-d3)

2. [enctBne HacToswero dPefepanbHOro 3akoHa pacrnpoCcTpaHsaeTCcs Ha obpalleHne HapKOTUYeCKMX
neKapCTBEHHbIX CPEACTB M NCUXOTPOMHbIX NEKapCTBEHHbIX CPEACTB C y4eTOM OCODEHHOCTEN, YCTaHOBMEHHbIX
3akoHogatenbcTtBoM Poccuiickon ®egepaumm 0 HApPKOTUYECKNX CpeacTBaX, NCUXOTPONHbIX BellecTBax n 06 nx
npekypcopax.

3. [ewnctsue HacToswero  ®egepanbHOro  3akoHa pacnpocTpaHsieTcs Ha  oOpalleHne
pagvocdapmaueBTUYECKUX  JIEKAPCTBEHHbIX cpencTs C y4yeTom ocobeHHocTEN, YCTaHOBIEHHbIX
3akoHogatenbctBoM Poccunckon egepaummn B obnactn obecneveHns pagnaumoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoiHbiM foroBopoM Poccunckon depepaumm yCTaHOBMEHbI MHble MpaBuna, 4emMm Te,
KOTOpble MNpPeaycMOTpeHbl HacTtoswum degeparnbHbIM 3aKOHOM, MPUMEHSIOTCA MNpaBuiia MeXayHapoaHOro

aorosopa.

4.1. PelueHNsi MEXrocyfapCTBEHHbLIX OPraHoB, MPUHSITBIE HA OCHOBAHWM MOJSIOXKEHUN MeXOYHAPOLHbIX
poroBopoB Poccunckonn ®depepaumm B MX  UCTOMKOBaHuMK, npoTmBopedaweMm KoHctutyumm Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccurickon Pepepauuun. Takoe nNpoTMBoOpevMe MOXeT ObiTb
YCTaHOBMEHO B Mopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccunckon denepauumn B COOTBETCTBUM C MeXAyHapoaHbIMU JoroBopamn Poccuiickon ®epepavmm un
(vnn) Ha ocHOBe MpMHUMMNA B3aMMHOCTU NPU3HAKTCS pe3yrbTaThl KIMMHUYECKUX UCCNEeaoBaHUIN NekapCTBEHHbIX
npenapaToB ANs MEAWMUMHCKOrO NPUMEHEHUsI, MPOBEAEHHBIX 3a Mpegenamun Tepputopumn Poccuimnckon
depepaumn.

CtatbA 4. OCHOBHbIE NOHATUSA, UCNIONb3yeMble B HacTosileM degepanbHOM 3aKoHe
Onsa uenen HacTosiwero ®efepanbHOro 3akoHa UCMOSb3YTCA CrieayoLLMe OCHOBHbIE MOHATUSA:

1) nekapcTBeHHble CpeAcTBa - BellecTBa UMM UX KOMGUHALMKW, BCTynawlMe B KOHTAKT C OpraHW3MOM
YyernoBeka WM XMUBOTHOIO, NPOHUKAIOLLIME B OpraHbl, TKaHW OpraHuama YenioBeka Uim XXUBOTHOTO, NPUMEHSeMble
ANa NPodUNaKTUKK, OMArHOCTUKA (32 WCKITIOYEHMEM BELLUEeCTB WM WX KOMOWHALMiA, He KOHTaKTUPYIOLIMX C
OpraHM3MOM YerioBeKka Wnn KMBOTHOIO), IeyeHusi 3aborneBaHusi, peabunutauun, AN COXpaHeHwWs,
npeaoTBpaLLeHUst UNu NpepbiBaHns GepeMeHHOCTUN U NOoMyYeHHbIe U3 KPOBU, Nasmbl KPOBU, U3 OPraHoB, TKaAHEN
opraHusma 4ernoBeka WNM JKUBOTHOTO, PacTeHWil, MUHEepPanoB MeTodaMu CUHTe3a WUNM C MpPUMEHEHUEM
Guonoruyecknx TexHonornin. K nekapcTBeHHbIM CpeAcTBaM OTHOCATCA dpapmaueBTMyeckue cybecTaHumn u
nekapcTBeHHble NpenaparThbl;

2) dapmaueBTUYeCkas CcybCcTaHuMa - NeKapCTBEHHOE CPeACTBO B BUAE OOHOrO WUNUM  HECKOMbKUX
obnagatowmx apMakoriormyeckon akTMBHOCTbIO [OEWCTBYIOLUMX BELLECTB BHE 3aBUCUMOCTM OT Npupoabl
NPOUCXOXAEHNSI, KOTOpOe npefHa3Ha4YeHo Ansi NPOM3BOACTBA, W3rOTOBMEHUS NEKAPCTBEHHbIX NpPenapaToB M
onpeaensieT ux addPeKTUBHOCTD;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(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 YOPM, NMPUMEHsSIEMbIe
AN NpoUNaKkTUKKU, 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 [OENCTBYIOLWMX BELLECTB B KOMUYECTBEHHOM
BbIP@XEHUN HA eauHMLY A03bl, NN eanHuLy obbema, v eavHULY Maccbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NMBo ANt HEKOTOPbLIX BUAOB NEKAPCTBEHHbIX (POPM KONMYECTBO BbICBOOOXAAEMOro M3 NeKapCTBEHHOMN
dopMbl AENCTBYIOLLIETO BELLECTBA 3a e4MHULY BPEMEHMU;

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

6) nepeyeHb XXU3HEHHO HEOBXOOMMBbIX WM BaXKHEMLUUX JEeKapCTBEHHbIX MpenapaTtoB - YTBEPXOAAEeMbI
MpaButenbctBom Poccunckon ®depgepaumy nepeyveHb NeKapCTBEHHbIX MNpenapatoB ANd  MeOMUMHCKOro
nNpuMMeHeHus1, obecneuynBaloMX 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 mMpenapaTtbl - feKapCTBEHHble npenapatbl, npeaHa3HavYeHHble
NCKIMIOYUTENBHO ANS AMArHOCTMKM UMW NaTOreHeTUYECKoro neyeHus (NeyYeHusi, HanpaBfeHHOro Ha MexaHusMm
pa3BuTus 3aboneBaHus) peakux (opdaHHbix) 3abonesaHunn;

(n. 6.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTtlIntoc: npumevaHume.
C 01.04.2024 B n. 6.2 cT. 4 BHOCATCA M3MeHeHus (D3 ot 04.08.2023 N 466-D3). Cm. ByayLLyo peaakLnto.

6.2) Buonoruyeckme riekapCTBEHHbIE NMpenaparthl - JlekapCTBEHHbIE NMpenapaTbl, 4eNCTBYHOLIEE BELLECTBO
KOTOpPbIX NPOU3BEAEHO UIM BbIAENEHO N3 BMOMNOrMYeckoro NCTOYHUKA M AN onpeaeneHns CBOMCTB U KayecTBa
KOTOpbIX Heobxoauma KOMOMHaUUA OUOMOrMYecKkUx U U3NKO-XMMUYECKX MeTogoB. K  Guonornvyeckum
NekapCTBEHHbIM MpenapaTtam OTHOCATCH MMMYHOOMONOrnYyeckne nekapCcTBEHHbIE Npenaparbl, JIEKAPCTBEHHbIE
npenapaTtbl, NOMyYeHHbIE U3 KPOBW, MNa3Mbl KPOBW YENOBEKA W XKMBOTHbIX (32 UCKIMOYEHUEM LIENBHOW KPOBM),
OMOTEXHONOrMYECKMEe NekapCTBEHHbIE NpenapaThbl, reHoTepaneBTUYECKNE NeKapCTBEHHbIE Npenaparhl;

(n. 6.2 BBegeH PepneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) MMyHoGMOnorMyeckMe nekapcTBeHHbIe nNpenapatbl - NIeKapCTBEHHblE Npenaparbl, npeaHa3HavYeHHbIe
Anst OpMMPOBAHUSA aKTUBHOIO UMM MacCMBHOTO MMMyHUTETa NUBO AMAarHOCTUKU HanuymMs UMMYHUTETa Wnu
AVNarHoCTUKN crneumndunyeckoro NpmobpeTeHHOro M3MeHeHUs MMMYHOSIOMYECKOro OTBETa Ha anneprusmpyowme
BewlectBa. K nMMyHOBMONOrmyecknm nekapcTBeHHbIM npenapatamMm OTHOCATCH BaKLUMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKU, MUMMYHOIrOOYVHbI U anneprexsol;
(n. 7 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonorvyeckne nekapcTBeHHble npenapaTtbl - JieKapCTBEHHble npenapaTbl, NPOW3BOACTBO
KOTOPbIX OCYLUECTBMAAETCA C WCMOfb30BaHMEM OGMOTEXHOMOrMYEeCKMX MNpOLEeccoB M MeTOAOB (B TOM uucne
OHK-pekomMBbuHaHTHON  TEXHOMOTMUW,  TEeXHOMOrMU  KOHTPONMMPYEMOW  3KCMPEeCCUMU TEHOB,  KOAWMPYHIOLLMUX
Buonormyeckn akTuBHbIE BENKM B MpoKapuoTax U aykapuoTax, BKIOYas U3MEHEHHbIE KNEeTKU MIeKonuTaloLwmx),
rmépnaoMHOro MeToa U MeToa MOHOKIOHarbHbIX aHTUTEN;

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

7.2) reHOTepaneBTUYECKNE NeKapCTBEHHbIE NpenapaThl - TIeKapCTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuusa  KOTOpbIX SABNSETCS PEKOMOWHAHTHOW  HYKNEWHOBOW  KMCNOTOW WNW  BKNoYaeT B cebsd
PEKOMOWHAHTHYIO HYKIEMHOBYIO KMCIOTY, MO3BONSALLYIO OCYLLECTBNATL PerynupoBaHue, penapawuio, 3aMeHy,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

noGaBrneHve Unu yaaneHne reHeTM4yeckon nocnenoBaTenbHoOCTY;
(n. 7.2 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

8) HapkoTuuyeckue nekapCTBEHHble CpeacTBa - IeKapCTBEHHble npenapatbl M dapmMaleBTUnYeckue
cybcTaHuun, copepxalime HapkoTUYecKue CpeacTBa M BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
MCUXOTPOMHLIX BELLECTB U UX NPEKYPCOPOB, noanexaiimx KoHTponto B Poccunckon defepaumm, B COOTBETCTBUM
C 3akoHogaTenbLcTBOM Poccuinckon ®epepauunn, MexayHapoaHeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncne EgmHom koHBeHLMEN O HapKkoTuYeckux cpeacteax 1961 roga;

9) ncuxoTpornHble IeKapCTBEHHbIE CpeacTBa - NekapcTBeHHble MpenapaTtbl UM dapmaleBTUnyeckue
cybcTaHuun, copepkaliue MNCUXOTPONHbIe BELLECTBA WM BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
MCUXOTPOMHBIX BELLECTB U UX MPEKYPCOPOB, Noanexaimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepaunn, MexxagyHapoaHeiMyu gorosopamu Poccuiickon degepaumm, B TOM
yncrne KoHBeHuUmMe 0 NCMXOTPONHbIX Bewectsax 1971 roaa;

10) pagnodapMaLeBTUHECKNE NEKAPCTBEHHbIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE coaepKaT
B FrOTOBOM ANsi UCMONb3oBaHMs hopMe OOWH PaaMOHYKNMG WM HECKONbKO PagvoHYKNUAOB (PagMoaKTUBHbIX
N30TOMoB);

10.1) opuruMHanbHbIN NEeKapCTBEHHbLIN npenapaTt - NeKapCTBEHHbIM npenapaT C HOBbIM [EeNCTBYHOLLUM
BELLECTBOM, KOTOPbIA NEPBbIM 3aperncTpupoBaH B Poccuiickon degepauny UM B UHOCTPaHHBLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [OOKMMHUYECKMX WCCNEOOBAHUN JEKAapCTBEHHbIX CPEeACTB W KITMHUYECKMX
nccrnegoBaHui NekapCTBEHHbIX NpenapaToB, NOATBEPXKAALWMX €ro Ka4ecTBo, 3PEKTUBHOCTE U 6E30NaCHOCTb;
(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN nekapCTBEHHbLIN NpenapaT - NekapCTBEHHbIA npenapaTt, KOTOpbIi ucnonb3yetca Ans
OUEHKM OWO3KBUBANEHTHOCTU WNM  TEpPANeBTUYECKONW SKBMBANEHTHOCTW, KadecTBa, 9(PdEKTUBHOCTU W
©e30nacHOCTU  BOCMPOWM3BEAEHHOIO JEeKApCTBEHHOrO npenapata wunn  OGuoaHanorosoro (6uonogo6Horo)
nekapcTBeHHOro npenapata (bwoaHanora). B kauyecTBe pedepeHTHOro nekapCcTBEeHHOro mnpenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS UCMONb3YEeTCst OPUrMHAINbHbIA NEKAPCTBEHHIN npenapaT nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIV MpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon depepaumm m He
HaxoauTca B oOOpoTe B MHOCTPaHHbIX FOCYyAapcTBax, BOCMPOM3BELAEHHBLIN IEKAPCTBEHHbIM NpenapaTt unm
BuroaHanoroBbIvi (6MONOAOGHLIN) NNEKAaPCTBEHHBIN Npenapar (6ruoaHarnor), KOTopbI NepBbIM 3apErnMCTPUPOBaH U3
yncna Haxogswmxca B obopote B Poccuiickon Pepepaumn, OGMOIKBMBANEHTHOCTb WU TepaneBTUYecKas
3KBMBANEHTHOCTb, KayecTBO, 3(eKTUBHOCTE U 6e30MacHOCTb KOTOPOro OUEHMBANMCb MO OTHOLUEHUO K
OpUrMHaNBLHOMY NEKapCTBEHHOMY MpenapaTty, a Takke KayecTBo, 3(peKkTMBHOCTbL M 6e30MacHOCTb KOTOPOro
noaTBepXOalTCsa pesynbTaTamu dapmakoHaasopa M NPOBEPOK COOTBETCTBUS IEeKapCTBEHHbIX CPeAcCTB,
HaxoAsiMXCA B TpaXgaHCKOM 00opoTe, YCTaHOBMEHHbIM TpeboBaHMsIM K WX kadvecTBy. B kauvecTtBe
pedepeHTHOro NIEeKAapCTBEHHOro npenapaTta Ans BETEPUMHAPHOrO NMPUMEHEHWUS] UCMOMb3yeTCs JNEKapCTBEHHbIN
npenapaT ANsa BETEPUHAPHOro MPUMEHEHUs, 3aperncTpupoBaHHbii B Poccuiickon ®egepaumm Ha OCHOBaHWUU
pe3ynbTaToB AOKMMHUYECKUX UCCNEeOOoBaHWMM JIEKAPCTBEHHbIX CPeaCcTB M KIMHUYECKUX  MUCCnenoBaHui
nekapCcTBEHHbIX NpenapaToB, NOATBEPKAAOLMNX €ro Ka4yecTBo, ahPEeKTUBHOCTbL U 6€30MaCHOCTb;

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

12) BOCMpPOM3BEAEHHbI IEKAPCTBEHHbLIN Mpenapart - JIeKapCTBEHHbI Mpenapat Ansg MeauLUMHCKOro
NPUMEHEHUs, KOTOPbIN MMEET OSKBMBANEHTHbIN pedepeHTHOMY NnekapCTBEHHOMY npenapaTy Ka4yeCTBEHHbIN
COCTaB M KONMMYECTBEHHbLIV COCTaB AENCTBYIOLMUX BELLECTB B 3KBMBANIEHTHOW IekapcTBeHHow dopme, nubo
nekapCTBEHHbIN npenapart Ans BETePUHAPHOro MPUMEHEHUS, KOTOPbIM UMEET Takue Xe, YTO U pedepeHTHbIN
nekapCTBEHHbIN Npenapar, Ka4eCTBEHHbLIN COCTaB U KONMYECTBEHHbIN COCTaB AENCTBYIOLLMX BELLECTB B TaKOM Xe
nekapcTBeHHow  copme, OMO3IKBMBANEHTHOCTb  WMAM  TepaneBTWYECKas  3KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLIEMY pedepeHTHOMY JlekapCTBEHHOMY npenapaTty MOATBEPXAeHa COOTBETCTBYIOLLMMU
nccrnegoBaHUsaMK;

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

12.1) TepaneBTU4Yeckass 9SKBMBASIEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - OOCTWXKEHUE KIMHUYECKU
COMOCTaBUMbIX TepaneBTU4eckoro adpdpekta u nokasatenen adhpekTMBHOCTN 1 ©6€30NacHOCTU NpY MPUMEHEHUN
J1eKapCTBEHHbIX npenapartoB anda MeauumHCKoro NPpUMEeHeHU4, nverLmnx OoAHO MexayHapogHoe
HenaTeHToBaHHOEe (I/IJ'IVI XnmMmm4yeckoe, Unun prI'II'II/IpOBO‘-IHoe) HanMeHOBaHue, B 3KBUBANEHTHbIX OO3MPOBKax Mo
OOHUM W TEM e MOoKasaHWsaM K MPUMEHEHUIO U NPU OOUHAKOBOM crnocobe BBELAEHWUS Y OQHOW M TOW e rpynnbl
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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

12.2) 6wuoaHanorosbin (6ronodobHLIN) nekapCTBeHHbIW npenapaT (bwoaHanor) - ©Guonornyeckun
neKkapCTBEHHbIN Npenapar, CXOXMI No napameTpam kavyecTBa, 3dopeKTMBHOCTM 1 6e30nacHOCTU C pedepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoW e feKapCTBEHHOW (hopMe U UMEILMA MAEHTUYHbIN
cnocob BBeaeHwus;

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

12.3) B3anmo3ameHsieMblli NEeKapCTBEHHbIM Npenapat - JeKapCTBEHHbIW npenapaT C [oKa3aHHOM
TepaneBTUYECKON SKBMBANIEHTHOCTLIO UM BMO3KBMBANEHTHOCTBIO B OTHOLLEHUN peddEPEHTHOIO NeKapCTBEHHOMO
npenapaTta, UMEKLLUIN 3KBMBANEHTHbIE €MY Ka4yeCTBEHHbI COCTaB WM KONMMYECTBEHHbIV COCTaB AEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTenbHbIX BELLECTB, NIEKapCTBEHHYHO hopMy 1 cnocob BBEAEHNS;

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

12.4) OWMO3KBMBANEHTHOCTb JEKAPCTBEHHbLIX MpenapaTtoB - LOCTWXKEHME COMOCTaBUMbLIX MoOKasaTernen
CKOPOCTM BCACbIBaHWSA, CTEMEHN MOCTYNIIEHNS K MECTY AEWCTBUSA U CKOPOCTW BbIBEAEHUS OAHOIO UM HECKOSBbKMX
obnagarowmx ¢apmakosiormiyeckon akTUBHOCTbIO OEWCTBYIOLLIMX BELECTB NPU MPUMEHEHUN JNEKapCTBEHHbIX
npenapaToB Ans MEAMUMHCKOrO MNPUMEHEHMUS, UMEKLWMX OAHO MEeXAyHapOoAHOe HenaTeHToBaHHOEe (Mnun
XUMUYECKOE, UMK rPYyNnNMpOBOYHOE) HaMEHOBAHNE, B SKBUBANEHTHbIX JO3UPOBKaX U Npu OAMHAKOBOM crnocobe
BBEOEHUS;

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

13) nekapcTBeHHOE pacCTUTENbHOE Cbipbe - CBEXWE WU BbICYLLUEHHbIE pacTeHuss nnbo mx vacTw,
ucnonb3yemble AN NPOM3BOACTBA  JIEKAPCTBEHHLIX  CPEeACTB  OpraHuMsauusiMm - Npou3BOOUTENSIMM
NeKapCTBEHHbIX CPeACTB WU U3rOTOBIEHWUSI JIEKAapCTBEHHbIX MpenapaTtoB anTeYHbIMM  OpraHu3aumsmu,
BETEPUHAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3UIO
Ha hapmaLeBTUYECKYIO AESTENBbHOCT;

14) nekapCTBEHHbIN pacTUTENbHBIN nNpenapat - nekapCTBEHHbIV npenapaT, MNpPOU3BEeAEHHbIN Unu
N3roTOBMEHHBIN U3 OAHOrO BMAA NEKapCTBEHHOIO PacTUTENBLHOIO ChiPbs UM HECKOSMBbKMX BUAOB TAKOro Chipbs U1
peanu3yembliii B pachacoBaHHOM BUAEe BO BTOPUYHOM (MOTPEOUTENBCKON) YNaKoBKE;

15) romeonaTMyecKkMn fekapCTBEHHbIN npenapaTt - NEeKapCTBEHHbIN npenapart, Npou3BeOEeHHbIn unu
M3roTOBMEHHbIN M3 hbapmaueBTUYeCcKonW cybcTaHuMM unn dapmMmaueBTU4eCckux CyGCTaHuMi B COOTBETCTBUM C
TpeboBaHuAMKN OOLWMX hapmakonerHbix cTaTeld K romMeonaTUYecKMM INeKapCTBEHHbIM MpenaparaMm wunuv B
COOTBETCTBUU C TpeboBaHMAMN hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NIekapCTBEHHOro npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

16) mMexagyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHMEe IeKapCTBEHHOro cpeactBa - HauMeHoBaHWe
OeVCcTBYyIOLLEro BellecTBa papmaueBTUYeckon cybcTaHuumn, pekoMeHgoBaHHoe BcemupHow opraHv3aumen
3QpaBoOXpaHeHus:;

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

17) ToproBoe HaMMeHOBaHWE IeKapCTBEHHOrO CpPeAcTBa - HauMeHOBaHWEe NeKapCTBEHHOTO CPeAcTBa,
NMPUCBOEHHOE ero paspaboTyvkom, [gepXxaTtenem WnvM BriagenbleM pPerncTpauMoHHOro  YAOCTOBEPEHUS
nekapcTBEHHOro npenapaTa;

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

17.1) rpynnupoBOYHOE HaMMEHOBaHME FeKapCTBEHHOro npenapata - HavMMeHOBaHWe feKkapCTBEHHOro
npenapara, He WMEIOWEro MeXAyHapoOoHOro HEenaTeHTOBaHHOMO  HauMMEHOBaHWs, Wnu  KOMOMHauum
neKapCTBEHHbIX NpenapaToB, UCMOMNb3yeMoe B Lensax obbeanHeHus UX B rpynny nog eavHbiM HauMeHOBaHWeM
NCX0oas 13 OAMHAKOBOro COCTaBa AEWNCTBYIOLUMNX BELLECTB;

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

18) obuwas dapmakonerHas cTaTbs - [OOKYMEHT, YTBEepXAEHHbI YMNONHOMOYEHHbIM heaeparnbHbIM
OpraHoM UCMONHUTENBHOW BNacTu U codepxalluuii nepeyeHb nokasaTenel kadecTsa U (MNn) METOOO0B KOHTPOIS
KayecTBa KOHKPETHOW JekapCTBEHHOW DOpMbl, J1IeKapCTBEHHOrO  pacTUTENIbHOTO  Chbipbsi,  OMMCAHUS
GUONOrNYECcKNX, BUOXUMUYECKMX, MUKPOOMONOTUYECKMX, (OU3NKO-XUMUYECKMX, (PU3NYECKUX, XUMUYECKUX W
APYrYX METO[AOB aHanu3a 1eKapCTBEHHOro CpeacTsa, a Tawkke TpeboBaHWs K MUCMOMb3yemblM B LEnsax
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NPOBEEHUS IAHHOIO aHanM3a peakTuBam, TUTPOBaHHbLIM PacTBOpaM, MHAUKaTOpaM;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

19) capmakonerHas cTaTbs - OOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM dedeparnibHbiM OpraHom
MCMNOMHUTENBHOW BrlacTM U cogepXawuii nepedveHb nokasaternen KayectBa U METOAOB KOHTPOMsS KadvecTBa
NeKapCTBEHHOro CPeACTBa;

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

19.1) crtaHpapTHble obpasubl - BewecTBa, MNOCPEACTBOM CpaBHEHWS C KOTOPbIMU OCYLLEeCTBNSETCS
KOHTPOIb KayecTBa UccreayeMbliX NEKapCTBEHHbIX CPEACTB C MOMOLLbIO (DU3UKO-XMMUYECKMX U BUOMOrnYecKnx
MEeToOOB B LUensdAx MOATBEPXAEHWs COOTBETCTBUS feKapCTBEHHbIX CPeacTB TpeboBaHMAM HOpMaTMBHOW
AOKyMeHTaUmMK, YCTaHOBIEHHbIM MPU OCYLLECTBNEHNM roCy4apCTBEHHON perncTpauum, 1 KOTopble NPYMEHSIITCS
Ans KanvbpoBKM CTaHAAPTHbIX 0OpasuoB NPOM3BOAWTENS fEeKapCTBEHHbIX CpPeacTB, MCMOMb3yemblX Afs
KOHTPOMs KayecTBa M MHbIX Lenen npu obpalleHm nekapcTBEHHbIX CPeAcCTB;

(n. 19.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

19.2) chapmakonenHbin cTaHAapTHbIN obpaseL - cTaHAapTHbIN obpa3el, MPon3BedeHHbIV B COOTBETCTBUN C
drapmakonenHom cTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HOpMaTMBHaA OOKyMeHTauuA - OOKYMEHT, cop,epmau.l,mﬁ nepeyvyeHb onpenendemMbiX no pesyrbTaTtamMm
COOTBETCTBYHOLLMX  3KCNepTus nokasatenenm kayecTtBa JNIeKapCTBeHHOro cpeacrtea And MeaguuuHCKoro
NPpUMEHEeHNdA, MeToaoB KOHTPOJIA ero kayecrtsa un yCTaHOBJ'IeHHbIVI ero npomnssogutenem,

21) HOPMaTMBHbIN [OOKYMEHT - [OOKYMEHT, cofepxalluidi nepedyeHb onpedensieMblXx MO pesynbTatam
COOTBETCTBYHOLUUX IKCMEepTU3 MNokasaTenein kadectsa UM (MnM) METOOOB KOHTPONS KadyecTBa NeKapCTBEHHOA
opMbl, onucaHns BMONOrMYecKknx, BUOXUMUYECKMX, MUKPOBMONMOTMYECKUX, (U3UKO-XUMUYECKNX, (PU3NYECKUX,
XVIMUYECKMX U APYTMX METOLAOB aHanM3a fekapCTBEHHbIX CPEACTB AN BeTEPUHAPHOTO NPUMEHEHWS, TpeboBaHus
K MCMONb3yeMbIM B LIENSAX NPoBeAeHNA AaHHOro aHanMsa peaktuBamM, TUTPOBaHHbLIM pacTBoOpaMm, UHAMKaTopam u
YCTaHOBINEHHbI ero NponssoanTeENemM;

21.1) oOWNIA TEXHUYECKUA OOKYMEHT - KOMMIIEKT AOKYMEHTOB U MaTepuaroB, COCTOSILLNA N3 HECKOSIbKMX
pasgenoB - AOKYMEHTauMM agMUHUCTPATMBHOIO Xapakrepa, XMMn4yeckon, dapmMaLeBTUYeCKon 1 61onormyeckom
JOKyMeHTauuu, dapMakonormyeckon, TOKCUKOMOMMYECKON AOKYMEHTauuKW, KIMHUYECKON OOKyMeHTauun wu
npeacraBnaemMbli OAHOBPEMEHHO C 3asIBNIEHNEM O rOCYAapCTBEHHOW perncrpaumm nekapCcTBeHHOro npenapara
Ons MeOUUUHCKOro npuMeHeHust B dopmaTte, YCTaHOBMIEHHOM YMNONMHOMOYEHHbIM beaepanbHbIM  OpraHoM
WCMNONTHUTENbHOW BNacTw;

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

22) Ka4yeCTBO IeKapCTBEHHONo CpeacTBa - COOTBETCTBME FEKApCTBEHHOro cpeactsa TpeboBaHuAM
hapmakonenHon crtaTbM NMBO B criydyae ee OTCYTCTBUSI HOPMAaTUMBHOW [OKYMEHTaUWW WM HOPMaTUBHOMO
OOKYMEHTa;

23) ©e30nacHOCTb NekapCTBEHHOIO CPeAcTBa - XapaKTepPUCTUKA NEeKapCTBEHHOrO CpeacTBa, OCHOBAHHAs
Ha CpaBHUTENbHOM aHanu3e ero 3hMEKTUBHOCTM N pUCKa NMPUYMHEHUS Bpeaa 340POBbIO;

24) 3cbpeKTUBHOCTb NEKAPCTBEHHOIO NpenapaTa - XapaKTePUCTUKA CTeneHW MOSIOKUTENbHOMO BIIUSIHMS
NeKapCTBEHHOro npenapaTa Ha Te4yeHue, NPOAOIKUTENbHOCTL 3aboneBaHus UM ero npeaoTBpalleHue,
peabunutaumio, Ha coxpaHeHue, NpeaoTBpaLleHVe UK NpepbiBaHne GepeMeHHOCTY;

25) cepua nekapcrtBeHHOro cpenctBa - KOJIMYECTBO JIEKApPCTBEHHOrNoO cCpeacTtBa, MNpou3BegeHHOE B
pes3ynbTate O4HOro TeEXHOJIOrM4YeCKoro Uukna ero npon3sognTerniem;

26) permctpaunoHHoOe YAOCTOBEpPEHUE NEKAapCTBEHHOro npenapaTa - AOKYMEHT, noaTBepxaarowmn gakr
rocyapCTBEHHOW perMcTpaLmm nekapcTBEHHOrO Npenapara;

26.1) pepxaTenb WNM Bnagernel pPerMcTpauMoHHOTO YOOCTOBEPEHUS] JIEKapCTBEHHOrO mnpenaparta -
pa3paboTynK NEeKapCTBEHHOrO CPeAcTBa, NPOM3BOAUTENb NEKapCTBEHHbIX CpeacTB WU WHOEe lopuandeckoe
nvuo, obnagatollee NpaBoM BnadeHUsl PermcTpaLuoHHbIM YAOCTOBEPEHMEM, KOTOPble HECYT OTBETCTBEHHOCTb
3a KayecTBO, 3PPEKTUBHOCTL M 6E30MaCHOCTL NleKapCTBEHHOIO NpenapaTa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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

27) pernctpaumoHHbIN HOMep - KO4OBoe 0003HaYeHne, NPUCBOEHHOE NEKAaPCTBEHHOMY Mpenaparty npu ero
rocyaapCTBEHHOW perncTpaumy,;

28) obpalleHne nekapCTBEHHbIX CpeacTB - pa3paboTka, OOKMMHUYECKME WCCNEeAOBaHWS, KIMHUYECKue
nuccregoBaHus, 3KCMepTv3a, rocygapCTBEHHas peructpauusi, CraHgapTu3aumss M KOHTPONb  KayecTBsa,
Npon3BOACTBO, M3rOTOBMEHNE, XpPaHEHNe, nepeBo3ka, BBO3 B Poccuickyto ®enepaunto, BbIBO3 U3 Poccuimckom
depepaumm, peknama, OTNycK, peanusauus, nepegaya, NpMMeHeHNe, YHUUTOXEHME NeKapCTBEHHbIX CPEACTB;

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

29) cybbekTbl 0bpalleHnsi NeKapCTBEHHbIX CPEACTB - mnsnyeckne nuua, B TOM Y1Cre MHAMBUAOYamNbHblE
npeanpuHUMaTtenu, U puaMyeckue nuua, ocyLecTBRsALIME AEATENbHOCTb NPy obpalleHnn NnekapCcTBeHHbIX
CpencTs;

30) pa3paboTuuk nekapCcTBEHHOro CpefcTBa - opraHu3auus, obnapawllas npaBaMu Ha pesynbTaThbl
AOKIMUHUYECKUX UCCNEeAOBaHUA NEKapCTBEHHOrO CPEeACTBa, KIMHWYECKMX WCCNeOOBaHWN N1eKapCTBEHHOrO
npenapara u (Un1) Ha TEXHONOrMI0 NPOVU3BOACTBA IEKapCTBEHHOrO CPeacTBa;

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

31) npon3BOACTBO J1eKapCTBEHHbIX CpencTB - OeATeNIbHOCTb MO NMpOou3BOACTBY JI€KapCTBEHHbLIX CpeacTB
opraHm3aunamMmmn - npon3BoanNTENAMN NEeKapCTBEHHbIX CpeaCcTB Ha OAHOWN CTaaun, HECKOSNbKMX NN BCEX CTagusX
TEXHOJTOrM4YeCcKoro npouecca, a Takke no XxpaHeHuo 1 peann3aumm npomn3eeeHHbIX NeKapCTBEeHHbIX CPeaCTB;

31.1) npou3BoACTBEHHas nnowlagka - TeppuTopuanbHO 060COGMEHHbI KOMMMEKC MpoM3BOaUTENS
neKapCTBEHHbIX CpeacTB, NpeaHa3HayYeHHbIN Ans BbINOSHEHUS BCEro npouecca NpovM3BOACTBA NEKapCTBEHHbIX
CPeAcTB UMM ero onpeaeneHHon cTaamu;

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

32) npoun3soauTeslb JNI€KapCTBEHHbIX CpencTB - oOpraHum3auud, ocyulecTBndwowaa npoun3soncTteo
J1eKapCTBEHHbIX CpeaCcTB B COOTBETCTBUA C TpeGOBaHVIFIMVI HacTto4dLllero dJeuepaanoro 3aKOHa;

33) cbapmaueBTUYECKaa [EATENBHOCTb - [OEATENbHOCTb, BKIOYawLwas B ceba ONToBYyK TOProsmio
nekapcTBEHHbIMW CpeacTBaMM, WX XpaHeHue, NepeBo3Ky U (MMM) PO3HUYHYIO TOProOBMK NeKapCTBEHHbIMU
npenapatamu, B TOM 4YuUCIe OUCTAHUMOHHBLIM CMOCOOOM, MX OTNYCK, XpaHeHWe, MNepeBO3Ky, W3roTOBIEHWE
nekapCTBEHHbIX NpenapaTos;

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

34) opraHm3auua OnTOBOWN TOProBJ/IN NeKapCTBeHHbIMU CpeacTBaMh - OpraHusauua, ocyulecTBndAolad
OMNTOBYKO TOProBIKO JNekapCTBEeHHbIMU CpencTBaMu, UX XpaHeHune, nepeBo3Ky B COOTBETCTBUU C Tpe6OBaHMﬂMI/I
HacTtodLlero dJep,epaanoro 3aKOHa;

35) anTedHas opraHuMsaumsi - opraHusauusi, CTPYKTypHOe noapasaeneHne MeauuUHCKOW opraHu3auum,
OCYLLECTBMAIOLWME PO3HUYHYKD TOPrOBMIO JIEKAPCTBEHHLIMU MpenapaTtamu, B TOM YUCNE AUCTAHLMOHHLIM
cnocobom, XpaHeHWe, MepeBO3KYy, M3TOTOBMEHME WM OTMNYCK NeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro
NPUMEHEHMS B COOTBETCTBUM C TpeboBaHMsIMM HacTosLlero deaepanbHOro 3akoHa;

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

36) BeTepvHapHas anTevyHas opraHu3auusi - opraHu3auumsi, CTPYKTYpHOe nogpasgeneHve BeTepuHapHOM
opraHM3auMKn, OCYLLECTBMSIOWME PO3HMYHYIO TOProBMO NEKapCTBEHHbIMWM MNpenapataMmu, B TOM 4uChe
OVUCTaHLMOHHBIM CNOCOBGOM, XpaHEHWUE, U3rOTOBIIEHNE U OTNYCK NEKapCTBEHHbIX NpenapaToB Ans BeTEPUHAPHOro
NMPUMEHEHMS B COOTBETCTBUM C TpeboBaHMsIMM HacTosLero deaepanbHOro 3akoHa;

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

37) danbcuuuMpoBaHHOE NEeKapCTBEHHOE CPEACTBO - eKapCTBEHHOE CpPedcTBO, COMPOBOXAaeMoe
NOXHOW UHpopMaLmeli 0 ero cocTaee 1 (Unn) NPOU3BOANTENE;

38) HenoGpokayecTBEHHOE NeKapCTBEHHOE CPeacTBO - JIeKapCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHnsAM hapMakonemHon cTatbu nMbBo B cnydae ee OTCyTCTBUMS TpeboBaHWSIM HOPMaTUBHOWN
OOKYMEHTaLMN UM HOPMAaTUBHOTO JOKYMEHTA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

39) koHTpadaKkTHOe fekapCcTBEHHOEe CPeACTBO - NleKapCTBEHHOe CPedcTBO, Haxodsuieecs B oBopoTe C
HapyLIeHNeM rpaxaaHCKoro 3akoHo4aTenbCTBa;

40) OOKIMMHN4YeCKoe unccnenoBaHne nekapCTtBeHHOro cpeactsea - BGuonormyeckue, MVIKpO6I/IOJ'IOFW-IeCKVIe,
MMMYHOJI0rn4eckmne, TOKCUKOoJiorn4eckue, d)apMaKOJ'IOI'I/ILIE‘CKVIe, (*)VI3I/I‘~IeCKI/Ie, XMMuyeckne un - gpyrue
ncenenoBaHUAa nekapcTtBeHHOro cpeactesa nytemM npuMeHeHuAa Hay4dHbIX MeTOAOB OLEHOK B LendaXx nojiyyYyeHuda
[oKasaTenbCcTB 6e30nacHOCTM, KayecTBa u 3('*)C|3€KTI/IBHOCTI/I NNeKapCTBEHHOro cpencTBa;

41) KnuMHW4Yeckoe MWccrnegoBaHWE NeKapCTBEHHOro npenaparta - M3ydeHue OWarHOCTUYECKUX, NeyebHbIX,
NpodUNakTUYEeCKMX, hapMaKoorMYeckux CBOWCTB fEeKapCTBEHHOro nMpenapaTta B MpoLEecce ero NPUMEHEHUs Y
yerioBeka, XXMBOTHOTO, B TOM YMCIie MPOLECCOB BCAChIBaHUS, pacnpeaeneHmnsl, UsMeHeHUs1 U BblBEAEHWS, NyTEM
NMPUMEHEHMs1 Hay4YHbIX METOAOB OLEHOK B LEnAX MoNnyYeHuss [okasaTenbcTs GesonacHOCTM, KavecTBa U
3PEKTMBHOCTN NEKapCTBEHHOro npenapaTa, OaHHbIX O HeXenaTenbHbIX pPeakuusax opraHuama 4erioBeka,
KMBOTHOTO Ha NpUMEHeHWe nekapcTBEeHHOro npenapata M o6 adpekTe ero B3avMOAENCTBUSA C APYTrMU
nekapcTBEHHbIMU NpenapaTtamu 1 (Unn) NULLEBBLIMU NPOAYKTaMU, KOPMaMU;

42) MHOroOLEHTPOBOE KMNMHMYECKOe WCCreaoBaHne neKkapCcTBEHHOro npenaparta Ana MeauLUUHCKOro
NPUMEHEHMsA - KMUHUYECKOe WccrnedoBaHWe NekapCTBEHHOro npenapata Onsg MeAULMHCKOro MpUMEHEeHMs,
npoeBoaumoe pa3paboTyMKoM NeKapCTBEHHOro npenaparta B OBYX U Gonee MeOWMUMHCKMX OpraHusaumsix no
eVMHOMY MPOTOKONY KIMHUYECKOro UCCeaoBaHWs NekapcTBEHHOTO Npenapara;

43) MexpyHapogHoe MHOrOLIEHTPOBOE KIIMHMYECKOe MWccredoBaHue NeKapcTBEeHHOro npenapaTa Ans
MEAMLIMHCKOrO MPUMEHEeHNUA - KNMHUYEeCKoe WccrieqoBaHne neKkapCcTBEHHOro npenaparta ans MeauuuHCKOro
NpUMEHeHWs1, NPoBoAMMOEe pa3paboTyuMKOM eKapCTBEHHOro npenapaTta B pasnuyHbiX cTpaHax Mo eduHoMy
NPOTOKONY KIMMHWUYECKOro UCCreaoBaHus NekapcTBEHHOTO Nnpenapara;

44) nocTperncTpaunmoHHOe KIMHNUYeCcKkoe uccrnegoBaHme JnekapCTBeHHOro npenapara anda mMeguuunHCKoro
NnpuMEeHeHna - KInHU4Yeckoe wuccriegoBaHune JIekapCTBeHHOro npenapata Anda MeauumHCKOro npuMeHeHud,
npoBoanmMmoe npoussoanTenemMm JrnekapCcTtBeHHOro npenaparta, rpa>|<,1:|,aHCKv||7| O60pOT KOTOPOro OcCyLlecCTBndeTCA
nocne FOCYﬂapCTBeHHOVI pernctpaunmn, B UENAX OONONTHUTENbHOIO c6opa AaHHbIX O ero GesonacHocTn u
Sq)(beKTVIBHOCTI/I, pacmpenHnd nokasaHunm K NPUMEHEHNID [OaHHOro JieKapCTBEHHOro npenapara, a TaKxXe
BbIABIIEHUA HeXenaTellbHbIX peaKLI,VIVI nauMeHTOB Ha ero AencTeue;

45) nccnegoBaHne GMOIKBMBANEHTHOCTM NIEKApCTBEHHOMO Npenaparta - BUg KNMHUYECKOro MccreaoBaHus
nekapCTBEHHOrO npenapaTta, NPoBeAeHNe KOTOPOro OCyLLECTBNAETCA ANl ONpeaeneHnsi CKOpoCTM BCaCbIBaHUSA U
BbIBEAEHUS OAHOIO UMM HECKONbKMX ObragaroLmx oapmMakonormyeckon akTMBHOCTbIO OENCTBYIOLINX BELLECTB,
KOnmM4yecTBa JEKapCTBEHHOrO npenapaTta, AOCTUralroLlero CUCTEMHOINO KPOBOTOKA, W pes3ynbTaTbl KOTOPOro
Nno3BOMAKT caenatb BbiBO4 O OWMO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOINO I€KApCTBEHHOrO mMpenapaTta B
onpefeneHHbIX NekapCTBEHHON hopMe U 003UPOBKE, COOTBETCTBYIOLLMX hopMe M JO3npoBKe pedepeHTHOro
neKkapcTBEHHOro npenaparTa;

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

46) nccrnenoBaHue TepaneBTUYECKOW SKBMBANEHTHOCTU NEKAPCTBEHHLIX MpenapaToB - BUA KIUHWYECKOro
NCCNedoBaHUs NEeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHWE KOTOPOro OCYLLECTBNSeTCA Ans  BblSABNEHUS
OOMHAKOBbLIX CBOWCTB NeKapCTBEHHbIX MpenapaToB OnpeaerieHHoN NeKapCTBEHHON hopMbl, a Takke Hanuyus
OOMHAKOBbLIX MokasaTenein 6GesonacHOCTM U 3PGPEKTUBHOCTM NEKapCTBEHHLIX MpenapaToB, OAWHAKOBbIX
KNMMHUYECKNX 3D EKTOB NPU UX MPUMEHEHUN;

47) nNpOTOKONM KIMHWYECKOrO WCCNEeAOBaHWA NeKapCTBEHHOro npenapata - [AOKYMEHT, B KOTOPOM
onpegensalTca uenu, opmbl OpraHus3auuMM U MeTOAONOrMsA MNpPOBeAEHMS  KIIMHUYECKOrO WCCNedoBaHus,
cTaTucTuyeckne MeToabl 06paboTku pesynbTaToB TAKOro UCCNefoBaHUsS 1 Mepbl No obecneyeHnto 6esonacHoCTH
h13nN4ECKMX N1L, y4acTBYIOLLMX B KNMMHWYECKOM UCCINeLoBaHUM NEKapCTBEHHOMO Npenapara;

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

49) VH(OPMAUUOHHLIV FNIMCTOK NauuMeHTa - AOKYMEHT, B KOTOPOM cogepXaTtcsa B JOCTynHon chopme
cBefeHusl, KacatlLmecs MpoBOAMMOIO KIMHUYECKOrO WCCNeaoBaHWs NeKkapCcTBEHHOro npenapaTta, UM B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NUCbMEHHOM cbopme D,OGpOBOJ'IbHoe cornacne nauneHtTa Ha Yy4dyacCctne B KIIMHUYEeCKOM WUCcchenoBaHum
JIeKapCTBEHHOIo npenaparta nocrie 03HakomMJieHus C 0COBEHHOCTAMM KITMHUYECKOTO UCCIeaoBaHUsl, MMELLNMN
3Ha4YeHue An4d BblpaXXeHna Takoro corfnacusa,

50) nobo4yHoe AeicTBME - peakuus OpraHuama, BO3HMKLIAs B CBSA3W C MNPUMEHEHWEM JeKapCTBEHHOro
npenaparta B [03axX, PEKOMEHAYEeMbIX B MHCTPYKLMW MO €ro NMpUMeHeHuto, Ans NpodunakTUKX, AMArHOCTUKM,
neyeHusi 3aboneBaHus Unu Ans peadbunutaumu;

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

51) cepbesHas HexenaTenbHas peakuusl - HexenaTenbHas peakuust opraHvMaMa, CBsi3aHHas C
NPUMEHEHWEM IEKapCTBEHHOrO npenaparta, npueepllasl K CMepTW, BPOXAEHHbIM aHOManusiM WM Nopokam
pa3BuTMs NGO npeacTaBnsowas cobon yrposay xusHu, TpebytoLlas rocnutanusaumum Unu NpuBeaLas K CToMKowm
yTpaTte Tpy4ocnocoGHOCTM U (MnK) MHBaNUAHOCTY;

52) HenpeaBuaeHHas HexenaTenbHas peakuus - HexxenaTternbHas peakuus opraHuama, Kotopasi cBsi3aHa ¢
NpMMEHEeHWeM FeKapCTBEHHOro Mpenapata B [03ax, PEeKoOMeHAyeMblX B MNPOTOKOME €ero KIMHUYEeCKoro
nuccnefoBaHusi, Opollope uvccregosaTtens, WM C NPUMEHEHUEM INeKapCTBEHHOro npenapata B [03ax,
pekoMeHAyeMbIX B UHCTPYKLUUWN MO ero NpUMeEHEHU0 AN NpodunakTuKM, AMarHoCTUKK, feveHus 3abonesaHns
Unu MeguuMHCKOM peabunuTauum naumeHTa, M CyWHOCTb, TSXKEeCTb MMM WUCXOA KOTOPOW He COOTBETCTBYeT
nHOpPMaUMM O NeKapCTBEHHOM npenaparte, codepXallencs B NPOTOKOME ero KIMHWYECKOro MccrnenoBaHus,
BpoLutope nccnegoBaTtens Unu B MHCTPYKUMM NO MPUMEHEHUIO NeKapCTBEHHOIO NpenapaTa;

(n. 52 B pea. PegepanbHoro gakoHa oT 22.12.2014 N 429-93)

52.1) capmakoHag3op - BuO AEeATENbHOCTU MO  MOHUTOPUHIY 3deKkTBHOCTM M Ge3onacHoCTU
NeKapCTBEHHbIX MpenapaToB, HamnpaBIieHHbI Ha BbISBIEHWE, OLEHKY W MpedoTBpalleHVe HeXenaTenbHbIX
NnocneacTBUN NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos;

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

52.2) nnaH ynpaBneHWs puckamy - NogpobHOe onucaHue MeponpusaTUA Mo  apMakoHag3opy,
HanpaBrfeHHbIX Ha BbISBEHWE, OUEHKY W MpegoTBpalleHne Wi MWHMMMU3auuMi PUCKOB, CBSI3@HHbIX C
NeKapCTBEHHbIMY NMpenapatamMu, BKNYasi OLEeHKY 3EKTUBHOCTU AaHHbBIX MEPOMPUATUN;

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTtlIntoc: npumevaHume.
C 01.03.2025 B n. 53 cT. 4 BHOCATCS M3MeHeHusa (D3 ot 30.12.2021 N 463-D3).

53) peuenT Ha NekapCTBEHHbIV NpenapaTt - MeAULMHCKUI JOKYMEHT YCTAaHOBIEHHON (DOPMbI, COAepPKaLLMA
HasHayYeHWe neKkapCTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUs, BblAaHHbIA  MeaULMHCKAM
pa60THI/IKOM B Uendax OTnyCka JeKapCTBEHHOro npenaparta unn ero M3rotoerieHUA U OTNyCKa Ha 6yMa)KHOM
HocuTerne Wnu ¢ cornacus nauuMeHTa Unu ero 3akKoHHOro NpeacTaBuTens B popmMe 3NeKTPOHHOro AOKYMEHTa,
MOAMUCAHHOIO C WCMONb30BaHWEM YCUIIEHHOW KBanvMdUUMPOBAHHOW 3IIEKTPOHHOW MOAMMCUA MEOMLMHCKOro
paboTHMKa, MO0 JOKYMEHT YCTaHOBMEHHOW (DOPMbI, COAEPXKALLMI Ha3HaYeHWe NIeKapCTBEHHOro npenapara Ans
BETEPVMHAPHOIO MNPUMEHEHWs, BblAaHHbIA CleuuanucTtoMm B o0bOnacTM BeTepuHapuum B Lensx OoTnycka
nekapCTBEHHOro npenaparta Ui ero U3roToBneHns 1 oTrnycka Ha BymaxHoMm HocuTene;

(B pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-03, o1 02.08.2019 N 297-93)

KoHcynbTaHTtlntoc: npumedaHume.
C 01.03.2025 n. 54 cT. 4 nanaraetcsa B HoBow pepakumm (©3 ot 30.12.2021 N 463-D3).

54) TpeboBaHMe MEOULUHCKOW OpraHusauum, BETEPUHAPHOW OpraHm3aumMm - OOKYMEHT YCTaHOBIIEHHOM
hOpMbI, KOTOPbIN BbINUCaH MEAUUMHCKMM pabOTHUKOM UMK cneunanucToM B 06ractu BeTepnHapuv, UMELLMMn
Ha 3TO MNpaBoO, W COOEPXKUT B MNWCbMEHHOW dOpMe YyKasaHwe anTeyHOW OopraHmsauum unm BeTepUrHAapPHOM
anTeyHon opraHu3aumn ob OTnycke NeKapCTBEHHOro mnpenaparta WM O ero M3roToBreHuuM u ob oTnycke Ans
obecneyeHus neyebHoro npouecca B MeOMUUHCKON OpraHn3auum, BETEPUHAPHOWM OpraHvM3aunm;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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

55) komnnekcHas oueHKa fnekapCTBEHHOro rnpenapaTta - OueHKa 3aperncTpupoBaHHOrO JfieKapCTBEHHOro
npenapaTa, BKkMovawwasa B ceba aHanuid uHgopmaumm O CpPaBHUTENBHOM KIUHUYECKON 3(PEKTUBHOCTM U
6e30nacHOCTM NeKkapCTBEHHOro npenapaTta, OUEeHKY 3KOHOMWYECKUX MOCNEACTBUA €ro NPUMEHEHWs, U3yveHue
OOMONHUTENbHBLIX MOCMEeACTBUA MPUMEHEHMST JEKApCTBEHHOrO npenapaTa B LUEensx MNpUHATUS PELUEHUR O
BO3MOXHOCTM BKIMIOYEHWSI NIEKAPCTBEHHOIO Mnpenapata B MNepevYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
NeKapCTBEHHbIX MNpenapaTtoB, HOPMAaTWMBHbIE MPABOBblIE aKTbl W WHbIE OOKYMEHTbI, Onpefensiowme nopsigok
OKasaHus MegULMHCKON MOMOLLIM, UINN NCKITOYEHUS €ro N3 YKa3aHHbIX NEPEYHsi, akTOB U JOKYMEHTOB;

(n. 55 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

56) cucremMa MOHUTOPUHra ABWXKEHMS NEKAPCTBEHHbIX NpenapaTtoB ANA MEeAWULMHCKOrO MPUMEHEHUs -
degepanbHas rocygapcTBeHHass MWHGOpMauuoHHad cucTemMa MOHWUTOPWUHIA ABWXKEHUS  JIEeKapCTBEHHbIX
npenapaToB A4S MEANLMHCKOro NMPUMEHEHUS OT NPOU3BOAMTENS OO KOHEYHOro NoTpebutensa ¢ ncnonb3oBaHMEM
B OTHOLLUEHMM NEKApPCTBEHHbIX NpenapaToB A1 MeAMLMHCKOro NPUMEHEHUS CpeacTB naeHTudmkauuu.

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

naea 2. MOJIHOMO4YUA ®EQEPAJIbHLIX OPFAHOB VICI'IOﬂHVITEJ'IbI:IOI?I .
BINNACTW, OPTAHOB NCMNONMHUTENbHOU BITACTU CYBBEKTOB POCCUUCKOU
®EOEPALIUM NMPU OBPALLEHUAU NEKAPCTBEHHbIX CPEACTB

Ctatba 5. lNMonHomouusa qJe,qepaanblx opraHoB UCNONIHUTENbHON BMNacTU npu 06pau.|,eHMM
JNIeKapCTBeHHbIX cpeAacTB

K nonHomounsiMm dhegeparnibHbiX OpPraHoB MCMOSIHUTESIbHOM Bnactu npy obpalleHun feKapCTBEHHbIX
CPeacTB OTHOCATCH:

1) npoBeneHve B Poccuiickon ®enepauum eanHON rocyaapCTBEHHOW MOMUTUKM B o6ractu obecneyeHus
nekapcTBEHHbIMM NpenapaTtamu rpaxkgaH B Poccuinckon ®egepauuu;
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHne o6Lmnx dapMakonenHblx ctaTen, dbapmakonerHbIX cTaTel, u3gaHue rocyaapCcTBEHHOW
(hapmakorneu, co3gaHue u BeeHne peecTtpa papMakonenHblx cTaHAapTHLIX 00pas3LUoB;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) ocyuwecTBneHne denepanbHOro rocyaapCTBEHHONO KOHTPons (Haasopa) B cdepe obpalieHus

NneKapCTBEHHbIX CPeacTB;
(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, o1 11.06.2021 N 170-93)

4) nuMueH3MpoBaHME MNPOM3BOACTBA JEKApPCTBEHHbLIX CPeacTte, B TOM uucne deneparnbHbIn
rOCyapCTBEHHbIA  NIMLEH3NOHHBIN  KOHTPOSb  OEesATEeNbHOCTU MO  NPOM3BOACTBY JIEKAPCTBEHHbLIX CPeacT.,
nepuoanyeckoe noATBEPXKOEHME COOTBETCTBMS JULUEH3naTa, MWMMeWLWero nuMUEeH3N Ha MNpoun3BOACTBO
neKkapcTBeHHbIX cpeacts, M dapMalueBTUYECKON AesiTENbHOCTU B COOTBETCTBMM C 3aKOHOOAATENbCTBOM
Poccuiickon ®egepaunm;

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

5) opraHu3aumsa akcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUHECKON IKCMEPTU3bl BO3MOXHOCTU MPOBEAEHUS
KMUHWUYECKOrO UCCINEOBaHUS NEKapCTBEHHOro npenapata Ans MEeAULMHCKOrO NPUMEHEHUs, 3KCMepTU3bl
[OKYMEHTOB, NpeAcTaBleHHbIX A5 onpejeneHnsi BO3MOXHOCTW paccMaTpyBaTh NEKapCTBEHHBIN nNpenapar ans
MELMLUMHCKOro MPUMEHEHWUS MpWU rOCy4apCTBEHHOW peructpaumm B KayectBe OpdaHHOro JeKkapCTBEHHOrO
npenapara;

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

5.1) opraHmsauus NpoOBEAEHUS KOMMIIEKCHOM OLEHKM NEKapCTBEHHOro npenaparta B LENsxX MpUHATUS
peLleHin 0 BO3MOXHOCTU BKITHOYEHUS JIEKapCTBEHHOrO npenapata B OepeyeHb >XM3HEHHO HEeOOXOAMMbIX M
BaXXKHENLUNX NEKAaPCTBEHHbIX NpenapaTtoB, HOPMAaTMBHbIE NMPABOBbLIE aKTbl U MHblE OOKYMEHTbI, onpegenspowme
NOpsIAOK OKa3aHUs MeMLMHCKON NMOMOLLM UM UCKMOYEHNA €ro U3 yKasaHHbIX NepeYHsl, akToB 1 JOKYMEHTOB;

(n. 5.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

6) Bblgaya paspelleHuini Ha MpPOBEeAeHME KIMHUYECKUX WCCREedOBaHWIM JeKapCTBEHHbIX MpernapaTos,
BeeHNe peecTpa BblAaHHbIX paspelleHWit Ha NpPoBedeHWe KMNMHUYECKUX WCCrenoBaHuin NeKapCTBEeHHbIX
npenaparos;

7) rocygapCrtBeHHaa perncrtpauma JnekapctBeHHbIX npenapartoB, BeAeHMe TroCygapCTBEHHOro peectpa
J1eKapCTBEHHbIX CPeaCTB;

8) opraHuzauust u (Mnu) NpoBeAeHNE UHCMEKTUPOBAHUSA CyObEKTOB 0OpalleHNsi NekapCTBEHHbIX CPeacTs
Ha COOTBETCTBME MpaBunam Haanexailen nadbopaTopHOW MpakTUKX, NpaBuiaM Hagnexalwen KMHUYECKOon
NPakTUKW, 0OpaBuiaM Hagnexawen MnNpakTUKM XpaHeHUs W MepeBO3KUM JIeKapCTBEHHbIX MpenapaTtoB Afis
MEeANLMHCKOrO MpUMEHEHUs1, NpaBuiaM XpaHEeHUs NeKapCTBEHHbIX CPeACTB AN BETEPMHAPHOrO MPUMEHEHUS,
OpaBuniam Haanexatiemn gMCTpmObIOTOPCKOM NPaKTUKK, NpaBuinamM Haanexatien anTe4Hon NpakTUKu;
(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 28.04.2023 N 171-93)

8.1) opraHusauus n (Mnun) NpoBeAeHNE NHCMEKTMPOBAHNS CyOBbEKTOB 0OpaLLeHNsi MeKapCTBEHHbIX CPeacTB
Ha cooTBeTCTBME TpeboBaHUAM OpaBui Hagnexalleyn NPOVM3BOACTBEHHOW MPaKTMKW, BblAava 3akMYeHUn o
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TPebOoBaHNSAM NpaBui Hagnexallen Npon3BoACTBEHHON
NPaKTUKW;
(n. 8.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHoBMneHve nopsiaka BedeHus U BeAeHve rocyaapCTBEHHOr0 peectpa 3aKoveHnin 0 COOTBETCTBUM
nNpon3BoaunTeENs NeKapCTBEHHbIX CPEACTB TpeboBaHNSAM NpaBun Haanexallen NpoM3BOACTBEHHON MPaKTUKK;
(n. 8.2 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapCTBEHHasi perMcTpaumsi npefenibHbIX OTMYCKHbIX LEH MNPOVM3BOAMTENEW Ha NeKapCTBEHHble
npenapaTbl, BKIMOYEHHbIE B MEepPeYEeHb XN3HEHHO HEOOXOOUMbIX U BaXXHEMLUMX JIEKAPCTBEHHbLIX NpenapaTtos, U
BeJEHME TrOCyJapCTBEHHOIO peecTpa MnpeAenbHbiX OTMYCKHbIX LEeH MpoM3BOAUTENEN Ha JeKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXOAUMbBIX U BaXKHENLLNX NEKapCTBEHHbIX NPenapaTos;

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

9.1) cornacoBaHuMe MNPOEKTOB pELUEHUA OpraHoB WCMONTHUTENbHOM BnacTu cyobekToB Poccuiickon
denepaummn o6 ycTaHOBREHUN N (UNN) U3MEHEHUWN NpeAenbHbIX pa3MepoB OMNTOBbIX HaA6aBoOK W MpedenbHbIX
pasMepoB PO3HWYHBIX HagbaBOK K (pakTUYECKUM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MpOU3BOAUTENSIMM
nNeKapCTBEHHbIX NpenapaToB, Ha NekapcTBEeHHbIE Npenaparhbl, BKITIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOANMBIX
N BaXKHEWLUNX NEeKapCTBEHHLIX NPenapaTos.;

(n. 9.1 BBegeH depepanbHbiM 3akoHoMm oT 13.07.2015 N 241-03)

10) Bblgaya, ycTaHoOBMEHWe Nopsaka BblAady paspelleHus Ha BBO3 KOHKPETHOW MapTuv nekapCTBEHHOro
cpeactea B Poccuiickyto ®enepaumio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgada, yCTaHOBrEeHWe nopsgka Bbldadn M OpMbl AOKYMEHTa, KOTOPbIA MNOATBEpXAaeT, 4To
NPOM3BOACTBO JleKapCTBEHHOro npenapaTta Ans MeauuMHCKOro NpUMMEHEHUsT OCYLLEeCTBIIEHO B COOTBETCTBUM C
TpeboBaHWAMKU MpaBun Hagnexallen NpovM3BOACTBEHHOW MNPAKTMKA UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETepUHapHOro npvMeHeHust gonyueH kK obpaweHuio B Poccuiickon ®egepaumu, U NOANEXUT NpeacTaBneHunto
no TpeboBaHMIo YNONIHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYIO BBO3WUTCHA fleKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PepepanbHoro zakoHa ot 02.08.2019
N 297-03)

10.2) Bblgava, yCTaHOBMEHWE NOPSAKa BblAayuu U DOPMbl JOKYMEHTa, COAepIKallero CBeAeHNs O CTaamsix
TEXHOMNOrMYeckoro npolecca Mpou3BOACTBA J1€KAPCTBEHHOrO CpPeAcTBa AN MeOULMHCKOTO MPUMEHEHMs,
OCyLLEeCTBNsIEMbIX Ha TeppuTopmmn EBpasnitckoro aKOHOMUYECKOIo CO33a;

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

11) cOo3aaHne CcoBeTOoB No Bornpocam, CBA3aHHbIM C 06paL1J,eHVIeM JIeKapCTBEHHbIX CPEeACTB,;

12) atTectaums n ceptTudukaums cneLmanmcTos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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) yyacTtue B MexgyHapogHOM COTPYAHUYECTBE;

16) nonyyeHve no 3anpocam YMNONHOMOYEHHOro defepanbHOro opraHa WCMOMHWUTENbHOW BNacTh OT
OpraHoB WCMONHWUTENbHOW BracTM cybbektoB Poccuiickoli depepaumn, a Takke OT CcyGbeKkToB obpalleHust
NEeKapCTBEHHbIX CPeACTB NS MEAUUMHCKOrO MPUMEHEHUs MHGOopMauuM Mo BOMPOCaM YCTaHOBMEHUS U
NPUMEHEHWs LieH Ha neKkapCcTBeHHbIe npenapaThbl U Haa6aBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHofaTenbcTBa Poccunckon denepaunu;

18) yTBepxgeHve npaBun Haanexawien nabopaTopHOW NPaKTUKW, OpaBwuil Hagnexallen KIMHUYECKON
NpakTUKX, OpaBui Hagnexallen npou3BOACTBEHHOW MPaKTVMKW, OpPaBWN Haanexalleh NpPakTUKM XpaHeHus ©
NepeBO3KN NeKapCTBEHHbIX NpenapaTtoB AN MEeAMUMHCKOro NPUMEHEHWs, NpaBuil XPaHEHWUs! feKapCTBEHHbIX
CpeAcTB ONA BETepMHApHOro MNpUMEHeHWs, OpaBui Hagnexalwled AMCTPUObIOTOPCKOM MNpPaKTUKKX, MpaBun
Hagnexalwien anTeyHoW MpaKkTUKW, MpaBur Hagnexalwlen npaktuku dapMakoHaasopa feKkapCTBEHHbIX
npenapaToB AN MeANLMHCKOTO NPUMEHEHWS;

(n. 18 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pen. PepepanbHoro 3akoHa ot 28.04.2023 N
171-93)

19) ycrtaHoBneHue nopsaka hopMMpoBaHMSA PErmcTpauMoHHOrO AOCbe Ha NeKapCTBEHHbIN npenapart u
TpeboBaHWI K AOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH dPeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHve OpaBwU pauMoHanbHOro Bblibopa HaVMeHOBaHWA NEKapCTBEHHbLIX MpernapaToB Ans
MEONLMHCKOrO NPUMEHEHMUS;
(n. 20 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpPXAEHME NEPEYHSA HAMMEHOBAHUIN NEKapCTBEHHbIX hopM;
(n. 21 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

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

23) yTBepxaeHne TpeboBaHWii K UHCTPYKLUM MO MEAULMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHLIX NpenapaTos
N K MHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHUIO NIEKAPCTBEHHBIX NPEnapaTos;
(n. 23 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) NnpuHATHE peLleHniA, ABNSIOLNXCS OCHOBaHUAMU ANS BKAOYEHUA JOMEHHbIX UMEH U (Mnn) ykasaTtenen
CTpaHuL, canToB B MH(OPMALUNOHHO-TENEKOMMYHUKAUUOHHOM ceTn "UIHTepHeT", a Takke ceTeBblX aJpecoB B
€[MHYI0 aBTOMaTU3NPOBAHHYIO WMHGOPMAaLMOHHYK cucTeMy "EAWHBIA peecTp AOMEHHbIX WMMEH, ykasaTenewn
CTpaHuy, calToB B WH(POPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "MHTepHeT" ©n ceTeBbiX aapecos,
no3sonaWnX unaeHTuduLUmnpoBaTb cantel B MHAOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT",
cogepxalime MHopmauuio, pacnpoctpaHeHne kotopon B Poccuiickon deagepaumm 3anpeLleHo”, B OTHOLLEHUN
WHopmMaLmn, cogepxallen npeasioxeHne o0 pO3HUYHOM TOProBre nekapcTBEHHbLIMU NpenapaTamMu, B TOM yucne
ONCTaHUMOHHBIM CMOcobOM, PO3HMYHAs TOProBnsl KOTOPbIMW OrpaHMYeHa WM 3anpelleHa B COOTBETCTBUM C
HacToAwmMM PeneparnbHbiM 3aKOHOM, U (MK) MHOPMaLUK, coaepXallen NpeanoXeHne o PO3HNYHOW TOProene
nekapCTBEHHbIMU MpenapaTtaMu, B TOM YMCe OUCTaHLUMOHHbIM CMOCOOOM, NuuamMu, He NMEKLUMN NULEH3NN U
paspelleHns Ha OCYLUEeCTBMNEHME TaKoW [AesTEeNbHOCTW, €Cnu MNOflydeHne IMUEH3MU U paspeLleHns
npeaycMoOTPEHO 3aKoHOAAaTENbLCTBOM 06 obpallieHMmn neKkapCTBEHHbIX CPEACTB;

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

25) Bblgaya paspelleHuin Ha BBOA B rpaXOaHCKUMA OOOPOT UMMYHOOMOMOrMYECKUX JeKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

KoHcynbTaHTln0C: npumeyaHue.

Ct. 5.1 pacnpocTpaHseTcs Ha MOMHOMOYMS, KOTOpble He nepedaHbl AN OCYLECTBMEHWS opraHam
rocyapCTBEHHOW Bnactu cyobektoB P® un opraHam MeCTHOro camoyrnpaBfieHUs COOTBETCTBYHOLLMMU
denepanbHbiMy 3akoHamu (D3 ot 13.07.2015 N 233-d3).

Cratba 5.1. MNepepaya ocyuwecTBNeHUA MONHOMoOYMM dreaepanbHbIX OPraHOB MWCMONHUTENbHOMN
BracTu npu ob6paleHMn neKapCcTBeHHbIX CPeACcTB OpraHamMm WCNOSIHUTENbHOW BRNacTu Ccyo6bekToB
Poccuickon depepauum

(BBegeHa denepanbHbiM 3akoHoM oT 13.07.2015 N 233-03)

MonHomouunsa degepanbHbIX OPraHOB UCMONTHUTENBLHOW BNAcTy Npu obpalleHn nekapCcTBEHHbIX CPeacTB,
npegycMoTpeHHble HacToswmMm PenepanbHbiM 3aKOHOM, MOFYT nepefaBaTbCA AMs OCYLECTBIIEHMS OpraHam
NCNOSNHUTENBHOM BriactTu cybobekTtoB Poccuiickon depepaumm noctaHoBneHusimu Npasutensctea Poccuimnckon
depnepaumm B nopsgke, ycraHosneHHoMm denepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-93 "O6 obLymx
NpUHUMNax opraHMsaunm 3akoHogaTernbHbIX (MPeACTaBUTENbHBLIX) Y UCMONMHUTENBbHBIX OPraHoOB rocy4apCTBEHHOM
Bnactu cyobektoB Poccuickon Pegepaummn”.

Cratbsa 6. [lonHOMO4YMA OpraHOB UCNONTHUTENIbHOW BnacTu cybbekTta Poccunckon depgepaumm npu
obpalleHMn NneKapCcTBeHHbIX CPeaAcTB

K nonHomounam opraHoB WCMONMHUTENbLHOM BnacTn cybbekta Poccuiickon ®epepauun npu obpaiieHmm
NeKapCTBEHHbIX CPeACcTB OTHOCSTCS:

1) paspaboTka 1 peanusauus permoHanbHbIX MporpaMMm obecrnevyeHnss HaceneHus fnekapCTBEeHHbIMU
npenaparamu;

2) ycTaHoBrieHVWe mnpeaeribHbIX pasMepoB OMTOBbIX HaAbGaBOK W MpeAerbHbIX PasMEpPOB PO3HUYHbIX
HanbaBoK K haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBEHHbIM MPOU3BOAUTENAMM NIEKAPCTBEHHBIX NpenapaTos,
Ha nekapCcTBEHHble npenapaTtbl, BKMIOYEHHbIE B MEepPeYeHb XUSHEHHO HEeOoBXOAUMBLIX W  BaXKHEeMLuX
neKkapcTBEHHbIX NpenapaTos;

3) ocyLLEeCTBNEHME PEMMOHANBHOIO rOCy4apCTBEHHOIO KOHTPOMS 3a MPUMEHEHWEM LIEH Ha NTEKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpPeYeHb XM3HEHHO HeobXOOAMMbIX M BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaTos,
opraHusauMsiMM  ONTOBOM  TOPrOBNW  NIEKAPCTBEHHbIMW  CcpeacTBaMu, — anTedYHbIMU  OpraHu3auusiMu,
NMHAMBUAYaANbHLIMA NPEANPUHUMATENAMKN, UMEKLUMA JNLEH3NIO Ha apMaueBTUYECKYD OEesiTeNbHOCTb,
MEOULMHCKUMU  OpraHu3auusamMu, UMELWMMN JMUEH3MI0 Ha dapMaueBTUYEeCKyld OeATenbHOCTb, M WX
o6ocobneHHbIMM  nogpasgeneHnsamMu  (ambynatopusiMu,  benbalwepckuMm 1 penbaLepcKo-aKkyLwepcKuMm
NyHKTaMn, ueHTpamm (oTaeneHnsiMm) oben BpavyebHON (CeMelrHON) NPakTUKK), PacrosyIOKEHHBIMU B CEbCKUX
HacemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3aumuy;

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

4) npuHATUe pelleHnss 06 Ucnonb3oBaHMM Ha Tepputopum cybbekta Poccuiickon ®eaepaumun Hapsgy C
peuentTamMy Ha nekapcTBeHHble mfpenapatbl, OMOPMMEHHbIMM Ha OymMaxHOM HocuTene, peuenTtoB Ha
neKkapcTBeHHbIe npenapaThbl, CPOPMUPOBAHHLIX B (DOPME 3MEKTPOHHBLIX JOKYMEHTOB.

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

Maea 3. FTOCYOAPCTBEHHAA ®APMAKOIEA
CratbAa 7. PaspaboTka u usgaHue rocyaapcTBeHHON papMakoneu, pasMelleHre AaHHbIX O Hel

1. Tog rocygapcTBeHHOM dapmMakoneen MOHUMaeTcs cBof obwmx dapmakonenHblx cTaten wu
hapmakonemnHbIX cTaTen.

2. Pa3paboTka obwmx dpapmakonenHblx ctatern n doapmMakornerHbix cTaten, B TOM Ymcre dpapmMaKkonenHbIxX
ctaten Ha papmakonenHble CTaHAapTHble o0pa3supbl, U BKOYEHME MX B TOCYAAPCTBEHHYH hapMakonero
OCYLLECTBMSAKTCA B MNOpAAKe, YCTAHOBMNEHHOM YMOMHOMOYEHHbIM heaeparnbHbiM OpraHoOM UCMOMHUTENBHON
BnacTu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

3. PaspaboTka dhapmakonenHon ctatb Ha pedepeHTHLIN JIEKAPCTBEHHBINM MpenapaTt U BKIIKOYEHME ee B
rocygapCTBeHHyo hapMakoneto B Te4eHne cpoka AeVCTBUS 3alUMTbl UCKITKYMTENBHOMO Npasa, yaoCTOBEPEHHOMO
naTeHToOM Ha pedepeHTHbIN NEKapCTBEHHbIN Npenapart, OCYLLECTBASKTCA C cornacua ero paspabortyuka.

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

4. ['ocypapcTBeHHas (hapmakones nsgaeTca YnosIHOMOYEHHbIM hedeparibHbIM OPraHoOM UCMOSTHUTENBHOM
BMacTu 3a CYeT CPeAcTB dpedepanbHOro Giogxera U NoanexuT NepensgaHnsM He pexe YeM OduH pa3 B NATb
neT, B NepvoA Mexay KoTopbIMU U3AalnTCsa NPUNOXEeHNs K rocyaapcTBEeHHOW dhapmMakonee, cogepxaiimne obuime
dapmakonenHble cTatbM U (MNK) hapMakonenHble cTaTby, YTBEPXAEHHbIE MOCne M3gaHus Unu nepensgaHvs
rocyapCTBeHHoN hapmakoneu.

5. YnonHomo4yeHHbIn edepanbHbidi  OpraH  MCMOMHUTENbHOW BNacTM pasMellaeT [JaHHble o
rocyaapCTBeHHON dhapmakornee M MpUoXeHUsX K Hem Ha cBoeM odmumanbHoMm cante B cetn "MHTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

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

Crtatba 8. JlMueH3uMpoBaHMe MNPOU3BOACTBA JIeKAapCTBEHHbIX cCpeAcTB M drapmaueBTUYECKOWN
OeATeNbHOCTU

1. JlwueHaupoBaHMe NpPOM3BOACTBA NEKapCTBEHHbIX CPeAcTB U hapMaueBTUYECKON OeATenbHOCTU
OCyLLEeCTBMSAETCH B COOTBETCTBUM C 3akoHoAaTenbcTBoOM Poccunckon egepaumm.

2. Obsa3aTenbHbIM YCrOBMEM MNpedoCTaBreHns NULEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB
ABMSAETCA MPUIIOXKEHUE K 3asiBEHMI0 COMCKaTens NULEH3NM NepeyHs NeKapCTBEHHbIX hopM U (Mnv) BMOOB
hapmaLeBTUYECKMX CyGCTaHLUIA, KOTOpble NPON3BOAMTENb NEKapCTBEHHbIX CPEACTB HaMepPeH Npon3BoaNTb.

3. B cnyyae HeobGxoouMmocTM paclMpeHuMs NpOM3BOACTBA JEKAPCTBEHHbIX CPEACTB 3a CYeT HOBbIX
neKkapcTBeHHbIX hopM WM BMAOB hapmaueBTUYEeCKMX CybCcTaHuui NpousBoAMTENb feKapCTBEHHbIX CpeacTB
OOIDKEH noAaTbh B JIULEH3VPYIOWWA OpraH 3asiBfieHMe O BHECEHWWM W3MEHEHWN B peecTp FUUEH3UW Ha
NPOM3BOACTBO NEeKapCTBEHHbIX CPEACTB.

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

4. JlvueHsMa Ha NpPOU3BOACTBO JlIEKApCTBEHHbLIX CPeAcTB (dpapmaueBTMyeckon cybcTtaHuum cnupTa
3TUNOBOro (3TaHona) BblAAaeTCsi NpW  YCIOBUM HanmuMuusa Yy OpraHu3aumm Ha npaBe COOCTBEHHOCTH,
XO35IACTBEHHOrO BEAEHUS UM OMepaTUBHOIO YNpaeBfieHWst OCHOBHOMO TEXHOMOrMyeckoro obopyaoBaHus Ons
nNpon3BoACTBa STUIMOBOrO CNMPTa, 3aperncTpMpoOBaHHOrO B COOTBETCTBUM cO cTatben 14.1 PepepanbHoro
3aKkoHa oT 22 Hosbps 1995 roga N 171-®3 "O rocyaapCTBEHHOM perynupoBaHuMM NPou3BOACTBa M obopoTa
3TUMOBOrO CNMpTa, ankorofibHOM U CNIMPTOCOAEPXKALLEN NpoayKumMK 1 06 orpaHudeHnn notpebneHus (pacnuTns)
arkoronbHOW NpoayKuun".

(vacTb 4 BBegeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Ctatbsa 8.1. OCOOEHHOCTUM nNUUEH3MPOBaHUA MNPOU3BOACTBA JIEKapCTBEHHbIX CPeAacTB
(dbapmaueBTMUYECKON CyGCTaHLMM CNMpTa 3TUNOBOIO (3TaHONaA)
(BBegeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

1. [encTBme nUUEH3NN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeacTB (dhapmaueBTUYECKOW CyOCTaHLmMK
cnupta 3TUIMOBOrO (3TaHona) NpuOCTaHaBNMBaeTCA B 4acTM NpaBa Ha NPOM3BOACTBO (hapMaueBTU4ECKOW
cybCcTaHuuM cnmpTa 3TUNOBOrO (3TaHONa) NULEH3MPYIOLWMM OpraHoOM B Crydasix, onpeaeneHHblx cratben 20
depepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUAOB AedTenbHocTn", a
Takke Ha CPOK NPUOCTAHOBIEHUS] OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUMOBOMO CNvpTa Ans NPOM3BOACTBA
dhapmaLeBTMYECKON CybCTaHUMM cnvpTa 3TWMOBOrO (3TaHona), BblJaHHOW B cCOOTBETCTBUM C PepeparnbHbiM
3aKoHOM OT 22 Hosi6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHMM NpPOM3BOACTBa M obopoTa
3TUMOBOrO CNMpTa, ankoroNbHOW U CMpTOCOAepXaLlen npoaykumm n o6 orpaHudeHnn notpebnexms (pacnuTns)
ankoronsHOW npogykunn".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

2. [enctBume nUUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CpeAcTB (dhapmaueBTUYECKOW CyOCTaHLmu
crnvpTa 3TUNIOBOrO (3TaHomna) B 4acTu npaBa Ha MpoOM3BOACTBO (hapMaLleBTUYECKOW CyOCcTaHuMu cnupTta
3TUNOBOro (3TaHomna) npekpawlaeTca NULEH3NPYIOWMM OpraHoM B cry4vasiX, onpedeneHHbix cratben 20
depnepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUOOB AedATenbHocTU", a
Takke C AaTbl NpekpaLleHnst UM aHHYNMPOBaHUS AEWCTBUSA NMLEH3UN HA NPOM3BOACTBO 3TMUITOBOroO cnvpTa Anis
npou3BoAcTBa hapmaueBTUYecKor cybcTaHuum cnvpTa 3TUNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hosbpsa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynMpoBaHnM Npon3BoAcTBa
n obopoTa STUMOBOrO CNMPTa, ankorosibHON M CNMPTOCOAEPXKaLLen Npoaykummn n o6 orpaHmyeHnn notpebnenns
(pacnuTura) ankoronbHOW NpoayKumn".

KoHcynbTaHTlnt0C: npumeyaHue.
Ct. 8.2 Ha TeppuTopuax OoHeukon HapogHon Pecnybnuku, JlyraHckon HapogHon Pecny6bnukm, 3anopoxckor
obnacTtu, XepcoHckorn obnactu npumeHsietcsa ¢ 01.09.2024 (®3 ot 04.08.2023 N 428-D3).

Cratban 8.2. OcobGeHHOCTM nuvUeH3UpoBaHUA apmMaLeBTMY4EeCKON [AOeATENIbHOCTM B 4acTu
OCYyLLeCTBIIEHWUS1 ONTOBOW TOProBMM NIeKapCTBEHHbIMU CPpeACTBaMM
(BBegeHa d®epepanbHbiM 3akoHoM OT 04.08.2023 N 428-93)

1. Oenctere nuueHsnn Ha chapmaLeBTUYECKYIO AeATENbHOCTb B YacTu OCYLLECTBINEHNS] ONTOBOW TOProBMu
NeKapCTBEHHLIMW CpPeACTBaMWU ANst MEOMUUHCKOrO MPUMEHEHUS NpeKpallaeTcs NMUEH3VPYIOWMM OpraHoM B
cny4asix, onpegerneHHblx ctatben 20 deagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3anpoBaHun
OTAENbHbBIX BUOOB AEATENbHOCTU", @ TakkKe MO PEeLUeHMIO NIMLEH3NPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBUM
C HacTodwen YacTtblo. B cnyyae BbiiBNeHMs npu ocyllecTBneHun degeparnbHOro rocy4apCTBEHHOIO KOHTPONs
(Hag3opa) B cpepe obOpalleHnss nekapcTBEHHbIX CPeACTB HapylleHUsl opraHu3alven OnTOBOW TOProBnu
nekapcTBeHHbIMM cpeacTBamu TpeboBaHui dacten 1 - 3 crtatbm 53 HacToswero dPepepanbHOro 3akoHa
OEVCTBME NULEH3MM Ha apMaLeBTUYECKYID OEATENbHOCTb B 4acTU OCYLLECTBIIEHMS OMTOBOW TOProBMM
NeKapCTBEHHbIMM CcpeacTBaMU Of11 MEAUUMHCKOro MNPUMEHEHUs MPUOCTaHaBNMBAETCA B TEYEeHWe [OecaTu
paboumMx OHEM CO OHA BbISIBNEHWUS] YKa3aHHOrO HapylleHus. [eicTBue nuueH3MuM Ha dapMaueBTUYECKYHo
0eATeNbHOCTb B YaCTU OCYLLECTBIIEHUSA OMTOBOW TOProBMWN JIEKAPCTBEHHBIMU CpeacTBaMu ANsi MeOULMHCKOro
NPUMEHEHNsT MPUOCTaHaABNNBAETCS Ha CPOK, KOTOPbIA ONpeaensieTcsl NMUUEH3NPYIOLWMM OpraHoM (HO He MeHee
YyeM Ha OAMH Mecsl), MO UCTEYEHUW KOTOPOro AenCTBUE AaHHOW NULEH3UU MNOANEXWUT MpekpalleHuo Ha
OCHOBaHWUM PELUEHUS NULEH3VPYIOLLErO OpraHa, 3a MCKIHYEHWEM CIydasi, YKasaHHOro B 4YacTu 2 HacTosILewn
cTaTbMu.

2. [evicTBMe NULIEH3MM Ha hapMaLEBTUYECKYIO OEATENBHOCTL B YacTW OCYLLECTBIIEHUS] ONTOBOW TOProBnu
neKkapCTBEHHbIMM CpeAcTBaMU ANS MeOULUMHCKOrO MNPUMEHeHWs, AeNCTBUEe KOTOPOW MPUOCTaHOBMEHO B
COOTBETCTBMM C uYacTbto 1 HacTodAwen cTaTbu, MOAMEXUT BO3OOHOBNEHMIO B Criyyae, ecnuM B nepuos
NMPUOCTaHOBMNEHNST AENCTBUS AaHHOW NULIEH3MM B paMkax AocynebHoro o6xanoBaHWs pelleHne KOHTPOSbHOro
(Hag3opHOro) opraHa B 4acTu BbISIBIEHHOIO HapylieHusi TpeboBaHunm yactenm 1 - 3 ctatbm 53 HacTosiero
depepanbHOro 3akoHa OTMeHeHo. B ykasaHHOM cnyvae pQencteBve nuUeH3uM Ha dapmaueBTUYeCKyto
[EeATENbHOCTb B YaCTW OCYLLECTBIEHUS OMNTOBOW TOProBnM NEKapCTBEHHbIMWU CpPeAcTBaMM AN MeOMLMHCKOro
NpUMeHeHNs1 BO30OHOBNSIETCS He Mo3gHee OfHOro paboyvero AHA CO AHA OTMEHbI pelUueHUst KOHTPOSbHOro
(Hag3opHoro) opraHa.

Cratba 9. locyaapcTBeHHbIN KOHTPOIb (Hap3op) B cchepe obpalleHus nekapcTBEeHHbIX CPeACcTB
(B peqn. PegepanbHoro 3akoHa ot 11.06.2021 N 170-03)

1. FTocynoapCTBEHHbIN KOHTpONb (Hag3op) B cdepe obpalleHnst NeKapCTBEHHbIX CPEACTB OCYLLECTBMNSAETCS
nocpefcTBoM cpefepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHusi NekapCTBEHHbIX
cpeactB M dedepanbHOro rocydapCTBEHHONO JIMLEH3VMOHHOMO KOHTPONSA AeATernlbHOCTM MO MPOW3BOACTBY
nekapCTBEHHbIX  CPeAcTB, OCYLUECTBRsSieMblx — dpedeparnbHbiMU  OpraHamMy  MCMOMHWUTENbHOW  BracTy,
yrnofiHOMo4YeHHbIMK [NpaButenscTBoM Poccuinckon deaepaumm.

2. lMpeomeToM degepanbHOro rocydapCTBEHHOro koHTpons (Hagsopa) B cdepe obpalleHust
NeKapCTBEHHbIX CPeACTB ABMSAITCS:

1) cobnioaeHve obasaTenbHbIX TpeboBaHui B cdhepe obpaLleHusi NekapCTBEHHbIX CPEACTB, B TOM YKCTE:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

a) TpeboBaHMI K JOKMUHUYECKUM UCCIIEA0BaHUSIM JIEKapCTBEHHbIX CPEACTB, KIMMHUYECKUM UCCreA0BaHNsIM
NeKkapcTBEHHbIX NMpenapaTos, U3roTOBMEHUIO, XPaHEeHW0, NepeBoske, BBO3y B Poccuiickyio GenepaLuio, oTnycky,
peanusauuv, nepegade, nNpodaxe nNeKapCTBEHHbIX CPeACTB, MNPUMEHEHUIO NEeKapCTBEHHbIX MNpenapaTos,
YHUUTOXEHUIO NEeKapCTBEHHbIX CPEACTB, YCTAHOBEHUIO NMPOU3BOANTENSAMN NEKapCTBEHHbIX NpenapaToB LeH Ha
nekapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEMLIMX NEeKapCTBEHHbIX
npenaparos;

0) TpeboBaHMIN K COOTBETCTBMIO NEKAPCTBEHHBLIX CPEACTB, HaxogsAwmxcs B obpalleHuun, nokasaTensam
KayecTBa, 3(peKTUBHOCTN M GE30MacHOCTW, YCTAHOBIEHHLIM B COOTBETCTBMM C HacTosiwmm PenepanbHbim
3aKOHOM,;

B) TpeboBaHun k cobniogeHnio cybbektamm obpallieHnst NeKapCTBEHHbIX CPEACTB, yKasdaHHbIX B Yactu 1
ctatbn 67.1 HacToswero deaepanbHOro 3aKkoHa, OrpaHNUYeHUn, Hanaraemblx cTaTbsiMu 67.1 1 67.2 HacTosALEro
degeparnbHOro 3akoHa;

2) cobrnogeHne NMUEH3NOHHBIX TpeboBaHMI K OCYLLLECTBIIEHUIO (hapMaLLeBTUYECKO AeATENbHOCTY;

3) cobniogeHve TpeboBaHWA K MNpefoCTaBneHuto cybbekTamu obpalleHUs NeKapCTBEHHbIX CpeacTs

MHdOpMaLMM O NEKAPCTBEHHBIX CPeACTBaXxX M (MIM) NEeKapCTBEHHbIX NpenapaTax, NPeayCMOTPEHHON CTaTbsiMM
9.1, 52.1 n 64 HacTosawero PegepanbHOro 3aKoHa;

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaet cuny (@3 o1 20.10.2022 N 405-D3).

4) cobniogeHne npedycMOTpeHHbIX cTatben 55.1 HacTosiwero degepanbHOro 3akoHa TpeboBaHUIA K
NPOBEOEHUI0 IKCMEPVMMEHTa MO OCYLLECTBIIEHUIO PO3HWUYHOW TOProBMAM NeKapCTBEHHbIMW Npenapartamu Ans
MEOVLMHCKOrO MPUMEHEHMS, OTMyCKaeMbiMM MO PeLenTy Ha NekapCTBEHHbIW npenapart, OUCTaHUMOHHbIM
cnocobom.

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

3. lMpu ocywecTBneHnn denepanbHOro rocygapCTBEHHOro KoHTpons (Hag3opa) B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB NPOBOAATCS Criegylolmne Buabl KOHTPOMbHbIX (HAaA30PHbLIX) MEPONPUATUNA:

1) AOoKyMeHTapHas NpoBepKa;

2) Bble3gHasi NpoBepKa;

3) BbIBOPOYHbIN KOHTPOMb Ka4yeCcTBa;
4) KOHTPOSbHAA 3aKymKa;

5) MHCNEKUNOHHbBIN BUBWT;

6) HabnogeHne 3a cobniogeHveM  obs3aTenbHbiX  TpeboBaHWA  (MOHUTOPUHN  Ge3onacHocTy)
(dbapmakoHagszop).

4. OpraHusaumsa 1 ocyllecTBrieHue hegepanbHOro rocygapCTBEHHOrO KOHTpons (Hags3opa) B cdepe
obpalleHnst NekapCTBEHHbIX CPeACTB perynupytotcs ®eaepanbHbiM 3akoHoM oT 31 monsa 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTpOne (Haa3ope) u MyHuumnanbHoMm KoHTpone B Poccuiickon degepaunn’.

5. BHennaHoBbIN BbIGOPOYHBIN KOHTPOSb KavyecTBa NMPOBOAMTCA B TOM YMCIE HA OCHOBaHWM MPOrpaMmbl
NpOBEPOK.

6. NnaHoBLIN BbIBOPOYHLIN KOHTPOITb Ka4ecTBa HE NPOBOAMNTCS.
7. Mo pesynbTaTtam BbIGOPOYHOTO KOHTPOMS KayecTBa Hapsgy C peLleHussMW, NpeayCMOTPEHHLIMM

®epnepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-®3 "O rocygapCTBeHHOM KOHTporie (Haasope) wu
MyHUUMNanbHOM KoHTpone B Poccunckon ®epepauuun”, degepanbHbiMM OpraHaMyv UCMNOMHUTENBHOW BRacTw,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

YNOJSIHOMOYE€HHbIMU Ha OCyLlleCTBIEeHNne Bbl60p0‘-IH0l'O KOHTPOIIA Ka4eCTBa, NPUHUMAaKTCA criegyruwmne peleHna:

1) 0 JanbHeulwem rpaxaaHckoM o6opoTe cepuu, NapTUM COOTBETCTBYHOLLIENO NEKapCTBEHHOIO CPeacTBa B
criyyae nNoATBEPXOEHWUA MO pesynbTaTam MPOBEeAEHHbIX WUCMbITaHWA COOTBETCTBUA KayecTBa NeKapcTBEHHOro
cpeacTBa yCTaHOBMNEHHbLIM TPeBOBaHUAM;

2) 06 U3bATUM U3 rpaxgaHckoro obopoTa cepuu, NapTMU COOTBETCTBYIOLLLErO NIeKapCTBEHHOMO cpeacTea B
criyyae BbISIBMIEHUS MO pe3ynbTaTaM MpoBeAeHHbIX WUCMbITaHWA HEeCOOTBETCTBUS KavyecTBa IeKapCTBEHHOro
cpencTBa yCTaHOBMNEHHLIM TPeBGoBaHNAM;

3) O nepeBode NeKapCTBEHHOTO CPeACcTBa Ha MOCEPUMHLIA  BbIOOPOYHLIA  KOHTPOMb  KayecTsa
neKapCTBEHHbIX CPEACTB B Criydae MOBTOPHOIO BbISIBNEHNS HECOOTBETCTBUSA KayeCTBa fleKapCTBEHHOIo cpeacTaa
YCTaHOBMEHHbIM TpeboBaHuAM U (Mpu HeobxoaMMOCTM) O MnpoBepke cybbekTa obpalleHusi nekapCTBEHHbIX
cpeacte. Pacxogpbl, cBs3aHHble C MpoBeAeHWEM MOCEPUNHOro BbIBOPOYHOrO KOHTPOSS, OMNfayvnMBaloTCH
Npou3BOAMTENEM fNeKapCTBEHHOro cpeactsa nmbo gepxaTtenem uwnu  BrnagenbleM  perMcTpaunoHHOro
YAOCTOBEPEHNS NlekapCTBEHHOro npenapara.

8. depepanbHbIi  FOCYAAPCTBEHHbIA  JIMLUEH3NOHHBLIN  KOHTPONb  AEATENbHOCTM MO  MNPOM3BOACTBY
NeKapcTBEHHbIX CPEACTB OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccuinckon degepaumn.

Cratbsa 9.1. Mporpamma npoBepokK
(BBegeHa ®epepanbHbiv 3akoHoM oT 11.06.2021 N 170-93)

1. B uensx opraHusauuy BbIGOPOYHOrO KOHTPOSsS KayecTBa JEKApCTBEHHbLIX CPeAcTB hopMUpyeTcs
nporpaMmma npoBepoK.

2. [Ons uenen peanusaummM nporpaMMbl MNPOBEPOK MNPOU3BOAMTENM FEKApPCTBEHHbIX CPeacTB W
opraHv3aumu, OCyLLEeCTBNSALWME BBO3 NeKapCTBEHHbIX cpeacTsB B Poccunckyio ®egepaumio, npeocTaBnsioT B
OTHOLLEHMWN NEKAPCTBEHHBIX CPEACTB A4S MEAULMHCKOrO NPUMEHEHUSI B YNONIHOMOYEHHbIN dhefeparnbHbli opraH
NCMNOMHUTENBHOW BMAacTW, OCYLLECTBASIOWMIA DYHKLUMM MO KOHTPOMNIO U Haa3opy B cdepe 34paBOOXpaHEHUs, B
OTHOLLEHMW NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIo NPYMEHEHUst B YNONHOMOYEHHbIN deaepanbHblii opraH
WCMONHWUTENBbHON BNAacTW, OCYLLECTBASOWMA (YHKUMM MO KOHTPOMK W Haa3opy B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB ANA BEeTEepUMHApHOro NPYMEHeHWUsl, CBedeHUs O cepusax, NapTUsX NeKapCTBEHHbIX
CPeAcTB, MOCTynawLlMx B rpaxgaHckmi obopot B Poccunckon degepaumm, B nopsigke, coctaBe n obbeme,
YCTaHOBIEHHBIX YKa3aHHbIMK dhefeparnbHbIMU OpraHaMm UCTIONHUTENBHON BNAcTU B OTHOLLEHWMN NEKAPCTBEHHBbIX
CpPeacTB AN MEAMUMHCKOrO MNPUMMEHEHWst M B OTHOLLUEHWW JEeKapCTBEHHbIX CPeACTB Ans BETEPUHApHOro
NPUMEHEHMNS COOTBETCTBEHHO.

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

4. B cny4dae HacTynneHus coObITUIA, ykasaHHbIX B noanyHktax "0" u "B" nyHkTa 2 4acTu 6 HacTosiwen
cTatby, heaepanbHbIM OpraHoM UCMONHUTENBHON BNAcTU, OCYLLECTBAAOLWMM (OYHKLMM NO KOHTPOSO U Haa3opy
B chepe 34paBOOXpaHeHus, pegepanbHbiM OpraHOM MCHONHUTENBbHOW BIACTW, OCYLLECTBASIOWMUM (PYyHKUUK No
KOHTPOMIO M Haasopy B cdepe obpalleHus nekapCTBEHHbIX CPeAcTB ONA BeTepUHapHOro MpUMEHEHUS, npu
HeoBX0AMMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B NPOrpamMmmy npoBeEpOK.

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

6. Mporpamma nNpoBEpPOK COAEPXKUT:

1) nepeyeHb nekapCTBEHHbLIX CPEeACTB, OTOOP 06pasUOB KOTOpbIX OyAeT OCYLWECTBASATbLCA B paMKax
BbIOOPOYHOro KOHTPONS, hopMUPYEMBIN C YHETOM Pe3yrbTaToOB rOCy4apCTBEHHOrO KOHTpoNs (Haasopa) B cdepe
obpalleHnst nekapCcTBEHHbIX CPEACTB 3a KaneHaapHbIN rof, NpeaLlecTBYOWUin rogy nposeaeHnst BbIGOpoYHOro
KOHTpOnS;

2) ykasaHme Ha coOblTMe, HacTynfeHne KOTOPOro $BMSETCA OCHOBaHWEeM Afs  OCyLEeCTBNeHUs
BbIGOPOYHOro KOHTPONS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

a) nonyyeHne CcBedeHU, NpeacTaBnsiEMbIX B COCTaBe M 06beme, YCTaHOBIEHHbIX dhedepanbHbiM OpraHoM
NCNONMHUTENBHOW BracTu, OCYLLECTBNAOWMM OYHKLUN NO KOHTPOMO M Hag3opy B cdepe 34paBoOXpaHeHus,
degepanbHbIM OPraHoM MWCMOMHUTENBHOW BMNAcTW, OCYLLECTBASIOWMM (YHKUMM MO KOHTPOSM WM Hags3opy B
cchepe obpalleHus fekapcTBEHHbIX CPEeACTB [AOnsi BETEPUHAPHOro MNPUMEHEHUSI, O Cepusix, NapTUsx
nekapCTBEHHbIX CPEeACTB, NMOCTYNaLWWMX B rpaxaaHckun obopoT B Poccuiickon ®eaepaunmn, ykasaHHbIX B MyHKTE
1 HacTodwew 4acTu, OpraHu3auusMn, OCYLLECTBASAWNUMN MNPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB B
Poccuiickonn deagepaumm n BBO3 NnekapCTBEHHbIX cpeAcTB B Poccuiickyto deaepaumio;

©) nony4deHne nocTynatoLlen B nopsake, yCTaHOBNEHHOM cTaTbel 64 HacTosiwero ®egepanbHoOro 3akoHa,
nHdopmaumm 0 NoBOYHBIX AENCTBUAX, HEXenaTenbHbIX Peakuusix, CEepPbe3HbIX HeXenaTernbHbIX peakumsx,
HenpeaBMAEHHbIX  HeXenaTemnbHbIX  peakuusx Npu  MNPUMMEHEHMU FEeKapCTBEHHbIX npenapaTtoB, 00
WHAVMBUOYanNbHON HENEepPeHOCUMOCTU, OTCYTCTBUM 3(PEEKTUBHOCTU NEKApCTBEHHbIX MpenapaToB, a Takke 00
WHbIX paKkTax U O0BCTOATENbCTBAX, NMPEACTABMAIOWMNX YIPO3Y XMU3HU UM 300POBLI0 YenoBeka nNmMbo XMBOTHOrO
npy MPUMEHEHUN NEKapPCTBEHHbIX MpenapaTtoB W BbISBNEHHbIX HA BCeX 3Tanax obpalleHuss nekapCTBEHHbIX
npenapaToB B Poccuinckon depepaumm n opyrux rocygapcraax;

B) nonyyeHne B cootBeTcTBUM C PepepanbHbiM 3akoHom oT 31 wmonsa 2020 roga N 248-03 "O
rocya4apCTBEHHOM KOHTpOsie (Hag3ope) M MyHuuuMnanbHOM KoHTporie B Poccuiickon degepaumn” cBegeHuin o
NpuUYMHEeHNn Bpeda unmn ob yrpose NPUYNMHEHUS! BPeAa XM3HW, 300POBbI0 rpaXkaaH UM XXUBOTHbIX.

Cratbsa 9.2. NocyaapCTBeHHbIA KOHTpOSb (Hag30p) 3a peanusauuen opraHaMyu MCMOJNIHUTENbHOM
Bnactu cy6bekTtoB Poccuitickon ®egepaumm nonHomoun B cpepe obpalieHUs nekapcTBeHHbIX CPeacTB
ANA MeAVLIMHCKOro NPMMeHeHus

(sBepeHa ®epepanbHbivM 3akoHoMm oT 11.06.2021 N 170-93)

1. FocygapCTBEHHEIN KOHTPOMb (HaA30p) 3a peanv3aumelt opraHammn UCNONMHUTENBLHOW BNacT cybbekToB
Poccuiickonn ®epepauun nonHomoumii B cdepe obpalleHusi NekapCTBeHHbIX CPeAcTB ANt MeaMLMHCKOro
MPYMEHEHNS  OCYLLECTBNSETCA  YMONIHOMOYEHHbIM [lpaBuTtensctBoMm Poccunckonn ®Pegepauum  opraHom
NCMNOMHMTENBHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOrO KOHTponsa (Hags3opa) 3a peanu3auven opraHamm UCNOSTHUTENbHOM
Bnactn cybwektoB Poccuiickon ®enepauum nonHomouun B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHMs sBnsieTca cobntogeHne YNoSIHOMOYEHHbIMW OpraHamm WCMOMHWUTENBHOW BMACTM
cybbektoB Poccuiickon degepaunm MeETOOMKM YCTaHOBMEHUSA MpedenbHbIX pasMepoB OMNTOBbIX HagbaBoK U
npedenbHbIX pPa3MepoB PO3HUYHBLIX HAO0aBOK K (pakTUYECKMM  OTMYCKHbIM  LeHaMm, YCTaHOBMNEHHbIM
Npon3BOOUTENSAMU JEKAPCTBEHHbIX MpenapaTtoB, Ha NEKapCTBEHHbIE npenapaTbl, BKIIOYEHHblIE B MNepeyYeHb
XN3HEHHO HEOOXOAMMbIX U BaXKHENLLUNX FleKapCTBEHHLIX NpenapaTos.

3. Tlpn ocyllecTBNeHMM T[OCyOapCTBEHHOrO KOHTponsa (Hagsopa) 3a peanu3auuen  opraHamu
ncnonHuTenbHoOW Bractn cyobekToB Poccunckon Pegepaumm nonHomo4mm B cpepe obpalleHms nekapcTBeHHbIX
cpencTs Ans MeguUUHCKOro NPUMEHEHUS NPOBOAATCS crneayoLwmne Buasl MeponpuaTun:

1) AOKyMeHTapHble NPOBEPKM;
2) Bble3gHble NPOBEPKMN.

4. OpraHmsauus M OCyLLeCTBIIEHWE TOCYAapCTBEHHOrO KOHTPONs (Hagsopa) 3a peanusauven opraHamu
NCNonHUTENbHONM Bnactu cyobekToB Poccuiickon ®epgepauum nonHomoumi B cdhepe obpalleHnst NekapCTBEHHbIX
CPEeACTB AN MeauLMHCKOro npumMeHeHus perynupytotces degepanbHbiM 3akoHOM OT 6 okTabps 1999 roga N
184-03 "O6 obwmx npuHUMNax opraHu3aumm 3akoHodaTerbHbIX (NPeAcTaBUTENbHbLIX) U UCMOMHUTENbHbIX
OpraHoB rocyfapcTBEHHOW BnacTu cyobekToB Poccuiickon ®eagepaunn’.

5. MNonoxeHne O rocygapCTBEHHOM KOHTporne (Haa3ope) 3a peanusauvernt opraHamu UCMOSTHUTENBHOM
Bnactn cybwektoB Poccuiickon degepaunm nonHomouun B cdepe obpalleHnss nekapCTBEHHbIX CpeacTB Ans
MeOuLMHCKOro npuMeHeHns yteepxaaetcd NpasutensctBoM Poccunckon egepaumn.

CtatbAa 9.3. PervoHanbHbIM rocyfapCTBEHHbIN KOHTponb (Hag3op) 3a NPUMMEHeHMeM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIIOYEHHble B MNepevYeHb XWU3HEHHO HeoOXOoAUMbIX U BaXKHEWULUUX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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

1. PervoHanbHbIi TOCYAApCTBEHHbIA KOHTPONb (HaA30p) 3a MNPUMEHEHWEM LIEH Ha JEeKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAUMbIX U BaXXHEWLMX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTBMSAETCA OpraHoM WCMONHUTENbHON BracTn cybbekta Poccuiickon Pepepaumm, YNoOrmHOMOYEHHbIM
BbICLLMM WUCMNOMHUTENbHLIM OpraHOM FrocyJapCTBEHHOW BnacTu cybbekta Poccuiickon ®enepaumm.

2. TpeomMeToM pervoHanbHOro rOCyAAapCTBEHHONO KOHTPONS (Haasopa) 3a MpUMEHEHVMEM LEH Ha
neKapCcTBEHHbIe Npenaparthbl, BKIMHYEHHbIE B MEepeYeHb XU3HEHHO HEODXOAUMBIX U BaXKHENLLNX NEKAPCTBEHHbIX
npenapaTtoB, SBnNsieTcs cobnogeHWe opraHusauusiMm ONTOBOW TOPrOBMNWM JEKAPCTBEHHbIMU CpeacTBaMu,
anTeyHblMW  OpraHvM3auMsiMy, MHOMBUAYaNbHbIMWA  MPEANnPUHUMATENSMM,  UMEKLWMMM  MIMUEH3NIO  Ha
dapmaueBTMYECKYI0  OeATEeNbHOCTb,  MEAMUMHCKAMW  OpraHuMsauusamu,  MMewWwuMy  fMLEH3NK  Ha
bapmMaueBTUYECKYD  OeATeNnbHOCTb, U  UX 000COONeHHbIMM  nogpasgeneHusamu  (ambynatopusamu,
denbgepckumm 1 henbawepcKo-akyLepCkUMN NyHKTaMu1, ueHTpamu (oTaeneHnsmu) obuien BpavebHowm
(cemertHOW) NpakTuKK), PacrnosiOKEHHbIMWN B CENbCKUX HACEMNEHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHu3aumu, Npu peanusauum nekapcTBEHHbIX NpenapatoB TpeboBaHU K MPUMEHEHUIO LiEH, YPOBEHb KOTOPbIX
He JOoSKeH npeBbiwaTh CyMMY dakTU4eCKON OTNYCKHOW LieHbl, yCTaHOBIIEHHON NMPOM3BOAUTENEM fIEKapCTBEHHbIX
npenapaToB, W KOTOpble He MpeBbIlalT 3aperucTpMpoBaHHbIX MNpedernbHbIX OTMYCKHbIX LEeH, U pasMepoB
ONTOBbLIX HagbaBOK U (MNM) pasMepoB PO3HMYHBLIX HAA0aBOK, HE MpPEBbILAIWNX COOTBETCTBEHHO pPa3MeEpOB
npedenbHbIX OMTOBbIX HagbaBok M (MNM) pa3MepPoB MpPeAeribHbIX PO3HWMYHbIX HagbaBOK, YCTAHOBMEHHBLIX B
cybwekTe Poccuinckon ®egepauun.

3. OpraHmsaumss M OCYLLECTBNIEHME pPErMoHarnbHOro rOoCyAapCTBEHHOrO KOHTpons (Hagsopa) 3a
NMPMMEHEHVEM LEH Ha §eKapCTBEHHble Mnpenapartbl, BKIHOYEHHbIE B MepeyeHb XU3HEHHO HeobXoaMMbIX |
BaXXHEWLWNX fekapCTBEHHbIX MpenapaTtos, perynupyttcs PegepanbHbiv 3akoHom ot 31 uonsa 2020 roga N
248-93 "O rocygapcTBEHHOM KOHTpoOne (Hag3ope) 1 MyHUUmMnanbHOM KOHTpone B Poccuiickon degepaummn”.

4. [onoxeHune O pervoHanbHOM TrOCYLapCTBEHHOM KOHTpoNie (Hag3ope) 3a NPUMMEHEHMEM LEeH Ha
nekapcTBEHHble npenapaTbl, BKMHOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenapartoB, YyTBepXaaetcda BbICLULMM UCMOJIHUTENIbHbIM  OpraHomM FOCy,EI.apCTBeHHOVI BNacTun Cy6'beKTa
Poccuickon ®egepauun.

Cratba 9.4. ®degepanbHblii FOCYyAapPCTBEHHbIA JIMLEH3UOHHbIA KOHTPONb AeATeNnbHOCTM Mo
NPOU3BOACTBY NeKapCTBEeHHbIX CPeAcTB
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®epepanbHbll  rOCYOAPCTBEHHBIN  NIMLEH3UOHHbIA  KOHTPONb  AEeATeNbHOCTM N0 MPOU3BOACTBY
nekapCcTBeHHbIX  CpeacTB  ocylwlecTBnseTcsa  (pegepanbHbIMM - OpraHaMuM — UCMOMHUTENbHOW  BracTy,
ynonHoMoueHHbIMu NpaButenscTBoM Poccuinckon depepaumu.

2. depeparnbHbIi  TOCYAAPCTBEHHBIA  JIMUEH3NOHHBLIN  KOHTPOMNb  AEATENbHOCTM MO  MNPOM3BOACTBY
NeKkapcTBEHHbIX CPeAcCTB OCYyLIeCTBNSAEeTCs B cooTBeTCcTBUM ¢ PenepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-93 "O nuueH3npoBaHUN oTAENbHbIX BUOOB AedtenbHocTn" n degepanbHbiM 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 AeATeNnbHOCTM MO  NPOW3BOACTBY
NEKapPCTBEHHbIX CPEACTB MMAHOBbLIE KOHTPOSbHblE (HAO30pPHbIE) MEPONPUATUSS HEe MNPOBOAATCHA, NPU 3TOM
NPOBOAMTCS MEPUOLMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS NULEH3MATOB IMLEH3NOHHBIM TpeboBaHusM B
cootBeTcTBUM ¢ PenepanbHbiM 3akoHoM oT 4 mMas 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 NMPUMEHEHUA

Crtatbsa 10. Pa3paboTka nekapcTBeHHbIX CPeaAcTB

1. PaspaboTka nekapCTBEeHHbIX CPEACTB BKIOYAeT B cebs MOMCK HOBbIX (hapMaKoNorM4eckn akTMBHbIX
BELLEeCTB, Mocreaytollee UsyyeHne UX JIeKapCTBEHHbIX CBOWCTB, AOKIMHUYECKME UCCIiefoBaHus, paspaboTky
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

TEXHOMOormmn npon3soacTBa (bapMaLl,eBTVl‘-leCKVIX CyGCTaHLI,VIIZ, paspa60TKy COCTaBOB M TEXHOMNOMNMN npon3soacTBa
J1eKapCTBEHHbIX npenaparTtos.

2. duHaHcoBoe obecneyeHne pa3paboTKn NekapCTBEHHbIX CPEACTB OCYLLECTBNAETCA 3a CYET:
1) cpeacTB hegepansHoro GrooxeTa;
2) cpencTB pa3paboTyYnKOB NEKapCTBEHHbIX CPEACTB;

3) cpencTB npousBoauTerneit NeKapCTBEHHbIX CPeACTB MNPW BbIMOMHEHWM Hay4YHO-UCCIe4oBaTEeNbCKUX
paboT Mo [OoroBopy Mexay paspaboTyvMKOM JeKapCTBEHHbIX CPEACTB U MpoOM3BOAUTENEM JIeKapCTBEHHbIX
CpencTs;

4) UHbIX He 3anpeLlleHHbIX 3akoHodaTenbcTBOM Poccuiickon deaepalimm UCTOYHUKOB.
3. MNpaBa pa3paboTunka NekapcTBEHHOrO CPEACTBA OXPaAHAIOTCS rpaXk4aHCKMM 3aKkOHO4ATENbCTBOM.

Ctatba 11. [oknuMHMYecKoe wuccrnegoBaHue NeKapcTtBeHHOro cpeacrtBa AnAa MeaAUUUMHCKOro
npUMeHeHunsA

1. JoknuHnyeckoe nccregoBaHne nekapcTBEHHOro cpeacTsa Ans MeOULMHCKOIO MPUMEHEHUS MPOBOAMTCS
nyTemM MPUMMEHEHUS HaY4YHbIX METOAOB OLIEHOK B LIENsiX NOSydeHuss JokasaTenbCcTB 6e30nmacHOCTU, KavecTBa U
3O (PEeKTUBHOCTM NEKAPCTBEHHOIO CPEeACTBa.

2. JoknuHuyeckoe uccnenoBaHne NeKkapcTBEHHOTO CPeacTBa AN MeAULMHCKOTO NPUMEHEHNS MPOBOANTCS
B COOTBETCTBUM C MpaBunaMu Haanexallein nabopaTOpHOW MNPaKTWKW, YTBEPXAEHHBIMW YMNONHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONMHUTENBHON BRaCTy.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3. Ona opraHusaumm n npoBeAeHWs AOKIMHWYECKOTO WCCNedoBaHWs feKapCTBEHHOro CpeacTBa Ansd
MeANLMHCKOro NpUMeHeHns pa3paboTynku neKapCTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4HO-UccrnegoBaTenbCkMe opraHu3aumu, obpasoBaTerbHble OpraHM3auun BbicLLero obpasoBaHus, MMeloLme
HeobXxoAMMYy0 MaTepuarnbHO-TEXHUYECKYo 6asy M KBanuguUUMPOBaHHbLIX CNELManvMCcToB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHus.

(B peq. ®PenepanbHoro zakoHa ot 02.07.2013 N 185-93)

4. [loknmHnYeckoe 1ccregoBaHne nekapcTBEHHOMo CpeacTBa Ans MeauLMHCKOro NPUMEHEHUs MPOBOAMTCA
No YTBEPXOEHHOMY pa3paboTYMKOM FeKapCTBEHHOro cpeacTBa MnaHy C BedeHMeM MpoToKona  3Toro
nccnenoBaHWs W COCTaBfEeHMEM OT4YeTa, B KOTOPOM cofepkaTcsl pesynbTaTbl 3TOr0 MCCnegoBaHus U
3aKMoYeHne O BO3MOXHOCTM MPOBEAEHUs KMUHMYECKOro MUCCreAoBaHUs INeKkapCcTBEHHOro npenaparta Aans
MEOULMHCKOrO NPUMEHEHMS.

5. NpoBegeHve NpoBepok cobrnoaeHns nNpasun Hagnexawen nabopaTopHOW NPakTUKU U NPaBOBbLIX HOPM
NCMNOMb30BaHNUSA XMBOTHBIX MPU MPOBEAEHUU OOKIUHUYECKUX WCCrefoBaHUA NeKapCTBEHHbIX CPeacTB Ans
MEOVLMHCKOrO NPYMEHEHNs1 OCYLLECTBASETCS YMNONIHOMOYEHHbIM dedeparnbHbIM OpraHoOM WUCMOSTHUTESNbHOW
BMacTu.

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

6. PGSyJ'IbTaTbI OOKIMMHMNYeCKoro wnccneagoBaHna JnekapCTtBeHHOro cpegcrtBa And  mMeguuuHCKoro
NPpUMEHEeHNnA MOoryT ObITb npencrtaBneHbl B yrlOﬂHOMO‘-IeHHbIIZ (*)e,D,epaJ'leblVl opraH NCMOSHNTENBHOW BnacTn B
YCTaHOBJIEHHOM MNMOpALOKe B Uenax rocyp,apCTBeHHon perncTtpaunmn nekapCrBeHHOro npenapara.

Cratba 12. [JoknMHMYECKOe uWcCcneAoBaHME JIeKAPCTBEHHOro cpeacTBa M KIIMHUYECKoe
uccregoBaHue NeKapCTBEHHOro npenapara AnsA BeTePMHAPHOro NpMMeHeHus

1. JoKnMHMYeckoe UccriegoBaHME TeKapCTBEHHOro CpeacTBa AN BETEPUHAPHOro  NMPUMEHEHWS
MPOBOAUTCA MyTEM NMPUMEHEHMs Hay4YHbIX METOAOB OLEHOK B LIENSIX MOMyYeHusl gokasaTenbCcTB 6e3onacHocTy,
KayecTBa M 3PDEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBa, B TOM YMCrie ONpederieHnsi cpoka ero BbiBeAeHWUs U3
opraHusmMa XWBOTHOrO, B Liensx obecrneveHuss 6e30MacHOCTU MPOAYKLMM XXMBOTHOIMO MPOUCXOXOEHWs mnocre
NpUMEHeHNs1 COOTBETCTBYHOLLErO NeKapCTBEHHOro npenapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

2. [oknvHM4eckoe WCCredoBaHVWe IEeKapCTBEHHOTO CpeacTBa M KIMHMYECKOoe  WcCcriedoBaHve
neKkapcTBEHHOro npenapara Ans BeTepuHapHOro NpUMeHeHUs1, uccnegosaHue GMO3KBMBANEHTHOCTU YKa3aHHOro
NeKkapcTBEHHOro npenaparta MNpoBOAATCA B COOTBETCTBUM C NpaBuNamMu, YTBEPXOEHHLIMW YMNONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENbBHOW BRacTu.

3. [HoknuHuyeckoe wuccnegosaHue JIeKapCTBeHHOro cpeactBa W KNKWMHMWYeCKoe - uccrneagosaHue
JleKapCTBEHHOro npenaparta gna BeTepnHapHOro npuMeHeHmna npoBogAaTCA Nno yTBepXOgeHHOMY pa3pa6owvu<0|v|
leKapCTBeHHOro cpeactea ninaHy C BedeHneM MNpOoTOKOJIoB 3TUX nccrnegoBaHnini U CocTaBreHNEM OTYETOB, B
KOTOPbIX coaepXaTca pe3yrnbTaTbl 3TUX nccnegoBaHun.

4. [Ons opraHuMsauMvM W MpoBedeHUs OOKMUHUYECKOro WCCNedoBaHWs NeKapCTBEHHOro cpeacTtsa W
KMUHUYECKOro MCCreqoBaHUs MeKkapCTBEHHOro npenapaTta Ans BeTepUHApPHOro MpuUMeHeHus paspaboTyuk
NeKkapcTBEHHOro cpeacTea MOXKeT npuenekaTb opraHusaumu, nmeroLme Heobxoaumyto
mMaTtepuanbHO-TeXHUYECKylo 6asy W KBanuUUMPOBAHHbLIX CMEeLuannucToB B COOTBETCTBYHOLLENH 06nacTu
nccrnenoBaHus.

5. KnuHunyeckne wuccrnegoBaHUs NEKapCTBEHHbIX NpenapaTtoB  Ansi BETEPUHAPHOTO  NPUMEHEHUS
NPOBOASATCS B BETEPUHAPHBIX OPraHn3aumsax 1 B opraHu3auusix, OCyLLEeCTBISALNX pa3BefeHre, BbipalimBaHme u
coaepxaHue XMBOTHbIX, B LIEMNsX:

1) ycTaHOBEHMS NEPEHOCUMOCTM JIeKapCTBEHHbIX NMPenapaToB 340POBbIMU XUBOTHLIMU;

2) nop,6opa onTMaribHbIX OO3UPOBOK JIEKAPCTBEHHbIX MNpenapatoB M KypCa ledYeHuda Ha KOHerTHOIZ
rpynne XnBOTHbIX C onpeneneHHbIM 3aboneBaHunewm,;

3) yctaHoBneHns 6e3onacHocTu U 3dPEKTMBHOCTM NeKapCTBEHHOro npenapara, npegHasHa4YeHHoro Ans
neyeHns onpegeneHHbix 3aboneBaHMM XMBOTHLIX, UMM 3MEKTUBHOCTM NEKapCTBEHHOro npenapata Ans
npocunakTukn 3aboneBaHnin 340POBbIX KNBOTHbIX;

4) un3y4yeHMst BO3MOXHOCTEW pacClUMpPeHUs MoKasaHWW K MPUMEHEHUIO  3aperncTpMpOBaHHOIO
NeKapCTBEHHOro npenapara U BbiSIBNEHNSI paHee HEN3BECTHbIX MOOOYHbIX ENCTBUN.

6. KnuHunyeckoe wnccnegoBaHue NNIeKapCTBEHHOro npenapata Ana BEeTEPUHAPHOro npuMeHeHua
OCyLLECTBIIAETCA 3a CHEeT CpeacTB pa3pa60THV|Ka J1eKapCTBEHHOro cpencrea.

7. OtyeTbl 0 pes3ynbTatax AOKIMMHUYECKOro uccrieaoBaHuna JnekapCTBeHHOro cpeacrtesa M KIMHUYECKOro
ncenenoBaHnAa nekapCTtBeHHOro npenapara AnAa BeTepuHapHOro npuMMeHeHmsa COCTaBIAKTCA pa3pa6OT‘-II/IKOM
leKapCTBeHHOro cpenctea C y4eToM 3aKn4YeHnn OpFaHI/I3aLI,I/Il7I, NnpUHAMaBLWNX y4YacCcTne B oOpraHusauumm u
npoBeaeHnn aTnx nceneaoBaHui.

8. KOHTpOJ'Ib 3a nposegeHnemMm LOOKIMNHUYEeCKUX nccnegoBaHuin NeKapCTBEeHHbIX CpeacTB U KIMUHUYECKUX
nccnegoBaHuin JNIeKapCTBEHHbIX npenaparoB ana BeTepmHapHOro npuMeHeHuna ocyLlecTBndeTcAa
YNOJTHOMOY€E€HHbIM ¢)e/:|,epaanb|M OpraHom NCMNONHUTENbHON BNAcTu.

Mnasa 6. OCYLWECTBIEHUE rOCYAAPCTBEHHOW PETUCTPALMU
NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 13. locygapcTBeHHas permcTpauus nekapcTBeHHbIX nNpenapaTos
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTtaHTlntoC: npumevdaHue.

Honyckaetcss MNpuMMEHeHVME B MEOUUMHCKMX LEeNsaX He 3apermcTpuMpoBaHHbix B P®  nekapcTBEHHbIX
npenapaToB, COAEepXaliux HapKOTUYECKME CpeacTBa MM MCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PP B
cooTBeTCTBUM C Y. 3.1 CT. 47 paHHoro aokymeHTa (0.8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccuinckon ®enepaumm gonyckaroTcs NPOU3BOACTBO, U3rOTOBMEHME, XpaHeHWe, NepeBo3ka, BBO3 B
Poccuiickyto depepaumio, BblBO3 U3 Poccunckon depepauuu, peknama, OTNycK, peanusauus, nepefada,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NPUMEHEHME, YHUYTOXEHWE IEKAPCTBEHHLIX MpenapaToB, €CfiM OHW 3aperMcTpuMpoBaHbl COOTBETCTBYIOLLMM
YMNONTHOMOYEHHbIM ¢hefeparnbHbiM OpraHOM UCMONHUTESNBHON BRacTy.
(vactb 1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) Bce nekapCTBEHHble npenapaTbl, BMepBble Moanexawime BBOAY B obOpauweHne B Poccuiickon
depepauuy;

2) nekapCTBEHHbIE MpenapaTbl, 3aperncTpMpoBaHHble paHee, HO NPOM3BEAEHHbIE B APYIMX JTEKAPCTBEHHbIX
dopmax B COOTBETCTBUMM C [EpPEYHEM HaVMEHOBaHWW feKapCTBEHHbIX ()OpM, B HOBOW [O3UPOBKE MNpwu
JokasaTenbCTBe €€ KIMMHUYECKON 3HaYMMOCTU U 3hPEKTUBHOCTY;

3) HOBble KOMOUHaLNK 3aperncTpmnpoBaHHbIX paHee NnekapCTBeHHbIX npenapaTos.

3. locypapcTBeHHas pervcTpaumsi NekapCTBEHHbIX MpenapaTtoB OCYLUECTBMSIETCA MO  pesynbTatam
9KCMEepTU3bl NeKapCTBEHHbIX CPEACTB, a rocyAapCTBEHHas perucTpaums opdaHHbIX JiekapCTBEHHbIX NpernapaToB
OCYLLECTBMSIETCS MO pe3yribTatam 3KCNepTU3bl JOKYMEHTOB, NPeACTaBMEHHbIX AN OnpeaeneHns BO3MOXHOCTH
paccmaTtpuBaTb  JleKapCTBEHHbIA Mpenapat Ans  MeOWULUHCKOrO  MPUMEHEHUs MPU  OCYLLECTBNEHUM
rocyoapcTBEHHOW peructpauum B KavecTBe opdhaHHOro nekapCTBEHHOrO Mpenapata, M Mo pesynbTaTam
3KCMEepTU3bl NEKAPCTBEHHbLIX CPEACTB.

4. T[ocypapcTBeHHast perucrTpauusi INekapCTBEHHOro npenapata OCyLWeCcTBNSeTCsa COOTBETCTBYOLNM
YMOSTHOMOYEHHbIM  (befeparnbHbIM - OPraHOM  UCMOMHUTENBbHOW BNacTM B CPOK, HE MpeBblalwmi  cTa
wecTtuaecatn paboumx AHen co AHA NPUHATUA COOTBETCTBYIOLLErO 3asBNeHs O rocy4apCTBEHHON perucrpauum
nekapcTBeHHOro npenapara. B ykazaHHbIM CpOK BKlo4aeTcs Bpems, Heobxoanmoe A5 NOBTOPHOro NpoBeAeHNs
3KCNepTu3bl NEKapCTBEHHOro CpeacTBa B COOTBETCTBUM CO cTaTben 25 Hactosiwero denepanbHOro 3akoHa.
Cpok rocygapCTBEHHOM perncrpauum NekapcTBEHHOro npenapara  UCYUCASETCA CO  OHA  MPUHSATUSA
COOTBETCTBYIOLUM YMNOSTHOMOYEHHbIM (beaepanbHbIM OPraHoOM MCMOSNHUTENbBHON BracTu COOTBETCTBYHOLLErO
3asBMNEHUsT O TOCYAApCTBEHHOW perncTpauum JekapCTBEHHOro npenapata C MNpUoXeHWem HeobxoamMbiX
OOKYMEHTOB NO [eHb BblAa4yM pPerncTpaumoHHOro yOOCTOBEPEHUs IekapCTBEHHOro npenaparta. Bpewms,
HeobxoaMMoe Ans HanpaBneHNs YNorTHOMOYeHHbIM dedeparibHbIM OpraHoM UCMOMNIHUTENbHOWM BNacTy 3anpoca o
npeacTaBneHnn HeobXxoAMMbIX MaTepuanoB W NPeAcTaBneHus 3asBuTeNnieM OTBeTa Ha [AaHHbI 3anpoc B
cooTBeTCTBMM cO cTaTtbamu 16, 19 n 23 HacTosiwero degepansHOro 3akoHa, He YYUTbIBAaeTCH MPpU UCHUCTIEHNN
CpoKa rocygapCcTBEHHOW perncrpauumn nekapcTBeHHOro npenapara.

5. locypapcTBeHHON perncTpaumm He nognexar:

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

1) nekapcTBeHHbIe Npenaparbl, U3roTOBMEHHbIE anTeYHbIMM OpraH13aLuaMy, BeTeprHapHbIMK anTeyHbIMU
opraHusauvsiM1, UHOUBMAYaNbHLIMU NPEANPUHUMATENSAMM, KOTOPbIE UMEIOT NULIEH3NIO Ha (hapMaLeBTUYECKYIO
AesiTENbHOCTb, MO peLenTaM Ha JieKapCTBeHHble npenapatbl U TPeGOBaHUAM MeAULMHCKMX OpraHv3auui,
BETEPVHapPHbIX OpraHn3aumii;

2) nekapcTBeHHble MpenapaTtbl, NpUobpeTeHHble uandeckuMn nuuamm 3a npegenamu Poccuickon
depepaumun n npegHasHavYeHHbIE A4Sl IMYHOMO UCMONb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UMble B Poccuiickyto depepaumio Ansi okasaHUs MeAMLMHCKOM
MOMOLUM MO JKM3HEHHbIM MOKa3aHWsIM KOHKPETHOro MauMeHTa Ha OCHOBaHWM paspeLlleHusi, BblAaHHOMo
YMNONTHOMOYEHHbLIM chefiepanbHbIM OpraHoM UCNOMHUTENBHON BriacTy;

4) nekapCTBeHHble cpeacTBa, BBO3MMble B Poccuiickyio dPepepaunio Ha OCHOBaHUM  BblOAHHOIO
YNOJTHOMOY€E€HHbIM cpe,u,epaanblm opraHom MUCMOSTHNTENBHON BNacTU paspelwleHna 1 npegHasdHadYeHHble OnA
NPOBEAEHUSA KIMHUYECKNX WCCnefoBaHWi fekapCTBEHHbIX npenapatoB U (Unu) npoBefeHust dKcnepTusbl
nekapcTBEHHbIX CPeACTB AN OCYLLEeCTBNEHNS roCyJapCTBEHHOM perncTpauumn nekapCTBeHHbIX NpenapaTos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

5) bapmaueBTUYeCKME cybCTaHUUW;

6) pap,mod)apmauesmqecme NeKapCTBeHHble TMpenapaTtbl, W3rotoBrfieHHble HenocpeacTBeHHO B
MeOUUMHCKNUX OpraHunsaumdax B 0Oopdake, YCTaHOBJIEHHOM  YNOJIHOMOYE€HHbIM cbep,epaanblM opraHom
NCMNONHUTENBbHON BNacTu;

7) NnekapCTBEHHbIE NpenapaTbl, NPOM3BOAMMbIE A1 3KCNopTa.
6. He ponyckaeTcsi rocygapcTBeHHast perucrtpauus:

1) nekapCTBEHHbIX NpenaparToB, OTNMYAWUXCA APYr OT Apyra KayecTBEHHbIM COCTaBOM AEWCTBYHOLLNX
BEeLLeCTB, Noj, OAMHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) opHOro JreKapCTBEHHOrO MpenapaTta, NPeacTaBleHHOr0 Ha TOCyAapCTBEHHYK peructpaumio B
OTHOLLIEHMN OOHOMO M TOrO Xe AepXaTensl unu Bragenbla perncTpaunuoHHOro yaoCTOBEPEHUS NEKaPCTBEHHOTO
npenapaTa B Buae AByx 1 6onee nekapCTBEHHbIX NpenapaToB noj pasnuyHbIMU TOProBbIMU HAMMEHOBAHUAMU.
(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 9nekTpoHHoW opme unmM Ha OymaxHom Hocutene) cybbekta obpalieHus
NEeKapCTBEHHbIX CPEACTB COOTBETCTBYIOLUM YMNOMHOMOYEHHBIM hefeparnbHbiM OpraHoM  UCMONHUTENbHON
BMacTW, OCYLLECTBISALMM rOCyAapCTBEHHYIO PErMCTPaLNIO NIEKAPCTBEHHBIX NPenapaToB, B YCTAHOBNEHHOM UM
Oopsadke OCYLWECTBNAETCA HayyHOe KOHCYyNbTMpOBaHWE MO BOMpocaM, CBA3aHHbIM C  MpoBeAeHUEM
OOKINMHUYECKNX UCCNEAOBAHUA, KNMHNYECKUX UCCNEA0BaHNIA NeKapCTBEHHbIX NpenapaToB, SKCNepTU3bl KayecTsa
neKapCTBEHHbIX CPeACcTB, aPMEKTUBHOCTN N BE30MaCHOCTH, C OCYLLECTBIIEHMEM roCyAapCTBEHHON perncrpaumm
neKkapcTBeHHbIX npenapatoB. KoHCynbTMpoBaHME OCYLIeCTBASETCs C  npuBreveHvem  degeparnbHbiX
roCyapCTBEHHbIX  OHOMXETHbIX  YYPEeXOEHUN, MNOABEAOMCTBEHHbIX AaHHOMY dedeparnbHOMY — opraHy
NCMONHUTENBHON BNAcTU U He y4acTBYHOLLMX B OpraHM3aLmmn npoBeaeHusl aKCnepTu3bl Ka4ecTBa fekapCTBEHHbIX
CPEeACTB B LieNsiX OCyLLIEeCTBIEHWS UX rOCy4apCTBEHHOWN perncTpaumm B COOTBETCTBUM CO cTaTben 16 HacTosLero
depepanbHOro 3akoHa, B BuAe OTBeTa B NWCbMEHHOW (hopMe YMOMHOMOYEHHOro dedepanbHOro opraHa
NCMONHWUTENbHON BnacTu Ha 3anpoc. Pasmep B3umaeMown ¢ 3asBuTens nnatbl onpeaensercs B COOTBETCTBUM C
3akoHopatenbcTBoM Poccuiickonn ®epepaumm 06 opraHuM3auum NPefocTaBfieHuss roCyAapCTBEHHbIX U
MyHULMNanbHbIX ycnyr. MHgopmauma 06 oCyLlecTBNEHUN HAayYHOTO KOHCYNbTUPOBAHWS, B TOM 4YMCre CTaTbW,
0630pbl, CrpaBoyHble MaTepuanbl U MHas MHOpMauust 06 OCYLLEeCTBNEHUN HAYYHOrO KOHCYINbTUPOBaHWS,
pa3mellaeTca Ha oduuManbHOM canTe YNOrHOMOYEHHOro dhefepanbHOro opraHa WMCMOMHWUTENbHOW BriacTv B
ceTn "MIHTepHeT" Cc cobniogeHnemM orpaHNYeHnii, yCTaHOBMEHHbIX 3aKOHO4ATENbCTBOM O NEPCOHarbHbIX AaHHbIX,
KOMMep4Yeckon un (Mnn) rocyaapCTBEHHON TalHe.

8. TocynapcTBeHHas peructpauusi neKkapCTBEHHbIX NpernapatoB, KOTopble npegHasHadeHbl Ans
NMPUMEHEHMS B YCMOBMSAX BOEHHbIX OEWCTBUN, Ype3BblYaiHbIX CUTyauui, MpeaynpexaeHns 4pesBblHanHbIX
cUTyauuin, npodunakTUkn un neveHus 3aboneBaHU, NPEACTABMASIOLUMX OMACHOCTb [AfNs  OKPYXKaloLuX,
3aboneBaHWn U MOPaXeHWN, MOMyYEHHbIX B pe3ynbTaTe BO3AEWCTBUS HEeGnaronpuATHbIX XUMUYECKMX,
Guonoruyecknx, pagmaumoHHbIX akTopoB, U KOTOpble pa3paboTaHbl B TOM Yucre Mo 3agaHuio depepanbHbIX
OpPraHoB WUCMOSTHUTENbHOM BNAcTW, yNOMHOMOYEHHbIX B 06nacTn 060poHbl CTpaHbl U 6e3onacHOCTY rocyaapcTBa,
a Tawkke NeKapCTBEHHbIX CPEACTB B Criydae ux AedeKTypbl UMW pucka BO3HUKHOBEHMS OedeKTypbl B CBA3M C
BBeeHneM B OTHoweHun Poccuiickon ®eaepaumm OrpaHUYUTENbHBIX Mep 3KOHOMUYECKOro Xxapakrepa
OCyLLEeCTBMSETCS B Nopsiake, ycTaHoBNeHHOM [NpaButensctBoM Poccuiickon denepaunm.

(B pea. PenepanbHbix 3akoHOB 0T 01.04.2020 N 98-93, o1 08.03.2022 N 46-93)

Crtatbs 14. MpMHUMNbI 3KCNEpPTU3bl NeKapCTBEHHbIX CPEACTB
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. OKcnepTnsa nekapcTBEeHHbIX CPeACTB OCHOBLIBAETCA Ha MPUHUMMNAX 3aKOHHOCTWU, coGnioaeHus npas U
cBobO4 4YeroBeka W rpaxaaHuHa, MpaB OPUAMYECKOro nuua, He3aBUMCUMOCTM 3KcrepTa, OObEeKTMBHOCTH,
BCECTOPOHHOCTU W MOMHOTLI MCCNEAOBAHMIA, MPOBOANMbIX C UCMONb30BaHNEM COBPEMEHHbIX JOCTUKEHUI HayKu
N TEXHWKW, OTBETCTBEHHOCTM hbedepanbHOro rocydapCTBEHHOro GIMKETHOro YUpPEeXaeHUss Mo MpoBeaeHUIo
3KCMEepTU3bl NEKapCTBEHHbLIX CPEACTB U SKCMEePTOB 3a NPOBEAEHWEe 1 Ka4eCTBO KCNepTH3bI.

2. 3KCI'IepTI/I38 JIeKapCTBEHHbIX NMpenapaTtoB Ald MeguuMHCKOro npuMeHeHnA BKIo4YaeT B cebs:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) 9KCnepTM3y [OOKYMEHTOB, MNpPeOCTaBfEeHHbIX A onpeneneHuss BO3MOXHOCTU paccMmaTpuBaTb
NeKapCTBEHHBbIN NpenapaT afisi MEAVLMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B KayecTBe opghaHHOro NekapcTBEHHOro npenapaTa;

2) aKcnepTu3y MNPEeAnoXeHHbIX MEeTOAOB KOHTPOSNA KayecTBa leKapCTBEHHOro cpedcTBa M KadyecTea
npeacTaBfieHHbIX 06pasLOB NekapCTBEHHOTO CPeACTBa C UCMOSb30BaHWEM 3TVMX METOAOB (Aanee - aKcnepTuaa
Ka4yecTBa NlekapCTBEHHOro CpeacTBa);

3) aKcnepTU3y OTHOLUEHUS! OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKapCTBEHHOro
npenapara;

4) 3KCNepTU3y pPerucTpauuoHHOro [A0Cbe Ha JEeKapCTBEHHbIM npenapat B Uensx onpeaeneHus
B3aMMO3aMeHAEeMOCTW NIEKAPCTBEHHLIX NpenapaToB AN MeANLUHCKOrO NpUMEHEHUs.
(n. 4 BBegeH ®efeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. OkcnepTn3a neKapCTBEHHbIX MNpenapaTtoB ANl BETEPUHAPHOrO MNPUMEHEHUs BkMovaeT B cebs
3KCNepTU3y KayecTBa NEKapCTBEHHOrO CPEACTBA M IKCMEPTMU3Y OTHOLUEHUS OXWAAeMOW NOMb3bl K BO3MOXHOMY
pYCKy NMPUMEHEHMS NeKapCTBEHHOro nNpenapara.

Cratba 15. ®egepanbHoe rocyaapcTBeHHOe GHoAXeTHOe yUupeXaeHue no NpoBeAeHUI0 3KCNepPTU3bi
nekapcTBeHHbIX CPeAcTB

OKkcnepTnsa nNekapcTBEHHbIX CPeacTB MpoBoauTCA dedepanbHbiM  FOCYAapCTBEHHLIM  BIOMKETHLIM
yypexaeHMeM COOTBETCTBYIOLIEro YMNOMHOMOYEHHOro dedepanbHOro opraHa  WCMOMNHUTENbHOW  BhacTy,
co3faHHbIM Ans obecrneyvyeHnss UCMONMTHEHUSI MOSTHOMOYMIA 3TOro dhelepanbHOro opraHa no Bbidaye paspeLueHuii
Ha MpoBedeHUe KIMHUYECKUX WCCIeQOBaHUA JIEKapCTBEHHbLIX MNpenapaTtoB W (MnKM) MO rocyAapCTBEHHOMN
perncTpaumm riekapCcTBEeHHbIX MPenapaToB (aarnee - 3KCnepTHoe yyYpexaeHue).

Crtatbs 16. OpraHmsaumus npoBeAeHUs IKCNEePTU3bl NeKapCTBEHHbIX CPeAcTB
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. OKkcnepTusa nekapcTBEHHbIX CPEACTB NPOBOAMTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOrO YYpexaeHus,
Ha3HaYeHHOW ero pyKoBOAWTENEM, Ha OCHOBaHWM 33af4aHusi Ha NpoBedEeHWe 3KCMepTU3bl JEKapCTBEHHOrO
CpeacTBa, BbIAAHHOINO YMNONHOMOYEHHbIM heaepanbHbiIM OpraHoM WCMOMHUTENBHOW Bnactu. PykoBoauTenb
3KCNEepTHOro yypexaeHus obecneumBaeT Hagnexallee NpoBedeHUE 3KCNepTU3bl NEKApCTBEHHbIX CPEACTB B
COOTBETCTBMU C 3afaHueM, BblAaHHbIM YNOMHOMOYEHHbIM heaepanbHbiM OpraHoM MCMOMHUTENBHOW BnacTu, u
opraHusyeT MOAroTOBKY CBOAHOMO 3akfuveHus 3TOW komuccun. B cocTaB 3TOM KOMWCCUMM MO  PELLEHWIO
PYKOBOAMUTENSI SKCMEPTHOMO YUYpEXAEHUS MOTyT ObiTh BKIOUYEHbI B KAYECTBE 3KCNEPTOB NuLa, He paboTatolue B
AaHHOM 3KCMEPTHOM YUPEXAEHUW, eCrN X creumnanbHble 3HaHWsA HeoOXoauMMbl N1 MPOBEAEHUST KCNEPTU3bI U
TaKne 3KCnepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM YUPEXAEHUM.

2. OKCnepToM MO MPOBEAEHMIO SKCMEPTU3bI NEKAPCTBEHHLIX CPEACTB SIBMSIETCA aTTECTOBAHHLIA paBoTHUK
9KCMEPTHOro yypexaeHusl, KOTOpbli WMeeT BbiCLlee MeauUMHCKoe, hapmaleBTMYeckoe, BGuonormyeckoe,
BETEPMHApHOE UMM XMMuyeckoe o6pa3oBaHME U NPOBOAWUT IKCMEPTU3Y NEKAapPCTBEHHbLIX CPEACTB B MOPSAKE
WCMNOMHEHNs1 CBOMX AOMKHOCTHbIX 0653aHHOCTEN (aanee - akcnepr).

3. Mpy npoBeaeHUM 3KCNepTU3bl NEKapCTBEHHbIX CPeACTB 9KCNepPT He MOXET HaxXxoAMTbCs B Kakon-nnbo
3aBMCMMOCTU OT fiMUa, Ha3HauYMBLUEro 3Ty 3KCMepTusy, paspaboTynka NeKkapcTBEHHOro CpeacTBa UM Opyrux
3aMHTEPECOBaHHbIX B pe3yrbTatax 3KCnepTusbl nn,.

4. Mpu npoBeAeHNM IKCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosaTtb y 3asaButens nméo
WHbIX WY MaTtepuanel, Heobxoaumble [Ns  NpoBedeHuMs 3KcnepTu3bl. B criyyae HegocTtaTOYHOCTM
npeacTaBneHHbIX 3KCNepTy MaTepuanoB ANd Aadvu 3aknioveHus SKCrnepT CTaBUT BONPOC O NpeacTaBneHun emy
HeoOXOOMMbIX MaTepuarioB Mepes PyKOBOAWUTENEM 3IKCMEPTHOrO yuypexaeHus, KoTopbi obpaliaetcsa ¢
COOTBETCTBYHLLMM 3anpoCcOM B YMNONMHOMOYEHHLIN bedepasibHbIi OpraH MCNOSIHUTENBHOW BMnacTu, BblAaBLUUN
3afjaHve Ha npoBedeHMe JKCNepTu3bl NeKapCTBEHHOIO CpeAcTBa. YKasaHHbIM - dpedeparnbHblii - opraH
WCMONHUTENBbHON BnacTu B TeyeHWe nATM paboumx [OHel Co AHA MOCTYMIeHWs 3anpoca pykoBOAUTENS
3KCMEPTHOIO YYPEXOEHUS Hanpa.risieT 3asBUTENI0 3anpoc O NpPeACTaBNEHUM HEeOOXOAMMBIX MaTepuaros.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

[aHHbIi 3anpoc MoxeT ObiTb nepegaH YNorHOMOYEHHOMY MpeacTaBUTENO 3asBUTENSA JIMYHO MO4 PacruCKy,
HanpaBrfeH Mo Mo4YTe 3aKa3HbIM MMCbMOM WIU NepefaH B 3NEKTPOHHON hOpMe MO TEeNEKOMMYHMKALMOHHBLIM
KaHanam cBsisau. B cnyyae HanpaBneHwus gaHHOro 3anpoca MO MNoyTe 3akasHbIM MMCbMOM OH CYMTaeTCs
Nony4YeHHbIM NO UCTEYEHMUN LLECTU OHEN C AaThl HANPaBEHMS 3aKa3HOro NMcbMa.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aasutenp 00A3aH npeacTaBuTb OTBET Ha 3anpoc YMOMHOMOYEHHOro dyefepanbHOro opraHa
WCMOMHMTENBHOW BracTu B CPOK, He MpeBblallni AeBAHOCTa paboumx OHEW CO OHS ero MnosyyveHus.
YNONHOMOYEHHbIN  hefepanbHbii  OpraH UCMNOMHUTENBbHOM BRacTW, BblAaBWMA 3aJaHWe Ha npoBedeHue
3KCMNepTM3bl NEKAPCTBEHHOrO CpPeacTBa, B TeYeHWe NATU paboumx AHEW CO OHA NOCTYMneHust OT 3aaBuTens
OTBeTa Ha JaHHbIM 3anpoc HanpaBnsaeT Takon OTBET B SKCNepTHOe yupexaeHne. B cnyyae HenpeactaBneHus no
NcTeYeHun geBsHocTa pabounx OHEN 3asiBUTENEM OTBETa Ha AaHHbIMA 3anpoc YNorHOMOYEHHbIN hefepanbHbIl
opraH UCMNONHUTENbHOW BNAacTW, BbiAABLUUIN 3aJaHWe Ha NpoBedeHue 3KCrnepTusbl NekapcTBEHHOro CpeacTBa, B
TeyeHne nATM paboumx OHEeW HanpaBnseT B 9KCMEpTHOE y4vpexaeHue yBeAOMIeHMe O HenpencTaBreHun
3asgBMTENEeM OTBeTa Ha 3anpoc YyKasaHHOro opraHa. Bpems co OHA HanpaBneHusi 3anpoca 3KCMepTHOro
yupexaeHus B yNorTHOMOYEHHbIN dheaepanbHbIi OpraH UCNONTHUTENBHOW BNAcTM A0 AHA NOMyYeHMs1 SKCMEPTHLIM
ydpexaeHvemMm oTBeTa Ha 3anpoc Unun yBeoMIeHNsa 0 HenpeacTaBeHnm OTBETa Ha 3anpoc He y4uTbiBaeTCcs rnpu
UCUYMCIIEHUN CpOKa NPOBEAEHNS KCNEPTU3bI NeKapCTBEHHOro CpeacTBa.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnun B cocTaBe perncTpaumoHHOro AOCbe Ha feKapCTBEHHbIN npenapaT Ans MeauuUMHCKOro
NPUMEHEHNST COOEPXUTCA NpedycMOTpeHHas ctatben 18, yactbio 1.1 ctatbnm 30 u cTaTben 34 HacTosLLero
defepanbHOro 3akoHa KOMUS peLleHUst YNonHOMOYEHHOro defepansHoro opraHa UCNOMHUTENbHOW BNacTn O
NpoBeAEeHUN UHCMEKTUPOBAHUA NPOWU3BOAMUTENS fEKapCTBEHHbIX CPeacTB, 3Kenepty A0  ogopMneHus
pe3ynbTaToB 3KCNEepTU3bl NEKapCTBEHHOrO CpeAcTBa NPefoCTaBnAeTCA B MOpsSOKe UM Ha YCroBUAX, KOTOpble
npegycMmoTpeHbl Yactamn 4 n 4.3 HacToswen ctaTbW, KONWSA 3aKrYeHWss O COOTBETCTBUM MpOou3BOAUTENS
NeKapcTBEHHbIX CpeacTB TpeboBaHWsaM npaBun  Hagnexallem npou3BOLACTBEHHOW MNPAKTUKWU, BblAAaHHOIO
YNOMHOMOYEHHbIM (heaepanbHbIM OPraHOM UCTONHUTENBHON BNAcTu.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.3. 3asaBuTenb 0653aH npeacTaBuUTb B YMOMHOMOYEHHbIM doeaeparnbHbiii OpraH UCNOSTHUTENBHOW BNacTy
KOMWIO 3aKMYEeHNs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CpeactB TpeboBaHvsiM NpaBun
Haanexallen Npon3BoACTBEHHOM MPaKTUKM B CPOK, HE NMPEBbLILALWNIA CTa BOCbMUAECATM paboynx OHEN CO OHS
nony4yeHusi 3anpoca O ee npegoctaBneHnn. YNONHOMOYEHHbIM hbeaepanbHbIi opraH UCMNOMHUTENBHOW BRacTw,
BblJaBLUMIA 3ajaHMe Ha NpoBedeHMEe 3KCMEePTU3bl NEKApPCTBEHHOIO CPeACTBa, B TeYeHMe NATU paboyumx gHen co
OHA NOCTYNIEHUNA OT 3asBUTENS KOMUU 3aKIMOYEHUsT O COOTBETCTBUM NMPOU3BOAMTENS NEKapCTBEHHbIX CPeacTB
TpeboBaHMsIM NpaBuI Haanexatilen Nnpon3BOACTBEHHON NPAKTUKKN, HAaNpaBrnseT ee B SKCNePTHoe yypexaeHne. B
cnydae HernpencraBreHus 3asdBUMTENEM B yKa3aHHbIA CPOK KOMUK 3aKNYEeHMs O COOTBETCTBUM MpoM3BOaUTENS
nekapCTBEHHbIX cpeacTB TpeboBaHWsIM MpaBun Hagnexailen nNpou3BOACTBEHHOW MPaKTMKM YNONMHOMOYEHHbIN
denepanbHbll - OpraH  UCMOMHUTENbHOW  BRAacTW, BblAaBWWA  3afaHWe Ha MpoBedeHue 3KCNepTu3bl
NeKapCTBEHHOINO CpeAcTBa, B TeyeHWe nsaTuM paboumx [OHEeW HampaBnseT B 3KCMepTHOE yuypexaeHue
yBeIOMNEHNne O HenpeacTaBneHnn 3asBUTENEM KOMUM  3aKMYeHWss O COOTBETCTBUM  MpousBoauTens
NEKapCTBEHHbIX CPeACcTB TpebOoBaHWSM NpaBun Hagfnexallen npou3BOACTBEHHOW MNpakTukn. Bpems co gHs
HanpaeneHus 3anpoca 3KCMEPTHOro yYpexaeHus B YNOSIHOMOYEHHbIN dheaepanbHblil OpraH MCMOMHUTENbHOM
BNacTu [0 [OHSA MOMyYeHUs1 IKCMEPTHbIM yupeXxAeHMEM KOMUU 3aKMiyYeHUs O COOTBETCTBUM Mpou3BOAUTENS
nekapCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBun Hagnexallen Npon3BoACTBEHHON NPAKTUKMA UMW YBEAOMIIEHUS O
ee HenpeacTaBneHUN He YYUTbIBAeTCA MNPU UCYHUCNEHUW CcpoKa MNPOBEAEHUsI 3KCMepTU3bl NeKapCTBEHHOro
cpeacrTBa.

(vacTb 4.3 BBegeHa depepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

5. SKCFIepT npu nposeageHunn FIOpy‘-IeHHOIZ €My pykoBOOAUTENEM 3KCNEepPTHOro y4pexaeHua 3KCnepTu3bl
J1eKapCTBEHHOIo cpeacrtea 0053aH:

1) nposecTn nonHoe uccnegoBaHvue nNpeacTaBneHHbIX eMy 06BHEKTOB, MaTtepuanos, AaTb 060CHOBaHHOE U
O0ObEKTMBHOE 3aKroyveHWe Mo MOCTaBfEHHbIM Mepes HUMM BOMpocaM WM MOTMBMPOBAHHOE 3akiliioyeHue o
HEBO3MOXHOCTW NPOBEAEHNS UM IKCMEePTU3bl NNEKAPCTBEHHOIO CpeacTBa, eCrn NOCTaBNeHHbIe BOMPOCH! BbIXOAAT
3a npefenbl crneumanbHbIX 3HAHWA 3KkcnepTa, OObeKkTbl WUCCNefoBaHWM W MmaTtepuvanbl HenpurogHbl Wnu
He4OoCTaToYHbl AN MPOBEAEHUs MCCredoBaHUi M Aadv 3akmioyveHus Nnbo COBPEMEHHBIN YypOBEHb PasBUTUSA
HayKn He NO3BONSAEeT OTBETUTb Ha NOCTaBMIEHHbIE BOMPOCH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

2) He pasrnawaTb CBeAEeHUs, KOTOpble CTanM €My M3BECTHbl B CBS3M C MPOBEAEHWEM 3KCMepTu3bl
nekapcTBEHHOro cpefcTBa, a Takke CBefeHWs, COCTaBnslowWme rocygapCTBEHHY, KOMMEPYECKYIO UMM WHYIO
OXpaHAeMyto 3aKOHOM TauHy;

3) obecneunTtb COXpaHHOCTb NpeACTaBreHHbIX 06 LEKTOB NCCMNE0BaHWI U MaTepuarnos.
6. JKcnepT He Brpase:

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

2) camocTosATENbHO coBUpaThL MaTepuarns! AN NPOBEAeHUS KCEePTU3bI NEKaPCTBEHHOTO CPEACTBa;
3) NPOBOAUTL 3KCMEPTH3Y NIeKapCTBEHHOrO CPEACTBA B KAYeCTBE HErocyapCTBEHHOIO aKenepTa.

7. B cny4yae HeobxoaMMocTn 9QKCNepT BhpaBe xopartancTeBoBaTb nepen pykosogutenem 3KCNepTHOro
yypexneHua o npuenevyeHmnmn K nposeeHn0 3KCnepTn3bl NeKapCTBEHHOIO cpeacTea APYrnx 3KCNnepToB.

8. Kaxablm akcnepT, BXOASAWMWA B COCTaB KOMMUCCMU 3IKCMEPTOB, KOTOPOW MOPYYEHO MpoBeadeHue
3KCNepTU3bl NeKapCTBEHHOrO cpeacTesa, He3aBUCUMO W CaMOCTOATENbHO MPOBOAUT MUCCnenoBaHWs, oueHnBaeT
pesynbTaTtbl, MOMYyYeHHbIE WM FMYHO W OPYrMMM  3KCcrnepTamu, u opmynupyeT BbiBOAbl OTHOCUTENBHO
nocTaBfeHHbIX BONPOCOB B Npeaernax CBOUX crneLlnanbHbIX 3HaHWN.

9. Pe3ynbTaThl 3KCNEePTU3bl NEKapCTBEHHOIO cpeacTsa 0OPMIAIOTCS 3aKNioYeHNeM KOMUCCUM SKCMEPTOB.
B 3aknioyeHMn KOMUCCUMM SKCMEPTOB YKasblBaOTCA MNepeyveHb UccrefoBaHuii, 06beM MPOBEAEHHbIX KaxabiM
3KCMepTOM UCCreaoBaHUA, YCTaHOBMEHHbIE KaXOblM U3 HUX (PaKkTbl U caenaHHble B pesynbTaTe UCCrenoBaHui
BbIBOAbl. DKCNEPT, MHEHME KOTOPOro He COBMafaeT C pelleHnemM KOMUCCUM SKCNepTOB, BNpaBe Bblpa3uTb CBOE
MHEHVe B NCbMeHHOW chopMe, KoTopoe NprobLLaeTcs K 3aKMHYEHNI0 KOMUCCUM 3KCMEPTOB.

10. OkcnepThl, BXoAdLMe B COCTaB KOMUCCUN, NpeaynpexaatTcss 06 0TBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon Pepepaumm 3a gadvy 3akniovYeHWUsl, codepkallero HeobOCHOBaHHblE UMK
hanbcMdnLMpoBaHHbIE BbIBOAbI, O YEM OHWU AA0T NMOAMUCKY.

11. OnpegeneHne ypoBHSA NpoddeCCUOHANbHOM MOArOTOBKM 3KCMEPTOB M aTTecTauMs UX Ha npaso
NpoBeOEHUS  SKCMEepTM3bl  NIEeKapCTBEHHbIX CPEACTB  OCYLUECTBMASIOTCA  3KCMNEPTHO-KBANUMUKALMOHHbLIMU
KOMUCCUSIMU B MOPSiAKE, YCTaHOBIIEHHOM COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM doeepanbHbiM  OpraHoM
WCMOMHUTENLHOW BNacT. YpoBeHb NpO(ECCUMOHANLHOW MNOArOTOBKM 3KCMEPTOB MOAMNEXUT NEepecMoTpy
yKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OAMH pa3 B NATb NeT.

12. MNpaBuna nposefeHMsa 3KCNEpPTU3bl NIEKAPCTBEHHBIX CPEACTB U OCOBEHHOCTU IKCMEPTU3bl OTAENbHbIX
BMOOB [JeKapCTBEHHbIX MpenapatoB (pedepeHTHbIX JleKapCTBEHHbIX MpenapaToB, BOCMPOM3BEAEHHbIX
NeKapCTBEHHbIX MNpenapaToB, OMONOrM4ecknx IekapcTBEHHbIX npenapaToB, OuoaHanoroBbix (6Monoao6HbLIX)
neKapCcTBEHHbIX MpenapaTtoB (6MoaHanoroB), romMeonaTM4eckMx fNeKkapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX
pacTuTenbHbIX MpenapaToB, KOMOMHAUMW NeKapCTBEHHbIX MpenapaTtoB), (OPMbl 3aKMYEHWA  KOMUCCUU
9KCMEepPTOB YCTaHaBNUBAOTCA COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM (begepanbHbiM OpraHoOM MCMNOMHUTENBHON
BNacTu.

(vacTb 12 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.

[o 31.12.2023 gna npenapaTtoB, Npou3BedeHHbIX B P® B uenax mmnopTro3amelleHuns, yCcTaHaBNMBaeTcs
peXnm yCKOPEHHOW npouenypbl rocperucrTpaumm B cootseTctaun ¢ [loctaHosnexnuem lMNpasutensctea PO ot
12.03.2022 N 353.

Cratba 17. Nogaya n paccMoTpeHne 3asiBNIEHUA O rocyfapCTBEHHOW perncrpauum fieKapcTBeHHOro
npenaparta gnsi BeTepuHapHoOro npMmMmeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ins rocygapCTBEHHOM peructpauuu JeKkapCTBEHHOrO npenaparta A/l BeTepUHapHOro MpUMEHEHWS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

pa3paboTunK Takoro fiekapCcTBEHHOro NpenapaTa U ynoriHoMoYeHHoe UM Apyroe lopuavyeckoe nuuo (oanee B
HacTosiLLen cTaTbe - 3asiBUTENb) MPEeACTaBMseT B YNONHOMOYEHHbIN dhedepanbHblii opraH WCMOMHUTENbHOM
BIACTU1, OCYLLECTBASIOWNIA FOCYAAPCTBEHHYIO PErMcTpauuio NekapCTBEHHbIX MpenapatoB Ofi BeTepuHapHOro
NMPUMEHEHWS], B 3MEKTPOHHOW hopMe UMK Ha ByMakHOM HocuTerne 3asiBNeHne O rocyaapCTBEHHON pernctpauum
NeKkapcTBEHHOro npenapata [AnA BeTepuHapHOro MNpUMEHeHWsl, a Takke B NopadKe, YCTAHOBIEHHOM
COOTBETCTBYHOLLUM YMONHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCMOMHUTENBHON BNacTu, B 3NIEKTPOHHON dhopme
UK Ha ByMaXkHOM HocuTene HeobxoanMble JOKYMEHTLI, U3 KOTOPbIX (DOpMUPYETCA PerncTpaumnoHHoe Jocke Ha
NeKkapcTBEHHbIN NpenapaT AN BeTepUHapHOro NpUMeHeHusl.

2. B 3asBneHnM O rocydapCTBEHHOW peructpauMu nekapCTBEHHOrO npenapaTta Afns BeTepuMHapHOro
NPYMEHEHMS yKa3bIBalOTCS:

1) HaumeHoBaHMe U agpec 3asBUTENs, pa3paboTyumka 1 NPON3BOANTENS NIEKAPCTBEHHOIO npenapaTa ans
BETEPMHAPHOrO NMPUMEHEHUS N agpec MecTa OCYLLECTBIEHUS MPOM3BOACTBA JIEKAPCTBEHHOrO npenapara Ans
BETEPVMHAPHOro NPUMEHEHNS (B Cyvae Hanu4ums HECKOMbKMX YYaCTHUKOB npolecca npouM3BOACTBa HEOOX0AMMO
yKasaTb KaXXgoro u3 Hux);

2) HavMMeHOBaHWe FeKapCTBEHHOTO MnpenapaTa Ans BETEePUHAPHOro MpUMeHeHus (MexgyHapoaHoe
HenaTeHTOBaHHOe, UMW rPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEeHOBaHUS);

3) nepeyeHb D,el7|CTByPOLLI,VIX N BCNoMoratesibHbiX BelwecTB, BXOOAWKMX B COCTaB J1€KapCTBEHHOro
npenaparta anda BeTepuHapHOro npuMeHeHus, C ykadaHnem KoJm4ecTBa KaXXaoro n3 HuX;

4) nekapcTBeHHas chopma, 4O3NPOBKa, cnocobbl BBEAEHNS N NMPUMEHEHWS, CPOK rOOHOCTU NeKapCTBEHHOMO
npenapaTa Ans BeTEpPUHapHOro NpUMeHeHus;

5) bapmakoTepaneBTUYeCKas rpynna;

6) HeobxoauMOCTb npuMeHeHunaA yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl N1eKapCTBEeHHbIX CpeacCTB B LenAax
FOCYﬂapCTBeHHOVI perncrTpaunm rekapCTtBeHHOro npenapara,

7) KONUM JOKYMEHTOB, MOATBEPXAAIOLMNX YNNaTy rocyaapCTBEHHON MOLUMUHbI:

a) 3a NpoBefeHVe IKCTNepTM3bl KaYecTBa NleKapCTBEHHOro CpeCcTBa U 3KCNepTU3bl OTHOLLEHNS OXUOAEMOiA
Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs1 NIeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro MPUMEHEHUS Mpu
€ro rocyjapCTBEHHOW perncTpauuu;

6) 3a Bblga4vy perncrtpauyMoHHOro yaoctoBepeHusa nekapCTtBeHHOoro npenapara;

8) Hanuume cornacus, NPegycMOTPEHHOrO YacTbio 7 HACTOsILWEeR cTaTbW, €CM C MOMEHTA perMcTpauum
pedepeHTHOro NeKkapCTBEHHOIO Npenapara ANs BeTEPUHAPHOTO NPUMEHEHUS NMPOLLINO MEHEee YeM LLeCTb NeT.
(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

3. PernctpaumoHHoe focbe B LENsiX 9KCMepTU3bl fIeKapCTBEHHOro npenapata Ans BeTepUHapPHOro
NprMeHeHns opMUPYETCS U3 CrieayLMNX JOKYMEHTOB U CBEAEHWIA:
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

1) cBegeHua O pgaTe nNpedocTaBneHUs M PErMcTpPauMoOHHOM HOMeEpe IUUEH3MM Ha NpOM3BOACTBO
neKkapCcTBEHHbIX CpeacTB, NpedoCTaBneHHON NPOM3BOAUTENIO PErMCTPUPYEMOro fiekapCTBEHHOro npenapara ans
BETEPUHapPHOro NPMMEHEHNs, Ans POCCUNCKMUX NPON3BoAnTENen;

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

2) cBedeHuss O paTe nNpefoCTaBfEHWss U PerucTpauMoHHOM HOMepe IWUEH3MM Ha MNpOu3BOACTBO
neKapCTBEHHbIX CpeAcTB, MpPedoCTaBfeHHOW npou3BoauTeNto hapmMaueBTU4ecKon cybcTaHuuW, BXOAsLLEN B
COCTaB PerucTpmpyemMoro fekapCTBEHHOro npenapaTta Ans BETEePUMHAPHOro MpUMEHEHWs, AOfs POCCUMCKMUX
npoussoguTenen;

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

2.1) Konus OOKYMEeHTa, BblOAaHHOTO YMOSIHOMOYEHHbIM OpraHoM CTpaHbl MPOW3BOAUTENS AN KaOdow
MPOV3BOACTBEHHON MIOWAAKA PEMMCTPUPYEMOrO JIEKaPCTBEHHOMO Npenaparta Ansi BEeTEPUHAPHOIO MPYMEHEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

W NOATBEPXOAMOLWEr0 COOTBETCTBME MPOM3BOAUTENSI NEKapCTBEHHOro rnpenapata TpebGoBaHUsSIM [OpaBUI
Hagnexallen Npou3BOACTBEHHOW MPAKTUKW, U ero NepeBoj Ha PYCCKUA A3bIK, 3aBEepPEHHbIE B YCTAHOBIEHHOM
nopsake, a TakkKe KOMus 3akMYeHus O COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbLIX CpedcTB TpeboBaHUSAM
npaBun Hagnexaweh npou3BOACTBEHHOW MNPAaKTUKM, BblOAHHOMO YMONIHOMOYEHHbIM deaeparnbHbIM OpraHoM
WCMONHWUTENBHON BnacTM AN Kaxaow MNPOU3BOACTBEHHOM MIOWAAKM PErMCTPUPYEMOro  NEKApCTBEHHOIO
npenapara [Ans BEeTEPMHAPHOrO MPUMEHEHMS, NMOO KOMUSl peLleHWst O MNPOBEAEHVMU WHCNEKTMPOBaHUSA
NPOM3BOAMTENS  NEKAPCTBEHHBLIX  CPEACTB,  MPUHATOTO  YMONHOMOYEHHbIM  heepanbHbiM  OpraHoM
WCMOMHUTENLHOW Bractu AN KaxZoW MNpou3BOACTBEHHOW MIOWaaKkM pPerMcTpupyemMoro JnekapcTBEHHOro
npenapata Ans BeTEPWHAPHOrO MNpUMEHeHWsl. YKa3aHHble [OOKYMEHTbl NpPeACTaBnsalTCA B Cryyae, ecnu
NPOM3BOACTBO NeKapCTBEHHOro npenapaTa ocyLlecTBnsAeTcs 3a npeaenamn Poccuiickon ®epepaumu;

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

2.2) KomuMa  OOKYMEHTa, BbIJAHHOTO  YMOMTHOMOYEHHbIM  OPraHoM  CTpaHbl  NPOV3BOAMTENS
hapmaueBTMyeckon cybcTaHuMM M NOATBEPXKAAKLWEro COOTBETCTBME NPOU3BOAUTENS (hapMaLeBTUYECKON
cybCcTaHuuKM, BXOOSALWEN B COCTaB PErmcTpupyemMoro JeKkapCcTBEHHOro nmnpenapata Ans  BeTepUHapHOro
npuMeHeHus, TpeboBaHMAM MpaBun Hagnexallenh Npou3BOOCTBEHHOW MPakTUKW, U ero nepesof Ha PYCCKUM
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Crydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybcTaHumm
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepavimu;

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

3) NpoekT HOpMaTUBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN NpenapaT Anst BEeTEPUHAPHOro NPUMEHEHNS;

4) [OKYMEHT, coJepxawuh crnegywouwy uHdopMaumio o dapmaueBTMyeckon cybctaHuum unm
hapmMaLeBTUYECKMX CYOCTaHUMAX, BXOASAWMX B COCTaB JIeKapCTBEHHOINo npenapata Afns BeTepuMHapHOro
NPUMEHEHNSI:

a) HauMMeHoBaHWe papmaueBTUYECKOW CyOCTaHuMM, ee CTpyKkTypa, ofwwume cBounctBa (npwu
rocygapCTBEHHON perucTpaumm MMMYHOOMOMOTMYECKMX FeKapCTBEHHbLIX MpenapatoB Afs BeTEPUHapHOro
NPUMEHEHNST MPEACTaBMSOTCA CBEAEHMst O LWTaMme, BKOYasi €ero HaMMeHOBaHue, MWHdopmauui o
NPOUCXOXOEHUWN, €0 CBOWCTBAX, XapakTepPUCTUKAX U MeCTE AEMNOHMPOBAHUS);

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

6) HanMmeHoBaHWME N agpec Npon3BoanTenA,

B) TexHonorna npom3soacTtea C onnmcaHunem cragun npon3BoAcTBa U MeTOO4O0B KOHTPONA Ha BCeX CTaauax
npon3BoAcTBa,

r) wHdopmauus o npumecax (He npencTaBnsieTcss MpW  FOCYAAPCTBEHHOM  permcrpauum
MMMYHOBMONOrMYECKNX NEKapPCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpMMeHeHUs);
(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

[) cneuudukaums Ha apmaueBTUYeckylo CyObCTaHuMio (He npencTaBnsieTcs Npu rocyaapCTBEHHON
perncTpaumm MMMyHOBMONOrMYECKNX NEKapCTBEHHBIX NpenapaToB AN BETEPUHAPHOTO NPUMEHEHS);
(8 pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

e) onncaHne MeToaunkK KOHTPOJ14 Ka4yeCcTBa,

X) pesynbTaTtbl aHanusa cepui  apmaueBTUYecKon cybcTtaHumMM (He npencTaBnsalTCcs  Mpu
rocyaapCTBEHHOW perncTpaumm UMMYHOBMOMNOrMYEeCKMX meKapCTBEHHbIX MpenapaTtoB And BeTepUHapHOro
NPUMEHEHUS);

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

3) nepeyeHb CTaHOAPTHbIX 06p33LLOB mnn BeLecTB, UCNOJNIb3yeMblX MpU OCYLWEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,

1) onucaHme xapakTepucTyK U CBOMNCTB YNaKOBOYHbIX MaTepmarnos 1 YKyNOPOYHbIX CPeacTB;
K) OdaHHble O CcTabunbHOCTM (He  NpeacTaBnslTCA  NpW  rOCyQapCTBEHHOW  permcrpaumm

NMMYHOBMOMNOrMYECKNX NEKAPCTBEHHbLIX NPenapaToB Ansi BETEPUHAPHOr0 NPUMEHEHMS);
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) CPOK FOOHOCTM, YCIIOBUSI XPaHEHWS;

KoHcynbTaHTln0C: npumeyaHue.

lMpn yckOpeHHOW npouenype pernctpauumn BOCMPOU3BEAEHHOrO Mpenapata AOMycKaeTcsl HenpeacTaBreHne
ONUCaHUa MeTOAOB U WX [OOKYMEHTanbHOro MOATBEPXAEHUSA, MNpu MNMCbMEHHOM 00sa3aTenbcTBe KX
npeactaBuTb B TeveHue 12 mecaueB co AHA peructpauuun ([octaHoBnenue [lpaButensctBa PO ot
12.03.2022 N 353).

5) oTyeT o pesynbTaTtax AOKIMHUYECKOTO UCCMENOBaHUS NEKAPCTBEHHOINO CPeACTBa Afsi BETEPUHAPHOro
NPpUMEeHeHNn4, BKJ'IIO‘-IaIOLLLI/IVI onucaHne MeTonoB onpeaerieHna OoCTaToOYHbIX KONMM4YecTB ,CI,eI7ICTBy}0IJJ,eFO BeLllecTBa
(mencTBytOWMX BeLLECTB), AOCTUraloLwero (OOCTuraloLwmx) CUCTEMHOIO KPOBOTOKA, B MPOAYKUUW XMBOTHOMO
NMPOUCXOXAEHNST MNOCMe MPUMEHEHMSI Takoro JlieKapCTBEHHOrO CpeAcTBa, a Takke [AOKYMeHTanbHoe
noaTBepXXAaeHue (Banuaaumsl) ykasaHHbIX METOOB;

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

6) OTHeT O pe3yrnbTaTax KIMHUYEeCKOro uccrnenoBaHuA rnekapCTBeHHOro npenapara Ond BeTepuHapHOro
NPUMEHEHNA Y KaXXOoro snaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUUM MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT WHCTPYKUUM MO BETEPUHAPHOMY MPUMEHEHUI0 NeKapCTBEHHOro npenapaTa, codepallei
cnepytoLme cBefeHus:

a) HanMeHoBaHWe JieKapCTBEHHOIo npenaparta Ald BeTepuMHapHOro npuMeHeHusa (Mem,quaponHoe
HenaTeHToOBaHHOe, U rpynnnupoBoYHOe, UM XMMHU4YeCcKoe 1 Toproeoe HaMMeHOBaHVIFI);

6) NeKkapcTBeHHasaA q)opma C YKa3aHunem HaMMeHOBaHUN W KONUYECTBEHHOrO COCTaBa D,el7ICTBleLLI,MX
BeLleCTB N Ka4eCTBEHHOIo CoCTtaBa BCNoMOraTesibHbIX BELWECTB;

B) onncaHune BHelWHero Baa nekapCTtBeHHOro npenaparta Aana BeTtepnHapHoOro npuMeHeHu4;

r) cdhapmakoTepaneBTMYecKkas rpynna NekapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOrO MPUMEHEHUS UMK
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

4) dapmakognHamuka W apMakokMHeTMKa (3a WCKMIYeHneM dapMakoKMHETUKM romMeonaTnyeckmx
nekapCTBEHHbIX  MpenapaToB W pacTUTENbHbIX  JIEKAapCTBEHHbIX  NpenapatoB)  wWnu  onucaHue
NMMYHOBMNONOrMYECKNX CBOWCTB NeKapCTBEHHOrO Npenapara;

€) nokasaHusa ons NpUMEHeHUs;

) NPOTUBONOKa3aHUA A5 NPUMEHEHUS;

3) Mepbl NPEAOCTOPOXKHOCTM NPY NPUMEHEHNN;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTelN NpUMEHEeHNqa y 66peMeHHbIX XNBOTHbIX, Y XUBOTHbIX B Nnepnoa
NakTtauuu, y noTOMCTBA KNBOTHbIX;

K) pexvM [03UpoBaHus, cnocob BBeOEHUS W MNPUMEHEHUs, MNpu HeobxoouMOoCTU Bpems npuema
neKapCTBEHHOro npenapara Ansi BeTEPUHaAPHOro NPUMEHEHNS, MPOAOIKUTENBHOCTb NEYeHNs;

n) BO3MOXHble MOBOYHbIE [ENCTBUS, HeXenaTenbHble peakuuy Npu MNpUMEHEHWU JIeKapCTBEHHOrO
npenapata Ans BETEPUHAPHOrO NPUMEHEHUS;

M) CUMNTOMbI NePeao3nPOBKM, MePbI MO OKa3aHWI0 MOMOLLM NPU NEPESO3NPOBKE;
H) B3anMoencTBME C APYrMMI NeKapCTBEHHBIMU NpenapaTaMu u (Unu) kopMamu;
0) chopMbI BbIMycKa NekapCTBEHHOrO NpenapaTa Ansi BETEPUHAPHOTO NPUMEHEHUS;

n) ykasaHue (NpM HeobxoaAMMoCTM) OCODEHHOCTEN [OEeWCTBUSA fekapCTBEHHOro mnpenapata Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

BETEPMHAPHOIO NPUMEHEHMWS MPU NEPBOM NPUEME UITN NPU €0 OTMEHE;

p) onucaHue (npu HeobxooMMOCTW) AEWCTBMM chneumanucta B obnactu BeTepuHapuu, Brnagenbua
XXWBOTHOMO MpY Nponycke npuema OAHOW UMM HECKOMbKNX 03 NeKapCTBEHHOro npenaparta ans BeTepuHapHoro
NPUMEHEHNS;

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

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

T) YCINOBUSI XpaHEHUS;

y) yKka3aHue Ha HeoGXOAUMOCTb XpaHeHUs NiekapCTBEHHOro Npenapara Ans BETePUHAPHOro NpUMEHeHUs B
MecTax, He[OCTYMHbIX AN AeTew;

&) ykasaHve (Npy HeobxoguMOoCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUUTOXEHWM
HEeNCNoJ1b30BaHHbIX NIEKAPCTBEHHbLIX NpenapaToB ANnAa BeTepUuHapHOro NnpuMeHeHun4;

X) CPOKM BO3MOKHOIO UCMNOJib30BaHNA NPOAYKUMN XXNBOTHOIO NPOUCXOXAEHUA MOCIe BBeAEeHUA XXUBOTHOMY
JIeKapCTBEHHOrO npenaparta anAa BeTepUHaApPHOro NnpuMeHeHn4;

L) yCNnoBus OTNycka;

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MMOLLaA0K NPOU3BOAUTENS NEKapCTBEHHOrO npenapara
AN BETEPUHAPHOIO NPUMEHEHWS;

LIJ) HanveHoBaHue, agpec opraHusauuu, yI'IOJ'IHOMO‘-IeHHOIZ aepxarenem mnnn BnagenbLemMm
perncTpaumMoHHOro yanoCctoBepeHua nekapCTtBeHHOro npenaparta Ha nNpuHATne npeTeH3vu7| oT n0Tpe6|/|Ten;|;

8) NpoekTbl MaKeTOB NEPBWYHOW YMAKOBKM M BTOPUYHOW YMAKOBKM JIEKAPCTBEHHOro npenapata ans
BETEPUHAPHOro NPUMEHEHNS;

9) cnegytoLme CBeAEHNS O NIEKAPCTBEHHOM Npenapare Afs BETEPUHAPHOIo NMPUMEHEHUS:

a) onucaHue 1 CoCcTaB NekapCTBEHHOro npenapaTta 418 BEeTePUHaApHOro NpUMeHeHus;

©0) onucaHne hapmMaLeBTMYECKON pa3paboTky;

B) onucaHue npoLecca NpoM3BOACTBA M €ro KOHTPOns, MOAMMCaHHOe B MOpsiAke, YCTAHOBMEHHOM B
COOTBETCTBUM C YaCTbio 1 HaCToOsLLEN CTaTbM;

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

I) onMcaHne KOHTPONS KPUTUYECKUX CTaauii Mpou3BOACTBa U MPOMEXYTOYHONM NpoayKuun, NoanucaHHoe B
nopsifke, yCTaHOBIEHHOM B COOTBETCTBUM C YaCTbIO 1 HACTOSLLEN CTaTbMy;
(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

4) HaMmeHOBaHMA W agpeca paspaboTuyuka, [gepxatens wnu BhAagenbua perncrpalyoHHOro
YOOCTOBEPEHMS NEKAPCTBEHHOrO npenapaTa, NPOu3BOACTBEHHbLIX MIOWAA0K MPOM3BOAUTENS NEKapCTBEHHOIO
npenapata pAns BETEPUMHAPHOrO MPUMMEHEHMSI C YKa3aHMeM CTaguMi  TEeXHOMOrM4yecKkoro npouecca,
OCYLLEeCTBMASIEMbIX Ha MPOM3BOACTBEHHbIX NMoLaakax npouM3BOAUTENA MEeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPUMEHEHMS;

(B pea. PepepanbHbix 3akoHOB 0T 13.07.2015 N 241-93, o1 02.08.2019 N 297-93)

€) hapmauieBTU4ECKass COBMECTUMOCTb;

) MUKpOBUonormyeckue xapakTepucTuky;

3) MmaTepuanbHbI 6GanaHc ons Npon3BoACTBa CepUn roTOBOMO NPOAYKTA;

VI) onncaHme XapakTtepucTtuk n CBOWCTB YNakoBOYHbIX MatepunasoB 1 YKYNnOpO4YHbIX CPEeACTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenuns: 12.10.2023

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW Npouedype  AOMNyckaeTcsi  HenpencTaBreHMe  OOKYMEHTOB,
npeaycMOTpeHHbIX nn. "k" n. 9 4. 3 cT. 17, Npn ycnoBun nNMCbMEHHOro obs3aTenbCcTBa MX NPeaoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumm (loctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

K) JOKYMeHTanbHOe NOATBepXaeHue (Banuaawums) npoueccoB U (Unn) Ux OLEeHKa;

n) TpeboBaHMs K KayecTBYy BcromoraTernbHblXx BellecTB (cepTudmkaTt, crneumdukauus Ha
BCMoMoraTtersibHble BeLecTBa U UX 0O0CHOBaHUE);

KoHcynbTaHTlnoc: npumeyaHue.

Mpu pernctpaumm nNo  YCKOPEHHOM Mpouedype  AOMycKaeTCcs  HenpeacTaBrneHMe  JOKYMEHTOB,
npeaycMoTpeHHbIX nn. "M" n. 9 4. 3 cT. 17, Nnpn ycnoBuuM NUCbMEHHOro 0bs3aTenbCcTBa MX NPeocTaBuTb B
TedeHue 12 mecsues co aHsA pernctpaunm (MoctaHosnenue Mpasutensctea P® ot 12.03.2022 N 353).

M) aHanuMTUYecKne MeTOAMKMW, UCMOomMb3yeMble MPU OCYLLECTBMNEHU KOHTPOMS KavyecTsa BCMOMOraTenbHbIX
BELLIeCTB;

KoHcynbTaHTlIntoCc: npumevaHume.

Mpn  pernctpauum NO  YCKOPEHHOW nNpouesype  AOnyckaeTcsi  HenpencTaBreHuMe  OOKYMEHTOB,
npegycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, Npu yCrnoBuMM MUCbMEHHOTO 0bsi3aTenbCcTBa MX NPEAOCTaBUTL B
TedeHne 12 mecsueB co gHsa pernctpaumn ([octaHoeneHue MpaButensctea PP ot 12.03.2022 N 353).

H) OOKYMeHTallbHOe noAaTBepXxaeHune (BaJ'II/I,D,aLI,I/IFl) aHannMTn4eCknx MeTogukK, Wuncnonb3dyemMblX nNpu
OCYyLLEeCTBIMEHNN KOHTPOJA Ka4eCTBa BCNoMOraTesibHbIX BELWECTB;

0) VIH(*)OpMaLI,VIFI 00 unCcnonb3oBaHMM BCMOMOraTesibHbIX BELIECTB  YEIIOBEYECKOTO U >KUBOTHOIO
NPOUCXOXOEHUA,

n) yrpatun cuny. - ®egepaneHbit 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY fekapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMeHeHus (ceptudmkar,
cneundurkaumsa Ha nekapcTBeHHbIN npenapart u nx obocHoBaHue);

C) aHanuTU4yeckne MeETOAMKM, MUCMONb3yeMble MPY OCYLLECTBIEHUM KOHTPOSS KayecTBa feKapCTBEHHOro
npenapara Ansi BeTEpUHAPHOTO NMPUMEHEHNS;

KoHcynbTaHTlnt0C: npumeYaHue.

Mpn pernctpaumm nNO  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeAcTaBrneHMe  OOKYMEHTOB,
npeaycMOTpeHHbIX nn. "t n. 9 4. 3 cT. 17, npn ycnosBun nNMCbMEHHOro obsa3atenbcTBa MX NPeaoCTaBUTb B
TedeHue 12 mecsues co aHsa peructpaumm ([octaHosnenue MpaButensctea P® ot 12.03.2022 N 353).

T) [OKyMEeHTanbHoe MNoATBepXAaeHue (Banuaauns) aHanuMTUYecKUX MEeTOAMK, WCMONb3yeMbIX MNpu
OCYLLIECTBMNEHNN KOHTPOMSA KaYecTBa nekapCTBEHHOro npenapaTa Ans BeTepUHapPHOro NPUMEHEHWs;

y) LOKYMEHT, noATBepXAaloLui Ka4yecTBO EKAPCTBEHHOIO npenapaTta TPeX MPOMbILUIIEHHbIX Cepuii
(npoTokon aHanusa unu cepTudmkaTt aHanu3a), ogHa cepusi KOTOpOro AOfKHa coBnajaTtb C cepuen obpasua
NleKapCTBEHHOro npenapara, NoAgaHHOro Ha perncTpaumio;

&) xapakrepucTtuka npumecen;

X) mMepeyeHb CTaHOapTHbIX 06pasuUoB, MWCMONb3yeMblX MPW  OCYLLECTBIEHMM KOHTPONS KadyecTsa
neKkapcTBEHHOro npenaparta Ana BETePUMHaAPHOro NPUMEHEHUS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mpu yckopeHHOW Mpouedype perncrpauum BOCNPOU3BEOEHHOMO 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 (loctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

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

10) Konusi AOKYMeEHTa, coaepallero MHpopMaumio 0 HanuuMmM nnn o6 oTCcyTCTBMM (PaKTOB pPervcTpaumm
NeKapCTBEHHOro npenapara Ansi BETEPMHAPHOro NpMMeHeHus 3a npegenamm Poccunckon ®epepaunu;

11) cornacve B NUCbMEHHOW popMe, MpefyCMOTPEHHOe 4YacTblo 7 HacTosillenh cTaTbW, B cry4vae
pervcTpaumm BoCnpou3Be4eHHOro NekapCTBEHHOMO Npenapara;
(B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konusi JOKYMEHTa Ha PYCCKOM $A3blke, 3aBEPEHHOrO B YCTAHOBMEHHOM MOpsiAKe M NOATBEPXKAALLEro
NpaBOMOYHOCTb 3asIBNIEHNSI O FOCYAapCTBEHHOW perucTpaummn NekapCTBEHHOro npenaparta Ansi BeTepuHapHOro
NPYMEHEHNS (JOBEPEHHOCTb);

KoHcynbTaHTlntoc: npumeyaHue.

[o 31.12.2023 poccuincknm npoMsBoaUTENAM paspeLLeHo He NpeacTaBnsaTbh CBeAeHNs B cooTBeTcTBuM c n. 13
Y. 3 cr. 17 npu perucTtpaumm MMMYyHOBMOMOIMMYECKNX IeKapCcTBeHHbIX npenapatoB ([docTaHoBneHuwe
MpaBuTtensctBa P® ot 12.03.2022 N 353).

13) cBedeHus O rocydapCTBEHHOW perucTpaumyM reHHO-UHXEHEPHO-MOANMULMPOBAHHBIX OpPraHn3MoB,
npegHasHadYeHHbIX AN BbIMyCKa B OKpYXatollyto cpedy (Mpu rocygapCTBEHHOW perncrpauum NnekapcTBEHHbIX
npenapaToB ans BETEPMHAPHOrO NPUMEHEHNS, NonyYeHHbIX c NpUMEHEHNEM
reHHO-UHXEHEPHO-MOAMMDULNPOBAHHBIX OPraHM3MOB UMK COAEPXaLLUX Takne opraHu3mbl).

(n. 13 BBegeH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

4. MNpw NpoBeAeHUN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl JIEKapCTBEHHOIO Npenaparta Ans BeTepMHapHOro
NPUMEHeEHNs (3a UCKIMIOYEHNEM NEKAapCTBEHHOro npenapaTta Ans BeTEePUMHApPHOro NPUMEHEHUs, YKa3aHHOro B
yactn 4.1 HacTosALWen cTaTbu) B LENAX ero rocyfapCTBEHHOW perncrpaumm BMECTo OoTdeTa paspaboTtymka o
pesynbTatax OOKMUHUYECKOro MWCCrefoBaHUs NeKapCTBEHHOro CpeAcTBa ANs BeTepMHapHOro npUMeHeHus
MOXeT BbITb NpeAcTaBneH 0630p Hay4HbIX paboT O pe3ynbTaTax JOKIMHUYECKOrO UCCneaoBaHusa pedepeHTHOro
NeKkapCTBEHHOrO npenapaTa Afs BETEPUHAPHOIO MPUMEHEHUS, a BMECTO OT4eTa O pe3ynbTaTax KIMHUYECKOro
uccregoBaHUsa  fiekapCTBEHHOrO Mpenapata  Ansg  BeTEepPUHApHOrO  MPUMEHEHUS OTYEeT O pesynbTartax
nccrnegoBaHun BGUO3KBUBANEHTHOCTU BOCMPOU3BEOEHHOIO FeKapCTBEHHOro npenapaTta Ans BeTepuHapHoro
NPUMEHEHNSI.

(B pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, ot 28.04.2023 N 171-d3)

4.1. Tlpn npoBeaeHMM YCKOPEHHOM npouenypbl 3KCNepTu3bl JIeKapCTBEHHOro npenapata Ans
BETEPMHAPHOrO MNPUMEHEHUS, MPEeAHA3HAYEHHOro Ans  JieYeHUs OOMAaLLUHMX >KMBOTHBIX, OMNpeAerneHHbIX
depepanbHbIM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM OOpaLLeHUN C XXUBOTHBIMU U O
BHECEHUM M3MEHEHU B oTAeNbHble 3akoHoAaTenbHble akTbl Poccuiickon ®epepauun”, n 3apeructpmpoBaHHOro
B KayecTBe IEKApCTBEHHOrO Mnpenapata Anst MeOUUUHCKOrO MPUMEHEHUS, B LENAX ero rocygapCTBEHHOM
perMctpaummM BMECTO oTyeTa paspaboTumka O pesynbTaTtax LOKIMMHUYECKOrO WUCCReoBaHUSA JieKapCTBEHHOMO
cpeactBa Ans BETEPUMHAPHOrO MPUMMEHEHMS MOryT ObiTb MNpeAcTaBneHbl pesynbTaTbhl  AOKIMHUYECKOrO
nccnegoBaHMs COOTBETCTBYIOLLENO JIEKAPCTBEHHOrO CpencTBa AN MeAWMUMHCKOro MPUMEHEHUs, a BMEeCTO
oT4yeTa O pesynbTatax KIAMHUYECKOro WCCNeaoBaHMs NEeKapCTBEHHOro npenapata Ans BeTepuMHapHOro
NPUMEeHeHUs - 0630p Hay4HbIX paboT O pesynbTaTax KIMHUYECKMX UCCeaoBaHWUi NekapCTBEHHOro npenapara
ONA  MeOUUMHCKOTO MPUMEHEHMSI Ha BMAAX >KUBOTHBIX, KOTOPbIM MNpedHa3Ha4yaeTcsi Mccnenyembli
neKkapCTBEHHbIV Npenapar.

(4acTb 4.1 BBegeHa depeparnbHbiM 3akoHoM OT 28.04.2023 N 171-03)

5. Ha 9KCNepTn3y pasfinyHbIX NeKapCTBEHHbIX d)OpM OOHOIo KN TOro e JieKkapCTBEHHOIo npenaparta Aanda
BETEPMHaApPHOro npuMMeHeHuna 3adaBuUTErb npeacraBnAeT oTAelsibHble 3adBNEeHnA U permcTpaunoHHble OOCbe Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

KaXxgylo nekapcTBeHHyto copmy. Npu ycrioBuM OOHOBPEMEHHOM NMOJAYM Ha SKCNEPTU3Y OOHOW JIEKAPCTBEHHOM
hOpMbI C pasnMYHbIMU JO3MPOBKOW, KOHLEHTpauuen, oObeMOM 3adBUTENb NPeacTaBnsieT O4HO 3asiBieHue ”
pervcTpaumoHHOe JOCbe C MPUIOXEHUMEM MaKeTOB MEPBMYHOMN YMAaKOBKM M BTOPUYHOW ynakoBku. Ha makeTtax
NEpPBMYHOM YMaKOBKM M BTOPUYHOM YMNAKOBKM YKa3blBaAlOTCA BCE MPOM3BOAUMbBIE [O3UPOBKM, KOHLEHTpauuu,
06BbEMbI 1 KONMYECTBO 403 B YNaKOBKE NEKapCTBEHHOrO npenapara Ansg BeTepuHapHoro NpUMeHeHus.

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

6. B cnyvae HenpefcTtaBneHns C 3asBEHMEM O rOCYAapCTBEHHOW perncTpauum rnekapcTBEHHOro
npenapata pAns BeTEpPMHapHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBEpXAalWmx Yynnaty rocygapCTBEHHON
OOLUNMHBI W YKa3aHHbIX B NYHKTE 7 YacTu 2 HacTosILWen CTaTbW, CBEAEHUIN O NULEH3MAX, YKasdaHHbIX B MyHKTax 1 u
2 yacTn 3 HacToswen cTaTbi, a Takke BblaBaeMblX (NPefocTaBNsAeMbiX) YNOMHOMOYEHHbIMU dhedeparnbHbIMU
opraHamu WCMOSIHUTENBLHOW BracTU [AOKYMEHTOB (CBeAeHW), yKasaHHblX B nyHKTe 2.1 yactu 3 HacTosen
cTaTby, YNOSTHOMOYEHHbIV hefdeparnbHbI OpraH UCMONHUTENbHOW BacTy 3anpaluvMBaeT yKka3aHHble JOKYMEHThI
(cBeaeHus) B nopsgke MexBedoMCTBEHHOTO MHGOPMAaLMOHHOIO B3aUMOAENCTBUS.

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

7. He ponyckaeTcs ncrnonb3oBaHMe B KOMMEPYECKMX LIeNaxX UHopmaumm o pesynbTaTtax AOKITUMHUYECKMX
NCCrefoBaHUM NEKapCTBEHHbIX CPEACTB M KNMHWMYECKUX WCCNeOOBaHWA JIEKapCTBEHHbIX NpenapatoB Ans
BETEPVHAPHOIO  MPUMEHEHUS, MNPEACTaBMEHHOW  3asiBUTeneM  ANnd  rocyJapCTBEHHOW  permcrpaumm
NeKapcTBEHHbIX nNpenapaTtoB, 6e3 ero cornacus B TeYEHWe LIECTU NeT C AaTbl rOCYyAapCTBEHHOW perncrpauum
pecepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

8. [epxatenb wnvM Bnageney perncrpaLyoHHOro yOOCTOBEPEHUS FEeKapCTBEHHOro npenapaTta Ang
BETEPVMHAPHOIo MPUMEHEHUSA NPEeACTaBNsAeT B YNOMHOMOYEHHbIM dedeparnbHbIi OpraH UCMONHUTENbHOW BNACTy
OoT4yeT no pesynbTatam ¢apMakoHag3opa OAMH pa3 B LWEeCTb MeCcsueB B TevyeHuMe [BYyX feT nocre
rocyaapCTBEHHOW perucTpauum nekapcTBeHHoro npenaparta B Poccunckon depepauuun, 3aTtem e€XerogHo B
TeyeHue nocneayrLmnx Tpex neT u B ganbHenwem oanH pas B Tpy roaa.

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

Cratbsa 18. Nogaya u paccMoTpeHne 3asiBNIEHUA O rocyfapCTBEHHOW perncTpauum fieKapcTBeHHOro
npenaparta AnsA MeAULMUHCKOro NpuMeHeHus
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

1. Ona rocyoapcTBeHHOW peructpauuu nekapCcTBEHHOro npenapaTta Ans MeauuUMHCKOro npUMeHeHUs
lopyanMyeckoe nuuo, AenNCcTByloLLee B COOCTBEHHBIX MHTEpPEcax MM YMONTHOMOYEHHOE NPEeACTaBNsATb MHTEPECHI
Opyroro puaNYECcKoro nuua u 3asdBnsiollee NeKapCTBEHHbIM npenapaTt Ha rocyaapCTBEHHYI perucrpaumio
(banee B HacTodAwen cTaTtbe - 3asBUTENb), NPeacTaBNseT B YMNOMIHOMOYEHHbI dedepanbHbIn  opraH
NCMNOMHUTENBHOW BacTu, OCYLLECTBSAOWUA rocygapCTBEHHYIO PErMcTpaLmio NeKapCcTBEHHbIX npenapaToB Ans
MEONLMHCKOrO NMPUMEHEHMS, B 3NEKTPOHHON hopme U Ha BymakHOM HocuTene 3asiBNeHue O rocyaapCTBEHHOW
perncTpaumm nekapcTBEHHOro npenapara Ans MeguuuHCKOro NnpuMeHeHus!, a Takke B Nopsake, yCTaHOBNEHHOM
YMOSTHOMOYEHHbIM hbefepanbHbIM OPraHOM WUCMOMHUTENBHOW BNAcTW, B 3MNEKTPOHHOW (hOpMe U Ha BGyMakHOM
HocuTene HeobxoouMble AOKYMEHThI, U3 KOTOPbIX (DOPMUPYETCS PErMcTpaumMoHHOEe AOChbEe Ha JIEKapCTBEHHbIN
npenapar 4ns MeaMUMHCKOro NpUMeHeHus.

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

2. B zagesneHun o rocyp,apCTBeHHoﬁl perncTtpaunmn JrnekapCTtBeHHOro npenapara anda MeanmunHCKOro
NPUMEHEHNA YKa3blBalTCA:

1) HauMeHoBaHWe, agpec 3asiBUTENs U NPOU3BOOUTENS JIEKAPCTBEHHOro npenapaTta Ans MeguuuHCKOro
NpUMeHeHUs1, cBefeHus o0 WX peructpaumMm B KayecTBe Haroronnartenbliyka B CTpaHe perncrpauun (ans
POCCUMCKMX HOPUONYECKUX MWL, - MOEHTUMUKALNOHHBIM HOoMep Hanoronnatenswmka (MHH), ans wHocTpaHHbIX
IOPUONYECKMX NNLL, - CTPaHa perucTpauumn, HaMMeHOBaHUE PErMcTPUpPYHOLLEro opraHa, PermcTpaumoHHbIN HOMEp,
Ko4 HamnoronnaTenblivMka B CTpaHe peructpauum (MHKOpnopauum) wWnu ero adHanor) m agpec Mecrta
OCYLLECTBMNEHUS MPOM3BOACTBA JleKapCTBEHHOrO npenapata (B Clyvae Hannyuus HEeCKOSbKUX Y4aCTHUKOB
npouecca ero npousBoacTBa HEOOXOAMMO yKasaTb KaXKAoro yyacTHMKa B COOTBETCTBMM C OCYLLECTBISIEMOMN
cTaauen NpousBoACTBa);

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HaMMeHOBaHWe JeKapCTBEHHOro mnpenapaTta ANs MeAWUMHCKOro NpUMeHeHus (MexayHapopHoe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

HenaTeHTOBaHHOE, Ui rpynnnpoBOYHOE, UMM XMMNUYECKOe N TOPprosoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb ,Cl.eIZCTByI-OLIJ,I/IX M BCNoMoratesibHbIX BelwlecTB, BXOoAdALWMUX B COCTaB J1€eKapCTBEHHOIo
npenaparta gna MeamunHCKoro npuMeHeHud, ¢ ykasaHmem Konmn4vectBea KaxKgoro n3 HUX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEeHUdA, CPOK rogHOCTU JIeKapCTBEHHOIO
npenaparta agna MmeanunHCKoro npuMeHeHus;

5) d)apmaKOTepaneBTquCKaﬂ rpynna, Koag aHaTOMO-TepaI'IeBTW-IeCKO-XMMI/l‘-IeCKOﬁ KJ'IaCCM(*)I/IKaLIMM,
peKOMeHﬂ,OBaHHOIZ BCGMI/IpHOVI OpFaHI/I3aLI,I/Iel7I 30paBooOXpaHeHna, 3adABlideMble MOoKa3aHuA Ond nNpuMeHeHud
JIeKapCTBEHHOrO npenaparta anAa MmeagunumnHCKOro npuMeHeHuA,

6) OTCyTCTBUE HeobxogMmocTun npeaocTtaBlieHnaA ot4vyeTa O pesynbTatax KIMHUYEeCKOro uccnenoBaHus,
nccnenoBaHMst  OMO3KBUBANEHTHOCTM NNeKapCTBeHHOro npenapara, pas3peweHHoro ana MeanunHCKoro
NPpUMEHEHNA B Poccuiickon CDe/J,epau,MVl Oonee gBaguaTtu nert, C YKa3aHnemMm HOPMaTUBHbIX MpaBOBbIX aKTOB,
noareepXxpaarwnx OaHHbIN CPOK NPUMEHEHUHA;

7) HeobxoaMMoOCTb OopMIEHNS paspelleHnss Ha BBO3 B Poccuiickyio defepaumio KOHKPETHOW napTum
3aperucTpupoBaHHbIX W (UNKN) HEe3aperncTpUpoBaHHbLIX JeKapCTBEHHbIX CPEACTB, MpedHasHa4YeHHbIX Ans
NpoBedeHUs IKCNEePTM3bl NEKAPCTBEHHbIX CPEACTB B LIeNAX rocyaapCTBEHHON pernctpaumu;

8) H606XO,EI.I/IMOCTb npoeegeHnA 3SKCNepTu3bl OOKYMEHTOB, nNpeAcTaBlieHHbIX OnAa onpeneneHusa
BO3MOXHOCTHU paccMmaTpuBaTb ﬂeKapCTBeHHbIVI npenapart and MmeanuuMHCKOro npuMeHeHuna npm ocyuwectBieHnn
FocyﬂapCTBeHHOﬁ perncrtpauunn B Ka4ectee Opq)aHHOFO JIeKapCTBEHHOrO npenaparta;

9) HeobxoaMMOCTb MPUMEHEHWST YCKOPEHHOW MpoLedypbl 3KCMepTU3bl 1eKapCTBEHHbIX CPeACTB B LENsX
rocy4apCTBEHHOWN perncTpaumnm nekapcTBeHHOro npenapara;

10) KONMUK JOKYMEHTOB, MOATBEPXKAAIOLLIMX YNNaTy rocyaapCTBEHHON NOLUMAUHbI:

a) 3a NpoBedeHWe SKCnepTu3bl [OKYMEHTOB, NPEACTaBMEHHbIX AN OnpeaeneHnss BO3MOXHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbLI npenapat Ans  MeAUMUMHCKOrO  NPUMEHEHUsT MpU  OCYLLECTBIEHUM
rocyapCTBEHHON perncTpaunm B kayectse opchaHHOro fiekapCTBEHHOIO Npenapara;

©0) 3a npoBeaeHVe IKCNepTM3bl KAYeCTBa NEKAPCTBEHHOIO CPEACTBA U 9KCMEPTU3bl OTHOLLEHUS OXMOAEMOW
nonb3bl K BO3MOXHOMY PMUCKY MPUMEHEHMSI NEKapCTBEHHOro npenapara, paspeLlleHHoro Anst MeauuUMHCKOro
npumeHeHnss B Poccuiickon depepaumm 6Gonee paeaguatu neT, NpyM  OCYLLECTBNEHUN TOCYyLapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a NpoOBeAEHNE IKCMEPTU3bl KaYeCcTBa JIEKapCTBEHHOIO CPeacTBa M AKCMEPTU3bl OTHOLLEHNS OXNOAeMOM
Nosb3bl K BO3SMOXHOMY PUCKY NPUMEHEeHUA NeKapCTBEeHHOro npenaparta anda MeamumuHCKoro npuMeHeHua npu ero
rocyaapCTBEHHOW perncrpaumu;

r) 3a NpoBedeHne 3KCnepTu3bl Ka4ecTBa SIeKapCTBEHHOIO CPEACTBA U IKCNEPTU3bl OTHOLLEHWUS OXMAaeMOMN
Monb3bl K BO3MOXHOMY PWCKY MPUMEHEHWS feKapCTBEHHOro npenaparta Ans MeAMLMHCKOrO MpUMEHEeHus, B
OTHOLUEHMN KOTOPOro NpoBedeHbl MeXAyHapoOHble MHOrOLEHTPOBbIE KIMHUYECKME WUCCNedoBaHWs, 4acTb U3
KoTopblx nposBedeHa B Poccuickon ®egepaumn, MNpu  OCYLWECTBNEHUM [OCYOAPCTBEHHON perncrpaumm
neKapcTBeHHOro npenapara;

11) Hanumume cornacus nNpou3BOOUTENS JIEKApPCTBEHHOro Mpenapara, MpoM3BOACTBO  KOTOPOro
ocyliecTBnsieTca 3a npegenamm Poccuiickon ®egepaumm, Ha NpoBegeHNEe MHCNEKTUPOBAHNS NMPOM3BOANTENS HA
cooTBeTCTBME TPpebOoBaHUAM NpaBuI Hagnexatuen NPoOM3BOACTBEHHON NPaKTUKY;

12) Hanuume cornacwvsi, NPeayCMOTPEHHOIo YacTblo 18 HacTosALWwen cTaTby;

13) ykasaHve BMAa NeKapCTBEHHOro mnpenapaTta, MpPeAcTaBreHHOro Ha peructpauunio (pedepeHTHbIN
NeKapCTBEHHbIN MpenapaTt, BOCMPOM3BELEHHLIN JEKAapPCTBEHHbLIA MNpenapaTt, GUOMNorMyeckuin  NekapCTBEHHbIN
npenapat, OwoaHanorosbin (OMONOAOOHLIA) NEKAPCTBEHHLIN npenapaT (OvoaHamnor), romeonaTUYecKui
neKkapCTBEHHbIV Npenapar, eKapCTBEHHbIM pacTUTENbHBIN Npenapar).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

3. PerucrtpauuMoHHoe [Jocbe Ha JleKapCTBEHHbIM MnpenapaT Ans  MEAMUMHCKOrO  MpUMEHEeHWs!
npepocTtasnsieTcsi B popMe 06Lero TeXHUYECKoro JOKyMeHTa.
(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. Paspgen OOKyMeHTaunm agMMHNUCTPaTUBHOIO XapaKkTepa BKI4YaeT B cebs:

1) 3agBneHWMe O TOCYLApPCTBEHHOW perncTpauuu nekapcTBEHHOro npenapata Afs MeaMUMHCKOro
NpUMEHEeHWs1 B 3NEeKTPOHHOI chopMe U Ha ByMakHOM HocuTene;

2) KOMWIO AOKYMEHTa Ha PYCCKOM £i3blke, 3aBEPEHHOro B YCTAHOBIEHHOM MOpsiAKe W NOATBEpXAaroLLero
NpPaBOMOYHOCTb 3asBMTENs NodaBaTtbh 3asiBfieHNe O rocy4apCTBEHHOW perncrpauumn nekapCTBeHHOro npenapara
ANg MeAULMHCKOro NpuMeHeHns (QOBEPEHHOCTb);

3) cBedeHuss O pate NpPefoCTaBfEHUss U PErucTpaumoHHOM HOMEpPe JULEH3MM Ha NpPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB WM CBEAEHMS O AaTe MNpefoCTaBrneHUs U permcTpalMoHHOM HOMepe 3aKNiYeHUs O
COOTBETCTBMM NPOUN3BOAUTENS NEeKapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBun Hagnexallen npon3BoaCTBEHHOM
NpaKkTUKK, Bbl4aHHbIX (NMPeAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM dheaepanbHbIM OpraHOM UCTMONHUTENBHOW BriacTu B
OTHOLUEHMN NPOU3BOLCTBEHHOW MIIOLWLAAKN PErMCTPUPYEMOrO JIEKApPCTBEHHOrO MnpenapaTta, B cry4yae, ecnu
NPOVN3BOACTBO NIEKAPCTBEHHOIO Npenapara ocylecTensieTcs B Poccuiickon denepaumu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N_140-93, o1 27.12.2019 N 478-93)

4) konuio nNPeaoCTaBNEHHOW YMOMHOMOYEHHbIM OpraHoOM CTpaHbl MNpPOM3BOAUTENSA NULUEH3UU Ha
Npon3BOACTBO fEKAapPCTBEHHOrO npenapaTta U ee nepeBof Ha PYCCKUN £A3blK, 3aBEpPEHHblE B YCTAHOBMEHHOM
nopsake, a Takke KOMUKo 3aKMioHMeHns 0 COOTBETCTBMM NPOU3BOAUTENS NIEKAPCTBEHHbLIX CpeacTB TpeboBaHUSM
npaBun Hagnexawen nNpoV3BOACTBEHHOW MNPAKTUKK, BbIAAHHOMO YMNOSIHOMOYEHHBIM dedepanbHbIM OpraHoM
WCMOSTHUTENBHOM BIAcTM B OTHOLLUEHMW MNPOW3BOACTBEHHOW NIOLLAAKA PErMCTPUPYEMOrO JIEKapCTBEHHOrO
npenapaTta, WM KOMWIO PELUEHMST YMONMHOMOYEHHOro cheaepanbHOro opraHa WCMNOMHUTENBbHOW BRlactu o
NPOBEAEHUN WHCNEKTUPOBAHUS MPOU3BOAUTENS FEKAPCTBEHHbIX CPeacTB, B Criyyae, €cnv Npou3BOACTBO
nekapcTBEHHOro npenaparta ocyllecTBnseTcs 3a npegenammn Poccumnckon ®epepauun;

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

5) NPOEKT WHCTPYKUMM MO MEAULIMHCKOMY MPUMEHEHUIO NeKapCTBEHHOrO MpenapaTa, coAepKallen
criefyoLine cBeaeHus:

a) HanMmeHoBaHWME NeKapCTBEHHOIo npenaparta (Me>|<,u,yHapo;J,Hoe HenaTeHToOBaHHOE, Uin rpynnmpoBOYHOE,
nnn xmmn4yeckoe n Toproesoe HaI/IMeHOBaHVIH);

©) nekapcTBeHHast opMa C yKasaHMEM HaUMEHOBAHWMN W KONMMYECTBEHHOIO COCTaBa [OEWCTBYHOLLMX
BELLECTB M Ka4eCTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB (Npy HeobXoaMMOCTM KONIMYECTBEHHOIO COCTaBa
BCMOMOraTerbHbIX BELLECTB);

B) ONUCaHWe BHELUHEro Buaa nekapCTBEHHOro npenaparta ansg MeauuuHCKoro npuMeHeHus;

r) u3MKO-XMMUYECKNe CBONCTBA (Ans pagnodapmaLeBTUYECKMX NTEKaPCTBEHHbIX NpenapaToB);

4) dhapmakoTepaneBTUyeckas rpynna, kog nekapcTBEHHOro npenapaTa Anst MEAULMHCKOrO NpUMEHEeHUs no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauum, pekoMeHgoBaHHOM  BcemupHoOWM  opraHusauunen
3[1paBoOOXpPaHeHNs, UK ykasaHue "roMmeonaTMYeCcKUn nekapcTBEHHbIN npenapat”;

e) (papmakogMHammka U apMakoKMHETUKA (3@ MWCKIMOYEHNEM (hapMaKOKUHETUKN FOMEeOoNaTu4ecKmx
NeKapCTBEHHbIX NpenapaToB U pacTUTENbHbIX NIEKAPCTBEHHbLIX NpenapaToB);

) NokasaHusa Ans NpMMEHEHUs;
3) NpOTUBOMNOKA3aHNA ONs NPUMEHEHS;
1) Mepbl MPeAOCTOPOXHOCTU NPV NMPUMEHEHWN;

K) YKa3aHne BO3MOXHOCTU U ocobeHHocTen npumMmeHeHna nekapcTteBeHHoro npenapara ona mMmegumunHCcKoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NPpUMEHEeHUA 6epeMeHHbIMM XeHWMnHaM, XKeHwunHaMmmn B nepuon rpygHoro BCKapMIiiMBaHUA, OeTbMWU,
B3pPOCI1bIMU, MMEKLWNMN XPOHNYECKNE 3aboneBaHus;

n) pexuMm [03MpPOoBaHWs, crocobbl BBeOEHUS U MPUMEHEHWs, MpU HeobxoOAMMOCTM BpeMsi npuema
nekapcTBEHHOro npenapara Ans MeguUMHCKOro MPUMEHEHUs, NMPOAOIIKUTENBHOCTL NEYEHUs, B TOM 4ucne y
[AeTeln [0 1 nocne o4Horo roaa;

M) BO3MOXHble HeXenaTellbHble peakuun npu npuMeHeHnn nekapCTtBeHHOro npenapata Aand
MeOUUMHCKOro NnpuMeHeHus;

H) CUMMNTOMbI MePefo3MPOBKM, MEPBI MO OKa3aHWIo NOMOLLY NpU Nepeao3npoBKe;
0) B3aVMOAENCTBME C APYTMMU NEKapCTBEHHbIMU NpenapaTamu 1 (Mnu) NULLEBbIMKU NPOAYKTaMu;
n) hopMbl BbiNycKka fiekapCTBEHHOro NpenapaTa;

p) YykasaHue (npy HeobxoAMMoCTM) OCODEHHOCTEN [OEeNCTBUSA FekapCTBEHHOro mnpenapaTta Ans
MEeAWLMHCKOrO NPUMEHEHMWS NPV NEPBOM NPUEME UMW NPU Er0 OTMEHE;

c) onucaHue (Npy HeobxoouMMOCTM) AEWCTBMI Bpadva (denbawepa) u (unu) naumeHTa npu nponycke
npunema OHHOVI M HECKOJ1bKNX 003 J1IeKapCTBEHHOIo npenaparta ana MmeanumHCKoro npuMeHeHus;

T) BO3MOXHO€ BJIMAHUE JEeKapCTBEHHOro npenapara AnAa MeamunHCKOro rnpuMeHeHuA Ha CrMocobHOCTb
ynpaeidTb TPAHCNOPTHLIMKU CpencTBaMu, MeXxaHn3mMmamu,

y) CPOK roAHOCTM M YyKasaHuWe Ha 3anpeT MpUMEHEHMUs NIeKapCTBEHHOro npenapaTta Ans MeauLUMHCKOro
NPUMEHEHMS MO UCTEYEHUN CPOKa FO4HOCTMY;

&) ycrnoBusi XpaHeHWs;

X) yKkasaHue Ha HeobxoOMMOCTb XpaHeHWs NekapcTBEHHOro npenapara ans MeauUMHCKOro NpUMeHeHUs B
MecTax, HeOCTYMHbIX ANs AeTel;

L) YykasaHue (npy HeobXoOMMOCTW) cneuvanbHblX Mep MPEeAOCTOPOXHOCTA  MPU  YHUUTOXEHUM
HEMNCMNONb30BaHHbIX NEKapCTBEHHbIX NpenapaToB A MeAULMHCKOTO NPUMEHEHNS;

4Y) YCroBUS OTMNYCKa;

L) HaMEHOBaHUS 1 afpeca NPOM3BOACTBEHHbIX NIOLWAaA0K NPOU3BOAUTENS NEKapCTBEHHOMO Npenapara;

) HaMMeHoBaHWe, aOpec opraHu3auuu, YMNONHOMOYEHHOW AepxaTtenem WNU  BragenbLeM
PerncTpaLmoHHOro yOOCTOBEPEHUS! NTEKAPCTBEHHOrO npenaparta afis MeauUMHCKOTO MPUMEHEHUS Ha NPUHATUE

NnpeTeH3un ot noTpebutens;

6) MHCTPYKUMIO MO MeAULUMHCKOMY NPUMEHEHUIO NI KPaTKYH XapaKTepPUCTUKY NEKapCTBEHHOIO npenapara,
yTBEpXOEeHHbIEe B CTpaHe Npon3BoaNUTENA;

7) NpOEKTbl MakeToOB MNEPBMYHOW YNaKOBKA W BTOPUYHOM YMakKOBKW leKapCTBEHHOro npenaparta Ans
MEANLMHCKOrO NPUMEHEHMS;

8) NpoeKkT HOpPMAaTMBHOW AOKYMEHTALUUM UM HOPMaTUBHOIO LOKYMEHTA Ha JleKapCTBEHHbIA npenapart ans
MEeAMLIMHCKOro NpMMeEHeHMs Nbo ykasaHne COOTBETCTBYHOLLEN (hapMakonenHom cTaTbu;

9) [OOKYMEeHT, codepXalliuii MHGopMaLMio O HanmuMuuM WM o6 OTCYTCTBMM (DaKTOB perucrpaumuu
neKkapcTBEHHOro npenapara Ans MeavuuHCKOro NnpuMeHeHus 3a npegenamu Poccuiickoli ®egepauuu;

10) konNuy OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM NOpsSAKe W NOATBEPXKAAIOLWMX (haKT perncrpauum
nekapCTBEHHOro npenaparta B MHOCTPaHHbIX rOCyAapcTBax B KayecTBe opdhaHHOro nekapCTBEHHOro npenapara;

11) nnaH ynpaBneHus puckaMu Onsi GMONOrMYECcKMX NEKAPCTBEHHbIX MpenapatoB Ofi MeAVLUMHCKOro
NPUMEHEHWS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

12) [OOKyMeHT o0 cucteme apmakoHaasopa Jdepxkartens wnu  Bnagenbua perncTtpauuoHHOro
yOOCTOBEPEHUSA NeKapCTBEHHOMO Npenapara;

13) DOKYMEHT, noATBepXAaloLuii KayeCcTBO JIEKapCTBEHHOrO Mpenapata TPeX MPOMbILLIIEHHbLIX Cepui
(npoTokon aHanu3a unu cepTudmkaTt aHanuaa), ogHa cepusi KOTOpOro AOfKHa coBnajaTtb C cepuen obpasua
NIeKapCTBEHHOro npenapata Ansi MeOuUMHCKOrO MNPUMEHEHUsl, NPeACTaBfIeHHOr0 Ha roCy4apCTBEHHYIO
perncTpauuto.

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

5. Pasgen xumudeckon, dapmaueBTMYECKON W OMONOrMyeckonm [AOKyMeHTauuMu BKovaeT B cebsd
OOKYMEHTbI, cofepxaliue MHdopmauuio 0 dapmaueBTUYecKon cybcTaHUumMmM M NekapCTBEHHOM Mpenapare aJis
MeAMLMHCKOro NPpMMEHEHMS, NpoLiecce ero NponM3BoACTBa M METOAAX KOHTPOSA KayecTea, B TOM Yucne:

1) KONWMIO OOKYMEHTA, CoAepKallero criefyloLlyo nHdopMaumio o dapMaueBTUYECKON CyOCcTaHUMM unm
hapmaLeBTMYECKMX CYOCTaHUMAX, BXOOSALWMX B COCTAB JIEKapCTBEHHOrO MpenapaTa, 3a WCKIIOYEeHNEM
MHpopMaumm o apmaueBTUYECKMX CyOCTaHLUMAX, BKITHOUYEHHbIX B FOCYQAPCTBEHHLIN PEECTpP NeKapCTBEHHbIX
CPEACTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero degepanbHOro 3akoHa:

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHue hapmMaueBTUYECKOM cybCcTaHLun, ee CTPYKTypa, obLime CBONCTBA;

©) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEXHOJIorma npon3soactea C onncaHnem cragun npon3soacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoACTBa,

r) onncaHue paspaboTku npoLiecca NPon3BoACTBa;

[) ONUCaHne KOHTPOIS KPUTUYECKNX CTagui NPpOM3BOACTBA U MPOMEXYTOYHON NpoayKLUnu;
€) JOoKyMeHTanbHoe noaTeepxaeHve (Banuaaums) NpoLeccos u (Unn) Nx OLEeHKa;

) CBOMCTBa W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneundmrkaumnsa Ha papmaLleBTUYECKYH0 CybCcTaHLUMO 1 ee 0OOCHOBaHUE;

K) aHanuTU4ecKMe MeToauKn, UCMornb3yemble Npu OCYLLECTBIIEHUN KOHTPOIS KayecTBa hapMaLeBTUYECKON
cybcTraHuuu;

n) [OKyMeHTanbHOe MOATBepXAeHne (Banvpgauus) aHanMTU4eckux MeTOAMK, WCMNOoNb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPONSA kavyecTBa hapMaLeBTUYeCKOn cybcTaHumu;

M) pe3yrnbTaTbl aHanusa cepuin hapmaleBTUYECKON CybCcTaHLuK;

H) nepevyeHb CTaHOAPTHbIX 06pa3u,os mnn BelwecTB, WUCMNOJIb3yeMblX MpU OCYLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUAanoB 1 YKYNOPOYHbLIX CPEACTB;

n) faHHblEe O cTabunbHOCTY hapmaLeBTUYECKON CyOCTaHLMK;

P) CPOK rO4HOCTMU;

1.1) B OTHOWeEHUN hapMaLEeBTUYECKMX CyOCTaHLMIN, BXOOSALIMX B COCTaB JIeKapCTBEHHOrO npenapara u
BKJIIOMEHHBIX B rOCY4apCTBEHHbIA PEECTP feKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO cTaTbel 34 HacTosLero

dDe/J,epaanoro 3aKOHa, - KONna OOKyMeHTa, cogepxallero cneayrowyr VIH(bOpMaU,I/I}OZ

a) HaumeHoBaHue hapmaueBTUYeckor cybecTaHuun, ee CTpykTypa, obLime CBONCTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;
B) pe3ynbTaThbl aHanu3a cepui bapmaueBTUYeckon cybctaHumum;

I) CPOK rogHOCTY;
(n. 1.1 BBegeH degepanbHbIM 3akoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, colepxalluii crefylolumMe CBedeHWsl O JeKapCTBEHHOM npenapate AN MeAULIMHCKOro
NPUMEHEHUSA:

a) onncaHmne n coCTtaB JiekKapCTBEHHOIo npenapata And MeguunHCKOro npuMeHeHus;

0) onncaHne dapmaueBTMyeckon paspaboTkm (obocHoBaHMe BbiOOpa cocTaBa, MEPBUMYHON YMAKOBKU U
WHOrO);

B) TEeXHOIorma npon3soactea C onncaHnem cragun npon3BoacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcCTBa,

r) onncaHme KOHTPOMS KpUTUYECKMX CTagumn npouecca Npou3BoaCcTBa U MPOMEXYTOYHOW NPOoAYyKUMK;

[) HaMMeHOoBaHWEe M agpec MecTa OCYLLEeCTBEHMS MPOM3BOACTBA FEKapCTBEHHOro npenaparta Aans
MEOULMHCKOrO NMPUMEHEHUS (B Crlyvae Harmumsi HECKOMbKUX YY4aCTHMKOB npouecca npov3BoacTBa Heobxogmmo
ykasaTb KaXaoro u3 Hux);

€) hapmaLieBTU4ECKas COBMECTUMOCTb;

X) MUKPOBUNONOrMYecKkme XxapakTepucTmKu;

3) MaTepuanbHbIi 6anaHc A4nst NPOM3BOACTBA CEPUMN FOTOBOIO NPOAYKTa;

1) onncaHne xapakTepUCTMK M CBOMCTB YNakOBOYHbIX MaTepmaroB 1 YKyNOPOYHbIX CPeaCTB;

K) LOOKyMeHTallbHOe noareepXaeHne (BaJ'II/Iﬂ,aLI,I/IFI) npoueccoB npon3soacTea u (MJ'II/I) NX OLEHKa;

n) TpeboBaHMs K KayecTBYy BcromoraTernbHblXx BellecTB (cepTudmkaTt, crneumdukauus Ha
BCMomMoraTtersibHble BELeCcTBa U UX 0O0CHOBaHUE);

M) aHannTn4eckne MeToaukn, ncnosb3yemblie NMpu OCyLWEeCTBITIEHUN KOHTPOMNA Ka4ecTBa BCNOMOraTeslbHbIX
BeLlEeCTB;

H) OOKYyMeHTallbHOe noAaTBepXxaeHune (BaJ'II/I,D,aLI,I/Iﬂ) aHannTn4yeCknx MeTogukK, Wuncnonb3dyemMblX nNpu
OCyLLECTBIIEHUN KOHTPONA Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

0) VIHC*)OpMaLI,VIFI 00 unCcnonb3oBaHMM  BCMOMOraTesibHbIX BELIECTB  YEIIOBEYECKOTO W KUBOTHOIO
NPOUCXOXOEHUA,

ﬂ) |/|H¢)opmau,m| 00 1Cnonb30BaHUN HOBLIX BCMOMOraTernbHbIX BELLIECTB;

p) TpeboBaHUS K KayecTBy fekapCTBEHHOro npenapara Ans MeduUMHCKOro npumeHeHus (cepTtudpmkar,
cneundurkaumsa Ha nekapcTBeHHbINM npenapart u nx obocHoBaHue);

C) aHannTn4yeckne MeToduKu, UCNOoJib3yeMble MNMpPpU OCYLLEeCTBIIEHUN KOHTPOJIA Ka4decTBa J1eKapCTBEHHOro
npenaparta gnda MmeanunHCKoro npuMeHeHus;

T) OOKyMeHTallbHOe noATBepXaeHune (BaJ'IM,EI,aLI,I/Iﬂ) aHalMTN4eCknx MeToauK, WUucnonb3yembiX npu
OCYyLLECTBIIEHUN KOHTPOIA Ka4yeCTBa J1leKapCTBEHHOro npenaparta anda MeanunHCKOro npuMeHeHus;

y) pesynbTaThl aHanM30B Cepuii NekapcTBEHHOro npenapara Ans MeAULMHCKOrO NMPUMEHEHWS;

&) xapakTepucTtuka npumecen;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

X) mMepeyeHb CTaHOapTHbIX 06pasuUoB, MWCMONb3yeMblX MpPW  OCYLLECTBIIEHMM KOHTPOMNsA KadyecTsa
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHus:;

L) AaHHble 0 CTabWUNbLHOCTM NeKapCTBEHHOrO NpenapaTa Ans MEAULMHCKOrO NPUMEHEHUS.
(4acTb 5 B pea. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

6. Pasgen dapmMakonormyeckon, TOKCUKONOrMYECKON [AOKyMeHTauun Bknovaetr B cebs oTyeTbl O
pesynbTatax OOKNMHUYECKNX NCCneaoBaHNiA NeKapCcTBEHHOro cpeacTsa ANna MeAULMHCKOro NMPUMEHEHUs, B TOM
yucne:

1) oT4eT 0 hapmakoAMHAMMNYECKUX UCCNEOBAHMSAX;
2) OT4ET 0 (hapMaKOKMHETUYECKUX UCCINEOOBAHUSAX;

3) OTYET O TOKCMKONOTMYECKUX NCCIef0BaHUSIX.
(vacTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KnuHWYeckon OOKyMeHTauunm BKIo4YaeT B cebss otyetbl O pesynbTatax KIMHUYEeCKUX
nccnegosaHuin JleKapCTBEeHHOro npenaparta gnd MeanumMHCKoro npuMmeHeHud, B TOM 4mcne:

1 ) OT4HEThI 00 ncenegoBaHUAx 6I/IO£I,OCTyI'IHOCTI/1 n OMO3KBNBANEHTHOCTH, nccnenoBaHUAx,
yCTaHaBMBaloLWMX KOppenAaAuuno pedyrnbTtaToB, NoJfly4EHHbIX B YCITOBUAX in vitro un in vivo;

2) oTyeTbl 0 apPMaAKOKMHETUYECKNX NCCIEAOBaHUSX;
3) oTueTbl 0 hapMakoANHAMUYECKMX UCCIEeLOBaHUSIX;
4) OTYETbI O KIMMHUYECKNX UCCneaoBaHUAX 3PdEKTMBHOCTIN N 6e30nacHOCTH;

5) OTYET O NOCTPErNCTPALMOHHOM OMbITE MPUMEHEHMS (MPU HANU4UK).
(4acTb 7 BBeaeHa PeaepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8. TpeboBahug k obbemy mHOpMauuK, NPeaocTaBNAeMON B COCTaBE PErMcTpaLMOHHOrO Aocbe, Ans
OTAENbHbIX BWOOB JIEKAPCTBEHHbLIX MNpenapaTtoB Anst  MEeLUUUHCKOrO MNPUMEHEHMSsT  yCTaHaBNMBAKTCSH
YMONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHON BrAacT.

(4acTb 8 BBeaeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWEHUN nEeKapCTBEHHbIX MpenapaTtoB, paspelleHHbIX And MEeOULUHCKOrO MNpUMEHeHus B
Poccuiickoin  ®epgepaumn Gonee pnBaguaTtM NEeT M B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MpoBeAeHue
nccregoBaHum nx OMOSKBMBANEHTHOCTM (32 WCKMOYEHMEM OMONOrMYeckMx neKapCTBEHHBLIX MpenapaToB),
JOMyCcKaeTcs BKIMOYEHME B COCTaB pa3gena hapmMakonormyeckom, TOKCUKONOrMYeCKon JOKYMEHTauumM 1 pasgena
KIMHUYECKON [OKyMeHTauum BMECTO oT4yeTa paspaboTumka O pesyrbTaTax COOCTBEHHbIX OOKITMHUYECKUX
nccnegoBaHMM NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUMX WUCCNedoBaHMM IeKapCTBEHHbIX MpenapaToB Ans
MEOWLMHCKOro npumMeHeHna ob3opa HaydHbix paboT O pesynbTaTax AOKMIMHUMYECKUX —MCCnegoBaHui
NEeKapCTBEHHbIX CPeaCTB M KIMHUYECKMX WUCCNedoBaHWA OaHHbIX NEKapCTBEHHbLIX npenapaToB, B TOM 4ucne
BKIOYast OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

(yacTb 9 BBeaeHa deaepanbHbiM 3akoHoM OT 22.12.2014 N 429-93; B pe. egepanbHoro 3akoHa ot 27.12.2019
N 475-03)

10. [Mpu rocygapcTBEHHON perucTpaumMu BOCMPOM3BEAEHHbIX IEeKapCTBEHHbIX MpenapaToB AN
MEOMLUMHCKOrO  MNPUMEHEHUs  JOMyckaeTcs  BKMOYEHMe B cocTaB  pasgena  hapMakonorn4eckoi,
TOKCUKOTOTMYECKOW [OKYMEeHTauMn U pasgena KivMHWYecKoh [OKYMeHTauMu BMecTo oT4yeTa paspaboTumka o
pesyrbTatax COOCTBEHHbIX AOKITMHWYECKUX MCCIeA0BaHWUiA feKapCTBEHHbIX cpeacTB o63opa Hay4yHbix paboT o
pesynbTaTtax [OOKIMUHUYECKUX WUCCredoBaHuii pedepeHTHOro NekapCTBEHHOro npenapata u npeacTaBneHue
BMECTO KINMHUYECKMUX UCCcrneaoBaHnin B MONHOM o6bemMe, YyCTaHOBNEHHOM Pa3aernom KINMHUYECKON JOKYMEeHTaLuu,
oT4yeTa O pesyrnbTaTax MccrnenoBaHWi GUO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO reKapCcTBEHHOro npenapara
ANA  MeOMUMHCKOro npumeHeHusi. He TpebGyeTca npedcTaBneHMe oT4yeTa O pesynbTaTtax WUccrenoBaHui
GUO3KBMBANEHTHOCTM BOCMPOU3BEOEHHOIO NeKapCTBEHHOro npenapaTa Ans MeAWUMHCKOrO MPUMEHEHUs, ecrniu
PerncTpypyoTCsi BOCNPOM3BEAEHHbIE NTEKAPCTBEHHbIE NMpenapaTbl AN MEAMLMHCKOrO NPUMEHEHUS], KOTOPbIE:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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

2) npeacTtaBnsaloT cobon pacTBOpbI AN NepopanbHOro NPUMEHEHNS;
3) npou3BeaeHbl B (hopmMe MOPOLLKOB M NMOUNM3aToOB AN NPUrOTOBNEHUSA PacTBOPOB;
4) ABnAlOTCA rasamu;

5) SsBNAOTCS YLUHBIMU UMW FMasHbIMK NEKapCTBEHHLIMY NpenapaTamu, Npon3BeAeHHbIMU B hOpMe BOOHbIX
pacTBOpOB;

6) NnpeaHasHayveHbl A1 MECTHOTO NMPUMEHEHNS U MPUrOTOBIEHBI B pOpMe BOAHbLIX PacTBOPOB;

7) npeActaBnsAlT cobon BoAHbIE pacTBOPbLlI AN MCMONb30BaHUS B (opMe WHransumMi C MoMOLLbHO
HeGynansepa uUnu B Ka4eCTBE Ha3anbHbIX CNPEEB, MPUMEHSEMbIX C MOMOLLIbIO CXOAHbLIX YCTPOUCTB.
(yactb 10 BBegeHa depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

11. Ona cny4aes, ykasaHHblX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacToswWen cTaTbl, BOCNPOM3BEOEHHbIN
nekapcTBeHHbIN npenapaTt Afs MeOULUHCKOrO MpUMEHEHUS OOMMKEH COoAepXaTb Takue e BcrnomoraTernbHble
BELLECTBA B TaKMX e KONMyecTBaX, Kak U pedepeHTHbIi IeKkapcTBeHHbIM npenapaT. Ecnn cocTtasbl
BCMOMOraTenbHbIX BELUECTB pasnuyalTcs, 3asBuMTeNnb [JOIKEH MNPeAcTaBWUTb [JoKasaTenbCTBa TOro, 4YTO
ncnomnb3dyemble B JaHHbIX KOHLEHTpauusix BCrioMoraTerbHble BelecTBa He BRMSAIOT Ha 6e3omacHOCTb U (unu)
3 PEeKTUBHOCTL NEKAPCTBEHHOrO npenapara Anst MeAUMUMHCKOro npuMmeHeHusi. B cnyyae, ecnu 3asButenb He
MOXET NpeacTaBUTb Takne AokasaTenbCTBa U (UNn) He MMeeT A0CTyna K COOTBETCTBYHOLMM AaHHbIM, OH AOMKEH
NpoBecTM COOTBETCTBYWOLWIME  WCCMEOOBaHWA  ANA  JokasaTenbCTBa  OTCYTCTBUSA  BMAMSIHUA  pasHbIX
BCMOMOraTefbHbIX BELLECTB WM BCMOMOraTenbHbIX YCTPOWUCTB Ha OGe3onacHocTb U (Mnun) 3acdeKTUBHOCTb
neKkapCTBEHHOrO npenapaTa 459 MeOULUHCKOIO NPMMEHEHMS B COOTBETCTBUMN C akTaMu, COCTaBMSALWUMN NPaBo
EBpasninckoro aKOHOMMYECKOro coto3sa.

(yacte 11 BBegeHa ®PegepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pen. PegepanbHOro zakoHa oOT
22.12.2020 N 444-03)

12. Tpu rocyaapcTBEHHOW perncTpauMnm KoMOWHaUWMA paHee 3aperucTpyMpoBaHHbIX feKapCTBEHHbIX
npenapaTtoB ANs MeAMLMHCKOro NpYMEHeHUs JOonycKaeTCcs BKIOYEHNe B COCTaB pasgena dapmakoriornyeckon,
TOKCUKONOMMYECKON AOKYMEeHTauMuM u pasgena KIMHWYECKONW AOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTaTtax COBCTBEHHbIX OOKMMHUYECKUX UCCNeaoBaHWA NekapcTBEHHbIX cpedcTB o63opa HayyHbIX paboT o
pesynbTatax AOKIMMHUYECKUX UCCMEefoBaHUN peddepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOASLWMX B COCTaB
KOMOMHaUMM neKapCTBEHHbIX MpenapaToB, M 006 OTCYTCTBMM WX B3aMMOOENCTBUSA B OAHOW NeKapCTBEHHOW
dopme.

(vacTb 12 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTnsy pasnuyHbIX NekapCTBEHHbIX hOpM OAHOro M TOro Xe fekapcTBEHHOro npenapara Ans
MEeAMLMHCKOro NPUMEHEeHNs 3asiBUTenb MNPeAcTaBnsieT OTAENbHble 3asiBIIEHUS U permcTpauuoHHble OO0Cbe Ha
KaXkgylo nekapcTBeHHyto copmy. [py ycrnoBuM OOHOBPEMEHHONM NMOAAYM Ha IKCNEpPTU3y OOHOW JNIEKAPCTBEHHOM
OpMbI C pas3NUYHbLIMK OO3MPOBKOW, KOHLIEHTpauuen, oobemMom 3asBUTENb MPEeACTaBnsieT OOQHO 3asiBIEHUE U
perncTpaumoHHoe AOCbe C MPUMOXEHMEM MAaKETOB YMAKOBOK Ha KaKAOYH OO3UPOBKY, KaKOYH KOHLEHTpauuio,
Kaxkabli 00beM 1 Kakgoe KonmMyecTBo A03 B YNaKOBKe.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. INpwn rocygapCTBEHHOW perncTpaumm opgpaHHOro nekapcTBEHHOro npenapara 3asBuTenb NpeacTaBnseT
WHpopmaumo, Heobxogumyto ANa  OPMUPOBaAHUSA pasfena  KIMHUYECKOW [OKyMeHTauuu, B obbewme,
YCTaHOBMEHHOM YNOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENBHOW BRACTMU.

(vacTb 14 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpu perncTpaummn 6MONOrMYecKoro NIekapCTBEHHOMO Npenapara, Nofy4eHHOro 13 KPoBW, Nia3Mbl KPOBU
yernoBeka, B COCTaBe PEerncTpaLmnoHHOro AOCbe Ha NeKapCTBEeHHbI npenapaT Ansa MeAULMHCKOro NpUMeHeHus:
JOMKHbI BbITb NpeacTaBneHbl AONONMHUTENLHO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) B pasgene AOKYMeHTauuv agMUHUCTPATUBHOIrO Xxapakrepa AOKYMEHT, codepaliui MHgopmaumio o
cybbekTax obpalleHuss JOHOPCKOW KPOBU W (UNN) ee KOMMOHEHTOB, O TOM, rAe Gbina ocyllecTeneHa AoHauums
(kpoBU M (MnM) NNasMbl KPOBU), a Tawke [AaHHble 06 WHGEKUMOHHBbIX 3aboneBaHusx, nepegaroLmxcs
napeHTepanbHbiM NyTeMm, MHopmaumsa o cybbekTax obpalleHns JOHOPCKON KPOBU U (M) ee KOMMOHEHTOB, B
OTHOLLEHMWN KOTOPbIX OCYLLECTBIAETCA KOHTPOSb OHOPCKOW KPOBU U (MNN) €€ KOMMNOHEHTOB;

2) B pasgerne XumMu4eckown, hapmaLeBTUYeCKOn 1 BMoNornyeckon JOKyMeHTauuu:

a) KpuTepuum M cnocobbl OTGOpa, TPAHCTMOPTUPOBAHUS W XpaHeHUs [OOHOPCKOW KpoBM M (Mnu) ee
KOMMOHEHTOB;

©) pesynbTaThl nccnegoBaHni 0OTOBPaHHBLIX JOHOPCKOW KPOBU M (UNK) Nnasmbl KPOBU U NYNOB HA Hanuyne
B0O3OyauTenen MHeKUuin, BKNoYas nHdopmaumio 06 MCNonb30oBaHHbIX METOAMKAX UCCReAoBaHUA 1 B cny4vae
nccnefoBaHWs  NynoB  Mna3Mbl  KPOBM  pe3ynbTaThl  AOKYMEHTanbHOro MOATBepXaeHus  (Banuagauum)
NCMONb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTepUCTUKM ynakoBku Ansa otbopa 4OHOPCKOM KPOBW U (Mnn) nnasmbl KPOBK, BKMOYAs
nHcopmaumio 06 UCNONb30BaHHbIX PAcTBOpPax aHTUKOarynsHTOB.
(vacTb 15 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckune nccnegoBaHus nekapCTBEHHOMO npenapaTa s MeAnLMHCKOro NPUMEHeEHNs B LIENsIX ero
rocygapCTBeHHON peructpaumm nposoasTca B Poccuiickon ®epepauny B nopsiake, YCTAHOBNEHHOM CTaTbsiMu
38 - 44 Hactosiwero degepanbHoro 3akoHa. OT4eT O MPOBEAEHHbIX WUCCNEeAOBaHUSAX BKOYAETCs B COCTaB
pasgena KAMHWYECKOM [OOKYMEHTauuu perucTpauMoOHHOro [0Cbe Ha fekapCTBEHHbIW npenapat Aang
MeANLMHCKOro NpuUMeHeHna. [nsa nekapcTBEHHbIX NpenapaTtoB Ans MeOUUMHCKON0 NPUMEHEHUs, B OTHOLLEHUU
KOTOpbIX B pesynbTaTte 3KCnepTusbl [AOKYMEHTOB, MPEACTaBfIEHHbIX AS19 onpeaeneHus BO3MOXHOCTU
paccmatpvBaTb JIEKAPCTBEHHbIM npenapat AN  MEOUUUHCKOrO MPUMEHEHUs B  KadecTBe OpdraHHOro
NeKapcTBEHHOro npenapara, Takasd BO3MOXHOCTb NPU3HaHa M B OTHOLUEHMU KOTOPbIX NPOBEAEHbI KIMHUYECKue
nccnegoBaHns, BbINOMHEHHble 3a npegenammn  Poccuinckon ®depepaumm B COOTBETCTBUMM C  MpaBunamu
Haanexallen nabopaTopHOM MpPaKkTUKM W NpaBUNaMyM Hagnexawen KrIMHUYEeCKOW NpaKTUKKW, [AONycKaeTcs
BKMIOYEHWe B COCTaB pasgena KIMMHWYEeCKOW [AOKYMeHTauuMM BMeCTO OoTveTa O pesynbratax KIMHUYeCKUX
nccnegoBaHUn NiekapCTBEHHOrO npenapata gns MeguuMHCKOro NpUMEHEHUS, NpoBedeHHbIX B Poccuinckon
depepaumm, otyeTa O pesynbTaTax KIMHUYECKMX WUCCMEeAOBaHUN, BLIMOMHEHHLIX 3a npegenamun Poccunckon
denepaumn.

(vacTb 16 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. B cny4yae HenpenctaBneHWsa C 3asBNeHWEM O TrOCYAapCTBEHHOW pernctpaumm fekapcTBEHHOro
npenapaTa gnst MEQULMHCKOrO NPUMEHEHUS JOKYMEHTOB, MOATBEPXKAAIOLWNX YNNaTy rocygapCTBEHHOM MOLUSNHBI
M yKasaHHblX B nyHkTe 10 4YacTm 2 HacToswen cTaTbW, a Takke BblgaBaemblX (NpefocTaBnseMbIX)
YNOMHOMOYEHHbIMKN heaeparnbHbIMU OpraHamMn UCNONMHUTENBHON BNAcTU LJOKYMEHTOB (CBeAEHMUI), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosien cTaTbu, YNOMHOMOYEHHbIN defepanbHbii opraH UCMOMHUTENbHOW BRacTu
3anpalwvBaeT yka3aHHble [JOKYMeHTbl (CBedeHus)) B MNOpsigke MeXBEeOOMCTBEHHOIO MHMOPMaLMOHHOIO
B3aMMOAENCTBUA.

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

18. He gonyckaeTcsa Mcnonb3oBaHNe B KOMMEPYECKUX LIENsSX MHpopMauum o pesynbTaTtax JOKITMHNYECKNX
nccnegoBaHUM NEKApCTBEHHbIX CPEACTB W KIMHUYECKUX WCCNedoBaHM IeKapCTBEHHbIX MpenapaToB Ans
MEeAMLIMHCKOro NPUMEHEHWs], NpeaCcTaBeHHON 3asiBUTENEeM Ans rocy4apCTBEHHOW perucTpaumm nekapcTBEHHOro
npenapaTa, 6e3 ero cornacusi B Te4eHMe LUECTU feT C AaTtbl rOCySapCTBEHHOM perucrpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauun.

(vacTb 18 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxatenb, wnu Bragenewl perucTpaumMoHHOro YAOCTOBEPEHUS IJ1eKapCTBEHHOro npenapara Ha
BMOTEXHONOrMYECKNI UM OpdpaHHbIN NeKapCTBEHHbIV NpenapaT 06s3aH NpegocTaBnAaTe Ha BO3ME3OHOW OCHOBE
obpasubl pedepeHTHOro NekapcTBEHHOro npenapata 3asBuTENdAM Ans  NPOBeOeHUs  KIMHUYECKMX
nccneposaHuii. CtonmocTb obpasua pedepeHTHOro nekapCTBEHHOro npenapaTta, BKIOYEHHOro B [epeyeHb
XKM3HEHHO  HeobOXOoOMMBbIX W BaXXHEMLMX JIeKapCTBEHHbIX NpenapaTtoB, He [JOfKHa  MpeBblwaTb
3aperucTpupoBaHHyIo npeaernbHy0 OTMYCKHYIO LieHy Ha peddepeHTHbIN NeKapCTBEHHbLINM NpenapaTt Uu LieHy Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

neKapCTBEHHbIN Npenapar B cTpaHe NpousBoauTens.
(4actb 19 BBegeHa defepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

20. 3asBneHne o0 rocygapCTBEHHOW perucTpauuy BOCNPOM3BEAEHHOrO fekapCTBEHHOro npenapata Ang
MEONLMHCKOrO MPUMEHEHMSI MOXET ObITb MOAAHO B YMOMHOMOYEHHbIA dheepanbHbIi OpraH UCMNOSTHUTENbHOW
BMacTW, OCYLLECTBISOWNA FOCYOapCTBEHHYIO pErMcTpaumio NekapCcTBEHHbIX MpenapaToB, MO  MCTeYeHun
YyeTblpex feT ¢ AaTbl rocy4apCTBEHHON pernctpaummn pedepeHTHOro nekapcTBeHHOro npenaparta B Poccuickon
depepauun.

(vacTb 20 BBegeHa dPepepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

21. 3asBneHuMe O rocyaapCTBEHHOW perncrpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (bnoaHanora) moxeT OblTb MO4AHO B YMOMHOMOYEHHbIM dheaepanbHbll OpraH WCMONTHUTENbHOM
BMacTh, OCYLLECTBMSIOWMA rOCYJAPCTBEHHYIO PErMcTpaumio JIEKapCTBEHHbIX MpenapaToB, MO UCTEYEHUN Tpex
net ¢ pJartbl roCcyAapCTBEHHOW perucTtpaumMm pedepeHTHOro JekapCTBEHHOro npenapata B Poccunckon
denepaumn.

(vacTb 21 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22. [epxatenb wnu Bnageney perucTpaumMoHHOrO YAOCTOBEPEHUSI FleKapCTBEHHOro npenapaTa
npegcraBnsaeT B YNOSIHOMOYEHHbIM doeepanbHbi OpraH MCNOSTHUTENBHOM BAcTX, OCYLLEeCTBASOWNA (PyHKUUK
Nno KOHTPOMK M Hag3opy B cdepe 34paBOOXpaHeHus, OTYET MO pesynbTataMm hapmakoHag3opa OfuH pa3 B
LWeCTb MecsueB B TedeHue ABYX NeT nocrne rocygapCTBEHHOW perucrpaummM nekapcTBEeHHOro npenaparta B
Poccuiickon ®enepalmum, exeroqHo B TedeHue nocrneayowmx Tpex neT n B fanbHenwemM oanH pas B NATb nerT.
(yacTb 22 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

Cratba 19. MpuHATUE pelleHUs O Bblaa4ve IKCMEPTHOMY YuUpeXAeHUI0 3afaHusi Ha NnpoBeAdeHue
3KCnepTU3bl NNEKapCTBEHHOro cpeacTBa
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. B TeuyeHne gecsatn paboumx OHEN CO OHSA MPUHATUSA 3asiBNEHUS O FOCYOapCTBEHHOW perncrpauuu
neKapCTBEHHOro npenapata COOTBETCTBYOLLMIA YNONHOMOYEHHbI (hefepanbHbIi opraH  UCMOSTHUTENbHOM
BNnactu npoBOAUT NPOBEPKY MNOSIHOTbI, AOCTOBEPHOCTU W NpPaBUIIbHOCTU O('*)OpMJ'IeHI/Iﬂ npeacTtaBiieHHbIX
OOKYMEHTOB pernctpaunoHHOro AocCbe Ha J'IeKapCTBeHHbII7I npenapart un npuHMMaeT pelleHne O Bblgade 3agaHnga
Ha npoBefeHue:

1) 3KCrMepTM3bl [OOKYMEHTOB, MNPEACTaBMeHHbIX AN  OonpedenieHns BO3MOXHOCTM — paccMaTpuBaTb
NeKapCTBEHHbIN NpenaparT asisi MEAVLMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B KayecTBe opghaHHOro NekapcTBEHHOro npenapaTa;

2) 3KCnepTU3bl JIeKapCTBEHHOro CpeacTBa B 4acTW 3KCMEpPTU3bl KayecTBa JIEKAPCTBEHHOrO CpeacTBa U
9KCMEepPTU3bl OTHOLLEHUS OXKUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIEKapCTBEHHOMO Npenapara ans
MEAMLIMHCKOro NpUMEHEHUS;

3) aKcnepTu3bl NEKAPCTBEHHONO CPeAcTBa B 4acTU 3KCMEPTM3bl KayecTBa NEeKapCTBEHHOrO cpeacTtsa U
3KCMEePTM3bl OTHOLLEHNST OXXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NNEKAapCTBEHHOrO npenapara as
MEOMLMHCKOTO MNPUMEHEHNST B MOPSAKE YCKOPEHHOW npouedypbl 3KCNepTU3bl JeKapCTBEHHbLIX CPeAcTB B
COOTBETCTBMM CO CTaTben 26 HacToswero deaepanbHOro 3akoHa;

4) 9KCMNEepPTU3bl NNEKAPCTBEHHOIO CpeactBa B OTHOLUEHUU NTEKApPCTBEHHOIO npenaparta And BeTepunHapHOro
NPUMEHEHUA.

2. YNOnMHOMOYEHHbIN hefepanbHbli OpraH UCMONMHUTENLHON BNAacTM yBeOOMIISET B ANEeKTPOHHOW dopme
1Ny Ha ByMaxxHOM HocuTene 3aABUTENS U IKCMEPTHOE YUPEXAEHME O NPUHATOM PeLLUeHNM O Bbidade 3aJaHuni Ha
npoBefeHne 3KCnepTus, NPeayCMOTPEHHbIX YacTblo 1 HacTOsILLEN CTaTbu, U B Cnyvyae HeobXoAMMOCTM O Bblaaye
paspelleHns Ha BBO3 B Poccuiickyto defepaumnio KOHKPETHOW MapTuK, Cepuu 3aperncTpupoBaHHbIX K (Unu)
He3aperncTpupoBaHHbIX NIEKapCTBEHHbIX CPeAcTB nnv 06 oTkase B NpoBeOeHUN NpegyCMOTPEHHbIX 3KCMepTu3 C
yKasaHueM NpuYmH Takoro oTkasa.

3. B cny4yae BbidBNeHna OTCyTCTBUA WK HEOOCTOBEPHOCTU I/IH(bOpMaLI,VII/I, CO/J,Gp)K&LLI,GVICﬂ B
npeacrtaBlieHHbIX 3adaBUTENeM OOKYMEHTax, yrlOJ'IHOMO‘-ISHHbIVI cbep,epaanblﬁ opraH MCMNONHUTENBHON BRacTU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

HanpaBnseT 3asBUTENI0 3anpoc 00 YTOYHEHWM 3JTOM MHopMauum (ganee - 3anpoc  YNorIHOMOYEHHOro
defepanbHOro opraHa WCMOMHWUTENBHOW BriacTu), KOTOPbIM MOXeT ObiTb nepefaH  YMOoSIHOMOYEHHOMY
npeacTaBuUTenNo 3asBUTENSA NMYHO NOA PacnuCKy, HamnpasrieH Mo MoyTe 3akasHbIM MUCbMOM UM nepefaH B
3AMEeKTPOHHOM opMe NO TeNeKOMMYHWKALUMOHHBLIM KaHanam cBa3uM. B crnydae HanpaBneHus 3anpoca
YNOJIHOMOYE€HHOro (pe,qepaanoro OopraHa WCMNONTHUTENbHOW BNacTU NO NoYTe 3akasHbIM NMUCbMOM OH CYUTaeTCH
Nony4YeHHbIM NO UCTEYEHUUN LIECTUN AHEN C AaThl HANPaBMeHUs 3akasHoro NMcbMa.

4. 3agssutenb o06si3aH npeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro defdeparibHOro opraHa
WCMONHUTENBHON BNacTu B CPOK, He MPEeBbIlLAOWNA AeBAHOCTa pabounx OHel co OHA ero nomnydeHus. Cpok,
yKasaHHbIA B 4YacTu 1 HacTosilen cTaTbW, NMpUOCTaHaBNMBAETCA CO [AHS HanpaBrieHus 3asiBATENO 3anpoca
YMONMHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHON BMacTh OO0 OHS NOSYyYeHUs UM COOTBETCTBYIOLLENO
oTBeTAa.

5. OcHoBaHVeM AnA OTKasa B OpraHMsaumMmn 3KCNepTus, NpeayCMOTPEHHBIX YacTbio 1 HacTosALleln cTaTbi,
ABNsAETCA npeacTasnieHne HeobxoOWMbIX ANA MPOBEAeHUss NPedyCMOTPEHHbIX 3KCMNepTU3 OOKYMEHTOB B
HenonHom ob6beme WNM HenpeacTaBlieHne 3asiBUTENeM B YCTAHOBMIEHHbIE CPOK OTBeTa Ha 3anpoc
yNoONHOMOYEHHOro dhefiepanbHOro opraHa WUCMONHUTENBHOM BMNacTu, a Takke NpeacTaBrneHne OOKYMEHTOB, He
coaepXaLlux UcYepnbiBatoLLEro nepeyHst HeoBXoaAUMbIX CBEAEHWIA.

6. Mpu oTKase B opraHM3auuUM IKCMEPTU3bl, NPESyCMOTPEHHON MYHKTOM 4 yacTn 1 HacToswen cTaTbw,
OOKYMEHTbI, BXOASLWME B COCTaB PErMCTPaLMOHHOIO JOCbE Ha feKapCTBEHHbIM npenapaT Ansg BeTepuHapHOro
NpUMeHeHWs, MOryT ObiTb BO3BpaLLeHbl 3asiBUTENIO0 HA OCHOBaHMU €ro MMCbMEHHOro 3anpoca, HanpaBfieHHOro B
YMONIHOMOYEHHbIN dhedeparnbHbIi OpraH UCMONHUTENbHOM BRiacTM B TedeHne Tpuguatn paboumx OHen co OHS
MPUHATUA  YNONHOMOYEHHbIM hedepanbHbiM  OpraHoOM  MCMOMHUTENbHOW BRacTu pelweHns o6 oTkase B
opraHnsauuy Takon aKCnepTusbl. YNONTHOMOYEHHBIN befieparnbHbli opraH UCNONHUTENBLHOM BNacTu Bo3BpallaeT
3a8BUTEN0 yKa3aHHble OOKYMEHTbl B TedeHue fecAtn paboymx AHeW CO AHSA MNOMyYeHWs COOTBETCTBYHOLLEro
3anpoca 3asBuTens.

(vacTb 6 BBegeHa ®enepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratban 20. O3KcnepTvM3a [OOKYMEHTOB, NpeAcCTaBrieHHbIX pANA onpeAeneHnsi BO3MOXHOCTH
paccmaTpuBaTb JNEeKapCTBEHHbLIN npenapar Ans MeOULMHCKOro MPUMEHEHUsi NMpU  OCYLUEeCTBIEeHUU
rocyAapcTBeHHOM perncTpauum B Kayectse opdaHHOro riekapcTBEHHOro npenapara

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

1. OkcnepTusa [OKYMEHTOB, MpPEACTaBMEHHbIX [AM1S  ONpedeneHnss BO3MOXHOCTM paccmatpuBatb
neKkapCTBEHHbIN nNpenapaT Ans MegUUMHCKOro NPUMEHEHNSA Npu OCYLLECTBIEHUN FOCYAAapPCTBEHHOW perncTpawumm
B KayecTBe Op(paHHOro rneKkapCTBEHHOro npenapaTta, COCTaBfieHMe KOMUCCUEW IKCMEPTOB 3akfYeHus o
BO3MOXHOCTU UNN HEBO3MOXHOCTM paccMaTpuBaTth fleKapCTBEHHbIN npenapaT Ans MeAULMHCKOro NpUMeHeHns
npyv OCYLLECTBMIEHUN rOCYAapCTBEHHOW perncTpauun B KayecTBe OpghaHHOro nekapCcTBEHHOro npenaparta u
HanpaBreHue [OaHHOro 3aKMYeHWs B YMNOMHOMOYEHHbI deaepanbHbii opraH WCNONHUTENbHOW BRacTu
OCYLLECTBMAITCA B CPOK, HEe MpeBbIalWmnin Tpuguatu pabounx OHEeN CO [HA MNOMNyYeHUs SKCMEPTHbIM
ydypexgeHmem 3agaHuns ynorHOMOYEHHOro doefepanbHOro opraHa MCMOMHUTENbHOW BRacTu M B 3MEKTPOHHOM
dopme unm Ha ByMaxkHbIX HOCUTENSAX HEOOXOOUMbIX AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 yactn 4 n B
Yyactu 7 ctatbn 18 HacTosiwero ®egepansHOro 3akoHa.

2. JokymeHTbI, cogepXalmecs B perucTpaumoHHOM OOCbe Ha NeKkapCTBEHHbIM npenapaTt v nocTynvBLUne
Ha BGymMaXHbIX HOCUTENSX B 3KCNEPTHOE yuypexaeHue Ans OCYLEeCTBNEHUS WX IKCMepTusbl Ans onpegeneHus
BO3MOXHOCTM paccmaTpuBaTb feKapCTBEHHbIM MpenapaT Afns MeOWUMHCKOrO MpPUMEHEHMs B KadvecTBe
ophaHHOro nekapCcTBEHHOro npenaparta, noanexar BO3BpaTy B YNOMNHOMOYEHHbIM beaepanbHbid  OpraH
NCNOMNHUTENBHOW BNAacTN OAHOBPEMEHHO C 3aKMOYEHUAMN COOTBETCTBYOLLUX IKCNEPTUS.

Ctatbsa 21. PelleHMe O BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIA Mpenapat npwu
OCYLLeCTBIIeHUM roCyAapCTBEHHOM perucTpaumm B KayecTBe opdraHHOro nekapcTBeHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbiWakWni NSt paboumx SHEN CO OHSA NONYyYEHUs 3aKMYeHUs, yka3aHHOro B 4actu 1
ctatbn 20 HacTosdLero PenepanbHOro 3akoHa, YNonHOMOYEHHbIN dhefepanbHbIi opraH UCNOMHUTENBHOW BNAcTH
OCYLLECTBMSAET OLLEHKY MOMYyYEHHOrO 3aKIMYeHUs ANs onpeaeneHns ero COOTBETCTBUSA 3a4aHUI0 Ha NPOBeAEHNe
COOTBETCTBYIOLLIEN 3KCNEPTU3bI U YBEAOMIISET 3asBUTENS B 3NIEKTPOHHON hOpMe Ui Ha ByMaKHOM HOCUTESNE O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

pesynbTaTax NPOBEAEHHOW 3KCMepTU3bl C MPUNOXEHWEM KOMUWU IKCMEPTHOro 3aKMiYeHUst (C CoxpaHeHUeM
KOH(MAEHUMANBHOCTU MH(OPMaLMM O COCTaBE IKCMEePTHON KOMWUCCUMU) U O BO3MOXHOCTM UM HEBO3MOXHOCTM
paccmaTtpvBaTb JIEKAPCTBEHHbLIA Mpenapat Ans  MeOMUMHCKOrO  MPUMEHEHUs TMpPU  OCYLLECTBIEHUM
rocy4apcTBEHHON perncTpaumnmn B kauecTse opdaHHOro nekapcTBEHHOro npenapara.

2. Mpwn BbIHECEHUN KOMWUCCUEN IKCMIEPTOB 3aKIMYEHUS O BO3MOXHOCTM paccMmaTpuBaTb NEKapCTBEHHbIV
npenapaTt And MeOWUUHCKOrO MPUMEHEHUS MPW OCYLLECTBMEHUWN FOCYLAPCTBEHHOW peructpaumm B KayecTBe
opdaHHOro nekapCcTBEHHOro npenapara YnosIHOMOYEHHbIM hedepanbHbIi OopraH MUCNOSIHUTENBHOMW BRnactu B
CPOK, HE MPEBbLILLAKLNA NATU paboumx OHEN CO OHSA MOSyYeHUs OAHHOTO 3aKIYEHUs, NPUHUMAET peLleHne o
Bbldaye 3aaHua Ha NpoBeAEHME IKCMEPTU3bl KavyecTBa NEKapCTBEHHOrO CPeAcTBa U 3KCNepPTU3bl OTHOLLEHUS
OXMOAeMOW MOoMnb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS NEKapCTBEHHOro npenapata And MeguuUHCKOro
NPYMEHEHNA B MOPSIAKE YCKOPEHHOW Mnpouenypbl 9KCNepTu3bl NEKAPCTBEHHONO CpPeacTBa B COOTBETCTBUMMU CO
crtatben 26 HacTosiwero PegepansHOro 3akoHa.

3. B cnyvae NpuHATMA pelleHus O HEBO3MOXHOCTU paccmaTpuBaTh fekapCTBEHHbI npenapart Ans
MEOMLMHCKOrO MPUMEHEHUSI MpU FOCYAapCTBEHHOW perucTpauuMm B KavyecTBe OppaHHOro rekapcTBEHHOro
npenapaTta YMNoSIHOMOYEHHbIV befepanbHbli  OpraH WUCMOMHUTENBbHOW BRacTU NpekpaliaeT npouenypy
rocygapCTBEHHON perMcTpaumm nekapCTBEHHOro nNpenapaTta. 3asiBUTenb BNpase obpaTnTbCA B PEMMCTPUPYHOLLMNA
OpraH C 3asiBfIEHNEM O roCydapCTBEHHOW perncTpauumn yKkasaHHOro fiekapCTBEHHOro npenapaTta B COOTBETCTBUM
co ctatben 18 HacTosiwero ®eaepansHOro 3akoHa.

Crtatba 22. YTpatuna cuny ¢ 1 uwons 2015 ropa. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

CratbA 23. dkcnepTM3a KayecTBa NeKapCTBEHHOro CpeACcTBa U 3KCMepTU3a OTHOLLEHUSA OXuaaeMoun
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs ieKapCTBEHHOro npenapara Ans MeAULIMHCKOro NpMMeHeHus
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. OkcnepTnsa kayecTBa NEKapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLUEHMSI OXMAAEeMOW MOonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWsI NEeKapCTBEHHOro npenapara Anst MeAWUMHCKOro NMPUMEHEHUS!, COCTaBIieHue
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHMW MO pes3ynbTataM MpPOBEAEHHbIX 3JKCMEPTU3 W HampaefeHue 3TuX
3aKMn4YeHn B YNONHOMOYEHHBLIN dhefepanbHblid OpraH UCMNOSIHUTENBbHOM BIACTU OCYLLECTBIISIOTCA B CPOK, He
NpeBbILWAKLWNA CTa AecaTn pabounx OHEW CO AHSI MOJTyYEeHUs] SKCMEPTHBbIM YYPEXAEHWEM COOTBETCTBYIOLLErO
3afaHnda ynoJIHOMOYeHHOro q)e,u,epaanoro OopraHa MCNOMHUTENbHON BNacTu u HeO6XO,EI,I/IMbIX OOKYMEHTOB B
3NEKTPOHHON hopMe Unn Ha ByMakHbIX HOCUTESSAX.

KoHcynbTaHTlInoc: npuMmeyaHue.

Mo 3agBneHuto, nogaHHomy B MwuH3gpaB Poccun po 11.04.2022, npu HEBO3MOXHOCTM MpPOBEAEHUS
9KCMepTM3bl KayecTBa JFIEKAapPCTBEHHbLIX CPeOCTB B 3KCMEPTHOM YYpexaeHun, OOMycKaeTcs ee MnpoBedeHue
nocpeacTBOM AUCTAHLMOHHOIO B3aMMOAEWNCTBUS, MOPSAOK M DOPMbl KOTOPOro OMpenenstTcs 3KCNepTHbIM
yupexgeHmem no cornacoBanuto ¢ 3asgsutenamm ([octaHosneHue MNpasutensctea PO ot 05.04.2022 N 593).

2. B TeyeHve [OeBAHOCTa OHEW CO OHS MOMyYeHWUs pelleHnst YNoNHOMOYeHHoro defepansbHOro opraHa
NCMNOMHUTENBLHOW BNAacTV O NPOBEAEHUN 3KCNEPTU3, NPeyCMOTPEHHbIX YacTbio 1 HACTosALWEN cTaTby, 3asBUTENb
NpeAcTaBnsieT B 3KCMEPTHOE YYpeXAeHue ONsi NpOoBeAeHMs 3KCMepTW3bl KayecTBa JIeKapCTBEHHOrO CpencTBa
obpasupbl NekapcTBEHHOrO Mpenaparta Ans MeauUMHCKOTO MPUMEHEHWS, NMPOU3BEOEHHOIO B COOTBETCTBUU C
TpeboBaHNAMU  OMbITHO-MPOMBILUIIEHHOTO U (MNKX)  MPOMBILUNIEHHONO  PErnaMeHTOB,  YTBEPXOEHHbIX
pykoBoauTeneMm Mnpou3BOAMTENS MEeKapCTBEHHbIX CPEeACTB, a Takke B COOTBETCTBYIOLUMX Cryvasix obpasLpl
hapmaueBTUYeCKO cybCcTaHUMM, TecT-lTamMmMa MUKPOOPraHW3MOB, KyNbTypbl KNEeToK, 00pasiubl BeLllecTs,
NpUMEHsIEMbIX ANs1 KOHTPONS KayecTBa NEKApCTBEHHOrO CpefAcTBa NyTeM CPaBHEHUS C HUMMW UCCIEeLyemMoro
NeKkapcTBEHHOro CPeACTBa, B KONMMYecTBax, HEOOXOAMMBIX AN BOCNPOU3BEAEHNS METOA0B KOHTPOSS KayecTsa.

3. Mpun nonyyeHnn obpasLoB NekapCTBEHHOrO npenaparta 1 apmMaueBTU4eCckon cybcTaHLMmn aKCnepTHoe
yupexaeHue BblgaeT 3asiBUTENO LOKYMEHT, MOATBEPXKOAIOLWUA NofnyvyeHne ykasaHHbIX 06pasLoB, U B CPOK, He
npesbilaLWLni Tpex paboynx gHeN, yBeOOMISET B 3NIEKTPOHHOW hopMe unm Ha BymaxHoM HocuTerne ob aTom
YNOSTHOMOYEHHbIN doeaepanbHbI OpraH NCNOSTHUTENBHOM BACTMU.

4. YkasaHHble B YacTax 2 M 3 HacToslllel cTaTbW CPOK AN npeacTaBreHust 3asiBUTeneM obpasLoB
nekapCTBEHHOro npenapaTa u hapmaLleBTUYECKON CyOCTaHLUM N CPOK YBEAOMIIEHUS AKCMEPTHLIM YUYpEeXAEHNEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

06 3ToM Ha 6yMa)KHOM HOcuTtene YnoJIHOMO4YeHHOro cbe,qepaanoro opraHa NCMOMHNTENBHON BracTn He
BKJTHOHAKTCA B CPOK NpoBeeHnA 3KCnepTus, npeayCMOTPEHHbIX YaCTbio 1 HacTosILen cTaTbu.

5. [lOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE YYpexaeHUe ANns NpoBeAeHUst IKCNepTu3, NpeayCMOTPEHHbIX
YyacTblo 1 HacTosILleN cTaTbW, NoANexaT Bo3BpaTy B YMNOMHOMOYEHHbIN defeparnbHbii OpraH UCMONMHUTENbHON
BMacTW OQHOBPEMEHHO C 3aKIMOYEHUSIMU, NONYYEHHLIMW NO pe3yrbTaTamM COOTBETCTBYIOLLMX 3KCNEPTUS.

Cratbsa 24. dkcnepTu3a KayecTBa JIEKAPCTBEHHOro CpeACcTBa U 3KCNepTu3a OTHOLIEHUS OXugaeMon
nosib3bl K BO3MOXHOMY PUCKY nNpUMEHEeHUA rIeKapCTBeHHOro npenapata AnA BeTepuHapHOro
NPpUMeHeHusA

1. OkcnepTnsa KayecTBa IeKapCTBEHHOrO CpPeAcTBa WM 3KCMepTu3a OTHOLIEHUS OXMAaeMOoW norb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs NEeKapCTBEHHOro npenaparta ansg BeTepuHapHOro NpuMEHeHUs, cocTasreHne
KOMMUCCUSMM IKCMEPTOB 3aKMIOYEHNI MO pesyrnbTaTtaM yKasaHHbIX 9KCMepTU3 U HanpasneHne Taknx 3aKknioyeHun
B YNOSTHOMOYEHHbIN dhefepanbHbli OpraH UCMOSTHUTENbHOM BNAacTy OCYLLECTBIIAIOTCA B CPOK, HE MpeBbillaoLLnii
cTa pgecatm paboumx AHENM CO [AOHS MOSyYeHUs1 SKCNEepTHbIM YyyYpexaeHueMm 3agaHus YNOSIHOMOYEHHOro
dhedepanbHOro opraHa UCMOMNHUTENBHOW BNAacTu C JOKYMEHTaMu, yKkadaHHbIMM B YacTu 3 ctatbn 17 HacTosLwero
®epeparnbHOro 3akoHa.

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

2. B TeyeHve Tpmauatu paboumx OHeW CO AHSA MONyYeHUst peLleHust YNOoNHOMOYEHHOro dedeparibHOro
opraHa UCMNOMHUTENbHOW BRacTM O NPOBEAEeHUN yKa3aHHbIX B YacTn 1 HacTOosILLEN CTaTby IKCNEPTU3 3aaBUTENb
NnpeacTaBnsieT B 3KCMEPTHOE yupexaeHWe ANsi NpOBedeHMsT 3KCMEePTU3bl KadecTBa JIEKAapCTBEHHOro cpeacTtsa
0o6pasupbl NIekapCTBEHHOrO npenapaTta Ans BeTePUHAPHOro MPMMEHEHMS, MPOM3BEAEHHOrO0 B COOTBETCTBUM C
TpeboBaHNSIMN TEXHOMNOMMYECKUX PErNaMeHTOB, YTBEPKAEHHbIX PYKOBOAUTENEM NPON3BOOUTENS NIEKAPCTBEHHbIX
CPEACTB, a Takke B COOTBETCTBYHOLLUMX CryyasiX TECT-LUTamMMbl MUKPOOPraHU3MOB, KynbTypbl KIETOK, 00pasubl
hapmavueBTMYeCcKon cybcTtaHumm, obpasupbl BeLWeCTB, NPUMEHSAEMbIE AN KOHTPOMsS KavyecTBa NeKapCTBEHHOro
CpeAacTBa, B KonnyecTsax, HeobxoauMMbIX Ans BOCNPON3BEAEHNS METOA0B KOHTPONS KadecTBa.

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

3. Mpun nonyyeHnn obpasuoB nekapCTBEHHOrO npenaparta u dapmMaueBTU4eckon cybcTaHumMmn aKcnepTHoe
yupexaeHue BbigaeT 3asdBUTEN0 OOKYMEHT, NOATBEPXKAAOLWMA NONyYeHne ykasaHHbIXx o0bpasLoB, 1 B CPOK, He
npesbillaWnin  Tpex pabounx p[Hen, yBegommnsieT B MNUCbMeEHHOW ¢opme 06 3TOM  YNOSIHOMOYEHHBbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMu.

4. Cpok ans npefcraBneHuns 3assuTenem o6pasLoB fekapcTBEHHOro npenaparta v apmaueBTUYeckomn
cybcTaHuum 1 Cpok yBeAOMIEHUS IKCNEPTHbIM ydpexaeHneMm o6 aTomM B NUCbMEHHOW hopmMe YNONTHOMOYEHHOMO
dhegepanbHOro opraHa UCMOMTHUTENbHOW BRacTH, yKa3aHHbIe B YacTaX 2 U 3 HACTOsILLEN CTaTbU, HE BKIIOYaOTCH
B CPOK NMpOBeAEeHUs yKa3aHHbIX B YacTu 1 HacTosLeln CTaTby 3KCNepTu3.

5. [oKyMeHTbl, MOCTYNUBLUME B IKCMNEPTHOE YyypexaeHue Ans npoBedeHus ykasdaHHbIX B 4actu 1
HaCTOsILLEN CTaTbW 3KCMEPTU3, noanexar BO3BpaTy B YNONHOMOYEHHbIN deaepanbHblil OpraH NCMONHUTENbHOM
BNacTu OQHOBPEMEHHO C 3aKINIOYEHNSMM MO pesynbTaTaM yKa3aHHbIX 9KCNepTus.

CrtaTbs 25. [loBTOpHOE NpoBeAeHMe IKCNepTU3bl leKapCTBEHHbIX CPeACcTB
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasax HepocTtaTtoyHOW OBOCHOBAHHOCTM WU HEMOMHOTHI 3aKMOYEHUS KOMWUCCUM IKCNEepPTOB,
HanMyusa B HEM MPOTUBOPEYMBLIX AaHHbIX, hanbcudukaumm BbIBOAOB 3KCNEPTU3bl NEKapCTBEHHOIO CpPeacTBa,
COKpbITUSI OT YMOJSIHOMOYEHHOrO beaepanbHOro opraHa MCMOMHUTENBHOM BNAcTM OCHOBaHWA AN oTBoAda
aKcrnepTa BCNEACTBME €ro 3auHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN IKCMEepTU3bl, Hanmuuus
OaHHbIX O MpsAMOM NGO KOCBEHHOM BMELLATENLCTBE B MPOLECC COOTBETCTBYHOLLEN 3SKCNepTusbl Nvu, He
y4yacTByHLMX B €e MNpPOBEeOEeHUN, HO OKaslaBLUMX BIUSIHME Ha nNpouecc M pesynbTaTtbl €e NnpoBeAeHus,
YNOMMHOMOYEHHbIM (befepanbHbiM  OpraHoM WCMOMHUTENBHOM BMACTUM Ha3Ha4aeTCsl MOBTOPHAsd 3JKcnepTu3a
nekapcTBEHHOro CpeacTBa M (MnNu) aTmyeckas akcnepTmsa.

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

2. loBTopHaa 9KCMepTW3a JeKkapCTBEHHOrO CpeAcTBa MPOBOAMTCA C YYeTOM pesynbTaToB paHee
NpoBeAeHHON 3KCMEePTU3bl B CPOK, YCTAHOBMEHHbI YNONHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMOMHUTENBHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

BMacTV 1 He NpeBbILaloWNA TpuaLaTM paboumx gHel co AHA NONyYeHNs SKCNePTHLIM yYpeXaeHeM 3aaHus Ha
npoBeAeHNE NOBTOPHOI 3KCMEPTU3bI NIEKapCTBEHHOTO CPEACTBA.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe obecneyeHne BbLINOMHEHUS 3adaHWsi Ha NPoOBedEeHWEe MOBTOPHOWM  3KCMepTM3bl
neKapCTBEHHOrO CPEeACTBa HE OCYLLIECTBRSIETCS.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

CTtaTtbsl 26. YCKOpeHHas npoueaypa 3KcnepTusbl IeKapCTBEeHHbIX CPeaAcTB

1. YckopeHHas npouenypa 3KCnepTu3bl NekapCcTBEHHbIX CPEACTB B Liensax rocyfapCTBEHHOW permcrpaLmm
nekapcTBEHHbIX NpenapaToB NPUMEHSIETCS B OTHOLLEHUN opdaHHbIX NIEKapCTBEHHLIX NpenapaToB, NepBbIX TPEX
nekapCTBEHHbIX MpenapaToB, peructpupyembix B Poccuickon ®egepauum B KadecTBe BOCMPOU3BEAEHHbIX
NEKapCTBEHHbIX MpenapaTtoB, O4YepedHOCTb KOTOPbIX OnpedensieTca B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSALMX 3asBMIEHUA O roCydapCTBEHHOM perMcTpauumn JekapCTBEHHbIX MNpenapaTtoB B pamMKkax OAHOro
MEXOYHApOAHOro HenaTeHTOBaHHOrO HaMMEHOBaHUS NEeKapCTBEHHOro npenapata  unv  rpynnupoBOYHOro
HaMMeHOBaHMsl NEeKapCTBEHHOrO npenapara, NeKapCTBEHHbIX NpenapaToB ANS BeTEPUHAPHOro NPUMEHEHUS,
npeaHasHayYeHHbIX ONS feYeHns AoMallHUX XXUBOTHbIX, onpeaeneHHbix ®PeaepanbHbiM 3aKOHOM OT 27 aekabps
2018 roga N 498-®3 "O6 OTBETCTBEHHOM OOpaLLEHUN C XXMBOTHBIMU U O BHECEHUN U3MEHEHUIN B OTAENbHbIE
3aKkoHogdaTtenbHble akTbl Poccuiickon dPepepaummn”, n  3aperMcTpMpoBaHHbIX B Ka4yecTBe JIeKapCTBEHHbIX
npenapaTtoB And  MEOUUUHCKOrO  MPUMEHEHUsl, W  JIEKApPCTBEHHbIX MpenapaTtoB, MpeaHasHayYeHHbIX
UCKINIOYNTENBHO A8 NPUMEHEHUS HECOBEPLLUEHHONETHUMMU FpaXkgaHamu.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, o1 28.04.2023 N 171-D3)

2. YckopeHHas npoueaypa 3KCnepTuabl NieKapCTBEHHbIX CPEeACTB B LeNsiX roCyaapCTBEHHON perncTpaumm
NeKkapcTBEHHbIX NPenapaToB He NPUMEHSETCA B OTHOLLEHWUN:

1) GnoananoroBbix (6onogoOHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);

2) pedepeHTHbIX NNekapCTBEHHbIX NpenapaToB (3a UCKNIYEeHNEM OpdaHHbIX NeKapCTBEHHbIX NpenapaTos);

KoHcynbTaHTlnoc: npumeyaHue.

[o 01.09.2023 poccuncknm nNpov3BoaUTENAM NIEKapCTBEHHbIX NMpenapaToB A4S BETEPUHAPHOro NpYMeEHEHUS
paspeLleHo nogaBaTb pPerMcTpaLMoHHOE OOCbe MO YCKOPEHHOMW npouenype 6e3 yyeta TpeboBaHuin n. 3 4. 2
cT. 26 (HoctaHoBnenue lMpasutensctea PP ot 12.03.2022 N 353).

3) BOCMpPOU3BEAEHHbLIX NEKApPCTBEHHbLIX NpenapaToB (3a WCKIHYEHMEM MEPBbIX TPEX PErNCTPUPYEMbIX B
Poccuiickon ®depepaumm B KayeCcTBE BOCMNPOU3BEAEHHbIX IEKapCTBEHHbLIX MpenapaTtoB U NeKapCTBEHHbIX
npenapaToB, NpeaHa3HaYeHHbIX MCKNIOYUTENbHO AN MNPUMEHEHUS] HEeCOBEPLUEHHOMETHUMMU rpaxgaHamu, a
TaKke NeKkapCTBEHHbIX NpenapaToB, NpeAHasHadeHHbIX AN NevYeHust OOMAalUHUX >KMBOTHBIX, OMpeaeneHHbIX
depnepanbHbIM 3akoHOM OT 27 aekabps 2018 roga N 498-93 "O6 oTBETCTBEHHOM 00OpaLLEeHUN C XKUBOTHBLIMU U O
BHECEHUM N3MEHEHUI B OTAENbHbIE 3aKOHOAATEeNbHbIe akTbl Poccuiickon ®Pepgepaummn”, n 3apermcTpmpoBaHHbIX B
KayecTBe NeKapCTBEHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHNS);

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

4) HOBbIX KOMGUHALMI 3aPErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX MpenapaToB, 3aperucTpUpoBaHHbIX paHee, HO MNPOU3BEAEHHbIX B  OpYrvX
NeKkapcTBeHHbIX hopMax B COOTBETCTBUM C MNepeyHeM HauMeHOBaHWI NekapcTBeHHbIX ¢)opM UM B HOBOK
[03UPOBKE;

6) nekapcCTBEHHbIX NpenapaToB AN MEAULMHCKOro NPMMEHEHUS!, TOCy4apCTBEHHAA perncTpaumsi KOTopbIx
OTMEHEeHa, Npu UX perncTpaummn B Ka4ecTBe NeKkapCTBEHHLIX NpenapaToB A1 BETEPUHAPHOro NPUMEHEHNs.
(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 28.04.2023 N 171-93)
(vacTb 2 B peq. ®PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. YckopeHHasa npouedypa 9OKCMEepPTU3bl NEKApPCTBEHHLIX CPEACTB  MNPOBOAMTCA MO PEeLUeHUIo
COOTBETCTBYIOLLEr0 YNOMHOMOYEHHOro eaepanbHOro opraHa WCMOMHUTENbHOW BMacTM Ha  OCHOBaHMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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. B oTHoweHun opdaHHbIX NeKkapCTBEHHbLIX NpenapaTtoB MOryT ObiTb MpeAcTaBrieHbl pe3ynbTaThbl
OOKINMNHNYECKUX UCCNELOBAHUA JIEKAPCTBEHHbIX CPEACTB WU KIIMHUYECKMX WCCMNEeAOBaHUN NeKapCTBEHHbIX
npenapaToB Ans MeOMLUMHCKOrO NpPUMEHEHUs, BbIMOMHEHHbIX 3a npegenamu Poccuiickon depepaumm B
COOTBETCTBMM C MpaBunaMu Haanexatiien nabopaTopHOW MpPakTUKM M MpaBunamMu Hagnexalwen KrnmHUYeckomn
NPaKTUKN.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHasi npoLieaypa 3KCnepTu3sbl NIEKAPCTBEHHbIX CPEeACTB NPOBOAUTCSA B Nopsiake, YCTaHOBEHHOM
ctatesaimmn 17 - 20, 23 n 24 HacTosiwero PenepanbHOro 3akoHa, U He O3HA4YaeT CHWKeHUs TpeboBaHMM K
6esonacHocTn, kavyecTBY U 3EKTUBHOCTM NEKAPCTBEHHbIX NMpenapaTos.

Cratbs 27. PewueHue o rocyaapCcTBEHHOM perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBblwarolwmi gecatn pabounx gHen Co OHSA NOMyYeHUs 3aKmnioYeHUn KOMUCCUKN SKCNEPTOB
no pesynbTaTaMm 3KCNepTU3bl KayecTBa JeKapCTBEHHOro CpeacTBa M 3KCMepTU3bl OTHOLWIEHUS OXuOaemoMu
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS JNIEKAPCTBEHHOrO MpenapaTta, COOTBETCTBYHOLLMI YNONTHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTu:

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

1) pasmewaeTr Ha cBoeM odumumanbHOM cante B ceTu "VIHTepHeT" COOTBETCTBYIOLLME 3aKIHYEHUS
KOMMCCUM 3KCMEPTOB U OCYLLECTBSIET UX OLLEHKY ONS onpeerieHusl COOTBETCTBUS 3aJaHWI0 Ha npoBefeHue
3TUX SKCNEepTUs;

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

2) NpMHMMAaeT pelleHne O rocydapCTBEHHOW perucTpauuu nekapcTBeHHOro npenaparta unm ob oTkase B
rocyaapcTBEHHON perucTpaumnm NekapcTBEHHOTO Npenapara;

3) BHOCUT NpU NPUHSTMN PELLEHUSA O roCyAapCTBEHHON PErncTpaumm NekapcTBEHHOIO npenapata AaHHble
0 3aperncTpupoBaHHOM NeKapCTBEHHOM npenapare, B TOM vncne o bapMaLeBTUYECKON CyOGCcTaHLmMKn, BXOASLLEN
B COCTaB IeKkapCTBEHHOro npenapaTta, B rOCyJapCTBEHHbIN peecTp IeKapCTBEHHbIX CPeAcTB W BblaaeT
3a8BMTENIO0 PEMMCTPaLMOHHOE YAOCTOBEPEHWE FeKapCTBEHHOro npenapaTta, opmMa KOTOporo yTBepXaaeTcs
YMONTHOMOYEHHbIM  befeparnbHbiM ~ OPraHOM  MCMOJSIHUTENbHOW  BACTW,  COrNTAacOBaHHblE  HOPMATUBHYHO
OOKyMEHTaUMo, HOPMaTUBHBIN AOKYMEHT, UHCTPYKLUIO MO MPMMEHEHMWIO NEKapCTBEHHOMO npenapara v MakeThbl
NepBUYHOM YNAKOBKM U BTOPUYHON (MOTPEOUTENBCKOM) YNAKOBKN C YKa3aHWEM Ha HUX HOMepa perncTpauuoHHOro
yOOCTOBEPEHMS NeKapCTBEHHOIO Npenapara v AaTtbl €ro rocy4apCTBEHHOM perMcTpaummn unm B criydae npuHSaTUsS
pelleHns o6 oTkase B rocy4apCTBEHHOW permcTpauumn nekapcTBEHHOrO npenaparta yBegoMnsieT B NUCbMEHHOM
dopme 3asBuUTENS 06 3TOM C yka3aHMEeM MPUYMH Takoro oTkasa. 3a BblAayy permcTpauMoHHOro yaoCTOBEPEHUS
NeKkapCTBEHHOIO npenapaTta B3WMaeTcs rocy4apCTBEHHAasi MOLUMMHA B COOTBETCTBMU C 3aKOHOOATENbCTBOM
Poccuiickon degepaumm o Hanorax n cbopax.
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-$3)

2. OcHoBaHvMeM [Ansi oOTkaza B [OCYAapCTBEHHOW perucTpaumyM JekapcTBEHHOro npenapata Aang
MEOULMHCKOTO MPUMEHEHMS SIBMSETCH 3akfiOYeHWe COOTBETCTBYHOLLENo YMOSIHOMOYEHHOrO dheaepansHoOro
opraHa WCMOSHUTENbHOW BractTM O TOM, 4YTO KayectBO U (Mnn) 3dEeKTUBHOCTL PErUCTPUPYEMOTO
NeKapCTBEHHOro npenaparta Ans MeguLMHCKOro MPUMMEHEHUS He NoaTBEPXAEHbl MOyYEHHbIMU OaHHbIMU UK
4YTO PUCK NPUYMHEHUSA Bpeda 300POBbHD YerioBeKka BCMNeACTBME Mpuvema IekapCTBEHHOro npenaparta ans
MEANLMHCKOro NpMMeHeHns npesbiaeT 3pEKTUBHOCTb €ro NpUMMEHEHUS.

(vacTb 2 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

3. TlloBTopHOEe npeacTaBneHve B COOTBETCTBYIOLLMM  YNOMHOMOYEHHbIN  bedepanbHbli  OpraH
MCMOMHUTENBbHOW  BRacTW  NeKapCTBEHHOro npenapata, B OTHOLWEHUW KOTOpOro MofyvyeH oTka3 B
rocygapCTBEHHON perncTpaumMum U KOTOpbIM BMOCNEACTBMU MOOBEPICA M3MEHEHUI0 B YacTu ero cocTaBsa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

paccMmaTpuBaeTCs Kak MpeAcTaBfieHWe HOBOFO JIEKAPCTBEHHOrO MpenapaTa Ha ero rocydapCTBEHHYHO
perncTpaumio He3aBUCUMO OT COXPaHEHUS! €r0 NEPBUYHOIO HaUMEHOBAHMWS.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. MNMpn NnpegocTaBneHnn 3asiBUTENEM B COCTaBE PErMCTPALMOHHOIO AOChe Ha feKkapCTBEHHbINM npenapar
Onsi BETEPUHAPHOIO MPUMEHEHUS KOMWUM pPeLLEHMs] YNONMHOMOYEHHOrO heaepanbHOro opraHa MCMOMHUTENbHOM
BMacT O NPOBEAEHUN UHCMEKTUPOBaHUS NMPOU3BOOAUTENS NEKAPCTBEHHbLIX CPEeACTB CPOK MPUHATUS peLLeHnst o
rocyqapCTBEHHOM  perMcTpaumMuM  NeKapcTBEHHOro  npenapata Ans  BeTEepPUMHApPHOrO  NPUMEHEHWS
NMpUOCTaHaBNMBAETCH CO AHS MONyYEHUs 3aKMOYEHWU, yKasaHHbIX B 4YacTu 1 HacTosiwen ctaTbl, OO0 OHS
MPUHATMSA YNONMHOMOYEHHbIM dhefepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu pelleHusl O Bblgade unu ob
OoTKa3e B Bblaaye 3akrnto4eHUst 0 COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbIX CPpeACcTB TpeboBaHMsM npaBun
Haanexallel NPOU3BOACTBEHHOWN NPaKTMKN, HO He Gonee Yem Ha CTO BOCEMbECAT pabounx AHeN.
(4acTb 4 BBegeHa PeaepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHveM pfnsi oOTkasa B rOCYAapCTBEHHOW perucTpauun nekapCTBEHHOro npenaparta Aans
BETEPMHAPHOro NPUMEHEHUS SBMNSIETCA 3aKnNioveHne YrnonHOMOYEeHHOro doeepansHOro opraHa UCNoMHUTENbHOM
BMacTM O TOM, YTO KayecTBO M (Mnn) 3P(EKTUBHOCTL PErMCTPUPYEMOrO JIEKapCTBEHHOrO npenapaTta Ans
BETEPVMHAPHOIO MPUMEHEHMS HE MNOATBEPXAEHbl MOJSTyYEHHBIMW AaHHBIMW UMW YTO PUCK MPUYMHEHWUS Bpeda
3[00POBbLI0 KMBOTHOrO BCREACTBME Mpuema JeKapCTBEHHOro npenapaTta Ans BeTEPUHApPHOro MpPUMEHEHMS
npeBbilaeT 3PEEKTMBHOCTL €ro  NPUMEHEHMsI, OTKa3  YMONMHOMOYEHHOro  doefepanbHOro  opraHa
WCNOSNTHUTENBHOM BRacTV B Bbldaye 3akio4eHMs O COOTBETCTBUM NPOU3BOAUTENS NEKAapPCTBEHHbIX CPEeACTB
TpeboBaHNAM NpaBuN Haanexallen NPOU3BOACTBEHHOM MPAKTUKU ON1S KaXX4OW NMPOU3BOLCTBEHHOW MITOLLAAKK
PErMcTPUpPYEMOro NeKapCTBEHHOrO Npenapara AN BeTEPUHAPHOTO NPUMEHEHUS B CIydae, ecnvu npon3BoacTBO
nekapCTBEHHOrO npenapaTta ANS BeTepuMHApHOro MPUMEHEHUS OCYyLLIEeCTBNSAETCA 3a npegenamu Poccuiickon
degepaumu, nnu OTCYTCTBMUE TAKOTO 3aKIMIOYEHMS.

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

KoHcynbTaHTlntoC: npumeyaHue.
O nopsgke w  cpokax onpedeneHns B3auMO3aMEHSIEMOCTM JeKapCTB JIEKAPCTBEHHbIX MNpenapaTos,
3apernctpupoBaHHbIx Ao 01.03.2020, cm. ¢T. 3 ®3 o1 27.12.2019 N 475-03.

CrtaTbs 27.1. BsaauMo3amMeHAeMOCTb JieKapCTBEHHbIX NpenapaToB Afsl MEAULMHCKOrO NPpUMeHeHUs
(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3aMmMo3aMeHSeMOCTb JIEKapCTBEHHbIX MpenapaTtoB Afs MELULMHCKOrO MPUMMEHEHUs1 onpeaensieTcs
YNOMHOMOYEHHbIM  doefeparnbHbiM OpraHOM UCMOMHUTENBHOW BMNAcTW, OCYLLUECTBASKOLUM FOCY4apCTBEHHYIO
perncTpaumio nekapcTBeHHbIX NpenapaTtoB ANs MeAULMHCKOro NPUMMEHEHUS, B paMKax OQHOro MeXayHapoaHOro
HenaTeHTOBaHHOIO (MMM XMMUYECKOTO, UMK FPYMNNMPOBOYHOr0) HAMMEHOBAHNS] HA OCHOBE 3aKITHOYEHUSI KOMUCCUM
3KCMEPTOB 3KCMEPTHOIO YYPEXAEHUA O B3aNMO3aMEHSIEMOCTU flekapCTBEHHOrO npenaparta And MeguuuHCKOro
NpMMEHeHs nMBo O TOM, YTO NEeKapCTBEHHbIV MpenapaT Afs MeOUUMHCKOTO MPUMEHEHMS He SABnseTcCs
B3aMMo3aMeHsieMbiM. [1opagook  onpedeneHns  B3avMMO3aMEHSIEMOCTM  JIEKAPCTBEHHbIX NpenapatoB  Ans
MEOMWLMHCKOrO MpuUMeHeHus u dopma 3akfyeHUss KOMUCCUM  SKCMEPTOB 3SKCMEPTHOro  yypexaeHus o
B3aMMO3aMEHSEMOCTM JIEKAPCTBEHHbIX MpenapaTtoB AN MEAMLMHCKOro NpuUMEeHeHuMst nnbo o TOM, 4TO
NekapCTBEHHbI  MpenapaT AN  MEOWMUMHCKOrO  MPUMEHEHMSI He  SABMsieTCA  B3anMO3aMEHSIEMbIM,
ycTaHaesnmBatotcs NMpaButensctesomMm Poccuinckon egepauuu.

2. Komuccusi aKCnepToOB SKCMEPTHOTO YYPEXOAEHUS [aeT 3akflyeHMe O B3aMMO3aMEHSIEMOCTU
nekapCTBEHHOro npenapara ans MeguumHCKOro NpuMMEHeHUs NMbo O TOM, YTO NIEKAPCTBEHHLIN npenapart ans
MEOULMHCKOrO TMPUMEHEHUS1 He SIBMSIeTCs B3aMMO3aMeHSIEMbIM, Ha OCHOBaHUWM Cregyrolwmnx KpuTepues
(xapakTepucTuk):

1) akBMBaneHTHOCTb (ANA GuoaHanorosbix (6MONOAOGHbLIX) NekapCTBEHHLIX npenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX W KOMWYECTBEHHbIX XapakKTepUCTUK dapMaueBTUYEecKnX cybcTaHumMm unu
COMOCTaBUMOCTb aHTUIEHHOro COCTaBa BaKUMH. Vcnonb3oBaHue pasnuyHbIX comnen, 3UpoB, KOMMIIEKCOB,
N30MepoB, KpucTannmuyecknx ¢opm n Apyrmx NpousBOAHbIX OOHOTO M TOrO Xe OEeWCTBYIOLLEero BellecTBa He
ABMSETCA NPEnsaTCcTBMEM ANA OonpederneHus B3aumo3aMeHSeMOCTW NeKapCTBEHHbIX MpenapaToB, ecnn npu
npoBedeHun uccrnegoBaHns  OMOIKBMBANEHTHOCTM  MIEeKapCTBEHHOrO  Mpenapata  wnn  nccnegoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTU NEKapCTBEHHOro npenaparta JoKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMMBbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

pasnuunii  papMakoKMHETUKM U (Mnn) 3dpEeKTMBHOCTM 1 Ge30nacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS;

2) O9KBMBANEHTHOCTb feKkapCTBeHHON ¢opmbl. [1og SKBMBANEHTHbIMU  fleKapCTBEHHbIMU  hopMamu
MOHMMAIOTCS1 pasHble NekapCTBEHHbIE (DOPMbI, MEKLLME OAMHAKOBbIE CNOCO0 BBEAEHNS U CNOCOD NpUMEHEHMS,
obnagatome conoctaBUMMbIMU (DapMaKOKMHETUYECKMMM XapakTePUCTMKaMy 1 hapMaKkonormyecknm 4encTBUEM
n obecnedvmBaroLLne TaKkKe OOCTUXKEHME HEOOXOOUMOroO KIMHWYecKkoro adpdpekta. Pasnuumsa nekapcTBeHHbIX
hopM He SABNATCA NPENATCTBUEM ANS ONpPeAerneHns: B3anMo3aMeHEMOCTU NTIeKapCTBEHHbIX NpenapaToBs, ecnu
npyM npoBedeHUn uccrnedoBaHus OWMOIKBMBANEHTHOCTM JEeKapCTBEHHOro mnpenapata WM uUccnegoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTU NEeKapCTBEHHOro npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuunii  hapMakokMHETUKM U (Mnn) 3dpeKTMBHOCTM M Ge30nacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS;

3) OKBUBANEHTHOCTb WM  COMNOCTaBMMOCTb COCTaBa BcCMoMoraTtesibHbIX BelwlecTB JieKapCTBEHHOro
npenaparta Aand mMeanunHCKOro npuMeHeHus. Pasnuuusa coctaBa BcnomMmoraTenbHbIX BeLwecCTB 1eKkapCTBeHHOro
npenapaTa He SBNATCHA NPensTCTBUEM ANs onpeaeneHus B3aMMO3aMeHseMOCTH NekapCTBEHHbIX NpenapaTos,
€ecnv npu NpoBefeHNn uccriefoBaHus OGUO3KBUBANEHTHOCTU FIEKAPCTBEHHOMO npenaparta WM uccriefoBaHus
TepaneBTMYECKON 3KBUBAIIEHTHOCTU FIEKAPCTBEHHOMO npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumini  hapMakoKUHETUKM U (M) 3GPdEKTMBHOCT M 0e30nMacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEOMWLMHCKOrO NpUMeHeHus. [py HannumMn KIUHUYECKM 3HAYMMbIX pPasnvyuuin  hapMakoKMHETUKU U (1nn)
apcpekTMBHOCTM 1M 6GE30MacHOCTM  NEKapCTBEHHOro  npenapata Ans  MEOUUMHCKOrO  MpUMEHEHUs
B3aMMO3aMeHSIEMOCTb OnpeaensaeTcs ¢ yka3aHMeM Ha UCKIYEeHe OTAEMbHbIX FPpYnn NauueHTos;

4) ngeHTUYHOCTb cnocoba BBeAeHUS 1 cnocoba NpUMEHEHNS;

5) COOTBETCTBME TMpPOM3BOOUTENA JEKAPCTBEHHOrNro cpeacrtea Tpe6OBaHMHM npaBun Hagnexawen
I'IpOI/I3BOH,CTBeHHOl7I NPaKTUKN.

3. OnpegeneHve B3auMMO3aMeEHSEMOCTM BOCMPOU3BEAEHHbIX JIEKApPCTBEHHbIX MNpenapatoB  Ans
MEOULMHCKOTO MPUMEHEHUs, YykasdaHHbix B 4Yactm 10 cratem 18 HacToswero ®depepanbHOro 3akoHa,
ocyLecTBnsieTcs 6e3 HeobXxoAMMOCTM JoKa3aTenbCTBa X OG1MOIKBMBANEHTHOCTU.

4. OcobeHHOCTM onpegeneHns B3anMO3aMEHAEMOCTU OUMONOrMYecknx IeKapCTBEHHbIX Mpenapartos,
KOMOVHUPOBaHHLIX FEeKapCTBEHHbIX MpenapaToB (coaepXawux KomOuHauuio AByX u 6Gonee AenCTBYHOLLMX
BELLECTB), NEKapCTBEHHbIX NpenapatoB AN NapeHTepanbHOro MUTaHus M HeAO3MPOBAHHBLIX NEKAPCTBEHHbIX
npenapaToB ycTaHaBnuBatloTcs lNpaButensctBoM Poccunckon ®enepaumn.

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

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

7. B cnyyae BKMOYEHUA B MHCTPYKLUMIO MO MeOULUMHCKOMY NMPUMEHEHWIO NEeKapCTBEHHOro npenapara Ha
OCHOBaHUM pe3ynbTaToB COOTBETCTBYIOLLMX WCCNEeAoBaHWI NoKasaHuii Ans NpuMeHeHWs!, KOTopble OTnYalTCs
OT TMoOKasaHui AN MPUMEHEHUs APYrMX JeKapCTBEHHbIX MpenapaTtoB W3 TIpynnbl  B3aMMoO3aMeHsieMbIX
NeKapCTBEHHbIX NMpenapaToB, B NepeyvHe B3auMo3aMeHsIEMbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeaULMHCKOro
NpUMeHeHWs1 4oMKHa OblTb ykasdaHa COOTBETCTBYLLAs UHpopMaLKSI.

8. TllepeyeHb B3aMMO3aMeHSiEMbIX JI€KapCTBEHHbIX MNpenapaTtoB Ans MeAWUMHCKOro MpUMEHEHUS
pasmellaeTcs YrnofHOMOYeHHbIM hegepanbHbIM  OPraHOM  MCMOMHUTENbHOW  BNacTv, OCYLLECTBASOLWNM
rocygapCTBEHHYI0 perucTpaumio NekapcTBEHHbIX MpenapaToB ANd MeOUUMHCKOrO MNPUMEHEHWsi, Ha CBOEM
odmumansHom cavite B cetu "UHTepHeT". WHopmauns B NepeyHe B3aMMO3aMeHSIEMbIX J1eKapCTBEHHbIX
npenapatoB And  MEAULMHCKOrO  MpUMeEHeHus OOHOBNsieTcsl  yka3aHHbIM  dhefeparnbHbiM - OpraHoMm
NCMONHWUTENBHON BacTV C Y4ETOM HOBbIX 3aperMcTpMpOBaHHbIX NIEKApCTBEHHbIX NpenapaToB A MeAULMHCKOro
NMPUMEHEHUS W BHECEHHbIX W3MEHEHWN B [OKYMEHTbl, COAepXaluMecs B perncTpauMoHHbIX [AOCbe Ha
3aperncTpupoBaHHbIe NiekapCTBeHHble npenapaThbl 415 MEAULMHCKOrO NPUMEHEHMS.

www.consultant.ru CrpaHuua 49 n3 120
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BC8ECFE2D3E08080CB3B4954B1C0B434A5ABA5F0D97BBEA3BC5FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
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 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

9. [opagok vcnonb3oBaHWs WMHQOPMauMn O B3aMMO3aMEHsieMblX JleKapCTBEHHbIX npenapatax Ang
MEeOULMHCKOTO NMPUMEHEHWS U MOPSAOK Aadn pasbACHEHU N0 BONPOCaM B3auMO3aMeHSEMOCTU NEKapCTBEHHbIX
npenapaToB Ans MeQULMHCKOrO NPUMeHeHNs ycTaHaBnmeatoTcs lNpasuTensctBoMm Poccuiickon deagepaumn.

KoHcynbTaHTln0C: npumeyaHue.

Cpok pervuctpaumm nekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro npuMeHeHus, uctekarowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roay, npogneH Ha 12 mecsues ([MoctaHoBneHue [lNpaButensctea PP ot
12.03.2022 N 353).

CtaTbs 28. PeructpaumoHHoe yAoCTOBepeHue fieKapcTBEeHHOro npenapara

1. PernctpauuoHHOe ya0CTOBepeHue NekapcTBEHHOro npenapaTa C ykasaHWeM NekapCTBeHHbIX hopM U
[103MPOBOK BblOaeTcd 6GeccpoyHO, 3a WCKIYEHMEM PEerncTpauLMoHHOrO YAOOCTOBEPEHUS JIeKapCTBEHHOro
npenaparta, BbldaBaemMoro CO CPOKOM [EWCTBUA MATb eT, Ha BrepBble pernctpupyemble B Poccuickol
defepaumm nekapcTBeHHble NpenapaTbl.

2. Tlo wncTeyeHun ykaszaHHOrO B YacTu 1 HacTodwen cTaTbM Cpoka BblaaeTcss ©GeccpoyHoe
perncTpaumoHHoe YyOOCTOBEpeHWEe NekapCTBEHHOro npenapata npyv  YCNOBMM  NOATBEPXAEHUS  ero
rocygapCTBEHHONM permcTpaumm.

3. B cnyyae BHeceHuss B cootBeTcTBUM cO cTaTbsamu 30 u 31 Hactosiwero degepanbHOro 3akoHa
N3MEHEHWUI B COepXallMecsi B perncrpauumoHHOM [OCbe Ha 3aperMcTPUpPOBaHHbIV NEeKapCTBEHHbIV Npenapat
OOKYMEHTbI, 3aTparvBalolnx CBeOEeHUsi, OTPaXEHHble B PErMcTpauMoHHOM YOOCTOBEPEHWUM JIEKAPCTBEHHOIO
npenapara, ynofIHOMOYEHHbIN cbeaepanbHblili opraH UCMONHUTENBHON BRacTW BblAaeT HOBOE PErncTpaumnoHHOe
yOOCTOBEPEHUNE NIEKAPCTBEHHOMO Npenapara, cogepallee BHECEHHbIE B HEMO N3MEHEHUS.

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

4. B cny4ae yTpaTtbl Unn NOBpPEXAEHUS permcTpaunoHHOro yaocToBepeHUs NekapcTBEHHOro npenapara no
3asBMEHNI0O B MUCbMEHHOM opMe [fepXaTens wnu Bnagenbua pPerncTpauuoHHOrO  yOOCTOBEPEHMS
NIeKapCTBEHHOro npenapaTta UM ynosIHOMOYEHHOrO MMM APYroro Hpuanveckoro nuua o Bblgadve gybnukaTa
PErncTpaumoHHOro YAOCTOBEPEHUSA JIEKAPCTBEHHOrO npenaparta YMONHOMOYEHHbIM dheaepanbHbIl  opraH
WCNOSTHUTENBHOW BNAcTU B CPOK, HE MPEBbLILWAKLWNA AecAaTn paboumx AHEN CO AHS MOCTYNMEHUs 3asiBNeHus,
BbldaeT Aybnukat perncTpaumMoHHOro yAOCTOBEpPEHUs fekapCTBEHHOro npenapaTta. 3a Bblgadyy aybnukarta
perncTpaumoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOro mnpenapaTta B3MMaeTCsd roCyfapCTBeHHas [ownuHa B
COOTBETCTBMM C 3aKoHoaaTenbCcTBOM Poccunckon ®egepaunm o Hanorax n cbopax.

(vacTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlInoC: npuMmeyaHue.

Cpok pervcrpaumm nekapCcTBeHHOro npenapaTa Ansi BETePUHAPHOro NpuMeHeHus, nctekarowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npogneH Ha 12 mecsues ([MoctaHoBneHue lNpaButensctBa PP ot
12.03.2022 N 353).

CraTbn 29. MNoaTBepXAeHUe rocyAapCTBEHHON perucTpauum fekapcTBeHHOro npenapara
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. MoaTeBepxaeHne rocygapCTBEHHOM perucTpauvm NeKkapCTBEHHOro npernapaTta OCYLLUEeCTBRASIETCS Mpu
Bbldaye 6eccpoYHOro perncTpaumoHHOro yYAOCTOBEPEHUSA NEKapCTBEHHOrO npenapaTta B cryvae, Yka3aHHOM B
yacTu 2 ctaTbu 28 HacTosilero PegepanbHOro 3akoHa, B CPOK, HE MPEBbLILLAKLINA LecTUaecaTy pabounx aHemn
CO [HSA MNOMNy4YeHUst COOTBETCTBYIOLLMM YMNOMHOMOYEHHBIM defeparbHbiM OpraHoM MWCMOSNTHUTENbHOW BNacTu
3asBMeHNst O NOATBEPXKAEHUN rOCYOAapCTBEHHON perncrpauumn ekapcTBeHHoro npenapaTta. He ocyuiectensercs
noaTBEPXXAEHME rocyaapCTBEHHON perncTpaumm B OTHOLLEHUWN NIEKAPCTBEHHOMO npenapaTta, He HaxOAMBLUErOCH
B obOpaweHun B Poccuinckon degepaumm B Te4eHne Tpex n bonee net, a Takke B OTHOLUEHUN NIEKapCTBEHHOrO
CpeacTBa, NPOU3BELEHHOrO C HapylleHnem TpeboBaHusl, yCTaHOBMNEHHOIo YacTblo 3.7 ctatbn 71 HacTosLEro
degeparnbHOro 3akoHa.

2. 3asiBnieHne O MNOATBEPXKOEHWM TOCYAAPCTBEHHOM perucTpaummn JiekapCTBEHHOro mnpenapaTta Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

MEOULMHCKOrO MPUMEHEHMST MPEACTaBNSIETCA B COOTBETCTBYIOLUMI YNONMHOMOYEHHbIA heaepanbHbli opraH
WCMONHUTENBHON BNacTM He paHee Yem 3a CTO BOCEMbOECAT [AHEM [0 WCTEYEeHUs Cpoka [eNCTBUS
pPerMcTpaLmoHHOro YAOCTOBEPEHMS NEKapCTBEHHOMO nNpenapaTa Ans MegMumMHCKOro NPUMEHEHUS.

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

2.1. 3asiBrneHne O MOATBEPXOEHWM TOCYAapCTBEHHOW pErMcTpauMm JekapCTBEHHOrO Mpenapata ang
BETEPVMHAPHOIO NPUMEHEHUS] MPeacTaBnseTcd B COOTBETCTBYHOLUMIA YNOMHOMOYEHHBIN doefeparnbHbiil opraH
WCMONTHUTENBHOM BIAacTM He paHee YeM 3a CTO BOCEMbAECAT [OHEW OO0 WCTEeYEeHMs1 cpoka [OeNcTBus
perncTpaumoHHOro yaoCTOBEPEHUS NNEKAPCTBEHHONO NpenapaTa A41s BeTEPUHAPHOro NPUMEHEHUS 1 He Nno3gHee
OKOHYaHWUSA CpOKa ero encTang.

(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

3. MoaTBepxaeHWe rocyaapCTBEHHOW perucTpauMu nekapcTBEHHOrO Mpenapata OcCyLlecTBrnseTcss Mo
pesynbTataMm 9KCnepTn3bl OTHOLUEHUS OXMUAAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCcTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaToOB MOHUTOPUHra 3pdekTMBHOCTM M 6e30nacHOCTM feKapCTBEHHOro
npenapaTa, NPOBOAUMOrO AepXXaTeneM Unu BragenbLeM PerncTpauuoHHOro YAOCTOBEPEHUSI NIEKapCTBEHHOMO
npenaparta fnMbo YrnorHOMOYEHHbLIM UMW HOPUANYECKMM FULOM, @ TakKKe COOTBETCTBYHOLUMM YNONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BNacT B COOTBETCTBUM C TpebGoBaHUSMM cTaTbl 64 HacTosiLero
depepanbHOro 3akoHa.

4. K 3asgBneHuio o noareepXxageHun Focyﬂ,apCTBeHHOﬁ pernctpaumnmn nekapCTtBeHHOro npenaparta and
MeaANLIMHCKOIro NpuMeHeHna npunararoTca:

1) BOKYMEHTbI, coaepalume pesyrnbTaTtbl MOHUTOPUHIa 3pPeKkTUBHOCTM U BE30NacHOCTU NIEKAPCTBEHHOIO
npenapaTta Ansg MeguLMHCKOro NpUMEeHeHWsi, NPOBEOEHHOro aep)aTenem wunv Bnagenbuem pernctTpauuoHHOro
YOOCTOBEPEHUS JIEKAPCTBEHHOro npenapata Ans MeauUMHCKOrO MPUMEHEHUs NGO YNorHOMOYEHHBIM UM
IopyaMYECKMM NULIOM, Mo opMe, YTBEPXKOEHHON YMONTHOMOYEHHbLIM ddefeparibHbIM OpraHoOM UCMONTHUTENbHOM
BNacTu;

2) cBegeHus O paTe npefocTaBneHnss M PermcTpauuoHHOM HOMeEpe MULUEH3MM Ha Npou3BOACTBO
NeKapCTBEHHbIX CPeACTB UMM CBEOEHUs O gaTe NpeaoCTaBNeHus U permcTpaumoHHOM HOMeEpe 3akNiYeEHUsd O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHLIX CPeACTB TpeboBaHNSAM NpaBui Haanexallen NPon3BOACTBEHHOMN
NpaKkTUKK1, NPegoCTaBMEHHbIX YNOMHOMOYEHHbIM doeeparibHbiM OPraHOM MCMOSTHUTENBHON BNACT B OTHOLLEHWM
NPOV3BOACTBEHHOW MIOLLAAKM NEKAPCTBEHHOrO npenapaTta Ansg MeguuMHCKOro NPUMEHEeHWs, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clnyyae, ecnv npouM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro npuMeHeHus ocylecternseTcs B Poccunckon ®egepaunn;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

3) Kkonusi nNpenoCTaBEHHOM  YMOJTHOMOYEHHBIM OpraHoM CTpaHbl MNPOUM3BOOAUTENS JULEH3MM Ha
NMPOW3BOACTBO FIEKAPCTBEHHOIO Npenaparta Ansi MegUUMHCKOrO NPUMEHEHUs U ee NMepeBof Ha PYCCKUIN S3bK,
3aBepeHHble B YCTAHOBMEHHOM Mopsiake, a TakkKe KOMusi 3aKMi4YeHUs O COOTBETCTBUM MPOWM3BOAUTENS
NeKkapcTBEHHbIX CpeAcTB TpeboBaHWSM nNpaBui  Hagnexallem nPOU3BOACTBEHHOW NPaKTUKWU, BbladaHHOIO
YMONTHOMOYEHHbLIM  (befiepanbHbIM - OpraHOM  UCMOMHUTENBHOW BNacTM B OTHOLIEHUA MNPOW3BOLACTBEHHOMN
nrnowagkM nekapcTBEHHOro npenapata Ans MeOMUUHCKOrO MNPUMEHEHWsi, FOCyAapCTBEHHas pervcrpauus
KOTOpPOro MOATBEPXOAETCS, WM KOMUS PELUEHUs YMOSTHOMOYEHHOro dheaepanbHOro opraHa MCMONHUTENbHOM
BNacTM O TMpPOBEAEHUN WHCMNEKTUPOBAHUS MPOM3BOAMTENS JEKApCTBEHHbIX CPEeACTB B Cryvae, €ecnu
NPOM3BOACTBO JIEKAPCTBEHHOro npenaparta Anst MeauuUMHCKOro NMPUMEHEHUS OCYLLECTBNSIETCA 3a Npeaenamu
Poccuiickon ®epepauuu.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)
(4acTb 4 B pen. PepepanbHoro gakoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeHUN OBUOMNOrMYEeCKUX neKapCTBEHHbIX MpenapaToB AN MEeAUUUHCKOrO MNpUMEHeHUs
3aaBuUTENb AONOMHUTENBHO NPEACcTaBnsAeT pesynbTaTbl MEPONPUATUA, NPegyCMOTPEHHLIX NNaHOM ynpaBneHus
puckamu, YTBEPXAEHHbIM YMOMHOMOYEHHbIM defeparnbHbiM  OpraHOM  MCMOMHUTENbHOW  BRactu  npwu
OCYLLIeCTBIEHMM rOCYyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta ans MeauuUMHCKOro NpMMEHEeHWs.
(4acTb 4.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3aaBneHuio o noarsepXxgeHun FOCWJ,apCTBeHHOIZ perncTtpaunmn nekapCtBeHHOro npenapara Aand
BeTepunHapHOro NpUMEeHEeHUsA npunararoTcd OOKYMEHTHI, coaepxailine pe3ynbTaTthbl MOHUTOPWUHIa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

a(hbdeKTUBHOCTN 1 Ge30MacHOCTM NEKAPCTBEHHOIO npenapara Ans BETEPUHAPHOrO MPUMEHEHUSA, MPOBOLMMOrO
Jepxatenem wunu BnagensueM pPerncTpaumoHHOro YOOCTOBEPEHWs fekapCTBEHHOro npenaparta [Ans
BETEPVMHAPHOIO MNPUMEHEHNs MO0 YMONTHOMOYEHHbIM MM OPUOUYECKM IMUOM, Mo dhopme, YTBEPKAEHHOM
YMNOSTHOMOYEHHbIM dhefieparnbHbIM OpraHoOM MCMOMHUTENBHOWM BNACTX, U JOKYMEHTbI, yKa3aHHble B NyHKTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkta 4 yactu 3 ctatbu 17 HacToswero ®egepansHoro 3akoHa. B oTHoweHun
NMMYHOBMOMNOMMYECKNX FeKapCTBEHHbLIX MpenapaToB AONs BETEPUHAPHOrO MPUMEHEHUS He NpeacTaBnsoTCS
cBefleHUs, yKkasaHHble B noAanyHkte "k" nyHkta 4 yactu 3 ctatbu 17 Hactosiwero depepanbHoro 3akoHa. B
OTHOLLEHUN fEeKapCTBEHHbIX npenapatoB AnNd BeTepMHapHOro MPUMEHEHUS, MNOSYyYEHHbIX C MNPUMEHEeHNeM
reHHO-UHXEHEPHO-MOAMMULNPOBAHHBIX OPraHNM3MOB UMW CoAepXalnx Takme OopraHu3Mbl, AOMOSTHUTENBLHO
npeacTaBnsalTCa cBeAeHus, ykasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepansHOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
02.08.2019 N 297-d3)

4.3. 3aaBuTenb BrpasBe MNpeAcTaBuTb C 3asBIEHWEM O MOATBEPXAEHWM roCyAapCTBEHHOW perucTpauuu
neKkapCTBEHHOro npenaparta Konuio AOKyMeHTa, MOATBEpXAaloLllero ynnaTy rocygapCTBEHHOM MOLWMMHLI 3a
NOATBEPXKAEHNE rOCYyOAPCTBEHHOM perncTpauuMn nekapCTBEHHOro fpenapaTta, a Takke BblJaBaemble
(npepoctaBnsaemMble) YNONHOMOYEHHbIMU  pbefepanbHbIMY - OpraHamMu  UCMONHUTENBHON BracTy  AOKYMEHTHI
(cBemeHus), ykasaHHble B NyHKTax 2 M 3 4yactm 4 Hactoswen ctatbn. B cnyyae wux HenpeacrasneHus
YMOIHOMOYEHHbIN  defeparnbHbli OpraH WCMONHWTENbHOW BRAcTW 3anpalivMBaeT YyKasaHHble [OOKyMEHTb
(cBeaeHus) B nopsgke MexBedoMCTBEHHOTO MHGOPMAaLMOHHOIO B3aUMOAENCTBUS.

(vacTb 4.3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeyeHne gecsatn paboumx OHEN CO OHS MPUHATUSA 3asBeHUs O NOATBEPXAEHUWU rocyaapCTBEHHOW
perucTpaumMm nekapCTBEHHOro nmnpenapata WM [OKYMEHTOB, CoOAepXaliMx pesynbTatbl  MOHUTOPWHra
3 eKTMBHOCTM M Ge3onacHOCTM feKapCTBEHHOrO npenapaTa, NpoBOAUMOro AepXaTenem wnu Bragenbuem
pervcTpaumoHHOro yAoCTOBEPEHUSA NeKapCTBEHHOro npenapata Nnbo ynomHOMOYEHHbIM UMW IOPUANYECKUM
nMLOM, YNONHOMOYEHHbIV dheaepanbHbIi OpraH UCNOMHUTENBHOW BRacTu:

1) npoBOAUT NPOBEPKY MNOJIHOThI cBedeHun, cogepxalunxca B npencraBlieHHbIX 3adBUTeNeM JOKYMEeHTaXx;

2) NpMHUMaEeT peLleHne o0 NpoBedeHn U 06 OTkase B NPOBEAEHUN SKCNEPTU3bl OTHOLLEHNUS OXMOaemom
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IEeKapCTBEHHOro npenapata Ha OCHOBaHUW pesynbTaToB
MOHUTOpUHra 3dEKTUBHOCTU U GE30MacHOCTM fekapCTBEHHOro npenapara, NpoBOAUMOro AepxaTernem unm
BragernbLeM perucTpaumoHHOro yOOCTOBEPEHUSA MeKapCTBEHHOro npenapata Nnbo YNOMHOMOYEHHbIM UMW
lopnanyeckum nuuoM, a Takke dedepanbHbIM  OpraHoOM UCMOMHUTENbHOW BNactu B COOTBETCTBUM C
TpeboBaHusiMn cTaTbk 64 HacTosiwero ®eaepansHOro 3akoHa;

3) yBegomMmnsieT B 3NEKTPOHHOW popMe UM NUCbMEHHOW (popMe 3asiBUTENS U SKCMEePTHOE yupexaeHue o
MPUHATOM pelleHun nNnbo B criydae MPUHATUS pelleHns o6 OTKa3e B MpOBEOEHWM 3KCMepTu3bl yKasbiBaeT
MPVYMHBI TAKOro OTKasa.

6. B cnyyae BbIsSiBNeHUS HeOOCTOBEPHOCTUM U (MNU) HEOOCTATOMHOCTM WMH(bOpMaumu, copepxallencs B
NPeLCTaBMEHHbIX 3asBUTENEM [OKYMEHTAX, YMNONIHOMOYEHHbIM befepanbHbll OpraH MCNOMHUTENBHON BNAacTy
HanpaBnseT 3asdBuTento 3anpoc 06 yYTOYHEHUM yKa3aHHOW WHdOopMauuu. 3anpoc  YNONHOMOYEHHOro
dregepanbHOro opraHa WCMNOSHUTENbHOW BIlacTU MOXeT ObiTb nepedaH YMNoSIHOMOYEHHOMY MNpPeaCTaBUTENO
3aaBUTENS NIMYHO MOA PACMUCKY, HANpPaBMeH Mo NoYTe 3akasHbIM MMCbMOM WY NepedaH B SMEKTPOHHOM dhopme
no TEeNneKkoOMMyHMKaUMOHHbIM KaHanam cBsa3M. B cnyyae HanpaBneHus 3anpoca  YNONHOMOYEHHOro
denepanbHOro opraHa UCNOMHUTENBHOW BAACTU NO MOYTE 3aKasHbIM MUCbMOM OH CUYMTAETCS MOMyYeHHbIM MO
NCTEeYEHMM LLECTN OHEN C AaTbl HAanpaBreHWst 3aKkasHoro nNucbma.

7. BasButenb o06s3aH NpeacTaBMTb OTBET Ha 3anpoc YMNOSIHOMOYEHHOro dheaepanbHOro opraHa
NCNOSTHUTENBHOM BNACTU B CPOK, HE MPEBbILALWNA AeBAHOCTa paboynx gHen co AHs ero nonyyveHus. Cpok,
yKasaHHbI B 4acTu 5 HacToswen cTaTtbl, NPUOCTaAHaBNMBAETCA CO OHA HanpaBneHus 3asBUTENo 3anpoca
YMONTHOMOYEHHOro dheepanbHOro opraHa UCMOMHUTENBHOW BNAcTW A0 OHSI MOIyYEHUS UM COOTBETCTBYOLLENO
oTB€Ta W HEe Y4YUTbIBAETCA MNPU WUCYUCIIEHUN CpOKa MOATBEPXKOAEHUS TOCYAAapCTBEHHOW perucrpauum
niekapCTBEHHOrO npenapara.

8. OcHoBaHueM ans oTkasa B npoBeageHnn aKkCcnepTn3bl OTHOLLUEHUA oXngaemon nonb3bl K BO3MOXHOMY
PUCKY TNMpUMEHEeHUA TJeKapCTBEHHOro npenapata sdaBndeTtcd npeacraBneHne  LOOKYMEHTOB, coaepiKawnx
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

pe3ynbTaTbl MOHUTOPUHra 3hEKTUBHOCTN M Be30MacHOCTU eKkapCTBEHHOro npenapara, u (Mnun) B OTHOLLEHUN
Buonornyecknx nekapcTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIIEHUS MEepOonpuATMA B COOTBETCTBUMU C
NnaHoOM YNpaBfneHUs puUCKamu, YTBEPXAEHHbIM YMONHOMOYEHHbIM dedepanbHbiM OPraHoM WCMOSHUTENbHOW
BMAacCTW MpM OCYLLECTBNEHWUN FOCY4apCTBEHHON perncTpauumn nekapCcTBeHHOro npenapara, B HENosHOM o6beme,
OoTCyTCTBME WHpopMauun, noareepxaowen akT ynnaTbl rocyaapCTBEHHOW MOLWISMMHbI 3a MOATBEPXAEHUe
rocylapCTBEHHOW pernctpauuMu nekapCTBEHHOro npenaparta, nvMbo HenpeacTaBreHve 3asiBUTENEM B
YCTaHOBIEHHbIN CPOK OTBETa Ha YyKasaHHbIA B 4acTy 6 HacToswewn craTbu 3anpoc YMNOSIHOMOYEHHOro
deaepanbHOro opraHa MCNOMHUTENbHOW BNAcTW, a Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTax uHdopmaumm,
KoTopas AofkHa BbITb B HUX OTpaxeHa.

9. SKcnemesa OTHOLLEHMSI OXWOAEMOWN MNOMb3bl K BO3MOXHOMY PUCKY MNMPUMEHEHUA IneKapCTBE€HHOro
npenapara B UenAax noarBepXxaeHuA rocyp,apCTBeHHon pernctpaunmn nekapcrtBeHHOro npenapara npoBoanTCA
Komuccunen SKCNEepTOB 3KCNEPTHOro y4ypexgeHud B CPoK, He ﬂpeBbILuaIOU.J,I/IVI COpOKa pa60t-w|x OHen.

10. B crnyyae HeOoCTaTOYHOCTM MpeacTaBlieHHbIX 3KCMepPTy MatepuarioB Ans Aadu 3akmioYeHUs akcnepT
obpallaeTca K pyKoBOAWTENIO IKCMEPTHOrO YYpeXAeHUs O MpenocTaBreHnn emy HeoGXOAUMbIX MaTepuarnos.
PykoBoauTenb 3KCNepTHOro yypexaeHusi obpallaeTca C COOTBETCTBYIOLIMM 3anpocoM B YMNONHOMOYEHHbIN
dhenepanbHbIl OpraH MCMNOSIHUTENbHOW BNacTW, BblAaBLUWIA 3a4aHUe Ha MPOBEAeHVE 3KCMepTU3bl OTHOLLIEHMWS
0XXnaaemon nosib3bl K BO3MOXXHOMY PUCKY MPUMEHEHUSI NEKapCTBEHHONO Mpenapata Ha OCHOBaHWW [OKYMEeHTa,
cofepkallero pesynbTatbl MOHUTOPUHra 3MEKTUBHOCTU U Ge30macHOCTM ekapCTBEHHOro npenapaTta. B
TeyeHue NSTM paboumx AHEN Co OHS NMOCTYMNNeHUs 3anpoca PyKOBOAMTENS SKCMIEPTHOMO YUPEXAEHNUS yKasaHHbIN
theneparnbHbIi OpraH UCNOMHUTENBHOW BNacTV HanpaBnseT 3asiBUTENIO 3anpoc O NpeAcTaBeHnn HeobXoaAMMbIX
maTtepuanoB, KOTOPbIA MOXeT ObiTb nepedaH YMNONHOMOYEHHOMY NpeACTaBUTENO 3asBUTENs JMYHO MNoAd
pacnucKy, HanpaBneH Mo no4YyTe 3akasHblM TMWCbMOM WM nepedaH B 3MEKTPOHHOW dopme  no
TENeKOMMYHUKALUMOHHBIM KaHanam cBsisau. B criyyae HanpaBneHusi 3amnpoca ynoSfIHOMOYEHHOro dedepanbHoro
opraHa UCMonHMTENbLHOM BRAcTV MO NoYTe 3aka3HbiM MUCbMOM OH CYATAETCS MOMyYEHHBIM MO UCTEYEHUN LLIECTU
JOHel ¢ AaTbl HanpaeneHus 3akasHoro nNucbMa.

11. 3agButenb 0053aH npeAcTaBuUTb OTBET Ha 3anpoc YMOSTHOMOYEHHOro dedepanbHOro opraHa
WCMNOMHUTENBHOW BRACTU B CPOK, HE NMPEBbIALWNA WEeCTUAeCATn pabounx gHen co OHSA NOMyYeHUst yka3aHHOro
3anpoca. YNorHOMOYeHHbIM heaepanbHbI opraH UCNOSTHUTENBHOM BNacTu, BblAaBLUWW 3a4aHne Ha npoBefeHue
3KCMEePTU3bl OTHOLLEHMS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NekapCcTBEHHOro npenapaTa Ha
OCHOBaHUWM [OOKyMEHTa, CoAepXallero pesynbTaTtbl MOHUTOpPUHra 3addeKTMBHOCTM U BesonacHoOCTU
NekapCTBEHHOrO npenapara, B TeYeHWe nNAaTu pabounx OHEeW cOo OHA MOCTYnfeHus OT 3asBUTENs OTBETA Ha
3anpoc YNOMHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW BMacTU HarnpasnseT 3ToT OTBEeT B
aKcnepTHoe y4dpexaeHve. B cnyyae HenpeacTaBneHns Mo UCTEYEHMM LIECTUAECATM pabounx AHEN 3asBUTENEM
OTBETa Ha YyKasaHHbIN 3arnpoc YMNOMHOMOYEHHbIV dyefeparnbHblid opraH MCMOMHUTENbHOW BracTW, BbiAaBLUUN
3afjaHve Ha npoBedeHMe 3JKCMEePTU3bl OTHOLUEHMS OXWMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs
neKkapcTBeHHOro npenaparta Ha OCHOBaHWUM [OKYMeHTa, cofepXallero pesynbTatbl MOHUTOPUHra
ahbdekTMBHOCTN 1 ©E30MacHOCTU NleKapCTBEHHOIO MpenapaTa, B TedeHue NATn paboumx gHen HanpaenseT B
3KCcnepTHOE yupexaeHue yBeloMMNeHne o0 HenpeacTaBneHum 3asBuTenem oTBeTa Ha 3anpoc yKasaHHOro opraHa.
Bpema co gHs HanpaBneHus 3anpoca 3KCNEepPTHOro y4pexaeHust B YNOSHOMOYEHHbIN dedepanbHbli opraH
NCNONMHUTENBLHOW BNAcTN A0 AHA MOMYYEHUS 3KCNEPTHLIM ydYpexaeHneM OoTBeTa Ha 3anpoc Unu yBedoMIIeHUs O
HenpeacTaBrneHMM OTBETa Ha 3anpoc He YYUTbIBAaeTCA Mpu WCHUCINEHUN CpOKa MPOBEOEHUA SKCrepTusbl
OTHOLUEHUS OXMAaeMOWN MOrb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUS NEKapCTBEHHOMO npenapaTta Ha OCHOBaHWU
OOKYMeHTa, CoAepXallero pesynbTaTbl MOHMTOpPUHra 3dEeKTMBHOCTM M 6e30MacHOCTU NIEKAPCTBEHHOIO
npenaparTa.

12. B cpokK, He npeBblluatoWmi 4ecaTn paboumx AHEN Co OHS NONYYEHUS 3aKMioYeHUs KOMUCCUM SKCNEpPTOB
no pesynbTatamM 3KCMEPTU3bl OTHOLIEHUA OXMOAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSs
neKkapCTBEHHOro npenaparta, COOTBETCTBYIOLLMIA YMNONHOMOYEHHbIV dedeparnbHbli OpraH MUCMOSHUTENbHON
BracTu:

1) OCyLUeCTBNAEeT OUEeHKYy 3TOro 3aki4YeHua aOnda onpegerieHna ero CooTBeTCTBUA 3adaHUK Ha
npoeegeHne yKa3aHHOl71 9QKCNEPTU3bI;

2) NpUHUMaEeT peLleHne O MOATBEPXKAEHUWN TOCYyAapCTBEHHONW pernctpaumu NekapCTBEHHOro npenapara
unu o6 oTkase B NOATBEPXKOEHUM roCyAapCTBEHHOWN perncTpauun NekapcTBeHHOro npenapaTa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

3) BHOCUT MpWU MPUHSTAM PELLUEHUS O MOATBEPXKAEHWM TOCYAAPCTBEHHOM PEerncTpaumm NekapcTBEHHOTO
npenaparta CBeAeHWUs B rocyaapCTBEHHbIN PeecTp NekapcTBEHHbLIX CPeACTB U BblaaeT 3asiBuUTento 6eccpoyHoe
perucTpaunoHHoe yA0CTOBEPEHNE NEKapCTBEHHOrO npenapara.

13. OcHoBaHuMem And oTKasa B MOOTBEPXOEHWM T[OCYSAPCTBEHHOM perucTpauum nekapCTBEHHOMO
npenapata SBMseTCA  3aKMOYEHWE  COOTBETCTBYHOLWIErO  YMOSIHOMOYEHHOro  doedeparnbHOro  opraHa
NCNOSTHUTENBHOM BACTU O TOM, YTO PUCK NMPUYMHEHUS] Bpeaa 340POBbLI0 YenoBeka Unn XXMBOTHOMO BCreacTeme
npuema nekapCcTBEHHOro npenapara npesbilaeT 3PHEKTUBHOCTb €r0 NPUMEHEHNS.

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

14. B nepuwog npoBegeHus npouenypbl NOATBEPXKAEHNA roCy4apCTBEHHOW perucTpauum nekapcTBeHHOro
npenapaTta ero obpatieHne B Poccuinckon Pegepaumm He npuocTaHaBnmMBaeTcs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX MpenapaToB OO UCTEYEHMS CPOKa FO4HOCTU, NPON3BEOEHHbIX
B TEYEHMWEe CTa BOCbMMUAECATWU KaneHOapHbIX OHeW nocfe faTbl MNPUHATUS YMONIHOMOYEHHbIM defeparnbHbIM
OpPraHoM WCMOJTHUTENbHOM BRAcTU peLIeHnst O NOATBEPXKAEHUN rOCY4apCTBEHHOW pernctpaumm, B COOTBETCTBUN
C MH(popMaumen, coaepxallencs B JOKYMEHTax permcTpaumMoHHOro 4ocbe Ha fiekapCTBEHHbIM Npenapat Ao AaThl
NPUHATUSA TAKOrO peLLEeHUS.
(B pea. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

Crtatba 30. BHeceHMe M3MeHEHUA B OOKYMEHTbI, coAepaluMeca B perMcTpauMoHHOM [oOCbe Ha
3aperMcTpupoBaHHbLIW NeKapCTBEHHbIM NpenapaTt Ans MegULUUHCKOro NnpuMeHeHus

1. B uensix BHeCEHWs W3MEHEHUWA B [OOKYMEHTbl, CoAepXallnecsa B PerncTtpauumoHHOM [OCbe Ha
3aperncTpUpOBaHHbIN NEKapCTBEHHbLIM NpenapaTt Ansi MeauMUMHCKOro NPUMEHEHWUd, OepxaTtenb unv Brnagenew
PErMcTpaLnoHHOro yaOCTOBEPEHMUS NIEKAPCTBEHHOTO Npenapara UM yrnonHOMOYEHHOE UM Apyroe puanyeckoe
nvuo (ganee B HacToslen cTaTbe - 3asBUTENb) MpeAcTaBrisieT B YNOMHOMOYEHHbIN dedepanbHbIi OpraH
WCMONTHUTENBHOW BMacTM 3asiBieHMEe O BHECEHUW TaKMX M3MEHEeHUn no ¢opMe, YCTaHOBIEHHOM
YMNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu, U npunaraemble K HEMY U3MEHEHUs B
yKa3aHHble AOKYMEHThI, @ Takke AOKYMEHTbI, NoATBEPXAaoLWMe HeO6X0OUMOCTb BHECEHUSI TAKNX N3MEHEHW.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 04.06.2018 N 140-d3)

1.1. Tpn HeobGXOAMMOCTM BHECEeHUs] B [OOKYMEHTbI, codepXaliMecsi B PErucTpauMoHHOM [JOCbe Ha
3aperncTpuUpoOBaHHbIN NIEKAPCTBEHHbBIA NpenapaT Ans MegULMHCKOrO MPUMEHEHUS, N3MEHEHUI, YKa3aHHbIX B
nyHKTe 3 YacTu 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHNs SKCNepTusbl kKayecTBa fekapCTBEHHbIX CPEACTB,
3aaBuUTENb OOMNOMHUTENBHO MPeaCcTaBnseT B YNONHOMOYEHHbIN defeparnbHbld opraH UCMNONTHUTENBHOW BNacTu
CBeeHus1 0 JaTte NpeaocTaBrieHUst U PernMcTpaumMoHHOM HOMepe NULEH3UM Ha MPOM3BOACTBO NEKAPCTBEHHbIX
CPEACTB WIM CBEAEHWs O AaTe NpeaocTaBfieHuMst U PermcTpauuoHHOM HOMEpPE 3aKYeHWs O COOTBETCTBUM
Npon3BOOMTENS JNEKAPCTBEHHbLIX CpeAcTB TpeboBaHMAM NpaBwui Hagnexalen npon3BOACTBEHHOW MPAKTUKWU,
BbldaHHbIX (MPEAOCTaBMEHHbIX) YMNOMIHOMOYEHHbIM d)eaepanbHbiM  OpPraHoM  MCMOMHUTENbHOW BRactm B
OTHOLUEHUN W3MEHEHHON W (Mnn) AONOMHEHHOW NPOW3BOACTBEHHON MNIOLWAAKM NeKapCTBEHHOro npenapara, B
crny4ae, ecnv Npou3BOACTBO JleKapCTBEHHOrO npenapara ocyuiectensieTcsas B Poccuickon Pegepauun, nubo
CcBefieHMs O JaTe NpeAoCTaBleHUs U perMcTpauroHHOM HOMepe BblAAHHOW YNONHOMOYEHHBIM OPraHoOM CTpaHbl
npon3BoauTenst NUUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHOIO Mpenapata U ee NepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTaHOBJIEHHOM MOpSAKE, a Takke CBeOeHUs O gaTe NpPeAoCTaBfeHUMst U pPermcTpauyuoHHOM
HOMEepe 3akrl4YeHUss O COOTBETCTBUM MNPOM3BOAUTENSA J1EKAPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBun
Hagnexaliem npou3BOACTBEHHOW MPaKTUKWA, BbIAAHHOMO  YMNOMIHOMOYEHHbIM  heaeparnbHbIM  OpraHoM
WCNOSNTHUTENBHOW BAcTU B OTHOLIEHWN WM3MEHEHHOW W (MNn) LOMNOSIHEHHOW MPOM3BOACTBEHHOM NMOLLaaKM
NeKkapcTBEHHOro npenapaTta, WM CBeAeHWUst 0 gaTe MpefoCTaBIieHUs U PEerucTpalMoOHHOM HOMEpE pelleHust
YMOSTHOMOYEHHOro  befeparnbHOro opraHa WCMOSNHWUTENbHOM BAAacTM O MPOBEAEHUN WHCNEKTUPOBAHMS
Npon3BOOMTENS JeKapCTBEHHbIX CPeACTB B Crlydae, €cnu NPOW3BOACTBO JIEKAPCTBEHHOrO Mpenapara
ocyLecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumn.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
27.12.2019 N 478-03)

1.2. Tlpyn Heo6XxoOAMMOCTM BHECEHUS B [OOKYMEHTbl, COAepXalimecs B pPerncTtpaumoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIA NeKapCTBEHHbIM npenapaTt ANnd MeAWMUUHCKOrO MPUMEHEHUS, U3MEHEHWUW, YKasaHHbIX B
NyHKTE 4 YacTn 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHNs SKCNepTusbl kKavyecTBa fekapCTBEHHbIX CPEACTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

3asBMTENb OOMOSNTHUTENBHO NPeAcTaBnsieT B YNONHOMOYEHHbIV dhedeparnbHbIi OpraH UCMONTHUTENbHOW BacTu
cBefleHVs1 O JaTe NpPeAoCTaBfeHUs M pPerucTpauMoHHOM HOMEpE JIMLEH3MU Ha MPOU3BOLCTBO JIEKAPCTBEHHbIX
CpeacTB wunu cBedeHusl O JaTte NnpedoCTaBfieHVs U PErMCTPaUMOHHOM HOMepe 3aKMYeHUs O COOTBETCTBUU
npoun3BoauTena nekapCTBeHHbIX CcpenctTs Tpe6OBaHI/IF|M npasun Ha,u,nemau.l.eﬂ I'IpOI/ISBO.lJ.CTBeHHOVI NPaKTUKK,
BblOaHHbLIX (NPedoCTaBnNeHHbIX) YMNOMHOMOYEHHbIM (beaepanbHbIM - OpraHoOM  UCMOMHUTENbHOW Bractu B
OTHOLLUEHUN NPOU3BOACTBEHHOW MMOLWAAKM NeKapCTBEHHOro npenaparta, B Ccryvyae, ecnM npou3BOACTBO
nekapCTBEHHOrO npenapaTta ocyulecTBnsietcs B Poccuiickon ®epepaunn, nmnbo cBegeHnss o aate
NpefoCTaBNEeHNs U PErMCTPaLMOHHOM HOMEpPE BblOAHHOW YMOMTHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS
NMLUEH3MM Ha MpOU3BOACTBO JIEKApCTBEHHOrO npenapata M ee MNepeBof Ha PYCCKUM £I3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM MOpPsAKe, a TakkKe CBEAEHUS O AaTe NpeaoCTaBreHnst U permcTpaumoHHOM HOMepEe 3aKnioveHus
(0] COOTBETCTBUU npounssoaunTena leKapCTBEHHbIX cpeacTte Tpe6OBaHI/IF|M npasun Hap,ne»(au.l,eﬁ
NpOn3BOACTBEHHOW NPaKTUKK, BbIAAHHOrO YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoOM MCMOMHUTENbHOW BNacTu B
OTHOLLUEHMUN NPOM3BOACTBEHHON MITOLLAAKN EKAPCTBEHHOIO Npenapara, UM CBefeHnsi 0 faTe NpefoCTaBneHns
N PEerMcTpaumoHHOM HOMEpPE pPeLUEHUS YMNOHOMOYEHHOro doeeparnbHOro opraHa WCMOMHUTENBHOW BNAactu O
NpOBEAEHUN WHCMEKTMPOBaHUSA MNPOU3BOAUTENS FEKapCTBEHHOIO CPeAcTBa B Criyyae, ecnv npou3BoACTBO
NekapCTBEHHOro npenapara ocyLecTenseTcsa 3a npegenamm Poccuinckon ®epepauun.

(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
27.12.2019 N 478-d3)

1.3. TpuHATME pelleHns 0 BHECEHUUN U3MEHEHMUI UM 06 OTKase BO BHECEHUN U3MEHEHUIA B AOKYMEHTHI,
cogepxaiwimecsas B PErucTpaumMoHHOM [OCbe Ha 3aperMcTpvpOBaHHbIA MNEKapCTBEHHbIN npenapat  Angd
MEeOULMHCKOTO MPUMEHEHUs, B Ccryvyae HeobxoaMMOCTU MPOBEAEHUS 9KCMepTU3bl KavyecTBa NeKapCTBEHHbIX
cpeactB M (MNM)  OKCNEpTU3bl OTHOLLIEHWS OXWOAEMOW MONb3bl K  BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBeHHOro npenapaTta Ans MeOuLMHCKOrOo MPUMEHEHUS OCYLIECTBNAETCA B CPOK, He MpeBbIlLatoLunii
AeBsiHOCTa pabounx AHEN, a B OCTaNbHbIX CNy4asx B CPOK, HE MpeBbILAWMA Tpuguatn pabounx gHeEn co OHs
NPUHATUA YNONHOMOYEHHbLIM befepanbHbiM OpraHoOM WCMOSTHUTENbLHOW BriacTy 3asiBMEHUs O BHECEHUWN Takux
N3MEHEHNN.

(4actb 1.3 BBeaeHa PepepanbHbiM 3akoHoM 0T 04.06.2018 N 140-93)

1.4. YnonHomMouyeHHbIN deaepanbHbIA  OpraH WUCMNOMHUTENbHOW BMAcTM C  Y4eToM pesynbTaToB
hapmakoHaz30pa M NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB, HAXoOaWMXCa B rpaxgaHckom obopoTe,
YCTaAHOBMEHHbIM TpeboBaHMAM K MX KayeCcTBy B Te4YeHMe [ecAaTu pabouMx OHeW CcO AHS MNOCTYNneHus
COOTBETCTBYIOLLEN MHOPMAUUKM pasmellaeT Ha CBoeM oduumansHoOM cante B ceTu "HTepHeT" cBegeHus o
HEOOXOAMMOCTU BHECEHWUsI B WHCTPYKUMIO MO  MEeAULMHCKOMY TMNPUMMEHEHUIO FeKapCTBEHHOrO npenapara
N3MEHEHWU B OTHOLLEHWM CBEAEHMI O MOKa3aHWAX AN MPUMEHEHUS M NPOTUBOMOKA3aHUAX ONS NPUMEHEHUS
NeKapCTBEHHOMO npenapara, BbIsIBNEHHbIX MOOOYHBIX OENCTBUSAX, HEXenaTerbHbIX peakumsax npu npuMeHeHun
NIeKapCTBEHHOro npenapata u yBegoMnsaeT o6 3TOM B SfIEKTPOHHOW (hopMe UM NMcbMeHHon dopme (Ha
OymaKHOM HocuTene) pepxartens wnu Bragenbla pPerncTpaumMoHHOrO yOOCTOBEPEHMSI JIEKAPCTBEHHOTO
npenapaTta (MnM YNOMHOMOYEHHOE MM JpYroe pUAMYECKOe NULO), a TakkKe AepxaTtenen unu BnagenbLeB
perncTpaumMoHHbIX YAOCTOBEPEHUN JEKApCTBEHHbIX NpenapaTtoB (UMM YNOMHOMOYEHHbIX UMW OpYrux
IOPUAMNYECKMX UL, KOTOPbIE ABMAIOTCS B3aMMO3aMeHSEMbIMU.

(4acTb 1.4 BBegeHa PepepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-03)

1.5. Jepxatenb nnu Bnagenew, perncTpaumMoHHOro yaooCTOBEPEHUS NeKapCTBEHHOrO npenapara, a Takke
aepxatenn wnuM  Bnagenbubl  PErmcTpaunoHHbIX  YAOCTOBEPEHUM  JleKapCTBEHHbIX MpenapaTtoB  (Mnu
YMONIHOMOYEHHbIE VMMMW Jpyrue lpuauyveckme nuua), KoTopble SBMSOTCA B3auMMo3aMeHsieMbiMU, 00s3aHbl
npeacTaBuTb B YMOMHOMOYEHHbIV dhedepanbHbIi OpraH WCMOMHWUTENbHOW BriacTW 3asiBfieHUss O BHECEHUW
N3MEHeHU B OOKYMEHTbI, coAepKalinecs B perncTpaumoHHbIX 4OCbE Ha 3aperncTpupoBaHHbIe NeKapCTBEHHbIE
npenapaTtbl Ans MEAWMUUHCKOrO MNPUMEHEHWsi, B OTHOLEHWM CBEOEHWW, YKa3aHHbIX B WHCTPYKUUM MO
MEeOULMHCKOMY MNPUMEHEHWMI0 feKapCTBEHHbLIX MpenapaToB, B TeyeHue copoka pabounmx p[Hen co  OHs
pasMeLleHns YNoNTHOMOYEHHbIM defepanbHbiM OpraHoOM MCMONMHUTENBHOW BRacTn MH(opmMauun, ykasaHHOM B
Yyactu 1.4 HacTosLen ctaTbk. [laHHOe TpeboBaHKe He pacnpoCcTpaHseTCs Ha Cryvan BHECEHNS B UHCTPYKLMIO MO
MEOVNLUMHCKOMY MPUMEHEHMWIO NEKapCTBEHHOro npenapata W3MEHEHWA B OTHOLIEHUW HOBbIX MOKasaHum Ons
NMPUMEHEHWS NeKapCTBEHHOroO nNpenapaTta Ha OCHOBaHWUN pe3yfbTaToB COOTBETCTBYHOLLMX NCCIIeA0BaHNN.

(yactb 1.5 BBegeHa PepepanbHbiM 3akOHOM OT 27.12.2019 N 475-03)

2. 3KCﬂepTl/I3a JNEKapCTBEHHbIX CpeaACTB B YaCTWU 3KCNepTu3bl Ka4eCTBa J1IeKapCTBEHHOIO cpeacrtea u (VIJ']I/I)
9QKCNEPTU3bl OTHOLLEHNA OXngaemomn nosnb3abl K BO3MOXHOMY PUCKY NPUMEHEHNA NEeKapCTBEHHOIO nNpenapara ans
MeaULUMHCKOro npuMeHeHua npoBoauUTCcA B Crlydae BHeCeHusa N3MeHeHNN B OOKYMEeHTbI, cofepXalluecqa B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

PerncTpaunoHHOM JOCbE Ha 3aperncTpUMpoBaHHbIN NeKapCTBEHHbIN NpenapaT, B OTHOLLEHWU:
1) cBEAEHUIA, YKa3aHHbIX B MHCTPYKLMU MO MEAMLMHCKOMY NPUMEHEHMIO NIEKAPCTBEHHOIO Npenapara:

a) JleKapcTBeHHadA (bopma C YKasaHuem HaMMeHOBaHMA W KONMYECTBEHHOrO COCTaBa ﬂeVICTByIOU.LMX
BeLleCTB U Ka4eCTBEHHOIo coctaBa BCMoMoraTesibHbIX BELWECTB (I'Ipl/l HeobxoQMMOCTM KONMYECTBEHHOIO COCTaBa
BCnomoraTtesibHbIX BeLlJ,eCTB);

6) d)apMaKOJJ,I/IHaMI/IKa n (*)apMaKOKMHeTI/IKa (3a NUCKIro4YeHnem (*)apMaKOKMHeTI/IKM romeonaTn4yeckmnx
JNIeKapCTBEHHbIX NpenapaTtoB N PACTUTESIbHbIX NNEKAPCTBEHHbLIX npenapaTOB);

B) MOKa3aHus Ansl NPUMEHEHHS;
r) NPOTUBONOKA3aHWA Ansi MPUMEHEHWS;
4) Mepbl NPegoCTOPOXHOCTM NPU NPUMEHEHUN;

e) YKa3aHne BO3MOXHOCTU U ocobeHHocTeln NPUMEHEHNA NeKapCTBEHHOIo npenaparta gna MmeguumHCKOro
NPpUMEHEeHUA 6epeMeHHbIMVI XeHWnHamMu, XKeHwunHammn B nepuon rpygHoro BCKapMIiiMBaHUA, OeTbMWU,
B3pOCIbIMN, UMELLMNMUN XPOHNYECKne 3aboneBaHus;

)K) pexnm Oo3npoBaHuA, cnocobbl BBeAeHMs1 U NPpUMEHEHNA, Nnpu HeobxoaMMocCTun BpemMAa npunemMa
NlekapCTBeHHOro npenaparta, NpoaoJKUTENIbHOCTb J1Ie4eHuA, B TOM Ynucne y neTen 4o 1 nocne o4Horo roaa;

3) BO3MOXHble MoboYHble ,D,eVICTBI/Iﬂ N HeXenaTtellbHble peakuun npun npmmMmeHeHnn nekapCTtBeHHOro
npenaparTa;

1) CUMNTOMbI NepPefo3NPOBKU, MEPBI MO OKa3aHMI0 NOMOLLM NpU Nepeao3npoBKe;
K) B3aumogencTeue ¢ ApyrMMmu nekapcTBeHHbIMY npenapatamMu n (unu) NnUweBbIMU NPoayKTaMu;
n) cbopMbl BbiNyCcKa NekapCTBEHHOro npenapaTa;

M) ykadaHue (Npu HeobxoamMmocTu) ocobeHHOCTel OeNCTBUSA NeKapCTBEHHOro npenaparta npu nepsom
npveme unu npun ero oTMeHe;

H) cBegjeHnda O BO3MOXHOM BJIUAHUN JeKapCTBeHHOro npenapara gnd MeguuuHCKOro npmMmeHeHud Ha
CMocobHOCTb ynpaendaTb TPAHCNOPTHLIMU CpeacTBaMn, MexXxaHn3mMmamu,

0) CPOK oAHOCTU U yKa3aHue Ha 3anpeTt npuMeHeHUA NneKapCTBeHHOro rnpenaparta no Ucte4eHum cpoka
roOAHOCTH;

n) yCNoBUS XpaHeHus:;

p) yCnoBus OTMycKa;

2) cocTaBa nekapCcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNS;

3) n3MeHeHMs MecTa NPOM3BOACTBA fIEKAapCTBEHHOIO NpenapaTta Anst MegULMHCKOTO NPUMEHEHNS;

4) n3meHeHus nokasaTernemn kayecTsa NiekapCTBEHHOro npenapara AN MeguUMHCKOro NPUMEHeEHNs 1 (Unum)
MEeTOO0B KOHTPOJIsi Ka4ecTBa NlekapCTBEHHOro npenapara Ans MeanLMHCKOro NpUMEHEHNS;

5) usmeHeHusi cpoka roqHOCTM JIeKapCTBEHHOro NpenapaTa Ans MEAULMHCKOrO NPUMEHEHUS;

6) cBedeHUi 0 HEOBXOAUMOCTI BHECEHNS UHbBIX U3MEHEHWUIA B MHCTPYKLMIO MO MeaULMHCKOMY NMPUMEHEHWIO
NeKkapcTBEHHOro npenaparta, a Takke B WHble OOKYMEHTbI, COAepXalluecs B PerucTpauuMoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIl NekapCTBEHHbI Mnpenapat. Npyu 3TOM pelleHMe O NPOBeAEHWM IKCMepTU3bl KadecTBa
NeKapCTBEHHbIX CPeACTB U (MNN) 3KCNIEePTU3bl OTHOLLEHNS OXXUAAEMOW MOMb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWS
neKkapcTBEHHOro npenapaTa Ans MeAULMHCKOro MPUMEHEHUS MPUHUMAaETCA B COOTBETCTBUM C YTBEPXXOEHHOM
YNOMHOMOYEHHBLIM beeparnbHbiM OpraHoM UCMOMHUTENbBHOW BNacTy kKnaccudukaumen N3mMeHeHUin, BHOCUMBbIX B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

OOKYMEHTbI, codepallmecs B peErmcTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbI NeKapCTBEHHLIN NpenaparT.
(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. 3asBuTenb BnpaBe NpeacTaBUTb MO COBCTBEHHOM WMHMLMATMBE BMECTE C 3asABIIEHVNEM O BHECEHWM
N3MEHEeHW B JOKYMEHTbI, CoAepxallmecs B perucTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIV NleKapCTBEHHbIN
npenapaTt Ansg MeguumMHCKOro MPUMEHEHUS, KOMUM OOKYMEHTOB, MOATBEPXOAtoLWMX ynnarty rocyfapCTBeHHOM
OOWNNHBLI 38 BHECEHME B [OKYMEHTbI, COAep)XallMecs B PerncTpauMoHHOM [OCbe Ha 3aperncTpypoBaHHbLIN
neKkapcTBeHHbIN nNpenapaTt Ans MeAULMHCKOrO MPUMEHEHUS, N3MEHeHW, TpebyloLwmMx NpoBeAeHNs IKCnepTu3bl
nekapCTBEHHbIX CPEeACTB B YacTW 3KCNepTM3bl KayecTBa fekapCTBEHHOIo cpeactsa U (Unn) 3KCnepTusbl
OTHOLWIEHMS OXuOaemMon Monb3bl K BO3MOXHOMY PWCKY MNPUMEHEHWUS feKkapCTBEHHOro npenapata Ang
MEeOULMHCKOTO MPUMEHEHUS, rOCyAapCTBEHHOW MOWMWHbLI 33 BHECeHMe B [OOKYMEHTbl, coaepxaiimecs B
perncTpaumoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHBIN NpenapaT Ana MeauUMHCKOro NPUMEHEHWs,
N3MeHeHu, He TpebyLWwnx NPOBEAEHMS SKCNepTW3bl NEKapCTBEHHOro CcpefcTBa, a Tawkke BblgaBaeMble
(npepocTaBnsemble) yNONHOMOYEHHbIMW bedepanbHbiMU  OpraHaMn  WUCNOMHUTENbHOW BRAacTW  OOKYMEHTbI
(cBegeHusn), ykasaHHble B YyacTax 1.1 n 1.2 HacToswen ctatbu. B cnyvae nx HenpeacTasneHns ynorHOMOYEHHbIN
dhedepanbHbI OpraH UCMOMHUTENbHOW BNAcTV 3anpalivMBaeT yKa3aHHble AOKYMEHTbl (CBedeHus) B nopsiake
MeXBEeAOMCTBEHHOrO MH(POPMaLMOHHOIO B3aMMOAENCTBUS.

(vacTb 3 B peq. PenepansHoro zakoHa ot 27.12.2019 N 478-93)

4. B TeueHue pecatn paboumx gHEn Co AHS MOCTYMIEHUS YKa3aHHOro B 4acTu 1 HacTosiwen cratbu
3asBMeHNs U HEOBXOAMMbIX JOKYMEHTOB YNONHOMOYEHHbIN dheaepanbHbIi OpraH UCNOMHUTENBHOW BriacTu:

1) npoBOANT TMPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npenctaBlieHHbIX
3adaBuTesieMm Mmartepuanax,

2) NpMHMUMaeT peleHne O npoBefeHUN YKa3aHHbIX B 4acTu 2 HacTosilen crtaTtby COOTBETCTBYHOLLNX
JQKCNEPTU3 NNeKapCTBEHHOIO cpeacrTtea nnn 00 oTkase B ux npoBeaeHnn;

3) yBegomnsieT B 3MIEKTPOHHON UMK NMUCbMEHHOW bopMe 3asBUTENST O NMPUHATOM PELLEHUN UNKU B Criyyae
NPUHATUA pelleHns 006 OTkase B MPOBEOEHUM COOTBETCTBYIOLLEN IKCNEpPTM3bl C yKa3aHUEM MPUYUH TaKoro
OTKa3sa.

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

4.1. B cny4yae BbISIBNIEHNss HEOOCTOBEPHOCTM CBEAEHMIN, coaepXalluxcs B NpeacTaBneHHbIX 3asiBUTeNeM
MaTepuanax, ynorHOMOYEHHbIN befepanbHbIi OpraH UCMOMHUTENbHOW BNACcTWU HanpaBnseT 3asaBMTENo 3anpoc
00 YTOYHEHWUM yKa3aHHbIX cBeAeHWU. [aHHbI 3anpoc MoxeT ObiTb nepeaaH ynoriHOMOYEHHOMY NMPeACTaBUTENHO
3as8BUTENS NIMYHO NOA PacnucKy, HanpaBfeH Mo noyTe 3akasHbIM MMCbMOM UMW NepeaaH B 3MeKTPOHHOW dhopMme
Mo TeneKkoMMYHUKaUMOHHbIM KaHanam cBs3W. B crnyyae HanpaBneHus gaHHOro 3amnpoca Mo Nnoyte 3akasHbIM
MMCbMOM OH CYMTAETCS MOMNYyYEHHbIM NO UCTEYEHUW LIEeCTUN AHEN C AaTbl HAaNpaBeHWs 3aka3Horo NMcbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aaBuTenb 006si3aH NpeacTaBuMTb OTBET Ha 3anpoc YrNONHOMOYEHHOro deaeparibHOro opraHa
WCMONHUTENBHON BMacTu B CPOK, He MpeBbIWAWMIA AeBAHOCTa pabounmx AHel Co AHS MONyYeHUs OaHHOro
3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosILLEN CTaTby, NMPMOCTAHABNNBAETCH CO AHSA HanpaBneHus 3asBUTENHO
3anpoca ynofHOMOYEeHHOro defAepanbHOro opraHa UCMOMHUTENbHOW BRacTu A0 AHSA MOMyYeHus MM OTBeTa Ha
OaHHbIA 3aMnpoc M He Y4YMTbIBAETCS MPU UCHUCIIEHMM CPOKa MPUHATUS PELUEHMS] O BHECEHWM WU3MEHEHWUA B
OOKYMEHTbI, COAepXaLLmecs B permcTpaumMoHHOM JOCbe Ha 3aperncTpMpoBaHHLIN NIEKapCTBEHHLIN Npenapar Ans
MeOULMHCKOro NPUMEHEHUS.

(4acTb 4.2 BBegeHa PefepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM Ons oTkasa B NPOBEAEHUN YKa3aHHbIX B YacTU 2 HACTOSLLEN CTaTbi 3KCNePTU3 ABMNSeTCS
npeacTaBrneHne OOKYMEHTOB, NepeyvucrieHHbix B yacTtsax 1 m 3 Hactoswen craTbu, B HEMOfIHOM oObeme,
HenpeacTaBreHne 3asBUTENEM B YCTaHOBIMEHHBIN CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosiwen ctaTbu
3anpoc YNorHOMOYEHHOro pefepansHOro opraHa WCMOMHUTENbHOW BNactu, a Tawkke OTCYTCTBME B
npeacTaBrneHHbIX [OOKyMEeHTax [OCTaTOYHbIX CBedeHWW, MOATBepXAalwmux HeobxoaumMoCTb BHECEHUS
U3MEeHeHN, WnNu OTCYTCTBME UHAOpMaLuK, noaTBepxaarowen akT ynnaTbl rocyaapCTBEHHbIX MNOLUNH,
yKa3aHHbIX B 4acTn 3 HacTosLWEen CTaTbm.

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

6. YKasaHHble B YacTu 2 HacTOSILLEN CTaTbW 3KCNEepPTM3bl NPOBOAATCS B NOpsAKe, yCTAHOBIEHHOM CTaTben
23 HacTosiuero PenepanbHOro 3akoHa.

7. B cpok, He npeBblaWNA ecAaTn pabodunx gHeW co AHSA MOSydYeHUs 3akmo4YeHUn KOMUCCUIA SKCNepPTOB
no pesynbTaTaM yKa3aHHbIX B YacTW 2 HACTOSLLEN CTaTbW IKCMEPTU3, YNOMHOMOYEHHbIN doeaeparnbHbI opraH
MCMNOSNTHUTENbHOW BNACTU:

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

1) NPUHUMaET pelleHne o BHECEHNN N3MEHEHNIN B OOKYMEeHTbI, cogepxalinecd B permctpaumMoHHOM OOoCbe
Ha 3apeFVICTpVIpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapat AanAa MeauMumHCKOro npuMeHeHud, wunm 00 oTkase BO
BHECEHWMW TaKUX N3MEHEHWI;

2) BHOCUT B Focyﬂ,apCTBeHHblﬁ peecTp nekapcrtBeHHbIX cpeaCTB Ha OCHOBaHMW pelleHnA O BHEeCEHUU
N3MEHEHNIN B OOKYMEHTbI, coaepXxalimeca B peructpauMoHHOM OoCbe Ha 3apeFI/ICTpI/IpOBaHHbII7I ﬂeKapCTBeHHbIIZ
npenapart gna meanunHCKoro npmMeHeHund, HeobxoaMMble U3MEHEHNS U BO3BpallaeT X 3aAaBUTETTIO;

3) BbldaeT 3asiBUTENIO HOBOE PErncTpaumoHHOE yOOCTOBEPEHME NEKapCTBEHHOro npenapara B Criyyae
N3MEHEHNA CBEOEHWI, COOEPXKALLUMXCS B HEM.
(n. 3 BBeaeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHOBaHMEM AN OTKa3a BO BHECEHWM U3MEHEHWUI B JOKYMEHTbI, cCoAepXaliuecss B perMcTpaLmoHHOM
[OCbe Ha 3apernmcTpupoBaHHbIA NEeKapCTBEHHbIM npenapaTr AN MeOWMUMHCKOTO MNPUMEHEHWs, SBMSieTCs
3aKIoYeHne YMNorHOMOYEHHOro dedeparnbHOro opraHa WMCMOMHUTENbHOW BracT O BO3MOXHOCTU CHWXKEHUS
6e3onacHoCTU, kayecTBa, 3HEKTUBHOCTY NEKAPCTBEHHOTO CPEeACTBA B Clyvae BHECEHUS TaKMX U3MEHEHMWIA.

9. [lonyckaeTcst obpalleHne nekapCTBEHHbIX NpenapaToB ANg MEeOULUHCKOrO MPUMEHEHUS 0O UCTEYEHUS
CpOKa rogHoCTu, npon3BeneHHbIX B Te4eHne Cta BOCbMNOEeCATU ,IJ,HeI7I nocne gatbl NPUHATUA YNOJTHOMOYEHHbIM
degepanbHbiIM - OpraHOM  WCMOSTHUTENbHOW  BRAacTU  pPeleHnss O BHECEHUN W3MEHEHUA B [OKYMEHTbI,
coaepxalumecss B perMcTpauyMoHHOM AoCbe, B COOTBETCTBUM C MHGOPMaUMEN, copepKallencs B OOKyMeHTax
pPerMcTpaLmMoHHOro A4OCke Ha NEKapCTBEHHbIV Npenapar A0 AaTbl NMPUHATUA Takoro peLueHusl.

(vacTb 9 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MNpaButenbctBo Poccuiickon ®enepauun BnpaBe yCTaHOBUTb OCOBEHHOCTU BHECEHUSI U3MEHEHW B
OOKYMEHTbI, COAepXaLLMecs B permcTpauMoHHOM J0Cbe Ha 3aperncTpMpoBaHHbLIN NIEKAapCTBEHHbIN Npenapar Ans
MEOULMHCKOTO MPUMEHEHMS, B criydae AedeKTypbl UMM pucka BO3HWKHOBEHUS AedEKTYpbl NEKAPCTBEHHbIX
npenapaTtoB B CBA3NW C BBedeHWeM B oOTHoweHun Poccuiickon ®epepauum  OrpaHUYMTENbHBIX  Mep
3KOHOMMYECKOTO Xapakrepa.

(vactb 10 BBegeHa depepanbHbimM 3akoHoM oT 08.03.2022 N 46-03)

Crtatba 31. BHeceHMe M3MeHEHUN B OOKYMEHTbI, coAepaluecs B perMcTpauuMoHHOM Aocbe Ha
3aperMcTpupoBaHHbLIW NeKapCTBeHHbIW NpenapaT Ansa BeTepUHapHOro NnpuMeHeHus

1. B uensix BHeCEHWs] W3MEHEHWA B [OOKYMEHTbl, COAEepXallnmecs B PEerncTpauumoHHOM [OCbe Ha
3aperncTpuUpoBaHHbIN NEKapCTBEHHbIN Npenapart Ans BeTePUHAPHOro NpUMEHEHUs, AepXxaTenb unv Bnageney,
perncTpaLmoHHOro yaoCTOBEPEHUST NNEKAPCTBEHHOMO npenapara unu ynonHoOMoO4YeHHOe UM ApYyroe opuamyeckoe
nmuo (ganee B HacTosILLEW cTaTbe - 3asdBUTENb) NpeAcTaBnsieT B YMNOMHOMOYEHHbIN defepanbHbI opraH
UCNONMHUTENBHOMW BMAcTU 3asBfeHMe O BHECEeHUW TaKkuxX U3MEHeHUn no ¢opmMe, YCTaHOBNEHHOM
YNOSTHOMOYEHHbIM (hbefeparnbHbiM OpraHOM WCMOMHUTESNbHOW BMlacTU, W NpunaraeMble K HEMY U3MEHEHUs B
yKa3aHHble OOKYMEHTbI, a Takke AOKYMEHTbI, MOATBEpXaarLme HeobXoaAMMOCTb BHECEHUST TaKUX U3MEHEHUN.
Mpn HeobXoaMMOCTU BHECEHWUST U3MEHEHUN B [OOKYMEHTbl, CoAepXaluMecsa B PermctpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIN NpenapaTt And BeTepMHapHOro MPUMEHEHUS, B Criydyasx U3MEHEHUs U
(vnn) gononHeHNs NPOM3BOACTBEHHOW MMOLAAKM NEKapCTBEHHOrO CPpeAcTBa, a Takke U3MEHeHUs rnokasartenemn
KayecTBa fiekapCTBEHHOro npenaparta 4fi BEeTEPMHAPHOrO NPUMEHEHNUst U (MNN) METOLOB KOHTPOSSA KayecTBa
neKkapCTBEHHOro npenapata A BEeTEPUHAPHOro MNPUMEHEHUS 3asBUTESNb OOMNOSIHUTENbHO NpeacTaBnseT B
YMOSTHOMOYEHHbIN hefepanbHbI OpraH UCMONHUTENBHOM BNAcTW cneayoLwmne AoOKyMeHThl (CBegeHus):

(B pea. PenepanbHOro gakoHa ot 27.12.2019 N 478-$3)

1) cBeaeHna O pgarte npepnoctaBlieHnda U permctpauuMoHHOM HOmMepe JuueH3nn Ha npoun3BoACcTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

neKapCTBEHHbIX CPEACTB, NPefoCTaBEHHOW NPOU3BOAMUTENIO NEKAapCTBEHHOrO Npenapata Ansi BeTepuHapHOro
NPUMEHEHWS, A4S POCCUNCKUX MPOU3BOAUTENEN;
(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBedeHuss O [pgaTe MpegocTaBfieHUss U PEermcTpauMoHHOM HOMEpe JIMUEH3MM Ha MNpPOM3BOACTBO
neKapCcTBEHHbIX CPeAcTB, NPedoCTaBfEeHHOW NPOM3BOAUTENIO (hapMaLeBTMYECKON cyGCcTaHuuK, BXOAsLLEN B
COCTaB fiekapCTBEHHOrO Npenapara Assi BeTEPUHAPHOro NPUMEHEHWS, ANs POCCUINCKMX MPON3BOAUTENEN;

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

3) Konus OOKYMEHTa, BblOaHHOrO YMNOMHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS ANS  KaXaown
NPOM3BOACTBEHHOW  MIOWAAKM  JIEKAPCTBEHHOro  npenapata ANnd  BETEPUHAPHOTO  MPUMEHEHUS U
MOATBEPXKOAMOLWEro COOTBETCTBME MNPOM3BOAMTENSA FEKAPCTBEHHOrO npenapata TpeboBaHUAM  OpaBui
Haanexallen NpoM3BOACTBEHHOW MPAKTUKW, U €ro NepeBoq Ha PYCCKUA A3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM
nopsiake, a Takke KOMus 3aKkmiYeHMs O COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM
npaBun Hagnexawen npon3BOACTBEHHON MPAKTUKW, BbIAAHHOIMO YMNOSIHOMOYEHHbIM heaeparnbHbIM OpraHoM
UCNONMHUTENBHOM BNACTU ANA  KaXAOW MNPOU3BOACTBEHHOW NMOWAaAKM NeKkapCcTBEHHOro npenapata Ang
BETEPVHAPHOIO MNPUMEHEHUs!, NMBO KOMUS peLleHuMs O MPOBEAEHUM WHCMEKTMPOBaHUS MNPOU3BOOUTENS
NeKapCTBEHHbIX CPEACTB, NPUHATOrO YNOMHOMOYEHHbIM hefeparnbHbiM OPraHOM MCMOMHUTENBHOW BnacTu Ans
Ka)XKOOW NPOW3BOACTBEHHOW NIIOWAAKM JIeKapCTBEHHOrO Mpenapata And  BETEPUMHAPHOro NPUMEHEHWS.
YKasaHHble [OKYMeHTbl NpeAcTaBnsioTCs B Criyyae, €Cnv NPOM3BOACTBO JleKapCTBEHHOro npenaparta Aans
BETEPMHAPHOro NPUMEHEHUs ocyLecTBNAeTCa 3a npegenamm Poccuinckon depepaumy;

4) xonusa OKYMEHTa, BblAAaHHOMO YNOMHOMOYEHHBIM OPraHOM CTpaHbl MPON3BOANTENSA hapMaLeBTUYECKON
cybCcTaHuumM 1 nogTBEpPXKOatoLLEero CoOoTBETCTBME NPOM3BOANTENSA dapMaLEeBTUYECKON CybCcTaHLMK, BXOOSLLEN B
COCTaB IeKapCTBEHHOro npenapaTta Ansi BETEPUMHAPHOIO MNPUMEHEHUsi, TpeboBaHWsM MNpaBwuil Hagnexallewn
NPOM3BOACTBEHHOW MPAKTUKW, U €ro NepeBof Ha PYCCKUA N3blK, 3aBEPEHHblE B YCTAHOBMIEHHOM Mopsiake, B
crny4yae, ecnu npousBoacTBO hapmaleBTUYeCKOM CybCTaHLMM OCYLLECTBISIETCS 3a npegenamu Poccuickom
degepauum.

(4acTb 1 B pea. PegepanbHoro gakoHna ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnv) AOMNONHEHMS NPOU3BOLCTBEHHOW NMOLLAAKN NeKapCTBEHHOro cpeacTaa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosILLeN cTaTbu, NPEACTaBNATCS 3asBUTENEM B OTHOLLEHUW N3MEHAEMOMN
n (UnNu) AOMNONHAeMOoW NPOW3BOACTBEHHOW MOWAAKM NekapCTBEHHOro cpefcTBa. PelleHne O BHeceHun
N3MEeHeHU B OOKYMEHTbI, cogepXalunecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIA NEKapCTBEHHbIV
npenapat Ans BETEPUMHAPHOro MpuUMeHeHus, unu o6 oTKa3e B WX BHECEHUW MpWHUMMAETCA B Chy4ae
HeobX0AMMOCTU MPOBEAEHUNS JKCNEPTU3bl NIEKapCTBEHHOrO cpeAcTBa B CPOK, He MpeBblalWmMin OeBSHOCTa
pabounx OHewn, a B ocTarnbHbIX Cly4asx B CPOK, HE MpeBblaoWmi Tpuauatn pabounx gHen co AHS NPUHATUS
YMOSTHOMOYEHHbIM (befiepanbHbIM OpraHoM UCNOSNHUTENBHOWN BracTu 3asiBNEHUSA O BHECEHUN TaKUX U3MEHEHUN.
(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumMu gepxatens unuM Bnagenbla pPerncTpauuoHHOro  yOoCTOBEpPEHMS
nekapCTBEHHOro npenapata ANd  BETEpUHapHOro npuMMEeHeHus, paspaboTymMka wunu  npousBoauTens
NneKkapCTBEHHOro npenapaTta A BETEePUHapPHOro NPUMEHEHWsT B 3asBIieHNMM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, coaepallnecs B perucTpalmMoHHOM 0Cbe Ha 3aperMcTpupoBaHHbI NekapCTBEHHbIN NpenapaT Ans
BETEPUMHAPHOro  MPUMEHEHUs,  YKa3blBalOTCA  [JaHHble  OOKYMeHTa, MoATBepXaalowero  BHeCceHue
COOTBETCTBYIOLLUMX WU3MEHEHMIA B EAWMHBIM rOCydapCTBEHHbI PeecTp topuanyveckmx nuvuy (4ns opraHu3auun,
3aperncTpupoBaHHbIX Ha TeppuTopumn Poccunckon depepaumm), unm MHOrO AOKYMEHTa, NoaTBEpPXAaloLero
peopraHu3aumio loprMau4eckoro nuua (4na opraHnsauun, He 3aperucTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumn). 3asBNeHne 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI, COAepXalimecs B perMcTpaumoHHOM AoCke Ha
3aperucTpupoBaHHbIN NeKapCTBEHHbIM MpenapaTt ANns BETEPUHAPHOro NPUMEHEHUd, U npuraraemMble K Hemy
OOKYMEHTbl NMpeacTaBnsaloTCca B YNOMHOMOYEHHbIN dbefeparnbHblii OpraH UCNONHUTENBHOW BNacTu He nosgHee
yem uyepe3 Tpuauatb paboumx [OHEM CO [OHSA BHECEHWs] COOTBETCTBYKOLUMX W3MEHeHMn B EauHbIn
rocy0apCTBEHHbIN peecTp opuandeckux nvy (4ns opraHusauun, 3apermcTpyMpoBaHHbIX Ha TeppuTopum
Poccunckon ®epgepaunn) wnmM co  OHA  MPUHATUSA  COOTBETCTBYIOWLEro [OOKYMeHTa, noATBepXaatoLero
peopraHvM3aumio lopManu4eckoro nuua (4na opraHnsauuin, He 3aperMcTpupoBaHHbLIX Ha Tepputopun Poccumnckon
depnepaummn). B cnyvyae peopraHusauum pepxartens wWnu Bragenbla perucTpauMoHHOro yAoCTOBEpPEeHUs
nekapcTBeHHOro npenapara ans BeTepUHapHOro NPUMeHeHNs 3asiBfieHne 0 BHECEHUN U3MEHEHUN B JOKYMEHThI,
cojepxalimecs B perMcTpauuoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM  fEeKapcTBeHHbIM npenapaTt  Aans
BETEPVMHAPHOIo MPUMEHEHWs, ModaeTcsd PUANYECKUM IUMLOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

npaBo BrialeHnst TakMM permcTpaLmoHHbIM YO0CTOBEPEHUEM.
(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

2. B cnyyae BHeceHWs W3MEHEHWA B [OKYMEHTbl, codepxalimecs B pPerncrpauymoHHOM [OCbe Ha
3aperncTpUpOBaHHbIN NEKApPCTBEHHLIN NpenapaT Ansi BeTePUHAPHOro NPUMEHEHUS, B OTHOLUEHUN CBeOEHWN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkrta 7 yactn 3 ctaten 17 Hactoswero ®eaepansHoro
3aKOHa, U3MEHEHUS W (MnM) OOMOSTHEHMS NPOM3BOACTBEHHOW MNMOLLAAKN NIEKAPCTBEHHOIO CPEeACTBa, a Takke B
cny4ae U3MeHeHUs mokasaTesnen kadecTBa NIekapCTBEHHOIO NpenapaTa A BETEPMHAPHOro NPUMEHEHUs 1 (Unu)
METO[O0B KOHTPONsS KayecTBa JIEKAPCTBEHHOro npenapata Ans BETEPUMHAPHOrO MPMMEHEHMSI NPOBOAUTCSA
3KCMnepTn3a NEeKapCTBEHHOrO CpeacTsa Ans BETePUHAPHOro npumMeHeHunsa. B cnyyae HeoBGXxoauMMOCTM BHECEHUS
WHbIX W3MEHEHWA B [OOKYMEHTbl, CoAepXaliMecss B perucrpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIA npenapaT Onsi BETEPUMHAPHOrO MPUMEHEHUs, 3KCrnepTuM3a IeKapCTBEHHOro cpeactea Ans
BETEPMHAPHOro NPUMEHEHUS HE NPOBOANTCA.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. 3asBuTenb BrpaBe MNpeacTaBUTb MO COOCTBEHHOW MHMLUMATMBE BMECTE C 3asiBIEHVMEM O BHECEHWUU
N3MEHEHWU B LOKYMEHTbI, COAEPXKALLMECA B PEMMCTPALMOHHOM [OCbE HA 3aperMcTPUpPOBaHHbIV NIEKAapCTBEHHbIN
npenapaT 4 BETEPMHAPHOIO MPUMEHEHMWS, KON OOKYMEHTOB, MOATBEPXKOAIOLLMX YMnaTy rocygapCTBEHHOM
MOLLMMHbI 3a BHECEHME B [OOKYMEHTbl, codepXallMecsi B PernctpaumoHHOM OOCbe Ha 3aperncTpupoBaHHbIV
NeKapCTBEHHbIN NpenapaT 415 BETEPMHAPHOrO NPUMEHEHUS, U3MEHEHUN, TPeOyLWNX NPOBEeEeHUS 3KCNEPTU3bI
NEKapCTBEHHOro CcpeacTsa, WM M3MEHEHURN, He Tpebylwmux npoBedeHUss 3KCNEepPTU3bl eKapCTBEHHOro
cpeactBa. B cnyyae HeoGXOOUMMOCTM U3MEHEHWUs CBELEHWUN, COAepXalMxXCs B  PErMcCTpauMoOHHOM
YOOCTOBEPEHUN NEKApPCTBEHHOrO Mpenapata AN BETEPMHAPHOIO NPUMEHEHWs, C 3asiBNIEHWEM, YKa3aHHbIM B
yactu 1 HacToswen cTaTbu, 3asBUTENb BNpaBe NpeacTaBuUTb MO COOCTBEHHOW MHMLMATMBE KOMWUIO OOKYMEHTa,
noATBepXXAawLWero ynnaTy rocygapCTBEHHOM MOLWMMHbI 3a Bblgady PerncTpaumoHHOro  YAOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta. 3asdBuTENb BNpaBe MNpPeAcTaBuUTb MO COOCTBEHHOW WHULUMATMBE CBEAEHUS O
NNUEH3MAX, YKa3aHHble B MyHKTax 1 1 2 yactu 1 HacTosLWen cTaThk, a Takke BblAaBaemble YNONHOMOYEHHbIMN
denepanbHbiIMM OpraHamMu MCMOMHUTENbHOW BNacTU AOKYMEHTbl, YKa3aHHble B NyHKTe 3 vactu 1 HacToswen
ctatbu. B crnyyae HenpeacTtaBneHus ykasaHHbIX JOKYMEHTOB (CBeAeHMIN) YNONHOMOYEHHbIN befieparnbHblii OpraH
WCMOMHMTENBHOW BIlacTU 3anpallnBaeT yKa3aHHble OOKYMeHTbl (CBeAeHUs) B MOpSAKe MeXBe4OMCTBEHHOMO
WHOPMALIMOHHOIO B3aUMOAENCTBUS.

(vacTb 3 B peq. PepepanbHoro gakoHa ot 27.12.2019 N 478-93)

4. B cpok, He MpeBbllLaOWUA AecATU pabounx OHeid co OHA MOCTYMNEHUs ykasaHHOro B 4actu 1
HacTosiLen cTaTbM 3asiBfieHUss M HeobXOAMMbIX [AOKYMEHTOB, YMNOSIHOMOYEHHbIN dbedepanbHbli  opraH
NCMNOMHUTENBLHOW BNACTU:

1) npoBOAUT MPOBEPKY MOJIHOTbI WM AOOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBuTenemMm JOKyMeHTax;

2) NpUHUMaeT pelleHne O MNPOBEAEHUM 3SKCMEepTM3bl JIeKapCTBEHHOro cpeacTBa AN BeTepuHapHOro
NPUMEHEHUSA UK 06 OTKa3e B ee NpoBeaeHUY;

3) yBegoMnsieT B NMUCbMEHHOW (hopMe 3asiBUTENSI O MPUHSATOM PELLEHUM UMK B Cryyae NpUHSATUS peLleHus]
06 oTkase B NPOBEAEHUN IKCTIePTU3bl JIEKAPCTBEHHOTO CPEACTBA AJ1si BETEPUHAPHOTO NMPUMEHEHUS C yKa3aHWeM
MPUYMH TaKoro oTKasa.

4.1. B cnyyae BbIsIBNeHWs1 HEOOCTOBEPHOCTU U (MUNM) HEOOCTAaTOMHOCTUM CBEAEHWA, copepXaluuxcs B
NPeACTaBMeHHbIX 3asBUTENEM [OKYMEHTAX, YMOSIHOMOYEHHbIN dbefepanbHbll OpraH MCMNOMHUTENBHON BNACTy
HanpaenseT 3asBUTEN 3anpoc 00 YTOYHEHWWM YKaslaHHbIX CBedeHun. 3anpoc MoxeT OblTb nepeaaH
YMNOSITHOMOYEHHOMY MPEACTaBUTENIO 3aABUTENS MOA PacnuCKy, HampaBfeH No Mno4yTe 3akasHbiM MUCbMOM WK
nepegaH B 3MeKTPOHHOM hopme MO TENEKOMMYHUKALMOHHBIM KaHanam cBsasn. B cnyyae HanpaBneHus 3anpoca
006 YTOYHEHMU yKa3aHHbIX CBEAEHWM MO MOYTE 3aKas3HbIM MUCbMOM OH CYMTAETCH MOMyYEeHHbIM MO UCTEeYEHUU
LLEeCTW AHeN C AaTbl HanNpaBfeHUs 3akasHOro NMcbMa.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asButenb 00a3aH npeacTaBUTb OTBET HA 3anpoC YMONHOMOYEHHOro dhefepanbHOro opraHa
NCMNONHUTENBHOW BMNAacTM B CPOK, He MpPEBbILAOWMA AeBAHOCTA paboynmx OHEN CO OHSA MONy4YeHWst 4aHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTosilen cTaTbW, NPUOCTAHABIMBAKTCA CO AHS HanpaBneHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

3a8BUTENIO0 3anpoca YMNoNHOMOYEHHOro dheaepanbHOro opraHa MCMOSHUTENbHOW BracTv OO AHSA MOMyYeHus
OoTBETa Ha [aHHbll 3aMpoC UM He YYMTHIBAIOTCHA MPU WCUYUCIIEHUUA CPOKa MNPUHATUS PELUEHUss O BHECEHMU
N3MEeHeHU B JOKYMEHTbI, CoaepKallnecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIM NEKapCTBEHHbIV
npenapat 4ns BeTepMHapHOro NPUMEHEHUS.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHueM Onsl OTkasa B NPOBEAEHMM 3KCMEPTU3bl JIEKAPCTBEHHOrO CpPeAcTBa AN BeTepuHapHOro
NPUMEHEHNS SIBNSIETCA NpeacTaBfieHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u 3 HacTosiwen ctaTbn, B HEMOSTHOM
obbeme wunu OTCYTCTBME B MPEACTABMEHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBEAEHWW, NOATBEPXKAALLMX
HeobXoQMMOCTb BHECEHUSI U3MEHEHN, MO0 HenpeacTaBneHne 3asiBUTENEM B YCTaHOBIEHHbIA CPOK OTBETa Ha
yKasaHHbI/ B YacTu 4.1 HacTosLLen cTaTb 3anpoc ynonHOMOYEHHOro deaepansHOro opraHa UCNONHUTENbHON
BfacTu.

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

6. 3K0nemeaa NeKkapCTBEeHHOro cpeacrtea And BeTepnHapHOro npuMeHeHua B Lendax BHeCeHnd N3MEHEHNI
B AOKYMEHTbI, coaepxalwmneca B permctpaumMoHHOM OOCbEe Ha 3apeFMCTpI/IpOBaHHbII7I J'IeKapCTBeHHbIIZ npenapar
aona BeTepuHapHOro npuMeHeHud, OCyLUeCTBNdeTCA B MNnopsAnke, YyCTaHOBJIEHHOM cratben 24 HacTosiwero
dDe/J,epaanoro 3aKOHa.

6.1. B cpok, He npeBbllWaOWMN AecATU paboymx AHEN CO OHSA MONyYeHUs 3akioyeHus KOMUCCUn
3KCMEepToB MO pesynbTataM YKa3aHHOW B 4aCcTM 2 HacCTosWEeW cTaTbW 3KCMepTU3bl, YNOSHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTu:

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

1) NpYHUMaET peLleHne 0 BHECEHUN U3MEHEHWIA B AOKYMEHTLI, cCoaepXKalimecs B pernctpaLMoHHOM Oocke
Ha 3aperucTpMpoBaHHLIN JeKAPCTBEHHLIN MNpenapat ANns BeTepUHAPHOro npuMeHeHus, unn ob oTkase BO
BHECEHUU TaKUX N3MEHEHUIA;

2) BHOCWUT B FOCYAapPCTBEHHbIN PEECTP feKapCTBEHHbIX CPEACTB HAa OCHOBAHUW PELUEHWUS O BHECEHUU
N3MEHEeHWU B JOKYMEHTbI, CoAepXKalunecs B perMcTpaLMoHHOM 0OCbe Ha 3aperncTpUpoBaHHbIA NIEKAPCTBEHHbI
npenapart Ans BETEPUHAPHOrO MNpUMEHEHWs, HeoOXOoAMMble W3MEHEHMS W BO3BpaLlaeT 3TU [OKYMEHTbI
3asBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE PErncTpauMoHHOE YAOCTOBEPEHWE IeKapCTBEHHOro npenapaTta Ans
BETEPVMHAPHOIO MNPUMEHEHUS B crydae HeobGXOOUMOCTU W3MEHEHWUS CBEAEHW, cogepkaluxcs B HeM, C
COXpaHeHMeM HOMepa paHee Bbl4aHHOIO PErncTpauMoOHHONO YAOCTOBEPEHUsI NEeKapCTBEHHOrO npenaparta ans
BETEPUHAPHOIo NPUMEHEHMS.

(n. 3 BBeaeH PepgepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(4acTb 6.1 BBegeHa depeparnbHbiM 3akoHoM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHUS M3MEHEHWA B [OOKYMEHTbl, coepXalluMecsd B pPerucTpauuoHHOM [OCbe Ha
3apErMcTPUPOBaHHbIA NEKAPCTBEHHLIN MNpenapaT A1 BETEPUHAPHOINO MPUMEHEHWS, B YacTW, KacaloLiencs
M3MeHeHNss 1 (UnNKu) JOMOSIHEHMS MPOM3BOACTBEHHOW MIOWAAKM feKapCTBEHHOrO npenapata, npw
npeacTaBrneHun 3asiBUTENIeM B COOTBETCTBMM C MyHKTOM 3 yacTm 1 HacTodwewn cTaTbyM KOMWMM peLLeHUs
YMNOSIHOMOYEHHOTO  hbeepanbHOrO OpraHa MCMOMHMTENbHOW BRactM O MPOBEAEHUM  UHCMEKTUPOBaHUS
npov3BogMTENS  NEKapCTBEHHbIX CPEACTB  CPOK, YKasaHHbIi B 4Yactu 6.1 HacTosilen cTaTby,
NPUOCTaHaBNMBAETCHA CO OHA NOMYYEHNS 3aKMioYeHNA KOMUCCUM SKCNEePTOB A0 AHS NMPUHATUSA YNOTHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOSTHUTENLHOW BNACTU peLleHns O Bblgade unu ob oTkase B BblAaye 3aKMoYeHus O
COOTBETCTBMM NPOUN3BOANTENS NTIEKAPCTBEHHbIX CPeACTB TpeboBaHUSAM NpaBuil Hagnexallen Npon3BoLCTBEHHOWM
NPaKTUKK, HO He Boree YeM Ha CTO BOCEMbAECAT pabounx gHEN.

(vacTb 6.2 BBeaeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

7. OcHoBaHVeM Ans oTKasa BO BHECEHWM U3MEHEHWUIA B AOKYMEHTbI, coAepXKalumMecs B perncTpaunoHHOM
[0Cbe Ha 3aperMcTpUpoBaHHbI NeKapCTBEHHbIN MpenapaTt AN BETEPUHAPHOTO MPUMEHEHUsl, B Cryyasx, He
TpeOyloLMX MPOBEAEHUS] IKCNEPTM3bl NEKAapCTBEHHOrO CPEeACTBa, SIBMSETCS NpeAcTaBlieHne [OKYMEHTOB,
yKasaHHbIX B 4acTax 1 u 3 HacTosAwel craTby, B HEronHoM o6Gbeme WM OTCYTCTBME B MPEACTaBMNEHHbIX
[OKYMEHTax CBedeHWI, KOTopble [OOMKHbI ObiTb B HUX OTpaKeHbl, NGO HenpeacTaBneHne 3asBUTENeM B
YCTAHOBINEHHbIA CPOK OTBETa Ha yKasaHHbIM B 4acTu 4.1 HacTosien cTaTbW 3anpoc YrnorHOMOYEHHOro
denepanbHOro opraHa UCNOMHUTENLHOW BACTU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(vacTb 7 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHWeM ans oTkasa BO BHECEHUN U3MEHEHU B OKYMEHTbI, COAEPXaLLMecs B permctTpauuoHHOM
[OCbe Ha 3aperMcTpuvpoBaHHbIA fEeKapCTBEHHLIN npenapaT Ansi BETEPUHAPHOTO MPUMEHEHUsl, B crny4vasx,
TpebyoLwmMX NPOBEAEHUS SKCNEPTM3bl JIEKAPCTBEHHOrO CPEACTBa, SABMSETCA 3aKMyeHue YMONTHOMOYEHHOro
doegepanbHOro opraHa WCMNOMHUTENbHOW BRacTM O BO3MOXHOCTM CHWXeHMs 6es3onacHocTM, Ka4yecTBa,
3(pPEKTUBHOCTN NEKAPCTBEHHOIO NpenapaTta BCNEeACTBME BHECEHNS U3MEHEHUN B yKa3aHHbIE JOKYMEHTbI, OTKa3
YMNOSIHOMOYEHHOrO hbefepanbHOro opraHa WCMOSNTHUTENbHOM BracTM B Bbldaye 3akio4YeHUs O COOTBETCTBUM
Npon3BOOMTENS NEKAPCTBEHHbIX CPEACTB TpebOoBaHWSIM MpaBuIl Hagnexawen npousBOLACTBEHHOW MPaKTUKMA B
cnyyae M3MeHeHusa u (Mnu) [ONONHEHWUs NPOM3BOACTBEHHOW NMOLAAKM NeKapCTBEHHOro npenapaTa, ecnu
Npon3BOACTBO NEKapCTBEHHOro npenaparta Ang BeTepMHapHOro MpUYMEHEHUST OCYLLECTBrsieTCa 3a npeaenamu
Poccuiickon ®egepalimm, Unu oTCyTCTBUE STOrO 3aKMOYEeHNUS.

(yactb 7.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

8. [onyckaeTtcs obpalleHne nekapCTBEHHbIX NpenapaToB 4S9 BETEPUHAPHOro NpUMEHeHUs 00 UCTEeYEHUS
CpoKa rogHOCTU, NPOU3BEAEHHbIX B TEYEHNe CTa BOCbMUAECATU AHEW nocne Aatbl NPUHATUS YNONMHOMOYEHHbIM
denepanbHbIM  OpraHoM MWCMOMHUTENBHOW BMACTU  PELIEHUss O BHECEHUW W3MEHEHWA B [OKYMEHThI,
cofepXallmecss B permctpauuoHHOM [OCbe Ha NekapCTBEHHbIV npenapaT, B COOTBETCTBUM C MHGOPMaLMen,
cofepXaLlleincs B JOKYMEHTax permcTpaLMoHHOro AOCke Ha NeKapCTBEHHbIM Npenapar 40 AaTbl NPUHATUS Takoro
peLleHuns.

(4acTb 8 B pea. PepepanbHOro dakoHa ot 22.12.2014 N 429-93)

CratbAa 32. OTMeHa rocyAapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMEHE TrOCyQapCTBEHHOM perucTpauuy IeKkapCTBEHHOIO mnpenapata W UCKIHYEeHUN
NeKapcTBEHHOrO Mpenapata M3 rocyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX CPeAcTB  NpUHUMaeTcs
YNOMHOMOYEHHBLIM dheaeparnbHbIM OPraHoM UCMOMHUTENBHOW BNacTy B cryyae:

1) npencTaBneHUss COOTBETCTBYIOLWMUM YNOMHOMOYEHHBIM hefepanbHbiM  OpraHoM  UCMOSTHUTENbHOW
BMAcTV 3aK/OYEHUst O puUcke MM 06 yrpo3e 340pOBbIO, XKMU3HWM YerioBeka WK KMBOTHOMO NpW MPUMEHEHUN
NeKapcTBEHHOro rnpenapara, MpeBbIlalWmnX ero 3@PEKTUBHOCTb, MO pe3ynbTaTaM OCYLLUEeCTBMSEMOro UM
MOHUTOPUHra 6e30MacHOCTM IeKapCTBEHHOro Npenapara;

2) nogayu gepxaTtenem unu BnagensLeM perncTpauvoHHOTro yaOCTOBEPEHUs NEKAapCTBEHHOrO npenapara
UMM YNOIHOMOYEHHbBIM UM APYTMM HOPUAMYECKUM NULIOM 3asiBneHus 06 0TMeHe rocyapCTBEHHOW perncTpauum
nekapcTBEHHOro npenapara;
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-$3)

3) HenoaTeepXaeHunA FOCYﬂapCTBEHHOVI perncTtpaunmn rnekapCTtBeHHOro npenapara no ncrte4eHnn cpoka
nencreus perncTpaumMoHHOro yaoctoeepeHud, BbiIAaHHOIo Ha NATb J1eT;

4) HenpeacTaBneHus 3asBuTeneM MHdopmauuu, KoTopas MOXeT Mnoernedvb 3a coboil HeoBGXoAMMOCTb
BHECEHMS W3MEHEHWiA B [OKYMEHTbl, CoAepallMecss B PerucTpauvMoHHOM [OCbe Ha 3apermcTprpoBaHHbIN
NeKapcTBEHHbIN NpenapaT, B TedeHne TpuauaTtn pabounx gHel co AHS HACTYNNeHUs 3TUX U3MEHEHMWIA;

5) ocyliecTBneHMs rocygapCTBEHHOM perncrTpauum NekapcTBEHHOro npenapata nod  TOProBbIM
HaMMeHOBaHMEM 3apPerncTpupoBaHHOIO paHee Mo4 STUM TOProBbiM HauWMEHOBAHWEM EKapCTBEHHOro
npenapara, oTNMyatoLLerocsi Ka4ecTBEHHbIM COCTaBOM AENCTBYHOLLMX BELLECTB;

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

6) ocyLlecTBneHUss rocyJapCTBEHHOW perncrpauum OfHOro M TOro e IeKapCTBEHHOro npenapaTa B
OTHOLLEHMN OOHOIO M TOrO XXe AepXKaTenst Unu Brnagernbua perncTpaunoHHOro yaoCTOBEPEHUS NEKapCTBEHHOMO
npenapara B BuAe ABYX 1 Gonee NnekapCcTBEHHbIX NpenapaToB Mo pasnuyHbIMU TOProBbiIMU HaUMEHOBAHUSIMU;
(n. 6 B pea. PegepansHoro gakoHa ot 04.06.2018 N 140-93)

7) BblHECEHUS CyOOM pelleHWs O HapyleHun npasB npaBoobnagatens OO6bEKTOB WHTENNEeKTyanbHON
cobCTBEHHOCTM Npu obpaLleHnn NekapCTBEHHbIX CPEACTB;

8) oTcyTCTBUSA NEKapCTBEHHOro npenapara B obpaiwieHun B Poccunckon depepauum B TedeHME Tpex U
bonee ner;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(n. 8 BBegeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEeBLINOMHEHUs1 AepXaTenem unu BnagenbuemM pPerncTpauuoHHOro yaoOCTOBEPEHMS NEKapCTBEHHOIO
npenapata nu6o YMOMNHOMOYEHHBIM VMU APYrMM  IOPUONYECKUM FIULIOM  MeponpusaTuii no obecneyeHuto
6e3onacHOCTN NEeKapCTBEHHbIX MpPenapaToB, YCTAHOBMEHHbIX YMONHOMOYEHHbIM deaeparnbHbiM  OpraHoM
NCMONHNTENbHON BNAacTM B COOTBETCTBUM C vacTamum 3 n 4 ctaTbh 64 HacTosiwero denepanbHOro 3akoHa, B
pamMKax ocyLlecTBeHnss hhapMakoHaa3opa;

(n. 9 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxartens wnu Bnagenbla perncTpauMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapara
nMBO YNOfIHOMOYEHHOro WMMMK ApPYroro HpUOWYECKOrO Nnuua OT BHECEHUA W3MEHEHUM B MHCTPYKUMIO MO
NPUMEHEHUIO NEKapCTBEHHOro npenapaTta, KacalLlMXCA HOBbIX MOATBEPXAEHHbIX AaHHbIX O TOM, YTO PUCK
NPUYUHEHNs Bpeda 340pOBbI0 YenoBeka WNU XUBOTHOrO BCNEACTBME MpuemMa IekapCTBEHHOro npenapara
npesblaeT APPEKTUBHOCTb €ro NPUMEHEHUS.

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

KoHcynbTaHTlIntoc: npumedaHume.
C 01.01.2026 ct. 32 pononHsietcs n. 11 (3 o1 27.12.2019 N 475-D3).

Crtatbs 33. [ocyaapcTBEeHHbIN peecTp fieKapCTBEHHbIX CPeaAcTB

1. F'ocynapCTBEHHbIV PEECTp NeKapCTBEHHbIX CPEeACTB COAEPXUT NnepeveHb NeKapCTBEHHbIX Npenapartos,
npolleLlnx rocyaapCTBEHHYIO permcTpauuio, nepedeHb hapmMaleBTUYECKUX CyOCTaHUMIA, BXOASLIMUX B COCTaB
NeKapCTBEHHbIX MPenapaToB, 1 crieayoLlyo NHopMaumio:

1) B OTHOLLUEHUN NeKapCTBEHHbIX NnpenapaToB:

a) HaMMeHOBaHWe nekapcTBEHHOro npenapaTta (MexgyHapoaHOe HenaTeHTOBaHHOE, UMW rPpyNnMpoOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBAHMS);
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

6) nekapcTBeHHasi oopmMa C yKasaHMeM [O3MPOBKM JeKapCTBEHHOrO Mnpenapata U ero KonuyecTBa B
NoTPeBbUTENbCKON YNaKoBKe;

B) HaMMmeHOBaHMe [epXaTensa wunu Bragenbua perncTpaumoHHOro YAOCTOBEPEHUS JleKapCTBEHHOro
npenapata M CBEOEHUS O perncTpauum epxaTtens wnv Bnagenbua pervcTpauMoHHOro YAOCTOBEPEHUS
NeKapCTBEHHOrO npenapata And MeOUUUHCKOrO MPUMEHEHWsT B KayecTBe HaroronnaTenbliyka B CTpaHe
pernctpaumn (Onsi POCCUACKMX HPUANYECKUX NUL, - MAEHTMMUKALUMOHHBbIM HOMep Hanoronnatenswuka (MHH),
ONA  VMHOCTPaHHbIX OPUOANYECKUX MWL - CTpaHa perucrpaumu, HaMMeHOBaHWe pPervcTpupyloLwero opraHa,
perMcTpaumoHHbIN HOMep, KOA4 HanoronnatenbLmka B CTpaHe pernctpaumm (MHKopnopawumn) unu ero aHanor);
(nn. "B" B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMEHOBaHWe W afgpec NpPOu3BOOUTENS FEKapCTBEHHOro npenapata M CBedeHMs O permcrpaumm
Npon3BoaMTENS NEKapCTBEHHOrO npenapaTa Anst MEOULUHCKOrO NMPMMEHEHMS B KQ4eCTBE HanoronnartesbLiuka B
CTpaHe perucrpaumm (4ns pOCCUNCKUX HOPUONYECKMX MWL - MOAEHTUPUKALMOHHBLIN HOMEpP HanoronnatenbLluka
(MHH), ons MHOCTPaHHbIX KPUAMYECKUX MWL, - CTPaHa perucTpauuun, HaMmeHoBaHUe PErncTpUpyoLLLEero opraHa,
PEerMcTpauUnoHHbIA HOMEp, KO HanoronnatenbLymka B CTpaHe peructpaumm (MHKopnopawumn) unmu ero aHanor);
(nn. "r" B pea. PepepanbHoro gakoHa ot 28.12.2017 N 425-93)

a) hapmakoTepaneBTuyeckas rpynna, Kon, NeKapCTBEHHOro npenapaTta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauun, pekoMeHgoBaHHOM  BcemupHoOW  opraHusauunen
3[paBOOXPaHEHNS;

(nn. "g" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-903)
€) NokasaHusl 1 NPOTUBOMNOKA3aHUA K NPUMEHEHUIO NEKapCTBEHHOrO nNpenapara;
) Nobo4YHbIE AENCTBUSA NIEKAPCTBEHHOIO Npenapara;

3) CPOK ro4HOCTM NeKapCTBEHHOro npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) YCIOBWS1 XpaHEHUs! NIeKapCTBEHHOIo Npenapara;
K) yCrnoBMsi OTMNycKa NekapCcTBEHHOro npenapara;

n) HoMmep hapmaKkonenHom cTaTby NN B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOWM JOKyMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAa;

M) JaTa rocyapCTBEHHOW permcTpaumm fekapCcTBEHHOTO NpenapaTta 1 ero perMcTpaumnoHHbIA Homep, AaTta
3aMeHbl PEerncTpauuoHHOIO YAOCTOBEPEHUS NEKApPCTBEHHOrO Mpenapata Ha OGeccpoyHoe perncrTpaumoHHoe
yOOCTOBEPEHME JIEKAPCTBEHHOrO npenaparta, gaTa nogadn 3asiBleHusi O MOATBEPXOEHUN rocyAapCTBEHHOWN
perncTpaumm nekapCTBEHHOro mnpenapaTa, gaTa OTMEHbl FOCYLapCTBEHHOW perucrpaumm fekapcTBEHHOro
npenapaTa;

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

H) Ka4yeCTBEHHbIA COCTaB N KONIMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U Ka4yeCTBEHHLIN COCTaB
BCMOMOraTesbHbIX BELLLECTB JIEKapCTBEHHOMO npenapara;
(nn. "H" BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

0) MHdopMaums 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPeObUTENbCKOM) YNaKoBKY;
(mn. "o" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) pata nMpPUHATUS pelleHnss O BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbIM MNpenapaT npu
rocyapCTBEHHOW perucTpaumMm B KavyecTBe OpdaHHOro ekapCTBEHHOro npenapaTa (ons rekapcTBEHHbIX
npenapaTtoB A MEAULIMHCKOrO NPUMEHEHNS);

(nn. "n" BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akona ot 27.12.2019 N
475-93)

p) HanuMuMe nekapCTBEHHOrO npenapata B [EPEYHE IKUBHEHHO HEOOXOAMMbBIX W BaXKHEMLLMX
neKapCcTBEHHbIX NpenapaToB (A5t NEKAPCTBEHHLIX NpenapaToB ANnst MEAULMHCKOrO NPUMEHEHWS);
(nn. "p" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akona ot 27.12.2019 N
475-93)

C) HanuuMe B JEKApPCTBEHHOM MpenapaTte HapKOTUYECKUX CPEACTB, MCUMXOTPOMHbIX BELECTB U UX
MpeKypcopoB, Moanexalimx KoHTponto B Poccunckon Pepepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumn, mexagyHapoaHbiMu goroBopamu Poccuiickon depepaumm, B Tom uncrie EgunHon
KOHBEHUMeWN 0 HapkoTuyeckux cpeacteax 1961 roga n KoHBeHumeln 0 NCMXOTPONHbIX BewectBax 1971 roga;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MHbopMaumst O TOM, SBNSIETCA MW AaHHbIA NEKAPCTBEHHBIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "1" BBeaeH ®egepansHbIM 3akoHOM OT 22.12.2014 N 429-$3)

y) cBedeHus O nopade 3asdBEeHWst O BHECEHMM W3MEHEHWA B [OOKYMEHTbl, cofepXawmecs B
pervcTpaumoHHOM A0Chbe Ha NeKapCTBEHHbIV Npenapar;
(mn. "y" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

X) CPOK BBEAEHMWS NeKapCTBEHHOro nNpenaparTa B rpaxaaHCcKkun obopoT;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHUN (hapMaLIEBTUYECKMX CyBCTaHLMI:
a) HauMmeHoBaHMe bapMaueBTU4eckon cybcTaHumm (MeXayHapoAHOe HenaTeHTOBaHHOE, UMK
rpynnMpoBOYHOE, UM XMMNYECKOE N TOProBOE HaMMEHOBaHNS);

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

0) HanmeHoBaHWe n agpec NpounsBoauTens apmaueBTUYECKO cybcTaHuuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

B) CPOK rogHOCTU chapmMaLeBTMYECKOW CybCcTaHuuu;
r) ycnoBusi XxpaHeHus hbapmaueBTU4eckon cybctaHumu;

) HoMmep hapMmaKonenHom cTaTby UK B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW JOKyMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAa;

€) Hann4yne hapMaLeBTUYECKOW CyOCTaHUUM B NepeyHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbLIX BELLECTB
N UX NPeKypcopoB, noanexalmx KoHTponto B Poccunckon depepaumm, B COOTBETCTBUU C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunn, mexagyHapoaHbiMu goroBopamu Poccuiickon depepaumm, B Tom unucrie EgunHon
KOHBEHUMeWN 0 HapkoTuyeckux cpeacteax 1961 roga n KoHBeHuUmelr 0 NCMXOTPONHbIX BelecTBax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

2. ®dapmaueBTuyeckad cybcTaHUusA, NpoOM3BEAEHHas AONA peanu3auun, MOXeT ObiTb BKIIOYEHa B
roCy0apCTBEHHbIN  peecTp feKapCTBEHHbIX CpPeaCcTB Ha OCHOBaHMM  3asiBNeHus  paspaboTyuka  vnu
npon3BoguTENS NEKapCTBEHHOro cpeacTtBa nNMBO yNnosTHOMOYEHHOTO MMMU OPUAUYECKOro Ivua npu yCrnoBum
npoBefeHNs B OTHOLUEHUN Takon dhapmaueBTUYECKOW CyOCTaHUMM 3KCMepTM3bl KayecTBa hapmaueBTUYECKON
cybcTaHuun B nopsigke, yCcTaHOBNEHHOM cTatbel 34 Hactosiwero PepepanbHoro 3akoHa. B oTHowweHun
hapmaueBTMieckMx cybCcTaHUMi, Npou3BedeHHbIX Ans  peanu3auuM, B rOCyJApCTBEHHOM  peecTpe
neKapCTBEHHbIX CPeACTB COAEPXUTCS crneayoLas nHpopmauums:

1) HaumeHoBaHve dapmaueBTUYeCKON CcybCTaHuMM  (MexOyHapoaHOoe  HenaTeHTOBaHHoe,  Unu
rpynnUpPOBOYHOE, UITU XMMUYECKOE 1 TOProBOe HaMMEHOBaHUS);

2) HauMeHoOBaHve, agpec npou3BoauTENs dapmMaueBTUYECKON CyOCTaHUMKM, a Takke B OTHOLLUEHWM
NEKAPCTBEHHbIX CPEACTB AN  MEeOULMHCKOTO MNPUMEHEHUsT CBEOeHUs O perucrpaummM npousBoguTens
hapmaLeBTMYeckon cybCTaHUMM B KayecTBe HanoronnartenbliMka B CTpaHe perncrpauun (ans poCCUNCKMX
IOPUONYECKUX NUL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnartenbsluka (MHH), ans MHocTpaHHbIX lopUaNYecKux
niy - CcTpaHa perucrpauuu, HauMMEHOBAHWE PEerncTpUpPYIOLLEro OpraHa, PerMcTpaumoHHbIA 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 (hapmMaLleBTUHECKON CyOCTaHLMW;
4) ycnoBusi xpaHeHus hapmMaleBTUieckon cybctaHumm;

5) HoMep hapmakonenHoii ctaTtbM NGO B Criyyae ee OTCYTCTBUA HOMEP HOPMAaTUBHOWM AOKYMEHTauuu unm
HOPMaTWUBHOIO JOKYMEHTa;

6) Hannune hapmaueBTUYECKON CYOCTaHUUKN B NepeYHe HAapKOTUYECKMX CPEACTB, NCUXOTPOMHLIX BELLECTB
N UX NPeKypcopoB, noanexalimx KoHTpomnto B Poccunckon depepaumm, B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbeiMu gorosopamu Poccuiickon depepaumu, B ToM uucrnie EawnHomn
KOHBEHLIMEN O HApKOoTU4ecKkux cpeacrBax 1961 roga n KoHBeHUMEN o NCUXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHus dapmaueBTUYeckon cybcTaHuum B rocydapCTBEHHbIN peecTp NeKkapCTBEHHbIX
CpeAcTB, AaTta BHECEHUS M3MEHEHUN B [OKYMEHTbl apmaueBTMYECKOW cybcTaHumu, gata  WCKMYeHUs
hapmaLeBTMIECKON CybCTaHLMM U3 rOCYyAapCTBEHHOIO PEECTPA NEKAapPCTBEHHbLIX CPEACTB.

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. [opsnok BegeHWss roCyOapCTBEHHONO peecTpa JeKapCTBEHHbIX CPeACTB Ans  MeaUUMHCKOro
NPYMEHEeHUs1 U MOPSAAOK BeAeHWUs roCyLapCTBEHHOro peecTpa JleKapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPUMEHEHUST YTBEPXOAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONTHUTENbHOM
BnacTu.

Cratbsa 34. BknroyeHue B rocygapCTBeHHbIA peecTp JIeKapCTBEHHbIX CPeACTB M UCKIOYeHue u3
rocyfapCcTBEHHOro peecTpa JfieKapCTBEHHbIX CpeAcTB ¢hapmaueBTUYECKON CyOcTaHLMu, NpousBeaeHHOMN
Ans peanusauum
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1. [Ons BknoyeHus  dapmaueBTMyeckon cybcTaHuuKn, Npou3BEeOeHHOW Anst  peanusauuun, B
rocy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeACTB, NMPOBOAUTCS IKCNEPTU3a ee KadecTBa.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OKcnepTmM3a kavecTBa yKasaHHOM B 4acTM 1 HacTosiwen cTatbu dapMaueBTUYEeCKon cybcTtaHuum,
COCTaBfiEHNE KOMWUCCUEN IKCMEPTOB 3aKMOYeHW Mo pesynbTaTaMm 3TOW 3KCNepTU3bl M WX HanpasfeHue B
YMOSTHOMOYEHHbIN hefepanbHbli OpraH UCMONTHUTENbHOM BACTU OCYLLECTBIIAOTCS B CPOK, HE MPEBbILLAOLLMNA
wectugecatm paboymx OHENW CO AHA MOMyYEeHUs 3KCMEePTHbIM YYpeXAeHUMEM COOTBETCTBYIOLLErO 3agaHus
YMOSTHOMOYEHHOro befeparnbHOro opraHa UCMONMHUTENBHON BNAacTu U cnegyowmx OKYMEHTOB (CBeAeHUN):

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-$3)

1) cBegeHuss o paTe NpefoCTaBfEHUs W PErMcTpPauMOHHOM HOMEpe JFMUEH3MM Ha NpPOM3BOLACTBO
NeKapCTBEHHbIX CPEACTB UMW CBedeHUs O AaTe MpefoCTaBreHUs U PerncTpaumMoHHOM HOMepe 3aKIioYeHusi O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB TPebOBaHNSAM NpaBui Hagexallen Npon3BOACTBEHHON
NPaKTUKK, BblAaHHbIX (MpedocTaBreHHbIX) YNONHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BAACTW,
B Cnyyae, ecrnv npon3BoACTBO NeKapCTBEHHOro cpeacTBa ocyllectsnsaeTca B Poccuiickon depepaumuy;

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2) Konna OOKyMeHTa, BblAaHHOMo YnoJyiIHOMOYEeHHbIM OpraHoM CTpaHbl nMpou3BoAuUTEeNnA JeKapCTBEHHOro
cpeactea M MOATBEPXKOAIOLWEro paspelleHne Npou3BOACTBa eKapCTBEHHOrO CPEeACTBa, M ero nepeBod Ha
PYCCKUA $3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpAAKe, a TakkKe KOMuUs 3akMiyeHust O COOTBETCTBUM
Npon3BOaMTENST NEKAPCTBEHHbIX CpeacTB TpeboBaHWsIM NMpaBuIl Hagnexalwen Npou3BOACTBEHHOW MPaKTUKM,
BblJAHHOMO YMOJSIHOMOYEHHbIM doefeparnbHblM OPraHOM MWCMOMHUTENBHON BRacTn, Nubo Komus peLueHus
YMOSTHOMOYEHHOrOo  befepanbHOro opraHa WCMOSNHUTENbHOM BAacTM O MPOBEAEHUW MHCMNEKTUPOBAHMS
npou3BoauTENs NEeKapCTBEHHOrO cpeacTBa. YKasaHHble [OOKYMEHTbl NPEACTaBnsAlTCA B Cryyvae, €ecnu
Npon3BOACTBO NIEKapCTBEHHOMO CpeacTBa OCyLLecTBNAeTca 3a npegenamu Poccuinckon depepaumu;

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

3) AOKYMEHT, coaepXallmii cnegyrowmne cBegeHnst o hapmaueBTUHECKON CyOCTaHLMK:

a) HaumeHoBaHue hapmMaueBTUYeCcKor cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

0) HanmeHoBaHWe n agpec NPoN3BoaUTENS;

B) TEeXHOorma npon3soactea C onncaHnem cragun npon3BoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAUIM NpoLecca Npon3BoAcTBa U MPOMEXYTOYHOW NPOAYKLMMY;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB v (Mnn) X OLEHKa;

) CBOMCTBA M1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTiKa npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0OOCHOBAHWE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Nnpu oCyLeCTBIEHNN KOHTPOIIA Ka4eCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OoKyMeHTanbHoe MOATBepXaeHWe (Banvgauusl) aHanuTUYecKxX 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;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUAanoB 1 YKYNOPOYHbLIX CPEACTB;
n) faHHblEe O cTabunbHOCTY hapmaLeBTUYECKON CyOCTaHLNK;
P) CPOK rO4HOCTMU;

4) DOKYMEHT, cofepxallumi cBedeHUs O perucrpaumu npous3BoauTeEnst NeKapCTBEHHbIX CPeAcTB Anis
MEOVLMHCKOrO MPMMEHEHUss B KayecTBe HaroronnarenbluMka B CTpaHe peructpauumn (ans pOCCUMACKUX
IopManyYecknx nuy - naeHTMUKaUMOoHHbIM HoMep Hanoronnatenswyka (MHH), 4ns nHOCTpaHHbIX KpUanYecknx
nvy - CcTpaHa perucrpauvv, HauMeHOBaHWe pPervcTpypyrowero opraHa, pPerucTpauuoHHbIn HOMep, Kopg
HanoronnaTtenblUuKa B CTpaHe perucrpaumm (MHKopnopawum) unm ero aHarnor).

(n. 4 BBegeH ®egepanbHbIM 3akoHoM OT 28.12.2017 N 425-$3)
(4acTb 2 B ped. PepepanbHoro dakoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ins npoBeAeHnsa aKCNepTU3bl KadecTBa yKasaHHOW B YacTu 1 HacToswen ctaTbn hapmaueBTU4EeCKOn
CyGCTaHLlMVI 3adaBuTeNnb NpeacraBndeT B yI'IOJ'IHOMO‘-IeHHI:IVI q)ep,epaanbuZ opraH WUCMOSTHNTENBHON BNAacTW:

1) 3asBneHMe O BK/IOYEHUM B TOCYOAPCTBEHHLIN pPEecTp JIeKapCTBEHHbIX CPeACcTB  JaHHON
hapmaLeBTMYECKON CybCTaHLmK;

2) Komusa [OOKYMEeHTa, MOATBEpPXAalolWero ynnaty rocygapCTBEHHOMW [OWNWHLI 3a BKIIOYEHWE B
rocylapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB hapmaueBTUYeCcKon cyOCcTaHumMM, Npou3BEeAeHHON Ond
peanusauuv, NGO No COBCTBEHHOW MWHMUMATUBE YyKa3aHHbIM OOKyMeHT. B cnyyae ero HenpeacrtaBneHus
3asBMTENEM YMNOMHOMOYEHHbIN dheaeparnbHblii OpraH WCMOMHUTENbLHOW BnacTu nposBepsieT akT ynnathbl
rocyAapCTBEHHOW MOLMWHbI 3asBUATENEeM C MWCMoMb3oBaHWeM wuHdopmaumm o6 ynnate rocyaapCTBEHHOW
MOLWInuHLI, copepxawenca B [ocygapCcTBeHHOW UMHAOPMALMOHHOW CUCTEME O T[OCYyOapCTBEHHbLIX U
MYHULMNAnbHbIX NraTexax, Ha OCHOBaHWUM NpeACcTaBleHHON 3asBMTeNeM Konum OKyMeHTa, noaTreepxaatoLero
ynnaTy rocygapCTBeHHON NOLUNNHBI;

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

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, NpPefHasHaYeHHOro Ans  MNpoBedeHUs  yYKasaHHOW
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
cpencTte hapmMaueBTUYECKOW CyOCTaHLMM AOKYMEHTOB, NOATBEPXKAAKLNX yNnaTy rocygapCTBEHHON MOLLUSMHbI U
yKa3aHHbIX B TMNyHKTe 2 4YacTm 3 HacToswen cTaTbW, a Takke BblgaBaeMblX (NpedocTaBnAeMbiX)
YMOSTHOMOYEHHbIMKU (hefepanbHbIMU OpraHaMn UCNOMHUTENBHOW BriacTU JOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 1 1 2 yactnm 2 HacToswen ctaTbu, YNOMHOMOYEHHbIM dbeaepanbHblil opraH UCMOMHUTENbHOW BRacTu
3anpalyvBaeT yka3aHHble [JOKYMEHTbl (CBedeHMs)) B MNOpsigke MeXBEeOOMCTBEHHOIO MHAOPMaLMOHHOMO
B3aUMOJENCTBUS.

(vacTb 3.1 BBegeHa depeparnbHbiM 3akoHOM OT 27.12.2019 N 478-93)

4. B TeuyeHve pecstn paboumx OHEW CO OHA MPUHATMSA 3as8BNEHUS O BKIOYEHUM YyKasaHHOW B yactu 1
HacTosILLEN CcTaTbM (hapMaueBTUYECKOW CyOCTaHuuM B roCyLapCTBEHHbLIN PEECTP NeKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEYUCIIEHHbIX B 4Yactu 1 M nNyHKkTe 2 yacTm 3 HacTosien CcTaTbW, YNOSIHOMOYEHHBIN
deaepansHbI opraH UCNOMHUTENBHOW BNacTu:

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

1) NpoBOAMT MPOBEPKY MOMHOTHI W OOCTOBEPHOCTM [aHHbIX, COAEPXKalMXCS B MPEeACTaBMEHHbIX
3as8BUTENEM [OKYMEHTAX;
(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaeT pelleHne 0 HanpaBlieHUMN B SKCNEepTHOE y4pexaeHne 3agaHna Ha nposeaeHmne akCnepTu3bl
Ka4vyecTtBa yKaBaHHOVI B 4YacTu 1 HacTosien cTaTbu (*)apMaLleBTMHeCKOVI CY6CTaHLI,I/IVI unm o6 oTkase B TakoMm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

HanpaBneHuu;

3) yBegomnsieT B 3NIEKTPOHHON UMK NMUCbMEHHOW bopMe 3asBUTENST O NMPUHATOM PELLEHUN UNKN B Criyyae
OTKasa C yKaszaHueMm Npu4yMH Takoro oTkasa.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

4.1. B cny4ae BbISBfIEHNA HEOOCTOBEPHOCTM CBEAEHWI, COAEepXKaLUXCA B NPeACTaBEHHbIX 3adBUTENEM
MaTepuanax, yrnorlTHoMOYEHHbIN defepanbHbIi OpraH UCNOSTHUTENBHOM BNacTu HanpasnseT 3asgBUTENO 3anpoc
06 YTOYHEHUN yKa3aHHbIX cBeAeHUN. [JaHHbIN 3anpoc MoxXeT bbiTb nepegaH YNnonHOMOYEeHHOMY npeacTaBuTento
3a8BUTENS NMYHO NOA PACMUCKy, HanpasneH No NoyTe 3akasHbIM NMCbMOM UNW NepefaH B 3NeKTPOHHOW hopme
No TeneKkoMMYHUKaUMOHHbIM KaHanam cBsi3n. B crnyuyae HanpaBneHusi gaHHOro 3amnpoca Mo NnoyTe 3akasHbIM
MMCbMOM OH CYMTAEeTCS MOMyYEHHbIM NO UCTEYEHUW LIEeCTN AHEN C AaTbl HAanpaBeHWs 3aka3HOoro NUcbma.

(vacTb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aaButenb 00a3aH npeacTaBUTb OTBET Ha 3anpoc YNoSfIHOMOYEHHOro defepanbHOro opraHa
WCMNOMHUTENBHOW BMAacTM B CPOK, HE MPEBbILLAIOWMA AeBAHOCTA paboynmx OHEN CO OHSA MOMyYeHWst AaHHOro
3anpoca. Cpok, ykasaHHbIV B YacTu 4 HaAcTOsILLEN CTaTbW, NPMOCTAHABNIMBAETCA CO AHS HanpaBleHns 3asBUTENO
3anpoca ynosIHOMOYEHHOro dpedeparnbHOro opraHa UCMONTHUTENBHOW BacT 40 AHSA MOSTyYeHus UM OTBeTa Ha
OaHHbIA 3anpoCc U He Y4YUTbIBAETCS MPU UCYUCIIEHUM CpOKa IKCMEpPTM3bl kavecTBa hapMaueBTU4ECKON
cybCcTaHuuK, HeNCNonb3yemowm nNpu NPON3BOACTBE NIEKApPCTBEHHbIX NpenapaToB.

(vacTb 4.2 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHueMm [Ans OTKasa B HanpaBfeHWM B 3KCMEPTHOE YupexaeHve 3afjaHvns Ha npoBedeHue
9KCMEepTM3bl KavyecTBa yka3aHHOM B 4acTu 1 HacToswew cratbum papmaueBTUYECKON cybcTaHuun siBnseTcs
HenpeacTaBneHne [OKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HaCTOsWeW CcTaTbu, OTCYTCTBME WHGOpMaLmK,
noaTBepxaatoLen akt ynnaTel rocy4apCTBEHHON MOWNMHBI 3@ BKIOYEHUE hapmaleBTU4ecKkon cybctaHumum,
Nnpou3BefeHHON Ans peanu3auun, B rocydapCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB, HenpeacTasneHve
3asBMTENEM B YCTAHOBMEHHbLI CPOK OTBETA Ha YyKasaHHbIM B 4Yactu 4.1 HacToswen craTbu 3anpoc
YMOSTHOMOYEHHOro doefleparbHOro opraHa WCMOSHUTENbHOW BMacTu WNU MNpeAcTaBrieHne [OKYMEHTOB, He
copepKaLlmx ucdepnbiBaloLwero nepeyHs HeobxoAMMbIX CBEAEHUN.

(4acTb 5 B pea. PeaepanbHOro gakoHa ot 22.12.2014 N 429-93)

6. B TeyeHve natHaguatv pabounx OHeW CO OHSA MOMYYEHUS peLLeHus YNOoNHOMOYEHHOro dedeparnbHOro
opraHa WCNOMHUTENbHOMW BRacTU O HanpaBfeHMM B 3KCMEpTHOE YypexaeHue 3afaHus Ha MpoBefdeHune
9KCMEepTM3bl KayecTBa yka3aHHOW B 4acTu 1 HacToswen ctatby dapMaueBTU4eckon cybcTtaHuum 3asiBUTerb
npeacTaBnseT B SKCNEPTHOE yuypexaeHue Ans npoBefeHus AaHHOMW 3KenepTu3bl obpasubl hapmaueBTUYecKom
cybcTaHuumM B KonmMyectBe, HEOOXOAMMOM ONS BOCMPOW3BEAEHMS METOAOB KOHTPOMS KayecTBa. OKCnepTHoe
yupexgeHve npu nonyvyeHunm obpasuoB YykasaHHOW B 4YacTM 1 HacTosiwen cratbn dapmaleBTUYeCcKon
cybcTaHuuM BbliJaeT 3asBMTEN0 OOKYMEHT, MOATBEPXKAAMWMIA MosnydeHne 3Tux obpasuoB, M B CpPOK, He
NnpeBbILAWUA  Tpex paboumx OHeN, yBeOOMSSIET B 3JIEKTPOHHOM WIM MNUCbMEHHOW dopme 006 3ToM
YMNOSIHOMOYEHHbIV  dbefieparnbHbli  OpraH WCMOMHUTENBHOM BNacTU. 3TWM CPOKUM He BKIIKYATCA B CPOK
NnpoBeAeHUs AaHHOW SKCNepTu3bl.

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

7. [OKyMeHTbl, MOCTYNMBLUME B 3KCNEPTHOE YyYpexaeHwe aOns nNpoBeAeHUs IKCnepTM3bl KadecTsa
ykazaHHOW B 4actu 1 Hactoswen cTtaTbu dapmaueBTMdeckon cybcTaHumu, nognexar Bo3BpaTy B
YMNOMHOMOYEHHbIV  dhefepanbHbIl  OpraH  UCMOMHUTENBbHOW BRacTM OOHOBPEMEHHO C  3aKMYEHUsMU Mo
pesynbTatam npoBeAeHHON IKCNepTU3bI.

8. B cpok, He npeBbIWaWunn NATN paboymx OHEN CO AHS MONYyYEeHUs 3aKMoYEeHUS KOMUCCUM 3KCNEPTOB Mo
pesynbTaTtaMm 3KCNepTU3bl Ka4yecTBa YKa3aHHOM B YacTu 1 HacTosiLen cTaTbu dpapmaueBTUYECKON cybcTaHumm,
YMOSTHOMOYEHHbIN hefepanbHbIN OpraH UCMONTHUTENbHOW BNACTU:

1) ocyllecTBNAeT OLEHKY Takoro 3aKMi4YeHUs Ans OnpederneHuss ero COOTBETCTBUA 3adaHuio Ha
npoBeAeHne JaHHOWN SKCNepTU3bl;

2) NpuHMMaeT peLleHne O BKMYEHUW yKa3aHHOW B 4acTu 1 HacToswen ctaTbu bapMaueBTUHECKOM
cybCcTaHuum B rocyJapCTBEHHbIN peecTp NeKapCTBEHHBLIX CPeACTB MUIK pelleHre 06 0Tkase B TaKOM BKITHOUEHUU;

3) BHOCMT MpW TMPUHATMM peELUEeHMsT O BKMYEHUM YyKasaHHOM B 4acTu 1 HacToswen cTaTby
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

hapmaneBTMyeckon cybcTaHUMM B FOCYyOapCTBEHHbI PEECTP JIEKAPCTBEHHbIX CPeACTB MNPefyCMOTPEHHYHO
yacTbto 2 ctatbu 33 HacTosiwero ®egepanbHOro 3akoHa MHGoOpMaUMio 1 yBegoMnseT 06 3TOM B 3MEKTPOHHOW
WY MUCbMEHHON hopMe 3aaBUTENS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-03)

9. OcHoBaHWeM ANng oTkasa BO BKMIOYEHUU YKa3aHHOW B YacTu 1 HacTosuwlen ctaTbn hapMaLeBTU4EeCKoN
cybcTaHuun B rocygapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeACTB SABMSETCS 3aK/oYeHWe COOTBETCTBYHOLLENO
YNOSTHOMOYEHHOrO hbefepanbHOro opraHa MCMNOSIHUTENBHOW BAacTM O TOM, YTO KavyecTBO (hapMaueBTUYECKOM
cybCTaHUUKM He NOATBEPXKAEHO MOMYyYEHHbIMU OAHHBIMU.

(4acTb 9 BBegeHa PegepanbHbiM 3akoHoMm oT 22.10.2014 N 313-93; B peq. PeagepansHoro zakoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcs BKOYEHWE B roCyqapCTBEHHbIA pPEEeCTp feKapCTBEHHbIX CPeAcTB  OOHOW
hapmaueBTUYECKON CyOCTaHUMM, NPOU3BEOEHHOW ANd peanu3auuMnm U BbilMyCKAaeMOW OOHUM WU TEM Xe
npoussoguTenem, B Buae ABYyx 1 bonee peecTpoBbIX 3anucen.

(4acTb 10 BBegeHa PefepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

11. BHeceHne W3MEHeHWIA B OOKYMEHTbl Ha bapMaLeBTUYECKYlD CyOCTaHUMIO, MPOM3BEAEHHYI OIS
peanu3auny 1 BKIIOYEHHYIO B rOCY4apCTBEHHbIN peecTp fNeKkapCTBEHHbIX CPeACTB, OCYLLECTBNAETCA B Nopsiake,
yctaHoBneHHom ctatbsamun 30 n 31 HacToswero PegepanbHOro 3akoHa, ¢ ynnaTon rocyaapCTBEHHOW MOLUNMHbI,
npenycMoTpeHHON 3akoHodaTenbcTBoM Poccuiickon ®egepaumm o Hanorax u cbopax.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. [OonyckaeTcs obpalleHne dapmaueBTUYecknx cybcTaHuMiA, MpOoM3BeOeHHbIX Ans peanu3auuu, B
Te4YeHMe cTa BOCbMUOECATM AHEN [0 W Nocne MpPUHATUS  YNONHOMOYEHHbIM (hedeparnbHbiM  OpraHoMm
NCMNOSHMTENBHOW BNacT! PeELUEHUs O BHECEHUN U3MEHEHWIA B JOKYMEHTbI HAa hapMaueBTUYECKY0 CybGCcTaHLmIo,
NPOVU3BEAEHHYIO ANS peanu3aumnm 1 BKIOYEHHYHO B rocyAapCTBEHHbIA PEeCcTp NeKapCTBEHHbIX CPEACTB.

(4acTb 12 BBegeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

13. PewweHne 06 ncknioveHnn n3 rocyaapCTBEHHOro peectpa NekapcTBEHHbIX CpeacTB hapMmaLeBTU4EeCKON
cybcTaHuun, npousBedeHHON ANs peanusauuu, NPUHUMAETCsl YMNOSIHOMOYEHHbIM hefepanbHbiM - OpraHoM
NCMNOMHUTENBHOW BNacTu B Criyyae:

1) npencTaBneHUss COOTBETCTBYIOLUM  YMOMHOMOYEHHBIM befepanbHbiM  OpraHoM  UCMOSHUTENbHOW
BMacT! 3akr4yeHnss O pucke unu o6 yrpo3e XWM3HW WNM 300POBbIO  YerioBeka MO0 KMBOTHOMO Mpw
NCMonNb30BaHMN NeKapCTBEHHOrO CPEACTBa;

2) nogaym pa3paboTUMKOM NEeKapCTBEHHOIO CPeACTBa WM MPOU3BOAUTENEM JIEKapCTBEHHOrO CpeacTBa
nmMbo ynosTHOMOYEHHBIM UMW OPYTUM HOPUAMYECKMM JMLOM 3asiBNeHns o6 UCKNIYEHMM M3 rocyaapCTBEHHOrO
peecTpa nekapCTBEHHbIX CPeacTB hapmaLeBTMYECKOM CybCTaHLMKN, NpoM3BeAEHHON NS peanu3aumu;

3) otcytcTBUSA hapmaueBTUYecKor cybcTaHuumn, npousBedeHHOW Ans peanu3aumv, B obpalleHun B
Poccwuiickonn degepaumm B TeueHne Tpex n 6onee ner.
(vacTb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny ¢ 1 urons 2015 ropa. - ®egepanbHbii 3aKkoH oT 22.12.2014 N 429-P3.

Cratba 36. O6GxanoBaHuMe peleHUsi 06 OTKase B Bblgaye paspelleHUst Ha MNpoBeAeHue
KITMHMYECKOrO MCCrieAOBaHMUA JeKapCTBEHHOro npenapara, pewweHusi o6 oTKase B rocyfapCTBeHHOM
perucrpaumm nekapcTBeHHOro npenapara, 3aKkil4eHUss KOMUCCUN IKCMEPTOB IKCNEPTHOro yupexneHus
WK 3aKN4YeHns coBeTa No 3TUKe

(B pea. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

PelueHne cOOTBETCTBYIOLLETO YNOMHOMOYEHHOro defdeparnibHOro opraHa MCMOMHUTENbHOW Brnactn 06
OoTKkase B Bblgade paspelleHusi Ha MpoBedeHUe KIMHWYECKOro MCCrneaoBaHusl NeKapCTBEHHOro npenapara,
peleHne YyKkasaHHOro (efeparnibHOr0 opraHa WCMOMHWUTENbHOW BriactTM 06 OTkase B rocyAapCTBEHHOM
perucTpaumm nekapCcTBEHHOro npenapaTa, 3akfioYeHUEe KOMUCCUMM IKCMEepTOB 3KCMEPTHOrO YUpPEeXOEHUs unu
3aKMoYeHne coBeTa Mo 3TUKE MOXeT OblTb obXanoBaHo B Mopsiake, YCTaHOBMEHHOM 3aKoOHOOATENbCTBOM
Poccuiickoinnt ®epgepauun. 3akntoueHne KOMUCCUM SKCMEPTOB 3KCMEPTHOMO YYpeXaeHNsl O B3auMO3aMEHSIEMOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NeKkapcTBEHHbIX NpenapaToB At MeAULMHCKOrO NpMMeEHeHUs1 Nnbo O TOM, YTO NeKapCTBEHHLIN nNpenapart ans
MEAMLMHCKOTO MPUMEHEHUS1 HEe SIBNSETCS B3aMMO3aMEHSIEMbIM, MOXET ObiTb 0O0XafoBaHO AepXaTeneMm unm
BnagenbLeM permcTpaumoHHOro yaoCTOBEPEHNS NIEKAapCTBEHHOrO nNpenapara B YNoNIHOMOYEHHbIV heaepanbHbi
opraH UCNONHUTENbHON BJ1aCTH, KOTOprI7I npueriekaeT K paCcCMOTPEHUIO yKa3aHHOI7I »anoosbl noaBegoMCTBEHHbIE
€My HayuyHble opraHu3auum un obpasoBaTerbHble OpraHuM3auuMuM BbiCLLEr0 06pa3oBaHUSA, OCYLLECTBRAOLWMNE
nesaTenbHOCTb B cpepe obpallleHMst NekapCTBEHHbIX CPeAcTB. 3akrtoYeHne KOMUCCUM SKCNEepTOB 3KCMNEePTHOro
yupexaeHusi, oOpMIIEHHOE MO MTOram nepecMmoTpa 0OXaroBaHHOrO 3aKIMOYEHUS 3KCNepTa, MOXeT ObiTb
OCMOpPEHO AepxaTenem unv BnagenbLeM perncTpaLmoHHOro yaoCTOBEPEHUSA NEKAPCTBEHHOMO npenapara nmbo
YMNOSTHOMOYEHHBIM VMW NIMLIOM B Mopsigke, YCTaHOBIIEHHOM 3akoHodaTenbcTBoM Poccuiickon ®epepauun. MNpu
00XXanoBaHUN peLLeHns YMNONIHOMOYEHHOrO heaepanbHOrO oOpraHa WCMONHUTENbHOW BracTv, 3aKioveHus
aKCcnepTa UM KOMUCCUU IKCNEepPTOB I3KCMEePTHOro ydpexaeHusa, 3akrniovYeHna coBeTa Mo 3TUKe AepiXXaTernb Unu
Brnagerney, perncrpaumoHHOro yooCTOBEPEHMS NeKapCTBEHHOrO npenapata Nnbo ynonHOMOYEHHOE UMK NULLO
BrpaBe nNpPeAcTaBUTbL pes3ynbTaTbl 3KCMEepTU3bl JIEKAPCTBEHHOro npenaparta, MNPOTOKOMbl  MOMyYeHHbIX
aKKpeaUTOBaHHbIMY MUCNbITaTeNbHbIMU TabopaTopusiMu (LEHTpaMu1) pe3ynbTaToB UCCNEA0BaHWNA, UCMbITAHUNA.

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. WUHdopmauus, cBA3aHHaAA C OCYLIECTBNIEHMEM [OCYAapCTBEHHOW perncrpauum
nekapcTBeHHbIX npenapaTtoB, MHopmMauua O 3aperucTpuMpoBaHHbIX FEeKapCTBEHHbIX Mpenapartax W
neKapcTBeHHbIX Npenapartax, UCKIMOYEHHbIX U3 rocy[apCTBEHHOrO peecTpa fekapCcTBEHHbIX CPeacTB

1. COOTBETCTBYIOLLMIA YNONTHOMOYEHHbIV dhedepanbHbIi OpraH UCMONHUTENBHOM BracTM pasMeLlaeT Ha
cBoeM odmumanbHoMm canTe B cetn "UHTepHeT" nHdopmMaumio, CBA3aHHYIO C OCYLLECTBNEHNEM rocyAapCTBEHHON
perMctpaumm nekapCcTBeHHbIX NpenapaToB, B TOM 4YMCre NpoBedeHWEM 3KCMepTU3bl NeKapCTBEHHbIX CPeacTB
(Bknovas pesynbTatbl €e NpoBeAeHUs), NHAOPMaLMI0O O 3aperMcTpUpPOBaHHbIX NEKApCTBEHHbIX MpenapaTax u
nekapcTBeHHbIX MpenapaTax, MWCKMYEHHbIX W3 rocyAapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB, He
nosgHee 4em 4epes3 nATb paboynmx LHEN CO OHA MNOMyYEeHWUst YMONTHOMOYEHHbIM dedeparibHbIM OpraHoM
NCMONHNTESNBbHOW BNAacT COOTBETCTBYIOLLEN NH(pOpMaLmK.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-3, ot 02.08.2019 N 297-03)

2. CpokM U nopsiaoK pasMmelleHus YykasaHHOW B 4actu 1 HacToswen cTaTbn UHGOpMaLmK
yCTaHaBNMBalTCA YMNOMHOMOYEHHbLIM  (hbefdeparnbHbIM  OpraHoM  UCMomnHuTenbHoW Bnactu. WHdopmauus,
yKasaHHad B 4actu 1 HacTosiwen cTaTbW, SABMSETCA OTKPbITOM M 00WenocTynmHOM M MpefocTaBnsieTcs
3aMHTEepeCcoBaHHbIM f1LaM B COOTBETCTBMM C 3akoHoA4aTeNnbCTBOM Poccunckon ®egepaumn.

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

Maea 7. KMIMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnNA MEAULIMHCKOIO NPUMEHEHUA, AOTOBOP
OB NX NMPOBEOEHUU, NPABA NMALUMEHTOB, YYACTBYIOLLKUX
B 3TUX UCCINIEAOBAHUAX

Crtatba 38. KnuHuyeckme wuccnegoBaHuA NeKapCTBeHHbIX MpenapaTtoB AnA MeaAUUMHCKOro
npUMeHeHus

1. KnuHuyeckue uccrnenoBaHUsi NEKApPCTBEHHbLIX MpenapaTtoB Anst MEeAMUMHCKOro MPUMEHEHUsi, B TOM
yucne MexayHapoAHble MHOrOLEHTPOBbLIE, MHOTOLIEHTPOBbLIE, NOCTPEerncTpaLMoHHble, NPOBOAATCS B OAHON U
HECKOIbKNUX MEeOULMHCKUX OpraHu3auusix B COOTBETCTBMU C MpaBunaMu Haanexallenh KIMHWYECKON MpaKTUKK,
YTBEPXKAEHHBIMM  YNMONIHOMOYEHHbIM befepanbHblM  OPraHOM WCMOMHUTENbHOW BNacTW, COOTBETCTBEHHO B
crnenyrowmx Lensx:

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

1) ycrtaHoBneHue Ge3onacHOCTW NeKapCTBEHHbIX NpenapatoB Ans 340POBbLIX A0OpoBOnbUEeB U (Mnn)
NepeHoCUMOCTU UX 300pPOBbIMW [0OpOBONbLAMK, 33 MWCKIIOYEHUEM TaKkMx WCCNEeAOBaHWA NeKapCTBEHHbIX
npenapaTtoB, NPou3BeAeHHbIX 3a Npeaenamu Poccuiickoin depepauuy;

2) nogbop onTUMarnbHbIX AO3MPOBOK JIEKAPCTBEHHOrO Mpenaparta M Kypca fedeHuss Anst NaumeHToB C
onpedeneHHbIM  3aboneeBaHueM, ONTMMAanbHbIX [03 WM CXEM BakuuHauMvM  MMMYHOOMOMOrM4ecKMmu
neKkapcTBEHHbIMM NpenapaTamMy 340pOBbIX A0OPOBObLLEB;

3) yctaHoBneHne Ge30MacHOCTU NEKapCTBEHHOro npenapaTta M ero 3MEKTMBHOCTU Ol NMALUEHTOB C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

onpeaeneHHbIM 3aboneBaHnem, l'IpO(bI/IJ'IEKTI/I‘-IGCKOVI SCb(beKTVIBHOCTI/I I/IMMYHO6VIOJ'IOI'VI‘-IeCKVIX J1eKapCTBEHHbIX
npenaparoB AJ14 340pPO0BbIX ,EI,O6pOBOJ'IbLI,eB;

4) n3yyvyeHne BO3MOXHOCTU pacLunpeHnda nokasaHuin anst MeauuMHCKOro NnpuMeHeHUa N BbiABNEHUA paHee
HEeU3BECTHbIX NOOOYHbIX 4ENCTBUIA 3aperncTpmupoBaHHbIX NEKAPCTBEHHbIX NMpenapaToB.

2. B oTHoweHun BOCMNpou3BeaeHHbIX JeKapCTBEHHbIX MnpenapatoB Anld MeaUUUMHCKOro npuMmeHeHuda
npoBoAATCA UcCcnegoBaHuA OVO3KBMBANEHTHOCTU W (I/IJ'II/I) TepaneBqueCKon OKBUBANEHTHOCTU B NOopdALKe,
YCTaHOBJ1IEHHOM YNOJIHOMOYE€HHbIM (be,qepaanbuvl OopraHom NCMNONHUTENbHON BNacTu.

3. OpraHmsau,mo npoeegeHnAa KInnHn4ecknx nccnegoBaHuin JIeKapCTBEHHOrIo npenapara gna meamunHCKoro
NnpuMeHeHns BrnpaBse OCYyLLeCTBNATb:

1) pa3pa60Tqv|K NekapCTBeHHOro npenapara urmmn ynoyiHoMo4eHHoOe UM Nnuo;

2) obpasoBaTtenbHble OpraHMsauuMM Bbicllero obpa3oBaHWs, OpraHu3auun  OOMOSNHUTENBHOrOo
npodeccmoHansLHOro 06pa3oBaHus;
(n. 2 B pea. PegepansHoro gakoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosatesibCknMe opraHm3auun.

4. KnnuHnyeckune nccrnenoBaHns nekapcTBEHHOro npenapata aAng MeauumnHCKoro NpuMeHeHnst NPoBOASTCS
Ha OCHOBaHMM paspelleHns Ha npoBeAeHVEe KIIMHUYECKOro uccrneaoBaHust NekapCTBEHHOro npenapara,
BbIJAHHOTO  YMNOMHOMOYEHHbIM  doefeparbHbiM  OpraHoM  UCMOMHUTENbHOW  BnacTu.  YMNMONIHOMOYEHHBbIN
degepanbHbIi OpraH WCMONHUTENbHOW BRacTu BedeT PeecTp BblAaHHbIX pas3pelleHuin Ha MpoBedeHue
KMMHUYECKUX WUCCRegOBaHUM feKkapCTBEHHOMO Mpenaparta, COAepXallui yKasaHue Ha WX Uenb WnuM uenu, B
YCTaHOBMEHHOM 3TUM OpraHOM MopsiaKe.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 nionsa 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

6. K opraHusauunn npoBeaeHna  KInmHUYecKnx nccrnegoBaHui NekapCTBeHHOro npenaparta And
MeaAULIMHCKOro npumMeHeHusa p83pa6OT‘-IMKOM NeKapCTBEHHOro npenapata MOryT npuBiekaTtbCA opuandyeckue
nunua nobon OpFaHI/I3aLI,VI0HHO-ﬂpaBOBOl7I (*)OprI npun ycnosumn obecneyeHnss COOTBETCTBUSI 3TUX MUCCnenoBaHUi
TpeﬁoBaHVIFIM HacTodwero Cbep,epaanoro 3aKOHa.

KoHcynbTaHTlntoc: npumeyaHue.

B HacTosiwee BpemMsi [OENCTBYHOLUMM 3aKOHOL4ATENbCTBOM HE YCTAHOBIIEH MOPSOOK — akkpeautaumm
MEeLMLMHCKUX OpraHu3aLui Ha NpaBo NMPOBEAEHUST KIMHUYECKUX UCCNEea0oBaHUI NEKapCTBEHHbIX NpenapaToB
ans meguumHckoro npumeHenus. o 01.01.2021 pewnctBoBano [loctaHoenenue [paButensctBa PP ot
03.09.2010 N 683.

7. KnnuHuyeckne nccnenoBaHns nekapcTBEHHbIX NpenapaToB AN MEeAULMHCKOrO NPUMEHEHNs NPOBOAATCS
B MEAVLMHCKNX OpraHm3auusx, akkpeamMTOBaHHbIX YNONHOMOYEHHbIM heaepanbHbiM OpraHoOM UCMONTHUTENbHOM
BNacTu B nopsiake, ycraHoBneHHoMm lNpasuTtensctBoMm Poccuiickon depepaumu.

8. llepeyeHb MEOUUMHCKMX OpraHusauum, MMEeKLWuX MnpaBo MpPOBOAUTb KIMHUYECKME UCCNeaoBaHus
NleKapCTBEHHbIX NpenapaToB AN MEOULUHCKOrO MPUMEHEHUS, U PEECTP BblAaHHbIX pa3peLLeHnin Ha NpoBeaeHne
KIMMHUYECKUX  MUCCrefoBaHWA  NIEKapCTBEHHbIX  MpenapaTtoB  ONyOnMKOBLIBAKOTCA U pasmeLLalTcs
YMNOMHOMOYEHHbIM dhefeparibHbiM OpraHOM MCMOMHUTENbHOW BNAacTU B YCTAHOBEHHOM UM MOpsiAKke Ha CBOEM
odumumanbHom canTte B ceTn "MIHTepHeT".

Cratbsa 39. PelweHne o npoBeAeHUU KINMHUYECKOrO UccneaoBaHUS NeKapCTBEHHOro npenapara gns
MeAVLIMHCKOTrO NpUMEeHeHUs1
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. KnuHnyeckoe nccnegosaHune NIeKapCTBEHHOro npenaparta ana meaunumnHCKoro npuMeHeHna npoBognTcA
Ha OCHOBaHMM pa3peleHnda Ha nposeaeHne KIIMHUYECKOro wuccneagoBaHuna JekapCTBeHHOro npenaparta,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

BbIJAHHOIO YMOMHOMOYEHHbIM befiepanbHbIM OpPraHoOM MCMOSNHUTENBHOM BNacTu Mo pesynbTaTam IKCrnepTusbl
[IOKYMEHTOB, HEOOXOAMMbIX LN MOMyYeHUs paspelleHnss Ha NpoBedeHMe KIMHUYECKOro UccrenoBaHus
feKapcTBEHHOro npenapara v 3TUYECKON SKCMepTU3b.

2. Ons nony4yeHusa paspeLlieHmna Ha nposeaeHne KnnHN4eCcKoro nccrnegoBaHuna nekapCTtBeHHOro npenaparta
ana  MeauMunHCKOro npumMeHeHusa 3asaBUTENb npeacrtaBndAeT B yﬂOJ'IHOMO‘-IGHHbIVI (*)e,D,epaJ'leblVl opraH
NCMONHUTENbHON BNAcTu:

1) 3adBrieHne O Bblga4de pas3pelleHuna Ha npoBedeHne KIMHU4YeCcKoro uccnenoBaHua InekapCTBeHHOro
npenaparta gna meamunHCKOro npuMeHeHuns;

2) Konuu OOKYMEHTOB, MOATBEPXAALWMX YNnaTy rocyAapCTBEHHON MOWNUHBI 3a NPOBEAEHNE ITUYECKOW
3KCMNepTU3bl, SKCMepTU3bl [AOKYMEHTOB Ha INeKapCTBEHHbI npenapaT And nonyyeHus paspelleHns Ha
npoesegeHne KrnHNM4eckoro unccrnenoBaHuAa InekapCTBeHHOro npenaparta and MeguunHCKOro npumMeHeHuda, 3a
BblJayy paspelleHnss Ha npoBeAeHVe KIMHUYECKOro UCCreaoBaHus NeKkapCTBEHHOro npenaparta Ang
MELMLUMHCKOro MpUMEHEHMWsl, 3a NpPOBedEeHNe 3KCNepTU3bl OOKYMEHTOB Ha NeKapCTBEHHbIN npenapat Aans
MONyYeHUs1 paspelleHuss Ha NpoBedeHWe MEeXAYHAapOAHOr0 MHOFOLEHTPOBOro KMMHWYECKOro MWCCNeLoBaHus
NeKkapcTBEHHOro npenapaTta Ans MeOWUMHCKOTO NPUMEHEHWs, 3a Bblgayy paspelleHnss Ha npoBeaeHue
MeXOyHapoOHOro  MHOFOLEHTPOBOrO  KMMHWYECKOr0  UCCMedOBaHWs  NeKapCTBEHHOro npenapata  Ans
MeOUUMHCKOro npumMeHeHud, 3a nposeneHue 3TMUYECKON OKCNepTun3bl, 3IKCNepTu3bl OOKYMEHTOB Ha
neKapCTBEHHbIN Npenapart Ans NonyyYeHus paspelleHust Ha NpoBeaeHne NOCTPErMCTPaLMOHHOIO KMMHUYECKOro
nccnefoBaHWUs NeKapCTBEHHOro npenapaTta Ans MeAWMUMHCKOTO MPUMEHEHWsl, 3a BblAady paspelueHust Ha
npoBefeHMe MNOCTPErnCTPaLMOHHOINO  KIMHWYECKOTO  WUCCNedOoBaHWs NeKapCTBEHHOro npenapaTta  Aans
MELMLMHCKOro NPUMEHEHUS];

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) NPOTOKON KIMMHUYECKOIo NCCrefoBaHUs NeKapCTBEHHOTO Npenapara 419 MeAULMHCKOrO NPUMEHEHNS;
4) 6poLutopy nccnegoBaTens;
5) MHPOPMALIMOHHBIN NNCTOK NaLMeHTa;

6) cBegeHus o0 onbiTe paboThbl MccregoBaTenen No COOTBETCTBYIOLWMM CMELUManbHOCTAM U UX OMbiTe
paboTbl N0 NPOBEAEHUIO KIMMHUYECKUX MCCNeSoBaHU;

7) cBeAeHUs O MEOMLMHCKMX OpraHu3auusix, B KOTOpbIX MpeanoraraeTcsi MpoBeAeHWE KIMHUYECKOro
nccnegoBaHMs  NIEKAapCTBEHHOrO npenapata  Ans  MeOUUMHCKOro NpuMeHeHus (MOfHOe U COKpalleHHoe
HaMMEHOBaHUS, OpraHM3aLUMOHHO-NpaBoBasl opMa, MECTO HaxXOXOEHUS U MEeCTO  OCYLLEeCTBIEHUS
nedarenbHocTU, TenedoH, Tenedakc, agpec SNeKTPOHHOM NOYThI KaXaom MeOULNHCKOW opraHusauunm);

8) cBedeHnA O npeanonaraemMblX CpoKax npoBedeHUA KIMHUYECKOro wuccriegoBaHuA JeKapCTBEHHOIo
npenaparta gnda MmeanunHCKoro npuMeHeHus;

9) Konuto aoroesopa 0bs3aTenbHOro CTpaxoBaHu4d, 3aKitO4YeHHOro B COOTBETCTBMN C TUNOBLIMU MPpaBU1aMu
ob6s13aTenbHOro CTpaxoBaHWA, C yKa3daHnem rlpe/:l,eanon YNCNEHHOCTU NauyMeHTOoB, y4aCTBYHOLNX B KITMHNYECKOM
ncenenoBaHMm nekapcTtBeHHOro npenaparta and MeguumHCKOro npuMeHeHun4;

10) nHcpopmaLmio 0 cocTaBe NekapcTBEHHOro NpenapaTa A8 MeAULUMHCKOro NpUMEHEHS;

11) [OOKYMEHT, COCTaBlieHHblIi MpOM3BOAUTENIEM JIEKApPCTBEHHOrO Mpenapata Ans  MeAMUMHCKOro
NMPUMEHEHNs U codepKallmnii nokasaTenu (XapakTepucTukM), a Takke CBEAeHUs O INeKapCTBEHHOM npenapaTe
ANA MeauLMHCKOro NpuMeHeHus, Npou3BeaeHHOM A NPOBEAeHUs! KNMMHUYECKUX UCCNEeaoBaHWiA;

12) cBepeHuss O paTe nNpedocTaBliEHUMs UM PErUCTPaLMOHHOM HOMEPE IMLUEH3MM Ha NPOM3BOLACTBO
NeKapCTBEHHbIX CPEeACTB B Criyyae, €cnv MpoM3BOACTBO JIEKAPCTBEHHOrO MpenapaTta OCyLecTBRseTcs B
Poccwuiickon ®epepauun, nnm ceegeHus o gate nNpegocTaBleHnss U PerMcTpaLmMoHHOM HOMEpEe 3aki4veHus o
COOTBETCTBMM  MPOU3BOAMTENS  JIEKAPCTBEHHOro  npenapata  TpeboBaHusM  MNpaBun  Hagnexallen
NPOV3BOACTBEHHOW MNPAKTUKW, NPEedOCTaBMNEHHOro YMNOMHOMOYEHHbBIM OpraHoM CTpaHbl MpOM3BOAUTENS
neKkapcTBEHHOro npenaparTa.

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

2.1. B cnyvae HenpefcTaBrneHns C 3asBfeHMEM O BblAaye paspelleHus Ha MpoBedeHne KIMHUYECKOro
nuccrnegoBaHUSA  NEeKkapcTBEHHOro npenapata  Ansg  MeauUMHCKOrO MPUMEHEHUS OOKYMEHTOB  (CBedeHun),
NOATBEPXKAAIOLWMX yNnaTy rocyaapCTBEHHOW MOLMMHbI U yKa3aHHbIX B MyHKTE 2 YacTu 2 HacTosWen cTaTtby, a
Takke BbldaBaeMblX (NPefocTaBnseMblX) YMNONHOMOYEHHbIMW (beaepanbHbIMM  OpraHaMuM  MCNONMHUTENBHON
BNacTu [JOKYMEHTOB (CBeOEHUN), yKasaHHbIX B MyHKTe 12 4acTm 2 HacToswen cTaTbW, YMNONHOMOYEHHbIN
denepanbHbIi OpraH WCMOMHWUTENbHOW BNAcTW 3anpallMBaeT ykasaHHble OOKYMeHTbl (CBedeHus) B nopsgke
MeXBEeAOMCTBEHHOIO MHPOPMAaLMOHHOIO B3aUMOAENCTBUS.

(yacTb 2.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpok, He npeBblWawWmMi NATU pabounx OHEW CO OHSA MPUHATMS yKaszaHHOro B NyHkTe 1 yactm 2
HacTosLLEN cCTaTbW 3asBMEHUS W HeOOXOAMMbIX [OKYMEHTOB, YMOMIHOMOYEHHbIM dedeparnbHbii  OpraH
NCMNONHUTENbHON BNAacTu:

1) npoBOAUT MPOBEPKY MOJIHOTbI N AOOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBuTenemMm JOKyMeHTax;

2) NpUHMMaeT pelleHMe O NPOBEAEHWM 3KCNEPTU3bl OOKYMEHTOB AN MONYyYeHWUs1 paspelleHus Ha
npoBefeHNe KIMHUYECKOro MWCCreaoBaHusl NeKapCTBEHHOro npenaparta Anst MeAWULMHCKOrO MPUMEHEHUS W©
3TMYECKON 3KCNepTu3bl Ui 06 oTkase B NPOBEAEHUN YKa3aHHbIX AKCNEPTUS;

3) yBegomnsieT B 3MEKTPOHHONW chopMe MNM Ha OyMaXkHOM HOcWUTene 3asiBUTENs O MPUHSATOM peLUueHUn
nnbo B cnyyae NpUHATUA peLleHns o6 oTKase Takke C yKasaHuem NpuYnH Takoro oTkasa;

4) noarotaBfiMBaeT N HaNpaBliAE€T B 3KCMEepPTHOE y4ypexaeHne n CoBeT No 3TUKe 3afjaHne Ha npoBeaeHune
COOTBETCTBYHOLLNX 3KCNEPTU3.

4. B cnyyae BbISBNEHWs HEMNOMHOTbI U (MNM) HEOOCTOBEPHOCTM WHGOPMauMK, coaepxallenca B
NpeacTaBneHHbIX 3asBUTENeM [OKYMEHTaX, YNONHOMOYEHHbIN deaepanbHbll OopraH UCNONMHUTENBHON BNAacTy
HanpaBnseT 3asBuTento 3anpoc 06 yTOYHEeHWUU ykazaHHOW MHopMauun. [aHHbIn 3anpoc MoXeT OblTe NepeaaH
YMNOSIHOMOYEHHOMY MPEACTaBMTENIO 3asBUTENS NIMYHO MOA PacnucKy, HanpasfeH Mo NoYTe 3aka3HbIM MUCbMOM
Wnu nepepaH B 3MeKTPOHHOM dopMe MO TerneKOMMYHUKaUMOHHbIM KaHanam cBasun. B cniydae HanpasneHus
AaHHOro 3anpoca no MoYTe 3akasHbiM MUCbMOM OH CYMTAeTCs MOMYYEeHHbIM MO UCTEYEHUN LEeCTU AHEN C aThbl
HanpaBneHns 3akasHoro nucbma. 3asdBuTenb 006s3aH NpeacTaBuTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa MCMOMHWUTENbHOW BNAcT! B CPOK, HE MpeBbllLaloLWniA AeBAHOCTa paboumx gHew co AHSA
ero nonyyeHusi. Cpok, ykasaHHbI B YacTu 3 HacToslew cTaTbW, NMPUOCTaHaBNMBAEeTCA CO AHSA HanpasreHus
3as8BMTENIO 3anpoca YNoSTHOMOYEHHOro heepanbHOro opraHa UCMONMHUTENBbHON BRacT A0 AHSA MOMyYeHus UM
COOTBETCTBYIOLLErO OTBETAa M HEe Y4YMTbIBAETCA MpPU  WCYACIIEHNUA CPOKa MPUHATUS  YNONHOMOYEHHbIM
degepanbHbIM  OPraHoOM  UCMOSNHUTENbHON BNAcTW pelleHuMs O NPOBEeAEHUMM IKCMepTU3bl OOKYMEHTOB AN
nonyyYyeHns paspelleHnMs Ha MnpoBedeHue KIMHWUYECKOro WCCrefoBaHWs fekapCTBEHHOro npenaparta Ans
MeOULMHCKOrO NPUMEHEHUS.

5. OcHoBaHMeM [Of1si OTKasa B MPOBEAEHUM IKCNEepTM3bl AOKYMEHTOB OJ1si MOMyYeHWUs paspelueHust Ha
NMpoBeAeHUe KIMHWYECKOro WCCRedoBaHWsl NEeKapCTBEHHOTO npenapata Ans MeauUMHCKOrO MPUMEHEHUST U
3TUYECKON IKCTIepTU3bl SBMSETCA NpeacTaBneHne AOKYMEHTOB, NPedyCMOTPEHHbIX YacTbio 2 HacTosLLelh cTaTby,
B HEnorHoM oGbeMe, HemnpeacTaBleHve 3asiBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha yKa3aHHbIA B YacTu 4
HacTosILLEeln cTaTby 3anpoc YNoNHOMOYEHHOro dheaeparnbHOro opraHa UCMONHUTENbHON BrnactTu NMéo oTcyTCTBUE
B MpPEeACTaBlIEHHbIX AOKYMEHTaX MCYeprnbiBaloWero nepeyHsl HeobXoauMon MHGopMauuM Unu MHdopmauuu,
KoTopasi JoMKkHa ObiTb OTpaXkeHa B HKX, a Takke OTCYTCTBME MHcopmauuu, noATBepkaatollein dakT ynnatol
roCygapCTBEHHON MOLWMNWMHBI 32 MPOBEAEHUE STUYECKOM  JKCMepTu3bl, 3KCMepTU3bl [OKYMEHTOB Ha
NEeKapCTBEHHbI MpenapaT Afs MOMyYeHUs paspelleHVss Ha MpoBefdeHMe  KIMHUYECKOro MccrnefoBaHus
nekapcTBEHHOro npenapaTta Ans MeaWUMHCKOrO MNPUMEHEHWUs, 3a Bblgayy paspelleHus Ha npoBefeHue
KMUHUYECKOrOo UCCNedoBaHUs JNekapCcTBEHHOTO npenapata Ans MeAULUMHCKOro NMPUMEHEHUs,, 3a MpoBeaeHue
9KCMepTU3bl [OKYMEHTOB Ha JleKapCTBEHHbI MpenapaTt [Ofs MONyYeHus paspelleHus Ha npoBedeHue
MeXOyHapoOHOrO  MHOTOLEHTPOBOMO  KIMMHWYECKOro  UCCredoBaHWs  JIeKapCTBEHHOrO  Mpenapata  [afis
MELMUMHCKOrO MPUMMEHEHUs, 3a BblAady paspelleHuss Ha NpoBedeHne MeXOyHapOLHOr0 MHOMOLEHTPOBOro
KMUHUYECKOrO WCCREeAOBaHUS NEKapCTBEHHOrO npenapata Afns MeAUUMHCKOro NPUMMEHEHUs, 3a MpOBeaeHUe
3TUYECKON 3KCMEPTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHBIV Npenapart Afs NonyyYeHnusl paspeLlueHns Ha
npoBedeHWe MNOCTPErnCTPaLMOHHOTO  KIMMHWYECKOTrO  WUCCNedoBaHWs NeKapCTBEHHOro npenapaTta  Aans
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(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

MeOQUUMHCKOro npuMeHeHud, 3a Bblady paspelieHunda Ha npoBeneHne nocTtperncTtpauMOHHOro KImMHU4YeCckoro
ncenenoBaHnd nekapcrBeHHOro npenaparta gnd meamumHCKoro npuMeHeHus.

6. MNpoBeaeHve 3KCNepTM3bl OOKYMEHTOB AN MONYyYEHUs] paspelleHnsl Ha NpoBeAeHMEe KITMHUYECKOro
uccnefoBaHMsl NeKapCcTBEHHOro npenapata And MeOULMHCKOTO MPUMEHEHUS M 3TUYECKOM 3KCMepTu3bl,
COCTaBfiEHNE KOMWCCUEN IKCMEPTOB M COBETOM MO 3TMKE 3AKMHYEHUN O BO3MOXHOCTU WM HEBO3MOXHOCTU
NMPOBEAEHUSA TaKOrO KIMHUYECKOrO WCCNEedoBaHWs WM HanpaelieHWe 3TUX 3aKMOYEHUA B YNMOIHOMOYEHHbIN
dregepanbHbI OpraH UCMOJTHUTENbHOM BNACTU OCYLLECTBNSAOTCA B CPOK, HE MPEBbILLAKLWNA TpuauaTtn paboymx
OHEeM Cco [OHSA NOMyvYeHMst SKCNEpPTHbIM YYpeXAeHMeM 3afaHus YNoSIHOMOYEHHOro dedeparnbHOro opraHa
NCMNOMHUTENBHOW BNACTU C NPUMOXEHNEM OOKYMEHTOB, YKasaHHbIX B NyHkTax 3, 4, 10 n 11 yactu 2 HacTosLwwen
cTaTbW, U COBETOM MO 3TUKE 3aJaHus YNOSTHOMOYEHHOro bedepanbHOro opraHa WCMONHUTENbHOW BNacTn €
NpUNoXeHNeM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yactu 2 HacTosLen cTaTby.

7. B cpok, He npeBblwaowmi NATM pabounx gHen co OHA NONydYeHUs 3akmnioyYeHun, ykasaHHbIX B YacTu 6
HacTosILLEN cTaTby, YNOTHOMOYEHHbBIN befepanbHbIn OpraH UCNONHUTENbHOW BNACTy:

1) OCyLUeCTBJIAE€T OUEeHKY NOCTynmMBLLUUX 3aKn4veHnn ans onpegeneHna nx cooTBeTCTBUA 3agaHUAM Ha
nposegeHne CooTBETCTBYHOLLNX SKCNEePTU3;

2) npuHMMaeT pelweHne O Bblaayvye paspeweHnda Ha npoBegeHne KIMHMYecKoro wuccrneanoBaHua
JIeKapCTBEHHOrO npenaparta ana MeagunumnHCKOro npuMeHeHna nnn 00 oTkase B Bblgaye YKa3aHHOro paspeLueHuns;

3) BblAaeT pas3pelleHne Ha npoeBeneHue KIMHUYeCKoro mccriegoBaHuAa NnekapCTBEeHHOro npenaparta and
MeOUUMNHCKOro npuMMeHeHua unn pelleHune 00 oTkase B Bbloade YKa3aHHOro paspelleHuna ¢ yka3aHumem npuymH
OTKasa.

8. OcHoBaHveM And oTkasa B Bblgaye pas3pelwieHna Ha npoBeaeHne KIMHNYEeCKOro uccriegoBaHuda
NlekapCTBeHHOro npenapata Agna MeguunmHCKOro npuMeHeHua ABNAeTCA Hannydme 3akni4eHuAa KOMUCCUun
9KCNepToB WM 3aKrk4veHua coBeTa No 3TUKEe O HEeBO3MOXHOCTU npoBedeHUA KIMHUYeCKOro umccriegoBaHuA
NekapCTBeHHOro npenaparta ana MeguunHCKOro npuMmeHeHna no pesynbrtataM npoBefeHHbIX 3KCNepTus,
npeaycMoTpeHHbIX YaCTbio 6 HacToslLLen cTaTbu.

9. PeweHne 06 oOTKase B MNpPOBEOEHUN IKCNEpPTMU3bl OOKYMEHTOB ANS MOMyYeHUs paspelleHust Ha
npoBefeHne KIMHUYECKOro MCCNeaoBaHWUs NEeKapCTBEHHOro npenapata Ang MeLUUMHCKOrO NPUMEHEHUs ©
3TUYECKOWN SKCMEPTU3bl U B BblAaye paspelleHnsa Ha npoBeaeHne KITMHUYECKOro UccrneaoBaHns NeKapCTBEHHOoO
npenapata Ans MeOWLMHCKOrO MNPUMEHEHUsI MOXeT OblTb oOxanoBaHO B nopsgke, YCTAHOBIIEHHOM
3akoHogaTenbLcTBOM Poccuinckon degepauum.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. OTuyeckass aKkcnepTMsa MPOBOAUTCS COBETOM MO 3TWKE, CO34aHHbIM B NOPAAKE, YCTaHOBEHHOM
YMNONTHOMOYEHHbIM  (befeparibHbIM  OpraHoM WCMOMHUTENBHOM BracTh, B LENsX Bblgayn 3akntodeHuss o6
3TUYECKON OBOCHOBAHHOCTU BO3MOXHOCTM MPOBEOEHUs]  KIMHWYECKOTO WCCreaoBaHUs  feKkapCTBEHHOro
npenapaTa ans MeguuUUHCKOro NpuMeHeHus.

2. JkcnepTammu coBeTa MO 3TWKE MOryT ObITb MpeacTaBUTENW MEAWLMHCKUX OpraHvM3auni, Hay4HbIX
opraHusaumi, obpasoBaTenbHbIX OpraHn3auuin Beicllero obpasoBaHus, a Takke npeacraBuTeny obLeCcTBEHHbIX
opraHuMsaumn, penurmosHbiX opraHu3auui n cpeactB MaccoBOM MHopMaumn. [aHHble 3KCnepTbl HE AOSMKHbI
HaxoauTbCA B KakOM-NMBO 3aBMCUMOCTM OT pa3paboTyMKOB NEKapCTBEHHbIX MNpenapatoB W Apyrvx nuu,
3aMHTEepPECOBaHHbIX B pe3yfbTatax 3TMYECKON 3KCNepTU3bl.

3. Onnara ycnyr aKcnepToB COBEeTa MO 3TUKE OCYLUECTBMSETCS Ha OCHOBaHWWM OOroBopa, 3aK4eHHOro
MexXay ynonHOMoYeHHbIM doedeparibHbIM OpraHOM UCMONHUTENBHON BNAcTu, KOTOPbIM CO34aH COBET MO 3TUKe, U
3KCMEepTOM coBeTa MO 9TUKe, 3a cveT OKMKETHbIX acCUrHoBaHWW, MNPegyCMOTPEHHbLIX YMNOMHOMOYEHHOMY
hegepanbHOMY OpraHy UCMOSTHUTENbHOM BNAcTW, KOTOPbLIM CO3[4aH COBET MO 3Tuke, B dpedepansHoM BropxeTe
Ha COOTBETCTBYILUMI rof Ha obecrneyeHne ero AeATenbHOCTM, B pasMepax, YyCTaHOBMEHHbIX [paBMTenbLCTBOM
Poccuiickon ®epepaumn.

4. JkcnepTbl coBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon
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degepauum.

5. CoctaB coBeTa Mo 3TMKe, MOMNOXEeHMEe 06 3TOM COBeTe, MOPSAOK ero AeATenbHOCTU, TpeGoBaHua K
KBanudukaumm 1 onbiTy paboTbl MO 3KCMNEPTHOW OLEHKE Hay4HbIX, MeOMLUMHCKMX W STUYECKUX acnekToB
KMUHUYECKNX UCCNEAoBaHUA NekapcTBEHHbIX npenapaToB Ans MeAULMHCKOrO NPUMEHeHUs, npeabasnsaeMble K
aKcnepTam coBeTa Mo 3TUKe, NOoPAA0K opraHM3aLun U NPoBeAeHNUA 3TUYECKON SKCnepTusbl, Popma 3aKnioyYeHNs
coBeTa Mo 3TWKe YCTaHABMNMBAOTCS YNOIHOMOYEHHbIM heieparnbHbiM OpraHoM MUCMONHMTENbHOM BractTu. Yucno
npeacTaBuTeneil MeaULMHCKUX OpraHuM3auuii He MOXKeT MNpeBbillaTb MOMoBMHY OT O6LLEro 4Yucra 3SKCrepToB
coBeTa Mo aTUKe.

6. MHdopmauums o cocTaBe coBeTa Mo 3TUKe, NaHax ero paboTsl U TEKyLLEN AeATENbHOCTM pa3MeLLaeTcs
Ha oduumansLHOM canTe YNorTHOMOYEHHOro hedepanbHOro opraHa UCNonHUTeNneHon Brnactu B cetu "UHtepHeT"
B YCTA@HOBMNEHHOM MM [OPSOKE.

Cratba 40. [lpoBegeHue KIIMHUYECKOr0o WUCCNeAOBaHUA JleKapCTBEHHOro nmnpenaparta Ansa
MeaULMHCKOro NpUMeHeHUs

1. PykoBoauTenb MEAMUMHCKOW OpraHusaumu, KoTopasi MNPOBOAMT  KIMHWYECKOE MccredoBaHue
riekapCTBEHHOro npenaparta Ans MeauUMHCKOro NMPUMEHEHWs, HasHa4vaeT MccrieaoBaTensi, OTBETCTBEHHOMO 3a
NnpoBeAeHUe TaKoro MCCrenoBaHUs U MMetoLWero neyvebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NPOBOAMMOMY
KNMMHUYECKOMY WUCCReoBaHUI0 NekapCTBEHHOrO npenaparta, co cTaxeM paboTbl Mo nporpaMmaM KIMHUYECKMX
nccneaoBaHUMIM NEKapCTBEHHbIX MpenapaTtoB He MeHee 4YeM TPU roga W Mo ero npeasioKeHU HasHadaeT
couccriegoBaTternei 13 Yicna Bpadert 3Tol MeauLMHCKON opraHm3aLnu.

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

2. NccnepoBatenb ocyLecTBnsieT BbIOOP NauMeHTOB, KOTOpble MO MEAULIMHCKMM NOKa3aHWUsIM MOryT ObiTb
NnpyBneYeHbl K y4acTuio B KIIMHMYECKOM WCCIEeLOBaHMU JIEKapCTBEHHOrO npenaparta Agns MeauuMHCKOro
NPUMEHEHMSI.

3. WUccneposatenb 1 counccrnegoBaTenu AOMKHbI ObiTb O3HAKOMIEHbLI C pe3ynbTatamMn OOKNMUHNYECKOro
nccrnenoBsaHMAa nNekapCTtBeHHOro cpeacrtea, coaepXawmmmca B 6p0Lmope nccnenoeartend, NPoOeKToM NpPpoTOoKoSa
KIMNMHNYEeCKOro mnccrneaoBaHna nekapCTtBeHHOro npenaparta gna mMeanuunHCKoro npuMeHeHuAd, pa3p360TaHHblM
p83pa60T‘-II/IKOM JIeKapCTBEHHOro npenapara Ui UHbIM HOPpUANYECKMM JNLIOM, NpUBJIEKaeMbiM K OpraHu3aunmn
npoBeaeHna KIMHUYECKOro uccnenoBaHnda JnekapCTtBeHHOro npenaparta gna MeanuunHCKOro rnpuMeHeHuA, U
apyrumm matepuanamm Takoro nccrnegosaHus.

3.1. PykoBoguTens MeOUUMHCKOM OpraHuM3auum B CPOK, He MpeBbilatowmi Tpex pabovmx gHen co AOHs
Havyana nNpoBeLEHUsI KITMHUYECKOIO UCCrefoBaHUS NiekapCTBEHHOMO npenapaTa AN MeaUUMHCKOro NPUMEHEHNS,
coobuiaeT 06 aTOM B YNOSIHOMOYEHHbIV befeparnbHbii OpraH UCMOTHUTENBHON BNAacTW, BblAABLUMIA pa3peLueHne
Ha NpoBeJeHVe Takoro UCCNeaoBaHus, MO YCTAaHOBIIEHHOM UM chopme.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusauuy, OCYLLECTBASIOLIME OpraHvM3auuio MNpoBedeHMs  KIMMHWYECKOro  MccriegoBaHus
neKkapCcTBEHHOro npenapaTta Ans MeQUUMHCKOrO NPUMEHEHWs U yKasaHHble B yacTu 3 ctatby 38 Hactoswero
PegepanbHOro 3akoHa, B criydae HeobXOOAMMOCTM BHECEHWS W3MEHEHUW B MNPOTOKOM  KIMHWUYECKOro
nccrnegoBaHUSA  NeKapCcTBEHHOro npenapaTta  Ans  MeAMUUHCKOro npuMeHeHuss coobwat o6 3tom B
YMOSTHOMOYEHHbIN defepanbHbIi OpraH WUCNOMHWUTENBHOW BMNAacTW, BblAABLUMW paspelleHne Ha npoBedeHue
Takoro nccrnegoBaHus, No yCTaHOBEHHOW UM (hopMe.

(B peq. ®enepanbHoro zakoHa ot 11.10.2010 N 271-93)

4.1. dopma coobLLEHNSA O BHECEHUN N3MEHEHWI B MPOTOKOS KIMHUYECKOrO UCCrefoBaHUSA nekapCTBEHHOMO
npenapaTa ans MeavLUHCKOro NnpuMeHeHns JoMmkHa cogepXatb cregyolme CBeAeHNs:

1) HaMMeHoBaHWe, MOEHTUMMKALMOHHBIA HOMEpP W AaTa NPOTOKoMNa KNMHUYECKOTO MCCIeAoBaHus;
2) [aTa BHECEHUS U3MEHEHWI B MPOTOKOS KITMHUYECKOro NCCNeaoBaHUs;
3) HaUMEHOBaHWE N MECTO HaxoXAeHWs 3asBUTENS;

4) HavMeHOBaHWe opraHusauun, MpUBNEYEHHON pas3paboTUMKOM feKapCTBEHHOro npenapata K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

opraHun3auunmn npoBegeHuna KInnHNM4eckoro ncenengoBaHnA (ﬂpl/l Haﬂl/l‘-ll/ll/l);

5) HanMeHoBaHUA U MeCTa HaxoxXaeHna MegunumuHCKNX OpFaHI/ISGLWII?I, B KOTOPbIX NMPpOBOAUTCA KINMMHUYECKOoe
nccnegoBaHune;

6) Aarta Bblaayvyn pa3peleHna Ha nposegeHne KnmHn4eckoro ncceriegosaHnAa n Homep 3Toro paspelleHns;

7) N3MEHEHMS1, BHOCUMbIE B NMPOTOKOS KIMHUYECKOrO NCCNEeA0BaHNS.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

5. B cpok, He npeBbllWaAWMA Tpuguatn pabounx OHEeW cOo OHS MOJTyYeHUs YKa3aHHOro B 4actu 4
HacTosen CcTaTtbu COOOLLEHUS, YMONTHOMOYEHHLIN  doefepanbHbil  OpraH  UCMONTHUTENbHOW  BRacTh
paccmaTtpuBaeT 3TO COObLlEeHNe B YCTAHOBIEHHOM UM NOPAAKE U MPUHUMAET peLLeHne O BHECEHUN U3MEHEHU B
NMPOTOKOJ KIIMHWYECKOrO WUCCefoBaHUS fiekapCTBEHHOro npenapaTta Ans MeauuMHCKOrO MPUMEHEHUs nnu ob
OTKa3e BO BHECEHUM Takmx nameHeHui. Npn paccmMoTpeHnr coobLLeHns 0 He0BXOOUMOCTN BHECEHUS U3MEHEHUIA
B NPOTOKOMN KNWHUYECKOro NCCrefoBaHNS nekapCcTBEHHOro npenaparta aAng MeanumMHCKOro NnpuMeHeHus B Lensax
oueHkn 06OCHOBAHHOCTM MpedfiaraeMblX M3MEHEHUM W onpedeneHus CTeneHW pucka AN NauueHToB,
NPUHMMAIOLWMX Yy4yacTMe B  KIMHUYECKUX WUCCREAOBaHUAX, YMNOMMHOMOYEHHbIM heaepanbHbiM  OpraHoM
NCNOSTHUTENBLHOW BNAcTU MOrYT NPUBMEKATbCHA 3KCNEPThl COBETA MO 3TUKE.

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

6. KnuHnyeckoe nccnegoBaHne nekapCTBEHHOro npenapara Ans MeguUMHCKOrO MPUMEHEHNSA MOXeT ObiTb
NMPUOCTaAHOBMNEHO UMW MpPeKpaLleHo, ecnu B Mpolecce ero npoBefeHus obHapyXeHa OnacHOCTb AMS >XU3HW,
3[00pOBbs NaumeHToB. B cnyvyae BO3HUMKHOBEHUS OMNACHOCTW ANS XWU3HW, 340POBbSA MauUeHTa, y4acTBYHOLLEro B
KNMMHUYECKOM MWCCMNEeAoBaHUM fEeKapCTBEHHOro npenapata And MeguumHCKOro MNpUMEHEHUs, uccrnegosaTenm
06513aHbI NpovHdopMmpoBaTbh 06 3TOM PyKOBOAMTENS MEOMLIMHCKON OpraHM3auum 1 opraHn3aumio, NonyymBLLYHO
paspeLueHne YnorTHOMOYEHHOro dheaeparnbHOro opraHa UCMONHUTENbHOW BNAcT! Ha OpraHn3aumio npoBegeHns
KMMHMYECKOro WCCreaoBaHWa neKkapCTBEHHOro mnpenapaTta. PelweHne O nNpUOCTAHOBMEHWMM  KITMHWYECKOro
nuccrnegoBaHUsa  fiekapCTBEHHOro npenapata  ANnd  MeAWUMHCKOro NPUMEHEHWs NPUHMMAaloT  PyKOBOAWTENb
MeOULMHCKON opraHusaunm v (Mnu) opraHusaums, nonyyvmslUas paspelleHne ynornHOMOYEeHHOro eaepansHoro
opraHa WCMOSHUTENbHOW BMacTM Ha opraHu3auuio NPoBEeAEHUS KIMHWUYECKOro UCCNefoBaHUs NeKkapCTBEHHOMO
npenapara Ans MeOULMHCKOrO MNPUMEHEHWs, pelleHMe O MpeKpalleHun Takoro WccrneoBaHus NpUHUMaeT
YMONIHOMOYEHHbIN beaeparnbHbIii OpraH WCMOMHUTENbHOW BMAcT Ha OCHOBaHUWM COOOLLEHUS B MUCbMEHHON
dopme pykoBoauMTeENs  MEOWLMHCKOW  OpraHMsaumMm unv  opraHuMsauus, MonyuuBllas  paspelueHuve
YMONHOMOYEHHOro hefeparnbHOro opraHa UCMONHUTENLHOW BNAcT! Ha OpraHnsaumio NPOBEAEHUSA KIMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMo npenapara Ans MeauuMHCKOro NPUMEHEHNs.

7. B cpok, He npeBbllawWMA NATM paboumx OHEeW CO AHA 3aBepLleHUs, MPUOCTAHOBMEHUS WK
npekpaweHns KIMHUYECKOro MCcCcriefoBaHUs feKkapCTBEHHOro npenapaTta Ans MeAULMHCKOrO MpUMEHEHMs,
coobuweHne o6 3TOM HampaBnsAeTca OpraHMsaumMsiMy, YKa3aHHbIMM B 4actu 3 cTatbuM 38 HacTosLero
denepanbHOro 3akoHa, B YNOSTHOMOYEHHbIN defepanbHbli OpraH UCMONHUTENLHOW BNacTu N0 YCTaHOBMEHHOW

Y QQOQMG.

8. ®opma coobLeHNs 0 3aBepLUEHNM, NMPUOCTAHOBIIEHUM UMW MPEKPALLEHNN KITMHUYECKOTO UCCreaoBaHus
nekapcTBEHHOro npenaparta Ana MeauLMHCKOro NpUMeHeHUsa JomkHa coaepxaTb:

1) nHpopMaLMio 0 MeOMUMHCKON opraHusauuMm UM MeauLMHCKMX OpraHv3aumsax, NpoBOAMBLUMX AaHHOE
nccrnenoBaHue;

2) onucaHne g4aHHOro uccrneaoBaHus;

3) paHHble uccnepgosatens (pamunus, ums, OTY4ECTBO, MecCTO paboTbl, 3aHUMaemasi [OOSKHOCTb,
crneumanbHOCTb, CTax paboTbl MO nporpaMMaM KIMHWYECKMX WCCNedOoBaHWA feKkapCTBEHHbIX NpenapaTtos,
nepeYeHb KIMHUYECKUX NCCIEAOBaHUIA NNEKAPCTBEHHbIX NMpenapaToB, B KOTOPbLIX OH NpUHMMan ydacTtue (nepuogpl
y4acTus) B Ka4ecTBe uccrnegoBartens unu comccnenosarens);

(B peq. PenepanbHoro zakoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [aHHOTO MWCCeAoBaHus (3aBeplueHue, MPUOCTAHOBIIEHWE WM MpeKpalleHne OaHHOro
nccrnenoBaHUa C ykasaHWeM WX MPUYMH M BMUSHWUSA Ha OLEHKY €ero pesynbTaToB, OOLLUY OLEeHKY pucka u
oXuaaemon nomnb3bl OT MPUMEHEHUA MCCrieQyeMoro rnekapcTBEHHOro npenaparta, a Takke npegnonaraemble
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

JanbHenne aencTeuns).

8.1. lMpu BbIBNEHMM dhedepanbHbIM OpraHOM MCMOSTHUTENbHOW BNAcCTU, OCYLIECTBNALWMM OYHKLUUN MO
KOHTPOIO 1 Haa3o0py B chepe 3a4paBOOXpaHEHUS, HapyLIeHWI NpaBun Hagnexallemn KnMHUYecKon npakTukm npu
NPOBEAEHUN KITMHUYECKOro WCCNefoBaHUsA NEeKapCTBEHHOro npenapaTa, BAMSOWUX Ha MOMHOTY W (Unu)
JOCTOBEPHOCTb [AAHHOro KIMHWYECKOro MCCneaoBaHus, yKasaHHbIn defeparnbHbld opraH UCMNONHUTENBHOM
BNacTu npuoCcTaHaBnNuBaeT nNpoBeAeHWe [OaHHOIo KIMHUYECKOro WCCrefoBaHWs U BbIHOCUT MeOMLUMHCKOM
opraHu3auuu, B KOTOPOW MNPOBOAMTCA [OaHHOE KIMHUYEeCcKoe uccrnedoBaHve, npegnucaHve ob ycTpaHeHun
BbIiBNEHHbIX HapyweHuin. [lpn HeycTpaHeHun MeOuLMHCKOW opraHu3auven BbISBNEHHbIX HapyleHuin B
YCTaHOBMEHHbIM B NpeanMcaHnun CPoK yKasaHHbI dpefepanbHbldi opraH UCMOMHUTENbHOW BRactu npuHMMaeT
peLleHre O npekpaLleHun NpoBeaeHns KNMHUYECKOro nccrnefoBaHns NekapcTBEHHOro npenaparta U HanpasnseT
B (befepanbHbli opraH UCMOMHMTENBHOW BMACTW, OCYLLECTBASIOWMIA (OYHKUMM MO BbipaboTke M peanusaumm
rocyapCTBEHHOW MOSIMTUKM U HOPMaTMBHO-NPABOBOMY perynvpoBaHuio B cdepe 34paBooOXpaHeHus,
3aKknioyeHne O BbISBMEHMM NpU NPOBEAEHUMU [AaHHOro KIMMHWYECKOro WccneaoBaHus HapylleHur npasun
Hagnexallenh KIMHUYECKOW MNPaKTUKM ANs NPUHATUS pelleHns ob OTMeHe paspelleHnss Ha OopraHu3auuio
NpoBeAeHUs AaHHOIrO KNMHUYECKOro UCCNeaoBaHns ¢ AaThl NPUHATUSA peLlleHns O NPUOCTaHOBAEHUN NpoBeaeHNSs
KNMMHUYECKOro UCCrefoBaHNA NekapCTBEHHOro npenapara.

(vacTb 8.1 B peq. ®PepepansHoro gakoHa oT 13.07.2015 N 241-93)

9. YNonHOMOYeEHHbIV dedeparnbHbil OpraH MCNONMHUTENBHOW BriacTu onybnuvKkoBbIBaeT M pasMellaeT Ha
cBoeM odumumansHom cante B cetn "MHTepHeT" coobleHne O 3aBeplleHun, MNPUOCTaHOBIEHUU WU
npekpaLwleHn KNMHUYECKoro MccrnefoBaHUA IeKapCTBEHHOro npenaparta And MeauuMHCKOro npuMeHeHus B
CPOK, He NpeBbILIAOLWLMI NATM pabounx AHEWN CO OHS ero Nony4YeHus, B yCTaHOBNEHHOM UM MOPSAKE.

10. YNOMHOMOYEHHbIN eaepanbHbii OpraH UCMONMHUTENbBHOM BNAcTW OCYLIECTBNSAET BedeHue peecTtpa
uccnegosarenen, NPOBOSALUMX UMW MPOBOAMBLUMX KIMHUYECKME WCCNEOOBaHUSA NEeKapCTBEHHbIX MpenapaTtoB
Ons MeANLMHCKOro NPUMEHEHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBunamMu U pasMmeLlaeT ero Ha CBoem
ohuumnansHoM cante B cetu "WHTepHeT" B YCTaHOBNEHHOM UM [opsaake. YKasaHHblA peecTp CcoaepXuT
WHopmaLmio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLWwen cTaTbm.

11. Ot4yeT O pe3ynbTaTtax KIMHUYEeCKOro mnccrnenoBaHuna nekapCTBeHHOro npenaparta gna meguunHCKoro
NpPUMEHEHNs1 COCTaBNAETCHA opraHu3aLmen, ykazaHHon B Yyactu 3 ctaTbu 38 HacTosLero ®eaepansHOro 3akoHa,
Ha OCHOBAHWM 3aKIIOYEHUA MEOULMHCKUX OpraHvM3auui, NpoOBOAMBLLMX 3TO UCCNefOBaHWe, U NpeacTaBnsieTcs B
YMOSTHOMOYEHHbIN defepanbHbIi OpraH WCMOMHUTENBHOW BMNAcTW, BblAABLUMIW paspelleHne Ha npoBedeHue
3TOro MCCnegoBaHus, B CPOK, HE NMPEBbLIWAKLLNA TPEX MECALIEB CO OHSA €ro 3aBepLleHusl, MPMOCTaHOBNEHMS UMK
npekpalleHua, B nopdake, yctaHoBJ1€HHOM YNOJTHOMOY€EHHbIM q)enepaanblm opraHom MUCMOSTHNTENBHON BNacTu.

12. HapyweHne [paBun Haanexawlenh KrIMHUYECKOW MpakTuky, danbcudukaumsa pesynbTaToB
KIMMHUYECKOro MCCrefoBaHnsl NIEKAPCTBEHHOIO npenaparta Ans MeamuMHCKOro MpUMEHEHMs BNEKYT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccunckon Gegepaumn.

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

13. Tpun npoBedeHMU KIIMHMYECKOTO WCCREeLOBaHUSA IeKapCTBEHHOrO mnpenapaTta Ans MeguuUHCKOro
NpMMEHeHUs donyckaetcs 3abop Yy nauMeHToB Ouonornyeckux matepuanoB (obpasubl  Guonornyeckmx
XWOKOCTEW, TKaHEN, CEKPETOB M NPOAYKTOB XU3HEAEeATENbHOCTY YenoBeka, (n3nMoIorMYeckmx 1 NaTonormyecknx
BblAEeMNeHW, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3mMoB, OVOMNCUIHBLIN MaTepuan) NSt UX U3Y4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npegenamm Poccuiickon ®epepauun.

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

14. Mopsapok BBo3a B Poccuiickyto depepaunto n BbiBo3a 3a npegenbl Poccuiickon depepaumm
Oronormyecknx martepuanoB, MOSlyYEHHbIX MPU NPOBEAEHWUM KIMHMYECKOrO WCCREAOBaHUA NeKapCTBEHHOTrO
npenapaTa 4ns MeguLMHCKOro NnpuMeHeHusl, yctaHasnuaaetcs NpasutensctBom Poccuiickon ®epepaumu.

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

Cratbs 41. ﬂOFOBOp O npoBegeHUn KnnHn4yeckoro nccrnegoBaHunsa neKkapcrBeHHOro npenapara ans
MeaNUMHCKOro npuMmeHeHus

1. KnuHunyeckoe nccnegosaHue NlekapCTBeHHOro npenaparta gna MmeanumMHCKoro npuMmeHeHna npoBoanTcA
B COOTBETCTBMM C OOroBopomM O npoBeaeHun KIMHUYECKOro unccrieaoBaHua JrnekapCcTtBeHHOro npenaparta and
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MEeOULMHCKOTO MPUMEHEHUS, 3aKNoYaeMbIM MeXy opraHusaumen, NonyyYnBLIE pa3peLleHme YNorHOMOYEHHOro
doegepanbHOro opraHa WCMOSHUTENbHOW BNAacTM Ha OpraHu3auuto MpPOBEAEHWs TaKoro uccnegoBaHus, U
MeANLMHCKOW OpraHmn3auunen, ocyLecTBAsOLEN NpoOBEAEHNE TaKoro nccnegoBaHus.

2. ,D,orosop O npoBeaeHun KInmHM4YecKoro unccregoBaHua nekapCcrtBeHHOro npenaparta gnda meamunHCKoro
NPUMEHEHUNA OOJTKEH coaepXaTb:

1) ycnoBus 1 CpoKM NpOBEAEHNUSI JAHHOTO UCCINEA0BaHNS;

2) onpepgeneHve obwen CcToMmMocTun nporpamMmmbl  OaHHOro wuccnenosaHna C yKa3aHMemMm CyMMbl,
npep,HaaHaqarou_LeVlcq And BblfJiaTt nccriegoBartenam, comccriegoBaTtenisam,;

3) onpegeneHve dopmbl NpeacTaBneHnss pe3ynbTaToB AaHHOMO MCCneaoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNONMHUTENBHOW BNacTMW.

Cratba 42. ®PuHaHcoBoe obecneyeHue KIIMHUYECKOro MUCCreaoBaHUA NeKapCcTBeHHOro npenaparta
And MeguUuMHCKOro npumMmeHeHus

dunHaHcoBoe obecneyeHne KIMHUYECKOro UccrneaoBaHus JleKkapCTBeHHOro npenaparta gna meguumHCKoro
NnpuMeHeHndA OCYyLLIEeCTBIAETCA 3a CHET:

1) cpencTB dhegepanbHOro GIOIKETA;

2) cpencTs opraHmaau,Mﬁ, nonyyvymMBlwlnX paspewieHme Ha opraHumsauyuio nposeneHunAa OaHHOro
nccrnegoBsaHud, B COOTBETCTBMA C YCIOBUAMUK OroBopa O ero nposeaeHuu;

3) MHbIX HEe 3anpeLyeHHbIX 3akoHoA4aTeNbCTBOM Poccunckon degepaumm NCTOHHUKOB.

Cratba 43. npaBa nauymneHToB, y4acCTBywLWUX B KIIMHUYECKOM uccriegoBaHMn nekKkapcrBeHHOro
npenapara gnda meguUMHCKOro npuMeHeHus

1. Yyactve nauMeHTOB B KIMHMYECKOM UCCneaoBaHUM JIeKapCTBeHHOro npenapara Aanda mMmeguumHCKoro
NPUMEHEHNA ABNAETCA ,ElOGpOBOHbeIM.

2. TauneHT UM ero 3aKOHHbIN NpeAcTaBUTENb AOIMKEH ObiTb MHOPMMPOBAH B MUCbMEHHOW hopMe:

1) 0 nekapCTBEHHOM Mpenapate QAN MEOULUMHCKOrO MPUMEHEHUSS U CYLIHOCTM  KITUHWUYECKOro
nccnefoBaHNs 3TOro fiekapcTBEHHOro npenapaTa;

2) o 0esonacHOCTM IeKapCTBEHHOro npenapata And MEOWLMHCKOrO MPUMEHEHUS, €ro OXuOoaemow
3PEKTUBHOCTU U CTEMEHN pUCKa 4N NALMEHTA;

3) 00 ycnosuax y4yactma nauneHta B KIMMHUYEeCKOM UuccnenoBaHUM InekKapCTBEHHOro npenaparta Ansd
MeaNLIMHCKOIro NpuMeHeHus;

4) o uenu unn Lensx u NPoaoIHKUTENBHOCTU KIMHUYECKOro MccrnefoBaHUsl NeKapCTBEHHOMO npenapara
AN MeAMLMHCKOIo NpUMEeHeEHUS;

5) O AENCTBUAX MaumeHTa B Cnyyae HenpeaBnaeHHbIX Sde)eKTOB BITMAHNA NEKApPCTBEHHOro npenaparta
ana MeanumMHCKoro npuMmeHeHnsa Ha CoCToAaHmne ero 34opoBb4,

6) 06 ycnoBusax 0653aTeNbHOro CTPaxoBaHUs XWU3HU, 300POBbS NaLNEHTa;

7) 0 rapaHTUsIX KOHUOEHUMANbHOCTU yYacTUs naumMeHTa B KNMHUYECKOM UCCIeqoBaHUN fleKapCTBEHHOMO
npenapaTa ans MeguuUUHCKOro NpuMeHeHus.

3. ,D,o6pOBoanoe cornacne nauueHta Ha y4dYacCctue B KIIMHUYEeCKOM uccrieqoBaHMnM nekapCTBeHHOro
npenaparta gna MeguumHCKOro npuMeHeHud noarteepXaaeTcd ero noanncbio uinm noanmncbio ero 3akoHHOro
npeacraBnTend Ha VIH(*)OpMaLI,VIOHHOM JINCTKe nauueHTa.
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4. MNauMeHT 1N ero 3akoHHbI MpeacTaBuUTeNnb MMEET MPaBo OTKasaTbCA OT Y4acTUs B KIMUHUYECKOM
nccrnenoBaHUM nekapcTBEHHOro npenaparta Ansa MeAMUMHCKOTO NMPUMEHEHUs Ha NoBon CTaaun npoBeaeHUs
TaKoro nccrnenoBaHus.

5. MNpoBeaeHne KIMHNYECKOTo UCCrefoBaHUS NeKapCTBEHHOMO Npenaparta Anst MegUUMHCKOro MPUMEHEHUS
C y4YacTMeM B KadecTBe NauMeHTOB AeTel 4oMyCcKaeTCs TONbKO C Corflacusa B NMMCbMEHHOM hopme nx poantenen,
ycbiHOBMTENEN. [leTn MoryT paccMaTpuBaTbCs B Ka4yeCTBE MOTEHUManbHbIX MauUeHTOB Takoro uccrnenoBaHus,
TONMBbKO €ecrnu ero npoBedeHMe Heobxoaumo Ans  YKpensneHus 300poBbs  AeTerd UNnu NpodUnakTuKu
MH(EKUMOHHBIX 3aboneBaHWii B OETCKOM BO3pacTe nMbO ecnu Uenbi Takoro MWCCedoBaHus SBMSIETCS
nony4YyeHne OaHHbIX O Hauny4llen JO3MPOBKE NlekapCTBEHHOrO npenapara Anis nedyeHus aeten. B atux cnydasx
TakoMy MCCNeAoBaHWI0 OOIMKHO MPefLecTBOBaTh KMMHUYECKOE UCCredoBaHMe NekapCTBEHHOro npenapara gns
MEOULMHCKOTO NMPYMEHEHNS Ha COBEPLLUEHHOMNETHUX rpakgaHax, 3a UCKITHYEHNeM Cry4yaeB, eCcnu nccnegyembin
NeKapcTBEHHbIN NpenapaTt Ans MeAULMHCKOrO NPUMEHEHNSA nNpegHa3HayYeH UCKITYUTENBHO AN MCMONb30BaHUSA
HeCcoBepLUEHHONETHUMU FpaXxgaHaMu.
(B peq. PenepanbHoro zakoHa ot 22.10.2014 N 313-93)

6. 3anpelwaeTcs NpoBeAeHME KIIMHWYECKOTO WCCredOoBaHWs  JieKapCTBEHHOro mnpenapata Ans
MEAMLIMHCKOro NPUMEHEHUS C y4acTUeM B KayecTse MauneHTOoB:

1) oeTen-cnpoT n AeTen, ocTaBumnxcsa 6e3 nonevyeHnss poautenen;

2) xeHWwmnH B nepuvog GepeMeHHOCTU, XEHLWMUH B nepuog rpyaHoOro BCKapMIMBaHUSA, 3a WCKINIOYEHUEM
cny4yaeB, ecni npoBOoAUTCA KIMMHUYEeCKOe UccrenoBaHue nekapCTBeHHOro npenaparta, npeaHasHa4YeHHOro and
yKa3aHHbIX XEHLUMH, MPpU YCNOBMU HEOOXOAMMOCTU MOMyYeHUst MHPOPMAaLMKM TONMbKO BO BpeMS MPOBeAEeHMS
COOTBETCTBYHOLUMX KIMHWUYECKUX WUCCIEQOBaHUN U MPUHSATUS BCEX HEOOXOAMMbIX MeEp MO WCKMYEHUo pucka
HaHeceHUsi Bpeaa XeHLWuHe B nepnos 6epeMeHHOCTH, XEHLUMHE B NEPUOA, rPYAHOIO BCKapMIMBaHUs, nioay wunm
pebeHkKy;

3) BOEHHOCNyXallMX, 3a WCKMOYEeHWeM clydyaeB NPOBEAEHWS  KIMHUYECKOro  UCCreaoBaHust
NeKkapcTBEHHOro npenaparta, crneunanbHo pa3paboTaHHOro ONs MPUMEHEHMs B YCIOBUAX BOEHHbIX OeWCTBUN,
YypesBblYalHbIX CUTyauui, NPOUNaKTUKL 1 fevyeHnss 3abGoneBaHnii U NopakeHWn, NoNyYeHHbIX B pesyrnbTaTte
BO3AEVCTBMS  HeBnaronpusTHbIX XUMWYECKUX, Buonornyeckux, paguaumoHHblX dakTopoB. KnuHuyeckoe
nccrnenoBaHWe Takoro NeKkapcTBEHHOro npenapaTta MOXeT NPOBOAWUTBLCA C y4YacTUeM B KavecTse nalMeHTOB
BOEHHOCNYXalllMX, 33 WCKMNIOYEHWEM BOEHHOCMNYKalUMX, MNPOXOAALMX BOEHHYI CryxBy Mo npusbiBy, C
cobniogeHem TpeGoBaHWUi, YCTAHOBMEHHbIX HacToAlWMM deaepanbHbiM 3aKOHOM B OTHOLLEHUM TpaXAaHCKMX
nvu,

4) cOTPYOHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBaKOLWMX HAaKasaHWe B MecTax NnueHus ceobobl, a Takke NL, HaXOAALWMNXCA NoL CTpaxeii B
CcnencTBEHHbIX U30NATOpax.

7. OonyckaeTcs npoBeAeHne KNMHNYECKOro UccneqoBaHus NekapcTBEHHOro npenapara ans MeauuuHCKoro
NpUMEHeHWs, NpeaHasHauYeHHOro AN nevyeHus Ncuxudecknx sabonesaHui, ¢ y4acTMeM B KadecTBe NalMeHToB
ML C  MNCUXMYECKUMM 3aboneBaHusIMM, MNPU3HAHHLIX HeaeecrnocobOHbIMU B MOPSAAKE, YCTAHOBIIEHHOM
3aKkoHodaTenbcTBoM Poccuiickon denepaunmn. KnuHnyeckoe uccnegoBaHue NIEKapCTBEHHOMO NperapaTa B 3TOM
criyyae npoBOAMTCS MPY HanMnyMm Cornacusi B NMCbMEHHON hopMe 3aKOHHbIX NPeACcTaBUTeNen ykasaHHbIX L,

Cratba 44. OOGssaTtenbHOe CTpPaxoBaHME >XW3HMU, 340POBbA NauUUeHTa, Yy4yacTByHLEro B
KIIMHMYECKOM MUCCeAoBaHUM NIeKapCTBEHHOro npenapara Ansa MeguuMHCKOro npuMmeHeHust
(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHu3auus, NornyyYmBlUAs paspeLleHne Ha opraHu3auuilo NPOBEAEHUS KITMHUYECKOro UcCrieqoBaHus
neKkapcTBEHHOro mpenapara Ans MeAuLMHCKOro npuMeHeHus, obssaHa B KavyecTBe CTpaxoBaTens CTpaxoBaTtb
PUCK NPUYMHEHMS BpeOa XW3HW, 300POBbI0 NalueHTa B pesynbTaTe NpoBedeHUs KIUMHUYECKOro MCcCcneqoBaHus
NeKkapcTBEHHOro npenapata Ans MEeAMLMHCKOrO NPUMMEHEHUst 3a CBOM CYeT MNyTem 3akiiovyeHus Oorosopa
06s3aTenbHOro CTpaxoBaHus.

2. ObbekToM 00A3aTENbHOIO CTPaxoBaHWA ABMASETCA UMYLLECTBEHHbIN MHTEpPEC naumeHTa, CBA3aHHbIN C
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npnynHeHnem Bpeda ero XuM3HM unn 300pOoBbl0 B pedyribTaTte npoBeaeHUA KIMMHUYEeCKOro uccriegoBaHud
JIeKapCTBEHHOrO npenaparta ana MmegunumnHCKOro npuMeHeHuA.

3. CTtpaxoBblM criydaem No [OroBopy 006s3aTenlbHOrO CTpaxoBaHUS SABMSIETCS CMEPTb MauMeHTa Wnu
yXyfLleHNe ero 340poBbsi, B TOM 4uCre Brekylee 3a coOOM YCTaHOBMEHWE WHBaNWAHOCTU, MPU Hanuyuu
NPUYNHHO-CNEACTBEHHOM CBSI3U MEXAY HaACTYNNEeHUMEM 3TOro cCoObITUS U yyacTueM nauveHTa B KIMHUYECKOM
nccneaoBaHUM NekapcTBEHHOIO NpenapaTa.

4. TpeGOBaHVIﬂ O BO3MeLlleHun Bpena, NpUHYHNHEeHHOro Xnu3Hu nnm 30opoBbio NauneHTa, NnpeabaBnAaloTCA B
Te4yeHne CpoKoB WCKOBOW OaBHOCTH, YCTAHOBJIE€HHbIX rPa>KOaHCKUM 3aKOHOAaTEIbCTBOM.

5. Pasmep cTpaxoBoi BeinaThl MO 4OroBOpPY 06593aTeNibHOr0 CTpaxoBaHUS COCTaBNSAET:

1) B Clny4Yae CMepTun naudumeHTa ABa MUIITIMOHa py6nel71 Ha KaXxaoro nauveHTta, y4YacTBOBaBLUEro B
KIMMNMHNYEeCKOM nccnenoBaHM nekapCTtBeHHOro npenaparta,

2) npu yxyALweHun 340poBbA NaumeHTa:

a) noBrekwem 3a cobon yCTaHOBJI1€HNE NHBANMMOHOCTU I rpynnbl, OOUH MUITTTMOH NATbCOT TbICAY py6nel7| Ha
KaXaoro nauneHTa, ydactBoBaBLUEro B KIMHNMYECKOM UCCIieqOoBaHNN NNIEKAPCTBEHHOIO Mnpenaparta,

©) nosnekwem 3a cobon ycTaHOBReHWe nHBanuaHocTu |l rpynnbl, OOUH MUINIMOH pyBnen Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM UCCNEAOBaHWUM NIeKapCTBEHHOrO npenapara;

B) MOBneKweM 3a cobol ycTaHoBreHue uHBanugHocTu Il rpynnbl, NATLCOT ThiCAY pybnenm Ha Kaxgoro
naumeHTa, y4acTBOBABLLErO B KIMMHMYECKOM UCCIEea0BaHUN NIeKapCTBEHHOMO Npenapara;

r) He NoBneKwWweM 3a cobol yCTaHOBMEHUS] MHBANUOHOCTU, He Bonee YeM TpuUcTa ThiCsd pybnen Ha Kaxaoro
nauMeHTa, Yy4yacTBOBaBLUETO B KIMHUYECKOM WCCNEedOBaHWM FEeKapCTBEHHOrO npenaparta, wucxogs w3
HOPMaTUBOB, OTPaXKaloLLMX XapaKTep M CTENeHb MOBPEXAEHMS 300pOBbs, a Takke (PaKTUYECKU MOHECEHHbIX
NnaumMeHTOM pacxOLOB, BbI3BaHHbLIX MOBPEXAEHWEM 3[40POBbsl, HA MEOULMHCKYIO MNOMOLLb, MpuobpeTeHne
nekapcTBEHHbIX NpenapaTos.

(mn. "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 nccneanoBaHnda nekapcrBeHHOro npenapara.

8. YcnoBua goroBopa 06s13aTENbHOrO CTpaxoBaHusi, B TOM YMCIEe CTpaxoBble Tapudbl No obsi3aTensHOMY
CTpaxoBaHUio, nepeyeHb HeobXOAMMbIX [OOKYMEHTOB ANs OCYLWECTBMEHWUS CTPaxOBOW BbINMaTbl, MOPSOOK
YCTaHOBMEHUS  CTpaxoBaTenem  WHAMBUAYanbHOMO  WAEHTUUKALMOHHOMO KOAa  naumeHTa, MnopsifoK
MHOPMUPOBAHMSA  CTpaxoBaTeENeM CTPaxoBLUMKa O TMPUBIIEYEHHBIX K  KIIMHWYECKOMY  WCCIEeOOBaHUI0
nekapCTBEHHOro npenapata ANns MeAWLMHCKOro NpMMEHEHWs naumMeHTax, NopsaoK ynnatbl CTPpaxoBOW npemMuu,
NopsiAoOK peanuaauun onpeaeneHHbix HacTtosawmm PegeparnbHbiM 3aKOHOM M APYTMMK dpedeparnbHbIMU 3aKOHaMU
npaeB u o06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTenbHOr0 CTpaxoBaHUA, a Takke HOPMAaTMBbI, OTpaXawLine
Xapaktep M CTeneHb MOBPEeXOeHUs 340pOBbsl, YCTAHABMMBAKOTCA TUMOBLIMW _MNpaBuiamu 00a3aTenbHOro
CTpaxoBaHwus.

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

9. B cnyyae npuyYnHeHna Bpeda XU3HM NnauuneHTa, ydYacTtBoBaBLUEro B KIMHUMYECKOM WUCCenoBaHUu
JleKkapCTBeHHOro npenaparta, BbIFO,El,OI'IpI/IO6peTaTeJ'IF|MVI no gorosopy obsa3aTenbHoro CTpaxoBaHUA ABNAKOTCA
rpaxgaHe, uMerwuime npaBo Ha BO3MelleHMe Bpeaa B Criydae CMepTu KopMuiibla B COOTBETCTBUU C
rpaxgaHCKMM 3aKOHOAATEeNNbCTBOM, MNPU OTCYTCTBUM TaKUX rpaxdgaH - poavuTenwu, cynpyr, OeTh ymepLuero
nayneHTa, y4YacrtBoBaBLUEro B KITIMHUYECKOM WUCCNenoBaHUM JieKapCTBEHHOro npenaparta, B Cliy4ae CMepTu
nauyneHTa, y4yacTtBoBaBLUEero B KIMHWUYECKOM WCCnegoBaHMM J1eKapCTBEHHOro npenapata U He uMeBLlero
CaMOCTOoATENbHOINo Aoxoda, - rpaxgaHe, Ha WXAUBeHUM KOTOPbIX OH Haxoauncd, B OTHOLUEHUW BO3MelleHUA
pacxoooB Ha norpe6eHV|e nauyneHTa, y4yacTtBoBaBLUEro B KIIMHWYECKOM WUccnegoBaHuUn rIekapCTBeHHOro
npenaparta, - nmuo, NnoHecLlee Takme pacxoabl.
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10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLUErO B
KMUHUYECKOM WCCReaoBaHUM NeKapCTBEHHOro npenaparta, pacrnpeaensetca mexay BbirogonpuobpeTtatenamu
NPONOPLMOHANbHO UX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTynfieHNM CTPaxoBOro Cryyas MauMeHT, Y4acTBOBaBLUMIA B KIMHWMYECKOM WCCredoBaHum
neKkapcTBEHHOro npenaparta, BbirogonpuobpeTatent BrpaBe MNPeAbsABUTb HEMOCPEACTBEHHO CTPaxXOBLUUKY
TpeGoBaHVe O BO3MeELLeHUU MNpuunHeHHoro Bpeda. CTpaxoBasi BbiMnata OCYLLIECTBMSAETCA CTPaXOBLUMKOM B
TeyeHne TpuauaTW AHENn Co OHA NpeacTaBneHns HeobxoOuMbIX OOKYMeHTOB. [auueHT, y4yacTBOBaBLUWUIA B
KMMHUYECKOM WCCreaoBaHUM NEeKapCTBEHHOro npenapaTa, Wnu BbirogonpuobpeTtatens o06s3aH coobLWnUThL
CTPaxoBLUMKY AN OCYLLECTBIIEHUS] CTPaxXoBOW BbiNnaTbl MHANBUAYANbHbIA MOEHTUMVKALMOHHLIN Ko NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTerieM B COOTBETCTBMU C TUNOBLIMY NpaBuiamy o6si3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpepeneHna pasmMmepa nognexaiwero so3aMelleHNUo Bpega CTpaxoBLUMK NO 3aABE€HUI0
nauyneHTa, y4yacteBoBaBLUero B KIMHUYECKOM WUCCNenoBaHUM JeKapCTBEHHOro npenapara, wunnM 3adaBl1eHUHo
BbIFO,D,OFIpMO6peTaTeﬂ$| BrnpaBse OCyLeCTBUTb 4acCTb CTanOBOVI BbiNiaTbl, COOTBETCTBYHLLYHIO (baKTM‘-IeCKI/I
OI'IpGﬂ,GﬂEHHOVI YacTn NpnYNHEHHOro Bpeaa.

13. CtpaxoBasa Bbinnata B COOTBETCTBUM C AOrOBOPOM 06SA3aTENbHOrO CTPaxOBaHUA OCYLLECTBASETCS
He3aBMCMMO OT BbIMMaT, NPUYUTaIOLLNXCS MO APYrUM Buam CTpaxoBaHUS.

14. He ponyckaeTcsi y4acTve nauueHTa B MPOBEAEHUM KIMHWYECKOrO WCCREeQOBaHWsl IeKapCTBEHHOO
npenapaTta npu oTCYTCTBUM 4OroBopa 0643aTenbHOro CTpaxosaHus.

15. KoHTponb 3a MCMoNHeHMEM OpraHu3auuein, nonyyvBlIei paspelleHne Ha opraHu3aumio NpoBedeHus
KMMHUYECKOTO WCCMEeAoBaHMs feKapCTBEHHOro npenaparta ans MeAUUMHCKOrO MPUMEHEHUs, YCTaHOBMEHHOM
HacTosiLeln cTaTbelt 06553aHHOCTM MO 06513aTENbHOMY CTPAXOBaHMIO XKU3HW, 300POBbS MaUMEHTa, Y4acTBYIOLLEro
(yyacTBOBaBLIEr0) B  KNMHWYECKOM  WCCMEAOBaHWM  NeKapCTBEHHOro  Mpenaparta,  OCyLLecTBrseTcs
YNONMHOMOYEHHBLIM (hbefepanbHbIM OpraHoM UCMOMHUTENIbHOW BRacTW, BblAABLUMM paspelleHne Ha NpoBeaeHue
KIMUHUYECKUX UCCMENOBaHWI NeKapCTBEHHbIX NpenapaToB AMs MEAULMHCKOTO NPUMEHEHMS.

Mnaea 8. NIPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPECTB
Cratbs 45. Ipon3BoACTBO NeKapCTBEHHbIX CPeACcTB

1. Npon3sBoacTBO NEKAapCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBaTL TpeboBaHMSAM NpaBui Haanexallen
NPON3BOACTBEHHOW MPaKTUKN, YTBEPXOEHHbIM YNONMHOMOYEHHbIM eaeparnbHbIM OpraHoM UCMOMHUTENbHOM
Bnactu. OcobeHHOCTM nepexofa MpPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMsIMM NpaBuUIT Haanexawen MNpou3BOACTBEHHOW MPaKTUKU YyCTaHaBMBalOTCSA
MpaButenbctBom Poccuiickon depepaumn. Bbigaya 3akno4eHUMn O  COOTBETCTBMM  MPOM3BOAUTENS
nekapcTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen NPon3BOACTBEHHON MPAKTUKM OCYLLECTBNAETCH No
pesynbTataM WHCMNEKTUPOBAHUA NPOU3BOAMTENEN NEeKapCTBEHHbIX CPeacTB B MNoOpsAke, YCTaHOBMEHHOM
MpasutenbctBoMm Poccuiickon dPepepaumn. Pasvep nnatbl 3a Bblgayy 3aknioyeHMss O COOTBETCTBUMU
npoun3BoaUTENST NEKAapCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBui Hagnexalwen MNpou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmBaeTca [lpaButenbctBoM Poccuinickon depgepaumn. [lopagok opraHusaumMmM U NpoBefeHus
WHCNEKTMPOBAHNS MNPOU3BOAMTENEN IeKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusM npaBun
Haanexallen NpoM3BOACTBEHHON NPaKTMKM ycTaHaBnmBaeTcs lNpasutensctBom Poccuiickon deaepaumn.

(B peq. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-d3, o1 22.12.2014 N 429-03)

2. Npon3BOACTBO NEKapCTBEHHbIX cpeacTB B Poccuiickon ®enepaumm ocyLLeCcTBSETCA NPON3BOANTENSIMM
NEKapPCTBEHHbIX CPEeACTB, MMEKLMMU NIMLEH3NIO Ha NPOU3BOACTBO IEKApCTBEHHbIX cpeacTB. lMoareepxaeHue
COOTBETCTBMS NULEH3MaTa npaswnam Hagnexailen npou3BOACTBEHHON MPAaKTUKU OCYLLECTBMSETCS B paMKax
NNLIEH3MOHHOTO KOHTPONA B COOTBETCTBMM C 3akoHodaTtenbcTtBoMm Poccuiickon ®epepauumn ¢ yyeTom
0COBEHHOCTEN, YKa3aHHbIX B 4acTu 1 HAaCTOALLEN CTaTbMy.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ang uenen NUueH3npoBaHUSA NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN MEeAMULMHCKOro NpUMEHEHUS
N MHCNEKTMPOBaHNS CyObLEKTOB OOpalleHNsi NekapCTBEHHbIX CPEACTB Ha COOTBETCTBME TPpeboBaHUSM MpaBuil
Haanexallen Npov3BOLACTBEHHOW NPaKTUKM befepanbHblid OpraH MCMOTHUTENBHOW BACTU, OCYLLECTBMASHOLMNA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

rocygapCTBEHHYI0 PermcTpaumio NeKkapCcTBEHHbLIX MpenapaToB ANS MeOULMHCKOro MpUMEeHeHus, npefocrasnsaet
dedepanbHOMy OpraHy UCMOMHUTENbHOW BnacTu, OcyllecTBhsowemMy denepanbHblii  rocy4apCTBEHHbIV
NULEH3NOHHBIN  KOHTPONb OeATEeNbHOCTU MO MNPOU3BOACTBY JIEeKapCTBEHHbIX CPeacTB ANd  MeAULMHCKOro
NMPUMEHEHWs, NO ero 3anpocy B paMkax MeXBeAOMCTBEHHOro MHEOPMAaLMOHHOrO B3aMMOAENCTBUSA B OOPAOKE,
ycTaHoBMneHHoM dedeparnbHblM  OpraHOM WUCMOMHWUTENBHOW BNacTW, OCYLUECTBAWUM NULEH3NPOBaHWE
NpoOM3BOACTBA NEKapCTBEHHbIX CPEeACcTB AN  MEeOMUMHCKOrO MpUMeHeHus, un  degepanbHbiM - OpraHom
NCMNOMHUTENBHOW BNacTu, OCYLLECTBASIOLNM rocyAapCTBEHHYIO perucTpaumio nekapcTBeHHbIX npenapaTos Ans
MEeOULMHCKOTO MNPUMEHEHWs, CBEAEHUS O JeKapCTBEHHbIX CpefAcTBaX, yKasaHHble B 4Yactu S5 crtatbn 18
HacTosLero denepancHOro 3akoHa, B TOM YuCAe B CryyYae, ecrnv Takne CBeAeHWs COCTaBMAT KOMMEPYECKYHO
TaunHy.

(4acTb 2.1 BBegeHa PepepanbHbiM 3akoHOM oT 14.07.2022 N 311-93)

3. Tpov3BoACTBO NEKapCTBEHHbIX CPEACTB  OCyLlecTBnsieTca € cobniogeHvem  TpeboBaHMii
MPOMbILLIIEHHOrO  perfiamMeHTa, KOTOpbI yTBEpXAaeTcs pyKoBOAUTENEM TMPOU3BOAWTENS  JIeKapCTBEHHbIX
CPEeACTB U BKMoYaeT B cebsi nepeyeHb UCMonb3yeMblix hapmaueBTUYecKux cybcTaHumii U BCcriomoraTernbHbIX
BELLECTB C YyKa3aHMeM KONMYeCTBa KaXAOoro M3 HUX, AaHHble 06 Mcrnonb3yeMoMm o6opyAoBaHWM, onvcaHue
TEXHOIOMNMYECKOro npoLecca U MeToA0B KOHTPOMS Ha BCeX 3Tanax npov3BOACTBa fIeKapCTBEHHbIX CPeaCTB.

4. lpn npousBoAcCTBe reKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOTO MPUMEHEHUS UCMOoNb3YTCA
hapmaueBTMdeckme cybcTaHuMM, CBedeHUMs O KOTOpblIX COAepXaTtcd B rocygapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeAcTB ANS MEeOMUMHCKOrO MNPUMEHEHVUs U (Unu) eguHoM peecTpe 3aperMcTpupoBaHHbIX
nekapcTBeHHbIX cpeacTB EBpa3sninckoro 3KOHOMMYECKOro Ccol3a, 3a WCKMYeHueM  hapmaueBTUYeCKmX
cybCcTaHUuii, NPOM3BOAMMBIX ONA NPOBeAEHMS KIMHUYECKUX WccnegoBaHun v (unn) ans akcnopta. [lpu
NMPOU3BOACTBE NEKapCTBEHHbIX CPEeACTB AN BETEepUHAPHOro NMpPUMEHEHUS UCMONb3yTca dapmaueBTuyeckne
cybcTaHuun, CBedeHWs O KOTOPbIX CoAepXaTcs B roCydapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEeACTB Ans
BETEPVMHAPHOIo NPUMEHEHUs, N (MNK) rocygapCTBEHHOM peecTpe fekapCTBEHHbIX CPeACTB Ans MeAMUUHCKOro
NPUMEHeHUs, 1 (MnnM) edvHOM peecTpe 3aperucTpPUpoBaHHbIX BETEPUHAPHBLIX NeKapCTBEHHbLIX MpenapaToB
EBpasniickoro 9KOHOMMUYECKOro coto3a, U (Unu) eaMHOM peecTpe 3aperncTpupoBaHHbIX NEKapCTBEHHbLIX CPeacTB
EBpasuninckoro akOHOMUYECKOro COl03a, 3a WUCKNoYeHneM hapmaueBTnyeckux cybcTaHuuin, NPoM3BOANMbIX ONSA
npoBedeHUs KIMHUYECKNX nccrnegoBaHvn n (unun) ana akcnopta. K npoueccy npomssoacTBa hapmaLleBTUYecKom
cybcTaHuum OTHOCATCA Mobble CTagum TEXHONOrMYECKOro npoLecca, No3BonsALLmMe NoMyYnTb FOTOBbIN NPOAYKT,
cooTBeTCTBYOWMNA TpeboBaHnaM dapMakonenHon ctatby, B TOM ynucne epmeHTaumus, SKCTPaKuus, o4mcTka,
BblgeneHve, nepekpucTannusauus, BbiCylUMBaHWE, nsMenbyeHne. B cnyvae HeobxogumocT UCNofb3oBaHUS
3TMNOBOrO CnuMpTa, B TOM uucne dapMaueBTMYecKon cybcTaHuumM cnupTa 3TUOBOrO (3TaHona), npu
NPOU3BOACTBE NEKapCTBEHHbIX CPEACTB B KayecTBe AEWCTBYHOLLEro u (Mnv) BCMOMOraTeribHOro BellecTBa, a
TaKKe B MHbIX TEXHOMOMMYECKMX Lensx OofkHa ObiTb MCNonb3oBaHa TOMbKO hapmaueBTuyeckas cybcTaHums
crnvpTa 3TUIOBOro (3TaHonm).

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-93, ot 27.12.2019 N 481-d3, ot
24.07.2023 N 341-93)

4.1. [epeyeHb NeKapCTBEHHbLIX MpenapaTtoB ANs MEAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUN KOTOPbIX
yCTaHaBnMBalTCs TpeboBaHMst K OObeMy Tapbl, YMNaKOBKE W KOMMJIEKTHOCTW, MNEepeyvYeHb JIeKapCTBEHHbIX
npenapaToB 451 BETEPUHAPHOrO NPUMEHEHWS, B OTHOLLEHUN KOTOPbLIX YCTaHaBMMBalTCa TpeboBaHMs K 06bemy
Tapbl, a Takke TpeboBaHWs Kk OObEMY Tapbl, YyNakOBKE WM KOMMMEKTHOCTU JeKapCTBEHHbIX MNpenapaToB AN
MEeOULMHCKOTO NpuMeHeHusi, TpeboBaHus K 06beMy Tapbl NIEKAPCTBEHHLIX MpenapatoB Ans BETEPUHAPHOro
NpUMeHeHs onpenensitoTcs COOTBETCTBYOLLMMMU YMOSTHOMOYEHHbLIMU denepanbHbIMU opraHamm
WCNONHUTENBLHOM BNacTu B Nopaake, yctaHoBneHHoM [pasutenscTBoM Poccuiickon degepaumu.

(vactb 4.1 B peq. PepepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHu3saumm, OCyLLECTBMSOWNE NPON3BOACTBO hapMaLeBTMYeCKon cybcTaHumm cnmpTa 3TUOBOro
(aTaHoNa) 4ns Npou3BoACTBa CNMPTOCOAEPXKALLMX NEKAPCTBEHHbIX NpenapaToB, 00653aHbl OCYLLECTBNATL YYET B
nopsigke, yctaHoBneHHoMm cratbamu 8 n 14 PepgepanbHOro 3akoHa oT 22 HoAb6psa 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  npou3BoAcTBa K obopoTa 3TWMNOBOTO  CMMpTa, ankorofbHOW U
cnupTocodepXalien npoaykumm u o6 orpaHudeHun noTtpebneHns (pacnuTns) ankoronbHOW npoaykumn".
MpousBoactBo  hapmaueBTUYECKONM CcybCcTaHuMM cnupTa 3TUMNOBOro  (3TaHona) [AonyckaeTca  TOSbKO
opraHmsaumen, oCcyLLEeCTBAIOWEN NPON3BOACTBO PEKTUUKOBAHHOMO 3TUMOBOMO CNMPTa U3 MULLEBOrO ChiPbs Ha
OCHOBaHWUM NIMLEH3MM Ha NPOM3BOACTBO 3TUMOBOrO CNMpTa AN NPOM3BOACTBa (bapmaueBTUYECKON cyOcTaHumm
cnupTa 3TUOBOro (3TaHoma) B COOTBETCTBUM C TpeboBaHusmm PefepanbHOro 3akoHa ot 22 Hosiopsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHuUM Mpou3BoacTBa M ob6opoTa STUMOBOrO CNMPTA, ankorosbHOM u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

cnupTocodepXallen npoaykumm uM o6 orpaHudeHnn noTtpebneHus (pacnuTusl) ankoronibHOM npoAayKumun”,
MEeToAO0M pa3BedeHMs1 BOAOW OYMLLEHHOM TaKOro 3TUITOBOro crnvpTa, NPpou3BeAEeHHOro AaHHOW opraHM3aumen no
MECTY OCYLLECTBIEHNSI NPON3BOACTBA hapMaLEeBTUYECKON CyOCTaHLUMM CnMpTa STUMOBOrO (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PepepanbHOro 3zakoHa OT
27.12.2019 N 481-03)

4.3. WHgmBugyanbHble npegnpvHMMaTeny W IOpUNYECKME §uua, OCYLLEeCTBMAKLWINE 3aKymnky W
ucrnonb3oBaHve apmaueBTUYecKorn CyOGCTaHUMM chnvpTa 3TUMITOBOrO (STaHoma), a Takke Mpou3BoACTBO,
N3roToBreHne n (Mnu) obopoT (3a WCKIIYEHMEM PO3HWYHOM MPOAAKW) CNUpTOocodepXalux NeKapCTBEHHbIX
npenapaToB, 06513aHbl OCYLLECTBNATb UX YYeT U AeknapupoBaHue B nopsiake, YCTaHOBNEHHOM cTatbamu 8 u 14
depepanbHoro 3akoHa oT 22 Hosi6psa 1995 roga N 171-d3 "O rocygapcTBEHHOM perynmpoBaHny NPOM3BOACTBA U
obopoTa 3TUMOBOro CNMpTa, arkorofbHOW M CNUPTOCOAEPXKaLlen npodyKumMm n o6 orpaHuyeHun noTpebneHuns
(pacnuTnA) ankoronbHON NpoayKuun'.

(4acTb 4.3 BBegeHa depeparnbHbiM 3akoHoM OT 29.07.2017 N 278-93)

4.4. lpu NpousBOACTBE IEKapCTBEHHbIX MpenapaTtoB ANA BETEPUHAPHOrO NPUMEHEHWs [OonycKaeTcs
ncrnonb3oBaHMe MNpPou3BedeHHbIX ANd peanu3auun  dapmMaueBTUHEeCKUX CYOCTaHUMA, BKIOYEHHbIX B
rocyAapCTBEHHbIN peecTp fekapCTBEHHbIX CPeACTB YNOMHOMOYEHHbIM deaeparnbHbiIM OPraHoOM UCMNOSTHUTESNbHOW
BMacTy, OCYLLECTBALWMM BeAeHNEe rOCyAapCTBEHHOro peectpa feKkapCTBEHHbIX CPeACTB ANS MeAULMHCKOro
NPUMEHeHMS.

(4acTb 4.4 BBegeHa PepepanbHbiM 3akoHom oT 02.08.2019 N 297-93)

5. 3anpellaeTcs NPoOU3BOACTBO:

1) nekapCTBEHHbIX CpPeAcCTB, CBedeHUS O KOTOpbIX HEe CoAaepxaTtcd B rocygapCTBEHHOM peecTtpe
nekapCTBEHHbIX CpeAcTB AN MEeQUUMHCKOro NpUMEHeHusl, u (Mnu) rocyfapCTBEHHOM peecTpe eKapCTBEHHbIX
CpeAcTB Ansi BETEPUHAPHOrO NpUMeHeHusl, u (Unu) e4MHOM peecTpe 3aperncTpUpPOBaHHbLIX fEeKapCTBEHHbIX
cpeacTB EBpasniickoro aKOHOMMYECKOro cok3a, 1 (MNn) eAMHOM peecTpe 3apermcTpupoBaHHbIX BETEPUHAPHbIX
neKkapcTBeHHbIX npenapaToB EBpasninckoro 3KOHOMUYECKOro COH3a, 3a MCKIIOYEHNEM NeKapCTBEHHbIX CPEeACTB,
NPON3BOAUMbIX A1 NPOBEOEHUS KIMHUYECKNX NCCRneaoBaHniA Unu Ans aKcnopra;

(n. 1 B pea. PegepanbHoro gakoHa ot 24.07.2023 N 341-93)

2) cbanbcndrUMPOBaHHBIX TEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NULIEH3NM Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) J1eKapCTBEHHbIX CpeacTB C HapylweHuem npaBuil opraHunsaunn npon3BoAcCTBa U KOHTPONA Ka4vecTBa
J1eKapCTBEHHbIX CPeaCTB;

5) ytpatun cuny. - ®egepanbHbiin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocodepXalimMx JIeKapCTBEHHbIX MNpenapaTtoB MO MeCTy OCYLeCTBMEHUS MNpPOM3BOACTBA
hapmaueBTUYECKON CyBCTaHLMKM cnupTa 3TUNOBOrO (3TaHona) 1 (MnM) No MECTY OCYLLECTBMEHMS NMPOM3BOACTBA
3TWUMOBOrO CNUPTA;

(n. 6 BBegeH PeneparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-P3 c1. 14.1 ®3 o1 22.11.1995 N 171-®3 nanoxeHa B HOBON
penakumm, Hopma 0. 1.1 c1. 14.1 crtapon pegakumnm ®3 cooTBETCTBYET HOpME M. 2 CT. 14.1 HOBOW peaakumw.

7) dapmaueBTuyeckon cybcTaHuun cnuMpTa  3TUNOBOro (dTaHona) W (MnM) cnupTocoaepKallmx
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeEXHOMoOrmyeckom obopyooBaHuMM AN NMPOM3BOACTBA 3TUIOBOMO
cnupTa, ykasaHHoM B nyHkTe 1.1 ctateun 14.1 depepanbHoro 3akoHa oT 22 Hos6ps 1995 roga N 171-93 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa UM obopoTa 3TUMNOBOTO  CMMpTa, ankoronbHOW U
crnvpTocoAepxalen Nnpoaykumm n 06 orpaHnYeHnn NnoTpedneHns (pacnmTrs) ankorofibHOM NpogyKuun®.

(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-$3)

6. |_|pl/l BBOAE J1eKapCTBEHHbIX CpeacTB B rpa>|<,1:|,aHCKv||7| 060pOT YNOJIHOMOYEeHHOE NMUO npoun3BognuTenA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NeKkapCTBEHHbIX CPEACTB OCYLLECTBNSET NOATBEPXKAEHUE COOTBETCTBUS NEKAPCTBEHHbLIX CPeacTB TpeboBaHUsIM,
YCTaHOBMEHHBLIM MPU WX TFOCYAApCTBEHHOW peructpauuv, W rapaHTMpyeT, YTO FeKapCTBEHHble CpeacTBa
npov3BefeHbl B COOTBETCTBMU € TpeboBaHMAMM OIpaBun Haanexallen Npon3BoACTBEHHOW NPaKTUKK.

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

7. YNONHOMOYEHHBbIM IULOM MPOU3BOAMUTENS FNEKapCTBEHHbIX CPEACTB SBMSIeTCA €ero paboTHUK,
aTTeCTOBaHHbIN B YCTAHOBIIEHHOM YNOSIHOMOYEHHLIM hefepanbHbIM OpraHOM UCMONHUTENBHOWM BriacTy nopsiake
N UMEeLWMA cTax paboTbl HE MeHee 4YeM NsATb NeT B o6racTtM nNpouM3BOACTBA U (MNM) KOHTPONS KayecTBa
NeKapCTBEHHbIX CPeAcCTB, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO MO OA4HOWM U3 crieumanbHOCTen U (Mnu) ogHoOMy
N3 HanpaeneHuin NOAroTOBKN: Guonornsi, GBUOTEXHONOIMS, BETEpMHapUs, BETEPMHAPHO-CaHUTapHas 3KCnepTusa,
KnHU4eckas MeauumHa, pagmaumnoHHas, XmMmnyeckas u buonormdeckas 3awmra, papmaums, pyHagaMmeHTansHas
MeauunHa, XMMMYeckast TEXHOMOMUS, XUMUSL.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. lMpoussoautenu nekapcTBeHHbIX CPEACTB (3a WCKMYeHuem hapmaueBTnyeckon cybctaHuum cnvpTa
3TUMOBOro (3TaHomna) MOryT OCyLeCcTBMNATb NPodaxy IfeKkapCTBEeHHbIX CpeacTB Wnuv nepejasatb UX B
yCTaHOBMIEHHOM 3akoHoaaTtenbcTBoM Poccuickon ®egepauunn nopsigke:

(B pea. PegepanbHoro gakoHa ot 29.07.2017 N 278-93)

1) ApyrMM Npon3BOANTENSIM NIEKAPCTBEHHBIX CPEACTB A1 NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;
2) opraHusaumsiM ONTOBOW TOProBMM fekapCTBEHHbIMU CPeACTBaMY;

3) anTevyHbIM opraHu3auuam, Be€TEePUHAPHbIM anTevyHbIM opraHusaumam, nHanenayarnbHbIM
npegnpuHunmartenamMm, wMewwmmMm JMUEeH3No Ha d)apmau,eBTquCKyro neAaATenbHOCTb W JNMUEeH3UK Ha
MeONUMNHCKYH 0eATeNIbHOCTb;

4) Hay4HO-UCCneaoBaTeNbCKUM OpraHM3aumsam 4ns HayyHo-UccrnefoBaTensCkoi paboThbl;
5) MeAMUMHCKMUM opraHu3aumsiM U BeTepUHAPHbLIM OpraHv3aumsaMm;

6) opraHusaumsM U MHAMBUAYaNbHbIM  MPEeAnpPUHUMATENSM,  OCYLUECTBNALWMM  pa3BedeHue,
BblpallMBaHMe 1 coaepKaHue XMBOTHBIX (32 UCKITOYEHNEM NPOoAaXn nm hapmaueBTUYECKNX CyOCTaHUUA nnmn nx
nepegayn);

(n. 6 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ucnbiTaTenbHbiM flabopatopuam (LUeHTpaMm), NPOBOASLLUMM UCNbITAHUS B 06nacTn KOHTPONsA kavecTBa
nekapCTBEHHbIX CPeACTB, akkpeaMTOBaHHbIM B COOTBETCTBMM C 3akoHodaTenscTBom Poccuickon ®egepaunn o6
aKkkpeauTauum B HaUMOHANbHOW CUCTEME akkpeauTauuu.

(n. 7 BBegeH ®efeparnbHbiM 3akoHoM oT 04.08.2023 N 428-93)

9. NMpoussoanTenu hapmaLeBTUHECKON CyOCTaHLUMM cnnpTa 3TUNOBOro (3TaHona) 06s3aHbl OCYLLECTBNATb
peanusaumio  (Nnepepayvyy B YCTAHOBMEHHOM 3akoHogaTenbcTBoM Poccuiickon depepauumn  nopsagke)
dapmaueBTMHeCcKon cybcTaHUMM cnupTa 3TUINOBOro (dTaHona) Npou3BOAUTENSIM FIeKapCTBEHHbIX CPeacTB Ans
NpOM3BOACTBA JIEKAPCTBEHHbLIX CPeACcTB, MNPOM3BOAMTENAM (M3rOTOBUTENSAM) MEOUUMHCKUX W3Oenui  Ans
NpOM3BOACTBA WM W3rOTOBIIEHUA MEOULMHCKMX M3OENUin B eMKOCTAX obbemom He Gonee 1 nuTtpa wm (Mnum) He
MeHee 1000 nuTpoB, a opraHuMsaumsaM, ykasaHHbIM B NyHKTax 3 - 5 n 7 yactn 8 HacTtoswen ctaTbn, B Tape
obbemoMm He 6onee 1 nuTpa.

(yacteb 9 BBegeHa ®depgepanbHbiM 3akoHoM OT 29.07.2017 N 278-93; B pen. PegepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93, ot 04.08.2023 N 428-93)

10. Peanusauusa (nepegava B yCTaHOBNEHHOM 3akoHoaaTtenbcTBOM Poccuiickon depepauun nopsake)
apmaueBTMyeckon cybcTaHuMM  cnupTa 9TUNOBOrO  (dTaHoma) opraHuv3aumsM  OMTOBOW  TOProeBnu
nekapcTBEHHbIMY CpeacTBaMmn He A0MyCcKaeTes.

(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. lepeBo3kn papmaueBTMYECKOM cybCTaHUMM crnvpTa 3TUNOBOrO (3TaHOMa) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHUn, yCTAaHOBMEHHbLIX ab3aueM YeTBepTbiM NyHkTa 3 cTatbn 9 denepanbHOro 3akoHa ot
22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHuM Npou3BoAcTBa M 06opoTa 3TUMOBOro
cnupTa, ankorofibHOM W CAMPTOCOAEPXKALLUEed nNpoaykuMm K 06 orpaHuMdeHun notpebnerHus (pacnuTus)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

arnkoronbHOW NpoayKuumn".
(4actb 11 BBegeHa depepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBka nekapcTBEeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTtbl, 3a WCKNIOYEHMEM FEKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTe4YHbIMU opraHusaumsamu, BeTEepPUHaPHbLIMM anTevyHbIMU opraHusaumnsmu, NHANBUAYanbHbIMU
npeanpuHMMaTensMm, MMELWMMA FIMUEH3UI0 Ha (apMauEeBTUYECKYD OeATENbHOCTb, OOMKHbI MOCTynaTbh B
obpaLlleHne, ecnu:

1) Ha WX NepBUYHON ynakoBKke (3@ WCKMOYEHMEM MEePBUYHON YMAKOBKM JIEKAPCTBEHHLIX PacTUTENbHbIX
npenapaToB) XOPOLIO YUTaEMbIM LUPUPTOM HaA PYCCKOM $3blke YKasdaHbl HAMMEHOBaHWE J1EKapCTBEHHOMO
npenapata (MexayHapoO4HOE HenaTeHTOBAHHOE, WM TPYNNMPOBOYHOE, WM XUMWYECKOE, WU TOpProBoe
HanMeHoOBaHMe), HOMep cepun, gaTta Bbinycka (Ans MMMYHOOMONMOIrMYECKNX NEKapCTBEHHbIX NpenapaToB), CPOK
rogHOCTU, JO3UPOBKA UMW KOHLEHTpauUusa, 00beM, akTMBHOCTb B €AMHMLAX AEUCTBUS UMK KONMYECTBO [03;

(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOWM (NOTPEOMTENbCKON) YNaKoBKE XOPOLUO YMTAEMbIM LUPUADTOM Ha PYCCKOM $I3blKe
yka3aHbl HAMMEHOBaHWE NEKAPCTBEHHOIO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMK IPYNNMPOBOYHOE,
nnn XmMmn4yeckoe un Toproeoe HaI/IMeHOBaHI/IFl), HanMeHoBaHue nponssogunuTena nekapCTBeHHOro npenaparta,
HOMep cepuwn, pJata Bbinycka (AN MMMYHOBMONOrMYECKMX FeKapCTBEHHbIX npenapaTtoB), HoOMep
PErMcTpaLmnoOHHOrO YOOCTOBEPEHNS, CPOK FOAHOCTM, CNOCOD NPpUMEHEHUS, 4O3UPOBKA MU KOHLUEHTpauusi, 06beM,
aKTUBHOCTb B €4MHMLAX AeNCTBUS MO0 KONMYECTBO 403 B YNakoBKe, NekapcTBEHHas hopma, YCroBus OTrycka,
YCIOBUSA XpaHeHUs!, NpeaynpeauTernbHble Haanuciy.

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTHYeckne cybCcTaHUMM OOSMKHbI NMOCTynaTh B obpalleHne, ecnv Ha MX NepBUYHON YNakoBKe
XOPOLWO YWTaeMblM LIPUPTOM Ha PYCCKOM $i3blke yKasaHbl HaMMeHOBaHWe chapMaleBTUYeckon cybcTaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOE, WM TPYNMMPOBOYHOE, WM XMMWYECKOE W TOProBOE HaMMEHOBAaHUS),
HauMeHoBaHVWe npousBoauTens dapmaueBTUHECKOW CyOCTaHUMW, HOMEp cepuM W gata WU3roTOBMEHMS,
KONUYECTBO B YNAKOBKE U €AVHULIbI UBMEPEHNS KONMYECTBA, CPOK FOAHOCTU U YCMNOBUS XPaHEHMUS.

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

3. JlekapCTBEHHbIE CpeacTBa B KayecTBE CbIBOPOTOK AOSMKHbI MOCTyMaTb B oOpalleHue C yKasaHWeM
JKMBOTHOTO, 13 KPOBM, MNiia3Mbl KPOBU, OPraHOB U TKAHEW KOTOPOTO OHU MOSTyYeHbI.

4. Ha BTOpUYHYIO (NOTPebUTENbCKY) YNakoBKY JIEKapCTBEHHbIX CPEACTB, MOSYYEHHbIX U3 KPOBU, NiasMbl
KpOBUW, OpraHoB M TKaHeW 4enoBeka, OOMKHa HaHocUTbCcA Haanuck: "AHTuTena k BWY-1, BUY-2, k Bupycy
renatnta C 1 NOBEPXHOCTHbLIV aHTUreH BUpyca renatuta B otcytcTBytoT".

5. Ha nepBu4YHyl0 ynakoBKy W BTOPWYHYIO (MOTPEeBMTENbCKYH0) YnakoBKy pagnodapmMaueBTUYecKmnX
NeKapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCA 3HAK paanaUMOHHON ONacHOCTH.

6. Ha BTOpMYHYytO (MOTPEOUTENBLCKYIO) YNAKOBKY FOMEONaTUYECKMX JTEeKApPCTBEHHbIX MPEenapaToB AOJMKHA
HaHOCUTbCA Haanuck: "MomeonaTuyeckmnin®.

7. Ha BTOpuuYHyto (NOTPeOUTENbCKYO) YNakoBKYy NEKApCTBEHHBLIX PaCTUTENbHbIX MpenapaTtoB AOMkKHa
HaHocuTbeA Hagnueb: "MNpoaykumnsa npoluna paguaunoHHbI KOHTPOrb".

8. Ha nepBuyHyl0 ynakoBKy (ecrnvm Ans 3TOro CywlecTByeT TEeXHUYeckas BO3MOXHOCTb) U BTOPUYHYHO
(NoTpebuTenbCKyl) YNakoBKy NIEKAapCTBEHHbLIX NpenapaToB, NpegHa3Ha4YeHHbIX ANst KIMHUYECKUX NCCneaoBaHun,
[OMmKHa HAaHOCUTbCA Haanuck: "Ona KNMMHUYECKNX nccneaoBaHuin”.

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

9. YnakoBka NleKkapCTBeHHbIX cpencTB, npeaHasHa4YeHHbIX UCKNMKYUTENbHO ANA 3KCnopTa, MapKUpyeTca B
COOTBETCTBUN C Tpe6OBaHI/1$|MM CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHylo Tapy, KoTopas He npedHa3HayeHa Ans noTpebuTtenen u B KOTOPYH MOMELLEHO
NEKapCTBEHHOE CPEeACTBO, [AO0JPKHA HAHOCUTLCA MHGOPMaUUs O HaMMEHOBaHUKW, Cepun JeKkapCTBEHHOro
cpencTtBa, daTte BbiNycka, KOMMYeCcTBe BTOPUYHBLIX (MOTPEeBMTENbCKMX) YNakoBOK NEKapCTBEHHOro CpeacTsa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

npov3soaMTene NekapCTBEHHOro CPeAcTBa C yKasaHWeM HaVMEeHOBaHUsi U MECTOHAXOXOEeHUs nMpoussoauTens
nekapcTBEHHOro cpedcTBa (agpec, B TOM u4ucre cTpaHa M (MnM) MecCTO NPOM3BOACTBA IIEeKapCTBEHHOrO
CPEeACTBa), @ TakKe O CPOKe FOAHOCTM NMEeKAapCTBEHHOTO CPeACTBa U 06 YCMOBUAX €ro XpaHeHusi U NepeBo3Ku,
HeOGXO,qMMbIe npeaynpeaunternbHble HAANMUCU U MAaHUNYINATOPHbIE 3HAKWU.

11. Ha nepBuWYHYlO YNakoBKYy M BTOPWUYHYIO (MOTPEBGUTEMBLCKYID) YNAKOBKY NEKApCTBEHHLIX CPEACTB Anst
BETEPUHAPHOIO NPUMEHEHUS [OIMKHA HAHOCUTBLCS Haanucb: "[ns BETEPUHAPHOIO NpUMEHeHNs".

12. Ha BTOpUr4Hyto (NoTpebutenbckyo) ynakoBKy fekapCTBEHHOMO npenapaTta HaHOCUTCA LUTPUXOBOW Kog,.

_ nasa 9. BBO3 JIEKAPCTBEHHbIX CPELCTB
B POCCUNCKYIO ®EQEPALUIO N BbIBO3 NNIEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOU ®EOEPALIUU
(B peq. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

Cratba 47. lNopsigok BBO3a neKapCTBEHHbIX cpeactB B Poccuickyio ®Pepepauuio M BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccuiickon ®epepaunm
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1. BB0O3 nekapcTBeHHbIX cpeacts B Poccuiickyto ®enepaunio ocyLLecTBsSeTCs B NOpsaake, YCTAaHOBIIEHHOM
MpasutenbctBom Poccuiickon ®epepaummn, B COOTBETCTBUU C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33C (aanee - TamoxeHHbIN coo3) U (Mnun) 3akoHogaTenbcTBOM Poccuiickon ®epepaumm o
TaMOXEHHOM [ene.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlntoc: npumeyaHue.

o 31.12.2023 poccunUcKkuM MNPOU3BOAMTENAM paspeLlleHo B YBEAOMUTENbHOM MOPSAKe BBO3UTb He
BHECEHHble B peecTp dhapmaleBTuyeckme cybcTaHumm Ans BETEPUHapHOro NpYMeHeHus Ans npou3BOACTBa
3aperncTpupoBaHHbIX NiekapcTBeHHbIX cpencTB ([locTtaHosnenue MNpasutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccunckyio Pegepaumio nekapCTBEHHble CpeacTBa [AOMKHbI  COAepXaTbCA B
rocygapCTBEHHOM PEEeCTpe JieKapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 27.12.2019 N 462-D3)

3. DonyckaeTca BB03 B Poccuiickyto defepaumio KOHKPETHOW MapTUM 3aperucTpupoBaHHbIX U (Mnn)
HEe3aperMcTpUpoOBaHHbIX  FIEKapCTBEHHbIX CPEACTB, MpedHasHayeHHbIX AONA NpOBEeAEeHUs  KITMHUYECKMX
NCCregoBaHUM  NEKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUS 3KCMEepTU3bl feKapCTBEHHbIX CPeACTB  Ans
OCYLLIECTBMNEHMS rOCYAapCTBEHHOW PErMcTpaumm nekapcTBEHHbIX NpenapaToB U Ansi OKa3aHUss MegULMHCKON
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BblgaHHOro
YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMHUTENBHOW BNACTU NO 3asBMEHUAM NUL, YKa3aHHbIX B CTaTbe
48 Hactosiwero defepanbHOro 3akoHa. PaccMOTpeHuMe Takoro 3adBNeHWs U MPUHSITUE PELUEHUs O Bblgaye
paspeLUeHnst Ha BBO3 KOHKPETHOW NapTUM 3aperncTpMpoBaHHbIX U (M) HE3apEerMcTPUPOBaHHbIX NIEKAPCTBEHHbIX
CcpencTB, MNpefHasHadeHHbIX AM1s NPOBEOEHWS KITMHWYECKMX WCCIeQOBaHUM FeKapCTBEHHbIX MNpenapaTtos,
NPOBELEHNS SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB [AMs  OCYLWECTBMNEHUS TFOCYLapCTBEHHOW perncrpaumm
nekapcTBEHHbIX NpenapaToB UM ANs okazaHus MeAULMHCKON NOMOLLM MO XKU3HEHHbLIM MOKa3aHWAM KOHKPETHOro
naumeHTa nnbo ob oTkase B Bblgade yKasaHHOrO paspelUeHusi MPOU3BOASATCA B CPOK, HE MPEBbILLAIOLWMA NATY
pabounx gHen. MNnaTa 3a Bblgavy ykasaHHOrO pa3peLleHns He B3MMaeTCs.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 u. 3.1 cT. 47 yTpaumBaeT cuny (P3 ot 27.12.2019 N 475-03).

3.1. [Honyckaetca BBo3 B Poccunckyto ®epepauunio KOHKPETHOW napTum He3apernctpupoBaHHbIX
NeKapcTBEHHbIX NpenapaToB, CoaepXKallMx HapKOTUYECKNE CpeaCcTBa UM NCUXOTPONHbIE BELWLECTBA, B Nopsaake,
yctaHoBneHHoM [lpaButensctBoM Poccunckon ®efepauun, [ns okasaHus MeOWUMHCKOW MoMOoLM  no
XXU3HEHHbIM MOKa3aHWsIM KOHKPETHOro MnaumMeHTa Wiu rpynnbl NauMeHToOB B Clydae, ecniiv MMeeTcs pelleHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

BpauyebHON KOMMCCUN MeOMUMHCKOM OpraHmsaumm O HeaddeKTUBHOCTM WM HEBO3MOXHOCTU MPUMEHEHMUS Y
KOHKPETHOro nauMeHTa MHbIX 3aperMcTpuMpoBaHHbIX fEeKapCTBEHHbIX MpernapatoB, B TOM 4uMCilie coaepKaliumx
Apyrve [encTeylolive BewlecTBa, M O HeobXxOAMMOCTM BBO3a OMpPeAerneHHOro HesaperncTprpoBaHHOMO
nekapCTBEHHOro npenapaTta C yKasaHWeM €ero MexgyHapOAHOro HemnaTeHTOBAHHOMO (UMM XUMWYECKOro, unu
rpynnUpOBOYHOr0) HaumeHoBaHus, OPMbl BbiMycka U konuyecTtBa. [lepeyeHb 3aboreBaHUn M COCTOSHUIA U
COOTBETCTBYIOLMX NEKapCTBEHHbIX MNPenapaToB, COAepXalluMX HapKOTUYecKue cpenctsa U MCUXOTPOMHbIE
BellecTBa, B LENsAX OCYLIeCTBMEHWA WX BBO3a B COOTBETCTBMM C TpebOBaHUSIMM HAcCTOSILLEN 4acTu
yTBEpXAaeTcsa YNonHOMOYEeHHbIM hbegepanbHbiM OpraHoM NCMONHUTENbHON BNacTy.

(vacTb 3.1 BBegeHa depeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3.2. o 31 pekabps 2024 roga gonyckatTcs BBO3 Ha Tepputoputo Poccuiickon ®epepaunm n obpalleHne
B Poccuiickon ®epepaumm ¢ yueTtom ocobeHHoCTelW, ycTaHOBMNEHHbIX MpaBuTenbcTBoMm Poccuickon depepauimm,
3apEerMcTpUpOBaHHbLIX  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
OrpaHNYMTENbHBIX MEep 3KOHOMMYECKOrO Xapaktepa npu yCrnoBUM COOTBETCTBUS BBO3MMbIX NEKAPCTBEHHbIX
npenapaToB TpeboBaHUSAM, YCTAHOBIEHHLIM MPU MX pPerucTpaumu, 3a UcknodeHnem TpeboBaHWin K NepBUYHOMN
yMakoBKe, BTOPUYHOW (NOTPeOUTENbLCKON) YNaKoBKe, a TakkKe NPW HanuM4MuM Ha BTOPUYHOM (NOTPebUTENbCKON)
yMaKoBKe JTEeKapCTBEHHbIX NMPenapaTtoB, HaxoAAWMUXca B obpalleHuun, CaMOoKIedalwenca 3TUKETKU, coaepxallen
MHOpPMaLMIO O NIEKapCTBEHHOM Mpenaparte Ha PyCCKOM SA3bIKe.
(yactb 3.2 BBegeHa ®depepanbHbiM 3akoHoMm oOT 26.03.2022 N 64-93; B pen. PepepanbHOro 3akoHa OT
19.12.2022 N 519-03)

4. B Poccunckyto ®Pefepaunio MOXHO BBO3WUTb JIEKApCTBEHHbIE CPEACTBA, KayeCTBO KOTOPbIX
noaTBEPXKAEHO CEPTMAUKATOM MPOM3BOANTENS JIEKAPCTBEHHbIX CPeACTB, YOOCTOBEPSOWMM COOTBETCTBME
BBO3UMbIX JIEKAPCTBEHHbIX CpeacTB TpeboBaHuaM hapmakonenHbix cTtaTten nmbo B crydae UX OTCYyTCTBUSA
HOPMaTUBHOW LOKYMEHTaLUN U HOPMaTUBHOIO JOKYMEHTa.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

5. BanpewaeTca BB03 B Poccuiickyio Pepepaumio danbCuUUMPOBaHHbBIX NEKAaPCTBEHHbIX CPEACTB,
HeaobpoKayYeCTBEHHbIX NNEKAapPCTBEHHbIX CPeaCTB, KOHTpadakTHbLIX NEKAapPCTBEHHbIX CPeacTB.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

6. ®anbcmdnUMpoBaHHbIE NEKAPCTBEHHbIE CPeAcTBa, HeAOOpOKayYeCTBEHHbIE NEKapCTBEHHbIE CPeacTBa
nognexaT U3bSATUIO U NOCIeaYLWEMY YHUUTOXEHMIO UK BbiBO3Y M3 Poccunckon ®epepaunn, KOHTpadakTHble
neKapCcTBEHHble CPeacTBa - U3bATUIO U MOCNeaYyLWeMY YHUUTOXEHNIO. YHUYTOXEHE Un BbIBO3 13 Poccumnckon
depepaumm hanscnmLMpoBaHHbIX NTEKAPCTBEHHbIX CPeaCTB, HeAobpOoKayeCTBEHHbIX NIEKAPCTBEHHbIX CPeacCTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB OCYLLECTBMNSAETCH 3a CYeT Nnuua, OCyLLeCTBMBLLEro Ux BBO3. [lopaaok
YHUUTOXEHUST  U3bATLIX  (PanbCuUUUPOBAHHBLIX — FIEKApCTBEHHbLIX  CPEeACTB,  HeLoOpOKa4yeCTBEHHbIX
nekapcTBEHHbIX CPeacTB, KOHTpadaKTHbIX IeKkapCTBEHHbIX CpPeAcTB ycTaHaBnuBaeTcs [1paBUTenbLCTBOM
Poccuiickon depepauum.

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

7. Nuua, ocywectenswowmne Beo3 B Poccunckyto defepaumio anscnuLMpoBaHHbIX NeKapCTBEHHbIX
cpencTtB, HedoOpPOKAYEeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX MEeKapCTBEHHbIX CPeacTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNIbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHodaTenscTBoM Poccuickon degepaumm o TaMOXEHHOM Aere.

(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-$3)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuickon Pepepaummn ocyuiectensetca 06e3 npuMeHeHus
OTFPaHWYEHUN,  YCTAHOBJIEHHbIX TAMOXEHHbIM  3aKOHOOATENbCTBOM  TaMOXEHHOro cotw3a U (unu)
3akoHogatenbcTtBOM Poccunckon ®Pegepauum O rocygapCTBEHHOM  pPerynupoBaHMM  BHELLUHETOProBOW
DEeATENbHOCTH.

(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

9. BBoa B rpaxgaHcKkuin 060poT fekapCTBEHHbLIX NpenapaToB 4S9 MeEAULMHCKOrO NPUMEHEHUS!, BBE3EHHbIX
B Poccuinckyto denepaumio, ocyuiectensieTca ¢ cobniogeHnem TpeboBaHUN, YCTAHOBMEHHbIX cTaTben 52.1
HacTosdwwero PenepanbHOro 3akoHa.
(4acTb 9 BBegeHa PegepanbHbIM 3akoHoM oT 28.11.2018 N 449-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

Y. 10 cT. 47 He_pacnpocTpaHsaeTcs Ha Cepun NeKapcTB AN BETEPUMHAPHOIO NMPUMEHEHWs), BBELAEHHbIE B
rpaxkgaHckmii obopot o 01.09.2023, koTopble noanexar NPMMEHEHUIO 40 UCTEYEHMS CpoKa MX rogHocTn (O3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHckui 0OOpPOT NEeKapCTBEHHbIX NpenapatoB AN BETEPUMHAPHOrO MNPUMEHEHMS,
BBE3€HHbIX (nepeMelleHHbIX) B Poccuickyto depepaumio, ocyllecTBhsieTcsas ¢ cobniogeHneM TpeboBaHui,
YyCTaHOBMEHHbIX cTaTbel 52.2 HacTosdwero PefepansHOro 3akoHa.

(vactb 10 BBegeHa deaepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Crtatbs 48. FOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 NleKapCTBEHHbIX cpeacTB B Poccumnckyto
denepaumio
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

JlekapcTtBeHHble cpefcTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(8 pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1) npon3sBoanTeNn NeKapCTBEHHbIX CpeacTtB And uenen cobCTBEHHOrO npon3BoacTBa J1€EKapPCTBEHHbIX
cpencTs,

2) MHOCTpaHHble paspaboTyMKK NEKAaPCTBEHHbIX CPEACTB U MHOCTPaHHbIE NPOU3BOAUTENMN NEKAPCTBEHHbIX
CpeacTB Wnu Opyrve lopuaMdeckue nuua no nopyyeHuio paspaboTynka NeKkapcTBEHHOTo CpeacTBa Ans
NpoBeAEHUs] KIMHWYECKMX WCCredoBaHUi JekapCcTBEHHOro npenapaTa, OCYLECTBMEHUS ToCcyaapCTBEHHOM
perucTpaumm NekapCTBEHHOro npenapara, BKIoYeHUs (papMaueBTMYecKoil CyGCTaHUMU B FOCydapCTBEHHbIN
PEeecTp JeKapCTBEHHbIX CPEACTB, KOHTPOSS KayecTBa JIeKapCTBEHHbIX CPEACTB MpU HanmMyMu paspeLueHus
YNONMHOMOYEHHOrO dhefiepanbHOro opraHa UCNONHUTENBHOM BNacTu Ha BBO3 KOHKPETHOM NapTM NEeKapCTBEHHbIX
CpencTs;

3) opraHmnsauunm OnTOBOWN TOProBJ11 NEKapCTBEHHbIMU CpeaCcTBaMU;

4) HayyHo-uccrnegoBaTernbCkMe opraHusaumu, obpasoBaTenbHble OpraHvM3auuMu Bbicliero obpasoBaHus,
Npon3BOAMTENN NEeKapCTBEHHbLIX CpeacTB Ans pa3paboTku, uccregoBaHU, KOHTpons 6e3onacHoOCTH, kavyecTsa,
3(pPEKTUBHOCTU NEKAPCTBEHHLIX CPEACTB NPY HaNM4UKU paspeLleHns YNoNMHOMOYEHHOro hefepansHOro opraHa
NCMNOMHUTENBHOW BNacTu;

(B peq. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeauuMHCKMe opraHusauun, MHble ykasaHHble B nyHkTax 1 - 4 HacToswwen cTtaTbu opraHusauum Ans
oKasaHWs MeAULMHCKOW MOMOLLY MO XU3HEHHBLIM NOKa3aHWUAM KOHKPETHOMO nauMeHTa fnpu Hannuum paspeLueHuns
YrMorTHOMOYeHHOro  defjepanbHOro  opraHa WUCMOMHUTENbHOW BNacTM Ha BBO3  KOHKPETHOW  napTuu
neKapcTBEeHHOro npenapara, BblJAHHOMO B YCTAHOBIIEHHOM MOpAAKke B (QOPME 3MEeKTPOHHOro [OKYMEHTa,
noAnMCcaHHOro yCUneHHom KeannguumnpoBaHHOW 3MEeKTPOHHOW NOAMNUCHIO;

(B peq. PenepanbHoro zakoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTtlntoc: npumevaHume.
C 01.01.2024 n. 6 cT. 48 yTpaunBaet cuny (L3 o1 27.12.2019 N 475-03).

6) rocygapcCTBeHHble YHUTapHble NPeanpuATUS, WMYLLECTBO KOTOpbIX HaxoauTca B deaeparnbHow
cobctBeHHOCTH, onpegensemble [NpaButensctBoM Poccunckon ®Pegepauun, B 4actu BBo3a B Poccumnckyto
denepaumio He3aperncTpMpoBaHHbIX NeKapCTBEHHbIX NpenapaToB, COAepXKallMX HapKOTUYecKne Cpeactsa unu
NCUXOTPOMHbIE BeLLlecTBa, ONA OKasaHWs MeOUUMHCKOW MOMOLLM MO KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
naumeHTa unu rpynnsl NauMeHToB B COOTBETCTBUM C YacTbio 3.1 cTatbn 47 HacTosiwero defnepansHoro 3akoHa.
(n. 6 BBeaeH PegepanbHbIM 3akoHoM OT 27.12.2019 N 475-93)

Cratbsa 49. [JokyMeHTbI, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon Pepepauum npwm
BBO3€e JleKapCTBEeHHbIX cpeacTB B Poccuinckyto Peaepaumio
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1. MNpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyo defepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaumm  Hapsgy C  OOKYMeHTamu, NpeacTaBfeHMe  KOTOpbIX — NPEedyCMOTPEHO  TaMOXXEHHbIM
3aKkoHOAaTeNnbCTBOM TaMOXEHHOro coto3a u (Mnun) 3akoHogatenbcTBoMm Poccunckon degepaumm o TaMoOXKEHHOM
aene, NpeacTaBnalTCa cnegyowmne JOKYMEHTbI:

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) cepTudmkaT Npon3BOOUTENS JIEKAPCTBEHHOrO CpeacTBa, YAOCTOBEPSIOWMA COOTBETCTBUE BBO3MMOIO
NeKapcTBEHHOro cpeacTtea TpeboBaHMsIM bapMakonemHon ctatb NMBO B Criydyae ee OTCYTCTBUS HOPMaTUBHOWN
OOKyMeHTaunnm nnn HoOpMaTnMBHOIO JOKYMEHTA,

2) paspelleHne YNoTHOMOYEHHOTO doefeparibHOro opraHa WCMONHUTENbHOW BacTV Ha BBO3 KOHKPETHOA
napTUX JIeKapCTBEHHOro CPEeACTBa B Cllyyasix, yCTaHOBMEHHbIX YacTbio 3 cTaTbn 47 HacToswero degepansHoro
3aKoHa.

2. [lokyMeHTbI, ykasaHHble B nyHKTax 1 u 2 yactn 1 HacTosilwen cTaTby, NPeAcTaBnsOTCS B TaMOXEHHbIe
opraHbl Poccuiickon ®efepaumm npy npubbiTnK NeKapcTBEHHbIX CpeacTB B Poccuickyto degepaumio.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctratban 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepauuio Ans fUYHOro
MCNONb30BaHUA WU MHbIX HEKOMMEPYECKUX Lenen, a TakKkKe ANs WUCMNONb30BaHUA Ha TeppuTOpUKU
MeXayHapoaHOro MeAuLMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 29.06.2015 N _160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBe3eHbl B Poccuiickyto Pegepaumio 6e3 ydeta TpeboBaHun,
npeaycMOTPEHHbIX YacTammn 1 - 4 ctatemn 47, ctatbsimu 48 n 49 HacToswero ®enepanbHOro 3akoHa, €Cnm OHU
npegHasHayeHbl ons:

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) NMYHOro MCNONb30BaHMA U3MYecKUMMU nuuamu, npubsiBwKMK B Poccuiickyto Pegepaumto. [Npu aTom
BBO03 B Poccunckyto Pefepaumnio nekapCTBEHHbIX NpenapaTos, codepXawux CurbHOAeWCTByowWwme u (unu)
A00BUTbIE BELLEeCTBa, BKMIOYEHHble COOTBETCTBEHHO B CHOUCOK CUNbHOOEWCTBYIOLUMX BELLECTB Ans uernen
YronoBHOro 3akoHogartenbcTBa Poccuiickon ®egepaumm n B COUCOK SAOBUTLIX BELLECTB ANA Lenen YyronoBHOro
3akoHogatenocTBa Poccuiickon ®epfepauun, yteepxaeHHble [lpaButenbcTtBoMm Poccuiickon ®epepauun,
OCYLLECTBMAETCH MPU HANNYMN JOKYMEHTOB (3aBEPEHHbIX KOMWUIN JOKYMEHTOB UMM 3aBEPEHHbIX BbIMNCOK U3 HUX),
NMOATBEPXKAAIOLWMX Ha3HaYeHne PU3n4eckomy M1y yKasaHHbIX NIeKapCTBEHHbIX MpenapaToB (3a UCKMYEHMEM
nekapcTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbix B Poccunckon depepauum n otnyckaembix B Poccunckon
®epepaumun 6e3 peLenTta Ha NekapCcTBEHHbIN nNpenapar). MNoaTBepxaatoLme AOKyMEHTbl (MX 3aBEPEHHbIE KOMUU
U 3aBEPEHHBIE BbIMUCKN U3 HUX) LOIMKHBI CogepXaTb CBEAEHNSt O HAMMEHOBAHMU U KONMYECTBE Ha3Ha4YeHHOro
nekapcTBEHHOro npenapaTta. B cnydae, ecnu noarBepxgawlwme OOKYMEHTbl (MX 3aBEpPEHHbIE KOMUMU UMn
3aBEPEHHbIE BbIMUCKA M3 HUX) COCTaBIiEHbl HA WHOCTPaHHOM £3blke, K HWM MNpwunaraeTcs HoTapuanbHO
3aBepeHHbIN NepeBo Ha PyCCKUN A3bIK;
(n. 1 B pea. PegepanbHoro gakoHa ot 02.06.2016 N 163-93)

2) ncnonb3oBaHusA paboTHMKaMKM AMNIIOMATUYECKOrO Kopryca WAvM MNPeACTaBUTENSAMU MeXOyHapPOLHbIX
opraHunsauui, akkpeamToBaHHbIX B Poccuiickon deagepaumm;

3) neyeHus NaccaXxvpoB W YNEHOB 3KUMAXEN TPaHCMOPTHbLIX CPeacTB, Moe3dHbIX Opurag n BoguTenen
TpaHCNOPTHbIX CpeacTs, NpubbiBLIMX B Poccuiickyto deaepauuio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neyveHust YYaCTHUKOB MeEXOYHaAPOOHbIX KyNbTYPHbIX, CHOPTUBHbLIX MEPONpUATMA U  Yy4aCTHUKOB
MeXayHapoaHbIX aKcneanLmni;

5) neveHns KOHKPETHbIX XXMBOTHbIX B 300Mapkax, 300Cajax, uupkax, okeaHapuymax, OenbhuHapusix,
neYeHns OMKUX XXUBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon Pepepauun,
HaxXo4sALWNXCA B COCTOSAHUN €CTECTBEHHOW CBOOOAbLI 1 NpUHaAnexallimx K Buaam, 3aHeceHHbIM B KpacHyto KHUry
Poccuitckon depepaumm 1 (Mnun) KpacHble KHUrM cyObekToB Poccuickon depepaumn, a TakkKe >KUBOTHBIX,
BBO3MMbIX B Poccuiickyto ®efiepauuio Ans y4acTusi B CMOPTUBHBIX U 3pENULLHBIX MEPOMPUATUSAX;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-03)

6) MCNonb3oBaHMSA HA TEPPUTOPUN MEXOYHAPOAHOrO MEAMLMHCKOrO KracTepa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 29.06.2015 N 160-$3)

2. B cnydasx, npedyCcMOTpeHHbIX 4YacTbio 1 HacToslen cTaTbu, AonyckaeTcs BBO3 B Poccuinickyto
depepaumio nekapCcTBEHHbIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®epepaumn.
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. IlekapcTBeHHbIe NpenapaTbl, NpeAHa3Ha4YeHHbIe Ansi 'yMaHUTapHOW NOMOLLM (COOENCTBUSA) U MOMOLLN
nMpu 4pe3BblYalHbIX CUTyauusix, BBO3sTCA B Poccuiickyto ®Pepepaumio B OOpAdKe, YCTAHOBIIEHHOM
[MpaBuTENBLCTBOM Poccuiickon depepauun. 3anpellaetcs BBO3 B Poccuiickyto  degepaunto
He3aperMcTpMpoBaHHbIX NIEKAPCTBEHHbLIX MpenapaToB, nNpegHa3Ha4YeHHbIX ANnd  ryYMaHWTapHOW  MOMOLLM
(copencTans) UM NOMOLLM NPU Ype3BbIYaNHbIX CUTYyaLUsIX.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

Cratbs 51. CoTpyaHuuecTBO (heaepanbHOro opraHa UCNONMHUTENbHON BNAcTH, YNOMHOMOYEHHOro B
o6nacT¥ TaMOXEHHOro Aena, M APYrux YNoNHOMOYEHHbIX deaeparnbHbIX OPraHOB WMCMONMHUTENbLHOM
BnacTu

1. YnonHomou4eHHble dedeparnbHble opraHbl UCMOMHUTENbHOW BracTU NMpeaoCTaBnsloT B pacrnopsiXeHue
denepanbHOro opraHa UCMOMHUTENbHOM BRacTh, YMNOMHOMOYEHHOro B 06nactu TaMOXeHHoro fJena,
roCyapCTBEHHbIA PEECTp NEKAPCTBEHHLIX CPEACTB, a Takke MHOPMaLMIO O BblgaHHbIX pa3pelleHusiX Ha BBO3
KOHKPETHOW MapTMU NEeKapCTBEHHbIX CPEACTB B CryyasX, YCTAHOBMEHHbLIX 4YacTbio 3 cTaTby 47 HaCTOSILLEro
depepanbHOro 3akoHa.

2. ®epepanbHbli OpraH MCMOSIHUTENBHOW BIAcTW, YMOJSIHOMOYEHHbIM B 0OnacT TamOXeHHOro fena,
MHOPMMPYET YyKasaHHble B 4YacTM 1 HacToslen cTaTbyM YMNONHOMOYEHHble deaepanbHble  OpraHbl
NCMNOMHMTENBHOW BriacTu O BBO3€ NEKapCTBEHHbIX cpeacTB B Poccuickyto degepaumio 1 BbIBO3€e NEKAPCTBEHHbIX
cpeacts u3 Poccunckon depepaumm no dopmMe U B Oopsdke, KOTOpble YCTaHOBMEHbl [1paBUTENbLCTBOM
Poccuickon ®egepauun.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-$3)

Mnaea 10. PAPMALEEBTUYECKAA OEATENBbHOCTb
Cratbsa 52. OcywecTBneHme hapmMaleBTUYECKON AeATENbHOCTH

1. ®apmaueBTnyeckass OeATENbHOCTb  OCYLUECTBMSIETCS  OpraHuM3auMsiMy  OMNTOBOW  TOProBnu
neKkapCcTBEHHbIMM cpeacTBamu, anTeyHbIMW OpraHu3auusiMi, BeTepUHApHbIMU anTeYHbIMU OpraHM3aumsMu,
WHAMBMAYANbHBIMX NPeAnpUHUMAaTENaMKU, MMEKLWMMUA NUUEH3MI0 Ha dapMaueBTUYecKyl0 AeATenNbHOCTb,
MEOVULUMHCKUMW  OpraHnsaumsamun, VMeWwUMn fUMUEeH3nlo Ha  apmaueBTUYecKylo OesTenbHOCTb, U KX
obocobneHHbIMM  nogpasgeneHnsamu  (ambynatopusamu, penbawepckuMm U penbaepCKo-akyLepcKuMm
nyHKTaMu, LueHTpamu (oTgeneHusamn) obuien BpadyebHon (CeMenHon) NpakTukn), PacronoXeHHbIMU B CEIbCKMX
HaceneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTepuHapHbIMU OpraHunsauusimMu,
NUMEIOLLMMU NNLEH3UNIO Ha (hapMaLLeBTUYECKYO AeATeNbHOCTb.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlntoc: npumeyaHue.

Y. 2 c1. 52 (B peg. ®3 ot 28.04.2023 N 149-®3) B yacT akkpeguTaumMm CneunanucTtoB C BbICLUMM UMK
cpefHUM  BeTepuHapHbiM  0obpasoBaHMeM,  OCyLIeCTBASANLWMX  (hapmMaueBTUYECKyld  AesTenbHOCTb,
npumendaetca ¢ 01.03.2026. Ceptudpmkatsl Takmm nuuam BblaaoTes no 28.02.2026 1 gencteyoT He Gornee 5
ner.

2. duanyeckne nvua MoryT OCyLLEeCTBNATb hapMaLeBTUYECKYH0 AeATENbHOCTb NPY HanMyMm BbICLLETO UMK
cpeaHero chapmMaueBTU4eckoro obpasoBaHus M cepTudmkaTa crneymanicta nuMbo NpPongeHHOW akkpeouTauum
cneunanucta, BbiCLUero unu cpegHero BeTepUHapHOro 06pa3OBava n CepTI/I(i)VIKaTa cneuynanncrta nmbo
NPONOEHHON aKKpeauTauum crneuuanucta, a Takke BbICLIEr0 WKW cpegHero MeguuuHCKoro obpasoBaHus,
cepTucdukata cneumanucta nmMbo  NPOMAEHHOW  akkpegutTauuu  crneuynanucta WM JOMOSTHUTENBHOMO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

npodeccnoHanbHoro 00pas3oBaHMsi B 4acTM PO3HWYHOW TOProBfWM JeKapCTBEHHbIMM MpenapaTtamn  Ans
MEOULMHCKOTO MPUMEHEHMS MNpU yCcroBuM KX paboTbl B 060COOMEHHbIX MNOApasdeneHusax MeauLUHCKMX
opraHusaumin, ykasaHHbIX B HacTu 1 HacTosLEeN cTaTbu.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlntoC: npumeyaHue.

JlekapcTBeHHble npenapaTbl ANA MEOULUMHCKOrO NPUMEHEHWsl, BBEAEHHble B rpaXgaHCKuin oB6opoT [0
29.11.2019, nognexar XpaHeHuto, NepeBo3ke, OTMYCKY, peanu3aLumn, nepegadye, NPUMEHEHUIO A0 UCTEYEHUS
cpoka ux rogHocTtn (®3 oT 28.11.2018 N 449-93).

Cratbn 52.1. BBog B rpaxaaHCKMi OOOpPOT NneKapCTBEHHbIX MNpenapatoB AN MeAULMHCKOro
npuMeHeHus
(BBegeHa depepanbHbiM 3akoHoM OT 28.11.2018 N 449-93)

1. MNepen BBOAOM B rpaXgaHCKMM OOOPOT KaAOW CEpUM WU KaXKOOW NapTUM MNPOM3BELEHHOro B
Poccuinckon ®enepaummn nekapcTBEHHOro npenapata Ans MELWUUHCKOrO MPUMEHEHUS, 3a WCKIOYEHMEM
UMMYHOBMOMOrMYECKNX NEKAPCTBEHHbIX MNpenapaToB, MNPOM3BOAMTENb TaKOro JEKapCTBEHHOIO npenapara
npegcraensaet B dpefepanbHblid OpraH UCMOMAHUTENBHOW BACTW, OCYLLECTBASIOWMIA (PYHKUUN MO KOHTPOMO U
Haa30py B cdepe 34paBOOXPaHEHWs, JOKYMEHT NPOU3BOAMTENS fNEeKapCTBEHHOIO CPeacTBa, NOATBEPKAaoLMM
KauecTBO feEKapCTBEHHOro npenapata, W NOATBepPXAeHWe YMNONMHOMOYEHHOr0 nuua npou3BoanTens
NeKapCTBEHHbIX CPEACTB COOTBETCTBUSI JNIEKAPCTBEHHOrO npenapaTta TpeboBaHWAM, YCTAHOBMEHHbIM NPU €ro
rocygapCTBEHHON permcTpauum.

2. lNMepen BBOOOM B rpaxgaHCKMi 06OPOT KaOoW CEepuM UNU KaxK4OW MapTum BBO3MMOro B Poccuiickyto
depepaumio NekapcTBEHHOro  npenapata And  MeOMLUMHCKOTO  MPUMEHEHUs, 3@  UCKIOYEHUEM
NMMYHOBMOMNOMMYECKNX JEKAaPCTBEHHbLIX MpenapaTtoB, OpraHusauusl, OCYLIeCTBNSAKLWAass BBO3 JIE€KapCTBEHHOMO
npenapata B Poccuiickyto ®Pepepauumio, npeacraBnsgeT B defepanbHbii opraH WCNONHUTENbHOW BRacTw,
OCYLLECTBMAIOLWMIA PYHKLUUN MO KOHTPOMO U Haa3opy B cdepe 34paBOOXpaHeHus, cepTudmkat npomssogmTens
NeKkapCTBEHHOINO  CpeacTBa, YAOCTOBEPSALWUA COOTBETCTBME BBO3MMOIO  JIEKapCTBEHHOrO npenapara
TpeboBaHnaM (papmakonevHom cTaTbM, a B Criydae OTCYTCTBUA dapMakonenHon cratbn TpeboBaHuAM
HOPMaTUBHON [AOKYMEHTauuu, W MOATBEPXAEeHMEe nNpeacTaBUTend opraHv3auuu, OCYLLEeCTBAsoWen BBO3
nekapcTBeHHoro npenapata B Poccuiickyio ®egepauumio U ynorHOMOYEHHOW MHOCTPaHHbIM MPOU3BOAUTENEM
nekapCTBEHHbIX CPEACTB, COOTBETCTBUS BBO3MMOrO JIEKAPCTBEHHOTO npenaparta TpeboBaHnsM, yCTaHOBNEHHbIM
Mpuv ero rocyaapCTBEHHOW perncrpauumn.

3. Nopsgok npeacTaBneHns B COOTBETCTBUM € YacTsiMn 1 U 2 HaCTosILLEN CTaTbM JOKYMEHTOB N CBEOEHUN
O JIeKapCTBEHHbIX MpenapaTtax, BBOAMMBLIX B rpaxgaHCkui 000poT, ycTaHaBnuBaeTcs [lpaBUTENLCTBOM
Poccuiickon ®egepaumn.

4. B oTHOLIEHUN NEePBbIX TPEX CEPUN N NapTUI NIeKapCTBEHHOro npenapara, Bnepsble NPOM3BEAEHHOrO B
Poccuinckon ®epepaummn unu Bnepsble BBO3UMOro B Poccuitckyio ®Pepepaumio, B heaepanbHbii opraH
NCNOMHUTENBHOW BRacTu, OCYLLECTBASIOWMIA (DYHKUMM MO KOHTPOMO U HaAsopy B cdepe 3opaBoOXpaHeHwus,
OONOMHUTENBbHO MPeaCcTaBnseTcss MPOTOKON MUCMbITaHUA O COOTBETCTBUM CEpUM WM NapTUX fleKapCTBEHHOro
npenapata Ans MeOUUMHCKOrO MPUMEHEHWs MokasaTensam KadvecTBa, npegyCMOTPEHHbIM HOpPMaTMBHOW
AOKyMeHTaumen (ganee - nNPOTOKOM WCMbITAHWI), MNPOBOAMMBIX aKKPEOUTOBaHHbLIMA B COOTBETCTBUM C
3akoHogatenscTBoM Poccuiickon ®degepaumm 06 akkpegutTaumm B HaLMOHANbHOM CUCTEME aKkpeguTauum
dedepanbHbIMU  TOCYOAPCTBEHHLIMU - BIOIKETHLIMU  yYpeXOeHUsaMY, NoABeJOMCTBEHHbIMU  ddedeparibHOMY
opraHy MCNOMHUTENbHOW BNAcTW, OCYLLECTBRsoLWeMy dyHKLUMM NO BbipaboTke U peanu3auumn rocygapcTBEHHON
MONUTMKA M HOPMaTMBHO-NPaBOBOMY perynMpoBaHuio B cdepe 34paBooxXpaHeHus, n dedepanbHOMy opraHy
NCMONHUTENBHON BNAacTu, OCyLlecTBAsoWeMYy (MYHKLUMM MO KOHTPOMK W Haasopy B cdepe 30paBOOXpaHEeHus.
[lopsanok BblAaYM ykasaHHbIMKM defeparnbHbIMU FOCYAapCTBEHHBIMW BIOMKETHLIMU  YYPEXAEHNAMN OaHHOro
nNpoToKoSia U pasmep nnaTbl 3a ero Bbigayvy yctaHaBnmeatoTcs NpasuTtensctBom Poccuiickon ®epepauun.

5. ExerogHo He nosgHee 1 cbeBpans NpPOM3BOAMTENN JEKAapCTBEHHBIX CPEACTB WM OpraHusauuu,
OCYLLECTBMAIOLWME BBO3 JIeKapCTBEHHbIX npenapatoB B Poccunckyio Pegepaumnio, NpeacTaBnsioT B
deaepansHbIi opraH UCNOSTHUTENBHOM BNAacTW, OCYLLECTBISIOWMIA (PYHKUMM MO KOHTPOSIKO 1 HaA30py B cdepe
34paBOOXPaHEHNs], MPOTOKOMN UCMbITAHUA NOCTYNMBLLErO B TEYEHME rofa B rpaxgaHcknii 000pOoT fiekapCTBEHHOIO
npenapaTta KOHKPETHOro npousBoauTens (Ha OAHY Cepulo Kaxaoro TOProBOro HauMEHOBaHWUS C Y4eTOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

nekapcTBeHHOW popMbl U 403UPOBKK), NPOBOAUMbIX aKKpeaAUTOBaHHbIMM B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon depepaumm o6 akkpegutaummM B HaLMOHANbHOW CUCTEME aKKpeauTauum uUchbiTaTernbHbIMU
nabopartopusimu (LeHTpamm).

6. MNponssoguTenu nekapCTBEHHbIX CPeACTB UMW OpraHu3auun, OCyLLECTBNALLME BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto Pefepaumio, He MeEHee YeM 3a OAMH rog 4O NITaHMPYEMbIX NPUOCTAHOBIEHNUST UMK
npekpalleHMss MpouM3BOACTBa JIEKAPCTBEHHbIX MpenapaTtoB wunM ux BBo3a B Poccuickylo depepaumio
yBeaoMnsaT 06 3Tom defeparnbHbii OpraH UCMNOSTHUTENBHOW BNACTU, OCYLLECTBASALWMIA OYHKLUMN MO KOHTPOSHO
W Hagsopy B cdepe 34paBOOXpaHeHus n bedeparnbHbI OpraH UCNOSTHUTENBHOM BriacTu, OCYLLECTBNSAOLUNA
OYHKLMKU MO NIMLEH3MPOBAHMIO NPOU3BOACTBA fNeKapCTBEHHbLIX CPEACTB.

7. BBog B rpaxgaHckMi 0DOpPOT KaXOOW Cepun WAM  Kakgow napTum  UMMYyHOBMOMOrm4eckoro
NIeKapCTBEHHOro npenaparta, npou3BegeHHoro B Poccuiickon Pepepauumn mnu BBO3MMOro B Poccuiickyto
depepaumio, OCyLECTBNSAETCA Ha  OCHOBaHWWM  paspelleHusl, BbldaHHOro depepanbHbiM — OpraHom
NCNOSTHUTENBHOW BNACTU, OCYLLECTBASAOLWMM OYHKLMN MO KOHTPOMO U HAA30py B chepe 30paBOOXpaHEHUs!, Ha
OCHOBaHWUW BblAaHHOTO hefepanbHbIMY FOCy4apCTBEHHBIMU BIOIKETHBIMU YYpPEXOEHUAMM, YKa3aHHbIMU B YacTu
4 HacTosiLLen cTaTbM, 3aKMOYEHMS O COOTBETCTBUM CEPUM UMW NapTUM MMMYHOBMONMOrMYECKOro fekapCTBEHHOMO
npenapata TpeboBaHMSAM, YCTaHOBMEHHbIM MpWU €ro rocydapCTBEHHOW peructpaumu. [lopsook  Bblgaym
paspelleHnss Ha BBOA B FpagaHCKMA 0OOpPOT cepuu unu napTmm MMMYHOOMOSIOTMYECKOro JieKapCTBEHHOrO
npenapaTta, a Takke MOPSAOOK BbI4AYM YKA3aHHOTO 3aKMo4YeHUs W pasmep nnatbl 3a €ro Bblgavy
ycTaHaBnmBatoTca MNMpasutenscteom Poccunckon ®egepaumn.

8. 3a HenpeacTaBrneHME UM HECBOEBPEMEHHOE MpeACTaBfneHMe [AOKYMEHTOB W CBEOAEHWUW,
npeagycMoOTpeHHbIX Yactamn 1, 2, 4, 5 n 6 HacTosLwen cTaTbW, NPOU3BOAUTENMN FEKAPCTBEHHbLIX CPEACTB U
opraHuMsaumy, OCYLLEeCTBNsOWME BBO3 JEKapCTBEHHbLIX npenapaTtoB B Poccuiickyio Pepepauunio, Hecyt
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOAaTeENbCTBOM Poccunckon degepaumn.

9. MNpenctaBneHne OOKYMEHTOB U CBeAEHUN, NPeayCMOTPEHHbIX YacTamMu 1, 2 n 4 HacTosLwen cTatby, U
nonyyeHne npegycCMOTPEHHOTO YacTbio 7 HACTOSLWEN CTaTbM paspelleHus Ha BBOA MMMYHOOMOMOrMyeckoro
NeKapCTBEHHOroO npenapara B rpaxgaHckuii 06opoT He TpebytoTcs B OTHOLLEHUM NEKApCTBEHHbIX Npenaparos,
npegHasHayeHHbIX ONs NPOBEAEHMS KITMHUYECKUX WUCCNeaoBaHMN fEeKapCTBEHHbIX MpenapaToB, NpoBeaeHUs
3KCMNepTM3bl NEeKapCTBEHHbIX CPEeACTB AN OCYLIECTBMNEHUS rocy4apCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a Takke B OTHOLLUEHMM He3aperncTpupoBaHHbIX NEeKAPCTBEHHbIX NpenapaTtoB, NpeAHas3HayYeHHbIX
ONA  OKasaHus MeOMUMHCKOW MOMOLUM MO KM3HEHHbIM MOKa3aHUSM KOHKPETHOro nauuMeHTa wnvM rpynnbl
naumeHToB, BBO3MMbIX B Poccuitckyto degepaumio B cOOTBETCTBMM C YacTamu 3 1 3.1 ctaTbn 47 HacTosLLEro
depepanbHOro 3akoHa.

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

10. MNpwu BbIABNEHUN B rpaXgaHCKoM 00OpOTE cepuu UM NapTUM NeKapCTBEHHOTO npenapaTa, 4OKYMEHTbI
N CBedeHUa O KOTOpbIX, MPedyCMOTpeHHble Yactamm 1, 2 M 4 HacToswen cTaTbW, He NpeacTaBfieHbl B
defepanbHbI OpraH UCMOSTHUTENBLHOW BMAacTW, OCYLLECTBNAWMIA (PYHKLUMM MO KOHTPONIO U Haasopy B cdepe
34paBooXpaHeHus, nMbo cepumn UnuM NapTMm MMMyHOBUOMNOrMYECKOro NieKapCTBEHHOro npenapaTa, He UMEIoLLMX
paspeLleHnst Ha BBOA, B rpaXaaHckum o6opoT, NpegyCMOTPEHHOrO YacTbio 7 HacTosLen cTaTbu, deaeparnbHbiii
OpraH WCMONHUTENbHOM BracTW, OCYLLECTBAAIOWMA (QYHKUMM MO KOHTPONMKO UM  Hap3opy B cdepe
3[paBOOXpaHeHUs, B NOpaaKe, ycTaHoBMeHHOM NpaBuTensctBoM Poccuiickon ®egepauun, NnpuHMMaeT peLueHmne
O MpeKpaLleHnn rpaXkgaHckoro obopoTa Takmux cepyum Unv napTum 4o NpeacTaBleHns yKa3aHHbIX AOKYMEHTOB U
cBefeHun Nnbo nonyyYeHns ykasaHHOro paspeLUeHus.

KoHcynbTaHTlnoC: npumeyaHue.

Crt. 52.2 He pacnpocTpaHdaeTrcsd Ha Cepuu FeKapcTB 719 BETePUHapHOro MNPUMEHEHWUs, BBEAEHHbIe B
rpaxgaHckui obopot o 01.09.2023, koTopble noanexar NPYMEHEHUIO A0 UCTEYEHMS CpoKa UX rogHocTn (O3
ot 02.07.2021 N 317-®3).

Crtatbsl 52.2. BBoA B rpaxaaHckui O6GOpPOT mnekapCTBeHHbIX NpenapaToB Ans BeTepuHapHoro
npuUMeHeHus
(BBegeHa depepanbHbiM 3akoHoMm oT 02.07.2021 N 317-93)

1. MNepen BBOOOM B rpaxkgaHCKM obOpOT Kakaon cepun npousBeaeHHoro B Poccuiickon Pepepaumm
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023
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neKkapcTBEHHOro npenapata AN BETEPUHAPHOrO MPUMEHEHMUS!, 3a WCKMOYEHUEM WUMMYHOGUONOIrMYECKOro
neKkapcTBEHHOro npenapata Ans BeTEepUHapHOro MPUMEHEHUS, NPOM3BOAUTENL TaKOrO NeKapCTBEHHOro
npenaparta MpeAcTaBnsieT B YBEAOMUTENbHOM Mopsiake B dedepanbHbli OpraH MWCMOMHUTENbHOW BRacTw,
OCYLLECTBASLWMNA OYHKUMN MO KOHTpOmn (Hags3opy) B cdepe oOpalleHWs NeKapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOro NPUMEHEHNS:

1) OOKYMEHT Tnpou3BOAUTENS IeKapCTBEHHbIX CPeAcTB, MNOATBEPXKAAWMA COOTBETCTBME KayecTsa
NeKapCTBEHHOro npenapaTa [N BeTEpPUHApHOTO MPUMEHEHWs, BBOAMMOIO B [paXgaHCKuMii  06oporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €ro roCyAapCTBEHHON perncTpauum;

2) noaTBepXAeHWe YMNONHOMOYEHHOrO fnua MNpPoU3BOAMTENS eKapCTBEHHbIX CPeAcTB COOTBETCTBUS
NeKapCcTBEHHOro npenapaTta ANl BETEPUMHaAPHOrO MpUMEHeHUss TpeboBaHMSIM, YCTaHOBIEHHbIM MpPU  ero
rocy4apCTBEHHON perncTpaumu.

2. MNepepn BBOAOM B rpaxaaHCkuin obOOpPOT Kaaon cepum BBO3MMOro (nepemelyaemoro) B Poccuickyto
depepaumio  NEeKapcTBEHHOro  npenapata Afst  BETEPUHAPHOTO  MPUMEHEHUS, 3@  UCKIIOYEHWEM
MMMYHOBMOMOrMYECKOro  JNIEKAPCTBEHHOrO MpenapaTta [Ans BEeTepUMHAPHOrO MPMMEHEHWs, OpraHv3auus,
OCyLlecTBsAOLAas BBO3 (NepeMelleHne) JeKapCTBEHHOro npenapaTta Ansi BETEPMHAPHOrO0 MPUMEHEHUS B
Poccuiickyto degepaumto, npeactaBnseT B yBeAOMUTENBHOM nopsake B doefeparnbHbli opraH UCMOMHUTENbHOM
BMacTuW, OCYLLECTBASIOLMIN PYHKLMU NO KOHTPOMO (Haasopy) B cipepe obpalleHns nekapcTBEHHbIX CPeacTB Ans
BETEPUHaPHOro NPUMEHEHMUS:

1) [OKYMEHT Npou3BOAUTENS JEKapCTBEHHbIX CPEACTB, MNOATBEPXKOAAIOWMA COOTBETCTBUE KayecTBa
neKkapcTBEHHOro npenapata [Ons  BeTepuHapHOro MNPUMEHEHWs, BBOAMMOrO B rpaxKaaHckui  obopor,
TpeboBaHMAM, YCTaHOBMNEHHbLIM MPU Ero rocygapCTBEHHON perncTpaumu;

2) noaTtBepxgeHWe nuua, YMNONHOMOYEHHOro AepXaTenem wnvM BrnagenbueM  perncTpauuoHHOro
YAOCTOBEPEHWS NIeKapCTBEHHOrO npenapaTta Ans BeTepUMHapHOro NPUMEHEHUs, COOTBETCTBUSI NEKapCTBEHHOIO
npenapata [Ans BeTepUHapHOro MpUMeHeHuUsi TpebGoBaHUSIM, YCTaHOBMEHHbIM MpY €ro rocyAapCTBEHHOM
perucTpaumm.

3. BBoA B rpaxkgaHckuii 060poT BBO3MMOTO (nepemellaemoro) B Poccuinckyto degepaumio nekapCTBEHHOMO
npenapaTta Ons BETEPUHAPHOrO MNPUMEHEHUSI OCYLLECTBIISIETCA MPUM HanNuumMM 3akiovyeHus O COOTBETCTBUM
Npon3BoOaMTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBwui Hagnexallen npou3BOLACTBEHHOW MPAKTUKWU,
BblAaHHOMO YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHOM UCMONHUTENbHOW BRacTy Ansg NpOU3BOACTBEHHOM
NnoLaakM NekapcTBEHHOIo NpenapaTa Ais BETepUHAPHOro NPUMEHeHNsl, BBOAUMOTO B rpaykaaHCKuin obopor.

4. JlMyo, YNONTHOMOYEHHOE [epXxaTenem WunM BnagenbLeM PerncTpaumMoHHOrO0  yOOCTOBEPEHMS
NEeKapCTBEHHOro npenaparta Ans BETEPMHAPHOrO MPUMEHEHUS!, OOIMKHO ObiTb aTTeCTOBAHO B YCTaHOBIEHHOM
YNOIHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONHUTENBHON BNACTU OOpsAke U UMEeTb CTax paboTbl HE MeHee
4yeM NATb NeT B obnacTtv nNpomsBoAacTBa U (MnM) KOHTPOMsi kKayecTBa NeKapCTBEHHbIX cpeacTB nNubo B obnactu
MOHUTOPUHra 3acpekTUBHOCTM 1 6E30MacHOCTM fleKapCTBEHHbIX NpenapaToB AN BETePUHAPHOro NpUMEHEHUs,
NpOBOAMMOrIO AepXaTenemM Wnv BnagenblemM perncrpauuoHHOro yooCTOBEPEHMS JIEKapCTBEHHOrO npenapara
ONs BETEPUHAPHOTO MPUMEHEHUS MO0 YNONTHOMOYEHHBIM UMW IOPUANYECKUM JMLOM, Bbicllee oOpas3oBaHue
COOTBETCTBEHHO MO OAHOW M3 cneunanbHOCTEW M (MNKM) OOHOMY M3 HanpaBfEeHUM MNOArOTOBKM: ©Guonorus,
buoTexHonorus, BeTepnHapus, BETePUHAPHO-CaHUTapHasi aKCnepTn3a, KIMHU4eckas meguumHa, pagnaumoHHas,
XMMMyeckas 1M buonorudeckas 3awmta, hapmauus, pyHaaMmeHTanbHas MeauumnHa, XMMmMyYeckasi TeXHOMorus,
XUMUS.

5. [Nopsgok npefcTaBneHUs B COOTBETCTBMM C YacTamMu 1 1 2 HacTosILWeN cTaTb JOKYMEHTOB U CBEAEHUI
O INeKapCTBEHHbIX Mpenapartax And BeTEepMHApHOro MPUMEHEHUs, BBOAWMBIX B rpaxgaHckmi o006opoT,
ycTaHaBnmBaeTcs NMpaButensctsoM Poccunckon ®enepaumn.

6. B oTHoweHun nepBbiXx ABYX CEpU NEKapCTBEHHOro npenapaTta Afs BETEepUMHApPHOro MpUMEHEeHWs,
BrnepBble NpoudseaeHHoro B Poccuiickon degepaumm nnm Brnepebie BBO3MMOro (nepemetaemoro) B Poccuiickyto
®epepaumnio, B dedeparnbHblil OpraH WCMONHUTENbHOW BNAcTW, OCYLLECTBASIOWMIA YHKUUMN MO KOHTPOIo
(Hap3opy) B cdpepe obpalleHuss nekapCTBEHHbIX CPeACTB ANns BETEPUHAPHOro MpUMEHEHMs, Hapsgy C
AOKyMEeHTaMu, NPeayCMOTPEeHHbIMY YacTsamMu 1 1 2 HacTosLeln cTaTby, MPeAcTaBnAOTCA NPOTOKOMbl UCTbITAHWUN
O COOTBETCTBMWM ITWX CEpU NEeKapCTBEHHOro npenapaTta AN BEeTeprHApHOro NPUMMEHeHWs nokasaTensm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

KayecTBa, MNPeayCMOTPEHHbIM HOPMAaTMBHLIM [OKYMEHTOM (Oanee - MNPOTOKON WCMbITaHWiA), NPOBOAUMbIX
aKKpeaMTOBaHHbIMUM B COOTBETCTBMW C 3akoHodaTenbcTBOM Poccuiickon ®epepaumn o6 akkpeautaumu B
HauMoHanbHOM cucTemMe akkpeauTauum ucnbiTatenbHbIMU nabopaTopuamm (LeHTpamm).

7. ExerogHo He no3gHee 1 deBpans NpouM3BOAUTENM IEKAPCTBEHHbLIX CPEeACTB MMM opraHvsaumm,
oCyLlecTBRALWME BBO3 (MepeMeLLeHNe) JeKapCTBEHHbIX MpenapaToB Ans BETEPUMHAPHOIO MPUMEHEHMS B
Poccuiickyto denepaumio, npeactaBnsaoT B defepanbHbIii opraH UCNONHUTENbHOW BRacTu, OCYLLECTBASIOLWNA
dYyHKUMM MO KOHTpont (Hagsopy) B cdepe obpalleHus feKapCTBEHHbIX CPeACTB AN BETepPUMHApPHOro
NPUMEHEHNS, NMPOTOKON UCMbITAHUA MOCTYMNMBLLEr0 B TEYEHME roda B rpaxgaHckmi obOopoT fnekapCTBEHHOro
npenapaTa gns BETEPMHAPHOrO MPUMEHEHUS KOHKPETHOro NPOmM3BOAMTENS (Ha O4HY CEPUI0 Kaxaoro TOProBoro
HaMMEeHOBaHUA C Y4eTOM NeKapCTBEHHOW (HOpMbl, a ANs MeKkapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHUS, He SBNAKOLWErocs WMMYHOOMOMOrMYECKUM, Takke C Y4eTOM [OO3MPOBKW), MNPOBOAUMBIX
aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccunckon Pegepaumm o6 akkpeautaumm B
HaLMOHAaNbHON CUCTEME aKKpeanTaumm UcnbiTaTenbHbIMU NTabopaTopusiMn (LeHTpamm).

8. Beopg B rpaxgaHckuii 060poT MMMYHOBMONOrMYECKOro NIEKAapCTBEHHOIO NpenapaTta Ans BeTepMHapPHOro
npuMeHeHusi, npomnsseneHHoro B Poccuiickon depepauumm unu BBO3UMMOro (nepemeltaemoro) B Poccuiickyto
depepaumto, OCYLIECTBISIETCS Ha OCHOBaHWM  paspelleHus, BblgaHHOTO  begepanbHbiM — OpraHoM
WCMNOSNTHUTENBHOW BMacTW, OCYLLUECTBASWMUM (YHKUMM MO KOHTpomn (Hagsopy) B cdepe obpaleHus
NEeKapCTBEHHbIX CPEACTB ANsl BETEPMHAPHOrO NPUMEHEHUs. YKasaHHOe paspelleHue BblOaeTCsi Ha OCHOBaHUM
NpoTOKONa MCMbITaHWA, NPOBOAUMbBIX aKKpeAMTOBAHHbIMM B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuimckon
depnepaumm 06 akkpeanTaumMm B HaLMOHANbHOW CUCTEME aKKpeauTauuu opraHusaumsiMm, NoABeAOMCTBEHHbIMU
dhenepanbHOMy OpraHy UCMONTHUTENbHOM BNAcTW, OCYLLECTBMASIOWEMY (OYHKLMM MO BbIpabOTKe rocyaapCTBEHHOW
MOMUTUKA U HOPMATMBHO-NMPABOBOMY PEryNMpoBaHMI0 B Cdepe arponpoMbILLIIEHHOrO KOMMMEeKca, BKyas
obpalleHne IneKkapCTBEHHbIX CPeacTB AN BETEPUMHApPHOro MNpPUMEHeHus, unu deagepanbHOMY oOpraHy
MCMNOMHMTENBbHOW BNacTW, OCyLeCcTBRsoWeMy GYHKUMM MO0 KOHTpomw (Hag3opy) B cdepe obpalieHus
NeKapCTBEHHbIX CPeACTB 4S9 BETEPUHAPHOIrO NPUMEHEHNS, a TakkKe JOKYMEHTOB U CBEAEHUN, NPeayCMOTPEHHbIX
yacTteto 1 (ona npenapaToB, npousBeadeHHbIX B Poccuiickon ®depepauuun) nnm yactbio 2 (4N npenapartos,
BBO3UMbIX (NepemMeLLaeMblix) B Poccunckyto Pefepalinio) HacTosiLen ctaTbm.

9. Cpok Bblgaum paspeLleHmnsi, yKasaHHOro B 4actu 8 HacToswen cTaTtbu, COCTaBNsAET NATb paboyumx gHen
CO [Hs NpeacTaBneHnsa Npou3BoanTENeM NEKapCTBEHHbIX CPeaCTB UNU opraHM3aLmen, oCyLLEeCTBISIOWEN BBO3
(nepemelleHne) nekapcTBEHHOro npenaparta And BeTepuHapHoro npumeHeHusa B Poccunckyto denepaumio, B
denepanbHbI OpraH UCNONHUTENBHOW BRACTW, OCYLLECTBSIOWNA YHKUUN MO KOHTPOnto (Hagsopy) 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 KaXOOoW U3 nepBbiX
OBYX cepuii MMMYHOOMOMNOIMYECKOro NeKapCTBEHHOrO npernaparta Ans BETEPUHAPHOro NPUMEHEHWs], BNepBble
npoussegeHHoro B Poccuiickon ®depepaumm unu BrnepeBble BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaumto. Takoe paspelleHue BbldaeTcsi Ha BeCcb CPoOK obpaleHus cepun UMMYHOBMONOrnMyYeckoro
NEKapCTBEHHOro npenapaTta Ansg BETEPUMHAPHOIO0 MPUMEHEHUs, B OTHOLUEHMM KOTOpPOM OHO BbldaHo. B
OTHOLLEHUN NOCMEeAYyLWNX Cepun OAHOro TOProBOro HavMEHOBAHUA UMMYHOBMOMOrMYecKoro NekapCTBEHHOro
npenapaTta Ons BeTEPMHAPHOro MpUMEHeHusi, npoussegeHHoro B Poccunckon degepaumm vnn BBO3MMOIO
(nepemelaemoro) B Poccuinckyto deanepaumio, Takoe paspelleHne BblgaeTcsl CpokoM Ha Tpu roga. Nopsagok
BblJayM paspeLleHns Ha BBO B rpaXkgaHCKMN 0060poT MMMYHOBMOMNOrMYeCcKoro fieKapCcTBEHHOrO npenapaTa Ans
BETEPMHAPHOro NPMMEHEHUS, NOPSAOK BblAa4yu NPOTOKONA UCMbITAHUA, YKa3aHHbIX B YacTh 8 HacTosIWen cTaTby,
a Takke MeToauka onpedeneHnss pasmepoB nnaTthl 3a Bblgady YKa3aHHOrO MNpOTOKOSMa  UCMbITaHWUR
ycTaHaBnmBaeTcs NMpaButenscteoM Poccunckon degepaumn.

11. mmyHoBMONorMyeckne nekapcTBeHHble npenapatbl AN BETEPUHAPHOTO NPUMEHEHUs, BBEAEHHbIE B
rpakgaHckmMin oGopoT B COOTBETCTBMM C YacTbio 8 HACTOSILLEN CTaTbW, NOASIEXaT XpaHeHWo, NePeBO3kKe, OTMYCKY,
peanusauuu, nepegade, NPUMEHEHUIO 10 UCTEYEHUS CPOKa UX FOAHOCTU.

12. 3a HenpeacTaBrneHVe WNM HECBOEBPEMEHHOE NpeACTaBreHUe [OOKYMEHTOB W  CBEOEHWN,
NpeaycMOTPeHHbIX yYactamMu 1 - 3, 6 M 7 HacTosiwen craTbW, NPOM3BOAWUTENU NEKAPCTBEHHbLIX CPEACTB U
opraHusauuu, OCYyLLeCTBAsioWME BBO3 (NepeMeLleHne) NeKkapCTBEHHbIX MpenapatoB ANs BeTepuHapHOro
npumeHenns B Poccuiickyto depepaunio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

13. MNpegcraBneHne JOKYMEHTOB U CBEAEHUN, NPeSYyCMOTPEHHbIX YacTsaMn 1 - 3, 6 1 7 HacToALLEN CTaTby,
N nosfyvyeHMe paspeLleHnss, YKasaHHOro B 4acTu 8 HacTosilen cTaTbWu, He TpebykTcs B OTHOLWEHWUU
nekapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOrO NPUMEHEHUs, NpedHasHayveHHbIX AN BblBo3a u3 Poccuiickon
degepaumm, npoBeaeHUst OOKITMHUYECKUX NCCNenoBaHUI NIEKAPCTBEHHbLIX CPEACTB, KITMHUYECKUX UCCenoBaHNN
nekapCTBEHHbIX NpenapaToB AN BETEPMHAPHOIO NPMMEHEHMS 1 BBO3a A1 LEenew, ykasaHHbIX B MyHKTe 5 yacTtu
1 cratbun 50 HacToswero ®PepepanbHOro 3akoHa, a Takke 00pasLOB IeKapCTBEHHbIX MNpenapaToB Ans
BETEPMHAPHOr0O NMPUMEHEHUS, NpeAHa3Ha4YeHHbIX As MPOBEAEHNsT 3KCNEPTM3bl JTIEKAPCTBEHHbIX CPEACTB B LIENAX
OCYLLIECTBMNEHMS rOCYyapCTBEHHON perncTpauum NekapCTBEHHbIX NpenapaToB AN BETEPMHAPHOrO NMPUMEHEHUS
UMM BHECEHUS W3MEHEHUN B pernmcrtpaunmoHHoe OoCbe Ha J'IeKapCTBeHHbII7I npenapar ana BeTepuHapHOro
NPUMEHEHNA.

Crtatba 53. Mpogaxa, nepefaya reKapCTBEHHbIX CPEACTB OpraHM3auusiMM ONMTOBOW TOProBnv
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHusaumm ONTOBOW TOProBAM NEeKapCTBEHHbIMW CPeacTBaMM MOTYyT OCYLWIECTBNATbL MPOLaXy
nekapcTBEHHbIX CPeACTB UMK nepefaBaTb MX B YCTAHOBMNEHHOM 3akoHoaaTenbcTBoM Poccuiickon ®epepauun
nopsigke (3a ucknoyeHnem dapmaleBTUYeckon cybcTaHumm cnmpTa aTUIOBOro (3TaHona) ¢ ydetom TpeboBaHui
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 ONTOBOW TOProBNM NeKapcTBEHHbIMU CpeacTBaMu;

2) NpoM3BOAMTENSM NIEKAPCTBEHHbIX CPEACTB AJ1s Lieneli NPOM3BOACTBA NeKapCTBEHHbIX CPeCTB;
3) anTeyHbIM opraHM3aLMaM U BETEPUHAPHBIM anTeYHbIM OpraH13aLusaM;

4) Hay4HO-UCccrneaoBaTeNbCKUM OpraHU3auusiM Ans Hay4yHO-UCCrieaoBaTerNbCKo paboThl;

5) nHameugyarnbHbIM nipegnpuHuMartenam, nMmeruwmm JNMUeH3n Ha (*)apMaLl,eBTI/I‘-IeCKyI'O neAaATenNbHOCTb
nnn nMueH3n Ha MeanUMHCKY0 OEeATEIIbHOCTb,

6) MEeOUUUHCKMM OpraHu3auusiM, B TOM 4YuChe CO34aHHbIM M 3aperncTtpupoBaHHbIM B COOTBETCTBUM C
3aKkoHO4AaTeNnbCTBOM WMHOCTPAHHOrO rocyaapctea - uneHa OpraHusaumm 3KOHOMUYECKOrO COTpYyAHMYECTBa WU
pasBuUTUS  WHOCTPaHHbIM  IOPUONYECKMM  NUuaM, WHAMBUAYalNbHbIM  NpeanpuHuMaTensaM, SBASOLWUMCS
ydyacTHMKaMu npoekta B cooTBeTcTBUM C degepanbHbiM 3akoHoM OT 29 wmoHsa 2015 roga N 160-903 "O
MEXOYyHapO4HOM MEAMLMHCKOM KriacTepe W BHECEHUN W3MEHEHWA B OTAENbHble 3aKOHOAATEelNbHbIE aKThl
Poccuiickon depgepaummn”, n BeTepuHapHLIM OpraHn3aumsim;

(B pea. PegepanbHbix 3akoHOB 0T 26.07.2019 N 240-93, o1 04.08.2023 N 428-93)

7) opraHuMsauusiM M UHOMBMAYaNbHbIM  NpeanpuHMMaTensiM,  OCYLUECTBMSIOWUM  pasBefeHue,
BblpalLMBaHNE N codepXKaHNE XKMBOTHbBIX (3@ UCKIIOMEHNEM NPOAAXKN UM hapMaLeBTUYECKMX CYOCTaHLMIA NN NX
nepegayn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusauum ONTOBOW TOPrOBMN JIEKAPCTBEHHBLIMW CPEACTBAMU HE BMpaBe OCYLLECTBNATb NPOAaXY
(nepegayy B yCTaHOBNEHHOM 3akoHopaTenbcTBOM Poccunckon ®Pepepauum nopsgke) dapmaueBTUHECKON
cybCcTaHuumM cnupTta 3TUNoBoro (3TaHona).

(4acTb 2 B pea. PegepanbHoOro dakoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlnoc: npumeyaHue.
Y. 3 ct1. 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obnactv, XepcoHCKoW obnactu npuMeHsieTcst ¢
01.09.2024 (93 ot 04.08.2023 N 428-93).

3. OpraHusauuu OMTOBOW TOProBfAM JiEKApPCTBEHHbIMW CPeacTBaMM MOTyT OCYLUECTBNATL MPOAaxXy
(nepepayy B yCTaHOBNEHHOM 3akoHodaTenbCTBOM Poccunckon Pegepaumm nopsake) nekapcTBEHHOro
npenapaTa 4ns MegULMHCKOro NpMMEHEHNS C MeXayHapoaHbIM HEMAaTEHTOBAHHbLIM HaMeHoBaHueM "3OtaHon":
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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
ccbepe o6pau.|,eHV|9| JIeKapCTBEHHbIX CpeacTB AnAa MegunumnHCKOro npuMeHeHuA,

3) MHanBMayanbHbIM NpegnpuHUMaTensiM, UMEeLLMM JTMLEH3NI0O HAa MeQMUNHCKYIO AeATENbHOCTb;
4) 1opyanyecknum nuuam, UMeLMM JINLEH3NI0 HA MEANUMHCKYI0 AeATENbHOCTD;

5) WHOCTpaHHbIM OPUOMYECKAM IMUAM W  WHAMBMAYaANbHbIM NpeanpuHUMaTensaM, CO30aHHbIM 1
3aperncTpupoBaHHbIM B COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPAHHOIO rocyaapcTaa - uneHa OpraHusauum
3KOHOMWYECKOrO COTPYAHMYECTBA W pPasBUTUSA, SBMAIOWMMCS Y4yacTHMKaMy MNPOeKTa B COOTBETCTBUM C
depepanbHbiM 3akoHoM OT 29 umioHsa 2015 roga N 160-®3 "O mMexgyHapogHOM MeOMUMHCKOM Knactepe W
BHECEHMM U3MEHEHUI B OTAENbHbIE 3aKoHOoAAaTerbHble akTbl Poccunckon ®epepaunn’;

6) vcnbiTaTenbHbIM NabopatopusiM (LeHTpam), NPOBOASILLMM UCMbITaHUSA B 0OMacTu KOHTPOMS KavecTBa
neKapCcTBEHHbIX CPeACTB, akkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHoAaTenscTBoM Poccuiickon Pepepaunm 06
aKkkpeauTauum B HaUMOHanbHOWM CUCTEME akKkpeauTaumm.

(vacTb 3 BBegeHa PenepanbHbimM 3akoHoM oT 04.08.2023 N 428-03)

Crtatbs 54. [[paBuna onToBON TOProBnu JieKapCTBEHHbIMU CpeaAcTBaMU

1. OnToBas TOProBns feKapCTBEHHbIMU CPEeACTBaMU OCYLLECTBIISETCS NPOU3BOAUTENSIMU NIEKAPCTBEHHBIX
CPEACTB WM oOpraHvM3auusiMM OMTOBOWM TOPrOBMW JEKApPCTBEHHLIMWM CPeacTBaMM MO NpaBuilaM Hagnexallen
ONCTPUOBLIOTOPCKON MPaKTUKW, NpaBuiaM Haanexalleh MNpakTUKU XpaHeHUst U MNepPeBO3KM JeKapCTBEHHbIX
npenapaToB AN MeQULUHCKOro NPUMEHEHUS, NpaBuiamM XpaHeHUs NeKapCTBEHHbIX CPeACTB AS19 BETEPUHAPHOro
NPUMEHEHNs,  YTBEPXAEHHbIM  COOTBETCTBYHLUMMM  YMNOMHOMOYEHHBIMU  dpefepanbHbiMM - OpraHamu
MCMNONTHUTENbHOW BNacTM.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 28.04.2023 N 171-d3)

2. OpraHusauusi ONTOBOW TOProBfM JeKapCTBEHHbIMU cpeacTBamu o00sizaHa cobniogaTb npeaenbHble
CPOKN OTIpy3kM 3aTpeboBaHHbLIX anTe4YHOW OpraHusaumelrt NeKapcTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNsT N He BrpaBe OTKasblBaTb anTEYHOW OpraHvM3aLmu, C KOTOPOW Yy Hee 3aKmyeH COOTBETCTBYIOLLUM
[0OroBOp O NOCTaBKax fIeKapCTBEHHbIX NpenapaToB ANt MeAULMHCKOro NPUMEHEHUs], B NOCTaBKe NIEKapPCTBEHHbIX
npenapaToB AN MeOuULMHCKOTO MPMMEHEHUST NMPU HanMyum 3aTpeboBaHHbIX NEKapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO MPUMEHEHWST Y OpraHusauMyM ONTOBOW TOProBfW NeKapCTBEHHbIMKU cpeacTBamu. [peaenbHble
CPOKW OTrpy3kM 3aTpeboBaHHLIX anTe4YHOW OpraHusaumelnt NEeKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNS B 3aBUCMMOCTU OT PacnoSiIOKEHUA MeCTa OTrPY3KM fIEKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro
NPUMEHEHNs YCTaHaBNMBAKTCA YNONHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BNACTW.

(vacTb 2 BBegeHa deaepanbHbIM 3akoHoM OT 26.03.2022 N 64-03)

Crtatbs 55. NopsaaoK pO3HUYHOM TOProBNU JIeKapCTBEHHbIMUM NpenaparamMu

1. Po3HMYHasa Toproens nekapcTBEHHbIMY npenapaTtaMu B KONMYecTBax, HeobXxoaumbIX AN BbIMNONHEHMS
BpayebHbIX (dbenballepcknx) HasHayYeHu WM HasHayeHwu cneumanuctoB B obractM BeTepuHapuu,
OCYLLIeCTBMAETCA anTeyYHbIMW OpraHu3aumsMy, BeTepMHapHbIMU anTe4YHbIMWU OpraHM3aumsaMm, UHAMBMAYaNbHbIMU
npeanpuHumMaTtensMi, WMEWMMN  MMUEH3NI0  Ha  dapMaueBTUYeCKylo AeATenbHOCTb, MeAULMHCKUMU
opraHv3auMaMy, WMeLWMMA NUMUEH3NI0 Ha apmaueBTUYecKylo OesATenbHOCTb, U ux 060co6neHHbIMU
nogpasgeneHuammn (ambynatopmsimu, enbawepckumn n enbaLllepcko-akyLepCckMMM MyHKTaMu, LeHTpamMm
(oToeneHuamu) obuien BpadyebHoOM (CeMENHON) NPaKTUKKN), PACMONOXEHHLIMU B CENbCKUX HACEMNEHHbIX NMyHKTaXx,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OopraHmM3aumm, 1 BeTEPUHAPHBLIMY OPraHu3aumsaImMu, UMEOLWUMY JIMLEH3NIO Ha
dapmaLeBTMYECKYI0 AeATenbHOCTb. Pa3spelleHa po3HWYHasa TOProBrsi TOMbKO fekapCTBEHHbIMM npenapaTtamu,
3apernctpupoBaHHbiMn B Poccuiickon ®epgepaumm MM U3roTOBMAEHHBIMW  anTeYHbIMWU  OpraHM3aumsaMu,
BETEepPUHapPHbLIMM anTeYHbIMW OpraHn3auMaMmn, UHAMBMAYaNbHBIMU NPEANPUHUMAaTENSAIMU, UMEIOLLMMMN NINLEH3NIO
Ha (bapmaueBTUYECKY0 OeSATeNbHOCTb. PO3HMYHAs TOProBns fekapCTBEHHbIMU MpenapaTtamMmu OCyLLeCTBseTCs
no npasunam Hagnexaiien anTe4yHOW NPaKTUKK, YTBEPXOEHHbIM YMNONHOMOYEHHbIM heaepanbHbIM OpraHoM
NCNOMHUTENBHOW BNacTw.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

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 MNPUMMEHEHWS  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 NPUMEHEHUS B nopsigke,
npeaycMOTPEHHOM YacTblo 7 cTaTbh 67 HacTosiwero deaepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbiX opraHu3auui M OpaBwuia OTMyCKa NeKkapCTBEHHbIX npenapaToB AN MeauuUHCKOro
NPUMEHEHMST anTeYHbIMU OpraHn3auusMn, UHAMBUAYANbHBIMU NPEANPUHUMATENSMWU, UMEKOLLMMN NULEH3NIO Ha
hapMaLeBTMYECKYHD OEATENbHOCTb, @ Takke NnpaBua OTrnycka fekapCTBEHHbIX NpenapaToB Ans MeguuuHCKOro
NPUMEHEHUS MEOUUUHCKMMMW OpraHmM3aumnsmMu, UMERLMMK NULEH3NI0 Ha (bapMaLeBTUYECKYO OeSTENbHOCTb, U
nx obocobneHHbIMM nogpasaeneHnsmn (ambynaTopusamn, denbawepckuMm 1 enbaLepcKo-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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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

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
NPOXOXAEHNEe  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. Nopsagok ocylecTBrNeHU PO3HUYHOM TOProBIfM JfieKapCTBEHHbIMU 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 3KCnepvMeHTa ero y4yacTHUKM BnpaBe AMCTaHLUMOHHbIM CMOCOO0M OCYLLECTBMATbL PO3HUYHYIO
TOProBfl0 NleKapCTBEHHbIMKM Npenapatamu Ans MeAWLMHCKOro MPUMEHEHWs, OTMyCKaeMbiMW NO peuenTy Ha
neKkapcTBeHHbIN npenapaT (B TOM 4ucne chopMUPOBaHHOMY B (hOpMe 3MEKTPOHHOro AOKYMEHTa B JIMYHOM
kabnHeTe rpaxgaHnHa B defepanbHoO rocyaapCTBEHHOM WHGOPMaLMOHHON cucteme “"EAumHbin nopTtan
rocygapCTBEHHbIX U MyHUUMNAanbHbIX yeryr (PyHKUuR)" n (Mnu) Ha permoHanbHbIX NopTanax rocygapCTBeHHbIX 1
MYHULMNAnbHbIX YCAYr) U BKIOYEHHbIMY B I€PEYEHb NTEKAPCTBEHHbIX NpenapaToB 1 hapmakoTepaneBTUYECKNX
rpynn rekapcTBEHHbIX MpenapaToB, pas3peLleHHbIX K peanu3aumMu B pamKax 3KCMEepUMEHTa, YTBEepPXAEHHbI
YMONIHOMOYEHHbIM  befeparnbHbiM  OpPraHoM WCMOMHWUTENbHOW BriacTM (3a WCKIOYEeHWeM NeKapCTBEHHbIX
npenapaToB, COAEpXaliMxX HapKoTU4eckne CcpeacTsBa, MCUXOTPOMHbIe BelecTBa M UX  MPEKypcopbl,
neKapCcTBEHHbIX MpenapaToB, coAepXalux CUNbHOAENCTBYIOLWME BeLllecTBa, paavodapmaueBTUYecKnx
NeKapCTBEHHbIX MpenapaToB, MMMYHOOMONOrMYECKNX NeKapCTBEHHbIX MpenapaToB, a TaKKe JEeKapCTBEHHbIX
npenapaTtoB, AN KOTOPbIX B COOTBETCTBUM C MHCTPYKUMEN MO MNPUMEHEHWIO NEeKapCTBEHHOro mnpenapaTa
YCTaHOBMEH TemnepaTypHbIi pexum XxpaHewuss Hwke 15 rpagycoB Llenbcusi, cnvpTocogepalimx
neKapCTBEHHbIX NpenapaTtoB C 06beMHON JOofen 3TUMOBOro CnupTa CBbie 25 MPOLEHTOB M NeKapCTBEHHbIX
npenapaToB, U3roTOBMEHHBIX anTeYHbIMWU OpraHn3aunsamu). Kpurepum BKNIOYEHUS NeKapCTBEHHbIX NpenapaTos v
dapmakoTepaneBTUYECKUX [PyNn FfeKapCTBEHHbIX MpenapaTtoB B YKasaHHbI NepeveHb ycTaHaBnuBaloTCA
MpaButenbctBom Poccuiickon ®egepauun. [lonoxeHnss HacTosWEn CcTaTbM HE pacnpoCTpaHsATCs Ha
nekapcTBeHHble npenapatbl, OTnyckaemble 6GecnnaTtHO MNM CO CKMAOKOW rpaxgaHam, MMewLWwum MpaBo Ha
obecneyeHne neKkapcTBEHHbIMU MNpenapataMmu 3a CYeT CPeACTB OloaXeTHbIX acCUrHoBaHwi deaepanbHOro
GropxeTa n GlogkeToB cydbekToB Poccuiickon ®eagepaunn.

3. YuyacTHMKamMn 3KCMepuMeHTa SBNAITCA YMNONHOMOYEHHbIN dedepanbHbIi OpraH MCMONHUTENbHON
BMacTu, YNONHOMOYEHHbIE OpraHbl MCNOMHUTENBHON BriacTu cybbekToB Poccuickon ®egepauun, MeamumHckue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

opraHusauMm u anTeyHble opraHvM3auun, cooTBETCTBYOLWME TpeboBaHMAM, YCTAHOBMNEHHBIM B COOTBETCTBUM C
yacTblo 4 HacTosILLEen CTaTbM.

4. [onoxeHve O nopsiake NPOBEAEHUS 3KCNepuMeHTa, B TOM 4ucne TpeboBaHUS K MeOULMHCKUM
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 OKOHYaHWMM 3KCNepuMeHTa, HO He No3gHee 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 MNpPeAcTaBnseT 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 UOEHTMMUKALMIO 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 MOJyYeHMe NeKapCTBEHHOIO NpenapaTta (ganee B HACTOSLLEN CTaTbe - NULO, 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, nony4aroLiero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

TaKoW NekapCTBEHHbI Npenapart, NpeabsaBUTb JOKYMEHT, YAOCTOBEPSIOLLIMIA €ro NMYHOCTb, AN MAEHTUdMKaLUK
JIMYHOCTM ITOrO rpaXkgaHMHa U YCTAHOBIIEHWS COOTBETCTBUSI €ro NNMYHOCTM M NMua, yKasaHHOro B peuenTe
(3aKoHHOrO nMpeacTaBUTENs, YMOJIHOMOYEHHOro nuvua). B cnyyae BbISIBNEHWSI HECOBMNAgeHUs FIMYHOCTM
rpaxgaHuHa, Momnyvalollero InekapCTBEHHbIA npenapaT, W Nnuua, 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 peuenTty Ha JeKapCTBEHHbIW MnpenapaT, nuvuy, YKasaHHOMY B peuente (3akOHHOMY
NpeacTaBUTENIO, YMNOMHOMOYEHHOMY NULY), SBASIOTCS KACCOBBLIA YeK M NoAMMCb 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 BMNAacTW, 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 M3MeHeHus (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. Tpy W3roToBMEHUM JNEKapPCTBEHHbIX MpenapaToB anTeyHbiMWM OpraHv3auusiMM, BeTepUHapPHbIMU
anTeyHbIMU OpraHM3auusiMn, MMELWMMU NULEH3NI0 Ha apMaueBTUYECKYI0 OESTENbHOCTb, WUCMOMb3YHTCH
nekapcTBeHHble MpenapaTtbl M (Unn) dapmaueBTUdeckme CcyOocTaHUmMW, BKIOYEHHbIE COOTBETCTBEHHO B
rocyAapCTBEHHbI PEECTP NEKapPCTBEHHbLIX CPEACTB ANsl MEAMLMHCKOrO NPUMEHEHMS, roCyapCTBEHHbIA peecTp
NEeKapCTBEHHbIX CPeacTB ANsl BETEePUMHAPHOro MNPUMEHEHMS, €OVHbIA  PeecTp  3aperucTpUpOBaHHbIX
rnekapcTBeHHbIX cpeacts EBpasviickoro aKOHOMWUYECKOrOo COlo3a B YCTaHOBIEHHOM nopsiake. He gonyckaetcs
N3roTOBMEHNEe anTe4YHbIMW OpraHu3auuMsiMM, BeTEpPUHApPHbIMKM  anTe4YHbIMWM  OpraHM3auusiMu, UMEeHLLMMM
NULEH3NI0 Ha dapMaueBTUYECKYID LeATENbHOCTb, JIEKapCTBEHHbLIX MpenapaToB, 3aperncTpyMpoBaHHbLIX B
Poccuiickon ®epepauuu.

(4acTb 2 B pea. PepepanbHoro gakoHna ot 05.12.2022 N 502-93)

3. MamepOBKa NleKapCTBEHHbIX npenapartos, N3roTOBIEHHbIX anTevyHbiMun opraHusaumamu,
BE€TEpPMHAPHbIMM anTe4YHbIMMN OpraHn3aunamm, MUMerLnMmn nNUUeH3nK Ha cbapmau,eBqueCKyro OeATernNbHOCTb, U
O(*)OpMJ'IeHI/Ie Takunx npenapartoB AOJTKHbl COOTBETCTBOBATbL NpaBuiam, ykasaHHbIM B HacTu 1 HacTosWwen cTaTbMu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

(B peq. ®PenepanbHoro zakoHa ot 05.12.2022 N 502-$3)

4. AnNTeuyHble opraHuM3auuu, BETEepUHApHbIE anTeyvHble OpraHusauuM, UMeLne JUUEH3UI Ha
hapmaLeBTUYECKYHO AEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HeCobnoaeHe NpaBun U3roTOBIEHUSA 1 OTMyCKa
NneKapCTBEHHbIX NpenapaToB B COOTBETCTBMM C 3aKOHOoA4aTenbCcTBOM Poccunckon denepaumn.

(B peq. ®PenepanbHoro zakoHa ot 05.12.2022 N 502-$3)

Cratba 57. 3anpeweHue npogaxu ¢anbCcuPULUUPOBaAHHbIX JIEKAPCTBEHHbIX CpPeAacTB,
He,qo6poxaqec73e|-u-|b|x JIeKapCTBeHHbIX CPeacCTB, KOHTpaq:)aKTHbIX JIeKapCTBeHHbLIX CpeacTB

I'Ipop,a>|<a d)aJ'IbCI/Iq)I/ILI,I/IDOBaHHbIX NeKapCTBEHHbIX CpeacTs, He,El,06pOKa'-leCTBeHHbIX JNIeKapCTBEHHbIX
cpencrs, KOHTpa(baKTHbIX JNIEKapCTBEHHbIX CpeacTB 3anpeLiaeTcA.

Crtatbsa 58. XpaHeHue neKkapCTBeHHbIX CPeACTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLLECTBISIETCS MPOM3BOAMTENSMU FEKapCTBEHHbIX CPEACTB,
opraHM3auMsiMu  OMNTOBOW  TOProBNM  NEKApPCTBEHHbIMWM  CPeacTBamMK,  anTeYyHbiMUM  OpraHu3auusiMm,
BETEPUHAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBEIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3MNIO
Ha dapMaleBTUYECKYI0 OEATENBbHOCTb WM NMUEH3UIO HA MEOUUMHCKY OeATEenbHOCTb, MEeAWULMHCKUMM
opraHu3auMsiMn, BeTepUHAPHLIMU OpPraHM3auusMn M UHbIMKM OpraHU3auMsIMKU, OCYLLIECTBNSILWMMN obpalleHne
NeKapCTBEHHbIX CPeACTB. XpaHeHUe NeKapCTBEHHbIX CpeacTB Af1s BETEPUHAPHOro NpUMEHEHUs opraHn3aumsimm
N UHAMBMAOyaNbHbIMW MpearnpuHUMaTensaMu B CryyasiX, €CrvM OHW  UCMOMb3YHOTCS  UCKIHOYMTENBHO MpK
pasBedeHuK, BblpalUMBaHUW, COOEPXaHUU U NEYEHUN XKMBOTHbIX, MOXET OCYLLeCTBnATbCA 6e3 nony4veHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AESTENBHOCTD.

(B pea. PegepanbHoro gakoHa ot 22.10.2014 N 313-93)

2. MpaBuna xpaHeHWs1 NEeKapCTBEHHbIX CPEACTB YTBEPXOATCA COOTBETCTBYHOLUMM YMONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMONHUTENBHON BRacTy.

3. XpaHeHne HapKOTUYECKUX IEKapCTBEHHbIX CPEACTB, MCUMXOTPOMHBLIX FEKApCTBEHHbIX CPencTB,
pa,qmoq)apmaueBqueCKmx J1eKapCTBEHHbIX CpeacCTB OCYyLleCTBNAeTCA B COOTBETCTBUMM C 3aKOHOOATENNIbCTBOM
Poccuickon ®egepauun.

Cratba 58.1. MNMpeaMeTHO-KONUYECTBEHHbIA Y4YeT JleKapCTBeHHbIX CPeAcTB ANA MeAULMHCKOro
npuMeHeHus
(BBegeHa degepanbHbiM 3akoHOM OT 25.12.2012 N 262-03)

1. TllepeyeHb  nNeEKapCTBEHHbIX  CpPeacTB  ANS  MEAWMLMHCKOro  MPUMMEHEeHWs,  Moanexalumx
NpeaMETHO-KONMYECTBEHHOMY  Y4eTy, yTBEpXaaeTcs YMNOSTHOMOYEHHbIM denepanbHbiM OopraHom
NCMOSTHUTENBLHON BNacTu.

2. [opsdok BKMOYEHUS1 FEeKapCTBEHHbIX CPeACcTB AN MEeAMUMHCKOrO MNPUMEHEHUs B NepeydeHb
NeKapCTBEHHbIX CPEACTB AS1S1 MEAULMHCKOrO NMPUMEHEHUs!, NOoANeXalmX NPeaMEeTHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBMNMBaeTCsl YMONTHOMOYEHHbIM dheeparnbHbIM OpraHoM WCMOSHUTENBHOW BRAcTM MO COMMacoBaHUO C
denepanbHbIM OpraHOM UCMONHUTENBHOM BRACTU, YNOMHOMOYEHHBLIM B chepe BHYTPEHHMX Aen.

(B pea. PepepanbHoro gakoHa ot 03.07.2016 N 305-93)

3. MNpeomMeTHO-KONUYECTBEHHbIN Y4eT NeKapCTBEHHbIX CPEeACTB AN MEOULIMHCKOro MpUMeHeHusi BedyT
NPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB, OpraHM3auuv OMTOBOW TOPrOBMM NEKapCTBEHHbIMU CpeacTBaMU,
anTeyHble OpraHuMsauuu, MHAMBUAYanbHble NPeanpUHUMATENN, UMEoLME NMUEH3NIO Ha dhapMaueBTUYECKYHO
OEeATENbHOCTb UMW NIULEH3NIO Ha MEANLMHCKYIO AeATENbHOCTb, U MeQULIMHCKME OpraHu3aLumum, ocyLLeCcTBRsSoWMNE
obpallieHne nekapCcTBEHHbIX CPeACTB AN MEANLMHCKOrO NPUMEHEHWS, NyTEM perncTpaumm nobbix CBA3aHHbIX C
ux obpalleHnem onepauuii, Npu KOTOPbIX U3MEHSIETCS UX KOMMYECTBO U (MnM) COCTOsIHME, B chieumarnbHbIX
XKypHanax ydeTa orepauuii, CBsfi3aHHbIX C OOpalleHMeM neKkapCTBEHHbIX CPeacTB AN MeAWMUMHCKOro
npUMeHeHus (aanee - cneumarnbHbIe XypHarnsbl).

4. [paBuma peructpauuv onepauui, CBsi3aHHbIX C OOpalleHMEM JeKapCTBEHHbIX CpeacTB  Ans
MEAMLIMHCKOrO MPUMEHEHUS, BKMIOYEHHbIX B MNepeyeHb MEeKapCTBEHHbIX CPeacTB AN MeauLMHCKOro
NpUMEHeHWs1, Noanexalynx npeaMmeTHO-KONMYeCTBEHHOMY yYeTy, B crieumanbHbIX XXypHanax 1 npasuna BeaeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

N XpaHeHud cneumarnbHbIX  XypHanoB  yTBepXaakTCcA  YNOJIHOMOYEHHbIM cbep,epaanblM opraHom
NCMONHUTENbHON BNacTu.

5. KoHTponb 3a cobniogeHnem QOpaBwn peructpaumm onepauun, CBA3aHHbIX € obpalleHvem
NeKapCTBEHHbIX CPeacTB ANns MEeAULMUHCKOro NPUMEHEHUS, BKIOYEHHbLIX B MepeYeHb NeKapCTBEHHLIX CPeacTB
ONA MeaULMHCKOrO NMpUMEHEHUS, NOANEXaLMX NPeaMETHO-KONMMYECTBEHHOMY YYETY, B CrneumanbHbiX XypHarnax,
a Takke 3a cobniogeHveM [paBull BEOEHUS W XPaHEHMs1 cheuunanbHbIX >KypHaroB Bo3fnaraetcd Ha
YMNOSIHOMOYEHHbIE (beaepanbHble OpraHbl WCMOSTHUTENbHOM BRacTM W opraHbl  MCMNOMHUTENbHOW BnacTu
cybbvektoB Poccuiickon ®denepaumn, OCYLLECTBAKOWNE NULEH3NPOBAHNE MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTs, dhapmaueBTUYECKON OEeATENbHOCTU U MEeOULMHCKON AEeATEeNbHOCTU, M OCYLLEeCTBNSEeTCA B paMKax
NUUEH3NOHHOIO KOHTPOIA.

Mnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Crtatbs 59. OCHOBaHMUA U NOPAAOK YHUUTOXEHUA NIEKapCTBEHHbIX CPeacTB

1. HepobGpokayecTBeHHblE NeKapCTBEHHblE CPeaAcTBa, panbcnULMpoBaHHbIe NEeKapCTBEHHbIE CpeacTBa
noanexar UsbATUIO U3 OOpaLLEHUst U YHUHTOXEHUIO B MOpAAKe, YCTAHOBNEHHOM [paBuTenscTBOM Poccuickol
depepaumun. OcCHOBaHWEM [N YHUYTOXEHUS NEeKapCTBEHHbIX CPeACTB SABMSETCS pelleHue Brafernbua
NEeKapCTBEHHbIX  CPeACTB,  pelleHne  COOTBETCTBYHOLLEro  YMOfMHOMOYEHHOro  dyefepanbHOro  opraHa
NCMONHUTENBHON BNacTy UNn peLleHne cyaa.

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

2. KoHTpacdhakTHble NeKapCTBEHHbIE CPeAcTBa MOAMEXaT M3bATUI0 M3 OOpalLEHUs U YHUYTOXEHUK MO
peweHntio cypa. [lopagoKk YHUUTOXEHUS KOHTpadaKTHbIX JIeKapCTBEHHbIX CPEeACTB  yCTaHaBnMBaeTCs
MpasutenbctBoM Poccunckon ®epepauun.

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

3. Pacxoabl, cBfi3aHHble C  YHUYTOXXEHMEM  KOHTpPadaKTHbIX  JIEKApCTBEHHbIX  CPencTB,
HenoOpOKaYeCTBEHHbIX  NEKAPCTBEHHbIX  CPeacTB,  hanbCUUUMPOBAHHBLIX  FIEKAPCTBEHHBIX  CPEACTB,
BO3MeELLATCa UX BragenbLem.

4. Bnageneu nekapcTBEHHbIX CPeACTB [AOSIKEeH NpeAcTaBUTb B YMONTHOMOYEHHbIN deaepanbHbIii opraH
UCMONTHUTENBHOW BrlacTu AOKYMEHT UM 3aBEPEHHYI0 B YCTaHOBMIEHHOM [0opsAKe ero Konuio, NoaTeepkaatoLme
(haKT YHUUTOXKEHNSA FIeKapCTBEHHbIX CPeACTB.

5. CooTBETCTBYIOLUN YNOMHOMOYEHHbIN hbedepanbHbli OpraH WCMNONHUTENBHON BRacTy, MPUHABLLNIA
peLueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHUUYTOXEHNE NEKapCTBEHHbIX CPEACTB MPOU3BOANTCA OpraHn3aunsiMmn, UMEKLLMMM COOTBETCTBYIOLLIYIO
NUUEH3MIO, Ha cneunanbHO OOBOPYAOBaHHbIX MAOWAAKkaxX, MOMMFOHAaX WM B creunanbHO 000pyAOBaHHbIX
nomMeLleHuax c cobniogeHvem TpeboBaHU B 00OMacTM OXpaHbl OKpyXallleh cpegbl B COOTBETCTBUM C
3akoHogaTenbcTBOoM Poccuinickon degepauuun.

7. HapkoTudeckume  nekapcTBEHHble  CpPeACTBa,  MCUXOTPOMHble  NlEeKapCTBEHHble  CpeacTsa,
pa,qmocbapmauesmqecme NekapCTBeHHble cpeacTBa YHUYTOXalTCA B COOTBETCTBMU C 33aKOHOOATENLCTBOM
Poccuiickon ®epepauuu.

Mnaea 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHME LIEH
HA NEKAPCTBEHHbBIE NPEMNAPATbI A5NA MEOAULUMHCKOIO NPUMEHEHUA

Cratba 60. locymapcTBeHHOe perynupoBaHMe LUEH Ha JieKapCTBeHHble npenapartbl AnA
MeAWLIMHCKOro NpuMeHeHus

1. FocynapCcTBEHHOE perynupoBaHue LieH Ha NekapcTBEHHbIE Mpenapathbl AN MeAULIMHCKOTO NpUMeHeHUs!
OCYLLECTBMAETCS NOCPEACTBOM:
(B pea. PegepanbHoro gakoHa oT 26.03.2020 N 67-$3)

1) yTtBepxaenuss [NpaButensctBoM Poccuiickon ®Pegepaunmn OepeyvHs >XU3HEHHO HeoOXOoOUMBIX W
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

Ba)XHEWMLUNX JeKapCTBEHHbIX MpenapaToB, KOTOpbI opMUpyeTcs UM He pexe OOHOro pasa B rof
nepecMaTpMBaeTCss B YCTAHOBMEHHOM WM [OPAAKE Ha OCHOBE KOMMIIEKCHOM OLEHKM JEKapCTBEHHbIX
npenapaToB, BKYas aHanui CBeOEeHUN O CPaBHUTENbHOW KIMHMYeckon 3deKTMBHOCTUM M Ge3onacHOCTU
NEKaPCTBEHHOrO CpeacTBa, OLEHKY 3KOHOMWUYECKMX MOCNEenCTBUN MPUMEHEHUSI NEKApPCTBEHHOro cpeactesa U
n3y4eHne OONONHUTENbHbIX NOCNEACTBUIA NPUMEHEHNS NEKAaPCTBEHHOrO CPEACTBa;
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-d3)

2) yTBEpXOEeHUS METOAVKU pacyeTa npeneribHbiX OTMYCKHbIX LieH MPOM3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOBXOOUMbBIX U BaXXKHEMLUMX NEKapCTBEHHbIX NMpenapartos, a
Takke BHEAPEHMS MEXaHM3MOB (hOPMUPOBAHUSA CUCTEMbI PpePEPEHTHBIX LIEH;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocymapCTBeHHONM perucrpaumu NpefesnibHbiX OTMYCKHbIX LeH Mpov3BOAWUTENEN Ha JekapCTBEHHbIe
npenapartbl, BKIMOYEHHbIE B NepeYeHb XXU3HEHHO HGOGXO,EI,I/IMbIX 1 BaXKHEWLLIKnX J1eKapCTBEHHbIX NMpenapaTos;
(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

4) BeAeHnA rocygapCTtBeHHOro peecrtpa npenesibHblX OTMYCKHbIX LEeH I'IpOVI3BO,EI,VITGﬂ€l7I Ha JIeKkapCTBEHHbIE
npenapartbl, BKIMO4YEHHbIE B NepeYeHb XU3HEHHO HeobXo4MMbIX U BaXKHEWLLIMX J1eKapCTBEHHbIX NMpenapaTtos;

5) yTBepXOeHUs METOAMKN YCTAHOBIEHUS OpraHamy UCMONHUTENbHOW BracTu cy6bekToB Poccuickoit
degepaumn npedenbHbIX pasMepoB OMNTOBbIX HaA0aBOK M NpedenbHbIX pasMepoB PO3HWYHLIX HagGaBoK K
haKTU4YeCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMA JEKAPCTBEHHbLIX MpenapaTtoB, Ha
NeKapcTBEHHble npenapaTbl, BKMHOYEHHbIE B NEpPEYEHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos;

6) ycTaHOBNeHWS NpefenbHbIX pasmMepoB OMNTOBbIX HaAGaBOK M NpeferibHbIX Pa3MEPOB PO3HWUYHbIX
HanbaBoK K hakTUYECKMM OTMYCKHbIM LIeHaM, YCTAHOBMEHHbIM MPOU3BOAMNTENSIMU NIEKAPCTBEHHbIX NPenaparos,
Ha JleKkapCTBEHHble TpenapaTbl, BKMIOYEHHbIE B MEpeYeHb JKU3HEHHO HEOBXOAUMBLIX W BaXKHEWLUUX
NeKapCTBEHHbIX NpenapaTos;

7) yTBEPXXAEHUSA MOPsiAKa BbliAauun NpeanucaHviin opraHam UCMOMHUTENBHOM BriacTn cyGbekToB Poccuinckonm
depepaumm o npuBedeHMM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon depepaumm peweHuii ob
YCTaHOBMEHMUM MpederibHbIX pasMepoB OMNTOBLIX HaAbaBOK M MpeAernbHbIX PasMepoB PO3HUYHLIX HagbaBoOK K
(PaKTUYECKMM OTMYCKHBbIM LeHaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU IEKAPCTBEHHbIX MNpenapaToB, Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepPeYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENLUMX NEKapCTBEHHbIX
npenapaToB, €CNU OHW MPUHATbI C HapylleHnem 3akoHopaTenbctBa Poccuickon depepauun, B nopsaake,
ycTaHoBneHHoM [NpaBuTenbctBoM Poccuiickon ®epepavimu;

8) HanpaBneHus YNosIHOMOYEHHLIM befeparnbHbIM  OpraHOM  UCMOSIHUTENBHOWM BriacTM  OpraHam
ucnonHuTensHoOW Bnactn cybbektoB Poccuiickon ®depepauun npegnvcaHuini 0 npuBegeHunM B COOTBETCTBUE C
3akoHoaatenscTBoM Poccunckon ®epepaumm MNpUHATBIX C  HapylleHWeMm 3akoHopaTenbcTBa Poccunckon
depepaummn pelleHnn o6 ycTtaHOBNEHUN NpeAenbHbIX pasMepoB OMTOBbLIX HA40aBOK M MpedesbHbIX pa3mMepoB
PO3HMYHbIX HagbaBOK K LEHaM Ha JeKapCTBEHHble npenapaThl, BKMOYEHHblE B MNEPEYEHb KUIHEHHO
HeobXoQMMbIX U BaXKHEWLLMX FIEKAPCTBEHHbIX NMpenaparos;

9) ocyllecTBneHnss denepanbHOro rocygapcTBEHHOro Haglopa B cdepe obpalleHusi NeKapCTBEHHbIX
CpeacTB M perMoHaribHOro rocyapCTBEHHOrO KOHTPOMsi 3a NMPUMMEHEHWEM LiEH Ha NleKapCTBEHHbIE MpenapaTbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMM  ddefeparnbHbiMU - OpraHamMu  MCMOMHUTENBHOW BNactM W OpraHamu
NCNONMHUTENBHOM Bnactn cyobektoB Poccuiickonn Pepepauumn cornacHo WMX KOMMETEHUMM B Mopsigke,
ycTaHoBneHHoM [NpaBuTtenscTtBom Poccuiickon ®epepaumu;

(n. 9 B pea. PegepanbHoro gakoHa ot 25.06.2012 N 93-$3)

10) NpMMeHeHMs NpegyCMOTPEHHbIX 3akoHoaaTenbcTBoM Poccuiickon depepauum mep OTBETCTBEHHOCTU
3a HapylleHue nopsigka LeHoobpa3oBaHMsa Ha NlekapCTBEHHbIE Mpenaparbl, BKIOYEHHbIE B I€PEYEHb XXU3HEHHO
HeobX04MMBIX U BaXKHEWLLMX FNIEKAPCTBEHHbIX NpenapaTos.

(B pea. PenepanbHoOro gakoHa ot 27.12.2019 N 475-$3)

2. B ycnoBuAx 4pesBbl4aWHOM CUTyauun u (M) MNpU BO3HWMKHOBEHWMM Yrpo3bl pacnpoCTpPaHeHUs
3aboneBaHvs, NpeacTaBnaoLWEro ONacHoOCTb AN OKPYXalLWmx, a Takke B Clydvae, ecrnvm B TedeHne Tpuauatu
KaneHgapHbIX AHen nocne npuHsatusa [NpaBuTensctBoM Poccuiickon ®egepaummn pelleHns O nNpoBefeHum
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

MOHUTOPWMHIra PO3HUYHBLIX LEH Ha JleKapCTBEHHble npenapaTtbl, He BKIIOYEHHbIE B [OepevyeHb >KU3HEHHO
HeobXoAMMbIX U BaXXHEWLUMX fleKapCTBEHHbIX NpenapaTtoB, Ha Tepputopusx cybbekToB Poccuiickon ®epgepauum
BbISIBNIEH POCT PO3HUYHBLIX LIEH Ha yKa3aHHble feKkapCcTBeHHble nmpenapaTbl Ha TpuauaTb NpoueHToB u 6onee,
MpaButenbcTBo Poccuiickon Penepaummn BnpasBe YCTaHOBUTL NpederibHble OTMYCKHble LeHbl npou3BoguTenen
Ha yKasaHHble NekapCcTBeHHble npenaparbl, npedenbHble pa3Mepbl ONTOBbIX HaAbaBoK 1 npeaenbHble pa3mepbl
PO3HWMYHbIX HaAbaBOK K (DaKTUYECKUM OTMYCKHbIM LieHaM MNpOU3BOAMTENEN Ha ykasaHHble IeKapCTBEHHbIE
npenapartbl. [epeyeHb NekapCcTBEHHbIX MpenapaToB, He BKMOYEHHbIX B MepeyeHb >KM3HEHHO HeobXxoaMMbIX W
Ba)KHEWLLNX TeKapCTBEHHbIX NpernapaTtoB, U OOpAnoK ero dopMupoBaHus onpefenstoTcs [1paBuTensCTBOM
Poccuiickon depepauum.

(4acTb 2 BBegeHa PegepanbHbiv 3akoHoM oT 26.03.2020 N 67-93)

3. B TeyeHne peBsiHOCTa KkaneHOapHbIX AHEW cO OHA yTBepxaeHus [lpaButenbcTBoM Poccuiickon
depepaumn nepeyHs, ykasaHHOro B 4acTu 2 HACTOsLWeN cTaTbW, He JONyCcKalTcs peanu3aums U OThycK
BKITIOYEHHbBIX B HEro JIeKapCTBEHHbIX MpenapaToB MO LeHaMm, MpeBbllallWmMM MNpeaenbHble OTMYCKHbIE LEeHbl
npoun3BoguTENEeNn Ha YyKal3aHHble IeKapCTBEHHblEe Mpenapatbl, NpeaerbHble pa3Mepbl OMTOBbIX HagbaBoOK U
npegenbHble pasMepbl PO3HNYHbIX HaABaBOK K (haKTUYECKMM OTNYCKHbIM LieHaM Npou3BoauTEeNen Ha yKasaHHble
nekapCcTBEHHbIE Npenaparbl C y4eTOM Harora Ha fo6aBneHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa denepanbHbIM 3akoHoM OT 26.03.2020 N 67-03)

KoHcynbTaHTlntoC: npumevaHue.
3apeructpupoBaHHble o 07.06.2019 npepenbHble OTMYCKHblE LiEHbl MoanexaT obs3aTenbHon
nepepernctpaummn B 2019 - 2020 rogax B cootBeTCcTBUM CO CT. 2 P3 0T 06.06.2019 N 134-03.

Cratba 61. lNocypnapcTBeHHass peructpauuss U nepepermcrpaumns npenernibHbIX OTMYCKHbIX LieH
npousBoAuTenen Ha nNekapcTBeHHbIe NMpenapaTbl, BKIOYEHHbIe B NepevyeHb XKU3HEHHO HEOOXO0AUMbIX U
Ba)XXHEWLINX fleKapCcTBEHHbIX NpenapaTos

(B pen. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

1. MNpepenbHas OTMycKHas LieHa MPOW3BOAUTENS Ha NeKapCTBEHHbIN npenaparT, BKIYEHHbIN B NepeyeHb
YKM3HEHHO HEOOXOAUMBIX U BaXKHEMLUMX FeKapCTBEHHbIX NMPenapaToB, NMOASIEXUT roCy4apCTBEHHOW perucTpaumm
B nopsake, yctaHoBreHHoM [paButenbctBom Poccuiickon defepauum, Ha OCHOBaHWM MPEACTaBEHHOMO B
YNOMHOMOYEHHbI heaeparnbHbii OpraH WCMOMHUTENLHOW BNacTu 3asiBMEeHUs AepxaTtens wunv Brnajenbua
PerncTpaLmoHHOro Y0CTOBEPEHMWS NEKAPCTBEHHOTO Npenapara (YNofHOMOYEHHOro UM nuua).

2. 3apeructpvpoBaHHasi npegerbHasi OTMNyCKHas LeHa Mpou3BOAUTENSI Ha NeKapCTBEHHbIA Mpenapar,
BKITHOYEHHBIN B MepedeHb KU3HEHHO HEOOXOOUMbBIX U BaXKHEMLUMX FeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepepervcTpupoBaHa B CTOPOHY YBENMYEHUSI OAMH pa3 B KarneH4apHOM rogy Ha OCHOBaHWUW NPeLCcTaBfieHHOro B
YMONTHOMOYEHHbIN beaeparnbHbIii opraH WCMOMHUTENbHON Bnactu Ao 1 okTAbps Kaxgoro roga 3asiBeHUs
aepxaTtens unu enagenbla perncTpaLmMoHHOro yA0CTOBEPEHUSI NeKapCTBEHHOro npenapaTa (YyrnonHOMOYEeHHOro
UM nuua).

3. 3apeructpupoBaHHasi npegenbHas OTMNyCKHAd LeHa NPOM3BOAMTENS Ha NeKapCTBEHHbIM npenapar,
BKITHOYEHHBIN B MepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX NeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepeperucTpupoBaHa B CTOPOHY CHUXKEHMWS HA OCHOBaHWM MpeacTaBreHHOro B YNOSIHOMOYEHHbIV hefepanbHbIl
OpraH MCMONHUTENbHON BNacTu 3asBfeHus gepXaTens unu Bnagenbla perMcTpauMoHHOrO yAoCTOBEPEHUS
nekapcTBEHHOro npenapata (YnofHOMOYEHHOrO UM Nnua).

4. [epxaTenb WnIW Bragenel pPerucTpauMoHHOrO  YAOCTOBEpEeHVsl J1eKapCTBEHHOro rnpenapara
(ynornHomMo4eHHoOe UM NnLo) 0653aH NpPeAcTaBUTb B YMONHOMOYEHHbIA (defeparibHbii OpraH UCMOMHUTENbHON
BIACTU 3asiBNIEeHME O NepeperucTpaummn 3apermcTpupoBaHHON NpeaenbHOM OTMNYCKHOWM LieHbl MPOM3BOAMTENS Ha
NeKapCTBEHHbIN npenapar, BKMOYEHHbIN B nepeyeHb XU3HEHHO HeoBXOoOWMbIX U BaXXHEMLIUX NeKapCTBEHHbIX
npenapartoB, B CTOPOHY CHIDKEHWUS B CrieayoLmX crydyasx:

1) CHWXeHWe LieHbl B MHOCTPaHHOW BastoTe Ha NlekapCTBEHHbIN Npenapat B CTpaHe Npou3Boautens u (1nu)
B CTpaHax, B KOTOpbIX JI€KAPCTBEHHbI MpenapaT 3aperucTpupoBaH U (MnuM) B KOTOpble MOCTaBrsieTCs
npov3BoanTENEM;

2) CHMXEHMe LEeH Ha pecbepeHTHble NekapCTBeHHble MnpenapaTtbl B COOTBETCTBUN C NMYHKTOM 1 HacTosLeNn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

YyacTu (ANs COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, OWoaHanoroBbix (6MONOAOGHLIX) reKkapCTBEHHbIX
npenapaToB);

3) npeBblleHNe npeaensHON OTMNYCKHOM LeHbl Ha MepBbli  BOCMPOU3BEOEeHHbIN, BGuoaHanorosbin
(6onoao0bHbIA) NekapCTBEHHLIN MpenapaTt MHOCTPAHHOrO MPOM3BOACTBA Hag MNpPefenibHOM OTMYCKHOW LEeHOMN
Nnpou3BoauTENst Ha BTOPOW BOCMNPOM3BEAEHHbIN, BGroaHanorosein (6MONO4OGHLIN) NEKapCTBEHHbIM Npenapar,
paccuuMTaHHOM B COOTBETCTBUU C METOAMKON, yTBepxaeHHou NpaBuTtenscTtBoMm Poccuiickon ®enepauuu;

4) npesblleHWe npedenbHOW OTMAYCKHOW LUeHbl Ha nepBbii BOCMNPOWU3BEAEHHbIW, BrnoaHanorosbIn
(6buonoao6HbIN) NekapCTBEHHbIN NpenapaTt NPoM3BoANTENS rocyaapcTea - YreHa EBpasninckoro 3KoHOMMYECKoro
colo3a Haj npefernbHOW OTMYCKHOW LIeHOW MpOWM3BOAMTENS Ha BTOPOW BOCNPOM3BEAEHHbIN, GUOaHanoroBbin
(6uonogobHbIN) NekapCTBEHHbIN NpenapaTt NPoM3BoAMTENS rocygapcTea - YneHa EBpasmMinckoro 3KOHOMMYECKoro
COH03a, pacCYMTaHHOM B COOTBETCTBMM C METOANKON, yTBEpXAeHHoW [NpaBnTenscTBoM Poccuiickon degepaumm.

5. Mopagok nepeperncTpauum 3aperncTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LieH NPou3BOAMTENEn Ha
nekapcTBeHHble npenapartbl, BKMNOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHEMLLMX NeKapCTBEHHbIX
npenapaToB, B cCrnyyasiX, MNpegyCMOTPEHHbIX 4YacTamu 2 - 4 HacTodwen cTaTbl, YyCTaHaBMNMBaeTCS
MpaButenbctBoM Poccunckon ®egepaunn.

6. OkoOHOMUYeCKMIA aHanu3 npeaernibHOM OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbIN npenapar,
BKMIOYEHHbIA B MEpPeYeHb XXMU3HEHHO HeoOXOoOUMbIX M BaKHEWMLLMX JIeKapCTBEHHbIX MpenapaTtoB, Npu ee
rocygapCTBEHHOM  perncrpauum  unu  nepeperucTpaumm  OCylecTBNAeTca  dedeparnbHbiM - OpraHom
NCNOJTHUTENBHOWM BIIACTH, OCYLLECTBAALWMM (OYHKLMM MO NPUHATMIO HOPMATMBHBIX NPaBOBbLIX aKTOB U KOHTPOJO
3a cobniogeHnem 3akoHoAaaTenbCTBa B cdhepe rocyfapCTBEHHOrO pPerynupoBaHus LeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. Pacuet npegenbHblX OTMYCKHbIX UEeH, YKa3aHHbIX B 4YacTAX 1 1 2 HacToswen cTaTtby, npn ux

rocygapCTBEHHON pernctpaumm unu nepepernctpaumm OCyLLEeCTBMAeTCHd B COOTBETCTBUM C  METOLAMKOMW,
yTBepxaeHHow [NpasutensctBoM Poccunckon Pegepaumm n yunTbiBalowen B TOM YnCne:

1) cobniogeHve GanaHca WHTEpPecoB TMoTpebuTeneil NnekapCTBEeHHbIX MpenapaTtoB, BKIIOYEHHbIX B
nepeyeHb >KW3HEHHO HeobXOoOWMbIX W BaXHEWLMX JeKapCTBEHHbIX MpenapaToB, W MNpou3BoAMTENEN
NeKapCTBEHHbIX MPenapaToB, BKIIOYEHHbIX B NepeYeHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLUNX NEKAPCTBEHHbIX
npenaparos;

2) (hakTU4eckyto OTMYCKHYIO LieHy Ha nekapcTBeHHble npenapatbl B Poccunckon ®enepauum, LeHy BBo3a
nekapcTBeHHbIX npenapaToB B Poccuickylo Pefepaumio, a Takke LeHbl HA aHanorMyHble neKapCTBEeHHble
npenapaTbl, Haxoaswumecs B obpaweHun B Poccunckon ®egepaunm;

3) 3aTpaTbl Npon3BoaANTENS NIEKapCTBEHHOrO Npenapara Ha NPOM3BOACTBO M peanu3auuio NiekapcTBEHHOIo
npenapara;

4) ueHy Ha nekapcTBEHHbI MnpenapaT, ero UeHy B CTpaHe NpOM3BOAMTENS M B CTpaHax, B KOTOPbIX
NeKkapCTBEHHbIV NpenapaT 3aperMcTpupoBaH 1 (Mnu) B KOTOpble NOCTaBsieTcsl NPON3BOANTENEM.

8. He OO0MNyCKarTCA peanum3aund n OTnyCcK JeKapCTBEHHbIX MnpenapartoB, BKIH4YEHHbIX B MNepedvYeHb
XXU3HEHHO HEOOXOANMbBIX W  BaXKHEWLLMX JIeKapCTBEHHbIX MpenapaTtoB, Ha KOTopble MNpoun3BoauUTeENAMU
J1eKapCTBEHHbIX npenapartoB He 3aperncrTpmpoBaHa npegenbHasn OTNYyCKHasA LeHa, peanusauna
npounssBoanTenaAMnM nNekapCTBEeHHbIX nMnpenapaTtoB Mo uUeHaMm, npeBbillarnlnM 3aperncTtpupoBaHHble U
nepeperncrtpupoBaHHble npeneribHble OTNYCKHblE LeHbl Ha NeKapCTBEeHHble npenapatbl C yd4eTOM Halnora Ha
D,OGBBﬂeHHy}O CTOUMOCTb.

9. OCOBEHHOCTN rOoCyOapCTBEHHOIO perynMpoBaHusa npedernbHbIX OTNYCKHbIX LEeH MpousBoguTenen Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYvYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLLUX NeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKMX 1 (MNK) coumanbHbIX KPUTEPUEB (U3MEHEHNE YCMNOBUIA, nNopsaka
N CTOMMOCTW MPOU3BOACTBA JIEKAPCTBEHHbBIX MpenapaToB, UCMONb30BaHNE HOBbIX hOPM, METOAOB U crnocoboB
rocylapCTBEHHOIO PperynmpoBaHus LieH Ha NeKapCTBeHHble npenapaTtbl, B TOM 4YMCe Ha OCHOBE MexaHu3Mma
pedepeHTHOro LeHoobpa3oBaHMs, M3MEHEHUIN MOpSAKa OKa3aHUs MEAMLMHCKOM MOMOLUM, U3MEHeHMe Kypca
WHOCTPAaHHOW BanioTbl U MHblE N3MEHEHMS) yCTaHaBnmBatoTcs MNMpaButenbctBoM Poccunckon ®egepaumn.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

Ctatba 62. locypapcTBeHHbIA peecTp npedeNibHbIX OTMNYCKHbIX LeH MNpousBoguTenen Ha
nekapcTBeHHble TMpenapaTbl, BKIIOYEeHHble B TMepe4vyeHb XU3HEHHO HeOGXOAMMbLIX M BaXKHEWULMX
neKapCcTBEeHHbIX NpenaparoB

1. 3apeructpupoBaHHble UNN NEPEPErNCTPUPOBAHHBLIE NPeAErbHbIE OTMYCKHbIE LeHbl MPON3BOANTENEN Ha
neKkapcTBEHHble MnpenapaThbl, BKMHOYEHHbIE B OePeYeHb KNU3HEHHO HEOBXOAUMBIX U BaXKHENLLNX NEKAPCTBEHHBLIX
npenapaTtoB, noanexaT BKIYEHNIO B rOCYAapPCTBEHHbIA PEECTP MPeAenbHbIX OTMYCKHbLIX LiEH NPOu3BOAUTENE
Ha nekapCTBEHHble npenapaTthbl, BKMOYEHHbIE B MNEPEYEeHb KMU3HEHHO HEOBXOOMMBbIX U BaXKHEMLWMX
neKkapCTBEHHbIX NpenapaTos.

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

2. TocynapcTBeHHbIi peecTp npeferibHbIX OTMYCKHbIX LEH MPOU3BOAMTENER Ha NeKkapcTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOBXOAMMBIX W BaXXHEWLUMX NEKapCTBEHHbIX Mpenaparos,
copepxuT B cebe crneayioLLyio MHopMaLmio:

1) HaMMeHOBaHWe pJepxaTens WnM Bnagenbla PerMcTpaumMoHHOrO YAOCTOBEPEHUS] NeKapCTBEHHOMO
npenapaTa, HaMMeHOBaHVE NPOW3BOAUTENSA NEKApPCTBEHHOIO NpenapaTa, CBeAeHNst O perucTpaunm aepxatens
unu Bnagenbla perncTpauuoHHOrO YAOOCTOBEPEHMS MEKapCTBEHHOIO npenapara, CBedeHuMs O permcrpaumm
npon3BoauTens NekapCTBEHHOro npenapaTa ANd MeauuMHCKOro NPUMEHEHNS B Ka4ecTBe HanoronnatenbLlivka B
CTpaHe perucrpaumm (4ns pOCCUNCKUX HOPUONYECKMX MWL - MOAEHTUPUKALMOHHBLIN HOMEpP HanoronnatenbLluka
(MHH), ons MHOCTPaHHbIX KPUAMYECKUX NUL, - CTPaHa perucTpauuun, HaumMeHoBaHUe PerncTpupytoLLLero opraHa,
PEerMcTpaunoHHbIA HOMEP, KoA HanoronnatenbliMka B CTpaHe permcrpaumv (MHKoprnopauum) uiv ero aHaror),
MECTO HaXOXOEHWS MPOM3BOACTBEHHbIX MMOLWAA0K, y4acTBYOLWMX B NPOLECCe MPOU3BOACTBA JIEKapCTBEHHOMO
npenapara, C ykasaHueM cTagum npouecca npon3BoAcTBa;

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HauMeHoBaHWe NeKapCTBEHHOrO NpenapaTa (MexXxayHapogHoe HenaTeHTOBaHHOE, UMW FPYMNNMPOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep PEernucTPaLMoOHHOrO Y0CTOBEPEHMS NeKapCTBEHHOro npenapara;

4) nekapcTBeHHas opma C yKa3aHueMm [O3MPOBKM feKapCTBEHHOro npenapata W ero Konvyectsa BO
BTOPWUYHOW (MOTPEBUTENBCKON) YNakoBKe, a TakKe KOMMMEKTHOCTb;
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

5) sapernctpvpoBaHHas npeaernbHasn OTrnyckHas LieHa Ha fiekapCTBEHHbIN npenapart B pyonsix;
(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) pata m HoMep npukasa YNorIHOMOYEHHOro dheaepanbHOro opraHa WCMONHUTENbHOW BRactn o
rocyAapCTBEHHOW perucTpauuyM unu nepepernctTpaumMnm npeaenbHo OTMYCKHOW LieHbl Ha JNeKapCTBEHHbIA
npenapar, BKIMOYEHHbIA B NepeYeHb XU3HEHHO HEOOXOAUMbIX U BaXKHENLLNX NIEKaPCTBEHHbLIX NPenapaTos;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) nata BCTynneHus B cuny npukasa ynoriHOMOYEHHOro chefieparnbHOro opraHa UCMoNHUTENbHON BNacTu
O roCyoapCTBEHHON perncTpauuv unuM nepeperucTpaumn npefernbHOM OTMYCKHOW LieHbl MPOM3BOAMTENS Ha
NeKapCcTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb XM3HEHHO HeOOXOOMMbIX U BaXHEMLIMX NEKapCTBEHHbIX
npenaparos;
(n. 6.1 BBegeH dPegepanbHbiM 3akoHoM oT 06.06.2019 N 134-93)

7) WITPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEBGUTENBLCKYI0) YNakoBKY fleKapCTBEHHOIO NpenapaTa;
(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8) koO nekapCTBEHHOro nmnpenapata MNO aHaTOMO-TEPaneBTUYECKO-XMMUYECKON  KnaccudpmkaLmm,
pekoMeHaoBaHHOW BceMupHON opraHusalmen 3gpaBooxXpaHeHus.
(n. 8 BBegeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. FocygapcTBeHHas perncrpauus unmu nepepeructpauns npeaenbHbiX OTNYCKHbIX LIeH Ha NeKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MEpPeYEeHb XM3HEHHO HEeobXOAMMbLIX M BaXKHEWMLUMX JEeKapCTBEHHLIX MpenapaTos,

www.consultant.ru CrpaHuua 106 n3 120
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCDE1F626360B080CB3B4954B1C0B434A5ABA5F0D97BBEA3BC7FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE7F9273A0B080CB3B4954B1C0B434A5ABA5F0D97BBEA39C1FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253F08080CB3B4954B1C0B434A5ABA5F0D97BBEA38C7FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253E0F080CB3B4954B1C0B434A5ABA5F0D97BBEC33C4FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253E0F080CB3B4954B1C0B434A5ABA5F0D97BBEC33C7FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCDE7FF213608080CB3B4954B1C0B434A5ABA5F0D97BBEA3FCDFA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253E0F080CB3B4954B1C0B434A5ABA5F0D97BBEC33C6FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE7F9273A0B080CB3B4954B1C0B434A5ABA5F0D97BBEA39C3FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCDE1F626360B080CB3B4954B1C0B434A5ABA5F0D97BBEA3BC7FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE7F9273A0B080CB3B4954B1C0B434A5ABA5F0D97BBEA39C2FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253E0F080CB3B4954B1C0B434A5ABA5F0D97BBEC33C0FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
consultantplus://offline/ref=A25B07EBF128FBE9CA62AE0916C2B87BCAE1FD253E0F080CB3B4954B1C0B434A5ABA5F0D97BBEC33C2FA5D52ABDA5A9ADD27FCA83BCB92CEs2SEO
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 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

BELlEHNE TOCYO0apCTBEHHOIO peecTpa npefesibHbIX OTMYCKHbIX LEeH MNPOM3BOAWTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBIX M BaXKHEWMLUMX NEKapCTBEHHbLIX MpenapaTos,
OCYLLIECTBISIOTCS B NOpsiAKe, ycTaHoBNeHHOM [paButensctBoM Poccuinckon degepaumn.

(B peq. PepnepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Crtatbs 63. YcTaHOBNEeHMe opraHamMmu UCnonHuUTenbHoOn BnactTu cy6bektoB Poccuiickon ®degepauum
npegenbHbIX pasMepoB ONTOBbIX HaA6aBOK UM nNpedenbHbIX pPa3sMepPoB PO3HUYHLIX HaAGaBOK K
(haKTUYEeCKUM OTMYCKHbIM LieHaM, YCTaHOBJIeHHbIM NPOU3BOAUTENSAMU NEeKapCTBEeHHbIX NpenaparoB, Ha
NneKapcTBeHHble npenapartbl, BK/IOYEHHble B NepevYeHb XWU3HEHHO HeoBXOAUMbIX W BaXKHEMLIUX
NeKapCcTBEeHHbIX NpenapaToB
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

1. OpraHbl UcnonHWTeNbHOW BnacTu cydbekToB Poccuiickon depepaumn ycTaHaBnNuBAOT NpefenbHble
pas3Mepbl ONTOBbIX HAAbaBOK M NpefesibHble pa3Mepbl PO3HUYHBIX HaAOaBOK K (haKTUYECKMM OTMYCKHbIM LieHaMm
(6e3 yyera Hanora Ha [JobGaBNEHHYH CTOMMOCTb), YCTAHOBIIEHHbIM MPOU3BOAUTENSMU JEKAPCTBEHHbIX
npenapaToB, Ha fIeKAapPCTBEHHbIE NpenapaTbl, BKIYEHHbIE B NE€PEYEHb XXM3HEHHO HEODXOOANMbBIX U BaXKHEMLLNX
NeKapcTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B Nopadke, YCTaHOBMEHHOM [1paBuUTenbLCTBOM
Poccuiickon ®epepaumm, METOAMKON YCTAHOBIEHWS OpraHamMmn UCMOSNTHUTENbHON BriacTn cybbekToB Poccuinckon
depepaummn npenenbHbIX pa3MepoB OMNTOBLIX HaAbaBOK WM MNpederibHbIX pa3MepoB PO3HWYHLIX HagbaBoK K
haKTU4EeCKMM OTMYCKHbIM LE€HaM, YCTaHOBMEHHbIM MNPOM3BOAUTENSAMW FEKApCTBEHHbIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B NEpPeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHEWMLUUX JTIEKapCTBEHHbIX
npenapaToB. [poekTbl peLleHuin opraHoB WCMONHUTENbHOW Briactu cybwbektoB Poccuiickon depepaumm 06
YCTAHOBMAEHUM U (MNKN) M3MEHEHUW nNpefenibHbiX pa3mMepoB OMTOBbIX HaA0aBOK W MNpeAenbHbIX pasMepoB
PO3HUYHbIX HagbaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBMEHHbLIM MPOU3BOAUTENAMMU NEKAPCTBEHHbLIX
npenapaToB, Ha NEKAPCTBEHHbIE NpenapaThbl, BKIMYEHHbIE B MEpPeYeHb XU3HEHHO HEOOXOANMBIX U BaXKHEMLLMX
NeKkapCTBEHHbIX MpenapaToB, MNoAMeXaT COrfacoBaHU0 C  YMNOMHOMOYEHHbIM  dedeparnbHbIM  OpraHoMm
WCMOMHUTENBHOW BIACTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATMBHBIX MPABOBbLIX aKTOB U KOHTPOIO
3a cobniogeHnem 3akoHoAaaTenbCcTBa B cdepe rocyfapCTBEHHOrO pPerynupoBaHus LeH (TapudoB) Ha ToBapbl
(ycnyru), B nopsigke, yctaHoBneHHom pasuTtensctBom Poccurickon deaepaunn.

(B pea. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 27.12.2019 N 475-03)

2. OpraHusauuy ONTOBOW TOPrOBMWM  JleKApCTBEHHbIMW  CpeAcTBaMu, anTeyHble  opraHv3auum,
wHavBMAOyanbHble MNpegnpuvHuMaTeny, WMelwme JNUUEH3NID Ha  (apMaueBTUYeCcKyld  OesiTeNbHOCTb,
MeOULMHCKUE opraHnsauuun, umerowme nuUeH3nio Ha apmMaueBTUYeckylo OeATenbHOCTb, U nx 06ocobrneHHble
nogpasgeneHus (ambynatopuu, denbaluepckme M denbaLlepcKo-akyllepckue MNyHKTbl, LeHTPbl (OTAeneHus )
obuiern BpadyeOHOM (CeMEWHOWN) NPaKTUKW), PaCMONOXEHHbIE B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aumm, OCyLLEeCTBSIOT peann3aumnio NekapCTBEHHbIX NPenapaToB, BKIOYEHHbIX B
OepeyeHb J>KM3HEHHO HeOOXOAMMbIX W BaXHEWWWX JeKapCTBEHHbIX MpenapaToB, MO LeHaMm, KoTopble
hopMMpyOTCA B COOTBETCTBUM C MNOPAAKOM, YCTaHOBMeHHbIM [paBuTtensctBoMm Poccuiickon ®egepauun, n
YPOBEHb KOTOpPLIX (6e3 yyeTa Hanora Ha J06aBNeHHYI0 CTOMMOCTb) HE AOMMKEH NpPeBbIaTh CyMMYy akTUYeCKon
OTMYCKHOW LEeHbl, YCTAHOBMEHHOW MNPOM3BOAMTENEM FIeKapCTBEHHOrO npenapaTta, He npeBblwaroLen
3aperncTpupoBaHHON UNU NepeperncTpupoBaHHON NpefenbHOW OTMYCKHOW LeHbl npousBoauTens (Ha gaty
peanusauuv nekapcTBEHHOro npenapaTta npou3BoauTenieM), U pasmepa onToBow Hagbasku n (Mnv) pasmepa
PO3HMYHOW HagbaBKM, He MpPEBbIAKLWNX COOTBETCTBEHHO pa3Mepa MpefenbHOW onToBOW HagbaBku u (Mnn)
pasmepa npeaenbHON po3HUYHOM HaabaBku, yCTaHOBMEHHLIX B cyobekTe Poccunckon ®epepauun.

(4acTb 2 B pea. PepepanbHOro dakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTeNbHOM Briactu cydbektoB Poccuiickon degepaunn pasmellatroT B cetu "UHTepHeT"
MHMOPMALMIO O 3apermcTpUpoBaHHbIX MpeferibHbIX OTMYCKHbIX LieHax Npou3BoauTeNen Ha IeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B IepeYeHb XMU3HEHHO HEeOOXO0AUMbLIX M BaXKHEWLINX NEeKapCTBEHHbIX npenapaTtos, 06
YyCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npegenbHbIX pasmepax OnToBblX HaabasBok u (Mnu)
npegenbHbIX pa3mepax PO3HUYHbIX HaAOaBOK K YCTAHOBMEHHbIM MPOM3BOAUTENSAMM NEKapCTBEHHbIX NpenapaTos
haKTUYEeCKMM OTMNYCKHbIM LeHaM Ha JleKapCTBEHHbIE Mpenapartbl, BKMOYEHHbIE B MNepeyvYeHb >KU3HEHHO
HeobBXOAMMbIX U BaXKHEWLUMX fIeKapCTBEHHbIX NpenapaToB, a Takke 0 CyMMe 3aperncTpyMpoBaHHbIX NpedenbHbIX
OTMYCKHbIX LEH Mpou3BOAMTENEN Ha reKkapCTBeHHble Mpenapartbl, BKMIOYEHHble B MepeyvYeHb >XU3HEHHO
HeOobOXOAMMbIX M BaXKHEWLLUMX NeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccuiickon depepaumm
npegernbHbIX pasMepoB OMTOBbIX HaabaBoOK W MpedenbHbIX pasMepoB PO3HWYHBIX HaabaBok M Hamora Ha
pobaBneHHyo ctoMmocTb. MHopmauus, npegyCMOTpeHHas HacTosILLen YacTbio, AOMKHA HAaX0AUTbCHA Takke B
anTeyHblX OpraHusauusix B JOCTYNHON ANS BCEX 3avHTepecoBaHHbIX Nul dopme n 0BHOBNATLCA MO Mepe ee
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

pasMeLLeHMs opraHaMy UCNONHUTENBHON BriacTu cyobekToB Poccuiickon ®enepauum B cetn "VIHTEpHET".
(4acTb 3 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbii 3akoH oT 27.12.2019 N 475-93.

Mnaea 13. MOHUTOPUHI 3PDEKTUBHOCTU U BE3OMNACHOCTH
NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLMXCA B OBPALLEHUA
B POCCUMNCKOU ®EQEPALIUA
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

Crartbsa 64. ®apmakoHaas3op
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapartbl, Haxoaswmecss B obpaweHun B Poccunckon Pepepauuum, nopnexar
MOHUTOPUHIY 3(PEKTUBHOCTM 1 6E30MACHOCTWN B LIEMSIX BbISIBIIEHNSA BO3MOXHbLIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHNS, UHONBUAYANbHOW HENEPEHOCUMOCTH, NpeaynpexXaeHns MeguumMHCKUX paboTHUKOB, CneumanncToB
B 0o0nactn BeTepuvHapuu, NaUMEHTOB MMM BNAAenbLEB XUBOTHbIX W WX 3aWUTbl OT MPUMEHEHUSI TaKuX
nekapcTBEHHbIX NpenapaTos.

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

2. dapMakoHa30p OCYLLECTBMSIETCS COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM heaeparbHbiM - OpraHoM
WCMOMHUTENbHOW BMNacT B YCTaHOBMEHHOM WM MOpsiAke MNyTeM aHanu3a npefocTaBnsieMoil cybbekTamu
obpalleHns neKapCTBeHHbIX CPEeACTB WHopMauMnm O MNOBOYHbIX OEWCTBUAX, HEXenaTemnbHbIX peakuusix,
CepbesHblX HeXenaTeslbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusix Mpyv  NpUMEeHeHUn
NeKapCTBEHHbIX MpenapatoB, 06 WHAMBUAYyanbHOM  HEMNepeHOCUMOCTM, OTCYTCTBMM  3(DPEKTUBHOCTU
NeKkapCTBEHHbIX NMpenapaToB, a Takke 06 MHbIX dhakTax U 06CTOSTENLCTBAX, NPEACTaBMASOWMX YIPO3Y KU3HW UK
300pOBbLI0 YernoBeka NGO KMBOTHOTO MPW MPUMEHEHUN NEKAPCTBEHHLIX MPernapaToB W BbISIBIIEHHbIX Ha BCEX
aTanax obpalleHusi nekapcTBEHHbIX NpenapaToB B Poccuiickort ®enepaluum v Apyrux rocyaapcreax.

3. CybObekTbl obpaleHns nekapCTBEHHbIX CpPeACcTB B MOPSAKe, YCTAHOBMEHHOM  YMNOHOMOYEHHbLIM
degepanbHbIM OpraHoOM UCMONTHUTENbBHOW BNacTh, 06A3aHbl Co06LWaTh B YNONHOMOYEHHbIM dhedeparbHbI opraH
NCMNOMHUTENBbHOW BNAacT O MOBOYHbIX AEWCTBUSX, HEeXenaTenbHbIX peakuusiX, CepbesHbIX HexenatenbHbIX
peakumsx, HenpeaBUOEHHbIX HeXenaTernbHbIX peakumsx Npu MpUMEHEHWMW FeKapCTBEHHbIX MpenapaToB, 06
WHAMBMAYaNbHON HENepeHOCUMOCTM, OTCYTCTBUM 3P(PEeKTUBHOCTM NekapCTBEHHbIX MpenapaToB, a Takke 06
MHbIX hakTax M 06CTOATENbCTBAX, NPEACTaBMSAOLWMNX YIPO3Yy XU3HU UMW 340POBbLI0 Yenoseka fMbo KMBOTHOMO
npu NPYIMEHEHUW NEeKapCTBEHHbIX MpenapaToB M BbISIBIIEHHbIX Ha BCeX 3Tanax obpalleHus fnekapCTBEHHbIX
npenapaToB B Poccuiickon ®egepauun 1 gpyrnx rocygapcraax.

4. [epxatenu wnu Bnagenblbl PErucTpaumMoHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX NpenapaTos,
lopmanyeckne nuua, Ha MMs KOTOPbIX BblaHbl pa3pelleHns Ha MPOBEeAeHWE KIMHUYECKUX MCCredoBaHui B
Poccuinckon ®epepaumn, nvbo ynonHOMOYEHHbIE VMU Opyrve lopuanyeckue nvua B pamkax obecneyeHus
Bes3onacHOCTN NneKkapCTBEHHbIX MpenapaToB B Oopsake, YCTaHOBMEHHOM COOTBETCTBYIOLMUM YNOMHOMOYEHHbBIM
degepanbHbIM OpraHoM UCMOMHUTENbHOW BnacTu, 06s3aHbl OCYLWECTBNATL NpueM, ydeT, obpaboTky, aHanus u
XpaHeHWe nOCTynawwmx B WX agpec OT CyObeKToB obpalleHusi reKapCTBEHHbIX CPeacTB W OpraHoB
rocyapCTBEHHOW BNactu cooOLeHni O MNOoBOYHbIX AEWCTBUAX, HexenaTernbHbIX peakuusx, Cepbe3HbIX
HexxenaTtenbHbIX U HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusx npu NpUMMeHeHnn NnekapcTBEHHbIX NpenapaTos,
06 0COBGeHHOCTAX WX B3aMMOLEWCTBMS C OPYrMMM  fleKapCTBEHHbIMWM npenapatamu, WHAUBUAOYyanbHON
HernepeHoCMMOCTH, a Tawke 00 WHbIX ¢akTax M 0BCTOATENbCTBaX, NPEACTaBASAWUX Yrpo3y >KU3HW UMK
3[0pPOBbLI0 YenoBeka nMBO XMBOTHOMO MMM BAUSIOWNX Ha WU3MEHEHWEe OTHOLUEHUS OXMAaeMOW Monb3bl K
BO3MOXXHOMY PUCKY NPYMEHEHWS NeKapCTBEHHbIX NpenapaTos.

5. lMpn BbisSBNeHUN WHGPOPMALMM O CEpPbe3HbIX HeXenaTemnbHbIX peakumMsix W  HenpeaBUAEHHbIX
HeXeJaTelnbHbIX peakunax npu NnpUMEeHeHuUn NNeKapCTBEHHbIX npenapartos, 00 0CODOEHHOoCTaX nx
B3aMMOAENCTBUS C OPYrMMU NEKapCTBEHHbIMU NpenapaTamMmun, UHOUBMAYyanbHOW HENnepeHoCUMOCTH, a Takke 00
WHBbIX hakTax U oBCTOSATENLCTBAX, BIUSAKOWMNX HA U3MEHEHWE OTHOLUEHUSI OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NEKAPCTBEHHbIX NpenapaToB, Aep)XaTenu nnu Bnagenblbl PermcTpaLMoHHbIX Y4OCTOBEPEHWI
NeKapCTBEHHbIX NpenapaToB, HpPUAMYECKME NMUA, HAa MMsS KOTOPbIX BblAaHbl paspelleHusi Ha npoBedeHue
KIMMHNYeCKux nccregoBaHuni B Poccunckon ®egepauun, nmbo ynonHOMOYEHHbIE MU Apyrue opugudeckie niua
0043aHbl NPUHATL Mepbl, HanpaelieHHble Ha YCTpaHeHue HeraTuBHbIX I'IOCJ'IeﬂCTBVIVI NPUMEHEeHNA TaKux
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NeKkapcTBEHHbIX MpenapaToB, NpeaynpexaeHue MNpUYMHEHUs Bpeda XWU3HWU UMW 3[0pPOBb0 YeroBeka Nn6o
JKMBOTHOTO, 3aLUUTY UX OT NMPUMEHEHUS TaKUX JIeKapCTBEHHbIX NMpenapaToB, Ha OONOMHUTENbHbIN cOop AaHHbIX
06 aheKTMBHOCTU 1 6€30MacHOCTM TaKkMX JIeEKapCTBEHHbIX NMpenapaTos.

6. 3a HecooOLieHNe WnM COKpbITUE WMHAOPMaLMKU, NPeayCMOTPEHHOW 4YacTbio 3 HACTOSsILLEN CTaTbw,
aepxatenu unu Bnagenblbl PerMcTpauMoHHbIX YOOCTOBEPEHMI NEKAPCTBEHHbLIX NPEnapaTtoB, HPUAMYECKME
nMua, Ha MMSA KOTOPbIX BbldaHbl paspelleHuMst Ha NPOBeAEHMEe KIMHUYECKUX WCCredoBaHun B Poccuinckomn
depepaumm, MO0 YNOTHOMOYEHHbIE UMW APYrMe IPUANYECKUE NULA, a TaKkKe OOMKHOCTHbIE N, KOTOPLIM 3Ta
MHpopMaumss ctana M3BecTHa No pody MX MpodreccuoHanbHOW OEATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eaepaunn.

7. Mpy nonyyYeHUn YMNOHOMOYEHHbIM dbedepanbHbiM OpraHOM MWCMOSIHMTENbHOM BRacTM B pamMkax
ocyllecTBleHuss MM papMakoHad3opa [oKasaTenbCTB O HECOOTBETCTBMU JIeKapCTBEHHOro mnpenapara
YCTaHOBIIEHHBLIM TPEBOBaHWUSM MW NPU NOMyYeHUM MHPOPMaLIMN O HECOOTBETCTBUM AaHHbIX 06 3hPeKTUBHOCTU
M o 6Ge30nmacHOCTM feKapCTBEHHOro npenapaTta [AaHHbIM O JleKapCTBEHHOM npenapaTe, coaepXallMmcs B
WHCTPYKUMW NO €ro npuMeHeHuio (B TOM 4MCre BbISIBMEHHbIX B XO4e OCYLLECTBMEHMs (hapmakoHaasopa
KOHTPOINbHO-HAA30PHLIMW  OpraHamMy  MHOCTPaHHbIX FOCydapcTB), YMONHOMOYEHHbIV deaeparnbHbii  opraH
UCMONHUTENbHOW BflAcTM B YCTAHOBIIEHHOM WM [OpSAOKE paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIEHUM
NPUMEHEeHWs1 TaKoro fiekapCcTBEHHOTO Npenapara.

Cratbsa 65. [lpuocTtaHOBNEeHMEe NPUMEHeHUs NIeKapCcTBEHHOro npenapara
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. Mpy nomny4yeHun uHOPMALUM O HexXemnaTenbHbIX peakuusix Npu MNPUMEHEHUU NEKapCTBEHHOrO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO TMNPUMEHEHUIO JEeKapCTBEHHOrO npenapaTa, CepbesHbIX
HexxenaTernbHbIX peakuusx, 06 0COGEHHOCTSX ero B3anMoAeNCcTBUSl ¢ APYrMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpPeACTaBnsaTb Yrpo3y >KW3HW WNW 340POBbI YenoBeka NNBGO XMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 006 3pdeKTMBHOCTM M O 6e30nacHOCTU MeKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM Mpenaparte, COAepXalMMCsl B MWHCTPYKUMM NO €ero MnpUMEHEeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbIX roCyAapcTB, OOMEH KOTOPOW OCYLUECTBMNSIETCA B COOTBETCTBUM C
cornmalleHnsamMn  Mexay  YNOrHOMOYEHHbIM  defepanbHbIM - OPraHoM  WCMOMHWTENbHOW — BRactu  u
YMNOMTHOMOYEHHBIMM ~ OpraHaMu  MHOCTPaHHbIX  TOCYAApPCTB,  YMOMHOMOYEHHbI  dbedepanbHblii  opraH
UCMOMHUTENbBHOW BMACTM paccMaTpvMBaeT BOMPOC O BO3MOXHOCTWM MPUOCTAHOBMEHWUST OBpalleHUss Takoro
NeKkapcTBEHHOro npenapata B [O0psOKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  befeparnbHbIM - OpraHoM
NCMNOMHUTENBLHOW BMACTU.

2. Tlpy HeWcCrnosHeHUM WNW HeHaanexalwleM WCMOSIHEHWM JepXaTensmu Wnu  Bragenblamu
PEerMcTpaumoHHbIX YAOCTOBEPEHUI JleKapCTBEHHLIX NpPenapaToB, PUAMYECKAMU NMLAMWU, Ha UMSI KOTOPbIX
BblAaHbl paspelleHVss Ha TNpoBedeHWe KIMMHUMYECKMX uccrnefoBaHuii B Poccuiickoii  defepaumu, wnu
YNOMTHOMOYEHHBIMW UMW APYIMMU OPUANYECKUMU NULAMK 0BA3aHHOCTEN, YCTaHOBMEHHbIX YacTamu 3 1 4 cTaTtby
64 HacTosero ®enepanbHOro 3akoHa, nNMbo B criyyasix NpeacTaBfeHUss COOTBETCTBYHOLWMUM YNOSTHOMOYEHHbIM
dhenepanbHbIM OpraHOM WCMONHUTENbHONM BNACTU 3aKIOYEHMS O HEAOCTOBEPHOCTU PE3yNbTaToB KIIMHUYECKOTO
nccrnenoBaHus fekapCTBEHHOro npenapaTa Ans MeaMUMHCKOrO NPUMEHEeHWsl, KOTOPOe OCHOBaHO Ha pesynbTaTax
NPOBEpPKM MeaWLUMHCKON OopraHusauuv, NpOBOAMBLUEN YKasaHHOE KIMHWYECKoe MccriefoBaHUe C HapyLlleHuem
NpaBua Haanexallen KNMHUYEeCKOW MPaKTUKKU, U NPUBENO K MOSyYeHWI0 HELOCTOBEPHLIX pe3ynbTaToB, nubo B
Cryyae HeBbIMOSIHEHUS NpeanucaHns, BblaHHOMO YNoNHOMOYEeHHbIM defeparnbHbiM OpraHoM UCMONHUTENBHO
BrlacTM MO WTOram OCYLIECTBIIEHUS BbIOGOPOYHOrO KOHTPOMS KayecTBa JeKapCTBEHHOro mnpernapaTa,
YMOSTHOMOYEHHBIV dheaeparnbHbIi OpraH UCTONHMUTENbHOM BIlacTu B YCTaHOBNEHHOM MM OOpsSAKe paccMaTpuBaeT
BOMPOC O NPUOCTAHOBIEHUM NMPUMEHEHMSI TaKoro fiekapCTBEHHOIO npenapara.

3. YnonHoMoueHHbIN befieparnbHbli opraH UCNONHUTENBHOW BracTy Npu nNpeacTaBneHuM emy cBejeHun o
HECOOTBETCTBMM  MNPOM3BOAMTENSA  fleKapCTBEHHbIX  cpeAcTB  TpeboBaHvAM  OpaBud  Hagnexallen
NPON3BOACTBEHHOW NPAKTUKM U (MNW) O HapyLIEeHWW JIMLEH3UNOHHbLIX TpeboBaHWi, KOTopble Obinn BbISBEHb! B
Xode MpoBeOEeHUs WHCMEKTUPOBaHMSA MNPOM3BOAUTENS NEKAPCTBEHHbIX CPEeACTB WM OCYLLECTBIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB U MPUBENWU MMM MOTYT MPUBECTU K
NPOM3BOACTBY JIEKAPCTBEHHLIX MPenapaToB ANsi MEeOUUMHCKOTO NMPUMEHEHUs, MPUYUHUBLUMX WKW CMOCOOHBLIX
NPUYMHUTDE BPen, XM3HU WY 300POBbIO TPaXKAaH, paccMaTpuBaeT BOMPOC O NMPUOCTAHOBIIEHUN MPUMEHEHWS
NeKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOTO NPUMEHEHWUs B YCTAHOBIIEHHOM UM [0OpAAKE B CregyoLimx
crnyyasx:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) cocTaB 1 (UnKn) TEXHONOMMS NPON3BOACTBA SIEKAPCTBEHHOIO NpenapaTa AN MeAULMHCKOTO NPUMEHEHNS
(c onvcaHvem cTaguin NPoM3BOACTBA) OTNNYAIOTCA OT 3asIBINEHHbIX B PErMCTPaLUOHHOM AOCHE;

2) J'IeKapCTBeHHbIIZ npenapat AnAa MeguuumHCKOro npumMeHeHua npomsBedeH Ha l'IpOI/I3BO£I,CTBeHHOIZ
nnowajgke, He yKa3aHHOI7I B pernctpaymMoHHOM O0CbE;

3) Yy npou3soguTena nekapCTtBeHHbIX CpenCcTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaarwme cooTBeTCcTtBmne
Ka4yecTBa JeKapCTBEHHOro npenaparta gna MegunuunHCKOro npuMmeHeHumd, BBOOAMMOIo B Fpa)K,D,aHCKMIZ O60pOT,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero FOC)/D,apCTBeHHOIZ perncTtpaunu;

4) npounsBoauTenemM NekapcTBEHHbIX CPeaCTB B COrMacoBaHHbIA C COOTBETCTBYHOLUMM YMOMHOMOYEHHbIM
degepanbHbIM  OpraHoOM WCMOMHUTENbHOW BNAacTM CPOK He YyCTpaHeHbl HapyleHus TpeboBaHun npaswun
Haznexallen NpoM3BOACTBEHHON MPAKTUKM U (UNN) NULEH3MOHHbIX TpeboBaHWN, KOTOpble ObiNv BbISBNEHbI B
Xo[e npoBedeHVUs WHCMEeKTUPOBaHWS MPOM3BOOMUTENSA NEKAapCTBEHHbIX CPeACTB WM OCYLLEeCTBIEHUS
MMLEH3NOHHOIO KOHTPONS B cdepe NMPOU3BOACTBA feKapCTBEHHbIX CPeACTB M MPUBENW WM MOTYT MPUBECTU K
NMPON3BOACTBY FEKapCTBEHHbIX MpenapaToB AN MEeAWLMHCKOTO MPUMEHEHWS, MPUYUHMBLLMX WUAN CMOCOBHbIX
NPUYYHUTD BPE, >KU3HW UNW 340POBbLI0 FrpaXKaaH.

(vacTb 3 BBegeHa depepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4. YNONHOMOYEHHbIN heaepanbHbIi opraH WUCMOMHUTENbLHOW BNAcTX NPU Hanmuyuum y Hero cBefeHun o
HECOOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHbIX  CpeacTtB  TpeboBaHMsIM npaeBun  Hagnexatiemn
NPOV3BOACTBEHHOW NMPaKTUKU U (UNKM) O HapPYLUEHUM NULIEH3WOHHBIX TPeboBaHWIA, KOTOpble ObiN BbISBMEHbI B
Xode npoBedeHUs WHCMEKTUPOBaHMSA MNpPOM3BOAUTENSA NEKApPCTBEHHbIX CPeaCTB UMM OCYLLECTBMEHUSN
NNLIEH3MOHHOMO KOHTPOMs B cdepe NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB U NMPUBENW MMM MOFYT MPUBECTU K
NPON3BOACTBY JEKAPCTBEHHbIX MpPenapaToB ANs BETEPUMHAPHOIO MPUMEHEHUS, MPUYUHMBLUMX MU CMOCOOHBLIX
NPUYUHUTD Bpen XXU3HU U 300POBbI0 XKMBOTHLIX, paccMaTpuBaeT BOMNPOC O NMPUOCTAHOBMEHUM peannsaumm u
NPUMEHEHNST NeKapCTBEHHbIX NpPenapaToB A4S BETEPMHAPHOrO NMPUMEHEHUS B YCTAHOBSIEHHOM MM MOpsaAKe B
cnenyrLwmnx crny4vasix:

1) CoCTaB W (VIJ'II/I) TEXHONOIrM4A npoun3BoAcCTBa JieKapCTBEHHOINO npenaparta Ana BeTepuHapHOoro
NPpUMEHEeHUA (C onucaHuem ctagum I'IpOl/I3BOﬂ,CTBa) OTNIN4aTCA OT 3aABJIEHHbIX B PpermcTtpauymMoHHOM O0CbE;

2) nekapCTBEHHbI npenapaT ANd BeTEePUHapHOro MpUMEHeHUs nNpou3BedeH Ha MNpPOU3BOOCTBEHHOW
nnowagke, He ykasaHHOW B perMcTpaumoHHOM A0Che;

3) y npousBoanTENs NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPKAAtoLLME COOTBETCTBUE
KayeCTBa NeKapCTBEHHOro npenapata Ans BeTepuHapHOro NpuUMeHeHusl, BBOAMMOrO B rpaxpaaHcKui oGopoT,
TpeboBaHUAM, YCTaHOBMNEHHbLIM NPU ero rocyAapCTBEHHON perucTpauuu;

4) npou3BoaMTENEM NEKAPCTBEHHbLIX CPEACTB B COIMacOBaHHbLIN C COOTBETCTBYHOLMM YNONHOMOYEHHbIM
denepanbHbIM  OpPraHOM  UCMOMHUTENBHOW BRAcTU CPOK He YCTpaHeHbl HapylleHusi TpebGoBaHWA npaBun
Haanexaller NPOVM3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3UOHHBIX TPpeboBaHU, KOTOpble ObiNM BbISBNEHbLI B
Xxoge npoeedeHna  UHCNEeKTUpoBaHUA  Npou3BoguTeNA  JNeKapCTBEHHbIX CpenctB Ui OCylleCTBIIeHUA
NMLEH3NOHHOIO KOHTpONs B cdepe MPoOM3BOACTBA FIEKAPCTBEHHbLIX CPEACTB U NPUBENN UM MOTYT NPUBECTU K
NMPON3BOACTBY NEKAPCTBEHHbLIX MpenapaToB Afs BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLMX WU CMOCOBHbIX
MPUYNHUTD BPEe XKMU3HW UMK 300POBbH KUBOTHBbIX.

(vacTb 4 BBegeHa PegepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2026 cT. 65 gononHsetcs 4. 5, 6 (P3 o1 27.12.2019 N 475-93).

7. B nopsake, NnpeyCMOTPEHHOM 4acTbio 4 HACTOsLEeN cTaTbU, YNONMHOMOYEHHbIM dhefepanbHbIi opraH
WCNONMHUTENBHOW BMNacTM paccMaTpuBaeT BOMPOC O MPUMOCTAHOBMEHUN peanu3auun N NPUMEHEHUs
NIeKapCTBEHHOro npenapara Ansi BETEPMHAPHOIO MPMMEHEHUS B Clydae BbISIBIIEHUSI B rpa)kgaHCKOM obopoTe
cepuu nekapCTBEHHOro npenapata Ana BeTEPUMHAPHOIO MPUMEHEHUS, AOKYMEHTbl U CBEAEHWUsI O KOTOPOW,
npeaycMoTpeHHble yactamu 1 - 3 n 6 ctatbm 52.2 HacToswero dPegepanbHOro 3akoHa, He npeacTaBrieHbl B
yKkasaHHbIi opraH, nnbo cepum MMMYHOOMOMOrMYECKOro JlekapCTBEHHOIO Mpenapata s BeTepuMHapHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NPUMEHEHWS, He MMEIOLLel paspeLleHns, NpeayCMOTPEHHOro YacTbio 8 ctatbmn 52.2 HacTosiwero ®enepansbHOro
3aKkoHa. B yka3aHHOM criyyae ymnonHOMOYEHHbIV dhedepanbHbIi OpraH MCNOMHUTENbHOW BNacTu MpuHMMaeT
pelleHne O MPUOCTaHOBIEHUN peanusauuv N NPUMEHEHWs TaKuX Cepui A0 NPeACTaBreHus YyKasaHHbIX
OOKYMEHTOB U cBeAeHU NMBOo 0 MONyYeHMs yKa3aHHOro pa3peLueHmst.

(4acTb 7 BBegeHa depepanbHbimM 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 66. UHcbopmaLma o pesynbTaTax papmakoHaasopa
(B pen. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIN hefeparnbHbIi OpraH NCNOSTHUTENBHOW BlAaCTW, OCYLLECTBASALWNA dhapMakoHaa3op, no
ero pesynbtartam pasmMmeLlaeT Ha CBOeM odmLmanbHOM canTe B ceTh "IHTepHeT" nHcdopmaumio o:

1) BbISIBNIEHUN HOBbLIX MOATBEPXAEHHbIX OAHHbIX O MOGOYHbIX AEWCTBUSIX, HeXenaTerbHbIX peakuusx,
Cepbe3HbIX HeXenaTesibHbIX peakuusix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusix Mpyu  NpUMEHeHUn
NeKkapcTBEHHOro npenaparta, B TOM YMCre BAUSIOWMUX Ha OTHOLLEHWE 0XWMOAeMOIN NomMb3bl K BO3MOXHOMY PUCKY
NpUMEHeHMs1 4aHHOro NeKkapcTBEHHOro npenapara;

2) MPUHATBIX PELUEHUSIX O BHECEHWU W3MEHEHW B WHCTPYKUMIO MO MPUMEHEHWUIO eKapCTBEHHOro
npenaparta, O MPUOCTaHOBMIEHWN MPUMEHEHUS] IEKapCTBEHHOrO rnpenapata, 06 u3bATUM M3 obpalleHus
nekapcTBEHHOro npenaparta Unu o BO306HOBNEHUM NMPUMEHEHUs NeKapCcTBEHHOMO npenapara.

Maea 14. UHPOPMALUA O NEKAPCTBEHHbIX NPENAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbLIX MPEMNAPATOB
anda MEAUMUUHCKOIo NPUMEHEHUA
(B peqn. PepepanbHoro zakoHa ot 28.12.2017 N 425-93)

Ctratba 67. UHdopmMauma o nekapcTBeHHbIX MpenapaTtax. Cuctema MOHUTOPUHra ABUXKEHUS
nekapcTBeHHbIX NpenapaToB ANs MeAULMHCKOro NpuMeHeHus
(B peq. PenepanbHoro zakoHa ot 28.12.2017 N 425-93)

1. MHbopmaums 0 nekapCTBEHHbIX NpenapaTax, OTAYyCKaeMbIX MO peLenTy Ha flekapCTBEHHbIN npenapar,
OOrkHa coaepxaTtbCs TOMbKO B CReunanusMpoBaHHbIX M3OaHWAX, NpedHasHayYeHHbIX Ans MeOULMHCKMX,
hapmaueBTMyecknx paboTHMKOB, crneumanucTos B obnactu BeTepuHapuu. WHdopmaums o nekapcTBEHHbIX
npenaparax Onsg crneuuvanuctoB B obnactu obpalleHns NekapCTBEHHbIX CPEACTB MOXET coaepXaTbCsi B
MOHorpacusax, crnpaBOYHMKAX, Hay4YHbIX CTaTbsX, B [OKMNadax Ha KOHrpeccax, KOHepeHuusiX, CUMMNo3nymax,
Hay4HbIX COBETax, a TaKkke B MHCTPYKLMSAX MO NPUMEHEHWIO NTEKapCTBEHHbIX NPenapaTos.

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

2. UHdopmaums o nekapcTBeHHbIX NpenapaTax, oTnyckaemMbix 6e3 peLienta Ha NekapcTBEHHBIV Npenapar,
MOXET coaepXkaTbCs B NyGnMKaumax n o6bsaBNEeHUsIX CPeACTB MaccoBoW MHopMaLMK, creumanm3MpoBaHHbIX U
obLMX neyvaTHbIX W3OAHUSIX, WHCTPYKUMSIX MO TMPUMEHEHWIO TeKapCTBEHHbIX MNpenapaTtoB, WHbIX MW34aHMsIX
CcyObekToB obpalleHnsi NekapCTBEHHbIX CPeACTB. PeknamHble maTtepuanbl O JieKapCTBEHHOM npenapare,
oTnyckaemMom 6e3 peuenTta Ha JeKapCTBEHHbIN npenapaTt, AOMKHbI COOTBETCTBOBATb WHCTPYKLUUM MO
NpUMEHEHMI0 NekapcTBEHHOIO Npenapara.

3. [lonyckaeTcs ucrnonb3oBaHue Nobbix MaTepuarbHbIX HOCUTENEN, NO3BONSAOWMNX XpaHUTb, NepeaaBath U
MCnonb3oBaTb MHGOPMAaLMIO O NIEKapPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHus.

KoHcynbTaHTln0C: npumeyaHue.
C 01.04.2024 B 4. 4 cT1. 67 BHOCATCA M3MeHeHus (P3 oT 04.08.2023 N 428-d3). Cm. byayLuyto pedakuumio.

4. Ins uenen maeHTUUKALMM YNAKOBOK NEKAPCTBEHHbLIX MpenapaTtoB A MEAUUMHCKOrO NpUMEHEHUS
NPON3BOAMTENN NEKAPCTBEHHLIX CPEACTB B Mopsake, YycTaHoBReHHoOM [paButenbcTBOM  Poccuiickoi
denepaumun, HaHOCST Ha MEPBUYHYIO YNAKOBKY (B OTHOLLUEHMM FEKAPCTBEHHbLIX NpenapaTtoB AN MEeAULMHCKOro
NPUMEHEHWS, ANs KOTOPbIX He NpeayCcMOTpeHa BToOpMYHas yrnakoBka) U BTOPUYHYIO (MOTPeBUTENbCKY0) YrakoBKy
neKapcTBEHHbIX MpenapaToB AN MEAMLMHCKOrO MNMPUMEHEHUs cCpeacTBa WAEeHTUdUKALMKU, 33 MWCKIYEHNEM
neKapCcTBEHHbIX NpenapaTtoB Ans MeAWULMHCKOro NPUMEHEHWs, MPOU3BOAUMBIX AN NPOBEAEHUS! KIMHUYECKUX
nccnenoBaHuiA, 3KCnopTa, NEKAPCTBEHHLIX NpenapaToB Ans MeOUUMHCKOrO NMPUMEHEHMS], YkasaHHbIX B YacTsx 5
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

n 8 cratbi 13 HacTosiwero ®enepanbHOro 3akoHa, paanodapmaLeBTUYECKMX NEKapCTBEHHbLIX NpenapaTos,
NUSIBOK MEAWNLMHCKNX U ra30B MEeOULIMHCKMX.
(vacTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapaktepucTukn cpenctBa maeHTUdmKaumm, Nopsaaok ero HaHeceHust u TpeboBaHMA K CTPYKType U
dopmaty MHopMauUnM, KOTOPYK COOEPXWUT CPeacTBO uvaeHTudUukauun, onpegensitorca [paBUTensCTBOM
Poccuiickon ®egepaumn.

(vacTb 5 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. [Nopsanok cosgaHud, pas3BuTWs, BBOL4A B 3KCMnyaTauuio, 3KCnnyatauuu M BbiIBOAA M3 3JKCNyaTauuu
CUCTEMbl MOHUTOPUHIa ABWXEHUSI NEKApPCTBEHHbLIX MpenapaTtoB Ans MeAWLUMHCKOro MNPUMEHEHUs, MNopaaoK
npegocTaBneHnss MHMOPMaLMK, coOepXallencd B CUCTEME MOHUTOPUHIa ABMXEHUS NeKapCTBEHHbIX
npenapaToB AN MeOUUUHCKOTO MPUMEHEHUs, U MopaaoK B3aMMOAEWCTBMS YyKa3aHHOW CUCTEMbI C WHbBIMU
rocyAapCTBEHHbIMN WH(OPMALMOHHBIMU CUCTEMAaMU U UHOPMALMOHHBIMU CUCTEMaMW OPUANYECKUX NN U
MHOuBMAYyanbHbIX NpeanpuvHMMaTtenen, ykasaHHbix B Yactax 7 u 10 HacToswen ctatbW, yCTaHaBNUBAKOTCHA
MpaButenbcteoMm Poccuiickon depepaunn. OnepatopaMmn CUCTEMbI MOHUTOPUHIa OBWXEHUS NEKapCTBEHHbIX
npenapaTtoB ANs MEeOULMHCKOTO NPUMEHEHUST ABMAKOTCA doefeparbHbI OpraH UCMONHUTENbHOW BNactu U (unu)
opraHunsauus, yrnorniHoMoudeHHble MpasuTtensctBoM Poccuickon ®egepauun.

(4acTb 6 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. HOpugudeckve nuiua W uvHOMBMAOYaAnNbHbIE MpeanpUHUMATENK, OCYLLECTBRSAIOWNE MNPOU3BOACTBO,
XpaHeHve, BB03 B Poccuiickylo Pepepaumio, oTnyck, peanu3auuio, nepegaqvy, NpUMEHEHWE U YHUYTOXEHMWE
NleKapCTBEHHbIX NpenapaToB ANsi MeOULMHCKOrO NpUMeHeHns, obecneynBaloT B NOPAAKE M B COCTaBe, KOTOpbIE
ycTaHoBneHbl [MpaBuTtenbctBoM Poccuiickon depepaummn ¢ y4eToM BUAa OCYLLECTBMSIEMON MU OEATENbHOCTH,
BHECeHMe NHGOPMaLMK O NTEKapCTBEHHLIX Npenapartax A1 MeAULUMHCKOro NPUMEHEHNST B CUCTEMY MOHUTOPUHra
OBWXEHUS NeKapCTBEHHbIX NpenapaToB AN MeOULUHCKOTO MPUMEHEHUS.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. IlekapcTBeHHble npenapaTtbl AN MEeOULMHCKOTO NMPUMEHEHWS, npedHa3HayvyeHHble Ans obecneveHus
nnu, 60nbHBIX reMounmen, MykoBMCLMA030M, rMnodudapHbiM HaHM3MOM, 6onesHbio [oLwe, 3noKka4YeCTBEHHbIMN
HoBoOGpa3oBaHNSMU NMMAONAHON, KPOBETBOPHOW U POACTBEHHLIX UM TKaHEMN, PacCesHHbIM CKIepo3oM, nuL
nocrne TpaHCMnaHTauMmM OpraHoB U (Mnu) TKaHen, npousBefdeHHble go 31 gekabps 2019 roga, a Takke MHble
nekapcTBeHHbIe NpenapaTbl AN MeJULMHCKOrO NpMMeHeHusl, npon3BefeHHsle Ao 1 nona 2020 roga, nognexat
XpaHeHuto, NnepeBo3ke, OTMYCKY, peanusauun, nepegade, NpuMeHeHnto 6e3 HaHeceHus CpeacTB MaeHTudUKaLmm
00 MCTeYeHns cpoka ux rogHocTu. NpaeBuTtenbctBo Poccuiickonn ®epepaunn BnpaBe YCTaHOBUTb OCOOEHHOCTU
BBOZa B rpakaaHCKMI 060pOT NeKkapCTBEHHbLIX NpenapaToB AN MEAULMUHCKOrO NPUMEHEHUs, NPON3BEAEHHbIX B
nepvoa ¢ 1 uonsa 2020 roga no 1 oktabpsa 2020 roga. B uensix BBoga B rpaxaaHCKMi 060pOT NeKapCTBEHHbIE
npenapaTbl ANg MeAULMHCKOro NpUMEHEHWs], 3a UCKMIOYEHNEM NeKapCTBEHHbIX NpenapaToB, npeaHasHayYeHHbIX
ansa obecneyeHnst nuy, 60MbHBIX reMoUnMen, MyKOBUCLUA030M, MTMNogu3apHbIM HaHNM3MOM, GonesHbio MoLue,
3110Ka4eCTBEHHBIMU HOBOOBpa3oBaHUAMY NMMMEONOHON, KPOBETBOPHON U POACTBEHHbBIX UM TKAHEW, pacCesHHbIM
CKIIepo30M, 1L, Nocne TpaHcnnaHTaumm opraHoB M (Mnn) TKaHen, Npou3BeAeHHble 3a npedenaMy TepputTopun
Poccuiickon ®egepaumm oo 1 okts6ps 2020 roga, moryT 6bITe BBE3€HbI B Poccuiickyto ®epepauunio o 1 sHeaps
2021 roga B nopsake, ycraHoBneHHom [lpasButensctBoM Poccunckon degepauun, 6e3 HaHeceHUs cpencTs
naeHTudmkaummn.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-d3)

8. Opranunsauus MHOPMAaLMOHHOIO B3anMMOAENCTBUS CUCTEMbl MOHUTOPMHIa ABWXEHUS NeKapCTBEHHbIX
npenapaToB AN MEAWLUHCKOrO MPUMEHEHMS C WHbIMW FOCYAapCTBEHHbIMWU MHM(OPMAaLMOHHBIMKU CUCTEMaMM
obecneunBaeTcs B TOM yucne NnocpeacTBOM WHPaCTPYKTYpbI, obecneunBatoLLen
MHOPMALIMOHHO-TEXHONMOMMYECKOE  B3aMMOLENCTBME  MH(OPMALMOHHBIX ~ CUCTEM,  WUCMOMb3yeMbiX  Ans
NpefoCTaBMNEHNs rOCYOAPCTBEHHbIX W MYHUUMNANbHBIX  YCAYF W WUCMOJNIHEHWUS FOCYAApCTBEHHbIX U
MYHUUMNANbHbIX OYHKLWA B 31EKTPOHHOM (bopMme.

(4acTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

9. MHdopmaums, cogepxallasics B CUCTEME MOHUTOPUHIa OBWXEHUS NEKapCTBEHHbLIX npenapatoB ANns
MeOULMHCKOTO NPUMEHEHUs, ABMAEeTCS UHMOopMaLUmnen orpaHMYeHHoro AocTyrna B COOTBETCTBUM CO crartben 9
depepanbHoro 3akoHa ot 27 nonsa 2006 roga N 149-03 "O6 nHdopmaummn, MHPOPMALNOHHBIX TEXHOIOTUSAX U O
3awuTe MHopmauun®, 3a WCKNYeHnemMm WHOpMauMu, HeOoMyCTUMOCTb OrpaHu4eHMst OocTyna K KOTOpoWw
ycTaHoBneHa (pepepanbHbIMM 3akOHaMW, a Takke WHGOopMauuun, oTHeceHHon [paBuTenbcTBoMm Poccuiickon
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

depepaumm B COOTBETCTBMM C HacTosiwmm PepepanbHbiM  3aKOHOM K 0OLeaoCTynHOW  MHcpopMauuu.
ObwepnoctynHasa nHdopMaLms, cogepxallascs B CUCTEME MOHUTOPUHIa ABUXKEHUS NEKAPCTBEHHBIX NpenapaTos
Ons MegUUMHCKOro NpUMEHEeHUs, pasmellaeTcs B MHAOPMaLNOHHO-TENEKOMMYHUKALUMOHHON ceTn "UIHTepHeT"
(8 ToM umcne B popme OTKPbITbIX AaHHbIX) B Oopagke, YyCcTaHoBreHHoM [lpaButenbctBoMm Poccumnckon
denepaumn.

(vactb 9 B peq. ®enepansHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. [ocTtyn K wuvHcOpMauumu, coaepXKalencd B CUCTEME MOHUTOPUHIa [ABWMXEHUA FeKapCTBEHHbIX
npenapaToB A1 MEAULMHCKOro NpuMMeHeHusi, obecnevmBaeTcs onepaTtopoM CUCTEMbI MOHUTOPUHIA LOBUKEHUS
NeKapcTBEHHbIX MpenapaTtoB AMs MEeAULMHCKOro NpPUMEHEeHWs B Nopaake, YCTaHOBMEHHOM [lpaBuMTenbLCTBOM
Poccuinckon ®enepauun, B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon Pepepauum o6 uHdbopmaumu,
MHOPMALIMOHHBIX TEXHOMOIMMAX U O 3almTte WHdopMauuKn, 3akoHoaaTtenbcTBoM Poccuitickon depepaumm o
rocyapCTBeHHOW TanHe, 3akoHodaTtenbcTBOM Poccuiickon depepaumm 0 KOMMEPYECKOM U UHOW OXpaHseMomn
3aKOHOM TalHE W C y4eTOM MONIOXEHMIN HacTosAwen ctaTtbu. NpaBuTtenbcTtBo Poccuiickon degepaumm Bnpase
yCTaHaBnMBaTb MNEepeYeHb IeKapCTBEHHbLIX MNpenapaToB AN MEAWMUMHCKOro MpUMEHEeHMs u  (unu) rpynn
NeKapcTBEHHbIX NpenapaToB AN MeOUMUMHCKOro NpUMeHeHnst 1 0COBEHHOCTU JOCTyna K MHAOpMaLUKN O TakMx
NneKapCcTBEHHbIX Mpenapartax, cCoaepallencss B CUCTEME MOHUTOPUHra OBWKEHUSI NeKapCTBEHHbIX npenapaTtoB
Anst Me4ULMHCKOro NPUMEHEHMS.

(yactb 9.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. lNMonb3oBaTennM CUCTEMbl MOHUTOPUHIA OBWXEHUS NEKapPCTBEHHbIX NpenapaTtoB ANS MeAUUMHCKOro
NpMMeHeHus obnagalT NpaBoM AOCTyna K MHGOPMaLMK, CodepKallencs B CUCTEME MOHUTOPUHIra OBWKEHUS
nekapCTBEHHbIX NpenapaTtoB ANs MEeAWLMHCKOrO NMPUMEHEHUs!, C YY4EeTOM OrpaHWYeHuin OOCTyna K yKasaHHON
nHdopmaumm n ee nocnegywouien obpaboTke, yCTaHOBNEHHbIX HacTosAwmMM PefepanbHbiM 3aKOHOM UM UHBIMM
HOpMaTUBHbLIMM NPaBOBbIMKU akTaMu Poccunckon Gegepaumn.

(vacTb 9.2 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-93)

9.3. depepanbHble OpraHbl MCMOSMIHUTENBHOW BRAcTU W OpraHbl UCMOMHUTENbHOW Bnactn cybbekToB
Poccuiickon depepaumm B uendax, onpeneneHHolx lNMpasutenbctBom Poccuiickon depepaumn, MMeT npaso
JocTyna K nHdopmMaummn 0 cyobekTax obpalleHnst nekapCTBEeHHbIX CPEACTB, O flekapCTBEHHbIX npenapartax u oo
060poTe TakMX NEeKapCTBEHHbIX NpenapaToB, HEOOXOANMON A5 BbIMOSHEHUSA 3a4a4 U OCYLLECTBNEHNST YHKLUNA,
BO3MOXEHHbIX Ha deaepanbHble opraHbl UCMOMHUTENBHOW BflacTM M OpraHbl MCMOMHUTENbHOW BRactu
cybvektoB Poccuiickon ®epepauun, CTaTUCTUYECKOM MHpOpMauum O NeKapCTBEHHbIX npenapatax u ob ux
obopoTe, a Takke k obLienocTynHom MHpopmaumn. Coctas aTon nHopMaLmMn onpeaensaeTcsa cornawleHmsamm ob
WH(POPMALIMOHHOM  B3aMMOAENCTBUW,  3aKMOYEHHbIMW  ONepaTopoM  CUCTEMbl  MOHUTOPUHra  OBUXKEHUS
nekapcTBeHHbIX NpenapaToB ANA MeAWUMHCKOro NpUMeHeHus C¢ dedeparbHbIMWU OpraHamu UCMNOMHUTENbHON
BNacTU Unu opraHamm UCNONHUTENbHON BNacTn cybbekToB Poccuickon denepaunmm n degeparnbHbiM OpraHoM
NCNOSTHUTENBHOW BNACTK, OCYLLECTBASLWUM YHKUUKN NO BbipaboTke 1 peanusalmm rocyaapCTBEHHON NOSUTUKM
N HOpPMaTUBHO-MPaBOBOMY PErYNIMPOBaHMWIO B chepe 34paBOOXpPaHEHNS.

(vacTb 9.3 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.4. CybbekT obpalleHus nekapcTBEHHbIX CPEACTB MMeEeT NpaBo JOCTyna K nHdopmaumm o6 onepauusx ¢
nekapCcTBeHHbIMW NpenapataMu ANng MeguuMHCKOro NPUMEHEHWSs, COBEPLUEHHbIX 3TUM CcybbekToM obpalleHus
NeKapCTBEHHbIX CPEACTB, a Takke K 00LLe0CTYNHON nHopmaLmu.

(vacTb 9.4 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.5. Onepatop CUCTEMbI MOHWUTOPWHIa [OBWXEHUS JEeKapCTBEHHbIX MpenapaToB Anst MeOWMLMHCKOro
npumeHeHus obnagaet npaBoM [OCTyna K MHpopmauun, cogepxallencss B CUCTEME MOHUTOPUHIA OBWKEHUS
NeKapCTBEHHbIX NpenapaToB AN MeAWULMHCKOrO NPUMEHEHUs, BKoYast MHAOpMaLMIoO OrpaHNYeHHOro 4oCTyna,
C BO3MOXHOCTbIO ee 06paboTku, B TOM UMCre ee NPefoCTaBEHUsI U PacrnpoCTpaHeHus, obecneyeHns gocTyna K
Hel 1 oka3aHus YCIyr C ee NCMnonb3oBaHMeM (ganee - obpaboTka).

(4acTb 9.5 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.6. Onepatop CUCTEMbl MOHWUTOPUHIa ABWMXEHWUSI fEKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
NMPUMEHEHNSI MOXET OCYLLECTBNATbL 06paboTKy MHGOpMaLMM OrpaHM4YeHHOro [OCTyna, coAepxalleiics B
CUCTEME MOHWTOPUHIa [ABVXKEHWSI NEKAPCTBEHHBLIX MPEnapaToB ANs MEAMLMHCKOTO NMPUMEHEHWS, MpW YCNOBUU
obs3aTenbHOro o6e3nMuuBaHns Tako WMHOpMauMu B COOTBETCTBUMM C YyTBEPXZAeMblMU beaepanbHbIM
OpraHoM WCMOMHUTENBHOW BNACTW, OCYLLUECTBASIOWMM (DYHKUMU MO BbipaboTke U peanusauum rocy4apCTBEHHOM
NONUTUKA WM HOPMATUBHO-TIPABOBOMY pPErynupoBaHuio B cdepe 34paBOOXPaHEHMsl, MO  COrMacoBaHWU C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

denepanbHbIM OpPraHoM MWCMOMHUTENBHOW BMNAacTW, OCYLLECTBAAKOWMM (YHKUMM MO KOHTPOSM WU Hags3opy B
cdepe MHPOPMALMOHHBIX TEXHOSOTMIA 1 CBA3U, N deaepanbHbiM OPraHoOM UCMOMNHMTENBHOW BriacTn B obnactu
obecne4veHnsi 6esonacHoCTM TpeboBaHMAMM K 00E3NMUYNMBaHMIO Takon nHopMaumm n metogamm obesnmunBaHus
Takon uHdopmauun. O6esnunyeHHas wuHdOpMauWs, MNOMNyvYeHHass B pesynbTaTe yKasaHHOM 06paboTkn wu
cofepxalwasca B CUCTEME MOHUTOPMHIa [OBWXEHWS FeKapCTBEHHbIX npenapaTtoB Ans  MeOULUHCKOro
NPUMEHEHWS, ABNSETCA MHopmaLmeln orpaHndeHHoro goctyna. O6esnuueHHast uHdopMaums, AOCTYN K KOTOPOW
6bin 0obecneyeH onepaTopoM CUCTEMbI MOHUTOPUHIA OBMXXEHUS NEKapCTBEHHLIX NpenapaToB A1 MegULUHCKOro
NMPYMEHEHNS B LIENAX OKa3aHus YCryr C ee UCMOMb30BaHWEM, MOAJSIEXUT XPaHEHUIO B CUCTEME MOHWUTOPUHra
OBWKEHNs1 eKapCTBEHHbIX MpenapaTtoB Ans MEAWUMHCKOrO MPUMEHEHUS He MeHee nSTU neT ¢ gathl
npegocTaBneHns [ocTyna K obe3nuueHHorW MHOopMauuu, U Ha Hee He pacnpocTpaHAlTCcs TpeboBaHus K
NMHOPMALMM OFPaHUYEHHOro JOCTYNa, YCTaHOBIEHHbIE HAaCTOSALWEN CTaTbew.

(vacTb 9.6 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.7. Onepatop CUCTEMbl MOHWUTOPWHIa ABWKEHWS FeKapCTBEHHbIX npenapaToB AN MeOMLUMHCKOro
NMPUMEHEHNS MOXeT OCyLeCTBNATL 00paboTky MHgOpMauuM OrpaHMYeHHOro AoCTyna, coaepallencs B
CUCTEME MOHUTOPUHIa OBWKEHWUS NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHNs, NOosTyYeHHON OT
cybbekTa obpalleHus nekapCTBEHHbIX CPeACTB, 3aperncTPUpoOBaHHOIO B CUCTEME MOHWUTOPUHra ABWXEHUS
neKapCTBEHHbIX NpenapaToB Ans MeAWLIMHCKOro NPUMEHEHUS 1 NpeacTaBMBLLErO B Hee CBeAEHUs!, B UHTepecax
M MO MOpYyYeHUI0 Takoro cybbekTa obpalleHus fnekapCTBeHHbIX cpeacTB 6e3 obesnuumBaHusa MHopmauum
OrpaHVWYeHHOro gocTyna.

(vacTb 9.7 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-93)

9.8. Onepartop cuUCTEMbl MOHUTOPMHIa [OBWXEHUS JIEKAapPCTBEHHbLIX MNpenapaToB Ans MeOouUMHCKOro
NMPVYMEHEHMS BrpaBe OKa3biBaTb HA HEOUCKPMMMHALMOHHOW OCHOBE YCNYIM C MCMONb30BaHWEM O0E3NMYEHHOMN
WHdOpMaUMK, coAaepXKalenca B CUCTEME MOHUTOPMHIa [OBWKEHUS JleKapCTBEHHbIX MpenapaTtoB A4S
MEOMLMHCKOro NpuMeHeHus, cybbektam obpalleHnsi NekapCTBEHHbIX CPEACTB, MOPSOOK U CTOMMOCTb OKa3aHWUs
KOTOpPbIX OMpefensitoTCss OonepaTopoM CUCTEMbI MOHUTOPWUHra [OBWXKEHUS NEKapCTBEHHbIX npenapatoB Ang
MEeOULMHCKOTO NPUMEHEHUs, C Y4EeTOM OrpaHu4YeHunin gocTtyna k obesnmyeHHon MHopmMaunun, YCTaHOBEHHbIX
HacToslen cTaTbel. YkasaHHble NOpsaoK M CTOMMOCTb OKasdaHWsl TakuxX Ycryr pasmellatoTcs onepaTtopoMm
CUCTEMbI MOHUTOPUHIa ABMXEHUA NEKapCTBEHHbIX MpenapatoB ANd MeOUMLMHCKOro NPUMEHEHWA Ha cauTe
CUCTEMbl MOHMUTOPMHIa [OBWXKEHUS JIeKapCTBEHHbIX nMpenapatoB AnA  MeOUUMHCKOro MNpUMEHEHUST B
WH(OPMaLIMOHHO-TENEKOMMYHUKAUMOHHON ceTn  "WHTepHeT" un noanexar KOHTPOM B COOTBETCTBUMM C
aHTUMOHOMOMbHbLIM 3aKkoHoAaTensCcTBoM Poccuiickon ®epepaumn. YkasaHHble NOPSAOOK M CTOMMOCTb OKasaHus
TaKUX YCnyr OOIMKHbl OblTb eauHbIMU ONs BCeX nuu, 00pallaroliMxcsl 3a OKasaHueM YCIyrn B OTHOLUEHUU
OOVHaKoBbIX BMAa, obbema n coctaBa npegoctaensiemon uHopmaumm. Cyobektam obpalleHnst TeKapCTBEHHbIX
CpeAcTB 3anpelwjaeTcs nNpefocTaBnATb U PacnpoCTPaHATb MHAOPMAaUUIo, MOSTYYEHHYI0 B COOTBETCTBUM C
HaCTOSLLEN YacCTblO.

(vacTb 9.8 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

10. TlpomsBoauTenb neKapCTBEHHbIX CPEACTB, AepxaTtenb nvMbo Brageney perncrpalumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapara unun npeacraBuTeNbCTBO MHOCTPAHHOW OpraHv3aLmmn, aBnstoLencs
aepxatenem nnbo Bnagenbuem permcTpaunoHHOro YAOCTOBEPEHMS NTIEKapCTBEHHOIO nNpenapara, Ha TeppuTopum
Poccuiickon  depepaumun, 3aperucTpypoBaHHble B CUCTEME  MOHUTOPMHIA OBWKEHWUS NEeKapCTBEHHbIX
npenapaToB Ans MeAUUMHCKOro NPUMEHEHWs W MNpeAacTaBMBLUME B HeEe CBEOEHMSI O HaHeCeHUW CpeacTB
noeHTUrKaLuMnM Ha ynakoBKWM NeKapCTBEHHbIX npenapaToB, Hapsgy ¢ uHdopmauuven, ykasaHHou B yactn 9.4
HacTosLLEeN cTaTby, NONyyYaeT coaepXallytocs B CUCTEME MOHUTOPUHIa OBMXKEHUS NEeKapCTBEHHbIX NpenapaToB
ana  MeauUMHCKOro MpUMEHEHUs MHAOPMaUUIo OrpaHUYEeHHOro [JocTyrna O cepusx W napTuax  3Tux
nekapCTBEHHbIX npenapaToB 6e3B03Me30HO U BNpaBe OCYLLECTBIIATb CAMOCTOATENBHO MIW nopyyaTtb 06paboTky
TakoW MWHopMaunn TONMbKO B COOCTBEHHbIX WHTepecax. [lpu 3TOM [OCTyn K Takonm wHOpMauMm unm
pesynbTatam ee 06paboTkum MMeeT TOMbKO AaHHbIA CyObeKT obpalleHus NnekapCTBEHHbIX CPEeACTB MnvM nuuo,
KOTOpoMy OH nopy4un obpaboTtky. CocTaB npegocTaBMnsieMoOd B COOTBETCTBMM C  HACTOSILLEN YacTbio
nHdopMauun onpegensaetca MNpasutenbctesomMm Poccuickon egepaunn.

(yactb 10 B pea. PegepanbHoro 3akoHa ot 04.08.2023 N 474-93)

11. 3a nNpou3BoACTBO MMM MpoJaxy NeKapCTBEHHbIX NpenapatoB ANA MeOULMHCKOro npuMeHeHus 6es
HaHeceHWs1 cpeacTB uAeHTUdMKaunmM, ¢ HapylleHWeM YCTaHOBIIEHHOro Mopsiaka WX HaHeceHus, a Takke 3a
HeCcBOeBpEMEHHOEe BHECEHME AaHHbIX B CUCTEMY MOHWTOPUHra ABWXKEHUS NeKapCTBEHHbIX MpenapaTtoB ANnd
MEOVLUMHCKOrO MPWMEHEHUs WM BHECEHNWe B Hee HeOOCTOBEpHbIX [aHHbIX lopugnyeckue nuua wu
WHAMBMAYanbHble NPeAnpUHUMAaTeny, ykasaHHble B 4acTax 4 U 7 HacTosWen CTaTbu, HECYT OTBETCTBEHHOCTL B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

COOTBETCTBUN C 3aKoHoAaTenbCcTBOM Poccuiickon ®epepaunn.
(4actb 11 BBegeHa depepanbHbiM 3aKkoHOM OT 28.12.2017 N 425-03)

12. lMpaButensctBo Poccuinckon Pegepaummn BnpasBe YCTaHOBUTbL OCOBEHHOCTW BHEAPEHUs CUCTEMbI
MOHUTOPWMHIa ABWXKEHWUSI NEeKapCTBEHHbIX NpenapatoB Afs MEAUMLMHCKOro NPUMEHEHUs, BKIoYas CPOKM ee
BHeJpPeHUs,, B OTHOLUIEHWM NeKapCTBEHHbIX npenapaToB ANA MeAWMLMUHCKOrO NPUMEHEHUs, BKIIOYEHHbIX B
nepeyeHb XU3HEHHO HEOOXOAMMBIX M BaXKHEMLUMX NeKapCTBEHHbIX MpenapaToB, fekapCTBEHHbIX npenapaTos,
npegHasHaveHHbIX Ansa obecneveHns nuu, 60MbHbIX reModunuen, MyKoBUCLMG030M, rMnon3apHbIM HAaHU3MOM,
bonesHblo [owe, 3nokayecTBEHHLIMW HOBOODPA30BaHUAMU NUMAOUAHON, KPOBETBOPHOW W POACTBEHHbLIX UM
TKaHeWn, paccesiHHbIM CKIepo3oM, MuL, NOCMe TpaHCnnaHTauuM OpraHoB M (UNKU) TKAHEW, UHbIX NeKapCTBEHHbIX
npenapaToB Ans MEQULMHCKOTO NPUMEHEHNS.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Maea 14.1. OTPAHUYEHWA, HANTAFAEMBbIE
HA OPTAHU3ALUUN, OCYLLECTBINAKLWHUE OEATENBbHOCTb
Mo OBPALUEHUKO NEKAPCTBEHHbLIX CPELCTB
(BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemblie NPy OCYLUECTBIIEHUM AeATEeNbHOCTU B cepe obpalieHus
nekapcTBeHHbIX CPeAcTB

1. OpraHusauuu, 3aHumMarowmecs paspaboTkon, NPOU3BOACTBOM M (UNK) peanusaumen nekapcTBEHHbIX
npenapatoB Ans MeOWLMHCKOrO NPUMEHeHuUsi, opraHu3auuu, obnagawline npaBaMuM Ha WCMONb3OBaHUE
TOProBOro HavMeHOBaHUS NeKapCTBEHHOro npenapara AN MeguUMHCKOro NpYMeHeHUsl, opraHM3aumn onToBOW
TOProBfn fleKapCTBEHHbIMW CpeAcTBaMu, anTeyHble OpraHusauun (MX npeacTtaBuTeny, uHble dU3nyeckne u
fopuanyeckne nuua, OCYLECTBASIOWME CBOKO AEATENbHOCTb OT UMEHW 3TUX OpraHusauui) B OTHOLUEHUU
MeOULMHCKUX pabOTHUKOB M pyKOBOAUTENEN MEOULMHCKUX OpraHn3aLmnmn He Brnpase:

1) BpyyaTb nodapku, BbiMnayMBaTb AeHEXHble CpeAacTBa (3a MUCKMHOYEHWEM BO3HarpakaeHuin no
[oroBopaM Mpu NpPoBeAeHUU KIMHUYECKUX WUCCNedoBaHUiA NekapCcTBEeHHbIX NpenapaTtoB Ans MeOULIMHCKOro
NPUMEHEHWS, BO3HarpaXaeHui, CBA3aHHbIX C OCYLLECTBIEHMEM MeOULMHCKUM paGoTHUKOM neaarornyeckon u
(Mnn) Hay4HOWM AeATENbHOCTK), B TOM YMCIe OnfadvnBath pasBreyeHns, oTabIX, NPoes K MEeCTy OTAbIXa, a Takke
npuBnekaTb K y4acTUIo B pasBekaTenbHbIX MEPONpPUATUSX, MPOBOANMbIX 3a CYET CBOMX CPEACTB;

2) 3aknoyaTb COMMalleHUss O HasHa4YeHWn UNKM pekoMeHdauuu MauvMeHTaM JeKapCTBEHHbIX MpenapaToB
AN MeOULMHCKOTO MNPUMEHEHUS (3a MUCKMYeHneM [I0rOBOPOB O MPOBEAEHUW KIUHUYECKUX WUCCIedoBaHui
neKkapcTBEHHbIX NpenapaTos Ans MeAULUHCKOro NpUMeHeHust);

3) npenocTaBnATb 00pasubl NEKapCTBEHHbIX MPenapaToB Ans MeOULMHCKOrO MNMPUMEHEHUS B LENAX
BpPYyYEHUs] MauueHTaMm (3a WCKIOYEHUMEM CIy4yaeB, CBSI3aHHbIX C MPOBEAEHWEM KIMHUYECKUX MUCCIiefoBaHUi
NeKapCTBEHHbIX NMpenapaToB Ansi MeAULUHCKOTO NpUMeHeHust);

4) npenocTaBnATb HEQOCTOBEPHYO M (MNK) HEMOMHY MH(OPMAaLMIO O NEKapCTBEHHbIX Mpenapartax ans
MEAMNLMHCKOro NPUMEHEHUS;

5) nocewartb ux B pabouvee Bpems Ha pabouMx MecTax, 3a MWCKMYEHWEM CrlyvaeB, CBSA3aHHbIX C
npoeegeHnemMm KrnHU4eCKnx I/ICCJ'IeLI,OBaHI/IVI JleKapCTBEeHHbIX MnpenapaTtoB And MeAULUUMHCKOro npumMeHeHud, C
yyacTueM B nopsigke, YCTaHOBMEHHOM PYKOBOAMTENEM MEOMLMHCKOW OpraHu3aumu, B COOpaHUsix MeanLMHCKNX
pabOTHUKOB M MHbLIX MEPOMNPUSATUSIX, HaNpaBfeHHbIX Ha MOBbILEHME WX NPOdECCUOHANBHOMO YPOBHS WM Ha
npegocTaBneHne MHpopMaLun, CBA3AHHOW C OCYLLECTBIEHWEM MOHUTOPWMHra GEe30MacHOCTM flekapCTBEHHbIX
npenaparos;

6) I'|06y)|<ﬂ,aTb K BbIMNCbIBAHNIO NNIEKAPCTBEHHbLIX npenapaTtoB AnAad MeguLMHCKOro npuMeHeHuna Ha OGnaHkax,
coaepxawmx VIH(bOpMaLI,I/HO PEeKnaMHOro xXxapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yaTtaHo HanMeHoBaHMe J1IeKapCTBEHHOIO npenaparta anda MeguumHCKOro npuMmeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4acTu 1 HacTosIleln cTaTbW, U UX NPeAcTaBUTENU B
OTHOLUEHMKN bapmaLeBTUYECKNX PabOTHMKOB N PYKOBOAMTENEN anTeYHbIX OpraHn3aLmin He BnpaBse:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

1) Bpy4yaTb noaapku, BbilyiadnBaTb OeHeXHble CcpencTtBa, B TOM YuCrie onsfiavymBaTb pa3Blied4eHnd, oTablX,
npoes3a K MecTy OoTAbiXa, U NpuBreKkaTtb K y4acCTuUo B pasBliekaTellbHbIX MeponpuAaTuax, npoBoAMMbIX 3a CHeT
CBOUX CpeacTs;

2) npenocTaBiATb O6pa3Ll,bI JleKapCTBEHHbIX npenapaTtoB And MeanumHCKOro npuMeHeHuna Ona Bpy4veHus
HacelneHuto;

3) 3aKr4yaTb cornawleHnda o npeanoXeHnn HaceneHuto onpeaerneHHbIX NnekapCTtBeHHbIX npenapaTtoB AnA
MeaNLIMHCKOIro NpuMeHeHus;

4) npeAoCTaBnsATb HEAOCTOBEPHYIO M (UNK) HEMNOMHY MHAOPMALMIO O NEKapCTBEHHLIX Npenapatax ans
MEOULMHCKOTO MNPUMEHEHWUs, B TOM YMCMe WMeKLWUX OAMHAKOBOE MeXAyHapodHoe HenaTeHTOBaHHoe
HaMMeHOBaHWe.

Ctatba 67.2. TpeGoBaHMA K OpraHvMsauMM W MpPOBEOEHUI0 Hay4HbIX MEPONPUATUN, MHbIX
MeponpuUaTUiA, HanpaBrieHHbIX Ha NOBbileHMe NPOod)eCCUOHANbLHOro YPOBHA MeAULMHCKUX PabOTHUKOB
WUNM Ha npepocTaBrneHMe MHGOPMaUUKU, CBSAA3AHHOW C OCYLIEeCTBIIEHMEM MOHMTOpPUHra GesonacHocTU
neKapcTBeHHbIX NpenaparoB

1. lNpu npoBegeHUM HayYHbIX MepPOnPUATUA, WHbBIX MEPOMNPUATUI, HanpaBfneHHbIX Ha MoBbILIEHWEe
NpodeCCUOHANBHOIO YPOBHA MEANLIMHCKNX PabOTHMKOB MIM Ha NpefoCTaBlieHNe CBA3aHHOW C OCYLLECTBIIEHVEM
MOHUTOPMHra 6e30MacHOCTN JeKapCTBEHHbLIX MpenapaTtoB WHGOpMauMM, OpraHM3yeMbiX OpraHn3aumsiMu,
yKasaHHbIMK B ab3aue nepeoM vactu 1 ctatbm 67.1 HacToswero ®enepanbHOro 3akoHa, Ux NPeacTaBUTENSMA 1
(M)  duMHaHcUpyembiX 3a CcYyeT CpeacTtB dTUX oOpraHuMsauun 1M ux npegcrasuTenen, 3anpelaeTcs
NpensaTcTBOBaTb y4aCTUIO B YKa3aHHbIX MEPONPUSATUAX UHBbIX OpraHn3aumni, KoTopble NPOU3BOASAT UMK peanuayoT
neKkapcTBEHHble NpenapaTtbl ANs MeAUUMHCKOro NPUMEHEHUSI CO CXOXUM MEXaHM3MOM dapMaKkororm4yecKkoro
aencteus, nMbo cosgaBaTh OUCKPMMUHALUMOHHBIE YCIOBUS ANSt OOHWX YYaCTHUKOB MO CPaBHEHWIO C APYrMMM
yYacTHUKaM1, a UMEHHO:

1) npegocTaBnsATb pasnUYHOE KOMWMYECTBO BPEMEHW AN BbLICTYNNEHWA YYaCTHUKOB, pasfnuyHble Mo
pasmepy 3aHMMaeMoW nnowaaM mecrta ANng AeMOoHCTpauun obpasuoB feKapCTBEHHbIX MpenapaToB And
MEeOULMHCKOTO MPUMEHEHUS UNW PeKramMHbIX MaTepuanoB O feKkapCTBeHHbIX npenapartax Ans MeauuMHCKOro
NMPUMEHEHUA Ha OKCMOo3MLUUSAX, CTeHAaX, 3a WCKITIOYEHMEM CriyyaeB, €CfiM TaKue YCINOBMSA 3akperseHbl B
cornalleHnsx 3TUX opraHusauum, ux npegcrasutene o GUHAHCUPOBAHUWN YKa3aHHbIX MEPONpUATUA ©
06yCrnoBneHbl pasnuMYHbIMKU 3aTpaTtamMu y4aCTHUKOB Ha UX OpraHn3aLuio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA Afs YYAaCTHWKOB MEPOMNPUSTUNA, yKa3aHHbIX B ab3aue nepBoM
HacTosLWeEN YaCcTu, NpeBbllalWmMA CYyMMY 3aTpaT Ha OpraHu3auuio yKasaHHbIX MepPonpuATUA U Bedywun K
He06OCHOBAHHOMY OrpaHUYEHMIO YNCa UX Y4aCTHUKOB.

2. OpraHu3auumu, ykasaHHble B ab3aue nepBoM yactu 1 ctaTeu 67.1 HacToswero PenepanbHOro 3akoHa,
UX MNpeacTaBuTENN, OCYLLECTBASAKLWNE OpraHusaumio u (unu) urHaHCUPOBaHWE MEPOMPUSATUN, yKa3aHHbIX B
yacTm 1 HacTosiwen crtaTbu, 00si3aHbl ObecrneumBaTb OOCTYN K WMHMOpMauMM O garte, MecTe UM BpPeMEHMU
NPOBEAEHNS YKa3aHHbIX MEpPONpUATAA, NfaHax, nporpaMmax NPoBEeAEHMSI YKa3aHHbIX MEPONnpUSTUN U Temax,
nnaHupyembIX ANg pacCMOTPEHUS, COCTaBe UX y4aCTHMKOB MyTEM pa3MeLLEHMs1 COOTBETCTBYHOLLEN UHopMaLmm
Ha cBoux odmumanbHbix catax B ceTu "WHTepHeT" He no3gHee AOBYX MecsLUeB A0 Hayana npoBefeHus
yKa3aHHbIX MEPONPUATUN.

3. VHdopmauma o npoBedeHMM MeponpUATMI, YKasaHHbIX B 4acTu 1 HacTosiwen cTtaTbW, B CPOK,
YCTAHOBMEHHbIA YacTblo 2 HacToswew cTatbW, [AorkHa ObiTb HanpaeneHa B dedepanbHbIii  opraH
NCMNOMHUTENBHOW BRacTu, OCYLLECTBSIOWMI DYHKLMN NO KOHTPOSIO U Hag30py B cpepe 30paBooxXpaHeHns, Ans
nocriefymoLLero pasmelleH1s ee Ha oduLManbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
1 BOSMELWEHWE BPEOA, NPUYUHEHHOIO 300OPOBbLIO NTPAXXAAH
BCJNIEACTBUE NPUMEHEHUA NNEKAPCTBEHHbBIX MPENAPATOB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuiickon ®depepaumu npwm
obpalleHnMn NeKapcTBeHHbIX CPeacTB

1. Hapywenue 3akoHopaTenbctBa Poccuiickon depepaumm npu obpalleHnn NeKapCTBEHHbIX CPEeACTB
BrneyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOA4aTeNnsCcTBOM Poccuiickon defepaumu.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHne NN HECBOEBPEMEHHOE NMpeacTaBreHne nHdopmMmaumm u (Mnn) JOKYMeHTOB NMbo
npeacTaBrneHne HegoCTOBEpPHbIX WHdopmaumm U (MNn)  OOKYMEHTOB, MpPeayCMOTPEHHbIX HacTOSILLMUM
depnepanbHbiM  3aKOHOM, CyObekTbl 0OpalleHUsi NeKapCTBEHHbIX CPEACTB HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon denepaumn.

(vacTb 2 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pe. PenepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

CrtaTba 69. BoameleHue Bpena, NMPUUYMHEHHOrO 300POBLI0 rpaxaaH BcreAcTBUE MPUMEHEHUs
neKkapcTBeHHbIX NpenapaToB

1. npOVI3BO,D,I/ITeJ'Ib NEKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, ﬂpVI‘-IVIHeHHbIVI 300pOBbIO
rpaxxgaH scrnencrteme npnMeHeHnd nekapcTtBeHHoro npenaparta, eciim JoKa3aHo, 4YTO:

1) nekapcTBEHHbIM npenapat MPUMEHANCA MO Ha3HAYeHW0 B COOTBETCTBMM C  MHCTPYKUMEN MO
NMPUMEHEHMIO NEeKapCTBEHHOro Mpenapata W MNpPUYMHOW Bpeda SBWACS BBOA B rpaxaaHCKMn 06opoT
Hen06poKayYeCTBEHHOIO fleKapCTBEHHOIO NpenapaTa;

2) Bpen 300pOBb0 MPUYMHEH BCrEACTBUE HEAOCTOBEPHOWN MHGpOPMALIMK, COAepXKaLLENCs B MHCTPYKLMM NO
NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara, U3gaHHo NPoN3BOAMTENEM NIeKapCTBEHHOrO npenapara.

2. B cnyyae, ecnu Bpen 340pPOBbI0 rpaxdaH MPUYMHEH BCMEACTBUE MPUMEHEHMS NEeKapCTBEHHOMO
npenapaTta, Npuweawero B HErogHOCTb B pe3yrbTaTe HapylleHus NpaBuil XpaHEHWUsi NTeKapCTBEHHbIX CPeacTB.,
npaBui ONTOBOW TOPrOBMW fEeKapCTBEHHbIMU MpenapaTamMy, OpaBui OTNyCka flekapCTBEHHbIX MpenapaTos,
OpaBuil  W3rOTOBMIEHUS W OTNyCKa fleKkapCTBEHHbIX MpenapaToB, BO3MeELleHVWe Bpeda OCyLleCTBseTCs
COOTBETCTBEHHO OpraHu3aumert ONTOBOW TOProBfM NEKapCTBEHHbIMW CPeacTBamMu, anTe4YHOW opraHusauunen,
NMHAMBUAOYyanbHbIM MNpeanpyHMMaTenemM, MMeELWMMN NULEH3N0 Ha dapmaueBTUYECKYD OeSATENbHOCTb WK
MMLEH3NI0 Ha MEAWUMHCKYI0 [OesATEeNbHOCTb, MEOUUMHCKON OpraHusauven, WMeKLWen JMUEH3NIo Ha
hapmMaLeBTUYECKYHD OeATENbHOCTb (ee 060cobneHHbIM nogpasgeneHnem (ambynatopuen, enbawepckuMm u
dhenbaLIepcko-akyLepCckMM MNyHKTamn, LeHTpoM (oTaeneHnem) obuwen BpayebHOM (CeMenHOW) npakTUKM),
pacnonoXeHHbIM B CENbCKOM HacCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauus),
OOMyCTUBLUUMU NPOoAaxy UM OTNYCK Takoro NekapcTBEHHOro npenapara.

(B peq. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

3. BosmelyeHne Bpega, NPUYMHEHHOTO 340POBLK rpaXgaH BCMNEACTBME MPUMEHEHMS NEKapCTBEHHbIX
npenapaToB WM COBEpPLUEHUS NPOTUBOMNPAaBHbLIX AEUCTBUMIA CyObekTamu obpalleHnsi NekapCTBEHHbLIX CPEeACTB,
OCYLLIEeCTBMSIETCA B COOTBETCTBUM C 3akoHOAaTenbcTBOM Poccuiickon ®epepauuu.

naBa 16. 3AKINIOYUTEJbHBLIE NMOJIOXEHUA

Cratba 70. O NnpuU3HaHWUK YTPaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MOJIOXEeHUMN
3aKoHopaTenbHbIX akToB) Poccuinckon Peaepaumm

npl/I3HaTb yTpaTuBwnMn CUny:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-d3 "O nekapctBeHHbIX cpeacTtBax” (CobpaHue
3akoHoaaTtenbcTBa Poccuiickon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 sHBapsa 2000 roga N 5-®3 "O BHeCeHWM M3MEHEHUA W OOMOMHEHWA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun,
2000, N 2, cT. 126);

3) cratblo 40 depepanvHoro 3akoHa oT 10 aHBaps 2003 roga N 15-®3 "O BHeceHUM WU3MEHEHUI U

www.consultant.ru CrpaHvua 117 n3 120
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BD30745CE3338C681C037F132D724328835C2E26DED3D9C3A7345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BD30745CE3338C681C037F132D724328835C2E26DED3D9C3A6345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BC3D7F58E0348C681C037F132D724328835C2E26DED3DECAA7345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2B93D735FE33ED162145A73112A7D1C3F84152227DED3D9C0AA6B5D6C9073FC4B69BBC9E913B871t0SFO
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BA367E5EE0308C681C037F132D724328835C2E26DED3DEC3A6345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BA307E5FE1308C681C037F132D724328835C2E26DED3DEC3A0345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BA36775CE3318C681C037F132D724328835C2E26DED2DFC7A3345879812BF04875A4C8F70FBA730EtDS2O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2B6377558E23ED162145A73112A7D1C2D844D2E26DCCDDFC2BF3D0C2AtCS6O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2BC317258E53ED162145A73112A7D1C2D844D2E26DCCDDFC2BF3D0C2AtCS6O
consultantplus://offline/ref=03D3DD18739311048EE99D3D012920B2B7347158E33ED162145A73112A7D1C3F84152227DED0DAC2AA6B5D6C9073FC4B69BBC9E913B871t0SFO
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 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

JOMONHEHMIA B HEKOoTopble 3akoHofaTenbHble akTbl Poccuiickon depepaumm B CBS3UM C  MPUHATMEM
denepanbHoro 3akoHa "O nUUEH3NPOBaHMU OTAENbHBLIX BUAOB AeatenbHocTn" (CobpaHune 3akoHodaTenbcTBa
Poccwuiickon ®egepaumm, 2003, N 2, cT. 167);

4) cratbio 31 ®depepanbHoro 3akoHa oT 30 wmoHsa 2003 roga N 86-®3 "O BHeceHUW U3MEHEHUN U
OONOMHEHWIN B HEKOTOpble 3akoHoAaTernbHble akTbl Poccuiickon depepaunn, NpuUsHaHUM yTpaTUBLUMMK CUMY
OTAENbHbIX 3aKOHOAATemNbHbIX akToB Poccuiickon dPepepaumn, nNpeaoCTaBNeHUM OTAENbHbIX rapaHTUi
COTPYAHUKAM OpraHoB BHYTPEHHUX [efl, OpraHoB MO KOHTPOM 3a OOOPOTOM HAapPKOTUMYECKMX CPeacTB U
NCUXOTPONHbIX BewectTB W Yynpa3gHAeMblX q)enepaanblx OopraHosB Hanorosown nonMumMmnm B CBA3U C
OCYLLIECTBNEHMEM Mep MO COBEPLUEHCTBOBAHMIO rocyaapctBeHHOro ynpaesneHusa” (CobpaHue 3akoHogaTenbcTea
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) ctatbio 101 dPepepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeCeHUN U3MEHEHWI B
3akoHofdaTtenbHble akTbl Poccuiickon  degepaumm M MpU3HaAHUM  yTPATUBLUMMW  CUMY  HEKOTOPbIX
3akoHogaTenbHbIX aktoB Poccuickon depepaumm B €Bs3N € npuHaTueM PegepanbHbix 3akoHoB "O BHeceHun
M3MeHeHUn n gononHeHun B PepepanbHbit 3akoH "O6 0OWMX MpUHUMNAX OpraHM3aumMmM 3akoHogaTeNbHbIX
(npeacTaBuTEnbHBIX) M UCMOMHUTENbHBIX OPraHoB rocyAapCTBEHHOM Bnactn cybbektoB Poccumnckon
®epepaumn” n "O6 o6WKMX NpUHUMNAX OpraHmM3auum MecTHOro camoynpasneHus B Poccuiickon ®epepaumn”
(CobpaHue 3akoHogaTenbcTBa Poccuickon Peapepaummn, 2004, N 35, cT. 3607);

6) ctatbio 28 PepepansHoro 3akoHa oT 18 aekabps 2006 roga N 231-®3 "O BBeaeHUN B 4eNCTBME YacTh
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 BCTYNIEHUS B CUMY  HAacTosLLero
degepanbHOro 3akoHa, noAanexaTt BKMIOYEHUI0O B rOCYAApPCTBEHHbIE PEecTpbl NEeKapCTBEHHbIX CPeAacTB C
BHECEHMEM YyKasaHHblx B 4Yactu 1 cratem 33 Hactoswero PdepepanbHOro 3akoHa cBefeHun o6 aTux
neKapCTBEHHbIX cpeacTBax 6e3 NpoxoxaeHUsa BHOBb NpoLieaypbl rOCyAapCTBEHHOW perncTpaumm nekapCcTBEHHbIX
npenaparos.

3. locymapcTBeHHass peructpauusi NeKapCTBEHHbIX MpernapaToB, 3a WCKIHYEHWEM JEKapCTBEHHbIX
npenapartoB Ana MeguunHCKOro npuMeHeHud, npencrtaBieHHbIX Ha yKa3aHHYH permctpaunto 40 gHA BCTynNeHnda
B cuny Hacrtosiwero defepanbHOro 3akoHa, OCYLLEeCTBISIETCA 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 MeAWLMHCKOro MNpUMeEHEeHUs,
NPeACTaBMNeHHbIX HAa rOCYAAapCTBEHHYIO perMcTpauuio 4o AHS BCTYNNEHUs B cuny Hactosiwero depepanbHoOro
3aKOHa, WM roCydapCTBEHHAsd perncTpauusi NEeKapCTBEHHbIX NpenapatoB ANS MEAWLMHCKOrO MNpPUMEHEHMS,
MPeACTaBMNEeHHbIX Ha 9KCMEepPTU3y FeKapCTBEHHbIX CPEeACTB [0 [AHA BCTYMIEHWs B CWMY HacTosLWero
depepanbHOro 3akoHa B UensiX WX MOCMeayLwen rocygapCTBEHHOM perncTpauun, OCyLeCTBSOTCA Ha
OCHOBaHWMN AOKYMEHTOB W AaHHbIX, NPeACTaBNEeHHbIX A0 AHS BCTYNNeHua B cuny Hactoswero degepanbHOro
3aKoHa, a Takxke 3asiBNeHnsa O rocyJapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapara, npeacTtaBrleHHOro
Npon3BoAMTENEM NEKAPCTBEHHbIX MpenapaTtoB UM YNOSIHOMOYEHHBIM MM JIMLOM B COOTBETCTBMU C HACTOSILLUM
depneparnbHbIM 3aKOHOM B YMNOMHOMOYEHHbIW heaeparnbHbIid opraH ucnonHuTensHon Bnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMsa ynnaTbl rocyAapCTBEHHOWN MOLLUSMHbI, NPeayCMOTPEHHON 3aKoHOAAaTENbLCTBOM Poccuimckon
depepaumm o Hanorax u cbopax.

(vactb 3.1 B peq. ®enepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.2. MoaTteepxaeHWe rocydapCTBEHHOW perncTpauuy NekapcTBEHHbIX MpenapaToB Ans MeAULMHCKOro
NMpUMEHeHWs], NpeaCcTaBneHHbIX AN NOATBEPKAEHNS rOCYAAPCTBEHHON perncTpaumm go AHs BCTYNINEHUS B CUMY
HacTosilwero ®depfepancbHOro 3akoHa, WM MOATBEPXKAEHME TOCYAapPCTBEHHOM perucTpaumn nekapcTBEHHbIX
npenapaToB 4SS MEAULIMHCKOrO NPUMEHEHUS, NPeACTaBMNeHHbIX Ha 3KCNepTU3y NIeKapCTBEHHbIX CPeacTB A0 AHS
BCTYNneHuss B cuny HacTosiwero ®defepanbHOro 3akoHa B LEMsX MOCMenyroLwero NOATBEPXKOEHNUS WX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

rocyapCTBEHHOW perncrpaumm, OCyLLEeCTBMAAIOTCA Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, NPEeACTaBeHHbIX 00
OHA BCTynneHwus B cuny Hactoswero ®degepanbHOro 3akoHa, a Takke 3asBNeHUs O MOATBepXAeHWUM
rocyAapCTBEHHOW  pernctpauuMm  NekapCTBEHHOro  npenapaTta,  MPeACTaBfeHHOro  npou3BoguTenem
nekapCTBEHHbIX MpenapaToB UMW YNOAHOMOYEHHbIM MM FIMLOM B COOTBETCTBUM C HacToswmm degepanbHbiv
3aKOHOM B YMOJSIHOMOYEHHLIN dedepanbHbii opraH ucnonHuTensHow Bnactm go 1 mapta 2011 roga, 6es
TpeboBaHWA ynnaTbl rOCYAAPCTBEHHOM MOLUMWHBLI, NPeAyCMOTPEHHOW 3akoHOA4AaTenbCTBOM  Poccuiickon
®epepaumun o Hanorax n cbopax.

(yactb 3.2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHNE peLlleHnss 0 BHECEHUN N3MEHEHUIN B AOKYMEHTbI, COAepXaluecs B perMcTpaumoHHOM JOCbe
Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHbBIN Npenapar Ans MeAUMLMHCKOro NPUMEHEHUS U NpeacTaBeHHble A0 OHS
BCTyNnfneHnss B cuny Hactoswero ®egepanbHOro 3akoHa, M NPUHATUE peLUeHUs O BHECEHUW W3MEHEHUN B
OOKYMEHTbI, coAepalleecs B perMcTpaumMoHHOM AOCbe Ha 3aperMcTpMpoBaHHbIN NekapCTBEHHbIV NpenapaTt Ans
MEONLMHCKOrO NMPUMEHEHWSA M NPeACTaBeHHbIe Ha 9KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHS BCTYNSEHUS B
cuny Hactoswero degepanbHOrO 3akoHa, OCYLIECTBNSATCA Ha OCHOBaHUM LOKYMEHTOB W [AaHHbIX,
NnpeacTaBneHHbIX A0 AHS BCTyNneHus B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asBneHus o
BHECEHUW W3MEHEHUN B [OOKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpypoBaHHbIN
neKkapCTBEHHbIN Npenapart AN MeauLUMHCKOro NpMMEHeHNs, NPeACTaBneHHOro Npon3BoAMTeNeM NeKkapCTBEHHbIX
npenapaToB WNM YMNOIHOMOYEHHbIM WM fWLOM B COOTBETCTBMM C HacToAwmm ®PegepanbHbIM 3aKOHOM B
YMNOSIHOMOYEHHbIV dbefeparnbHbli OpraH ucnonHutenbHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocyAapCTBEHHOW NOLLUMMHbI, NPeAyCMOTPEHHOM 3akoHodaTenscTBom Poccuickon ®egepauun o Hanorax
n cbopax.
(vactb 3.3 B peq. ®enepansHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bolgava paspelleHnin Ha npoBefeHne KIMHUYECKUX UCCefoBaHUM NeKapCTBEHHbIX NpenapaToB Ans
MeaQULUMHCKOro npuMeHeHua no 3asaBieHnam, nogaHHbIM 4O OHA BCTYNNEeHUA B CUIy HacToAlero Cbep,epaanoro
3akOHa, a Takke no 3adaBlieHndaM, nNnogaHHbIM Nnocne AHA BCTynNeHnAa B CUIly HactosAllero dJe,qepaanoro 3aKOHa
Ha OCHOBaHWW 3KCMEepPTM3, MPOBEOEHHbIX A0 [HA BCTYNMNEeHWs B cuny Hactosuwero deaepanbHOro 3akoHa,
OCYLLECTBMAETCH B COOTBETCTBUM C HacTosAwmm deagepanbHbiM 3aKOHOM Ha OCHOBaHUWM OOKYMEHTOB M AaHHBbIX,
NpeaCTaBMNEHHbIX UMM MOMYYEHHbIX A0 OHA BCTYNMeHus B cuny Hactodwero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMWM NpPeABapUTENIbHONO [0roBopa 00S3aTeNnbHOro CTPaxOBaHUSA XXW3HW, 340POBbSA MaLUEHTOB,
y4vyacTByrOLWKUX B KINMMHNYECKOM MUCCrieoBaHNKN NEeKapCTBEHHOro npenapara gna meguumHCKoro npuMeHeHusa, nnu
Konun pgoroeopa obsa3aTenbHOro CTpaxoBaHUA XU3HU, 300POBbA NMalUMEHTOB, y4acCcTBYHOLWKWX B KITUWHUYECKOM
nccrnefoBaHUM NEKapCTBEHHOrO npenaparta ans MeauUMHCKOro MpUMeHeHus, nnbo npeacTaBreHHONW Komnmu
Jorosopa 0683aTeNbHOro CTpaxoBaHuWsl, 3aKMOYEHHOrO B COOTBETCTBMM C TUNOBLIMU NpaBunamu obsisatenbHOro
CTpaxoBaHus, C yka3aHUeM NpeaenbHON YNCITIEHHOCTU NaUMEHTOB, Y4aCTBYOLWUX B KITMHUYECKOM MCCregoBaHnn
neKkapCTBEHHOIO npenaparta Ans MeauUMHCKOro npuMeHeHus, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHON
MOLLMMHbI, NPeAYCMOTPEHHON 3akoHoAaTeNnbCTBOM Poccunckon ®egepaumm o Hanorax u coopax.

(vacTb 3.4 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHbIe B MUHOCTPAHHOW BanoTe OO OHS BCTYNNEHMS B cuiy Hactosiwero ®egepanbHoro
3aKoHa npederbHble OTMYCKHbIE LEHbl WMHOCTPaHHbIX MpPOW3BOAUTENEN Ha JieKapCTBEHHbIE Mpenaparhbl,
BKITHOYEHHblE B [epeyveHb >XWM3HEHHO HeOoOXOAMMbIX W BaXHEMWLWMX FeKapCTBEHHbIX MpenapaToB, nognexar
nepecyety B pybnm no kypcy LleHTpanbHoro 6GaHka Poccunckon ®degepaumm Ha paty, YCTAHOBMEHHYHO
MpaButenbctBoM Poccuiickon ®enepaumnn, 6e3 npeactaBneHnss 3asBfeHUss O nepecyeTe LieHbl C BHECEHUEM
COOTBETCTBYIOLNX M3MEHEHUA B rOCYAAPCTBEHHbIA PeecTp npedesibHbIX OTMYCKHbIX LEH MPOM3BOAUTENEN Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEeYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUUX JTEKAapCTBEHHbIX
npenaparos.

(yactb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperncrTpmpoBaHHble OO OHS BCTYMNEHUs B cuny HacTosiwero ®egepanbHoro 3akoHa npeperbHble
OTMYCKHblE LIEHbl POCCUWACKUX MNPOM3BOAMTENEN Ha JeKapCTBEHHbIE MNpenapatbl, BKIOYEHHbIE B MNEpeYeHb
XXN3HEHHO HEOOXOAMMBIX U BaXKHEWMLLMX JNEKAPCTBEHHbIX NpenapaTtoB, noanexar uHaekcauumn ¢ 1 Hos6pst 2010
roga Mcxogs M3 NPOrHO3MPYeMOro YpOBHS MHAMAUUKM, YCTaHOBMEHHOro deaepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O cenepanbHom brogxeTte Ha 2010 rog 1 Ha nnaHoBbiv nepuof 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.7. Tocne 1 mapta 2011 roga He ponyckaroTcsa NMPOU3BOACTBO M BBO3 B Poccuiickyio depepauuto
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenuns: 12.10.2023

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

NeKapCTBEHHbIX NpenapaToB B YNakoBKax C MapKMpOBKOW, KoTopas Obina HaHeceHa 40 AHA BCTYNNEHUSA B CUNy
HacTtoswwero depepanbHoro 3akoHa. Mo MCTeYeHMM yKa3aHHOro cCpoka AaHHble NeKapCTBeHHble npenapartbl
MOryT OTNycKaTbCs, peanv3oBbiBaTbCA, NepeaaBaTbCa U MPUMEHATLCS OO UCTEYEHUS UX CPOKa rOAHOCTW.

(B pea. PegepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pHa BCTynneHus B cuny Hactosiwero ®epepanbHoro 3akoHa u no 30 anpens 2011 ropa
BKITHOYMTENBHO [JOMyCKaeTCA MNpPOBEAEHUE 3KCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB 3JKCMEpTamMu 3IKCMEPTHOro
YYpeXaeHns OO0 NPOXOXAEHUS UMW aTTecTauum B nopsigke, YCTAHOBIIEHHOM YMOJTHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOJSTHUTENBHOW BNacTu.

5. Co pHs BcTynneHnus B cuny Hactosawero ®depepanbHoro 3akoHa M no 31 pgekabpsa 2013 roga
BKITHOUYMTENBHO OCYLLECTBMSETCA MNEepexod K MPOW3BOACTBY JIEKAapCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaeunaMmyn opraHnsaumm Npou3BOACTBaA N KOHTPOSI Ka4ecTBa JIEKAapCTBEHHbIX CPEACTB, YKa3aHHbIMU B YacTu 1
ctatbn 45 Hactoswero ®egepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexoga MNpOM3BOACTBA
NeKapCTBEHHbIX CPEACTB K UX MPOM3BOACTBY B COOTBETCTBUMU C KOHKPETHbIMU TpebOBaHUSMU OaHHbIX Mpaswun,
BKMOYasd CPOKM aTTecTaumm YNONHOMOYEHHbLIX MWL, YKasaHHbIX B 4actax 6 u 7 cratbn 45 HacTosiero
depnepanbHOro 3akoHa, yctaHaBnmeatoTcs [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
opraHusaumm npousBoACTBa M KOHTPONS KayecTBa MNekapCTBEHHbIX CPEeACTB, yKka3aHHbIM B YacTn 1 crtatbu 45
HacTosero PegepanbHOro 3aKoHa.

7. ®opmupoBaHMe roCyfapCTBEHHOrO 3aJaHUsA Ha MNpPOBeAEHUEe 3KCMEepTM3bl JNIEKAaPCTBEHHbIX CPeacTB
denepanbHOMYy rocyaapCTBEHHOMY OHOIKETHOMY YUYPEXOEHW0 MO NPOBEAEHMIO 3KCMEPTU3bl NEKaPCTBEHHbIX
cpencTte 1 huHaHcoBoe obecrneyeHme BhINOMHEHNsT 3TOMO 3afaHNsi OCYLLECTBAITCS B NOpsiAKE, YCTAHOBEHHOM
denepanbHbIiM 3akoHOM OT 12 aHBaps 1996 roga N 7-03 "O HekoMMepYeCcKnx opraHn3aumsx"”.

(4acTb 7 BBegeHa PepepanbHbiv 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuickon ®egepauum
O0.MEOBELOEB
Mockea, Kpemnb
12 anpens 2010 roga
N 61-03
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