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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 coxpaHeHus: 26.12.2023

(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)

Maea 1. OBLUWUE 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 coxpaHeHus: 26.12.2023

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

Cratba 2. Cchepa npumeHeHMA HacToswero PenepanbHOro 3akoHa

Hactodawun ®enepanbHbil 3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKLWMM 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 160-93; B pen. PenepanbHOro 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 mexayHapodHbiM foroBopoM Poccunckon depepaumy yCTaHOBMEHbI MHble MpaBuna, 4em 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 nNpoTMBOpevMe 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 MpUHUMMNA B3aMMHOCTU NPU3HAKTCS pesyrbTaThl KMMHUYECKUX UCCNEeaoBaHUI 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) dapmaueBTUYeCKkas CybCcTaHuMa - JNeKapCTBEHHOE CPeACTBO B BUAE OAHOrO WM HECKOMbKUX
obnagatowmnx apMakoriormyeckon akTMBHOCTLIO [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 coxpaHeHus: 26.12.2023

(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 (hOPM, 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
doopmon NMBo ANt HEKOTOPbLIX BUAOB NEKAPCTBEHHbIX (POPM KONMYECTBO BbICBODOXAAEMOro 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 NeKkapCTBEHHbIE NpenapaThl - TeKapCTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuusa  KOTOpbIX SABNSETCS PEKOMOWHAHTHOW  HYKNEWHOBOW  KUCNOTOW 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 coxpaHeHus: 26.12.2023

(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 MNCUXOTPOMHbIe BELLECTBA WM BKIKOYEHHble B [lepeyeHb HAPKOTUYECKUX CpencTs,
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 kauvecTBe 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) NNEKAapPCTBEHHBIN Npenapar (6ruoaHarnor), KOTopbI NepBbIM 3apErMCTPUPOBaH 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 BEeTEPUHAPHOro MPUMEHEHUS, KOTOPbIA 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 ©6e30NacHOCTU NpU 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 coxpaHeHus: 26.12.2023

(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 peddepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoOW e feKapCTBEHHOW (hopMe U UMELUA UAEHTUYHbIN
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
obnagawowmx ¢apmakosiormiyeckon akTUBHOCTbIO OEWCTBYIOLLUMX 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 BbICYLLEHHbIE pacTeHuss nnbo umx 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, Npou3BedeHHbIn 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 paspaboTyvkomMm, [gepXxaTenem WnvM BragenbleM pPerncTpauyMoHHOro  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, YTBEepPXAEHHbIN 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 coxpaHeHus: 26.12.2023

(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, TOKCUKOMNOMMYECKON 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 NEeKapCTBEHHbIX CPeacTB WM 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 coxpaHeHus: 26.12.2023

(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 BbINOMHEHUS BCEro npouecca NpoM3BOACTBA 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, BKIOYawLWwas B cebs ONTOBYyH TOProsnio
nekapcTBEHHbIMW CpeacTBaMM, WX XpaHeHue, NepeBo3Ky U (MMM) PO3HUYHYIO TOPrOBMK NEeKapCTBEHHbIMU
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 OTMYCK NEeKapCTBEHHbIX 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 coxpaHeHus: 26.12.2023

(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 OnarHOCTUYECKUX, 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 OONONMHUTENBbHOIO 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€KApPCTBEHHOrO 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
OoOMHAKOBbLIX MokasaTenein 6GesonacHOCTM U 3PGPEKTUBHOCTU 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 coxpaHeHus: 26.12.2023

(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 npeacTaBnsiowas cobon yrposy xusHu, TpebyloLas rocnutanusaumum unu NnpuBeaLas K CTonKowm
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 NpUMeEHEHUo AN NpodunakTuKM, AMarHoCTUKK, fevyeHns 3abonesBaHns
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 - NOApoOHOEe onucaHMe MeponpusaTUA Mo  apMakoHaa3opy,
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 pegakumm (©3 ot 30.12.2021 N 463-93).

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 coxpaHeHus: 26.12.2023

(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. MOJIHOMO4UA ®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 obpalyeHus

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 JUUEH3naTa, MMeWLWero nuMUEeH3no Ha MNpon3BOACTBO
neKkapcTBeHHbIX cpeacts, M dapMalueBTUYECKON AesTENbHOCTU 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 MPUMEHEHUS MpWU FOCy4apCTBEHHOW peructpaumum 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 coxpaHeHus: 26.12.2023

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

6) Bblgaya paspelleHuini Ha MpOBEeAeHME KIMHUYECKUX WCCREedOBaHWIM JeKapCTBEHHbIX MpernapaTos,
BeeHNe peecTpa BblAaHHbIX paspelleHWidt Ha NpPoBedeHWe KNMHUYECKUX WCCrenoBaHuin NneKapCTBEeHHbIX
npenaparos;

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

8) opraHuzauust u (Mnu) NpoBeAeHNE UHCMEKTUPOBAHUSA CyObEKTOB 0bpalleHNsi 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
TpeboBaHVAMN OpaBwui Haanexalle NpPovM3BOACTBEHHOW 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 OKYMEHTa, COAep)Kallero CBeAeHNs 0 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 coxpaHeHus: 26.12.2023

(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 Ans MEAUUMHCKOrO MPUMEHEHUs MHGOpMauuM Mo BOMPOCaM YCTaHOBMEHUS U
NPUMEHEHWs LieH Ha neKkapCcTBeHHbIe npenapaThbl U Haa6aBoK K HUM;

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

18) yTBepxaeHve npaBun Haanexawien nabopaTopHOW NPaKTUKW, OpaBwuil Hagnexallen KIMHUYECKON
NpakTUKX, OpaBwui Hagnexallen npou3BOACTBEHHOW MNPaKTVMKW, OpPaBWN Haanexalleh NpakTUKM XpaHeHus ©
NepeBO3KN NeKapCTBEHHbIX NpenapaTtoB AN MEeAMUMHCKOro NPUMEHEHWs, NpaBuil XPaHEHWUs! feKapCTBEHHbIX
CpeAcTB ONA BETepMHApHOro MNpUMEHeHWs, OpaBui Hagnexalwled AMCTPUObIOTOPCKOM MNpPaKTUKKX, MpaBun
Hagnexallen anTeyHoW MpakTUKW, 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 npeasiokeHne 0 pO3HUYHOM TOProBre nekapcTBEHHbLIMW NpenapaTamMmu, 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 coxpaHeHus: 26.12.2023

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

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2024 ct. 5 pononHsietcsa n. 26 (3 ot 19.10.2023 N 503-®3). Cm. OygyLlyto pedakumio.

KoHcynbTaHTlntoC: npumeyaHue.

Crt. 5.1 pacnpocTpaHseTcs Ha MOMHOMOYMS, KOTOpble He nepedaHbl AN OCYLUECTBMEHUS oOpraHam
rocygapCTBeHHON Bnactu cybbektoB PP n opraHam MeCTHOrO camoynpaBrieHUs COOTBETCTBYHOLLUMMU
denepanbHbiMu 3akoHamu (P3 ot 13.07.2015 N 233-93).

Cratba 5.1. MNepepavya ocyuiecTBreHns MosHOMO4YMA dbeaepanbHbIX OPraHOB MCNONTHUTENbHOM
BMacTM npu oGpaleHun neKapcTBeHHbIX CPeACTB OpraHaM WCNONMHUTENbHOM BRAcTu CcybbekToB
Poccuinckon Pepepauum

(sBegeHa depepanbHbiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomouus dbegepanbHbIX OPraHoB UCMOMHUTENBbHOWM BracTy Npu obpalleHnn nekapcTBeHHbIX CPeacTB,
npeaycMoTpeHHble HacTosilwmm degeparnbHbIM 3aKOHOM, MOTYT nepegaBaTbCs AN OCYLLECTBIEHUSI OopraHam
NCNOSNTHUTENBHOW BriactTu cybobekTtoB Poccuiickon depepaumm noctaHoBneHusimm Npasutensctea Poccuimnckon
depepaumm B nopsigke, yctaHosneHHom denepanbHbiM 3akoHOM OT 6 okTA6ps 1999 roga N 184-93 "O6 obLymx
NpUHLMNax opraHM3auumn 3akoHogaTenbHbIX (MpeacTaBUTENbHbBIX) U UCMIONHUTEMNBHBIX OPraHoB roCy4apCTBEHHOM
Bnactu cybbektoB Poccuiickon Pepepaummn”.

CtatbA 6. MonHOMoO4YNs OpraHOB UCMNONIHUTENBLHOW BnacTu cybbekta Poccuitickoin ®epepaumm npu
obpalleH1n NneKkapcTBEeHHbIX CPeacTB

K nonHomMo4vam opraHoB WUCMONMHUTENbHOM Bnactu cybbekta Poccuiickon depepauun npu obpalieHum
nekapCTBEHHbIX CPeACcTB OTHOCATCS:

1) paspaboTka u peanu3auust pernoHasibHbIX Mporpamm ob6ecrneyeHuss HaceneHusi JNeKkapCTBEHHbLIMM
npenapaTtamu;

2) ycTaHOBMeHWe MpefenbHbIX pasMepoB OMNTOBbIX HAaAGaBOK W NpeferibHbiX Pa3MEPOB PO3HUYHbLIX
HapbaBok K hakTUYECKMM OTMYCKHbIM LIeHaM, YCTAHOBMEHHbIM NMPOU3BOAMTENSIMA NIEKAPCTBEHHbLIX Npenaparos,
Ha JIeKapCTBEHHble MpenapaTbl, BKMOYEHHbIE B MEpeYeHb JKU3HEHHO HEOBXOAUMbIX W BaXKHEWLUUX
NeKapCTBEHHbIX NpenapaTos;

3) ocyLLecTBMNeHe pernoHanbHOro rocy4apCTBEHHOMO KOHTPONS 32 NPUMEHEHNEM LiEH Ha NeKapCTBEHHbIE
npenaparbl, BKMHOYEHHbIE B MEpPEYEHb XXM3HEHHO HEOOXOAMMBIX WM BaXKHEMWLLUX FNEeKapCTBEHHbIX NpenapaTos,
opraHusauMsiMM  ONTOBOWM  TOPrOBMM  NEKApCTBEHHbIMW  CPeACTBaMK,  anTeYHbIMW  OpraHu3auusiMu,
WHAMBMAYANbHBIMU  NPEeANPUHUMATENSAMKU, UMEKLWMMU JNNLEH3MI0 Ha dapMaueBTUYECKYD [AeATENbHOCTb,
MEOULUMHCKUMW  OpraHnsaumsamMy, WMeLWUMN MUMUEH3N0 Ha dapmaueBTUYecKylo OesiTeNbHOCTb, U KX
obocobneHHbIMM  nogpasgeneHvamn  (ambynatopusamu, denbalepckumn 1M denbalepcko-aKyLLepCKMmMm
NyHKTaMu, LueHTpamu (oTaeneHvamun) obuien BpadyebHOM (CeMENHO) NPakTUKKN), PacrofioXXeHHbIMU B CEITbCKMX
HaceneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT anTey4Hble opraHn3aumu;

(B peq. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 27.12.2019 N 475-03)

4) npuHSaTUE pelleHnss o6 MCnonb3oBaHUM Ha Tepputopun cybbekta Poccunckon ®enepauumn Hapsay C
peuenTamMy Ha JNekapCTBEHHble MpenapaTtbl, OMOPMMEHHbIMA Ha OyMaxHOM HOcuTene, peLenToB Ha
neKkapcTBeHHble nNpenapaThbl, CHOPMUPOBAHHbIX B (DOPME 3MEKTPOHHBLIX JOKYMEHTOB.

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 29.07.2017 N 242-93)
Mnaea 3. FTOCYOAPCTBEHHAA ®APMAKONMEA
CrtaTbsa 7. Pa3paboTka 1 usgaHue rocyaapcTBeHHoON papMakoneu, pasMmelleHne AaHHbIX O Hel

1. lMog rocymapcTBeHHOW dhapmakoneen MnoHMMaeTCs CBOA OOWMX apMakonenHbiXx cTaTen wu
hapmakonemnHbIX cTaTen.
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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 coxpaHeHus: 26.12.2023

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

2. Pa3paboTka obmx dpapmakonenHblx ctaTten n oapmMakornerHbix cTaten, B TOM Ymcre dpapmMaKkonemnHbIxX
ctaten Ha papmakonenHble CTaHAapTHble o0pasupbl, U BKOYEHME MX B TOCYAAPCTBEHHYH hapMakonero
OCYLLECTBASATCA B MNOpaAKe, YCTAHOBMNEHHOM YMOMHOMOYEHHbIM heaepanbHbiM OpraHoOM UCMNOMHUTENBHON
BnacTu.

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

3. PaspaboTka dhapmakonenHon ctatb Ha pedepeHTHLIN fNIEKAPCTBEHHbIN NpenapaTt U BKIKOYEHME €€ B
rocyaapCTBEHHYIO (hbapMaKomnel B TEYEHNE Cpoka AENCTBUS 3aLLNTbl UCKITIYUTENBHOMO Npaea, YAOCTOBEPEHHOro
NaTeHTOM Ha pedepeHTHBLIN NEKAapPCTBEHHLIN NpenapaT, OCYLLECTBSATCS C corfnacusi ero paspaboTyuka.

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

4. l'ocypapcTBeHHasa dapMakonesi usgaeTcs yrnornHOMOYEHHbIM pefieparbHbIM OpraHoM UCNONTHUTENBHON
BMacTu 3a CYeT CPpeAcTB dpedepanbHOro 6iogxera U NoanexuT nepensgaHnsM He pexe YeMm OduH pas B NATb
neT, B nepvog Mexay KOTOpbIMU U34alTCsa NPUINoXeHUs K rocyaapCcTBEHHON dhapMakonee, cogepxaiine oblime
dapmakornenHsle ctatb U (MNK) apmakonerHble cTaTbl, yTBEPXKAEHHbIE Nocne U3gaHus unu nepensgaHus
rocyapcTBeHHoWn papmakoneu.

5. YnonHomoudeHHbIn denepanbHbii  OpraH  UCMOMNHUTENBbHOW BRacTM  pasMmellaeT [AaHHble O
rocyaapCTBeHHON hapmakornee M MpUoXeHUsX K Hem Ha cBoeM odumumanbHoMm cante B cetn "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAAKE.

Masa 4. TMLUEH3UPOBAHUE NPOU3BOAOCTBA NEKAPCTBEHHbIX CPEACTB
U ®PAPMALEEBTUYECKOWN OEATENIbHOCTU, FOCYOAPCTBEHHbIA KOHTPOJb
(HAQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEOCTB
(B pea. PenepanbHoro zakoHa ot 11.06.2021 N 170-®3)

Crtatba 8. JlMueH3uMpoBaHMe MNPOU3BOACTBA JIeKAapPCTBEHHbLIX cpeAcTB M drapmaueBTUYECKOW
DeATeNbHOCTU

1. JlwueHaupoBaHve NpPOM3BOACTBA NEKapCTBEHHbIX CPeAcTB U hapmaueBTUYECKON OeaTernbHOCTU
OCYLLECTBMSETCH B COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuinckon egepaumm.

2. O6GsA3aTenbHbIM YCMOBMEM MPEeOOCTaBNEeHNs NULUEH3NM Ha MPOM3BOACTBO FEKAPCTBEHHbLIX CPEACTB
ABNSAETCA MPUIOXKEHUE K 3asiBNEHMI0 CoMcKaTens NULEH3UM NepeyHsl NeKkapCTBEHHbIX hopM U (Mnv) BMOOB
hapmaLeBTUYECKUX CYOCTaHLIMIA, KOTOPLIE NMPOU3BOAUTENb NEKAPCTBEHHBIX CPEACTB HAMEPEH NMPOU3BOAMUT.

3. B cnyyae HeobXoAMMOCTM pacLUMpeHWUsi NMPOWM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB 3a CYET HOBbIX
nekapcTBeHHbIX opM u BMAOB hapmaueBTUYECKMX CybCTaHUMW Npou3BOAUTENb JIEKAPCTBEHHBIX CpeacTB
OOIMKEH MnodaTb B JMLEH3MPYHOLWMI opraH 3asiBlieHMe O BHECEHUM W3MEHEHUA B peecTp JIMUEH3NA Ha
Npon3BOACTBO NIEKaPCTBEHHbIX CPeaCTB.

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

4. JlnueHsnss Ha NpPOM3BOACTBO JIEKAPCTBEHHbIX cpeAcTB (hapMaueBTUYeCcKoM cybGcTaHuMM cnmpTa
3TUNOBOro (3TaHona) BblAaeTCss NpW  YCMOBUWM HanmuMuusa Yy OpraHus3aumm Ha npaBe COOCTBEHHOCTH,
XO35IMCTBEHHOrO BEAEHUS UM OnepaTUBHOIO YNpaBreHWst OCHOBHOMO TEXHOMOrMyeckoro obopyaoBaHusa Ans
npon3BoACTBa 3TUMOBOrO CNMPTa, 3aperncTpypoOBaHHOrO B COOTBETCTBUM cO cTatben 14.1 depepanbHoro
3aKkoHa oT 22 Hosbps 1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHMM NPou3BOACTBa M obopoTa
3TUMOBOrO CNMpTa, anKorofibHOM U CIMPTOCOAEPXKALLEN NpoayKumMm 1 06 orpaHudeHnn notpebnexms (pacnutns)
ankorosnbHOM NpoayKummn".

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

Cratbss 8.1. OcobGeHHOCTM TNULUEH3UPOBaHUA NPOU3BOACTBA JIEKapCTBEHHbIX CpPeAcTB
(dbapmaueBTMUYECKON Cy6CTaHLMKM cNMpTa 3TUNOBOIO (3TaHONaA)
(BBegeHa depepanbHbIM 3aKkoHOM OT 27.12.2019 N 481-93)

1. OewncTtBue nuuUeH3MM Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB (dapMaueBTuyeckon cybcTaHuum
cnupta 3TUIMOBOrO (3TaHona) NpuOCTaHaBnMBaeTCA B 4acTM NpasBa Ha NPOM3BOACTBO (hapmMaueBTU4ECKOW
cybcTaHuumM cnvpTa 3TMINOBOro (3TaHona) NULEH3MPYILWMM OpraHoM B Crny4vasix, onpefeneHHbix cratben 20
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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 coxpaHeHus: 26.12.2023

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

depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AeATENbHOCTU", a
Takke Ha CPOK NPUOCTAHOBIEHUS OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUIIOBOMO CNvpTa Ans NPOM3BOACTBA
hapmaueBTUYECKON CyOCTaHUMM ChvMpTa STUITOBOrO (3TaHona), BblOAHHOW B COOTBETCTBMM C PeaepanbHbIM
3aKoHOM OT 22 Hosi6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHMM NpoM3BOACTBa M obopoTa
3TUMOBOrO CNMpPTa, ankoroNbHOW U CMpTOCOAEpXKaLLen npoaykumm 1 o6 orpaHudeHnn notpebneHms (pacnuTns)
arnkoronbHOM NpoayKunmn".

2. [enctBume nUUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CpeAcTB (dapmaueBTUYECKOW CyOGCTaHLmu
cnvpTa 3TUNOBOrO (3TaHomna) B 4acTu npaBa Ha MpoOM3BOACTBO (hapMaLleBTUYECKOW CybCcTaHuMu 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 AedATenbHocTn", a
Takke C Aatbl NpekpaLleHnss UM aHHYNMPOBaHUS AEWCTBUSA NIMLEH3UN HA NPOM3BOACTBO 3TUITOBOroO CnvpTa Anis
npou3BoAcTBa hapmaueBTUYecKon cybcTaHuum cnvpTa 3TUMNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hosbpsa 1995 roga N 171-d3 "O rocyaapCTBEHHOM perynMpoBaHnM Npon3BoAcTBa
n obopoTa STUMOBOrO CNMPTa, ankorosibHON M CNMPTOCOAEPXKaLLEN NPpoAyKuMn 1 06 orpaHnyeHnn notpebnenns
(pacnuTra) ankoronbHOW NpoayKummn".

KoHcynbTaHTln0C: npumeyaHue.
Ct. 8.2 Ha TeppuTopuax doHeukon HapogHon Pecny6nuku, JlyraHckon HapogHon Pecny6bnukm, 3anopoxckon
obnactu, XepcoHckorn obnactu npumeHsietcs ¢ 01.09.2024 (®3 o1 04.08.2023 N 428-D3).

Cratban 8.2. OcobGeHHOCTM nuUeH3UpoBaHUA apmMaLeBTMY4EeCKON [AOeATENIbHOCTM B 4acTu
OCYyLLeCTBIIEHWUS1 ONTOBOW TOProBMMY NIeKapCTBEHHbIMU CPpeACTBaMM
(BBepeHa d®epepanbHbiv 3akoHoM OT 04.08.2023 N 428-93)

1. Oencrtere nuueHsnn Ha capmaLeBTUYECKYIO AeATENbHOCTb B YacTW OCYLLECTBINEHWS] ONTOBOW TOProBMu
NeKapCTBEHHLIMU CpPeACTBaAMU ANs MEOUUUHCKOrO MPUMEHEHUS NPeKpallaeTcs NMUEH3VPYIOWMM OpraHoM B
cny4asix, onpegerneHHblx ctatben 20 degepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3anpoBaHun
OTAENbHBIX BUOOB AEATENbHOCTU", @ TakkKe MO PEeLUeHMIO NIMLEH3NPYIOLLEro opraHa, NPUHATOMY B COOTBETCTBUM
C HacTodwen YacTtblo. B cnyyae BbiiBNeHMs npu ocyllecTBneHun degeparnbHOro rocygapCTBEHHOIO KOHTPONS
(Hag3opa) B cdhepe obOpalleHns nekapcTBEHHbIX CPeACTB HapylleHUsl opraHuM3almen OnTOBOW TOProBnu
nekapcTBeHHbIMM cpeacTBamu TpeboBaHui dacten 1 - 3 crtatbm 53 HacToswero dPepepanbHOro 3akoHa
OEVCTBME NULEH3MM Ha (apMaLeBTUYECKYID OEATENbHOCTb B 4acTU OCYLLECTBIIEHMS OMTOBOW TOProBMM
NeKapCTBEHHbIMM CpeacTBaMU Of11 MEAULUMHCKOro MNPUMEHEHUs MPUOCTaHaBNMBAETCA B TEYEeHUe [OecaTu
paboumMx OHEM CO OHA BbISIBNEHWUS] YKa3aHHOIO HapylweHus. [eicTBue nuueH3MuM Ha dapMaueBTUYECKYHo
0EeATeNbHOCTb B YacTU OCYLLECTBIIEHUSA OMTOBOW TOProBNWN JIEKAPCTBEHHBIMU CpeacTBaMu ANst MeOULMHCKOro
NPUMEHEHNsT MPUOCTaHABNNBAETCS Ha CPOK, KOTOPbIA ONpeaensieTcs NUUEH3NPYIOLWMM OpraHoM (HO He MeHee
YyeM Ha OAMH Mecsl), MO UCTEYEHUW KOTOPOro AerCTBUE AaHHOW NULEH3UU MNOANEXWUT MpekpalleHuo Ha
OCHOBaHWUW PELUEHUS NMLEH3VPYIOLLErO OpraHa, 3a MCKITIYEHWEM CIydasi, yKasaHHOro B 4YacTu 2 HacTosILewn
cTaTbMu.

2. [evicTBME NULIEH3MM Ha hapMaLEBTUYECKYIO OEATENbHOCTL B YacTW OCYLLECTBIIEHUS] ONTOBOW TOProBnu
neKkapCcTBEHHbIMM CpeAcTBaMU ANS MeOULUMHCKOrO MNPUMEHeHWsi, AeNCTBUEe KOTOPOW MNPUOCTaHOBMEHO B
COOTBETCTBMM C uYacTbto 1 HacTodAwen cTaTbu, MOAMEXUT BO3OOHOBNEHMIO B Criyyae, ecnM B nepuos
NMPUOCTaAHOBMNEHNST 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 4aCTW OCYLLECTBIEHUS OMNTOBOW TOProBMM NEKapCTBEHHbIMWU CpPeAcTBaMM AN MeOWLIMHCKOro
NpUMeHeHNs1 BO30OHOBNSIETCS He Mo3gHee OfHOro paboyvero OHA 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. FocyaapcTBeHHbIN KOHTpOrb (Haasop) B cdepe o6pallieHnsl NekapCTBEHHbIX CPEACTB OCYLIEeCTBNAeTcs
nocpeacTBoM edepanbHOro rocydapCTBEHHOrO KOHTpons (Haasopa) B cdepe obpalleHusi neKkapCTBEHHbIX
cpeactB v dedepanbHOr0O rocyaapCTBEHHOTO JIMUEH3VMOHHOTO KOHTPOMS [OeATeNIbHOCTM MO MPOoU3BOACTBY
NEeKapCTBEHHbIX  CPEeACTB,  OCYLECTBMsSieMblX  defepasibHbiMM — OpraHamy  WCTIONHWUTENbHOM  BRacTy,
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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 coxpaHeHus: 26.12.2023

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

ynonHoMoueHHbIMu NpaButenscTBoM Poccuinckon denepaumu.

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

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

a) TpeboBaHMIN K AOKMUHUYECKUM UCCIeQ0BaHUAM NeKapCTBEHHbIX CPEACTB, KNMHUYECKUM UCCreaoBaHnAM
NeKkapcTBEHHbIX NpenapaTos, U3roTOBINEHNIO, XpaHeHW0, NepeBo3ke, BBO3y B Poccuiickyto deaepaumio, oTnycky,
peanusauuu, nepefade, npoAaxe IEKapCTBEHHbIX CPEACTB, MPUMEHEHUI0 NeKapCTBeHHbIX MnpenapaTos,
YHUYTOXEHUIO NEKAPCTBEHHbIX CPEACTB, YCTAHOBIEHUIO MPOU3BOANTENSIMUN NEKAPCTBEHHBIX NpenapaToB LEeH Ha
neKkapcTBeHHble MnpenaparThbl, BKMHOYEHHbIE B NepeveHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLLUX NEKapCTBEHHbIX
npenaparos;

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

B) TpeboBaHuii k cobntogeHntio cybbektamm obpalleHnss NekapCTBEHHbLIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatbu 67.1 HacToswero denepanbHOro 3akoHa, OrpaHMYeHni, Hanaraemblx ctatbsaMm 67.1 1 67.2 HacTosiLero
depnepanbHOro 3akoHa;

2) cobnogeHne NUUEH3NOoHHbIX TpeboBaHMI K OCYLLECTBNEHUIO (hapMaLeBTUYECKON OeATENbHOCTHY;

3) cobniogeHne TpeboBaHUW K NpedocTaBrneHuio cybbekTamy obpalleHusl NeKapCTBEHHbIX CpeacTs

MHdOPMaLMM O NEKAPCTBEHHbIX CPeacTBax U (MIK) NekapcTBEHHbIX npenapaTax, NpeayCMOTPEHHON CTaTbsiMy
9.1, 52.1 n 64 HacTosiwero PegepanbHOro 3akoHa;

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaunsaeT cuny (L3 ot 20.10.2022 N 405-93).

4) cobniogeHne npeaycMOTPeEHHbIX cTaTben 55.1 Hactoswero degepanbHOro 3akoHa TpeboBaHWMMA K
NPOBELEHNIO 3KCMEPMMEHTA MO OCYLLUECTBIIEHWUIO PO3HWYHOW TOProBfM JEKAPCTBEHHbIMU Mpenapartamn Ans
MEOWLMHCKOrO MNPUMEHEHWs, OTMNYyCKaeMbiMM MO peuenTy Ha JeKapCTBEHHbIM Npenapart, AUCTaHUUOHHBLIM
cnocobom.

(n. 4 BBegeH ®epepanbHbiM 3akoHOM OT 20.10.2022 N 405-93)

3. lMpn ocywecTBneHnn cenepanbHOro rocyaapCTBEHHOrO KOoHTpons (Hagsopa) B cdepe obpalieHus
nekapCTBEHHbIX CPeACTB NPOBOASATCS crieayloLme Buabl KOHTPOMbHbIX (HaA30PHbLIX) MEPONPUATUN:

1) DokyMeHTapHas npoBepka;

2) Bble3gHas NpoBeEpPKa;

3) BbIOOPOYHBIV KOHTPOSb Ka4ecTBa;
4) KOHTPOMbHas 3aKyrnka;

5) MHCNEKLMOHHBIV BU3UT;

6) HabniogeHne 3a cobniogeHveM  obssatenbHbiX  TpeboBaHWA  (MOHUTOPUHr  6e3onacHocTy)
(dbapmakoHasop).

4. OpraHusauusa 1 OCyLIecTBreHNe eaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe
obpalleHnst nekapCcTBEHHLIX cpeacTB perynupytotca ®egepanbHbiM 3akoHom oT 31 monga 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpOJie (Hag3ope) u MyHuumnanbHoMm KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBbI BLIGOPOYHbIA KOHTPOSb KayecTBa NMPOBOAMTCS B TOM YMCIIE HA OCHOBaHWM MporpaMmbl
MPOBEPOK.
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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 coxpaHeHus: 26.12.2023

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

6. NnaHoBLIN BbIBOPOYHLIN KOHTPOITb Ka4ecTBa HE NPOBOAMNTCS.

7. Mo pesynbTaTtam BbIGOPOYHOTO KOHTPOMS KayecTBa Hapsgy C peLleHussMW, NpeayCMOTPEHHBIMM
®epnepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-®3 "O rocygapCTBeHHOM KOHTporie (Haasope) wu
MyHUUMNanbHOM KoHTpone B Poccunckon ®epepauun”, degepanbHbiMM OpraHaMyv UCMNOMHUTENBHOW BRacTw,
YMOSTHOMOYEHHbLIMU Ha OCYLLECTBIIEHNE BbIDOPOYHOrO KOHTPOMS Ka4ecTBa, MPUHUMAIOTCS Criegyolne peLleHns:

1) 0 ganbHelLeM rpaxgaHckoM 06opoTe cepun, NapTUM COOTBETCTBYIOLLENO NeKapCTBEHHOIO cpeacTBa B
cryyae NoATBEPXOEHWA MO pesynbTaTam MPOBEAEHHbIX WUCMbITaHWA COOTBETCTBUS KayecTBa JlekapCTBEHHOro
CpeacTBa yCTaHOBIEHHbLIM TPebOBaHUAM;

2) 06 n3bATMM U3 rpaxkgaHckoro obopoTa cepun, NapTUM COOTBETCTBYIOLLLErO NEKapCTBEHHOIO CpeacTea B
cnyyae BbISIBNEHUA NO pes3ynbTaTtaM NPOBEeAEHHbIX WUCMNbITaHUN HECOOTBETCTBUSA KavyecTBa NeKapCTBEHHOro
cpencTBa yCTaHOBMEHHbIM TpeboBaHMAM;

3) O nepeBOAde JEKAPCTBEHHOrO CpeAcTBa Ha MOCEPUNHBIA  BbIOOPOYHBIA  KOHTPOSb KayecTBa
JNleKapCTBEeHHbIX CpeacTB B Cllydae NOBTOPHOIo BbiABIIEHNA HECOOTBETCTBUA Ka4deCTBa JIeKapCTBEHHOIo cpeacTBa
YCTaHOBIEHHbIM TpeboBaHUSM U (MpU HEOOXOAMMOCTM) O MpoBepke cyObekTa obpalleHusi NeKapCTBEHHbIX
cpenctB. Pacxogpl, cBsidaHHble C MpoOBeOEHWEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOSS, OMNfavnBarTCs
npon3BoguTeNeM feKapCTBEHHOIO cpeactsa nmbo JdepxaTeneM WM BragenbLeM  perMcTpaumoHHOro
yOOCTOBEPEHUSA NekapCTBEHHOro npenapara.

8. dJe,qepaanbuZ FOCWJ,apCTBeHHbIﬁ NULEH3NOHHbIN KOHTPOIMb OeATeNnbHOCTM NO Nnpou3BOACTBY
J1eKapCTBEHHbIX CPeacCTB OCYLUECTBIIAETCA B COOTBETCTBUN C 3aKOHO4ATESIbCTBOM Poccunckon d)e,qepau,wm.

Cratbsa 9.1. [porpamma npoBepok
(sBepeHa dPepepanbHbiv 3akoHoMm oT 11.06.2021 N 170-93)

1. B uenax opraHu3auun BbIGOPOYHOrO KOHTPONS KayecTBa IEeKapCTBEHHbIX CPeAcTB dopMupyeTcs
nporpaMma npoBepoK.

2. [Ona uenen peanu3auuMuM nporpaMmbl MPOBEPOK MPOU3BOOUTENW FEKAPCTBEHHbLIX CpeactB U
opraHmsaumm, oCyLLecTBNsALWME BBO3 NeKapCTBEHHbIX cpeacTs B Poccuiickyto depepaumio, npegoctaBnsaoT B
OTHOLLUEHMWN NEKAaPCTBEHHbIX CPeacTB AN MeOULMHCKOrO NPUMEHEHMS B YNOSTHOMOYEHHbIV befepanbHbii opraH
NCMNOMHUTENBHOW BMAacCTW, OCYLLECTBASIOWMIA (DYHKLMM MO KOHTPOSIO U HaA3opy B cdepe 34paBOOXpPaHEHUS, B
OTHOLLUEHMWN NEKAPCTBEHHbIX CPEeACTB Arsi BETEPUHAPHOIo NPMMEHEHMS B YNOSTHOMOYEHHbIV ddedeparbHbI opraH
WCMNOSTHUTENBHOW BNacTW, OCYLECTBSAOWMA (YHKUMM MO KOHTPOS M Hag3opy B cdepe obpalweHus
NleKapCTBEeHHbIX CpeAcCTB ANld BeTepuHapHOro npMMeHeHud, cBefeHua O cepuax, napTuax neKapCTBEHHbIX
CpeAcTB, MOCTynawLwmMx B rpaxgaHckmi obopot B Poccunckon depepaumm, B nopsgke, coctaBe n obbeme,
YCTaHOBIEHHbIX yKa3aHHbIMU dhefepanbHbIMU OpraHaMy UCMONTHUTENBbHOW BNACTU B OTHOLLEHMMN NTEKAaPCTBEHHbIX
cpeactB Ans MeAMLMHCKOrO MPUMEHEHUS U B OTHOLUEHMU FEeKapCTBEHHbIX CPEACTB ANsi BEeTepMHAapHOro
NMPVYMEHEHNS COOTBETCTBEHHO.

3. Tlporpamma npoBepok dopMupyeTca Ha KaneHgapHoli rog B cpok go 30 pgekabps roaa,
npeaLwecTByOLLEro rogy NposeaeHns BbIGOPOYHOro KOHTPOIIS.

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

5. B nporpammMmy nNpoBepOK MOryT BKMOYATLCA MEPONPUSATUSA C Yy4ETOM HapyLUEHWI, BbISBIIEHHbIX B paMKax
KOHTPOMbHbIX (HaA30PHbIX) MEPONPUATUIA 3a NpeablayLLMn KanengapHsIv rog.

6. Mporpamma NpoBepPOK COAEPXKUT:

1) nepeyeHb nekapcTBEHHbLIX CPEeACTB, OTOOP 06pasLOB KOTOPbIX OyAeT OCYWeCTBASATbLCA B pamMKax
BbIOOPOYHOIo KOHTPOsi, (DOPMUPYEMbIN C YH4ETOM pe3ynbTaToB rocy4apCTBEHHOrO KOHTPoNs (Haasopa) B cdepe
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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 coxpaHeHus: 26.12.2023

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

o6pau.|,eH|/|9| JIEKapCTBEHHbIX CpeaAcCTB 3a Kaner,aprM roa, ﬂpeﬂ,LLleCTByIOUJ,I/Iﬁ rogy nposeneHuda Bbl60p0‘-IHOrO
KOHTPOJA;

2) ykasaHMe Ha coOObITMEe, HaCTynreHne KOTOPOro $BMSIETCS OCHOBaHWEM [Ansi  OCYyLEeCTBIEHUS
BbIGOPOYHOrO KOHTPONS:

a) nonyyeHne CBedeHU, NpeacTaBnsieEMbIX B COCTaBe M 06beme, YCTaHOBIEHHbIX dhedepanbHbiM OpraHoM
NCNONMHUTENBHOW BracTu, OCYLLECTBNAWMM 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, NMOCTYMALWMX B rpaxaaHckun obopoT B Poccuiickon ®eaepaunmn, ykasaHHbIX B MyHKTE
1 HacTodwewn 4acTu, OpraHu3auusMn, OCYLLECTBASAWUMN MNPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB B
Poccuiickon ®epgepaumm n BBO3 NnekapCTBEHHbIX cpeAcTB B Poccuiickyo deaepaumio;

©) nony4deHne nocTynatoLlen B Nnopsiake, yCTaHOBNEHHOM cTaTbel 64 HacTosiwero ®egepanbHoOro 3akoHa,
nHdopmaumm 0 NobBOYHBIX AENCTBUAX, HEXenaTenbHbIX Peakuusix, CEpPbe3HbIX HeXenaTernbHbIX peakumsx,
HenpeaBMAEHHbIX  HeXenaTemnbHbIX  peakuusx Npu  MNPUMMEHEHMU FEeKapCTBEHHbIX npenapaTtoB, 00
WHAVMBUOYanbHON HENEepPeHOCUMOCTU, OTCYTCTBUM 3(PAEKTUBHOCTU NEKApCTBEHHbIX MpenapaToB, a Takke 00
WHbIX paKkTax U O0BCTOATENbCTBAX, MPEACTABMAIOWMNX YIPO3Y XMU3HU UM 300POBLI0 YenoBeka NMmMbo XMBOTHOrO
npy MPUMEHEHUN NEKapPCTBEHHbIX MpPenapaTtoB 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
NpuUyMHEeHNK Bpeda unmn ob yrpose NPUYNMHEHUS BPeAa XXW3HW, 300POBbI0 rpaXkaaH UM XXUBOTHbIX.

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

(sBepeHa dPepepanbHbiv 3akoHoMm oT 11.06.2021 N 170-93)

1. FocygapCTBEHHbIN KOHTPOMb (HaA30p) 3a peanv3aumert opraHamn UCNONMHUTENBLHOW BNacTn cybbekToB
Poccuiickon ®epepaumn nonHomoumii B cdepe obpalleHusi NeKkapCTBeHHbIX CPeAcTB ANt MeaMLMHCKOro
MPMMEHEHNS  OCYLLECTBNSETCA YMONHOMOYEHHbIM [lpaBuTtensctBoMm Poccunckonn ®Pegepauum  opraHom
NCMNOMHMTENBHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOrO KOHTponsa (Hag3opa) 3a peanu3auven opraHamu UCNOSTHUTENbHOM
Bnactn cybwektoB Poccuiickon ®enepauum nonHomouun B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHMs sBnsieTca cobntogeHne YNoNHOMOYEHHbIMW OpraHamm WCMOMHWUTENBHOW BMNACTM
cybwektoB Poccuiickon degepaunm MeETOOMKM YCTaHOBMEHUSA MpedenbHbIX pasMepoB OMNTOBbIX HagbaBoK U
npedenbHbIX pPa3MepoB PO3HUYHLIX HAO0aBOK K  (PakTUYECKMM  OTMYCKHbIM  LeHaMm, YCTaHOBMEHHbIM
Npon3BOOUTENSAMU JEKAPCTBEHHbIX MpenapaTtoB, Ha NEKapCTBEHHbIE npenapaTbl, BKIIOYEHHblIE B MNepeyYeHb
XN3HEHHO HEODXOAMMbIX U BaXKHENLLUNX FleKapCTBEHHLIX NpenapaTos.

3. Tlpn ocyllecTBNeHMM T[OCyOapCTBEHHOrO KOHTponsa (Hagsopa) 3a peanu3auuen  opraHammu
ncnonHuTenbHoOW Bractn cybbekToB Poccunckon Pegepaumm nonHoMo4mmn B cpepe obpalleHms nekapcTBeHHbIX
cpencTs Ans MeguUUHCKOro NPUMEHEHUS NPOBOAATCS crneayoLwmne Buasl MeponpuaTun:

1) AOKyMeHTapHble NPOBEPKM;
2) Bble3gHble NPOBEPKMN.

4. OpraHmsauus M OCyLLeCTBIIEHME TOCYAapCTBEHHOrO KOHTpONs (Hagsopa) 3a peanusauven opraHamu
NCNonHUTENbHOM 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 ob6wmx npuHUMNax opraHuM3aumm 3akoHodaTerbHblX (NPeAcTaBUTENbHbIX) U UCMOMHUTENbHbIX
OpraHoB rocyfapcTBEHHOW BnacTu cyobekToB Poccuiickon ®eagepaunn’.

5. MNonoxeHne O rocygapCTBEHHOM KOHTporne (Haa3ope) 3a peanusauvernt opraHamu UCMOSTHUTENBHOM
Bnactn cybwektoB Poccuiickon degepaunn nonHomounn B cdepe obpalleHnss nekapCTBEHHbIX CpeacTB Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

MeaMLMHCKOro npuMeHeHus yteepxaaetca Npasutensctsom Poccuiickon degepaumu.

Ctratbsa 9.3. PerMoHanbHbIM roCyAapCTBeHHbIM KOHTPOSb (Hag3op) 3a NMPUMEHeHMeM LeH Ha
nekapcTBeHHble npenapaTtbl, BKMIOYEHHble B MNepevYeHb XWU3HEHHO HeoOXOAUMbLIX U BaXKHEWMLUUX
nekapcTBeHHbIX NpenapaToB

(BBegeHa denepanbHbiM 3akoHOM OT 11.06.2021 N 170-03)

1. PervioHanbHbIi TOCYAapCTBEHHbIN KOHTPOMNb (HaA30p) 3a MNPUMEHEeHWEeM LUeH Ha NeKapCTBEHHble
npenapartbl, BK/OYEHHbIE B NepeyveHb XM3HEHHO HEeOOXOAUMbIX W BaXXHEWLMX feKapCTBEHHbLIX npenapaTos,
OCYLLECTBMAETCH OpraHoM WCMONHUTENbHOM Bnactn cybbekta Poccuinickon ®epepauunn, ynornHOMOYEHHbIM
BbICLUMM MCMOMHUTENbHLIM OPraHoOM rocyaapCTBEHHOW BriacTn cybbekta Poccuickon Pegepaumm.

2. lNpeomMeToM pervoHanbHOrO FOCYAAapPCTBEHHONO KOHTPONs (Haasopa) 3a MpPUMEHEHMEM LEH Ha
rniekapCTBEeHHbIe MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb KU3HEHHO HEOOXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX
npenapaTtoB, siBMAsieTcs cobnogeHne opraHuMsauusiMM OMNTOBOWM TOPFOBMM  NEKAPCTBEHHbIMKM  CpeacTBaMMu,
anTevyHbiMu opraHmn3aunamm, nHanengyanbHbIMU npeanpuHnmaTtenamu, nMerwnmmMmmn MUEeH3nto Ha
hapMaLeBTMYECKYD  OEATENbHOCTb,  MEOUUMHCKMMW  OpraHusauusiMn,  UMEeLWMMKM  JIULEH3NK  Ha
dapmaueBTUYECKYl0 — OesiTeNbHOCTb, W UX  060COGNEHHbIMM  nogpasgeneHusMu  (ambynaTopusiMu,
denbawepckuMm 1 henbalepcKko-akyLLEPCKMMM NYyHKTaMK, LeHTpamu (oTaeneHusimmn) oblien BpavebHon
(cemeliHoM) NpaKkTKKN), PacrioNOXEHHBIMWU B CENbCKUX HACEMNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauum, Npu peanusauun nekapcTBEHHbIX NpenapaToB TpeboBaHU K NPUMEHEHWIO LieH, YPOBEHb KOTOPbIX
He OOJNKeH npeBbilaTb CyMMY q.)aKTI/I‘-IeCKOﬁ OTI'IyCKHOI7I LieHbl, yCTaHOBJ'IeHHOVI npoun3ssoguTenem nekapCTtBeHHbIX
npenapaToB, WU KOTOpble HE MNPEBbLIWAT 3aperMcTpMpPOBaHHbLIX NpedernbHbIX OTMYCKHbIX LEH, U pasMepoB
ONTOBbIX HagbaBoOK U (MNM) pa3MepoB PO3HUYHLIX HaaGaBOK, He MPEeBbILLALIMX COOTBETCTBEHHO pPasMepoB
npedenbHbIX ONTOBbIX HagbaBoK M (MNM) pasMepPoB MPeAEribHbIX PO3HWYHbIX HafabaBOK, YCTAHOBMEHHBLIX B
cybbekTe Poccuiickon ®epepauun.

3. OpraHusaumss ©“ OCYLLECTBMEHUE pernoHanbHOro rocyfapCTBEHHOro KOHTpons (Hagsopa) 3a
NPMMEHEHWEM LEH Ha FeKapCTBEHHble MNpenapartbl, BKIKYEHHbIE B MNepeyeHb XU3HEHHO HeobXoaMMbIX |
BaXKHeMLINX NeKapCTBEHHbIX npenapartos, perynupytotca PegepansHbiM 3akoHoMm oT 31 umona 2020 roga N
248-93 "O rocygapcTBEHHOM KOHTpoOre (Hag3ope) 1 MyHUuMnanbHOM KoHTporne B Poccuiickon degepaumn”.

4. [NonoxeHwe O pervoHanbHOM rOCyNapCTBEHHOM KOHTpone (Hagsope) 3a nNpUMEHEHVeM LieH Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaOXKHEWMLLNX JTEKAapCTBEHHbIX
npenapaToB, YTBEPXKOAAETCA BbICLUIMM WUCMOMHUTENbHBIM OpraHoM T[OCY4apCTBEHHOW Bnactm cybbekta
Poccuiickon depepauuum.

Ctratban 9.4. ®depepanbHbli roCyAapCTBEHHbIA JIULEH3UOHHbLIA KOHTPONb [AEeATEeNbHOCTU No
Npon3BOACTBY fleKapCTBEHHbLIX CPeAcCTB
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-03)

1. ®depgepanbHbIl  rOCyAapCTBEHHbIA  JIMUEH3NOHHBIM  KOHTPOSIb  AEATENbHOCTUM MO NPOU3BOACTBY
NEKapCTBEHHbIX  CPeACTB  OCyllecTBndAeTcs  pedeparnbHbIMM  OpraHamu  UCMOMHUTENbHOW  BNacTw,
ynonHoMo4eHHbIMK [NpaButenscTesoM Poccuinckon depepaumm.

2. ®depepanbHbll  TOCYAAPCTBEHHbLIA  FIMLEH3NOHHBIA  KOHTPOSb  OEATENbHOCTM MO  MPOU3BOACTBY
NEeKapCTBEHHbIX CPeACTB OCYLLECTBMSETCS B COOTBETCTBUM ¢ PepepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-03 "O nuueH3npoBaHMK OTAENbHbLIX BUAOB AesTenbHocTn" n deaepanbHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTposne (Haasope) u MyHuuunansHoM koHTpone B Poccuiickon ®egepaunn”. B
pamkax egepanbHOro rocyaAapCTBEHHOMO FULEH3MOHHOIO KOHTPONs [OeATenbHOCTM MO  MNpOU3BOACTBY
NeKapCTBEHHbIX CPEACTB MNITAHOBbIE KOHTPOSbHblE (HAA30pHbLIE) MEPONPUATUSE HE MPOBOAATCH, MpU 3TOM
NpoOBOAMTCS MEPUOAMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS IMLEH3MATOB JMUEH3NOHHbIM TpeboBaHusM B
cootBeTcTBMM ¢ PepnepanbHbiM 3akoHoMm oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nestenbHocTn".

Fnaea 5. PASBPABOTKA, AOKINIMHNYECKUE UCCIIEAOBAHUA
JNNEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHDbIX NPEMAPATOB ANA BETEPUHAPHOIO MPUMEHEHUA

www.consultant.ru Crpanuua 19 m3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=440513&amp;date=26.12.2023&amp;dst=102569&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=363284&amp;date=26.12.2023&amp;dst=100008&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=449392&amp;date=26.12.2023&amp;dst=105018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=460028&amp;date=26.12.2023
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=363284&amp;date=26.12.2023&amp;dst=100008&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=440513&amp;date=26.12.2023&amp;dst=102574&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=449451&amp;date=26.12.2023
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=460028&amp;date=26.12.2023
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=449451&amp;date=26.12.2023
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 coxpaHeHus: 26.12.2023

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

Crtatbsa 10. PaspaboTka nekapcTBeHHbIX CPeacTB

1. PaspaboTka nekapCcTBeHHbIX CpecTB BKMNtoYaeT B CebA MOUCK HOBbIX (DapMaKkONorMyeckn akTUBHbIX
BELLeCTB, nocneaylollee n3yvyeHue MxX rnekapcTBEeHHbIX CBOMCTB, AOKMUMHWYECKUEe WnccnefoBaHus, paspaboTky
TEXHOMNOrMIn NPomn3BoAcTBa hapmaLeBTUYECKMX CyOCTaHUM, pa3paboTKy COCTaBOB U TEXHOMNOMMIN NPOM3BOACTBA
nekapCTBEHHbIX NpenapaTos.

2. drHaHcoBoe obecneyeHne pa3paboTKn NEKapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCA 3a CYET:
1) cpeacTB hefepansHoro GrooxeTa;
2) cpencTB pa3paboTUMKOB NIEKAPCTBEHHbBIX CPEACTB;

3) cpeacTe I'IpOI/I3BO£I,I/ITe.I'IeI7I NekapCTBeHHbIX CpeacCTB Npu BbINONTHEHUM Hay4HO-UCCenoBaTerlbCKUX
pa6OT no [O0rosopy mexay pa3pa6OT‘-II/IKOM JNNIEKapCTBEHHbIX CpeacTB U Nnpou3BoauTeNeM JeKapCTBEHHbIX
cpencTs,

4) NHbIX He 3anpeLUeHHbIX 3akoHogaTenbcTBOM Poccuickon degepaumm MCTOYHUKOB.
3. NpaBa paspaboTunka NekapCTBEHHOro CPeACTBA OXPAHATCA PAXXAAHCKUM 3aKOHOAATENbCTBOM.

Cratba 11. [JoknuMHMYeCKOe wuccrneaoBaHME JeKapCTBEHHOro cpeacTBa Ansi MeAULIMHCKOro
npUMeHeHus

1. [JoknuHnyeckoe nccrnefoBaHUe NekapcTBEHHOIo cpeacTBa ANs MeOULMHCKOrO NpUMEHEHUs MPOBOAMTCS
nyTeM MPUMEHEHMS Hay4HbIX METOAOB OLEHOK B LeNsX NMoslydeHusa Ookas3aTernbCcTB 6e30MacHOCTU, KayecTBa U
3 PEKTUBHOCTU NIEKAPCTBEHHOIO CpeacTaa.

2. [JoKNMHU4YecKkoe nccnegoBaHne NekapCTBEHHOIO CPEACTBa A1 MeAULMHCKOrO NPUMEHEHUSI NPOBOAUTCS
B COOTBETCTBMM C NpaBuWiamMu Hagnexaiwlel nabopaTopHOW MpPaKTUKKW, YTBEPXKOAEHHBbIMU YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHOM BRacTy.
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Ona opraHusauuMmM 1 npoBedeHUs OOKIUHUYECKOro WMCCrneaoBaHUs NeKapCTBEHHOro cpeactsa Ans
MeOULMHCKOro NPYMEHeHNs pa3paboTynKm NeKapCTBEHHbIX cpencTs MoryT npvBnekaTb
Hay4HO-UCcrnegoBaTenbCKkMe opraHv3aumm, obpasoBaTerbHble OpraHM3auun BbiCLLEro oOpa3oBaHus, UMEoLme
HeoOXO4MMYD MaTepuarnbHO-TEXHUYECKY 6asy M KBanu@ULUMPOBaHHBLIX CNELManvCTOB B COOTBETCTBYHOLLEN
obnacTtu nccnenoBaHus.

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

4. [loknmHn4Yeckoe uccriegoBaHne NekapcTBEHHOIO CPeACcTBa AN MeaULMHCKOro NPMMEHEHUSI MPOBOAMUTCS
no YTBEPXKOAEHHOMY pa3paboTYMKOM JIeKapCTBEHHOrO CpeacTBa MrnaHy C BeAeHMEM MpoTokona  3Toro
UCCreaoBaHWs UM COCTaBfieHMEM OTyeTa, B KOTOPOM coaepaTcs pesynbTaTbl 9TOr0 UCCrnedoBaHus U
3aKMnioYeHne O BO3MOXHOCTM MPOBEOEHUA KIMHUYECKOro WCCNeaoBaHus fleKapCTBEHHOro npenapaTta ans
MEAMLIMHCKOro NpUMEHEHUS.

5. MNpoBeneHue NpoBepok cobnogeHnsa npaBus Haanexatilen nadbopaTopHoOr NPaKTUKN 1 MPaBOBbLIX HOPM
NCNONb30BaHUSA >KMBOTHBLIX MNPV MNPOBEAEHUU OOKMMHUYECKUX WCCIEeLOBaHUA IEeKapCTBEHHbIX CPeacTB Ans
MEOMLMHCKOrO MPUMEHEHUS OCYLLECTBNSAETCS YMNONHOMOYEHHbIM dheaepanbHbiM OpraHOM  MCMOMHUTENbHOM
BnacTu.

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

6. PesynbTaTbl [OOKMIMHUYECKOrO WCCNedoBaHWs feKkapCTBEHHOro cpeactsa  And  MeguuMHCKOro
NPUMEHeHUs MOryT ObITb NpeAcTaBneHbl B YNONMHOMOYEHHbIM hefepanbHblil OpraH UCMONMHUTENLHON BNacTu B
YCTaHOBMNEHHOM MOpsAKe B Lensix rocygapCTBEHHON pernctpaumm nekapcTBeHHOro npenapara.

Ctatba 12. [JoKnUHMYECKOe WCCriefoOBaHMe JlieKapCTBEHHOro CcpeAcTBa WM KIMMHU4YecKoe
uccrnegoBaHMe NIeKapCTBEHHOMO nNpenaparta Ansa BeTepuHapHOro NpuMeHeHus

1. [HoknuHuuyeckoe uccrefoBaHME IEKapCTBEHHOrO cpeacTBa  [Ans  BeTEPUHAPHOrO  MpUMEHEHUS
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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 coxpaHeHus: 26.12.2023

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

NpPOBOAUTCA MyTEM NMPUMEHEHMs Hay4YHbIX METOAOB OLEHOK B LIENsX NonyYyeHus gokasaTenbCcTB 6e3onacHocTy,
KayecTBa M 3EKTMBHOCTU JIEKAPCTBEHHOTO CPEACTBa, B TOM YMcrie ONpederieHnsi cpoka ero BbiBedeHuUs U3
opraHusmMa >XMBOTHOTO, B Lensix obecrneyeHuss 6e30nacHOCTU MPOAYKLMM XKMBOTHOIO MPOWCXOXAEHWs mocre
NpUMEHEHMs1 COOTBETCTBYHOLLErO NeKapCcTBEHHOro npenapara.

2. [oknuMHMYeckoe WccredoBaHVWe IeKapCTBEHHOTO CpefacTBa WM KIMHUMYECKOoe  WccrefoBaHue
NeKkapcTBEHHOro npenapara A1l BEeTepUHaPHOro NPUMEHEeHUs!, UccregoBaHne BMO3KBMBANIEHTHOCTY YKa3aHHOIO
NeKapCTBEHHOro npenapata MPOBOASTCS B COOTBETCTBUM C NpaBuAaMu, YTBEPKOAEHHbIMW YMOSTHOMOYEHHbLIM
dbenepanbHbIM OpraHoOM UCMOMHUTENBHOW BMacTu.

3. [loKnvHMYeckoe WccnedoBaHWe NEKapCTBEHHOTO CPeAacTBa WM KIMHWYECKOE — UccrnedoBaHue
neKkapcTBEHHOrO npenaparta Al BETEPMHAPHOIro NPUMEHEHUS NPOBOAATCS MO YTBEPXKAEHHOMY pa3paboTymKkom
NeKapCTBEHHOrO CpPeAcTBa NnaHy C BeAEHWEM MPOTOKOMOB 3TMX MCCREeAOoBaHUA M COCTaBIEHMEM OTYETOB, B
KOTOPbIX CoaepKaTcsi pe3ynbTaThl 3TUX UCCregoBaHNUN.

4. [Ons opraHuvsaumMmM W NpoBedEeHUs [OKMMHUYECKOrO WCCINEedoBaHWA NEKApCTBEHHOrO cpeacTea W
KMMHUYECKOrO WCCIEAOBaHNUSA JIEKapCTBEHHOrO Mpenapata Ans BeTepMHApPHOro MpUMEHEHMST paspaboTyumk
neKapCTBEHHOMO cpeacTea MOXeET npuenekaTb opraHusauumm, umetoLme HeobXxoanMyto
mMaTepuanbHO-TeXHUYECKylo 6asy U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHOLLEN obnacTu
nccrnenoBaHus.

5. KnuHudeckne wnccnenoBaHus NNEeKapCTBEHHbIX nMpenapatoB Afld BeTepuHapHOro npuMeHeHus
NpPoOBOAATCA B BETEPUHAPHbLIX OpraHn3aundax U B opraHn3aumax, ocylecTenaowmnx passegeHme, solpaliuBaHne 1
cogepxaHune XXUBOTHbIX, B LieNnAax:

1) YCTaHOBI1€HNA NEPEHOCUMOCTU NeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XNBOTHbLIMU;

2) nogbopa onTMManbHbIX A03MPOBOK fEKAPCTBEHHbIX MpenapaToB U Kypca IeYyeHusi Ha KOHKPETHOW
rpynne >XX1BOTHbIX C ONpeaerneHHbIM 3aboneBaHmem;

3) ycTaHoBneHns 6e3onacHoCcT! u 3(EKTUBHOCTM NEKAPCTBEHHOIO npenapara, npegHa3HayeHHoro Ang
neyeHns oOnpedeneHHbix 3aboneBaHMM XMBOTHLIX, MM 3dEKTMBHOCTM NEKApPCTBEHHOIoO mnpenapara Ans
nNpodnnakTuky1 3aboneBaHnin 340POBbIX XKUBOTHbIX;

4) n3yveHund BO3MOXHOCTEN pacmnpeHnda nokasaHmm K NMPUMEHEHUNID  3apermcTpmupoBaHHOIo
JIeKapCTBEHHOIO Mnpenaparta 1 BbliABJIEHNA paHee HEN3BECTHbIX NoBOYHbIX 4ENCTBUNA.

6. KnuHuyeckoe wuccrnegoBaHMe NEKAPCTBEHHOro npenapata AN BETEPUHAPHOTO  MPUMEHEHUS
OCYLLECTBMNAETCH 3a CHET CPeACTB pa3paboTymka nekapcTBEHHOro cpeacTBa.

7. OT4yeTbl O pes3ynbTatax AOKIMHUYECKOro uccrieqoBaHUa JekapCTBeHHOro cpeactesa M KIMMHUYECKOro
ncenenoBaHNAa nekapCTtBeHHOro npenaparta and BeTepuHapHOro npmMeHeHua COCTaBIIAKTCA pa3pa6owvu<0|v|
JlekapCTBeHHOro cpeactea C y4eTom 3aKn4eHnmn OpFaHI/I3aLLI/Il7I, NnpMHMMaBLWINX Yy4YacCcTune B oOpraHusauunm wu
npoBeaeHnn aTnx nceneaoBaHun.

8. KOHTpOJ'Ib 3a nposegeHnemM OOKIMNMHUYEeCKUX nccnegoBaHmmn JNIeKapCTBEeHHbIX CpeaAcCTB U KIMUMHUYECKUX
nccnegoBaHum NleKapCTBEHHbIX npenapartoB ana BeTepuHapHoro NnpUMeHeHna ocyLllecTBndeTca
YNOJTHOMOY€EHHbIM (be,qepaanbuvl OopraHom NCMNONHUTENbHON BNacTu.

asa 6. OCYLWECTBJIEHUE TOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPEMAPATOB

Cratbsa 13. locygapcTBeHHas permcrpauus nekapcTBeHHbIX nNpenapaToB
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.

[onyckaeTcs nNpuMMEHeHve B MeOMUMHCKMX LensxX He 3apermcTpupoBaHHbix B P®  nekapCTBEHHbIX
npenapaToB, COAepXaliuxX HapKoTUYecKMe cpencTBa MM MNCUXOTPOMHbIE BELLECTBa, BBE3EHHbIX B PP B
cooTBeTCTBUM C Y. 3.1 CT. 47 gaHHoro gokymeHta (0.8 c1. 3 ®3 o1 27.12.2019 N 475-03).
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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 coxpaHeHus: 26.12.2023

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

1. B Poccuinckon denepaumm 0onyckaroTcs NPOU3BOACTBO, U3rOTOBMEHME, XpaHeHWe, NepeBo3ka, BBO3 B
Poccuiickyto depepaumio, BblBO3 U3 Poccunckon depepauuu, peknama, OTNycK, peanusauus, nepefada,
NMPYMEHEHWE, YHUYTOXEHME JIEKApPCTBEHHbIX MPenapaToB, €CNM OHU 3apernmcTpyMpoBaHbl COOTBETCTBYHOLLUM
YMNOSTHOMOYEHHBIM (heaeparnbHbIM OpraHOM UCTNONHUTENBHON BNAcTu.

(vactb 1 B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocypapCcTBEHHON perncTpaunm nognexar:

1) Bce nekapcTBeHHble npenapaTtbl, BrnepBble MOAnexawme BBody B obpaweHue B Poccuiickon
depepaumu;

2) nekapCTBEeHHbIE NMpenapaTbl, 3aperMcTpMpoBaHHbIE paHee, HO NPOM3BEAEHHbIE B APYIMX JTEKaPCTBEHHbIX
dopmax B COOTBETCTBMM C [EpPEYHEM HAMMEHOBAHMW NEeKapCTBEHHbIX (POopM, B HOBOW [O3MPOBKE Npw
[oKasaTenbCTBe ee KNUHNYECKON 3Ha4YMMOCTU U S(PEKTUBHOCTY;

3) HOBble KOMOUHaLUK 3aperncTpmnpoBaHHbIX paHee NnekapCTBEeHHbIX nNpenapaTos.

3. TocypapcTBeHHasi pervcTpaumsi NeKkapcTBEHHbIX MpenapaTtoB OCYLUECTBASIETCS Mo pesynbTatam
9KCMEepTU3bl NeKapCTBEHHbIX CPEACTB, a rocyaapCTBEHHasi perucTpaums opdaHHbIX JiekapCTBEHHbIX NpernapaTos
OCYLLECTBMSIETCS MO pe3yrbTatam 3KCNepTU3bl [OKYMEHTOB, NPeACTaBMEHHbIX AN OnpeaeneHns BO3MOXHOCTH
paccmaTtpuBaTb JIEKAapCTBEHHbLI MNpenapaT Ans  MeOUUMHCKOrO  MPUMEHEHUs TMpU  OCYLLECTBIEHUM
rocygapCTBEHHOM perucTpauuy B KayecTBe oOpchaHHOro fekapCTBEHHOro mnpenaparta, M Mo pesynbTaTam
9KCMEepPTU3bl NEKAPCTBEHHbLIX CPEACTB.

4. TocypapcTBeHHasi permcrpauusi INekapCTBEHHOro npenapata OCYLECTBNSEeTC COOTBETCTBYOLNM
YMNONIHOMOYEHHbIM  (befepanbHbiM  OpraHoM  UCMONHUTENbHOW BriacTM B CPOK, He MpeBbiallWmn cTa
WwecTtuaecatn paboumx AHen co AHA NPUHATUA COOTBETCTBYIOLLErO 3agBNeHns O rocy4apCTBEHHON perncTpauum
nekapcTBeHHOro npenapara. B ykazaHHbIM CpOK BKlOYaeTcs Bpems, Heobxoanmoe A58 NOBTOPHOIo NpoBeAeHNs
3KCNepTu3bl NEKapCTBEHHOrO CpeAcTBa B COOTBETCTBUM CO cTaTben 25 Hactosiwero degepanbHOro 3akoHa.
Cpok rocygapCTBEHHOM perncrtpauum NekapcTBEHHOro npenapara  UCYHUCHASETCA CO  OHA  MPUHATUS
COOTBETCTBYIOLUM YMNOSTHOMOYEHHbIM (befepanbHbIM OPraHoM WCMOSNHUTENBHON BracTu COOTBETCTBYIOLLErO
3asBMNEeHNss O TOCYAapCTBEHHOW perncTpauum nekapcTBEHHOro npenapata C MpUoXeHuem HeobxoamMbixX
OOKYMEHTOB MO [eHb BblAa4nM pPerncTpauMoHHOrO YAOCTOBEPEHMS feKapCTBEeHHOro npenaparta. Bpews,
HeobxoamMMoe Ans HanpaBneHns YyNorTHOMOYEHHbIM dhedeparibHbIM OpraHoM UCMONTHMTENbHOW BNacTy 3anpoca o
npeactaBneHMn HeobXOAMMbIX MaTepuanoB M MNpPeAacTaBneHust 3asiBATENemM OTBeTa Ha [JaHHbI 3anpoc B
COOTBETCTBMM cO cTaTbaMu 16, 19 n 23 HacTosiwero ®egepansHOro 3akoHa, He YYUTbIBaeTC NpU MCHUCTIEHUN
CpoKa rocyfapCTBEHHOW perncrpauumn nekapCcTBeHHOro npenapara.

5. F'ocygapCTBEHHON perncTpauun He nognexar:

KoHcynbTaHTln0C: npumeyaHue.
C 01.03.2025 B n. 1 4. 5 c1. 13 BHOCATCA M3MeHeHus (P3 oT 30.12.2021 N 463-D3).

1) nekapcTBeHHble Npenaparbl, U3rOTOBMEHHbIE anTeYHbIMM OpraHM3aUusaMy, BeTeprHapHbIMK anTeyYHbIMU
opraHusaumsiM1, UHOUBMAYanbHLIMU NPEANPUHUMATENSIMY, KOTOPbIE UMEIOT NIMLIEH3NI0 Ha (hapMaLeBTUYECKYIO
AesiTEeNbHOCTb, MO peLenTaM Ha JieKapCTBeHHble npenapatbl U TPeGOBaHUAM MeAULMHCKMX OpraHv3auui,
BETEPMHaPHbIX OpraHn3aLmii;

2) nekapcTBEHHble MpenapaTtbl, NPUOOpeTeHHblE uanYecknMn nuuamm 3a npegenamu Poccuickon
depepaumu n npegHasHavYeHHbIE Asl IMYHOMO UCMOSIb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UMble B Poccuiickyio depepauunio Onsi OKa3aHWS MeOULMHCKON
MOMOLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BbiOaHHOro
YMONTHOMOYEHHbLIM hefiepanbHbIM OpraHoM UCMOMHUTENBHOW BRacTy;

4) nekapCTBeHHble cpeacTBa, BBO3MMble B Poccuiickyio depepauunio Ha OCHOBaHUM  Bbi4AHHOrO
YNOSIHOMOYEHHbIM heaeparnbHbIM OpPraHOM WCMOSMIHUTENBHOW BNACTU paspeLleHna U npegHa3HavyeHHble 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 coxpaHeHus: 26.12.2023

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

npoBeaeHna KIMHUYEeCKnX nccneaoBaHmin JNIEKapPCTBEHHbIX NpenapaTtoB W” (I/Iﬂl/l) npoBeaeHnAa J3KCcnepTu3bl
J1eKapCTBEHHbIX CPpeacTB Alld OCyLeCTBIl1eHUA FOCWJ,apCTBeHHOﬁ perncrtpaunm rnekapCTBeHHbIX NpenapaToB;

5) cbapmaueBTUdeckme cybctaHumu;

6) pa,qwocpapmaueBTquCKMe JIeKapCTBeHHble TMpenapaTtbl, W3rotoBJyIEHHblIE HenocpeacTBeHHO B
MeOULUMHCKNX OopraHun3aumndax B 0Oopdake, YCTaHOBJIEHHOM  YNOJIHOMOYEHHbIM Cp&ﬂ,epaﬂbelM opraHom
MCMNOSTHUTENBbHOW BNAcTy;

7) NekapcTBeHHble NpenapaTtsl, Npou3BoAnMbIe Ans aKcnopTa.
6. He gonyckaeTcs rocygapcTBeHHas permctpaums:

1) NIEKapCTBEHHbIX NpenapartoB, OoTNn4yarLlmnxca Apyr ot Apyra Ka4€CTBe€HHbIM COCTaBOM ﬂeVICTByIOU.LMX
BellecTB, Nog oAMHakoBbIM TOProBbiIM HaMMeHOBaHNEM;

2) opHOro IeKkapCTBEHHOro mpenapaTta, NPeacTaBleHHOro Ha roCyAapCTBEHHYK peructpaumio B
OTHOLLEHMN OOHOIO M TOrO XXe AepXaTenst UnNu Brnagernbla perncTpaunmoHHOro yaoCTOBEPEHUS NEKapCTBEHHOMO
npenapara B BuAe ABYX 1 Gonee NekapCcTBEHHbIX NpenapaToB NoA pasnuyHbIMU TOProBbIMU HaUMEHOBAHMSIMU.
(n. 2 B pea. PepepansHoro gakoHa ot 04.06.2018 N 140-93)

7. o 3anpocy (B amnekTpoHHoW opme wnM Ha OymaxHOM HocuTene) cybbekTa obpalleHus
NneKapCTBEHHbIX CPEeACTB COOTBETCTBYIOLMM YMNOMHOMOYEHHbIM beaepanbHbIM  OpraHoOM  MCMNOMHUTENBHON
BMacTu, OCYLLECTBMSALMM roCyAapCTBEHHYIO PErMCTPaLMio NekapCTBEHHbIX NpenapaToB, B YCTAHOBNEHHOM UM
Oopsadke OCYLWECTBNAETCA HayyHOe KOHCyNbTWpOBaHWe NO BOMpOCaM, CBA3aHHbIM C MNpoBedeHueM
OOKIVHUYECKNX UCCNEAO0BaHUA, KIMHNYECKUX UCCNEeAOBaHNIA NeKapCTBEHHbIX NpenapaToB, SKCNepTU3bl KayecTsa
nekapCTBEHHbIX CPeAcTB, 3PEKTUBHOCTU U Be30MacHOCTH, C OCYLLECTBIEHNEM rOCy4apCTBEHHON perncrpauum
nekapcTBeHHbIX npenapaTtoB. KOHCynbTMpOBaHWE OCYLWEeCTBNAETCA C npuBredeHnem  deaepanbHbiX
rocylapCTBEHHbIX  OIOOXKETHbIX  YYPEeXOEHWN, NOABEAOMCTBEHHbIX [daHHOMY dedepanbHOMYy — OpraHy
NCMONHUTENBHON BNAacTU U He y4acTBYHOLLMX B OpraHvM3aumu npoBeaeHusl aKCnepTu3bl Ka4ecTBa fekapCTBEHHbIX
CPeAcCTB B Lensx OCyLLIEeCTBIEHNS UX rOCy4apCTBEHHOW perncTpaumm B COOTBETCTBUM CO cTaTben 16 HacTosLwero
PegepanbHOro 3akoHa, B BuAe OTBeTa B NWCbMEHHOW (hopMe YMNOMHOMOYEHHOro dedepanbHOro opraHa
MCNonHMTENbHOW BNacTu Ha 3anpoc. Pa3mep B3nmaemon C 3asBUTENs NnaTbl ONpeaensieTcs B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®depepaumm 06 opraHusauMm nNpegocTaBreHust roCydapCTBEHHbIX U
MyHULMNanbHbIX ycnyr. MHdopmauma 06 OocyLlecTBNEHNM Hay4YHOro KOHCYNbTUPOBaHWS, B TOM 4MCre cTaTbW,
0630pbl, CrpaBoyHble MaTepuanbl U MHas MHGopMauusi 06 OCyLEeCTBNEHUN HAYYHOrO KOHCYNbTUPOBaHWS,
pasmellaeTca Ha oduuManbHOM canTe YNOfIHOMOYEHHOro dhegepanbHOro opraHa WMCMOMHWUTENbHOW BriacTy B
cetn "MIHTepHeT" ¢ cobnogeHnem orpaHNYeHnin, YCTaHOBIIEHHbIX 3aKOHOAATENTbCTBOM O MEPCOHAbHbBIX OAHHbIX,
KOMMep4Yeckon u (Mnu) rocygapCTBeHHON TarHe.

8. TocypapcTBeHHasi perucTpaumsi JeKapCTBEHHbIX MpenapaToB, KOTopble MNpefHasHadeHbl AOng
NMPYMEHEHUS B YCITOBMAX BOEHHbIX OEWCTBUW, Ype3BblYaliHbIX CUTyauui, NpeaynpexneHvs 4Ype3BblbanHbiX
cuUTyauun, npodunakTukm w nedyeHus 3aboneBaHun, NPeACTaBMSIOWMX OMacHOCTb ANS  OKPYXaloLmX,
3aboneBaHNi W MOPaXeHUW, MOMyYeHHbIX B pes3ynbTate BO34ENCTBUA HebnaronpuaTHbIX XUMUYECKUX,
Buonornyecknx, paguaumoHHbIX akTopoB, 1 KOTopble pa3paboTaHbl B TOM 4Yucre no 3ajaHunio deaepanbHbiX
OpraHoB UCMOMHWUTENbLHOW BracTW, YNONMHOMOYEHHbIX B 00racT 060poHbl CTpaHbl M 6e30MacHOCTM rocyaapcTea,
a TaKkKe NeKapCTBEHHbIX CPEACTB B criydae ux AedeKTypbl UMM pyUcka BO3HUKHOBEHWS OedeKTypbl B CBA3U C
BBEeAEHMEM B OTHoweHun Poccuiickon Pepepaumm OrpaHUYMTENBHBIX MEpP 3KOHOMWYECKOro XapakTepa
OCYLLIECTBNSIETCA B Nopsiake, ycTaHoBneHHOM [NpaButensctBom Poccuiickon Pegepaumn.

(B peq. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-93, ot 08.03.2022 N 46-D3)

Ctatba 14. MpnHUMNBbI 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTnsa fekapCTBEHHbIX CPEACTB OCHOBBLIBAETCA Ha MPUHLMMIAX 3aKOHHOCTWU, COGMoaeHUst npaB U
ceoboZ YernoBeka W rpaxgaHuHa, Npae lOPUAMYECKOro nuua, HEe3aBUCUMOCTM 3KCrmepTa, OGBLEKTUBHOCTM,
BCECTOPOHHOCTU M MOMHOTbI UCCNEeAoBaHWiA, MPOBOANMbBIX C UCMOMNb30BaHWEM COBPEMEHHBIX OOCTUXEHUI HayKu
N TEeXHWKM, OTBETCTBEHHOCTM (bedepanbHOro rocy4apCTBEHHOro OIOMKETHOro YYpeXxaeHUs Mo MpoBeaeHUIo
3KCMNepTU3bl NEKaPCTBEHHBIX CPEACTB U 3KCMEePTOB 3a NPOBeAEHNEe 1 Ka4eCTBO IKCNepTH3bI.
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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 coxpaHeHus: 26.12.2023

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

2. QKcrnepTu3a rekapcTBEHHbIX MPenapaToB Ans MeanLMHCKOro NpUMeHeHus BKIoyaeT B cebs:

1) 9KCNepTndy AOOKYMEHTOB, npeacTaBlfieHHbIX AON1A onpegeneHna  BO3MOXHOCTUM  pacCMaTtpuBaTb
ﬂeKapCTBeHHbIVI npenapar and MeanumHCKOro npuMeHeHusa npmn ocyuwecTBeliieHUn Focyﬂ,apCTBeHHOIZ perncrpaunn
B Ka4yecTtBe Op(baHHOI'O JIEKapPCTBEHHOIO Nnpenapara,

2) aKcnepTn3y NpeasioKeHHbIX METOOOB KOHTPONSA KayecTBa NeKapCTBEHHOrO CpeacTBa M KayecTsa
npeacTaBneHHbIX 0bpa3sLoB nekapcTBEHHOro CpeAcTBa C UCMOMb3oBaHNEM 3TUX METOAOB (Janee - akcnepTvaa
KayecTBa NekapCTBEHHOrO CpesCcTBa);

3) 9KcmepTM3y OTHOLUEHUS] OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOrO
npenapara;

4) 3KCnepTW3y pPerncTpauMoHHOrO [OCbe Ha flekapCTBeHHbI npenapatr B Uensax onpeaeneHus
B3aVMO3aMeHSAEeMOCTM NEKapCTBEHHbIX MPenapaToB A5 MEANLIMHCKOrO NPUMEHEHMS.
(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTnsa nekapCTBEHHbIX MpenapatoB Ans BeTepuHapHOro MNPUMEHEHUs] BKMo4YaeT B cebs
3KCMEepTU3y KayecTBa feKapCTBEHHOTO CPEACTBa W 3KCMEepPTU3Yy OTHOLLUEHMS OXMOAEeMOW Mob3bl K BO3MOXHOMY
PVICKY NMPUMEHEHWNS FIeKapCTBEHHOIo npernapaTa.

Cratba 15. PegepanbHoOe rocyfapcTBEHHOE OLOMKETHOE yUYpexaeHue no npoBefeHU0 3KCNepTusbl
rNeKkapcTBeHHbIX CPeacTB

JKkcnepTnsa rekapcTBeHHbIX CpeacTB npoBoauTcs dedeparnbHbiM  FOCYAapCTBEHHbIM  BIOMKETHBIM
yypexxgeHmeMm COOTBETCTBYIOLLErO  YNOSHOMOYEHHOro defeparnbHOro  opraHa  MCMOMHUTENbHOW  BRacTy,
CO34aHHbIM AN obecneyeHns UCMOMHEHNs NOMHOMOYMI 3TOro dpeaepanbHOro opraHa no Bblgave paspeLueHui
Ha npoBedeHNe KIUHWYECKMX WCCNedoBaHUN JeKapCTBEHHbIX MpenapaToB U (MnM) MO rocygapCTBEHHOM
perMcTpaumm fekapcTBEHHbIX NpenapaTos (Jarnee - 3KCNepTHoe yupexaeHue).

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

1. OkcnepTusa nekapcTBEHHbIX CPEACTB MPOBOAUTCS KOMWUCCUEN 3JKCMEPTOB SKCMEPTHOrO YUYpEeXOeHWs,
Ha3Ha4YeHHOW ero pyKkoBOAMTENeM, Ha OCHOBaHWM 3afdaHWsi Ha MpoBedEeHWe 3KCMNepTU3bl JEKApCTBEHHOrO
cpefcTBa, BblAAHHOMO YMNONMHOMOYEHHbIM hbeaepanbHbiIM OpraHoM WCMOSHUTENBHOW Bnactu. PykoBoauTenb
3KCNEPTHOro yypexaeHus obecrneynmBaeT Hagnexallee npoBedeHUE SKCMePTU3bl NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBMU C 3afaHWEM, BblAaHHbIM YNOMHOMOYEHHBIM heaepanbHbiM OpraHoM MUCMOSTHUTENBHOW BRacTu, U
OopraHuM3yeT MOArOTOBKY CBOAHOMO 3aKMuYeHWs 3ToM KoMuccun. B cocTaB aToM KOMUCCUM MO PELUEHMHO
PYKOBOOUTENS 3KCMEPTHOIO yYpexaeHns MoryT ObiTb BKIIOYEHbI B KAYECTBE 9KCMEPTOB nuua, He paboTarolime B
AaHHOM 3KCMEePTHOM YyYpeXAeHUn, ecnn ux crneumarnbHble 3HaHWsA HeobXxoaMMbl ANs NPOBEAEHNST SKCNEPTU3bI U
TaKne aKCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUPEXAEHUM.

2. DKCrnepToMm Mo MPOBEAEHUIO SKCMEPTU3bl NTIEKAPCTBEHHbLIX CPEACTB ABMAETCA aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOIO YYpeXAeHus, KOTOpbli MMeeT BbiCllee MeauumMHcKoe, (apmaleBTuyeckoe, GUOMOrnyeckoe,
BETEpUHapHOE WNn Xummyeckoe obpasoBaHWe W MPOBOAUT 3SKCMEPTU3Y NEKAPCTBEHHbLIX CPeacTB B Mopsiake
NCMONHEHNSI CBOUX AOMKHOCTHbIX 06s13aHHOCTEN (Aanee - aKcnepT).

3. Mpu npoBeaeHMN 3KCNEPTU3bl NIEKAPCTBEHHBIX CPEACTB 3KCMEPT HE MOXET HaxoOUTbCsl B Kakow-nnbo
3aBMCUMOCTU OT NULA, HasHauMBLUEro 3Ty 3KCNepTU3y, paspaboTumka NekapCTBEHHOro cpeacTBa Mnu Apyrux
3aMHTepecoBaHHbIX B pe3yrnbTaTax 3KCnepTusbl nuu,.

4. MNpwv NpoBeAEHUN IKCNEePTU3bI NTEKAPCTBEHHBIX CPEACTB He AonyckaeTcs ucTpeboBaThb y 3asBuTens nmbo
WHbIX NUL MmaTtepuansl, HeobxoOuMble [AnNA MPOBeOdEHUss 9KCcnepTusbl. B cnyvyae HeOooCTaTOYHOCTM
npeacTaBneHHbIX aKCNepTy MaTepuanos AnA Aadyun 3aknioyYeHUs SKCNepT CTaBMT BOMPOC O MpeacTasneHuy emy
HeobxoOMMbIX MaTepuanoB mnepen PyKOBOOAWUTENEM 3SKCMEPTHOIO Y4YpexaeHWusl, KOTopblid obpalaetcs ¢
COOTBETCTBYHOLLUM 3anNpocCoOM B YMOJTHOMOYEHHbI dhefepanbHblii opraH MCMNOMHUTENbHON BNacTy, BblAaBLUMiA
3aaHMe Ha TMpoBedeHVe 3KCMepTU3bl JIeKapCTBEHHOTO CpeAcTBa. YKasaHHbli  doedeparnbHblii  opraH
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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 coxpaHeHus: 26.12.2023

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

WCMOMHMTENBHOW BNacTM B TeyeHMe NATM paboumx [HEW CO [HSA MOCTYNSieHMs 3anpoca pyKoOBOOUTENS
9KCMEPTHOIO YYPEXOEHUS HanpasrisieT 3asBUATENI0 3anpoc O MNpPeACcTaBNeHUM HeOoOXOAMMBIX MaTepuaros.
[aHHbIA 3anpoc MoxeT ObiTb nepedaH YNoONTHOMOYEHHOMY MpeACcTaBUTENIO 3asBUTENS! JIMYHO MO Pacrmcky,
HanpaereH Mo no4yte 3aka3HbIM MUCbMOM UMW nepedaH B SMEKTPOHHOW hopMe Mo TeNneKOMMYHMKaLNOHHBIM
KaHanam cBsaA3n. B cnyyae HanpaBneHuss gaHHOro 3anpoca No no4yte 3akasHblM MMCbMOM OH CuYMTaeTcs
Nony4YeHHbIM NO UCTEYEHUUN LIECTUN AHEN C AaThl HANPaBMeHUs 3akasHoro NMcbMa.

(vacTb 4 B peq. ®PenepansHoro zakoHa ot 25.11.2013 N 317-93)

4.1. 3asButenb 00a3aH nNpeacTaBUTb OTBET HA 3anpoc YMOSTHOMOYEHHOro defepanbHOro opraHa
WCNOSNTHUTENBHOW BRacTM B CPOK, He MNPEBbILWAKWMA AeBAHOCTA pabounMx OHENW CO OHS €ero nosyvyeHus.
YNONMHOMOYEHHbIN  heaepanbHbIi OpraH MWCMNOMHUTENbLHOW BRacTW, BblAaBLWIMWA 3adaHMe Ha npoBedeHue
3KCMEepTM3bl NIEKAPCTBEHHOIO CPEACTBA, B TEYEHUEe NSATU paboymx OHEN CO OHSA MOCTYMNEHUs OT 3asiBUTENS
OTBETa Ha JaHHbIV 3anpoc HanpaBnseT Takon OTBET B 3KCMEPTHOE yypexaeHue. B crniyyae HenpeacrtaeneHus no
NCTeYEeHMM OeBSAHOCTA pabounx gHen 3asiBUTenemM OTBETa Ha AaHHbIA 3anpoc YNoSIHOMOYEHHbIN heaepanbHbi
OopraH UCMONHUTENbHOW BNAacTW, BbiAABLUMIA 3adaHne Ha NpoBeAeHMEe IKCMepTU3bl NEKapCTBEHHOIO CPeACTBa, B
TeyeHne nATM paboumx AOHeW HanpaBnAeT B 3SKCMEPTHOE yupexaeHne yBeAOMMEeHWe O HenpenctaBrieHun
3asBuUTENneM OTBeTa Ha 3anpoc ykasaHHOro opraHa. Bpemsi co OHSA HanpasneHus 3anpoca 3KCNepTHOro
yupexaeHus B yNOSTHOMOYEHHbIN hefepanbHblii OpraH UCMOSNTHUTENBHOW BNACcTU A0 AHSA NOMYyYEeHWUsT SKCMEePTHbIM
yupexgeHmem oTBeTa Ha 3anpoc Wiy yBeOOMIIEHNSI O HEMPEACTaBNEHUN OTBETA Ha 3anpoc He y4YUTbIBAETCH Mpu
NCYNCITIEHUN CpOKa NMPOBEAEHNSI SKCNEPTU3bl NIEKAPCTBEHHOIO CPeACTBa.

(vactb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. Ecnu B cocTaBe perncTpalMoHHOrO [OOCbe Ha feKapCTBEHHbI npenapat Ans MeguuUHCKOro
NPUMEHEHUs CoOepXUTCA MnpedycMOTpeHHas ctaTber 18, yactbio 1.1 ctatbnm 30 u cTaTben 34 HacTosLlero
denepanbHOro 3akoHa KOMWs peLleHust YNOMHOMOYEHHOro gedepanbHOro opraHa WCMOMHUTENBHON Bractu o
NPOBELAEHUN MHCMEKTUPOBAHUSA NPOU3BOAMTENS JIEKAPCTBEHHbIX CPEACTB, JKCNepTy A0 0dopMIeHus
pe3ynbTaToOB 3KCNEepTU3bl NEKApPCTBEHHOrO CpeAcTBa NPefoCTaBNAeTCA B MOPSOKE M Ha YCNOBUSAX, KOTOPble
npeaycMoTpeHbl Yactamn 4 n 4.3 HacTosiwen cTaTbW, KONUSA 3aKroyeHWss O COOTBETCTBUM MpoM3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSIM NpaBun  Hagnexallen NpOVM3BOACTBEHHON MNPaKTUKKU, BblOAHHOMO
YMONTHOMOYEHHbLIM hejepanbHbIM OpraHoOM UCMNOMHUTENBHOWM BRACTH.

(4acTb 4.2 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3asBuTenb 06513aH NpeacTaBnUTb B YMONTHOMOYEHHbIV hefepanbHbii OpraH UCMONHUTENBHOW BriacTu
KOMUIO 3aKMOYEeHNss O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbIX CPedcTB TpeboBaHMsIM  NpaBun
Hagnexallen Npon3BOACTBEHHOW NPAKTMKN B CPOK, HE MPEBbILLALWNA CTa BOCbMUAECATM paboumnx gHeN co OHS
nosiy4yeHust 3anpoca o ee npefocTaBNeHUn. YNONMHOMOYEHHbIN hedeparnbHbli OpraH UCMOMHUTESNTbHON BRacTy,
BblAaBLUMIA 3a[aHNe Ha MpoBeAEHMNE 3KCNEPTM3bl NIEKAPCTBEHHOrO CPEACTBa, B TeYEHUE NATu paboumx gHen co
OHA NOCTYNMEHUSA OT 3asBUTENS KOMUM 3aKMOYEeHUss O COOTBETCTBUM NMPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB
TpeboBaHNsM NpaBuI Hagnexalen Npon3BoACTBEHHOW NPaKTMKN, HanpaensieT ee B 3KCNepTHOe yupexaeHue. B
crny4yae HenpeacTaBrieHNsi 3asBUTENEM B YKa3aHHbIA CPOK KOMUW 3aKMOYeHWst O COOTBETCTBMM NPOU3BOAUTENS
neKkapCTBEHHbIX CpeacTB TpeboBaHWSM MpaBuil Hagnexallen nNpou3BOACTBEHHOW MPAaKTUMKWM YMOSTHOMOYEHHBIN
deaepanbHbli - OpraH  UCMOSIHUTENbHOWM  BracTW, BbldaBWMKA  3adaHWe Ha MpOBedeHWe  3KCnepTu3bl
NEKApPCTBEHHOrO CPEeACTBa, B TeyeHWe naATM paboumx [HEeMm HanpaBnseT B 3KCNEPTHOE  yypexaeHue
yBeAOMSIEHNE O HEenpeacTaBnNeHUn 3asBUTENEM KOMUM  3aKMYEeHWs O COOTBETCTBUM MNpom3BoauTENs
NeKapcTBEHHbIX CpeACcTB TpeOOBaHWSM nNpaBun Hadnexallen npousBOACTBEHHOW MNpakTukn. Bpemsi co gHs
HanpaBreHnsl 3anpoca 3KCMEPTHOrO YYPEXOAEHUS B YMONTHOMOYEHHbIN (hefepanbHbli OpraH UCMONTHUTENbHOM
BMacTM OO OHSI MOMYYEeHWUs] IKCMEPTHBIM YYpEeXAEHMEM KOMWM 3aKMYeHUs O COOTBETCTBMM MPOU3BOOUTENS
NeKapCTBEHHbIX CpeAcTB TpeboBaHUAM NMpaBun Haanexallen npoM3BoACTBEHHON NPaKTUKA U YBEAOMIIEHUS O
€e HenpeacTaBneHNN He YYUTbIBAETCA MNPU UCUHUCIIEHUM CpOKa MNPOBEAEHMSI SKCMEPTU3bl JIEKAPCTBEHHOTO
cpeacrtaa.

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

5. JkcnepT npu NpoBedeHWN MOPYYEHHOW eMy PYKOBOAWUTENEM 3KCMEPTHOro YUYpexaeHUs aKCnepTusb
NeKkapcTBEHHOro cpeacTBa 06s3aH:

1) npoBecCTn NOJIHOE UccrnenoBaHne npencrtaBieHHbIX eMy 00BbEeKTOB, mMaTtepuanos, gaTb 0060CHOBaHHOE U
0OBHEKTMBHOE 3ak/ioYeHMe MO MOCTaBMEHHbIM nepegq HMM BonpocamMm WM MOTUBMPOBaAHHOE 3akrito4yeHune o
HEBO3MOXHOCTU NnpoBegeHna MM 3KCNepTu3bl NieKapCTBEHHOIO cpeacTBa, eCli NoCcTaBl/ieHHble BOMPOCHI BbIXOOAT
3a npepenbl cneunanbHbIX 3HaHUM 9KCnepTa, 0bbeKkTbl MccnegoBaHUn U MaTtepuanbl HenpuroaHbl WUNu
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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 coxpaHeHus: 26.12.2023

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

HEeOOoCTaTO4YHbl And npoBeaeHUA nccnegoBaHWMin M gadn 3aknoyveHns nubo cospemeHan?l YpOBEHb Pa3BUTUA
HayKn He NO3BOJ1AET OTBETUTb Ha NOCTaBJ1I€EHHbIE BOMNPOCHI;

2) He pasrnawatb cBeaeHWUd, KOTopble CTann emMy WU3BEeCTHbl B CBA3WM C NpoBedeHUEM 3KCnepTu3bl
leKapCTBEeHHOro cpenctea, a Takke cBedeHusd, CoCTaBndwwme rocygapCrBeHHyH, KOMMEepPp4YeCKyo UIn UHYHO
OXpaHAeMyH 3akKOHOM Tal7|Hy;

3) obecneunTb COXpPaHHOCTL NPeACTaBMEHHbLIX 00 HEKTOB UCCeaA0BaHUN U MaTepuarnos.
6. KkcnepT He Bnpasee:

1) nNpoBOAWNTbL 3SKCMEPTM3Y JEKAPCTBEHHOrO cpeactBa MnNo obpalleHuM HEMNOCPEeACTBEHHO K Hemy
opraHnsaumi unu QU3nN4eCcKmx nu;

2) camocTosATENBHO CObMpaTh MaTepuarnbl Afsi NPOBEAEHUS] 9KCNEPTU3bI NTeKapCTBEHHOIO CPeacTBa;
3) npoBOAUTL BKCMEPTU3Y NeKapCTBEHHOro CpeacTBa B Ka4ecTBe HErocyaapCTBEHHOro aKcnepTa.

7. B cnyyae HeoGXOAMMOCTU 3KCTepT BrpaBe XoAaTalWcTBOBaTb Mepep PYKOBOAMTENEM 3KCMEepTHOro
yYpEXOeHUs O NPUBEYEHUN K MPOBEAEHMIO 3KCMEPTU3bl JIEKAPCTBEHHOTO CPeACTBa OPYIMX SKCMEepPTOB.

8. Kaxgbln akcnepT, BXOOAWMWA B COCTaB KOMUCCUW 3KCMEPTOB, KOTOPOW MOPYyYEHO npoBeneHue
3KCMNepTM3bl JIEKAPCTBEHHOIO CpeacTBa, HE3aBUCUMO M CaMOCTOSITENIbHO MPOBOAUT MUCCNeOoBaHWs, OLEHNBaeT
pe3ynbTaTtbl, MOMYYEHHbIE UM JIMYHO W APYruMK 3KCnepTamu, U OpPMynMpyeT BbIBOAblI OTHOCUTENBLHO
NnocTaBrIeHHbIX BOMPOCOB B NpeAenax CBOMX cneunanbHbIX 3HaHWUN.

9. PesynbTathl 9KCNepTU3bl JIEKapCTBEHHOMO CPEACTBA ODOPMIIAIOTCS 3aKMYEHNEM KOMUCCUN 3KCNEPTOB.
B 3aknioyeHUM KOMUCCUM IKCMEPTOB YKa3biBAOTCA MEPEYEHb WCCIeaoBaHWii, 06bEM MPOBEAEHHBIX KaXObIM
3KCMEPTOM MCCMENOBaHWUMN, YCTaHOBIEHHbIE KaXObIM U3 HUX (hakTbl U coenaHHble B pe3ynbTate uccrnenoBaHui
BbIBOZbI. OKCMEPT, MHEHWE KOTOPOro HE COBMAaAaeT C PELLEHUMEM KOMUCCUW SKCTMEpPTOB, BNpaBe Bbipa3uTb CBOE
MHEHWE B NCbMEHHOW hopMe, KOTopoe NPUoBLLAETCS K 3aKMoYEeHUI0 KOMUCCUI SKCMNepTOoB.

10. OKcnepTbl, BXoAsLIME B COCTaB KOMUCCUW, NpeaynpexaaloTcs o6 oTBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHodaTenbCcTBoM Poccuiickoin degepaumn 3a Oady 3aKmiYeHWUs, cofepkalero HeoBOCHOBaHHbIE WK
hanbcndULMPOBaHHbIE BbIBOALI, O YEM OHU 0T MOATMMCKY.

11. OnpefeneHne ypoBHS npodeccMoHanbHOM MNOArOTOBKM 3KCMEPTOB M aTTectaumsi UxX Ha npaso
NPOBEAEHUS  3KCMEPTU3bl  NEKAPCTBEHHbLIX CPEACTB  OCYLUECTBIISOTCS  9KCMEPTHO-KBANUMMKALMOHHBIMM
KOMUCCUSIMM B MOPSIAKE, YCTAaHOBMEHHOM COOTBETCTBYHLUMM YMOSIHOMOYEHHbIM beaeparnbHbiM  OpraHoMm
WCMONHNTESNbHON BracTn. YpoBeHb MpodbeccMOoHanbHOM MNOArOTOBKM  OKCMEPTOB MOASNIEXUT MNepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOUH pas3 B NATb J1eT.

12. MNpaBuna npoBeAeHNsa 3KCNEpPTU3bl NIEKAPCTBEHHLIX CPEACTB U OCOOEHHOCTM 3KCMEPTU3bl OTAENbHbIX
BMOOB JleKApCTBEHHbIX MpenapatoB (pedepeHTHbIX JIeKapCTBEHHbIX MpenapaToB, BOCMPOM3BEAEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, OGUMONOrMYECKMX JEKapCTBEHHbLIX MpenapaTtoB, GuoaHanoroBbix (6nonoaobHbIX)
neKapCcTBEHHbIX MNpenapaToB (6MOaHanoroB), roMeonaTU4eCcKMX JNeKapCTBEHHbIX NPenapaTtoB, NEKAPCTBEHHbLIX
pacTUTenbHbLIX MNpenapaTtoB, KOMOWHAUMM neKapCTBEHHbIX MpenapaToB), OpMbl  3aKMHOYEHUA KOMMUCCUM
3KCNepTOB yCTaHaBNMBAKOTCA COOTBETCTBYIOLUMM YMONHOMOYEHHbIM defeparbHbiM OpPraHOM MWCMONHUTENbHON
BMNacTu.

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

KoHcynbTaHTlnoC: npuMmeyaHue.

Ho 31.12.2023 gna npenapartoB, npou3BefeHHbIX B PO B Lensax MMNopTo3aMelleHuns, yCTaHaBnMBaeTcs
PEXMM YCKOPEHHOW MpoLeaypbl rocperncTpauum B cootBeTcTBum ¢ [loctaHoeneHnvem lMpasutensciea PO ot
12.03.2022 N 353.

Crartbs 17. NMogaya n paccMmoTpeHue 3asiBIeHNs O rocyAapCcTBEeHHOW perucTpauumn nekapcTBeHHOro
npenaparta Ans BeTepUHapHOro NpMMeHeHus
(B pen. PepepanbHoro 3akoHa 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 coxpaHeHus: 26.12.2023

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

1. Onsa rocyaapCTBEHHOW perucTpauuy NnekapcTBEHHOro npenaparta Ans BeTepUHApPHOro MNpUMEeHeHUs
pa3paboTymK TaKoro fiekapCTBEHHOro npenapara uny ynonHOMOYEeHHOe M ApYroe puanyeckoe nuuo (ganee B
HacTosILLen cTaTbe - 3asBUTENb) MpeacTaBnseT B YNOMHOMOYEHHbIN beaepanbHbil OpraH MCMONHUTENbHOM
BMacTW, OCYLLECTBMSIOWMI rOCYAapCTBEHHYIO pPerncTpaumnito NekapcTBEHHbIX MpenapaTtoB Ans BEeTEepUHapHOro
NPUMEHEHWS, B 3NEKTPOHHON hopMe unu Ha BymakHOM HocuTene 3asiBfieHMe O rocy4apCTBEHHOW perucrpauum
neKkapCcTBEHHOro nmpenapaTta Ans BETEPUHapHOro MNpPUMEHEHWs, a Takke B [opdaake, YCTaHOBMEHHOM
COOTBETCTBYIOLLUM YMONTHOMOYEHHbLIM dbeeparibHbIM OpraHoM UCMONHUTESNbHON BacTu, B 3NEeKTPOHHON dhopme
nnu Ha ByMaxxHOM HocuTene HeobxoauMble JOKYMEHTbI, U3 KOTOPbIX hOPMUPYETCS perncTpaumMoHHoe JoCkbe Ha
nekapcTBeHHbIN npenapaT A5 BETEPUHAPHOrO NMPUMEHEHUS.

2. B 3zagBneHun o FocyﬂapCTBeHHOVI perncTtpaunmn nekapcrtBeHHOro npenaparta ana BeTepuMHapHOro
NPUMEHEHNA YKa3blBaKTCA:

1) HanmeHoBaHWe 1 agpec 3asBuTens, pa3paboTymka 1 NPoM3BOAUTENS NEKAPCTBEHHOrO npenaparta ang
BETEPUHaAPHOro NpPMMEHEHNs 1 agpec MecTa OCyLLeCTBNEHMSA NPOU3BOACTBA IEKAPCTBEHHOro npenapata ang
BETEPMHAPHOr0 NPUMEHEHUS (B CMydYae Hanmyns HECKONbKMX YYaCTHUKOB NpoLecca Npon3BoAcTBa HEO6XOAMMO
yKasaTb KaXaoro u3 Hux);

2) HaumeHOBaHMEe IEeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOrO MPUMEHEHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOe HauMeHOBaHWS);

3) nepeyeHb [OEWCTBYIOLIMX U BCMOMOraTenbHbIX BeLIeCTB, BXOOSALMX B COCTaB JeKapCTBEHHOro
npenapara Ans BeTepUHAPHOro NMPUMEHEHNS, C YKa3aHWeM KOMMYEeCcTBa KaXkaoro U3 HUX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEHUA, CPOK rogHOCTWN JIeKapCTBEHHOIO
npenaparta ald BeTepnHapHOro npMMeHeHus,;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeoBGX0AMMOCTb MPUMEHEHMUSI YCKOPEHHOWM MPOLIeypbl 3KCMEpTU3bl NEKapCTBEHHbLIX CPEeACTB B LensX
rocy4apCTBEHHOMN perncTpaLmm NekapCTBEHHOro npenapara;

7) KON OOKYMEHTOB, NnoATBepXAakwWwmnx ynnaty FocyﬂapCTBeHHOﬁ NOLLJTNHbI

a) 3a NpoBefeHVe IKCNepTU3bl KaYeCTBa JIeKapCTBEHHOIO CPpeaCcTBa U 3KCNepTU3bl OTHOLLEHNS OXKUAAEMOiA
Mosb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NEeKapCTBEHHOro npenaparta Afis BeTepUMHapHOro NpuUMeHeHus npu
€ro rocyapcTBeHHON perncTpauuu;

6) 3a Bblga4vy perncrtpayMoHHOro yaoCtoBepeHusa nekapCTtBeHHOoro npenapara;

8) Hannuue cornacusi, NPeayCMOTPEHHOrO YacTblo 7 HACTOSLLEN CTaTbW, €CNM C MOMEHTa perucrpamm
pedepeHTHOro NekapCTBEHHOro Npenapara Ansi BeTepuHapHOro NpMMeHeHns NpoLLsio MEHEE YEM LLECTb neT.
(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

3. PernctpaumoHHoe pocbe B Lensx 9SKCnepTusbl NEKApCTBEHHOro mnpenapata Afsi BeTepPUHapHOro
npuMeHeHnst HoOpPMUPYETCA U3 CrELYIOLLMX JOKYMEHTOB U CBEOEHUN:
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

1) cBegeHuss 0 paTe nNpenoCTaBEHUs W  PErucTpauMoHHOM HOMEpe JMUEH3UM Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeacTB, NPeAoCTaBNEHHON NPOU3BOANTENO PErMCTPMPYEMOrO NIEKapCTBEHHOIO Npenapara ans
BETEPMHAPHOro NPUMEHEHUS, AN POCCUNCKUX NPOU3BOAMTENEN;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-d3)

2) cBedeHus O pfaTte MpegocTaBfieHWss M PErucTpauMoHHOM HOMEpe JIMUEH3MU Ha MNpPOM3BOACTBO
NEeKapCTBEHHbIX CPeacTB, NPenoCTaBIEHHOW MPOM3BOAUTENO hapMaueBTMYECKOM cyOCcTaHumu, BXOAsLEeEn B
COCTaB pPErUCTPMPYEMOro NEeKapCTBEHHOro npenapata s BeTEepUHApHOro MNpPUMEHEHUs, ANA POCCUACKMX
npoussoguTenen;

(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 coxpaHeHus: 26.12.2023

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

2.1) konusi OOKYMEHTA, BbIAAHHOMO YMOSIHOMOYEHHbLIM OpraHOM CTPaHbl MPOWM3BOAUTENS AN KaXKOOW
NMPOW3BOACTBEHHOW MMOLLAAKN PErMCTPUPYEMOrO NeKapCTBEHHOMO npenaparta Ansi BEeTepPUHapHOro NpuMeHeHus
N NOATBEPXKAAloLWero COOTBETCTBME MNPOM3BOAWTENS JIeKapCTBEHHOro npenapata TpeboBaHWsaM MpaBun
HaZanexallen NpoV3BOLACTBEHHOW MPAKTUKW, U €ro NepeBos Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
nopsiake, a Takke KOMWUsi 3aKMYEHUS] O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpebGoBaHMsSIM
npaBun Haanexaiweh npou3BOACTBEHHOW MNPAaKTUKM, BblOAHHOMO YMONIHOMOYEHHbIM dedeparibHbIM OpraHoM
WCMONHUTENBHON BnacTM AN Kaxgoh MNPOW3BOACTBEHHOM MOWAAKM PETMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BEeTEPUHAPHOIO MNPUMEHEHUs, NMOO KOMWS peLUeHUss O MPOBEAEHUN WHCMEKTMPOBaHUS
npou3BoauTenst  NIEKApPCTBEHHbIX  CPeAcTB, MPUHSITOTO  YNOSMIHOMOYEHHbIM  dhedepanbHbiM  OpraHoMm
NCMNONHUTENBHOW BnacTy Ans KaXZoW NPOVM3BOACTBEHHOW NroWaiKkM PerMcTpupyemoro JiekapCTBEHHOro
npenapata ans BeTEPUHAPHOIO NPUMEHEHWs. YkasaHHble [OKYMEHTbl NpeacTaBnsalTCcs B criyvae, ecnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLlecTBRseTcs 3a npeaenamu Poccuiickon ®enepaumu;

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

2.2) Konus  JOKYMEHTa, BblJAHHOTO  YMNOMHOMOYEHHbLIM  OpPraHoM  CTpaHbl  NPOW3BOAMTENS
dhapmaueBTMUECKO cybCcTaHUMM WM NOATBEPXKAAMOLWEro COOTBETCTBME Mpov3BOAUTENS dapmaueBTUYECKON
cybcTaHuMM, BXOAsLEN B COCTaB PErMCTpUpYeMoro JiekapCTBEHHOrO npenapata [Afns BeTepUHapHOro
NpUMeHeHWs1, TpeboBaHMSM MpaBuN Haanexaiwle NpPou3BOACTBEHHOW MPAKTUKW, U €ro NMepeBOf Ha PYCCKWUiA
A3blK, 3aBEPEHHbIe B YCTAHOBMEHHOM NopsiAke, B Crydae, ecnu NpousBoAcTBO hapMaueBTudeckon cybcTaHumm
ocyllecTBnsieTcsa 3a npegenamu Poccuiickon ®epepaumu;

(n. 2.2 BBegeH PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)

3) NpoeKT HopMaTMBHOTO JOKYMEHTAa Ha fieKapCTBEHHbIN NpenapaT AN BEeTEPUHAPHOTO NMPUMEHEHNS;

4) [OKYMEHT, coJepxaliui cnegyowy uHdopMaumio o dapMaueBTUYeckon cybctaHuum unm
hapmaueBTUYECKMX CYBCTaHLMSX, BXOASLWMX B COCTaB feKapCTBEHHOro npenaparta Ansi BeTepUMHapHOro
NMPUMEHeHUs:

a) HaumeHoBaHuWe dapmaueBTMYecKon cybcTaHuuKn, ee  CTpykTypa, obwume cBonctBa (npu
rocygapCTBEHHOM perMcTpaumm MMMYHOOMONOTMYECKUX JleKapCTBEHHbLIX MNpPenapaTtoB Afs BeTEPUHapHOro
NPYMEHEHUS NPEACTaBNATCA CBeAEeHMs O LTaMMe, BKYasi €ero HauMeHoBaHue, WHdopmauui o
NMPOUCXOXAEHUN, €r0 CBONCTBAX, XapakTepPUCTMKaX N MecTe OENOHUPOBAHNS);

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

6) HaMmeHoBaHVe 1 aapec NpousBoaUTENS;

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

r) WHpopMaums O npuMecsx (He MpPeAcTaBnsieTcss MNpU FOCYAAPCTBEHHOW  perucrpaumm
NMMYHOBNONOrMYECKNX NeKapCTBEHHbIX NPenapaToB Ans BETEPUHAPHOMO NPUMEHEHWS);
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmkaumsi Ha papmaueBTUYeckyto cybctaHuuio (He npeacTaBnsieTcs MNpu rocyaapCTBEHHON
perncTpaumm UMMyHOBMONOTMYECKNX NEKapCTBEHHbIX NpenapaToB A BETEPUHAPHOIO NPUMEHEHUS);
(B pea. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)

€) onvcaHve MeToaMK KOHTPONS KavyecTBa;

X) pesynbTaThl aHanu3a cepuin papmaueBTMYeCKOn cybcTaHUuMM (HEe  NpeacTaBnsiloTcs  npu
rocygapCTBEHHON perucrTpauuy UMMYHOOMOMOrMYECKUX FeKapCTBEHHbIX MpenapaToB Ans BeTepuHapHOro
NpUMEHeHNs);

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

3) nepeyvyeHb CTaHOAPTHbIX 06pa3U,OB mnn BewecTtB, UCMNOJIb3yeMbIX MpPpU OCYLWECTBIIEHUN KOHTPOIIA
Ka4vecTBa,

I/I) onncaHme XapakTepucTtuk n CBOWCTB YNakKoOBOYHbIX MaTtepunarnoB 1 YKYNnOpPO4YHbIX 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 coxpaHeHus: 26.12.2023

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

K) [daHHble 0o crabunbHocTM (He  MpeacTaBnaAlTCA MNpU  FOCYOAPCTBEHHOW  perncrpauun
MMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BeTePUHapHOro NpMMeHeHus);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

J'l) CPOK rogHOCTH, YCIiOBUA XPaHEHUA,

KoHcynbTaHTlntoc: npumeyaHue.

lMpun yckopeHHOM Mpouedype perncrTpauum BOCMPOU3BEOEHHOro npenaparta [oMnyckaeTca HemnpeacTaBreHne
ONMUCaHUa MEeTOAOB U WX [OOKYMEHTanbHOro MOATBEPXAEHUSA, MNpu MNMCbMEHHOM 0053aTenbcTBe KX
npeactaBuTb B TeveHMe 12 mecaueB co AHa peructpauumn ([octaHoBneHue [lpaButenbctBa PO ot
12.03.2022 N 353).

5) oT4yeT 0 pesynbTaTax OOKIMMHUYECKOTO MCCeaoBaHWst NEKapCTBEHHOrO CpeAcTBa AN BETePUHAPHOro
NPUMEHEHWS, BKITHOYAOLLMI ONMcaHMe MeTOA0B ONpeAenieHns OCTaTOYHbIX KONMMYECTB AENCTBYIOLLIEro BellecTsa
(oencTByoWMX BeLlecTB), OOCTUraroLlero (4OCTUrarLmnx) CUCTEMHOIO KPOBOTOKA, B MPOAYKUMM KMBOTHOrO
NPOVCXOXAEHUS MOCne NPUMEHEHUsT Takoro feKapCTBEHHOro CpeactBa, a Takke [LOKYMeHTarnbHoe
NoATBEPXAEHNE (Banmaauus) ykasaHHbIX METOAOB;

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

6) oT4yeT O pesynbTaTax KIMHUYECKOro UCCRefoBaHUs NekapCTBEHHOro npenapaTta Ans BeTepuMHapHOro
NPUMEHEHMS Y KaXX4oro Buaa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM N0 BETEPUHAPHOMY NMPUMEHEHMIO;

7) NPOEKT WHCTPYKUUM MO BETEPMHapPHOMY MPUMEHEHWI0 JeKapCTBEHHOrO npenapaTa, cohdepXallei
crnepytoLme cBefeHus:

a) HanMeHoBaHWe JeKapCTBEHHOIo npenaparta Ald BeTepuMHapHOro npuMeHeHua (Me>Kp,yHapo,que
HenaTeHTOBaHHOE, Ui rpynnmpoBOYHOE, UMM XMMNUYECKOe N TOProsoe HaMMeHOBaHVIﬂ);

0) nekapcTBeHHas opma C yKazaHMEM HaVMEHOBAHWA W KONMUYECTBEHHOrO COCTaBa [OENCTBYHOLLUX
BELLECTB U Ka4eCTBEHHOro COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) OMnvcaHue BHELLHErO BMAa feKapCTBEHHOIo npenapaTta Assi BETEPMHAPHOMO NPYMEHEHUS;

r) dapmakoTepanesTMyeckasa rpynna nekapCTtBEHHOro npenaparta Ang BeTEPUHApPHOro MPUMEHEHUST UNn
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

4) (hapmakoguHamvka W apMakoKMHeTMKa (33 WCKIoYeHMeM (hapMaKOKMHETUKM FoMeonaTUyYeckmx
NEeKapCTBEHHbIX  MpenapaTtoB U pacTUTENbHbIX  JIEKapCTBEHHbIX  NpenapaToB)  WAM  ONMUCaHuWe
MMMYHOBUOMOrMYECKNX CBOMCTB NEKapCTBEHHOIO Npenapara;

€) NokasaHus Ans NPUMEHEHNS;

) NPOTMBOMNOKA3aHWs ANst NPUMEHEHWS;

3) Mepbl NPEAOCTOPOXKHOCTM NPY NMPUMEHEHNMU;

I/I) YKa3aHune BO3MOXHOCTU U ocobeHHocTeln NnpUMEeHeHna y 6epeMeHHbIX XNBOTHbIX, Y XUBOTHbIX B Nnepnoa
NaKkTtauuu, y nOTOMCTBA KNMBOTHbIX;

K) pexvM [03MpoBaHWsi, cnocob BBeOEHUSI U MNPUMEHEHUs, MNpuM HeobXoouMOCTU Bpems npuema
neKapCcTBEHHOro npenapara Ansi BeTEPUHAPHOro NPUMEHEHNS, MPOAOIKUTENBHOCTb NEYEHNs;

n) BO3MOXHble MOBOOYHbIE [ENCTBUSI, HeXenaTenbHble peakuuy npu MNpUMEHEeHWU JieKapCTBEHHOrO
npenapara Ansi BeTepUHAPHOTO NMPUMEHEHNS;

M) CMMNTOMbI Nepeno3npoBKK, Mepbl N0 OKa3aHUKo NOMOLLK NPy Nepeno3npoBKe;

H) B3aumMopenicTBUe C APYrMMU NeKapCTBEHHbIMU NpenapaTamu 1 (Unn) KopMamu;
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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 coxpaHeHus: 26.12.2023

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

0) bopMbl BbIMycKa JIeKapCTBEHHOIO NpenapaTa Al BeTepMHapHOro NPYMEHEeHWS;

n) ykasaHue (Npu HeoBxoOMMOCTM) OCOBEHHOCTEe [OeWCTBUA feKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPYMEHEHWs Npu NePBOM NpUeMe UK Npu ero OTMeHe;

p) onucaHue (npu HeobxooMMOCTW) AEWCTBMM chneumanucta B obnactu BeTepuHapuu, Brnagenbua
XXMBOTHOMO MpY Nponycke npyema 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 uctedeHnn Cpoka rogHoCTu;

T) YCINOBUSI XpaHEHUS;

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

&) ykasaHve (Npy HeobxoouMOCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUUTOXEHWM
HEeNCNo1b30BaHHbIX NIEKAPCTBEHHbLIX NpenapaToB ANnA BeTepUHaApHOro NnpuMeHeHuns;

X) CPOKM BO3MOKHOIO UCMNOJib30BaHNA NPOAYKUMN XXNBOTHOIO NPOUCXOXAEHUA MOCIe BBeAEeHUNA XXUBOTHOMY
JIeKapCTBEHHOrO npenaparta anAa BeTepPUHApPHOro NnpuMeHeHn4;

L) yCNnoBus OTNycka;

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MIOLLaA0K NPOU3BOAUTENS NEKAPCTBEHHOrO Mpenapara
AN BETEPUHAPHOIO NPUMEHEHWS;

LIJ) HanveHoBaHue, agpec opraHusauuu, yI'IOJ'IHOMO‘-IeHHOIZ aepxarenem mnnn BnagenbLuemMm
perncTpaumMoHHOro yaoCtoBepeHua neKkapCTtBeHHOro npenaparta Ha nNnpuHATne npeTeH3vu7| oT n0Tpe6|/|Ten;|;

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

9) cnenytoLne CBeAEHNS O NEKAapCTBEHHOM Npenapare Afsi BETEPUHaPHOTo NPUMEHEHNS:
a) onucaHue 1 cocTae NekapCTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEHNS;
©0) onucaHne hapmMaLeBTMYECKON pa3paboTky;

B) onucaHue npoLecca NpoM3BOACTBA M €ro KOHTPOns, MOAMMCaHHOe B MOpsiAke, YCTAHOBMEHHOM B
COOTBETCTBUM C YaCTbo 1 HACTOSILLIEN CTaTbW;
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

) ONUCaHUEe KOHTPONS KPUTUYECKMX CTaaMi NPOU3BOACTBA M MPOMEXYTOYHOW NPOAYKLMMK, NOANMCAHHOE B
nopsiake, yCTaHOBIEHHOM B COOTBETCTBUM C YaCTbi0 1 HACTOsLEN CTaTbMy;
(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

[0) HaumeHoBaHMS W agpeca paspaboTuuka, gepxatens WU Bragenbua perncrpauyoHHOro
YOOCTOBEPEHUSI NEKapCTBEHHOro npenapaTta, Npou3BOACTBEHHbLIX MIOWAA0K MPOU3BOAUTENS FEKapCTBEHHOMO
npenapata Ans BeTEPUHAPHOrO MPUMEHEHMSI C YyKasaHMeM CTaaui  TexXHOSNOorM4eckoro npoLecca,
OCYLLECTBMSAEMbIX Ha MNPOM3BOACTBEHHbLIX MMOLWaAkax MpPON3BOAUTENSA JIeKapCTBEHHOrO npenapata Aans
BETEPUHAPHOIo NPUMEHEHMS;

(B pea. PenepanbHbix 3akoHOB oT 13.07.2015 N 241-93, o1 02.08.2019 N 297-93)

€) hapmauieBTU4ECKass COBMECTUMOCTb;

)K) MVIKpO6VIOJ'IOI'VI‘-IeCKVIe XapaKTepUCTUKHN,
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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 coxpaHeHus: 26.12.2023

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

3) MaTepuarnbHbIi GanaHc Ans NpovM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW Npouedype  AOMNyckaeTcsi  HenpencTaBreHue  OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "K' n. 9 4. 3 cT. 17, npu ycrnoBum NUCbMEHHOro 06s3aTenbCTBa UX NPenoCcTaBUTh B
TeyeHne 12 mecsueB co aHs pernctpauunn (NoctaHoBneHuve MNpasutensctea PO ot 12.03.2022 N 353).

K) JOKYMeHTanbHOe NOATBepXaeHue (Banuaaums) npoueccoB U (Unn) ux OLEHKa;

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 c1. 17, npu ycrnosBun NUCbMEHHOro obs3aTernbcTBa UX NpefoCcTaBUTb B
TeyeHne 12 mecsaueB co aHsa pernctpauunn ([octanHoBnenuve MNpasutensctea PO ot 12.03.2022 N 353).

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

KoHcynbTaHTtlntoc: npumevaHume.

Mpn  pernctpauum NO  YCKOPEHHOW nNpouesype  AOnyckaeTcsi  HenpencTaBreHuMe  OOKYMEHTOB,
NpeaycMOTPEHHbIX mn. "H" n. 9 4. 3 cT. 17, Nnpyn ycnoBuM NUCbMEHHOTO 00sA3aTenbCTBa UX NPenoCTaBUTh B
TeyeHne 12 mecsueB co aHs pernctpauunn (NoctaHoBneHuve MNpasuTtenbctBa PO ot 12.03.2022 N 353).

H) OOKYyMeHTallbHOe noAaTBepXxaeHune (BaJ'II/I,D,aLI,I/IFl) aHannMTn4yeCknx MeTogukK, Wuncnonb3dyemMblX nNpu
OCYyLLEeCTBIMEHNN KOHTPOJA Ka4eCTBa BCNoMOraTesibHbIX BELWECTB;

0) VIH(*)OpMaLI,VIFI 00 unCcnonb3oBaHMM BCMOMOraTesNibHbIX BELIECTB  YEIIOBEYECKOTO W >KUBOTHOIO
NPOUCXOXOEHUA,

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

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

C) aHanuTU4yeckne METOAMKM, MUCMONb3yeMble MpPY OCYLLECTBIEHUM KOHTPOSS KayecTBa fleKapCTBEHHOro
npenapara Ansi BeTEpUHAPHOTO NMPUMEHEHNS;

KoHcynbTaHTlnt0C: npumeYaHue.

Mpn pernctpaumm nNO  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeAcTaBrneHMe  OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "t n. 9 4. 3 cT. 17, Npu ycrnoBun NUCbMEHHOro 06s3aTensCcTBa UX NPefoCTaBUTb B
TeyeHne 12 mecsaueB co aHs pernctpauun ([octaHoBnenue MNpasuTtensctea PO ot 12.03.2022 N 353).

T) [OKyMEeHTanbHoe MNoATBepXaeHue (Banuaauns) aHanuMTUYecKUX MEeTOAMK, WCMONb3yeMbIX MNpu
OCYLLIECTBMNEHNN KOHTPOMSA KayecTBa rnekapCTBEHHOro npenapaTa Ans BeTepUHapPHOro NPUMEHEHWS;

y) [OOKYMEHT, MOATBEPXKAAloWMiA KayeCTBO IEKapCTBEHHOro npenapaTta TPexX MPOMbILLIEHHBLIX Cepuii
(NpoTOKON aHanua3a unu cepTudUKaT aHanuaa), ogHa cepusi KOTOPOro AOMKHa coBnaaaTb C cepuen obpasua
nekapcTBEHHOro npenapara, No4aHHOro Ha PernucTpaLyio;
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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 coxpaHeHus: 26.12.2023

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

&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6p83LI,OB, MCNnosNb3yemMblX nNpu OCYLLEeCTBIIEHUN KOHTPONA KadecTtBa
JIeKapCTBEHHOIO NnpenapaTta aAna BeTepuHapHOro NnpuMeHeHn4;

KoHcynbTaHTlInoC: npuMmeyaHue.

Mpy yckopeHHOW npouenype perncrpauum BOCMPOU3BEAEHHOro npenaparta [AornycKaeTcs HenpeacTaBreHve
CBeAEeHUI, NpeaycMoTpeHHbIX nn. "u" n. 9 4. 3 c1. 17, NpM NUCbMEHHOM 00s3aTenbCTBE UX NPEeOCTaBUTb B
TeveHne 12 mecsues co aHs peructpauun ([octaHoenexue Mpasutensctea P® ot 12.03.2022 N 353).

Ll,) AaHHble 0 CTabuNbHOCTH JNIEKapCTBEHHOIO npenaparta anAa BeTepunHapHOro npuMeHeHun4;

10) Konust AOKYMeEHTa, coaepallero nHpopMaumo 0 HanuumMm nnn o6 oTCyTCTBMM (PaAKTOB perucTpalmm
nekapcTBEHHOro npenapara Ansi BeTEpMHaAPHOro npMMeHeHus 3a npegenamm Poccunckon ®epepauum;

11) cormacme B NMCbMEHHOW opme, NPedyCMOTPEHHOE 4YacTbio 7 HaCTosILLEN cTaTbW, B Cry4ae
pervcTpaumm BOCNpon3BeeHHOro NekapCTBEHHOMO Npenapara;
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) Konusi 4OKYMEHTa Ha PYCCKOM $i3blke, 3aBEPEHHOIO B YCTAHOBMIEHHOM MOpsiAKE M NOATBEPXKAAOLLErO
NMPaBOMOYHOCTb 3asIBNIEHUSI O FOCYAAPCTBEHHOW perMcTpauuy rekapcTBEHHOro npenapata Ans BETEPUHAPHOro
NpUMeEHeHUs (OOBEPEHHOCTD);

KoHcynbTaHTln0C: npumeYaHue.

[o 31.12.2023 poccuickMM Npon3BOANTENSIM paspeLleHo He NpeacTaBnATh CBeAeHUA B cOOTBETCTBMM € M. 13
y. 3 ct. 17 npu perncTpaumm MMMYyHOBMOMOrMYECKMX nekapcTBeHHbIX npenapaTtoB ([loctaHoBneHue
MpaButensctea P® ot 12.03.2022 N 353).

13) cBegeHusi O rocygapCTBEHHOW perucrTpaumm reHHO-UHXEHEPHO-MOANMULMPOBAHHbBIX OpPraHM3MoB,
npegHasHayYeHHbIX AN BbiMyCKa B OKpYXKawloLy cpeny (npu rocyaapCTBEHHOW perncrpauumn nekapCTBEHHbLIX
npenapaToB ans BETEPMHAPHOIO NpUMEHEHNS, Nony4YeHHbIX c npUMeHeHnem
reHHO-UHXEeHEePHO-MOAMMDULNPOBAHHBIX OPraHU3MOB UMK COAEPXKaLLUX Takne opraHu3mbl).

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

4. MNMpn NpoBeaEHUN YCKOPEHHOWN NpoLeaypbl SKCNEPTU3bl JIEKAPCTBEHHOrO NpenapaTa Ans BETePUHapHOro
NpUMeEHeHNs (3a UCKMNOYEHMEM NEKapCTBEHHOro npenapaTta Ansd BeTEePUMHApHOro NPUMEHEHWs, yKa3aHHOro B
yactn 4.1 HacTosien cTaTby) B LENsX ero rocygapCTBEHHOM perncrpauum BMECTO OTyeTa paspaboTymka o
pesynbTatax [OOKIMUHUYECKOrO WCCMELOBaHUS JEKAapCTBEHHOrO CpPEeACTBa AN BETEPUMHAPHOIO MNPUMEHEHNS
MoXeT ObITb NpeAcTaBneH 0630p Hay4HbIX paboT 0 pe3ynbTaTax JOKIMHUYECKOrO UCCneaoBaHusa peepeHTHOro
NeKapCTBEHHOro npenapaTta Afsi BETEPUHAPHOro NPMMEHEHMS, @ BMECTO OTYeTa O pesynbTaTtax KIIMHUYECKOro
nuccnegoBaHMs  NEKApCTBEHHOrO npenapata  And  BETEPUHAPHOro MPUMMEHEHUs OT4eT O pesynbTaTtax
uccnegosaHMn GUO3KBMBANEHTHOCTU BOCMNPOU3BEAEHHOTO NEKapCTBEHHOro npenapata Ansi BeTepuUHapHOro
NPUMEHEHNSA.

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

41. Tpn npoBegeHWM YCKOPEHHOW mMpouedypbl 3KCNepTusbl NEKapCTBEHHOro npenapata Ans
BETEPMHAPHOrO MNPUMEHEHUS, NPEeLHA3HAYEeHHOro Ans  JieYeHUs OOMAaLLUHMX JKMBOTHBIX, OMNpeAeneHHbIX
depnepanbHbIM 3akoHOM OT 27 aekabps 2018 roga N 498-903 "O6 oTBETCTBEHHOM 0OpaLleHUN C XKUBOTHBLIMU U O
BHECEHMM U3MEHEHUIN B OTAENbHbIE 3akoHOA4aTeNbHble akTbl Poccuiickon ®egepaumn”, n 3apermcTpupoBaHHOro
B KayecTBe NneKapCTBEHHOro npenapata Ans MeauUMHCKOro NPUMEHeHWs, B LensxX ero rocygapcTBeHHOM
perncTpaumm BMECTO OoT4yeTa paspaboTyumka O pesynbTaTax AOKITMHUYECKOro WCCrEeAOBaHUS FIEKapCTBEHHOro
CcpeacTBa Ansd BETEPUHAPHOrO MPUMEHEHUA MOryT ObiTb NpeacTaBneHbl  pesynbTaTbl  JOKIMMHUYECKOTO
nuccnegoBaHMsl COOTBETCTBYIOLLErO JIEKApPCTBEHHOrO CpefcTBa AN MeAWUMHCKOro MpPUMEHEHUs, a BMEeCTO
oT4yeTa O pesynbTaTtax KIMHUYECKOro WccneaoBaHMs NeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMeHeHUs - 0630p Hay4HbIX paboT O pe3ynbTaTax KIMHWYECKMX UCCeaoBaHWUiA NIEKapCTBEHHOro npenapara
OnNa MeOUUUHCKOro MNPUMEHEHWs Ha BuAax >KMBOTHbIX, KOTOpPbIM MpedHasHayaeTcs uccnegyembin
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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 coxpaHeHus: 26.12.2023

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

rnekapCcTBEeHHbI Npenapar.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha akcnepTu3y pasnunyHbIX fekapcTBEHHbIX hOpM OLHOro M TOro Xe fekapCTBEHHOro npenapara ans
BETEPMHAPHOro NPUMEHEeHNsa 3asiBUTENb NPeACTaBnseT oTAeNbHble 3asBlEHUs U perncTpauuoHHble OOCbe Ha
KaXxgylo nekapcTBeHHyto chopmy. Npu ycroBuM OOHOBPEMEHHONM NMOAAYM Ha SKCNEPTU3Y OOHOW JNIEKAPCTBEHHOM
hOpMbI C pasnMYHbIMU JO3MPOBKOW, KOHLEHTpauuen, oObeMOM 3adBUTENb NPeacTaBnsieT O4HO 3asiBieHue ”
pervcTpaumoHHOe JOCbe C NMPUIOXEHUEM MaKeTOB MEPBMYHOM YMAKOBKM 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 HenpefcTaBneHns C 3asBNEHMEM O rOCYAapCTBEHHOW perncTpauum rekapcTBEHHOro
npenapata pAns BeTEPUHapPHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBEpXAalWmx Yynnaty rocygapCTBEHHOM
OOLUNMHBI W YKa3aHHbIX B NyHKTE 7 YacTu 2 HacTosILWen CTaTbW, CBEAEHUN O NULEH3MAX, YKasdaHHbIX B MyHKTax 1 u
2 yacTn 3 HacToswen cTaTbi, a Takke BblaBaeMblX (NPefocTaBNAeMbiX) YNOMHOMOYEHHbIMU dhedeparnbHbIMU
opraHamu WCMOSIHUTENBLHOW BracTU [AOKYMEHTOB (CBeAeHW), yKasaHHblX B nyHKTe 2.1 yactu 3 HacToswen
cTaTby, YNOSTHOMOYEHHbIV hefeparnbHbI OpraH UCMONHUTENbHOW BRacTy 3anpaluvMBaeT yka3aHHble 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 LIENaX UHopmaunm o pesynbTaTtax AOKITUMHUYECKMX
NCCrefoBaHUM NEKapCTBEHHbIX CPEACTB M KNMHWMYECKUX WCCNeOOBaHWA JEKapCTBEHHbIX NpenapatoB Ans
BETEPVMHAPHOIO  MPUMEHEHUS, MNPeACTaBMEHHOW  3asiBUTeneM  ANnd  rocygapCTBEHHOW  permcrpaumm
NeKapcTBEHHbIX nNpenapaToB, 6e3 ero cornacus B TeYEHWe LIECTU NeT C AaTbl roOCYyAapCTBEHHOW perncrpauum
pecepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

8. [epxatenb wnuM Bnageney perncrpauyoHHOro yOOCTOBEPEHUS FEeKapCTBEHHOro npenapaTta Ang
BETEPVMHAPHOIo MPUMEHEHUSA NPEeACTaBNsAeT B YNOMHOMOYEHHbIM dedepanbHbIi OpraH UCMONHUTENbHOW BNAacTy
OoT4yeT no pesynbTatam ¢apmMakoHag3opa OAMH pa3 B LWECTb MeCcsAUueB B TevyeHuMe [BYyX feT nocre
rocyaapCTBEHHOW perucTpauum nekapcTBeHHoro npenaparta B Poccunckon depepauuun, 3aTtem e€XerogHo B
TeyeHve nocneayrLmx Tpex neT u B AanbHenwem 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 Ans MeAULMHCKOro NpuMeHeHus
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-$3)

1. Ona rocyoapcTBeHHOW peructpauuu nekapcTBEHHOro npenapaTta Ans MeauuUMHCKOro MnpUMeEHeHUs
IopyanMyeckoe nNuuo, AenCcTByloLLee B COOCTBEHHBIX MHTEpPECcax MM YMONTHOMOYEHHOE NPEeACTaBNsATb MHTEPECHI
Opyroro opuaNYEeCcKoro nuua u 3asdBnsiollee NeKapCTBEHHbIM npenapaTt Ha rocyaapCTBEHHYIO perucrpaumio
(banee B HacTodAwen cTaTbe - 3asBUTENb), NPeAcTaBNseT B YMNOMHOMOYEHHbI dedepanbHbIi  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 JIEeKapCTBEHHbIN
npenapar 4ns MeaMUMHCKOro NpUMeHeHus.

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

2. B zagesneHun o rocyp,apCTBeHHoﬁl perncTtpaunn JrnekapCTtBeHHOro npenapara anda MeanunHCKOro
NPUMEHEHNA YKa3blBalTCA:

1) HauMeHoBaHVe, agpec 3asiBUTENs U NPOU3BOOUTENSA JIEKAPCTBEHHOro npenapaTta Ans MeguuuHCKOro
NPUMEHEHWs1, cBedeHuss 06 WX pernctTpauMm B KayecTBE HarloronnaTtenbliMka B CTpaHe peructpauun (ons
POCCUMICKMX HOPUONYECKUX MWL - MOEHTUMUKAUMOHHBIA HOMep Hanoronnatenswuka (MHH), ans nHocTpaHHbIX
IOPUONYECKUX MWL, - CTpaHa perncTpaumm, HauMeHoBaHUe PErMcTpUpYOLLEro opraHa, PermcTpaumoHHbIA HoMep,
KOO HamnoronnaTenbliMka B CTpaHe peructpauum (MHKOpnopauum) wunu ero adHanor) m agpec Mecrta
OCyLleCTBIieHnA npon3BoACcTBa J1eKkapCTBEHHOro npenaparta (B cnyydyae Hannyma HeCKOJ1bKMUX Y4YaCTHUKOB
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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 coxpaHeHus: 26.12.2023

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

npoLiecca ero nNpou3BoACTBa HeOOXOAMMO YykasaTb Kaxdoro y4YacTHMKa B COOTBETCTBUWM C OCYLLECTBNSIEMOW
cTagaven nponsBoacTBa);
(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanMmeHoBaHMEe JneKapCTBEHHOro npenapata And MeauumnMHCKOro npumMeHeHusa (MemnyHapop,Hoe
HenaTeHTOBaHHOE, Ui rpynnnpoBOYHOE, UM XMMNUYECKOEe N TOpPprosoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb ,Cl.eIZCTByI-OLIJ,I/IX M BCNoMoratesibHbIX BelwlecTB, BXOoAdALWMUX B COCTaB J1€eKapCTBEHHOIo
npenaparta gna MeamuynHCKoro npuMeHeHud, ¢ ykasaHmem Konmn4yectBea KaxKgoro n3 HuX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEeHUA, CPOK rogHOCTUN JIeEKapCTBEHHOIO
npenaparta gnda 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 MmegunumnHCKOro npuMeHeHuA,

6) OTCyTCTBUE HeobxogMmocTun npeaocTtaBlieHnA ot4vyeTa O pesynbTatax KIUMHUYEeCKOro uccnenoBaHus,
nccnenoBaHmMst  OMO3KBUBANEHTHOCTMU 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 Poccuiickylo defepaumio KOHKPETHOW napTum
3aperucTpupoBaHHbIX W (UNKN) HEe3aperncTpUpoBaHHbLIX JEKapCTBEHHbIX CPEACTB, MpedHasHa4YyeHHbIX A5s
NpoBeAeHUs IKCNEePTM3bl NEKAPCTBEHHbIX CPEACTB B LIeNAX rocy4apCTBEHHON perncrpaumu;

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
rocyoapCTBEHHOWN perucTpaumnmn nekapcTBeHHOro npenapara;

10) KONMUK JOKYMEHTOB, MOATBEPXKAAIOLLIMX YNNaTy rocyaapCTBEHHON NOLUMAUHbI:

a) 3a NpoBedeHWe SKCnepTu3bl [OKYMEHTOB, NPEACTaBMEHHbIX AN OnpeaeneHnss BO3MOXHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbLI npenapat Ans  MeAMUMHCKOrO  NPUMEHEHUss MpU  OCYLLECTBIEHUM
rocygapCTBEHHOW perMcTpaunm B kayectse opchaHHOro NieKapCTBEHHOIO Npenapara;

©0) 3a npoBeaeHVEe IKCNepTM3bl KAYeCTBa NEKAPCTBEHHOIO CPEACTBA U 9KCMEPTU3bl OTHOLLEHUS OXMOAEMOW
Nnonb3bl K BO3MOXHOMY PMUCKY MPUMEHEHMSI NEKapCTBEHHOro npenapara, pPaspeLlleHHoro Ans MeauuUMHCKOro
npumeHeHnss B Poccuiickon depepaumm 6Gonee paeaguatu neT, NpyM  OCYLLECTBNEHUN TOCYyLapCTBEHHOM
perncTpaumm nekapcTBeHHOro npenapara;

B) 3a NpoOBeAEHNE IKCMEPTU3bl KaYeCcTBa JIEKapCTBEHHOrO CPeaCcTBa M AKCMEPTU3bl OTHOLLEHNS OXNOAEeMOMN
Nosb3bl K BO3SMOXHOMY PUCKY NPUMEHEeHUA NeKapCTBEeHHOro npenaparta anda MeamumuHCKoro npuMeHeHua npu ero
rocyaapCTBEHHOW perncTpaumu;

r) 3a NnpoBegeHne 3KCnepTu3bl Ka4ecTBa SIeKapCTBEHHOIO CPEACTBA U IKCNEPTU3bl OTHOLLEHNUS OXMAaeMON
Monb3bl K BO3MOXHOMY PWCKY MPUMEHEHWS feKapCTBEHHOro npenaparta Ans MeAVMLMHCKOrO MpUMEHEeHus, B
OTHOLUEHMN KOTOPOro NpoBedeHbl MeXAyHapoOHble MHOrOLEHTPOBbIE KIMHUYECKME WUCCNedoBaHWs, 4acTb U3
KoTopblx npoBedeHa B Poccuickon ®egepaumn, MNpu  OCYLWLECTBNEHUM [OCYOAPCTBEHHON perncrpaumm
neKapcTBeHHOro npenapara;

11) Hanumume cornacus nNpou3BOOUTENS JIEKApPCTBEHHOro Mpenapara, MpoM3BOACTBO  KOTOPOro
ocyliecTBnsieTca 3a npegenamm Poccuiickon ®egepaumm, Ha NpoBegeHNEe MHCNEKTUPOBAHNS NMPOM3BOANTENS HA
cooTBeTCTBME TPebOoBaHUAM NpaBuIl Hagnexatien NPOM3BOACTBEHHON NPaKTUKY;

12) Hanuuue cornacwvsi, NPeayCMOTPEHHOIo YacTblo 18 HacTosALWwen 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 coxpaHeHus: 26.12.2023

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

13) ykasaHme BMAa NEKapCTBEHHOro mnpenapaTta, MNpPeAcTaBrieHHOro Ha pernctpauunio (pedepeHTHbIN
nekapCTBEHHbIN MpenapaTt, BOCMNPOM3BEAEHHbIN NeKapCTBEHHbIN npenapaTt, Guonornyeckuin nekapcTBEHHbIN
npenapat, OuoaHanoroBbin (6MONOAOOHLIN) NEeKapCTBEHHbI npenapat (OwuoaHanor), romeonaTuyeckui
nekapcTBEHHbIN Npenapart, NekapCTBEHHbIN pacTUTENbHbIW Npenapar).

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. PeructpaunoHHoe [Jocbe Ha NEKapCTBEHHbI npenapat Ans  MeAWLMHCKOrO  NPUMEHEHUs
npepocTasnseTcd B (popme obLuero TeEXHNYeCKoro JOKyMeHTa.
(vactb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMeHTaUuuy agMUHUCTPaTUBHOIO XapakTepa BKMoYaeT B cebs:

1) 3adsriedme o FocyﬂapCTBeHHOIZ pernctpaumnn nekapcTtBeHHOro npenapara Aanda MeagunuunHCKoro
NPUMEHEHNA B SJ'IeKTpOHHOIZ cbopme N Ha 6yMa)KHOM HOCcUTENE,

2) KOMUIO AOKYMEHTa Ha PYyCCKOM A3blke, 3aBEPEHHOr0 B YCTAaHOBEHHOM MOpSiAKe U MOATBEpXKAaloWwero
NPaBOMOYHOCTb 3asiBUTENA NoAaBaTb 3asiBMieHNe O rocyAapCTBEHHOW perucTpaummn nekapcTBEHHOro npenapara
AN MeQULMHCKOTo NpUMeHeHUs (LOBEPEHHOCTD);

3) cBedeHns o pate nNpedoCTaBneHWs U PErncTPauMOHHOM HOMEpPE fMUEH3UM Ha NpPOU3BOACTBO
NleKapCTBEHHbIX CpeacTs Unn ceedeHna o Agate npenocrtaBleHna U permctpaumoHHoOM HoMepe 3aKnkyeHud o
COOTBETCTBUM NPONU3BOOUTENA NEKapCTBEHHbIX CpeaCcTB TpGﬁOBaHVIHM npasun Ha,u,ne»(au.l,eﬁ I'IpOI/I3BO,EI,CTBeHHOVI
NpaKkTUKK, Bbl4aHHbIX (NPEAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM dhegepanbHbiM OpraHoOM UCTONHUTENBHOW BriacTu B
OTHOLLEHMN MPOM3BOACTBEHHOW NIOLWAAKA PErMCTPUPYEMOro NeKapCTBEHHOrO npenaparta, B crnyvae, ecnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO Npenapara ocylecTensieTcs B Poccuiickon denepauumm;

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

4) Konuio NPefoCTaBMEHHOW YMNOMHOMOYEHHbIM OpraHoOM CTpaHbl MPOU3BOAUTENS FMLUEH3MM Ha
NMPON3BOACTBO 1EeKapCTBEHHOrO Npenapata U ee NepeBof Ha PYCCKUM S3blK, 3aBEPEHHblE B YCTaHOBEHHOM
nopsadKe, a Takke KOMWI0 3aKMYEHUS! O COOTBETCTBUM MPOU3BOAUTENS NEKAapCTBEHHbIX CPeacTB TpeboBaHMAM
npaBuin Hagnexawen nNpoV3BOACTBEHHON NPAKTUKM, BblAAHHOMO YMOIHOMOYEHHbLIM dheaepanbHbiM OpraHoOM
NCMOSHUTENbHOW BracT B OTHOLUEHMW MPOM3BOACTBEHHOW MMOLWAAKN PErMCTPUPYEMOrO feKapCTBEHHOro
npenapaTta, WM KOMWUIO pPeLUeHUs YNOSTHOMOYEHHOro dhedepanbHoOro opraHa WCMOSNHUTENbHOW BnactM o
NPOBEAEHUN WHCMEKTMPOBAHNSI MPOM3BOAMTENS FEKaApCTBEHHbIX CPeacTB, B Clyvae, ecnu npousBoacTBO
neKkapCcTBEHHOrO NpenapaTa OCyLLeCTBsieTcs 3a npeaenamu Poccuiickoin depepaunm;

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

5) NPOEKT WHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO NeKapCTBEHHOrO MpenapaTa, CcoAepKallen
criegyioLine cBeaeHus:

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

©) nekapcTBeHHast opMa C yKa3aHWMEM HAUMEHOBAHWMN W KONMWYECTBEHHOIO COCTaBa [OEWCTBYHOLLMX
BELLECTB M Ka4YECTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB (Npy He0bXoaMMOCTM KONMMYECTBEHHOIO COCTaBa
BCMOMOraTesibHbIX BELLECTB);

B) ONUcaHue BHELUHEro Buaa nekapCTBEHHOro npenapara aAnsg MeauuuHCKoro npuMeHeHus;

r) OM3NKO-XMMNYECKne CBONCTBA (A5 pagnodapmaueBTUYECKNX NNEKAPCTBEHHbIX NpenapaToB);

4) dbapmakoTepaneBTuyeckas rpynna, kog nekapcTBEHHOro npenapaTa Anst MEAULMHCKOrO NpUMeHeHns no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauun, pekoMeHgoBaHHOW  BcemupHoM  opraHusauunen
3[1paBoOOXpaHeHNs, U1 ykasaHue "roMmeonaTM4yeCckun nekapcTBEeHHbIN npenapat”;

e) dapmakognHammka u hapMakokmHeTMka (3a WUCKNoYeHneM (apMakoKMHETUKN FOMeOoNaTUyecKnx
nekapcTBEHHbIX NpenapaToB U pacTUTENbHbIX NEeKapCTBEHHbIX NpenapaTos);

) NokasaHusa Ans NPYMEHEHUS;
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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 coxpaHeHus: 26.12.2023

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

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV MPUMEHEHWUN;

K) ykazaHMe BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepeMeHHbIMU JKEHLUMHAMW, >XEHLMHaMW B nepuod rpyaHOro BCKapMMMBaHUS, OeTbMU,

B3pOCIbIMUN, UMELLNMN XPOHNYECKnEe 3aboneBaHus;

n) pexvM [03MpoBaHus, crnocobbl BBEAEHWMS W MNPUMEHEHWsi, Mpu HeobXoOUMOCTW BpeMsi npuema
NIeKapCTBEHHOro npenapata Ansi MegUUMHCKOrO MPUMEHEHUs!, NPOAOIHKUTENBHOCTb JIeYEHNsl, B TOM 4ucrne y
JeTen 0o v nocne oaHoro roaa;

M) BO3MOXHbI€ HeXelnaTellbHble peakuun npu npuMeHeHUn neKapCTBEHHOro npenapata Aand
MeaNLMHCKOIro NpuMeHeHus;

H) CMMNTOMbI NEPeO3NPOBKM, MEPbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKeE;
0) B3aUMOAENCTBMNE C APYrMMU fieKapCTBEHHbIMU Npenaparamm 1 (UNn) NULLEeBbIMU NPOAYKTaMu;
n) dhopMbl BbIMyCKa fieKapCTBEHHOro npenapara;

p) ykasaHue (Npu HeobXoOMMOCTM) OCOGEHHOCTEN [OEeWCTBUS eKapCTBEHHOro npenapata Ans
MELMLMHCKOro NPYMEHEHUS MPY NMEPBOM NMPUEME WM NMPU ero OTMEHE;

C) onucaHue (Mpu HeoOXOOMMOCTW) OeWCTBUA Bpada (cdenbawepa) u (Mnv) naumeHTa npu nponycke
npvema oOgHON U HECKONMBbKMNX J03 NIeKapCTBEHHOIO npenapara Ans MeanLMHCKOro NPUMEHEHMS;

T) BO3MOXHO€ BJIIMAHME INeKapCTBEHHOro npenapara And MeaunuuHCKOro npumMeHeHua Ha CnocoBHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MexaHn3mamu,

y) CPOK IrogHOCTU U yKa3aHue Ha 3anpeTt npuMeHeHud JeKapCTBEeHHOro npenapara and MeguunHCKoro
NnpuMeHeHnsa No NCTe4YeHnm cpoka rogHoCTH;

&) ycrnoBus xpaHeHus;

X) yKkasaHue Ha HeobXoaMMOCTb XpaHeHWs NIeKapCTBEHHOTO Npenapara ansi MeaULMHCKOTO NPUMEHEHUS B
MecTax, HeoCTYMHbIX ANs AeTew;

Ll,) YKasaHue (ﬂpl/l HGO6XOLI,VIMOCTVI) cneunanbHbIX Mep npeaoCTOPOXHOCTU  Npu  YHUYTOXEHUU
HEeWNCNoJiIb30BaHHbIX JIEKAPCTBEHHbIX nNpenapaTtoB And MeanumnHCKOro npuMeHeHuA,

4) YCroBUA OTNYCKa;

L) HaMMEHOBaHWS U agpeca NPOM3BOACTBEHHbIX MOLLAA0K NPOU3BOAUTENS NIEKapCTBEHHOIO Npenapara;

) HaMmeHoBaHWe, agpec opraHuMsauuu, YNoNIHOMOYEHHOW JAepXaTtenem unv  BnagenbLem
perncTpaumoHHOro yaoCTOBEPEHUST NEKApPCTBEHHOMO npenapara Ans MeguuuMHCKOro NPUMEHEHUsa Ha MpuHATUe

npeTeH3ni oT NoTpebuTtens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHUIO UIN KPATKYH XapakTepUCTUKY NekapCTBEHHOro npenapara,
YyTBEPXAEHHbIE B CTPAHE NPON3BOAMNTENS;

7) NPOEKTbl MaKeToB ﬂepBI/ILlHOVI ynakoBkn u“ BTOpVI‘-lHOVI YNakoBKN JI€KapCTBEHHOro npenapara Aand
MeOULIMHCKOIo nNnpuMeHeHus;

8) NPOEKT HOpMaTI/IBHOI;I OOKyMeHTauunm nnn HopMaTuBHOINo AOKYMEHTa Ha J'IeKapCTBeHHbIVI npenapar gnsd
MeaNLMHCKOro npuMeHeHund nnéo YKa3aHune COOTBeTCTByPOLLI,eIZ cbapmaKonePlHon CTaTbWu,

9) [OKYMEHT, coaepXawun uHopMaumio O Hanuumm unm o6 oTcyTcTBUM (PakTOB perucrpaumm
nekapcTBEHHOro npenapara Anst MeANLMHCKOro NpuMeHeHns 3a npegenamu Poccuiickon ®epepaumu;
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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 coxpaHeHus: 26.12.2023

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

10) KOMMN OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSIAKE M MOATBEPXKAAOLMX (haKT perncrpaumm
neKkapcTBEHHOro npenapaTta B MHOCTPaHHLIX rocyAapcTBax B KavecTse opdaHHOro NekapcTBeHHOro npenapara;

11) nrnaH ynpasneHnda pUCKamMun ansa BGronorn4yeckmx NNeKapCTBEHHbIX MpenapatoB AnA MeauLNHCKOro
NPUMEHEHUA;

12) pokymeHT o0 cucteme papmakoHag3opa pfepxatens wnu Bragensua perncTpaloHHOro
yOOCTOBEPEHUS NeKapCTBEHHOMO Npenapara;

13) AOKYMEHT, NoATBEPXXAAlOWUN Ka4yeCTBO JIEKAPCTBEHHOrO npenapaTta TpeX MPOMbILWIIEHHbBIX CEpUi
(MpoTokon aHanu3a unu cepTudmkaT aHanmsa), ogHa cepusi KOTOPOro OOIMKkHa coBnajatb C cepuen obpasua
NeKapcTBEHHOro npenapata Ans MeOULMHCKOTO MNPUMEHEHWsl, NPeACTaBleHHOro Ha roCy4apCTBEHHYIO
perncTpauumto.

(vacTb 4 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

5. Pasgen xummyeckon, apmaueBTMYECKOW M OMONOrMyeckor [AOKYMeHTaumm BKovaeT B cebs
OOKYMEHTbI, cofepxaline nHdopmauuio 0 dhapmaueBTMYecKor cybcTaHumm M NekapCTBEHHOM npenapare Ans
MeaMLIMHCKOro NpUMeEHeHMs, npoLiecce ero NponM3BoACTBa U MeTOAax KOHTPOs KayecTBa, B TOM Yucne:

1) KOMMIO OOKYMEHTa, COAepXallero criegyowyo nHgopmMaumio o dapmaueBTUHeCcKon CybcTaHLmMm unm
hapmaueBTUYECKUX CYBCTaHUMAX, BXOAAWMX B COCTaB JIEKAPCTBEHHOro npenapaTta, 3a MCKIYEHNEM
WHpopmaumm o papmaLeBTUYECKMX CyOCTaHLMAX, BKIOYEHHbIX B FOCY0APCTBEHHBLIN pEEeCcTp NeKapCTBEHHbIX
CpeAcTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero deaepanbHOro 3akoHa:

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

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

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TexHosnorna npon3eBoacTea C onncaHunem cTagunn npoun3BoAcTBa U MeTOO4OB KOHTPOJNIA Ha BCeX CTaauax
npon3BoACTBaA,

r) onncaHme pa3paboTku npoLiecca NPon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUHECKMX CTagU NPON3BOACTBA U MPOMEXYTOUYHOM NPOAYKLMN;
€) AOKyMeHTanbHOoe NoATBepXaeHue (BanMgauus) npoLeccoB 1 (Mnn) nx OLUEHKa;

) CBOMCTBaA W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTUYECKYH0 CyBCcTaHUMIo 1 ee 0BOCHOBaHWE;

K) aHanUTU4ecKMe MeToauKN, UCToNb3yeMble MPU OCYLLECTBIIEHUN KOHTPOSS KavyecTBa hapMaLeBTUYECKON
cybcTaHuuy;

J'I) OOKyMeHTallbHOe noAaTBepXxaeHune (Banm,u,au,m) aHannTn4eCcknx MeToauK, WUcCnosib3yemMbiX npu
OCyLUECTBIIEHUN KOHTPOIIA KavecTBa d)apmaueBqueCKon Cy6CTaHLI,VIl/I;

M) pe3ynbTaTthl aHanusa cepuii apmaLeBTU4eckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB mnn BewecTB, WUCMNOJIb3yeMbIX TMpPU OCYLLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

0) onvcaHne XapaKTEPUCTUK U CBOMCTB YNAKOBOYHbLIX MaTEPUarnoB 1 YKYNopOYHbIX CPEACTB;
M) AaHHblEe 0 CTabWUNBHOCTU hapMaLEeBTUYECKON CybCcTaHLuK;

P) CPOK rO4HOCTHU;
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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 coxpaHeHus: 26.12.2023

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

1.1) B oTHOWeEHMM hapMaLEeBTUYECKUX CYDOCTaHLUN, BXOOSLIMX B COCTaB JIEKAPCTBEHHOro npenapara u
BKITHOYEHHbIX B FOCYy4apCTBEHHbIV peecTp fnekapCTBEHHbIX CPeAcTB B COOTBETCTBUM CO CTaTben 34 HacTosLero
degepanbHOro 3akoHa, - Konus AOKYMeHTa, CoaepaLlero cneayoLLyo nHpopmaumio:

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

©) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHanu3a cepuii hapmMaueBTUYeckoin cybcTaHumuy;

) CPOK rogHOCTY;
(n. 1.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, coaepXalluii cregyloliue cBefeHUs O FeKapCTBEHHOM npenapaTte Ans MeOULIMHCKOro
NpUMEHEHMs:

a) onncaHme n coCTtaB JIeEKapCTBEHHOIO npenaparta ana MmeanunHCKoro npmMeHeHus;

0) onucaHue capmaueBTudeckon paspaboTtkn (0bocHoBaHMEe BbiGOpa CoCTaBa, MEPBUYHOM YNaKOBKWA U
WHOrO);

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

r) onucaHme KOHTPOIS KPUTUYECKUX CTaAuMIn npouecca Npou3BoacTBa U NPOMEXYTOYHON NPOoAyKUMK;

A) HaMMeHOoBaHWe W agpec MecTa OCYLIeCTBMeHWs MPOM3BOACTBA JEKapCTBEHHOro npenaparta Ang
MEeOULMHCKOTO MPUMEHEHUS (B Cnyvae Hanvymsi HeCKOMbKMX YYaCTHWKOB npouecca nponssBogctsa Heobxoanmo
yKasaTb KaXXgoro u3 Hux);

e) dhapmaueBTMYeCKas COBMECTUMOCTb;

X) MUKpoBUonormyeckue xapakTepucTukm;

3) MaTepuanbHbI 6GanaHc Ans NPon3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

1) onNncaHne XxapakTepuUCTUK N CBOMCTB YNakoBOYHbIX MaTepUanos 1 yKYNOPOYHbIX CPEeACTB;

K) AOKyMeHTarnbHoe noATBepxaeHue (Banuaaums) npoLeccoB NponsBoacTBa U (Unn) NX OLEeHKa;

n) TpeboBaHWA K KadecTBYy BCMOMOraTenbHbIX BeLecTB (cepTudpmkaT, crneuudukaumss Ha
BCMOMoOraTerbHble BelecTBa U ux 060CHOBaHMWE);

M) aHanuTM4eckne MeToOUKWU, UCMONb3yeMble NMPY OCYLLECTBIIEHUN KOHTPONS KayecTBa BCrioMoraTerbHbIX
BELLIeCTB;

H) OOKYyMeHTalnbHOe noarsepXxaneHune (Banmp,au.m) aHannMTU4eCknx MeToauK, WUCNoJNb3yeMblX Npu
OCyLLEeCTBJIEHUN KOHTPOJ1A Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

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

n) nHcpopmauusi 06 NCNosb3oBaHUM HOBbIX BCMOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy NekapCTBEHHOro npenapaTta Ans MeAULMHCKOro npumMeHeHus (cepTudomkar,
cneunduKauma Ha NekapcTBeHHbIN npenapaT U X 060CHOBaHMWE);

C) aHannuTnyeckne MeToauKku, UCnosib3yemMble MNMpU OCYLLEeCTBIEHUN KOHTPOJIA Ka4vecCcTBa J1eKapCTBEHHOro
npenaparta gna MeanmunHCKOro 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 coxpaHeHus: 26.12.2023

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

T) [OKyMEeHTanbHoe MNoATBepXaeHue (Banuaauns) aHanuMTUY4ecKUX MEeTOAMK, WCMONb3yeMbX MNpu
OCYLLECTBMEHUN KOHTPOMA KayecTBa NekapCcTBEHHOro npenaparta Ana MeauLMHCKOro NpuMeHeHus:;

y) pe3ynbTaTbl aHanu30B CepUiA NIeKapCTBEHHOTO Npenapara 451 MEAULIMHCKOrO NPUMEHEHNS;
&) XxapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, MCMNoJb3yeMbiX Npu OCYLEeCTBIIEHUN KOHTPONA KadecTBa
JIeKapCTBEHHOrO npenaparta anAa MmeagunumnHCKOro npuMeHeHuA,

L) AaHHble O CTabUNbHOCTM NEKapCTBEHHOrO Npenapara aAng MeanuUnHCKOro NpUMeHeHns.
(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen ¢apmMakonorm4yeckon, TOKCUKOITIOTMYECKOM [OOKYMeHTauuu BKAo4YaeT B cebst oTdyeTbl O
pesynbTaTtax AOKMMHUYECKNX NUCCMEeAOBaHUN NEKapCTBEHHOrO CpeacTBa Anst MEANLMHCKOro NpUMEHEHWs, B TOM
yucne:

1) oT4eT 0 hapMaKkoAMHAMUYECKNX NCCNEOOBAHUSIX;
2) oT4eT 0 (hapMaKOKMHETUYECKNX UCCNEOOBaHMSX;

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

7. Paspen KnuHu4eckon OOKYyMeHTauunm BKIN4YaeT B cebss otyetbl O pesynbTatax KINMHU4YeCKUX
nccnegoBaHuin JIeKapCTBEHHOIO npenaparta aAna MegunumuHCKOro npuMmeHeHnd, B TOM Ynucrne:

1) ordyeTbl 00 wnccrnegoBaHMAX  OGMOOOCTYMHOCTM UM OMOSIKBMBANEHTHOCTW,  UCCNeOoBaHUsX,
yCTaHaBnMBaLWUX KOppensaumio pesynbTaTtos, NoNyYeHHbIX B YCOBUSX in vitro v in vivo;

2) oT4YeTbI 0 hapMaKOKMHETUYECKNX UCCREOBaHUSIX;
3) oTyeThl 0 hapmMakoANHAMUYECKUX UCCNEOBAHMSAX;
4) O0TYETHI O KIMHUYECKUX UCCrefoBaHUAX 3pdeKTUBHOCTU U Be3onacHOCTY;

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

8. Tpeborahug k obbemy mMHdOpMaUMK, NPeOoCTaBSEMON B COCTaBE PErMCTPaLMOHHOrO Aocbe, OIS
OTAEeNbHbIX BWMOOB feEKapCTBEHHbIX MpenapatoB Ans MeAWMUUHCKOrO MpUMEHEeHMs  yCTaHaBNMBaKTCH
YMOSTHOMOYEHHbIM befepanbHbIM OpraHoOM UCNOMHUTENBHOWN BracTu.

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

9. B OTHOWEHMM neKkapCTBEHHbIX MpenapaToB, paspelleHHbIX ANA MEAWMLUHCKOrO MPUMEHEHUS B
Poccuiickonn ®depgepaumm 6Gonee pBaguatM neT M B OTHOLWEHMM KOTOPbIX HEBO3MOXHO MpoBedeHue
nccreqoBaHuUn X BMOSKBMBANEHTHOCTM (3@ WCKMOYEHMeM OMOoNorMyeckmx nekapcTBEHHbIX npenapaTos),
AonyckaeTcs BKINOYeHWe B COCTaB pasgena papmakonornyeckon, TOKCMKONOrMYeckon AOKyMEeHTauum 1 pasgena
KNMMHUYECKOW [AOKYyMEHTauMum BMECTO oT4yeTa paspaboTumka O pesynbTaTtax COOCTBEHHbIX [AOKIUMHUYECKMX
NCcCrefoBaHUM NEKapCTBEHHbIX CPEACTB U KNMHWMYECKUX WCCNeOOBaHWA JEeKapCTBEHHbIX NpenapatoB Ans
MEOULUMHCKOTO MpuUMeHeHus ob3opa HayyHbix paboT o pesynbTaTtax AOKIMHUYECKMX WCCedoBaHWM
NeKapCTBEHHbIX CPEACTB U KIUHWYECKMX MCCNEedOBaHMN AaHHbIX feKkapCTBEHHbIX mpenapaToB, B TOM 4ucre
BKMOYas OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

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

10. TMpu rocymapCTBEHHOW perncTpauMum BOCNPOM3BEAEHHbIX FEKapCTBEHHbIX MpenapaToB  Ans
MEOWLMHCKOrO  MPUMEHEHWUs  OOMycKaeTCcs  BKMKOYEeHMe B COcTaB  pasgena  dapmakoriormieckomn,
TOKCMKOIOrMYEeCKOW AOKYyMEHTaUMU M pasgena KIMHMYECKOW AOKyMEeHTauMu BMECTO OTveTa paspabotymka 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 coxpaHeHus: 26.12.2023

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

pesyrnbTaTax COOCTBEHHbIX AOKIMHUYECKUX UCCIeQoBaHUiA NekapCcTBEeHHbIX cpeacTB o63opa Hay4yHblX paboT o
pesynbTaTax OOKIMUMHUYECKUX MUCCriegoBaHuiAi pedbepeHTHOro JiekapCTBEHHOrO MpenapaTta W npeacTaBrieHne
BMECTO KIMHUYECKMX UCCreaoBaHNi B MOJIHOM 06beMe, YCTaHOBIIEHHOM Pa3ferioM KIMHUYECKON JOKYMEeHTaLuu,
oT4yeTa O pesyrbTaTax UccrenoBaHW GUOSKBMBANEHTHOCTUM BOCMPOM3BEAEHHOIO reKapCTBEHHOro npenapara
ANns MeaMUMHCKOro npumeHeHusi. He TpebyeTcs npeactaBneHue oTyeTa O pesyrnbTatax WccnefoBaHWi
G1O3KBMBANEHTHOCTM BOCNPOU3BEAEHHOIO NEKapCTBEHHOro npenapaTa Ans MeAWMUMHCKOrO MPUMEHEHUs, ecrnu
PerncTpupyoTcst BOCNPOM3BEeAEHHbIE NeKapCTBEHHbIE NpenapaTbl AN MEAMLMHCKOro NPUMEHEHUS], KOTopbIe:

1) npepgHasHayeHbl AnNst  MApeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOrO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMNOMOCTHOTO, BHYTPUCYCTaBHOMO, BHYTPMKOPOHAPHOro) BBEAEHNS U NpeAcTaBnsioT cobow
BOOHbIE PacTBOPbI;

2) npeacTaBnsAT coboM pacTBOpbI ANs NepoparibHOro NPUMEHEHNS;
3) npon3BeaeHbl B hopme NOPOLLKOB 1N NMonnM3aToB AN MPUrOTOBIEHUS PacTBOPOB;
4) ABNAOTCS rasamu;

5) ABNAOTCA YLWHBIMU UMW FNasHbIMK NeKapCTBEHHbIMY NpenapaTamu, Npou3BeaeHHbIMU B hopMe BOAHbIX
pacTBOpOB.;

6) npegHa3HayeHbl 4N MECTHOIO NPUMEHEHUST U NPUrOTOBMNEHbI B hOPME BOAHbIX PacTBOPOB;

7) npeactaBnsioT coboli BOOHbIE PACTBOPbl AfS MCNONb30BaHWS B (POpMe WHransuuii ¢ MoMOLLbO
HeGynansepa unu B ka4eCTBe HasasnbHbIX CNPEEB, MPUMEHSEMbIX C MOMOLLIbIO CXOAHbLIX YCTPOUCTB.
(vacTtb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4aes, ykasaHHblX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacToswWen cTaTbl, BOCNPOM3BEAEHHbIN
NeKapcTBEHHbIA MpenapaTt Afsi MeQULUHCKOro MPUMEHEHUST OOMMKEH COAepXaTb TaKuMe e BcrnomoraTernbHble
BELleCTBA B TakUX >Xe KONMUYeCTBaX, Kak U pedepeHTHbIN NeKapCTBEHHbIM Mnpenapat. Ecnu cocTtasbl
BCMOMOraTesibHbIX BELLECTB pasfnnyalTcs, 3asBUTENb [OOJDKEH MNpeAcTaBuUTb [JoKasaTernbCTBa TOro, 4TO
ncnonb3yemble B OaHHbIX KOHLEHTpaUMsiX BCMOMOraTesibHble BELLEeCTBa He BMSAIOT Ha 6e3onacHocTb 1 (Mnn)
3hpeKTUBHOCTL NEKAPCTBEHHOro npenapara Ans MeAuMUMHCKOro npuMmeHeHusi. B cnyyae, ecnu 3asButenb He
MOXET NpeacTaBuTb Takne AokasaTenbCcTBa U (Unn) He MMeeT A0CTyna K COOTBETCTBYIOLLMM AaHHbIM, OH JOMKEH
NMpOBECTM  COOTBETCTBYHOLUME  UWCCMNEOOBaHMS  Ans  [oKasaTenbCTBa  OTCYTCTBMS  BIUSAHMS  PasHbIX
BCMOMOraTefbHbIX BELLEeCTB MMM BCMOMOraTenbHbIX YCTPOMCTB Ha Ge3onacHocTb U (Mnun) 3addeKTUBHOCTb
NlekapCTBEHHOro npenapara afs MEQULUHCKOrO NPMMEHEHMSI B COOTBETCTBUM C akTaMu, COCTaBNALWMMY NpaBo
EBpasuniickoro akoHOMU4eCckoro corosa.

(vactb 11 BBemeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denpepanbHOro 3akoHa OT
22.12.2020 N 444-03)

12. lpn rocygapCTBEHHOM perucTpaumMm KOMOWMHauuiA paHee 3aperncTpupOBaHHbBIX EKapCTBEHHbIX
npenapaToB 451 MeAMLMHCKOro NpUMEHeHUs SONycKaeTcs BKIOYEHWe B COCTaB pasgerna hapmakonornyeckomu,
TOKCUKONOMMYECKON AOKYMEHTauuMuM u pasgena KIMHWYECKONW AOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKUX MCCreaoBaHUM NekapCTBEHHbIX cpeacTB 0b30pa Hay4yHbix paboTt o
pesynbTaTtax OOKIMHWYECKUX UCCNEeLOBaHUN peddepeHTHbIX NEKapCTBEHHbIX MpenapaTtoB, BXOASLMX B COCTaB
KOMOVHaUMM NeKkapCcTBEHHbIX MpenapaToB, M 06 OTCYTCTBMM WX B3aUMOOEWCTBUA B OOHOW JIEKAPCTBEHHOM
dopme.

(4acTb 12 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTnsy pasnnyHbIX NekapCTBEHHbIX (hOpM OAHOro M TOro Xe fnekapcTBEHHOro npenapara Ans
MeaWLMHCKOro NpUMEeHeHns 3asiBUTenb NpeAcTaBnseT OTAerNbHble 3asBfEHUA U permcTpauuoHHble OO0Cbe Ha
KaXKkOoyto nekapctBeHHyto dopmy. Npu ycnosun ogHOBPEMEHHOM MOLAYN HA SKCMEPTU3Y OOHOW fneKapCTBEHHOW
POpMbI C pas3NUYHbIMKU LO3MPOBKOW, KOHLIEHTpauuen, ob6bemMom 3asBuTENb NPEACTaBMsieT OOHO 3asiBIiEHUE U
perncTpaumoHHoe AO0Cbe C MPUMOXEHMEM MaKEeTOB YMaKOBOK Ha KaxKAOY OO3UPOBKY, KaOyH KOHLEHTpauuio,
KaXXabli OOBbEM U KaXO0€e KONMYECTBO 03 B YNAKOBKE.

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

14. MNpwu rocyaapCTBEHHOWN perncrTpaumm opdaHHOro fiekapCTBEHHOroO Npenapara 3asBuUTenb NpeacTaBnsaeT
nHdopmaumio, Heobxogumylo Ana  HOPMUMPOBaHWS pasgena  KNMHUYEeCKOW [OOKyMeHTauuu, B ob6bewme,
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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 coxpaHeHus: 26.12.2023

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

YCTaHOBIIEHHOM YMNOMHOMOYEHHBLIM dheieparnbHbIM OpraHoOM UCMOSHUTENBHOW BNacTu.
(4acTb 14 BBegeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

15. Mpw perncTpaumm GMONOrMYECKOro NekapcTBEHHOro npenapara, Noy4YeHHOro U3 KPOBW, NasMbl KPOBU
YyerioBeka, B COCTaBe PerMcTpaumoHHOro AoCbe Ha NeKapCTBEHHbIN npenapaTt Ans MeAMUMHCKOro NpuMeHeHus
[OIMKHbI ObITb NpeAcTaBneHbl AONOMHUTENLHO:

1) B pasgene OOKYMEHTaLMM agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, COAepXaluum MHdopmauuio o
cybbekTax obpalleHns JOHOPCKOM KPOBWU U (MIM) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBneHa goHauus
(kpoBM M (MnM) nNNasMbl KPOBM), a Tawke [AaHHble 00 WHMEKUMOHHLIX 3aboneBaHUsiX, nepenaroLLmMXcs
napeHTepanbHbIM NyTeM, UHopMaunst o cydbekTax obpalleHns JOHOPCKOM KPOBU U (UNN) ee KOMMOHEHTOB, B
OTHOLLUEHMUN KOTOPbIX OCYLLECTBIIAETCS KOHTPOSb JOHOPCKOW KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pa3gene XmMmn4eckon, hapmaueBTuyYeckon n 6Monormyeckon AoKyMeHTaumm:

a) KpuTepuum M cnocobbl 0TGOpa, TPAHCTMOPTUMPOBAHUS W XpaHeHUsI OOHOPCKOW KpoBM M (Mnun) ee
KOMMOHEHTOB;

6) pe3ynbTaThl UCCreaoBaHuin 0TOBpaHHbIX JOHOPCKOM KPOBU U (M) Nnasmbl KPOBKU U MyOB Ha Hanuuve
BO3OyauTenen nHdpekuuii, BkoYas MHdopMaLmnilo 06 UCMonb3oBaHHbIX METoAMKaxX MCCNedoBaHuii U B crydyae
nccrnenoBaHWs MynoB  Mfa3Mbl  KPOBM  pesynbTaTbl  [JOKYMEHTanbHOrO MOATBEPXOEHUs  (Banugaumm)
UCMOb30BaHHbIX METOAMUK;

B) TEXHUYECKNE XapaKTEPUCTUKM YNaKkoBKM Ans otbopa 4OHOPCKOM KPOBU U (M) nnasmbl KPOBM, BKMOYas
NHopmaumio 06 UCNONb30BaHHbIX PacTBOpax aHTUKOarynsHTOB.
(4acTb 15 BBegeHa defepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckune nccnegoBaHms nekapCTBEHHOMO npenapaTa s MeAnLMHCKOro NPUMEHeHNs B LIENsX ero
rocyaapCTBeHHOW peructpaumm nposoasTtcs B Poccuiickon ®epepauun B nopsgke, YCTaHOBIEHHOM CTaTbsiMU
38 - 44 Hactoswero degepanbHoro 3akoHa. OTYEeT O MPOBEAEHHbIX UCCREeAOBaHUSAX BKMOYAETCs B COCTaB
pasgena KAVHUMYECKOM [OKYMEeHTauuu perucTpauMoHHOro [0Cbe Ha fekapCTBEHHbIW npenapat Aang
MeANLMHCKOro NpuMeHeHna. [na nekapCTBEHHbIX npenapaTtoB Ans MegUUMHCKONo MNPUMEHEHUS, B OTHOLUEHUK
KOTOpbIX B pes3ynbTaTe 3KCNepTusbl [OKYMEHTOB, MPEeACTaBIEHHbIX AONS  OnpefeneHuMs BO3MOXHOCTU
paccmatpvBaTb fEKapCTBEHHbIM npenapat AN  MEOUUUHCKOrO MPUMEHEHUs B  KadecTBe OpdaHHOro
neKkapCcTBEHHOro npenapara, Takass BO3MOXHOCTb MpU3HaHa U B OTHOLLEHMM KOTOPbLIX NPOBEeAEHbI KIMHUYECKMe
nccnegoBaHns, BbIMOMHEHHble 3a npegenammn  Poccuinckon ®depepaumm B COOTBETCTBUM C  MpaBunamu
Haanexaller nabopaTopHOM MpPaKkTUKM W MNpaBUNaMyM Hagnexawlen KIMHUYECKOW MpaKkTWKK, [AOnycKaeTcs
BKMNIOYEHNE B COCTaB pasgena KIMHUYECKOW AOKYMEeHTauum BMECTO OTveTa O pesynbTatax KAMHUYECKUX
uccrnegoBaHUn fiekapCcTBEHHOro npenapata Ans MeauuMHCKOro NpUMEHEHUd, npoBedeHHbIX B Poccuinckon
degepaumun, ot4yeTa O pesynbTatax KIMHUYECKUX UCCNedoBaHWM, BbIMOMHEHHbLIX 3a npegenammn Poccuinckomn
depepauuu.

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

17. B cnyvyae HenpeacTaBreHuMsi C 3asiBIEHMEM O TOCYOAapPCTBEHHOW perncTpauum rekapcTBEHHOro
npenapaTa gnst MEAULMHCKOrO NPUMEHEeHNs JOKYMEHTOB, MOATBEPXAAIOLWNX YNnaTy rocygapCTBEHHOM MOLUSUHbI
W ykazaHHblx B nyHkte 10 yacTm 2 HacTosileh cTaTbM, a Takke BblAaBaeMblX (NpefocTaBnAeMbix)
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHamMn UCNONHUTENBHOW BNacTU LJOKYMEHTOB (CBeAeHUI), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosWwen ctaTbu, YNOMHOMOYEHHbIN defepanbHbii opraH UCMOMHUTENbHOW BracTu
3anpawvBaeT ykas3aHHble [OOKYMeHTbl (CBedeHus)) B nNopsgke MeXBeOOMCTBEHHOrO MHMOPMaLMOHHOMO
B3aUMOOENCTBUA.

(4actb 17 B pea. PegepanbHoro 3dakoHa ot 27.12.2019 N 478-$3)

18. He gonyckaeTcsa Mcnonb3oBaHNe B KOMMEPYECKNX LIeNsX MHpopmMauum o pesynbTaTtax JOKITMHNYECKNX
nccnegoBaHUM JNEKAPCTBEHHbIX CPEACTB U KIMHMYECKMX WCCNedoBaHUM IeKapCTBEHHbIX MpenapaToB Ans
MEeAMLIMHCKOro NPUMEHEHWs], NPeaCTaBEeHHON 3asiBUTENEM ANSA rocy4apCTBEHHOW perucTpaumm nekapcTBEHHOro
npenapaTa, 6e3 ero cornacus B TeYeHMe LUeCTU feT C AaTtbl rOCySapCTBEHHOW perucrtpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon degepaumn.

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

19. [epxaTenb wnu Bnagenel pPerucTpauvoHHOIo YAOCTOBEPEHMS NleKapCTBEHHOro npenapaTta 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 coxpaHeHus: 26.12.2023

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

OMOTEXHONOMMYECKUIA NN opdhaHHbIN NeKapCTBEHHbLIN NpenapaT 006s13aH NpPeaoCcTaBnsaTb HAa BO3ME3QHOW OCHOBE
obpasubl pedepeHTHOro NEeKapCTBEHHOro npenapata 3asBuTensM Ofs  NPOBeOeHUs  KITMHUYECKMX
nccnegosaHuin. CtommocTb obpasua pedepeHTHOro fekapCTBEHHOro npenapara, BKIIHOYEHHOr0 B MNEPEYEHb
XM3HEHHO  HEOOXOOMMbBbIX W BaXHEWWMX JIEKapCTBEHHbIX MpenapatoB, He [OfkHa  npeBbiWaTh
3aperncTpupoBaHHy0 NpeaernbHY OTMNYCKHYK LUeHy Ha pedepeHTHbIN NeKkapCTBEHHbIN nNpenapaT unu LieHy Ha
NneKapCTBEHHbIN NpenapaT B CTpaHe Npon3BoaUTENS.

(vactb 19 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHne o0 rocygapCTBEHHOW perucTpaumuy BOCNPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Ang
MEOULMHCKOTO MPUMEHEHUS MOXET ObiTb MO4AaHO B YNOMHOMOYEHHbIM dhedeparnbHblili opraH UCMONHUTENbHOM
BMacTW, OCYLUECTBSALWUA FOCYyAapCTBEHHYIO PerMcTpaumio fekapCTBEHHbIX MpenapaTtoB, MO UCTEYEeHUM
YyeTblpex feT ¢ AaTbl rocy4apCTBEHHON pernctpaummn pedepeHTHOro nekapcTBeHHOro npenaparta B Poccuickon
degepauum.

(yacTb 20 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. B3asBneHuMe 0O rocyaapCTBEHHOW perncrtpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (brnoaHanora) mMoxeT OblTb MOAAHO B YMOMHOMOYEHHbIM (heaepanbHbll OpraH WCMONHUTENbHOM
BMacTh, OCYLUECTBMSIOWMA rOCYJAPCTBEHHYIO PErMcTpaumio JIEKapCTBEHHbIX MpenapaTtoB, MO UCTEYEHUN TPeX
neT c patbl roCcydapCTBEHHOM perucTpauum pedepeHTHOro fekapCcTBEHHOro npenapata B Poccunckon
depepauyun.

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

22. [epxaTenb wnu Briageney perucTpauMoHHOro yOOCTOBEPEHMSI FEKapCTBEHHOro npenapaTa
npegcraBnsaeT B YNOSIHOMOYEHHbIM deepanbHbli OpraH MCNOSTHUTENBHOM BacTX, OCYLLECTBASAOWNA (PyHKUUK
Nno KOHTPOMK WM Hag3opy B cdepe 34paBOOXpaHEeHUsl, OTYET MO pesynbTataMm hapmakoHagl3opa OAuH pa3 B
LWeCTb MecsueB B TedeHMe ABYX NeT Mocre rocygapCTBEHHOW perucrpaumm rnekapcTBEHHOro npenaparta B
Poccuiickon depepalmm, exxerogHo B TedeHe NnocneayoLwmx Tpex neT n B fanbHenwemM oavH pas B NATb MeT.
(vacTb 22 BBeaeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsl 19. MpuHATUE pelleHUs O Bblgave 3KCMEPTHOMY yYpeXAeHWIo 3adaHusi Ha npoBeAeHue
3KCMepTU3bl NEKapCTBEHHOIO cpeAcTBa
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. B TeyeHve OecsATn paboumx AHEN cCO OHSA MPUHATUS 3asBIIEHUS] O TOCYAapCTBEHHOW perucrpaumu
NeKapCTBEHHOro npenapata COOTBETCTBYIOLWMIA YMNONTHOMOYEHHbIN dhedepanbHbiii opraH  WCMONHUTENbHOM
BIacTU TMPOBOAMT MPOBEPKY MOSHOTHI, AOCTOBEPHOCTU U MPaBUNbHOCTU OGOPMIIEHNST NpPeACcTaBleHHbIX
JIOKYMEHTOB PerncTpaLmnoHHOro AoCke Ha NeKapCTBEHHbIM npenapar U NpMHMMaeT pelleHre O Bblaaye 3agaHus
Ha npoBedeHwue:

1) 3KcMepTM3bl [OOKYMEHTOB, MPEACTaBMeHHbIX AN  onpedeneHnuss BO3MOXHOCTM — paccMmaTpuBaTb
NeKapCTBEHHbIN NpenapaT asisi MEAVLUMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B kKa4yecTBe ophaHHOro fekapCTBEHHOro Npenapara;

2) QKCMNEPTU3bl NIEKAPCTBEHHOIO CpeacrtBa B 4YaCTh 3KCNEPTU3bl KayeCTBa J1€KapCTBEHHOro cpeacrtsa U
9QKCNEPTU3bl OTHOLLEHNA 0Xngaemomn nosnb3abl K BO3MOXHOMY PUCKY NPUMEHEHNA NEeKapCTBEHHOIO nNpenapara ans
MeOULIMHCKOIo nNnpuMeHeHus;

3) aKcnepTu3bl NeKapCTBEHHOro CpeacTBa B YaCTU 3KCMEpPTM3bl KadecTBa NeKapCTBEHHOro CpeacTBa U
3KCMEePTU3bl OTHOLLEHNST OXXNAAEMON NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NIEKAapCTBEHHOrO npenapara as
MEOULMHCKOTO MPUMEHEHUS B MNOPSiOKE YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl JIEKapCTBEHHbIX CPEACTB B
COOTBETCTBMM CO CcTaTben 26 HacToswero ®egepanbHOro 3akoHa;

4) OKCMNEepPTU3bl NEKAPCTBEHHOIo cpeacTtBa B OTHOLLEHUU NeKapCTBEHHOIO npenapara And BeTepunHapHoro
NPUMEHEHUA.

2. YNonHOMOYEHHbIN dheaepanbHbIii opraH UCNONMHUTENBHON BNacTu YBEOOMMSAET B 3NIEKTPOHHON dhopme
Unu Ha BymMaXKHOM HoCcUTENE 3asBUTENS U IKCNEPTHOE yUYpexaeHne o NPUHATOM peLLeHnn O Bblgaye 3agaHuni Ha
NnpoBeAeHNE 3KCNePTU3, NPegyCMOTPEHHbIX YacTbio 1 HACTOSILLEN CTaTbM, U B Criy4ae HeoOXO4MMOCTU O Bblgave
paspelleHns Ha BB03 B Poccuiickyto defepaumio KOHKPETHOW napTum, Cepun 3aperncTpupoBaHHbIX U (Mnn)
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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 coxpaHeHus: 26.12.2023

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

He3aperncTpnpoBaHHbIX NEKAPCTBEHHbLIX CPeacTB Uin 00 oTKase B nposeaeHun npeyCcMoTpeHHbIX 3KCNepTmns C
YKa3aHuem npuynH Takoro oTkasa.

3. B cnyyae BbisBNeHMs OTCYTCTBUS WM  HEOOCTOBEPHOCTU WHAOPMauMKW, codepxallencs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNONHOMOYEHHbIN dheaepanbHblii OpraH UCMNONHUTENBHOW BRacTu
HanpaBnseT 3asBUTENI0 3anpoc 00 YTOYHEHWM 3JTOM MHopMauunm (Janee - 3anpoc  YNOrHOMOYEHHOro
defepanbHOro opraHa WCMOMHWUTENBHOW BriacTu), KOTOPbIM MOXeT ObiTb nepefaH  YMoSIHOMOYEHHOMY
npeacTaBuUTenNo 3asBUTENSA MMYHO MO PacnuCKy, HamnpasrieH Mo MoyTe 3akasHbIM MUCbMOM UM nepefaH B
3AMEeKTPOHHOM opMe NO TeNeKOMMYHWKALUMOHHBLIM KaHanam cBa3uM. B crnydae HanpaBneHus 3anpoca
YNOJIHOMOYE€HHOro (pe,qepaanoro OopraHa WCMNOSNTHUTENbHOW BNAacTU NO NoYTe 3akasHbIM NMUCbMOM OH CYUTaeTCH
Nony4YeHHbIM NO UCTEYEHUUN LIECTUN AHEN C AaThl HAaNpaBneHUs 3akasHoro NMcbMa.

4. 3assutenb o06s13aH npeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro defdeparibHOro opraHa
WCMONHUTENBHON BNacTu B CPOK, He MPEeBbIlLAOWNA AeBAHOCTa paboynx OHel co OHA ero nomnydeHus. Cpok,
yKasaHHbIi B 4YacTu 1 HacTosilen cTaTbW, NMpUOCTaHaBNMBAETCA CO [HS HanpaBrieHus 3asiBATENO 3anpoca
YMONMHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHON BracTh OO OHS NOSYyYEeHUS UM COOTBETCTBYIOLLErO
oTBeTAa.

5. OcHoBaHVeM AnA OTKasa B OpraHMsaumMmy 3KCNepTus, NpeayCMOTPEHHBIX YacTblo 1 HacToALleln cTaTtbi,
ABNsAETCA npeacTasneHne HeobxoOWMbIX [ANA MPOBEAEHUss NPedyCMOTPEHHbIX 3KCMNepTU3 OOKYMEHTOB B
HenonHom ob6beme WNM HenpeacTaBlieHne 3asiBUTENeM B YCTAHOBMEHHbIE CPOK OTBeTa Ha 3anpoc
YNONHOMOYEHHOro dhefilepanbHOro opraHa WUCMONHUTENBHOW BMacTu, a Takke NpeacTaBrneHne OOKYMEHTOB, He
coaepXaLlux UcYepnbiBatoLLEro nepeyHst HeoBXoaAUMbIX CBEAEHWIA.

6. Mpu oTKase B opraHM3auuUM IKCMNEPTU3bl, NPEeOyCMOTPEHHON MyHKTOM 4 yacTn 1 HacToswen cTaTbw,
OOKYMEHTbI, BXOASLWME B COCTaB PErMcTpaLmMOHHOrO JOCbE Ha NeKapCTBEHHbIM npenapaT Ans BeTepuHapHOro
NpUMeHeHWs, MOryT ObiTb BO3BpaLLeHbl 3asiBUTENIO0 Ha OCHOBaHMWU €ro MMCbMEHHOro 3anpoca, HanpaBfieHHOro B
YMNONIHOMOYEHHbIN dhedeparbHbIi OpraH UCMONHUTENbHOM BRiacTM B TedeHne Tpuguatu paboumx OHen co OHS
MPUHATUA  YNONMHOMOYEHHbIM hedepanbHbiM  OpraHoOM  MCMOMHUTENbHOW BRacTu pelweHns o6 oTkase B
opraHnsauuy Takon aKCnepTusbl. YNONTHOMOYEHHBIN befieparnbHbli opraH UCNONMHUTENBLHOM BNacTu Bo3BpalyaeT
3a8BUTENIO0 yKa3aHHble JOKYMEHTbl B TedeHue fecAtn paboynmx AHeW CO AHSA MNOMyYeHWs COOTBETCTBYOLLEro
3anpoca 3asBuTens.

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

Cratban 20. OJKcnepTvM3a [OOKYMEHTOB, MNpeAcCTaBrieHHbIX pANA onpeAeneHnsi BO3MOXHOCTH
paccmaTpuBaTb JNeKapCTBEHHbLIN npenapat Ans MeAULMHCKOro MPUMEHEHUs1 MpU  OCYLUEeCTBIEHUM
rocyAapcTBeHHOMN perncTpaunm B Kayectse opdaHHOro riekapcTBEHHOro npenapara

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

1. OkcnepTusa [OKYMEHTOB, MpPEACTaBMEHHbIX [N  ONpedeneHnss BO3MOXHOCTM paccmatpuBathb
neKkapCTBEHHbIN nNpenapaT Afs MegUUMHCKOro NPMMEHEHNSA Npu OCYLLECTBIEHUN FOCYAAapPCTBEHHOW perncTpawmm
B KayecTBe Op(paHHOro rneKkapCTBEHHOro npenapaTta, COCTaBfieHMe KOMUCCUEW IKCMEPTOB 3akfYeHus o
BO3MOXHOCTU UNN HEBO3MOXHOCTM paccMaTpuBaTth NEeKapCTBEHHbIN npenapaT Ans MeAULMHCKOro NpUMeHeHns
npyv OCYLLECTBMIEHUN rOCYAAapCTBEHHON perucTpauum B KayecTBe OpghaHHOro nekapCcTBEHHOro npenaparta u
HanpaBreHue [OaHHOro 3aKMYeHWs B YMNOMHOMOYEHHbI defepanbHbii opraH WCNONHUTENbHOW BRacTu
OCYLLECTBMAKTCA B CPOK, He MpeBbIalWmnin Tpuguatu paboumx OHEN CO [HA MNOMNyYeHUs SKCMEPTHbIM
ydypexngeHmem 3agaHns ynoriHOMOYEHHOro doefepanbHOro opraHa MCHOMHUTENbHOW BRacTu M B 3MEKTPOHHOM
dopme unm Ha ByMaxkHbIX HOCUTENSAX HEOOXOOUMbIX AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 yactn 4 n e
Yyactu 7 ctatbn 18 HacTosiwero ®egepansHOro 3akoHa.

2. JokymeHTbI, cogepXalmecs B perucTpaumoHHOM OOCbe Ha NeKkapCTBEHHbIM npenapaTt M nocTynvBLUne
Ha BGymMaXHbIX HOCUTENSX B 3KCNEPTHOE yuypexaeHue Ans OCYLEeCTBNEHUS WX IKCMepTusbl Ans onpepeneHus
BO3MOXHOCTM paccmaTpuBaTb FeKapCTBEHHbIM MpenapaT Afns MeOWUMHCKOrO MpPUMEHEHMs B KadecTBe
ophaHHOro nekapCcTBEHHOro npenapara, noanexar BO3BpaTy B YNOMHOMOYEHHbIW beaepanbHbid  OpraH
NCMNOMNHUTENBHOW BNAacTV OAHOBPEMEHHO C 3aKMOYEHUAMN COOTBETCTBYOLLMX IKCNEPTUS.

Ctatbsa 21. PewleHne 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)
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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 coxpaHeHus: 26.12.2023

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

1. B cpok, He npeBbialWmi NATU paboymx HEN CO OHA NOMNyYEHUS 3aKYEHUs, YyKa3aHHOro B Yactu 1
ctatby 20 HacToswero PengepanbHOro 3akoHa, yNosIHOMOYEHHbIN dpedeparnbHbI OpraH UCNOSTHATENBHOW BNacTu
OCYLLECTBMSAET OLUEHKY MOMYyYEeHHOro 3aKioYeHns ans onpegeneHns ero COOTBETCTBMS 3a4aHNI0 Ha NpoBeaeHne
COOTBETCTBYIOLLEN 3KCNEepTU3bl U yBEOOMIISET 3asBUTENS B ANEKTPOHHON hopMe nnm Ha BymaxkHOM HocuTene o
pesynbTatax MNpPOBEAEHHOW 3KCNepTusbl C MNPUIIOXKEHUEM KOMUU 3KCMEPTHOrO 3aKrMovYeHus (C CoxpaHeHuem
KOHMAEHUNANbHOCTN NHAOPMALMN O COCTaBe 3KCMEPTHOM KOMUCCUM) U O BO3MOXHOCTU MITM HEBO3MOXHOCTM
paccmaTpvBaTb  fIEKAPCTBEHHbLI npenapar And  MeOWUUHCKOrO  MNPUMEHEHWsT MNpU  OCYLLECTBIEHUM
rocygapCTBEHHON perncTpaumm B kayectse opaHHOro fiekapCTBEHHOrO npenapara.

2. MNpn BbIHECEHMM KOMWUCCUEWN IKCMEPTOB 3AKITOYEHUSI O BO3MOXHOCTU paccMaTpuBaTh NEeKapCTBEHHbIN
npenapaTt Ang MeLWUUHCKOrO NMPUMEHEHUS MPW OCYLLECTBEHUWN TFOCYLAPCTBEHHOW PeructpaummM B KayecTBe
opchaHHOro nekapcTBEHHOrO npenaparta YNofHOMOYEHHbIM dedepanbHbIi OpraH MCMOMHUTENbHON BNAacTu B
CPOK, HE MPEBbILLAKLNA NATU pabovmx OHEN CO OHS MOSlyYeHUs OaHHOTO 3aKITYEHUs], NPUHNUMAET peLleHne o
Bbldaye 3aaHus Ha NpoOBEAEHME SKCMEPTU3bl KavyecTBa JIEKapCTBEHHOrO CPeACcTBa U 3KCNEepPTU3bl OTHOLLEHUS
OXMOAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUSI NEKApCTBEHHOro npenapata Angd MeguuUMHCKOro
NPUMEHEHNs1 B MNOPSIAKE YCKOPEHHOW Mpoueaypbl 3KCNEepTU3bl NeKapCTBEHHOIO0 CpeacTBa B COOTBETCTBUM CO
crtatben 26 HacTosiwero PegepansbHOro 3akoHa.

3. B cnyyae nNpuHATMSA pelleHus O HEBO3MOXHOCTU paccmaTpuBaTh fekapCTBEHHbI npenapaTt Ans
MEeOULMHCKOTO MNPUMEHEHUS MpU FOCYyAapCTBEHHOW perucTpauum B KadecTBe OpdaHHOro JieKapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIV deaepanbHbil  OpraH  UCMOMHUTENBbHOW BRacTM MpekpallaeT npoueaypy
rocygapCTBEHHON perucTpaumm nekapcTBEHHOro npenapaTta. 3asiBUTenb Bnpaee obpaTUTbCA B PEMMCTPUPYHOLLMIA
OpraH c 3asiBliEHNEM O rOCyAapCTBEHHOW perucTpaumy yKkasaHHOro fiekapCTBEHHOMO npenaparta B COOTBETCTBUU
co crtatben 18 HacTosiwero ®egepanbHOro 3akoHa.

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

CrtaTbs 23. 9KcnepTM3a KayecTBa NleKapCTBEHHOro CpPeAcTBa U 3KCNepTU3a OTHOLLEHUs1 OXuAaeMoMn
Nonb3bl K BO3MOXHOMY PUCKY NTPUMeEHeHUs NeKapCTBeHHOro npenaparta Ans MeAULMHCKOro NpUMeHeHus
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa kayecTBa NEKAPCTBEHHOrO CpPeacTBa M 3KCMepTM3a OTHOLLUEHMSI OXMOAAEMOMW MOoMnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro npenaparta Afs MeOUUUHCKOrO NpUMEHEHWsi, COCTaBneHune
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHM MO pes3ynbTataM MNpPOBEAEHHbIX 3KCMEpPTU3 W  HanpaefieHue 3TuX
3aKIMOYEHNIN B YMONTHOMOYEHHbIA dhefeparnbHbIi OpraH UCMOMHUTENBbHOW BNacTy OCYLLECTBISIOTCS B CPOK, He
MpeBbIaLLNA CTa AeCATU paboyumx OHEW CO OHS MOMyYeHWUst KCMEPTHbIM YYpexXOeHNEM COOTBETCTBYIOLLErO
3afaHusa YNonmHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBHOM BRacTM U HeEo6XoOMMbIX LOKYMEHTOB B
ANEKTPOHHON hopMe NN Ha ByMadkHbIX HOCUTENSX.

KoHcynbTtaHTtlntoc: npumevaHume.

Mo 3asBneHuto, nogaHHomy B MwuH3gpaB Poccum po 11.04.2022, npu HEBO3MOXHOCTM MpPOBEAEHUS
3KCNEepTM3bl KayecTBa JIEKAapPCTBEHHbLIX CPEACTB B 3KCMEPTHOM Y4YpexaeHuMn, OOMyCcKaeTcs ee MnpoBedeHue
nocpeacTBOM AMCTAHLMOHHOIO B3anMOZENCTBUS, NOPSO0K U (hOPMbl KOTOPOrO OMNPEAENstOTCSA SKCMEPTHBIM
yupexgeHmem no corracoBaHuto ¢ 3asgsutenamu ([octaHosneHue MNpaButensctBa PO ot 05.04.2022 N 593).

2. B TeyeHve peBAiHOCTa AHEW CO OHSA NOMyYEHMS peLleHMs YMOoNIHOMOYEHHOro defeparnbHOro opraHa
WCMNOMHUTENbLHOW BNAacTu O NPOBEAEHWUUN 3KCNEPTU3, NPeyCMOTPEHHbIX YacTbio 1 HacTosLLEN cTaTby, 3asBUTENb
NpeacTaBnsieT B 3KCMEPTHOE YYpEeXAEeHUe ONsi NPOBeAeHUs 3KCMePTU3bl KayecTBa JIeKapCTBEHHOrO CpeacTBa
obpasupl NeKkapCTBEHHOrO npenaparta Ans MeOWLUMHCKOTO NPUMEHEHWs, NPOW3BEOEHHOrO B COOTBETCTBUU C
TPeOOBaHNAMU  OMbITHO-MPOMBILLNIEHHOTO U (MNX)  MPOMBILMIEHHOTO  PErNaMeHToB,  YTBEPXOEHHbIX
pykoBOOMUTENEM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBYKOLUMX Crny4vasx obpasubl
dapmaLeBTMHECKON CyOCTaHumMM, TecT-liTamma MUKPOOPraHM3MOB, KyrnbTypbl KNeTOK, obpasubl BeLLecTs,
NpUMEHsIEMbIX NS KOHTPOMs KayecTBa NEKAPCTBEHHOTO CpPefAcTBa NyTEM CPaBHEHUSI C HUMMW UCCIELyeMOoro
nekapcTBEHHOrO CPeACTBa, B KONMMYeCTBax, HEOOXOAMMBIX AN BOCNPOU3BEAEHNS METOA0B KOHTPOSS KayecTsa.

3. Mpun nonyyeHnn obpa3uoB nekapCTBEHHOrO npenapara u gapmMaueBTU4eckon cybcTaHLmMmn aKcnepTHoe
yypexaeHue BbiaaeT 3asBUTENI0 JOKYMEHT, NMOATBEPXKAaoWMiA NonyvyeHe ykasaHHbIx 06pasLoB, U B CPOK, He
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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 coxpaHeHus: 26.12.2023

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

npeBblaLWLnA Tpex paboynx OHEN, yBEOOMIISET B 3NIEKTPOHHOW hopMe unmn Ha BymaxHoM HocuTerne ob aTom
YNOMHOMOYEHHbIV dhefeparbHblid OpraH UCNONHUTENbHOW BNACTW.

4. Ykas3aHHble B YacTax 2 M 3 HacTosdlen cTaTbU CpPOK ANdA npeacTaBneHus 3asButenem obpasuoB
nekapCTBEHHOro npenapaTta u dhapmaueBTUYECKON CyOCTaHLUM N CPOK YBEAOMIIEHUS! SKCMEPTHLIM YUYpEeXaAEHNEM
06 aToM Ha OymaxHOM HOcMTene YNONHOMOYEHHOro defepanbHoOro opraHa WCMOMHUTENBHOW BRactu He
BKITHOYAIOTCH B CPOK NPOBEAEHMS 3KCMEPTU3, NPEAYCMOTPEHHBIX YacTbio 1 HACTOsILLEN cTaTbu.

5. [lOKyMeHTbI, MOCTYNMBLUME B JKCMEPTHOE YYpexaeHUe Ans NpoBeAeHUst IKCNepTu3, NpeayCMOTPEHHbIX
YyacTblo 1 HacTosILlen cTaTbW, NoANexaT Bo3BpaTy B YMNOMHOMOYEHHbIN defeparnbHbii OpraH UCMONMHUTENbHON
BMacTW OQHOBPEMEHHO C 3aKIMOYEHUSIMU, NONYYEHHLIMW N0 pe3yrbTaTamM COOTBETCTBYIOLLMX 3KCNEPTUS.

Cratbs 24. dkcnepTu3a KayecTBa JIEKAPCTBEHHOIo CpeACcTBa U 3KCNepTu3a OTHOLIEHUSI OXuaaeMon
nofib3bl K BO3MOXHOMY PUCKY nNpUMEHEeHUA rIeKapCTBeHHOro npenapata AnA BeTepuHapHoOro
NnPpUMeHeHusA

1. OkcnepTnsa KayecTBa IeKapCTBEHHOrO CpPeAcTBa WM 3KCMepTu3a OTHOLUEHUS OXUAaeMOW norb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro rnpenaparta ansg BeTepuHapHOro NpuMEHeHUs, cocTasrieHne
KOMMUCCUSIMM IKCMEPTOB 3aKMIOYEHWI MO pesyrnbTaTtaM yKasaHHbIX 9KCMepTU3 U HanpasneHne Taknx 3aKknoyeHun
B YNOSTHOMOYEHHbIN dhefepanbHbl OpraH UCMOSTHUTENbHOM BNAacTy OCYLLECTBIIAIOTCA B CPOK, HE MpeBbillaoLLnii
cTa pgecatm paboumx AHEM CO [AOHS MONyYeHUs1 3SKCNEepTHbIM YyyYpexaeHueMm 3agaHust YNOSIHOMOYEHHOro
dhedepanbHOro opraHa UCMOMNHUTENBHOW BNAacTu C JOKYMEHTaMu, yKkadaHHbIMU 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 NPOBEAEHUN yKa3aHHbIX B YacTn 1 HacTOosILLEN CTaTby IKCNEPTU3 3aaBUTENb
NpeacTaBnsieT B 3KCMEPTHOE yupexaeHWe ANsi NPOBedeHMsT 3KCMEePTU3bl KadecTBa JIEKApCTBEHHOro cpeacTtsa
0o6pasupbl NIeKkapCTBEHHOrO npenapaTta Ans BeTePUHAPHOro MPUMMEHEHMS, MPOM3BEAEHHOrO0 B COOTBETCTBUM C
TpeboBaHNSIMN TEXHOMNOMMYECKUX PErNaMeHTOB, YTBEPKAEHHbIX PYKOBOAUTENEM NPON3BOOUTENS NIEKAPCTBEHHbIX
CPEACTB, a Takke B COOTBETCTBYHOLLUMX Cryyasix TECT-LTamMMbl MUKPOOPTraHU3MOB, KynbTypbl KIETOK, 00pasubl
hapmavneBTMYeCKon cybcTaHumm, obpasupbl BeLWeCTB, NPUMEHSAEMbIE AN KOHTPOMsS KavyecTBa NeKapCTBEHHOrO
CpeAacTBa, B KonnyecTsax, HeobxoauMbIX Ans BOCNPON3BEAEHUS METOA0B KOHTPONS KayecTBa.

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

3. Mpun nonyyeHnn obpasuoB NekapCTBEHHOrO npenapara u dapmMaueBTU4eckon cybcTaHLumMmn aKcnepTHoe
yupexaeHue BbioaeT 3asdBUTEN0 OOKYMEHT, NOATBEPXKAANOLWMA NONyYeHUe ykasaHHbIX 0b6pasLoB, 1 B CPOK, He
npesbllaWnin  Tpex paboynx p[Hen, yBegommnsieT B MNUCbMEHHOW d¢opme 06 3TOM  YNOSIHOMOYEHHBbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMW.

4. Cpok ans npefcraBneHuns 3assutenem o6pasLoB fekapcTBEHHOro npenaparta v apmaueBTUYeckomn
cybcTaHuum 1 Cpok yBeAOMIEHUS IKCNEPTHbIM ydpexaeHneMm o6 aTomM B NUCbMEHHOW hopmMe YNONTHOMOYEHHOMO
dhegepanbHOro opraHa UCMOMHUTENbHOW BNacTH, yKa3aHHbIe B YacTaX 2 U 3 HACTOsILLEN CTaTbU, HE BKIIOYaOTCH
B CPOK NpOBeAEeHUs yKa3aHHbIX B YacTu 1 HacTosLen CTaTby 3KCNepTu3.

5. [okyMeHTbl, MOCTYNUBLUME B IKCMNEPTHOE YyypexaeHue Ans npoBedeHus ykasdaHHbIX B 4actu 1
HaCTOsILLEN CTaTbW 3KCMEPTU3, noanexar BO3BpaTy B YNONHOMOYEHHbIN deaepanbHblil OpraH NCMONTHUTENbHON
BNacTu OQHOBPEMEHHO C 3aKNIOYEHNSMM N0 pesynbTaTaM yKa3aHHbIX 9KCNepTus.

CrtaTbs 25. [loBTOpHOE NpoBeAeHMe IKCNepTU3bl IeKapCTBEHHbIX CPeaACcTB
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasax HepocTtaTtoyHOM OOOCHOBAHHOCTM WMAW HEMOMHOTHbI 3aKMOYEHUS KOMWUCCUMM IKCNEepPTOB,
HanMyusa B HEM MPOTUBOPEUMBLIX AaHHbIX, hanbcudukaumm BbIBOAOB 3KCNEPTU3bl NEKapCTBEHHOIO CpPeacTBa,
COKpbITUSI OT YMOJSIHOMOYEHHOrO beaepanbHOro opraHa MCMOMHUTENBHOM BNAcTM OCHOBaHWA AN oTBoAda
aKcrnepTa BCNEACTBME €ro 3auHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN IKCMEepTU3bl, Hanuuus
OaHHbIX O MpsAMOM NGO KOCBEHHOM BMELLATENLCTBE B MPOLECC COOTBETCTBYHOLLEN 3SKCMNepTusbl Nvu, He
y4yacTByHLMX B €e MNpPOBEeOEeHUN, HO OKaslaBLUMX BIUSIHME Ha nNpouecc M pesynbTaTtbl €e NnpoBeAeHus,
YNOMIHOMOYEHHbIM befepanbHbiM  OpraHoM WCMOMIHUTENBHOM BMAcTUM Ha3Ha4aeTCsl MOBTOPHAsd 3JKcnepTu3a
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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 coxpaHeHus: 26.12.2023

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

neKapCTBEHHOrO CPeAcTBa U (Unn) aTvdeckas akcnepTusa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. ToBTopHas 3KchnepTM3a JliekapCTBEHHOr0 CpeacTBa MNPOBOAUTCS C y4eTOM pe3ynbTaToB paHee
NPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIEHHLIN YNONTHOMOYEHHbIM ddedeparnbHbiM OpraHoOM UCMONTHUTENbHOM
BMacTV 1 He NpeBbILaloWniA TpuaLaTM paboumx gHel co AHA NONyYeHNs SKCNePTHLIM yYpeXaeHneM 3aaHuns Ha
npoBeAeHNE NOBTOPHOW 3KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHne BbLINOMHEHUS 3adaHWsi Ha NPOBedEeHWE MOBTOPHOM  3KCMepTM3bl
neKapCTBEHHOrO CPEeACTBa HE OCYLLIECTBRSIETCS.
(B pea. PegepanbHoro 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 OnpedensieTcs B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSALMX 3asBMEHUA O roCydapCTBEHHOM perucTpauumn JeKkapCTBEHHbIX MNpenapaTtoB B pamMKkax OAHOro
MEXOYHApOAHOro HenaTteHTOBaHHOrO HaMMEHOBaHUS NEeKapCTBEHHOro npenapata unv  rpynnupoBOYHOro
HaMMeHOBaHMs1 NEeKapCTBEHHOrO npenapara, NeKapCTBEHHbIX NpenapaToB ANs BeTEPUHAPHOro NPUMEHEHUS,
npeaHasHayYeHHbIX ONS feYeHns AoMallHUX XXUBOTHbIX, onpeaeneHHbix ®PeaepanbHbiM 3aKOHOM OT 27 aekabps
2018 roga N 498-®3 "O6 OoTBETCTBEHHOM OOpaLLEHUN C XXMBOTHBIMU U O BHECEHUN U3MEHEHUN B OTAENbHbIE
3aKkoHofdaTtenbHble akTbl Poccuiickon dPepepaummn”, n  3aperMcTpMpoBaHHbIX B Ka4yecTBe JIeKapCTBEHHbIX
npenapatoB And MEOULUUHCKOrO  MPUMEHEHUsl, W  JIEKApCTBEHHbIX MpenapaToB, MnpeaHasHaYeHHbIX
UCKINIOYNTENBHO A8 NPUMEHEHUS HECOBEPLLUEHHONETHUMMU FpaXgaHamu.

(B peq. PenepanbHbix 3akoHOB OT 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 CPeACTB B LeNsiX roCyaapCTBEHHON perncTpaumm
NeKapcTBEHHbIX NPenapaToB He NPUMEHSETCA B OTHOLLEHWUN:

1) GnoananoroBbix (61onogoOHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);

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

KoHcynbTaHTlInoc: npumeyaHue.

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

3) BOCMPOU3BEAEHHbLIX NEKApPCTBEHHbLIX NpenapaToB (3a WCKIHYEHMEM MEPBbLIX TPEX PErNCTPUPYEMbIX B
Poccuiickon ®depepaumm B KayecTBe BOCMNPOU3BEAEHHbIX IEKapCTBEHHbLIX MpenapaTtoB U NeKapCTBEHHbIX
npenapaToB, NpeaHa3Ha4YeHHbIX MCKNIOYUTENbHO AN MPUMEHEHUS HEeCOBEPLUEHHOMETHUMM rpaxgaHamu, a
TaKke NeKkapCTBEHHbLIX NpenapaToB, NpeAHasHadeHHbIX AN NevYeHust OOMAaLUHUX >KMBOTHBIX, OnpeaeneHHbIX
depnepanbHbIM 3akoHOM OT 27 aekabps 2018 roga N 498-93 "O6 oTBETCTBEHHOM OOpaLLEeHUN C XXUBOTHBLIMU U O
BHECEHUM N3MEHEHUI B OTAENbHbIE 3aKOoHOAATEeNbHbIe 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 HauMeHOBaHWA NekapcTBeHHbIX ¢)OopM UM B HOBOU
[03VPOBKE;

6) NnekapCTBEHHbIX NpenapaToB AN MEAULUHCKOrO NPUMEHEHUs, FOCYAAPCTBEHHAA peErMcTpauust KoTopbix
OTMEHEHa, NpY UX PerncTpaumm B Ka4ecTBe NIekapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOTO NPUMEHEHNS.
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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 coxpaHeHus: 26.12.2023

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

(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 28.04.2023 N 171-93)
(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npouedypa 9KCNepTU3bl  FEeKapCTBEHHbIX CPEACTB MPOBOAMTCA MO  PELUEHUIO
COOTBETCTBYIOLLErO YNOSIHOMOYEHHOro eaepanbHOro oOpraHa MWCMOMHUTENbHOW BMAcTM Ha OCHOBaHMU
3asBMeHNsl 3asiBUTENs B CPOK, He MpeBbllaloWmii BocbMuaecsTn pabounx pgHen. lNpu aTom akcneptmaa
OOKYMEHTOB, coAepXXalluxcsa B permcTpauuoHHOM JOCbE Ha NIEKApCTBEHHBIN NpenapaT, MPOBOAMTCS B CPOK, He
npesbiIaLWNA  gecatn pabouvx [OHeW, 9KCnepTM3a KadecTBa JIEKapCTBEHHOrO CpeAcTBa M 9KcnepTusa
OTHOLLEHMS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NEeKapCTBEHHOrO npenapata NpoBOAATCS B
CPOK, HE MPEBbLILLALLNIA LUECTUAECATM Pabounx OHEN.

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

3.1. B oTHoweHun opdpaHHbIX NeKapCTBEHHbLIX NpenapaTtoB MOryT ObiTb MpeacTaBrieHbl pes3ynbTaThbl
OOKINMMHNYECKUX WCCNELOBAHUA JIEKAPCTBEHHbIX CPEACTB WU KIIMHUYECKMX WCCMNEeAOBaHUN NeKapCTBEHHbIX
npenapaToB Ans MeOMLUMHCKOrO NpPUMEHEHUs, BbIMOMHEHHbIX 3a npegenamu Poccuiickon depepaumm B
COOTBETCTBMM C MpaBunaMu Haanexatiien nabopaTopHOW MPakTUKM M MpaBunamu Hagnexalwen KrnmHUYecKkomn
NPaKTUKN.

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

4. YckopeHHasi npoLieaypa 3KCnepTu3sbl NIEKApCTBEHHbIX CPEACTB NPOBOAUTCSA B Nopsake, YCTaHOBEHHOM
ctatesaimmn 17 - 20, 23 n 24 HacTosiwero PenepanbHOro 3akoHa, U He O3HA4YaeT CHWKeHUs TpeboBaHMM K
6esonacHocTn, kavyecTBY U 3EKTUBHOCTY NEKAPCTBEHHbIX MpenapaTos.

Cratbs 27. PewueHue o rocyaapCcTBEHHOM perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBblwarowWmi gecatn pabounx gHen Co OHSA NOMyYeHUs 3aKmnioYeHUn KOMUCCUKN SKCNEPTOB
no pesynbTaTam SKCNepTU3bl KayecTBa JeKapCTBEHHOro CpeacTBa M 3KCMepTU3bl OTHOLWIEHUS OXuOaemoMu
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS JNIEKAPCTBEHHOrO MpenapaTta, COOTBETCTBYHOLLMI YNONTHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTu:

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

1) pasmewaeTr Ha cBoeM odumumanbHOM canTte B ceTu "VIHTepHeT" COOTBETCTBYIOLLME 3aKIHYEHUs
KOMMCCUM 3KCMEPTOB U OCYLLECTBMSIET UX OLLEHKY ONs onpeferieHusl COOTBETCTBUS 3aJaHWI0 Ha npoBefeHue
3TUX SKCNEepTUs;

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

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

3) BHOCUT NpuW NPUHSTMN PELLEHUSA O rocyapCTBEHHON PErncTpaumm NnekapcTBEHHOIO npenapata AaHHble
0 3aperncTpupoBaHHOM NEeKapCTBEHHOM npenapare, B TOM vncne o hapMaLeBTUYECKON CyOGCcTaHLmMKn, BXOASLLEN
B COCTaB IeKkapCTBEHHOro npenapaTta, B rOCyJapCTBEHHbIA peecTp IeKapCTBEHHbIX CPeACTB W BblaaeT
3a8BMTENIO0 PErMCTPaLMOHHOE YAOCTOBEPEHWE FeKapCTBEHHOro npenapaTta, opmMa KOTOporo yTBepXaaeTcs
YMONTHOMOYEHHbIM  befeparnbHbiM ~ OPraHOM  MUCMOJSIHUTENbHOW — BACTW,  COMNTAacOBaHHblE  HOPMATUMBHYHO
OOKYMEHTaUMo, HOPMaTUBHBIN AOKYMEHT, NHCTPYKLUMIO MO MPUMMEHEHMWIO NEKapCTBEHHOMO npenapara v MakeThbl
NepBUYHON YNAKOBKM U BTOPUYHON (MOTPEOUTENBCKOM) YNAKOBKN C YKa3aHWEM Ha HUX HOMepa perncTpauuoHHOro
yOOCTOBEPEHMS NEeKapCTBEHHOIO Npenapara v Aatbl €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
NeKapCTBEHHOIO 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. OcHoBaHMeM [Ons oOTKasa B [OCY[apCTBEHHOW perucTpauuy nekapcTBEHHOro npenapaTta Ans
MEAMLMHCKOrO MPUMEHEHUs] SABMSEeTCA 3aKiloYeHMe COOTBETCTBYIOLWEro YMNOSIHOMOYEHHOro deaepansHoro
opraHa WCMOMHWTENbHOW BRAcTM O TOM, YTO KayecTBO M (unu) 3DPEeKTUBHOCTb PErUCTPUPYEMOTO
neKkapcTBEHHOro npenaparta Ans MEAMLWMHCKOrO NPUMEHEHUS He MOATBEPXKAeHbl NOMyYeHHbIMU AaHHLIMU UMK
YTO PUCK MPUYMHEHUA Bpeda 300POBLI0 YenoBeka BCNeACcTBMEe Mnpuema neKkapCTBEHHOro npenaparta Ans
MEAMLIMHCKOro NpUMeEHeHUs NpesbillaeT 3MEKTUBHOCTb Ero NPYMEHEHUS.
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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 coxpaHeHus: 26.12.2023

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

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

3. TlloBTOopHOEe npeacTaBneHve B COOTBETCTBYHOLLMM  YNOMHOMOYEHHbIN  bedepanbHbli  OpraH
MCMOMHUTENBbHOW  BRacTW  NeKapCTBEHHOro npenapata, B  OTHOLWEHUW KOTOpOro rofyvyeH oTka3 B
rocygapCTBEHHON permcTpaumMum U KOTOpbIM BMOCNEACTBMU MOOBEPrCA M3MEHEHUI0 B YacTW ero cocTaBsa,
paccmaTpuMBaeTCs Kak nNpeacTaBneHWe HOBOro IeKapCTBEHHOro npenapata Ha ero  rocyaapCTBEHHYHO
pervcTpaumio He3aB1UCUMO OT COXPaHEHUS €ro NepBUYHOrO HauMeHOBaHWUS.

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

4. MNMpn NnpegocTaBneHnn 3asiBUTENEM B COCTaBE PErMCTPALMOHHOIO AOChe Ha feKkapCTBEHHbIN npenapar
Onsi BETEPUHAPHOIO MPUMEHEHUS KOMWUM PeLLEHMUsT YNONMHOMOYEHHOrO dheaepanbHOro opraHa MCMOMHUTENbHOM
BMacT O NPOBEAEHUN UHCMEKTUPOBaHUS NMPOU3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB CPOK MPUHATUS peLLeHnst o
rocyqapCTBEHHOM  perMcTpauMuM  NeKapcTBEHHOro  npenapata [Ans  BeTEepPUMHApPHOrO  NMPUMEHEHWS
NMpUOCTaHaBNMBAETCH CO AHS MONyYEHUs 3aKMOYEHWUA, yKasaHHbIX B 4YacTu 1 HacTosiwen ctaTbl, OO0 OHS
MPUHATMSA YNONMHOMOYEHHbIM dhefepanbHbiM OpraHOM MCMOMHUTENbHOW BRacTu pelleHusl O Bblgade unu ob
OoTKase B Bblaaye 3akmnto4YeHUst 0 COOTBETCTBUMN NMPOU3BOAUTENS NEKAaPCTBEHHbIX CPpeACcTB TpeboBaHMsM npaBun
Haanexallel NPOU3BOACTBEHHOWN NPaKTMKN, HO He Gonee YeM Ha CTO BOCEMbECAT pabounx AHeN.
(4acTb 4 BBegeHa PepepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHveM pfnsi oOTkasa B rOCYAapCTBEHHOW perucTpauun nekapCTBEHHOro npenaparta Aans
BETEPMHAPHOro NPUMEHEHUS SBNSIETCA 3aKnNioveHne YrnonHOMOYEeHHOro doegepansHOro opraHa UCNoMHUTENbHOM
BMacTM O TOM, YTO KayecTBO M (Mnn) 3P(EKTUBHOCTL PErMCTPUPYEMOrO JIEKapCTBEHHOrO npenapaTta Ans
BETEPVMHAPHOIO MPUMEHEHMSI HE MNOATBEPXAEHbl MOJSTyYEHHBIMW AaHHBIMW UMW YTO PUCK MPUYMHEHWUS Bpeda
3[00POBbLI0 KMBOTHOrO BCREACTBME Mpuema JeKapCTBEHHOrO npenapaTta Afs BEeTEPUHApPHOro MPUMEHEHMS
npeBbilaeT 3PEEKTUBHOCTL €ro0  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
NeKkapCTBEHHOrO MpenapaTta ANS BeTepuMHApHOro MPUMEHEHUS OCYLLEeCTBNSAETCA 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 B3anuMO3aMEHSIEMOCTM 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 MEAULIMHCKOrO NPpUMeHeHUs
(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.01.2024 B 4. 1 cT. 27.1 BHOCATCA n3meHeHust (®3 ot 19.10.2023 N 503-93). Cm. byayLiyto pegakumio.

1. B3anmosameHsieMocTb NNeKapCTBEeHHbIX npenapaTtoB And MeOAUUMHCKOro npuMeHeHua onpenendetca
YNOMHOMOYEHHbIM  doefeparnbHbiM OpraHOM UCMONHUTENbHOW BMAacTW, OCYLLUECTBASKOLWUM FOCy4apCTBEHHYIO
pervcTpaumio NekapcTBEHHbIX NpenapaToB Anst MEAULIMHCKOrO MPUMEHEHUS, B paMKkax OLHOrO MeXAyHapo4HOro
HenaTeHTOBaHHOIO (MM XMMUYECKOrO, UMK FPYMNNMPOBOYHOr0) HAMMEHOBAHNS] HA OCHOBE 3aKITHOYEHUST KOMUCCUM
9KCMEPTOB 3KCMEPTHOIO YYPEXAEHUA O B3aMMO3aMEHSIEMOCTU flekapCTBEHHOIO npenaparta And MeguuUHCKOro
NnpuMeHeHna nmbo o TOM, 4TO J'IeKapCTBeHHbIVI npenapart Aanda MeauuumHCKOro npuMeHeHua He ABnAeTcd
B3anMo3aMeHAEeMbIM. HOQHQOK onpepeneHna B3anMO3aMEHAEMOCTU JIeKapCTBEHHbIX npenapatoB And
MEOMWLMHCKOrO MpuUMeHeHus u dopma 3akfoyeHUss KOMWUCCUM  SKCMEePTOB IKCMEPTHOro  yypexaeHus o
B3aMMO3aMEHSEMOCTM JIEKAaPCTBEHHbIX MpenapaTtoB ANA MEAWLMHCKOro NpuUMeHeHuMst nnbo o TOM, 4TO
NeKkapCTBEHHbI  Mpenapat AN MEOWMUWHCKOrO  MPUMEHEHMS He  SABMsieTCd  B3anMO3aMEHSIEMbIM,
ycTaHaBnmBatoTcs MpaButenbctBoM Poccunckon ®egepaumn.

2. Komuccus OKCNepTOB J3KCMNEepTHOro y4ypexaeHuda pnaet 3akrnwyYeHne O B3aMMO3aMeHAEeMOCTU
JIeKapCTBEHHOro npenaparta and MmeamunHCKOro npuMmeHeHus nmbo o Tom, 4TO ﬂeKapCTBeHHbIVI npenapat ana
MeONUMHCKOIo npuMEeHeHuAaA He AFABNAeTCA B3anMMO3aMeHdeMbiM, Ha OCHOBaHUM cCrneayrumx Kputepues
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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 coxpaHeHus: 26.12.2023

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

(xapakTepucTuk):

1) akBMBaneHTHOCTb (4NA GuoaHanoroBbix (6MONOAOGHbLIX) NekapCTBEHHbIX npenapaTtoB (buoaHanoros) -
COMNOCTaBUMOCTb) KaYE€CTBEHHbIX W KOMUYECTBEHHbLIX XapakTepuUCTuK dapmaueBTUYeckux cybctaHumm wnm
COMNOCTaBUMOCTb aHTUIEHHOro CcocTaBa BakuWH. VIcnonb3oBaHWe pasnuyHbIX Ccoren, adUpPOoB, KOMMIEKCOB,
N30MEpPOB, KpUcTannuyeckux qopm M Opyrux npousBOOHbLIX OOHOMO W TOro Xe OEeWCTBYIOLLEro BellecTBa He
ABNSETCA NPEnATCTBMEM AONA OMNpeferieHns B3aumMo3aMeHSeMOCTM JIeKapCTBEHHbIX MpenapaTtoB, ecnv npu
npoBedeHUn uccregoBaHnss  OMOIKBMBANEHTHOCTM  FIeKapCTBEHHOrO  Mpenapata  wnM  UccnefoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTU feKapCTBEHHOrO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuuui apmMakoKUHETUKM U (M) SPdEKTMBHOCTM M ©e30nacHOCTU NeKapCTBEHHOro mnpenapara Ang
MeOULMHCKOrO NPUMEHEHUS;

2) 3KBMBANEHTHOCTb IlekapcTBeHHoM opmbl. [log 3KBMBANEHTHbIMW NEKapCTBEHHLIMU  hopMaMm
NMOHMMAaIOTCH pasHble NeKapCTBEHHbIE (DOPMbI, UMEIOLLIME OOUHAKOBbIE CNOCOO BBEAEHUS 1 CNOCOD NPpUMEHEHUS,
obnagatowme conoctaBUMbIMU (PapMakOKMHETUYECKMMUN XapaKTepMCTMKaMn U hapMakonormieckum genctenem
n obecneuvmBatoLne TaKkKe OOCTUXKEHME HEOOXOOUMOrOo KrMHWYeckoro adpcpekta. Pasnuumsi nekapcTBEHHbIX
hopM He SABNATCA NPENATCTBUEM LA ONPEeAEneHnsl B3anMO3aMEHSIEMOCTU NIEKapCTBEHHbIX NpenapaToBs, ecnu
npu nNpoBeAEHUN UCCredoBaHMs OWMOIKBMBANEHTHOCTM JIEKapCTBEHHOrO Mpenapata WM UccnefoBaHus
TepaneBTUYECKON 3KBUBAIIEHTHOCTU fEeKapCTBEHHOIO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumin  apmMakoKUHETUKM U (M) SPAEKTMBHOCTM M ©e30nacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEeOMLMHCKOro NpUMEHEHNS;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerbHbIX BELLECTB feKapCTBEHHOMO
npenapaTta Ang MeAVLMHCKOro nmpuMeHeHus. Pasnuumsa coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SBNATCA NPEensiTCTBUEM A5 ONpeAerieHnsi B3aMMO3aMeHSEMOCTHM fIeKapCTBEHHbIX NpenapaTos,
ecnn npu NpoBefeHUn UccrefoBaHUs OMO3KBMBANEHTHOCTM NIEKAPCTBEHHOrO npenaparta unu uccrneaoBaHus
TepaneBTUYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOrO npenapaTta [4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMBbIX
pasnuunii  papMakoKMHETUKM U (Mnn) 3dpeKTMBHOCTM 1 Ge30nacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO NpUMeEHEHUs. [pyu HanMyum KIMHWYECKM 3HAYUMbIX Pas3nuyuuin  apmMakoKMHETUKM U (Unn)
acpdekTmBHOCTM 1M Oe30MacHOCTM  NEKApCTBEHHOro  npenapata And  MEOVMUMHCKOroO  MPUMMEHEHMs
B3aMMO3aMEHSIEMOCTb OMNpeaensaeTcs C yka3aHMeM Ha UCKITHYEHME OTAENbHbIX FPYNn NauueHToB;

4) MaOeHTUYHOCTbL cnocoba BBeaeHUs 1 cnocoba NMPUMEHEHUA;

5) cooTBeTCTBME NPOM3BOAUTENS FEKApCTBEHHOIO cpeactBa TpeboBaHMAM OpaBun Hagnexallen
NPON3BOACTBEHHOWN MPAaKTUKK.

3. OnpepeneHve B3aMMO3aMEHSIEMOCTU  BOCMPOU3BEOEHHbIX JIeKApCTBEHHbIX NpenapatoB  AJis
MEOMLMHCKOTO MPUMMEHEHUs1, YyKasaHHbIX B 4actm 10 crtatbm 18 Hactosiwero deaepanbHOro 3akoHa,
ocyllecTBnsieTcs 6e3 Heo6XoaUMOCTHM AoKa3aTenbCTBa X BMOIKBMBANEHTHOCTH.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2024 B 4. 4 cT. 27.1 BHOCcATCS U3ameHeHuns (93 ot 19.10.2023 N 503-d3). Cm. ByayLuyto pegakumio.

4. OcobeHHOCTU OnpedeneHns B3auMO3aMeHSEMOCTM OMONOrMYecknx rekapCTBEHHbIX MpenapaTos,
KOMOWHMPOBAHHbBIX JEKApPCTBEHHLIX MpenapaTtoB (codepXawmx KomOuHauuio AByxX M 6Gonee [eNCTBYHOLUX
BELLECTB), NEeKapCTBEHHbIX MpenapaToB Ans MnapeHTepanbHOro NMUTaHUS U HeAO3UPOBAaHHLIX NEKapCTBEHHbIX
npenapaToB ycTaHaBnmBalTcs lNMpaButenscteoM Poccunckon degepaumn.

5. OnpepeneHne B3anMO3aMEHSIEMOCTU HE OCYLLECTBISIETCA B OTHOLIEHWUM NIEKAPCTBEHHbIX PACTUTESNbHbIX
npenapaToB, FOMeoNaTUYECKNX NTeKapCTBEHHbIX NPenapaTos.

6. (DOpMI/IpOBaHI/Ie nepeyvyHsa B3aMMO3aMeHAEMbIX JieKapCTBEHHbIX nMpenapatoB And MeguLMHCKOro
NPUMEHEHNA OCYLLECTBIIAETCA JKCNepTHbIM YydpexXaeHnem nocpencresom 0bbeanHeHns J1eKapCTBEHHbIX
npenapartoB B OTAEJIbHble T[pyMnnbl, B Kakgon u3 KOTOPbIX JiIEKapCTBEHHbIE nMpenapaTtbl ABIAKTCA
B3anmMmo3amMeHAeMbIMW.

7.B Ccny4yae BKNKOYEeHUA B UHCTPYKUMIO MO MeaAUUMHCKOMY MNMPUMEeHEHUIO NeKapCTBEeHHOro npenapara 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 coxpaHeHus: 26.12.2023

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

OCHOBaHUW pe3ynbTaToB COOTBETCTBYHOLIMX UCCMEA0BaHWI NoKasaHu ANs NPUMEHEHNS!, KOTOpble OTNMYaloTCs
OT MOKasaHuM Ans MpUMEHEeHUs [pYrMx neKapCTBEHHbIX MpenapaToB M3 rpynnbl  B3anMO3aMeHAEeMbIX
NeKkapCcTBEHHbIX NMpenapaToB, B NepevyHe B3anMO3aMeHSIeMbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHMS J0MKHa ObITh YKasaHa COOTBETCTBYOLAst MHopMaLus.

8. T[lepeveHb B3avMoO3aMeHsieMbIX IEeKapCTBEHHbIX MpenapaTtoB AN MeOULUMHCKOTO  MPUMEHEHUS
pasMellaeTcs  YrNoNHOMOYEHHbIM  deeparibHblM  OpraHoM  UCMOSTHUTENbHOM  BracTh, OCYLLECTBIIAOLWMUM
rocyJapCTBEHHYIO PerucTpaumio NekapcTBEHHbIX MpenapaToB AN MeOULMHCKOro MPUMEHEHWs, Ha CBOEeM
ouuymnansHom cante B cetun "WMHTepHeT". MHdopmauma B nepeyHe B3anMO3aMEHSEMbIX NeKapCTBEHHbIX
npenapatoB AN  MEOWUMHCKOrO  NPUMEHeHWss OBOHOBMsSeTCA  yKasaHHbiM  dedeparnbHbiM - OpraHom
NCMNOMHUTENBHOW BNacT! C y4ETOM HOBbIX 3aperncTpMpoBaHHbIX fIeKapCTBEHHbIX NpenapaToB 4518 MeAULMUHCKOro
NPUMEHEHUS W BHECEHHbIX W3MEHEHWW B [JOKYMEHTbl, COAepXaliMecs B PermcTpauMoHHbIX [OCbe Ha
3aperucTpupoBaHHbIe NeKapCcTBeHHbIE Npenaparbl AN MEAULMHCKOro NMpUMeHeHUs.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 B 4. 9 cT. 27.1 BHOCATCS n3ameHeHuns (®3 ot 19.10.2023 N 503-d3). Cm. OyayLuyto pegakumio.

9. HOQHQOK MCnosfb30BaHNA I/IHCbOpMaLI,MI/I O B3aMMO3aMeHAEeMbIX J1eKapCTBEeHHbIX npenaparax ansd
MeaANLIMHCKOIro npMMeHeHna n nopAaaok aadun pa3'b$|CHeHI/|ﬁ no Bonpocam B3aNMO3aMEHAEMOCTUN JNNEKAPCTBEHHbIX
npenaparoB Anda MeanuymHCKOro npuMeHeHnsd yctaHaBimiMBakdTCA npaBVITeJ'IbCTBOM Poccuiickon Cbep,epau,vm.

KoHcynbTaHTlnoC: npuMmeyaHue.

Cpok perucTpauum nekapcTBeHHOro npenapara Aang BeTepuHapHOro npumeHeHus, nctekamowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npogneH Ha 12 mecsuer ([MocrtaHoBneHue lNNpaButensctBa PP ot
12.03.2022 N 353).

Cratba 28. PeructpaunoHHoe yaocTtoBepeHue nekapcTBEHHOro npenapara

1. PernctpaumoHHoe yaoCToBepeHne rnekapcTBEHHOro npenapaTa C ykasaHWeMm feKkapCcTBeHHbIX opM u
AO3NPOBOK BblaaeTcsd 6eccpoyHo, 3a WCKNIOYEHMEM PErMcTpaLMOHHOrO YAOCTOBEPEHWS feKapCTBEHHOro
npenapaTa, BblJaBaemMoro CO CPOKOM [AEeWCTBUS MATb MET, Ha BMepBble peructpupyemble B Poccumnckon
denepaummn nekapcTBeHHbIE NpenapaTbl.

2. Tlo wcTeyeHMM ykasaHHOrO B 4YacTm 1 HacTosien cTaTbM Cpoka Bblgaetcs GeccpoyvHoe
perucTpaumoHHOe yOoCTOBEpeHMEe JeKapCTBEHHOro Mpenapata Mnpu  YCNOBUM  MOATBEPXKOEHUA  ero
rocyapCTBEHHOW perncTpaumm.

3. B cnyvae BHeceHus B cooTBeTcTBUM co cTaTbsamu 30 u 31 Hactoswero ®deaepanbHOro 3akoHa
N3MEHEHN B COAepXaljmecsl B PerMcTpalMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIA NEKAapCTBEHHbIM npenapar
OOKYMEHTbI, 3aTparMBalolMX CBEAEHWS, OTPaXEHHble B PErnCTPauMOHHOM YAOCTOBEPEHUN JIEKAPCTBEHHOrO
npenapaTta, ynorHOMOYEHHbIN hegepanbHbld OpraH UCMOMHUTENBHOW BRlacTU Bbi4aeT HOBOE pernctpaumoHHoe
yOOCTOBEpPEHME NeKapCTBEHHOrO npenapaTta, cogepallee BHECEHHbIE B HETO N3MEHEHMS.

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

4. B cniyyae yTpaThl Unu NOBpPeXAeHUs perMcTpaLMoHHOro YA0CTOBEPEHUS NiekapCTBEHHOro npenapaTta no
3asBMEHUI0 B MNUCbMEHHOW opMe gepxaTtenss wnv Bnagenbua perucTpaumoHHOrO  yAOCTOBEPEHMUS
NeKapCTBEHHOro npenapaTta WM YNoONHOMOYEHHOrO MMMW [PYroro HpuavMyeckoro nuua o Bblgade Aybnukara
perucTpaumoHHOro yOOCTOBEPEHUS NEKApCTBEHHOro npenaparta YMNofHOMOYEHHbIN dedeparnbHblii  opraH
NCMONHWUTENbHON BNacTu B CPOK, HE NpeBbllaloWwni Aecatn paboumx gHen CO AHSA MOCTYNMEeHUs 3asiBrieHus,
BbliAaeT AybnukaT permcrpaumMoHHOrO YAOCTOBEpPEeHWs fekapCTBEHHOro npenapata. 3a Bbigady aybnukaTa
perncTpaumMoHHOro YAOCTOBEPEHUS FeKapCTBEHHOro npenaparta B3WMaeTcs rocyAapCTBeHHas NolnvHa B
COOTBETCTBMM C 3akoHoAaTenbCcTBOoM Poccurickon ®egepaumm o Hanorax u cbopax.

(4acTb 4 BBegeHa degepanbHbIM 3akoHOM 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 coxpaHeHus: 26.12.2023

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

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).

Cratbsa 29. NoarBepXxAeHMe rocyfapCTBeHHON perucTtpaumm eKkapcTBeHHOro npenapara
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. MoaTBepxaeHWe rocydapCTBEHHOW perncTpauuy NekapcTBEHHOro npenapaTa OCyLecTBMAeTcs npu
BblAaye GecCpoYHOro PErMcTpauUMoHHOTO yAOCTOBEPEHUS NEKapCTBEHHOro npenaparta B criyyae, yka3aHHOM B
yacTu 2 ctatbu 28 HacTosiwero ®enepasnbHOro 3aKkoHa, B CPOK, He NMpeBbIlaloWni LecTuaecaTn pabounx gHe
CO [HS MOSyYeHUsi COOTBETCTBYIOLUMM YMOSIHOMOYEHHbIM (hedepanbHbiM OpraHoM MCMOSTHUTENbHON BacTu
3anBMneHns 0 NOATBEPXOEHNM roCcydapCTBEHHON pernctTpauum nekapcTBeHHoro npenapara. He ocyliectenserca
noaTBepXaeHNe rocyaapCTBEHHOW perucTpaummn B OTHOLLEHUM NeKapCTBEHHOro npenapaTa, He HaxoABLLErocs
B obpalleHun B Poccuiickoii degepaummn B TedeHne Tpex 1 Gornee NneT, a Takke B OTHOLLIEHUW NeKapCTBEHHOIO
cpeacTBa, NPOM3BEAEHHOro C HapylleHneM TpeboBaHusl, YCTaHOBIEHHOrO YacTbio 3.7 cTaTbi 71 HacTosLLero
depnepanbHOro 3akoHa.

2. 3asBneHnMe O MNOATBEPXAEHUN TrOCYSAPCTBEHHOM perncTpauumn JekapcTBEHHOrO npenapata ans
MEOULUMHCKOTO MPUMEHEHUS MpeaCTaBnseTcss B COOTBETCTBYHLUMIA YNONTHOMOYEHHLIN beaepanbHbli opraH
WCMONHWUTENBHON BNacTM He paHee Yem 3a CTO BOCEMbOECHAT [AHEM [0 WCTEYEeHUs Cpoka [eNCTBUS
perMcTpaLmnoHHOro YAOCTOBEPEHMS NeKapCTBEHHOMO nNpenapaTa Ans MeaMuUMHCKOro NPUMEHEHUS.

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

2.1. 3asBrneHne O MOATBEPXKOEHWM TOCYAapCTBEHHOW perucTpaumm rekapCcTBEHHOro mnpenapata Ang
BETEPUHaAPHOro MpUMEHEHNA NpeacTaBnseTcs B COOTBETCTBYIOLLMIA YMNOSHOMOYEHHbIN hbeaepanbHbi opraH
WCMONHWUTENbHON BNacTM He paHee Yem 3a CTO BOCEMbOECAT [AHEeN [0 WCTeYeHUs Cpoka [AencTBUA
perncTpaLmoHHOro yAoCTOBEPEHUS NeKapCTBEHHOro npenapaTa AN BeTEPUHapHOro NPUMEHEHUS N He No3aHee
OKOHYaHWUSA CpOKa ero OencTans.

(4acTb 2.1 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

3. lMNoaTBepKOeHWe rocydapCTBEHHOW perucTpauuy JeKapcTBEHHOrO rnpenapata OCYLIEeCTBNSeTcs Mo
pesyrbTatam 9KCNepTM3bl OTHOLLIEHUS OXMOAEeMON MoJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKaPCTBEHHOTO
npenapata Ha OCHOBaHUM pPe3ySibTAaTOB MOHUTOPWHra 3gdeKTUBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro
npenapata, NPOBOAMMOrO AepXaTeneM Wnu BrafenbLeM perucTpauyMoHHOrO YAOCTOBEPEHUS! NeKkapCTBEHHOro
npenapata NGO YNOMHOMOYEHHbIM UMW IOPUOUYECKUM MULIOM, 8 Takke COOTBETCTBYIOLLUMM YMNONMHOMOYEHHbLIM
denepanbHbIM OpraHoOM WCMONHUTENIBHON BlacTU B COOTBETCTBUM C TpeboBaHMsSIMM cTaTbl 64 HacTosLLEero
depnepanbHOro 3akoHa.

4. K 3asgBneHuio o noareepXxaeHun Focyﬂ,apCTBeHHOﬁ pernmctpaumm rnekapCTtBeHHOro npenaparta Aansa
MeaANLIMHCKOIro NnpuMeHeHna npunararoTca:

1) LOKYMEHTbI, coepXKallme pe3ynbTaTbl MOHUTOPUHIa 3MEKTUBHOCTU U 6E30MaCHOCTU NIEKapCTBEHHOTO
npenaparta Ansa MeAMLMHCKOro NMpUMeHeHUs, NPOBEeOEeHHOro AepXarenem unv srnagensbueM permcTpaLmoHHOro
YAOCTOBEPEHMs1 NeKapCTBEHHOro npenaparta Ans MeAULUMHCKOrO MpUMEHEHUs NGO  YNONMHOMOYEHHbIM UM
IOPUANYECKUM NULIOM, NO DOpME, YTBEPXKOEHHON YNONHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMOMHUTENBHOMN
BriacTu;

2) cBepeHus O paTe npefocTaBneHWss M PermcTpauuMoHHOM HOMEpe MULEH3MM Ha NpOU3BOLCTBO
neKkapcTBEHHbIX CPeACTB UMY CBeAeHUs O AaTe npeaocTaBreHus U perucTpalmMoHHOM HOMepe 3aKMyeHus O
COOTBETCTBMM NPOM3BOAUTENS NEKAapPCTBEHHbLIX CPeACcTB TpeboBaHNSAM NpaBuid Haanexallen NPon3BOACTBEHHON
NpaKkTUKK1, NPegoCTaBEHHbIX YNOMHOMOYEHHBIM doeeparibHbIM OPraHOM UCMOSTHUTENBHON BNACTU B OTHOLLEHWM
NPOM3BOACTBEHHOW MIOLLAAKM NEKAapCTBEHHOrO npenapaTta Ansg MeguuMHCKOro NPUMEHEeHWsl, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clyyae, ecrnv NpoM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro NpuMeHeHus ocylectenseTcs B Poccunckon ®egepaunn;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) Konu4 I'Ipeﬂ,OCTaBJ'IeHHOIZ YNOJIHOMOYEHHbIM OpraHomMm CTpaHbl npoudBoauTeNnd JIMLUEeH3NN 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 coxpaHeHus: 26.12.2023

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

NpPOM3BOACTBO NEKAPCTBEHHOIO npenaparta Ans MeOUUMHCKOTO NMPUMEHEHWUS] U ee NMepeBof Ha PYCCKUIN A3bIK,
3aBepEeHHble B YCTAHOBMEHHOM MoOpsAKe, a TakkKe KOMUS 3aKiYeHUs O COOTBETCTBUM MPOWM3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSM MpaBun  Hagnexallen MNpOVM3BOACTBEHHOW MNPaKTWKKW, BbIAHHOMO
YMNONMHOMOYEHHbIM  (beaepanbHbiM  OpraHOM  MCMOMHUTENBHOW  BMAcT B OTHOLIEHMU NPOU3BOACTBEHHOM
NnowaakM rnekapcTBEHHOro npenapaTta Anst MEeOULMHCKOrO MNPUMEHEHWs, rocyAapCTBeHHast perncrpaums
KOTOpPOro NoATBEPXKOAETCH, UMM KOMUS PeLLeHus YrNOorHOMOYEHHOro dheaepanbHOro opraHa WMCMOSTHUTENbHOW
BNacTM O TMpPOBEAEHUN WHCMNEKTUPOBAHUSA MNPOM3BOOUTENS] JEKAPCTBEHHLIX CPEACTB B Cryvae, €ecrnu
NMPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Anst MeauUMHCKOro NMPUMEHEHUS OCYLLECTBNSAETCA 3a npeaenamu
Poccuiickon depepauum.

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

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

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

4.2. K 3aaBneHn0 0 NOATBEPXAEHUN rocyqapCTBEHHOW perncrpaumm nekapCcTBEHHOro npenapaTta gns
BETEPMHAPHOrO  MPMMEHEHUS  MpuraralTcsa  AOKYMEHTbl,  codepXxalime  pesynbTaTbl  MOHUTOPWHra
ahpekTMBHOCTM N GEe30NaCHOCTN NeKapCTBEHHOrO npenaparta Ans BeTEPMHAPHOro NpPUMEHEHUs!, MPOBOAUMOro
Jepxatenem wunu BnagenbueM PerncTpaumMoHHOro YOOCTOBEPEHWs MeKapCTBEHHOro npenapata [Ans
BETEPVHAPHOIO NPUMEHEHNsI MO0 YMONTHOMOYEHHLIM MM HOPUOUYECKM IMUOM, Mo opme, YTBEPKOEHHOM
YMONTHOMOYEHHbIM doeeparnbHbiM OPraHOM UCMOMHMTENBHOW BNACTW, Y JOKYMEHTbI, YKa3aHHble B NyHkTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkTa 4 yactn 3 ctaTtbu 17 HacTosiwero ®egepanbHOro 3akoHa. B oTHowweHun
MMMYHOBMONOrMYEeCKUX IeKapCTBEHHbIX MpenapaToB Afs BETEPUMHAPHOrO MPUMEHEHUS He NpeacTaBnAlTCA
CBefeHUs, yka3aHHble B noanyHkte "k" nyHkta 4 yactu 3 ctatbum 17 Hactoswero depepanbHoOro 3akoHa. B
OTHOLLEHUN TNEKapCTBEHHbIX NpenapatoB And BeTEepMHapHOro MPUMEHEHUS, MNOSTyYEHHbIX C MNPUMEHEHNEM
reHHO-UHXXEeHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MoOB WM COAEepXalUUX Takme opraHuM3Mbl, AOMOSTHUTENBHO
NpeacTaBnsTCA cBeAeHus], yKasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepanbHoOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHoOro 3zakoHa OT
02.08.2019 N 297-03)

4.3. 3asBMTenb BNpaBe NpeacTaBUTbL C 3asiBIIEHWEM O MOATBEPXKOEHWUM FOCYOapCTBEHHOW perncrpauumn
NeKapCTBEHHOIO npenaparta KOonuil LOKyMEeHTa, MOATBEPXKAANLIEro ynnaTy rocygapCTBEHHOW MOLWMMHbI 3a
NMOATBEPXKAEHNE TOCYOAPCTBEHHOM perncTpauMu nekapCTBEHHOrO Mpenapata, a Takke BbljaBaemble
(NpepocTaBnsiemble) YMOMHOMOYEHHbIMM  doefepanbHbiMM - OpraHamMu  UCMOSNTHUTENBHOM BNACTU  JOKYMEHTbI
(cBepeHus), ykasaHHble B nyHKTax 2 M 3 4yactm 4 Hactoswewn ctatbn. B cnydae wux HenpeacraBneHus
YNOMHOMOYEHHbIV  dheepanbHblii  OpraH WCMOMHUTENbHOW BRacTy 3anpalmBaeT yKasaHHble [OOKYMEHTbI
(cBepeHus) B nopsigke MeXBeLOMCTBEHHOTO MHCPOPMAaLMOHHOIO B3aMMOLENCTBUS.

(4acTb 4.3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeueHne pgecatn paboumx OHeW CO OHS MPUHATUSA 3asBEHUS O NOATBEPXKAEHUM rocygapCTBEHHOM
peructpaummM fiekapCcTBEHHOro npenapata W [OKYMEHTOB, cofepxalmx pesynbTatbl  MOHUTOPWHra
adeKTMBHOCTM M Ge3onacHOCTM fekapCTBEHHOro npenapaTa, NpoBOAUMOro AepXaTenem Wnu Briagenbuem
perucTpaumoHHOro yAOCTOBEPEHNss NeKapCTBEHHOro npenapata fmMbo YyNONMHOMOYEHHbIM UMW IOPUANYECKNM
NNLOM, YNOSTHOMOYEHHbIV bedeparbHbIn OpraH UCMOSHNTESNTbHOW BNAcTu:

1) npoBOAUT NPOBEPKY NOJTHOTHI cBegeHun, cogepxalunxca B npencraBlieHHbIX 3adBUTeneM JOKYMEeHTaXx;

2) NpMHMMaeT peLleHne o NpoBeaeHn Unn o6 oTkase B NPOBEAEHNM SKCMEPTU3bl OTHOLLEHMS! OXKUOAEMOiA
nosib3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS| FEeKapCTBEHHOro rnpenapata Ha OCHOBaHUWM pe3yrbTaToB
MOHUTOpPUHra 3dppeKkTUBHOCTM U Ge30nacHOCTU fekapCTBEHHOro npenaparta, NPOBOAUMOrO AepaTernem unm
BrajenbUeM perncTpaumoHHOro YAOCTOBEPEHUST NeKapCTBEHHOro npenaparta nuMbo YrnonHOMOYEHHBIM UMK
lOpUaMYECKUM JMLOM, a Takke deaepanbHbiM OpraHoM MWCMNONHUTENbHOM BnactTu B COOTBETCTBUM C
TpeGoBaHuAMU cTaTbk 64 HacTosAwero PefepanbHOro 3aKoHa;

3) yBegoOMNSAET B 3MNEKTPOHHOW (hOpME MU MUCbMEHHON (bopme 3asBUTENSA M IKCNEPTHOE yyYpexaeHue o
MPUHATOM peLleHun nMbo B Criydae MpUHATMSA pelleHuMs o6 oTkasze B NPOBEAEHWMM IKCMepTu3bl yKasbiBaeT
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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 coxpaHeHus: 26.12.2023

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

NPUYNHBbI TAKOro OTKasa.

6. B cnyyae BbISIBNEHUSI HEQOCTOBEPHOCTU U (MNM) HEOOCTATOYMHOCTM MHpopMaLun, copepxkallencs B
npeacTaBrneHHbIX 3asBUTENeM OOKYMEHTaX, YMNONMHOMOYEHHbIV doeaeparnbHbli OpraH UCMONHUTENBHON BRacTu
HanpaBnsieT 3asBuTEnto 3anpoc 06 yYTOYHEHMM YykasaHHOW WHdopMauuu. 3anpoc  YNONHOMOYEHHOro
dhenepanbHOro opraHa MCMOMHUTENbHON BRactu MoXeT OblTb nepenaH YNoNHOMOYEHHOMY MPeACTaBUTENIO
3asBUTENS NMMYHO NOJA PacnucKy, HanpaBreH No NoyTe 3akasHbIM MUCbMOM UMK NepedaH B 3N1EKTPOHHON dopme
No TEeneKOMMYHUKaUMOHHbIM KaHaram cBa3M. B cnyyae HanpaBneHuss 3ampoca  YNOfHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHOM BNAcTU NO Mo4YTe 3akasHbIM MUCbMOM OH CYMTAETCS MOMYyYEHHbIM MO
NCTEYEHNM LLECTM OHEN C AaTbl HanpaBlieHUs 3aka3HOoro NMcbMa.

7. 3asBuTene o00s3aH NpeAcTaBWTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dpegepanbHoOro opraHa
WCMNOJTHUTENBHOW BMNacTU B CPOK, He MPEBbILAILWNA AeBAHOCTa pabounx gHen co AHs ero nony4veHus. Cpok,
yKasaHHbIn B 4acTu 5 HacToswen cTaTbW, NPUOCTaHaBMMBAETCA CO AHSA HanpasfeHusa 3adBuTento 3anpoca
YNOJIHOMOYE€HHOro (be,qepaanoro opraHa WUCMNONHUTENBbHOMN BNacTu 00 OHA nonyyYeHuAa MM COOTBETCTBYHOLLEro
OoTBETa U He Y4YuTbIBaeTCs MpUM  UCYHUCIIEHUM CPOKa MNOATBEPXKAEHMS TOCYLapCTBEHHOW perncrpauum
neKkapcTBeHHOro npenaparTa.

8. OcHoBaHveM Ons OTKasa B MPOBEAEHUM IKCNEPTU3bl OTHOLLIEHWUS OXMAAEeMOWN MONb3bl K BO3MOXHOMY
pUCKy NpPUMEHEHMA TEeKapCTBEHHOro npenaparta sBrseTca MpeAcTaBreHne [OKYMEHTOB, COoAepXalinx
pe3ynbTaTbl MOHUTOPUHra 3hEKTUBHOCTU M GE30MacHOCTU NeKapCTBEHHOro npenapara, 1 (Mnn) B OTHOLLEHUN
Buonornyecknx nekapcTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIIEHUST MEepOonpusATUA B COOTBETCTBUU C
NMnaHoM YynpasrieHNss pUCKaMu, YTBEPXAEHHLIM YMONHOMOYEHHbLIM defepanbHbIM OpraHoOM UCMOSTHUTENbHOM
BMacTV Npu OCYLLECTBIIEHNW rOCyAapCTBEHHOW perncrTpaumm rnekapcTBEHHOro npenaparTa, B HENonHoM obbeme,
OTCYTCTBME MHMOpMaLuK, noaTsepxaarowen dakT ynnatbl rocygapCTBEHHOM MOLWNWHBI 3a MoATBepXAeHune
rocygapCTBEHHON perncTpauuMu nekapCTBEHHOro npenaparta, nuMbo HenpeacTaBneHue 3asBUTENneM B
YCTaHOBMEHHbIA CPOK OTBETAa Ha YyKasaHHbll B 4acTu 6 HacTosweWn cTaTtby 3anpoc YMNOSIHOMOYEHHOrO
dedepanbHOro opraHa UCMOSTHUTENbHOW BNacTu, a Takke OTCYTCTBUE B YKa3aHHbIX JOKYMEHTax MHgopmauuu,
KoTopas AofkHa ObITb B HUX OTpaxeHa.

9. 3Kcnemesa OTHOLUEHMSI OXWOAEMOWN MNONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA IneKapCTBeHHOro
npenapara B UenAax noarBepXxaeHuA FOCWJ,apCTBeHHOVI pernctpaunmn nekapCcrtBeHHOro npenapara npoBoanTCA
Komuccumen QKCNepPTOB 3KCNEePTHOro y4ypexngeHud B CPoK, He FlpeBbILuaIOUJ,I/Il‘/‘I COpOKa pa6qu|x OHen.

10. B cnyyae HeOoCTaTOMHOCTU NpeACTaBNEHHbIX 3KCNepTy MaTtepuanoB NSl Aa4yM 3aKIHYEHUs 3KCnepT
obpallaeTca K pykoBOOAUTENIO SKCNEPTHOrO yYpexaeHus o npeaocTaBneHMM eMy HeobxoaumbiX MaTepuarnos.
PykoBoanTenb 3KCMEPTHOIO YyYpexaeHus obpallaeTtcsi C COOTBETCTBYHOLUMM 3arpocoM B YNOSIHOMOYEHHbIN
doegepanbHbIii OpraH UCMONMHUTENBHOW BNacTW, BblAaBLUWA 3adaHWe Ha MpOBeAEHWE 3KCNepTU3bl OTHOLLEHUS
OXuaaemon nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKAPCTBEHHOIO npenapaTta Ha OCHOBaHUWM JOKYMEHTa,
cogepXawlero pesynbrtartbl MOHUTOPUHra 3(EKTUBHOCTM M GEe30MacHOCTM NEeKapCTBEHHOro npenaparta. B
TeyeHne NATK pabounx gHEWM co OHSA NOCTYNMEHUs 3anpoca PYKOBOAUTENS SKCMEPTHOrO yuYpexaeHnst yKkasaHHbIN
denepanbHbI OpraH UCMONTHUTENBHOM BNACTW HanpasnseT 3asgBUTENIO 3anpoc O NpeacTaBneHnn HeobXoaMMbIX
MaTepuanoB, KOTOPbIN MOXeT ObiTb nepegaH YMNONHOMOYEHHOMY NPEACTaBUTENIO 3asBUTENS JMYHO MOf
pacnucky, HanpaBfeH Mo Mo4YTe 3aka3HbiM MMCbMOM WM NepejaH B 3MEKTPOHHOW dopmMe no
TENeKOMMYHMKALMOHHBIM KaHanam cBaA3un. B cnydae HanpaBneHusi 3anpoca YnoSIHOMOYEHHOro dedeparibHOro
opraHa UCMOJTHUTENbHOM BAcTM NO NoYTe 3aKka3HbIM NMUCbMOM OH CUYUTAETCS! MOMYyYEHHbIM MO UCTEYEHUN LLECTH
OHen ¢ gaTbl HanpaBfeHWs 3akas3Horo NMcbMma.

11. 3asButenb 00s13aH npeacTaBuUTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dedepanbHOro opraHa
NCMOMHMTENBHOW BRACTU B CPOK, HE NMPEBbLILIAKLWNIA WEeCTUAeCATM pabounx gHEN co OHSA NOMyYeHUst yka3aHHOro
3anpoca. YNorHOMOYEHHbIM hefepanbHbIi opraH UCNOSTHUTENBbHOM BNacTu, Bbl4aBLUNN 3a4aHne Ha npoBefeHne
9KCNepTn3bl OTHOLLEHUA omm,qaemoﬁ NoJib3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIo npenaparta Ha
OCHOBaHWM [OOKYMEHTa, COAepXaliero pesynbTaTbl MOHUTOpPMHra 3adhdEeKTUBHOCTM UM BGe3onacHoCcTH
NeKkapCTBEHHOrO npenapara, B TeYyeHne NaTu pabounx OHEeW co OHA MOCTYnfeHust OT 3asBUTENs OTBETa Ha
3anpoc  YMONTHOMOYEHHOro befeparnbHOro opraHa WCMOMHUTENbHOW BNacTM HanpaBnsieT 3TOT OTBET B
aKcnepTHoe y4dpexaeHve. B cnyyae HenpeacTaBneHus Mo UCTEYEHUM LIECTUAECATM pabounx AHEN 3asBUTENEM
OTBETa Ha YKasaHHbl 3anpoc YNOSIHOMOYEHHbIV hbedeparnbHbli OpraH UCMOMHUTENbHOW BNAacTW, BblAaBLUUK
3afjaHne Ha npoBedeHune J3KCnepTu3bl OTHOLLUEeHUA o>|<v|p,ae|v|0|7| Nnonb3bl K BO3MOXHOMY PWUCKY NPUMEHEeHUA
NEKapCTBEHHOro npenapata Ha OCHOBaHUM  [OKYMEHTa, coAepXalwero pesynbTatbl  MOHUTOPMHra
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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 coxpaHeHus: 26.12.2023

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

ahbdeKkTMBHOCTN 1 ©E30MacHOCTU fleKapCTBEHHOIO MpenapaTa, B TedeHue NATn paboumx gHen HanpaensieT B
3KCMEepTHOE YYpEXOeHNe yBEAOMIEHNE O HEMpPeACTaBNEHNN 3asiBUTENEM OTBETA Ha 3anpoc yKas3aHHOro opraHa.
Bpema co gHs HanpaBneHus 3anpoca 3KCNEepTHOro YyYpexaeHust B YNOSHOMOYEHHbIN dedeparnbHbli opraH
WCMNOMHUTENbHON BNacTun 00 OHA NoJNlyYeHUA 3KCNepTHbIM ydpeXxgeHunem oTBeTa Ha 3anpoc unu ysegomMmreHuna o
HenpeactaBlieHMn oOTBeTa Ha 3anpoc He YYUTbIBaeTcA MNpu UCHUCIIEHUU CpPOKa npoBeaeHUdA IKCnepTusbl
OTHOLLEHUS OXWOAEeMOK MOosib3bl K BO3MOXHOMY PUCKY NPUMEHEHWSI NEeKapCTBEHHOro npenaparta Ha OCHOBaHUM
OOKYMEHTa, CoAepXallero pesynbTaTbl MOHMTOpPUHra 3dEeKTUBHOCTM U 6e30MacHOCTU NIEKAPCTBEHHOIO
npenapara.

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

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

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

3) BHOCMUT MpW MPUHATAM PELLEHWUS O MOATBEPXKAEHWU roCyOapCTBEHHOW PerMcTpauum nekapcTBEHHOro
npenapaTa CBedeHMs B rOCYAapCTBEHHbIN PEecTp NeKkapCTBEHHbIX CPEACTB M BblaaeT 3assuTento 6eccpodHoe
percTpauyioHHoe YAOCTOBEPEHME NEKapCTBEHHOrO npenapara.

13. OcHoBaHMeM Ans oTkasa B MNOOTBEPXOEHWM T[OCY4apPCTBEHHOM perncTpauum rekapCTBEHHOMO
npenapata SBNSETCA  3aKMOYEeHWe  COOTBETCTBYIOLLETO  YMOMHOMOYEHHOrO  hefepanbHOro  opraHa
NCMONHUTESNBHON BNacT O TOM, YTO PUCK MPUYMHEHMS Bpeaa 340POBbI0 YenoBeka UMn XXMBOTHOFO BCreacTBue
npuema nekapcTBEHHOro npenapaTta npesbilaeT 3pEKTUBHOCT EMO NMPUMEHEHMSI.

(B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuop nposedeHVs Npoueaypbl NoaTBEPXKOEHUS rocydapCTBEHHON perncTpaummn NeKkapCTBeEHHOro
npenapara ero obpatleHne B Poccuiickoin Pegepaunm He nprvocTaHaBnnBaeTcs.

15. [lonyckaeTcs obpalleHne nekapcTBEHHbIX NpenapaTtoB 4O UCTEYEHMS CpoKa FOAHOCTU, MPOU3BEAEHHbIX
B TeYeHWe cTa BOCbMMUAECATU KaneHOapHbIX OHeW nocre gaTbl NPUHATUS YMONHOMOYEHHbIM deaeparnbHbIM
OpraHOM WCMONHUTENbHOWM BMNacTU peLleHNst 0 NOATBEPKAEHMN rocy4apCTBEHHON perncTpaumm, B COOTBETCTBUM
C UH(OpMaUMeR, cofepKalleincs B AOKYMEHTax pErMcTpaLMoHHOro 4OCbe Ha NeKapCcTBEHHbIN NpenapaT 4o AaThbl
MPUHATUA TaKoro peLleHusl.
(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Crtatba 30. BHeceHne u3MeHeHUMN B AOKYMEeHTbIl, codepxalwuecda B permctpaumMoHHOM AoCbe Ha
SGPGFMCTPMPOBaHHbIﬁ HEKaPCTBEHHbIﬁ npenapart Ana MeaunumnHCKoro npumeHeHus

1. B uenax BHECEHMS W3MEHEeHVWN B [AOKYMEHTbl, codepXalmecs B PerucTpauumoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIA NeKkapCTBEHHbIN npenapaTt Ans MeAMUUHCKOro MpUMEHeHus, AepxaTenb unu Bragenewy
perMcTpaumoHHOro yaoCcToBepeHns fekapCTBEHHOMO nNpenapara unm yrnonHOMOYEeHHOe UM Apyroe opuanyeckoe
nMuo (ganee B HacTosien cTaTbe - 3asBUTENb) NpeacTaBnsieT B YNOMHOMOYEHHbIN dedepanbHbii opraH
WCMONHWUTENbHON BracTy 3asiBlieHWe O BHECEeHUW TakMX WU3MeHeHuhn no ¢opme, YCTAHOBIEHHOW
YMONIHOMOYEHHbIM hbegepanbHbiM OpPraHoOM MCNOMHUTENbHOW BRAAcTW, U Npuraraemble K HEMY W3MEHeHWs B
yKa3aHHble JOKYMEHThI, a Takke JOKYMEHTbI, MOATBEpXaarLwme HeobXxoANMOCTb BHECEHUSA TaKUX N3MEHEHUI.

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 04.06.2018 N 140-93)

1.1. Mpu HeobXOOMMOCTM BHECEHWS B [OOKYMEHTbl, CoAepKallMecsl B perucTpauvMoHHOM [ocbe Ha
3apEerMcTpUpPOBaHHbIA NIEKAPCTBEHHbIV NpenapaT AN MeAUUMHCKOrOo MpUMeHEHUs!, U3MEHEHWIA, YKasaHHbIX B
nyHKTe 3 YyacTu 2 HacTosILel cTaTby U TPEOYIOLLIMX NPOBEAEHUS SKCNepTU3bl KayecTBa NEeKapCTBEHHbIX CPECTB,
3anaBUTENb AOMOMHUTENBHO NPEeAcTaBnseT B YNONHOMOYEHHbIN dhedepanbHblii opraH UCMOMHUTENbHON BRacTu
cBedeHNa O JaTe NpefoCcTaBMeHns U PerucTpalMoHHOM HOMEepe JULIEH3UM Ha NPOU3BOACTBO NeKapCTBEeHHbIX
CPEACTB UNWU CBedeHWst O Oate NPefoCTaBMneHns U PerucTpaLMoHHOM HOMepe 3akm4veHWss O COOTBETCTBUU
NPou3BOAUTENA NeKapCTBEHHbIX CPpeAcTB TpeboBaHWAM MNpaBun Haanexallel NpPou3BOACTBEHHON MpaKTUKK,
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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 coxpaHeHus: 26.12.2023

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

BblOAHHbLIX (MPedoCTaBMEHHbIX) YMONHOMOYEHHbIM befepanbHbiM  OpraHoOM  UCMOMHUTENBHOW Bractu B
OTHOLUEHMN W3MEHEHHON W (Mn) AOMONHEHHOW NMPOWM3BOACTBEHHOW MIOLWAAKM NEeKapCTBEHHOMO npenapara, B
cny4dae, ecnv npou3BOACTBO JIEKAPCTBEHHOrO npernapaTa ocyulecTensetcss B Poccuiickon Pepepauumn, nnbo
CBe[eHNs O AaTte NpeaocTaBreHnst U perMcTpauroHHOM HOMEpPE Bbl4AHHOW YNOMTHOMOYEHHBIM OpraHOM CTpaHbl
npon3BoguTENs NULEH3UNM Ha NPOU3BOACTBO fEKApPCTBEHHOrO npenaparta U ee NepeBOd Ha PYCCKUM A3bIK,
3aBepeHHble B YCTaHOBMEHHOM MOpsAaKe, a Takke CBeJeHWd O faTe NpefoCTaBreHuMs U pernctpauuoHHOM
HOMepe 3aKIloYeHUss O COOTBETCTBUM MNPOM3BOAUTENS J1IEKAPCTBEHHbLIX CPEACTB TpeboBaHMSIM npaBun
Hagnexalle MNpPOU3BOACTBEHHOW  MPaKTUMKW, BbIGAHHOTMO  YMOJSIHOMOYEHHbIM  dedepanbHbIM  OpraHoMm
WCMNOJTHUTENBHOW BNAcTM B OTHOLIEHUN WM3MEHEHHOM W (Mnn) LOMOJSIHEHHOW MPOM3BOACTBEHHOM MNOLWaaKM
NEeKapCTBEHHOro npenapaTta, UM CBeAEeHWst O fJaTe MpefoCTaBIieHUs U PerucTpalMoHHOM HOMEpE peLleHus
YMNOMIHOMOYEHHOro  (beaepanbHOrO OpraHa MCMOMHUTENbHOW BRactM O MpOBEAEHUM UHCMEKTUPOBaHUSA
npoun3BoguTens nekapCcTBEHHbIX CPeAcTB B Cryvae, eCcnu NPOW3BOACTBO fEKapCTBEHHOro npenapara
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepavmu.

(yacte 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pen. depepanbHoOro 3akoHa OT
27.12.2019 N 478-03)

1.2. Tpn HeobxoAMMOCTM BHECEHWst B [OOKYMEHTbl, coaepkalimecss B PErMcTpauMoHHOM [oCbe Ha
3apEerMcTPUPOBaHHbIA NIEKAPCTBEHHbIM NpenapaTt And MeLWUUHCKOrO NMPUMEHEHUS, U3MEHEHWUW, YKa3aHHbIX B
NyHKTE 4 YacTu 2 HacTOosLLEN cTaTbl U TpebyoLWwmnx NpoBeAeHMs SKCNepTU3bl Ka4ecTBa NeKapCTBEHHbIX CPEACTB,
3aaBUTENb OOMNONHUTENBHO MPEeACTaBnseT B YNOJIHOMOYEHHbIN defeparnbHbli OpraH UCMOJTHUTENbHOM BNacTu
CBeLEeHUs O AaTte NpedocTaBrieHus U PerMcTpaumMoHHOM HOMEpe NULUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPEeACTB Unu CBeAEHWs O AaTe MnpeaocTaBreHuMs U PermcTpauuoHHOM HOMEpEe 3aKMYeHWs O COOTBETCTBUM
npou3BoaUTENST NEeKapCTBEHHbLIX CpeAcTB TpeboBaHUSIM NpaBun Haanexallen Npou3BOACTBEHHOW MPAKTUKWU,
BblOAHHbLIX (MPedoCTaBMEHHbIX) YMONHOMOYEHHbIM befepanbHbiM  OpraHoOM  UCMOMHUTENBHOW Bractu B
OTHOLUEHMN MPOU3BOACTBEHHOW NIIOLWAAKM FEeKapCTBEHHOro npenapaTta, B criyyae, €cnvM NpOM3BOACTBO
NekapCTBEHHOro npenapata ocyulectBnsietca B Poccuiickon ®depgepaumm, nubo cBegeHuMss O pgaTe
npenocTaBrieHnss U perMcTpaumMoHHOM HOMEpPE BbIOAHHOW YMOSIHOMOYEHHBIM OpraHOM CTpaHbl MPoM3BOAUTENS
NNLEH3MM Ha NPOWM3BOACTBO NEKApCTBEHHOrO npenapata M ee NepeBod Ha PYCCKUMA A3blK, 3aBEpPEHHble B
yCTaHOBMEHHOM MOpsAKe, a Takke CBeAeHUs O AaTe NpeaoCTaBneHnst N permcTpaLmoHHOM HOMepe 3aKmnioveHus
O COOTBETCTBMM  MNPOM3BOAUTENS  JIEKAPCTBEHHbIX CPeAcTB  TpeboBaHMsIM  MNpaBuil  Hagnexallen
NPON3BOACTBEHHOW MPAKTMKW, BblAAaHHOMO YMOSTHOMOYEHHbIM heeparnibHbIM OPraHOM UCMONMHUTENBHOM BriacTu B
OTHOLLIEHMWN MPOM3BOACTBEHHON MIOLLAAKM NNEKAPCTBEHHOMO npenapara, Unn CBeAeHus O JaTe NpeaoCcTaBleHus
N perucTpauuoHHOM HOMEpEe peLleHUs YNoSIHOMOYEHHOro defeparnbHOro opraHa MCMNOMHUTENbHOW BNacTu O
NpoOBEAEHUN MHCMEKTUPOBAHUA NPOU3BOOMTENS NEKapCTBEHHOrO CpeacTBa B Cryvae, €Cnu npou3BOACTBO
nekapcTBEHHOro npenapara ocyllecTBnseTcs 3a npegenamm Poccumnckon ®epepauun.

(vactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. depepanbHoro 3zakoHa OT
27.12.2019 N 478-93)

1.3. MNpuHATHME pelleHna 0 BHECEHUUN U3MEHEHMI UM 06 OTKase BO BHECEHUN U3MEHEHUA B OOKYMEHTHI,
cogepxawmecas B pPerucTpaumMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  NEKApCTBEHHbIM Mpenapat  Ans
MEOULMHCKOTO MPUMEHEHUS, B crydae HeobXoOMMOCTM MPOBELEHUS] IKCMEPTU3bl KavyecTBa J1EKAPCTBEHHbIX
cpeactB M (MnKM)  9KCMEpPTU3bl  OTHOLLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NIeKapCTBEHHOro npenaparta Ans MeOuUMHCKOrO MPUMEHEHUS OCYLIECTBNSAETCA B CPOK, He MNpEeBbILLALLNIA
AeBsiHocTa paboymx AHEW, a B OCTaslbHbIX Cry4yasiX B CPOK, HE MPEBbILAKWNA TpuaLaTi paboumx QHen co OHS
NPUHATUSA YNOSTHOMOYEHHbIM dheaepanbHbiM OPraHoOM WCMONTHUTENbHOW BacTW 3asiBMIEHWSI O BHECEHUWN Takux
M3MEHEHWUI.

(vacTb 1.3 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

1.4. YnonHoMoOuYeHHbIi edeparnbHblii  OpraH  MCMNOMHWUTENbHOM BRactTu C  y4eTOM pesynbTaToB
(hapmakoHaa3opa M NPOBEPOK COOTBETCTBMS NEKAPCTBEHHbIX CPEACTB, HAaXOASLWMXCA B rpaxgaHckoM obopoTe,
YCTaHOBIMEHHbIM TpeboBaHWSAM K WX KayecTBy B TeYeHMe [ecsaATu paboumx OHerW CcOo OHSA MOCTynneHus
COOTBETCTBYIOLLENA MHOPMaLUKN pasMmelllaeT Ha CBOeM oduumnansHOM canTe B ceTu "WHTepHeT" cBefeHus o
HeODXOAMMOCTU BHECEHWsI B WHCTPYKUMIO MO MEOMLMHCKOMY TMPUMMEHEHWIO FeKapCTBEHHOro npenapara
N3MEHEHNA B OTHOLLEHMW CBEOEHMI O MOKa3aHUsX OM1s NMPUMEHEHUs U NPOTUBOMOKAa3aHUAX 19 NPUMEHEeHUs
NEeKapCTBEHHOro npenapaTa, BbISABMEHHbIX MOOOYHbIX AEUCTBUAX, HEXenaTenbHbIX peakumsx npu npuMeHeHun
neKkapcTBEHHOro npenapata u yBegoMndetr o6 3TOM B 9MEKTPOHHOW (hopMe unM nMcbMeHHon dopme (Ha
OymaxkHoOM HocuTene) gJepxaTens wnu Bnagenbua pPerncTpaumoHHOrO YAOCTOBEPEHUSI NEKapCTBEHHOMO
npenapaTta (MnNM YNOMHOMOYEHHOE MM [pYyroe puUaMyYeckoe Nuuo), a Takke AepxaTternen unu snagensLeB
PErMCTPaLUMOHHBIX  YAOCTOBEPEHWUA JIEKAapCTBEHHbIX MpenapaTtoB (WM YMONTHOMOYEHHbLIX UMW  APYruX
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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 coxpaHeHus: 26.12.2023

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

IOPMONYECKUX NNLL), KOTOPbIE SBMSOTCA B3aUMO3aMeEHSIEMbIMU.
(yactb 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  PEermcTpaunoHHbIX  YAOCTOBEPEHUM  JleKapCTBEHHbIX MpenapaTtoB  (Mnu
YMONIHOMOYEHHbIE VMUK Jpyrue lpuauydeckme nuua), KoTopble SBMSOTCA B3auMMo3aMeHsieMbiMU, 00s3aHbl
npeacTaBuTb B YMOMHOMOYEHHbIV dhedepanbHbii OpraH WCMOMHWUTENbHOW BracTW 3asBfieHUss O BHECEHUW
N3MEHEeHU B OOKYMEHTbI, coAepKalinecs B perncTpaumoHHbIX 4OCbE Ha 3aperncTpupoBaHHbIe NeKapCTBEHHbIE
npenapaTtbl Ans MEAWUUHCKOrO MNPMMEHEHWsi, B OTHOLIEHWM CBEOEHWW, YKa3aHHbIX B WHCTPYKUUM MO
MEeOULMHCKOMY MNPUMEHEHWNI0 FeKapCTBEHHbLIX MpenapaToB, B TeyeHue copoka pabounmx [Hen co  AHs
pasMeLleHns YNoNTHOMOYEHHbIM dhefepanbHbiM OpraHOM MCMONMHUTENBHOW BRacTu MH(opmMauun, ykasaHHOM B
Yyactu 1.4 HacTosLen ctaTbk. [laHHOe TpeboBaHWe He pacnpoCcTpaHseTCs Ha Cryvan BHECEHUS B UHCTPYKLMIO MO
MEOVNLUMHCKOMY MPUMEHEHMWIO NEKapCTBEHHOro npenapata W3MEHEHWA B OTHOLIEHUW HOBbIX MOKasaHun Ons
NMPUMEHEHWS NekapCTBEHHOroO nNpenapaTta Ha OCHOBaHWUWN pe3yNnbTaToB COOTBETCTBYHIOLLMX NCCNIeA0BaHNN.

(yactb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. JkcnepTr3a NeKapcTBEHHbIX CPEACTB B YACTW 3KCMEPTM3bl KAYECTBA NEKAPCTBEHHOTO CPEACTBa U (M)
3KCMEePTU3bl OTHOLLEHUS OXMAAEMON MOTb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIEKapCTBEHHOIO NpenapaTa ans
MEOMLMHCKOrO MPUMEHEHUs] NMPOBOAWUTCS B CriyYae BHECEHUS U3MEHEHWA B OOKYMEHThbl, cogepxaliuecs B
perucTpauyvoHHOM AOChbe Ha 3apervcTPUPOBaHHLIN NEeKapCTBEHHbIV Npenapar, B OTHOLLEHUM:

1) cBEEHWIA, YKa3aHHbIX B MHCTPYKLUM MO MEAULIMHCKOMY NPUMEHEHWIO NEKAPCTBEHHOTO Npenapara:

a) nekapcTBeHHas dopMa C ykasaHWeM HaMMEHOBaHWM W KOMWYECTBEHHOTO coCTaBa AeWCTBYIOLLUX
BELLECTB M Ka4eCTBEHHOrO COCTaBa BCroMoraTenbHbIX BeLeCTB (Npy Heo6X0AMMOCTM KONTMYECTBEHHOIO COCTaBa
BCMOMOraTesibHbIX BELLECTB);

6) dpapmakogMHaMuka W bapMakoKMHETUKA (32 WCKIOYEeHMEM (HapMaKOKMHETUKM TFOMeOoNnaTUYeCcKux
NeKkapcTBEHHbIX MPenapaToB 1 pacTUTENbHbIX JIeKapCTBEHHbIX NMPenapaToB);

B) NOKa3aHUs Anst NPUMEHEHUS;

r) NPOTUBOMNOKA3aHWSA AN NPUMEHEHWS;

4) Mepbl NPegoCTOPOXHOCTM NPU NPUMEHEHUN;

€) ykasaHne BO3MOXHOCTU U O0COBEHHOCTEN NPMMEHEHNS NeKapCTBEHHOro npenaparta ans MeauuUMHCKOro
NPUMEHEHNST BEepPEMEHHBIMU KEHLMHAMW, >KEHLWUWHaMWU B MNepuod TrpyaHoro BCKapMNMBaHUSA, OeTbMWU,

B3pOC/bIMU, UMELLNMN XPOHNYECKNE 3aboneBaHus;

X) PeXuM [03MpOBaHusl, CrnocoObl BBEAEHMSI UM MPUMEHEHUsl, MpPU HeobxoaMMOCTM Bpemsi npuema
NeKkapcTBEHHOro npenapara, NPOAOCIKUTENBHOCTL NIeYeHUs!, B TOM YiCne Yy AeTeit A0 U Nocre OAHOro roaa;

3) BO3MOXHble M0OOYHbIE [OENCTBUA U HexenaTelbHble peakuuyu Npu MpPUMEHEeHUU NeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKM, MEPbI MO OKasaHWo NOMOLLM NpU Nepego3npoBKeE;
K) B3aMMOoAeNcTBME C APYrMMY feKapCTBEHHbIMUY NpenapaTaMu 1 (Mnv) NUWEBbIMU NPOAYKTaMu;
n) doopMbl BbiMyCcKa NekapcTBEHHOrO npenapara;

M) ykasaHue (npu HeobXoouMOCTM) OCOGEHHOCTelN OEeWCTBUS NeKapCTBEHHOro npenaparta mnpu nepBoM
npueme Unu npu ero OTMeHe;

H) cBeieHnA O BO3MOXHOM BIMMAHUKU NEeKapCTBEHHOro npenapara gna MeguuuHCKOro npuMeHeHma Ha
CrnocobHOCTb ynpaendaTb TPAHCNOPTHbIMKU CpeaCTBaMU, MeXaHn3mMmamu,

0) CpPOK rodHOCTM U yKasaHWe Ha 3anpeT NpUMEHEHWsI NeKkapCTBEHHOro npenapaTta Mo UCTeYeHUMU cpoka
rogHoCTH;
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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 coxpaHeHus: 26.12.2023

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

n) YCIOBUSA XpaHEHWS;

p) yCnoBusi OTnycka;

2) cocTaBa nekapCcTBEHHOro nNpenapaTa Ans MeaMuMHCKOro NPUMEHEHUS;

3) M3MeHeHUs1 MecTa NPOM3BOACTBA FIEKAPCTBEHHOMO Npenaparta Ans MeaULMHCKOTO NPUMEHEHNS;

4) n3MeHeHVsl nokasaTenen kayecTBa fekapCTBEHHOro npenapaTta Afsi MEAULIMHCKOTO NPUMEHEHUs U (Unn)
METOZI0B KOHTPOIs Ka4yecTBa NekapCTBEHHOro npenapara Ans MeauLUHCKOro NpUMeHeHUs;

5) N3MEHEHUA CpOKa rogHOCTU JieKapCTBEHHOIO npenaparta anda MeguumHCKOro npuMeHeHu4;

6) cBegeHui 0 HeO6XO0AMMOCTU BHECEHUS NHBIX U3MEHEHWIA B UHCTPYKLUIO MO MEOULUHCKOMY NMPUMEHEHUIO
NeKkapCTBEHHOro npenaparta, a Takke B MHble OOKYMEHTbl, cogepXaluecs B pPerucTtpaumoHHOM [oCbe Ha
3aperucTpuUpoBaHHbLIA fNekapcTBeHHbIN npenapaT. lpu 3ToM pelleHve O NpPOBEAEHUM IKCNepTU3bl KayecTsa
neKapCTBEHHbIX CPeACTB U (UNK) 3KCNePTU3bl OTHOLLEHWUSI 0XXMAAEMON NOSb3bl K BO3MOXXHOMY PUCKY NPUMEHEHNS
neKkapcTBEHHOro npenapara Ans MeauUMHCKOro NMpUMEHeHWs MPUHMMAaeTCs B COOTBETCTBUM C YTBEPXKOEHHOW
YMONIHOMOYEHHbIM dbedeparibHbIM OpraHOM MCMOMHUTENbHON BNacTu knaccudukaumnen N3MeHeHUn, BHOCUMbIX B
OOKYMEHTbI, cofepXalluecs B peructTpauMoHHOM A0Chbe Ha 3aperncTpupoBaHHbIN NieKapCTBEHHbIN nNpenapar.
(4acTb 2 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

3. 3aaBuTenb BnpaBe NpeacTaBuTb MO COOCTBEHHOW WMHULUMATMBE BMeECTe C 3asiBieHWeM O BHECEeHUu
N3MEeHeHU B JOKYMEHTbI, CoaepKallnecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIM NEKApCTBEHHbIV
npenapaTt Ans MeguuUMHCKOrO MPUMEHEHMWS, KOMWMM OOKYMEHTOB, MOATBEPXKOAlLWMX ynnaty rocygapCTBEHHOM
OOWNMHbl 338 BHECEHME B OOKYMEHTbl, COAepKallMecs B perncTpauvoOHHOM AOCbe Ha 3aperncTpyvpOBaHHbIN
neKkapCcTBEHHbIN nNpenapaTt Anst MeQUUMHCKOro NMpUMEHEHMWS!, 3MeHeHW, TpebyloLmMx NpoBeAeHNs IKCNepTU3bl
NeKapCTBEHHbIX CPEeACTB B 4acTM 3KCNepTu3bl KayecTBa feKapCTBEHHOro cpeAcTBa M (UnM) 3SKCNepTu3bl
OTHOLLEHMS OXMOAeMOW Momnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS FeKapCTBEHHOro npenapata Ans
MEOVNLMHCKOrO MPUMEHEHWs, FOCYAAapCTBEHHON MOWMMHbI 33 BHECEeHMEe B [OOKYMEHTbl, Coaepxalimecs B
pervcTpaumoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIN NIEKAPCTBEHHBIN NpenapaT N8 MeauUMHCKOro NPUMeEHEHWs,
M3MEHeHW, He TpebyloLlwmx npoBedeHUs 3KCMepTU3bl fEeKapCTBEHHOro CpeAacTBa, a Tawkke BblJaBaemble
(npepoctaBnsAemMble) YNONHOMOYEHHbIMU  pbefepanbHbIMY - OpraHamMu  UCMONHUTENBHON BracTy  JOKYMEHTHI
(cBepeHus), ykasaHHble B YacTax 1.1 n 1.2 HacTosiwen ctatbn. B cnyvae nx HenpeactaBneHns ynorHOMOYEHHbIN
denepanbHbIi OpraH WCMOMHUTENbHOW BNAacTW 3anpallMBaeT ykasaHHble OOKYMEeHTbl (CBedeHus) B nopsgke
MeXBEeAOMCTBEHHOIO MHPOPMAaLMOHHOIO B3aUMOAENCTBUS.

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

4. B TeueHne pgecatun pa6oq|/|x OHen co aHsa nocTynneHna ykKasaHHOro B 4actu 1 HacTosllen cTaTbu
3asBnNeHnst 1 HeobXoaMMbIX OOKYMEHTOB yrlOJ'IHOMO‘-IEHHbIVI (beﬂepaﬂbelVl opraH NCMONHNTENbHOW BNAcTu:;

1) nNpoBOAMT NpPOBEPKY MOMHOTHI M LOOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3agBuUTENEM MaTepuanax;

2) NMpUHMMaEeT pelleHVe O MPOBEAEeHWMM YKasaHHbIX B YacTW 2 HacTosIen cTaTbW COOTBETCTBYHOLLMX
3KCNepTM3 NekapCTBEHHOrO CPeAcTBa Unm o6 oTkase B UX NPOBeAeHUM;

3) yBegoMnsieT B aMEeKTPOHHOW UMK MUCbMEHHOWN (HOpMe 3asiBUTENS O MPUHSATOM PELLEHWU UNK B criyyae
NpUHATUS pelleHus o6 oTkase B MPOBEOEHUM COOTBETCTBYHOLLEN SKCNEpTM3bl C yKazaHWEM MPUYUH TaKoro
oTKa3a.

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

4.1. B cny4yae BbISIBIIEHNS] HEOOCTOBEPHOCTU CBEAEHMWI, COAepXaluxcs B NpeaCcTaBMNEHHbIX 3asBUTENEM
MaTepuanax, yrnormHOMOYEHHbIN befepanbHbii OpraH UCMONMHUTENbLHOW BNACcTW HaMpaBnsieT 3asBMTENO 3anpoc
00 yTOYHEHUWN yKa3aHHbIX cBeAeHW. [JaHHbIA 3anpoc MOXET ObITb NepenaH ynosIHOMOYEHHOMY NpeacTaBUTENIO
3aaBUTENS NIMYHO MOA PACMUCKY, HANpPaBMeH Mo NoYTe 3akasHbIM MMCbMOM MUY NepedaH B SMEKTPOHHOM dhopme
no TenekoMMYHMKaLWOHHbIM KaHanam cBA3n. B cnyyae HanpaBneHus gaHHOro 3ampoca Mo noyre 3akasHbiM
NMMCBMOM OH CYUTAETCs NONYYEHHBIM MO UCTEYEHUM LLECTU OHEWN C AaTbl HanpaBrneHusi 3akas3Horo nN1ucbMa.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-03)

www.consultant.ru Crpanuua 57 n3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=444778&amp;date=26.12.2023&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=26.12.2023&amp;dst=100468&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=464902&amp;date=26.12.2023&amp;dst=11569&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=464902&amp;date=26.12.2023&amp;dst=11570&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=26.12.2023&amp;dst=100203&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=26.12.2023&amp;dst=100494&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421014&amp;date=26.12.2023&amp;dst=101102&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

4.2. 3asBuTenb 00s3aH nNpeacTaBUTb OTBET HaA 3anpoc YMOSTHOMOYEHHOro dedeparnbHOro opraHa
MCMNOMHUTENBbHOW BMACTM B CPOK, HE MpEBbIWAoWMN AeBAHOCTa pabounx AHEeM CO OHSA MOMyYeHWUs AaHHOro
3anpoca. Cpok, ykasaHHbIV B YacTu 4 HacTosILEeN CTaTbyu, NPMOCTaHaBNNBAETCHA CO AHA HanpaBneHns 3asBUTENIO
3anpoca YnosTHOMOYEHHOro deepansHOro opraHa MCNOMHUTENbHOW BrlacTu A0 AHA NOMyYeHus UM OTBeTa Ha
OaHHbIA 3aMNpoC M He Y4YMTbIBAETCS MPU UCYUCIIEHMU CPOKA MPUHATUS PELUEHMS] O BHECEHUM WU3MEHEHWUA B
OOKYMEHTBI, COAepXallmecs B permcTpauMoHHOM 4OCbe Ha 3aperncTpupoBaHHbIN NIEKAapCTBEHHBIN Npenapar Ans
MEOULMHCKOTO MPUMEHEHUS.

(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMEM s OTKasa B NPOBEAEHMM yKa3aHHbIX B 4acTW 2 HACTOSILLEN CTaTbW IKCMEPTU3 ABMAETCH
npeacTaBrneHne AOKYMEHTOB, NepevncrieHHbIx B yacTax 1 m 3 HacToswen ctaTbu, B HEMOSIHOM OObeMe,
HenpeacTaBneHne 3adBuTeNieM B YCTAHOBIEHHbIM CPOK OTBETa Ha YKasaHHblM B YacTu 4.1 HacToswen cTtatby
3anpoc YNosTHOMOYEHHOro pedepanbHOro OpraHa WCMOSMIHUTENBHOWM BMRacTK, a Takke OTCyTCTBME B
npeacTaBneHHbIX OOKYMEHTax [OCTaToOuHbIX CBEAEHWW, NoaTBepXAalowmx HeobxoouMMOCTb BHECEHUS
U3MEHEeHNA, WNu OTCYTCTBME MWHGOPMaLuMK, noaTBepXxaatLlen ¢akT ynnaTbl rocyaAapCTBEHHbIX MOLUNH,
yKa3aHHbIX B 4acTu 3 HaCTOSALLEN CTaTbMy.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YKasaHHble B 4acTu 2 HaCTOsILLEN CTaTbM 3KCMEPTU3bl NPOBOAATCH B NOPSAKE, YCTAHOBEHHOM CTaTbew
23 HacTosiwero ®egepansHOro 3akoHa.

7. B cpok, He NpeBblaKLWniA OeCATH pabounx gHEN CO OHS MOJTyYEeHUS 3aKMOYEHUIN KOMUCCUIA SKCMEPTOB
Nno pesynbTaTaM YyKasaHHbIX B 4acTW 2 HaCTOALLEN CTaTbW IKCNEepTU3, YNOSTHOMOYEHHbIM dhefepanbHblid opraH
NCNOSTHUTENBHOW BNacTu:
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1) NPYHMMAaET peLLeHNE O BHECEHWUN U3MEHEHUIA B JOKYMEHTbI, CoAepKallnecs B PErMcTpaLmoHHOM 40Che
Ha 3apernMcTpMpOBaHHbLIA NEKapCTBEHHbLIM npenapaTt Ans MeOMLUMHCKOro NpUMEHeHusi, UM ob oTkase BO
BHECEHMWN TaKUX U3MEHEHWI;

2) BHOCUT B roCydapCTBEHHbIN peecTp JieKapCTBEHHbIX CPeACTB Ha OCHOBaHWM PELUeHMSI O BHECEHMU
N3MEHEHWIA B JOKYMEHTbI, CoAepKallMecs B permcTpaumMoHHOM AOChbe Ha 3aperMcTpUpPOBaHHBIA NIEKapCTBEHHbIN
npenapar Ans MeauLmMHCKOro NPMMEHEHNs, HEOBXOAMMbIE U3MEHEHMS! U BO3BpaLLaeT UX 3asBUTENIO;

3) BblOaeT 3asiBUTEN0 HOBOE PErMcTpauMoHHOE YOOCTOBEPEHME NEKAPCTBEHHOrO MpenapaTa B criyyae
N3MEHEHUsI CBEAEHWIN, COAEPKALLMXCS B HEM.
(n. 3 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHoBaHVeM ansa oTkasa BO BHECEHUM U3MEHEHWIA B JOKYMEHTbI, codepKallumMecs B PernctTpaunoHHOM
[OCbe Ha 3aperucTpupoBaHHbIi NEKapCTBEHHbIM Mpenapat AOns MeauUMHCKOrOo MNPUMEHEHUs, SBNSeTcs
3aKIoYeHre YMoSIHOMOYEHHOro oefepasibHOro opraHa MCMONHMTENbHOM BRacTu O BO3MOXHOCTM CHVPKEHUS
Ges3onacHoOCTU, kayecTBa, 3EKTUBHOCTY NIEKAPCTBEHHOTO CPEeACTBA B CIly4Yae BHECEHUS TaKMX U3MEHEHMWIA.

9. OonyckaeTtcst obpalleHre nekapCTBEHHbIX NpenapaToB ANS MeOULMHCKOTO NPUMEHEHNs 00 UCTEeYEHUS
CpoKa rogHOCTW, NPOU3BEAEHHBIX B TEYEHWE CTa BOCbMUAECATU AHEN Mocne AaTbl NPUHATUS YNONMHOMOYEHHbLIM
cdenepanbHbIM  OpraHoOM  MWCMOMHUTENBbHOW BRacTU  pELIEHUss O BHECEHUW W3MEHEHWA B [OKYMEHThI,
cofepXalimecss B perucTpauMoHHOM JOCbe, B COOTBETCTBMU C MHGOPMaUnen, coaepxallencs B AOKYMEHTax
perncTpaumoHHOro 4OCke Ha NEeKapCTBEHHbIV Npenapar 40 AaTbl NMPUHATAS Takoro peLueHusl.

(4acTb 9 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

10. MpaeuTtenbctBo Poccuiickon degepauny BNpaBe YCTaHOBUTb QCOBEHHOCTU BHECEHWS W3MEHEHWI B
OOKYMEHTbI, COAepallmecs B permcTpauMoHHOM 4OCbe Ha 3aperncTpupoBaHHbIN NEKAapCTBEHHbIN Npenapar Ans
MEOMLMHCKOTrO MPUMEHEHUS, B crydyae [edeKkTypbl UM pucka BO3HWKHOBEHMS AedekTypbl NeKkapCTBEHHbIX
npenapatoB B CBA3W C BBeAeHMEM B OTHOWweHun Poccunckon Pepepaunm OrpaHUYUTENBHBIX  Mep
3KOHOMMYECKOro XapakTepa.

(vactb 10 BBegeHa depepanbHbiM 3akoHoM oT 08.03.2022 N 46-03)

CtatbA 31. BHeceHMe M3MeHEHUA B AOKYMEHTbI, coAepKalyMecAa B PerMcTpauMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIN JIeKapCTBEeHHbIW Npenapar AnsA BeTepUuHapHOro 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 coxpaHeHus: 26.12.2023

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

1. B uensx BHECEHUS W3MEHEHUA B [OOKYMEHTbl, COAEpXaliMecs B pPerMcTpauMoHHOM [OoCbe Ha
3aperMcTpUpoOBaHHbIA NIEKAPCTBEHHBIN NpenapaTt Afd BETEPUHAPHOIro NPUMEHEHWs, depxaTernb Unv Briagenew
pervcTpaumoHHOro yaocToBepeHns fiekapCTBEHHOMO nNpenapara WM yrnonHOMOYEeHHOe UM Apyroe opuanyeckoe
nMuo (ganee B HacTOAWEW CTaTbe - 3asdABMTENb) NPEACTaBnsieT B YMNOMHOMOYEHHbIN dhedepanbHbIi OpraH
WCMNOMHUTENBbHOW  BrlacTu  3asiBfeHWe O BHECEeHUMM TakuX WU3MEHeHMn no Qopme, YCTaHOBIEHHOM
YMONTHOMOYEHHbLIM befepanbHbIM OPraHoM WCMONMHUTENBbHOW BNAcTW, U Npunaraemble K HEMY W3MEHEHUS B
yKa3aHHble JOKYMEHTbI, @ TakKe OOKYMEHTbl, NMOATBEPXAAoLWMe HEOOXOOUMOCTb BHECEHUSI Takmx U3MEHEHUN.
Mpn HeobXOAMMOCTU BHECEHWS W3MEHEHWW B [OOKYMEHTbl, COoAepXaljuecd B perucTpauMoHHOM [0oCbe Ha
3aperMcTpUpoBaHHbIA NeKapCTBEHHbIM MpenapaT Ans BETEepMHapPHOro NPUMEHEHUs, B CryyYasiXx U3MEHEHUS U
(Mnn) QonNonNHeHUs NPOVU3BOACTBEHHOWN MIOLAAKN NEeKapCTBEHHOIO CPEeACTBa, a Takke U3MEHEeHUs nokasaTenen
KayecTBa NnekapCTBEHHOro npenaparta A5 BEeTEPUHAPHOro NPUMEHEHUs 1 (MNn) MeTOAOB KOHTPONSA KavecTBa
NekapCTBEHHOrO npenaparta Ansi BeTEPMHAPHOrO MNPUMEHEHUs1 3asiBUTENb OOMOSNHUTENbHO MNpeacTaBnseT B
YMOSTHOMOYEHHbIN hefepanbHbI OpraH UCMONTHUTENbBHOW BNACcTW Cneayowmne AOKYMEHThI (CBeAEHWS):

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

1) cBegeHust o paTe NpPefoOCTaBfEeHUss U PErMcTpauMoOHHOM HOMeEpe JFMUEH3MM Ha NPOM3BOLACTBO
neKapCTBEHHbIX CPEACTB, NPefoCTaBEHHOW NPOU3BOAMUTENIO NEKAapCTBEHHOrO Npenapata Ans BETepUHapPHOro
NPUMEHEHWS, A4S POCCUNCKUX MPOU3BOAUTENEN;

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

2) cBedeHuss O [paTe MpegocTaBfieHUss U PEermcTpauMoHHOM HOMEpe JIMUEH3MM Ha MNPOM3BOACTBO
neKapCcTBEHHbIX CPeAcTB, NPedoCTaBfEHHOW NPOM3BOAUTENIO (hapMaLeBTMYECKON cyGCcTaHUuUW, BXOAsLLEN B
COCTaB flekapCTBEHHOrO Npenapara Assi BeTEPUHAPHOro NPUMEHEHNS, ANs POCCUMINCKMX MPON3BOAUTENEN;

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

3) Konus OOKYMEHTa, BblOaHHOMO YMNOMHOMOYEHHbIM OpraHoOM CTpaHbl MPOU3BOAUTENS ANS  KaXaown
NPOM3BOACTBEHHOW  MIOWAAKM  JIEKAPCTBEHHOro npenapata ANnd  BETEPUHAPHOTO  MPUMEHEHUS U
MOATBEPXKOAMOLWEro COOTBETCTBME MNPOM3BOAMTENSA FEKAPCTBEHHOIO npenapata TpeboBaHUAM  OpaBui
Haanexallen Npov3BOACTBEHHOW MPAKTUKW, MU €ro NepeBoq Ha PYCCKUA A3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM
nopsiake, a TakkKe KOmMus 3akmiYeHMs O COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM
npaBun Hagnexawen npou3BOACTBEHHON MPAKTUKW, BbIAAHHOIMO YMNOSIHOMOYEHHbLIM heaeparnbHbIM OpraHoM
UCNONMHUTENBHOM BNAcTU ANA  KaXAOW MNPOU3BOACTBEHHOW NMOWAaAKM FNeKkapCcTBEHHOro npenapata Ang
BETEPVHAPHOIO MNPUMEHEHUs!, NMBO KOMUSI peLleHuMs O MPOBEAEHUM WHCMEKTUPOBaAHUS MNPOU3BOOUTENS
NeKapCTBEHHbIX CPEACTB, NPUHATOrO YNOMHOMOYEHHbIM hefeparnbHbiM OPraHOM MCMOMHUTENBHOW BnacTu Ans
Ka)XKOOW NPOW3BOACTBEHHOW NIIOWAAKM JIeKapCTBEHHOrO Mpenapata And  BETEePUMHAPHOro NPUMEHEHWS.
YKasaHHble [OKYMeHTbl NpeAcTaBrnsioTCs B Criyyae, €Cnv NPOM3BOACTBO NleKapCTBEHHOro npenaparta ans
BETEPMHAPHOro NPUMEHEHNs ocyLLecTBNAeTCA 3a npegenamm Poccuinckon deaepaumy;

4) xonus JOKYMEHTa, BblAAaHHOMO YNOMHOMOYEHHBIM OPraHOM CTpaHbl MPOM3BOANTENSA hapMaLeBTUYECKON
cybCcTaHuuKM 1 nogTBEpPXKOatoLLero CoOoTBETCTBME NPOM3BOANTENSA papMaLEeBTUYECKON CybCcTaHLMK, BXOOSLLEN B
COCTaB IeKapCTBEHHOro npenapaTta Ansi BeTEPUMHAPHOrO MNPUMEHEHUsi, TpeboBaHWsSM MNpaBwuil Hagnexaliewn
NPOM3BOACTBEHHOW MPAKTUKW, U €ro NepeBof Ha PYCCKUA N3blK, 3aBEPEHHblE B YCTAHOBIMIEHHOM Mopsiake, B
crny4yae, ecnu npousBoacTBO hapmaleBTUYECKOM CybCTaHLMKM OCYLLECTBISIETCS 3a npegenamu Poccuickom
degepauum.

(4actb 1 B pea. PegepanbHoro gakoHa 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 OTHOLLEHUM N3MEHAEMOMN
n (unNuM) AOMNONHAeMoW NPOW3BOACTBEHHOW MMOWAAKM NeKkapCTBEHHOro cpefcTBa. PelleHne O BHeceHun
N3MEeHeHU B JOKYMEHTbI, coaepXalunecs B perMcTpaLMoHHOM AOCbEe Ha 3aperncTpUpoBaHHbIA NEKapCTBEHHbIV
npenapat Ans BETEPUMHApPHOro MnpuUMeHeHus, unu o6 oTKase B WX BHECEHUW MpPUHUMMAETCA B Chny4ae
HeobX0AMMOCTU MPOBEAEHUNS IKCNEPTU3bl NIEKapCTBEHHOrO cpeAcTBa B CPOK, He MpeBblalWmMin OeBSHOCTa
pabounx OHewn, a B oCTarnbHbIX Cy4asx B CPOK, HE MpeBblaroWmi 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 peopraHusauuu gepxartens WNM Bnagenbla pPerncTpaLMoHHOrO YAO0CTOBEpPeHUs
NeKkapcTBEHHOro npenapata [AnNA BeTePMHapHOro MNpUMeHeHus, paspaboTyvMka unuM  npoussoauTens
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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 coxpaHeHus: 26.12.2023

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

NeKapCTBEHHOro npenapata Ans BEeTEPUMHAPHOrO MPUMEHEHUS B 3asBNIEHWN O BHECEHUN W3MEHEHUN B
JOKYMEHTbI, coaepallinecs B perucTpaumMoHHOM J0Cbe Ha 3apermcTpupoBaHHbIn NekapCTBEHHbIN NpenapaT Ans
BETEPUHAPHOIrO  MPUMEHEHMUs,  YKa3blBalOTCA  [aHHble  [OKYMEHTa, NoATBEepXAdalolwero  BHECEHue
COOTBETCTBYIOLWNX WM3MEHEeHUN B EAuHbIN rocydapCTBEHHbIN peecTp puanyvyecknx nuvy (ans opraHusauum,
3aperncTpupoBaHHbIX Ha Tepputopumn Poccunckon depepauumm), unm MHOrO AOKYMEHTa, noaTBepXAaaroLero
peopraHvM3auuio tpMaMyYeckoro nuua (4ns opraHnsauui, He 3aperucTpMpoBaHHbIX Ha TeppuTopun Poccuinckom
depnepaumm). 3aaBneHMe 0 BHECEHUN N3MEHEHUI B JOKYMEHTbI, coaepXallnecsa B perucTpauuoHHOM OOCbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIA MpenapaTt ANns BEeTEepPUHAPHOro NpPUMEHEeHWd, U npuraraemMble K Hemy
OOKYMEHTbI NpeacTaBndalTCs B YMNOMHOMOYEHHbIN dhefepanbHblii opraH UCNOSTHUTENBbHOW BRacTu He Mo3gHee
yem uyepe3 Tpuauatb pabounmx [[HEN CO [OHSA BHECEHWs1 COOTBETCTBYKOLUMX W3MEHeHMNn B EauHbIn
roCyAapCTBEHHbIA PEECTP Hopuandecknx nuy (ans opraHuM3auun, 3aperncTpupoBaHHbIX Ha TeppuTopumn
Poccuiickon  ®epepaummn) wnm €O AHSA  NPUHATMS  COOTBETCTBYIOLLEro [JOKYMEHTa, MOoATBepXaatoLlero
peopraHvM3auuio tpuamMyeckoro nuua (Ans opraHnsauui, He 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuinckom
depepaumun). B cnyyae peopraHvsaumy pepxatend wunuv Bnagenbula perMcTpaumMoHHOrO yAOCTOBEPEHUS
nekapCTBEHHOro npenapara Ans BETEPUHAPHOro NPMMEHEHUs 3asBfieHUe 0 BHECEHUN U3MEHEHUIN B JOKYMEHTHI,
cogepXawmecss B PErucTpauuMoHHOM [O0Cbe Ha 3aperMcTpuMpoBaHHbLIN  NIEKApPCTBEHHbIM MnpenapaT  ans
BETEPMHAPHOrO MPUMMEHEHUS, NoJaeTcsd PUANYECKMM NULOM, KOTOPOMY B XOAE peopraHusauum nepegaHo
npaBo BNageHnsa Takum perncTpaunuoHHbIM YO0CTOBEPEHMEM.

(vacTb 1.2 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

2. B cny4yae BHECEHUS W3MEHEHMN B [OOKYMEHTbl, COAepXaliMecss B pPerncrpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHBLIN Npenapat And BeTEepMHApHOro NMPUMEHEHUs, B OTHOLUEHWM CBeOEeHURn,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactn 3 ctatbn 17 Hactoswero ®eaepansHoOro
3aKOHa, U3MEHEHUS U (MIM) OOMOSTHEHMS NPOM3BOACTBEHHON NIOLLAAKN NEKAPCTBEHHOrO CPEACTBa, a Takke B
cryyae n3MeHeHus nokasaTenen kayecTBa JIeKapCTBEHHOIO npenapara A1 BETEPUHAPHOIO NPUMEHEHUS 1 (MnK)
METOAOB KOHTPOMs KayecTBa JieKapCTBEHHOro npenapata Ans BeTEepMHapHOro MNpPMMEHEHWS MNPOBOAUTCS
3KCMnepTM3a NEeKapCTBEHHOrO CpeacTsa Ansi BETEPUHAPHOro NpumMeHeHuns. B cnyvyae HeoOXoauMMOCTM BHECEHUS
WHbIX M3MEHEHWA B [OKYMEHTbl, COoAepXaliMecss B pPerucrpaumMoOHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbIN npenapaT Ans BETEepPUMHAPHOro MPUMEHEHUd, 3JKCrNepTM3a NeKapCTBEHHOro cpeactsa Ans
BETEPMHAPHOIO NPUMEHEHMS HE NMPOBOANTCS.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. 3aaBuTenb BnpaBe NpeacTaBuUTb MO COOCTBEHHOW MHMLMATUBE BMECTE C 3asiBIEHWEM O BHECEHWUU
NU3MEHEeHNn B JOKYMEHTbI, COAepXaLlmecs B perucTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NeKapCTBEHHbIN
npenapaT 4 BETEPUMHAPHOIO MPUMEHEHMWS!, KON OOKYMEHTOB, MOATBEPXOAIOLWMX YMNaTy rocygapCTBEHHOM
MOWMHBLI 33 BHECEHME B [OKYMEHTbl, COAEpXallMecs B PerucTpauMoHHOM JOCbe Ha 3aperncTpvpOBaHHbIN
NeKapCTBEHHbIN NpenapaT A/ BETEPMHAPHOrO NPUMEHEHUS, U3MEHEHUN, TPeOyoLWNX NPOBeaeHUS 3KCNEPTU3bI
NEKapPCTBEHHOrO CpeacTsa, WM M3MEHEHURN, He TpebylLmnx npoBedeHUs 3KCNEPTU3bl JIeKapCTBEHHOIO
cpeactea. B cnyyae HeobGXOAMMOCTUM U3MEHEHMSI CBEAEHWWA, COAEPXALUXCSH B  PErncTpauuoHHOM
yOOCTOBEPEHMM NEKAapCTBEHHOro npenapaTta And BeTEepUMHapHOro NPUMEHEHWs, C 3asiBNEHNEM, YKa3aHHbIM B
yactu 1 HacTosLWwen cTaTbu, 3asBUTENb BNpaBe NpeacTaBuUTb MO COGCTBEHHOW MHMLMATMBE KOMUIO OOKYMEHTA,
MOATBEPXKAAMOWEro ynnaty rocygapCTBEHHOM MOWAMHLI 332 Bblgady perncTpauuoHHOro  YAOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta. 3asdBuTENnb BNpaBe MNPeAcTaBUTb MO COOCTBEHHOW WHULUMATMBE CBEAEHUS O
NNUEH3MAX, YKa3aHHble B MyHKTax 1 1 2 yacTu 1 HacTosILen cTaTbhK, a Takke BblaBaeMble YNONIHOMOYEHHbIMN
denepanbHbiMM OpraHamMu MCMOMHUTENBHOW BNacTW AOKYMEHTbI, YKa3aHHble B NyHKTe 3 vactu 1 Hactoswen
ctatbn. B crnyyae HenpeacrtaBneHus ykasaHHbIX JOKYMEHTOB (CBEAEHMIN) YNONHOMOYEHHbIN befiepanbHbli OpraH
NCMNOMHUTENBHOW BracTU 3anpallnBaeT yKa3aHHble OOKYMEHTbl (CBEAEHUs) B MOPSAKE MeXBEeLOMCTBEHHOMO
NMHOPMaLMOHHOIO B3aMMOAENCTBMS.

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

4. B cpok, He npeBblWwawWmii gecatn paboumx OHeEW CO OHSI MOCTYMNEHUs ykazaHHOro B 4Yactu 1
HacTosILLEN cCTaTbW 3as\BMEHUss M HeOOXOAMMbIX [OOKYMEHTOB, YMOMHOMOYEHHbIA dedeparnbHbii  OpraH
WCMNONHUTENbHON BNacTu:

1) nNpoBOAMT NpPOBEPKY MOMHOTbI M LOOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MPEACTaBMEHHbIX
3asgBUTENEM JOKYMEHTAX;

2) NpYHUMaEeT pelleHne O TMNpPOBEAEHMM 3KCMEepPTU3bl JIEKAPCTBEHHOrO CpeAcTBa Afsl BETEPUHAPHOro
NpUMeEHeHNs U 06 oTkase B ee NpoBeaeHUY;
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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 coxpaHeHus: 26.12.2023

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

3) yBegomrnisieT B NMUCbMEHHON hopMe 3asiBUTENSt O MPUHSTOM PELLEHWNM UMK B Cly4Yae NPUHSATUS peLleHus]
06 oTKase B NPOBeAEHUN IKCTMepPTU3bl NIeKapCTBEHHOrO CPeACcTBa AN BETEPUHAPHOTO NPUMEHEHUS C yKa3aHneM
NPUYMH TaKOro oTKasa.

4.1. B cnyyae BbISIBNIEHWS HEQOCTOBEPHOCTU WM (UMW) HEQOCTAaTOYHOCTU CBEAEHWN, COAepXaluuxcs B
npeAcTaBrneHHbIX 3asBuTenemM AOKYMEeHTaX, YMNOMHOMOYEHHbIV dedeparnbHbli OpraH UCMONHUTENBbHON BRacTu
HanpaBnseT 3asBUTENI0 3anpoc 00 YTOYHEHWM yKa3aHHbIX cBedeHun. 3anpoc MoxeT OblTb nepegaH
YMOSTHOMOYEHHOMY MpeacTaBuTeNto 3asBUTENA Mo4 PacnucKy, HamnpasneH Mo MnoyTe 3akasHbIM MUCbMOM UMK
nepegaH B 3NeKTPOHHON hopme No TereKOMMYHUKaLUMOHHBIM KaHanam cBs3u. B crnyyae HanpaBneHus 3anpoca
06 YyTOYHEHUW yKa3aHHbIX CBEAEHWI MO MOoYTe 3akasHbIM MUCbMOM OH CYMTAETCHA MNOMyYeHHbIM MO UCTEeYEeHMU
LIeCTM AHeN C AaTbl HanpaBfieHUs 3aKkasHoro nNMcbMa.

(vacTb 4.1 BBegeHa depepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

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. Cpoku, ykasaHHble B 4acTu 1.1 HacTosilen cTaTbW, NPUOCTAHABIMBAKTCA CO AHS HanpaBneHus
3aaBUTENO0 3anpoca YMNoJTHOMOYEHHOro dedepanbHOro opraHa WCMONTHUTENbHOWM BNAacTU OO OHSA MONyveHus
OTBETA Ha [AaHHbIA 3arnpoC U HE Y4YMTbIBAKTCS NPU UCYUCIIEHUN CPOKa MPUHATUSA pPELUEHUss O BHECEHUM
NU3MEHEHN B JOKYMEHTbI, COAepXKaLlmMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIN
npenapaT A4ns BETEPMHAPHOIrO NPUMEHEHUS.

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

5. OcHoBaHMeM Onsi oTKasa B MPOBEOEHUN 3KCNEepTU3bl NEKApPCTBEHHOIO CpeacTBa ANsi BETEPUMHAPHOTO
NpUMeHeHNAa ABndeTCA npeacraBineHne JOKYMEHTOB, YKa3aHHbIX B HacTAX 1Tm3 HaCTOFllJJ,eI7I CTaTbW, B HEMOJTHOM
obbeMe wunNM OTCYTCTBME B NPEACTaBIEHHbLIX [OKYMEHTax [OCTaTOYHbIX CBeAEeHWA, MNOATBEPXKAAOLLNX
Heo6X0AMMOCTb BHECEHWSI U3MEHEHWI, MO0 HENPeACTaBMNeHNe 3asIBUTENEM B YCTAHOBIEHHLIN CPOK OTBETA Ha
yKasaHHbI B YacTh 4.1 HacTosien cTaTby 3anpoc YNoNIHOMOYEHHOTO hefepanbHOro opraHa UCMONHUTENbHON
BracTu.

(B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. OKcnepTM3a nekapcTBEHHOrO CPEACTBA ANl BETEPUHAPHOTO NPUMEHEHUS B LIENSAX BHECEHWUSI UBMEHEHWIA
B JOKYMEHTbI, COAepKallumMecs B perMcTpaumMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIN feKapCTBEHHbIV NpenapaT
Onsi BETEPUMHAPHOIrO MNPUMEHEHMS!, OCYLLECTBMSIETCS B MOPSiAKE, YCTAHOBMNEHHOM cTaTber 24 HacTosLLEero
depepanbHOro 3akoHa.

6.1. B cpok, He npeBblWAKWMIA OecATU pabovmx OHEN CO [OHS MOJyYeHUS 3aK/oYeHWUst KOMUCCUU
3KCMEepTOB MO pes3ynbTaTaM YyKa3aHHOMW B 4YacTM 2 HacCTOsILLEW cTaTbW 3KCMEePTU3bl, YMNONHOMOYEHHBIN
deaepansHbI opraH NCNOSHUTENBHOW BNacTu:

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

1) NPpUHUMaET pelleHne o0 BHECEHNN N3MEHEHNIN B OOKYMEHTbI, cogepxxalinecd B permctpauymMoHHOM OOoCbe
Ha 3apeFMCTpI/IpOBaHHbII7I HeKapCTBeHHbIVI npenapartr ngna BeTepuHapHOro npuMeHeHuA, WUnm 00 oTkase BO
BHECEHWMW TaKUX N3MEHEHWUIA;

2) BHOCUT B Focyﬂ,apCTBeHHblﬁ peecTp nekapcTtBeHHbIX cpeaCTB Ha OCHOBaHMW pelleHnA O BHeCEeHUU
N3MEHEHNIN B OOKYMEHTbI, coaepXalimeca B peructpauMoHHOM OoCbe Ha 3apeFI/ICTpI/IpOBaHHbII7| ﬂeKapCTBeHHbIIZ
npenapar ana BeTepuHapHOro rnpuMeHeHuA, HeobxooMMble W3MEHEHUST W BO3BpawaeT 3TN [OOKYMEHTbI
3aAaBUTENIO;

3) BblgaeT 3asgBUTEND HOBOE pErucTpaumoHHOEe YAOCTOBEPEHWE IeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MPUMEHEHUA B Cryyae HeoOXOOUMOCTU W3MEHEHUS CBedEeHWW, COAepXaluMxcs B HeM, C
COXpaHeHMeM HoMepa paHee BblAaHHOIO PermcTpauvoHHOrO YOOCTOBEPEHWS NeKapCTBEHHOro mpenaparta Ans
BETEPUHapPHOro NPUMEHEHHS.

(n. 3 BBeaeH PegepansHbiM 3akoHom oT 02.08.2019 N 297-$3)
(4acTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHVsi U3MEHEHW B OOKYMEHTbI, COAepKallMecs B PEerucTpauMoHHOM [oCbe Ha
3apPErMcTPUPOBaHHbIA NEKAPCTBEHHBIM NpenapaT Ans BeTepWHApHOro TMPUMEHEHWs, B 4acTW, Kacarolueiics
U3MeHeHuss U (UnKn)  OOMONHEHWs1 NPOW3BOLACTBEHHOW MMOWAAKM  NEeKapCTBEHHOro npenapata, npw
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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 coxpaHeHus: 26.12.2023

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

NpeacTaBrneHun 3asiBUTENEM B COOTBETCTBUM C MyHKTOM 3 yacTm 1 HacTosAwen cTaTbyM KOMWW peLLeHUs
YMOSTHOMOYEHHOro  befepanbHOro opraHa WCMOSMHWUTENbHOM BMAacTM O MPOBEAEHUN WHCNEKTUPOBAHMWS
npou3BOOMTENSA  fIEeKApCTBEHHbIX CPeAcTB  CPOK, YyKasaHHblh B 4Yacty 6.1 HacTosiwen crtaTtby,
NPUOCTaHaBIMBAETCHA CO OHSA NOSYyYEHUS 3aKMOYEHNA KOMUCCUM SKCNEPTOB A0 AHSI MPUHATUSA YMOSTHOMOYEHHbIM
denepanbHbiM OpraHoOM MCMOSNTHUTENBHOW BRacTu peLleHnst O Bblaaye unm o6 oTkase B Bblaaye 3akrioyeHus o
COOTBETCTBMM NPOU3BOAUTENS NTEKAaPCTBEHHbIX CPeACcTB TpeboBaHUSAM NpaBui Hagnexallen Npon3BoaCTBEHHOM
NpakTUKKU, HO He Boree Yem Ha CTO BOCEMbOECAT pabounx gHEN.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

7. OcHOBaHMeM Ansl OTKa3a BO BHECEHUU U3MEHEHWN B OOKYMEHTbI, coAepXallmMecss B permctpauuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIN npenapaTt Ans BETePUHAPHOro MPUMEHEHUS, B Cnyyasx, He
TpebyloLmMx NpoBeOeHNs 3SKCMepTu3bl JEKapCTBEHHOrO CpPeacTBa, SABMSETCA MpeacTaBreHne [AOKYMEHTOB,
yKas3aHHbIX B 4acTtsax 1 um 3 HacTosien crtaTtbW, B HEMONHOM obbeme unuM OTCYTCTBME B MPELCTaBMIEHHbIX
OOKyYMeHTax CBeOeHW, KOTopble AOIDKHbI ObiTb B HUX OTpaXKeHbl, NMbO HenpeacTaBneHve 3asiBUTeNnem B
YCTaHOBMEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4acTu 4.1 HacToswen craTtbuM 3anpoc YnoSITHOMOYEHHOro
denepanbHOro opraHa UCMNOMHUTENBHOW BNACTW.

(vactb 7 B peq. ®enepansHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM ONng oTKasa BO BHECEHUWN M3MEHEHWI B LOKYMEHTbI, coaepXalmnecss B permcTpaLuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIA JEKAPCTBEHHbIN NpenapaT ANns BETEPUMHAPHOro MNPUMEHEHUsI, B Cry4asX,
TpebyloLlmx NpoBeAEeHUsT IKCNepTU3bl NEKApPCTBEHHOMO CPeAcTBa, ABNAETCA 3akio4YeHMe YNOSIHOMOYEHHOro
defepanbHOro opraHa WCNOMHUTENBbHOW BMacTM O BO3MOXHOCTU CHWXeHWst ©e3onacHocTW, KadecTsa,
3(pPEKTUBHOCTI NEKAPCTBEHHOIO NpenapaTta BCNEeACTBNE BHECEHNS U3MEHEHUIN B YKa3aHHbIE LOKYMEHTbI, OTKa3
YMOSTHOMOYEHHOro befepanbHOro opraHa WCMOMHUTENbHOW BNacTv B Bblgaye 3aKIiOYEHUss O COOTBETCTBUM
Npon3BOAUTENST NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBun Haanexallen NpovM3BOACTBEHHOW MPaKTUKU B
cnyyae M3MeHeHus u (Mnn) [ONOSHEHWUs NMPOM3BOLCTBEHHOW NIOLAAKM NEeKapCTBEHHOro npenapaTa, ecnu
Npon3BOACTBO NIEKAPCTBEHHOrO npenapara Ang BeTepMHapHOro MpMMEHEHMST OCYLLECTBISieTCa 3a npeaenamu
Poccuiickon ®epepalmm, unm oTCyTCTBME STOrO 3aKMOYEeHUS.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

8. [lonyckaeTcsi obpallleHne nekapCcTBEHHbIX NpenapaToB A1 BETEPUHAPHOro NPpUMEHEHUS 4O UCTEYEHUS
Ccpoka rogHocCTu, Npou3BeaeHHbIX B TEYEHNE CTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbBIM
degepanbHbiIM - OpraHoOM  WUCMOSTHUTENbHOW  BRAacTU  pPeleHnss O BHECEHUN W3MEHEHUA B [OKYMEHTbI,
coaepxalimecss B permcTpaumoHHOM [OCbe Ha NeKapCTBEHHbIM npenapaT, B COOTBETCTBMM C MHAOpMaUMeNn,
coaepxalluencst B JOKYMEHTaxX PErMcTpaLmoHHOro 4OCbe Ha NeKapCTBEHHbIN nNpenapaT Ao AaTbl NPUHATUS Takoro
peLleHus.

(vacTb 8 B peq. PepnepanbHoro gakoHa ot 22.12.2014 N 429-93)

Crtatba 32. OTMeHa rocyfapCTBEHHOMN perucTpauum nekapcTBeHHOro npenapara

PelweHne 06 OTMEHe roCcydapCTBEHHOM perncTpaumMmu nekapCTBEHHOTo npernapara M UCKIHYeHUM
NeKapcTBEHHOro Mpenapata M3 roCyQapCTBEHHOTO peecTpa  JIeKapCTBEHHbIX CPEACTB  MPUHUMMAaeTCs
YNOJNTHOMOY€E€HHbIM q)e,qepaanblM OopraHom WUCMNONHUTENbHON BNacTu B cny4yae:

1) npeacTaBneHVsi COOTBETCTBYIOLUMM YMONHOMOYEHHbIM bedepanbHbiM  OpraHoM  WCMOMNHUTENbHOM
BIlACTW 3aKIYeHUs O puUcke Unm o6 yrpose 340POBbIO, JKU3HW YeroBeKa WM KUBOTHOTO NPV NMPUMEHEHWUM
NeKapCcTBEHHOro npenapaTa, NpeBbIWAWMUX ero 3eKTUBHOCTb, MO pesyfibTaTaM OCYLLECTBIISEMOro UM
MOHMTOpPMHra 6e30NacHOCTU NekapCTBEHHOrO Npenapara;

2) nojayu gepxaTtenem unu BnagenbLeM perncTpauroHHOro yaoCTOBEPEHUS NEKApCTBEHHOrO npenapara
UMK YNOSfIHOMOYEHHBIM UM APYTM HOPUAMYECKUM NULIOM 3asiBNeHnst 06 0TMeHe rocyapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3) HenoaTeepXaeHuna FOCYﬂapCTBeHHOVI perncTtpaunmn nekapCTtBeHHOro npenapara no Ucte4eHmn cpoka
OencTeus perncTpaumMoHHOro yaoCctoeepeHud, BbiIJaHHOIO Ha NATb J1€T;

4) HenpencTaBneHUs 3asBuTEnem WHgopmMauun, KoTopas MOXEeT MNoBrevb 3a cobon HeobxoaMMOCTb
BHECEHUS U3MEHEHWA B [OKYMEHTbl, COAepXaliMecs B PerucTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI
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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 coxpaHeHus: 26.12.2023

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

ﬂeKapCTBeHHbIVI npenapart, B Te4eHne Tpunauatu pa6oq|/|x OHen co gHs HaCTynneHna aTux N3MEHEHUN;

5) ocyuwecTBneHus rocygapCTBEHHOM perucTpauuMmM JNeKapCTBEHHOro npenapata nog TOProBbIM
HaMMEeHOBaHMEM 3aperncTpMpoBaHHOIO paHee Mo4 STMM TOProBbiM HaWMEHOBAHWEM FIEKAPCTBEHHOro
npenapaTa, OTNNYaloLLEerocs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

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

6) ocCyLleCcTBNEHNsI TOCYOapCTBEHHOW perumcTpauum OAHOro U TOro Xe JeKapCTBEHHOro npernapata B
OTHOLLIEHUN OOHOMO M TOrO Xe AepXaTens unv Brnagenbla perncTpaunoHHOro yaoCTOBEPEHUS NEKapCTBEHHOTO
npenapaTa B BUAE ABYX U Bornee nekapCcTBEHHbIX NpenapaToB Nof pasfnMyHbIMU TOProBbIMU HaUMEHOBaHUAMMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BblHECEHMS CyAOM peLleHWs O HapyleHun npaB npaBoobnagatenss OObEKTOB WHTENNEeKTyanbHOM
CcOBCTBEHHOCTM NpK obpaLLeHnn nekapCTBEHHbIX CPeacTB;

8) oTcyTCTBMA MekapcTBEHHOro npenaparta B obpaweHun B Poccuiickon Pegepaummn B TedeHue Tpex u
Bonee ner;
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHWs AepXaTenem unu BnagenbuemM perucTpauuoHHOro yaooCTOBEPEHMUSI NeKkapCTBEHHOro
npenapata nMbO YMONHOMOYEHHbIM WMMW OPYIMM HOPUAMYECKMM JIMLOM MEeponpuaTMin no obecneyeHuto
0€e30nMacHOCTU JNEeKapCTBEHHbIX MpenapaToB, YCTAHOBMEHHbLIX YMOSTHOMOYEHHbIM dieaepanbHbiM  OpraHoMm
NCNOSTHUTENBHOW BNacTU B COOTBETCTBUM C YacTamun 3 U 4 ctatbn 64 Hactoswero denepanbHOro 3akoHa, B
pamkax ocyLlecTBrneHus bapmakoHaasopa;

(n. 9 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxartens unu Bnagenbla PerMcTpauMoHHOro YAOCTOBEPEHMSI NeKapCTBEHHOro npenapara
nmMbo YNONMHOMOYEHHOFO MMMW [OPYroro HPUAMYECKOTrO nuua OT BHECEHUS] W3MEHEHWA B WHCTPYKLUUIO MO
NPYMEHEHMIO NEeKapCTBEHHOTO MpenapaTta, KacaloLwMXCsi HOBbIX MOATBEPXOEHHbIX AaHHbIX O TOM, YTO PUCK
NPUYMHEHNs Bpeda 340pPOBbI0 YenoBeka WNW XUBOTHOTMO BCNEACTBME MpuemMa IekapCTBEHHOro npenaparta
npeBsbillaeT 3dHEKTUBHOCTb Ero NPUMEHEHMS.

(n. 10 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 ct. 32 gononHgaetca 0. 11 (@3 o1 27.12.2019 N 475-03).

Cratba 33. FlocypapcTBeHHbIN peecTp NeKkapcTBEHHbIX CpeacTB

1. FocyaapCTBEHHbBIN pPeecTp NeKapCTBEHHbIX CPEACTB COAEPXKUT NepeyeHb NeKapCTBEHHbIX NpenapaTos,
npoLleaLlnx rocyaapCTBEHHYIO perucTpauuo, nepedeHb apMaueBTUYECKUX CyOCTaHLUA, BXOOALWMNX B COCTaB
NeKapCTBEHHbIX NpenapaToB, U CreayoLyo NHOpMaLMIO:

1) B OTHOLLUEHWM JIeKapCTBEHHbIX NMpenapaTos:

a) HaMMeHOoBaHWe NeKapCTBEHHOIO npenapara (MeXxayHapogHoe HenaTeHToOBaHHOE, UM rPYNNUPOBOYHOE,
NN XMMUYECKOE U TOProBOE HaUMEHOBaHWS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

0) nekapcTBeHHas opma C ykasaHMEM [O03MPOBKW JEKApCTBEHHOrO npenapaTta U ero Konuyecrtea B
noTpebnTenbCKON yNakoBKe;

B) HaMMeHOBaHMEe [epXaTens wunu Bragenbua pPerncTpauMoHHOro YAOCTOBEPEHWS J1eKapCTBEHHOMo
npenapata W CBEAEHMS O perucTpauuun aepxarens wunuM Bragenbua pPerucTpauyMoHHOrO YAOCTOBEPEHUS
NeKapCcTBEHHOro npenaparta Ans MeguLMHCKOTO MPUMEHEHUS B KayecTBe HamnoronnaTenblivMka B CTpaHe
perncTpaumm (Onsi POCCUACKUX HOPUANYECKUX NUL, - UAEHTUUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONS  VHOCTPaHHbIX HPUONYECKNX §NWL - CTpaHa perucrpauvu, HauMeHOBaHWE PEervcTpupyloLwlero opraHa,
pervcTpaumoHHbIA HOMEp, KO HanoronnatenbLMKka B CTpaHe pernctpaumm (MHKopnopawumn) unmv ero aHanor);
(nn. "B" B pea. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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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 coxpaHeHus: 26.12.2023

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

r) HaMMEHOBaHWe W agpec NpPOou3BOOUTENS JEeKApCTBEHHOro npenapata M CBedeHMs O permcrpaumm
Npon3BoguTENS NEeKapCTBEHHOrO nNpenapaTa Anst MEOULUHCKOrO NPMMEHEHMS B KQ4eCTBE HanoronnartersbLiuka B
CTpaHe perucrpaumm (4ns pOCCUNCKUX HOPUONYECKMX MWL - MOAEHTUPUKALMOHHBIN HOMEpP HamnoronnatenbLuka
(MHH), ona MHOCTPaHHbIX KPUAMYECKUX MWL, - CTPaHa perucTpauuun, HaMmMeHoBaHUe PErncTpupytoLLLero opraHa,
PEerMcTpaumoHHbIA HOMEp, KO HanoronnartenbLyMka B CTpaHe peructpaumm (MHKopnopawumn) unu 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  BcemupHOM  opraHusauunen
3paBOOXPaHEHNS;

(nn. "g" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-903)

€) nokasaHus U NPOTUBOMNOKa3aHUsA K NPUMEHEHUIO NekapcTBEHHOro npenapara;
) NoGoYHbIe AENCTBUSA NeKapCTBEHHOro npenapaTa;

3) CPOK rO4HOCTM NeKapCTBEHHOro npenapara;

1) YCINOBUSl XpaHEHUS NIeKapCTBEHHOro Npenapara;

K) YCNOBMWs OTMycKa NekapCTBEHHOTo npenapara;

J'I) HOMEp cbapmakoneﬁHon CTaTtbn UK B Clliy4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO AOKYMEHTAa;

M) AaTa rocyfapCTBEHHOMW perncTpauum nekapcTBEHHOro npenapara u ero perucTpaumoHHbIi HomMep, AaTa
3aMeHbl PerMcTpaLMoHHOr0 YAOCTOBEPEHNS NEeKapCTBEHHOro npenapata Ha 6eccpovHoe perucTpauMoHHOe
YOOCTOBEpPEHME FeKapCTBEHHOro npenapara, fata nodadu 3asiBNeHus O NOATBEPXOEHWM rOCyAapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapaTa, AaTa OTMEHbl FOCYAAPCTBEHHOW perucTpauum nekapcTBEHHOrO
npenapara;

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

H) KayeCTBEHHbI COCTaB W KOMMYECTBEHHbIN COCTaB AENCTBYIOLMX BELLECTB M KayeCTBEHHbIN COCTaB
BCMoOMOraTerbHbIX BELLEeCTB eKapCTBEHHOro npenapara;
(nn. "H" BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

0) HdopMaLms 060 BCeX pas3peLleHHbIX BUaax BTOPUYHOW (MOTPeEOUTENBCKON) YNaKkoBKY;
(nn. "o" BBeaeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

n) pfgata npuUHATUSA peLleHns O BO3MOXHOCTM paccMaTpuBaTb FEKapCTBEHHbLIM npenapaTt npwu
rocy4apCTBEHHOW peructpauun B KadecTBe opdhaHHOro nekapCcTBEHHOro npenapata (4ns nekapCTBEHHbIX
npenapaToB Afs MEeAULMHCKOrO NPUMEHEHNS);

(nn. "n" BBegeH ®epepanbHbiM 3akoHoM OT 22.12.2014 N 429-93; B pen. PenepanbHoro 3akoHa ot 27.12.2019 N
475-93)

p) HanuuMe neKapCTBEHHOrO Mpenapata B NEpPeYHEe KU3HEHHO HEOOXOAMMbLIX U BaKHEMLIMX
nekapCTBEHHbIX NpenapaToB (ANs NeKapCTBEHHbIX MpenapaToB AN MEAULIMHCKOTO NPUMEHEHWS);
(nn. "p" BBeaeH PenepanbHbIM 3akoHoM OT 22.12.2014 N 429-93; B pen. PenepanbHoro 3akoHa ot 27.12.2019 N
475-93)

C) Hanuume B feKapCTBEHHOM rpernapaTe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELIEeCTB U UX
NpeKkypcopoB, MoAnexalimx KoHTponto B Poccuickon ®Pepepaumn, B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
Poccuiickon ®depepauun, mexagyHapoaHbiMu gorosopamu Poccuiickon ®depepaumu, B ToM uucrie EauHomn
KOHBEHLIMEN O HapKoTU4ecknx cpeacreax 1961 roga n KoHBeHUnen o NCMXOTPONHbIX BewecTBax 1971 roga;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) uHdopMaUMs O TOM, SBASIETCS NN OaHHbLIN NEKApCTBEHHLIN NpenapaTt pedepeHTHbIM fekapCTBEHHbIM
npenapaTomM;
(mn. "T" BBeaeH deaepanbHbiM 3akoHOM 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 coxpaHeHus: 26.12.2023

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

y) cBegeHus O nogave 3asiBNeHMs O BHECEeHWM W3MEHEeHWN B [OOKYMEHTbl, coAepXalmecs B
pervcTpaumoHHOM A0Cbe Ha NekapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

X) CPOK BBEAIEHMS NEKapCTBEHHOMO Npenaparta B rpaxgaHckuin o6opor;
(nn. "x" BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyBCTaHLMIA;

a) HavMeHoBaHWe dapmaueBTMdeckon cybcTaHuum  (MexayHapogHOe  HenaTeHTOBaHHOe,  Wnn
rPYNNMPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaHUS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

©) HaumeHoBaHVe 1 agpec npoussoauTens apmaueBTUYecKon cybcTaHumm;
B) CPOK rogHOCTV hapMaLeBTU4eCKON cybcTaHumy;
r) ycnosus xpaHeHus hapmaueBTudeckon cybcraHumu;

D,) HOMEp cbapmakoneﬁHon CTaTtbn UK B Clliy4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO AOKYMEHTAQ;

€) Hannyne hapMaueBTUYECKOWN CyOCTaHUUM B NepeyHe HapKOTUYECKUX CPeacTB, NMCUXOTPOMHbLIX BELLECTB
N UX NPeKypcopoB, noanexawmx KoHTponto B Poccuickon defepaumm, B COOTBETCTBUU C 3aKOHOAATENLCTBOM
Poccuiickon depepauun, mexagyHapoaHbiMu forosopamu Poccuiickon ®depepaumu, B ToM uucrie EauHomn
KOHBEHLIMEN O HapKoTU4ecknx cpencreax 1961 roga n KoHBeHUnen o NCMXOTPONHbIX BewectTeax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

2. dapmaueBTnyeckasi cybcTaHuus, npousBedeHHas AnNd peanusaunv, MoxeT OblTb BKMO4YeHa B
rOCyAapCTBEHHbI peecTp feKapCTBEHHbIX CpeACTB Ha OCHOBaHMM  3asBneHus paspaboTtumka wunwu
NPON3BOAMTENSA NEKapCTBEHHOro cpefcTBa fMB0 YNONHOMOYEHHOTO UMW OPUAMYECKOro nuua npu ycroBuu
npoBeAeHUs B OTHOLUEHUM Takow dhapmaueBTUHecKon cybcTaHuum 3KCnepTusbl kadecTBa hapmaueBTUYeCKOM
cybCcTaHuun B nopsiake, YCTaHOBMNEHHOM cTaTben 34 Hactodwero ®degepanbHOro 3akoHa. B oTHowweHun
dapmaueBTMHECKMX CYOCTaHUUA, NpPOU3BEAEHHbIX Ans  peanusauuuM, B T[OCyAapCTBEHHOM peecTpe
nekapCcTBEHHbIX CPeACTB COAEPXUTCH creaytowas nHpopmaums:

1) HaumeHoBaHve dapmaueBTUYeCcKOn CcybCTaHuMM (MexagyHapogHOoe  HemnaTeHTOBaHHoe,  Unu
rpynnUpOBOYHOE, UITU XMMUYECKOE 1 TOProBOe HaMMEHOBaHUS);

2) HaumeHoBaHve, agpec npousBoauTens dapmMaueBTU4ecKon CybcTaHuuMn, a Takke B OTHOLUEHUU
NeKapCcTBeHHbIX CPeAcTB ANs  MEeAWLUMHCKOTO NPUMMEHEHWs CBeAeHWs O perucrpauumm npousBoauTens
hapmaLeBTMYeckon cybCTaHUMM B KayecTBe HanoronnartenbliMka B CTpaHe perncrpauumn (ans pOCCUNCKMX
IOPUANYECKMX NUL, - MOEHTUAUKALMOHHBIA HOMep Hanoronnatenswmka (MHH), ans nHocTpaHHbIX IopUanYecKmnX
niy - cTpaHa perucrpauuu, HauMMeHOBaHWE pPerucTpupylowero opraHa, PperucTpaumoHHbIA HOMep, Koz
HarnoronnarenbluUMKa B CTpaHe perncTpaumnmn (MHKoprnopawumu) uny ero aHasnor);

(n. 2 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

3) Cpok rogHOCTM hapmaLeBTUYECKON CybCTaHUmK;
4) ycnoBus xpaHeHus hapmaLueBTUYECKON cybcTaHumy;

5) Homep dhapmakonernHon ctatbu NMBO B Criyyae ee OTCYTCTBUSE HOMEP HOPMATUBHOW AOKYMEHTaUMU UNn
HOPMAaTUBHOIO AOKYMEHTA;

6) Hannuyne papmMaueBTUYECKON CyOCTaHUMM B NepevyHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbIX BELLECTB
N MX NPEKypPCOpOB, noanexalnx KoHTponto B Poccuiickon degepaumm, B COOTBETCTBUN C 3aKOHOOATENBCTBOM
Poccuiickon ®depnepauun, mexagyHapoaHeiMu gorosopamu Poccuiickon depepaumn, B ToMm uucne EauHomn
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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 coxpaHeHus: 26.12.2023

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

KOHBEHLIMEN O HApKOoTU4ecKkux cpeacrBax 1961 roga n KoHBeHUMEN o NCUXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHus apmaueBTUYeckon cybCcTaHuum B rocydapCTBEHHbIN peecTp NeKkapCTBEHHbIX
CpeAcTB, AaTta BHECEHUS M3MEHEHUN B [OKYMEHTbl hapmaueBTMYECKOW cybCcTaHumu, data  UCKMYeHUs
hapmaLeBTMIECKON CybCTaHLMM U3 rOCYyAapCTBEHHOMO PEECTPA NEKAapPCTBEHHbLIX CPEACTB.

(vacTb 2 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

3. [opsanok BegeHWss roCcyOapCTBEHHONO peecTpa JeKapCTBEHHbIX CPEeACTB Ans  MeaUUMHCKOro
NPMMEHEeHUs1 1N MOPSAAOK BeAEeHWUs roCyLapCTBEHHOro peecTpa JleKapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPYMEHEHUST YTBEPXOAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONTHUTENbHOM
BNnacTu.

Cratbsa 34. BknroyeHue B rocynapCcTBeHHbIA peecTp JIeKapCTBEHHbIX CPeACTB M UCKIIOYeHue u3
rocyfapCcTBEHHOro peecTpa JfieKapCTBEHHbIX CpeAcTB ¢hapmaueBTUYECKON CyOCcTaHLMu, NpousBeaeHHON
Ans peanusauum
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. [Ons BknoyeHus dapmaueBTMyeckon cybcTaHuun, Npou3BeeHHONW Ans  peanusauuun, B
rocyapCTBEHHbIA PEECTp NeKapCTBEHHbLIX CPEACTB, MPOBOANTCS 3KCNEPTM3a ee KayecTsa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2. 3KcnepTmM3a kavecTBa yKasaHHOM B 4acTM 1 HacTosiwen cTatbu dapMaueBTUYECKOW cybcTtaHuum,
COCTaBfeHME KOMWCCUEN IKCMEPTOB 3aKMOYEHW Mo pesynbTaTaMm 3TOW 3JKCNepTu3bl M WX HanpasBfeHue B
YNOSTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTESNTbHOW BRAcTU OCYLLECTBAAIOTCA B CPOK, HE MpeBblLLatoLmii
wectngecatn paboumx [HEN CO [HA MONYyYEeHUS SKCMEPTHbIM YYpexXgeHUMEeM COOTBETCTBYHOLLErO 3agaHus
YMOSTHOMOYEHHOTO hefeparnbHOro opraHa UCMONHUTENBLHON BNAacTu 1 cnegylowmx 4OKYMEHTOB (CBeAeHUN):

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

1) cBedeHusi o pgaTe NpPenoCTaBreHUs U PErucTpauMoHHOM HOMEpe FMUEH3MM Ha MNPOM3BOACTBO
NeKkapCTBEHHbIX CPEACTB UMW CBedEeHUs O faTe MpefoCTaBrneHus U permcTpaLmMoHHOM HOMepe 3aKMi4YeHust o
COOTBETCTBMM NPOUN3BOAUTENS NEKAapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBwun Haganexallen npon3BoaCTBEHHOM
NpaKkTUKW, BblgaHHbIX (MpegocTaBeHHbIX) YNONTHOMOYEHHbIM dbefeparnbHbIM OpPraHoOM UCMONMHUTENBLHOW BNACTMH,
B Cryyae, ecrnv Npoun3BOACTBO JIeKapCTBEHHOMO CpefcTBa ocyllecTenseTcs B Poccuiickont Gepgepauuu;

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

2) KONUA AOKYMEHTa, BblAaHHOMO YMNOMIHOMOYEHHbIM OpraHOM CTpaHbl MPOU3BOAUTENS NEKapCTBEHHOro
cpeacTtBa M MOATBEPXKOAOLWEro paspelleHne Npou3BOACTBA JIEKAPCTBEHHOrO CpeacTBa, M ero nepeBod Ha
PYCCKUA A3blK, 3aBEpPEHHble B YCTAHOBIIEHHOM [OpAAKE, a TaKkKe KOMWs 3akMiyYeHust O COOTBETCTBUM
npon3BoauTENST NeKapCTBEHHbLIX CpeAcTB TpeboBaHUSM MpaBui Hagnexallen npou3BOACTBEHHOW MPAKTUKW,
BblAaHHOIO YMOJIHOMOYEHHbIM hedeparibHbIM OpraHOM MCMOSTHUTENbHOW BracTy, MO0 KOMusi peLleHust
YMNOSIHOMOYEHHOTO  hbeepanbHOrO OpraHa MCMOMHUTENbHOW BRactM O MPOBEAEHUM  UHCMEKTUPOBaHUS
nNpon3BoguTENS NEeKapCTBEHHOrOo CpeacTBa. YKasaHHble [OKYMEHTbl MPeACTaBnslTcs B cryvyae, ecnu
Npon3BOACTBO NleKapCTBEHHOMO CpecTBa OCyLLecTBNAeTCA 3a npeaenamu Poccuinckon depepaumu;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) BOKYMEHT, coaepxallmi cnegyrowmne ceegeHnst o hapmaneBTUYECKON CyOCTaHLmm:
a) HaumeHoBaHve hapmMaueBTUYECKon cybcTaHLmn, ee CTPYKTypa, obLime CBONCTBA;
0) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEeXHOoorma npon3soactea C onncaHnem cragun npon3soacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3soacTBa,

r) onucaHue pa3paboTku npoLiecca Npon3BoACTBa;
[) onncaHne KOHTPONs KPUTUYECKUX CTaauii npouecca NPOM3BOACTBA U MPOMEXYTOYHON NPOaYKUNN;

€) AOKyMeHTarnbHOoe NoaTBepXaeHue (Banvaauus) npoLeccos u (Mnu) nx oLUeHka;
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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 coxpaHeHus: 26.12.2023

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

) CBOMCTBa W1 CTPYKTypa AENCTBYIOLLNX BELLECTB;
3) XapakTepucTuka npumecen;
1) cneundmrkaumnsa Ha papmaLleBTUYECKYHO CybCTaHLUMIO 1 ee 0OOCHOBaHUE;

K) aHanuTU4ecKMe MeToauKu, UCMornb3yemble NpU OCYLLECTBIIEHUN KOHTPOIS KayecTBa hapMaLeBTUYECKON
cybcTraHuuu;

n) [OKyMmMeHTanbHOe MOATBEpXAeHNe (Banuvpgauus) aHanMTU4eckux MeTOAMK, WCMNOoMb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPONSA kavyecTBa hapMaLeBTUYeCKOn cybcTaHumu;

M) pe3yrnbTaTbl aHanusa cepuin hapmaLleBTUYECKON CybCTaHLuK;

H) nepeyeHb CTaHOAPTHbIX 0OpPa3UOB WM BELLECTB, WCMOMb3yEMbIX MPU OCYLLECTBIIEHUN KOHTPOIS
kavecTBa;

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUAanoB N YKYNOPOYHbLIX CPEACTB;
n) faHHblEe O cTabunbHOCTY hapmaLeBTUYECKON CyOCTaHLNK;
P) CPOK rO4HOCTMU;

4) DOKYMEHT, cofepxallmi cBedeHuUs O perucrpaumm npous3BoauTens feKapCTBEHHbIX CPeAcTB Anis
MEOVLUMHCKOrO MPMMEHEHUss B KayecTBe HarnoronnarenblumMka B CTpaHe peructpauum (ans pOCCUMACKMUX
IopManYecknx nuy - naeHTMUKaUMOHHbI HoMep Hanoronnatenswyka (MHH), 4ng HOCTpaHHbIX KpUanYecknx
avy - CcTpaHa perucrpauuv, HauMeHOBaHWe pPerucTpypyrowero opraHa, pPerucTpauuoHHbIn HOMep, Kopg
HanoronnartenblUuKa B CTpaHe perucrpaumm (MHKopnopawum) unm ero aHarnor).

(n. 4 BBeaeH ®egepanbHbIM 3akoHoM OT 28.12.2017 N 425-$3)
(4acTb 2 B ped. PepepanbHoro dakoHa ot 22.12.2014 N 429-®3 (pea. 13.07.2015))

3. [Ins npoBeAeHnsa aKCnNepTU3bl KadecTBa yKasaHHOW B YacTu 1 HacToswen ctaTbn hapmMaueBTU4ECKOn
CyGCTaHLlMVI 3adaBuUTeNb NpeacrtaBndeT B yI'IOJ'IHOMO‘-IeHHI:IVI q)ep,epaanbuZ opraH WUCMOSTHNTENBHON BNAacTW:

1) 3asBneHMe O BK/IOYEHUM B TOCYOAPCTBEHHLIN pPEecTp JIeKapCTBEHHbIX CPeACcTB  JaHHON
hapmaLeBTMYECKON cybCcTaHLmK;

2) Konusa [OKYyMEeHTa, MOATBEpXAalolWero ynnaty rocygapCTBEHHOM [OWNuWHLI 3a BKIIOYEHWE B
rocylapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB hapmaleBTUYecKon cyOCcTaHumMM, Npou3BEedeHHOW Ond
peanusauuv, nNnM6o No COBCTBEHHOW MWHMUMATUBE YyKa3aHHbIM OOKyMeHT. B cnyyae ero HenpeacrtaBneHus
3asBUTENEM YMNOMHOMOYEHHbIN dheaeparnbHblii OpraH WCMONMHUTENbLHON BnacTu nposBepseT akT ynnatbl
rocyAapCTBEHHOW MOLUMWHbI 3asBATENEeM C MWCMoMb3oBaHWeM wuHdopmaumm o6 ynnate rocyaapCTBEHHOW
MOLWInuHLI, copepxawenca B [ocygapCTBeHHOW UMHAOPMALMOHHOW CUCTEME O T[OCYyOapCTBEHHBLIX U
MYHULMMAnbHbIX NraTexax, Ha OCHOBaHWUM NpeACcTaBleHHON 3asBMTeNeM Konum OKyMeHTa, noATeepxaatoLero
ynnaTy rocygapCTBEHHOMN 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 FIEKapCTBEHHOro  CpeacTBa, MNpPefHasHaYeHHOro Ans  MNpoBedeHUs  YKasaHHOW
KCMEepPTU3bI.

(n. 4 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

3.1. B cnyyae HenpeacTaBneHns € 3asiBlIieHNEM O BKITIOYEHMWN B rOCY4APCTBEHHBIN PeecTp feKapCTBEHHbIX
cpeacTB hapmaLeBTUYECKON CyGCTaHUMM AOKYMEHTOB, MOATBEPXAAIOLWMNX YNnaTy rocy4apCTBEHHON MOLUMNHBI U
yKa3aHHbIX B TMNyHKTe 2 4YacTm 3 HacToswen cTaTbW, a Takke BblgaBaeMblX (NpedocTaBnAeMbiX)
YMOSTHOMOYEHHbIMKU (heaepanbHbIMU OpraHaMn UCMOMHUTENBHOW BriacT AOKYMEHTOB (CBEAEHW), yKa3aHHbIX 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 coxpaHeHus: 26.12.2023

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

nyHkTax 1 1 2 yactn 2 HacTosien ctaTbu, YNOMHOMOYEHHbIN deaepanbHbii opraH UCMOMHUTENbHOW BRacTu
3anpalwvBaeT yka3aHHble [JOKYMeHTbl (CBedeHus)) B MNopsigke MeXBEeOOMCTBEHHOIO MHMOPMaLMOHHOMO
B3aMMOAENCTBUA.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

4. B TeuyeHvne gecatn paboumx OHEN CO OHSI NPUHATUS 3asiBNEHMS O BKIIOYEHWM yKaszaHHOW B 4dactu 1
HacTosLLEN CcTaTby hapMaueBTUYECKOW CyOCTaHuuM B rOCYLapCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEepeyYucrieHHbIX B 4actm 1 M NyHKTe 2 4Yactu 3 HacTodAwen CcTaTbW, YMNOAHOMOYEHHbIN
degepansHbI OpraH NCNOMHUTENBHOW BNacTu:

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

1) nNpoBOAMT MPOBEPKY MOMHOTHI W OOCTOBEPHOCTM [aHHbIX, COAEPXALMXCS B MPEACTaBMEHHbIX
3as8BUTENEM [OKYMEHTAX;
(B peq. PepnepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaeT peleHne 0 HanpaBJiieHUN B SKCNEepTHOE y4pexaeHne 3agaHna Ha npoBeaeHmne akCnepTu3bl
Ka4yecTtBa yKa3aHHOVI B 4YacTu 1 HacTosien ctaTbu cbapmau,eBTquCKon CY6CTaHU,I/IVI unm ob oTkase B TakoMm
HanpaBJlieHuu;

3) yBegomnsieT B 3NEKTPOHHON UM NMUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM PELUEHUN UMK B criydae
oTKa3a C ykasaHMeM NPUYMH TaKoro oTkasa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISBNEHUS HEOOCTOBEPHOCTM CBEAEHUI, COOepXKaLLMXCA B NpeacTaBNeHHbIX 3asiBUTENem
MaTepuanax, yrnoriHOMOYEHHbIN dheaepanbHbIi OpraH UCNOSTHUTENBHOW BNAacTU HanpaenseT 3asBUTENO 3anpoc
00 YTOYHEHUM yKa3aHHbIX CBeAEHUN. [aHHbIN 3anpoc MOXeT ObiTb NepegaH YNnonmHOMOYEHHOMY NpeacTaBuTeNto
3a8BMTENS NMYHO NOA PacnMCKy, HanpaBfieH Mo NoYTe 3akasHbIM MMCbMOM UNW NepefaH B 3NeKTPOHHOW hopme
no TenekoMMYHMKaALMOHHbIM KaHanam cBssn. B cnyyae HanpaBneHusi gaHHOro 3ampoca Mo no4yre 3akasHbiM
NMMCbMOM OH CUYUTAETCs NOSTYYEHHbIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAaNpaBfeHnsi 3aKkas3Horo nucbma.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. 3asBuTenb 00si3aH NpeAcTaBMTb OTBET Ha 3anpoc YMONHOMOYEHHOro dedeparibHOro opraHa
NCMOSHUTENbHOW BMacTM B CPOK, He MpEBbILAlOWMA AeBSHOCTA paboymx AHEeN CO OHS MONy4YeHWUst AaHHOro
3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosILEeN CTaTby, NPMOCTAHABNMBAETCH CO AHSA HanpaBneHus 3asBUTENHO
3anpoca ynofTHOMOYeHHOro dhefepanbHOro opraHa UCMOMHUTENBbHOW BracTu 40 AHS MOMy4YeHus MM OTBeTa Ha
OaHHbI 3anNpoC U He YYUTbIBAeTCA MpU MCUYUCIEHMM CpoKa IKCMepTusbl kadecTBa apmaLeBTUYECKON
cybcTaHumMm, HeMCnonb3yeMoi Npy NPON3BOACTBE NEKAPCTBEHHLIX NpenapaToB..

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHueM [ns OTKasa B HamnpaBneHUW B IKCMEpPTHOE yupexaeHue 3ajaHuns Ha nposefeHve
3KCNepTMU3bl KayecTBa YyKasaHHOW B 4yacTv 1 HacTosilen cTaTbu hapmaueBTUYeckon cybcTaHuMu SBNsieTcs
HenpeacTaBreHne [OKYMEHTOB, YKa3aHHbIX B 4acTM 2 HaCTOAWEW CcTaTbW, OTCYTCTBME WHOPMaLUK,
noaTBepxaatowen akt ynnaTel rocygapCTBEHHON OOLWNWHBI 3@ BKMOYEHUe dapmaueBTUdeckon cybctaHumm,
npou3BefeHHOoN AnA peanu3auun, B roCyAapCTBEHHLI pPeecTp JIeKapCTBEHHbIX CPeACTB, HenpencTasreHve
3agBuUTENeM B YCTaAHOBMEHHbLIN CPOK OTBeTa Ha YykasaHHbIM B 4YactTm 4.1 HacToswen craTbuM 3anpoc
YMOSTHOMOYEHHOro dyeeparnbHOro opraHa WCMNONMHUTENbHOW BRAacTM WNW MNpeacTaBreHne AOKYMEHTOB, He
coaepXaLlmx ncHepnblBatoLLEro NepeyHsi He0OXOAMMbIX CBEAEHWN.

(vacTb 5 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

6. B TeyeHne naTHaguaTn paboumx OHEW CO OHA MOMyYEeHUsT peLleHns YNosTHOMOYEHHOro dpeaepansHoro
opraHa WCMOSHUTENbHOM BMACTM O HaMnpaBfeHMM B 3KCMEPTHOE YuYpeXAeHWe 3adaHus Ha npoBefeHue
3KCMEepTM3bl KayecTBa yka3aHHOM B 4acTM 1 HacToswen cratby hapMaueBTUYecKon cybcTaHuum 3asiBUTENb
NpeacTaBnsieT B 3KCMEPTHOE y4ypexaeHue NS NpoBefeHUs OAHHOM aKcnepTu3bl obpasubl hapmaueBTUYeCKON
cybcTaHuum B KonmyecTBe, HeobxoAMMOM [AMisi BOCMPOM3BEAEHUS METOLOB KOHTPOMsS KayecTBa. JKCNepTHoe
yuypexaeHve npu noryyeHnn oOpasLoB yKasaHHOM B 4Yactm 1 HacTosien cTaTbun GapmMaueBTUYECKON
cybcTaHuun BblgaeT 3asBUMTEN0 OOKYMEHT, MOATBEPXKAAWMA nonydeHne 3Tux obpasuoB, U B CpPOK, He
npesbilaoWni  Tpex pabounx AOHeW, yBedOMMseT B 3NEKTPOHHOM WM NUCbMEHHOM ¢opme 06 aToMm
YNOMHOMOYEHHbIV  (befieparnbHbli OpraH WCNONHUTENBHON BNAcTU. 3TWM CPOKU He BKIKYATCA B CPOK
NpoBeAEHUS AaHHOW 3KCNepPTU3bI.
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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 coxpaHeHus: 26.12.2023

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

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

7. [OKyMeHTbl, MOCTYMMBLUME B 3KCMEPTHOE yuypexaeHwe Ans MNpoBedeHUs 9KCnepTusbl kavecTBa
ykasaHHOW B 4actm 1 HacToswen cTtaTbu apmaueBTUyeckon cybcTaHumu, noanexar Bo3BpaTy B
YMOSTHOMOYEHHbIN  dbefepanbHbii  OpraH UCMOMHUTENBHOW BNAacTM OAHOBPEMEHHO C  3aKMlYeHUsIMU MO
pesynbTaTtam nNpoBeAeHHON 9KCnepTusbl.

8. B cpok, He npeBbIWaWunn NATN paboymx OHEN CO AHS MONYyYEeHUs 3aKMioYeHUs KOMUCCUM 3KCNEPTOB Mo
pesynbTaTtaMm 3KCNepTuU3bl KavyecTBa YKa3aHHOM B YacTu 1 HacTosilen cTaTtbu hapmaueBTUYecKon cybcTaHumm,
YNOMHOMOYEHHbIV dhefeparbHbli OpraH UCMONHUTENBHOW BNACTU:

1) ocywecTBnseT OUeHKY Takoro 3akfioyeHus Ans OnpederieHnusl ero COOTBETCTBUS 3adaHuio Ha
nposefeHne JaHHOW 3KCNepTuUsbl;

2) nNpuHMMaeT peLleHne O BKMIYEeHUW yKasaHHOW B 4acTu 1 HacToswen ctaTbu hapMaueBTU4EeCKON
cybcTaHuum B rocyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB MUIn pelleHre 06 0TKase B TaKOM BKITHOUEHUU;

3) BHOCUT nNpU MPUVHATUX pPELUEHUS O BKIKYEHMM YKa3aHHOW B 4YacTu 1 HacToslen craTbu
hapmaneBTMyeckon cybcTaHUMM B FOCYOapCTBEHHbI PEECTP JIeKAapCTBEHHbLIX CPeACTB MNPesyCMOTPEHHYHO
yacTbto 2 cTtaTbu 33 HacTosiero ®egepanbHOro 3akoHa MHGopmaumio 1 yBegoMnsieT 06 3TOM B 3MEeKTPOHHOW
U NUCbMEHHON hopMe 3asaBUTENS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-03)

9. OcHoBaHWeM Ang OTkasa BO BKMIOYEHUU YKa3aHHOW B YacTu 1 HacToswen ctatbn hapMaLeBTU4ECKON
cybCcTaHuuM B rocygapCTBEHHbIN PeEEeCTp NEeKapCTBEHHbIX CPeACTB SIBIMSETCS 3aK/oYeHWe COOTBETCTBYHOLLENO
YMOSTHOMOYEHHOro befeparnbHOro opraHa WCMONTHUTENbHOW BNacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybCTaHUUKM He MOATBEPXKOEHO MOMYyYEHHbIMU OAHHBIMU.

(vacTb 9 BBegeHa denepanbHbiM 3akoHoM OT 22.10.2014 N 313-d3; B pen. PeagepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcs BKMHOYEHME B TOCYAAPCTBEHHbIA pEECTD JIEeKapCTBEHHbIX CPeacTB  OAHON
hapmaLeBTUYECKON CyOCTaHUMKM, NPOM3BEOEHHOW AN peanu3auuMuM U BbilMyCKAaeMoOW OOHUM U TEM Xe
npousBoguTenem, B BUae AByX n 6onee peecTpoBbIX 3anucen.

(4actb 10 BBegeHa PepepanbHbIM 3akoHOM oT 22.12.2014 N 429-93)

11. BHeceHue u3MEHEeHWN B AOKYMEHTbl Ha apmaueBTUYecKylo cybCTaHumio, MPOU3BEAeHHY ONnd
peanusaumn 1 BKINIOYEHHYIO B rOCY4APCTBEHHbIV PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBNAETCA B NOpsake,
yctaHoBneHHom ctatbsammn 30 n 31 HacToswero dPegepanbHOro 3akoHa, C ynnaTon rocygapCTBEHHOW MOLUNMHbI,
npeaycMoTpeHHON 3akoHodaTensCcTBoM Poccuiickon ®eagepaumm o Hanorax u cbopax.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. HonyckaeTtcsa obpauweHne dapmaueBTMYecknx cybCcTaHUmn, NPOM3BEAEHHbIX ON1S peanusauun, B
TeYyeHne cTa BOCbMUAECATM [OHEW [0 W Mocne MPUHATUS  YNONTHOMOYEHHbIM defeparnbHbiM  OpraHom
NCNOSTHUTENBHOW BMACTM pPeLleHUst O BHECEHUN N3MEHEHUI B LOKYMEHTbI Ha hapmaueBTUYeckyto cybcTaHumio,
Npov3BeaeHHYI0 AN peanu3aunn 1 BKIHYEHHYIO B rOCYAapCTBEHHbIN peecTp NeKkapcTBEHHbIX CPeACTB.

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

13. PelueHne 06 UCKIOYEHUN U3 TOCyAapCTBEHHOrO peecTpa JIekapCTBEHHbIX CPEACTB hapMaLeBTUYECKON
cyGCTaHUMK, MpOM3BEAEHHOW [Ans peanusauuu, NPUHUMAETCsl YMOSIHOMOYEHHbIM efeparibHbIM - OpraHoM
WCNOMHUTENbLHOW BMACTK B Cry4ae:

1) npeacTaBneHVsi COOTBETCTBYIOLUMM  YMOSHOMOYEHHbIM bedepanbHbiM  OpraHoOM  MCMONHUTENbHOM
BNacT¥ 3akMioyeHVWss O pucke unM o6 Yrpo3e XWU3HWM WU 300POBbIO YeroBeka NMGO JKMBOTHOTO Mpu
MCNonb30BaHUM NeKapCTBEHHOTO CPeacTBa;

2) nogaun pas3paboTyYMKOM IEKapCTBEHHOIO CPeacTBa UMM MPOM3BOAMTENEM JEKapCTBEHHOTO CpeacTBa
GO YNOSIHOMOYEHHBIM UMW OPYTM HOPUOMYECKUM JIMLOM 3asiBfieHnst 06 WCKIOYEeHUN M3 TOCYAapCTBEHHOro
peecTpa fnekapCTBEHHbIX CpeAcTB dhapmMaLleBTUYeckol cybCcTaHLmm, NPoU3BeaeHHO ANa peanvsaumu;

3) oTcyTcTBUA (bapmaleBTMYECKOW CyOCTaHUMKM, Npov3BEedeHHOW ONns peanusauuu, B oGpalleHun 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 coxpaHeHus: 26.12.2023

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

Poccuiickoin ®egepaumm B TedeHne Tpex n bonee ner.
(yacTb 13 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny ¢ 1 urons 2015 ropa. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

Cratbs 36. OGxkanoBaHue pelieHMsi 06 oOTKaze B Bblgaye pas3pelleHuss Ha npoBeaeHue
KMMHUYECKOro UccnedoBaHUS NeKapCTBEHHOro npenapara, peweHuss o6 oTkase B rocyfapcTBeHHOM
peructpauuu nekapcTBeHHOro npenapara, 3aknio4YeHUsi KOMUCCUU IKCMEePTOB IKCMEePTHOro yupexaeHus
WIN 3aKIoYeHUs coBeTa Mo 3TukKe

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

PelueHne cooTBeTCTBYIOLLErO YNOMHOMOYEHHOro dedeparnbHOro opraHa MCMNOMHUTENbHOW BRactn 06
OoTKkase B Bblgade paspelleHus Ha MpoBedeHue KIMHWYECKOro MccrnegoBaHus NekapCTBEHHOro npenapara,
pelleHne ykasaHHOro egepanbHOro opraHa MWCNOMHUTENbHOW Bnactu o6 oTkase B rocydapCTBEHHOW
perucTpaumm nekapCcTBEHHOro npenapaTa, 3aknioyeHue KOMUCCUMM IKCMEepPTOB IKCMEPTHOrO YYpexAeHus wunwu
3aKnyeHne coBeTa Mo 3TMKe MOXeT ObiTb 06xanoBaHO B nopsake, YCTAHOBMEHHOM 3aKOHOAATeNbCTBOM
Poccuinckon ®egepauun. 3aknoyeHne KOMUCCUMN IKCMEPTOB IKCMEPTHOO YUYPEXKAEHNS O B3aUMO3aMEHAEMOCTH
neKkapCcTBEHHbIX MpenapaToB AN MeAMUMHCKOro npumeHeHus nubo o ToM, YTO fekapCTBeHHbIM npenapat Aans
MEOVLMHCKOrO MPUMEHEHUS] He SIBMSieTCS B3aMMoO3aMeHsieMbliM, MOXeT OblTb 00XanoBaHO AepxaTenem unu
BrnagernbLeM perncTpaunoHHOro yaoCTOBEPEHNS NIekapCTBEHHOrO npenapara B YNOMHOMOYEHHbIN deaepanbHbIii
opraH MCMOMNHWUTENbHOW BMACTW, KOTOPbIN NMPUBEKaeT K PACCMOTPEHMIO YKa3aHHOM xanobbl NoABeAOMCTBEHHbIE
eMy HayyHble opraHusauuMm n obpasoBaTenibHble OpraHu3auun BbiCLLEro obpasoBaHus, OCyLLeCTBRSALWMne
AesaTenbHOCTb B cdpepe obpalleHnss NekapCTBEHHbIX CPeACTB. 3aknioveHne KOMUCCUM 3KCMEepToB IKCMEPTHOro
yypexaeHus, oopMreHHoe No uToram nepecmoTpa 06XanoBaHHOIO 3akMiYeHUst aKkcnepTa, MOXeT ObiTb
OCMOpEeHO AepxaTteneMm unu BnagenbLeM perMcTpaLlyoHHOro yaA0CTOBEPEHNS flekapCTBEHHOro npenapara nMbo
YMONIHOMOYEHHBbIM MU MMLOM B MOPSAKe, YyCTaHOBNEHHOM 3akoHogaTenbcTBom Poccuiickon degepaunn. MNpu
0o6kanoBaHWM peLUeHns YNofIHOMOYEHHOro dedepanbHOro opraHa WCMOMNHWUTENbHON BNacTh, 3aKmoYveHus
aKcnepTa UMM KOMUCCMU IKCMEPTOB 3KCMEPTHOro yYpexxaeHWsi, 3akniovyeHns coBeTa Mo dTUKe AepaTenb unu
Bnagerney, perncrpauuoHHOro yAoCTOBEPEHUS NeKapCTBEHHOro npenapata Nnbo ynomHOMOYEHHOE UMK NULO
BrpaBe nNpeacTaBuTb pesynbTaTbl 3KCMNEepTU3bl  NEKapCTBEHHOro npenaparta, MNPOTOKOMbl  MOMyYeHHbIX
aKKpeaUTOBaHHbIMW UCMbITaTeNbHbIMU NabopaTopusiMun (LEeHTpPaMmn) pesynbTaToB UCCNegoBaHUN, UCNbITaHWUIA.

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

Ctratba 37. WHdopmauus, cBfA3aHHaAA C OCYLIECTBNIEHUEM TFOCYAapPCTBEHHOMW perncrpauum
nekapcTBeHHbIX npenapaTtoB, MHdopMaLuuUA O 3aperucTpuMpoBaHHbIX JeKapCTBEHHbIX npenapartax W
nekapcTBeHHbIX NpenapaTtax, UCKIMIO4YEeHHbIX U3 rOCyAapCTBEHHOrO peecTpa fieKapCTBEHHbLIX CPeAcTB

1. CoOTBETCTBYIOLLMIA YNONTHOMOYEHHbIN (hefepanbHbli OpraH UCMONHUTENbHOM BracTy pasMellaeT Ha
cBoeM odmumanbHom cante B cetu "MHTepHeT" nHopmaumio, CBA3aHHYO C OCYLLECTBIIEHNEM rOCyAapCTBEHHON
perncTpaumm nekapCTBEHHbIX MpenapaTtoB, B TOM 4YMCNe NPOBEAEHMEM IKCNEpPTU3bl JNIEKAPCTBEHHbIX CPEACTB
(Bkntovast pesynbTatbl €e NpoBeaeHnd), MHpopMaumio O 3aperncTpMpoOBaHHbIX NEKAPCTBEHHbIX npenapartax u
neKkapcTBEHHbIX MpenapaTax, MCKMAYEHHbIX W3 rocyAapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB, He
nosgHee 4em 4epes3 nATb paboynmx OHEN CO OHA MNOMyYeHWUst YMONTHOMOYEHHbIM diedeparbHbIM OpraHoM
NCMNOMHUTENBHOW BNacT! COOTBETCTBYOLLEN MHGOPMAaLIK.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 02.08.2019 N 297-03)

2. CpokM U nopsiAoK pasmelleHus YykasaHHOM B 4actu 1  HacToswen ctatbn MHGPOpMAaLMK
yCTaHaBMNMBalOTCSl  YNOMHOMOYEHHbIM  (befepanbHbiM  OpPraHoM  UCMOSNTHUTENbHOW  BriacTu.  MHdopmaums,
ykasaHHad B 4actM 1 HacTosen cTaTbu, SBMASETCA OTKPbITOM M OOLedOCTYNHOW M npeaocTaBnseTcs
3aMHTepecoBaHHbIM fMLiaM B COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccunckon ®egepaumn.

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

Maea 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ONA MEAULUMHCKOIo NPMMEHEHUA, 0OrOBOP
OB NX NMPOBEOEHUN, NPABA NMALUMEHTOB, YHACTBYIOLLKUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
NnpUMeHeHunsA
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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 coxpaHeHus: 26.12.2023

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

1. KnuHudeckne wnccrnenoBaHUs IeKapCTBEHHbLIX MpenapaTtoB AN MeAUMUMHCKOrO MPUMEHEHUS, B TOM
yncre MexagyHapodHble MHOTrOLEHTPOBLIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLVOHHbIE, NPOBOASTCS B OOHOW UK
HECKOJbKUX MEAULMHCKMX OpraHm3auusix B COOTBETCTBUM C NpaBunaMy Hagnexawlen KIUMHUYECKON MPaKTUKW,
YTBEPXKAEHHBIMU  YMONTHOMOYEHHBIM  doefeparnbHbiM  OpraHoM MCMOMHUTENbHOW BRacTW, COOTBETCTBEHHO B
cnenyloLmnx Lensx:

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

1) yctaHoBneHne ©e30MacHOCTU NEKapCTBEHHbIX MpenapaTtoB AN 340pOBbIX AobpoBonbueB M (Mnn)
nepeHocnMMmoCcTn ux 3O0poBbiMU ,D,O6pOBOJ'IbLI,aMVI, 3a WCKNKWYeHunemM TaKnx VICCJ'Ie,EI,OBaHVIVI leKapCTBEHHbIX
npenapaToB, NPOM3BEAEHHbIX 3a Npeaenamun Poccuiickon degepaunu;

2) nogbop onTMMarbHbIX [O3VPOBOK NEKAPCTBEHHOIO Mpenapata M Kypca feyveHuss Ans NauueHToB C
onpedeneHHbIM  3aboneeBaHMeM, ONTUMAalnbHbIX [03 W CXeM BakuuHauuv  MMMYHOBMOMOrMYyecKkMmMm
neKkapcTBEHHbIMM NpenapaTamy 300pOoBbIX 40GPOBONbLLEB;

3) yctaHoBneHne 6e30nacHOCTM NEeKapCTBEHHOro npenaparta u ero 3dEeKTMBHOCTM ANs NauMeHToB C
onpegeneHHeiM 3aboneBaHueMm, npodunakTudeckon 3pdeKTMBHOCTM MMMYHOBUONMOMMYECKMX NEKAaPCTBEHHbIX
npenapaToB A 300POBbIX 4OOPOBONbLLEB;

4) n3y4yeHne BO3MOXHOCTU paclunpeHnd nokasaHuin gnst MeguLUMHCKOro NPUMEHEHNA N BbIABITIEHNA paHee
HEN3BECTHbIX NOBOYHbIX OENCTBUIA 3aperncTpupoBaHHbIX NNEKAPCTBEHHbIX NMpenapaToB.

2. B oTHoweHun BOCMNpou3BeaeHHbIX JeKapCTBEHHbIX npenapatoB Anhd MeaAUUUMHCKOro npuMmeHeHua
npoBOAATCA wnccneagoBaHuA OMO3KBUBANEHTHOCTM U (I/IJ'IM) TepaI'IeBTI/I‘-IeCKOIZ OKBMBAJNIEHTHOCTU B MNOpPAKe,
YCTaHOBJ1IEHHOM YNOJIHOMOYE€HHbIM ¢)e,qepaanb|M OopraHom NCMNONHUTENbHON BNAcTu.

3. OpraHmsau,mo npoeegeHna KInnHN4YeCcKnx nccnegoBaHumn NleKkapCTBeHHOro npenaparta ana meguunHCcKoro
npumMeHeHnsa Bnpase OCyLeCTBNATb:

1) pa3p860T'~IVIK NNeKkapCTBEHHOro npenapara usmn ynoysiHoMo4eHHoOe UM Jnuo;

2) obpasoBaTtenbHble oOpraHusauuMnm BbiCWero obpasoBaHusA, opraHusaumMu  AOMNOSNHUTESNBbHOMO
npoceccuoHanbHoro obpasoBaHus;
(n. 2 B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HOo-MccrnefoBaTeNbCKME OpraHn3aLmm.

4. KnnHnyeckne nccrefoBaHUs nekapcTBEHHOro npenapata Ang MeauumnHCKoro npyuMeHeHnst NpoBOASTCS
Ha OCHOBaHMM paspelleHna Ha npoBefdeHVe KIWHUYECKOro WuccrneaoBaHus nNekapCTBEHHOro mnpenapara,
BblJAHHOMO  YNOSTHOMOYEHHbIM  befdeparnibHbiM  OpraHOM  UCMOMHUTESNIbHOWM  BrRactu.  YMNONMHOMOYEHHbIN
degepanbHbIl - OpraH UCNOSMHUTENBLHOW BNacTW BeAeT pPeecTp BblgaHHbIX pas3pelleHur Ha npoBefeHune
KMVHUYECKUX MUCCreoBaHUM NekapCTBEHHOro npenaparta, COoAepXallui ykasaHue Ha WX uenb unu uenu, B
YCTaHOBMNEHHOM 3TUM OpraHoM Nnopsiake.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 uiona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

6. K opraHvsaumm npoBefeHWUst KIIMHWYECKMX WCCNESOBaHWMA NEeKapCTBEHHOrO MpenapaTta Ang
MEOULMHCKOTO NPUMEHEHUs] pa3paboTYMKOM FIEKapCTBEHHOrO npenaparta MOryT MPUBIEKATbCHA topuamnyeckne
niua nobon opraHn3auMoHHO-NPaBoBOM YOPMbI MPU YCroBMK obecnevyeHns COOTBETCTBUSA 3TUX NCCIEAOBaHUN
TpeboBaHnaM HacToswero ®egepansHOro 3akoHa.

KoHcynbTaHTlnoc: npumeyaHue.

B HacTosiwee BpemMsi [OENCTBYHOLUMM 3aKOHOLATENbCTBOM HE YCTaHOBMIEH MOPSOOK — akkpeautaumm
MEANLMNHCKMUX OpraHmn3auuin Ha npaBo MPOBEAEHUS KITMHUYECKUX UCCNEenoBaHU NeKapCTBEHHbLIX NpenapaToB
ans meguumHckoro npumeHenus. o 01.01.2021 penctBoBano [loctaHoenenue [paButensctBa PP ot
03.09.2010 N 683.
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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 coxpaHeHus: 26.12.2023

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

7. KnuHnyeckne nccnegoBaHns NEKapCTBEHHbIX NpenapaToB AN MeAUUMHCKOro NPUMEHEHUs1 MPOBOAATCSA
B MEAMLMHCKNX OpraHm3auusx, akkpeoMTOBaHHBLIX YNOJIHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMONTHUTENbHOM
BNacTu B nopsake, yctaHoBrneHHoM [NpaBuTtenbcTtBom Poccuiickon Peaepaumm.

8. llepevyeHb MEOUUUHCKMX OpraHu3auun, MMerLuX MpaBo MPOBOAUTb KIMHUYECKME MCCNeoBaHUS
nekapcTBEHHbIX NpenapaToB ANg MeOULUHCKOrO NMPUMEHEHUS, U PeeCTp BblAaHHbIX pa3peLLeHnin Ha nposeaeHue
KMMHWUYECKUX  WUCCNEedOBaHWA  NEKapCTBEHHbIX  MNpenapatoB  ONyoOIMKOBBIBAKOTCA M pas3MeLlalTcs
YMOSTHOMOYEHHbIM dheeparnbHbiM OpraHOM WUCMOMHUTENBbHOW BMacTu B YCTAHOBIEHHOM MM MOPSAKE Ha CBOEM
odmumansHom cante B ceT "UIHTepHeT".

Cratbsa 39. PewueHue o npoBegeHUN KIIMHUYECKOro UccriefoBaHUA NIeKapcTBEHHOro npenapara ans
MeaULMHCKOro NpUMeHeHUs
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHunyeckoe nccnegosaHune JleKapCTBEHHOro npenaparta gnda MmeanumHCKoro npuMmeHeHna npoBoanTcA
Ha OCHOBaHuUM pas3pelleHna Ha nposegeHne KInHU4YeCKoro wuccnegoBaHunAa nekapCTBeHHOro npenaparta,
BblIA@HHOIO YNOJSIHOMOY€HHbIM cpe,uepaanuM opraHom NCMNONHUTENbHON BNacTu no pes3ynbTartaMm 3KCNepTu3bl
OOKYMEHTOB, HeobxoaMMbIX Ans nony4vyeHuna paspeleHna Ha nposegeHune KrMHU4ecKoro uccnenoBaHuda
JIeKapCTBEHHOIO Npenapata n 3TUYECKON 9KCNepPTU3bI.

2. ns nonyyeHns paspelleHusi Ha NpoBedeHne KIIMHUYECKOro UCCNedoBaHusA NekapcTBeHHOro npenapara
ANS  MeOWUMHCKOTO MPUMEHeHUsl 3asBuTenb NpeacTaBnsieT B YNONMHOMOYEHHbIM dhefdepanbHbiii  opraH
UCMONHUTENBHON BNACTU:

1) 3asiBNeHME O Bbidaye paspeLleHVsi Ha MPOBEeAEHUE KIMHWYECKOro WUCCrieOoBaHus J1ekapCTBEHHOrO
npenapara Ans MeAULUHCKOrO NMPUMEHEHWS;

2) KOMUWN OOKYMEHTOB, MOATBEPXKAAOLWMX YNraTy rocyaapCTBEHHOW OOWNUHBLI 38 NPOBEAEHME STUYECKOWA
9KCNepTU3bl, ISKCNEPTU3bl [AOKYMEHTOB Ha JeKapCTBEHHbI npenapat Ans MofyyYeHus paspelleHus Ha
NpoBEeAEHUE KIMHUYECKOrO MCCreAoBaHMst NEeKapCTBEHHOro npenaparta Ans MeauLMHCKOro MpUMEHeHUsl, 3a
Bblgayy paspelleHnss Ha npoBedeHue KIMHMYECKOro WCCreaoBaHUs NekapCTBEHHOro npenaparta  Ans
MEeOULMHCKOTO MNPUMEHEHMs1, 3a MNpOBedeHMEe 3KCNepTu3bl JOKYMEHTOB Ha JleKapCTBEHHbI npenapaT Ans
nony4YyeHnss paspelleHns Ha NpoBedeHMEe MeEXAYHapOoOHOro MHOFOLEHTPOBOIO KIMHUYECKOro UCCneaoBaHus
neKkapcTBEHHOro npenapata Ans MEAWMUMHCKOrO MNPUMEHEHWs, 3a Bblgady paspelleHusi Ha NpoBeaeHue
MeXOYHapOAHOrO  MHOFOLEHTPOBOTO  KMMHWYECKOrO  MCCReaoBaHUs  JIEKapCTBEHHOTO  npenapata  ans
MEOULMHCKOTO MPUMEHEHUS, 3a MNPOBeAEeHMe 3STUYECKOW IKCMepTU3bl, IKCMEepTU3bl [OOKYMEHTOB Ha
NeKkapCTBEHHbIN npenapaT ANs NoNyYeHUs paspelleHns Ha npoBefeHne NOCTPErncTPauMoHHOro KIMHUYECKOro
nccrneoBaHUs NEKapCTBEHHOro npenapaTta Afis MeguUMHCKOrO MpUMEHEHUsl, 3a Bbldady paspelleHus Ha
npoBefdeHne MNOCTPErMCTPaLMOHHOIO  KITMHUMYECKOrO  WUCCRedOoBaHUS  NeKapCTBEHHOro npenapata  Ans
MeOULMHCKOro NPUMEHEHUS;

(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 478-93)

3) NpoTOKON KIMMHNYECKOro UCCNefoBaHNs NekapCTBEHHOMO npenapara Anst MeAULMHCKOrO NPUMEHEHWS;
4) 6poLutopy uccnegosartens;
5) MH(POPMAaLMOHHBIN NIMCTOK NAUMEHTa;

6) cBegeHus 06 onbiTe paboTbl MUccriegoBaTenel Mo COOTBETCTBYIOLWMM CMEeUManbHOCTAM U MX OMbiTe
paboTbl MO NPOBEAEHNIO KMMHUYECKUX UCCNeoBaHuiA;

7) cBefeHus O MeOMLUMHCKUX OpraHm3auusix, B KOTOpbIX npegnonaraetca npoBeAeHue KINMHUYECKOro
nccrefoBaHUSA  NEKapCTBEHHOrO Mpenapata  ans  MeOUUUHCKOrO MNpUMEHeHust (MOfHoe UM COKpalleHHoe
HaVMEHOBaHWUsl, OpraHU3auMOHHO-NpaBoBasi (OpPMa, MECTO HaxOXAEHUA U MEeCTO  OCYLIECTBIEHUS
nedarenbHoCcTU, TenedoH, Tenedakc, agpec 3MeKTPOHHOM NOYThl KaXkaom MeOULNHCKOW opraHusauum);

8) cBeleHnA O npeanonaraemMblX CpoKax npoBeaeHnA KIMHUYECKOro wuccriegoBaHuA JeKapCTBEHHOro
npenaparta gna meamunHCKoOro npuMeHeHuns;
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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 coxpaHeHus: 26.12.2023

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

9) Konuio aoroesopa obsizaTenbHoOro CTpaxoBaHWA, 3aKIK4YeHHOro B COOTBETCTBMN C TUMOBLIMU NpaBuiiamu
o06s3aTensHoro CTpaxoBaHu4, C yKa3aHnem npe,qeanon YNCNEeHHOCTU NauneHTOoB, y4aCTBYHOLNX B KITMHNYECKOM
ncecnenoBaHMM nNekapCTBeHHOro npenaparta and MeguunHCKOro npuMeHeHus,;

10) Mchopmau,vno O COCTaBe JieKapCTBeHHOro npenaparta gnda MmeamumHCKoro npuMeHeHus;

11) [OOKYMEHT, COCTaBMEHHbI MNPOM3BOAMTENEM NEeKapCTBEHHOro npenapata Ansg  MeguuUHCKOro
NPUMEHEHUS N CoaepXallMin nokasaTenu (XapakTepucTUKM), a Takke CBEAEeHUS O NekapCTBEHHOM npenaparte
ANst MEANLMHCKOrO NPUMEHEHMWS, NPOU3BEAEHHOM ANA NPOBEAEHMS KIMHNYECKMX UCCNeaoBaHuii;

12) cBegeHusa O paTe npegocTaBfeHVMs U PErucTpauMoOHHOM HOMEpe MMUEH3MM Ha MNpPOM3BOACTBO
nekapCTBEHHbIX CPeACcTB B Criyyae, e€cnv Mpom3BOACTBO NIEKApPCTBEHHOro npenapaTta OCyLeCcTBRseTcs B
Poccuickon ®epepaunn, nnu ceegeHus o gate npefocTtaBneHust U permcTpaumMoHHOM HOMepe 3akioyeHus O
COOTBETCTBMW  MPOM3BOOMUTENSA  fleKapCTBEHHOro  npenapata TpeboBaHMAM  MpaBun  Hagnexailen
NPON3BOACTBEHHOW MpPaKTWKW, NPEeAOCTaBIEHHOro YMONIHOMOYEHHbIM OpraHoM CTpaHbl  MPOM3BOAUTENS
neKkapcTBEHHOro npenapara.

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

2.1. B cny4ae HenpeacTaBreHNss C 3asiBfieHMEeM O Bblgaye paspelleHust Ha npoBedeHue KIMHUYECKOro
NccnegoBaHWs NeKapCTBEHHOro npenapata  ANnd  MeAMUMHCKOrO  MPUMEHEHUS OOKYMEHTOB (CBedeHWn),
NOoATBEPXAALWUX ynnaTy rocyaAapCTBEHHOW MOLUMMHbBI U YKa3aHHbIX B MYHKTE 2 YacTu 2 HacTosLeNn cTaTtbm, a
Takke BbldaBaeMblX (NPefocTaBnseMblX) YMNONHOMOYEHHbIMKW beaepanbHbIMA  OpraHaMyM  MCNONMHUTENBHON
BNacTM [OOKYMEHTOB (CBeAEHWW), yKa3aHHbIX B MyHKTe 12 4yacTum 2 HacToswen cTaTbu, YNONHOMOYEHHbIN
dhedepanbHbIi OpraH UCMOMHUTENBbHOW BNAcTW 3anpalimMBaeT yKa3aHHble AOKYMEHTbl (CBedeHus) B nopsake
MeXXBeAOMCTBEHHOIO MHOPMaLMOHHOIO B3aUMOAENCTBUS.

(yacTb 2.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBblWaoWmMn NATU paboyumx OHEeW CO OHS MPUHATUS yKa3aHHOro B MnyHkTe 1 4vactm 2
HacTosillen cTaTbW 3asBNeHUss U HeobXoAMMbIX [JOKYMEHTOB, YMOSIHOMOYEHHbIN ddeaepanbHbii  opraH
NCMONHWUTENBHON BNacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTHI M LAOCTOBEPHOCTM CBEOEHUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3as8BUTENEM JOKYMEHTAX;

2) NnpMHUMaeT peweHne O npoBedeHUN 3KCNepTu3bl OOKYMEHTOB AJid NoJiydeHUAa paspelleHnsa Ha
nposegeHne KIMHNYECKOro wuccneagoBaHUa JeKapCTBEeHHOro npenaparta Aand MeauumHCKOro rnpmuMmeHeHua wu
3TMYECKON QKCNepTn3bl Unn 06 oTkase B npoBeaeHnn yka3aHHbIX 3KCNepTus,;

3) yBegooMIAeT B C-)J'IeKTpOHHOIZ cbopme U1 Ha 6YMa)KHOM HOCUTENE 3aAaABUTENA O NMPUHATOM peLleHUn
nn6o B Cly4ae NpuHATUA pelleHna 00 oTKa3se Takxke C YKa3aHunem npuynH Takoro oTkasa,

4) noAroTaBnMBaeT 1 HanpaBrseT B 3KCMEPTHOE yYpeXxaeHWe U COBeT Mo 3TWKe 3afJaHue Ha npoBedeHue
COOTBETCTBYHLLMX IKCMEPTHS.

4. B crniyyae BbISIBIIEHUS HEMONHOTHI U (MNIM) HEeOOCTOBEPHOCTM WHOpMauun, coaepawencs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNOSIHOMOYEHHbIN dheaepanbHbIil OpraH WUCMONTHUTENbHOW BRacTu
HanpasnseT 3agBUTENto 3anpoc 06 yToOYHEeHUU ykaszaHHOW uHdopmaumn. JaHHbIn 3anpoc MoxeT ObITb nepeaaH
YNOMHOMOYEHHOMY MpPeaCcTaBUTENIO 3adBUTENS NIMYHO MO PacnuCKy, HanpasneH no noyTe 3akasHbiM MMCbMOM
N1 nepegaH B 3MEKTPOHHON bopMe MO TEeNeKOMMYHMKALMOHHBIM KaHanam cBasn. B cnydae HanpaBneHus
JaHHOro 3anpoca no MoYTe 3akas3HbiM MUCbMOM OH CHMTAETCs MOMYYEHHbIM MO UCTEYEHUN LLECTU AHEN C OaThbl
HanpaBfeHnss 3aKkasHoro nucbma. 3asdBuTenb 0053aH NpeAcTaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro
denepanbHOro opraHa UCMNOMHUTENBHOW BNacTy B CPOK, HE NMpeBbillaloWmMi AeBSHOCTA paboynx gHEn co OHSA
ero nonydeHusi. Cpok, ykasaHHbI B 4acTu 3 HacCTOsiLEen cTaTbW, NPUOCTaAHABMNMBAETCA CO OHS HanpaBneHus
3aaBUTENIO 3anpoca YNorHOMOYEHHOro dheepanbHOro opraHa UCNOMHUTENbHOW BNAcTU A0 OHS MOMyYeHUsa nm
COOTBETCTBYIOLLErO OTBETA M HE YYUTbIBAETCA MpPUM  MWCYUCIIEHMM CpOKa MPUHATUS  YNONTHOMOYEHHbBIM
degepanbHbIM OpPraHoM MWCMOSTHUTENbHON BNACTU peELUeHMs O NPOBEAEHMM 3IKCMEepTU3bl [OKYMEHTOB A4
MofyyYeHns paspelleHMs Ha MpoBedeHUEe KIMHWMYECKOTO WCCreoBaHWs NEeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NPUMEHEHMS.
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

5. OcHoBaHMeM [Afisi OTKasa B MPOBEAEHUM IKCNEepTM3bl AOKYMEHTOB OJ1si MOMyYeHWUs paspelueHust Ha
NMpoBeAeHUe KIMHWYECKOrO WCCRedoBaHWsl NEeKapCTBEHHOrO npenapata Ans MeauUMHCKOrO MPUMEHEHUsST U
3TUYECKON SKCTMepTU3bl SBMAETCA NpeacTaBneHne AOKYMEHTOB, NPedyCMOTPEHHbIX YacTbio 2 HacTosLel cTaTby,
B HEnorHoM oGbeMe, HemnpeacTaBrneHve 3asiBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha yKa3aHHbI B YacTu 4
HacTosILLEelN cTaTby 3anpoc YNonmHOMOYEHHOro dheaepanbHOro opraHa UCNONHUTENbHON BnactTu NMéo oTcyTCTBUE
B MpPEeACTaBlIEHHbIX AOKYMEHTaX MCYeprnbiBaloWero nepeyHsl HeobXoauMon MHGopMauuM Unu MHdopmauuu,
KoTopasi AOMMKHa ObiTb OTpaXkeHa B HKX, a Takke OTCYTCTBME MHcopmauuu, noATBepkaatollein gakT ynnatol
roCygapCTBEHHON MOLWMNWMHBI 32 MPOBEAEHUE STUYECKOM  JKCMepTu3bl, 3KCMepTU3bl [OKYMEHTOB Ha
NEeKapCTBEHHbIA MpenapaT Afs MOMyYeHUs paspelleHVss Ha npoBefdeHMe  KIMHUYECKOro MccrnefoBaHus
nNekapcTBEHHOro npenapaTta Ans MeaWLUMHCKOTO MNPUMEHEHWUs, 3a Bblgayy paspelleHus Ha npoBefeHue
KMUHUYECKOrOo UCCNedoBaHUs JNekapCcTBEHHOTO npenapata Ans MeAULUMHCKOro NMPUMEHEHUs), 3a MpoBeaeHue
9KCMepTU3bl [OKYMEHTOB Ha JleKapCTBEHHbI MpenapaTt [Ofs MONyYeHUs paspelleHus Ha npoBedeHve
MeXOyHapoOHOrO  MHOTOLEHTPOBOMO  KIMMHWYECKOro  UCCredoBaHWs  JIeKapCTBEHHOrO  Mpenapata  [afis
MELMLUMHCKOrO MPUMMEHEHUs, 3a BblJady paspelleHuss Ha NpoBedeHne MeXZyHapOLHOr0 MHOrOLEHTPOBOro
KMUHUYECKOrO WCCREAOBaHUS NEKapCTBEHHOrO npenapata Afs MEeAUUMHCKOro NMPUMMEHEHUs, 3a MpOBeaeHUe
3TUYECKON 3KCMEPTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHBbIV Npenapart AJfs NonyyYeHnusl paspeLueHns Ha
npoBedeHWe MNOCTPErncTPaLMOHHOTO  KIMMHWYECKOTrO  WUCCNedoBaHWs NeKapCTBEHHOro npenapaTta  Aans
MEAMLMHCKOrO NMPUMMEHEHUs, 3a Bbldady paspelleHus Ha NpoBedeHne MOCTPErncTPaLMOHHOMO KIMHUYECKOTo
nccrnenoBaHns NekapCcTBEHHOro npenapaTta Afsi MeAULIMHCKOTO MPUMEHEHUS.

6. MNpoBeneHve 3KCNepTM3bl OOKYMEHTOB AN MONyYEeHUs paspelleHusl Ha npoBedeHMe KITMHUYECKOro
nccneaoBaHMst NeKapCTBEHHOro npenapata Ans MeOuUMHCKOrO MNPUMEHEHUSt UM 3TUYECKOM 3SKCMepTU3bl,
COCTaBIIEHME KOMUCCUEN 3KCMEPTOB M COBETOM MO 3TMKE 3aKIIHOYEHUIA O BO3MOXHOCTU WM HEBO3MOXHOCTU
NPOBEAEHNS TaKoro KIIMHUYECKOrO MWCCefoBaHWsl U HanpaBfieHWe 3TUX 3aKMOYEeHUA B YMNOSIHOMOYEHHbIV
denepanbHbI OpraH UCMOSTHUTENBHOM BNACTU OCYLLECTBNSAOTCA B CPOK, HE MPEBbILAILWNA TpUaLatn paboumx
OHEeNn Cco [OHA NOmMyyvyeHusl SKCNepTHbIM YupexaeHMeM 3afaHus YyNosIHOMOYEHHOro dedepanbHOro opraHa
WCNOSTHUTENBHOW BNACTU C NPUMOXEHWEM AOKYMEHTOB, yKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosLen
cTaTbl, U COBETOM MO 3TUKE 3afaHWUs YNONHOMOYEHHOro defepanbHOro opraHa WCMONTHUTENbHOW BracTu C
NpUNoOXeHNeM JOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 n 9 yactu 2 HacTosLen cTaTby.

7. B cpok, He npesbiwaowmni NATM pabounx gHen co OHA NONydYeHUs 3akmnioyeHun, ykasaHHbIX B YacTu 6
HacTosILLEN cTaTby, YNOSTHOMOYEHHbBIN hefepanbHbIi OpraH UCMONHUTENbHOW BNACTU:

1) ocyllecTBNseT OLEHKY MOCTYNUBLLMX 3aKMOYEeHUA NS onpenerneHns Ux CooTBETCTBUA 3adaHusM Ha
npoBefeH1e COOTBETCTBYIOLLNX SKCMEePTUS;

2) NnpUHMMaET peweHne O Bblaa4vye paspeweHnda Ha npoBegeHne KIMHMYeCcKoro wuccneanoBaHusa
JIeKapCTBEHHOrO npenaparta ana MeagunumnHCKOro npuMeHeHna ninn 00 oTkase B Bblgaye YKa3aHHOro paspeLueHuns;

3) BblAaeT pa3pelleHne Ha nposeneHue KImMHUYeCckoro mccriegoBaHuAa nekapCTBEeHHOro npenaparta and
MeaULIMHCKOIro npuMeHeHuna unn pelueHne 00 oTkase B Bblgaye YKa3aHHOro paspelleHua ¢ yka3aHmem npuymnH
OTKa3a.

8. OcHoBaHMeM Ons oTkasa B Bblgade pas3pelieHna Ha npoBeaeHne KInMHUMYeCKoro uccrenoBaHuda
NlekapCTBeHHOro npenapata Aana MeguunHCKOro npuMeHeHua ABNAeTCA Halnnydme 3akni4eHunAa KOMUCCUU
JQKCNepPTOB WM 3aKN4YeHUA coBeTa No 3TUKE O HEBO3MOXHOCTU MNpoBeaeHuA KIMHU4YeCKOoro wmccrnegoBaHuA
NekapCTBeHHOro npenaparta ana MeguunHCKOro npuMmeHeHuda no pesynbrtataM npoBeAeHHbIX 3KCNepTus,
npeaycMoTpeHHbIX YaCTbio 6 HacTosLen cTaTbu.

9. PeweHve o6 oTKase B MNpPOBEAEHUWN IKCMEPTMU3bl AOKYMEHTOB Afs MOMyYeHWs paspelleHns Ha
npoBegeHne KIMHUYECKOrO MCCRnedoBaHUSA IeKapCTBEHHOro npenapaTta Ans MeaguuMHCKOro NPUMEHEHUS U
3TUYECKON 3KCNEPTU3bI N B Bblaaye paspeLleHns Ha NpoBeAeHNe KITMHUYECKOro UCCeAOoBaHNS NlekapCTBEHHOIO
npenapata Ans MeOWLMHCKOrO MNPUMEHEHWsT MOXeT OblTb 0OxanoBaHO B nopsgke, YCTAHOBIIEHHOM
3akoHodaTenbcTBoM Poccuickon deaepaumm.

Cratbsa 39.1. 3Tnyeckas akcnepTusa
(BBegeHa denepanbHbIiM 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 coxpaHeHus: 26.12.2023

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

1. OTuyeckass aKkcnepTMsa MPOBOAUTCS COBETOM MO 3TWKE, CO34aHHbIM B NOPAAKE, YCTaHOBEHHOM
YMNONTHOMOYEHHbIM  (befeparibHbIM  OpraHoM WCMOMHUTENBHOMW BracTh, B LENsX Bblgayn 3aknodeHuss o6
3TUYECKON OBOCHOBAHHOCTU BO3MOXHOCTM MPOBEOEHUs  KIMHWYECKOrO WCCreaoBaHUs  fekapCTBEHHOro
npenapaTa ans MeguuUHCKOro NpuMeHeHus.

2. JkcnepTammu coBeTa MO 3TWKE MOryT ObITb MpeacTaBUTENW MEAWLMHCKAX OpraHv3auui, Hay4HbIX
opraHusaumi, obpasoBaTenbHbIX OpraHn3auuin Beicllero obpa3oBaHus, a Takke npegcraBuTeny obLeCcTBEHHbIX
opraHuMsaumn, penurmosHbiX opraHu3auui 1 cpeactB MaccoBOM MHgopMaumn. [aHHble 3KCnepTbl HE AOSMKHbI
HaxoauTbCA B KakOM-NMOO 3aBUCUMOCTM OT pa3paboTyMKOB NEKapCTBEHHbIX MNpenapatoB W Apyrvx nuu,
3aMHTEepPECOBaHHbIX B pe3yfibTatax 3TMY4ECKON IKCNepTU3bI.

3. Onnara ycnyr aKcnepToB COBeTa MO 3TUKE OCYLLUECTBMSETCA Ha OCHOBaHWWM OOroBopa, 3aKM4eHHOro
MexXay ynonHOMOYeHHbIM doedeparibHbIM OpraHoOM UCMONHUTENBHON BNAcTu, KOTOPbIM CO34aH COBET MO 3TUKe, U
3KCMEepTOM coBeTa MO 9TUKe, 3a cYeT OKMKETHbIX acCUrHOBaHWW, MNPegyCMOTPEHHbLIX YMNOMHOMOYEHHOMY
hegepanbHOMY OpraHy UCMOSNTHUTENbBHOM BNACcTW, KOTOPbLIM CO3[4aH COBET MO 3Tuke, B dpedepansHoM BropxeTe
Ha COOTBETCTBYHLUMI rof Ha obecrneyeHne ero AesTenbHOCTM, B pasMepax, YyCTaHOBMEHHbIX [paBMTenbLCTBOM
Poccuiickon ®egepaumn.

4. JkcnepTbl coBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon
denepaumn.

5. CoctaB coBeTa MO 3TUKe, NONOXEHWe 006 3TOM COBETE, nopAOoK ero AedtesibHOCTH, Tpe6OBaHVIFI K
KBaJ'IVI(bVIKaU,I/IVI n onbiTy pa6OTbI no 3KCI'IepTHOVI OUeHKe Hay4HbIX, MeAWUUHCKUX WU ITUYECKMX acCrneKkToB
KITMHUYECKMX UCCrenoBaHni NeKapCTBEHHbIX npenapaTtoB And MeguUuUHCKOro npuMeHeHud, npebdaBndemMble K
9KCnepTaM coBeTa Mo 3TUKe, NOoPALNOK OpraHu3auum n nposeneHuna 3TUYECKON 9KCNepTu3hbl, @ogma 3aK4vYeHuns
coBeTa Nno 3Tnke yCtaHaBnMBakOTCA YNOJIHOMOYEHHbIM d)e,u,epaanblM opraHom McnonHuTenbLHon snacTtu. Yncno
I'Ipeﬂ,CTaBI/ITeﬂeVI MeaNLIMHCKNX opransau,wZ HEe MOXeT NnpeBblllaTb MNOJIOBUHY OT obuwero uucna 9KCNnepToB
coBeTa Mo 3TUKe.

6. Mhudhopmauusa o coctaBe coBeTa MO 3TUKE, NMaHax ero paboTbl U TEKyLlen OeaTENbLHOCTM pas3MeLLaeTcs
Ha oduumanbHOM canTe YnorHOMOYEHHOro dpeaepansHOro opraHa UCNonHUTeneHon Bnactu B cetu "UHtepHet"
B YCTaHOBMNEHHOM UM [OPSAKE.

Cratba 40. [lpoBegeHue KIIMHUYECKOrO WCCeAOBaHUA JeKapCTBEHHOro nmnpenaparta Ansa
MeOULUMNHCKOro npuMmeHeHus

1. PykoBoguTenb MeOMUMHCKOW oOpraHusauuun, Kotopas MpoBOAMT  KIMHUWYECKOe uccrnegoBaHue
neKkapCTBEHHOro npenapaTta Ans MeQUUMHCKOrOo NpUMMEHeHWs, Ha3HavaeT uccnegoBaTensi, OTBETCTBEHHOro 3a
npoBedeHne Takoro MCCefoBaHNa U UMetoLero nevyebHyo cneumnanbHOCTb, COOTBETCTBYIOLYHO NPOBOAUMOMY
KMMHMYECKOMY MCCrefoBaHMI0 NeKapCTBEHHOro npenapaTa, co cTaxeM paboTbl MO nporpaMmaM KIMHUYECKNX
nccrnegoBaHUM NeKapCTBEHHbIX MpenapaTtoB He MeHee 4eM Tpu roga M Mno ero npeasiokeHuo HasHavaet
couccnegoBarernen n3 Yucna spadert 3Ton MeanUMHCKOW opraHm3aumu.

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

2. ViccneposaTenb OCyLLECTBNAET BbIOOP NaLUMEHTOB, KOTOPbIE N0 MEAULIMHCKUM MOKa3aHUAM MOTyT ObiTb
NMpuBMeYeHbl K Yy4acTUIO B KNUHUYECKOM WCCMEeAOoBaHWM NeKapCTBEHHOro npenapata ansa MeauLUHCKOro
NPUMEHEHMS.

3. Uccnepnosatens U couccrnenoBatenu OOMKHbI BbiTb O3HAKOMIIEHbI C pe3yribTaTamu OOKMMHUYECKOro
CCreoBaHNs NEKapCTBEHHOIO CpeacTBa, CoaepXalmmmca B GpoLuope uccreaoBarernsi, NPOEKTOM NpoToKosa
KIMUHUYECKOr0 UCCRENoBaHNsA NeKapCcTBEHHOro npenapaTa Ans MeOWUUHCKOro MpuUMeHeHus, paspaboTaHHbIM
pa3pa6OT‘-II/IKOM NleKkapCTBeHHOro npenapara uinM UHbIM LPUOANYECKMM NULIOM, NpUBIieKaeMbiM K opraHusaunum
NPOBEAEHMs KIMMHUYECKOTO MCCrenoBaHUs NEeKapCTBEHHOro npenapaTta Ans MEeOMLMHCKOTO MPUMEHEHUs, U
ApYriMy MaTepuanaMu Takoro UccriefoBaHus.

3.1. PykoBoguTenb MeOUUMHCKOW OpraHmsauum B CPOK, He MpeBblaroWmi Tpex paboumx AHen co AOHs
Ha4vana npoBeAeHnNst KIMHMYECKOro NCCrefoBaHNs NekapCcTBEHHOro npenaparta aAnsa MeanunHCKOro NpuMeHeHuns,
coobLiaeT 06 3TOM B YNOMHOMOYEHHBIN heepanbHbii opraH MCNOMHUTENBHOW BNacTy, BblAaBLUUIA pa3peLLeHme
Ha npoBeJeHWe Takoro UccneaoBaHus, No YCTaHOBIIEHHON UM hopme.
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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 coxpaHeHus: 26.12.2023

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

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHoM OT 29.11.2010 N 313-93)

4. OpraHmsaumm, ocyulecTendawowne opraHmsauuto nposeaeHusA KIMMHUYeCKoro nccnenoBaHuMA
NlekapCTBeHHOro npenapara gna MeanmuuHCKOro npuMeHeHuna M ykas3aHHble B 4acTu 3 crtatbu 38 HacTodLiero
depepanbHOro 3akoHa, B Cryd4ae HeOOXOAMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KIIMHWUYECKOrO
nccrefoBaHUs  NeKapCTBEHHOrO MpenapaTta  Anis  MeOMUUHCKOro npuMeHeHust coobwaloT o6 3Ttom B
YMOSTHOMOYEHHbIN defepanbHbIi OpraH WCMOMHWUTENBHOW BMNAcTW, BblAABLUMIW paspelleHne Ha npoBedeHue
Takoro uccrnenoBaHus, no ycTtaHoBEHHON UM cbopMme.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma coobLeHNs 0 BHECEHUM U3MEHEHUI B NPOTOKON KIMMHNYECKOIro nccrnegoBaHuna nekapCTtBeHHOro
npenapara anda MeanumMHCKOro npuMeHeHnad OOJKHa cogepXaThb criegyrune cBeeHnA:

1) HanmeHoBaHWe, NOeHTUMPUKALNOHHBIA HOMEP U JaTa NPOTOKONa KMMHUYECKOrO UCCeLOoBaHus;
2) fata BHECEHWSI U3BMEHEHWI B MPOTOKOS KIMHUYECKOrO UCCIef0BaHUS;
3) HaMMeHOBaHMe 1 MECTO HaxoXOeHUs 3asBUTENS;

4) HauMMeHOBaHWe oOpraHuW3auuM, MpUBIIeYEHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenaparta kK
opraHusaummn NPoBeAEeHNs KITMHNYECKOro UccrenoBaHns (Mpu Hanuunm);

5) HanMeHoBaHUA N MeCTa HaxoxXaeHnAa MegnumnHCKNX opraHmsauMﬁ, B KOTOPbLIX MPOBOOUTCA KITMHNYEeCKoe
ncenegoBaHne;

6) AaTta Bblayn paspelieHna Ha nposeaeHmne KnmHM4YeCckoro nccnenoBaHmna n HoMep 3Toro paspelleHuns,

7) U3MEHEHUsI, BHOCUMbIE B NPOTOKOS KIMHUYECKOrO UCCreAoBaHUS.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He npesblwarwwuin Tpuguatu paboumx AHEW CO OHSA MNOMyYeHWs yKasaHHOro B 4actn 4
HacTosillel CcTaTbW COOOLLEHMs, YMOSNIHOMOYEHHbIN  dedeparnbHbli  OpraH  WCMNOMHUTENbHOW  BRacTu
paccmaTpuBaeT 3T0 CoOOLLEeHNe B yCTaHOBIEHHOM UM IOPSAAKE U MPUHMMAET peLleHne O BHECEHUMN U3MEHEHWI B
MPOTOKON KIIMHUYECKOro MCCrneaoBaHns fiekapCTBEHHOro npenapata Ans MeAWMUMHCKOro npuMeHeHus unm ob
OTKa3e BO BHECEHMWN TakuxX nameHeHun. [Npy paccmMoTpeHnn coobLLeHns 0 HEOOXOANMOCTN BHECEHUS U3MEHEHUN
B NMPOTOKON KMMHUYECKOro UCCregoBaHUS fieKapCTBEHHOro npenapaTa Ans MeauuMHCKOro NpMMEHeHUs B Liensx
oueHkn 06OCHOBAHHOCTM npedriaraeMblX M3MEHEHUn W onpedeneHus CTeneHW pucka And nNauueHToB,
NPUHUMAKLWUX yd4acTue B  KIMHUYECKMX WCCrefoBaHusX, YMNOMHOMOYEHHbIM  dedepanbHbiM - OpraHom
NCMONHUTENBHON BNacTy MOTyT NPUBIEKaTbCA KCNepTbl COBETA MO 3TUKE.

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

6. KnuHuyeckoe nccnegoBaHue nekapcTBEHHOro npenapata Ans MeguuMHCKOro NpUMEHeHNa MOXeT BbiTb
NMPUOCTaHOBMNEHO WM MPEKpPaLLeHO, ecnn B MPOLLECCe ero NpoBefeHnst obHapyxeHa OMacHOCTb AN >KU3HM,
310pOBbs NMaLMeHToB. B crnyvyae BO3HMKHOBEHWSI OMACHOCTU AN XXMU3HU, 300POBbS NauueHTa, y4acTBYIOLLEro B
KNMMHUYECKOM UCcneaoBaHMU NeKapCTBEHHOro npenaparta Ans MeguuuHCKOro NpUMeHeHud, uccnegosaTtenu
0653aHbl TponHdOopMNpPoBaTh 06 3TOM pyKOBOAUTENS MEAMLIMHCKOM OpraHM3auny 1 opraHusauuio, NosyuYnBLLYIO
paspeLueHne ynonHOMOYEHHOro geaepansHoOro opraHa MUCMOMHUTENbHOW BracTW Ha opraHnsaumio npoBefeHuns
KNMUHNYECKOrOo WCCNeAOBaHUSA NeKapCTBEHHOro npenaparta. PelleHne O NpUMOCTaHOBNEHUN KIMHMYECKOrO
uccrnefoBaHUs  fiekapCTBEHHOro npenapata Ans MeguuUMHCKOro MPUMEHEHUA MNpUHUMMaloT  pykoBoOAUTESb
MeaMLMHCKON opraHusaumm u (Mnun) opraHnsaums, nonyynsLlasa paspelleHre ynonHOMOYeHHoro deaeparnsHoro
opraHa MCMOMHUTENbHOW BRacTW Ha OpraHM3auuvio NpoBefeHUs KIMHUYECKOro UccneoBaHus NnekapCTBEHHOro
npenapaTta Ana MeauUMHCKOro MPUMEHEHUS, pelleHne O MpekpalleHun Takoro uccrnegoBaHus npuHUMaeT
YMNOSTHOMOYEHHbIV dhefeparnbHbii opraH WUCMOSHUTENbHOW BAAcTM Ha OCHOBAHWM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBoOUTENS  MEOMUMHCKOW  OpraHvMsauuMuM  Wnu  opraHusaumsi, nofyuvvBlIas  paspeLleHune
YNOMHOMOYEHHOro dhejepanbHOro opraHa UCMNONHUTENBHOW BNACTN Ha OpraHn3aumio NpoBeAeHUs KITMHUYECKOro
nuccnegoBaHMs NekapCcTBEHHOro npenaparta Ansg MeguuuHCKoro npuMeHeHus.

7. B cpok, He npesblwalwmi natu pabodmx AHEeMm CO OHA 3aBeplleHus, MPUOCTAHOBMEHUSA UMK
npekpaLleHnss KNMHUYeCKoro uccnenoBaHWs IeKapCTBEHHOro npenapara Afs MeguLMHCKOTO NPpUMEHEeHUs,
coobuieHne o6 9TOM HamnpaBnsieTcs oOpraHuM3auMsMy, ykasaHHbiMM B 4actu 3 craTbu 38 HacTosero
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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 coxpaHeHus: 26.12.2023

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

CDe/J,epaanoro 3aKoHa, B YI'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanblVl opraH NCMOSHNTENBHOW BRacTu no yCTaHOBﬂeHHOPI

nm QDOQMG.

8. d)opma coobLeHuns o 3aBepLieHnn, NnpnocTaHoBIIEHUN NN NpeKpalleHnn KNnMHU4YeCKoro nccnenoBaHuaA
JNIeKapCTBEHHOrO npenaparta aAna MeguumnHCKOro npuMeHeHna AormkKHa cogepKaTtbh:

1) MHdOPMaLMIO O MEOULIMHCKON OpraHM3aumMmn Unu MeOuUMHCKMX opraHusauusix, NpoBOAMBLUNX OaHHOE
nccneaoBaHue;

2) onuncaHue AaHHOro UCCreaoBaHus;

3) paHHble uccrnegoBatena (pamunuga, uMsi, OTYECTBO, MeECTO paboTbl, 3aHMMaeMasi [LOITDKHOCTb,
cneumanbHOCTb, CTax paboTbl MO nporpaMmMaM KIMHWYECKUMX WCCNeaoBaHWA JekapCTBEHHbLIX NpenapaTtos,
nepeyveHb KIMHUYECKMX NCCNELOBaHMIN NIEKAPCTBEHHLIX NPenapaToB, B KOTOPLIX OH MpUHMMan y4acTtune (nepuogbl
y4yacTusl) B Ka4ecTBe 1ccrieqoBaTens Unm comccrnenoBaTtens);

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT AaHHOrO WCCneAoBaHUSA (3aBeplueHMe, MPUOCTaHOBMEHWE UMM NpeKkpalleHue OaHHOro
nccrnefoBaHUs C ykasaHMEM WX MPUYMH UM BIUSIHUMS Ha OLIEHKY €ero pesynbTaToB, OOy OLIEHKY pucka W
OoXugaemon nonb3bl OT MPUMEHEHUS UCCNEedyeMOro JNeKapCTBEHHOrO npenapaTa, a Takke npeanoniaraemble
JanbHerwmne geNcTeus).

8.1. lNpu BbIABNEHUN heaepancHbIM OPraHoOM UCMOSNHUTENBHOM BIacT, OCYLLECTBASIOWMM OYHKLUUN No
KOHTPOIIO 1 Haf30py B cdhepe 34paBOOXpPaHEHUS, HapyLEeHWI NpaBua Hagnexawen KNMHUYECKon NpakTukn npu
NpoBedEeHUN KIMHUYECKOro MWCCreaoBaHUsA feKapCTBEHHOro npenapara, BAWAIOWWX Ha MOMHOTY U (Unu)
AOCTOBEPHOCTb AAHHOr0 KIMHWMYECKOrOo WCCNedoBaHWs, YKasaHHbln defepanbHbii OpraH MCMOSHUTENbHON
BMacTy MnpuoCTaHaBNvMBaeT MpPOBeAeHNe [AaHHOro KIMHUYECKOrOo WCCNedoOBaHWs W BbIHOCUT MeOWLMHCKOW
opraHu3auum, B KOTOPOW MPOBOAMTCA [OaHHOE KIMHUYeCcKoe uccrnegoBaHve, npegnucaHve ob ycTpaHeHun
BbISIBMEHHbIX HapyweHun. [lpu HeycTpaHeHMU MeOMUMHCKOW OpraHM3aumMen BbISBIEHHbIX HapyleHun B
YCTaHOBMEHHbIM B NpeanvMcaHnun CPoK ykasaHHbI dpefepanbHbld opraH UCMOMHUTENbHOW Bractu npuHMMaeT
peLleHne O NpekpaLleHny NPOBeAEHNs KIMHUYECKOrO NCCefoBaHMs NiekapCTBEHHOro npenaparta 1 HanpaenseT
B (bedepasnbHbIi opraH WCMOSIHUTENbHOW BRacTW, OCYLLECTBASIOWMA PyHKUMN No BbipaboTke M peanusauuu
rocyAapCTBEHHOW MOMAWUTUKUM W HOPMAaTUBHO-MPABOBOMY pEerynupoBaHWio B cdhepe 30paBOOXpaHeHus,
3aKnyeHne O BbISBIIEHUM NPW MPOBEAEHUW [AaHHOrO KIMHWYECKOTO WCCNedoBaHWs HapylleHun npasun
Haanexallenh KIMHUYECKOW NPaKTUKM ANs NPUHATUS pelleHns ob OTMeHe paspelleHWs Ha opraHu3auuio
NpoBeAEHUs AaHHOIO KNMHUYECKOro UCCNeaoBaHus ¢ AaThl NPUHATUSA peLlleHns O NPUOCTaHOBAEHUN NPoBeaeHNS
KMMHMYECKOro nccnefoBaHns NekapcTBEHHOro npenapara.

(yactb 8.1 B pea. PenepansHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNonHOMOYeHHbIV dhedeparnbHbIi opraH UCNONHUTENBHOW BriacTu onybnukoBbiBaeT M pasMellaeT Ha
cBoeM ocmumansHom cante B ceTu "MHTepHeT" coolllieHne O 3aBeplleHuMu, NPUOCTAHOBIEHUM WA
npekpaweHnn KIMHUYECKOro MCCrefoBaHUsl fiekapCTBEHHOrO npenapaTta Anis MegUUMHCKOTO MPUMEHEHUs B
CPOK, HE MpEeBbILALWLMIA NATU paboynx AHEN CO OHS ero NONy4YeHUs, B yCTAHOBIIEHHOM UM MOPSAKE.

10. YNOnMHOMOYEHHbIN deaepanbHbii OpraH UCMONMHUTENBHOM BNAcTW OCYLLECTBNSAET BedeHue peecTtpa
uccriegoBaTtenen, NPoBOAAWMX UMW NPOBOAMBLUMX KNMHUYECKUWE UCCNEedoBaHWUS NEKapCTBEHHbIX MnpenapaToB
ONA MEONLMHCKOrO NPUMEHEHUS], B COOTBETCTBUU C YTBEPXKAEHHBIMM MM OpaBMIIaMU U pa3MeLLaeT ero Ha CBOEM
ohuymnanbHoMm carnte B cetu "WHTepHeT" B YCTaHOBNEHHOM UM [opaake. YKasaHHblA peecTp CcoaepxuT
MHdOpMaLMIo, NPeSYCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacToALLEN CTaTbu.

11. OTyeT 0 pesynbTaTax KMAMHUYECKOrO MCCNeaoBaHWs NekapCTBEHHOro npenapata Ang MeauumnHCKOro
NPUMEHEHMS COCTaBMSIETCA opraHu3aumen, ykazaHHon B YacTn 3 ctaTbn 38 HacTosiwero ®egepanbHoOro 3akoHa,
Ha OCHOBaHWM 3aKIIIOYEHUA MEOULMHCKUX OpraHvM3auui, NpoOBOAMBLLMX 3TO UCCNEefOBaHWe, U NpeacTaBnseTcs B
YNOSTHOMOYEHHbIN dhefeparnbHblid OpraH WCMNOMHUTENbHOM BracTW, BblAaBLUMK paspelleHne Ha npoBefeHue
9TOro nccriegoBaHud, B CpokK, He npeBb|ma+ou.|.v||7| Tpex MecdueB CO AHA ero 3aBepLueHnd, npnocrtaHoBneHna unu
npekpalleHua, B nopdake, yctaHoBJ1€HHOM YNOJTHOMOYEHHbIM (bep,epaanblM opraHom MCNONMHUTENBHOW BNAcTW.

12. HapyweHne npaBun Hagnexawlenh KrIMHUYEeCKOW MpakTuky, danbcudukaumsa pesynbTaToB
KIMMHUYECKOrO MCCreaoBaHusl NIEKApPCTBEHHOIO npenaparta Ansg MeamuMHCKOro NMpUMEHEeHMs BReKyT 3a cobomn
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHOoA4aTeENbCTBOM Poccunckon ®egepaumn.
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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 coxpaHeHus: 26.12.2023

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

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

13. lMpn npoBedeHMM KIMHMYECKOrO WCCNEeaoBaHMSA JEKapCTBEHHOro npenaparta ans MeauumHCKOro
NpMMeHeHus Jonyckaetcs 3abop Yy nauMeHToB ©Ouonornyeckux matepuanoB (obpasubl Buonornyeckmx
XNOKOCTEN, TKaHeN, CEKPETOB U MPOAYKTOB XU3HEAEATENbHOCTU YenoBeka, PU3nonormyecknx U NnaTonornyeckux
BblOENEeHNI, Ma3koB, COCKOOOB, CMbIBOB, MMWKPOOPraHM3moB, OMOMCUMIHBLIA MaTepuan) Ans WX WU3y4YeHus B
Poccunckon ®egepauun n (unn) 3a npegenamm Poccunckon egepaumu.

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

14. Mopsanok BBo3a B Poccuiickyto ®depepaunto u BbiBo3a 3a npegensl Poccuiickon depepaumm
BGUONOrNYecknx maTtepuarnos, MOMYYEHHbIX MPW MNPOBEAEHUM KIMHWYECKOrO WCCNEAOBaHUS NEKAPCTBEHHOIO
npenapara ans MeavuuHCKOro npuMeHeHusi, yctaHasnueaetcst MpasutenbcteoM Poccuiickon ®epepauun.

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

Cratbsa 41. [loroBop 0 NpoBeAeHUN KITMHUYECKOro UccreaoBaHUA NieKapCTBEHHOro npenapara Aansa
MeaULMHCKOro NpUMeHeHUs

1. KnuHunyeckoe nccnegosaHune JIeKapCTBEHHOrIo npenaparta ana meanumnHCKoro rnpuMeHeHnAa npoBognTcad
B COOTBETCTBMW C OOroBOpoM O npoBedeHUn KIMMHUYEeCKOro uccrieqoBaHUA IeKapCTBEHHOro npenapara Aand
MeOULUMHCKOIro npuMmeHeHund, 3aknoy4yaemMbiM mexay opraHmsaumeﬁ, I'IOJ'Iy'~II/IBIJJeI7I pas3pelieHne yrnosIHoMo4YeHHOoro
cbe,u,epaanoro opraHa MCMONHUTENbHOW BNacTn Ha opraHu3auuio npoBefeHuna TaKoro wuccrnegoBaHuAa, U
MeANLMHCKOM opransaumeﬁ, OcyLLI,eCTBHQIOLLI,eﬁ npoBegeHne Takoro nccrnegoBaHns.

2. [oroBop 0 NpoBedeHUN KMMHUYECKOro UCCreaoBaHus rnekapcTBeHHOro npenapata ans MeOuLMHCKOro
NPUMEHEHWs1 OMKEH coaepX)aThb:

1) ycnosusa U CpOKK npoBeaeHna 0aHHOro nccnenoBaHuA;

2) onpegeneHve o6WeNn CTOMMOCTM MNpPOrpaMmbl [OAHHOrO MCCrefoBaHWst C  yKasaHMem CyMMbl,
npeuHasHaqarou.l,eMCQ Ang BbiNNaT nccrnegoBartesiam, concecrnenoBaTendam,

3) onpegenexHve GOpMbl NpeAcTaBlieHNss pPe3ynbTaToB [AaHHOMO WCCNeAoBaHWs B YMOSIHOMOYEHHbIV
deaepansHbI opraH NCNOSHUTENBHOW BNacTMu.

Cratba 42. ®PuHaHcoBOe obecneyeHue KIIMHUYECKOro UCCrenoBaHUA JNieKapCTBEHHOro npenapara
Ans MeAULIMHCKOro NpUMeHeHuUs

durHaHcoBoe obecneveHne KITMHUYECKOro MUccrnenoBaHus JleKapCTBEHHOro npenapara anda mMmeguumHCKoro
NPMMEHEHNA OCYLLLEeCTBIAETCA 3a CYeT.

1) cpeacTB hefepansHoro GrooxeTa;

2) cpedcTB opraHusauuii, MOSyYMBLUMX paspeLleHWe Ha OopraHuM3auuvilo  MpOBeAEeHUs  [AaHHOro
nccrnenoBaHns, B COOTBETCTBUU C YCNOBUAMM JOroBOpa O ero NpoBeaeHUN;

3) nHbIX He 3anpeLLeHHbIX 3akoHoaaTenbLcTBOM Poccuiickon ®enepauum MCTOHHUKOB.

Crtatba 43. MpaBa NauMeHTOB, y4YacTBYHWOLUMX B KIIMHMYECKOM MUCCrefoBaHWM JieKapCTBEHHOro
npenaparta AnsA MeAULMHCKOro NpMMeHeHus

1. Yyactve nauMeHToOB B KIIMHUYECKOM UCCnenoBaHumn neKkapCcTBeHHOro npenapara anda MmeguuuHCKoro
NPUMEHEHNA ABNAETCA ﬂ,OGpOBOJ‘IbeIM.

2. MauuneHT unu ero 3akoHHbIN NpeacTaBuTenb JOMKEH ObITb MHOPMMPOBAH B MMCbMEHHOW (hOopMeE:

1) O JeKapCTBeHHOM npenapate AOnda MeguumnmHCKoro npuMeHeHunAa wu  CyWHOCTU  KIMMHUYeCKOro
ncenenoBaHUA 3TOro JiekapCTBEHHOIo npenapara,

2) o 6e30macHOCTVM feEeKapCTBEHHOro npenapata Ans MeAULMHCKOro NPUMEHEHUs!, €ro OXuagaemomn
3(pHEKTUBHOCTU 1 CTEMNEHM PUCKa A1 NALUEHTA;
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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 coxpaHeHus: 26.12.2023

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

3) 06 ycrnoBusx y4yacTusi mauMeHTa B KIIMHWYECKOM MWCCIeqoBaHUM JieKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NPUMEHEHUS;

4) O uenn vnn uenax n npogoJiKUTENTIbHOCTU KIMTMHUYECKOIro MccriegoBaHUA JNEKapCTBEHHOIO npenaparta
anda megmumMHCKOro npuMeHeHu4;

5) o gencTBusAX nauueHTa B criyyae HenpeaBuaeHHbIX 3A(PEKTOB BNNSHUSA NEeKapCTBEHHOrO npenapara
ANg MeAULMHCKOro NpMMEeHeHNs Ha COCTOSIHUE ero 340pO0BbS;

6) 06 ycrnoBusix 0683aTeNbHOro CTPaxoBaHWS XXU3HW, 340POBbS NALNEHTa;

7) O rapaHTnax KOH(*)I/Ip,eHLI,MaJ'leOCTI/I y4yactua nauneHTta B KIMHN4YeCKkoOM nccnenoBaHnm nekapCTtBeHHOoro
npenaparta gna meamunHCKoro npuMeHeHuns.

3. D,O6pOBOJ'II:HO€ cornacuve nauueHta Ha y4dactue B KIIMHUYEeCKOM uccrieqoBaHnUnM nekapCTtBeHHOro
npenaparta gnda MeguMuunHCKOro npuMeHeHua noateepXgaeTcAa ero noanucbio Unn nognmcbo ero 3akKOHHOro
npencraBuUTenNA Ha MH(*)OpMaLI,I/IOHHOM JINCTKe nauneHTa.

4. MNauMeHT UnM ero 3akoHHbI MpeacTaBuTeNnb MMEET MPaBo OTKasaTbCA OT Y4acTUs B KIMUHUYECKOM
nccrnenoBaHUM nekapcTBEHHOro npenaparta Ansa MeAMUMHCKOTO NMPUMEHEHUs Ha NoBon CTaaun npoBeaeHUs
TaKoro nccrnegoBaHus.

5. MNpoBeaeHne KIMHNYECKOTo UCCrefoBaHUS NeKapCTBEHHOMO Npenaparta Anst MegUUMHCKOro NPUMEHEHUS
C y4YacTMeM B KadecTBe NauMeHTOB AeTel 4oMyCcKaeTCs TONbKO C Corflacnsa B NMMCbMEHHOM hopme nx poauntenen,
ycbiHOBMTENEN. [leTn MoryT paccMaTpuBaTbCs B Ka4yeCTBE MOTEHUManbHbIX MauWMeHTOB Takoro uccrnenoBaHus,
TONMBbKO €ecrnv ero npoBedeHMe Heobxoaumo Ans  YKpenneHus 300poBbs  AeTerd Unu  NpodUnakTuKu
NMH(EKUMOHHBIX 3aboneBaHWii B OETCKOM BO3pacTe nMbO ecnu Uenbi Takoro MWCCeAoBaHus SBMSIETCS
nony4YyeHne OaHHbIX O Hauny4llen JO3MPOBKE FNIekapCTBEHHOrO npenapara Anis nedyeHus aeten. B atux cnydasx
TakoMy MCCNeAoBaHWI0 OOIMKHO MPeALecTBOBaTh KNMHUYECKOE UCCedoBaHMe NekapCTBEHHOro npenapara ans
MEOULMHCKOTO NMPYMEHEHNS Ha COBEPLLUEHHOMNETHUX rpakgaHax, 3a UCKITHYEHNeM Cry4yaeB, eCnu nccrnegyembin
NeKkapcTBEHHbIN NpenapaTt Ans MeAULMHCKOrO NPUMEHEHNA npegHasHayYeH 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 MaumeHTOoB:

1) OeTen-cnpoT n AeTen, ocTaBumnxcsa 6e3 nonevyeHnss poautenen;

2) xeHWwmnH B nepuod GepeMeHHOCTU, XEHLWMUH B nepuog rpyaHOro BCKapMIMBaHMUSA, 3a WCKINIOYEHUEM
cny4daeB, eCcni nNpoBOoAUTCA KIMMHUYEeCKOe uccrenoBaHue nekapCTBeHHOro npenaparta, npeaHasHa4YeHHOro and
YyKa3aHHbIX JXEHLUMH, MPpU YCNOBMU HEOOXOAMMOCTU MOMyYeHUst MHPOPMaLMM TONMbKO BO BpeMs MpPOBeAeHMs
COOTBETCTBYHOLUMX KIMHWUYECKUX WUCCIEQOBaHUN U MPUHSATUS BCEX HEOOXOAMMbIX MEp MO WCKMYEHUo pucka
HaHeceHUsi Bpeaa XXeHLWuHe B nepnos 6epeMeHHOCTH, XEHLLMHE B NEPUOA rPYAHOIO BCKapMIMBaHUs, nNioay wunm
pebeHkKy;

3) BOEHHOCNyXallUMX, 3a WUCKMOYEeHWeM clydyaeB NPOBEAEHWs  KIMHUYECKOro  UCCreaoBaHust
NeKkapcTBEHHOro npenaparta, crneuuanbHo pa3paboTaHHOro ONs NMPUMEHEHUs B YCIOBUAX BOEHHbIX OeWCTBUN,
YypesBblYalHbIX CUTyauui, NPOUNaKTUKL 1 revyeHnss 3aGoneBaHnii U NopakeHWn, NoNyYeHHbIX B pesyrnbTaTte
BO3AEVCTBMS  HeBnaronpusaTHbIX XUMWYECKUX, Buonornyeckux, paguaumoHHbiX dakTopoB. KnuHuyeckoe
nccrnenoBaHWe Takoro NekapcTBEHHOro nperapaTta MOXEeT NPOBOAWUTLCA C y4YacTUeM B KavecTse nalMeHTOB
BOEHHOCNYXalllMX, 33 WCKIIOYEHUEM BOEHHOCMYXKaLUMX, MNPOXOAALMX BOEHHYI CryxBy Mo npusbiBy, C
cobniogeHem TpeGoBaHWUi, YCTAHOBMEHHbIX HacToAWMM deaepanbHbiM 3aKOHOM B OTHOLLEHUW TpaXAaHCKMX
nvu,

4) cOTPYOHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBaKOLLMX HAaKasaHNe B MecTax NnueHus ceobobl, a Takke NL, HaXOAALWMNXCA NoL CTpaxeii B
CnencTBeHHbIX U30NATOpax.

www.consultant.ru Crpanuua 79 n3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=170097&amp;date=26.12.2023&amp;dst=100027&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

7. ﬂ,OI'IyCKaeTCFI npoesegeHne KrnnHnM4eckKoro nuccrnegoBaHna nekapCcTtBeHHOoro npenapara ana megmunHCcKoro
npuMeHeHnd, npeaHasHa4yeHHOro ana nevyeHma ncuxmveckmnx 3aboneBaHui, ¢ yqyacTtnemM B KaydecTtBe naumneHToB
nmy ¢ ncmxudeckumu  3aboneBaHusIMU, NPU3HAHHbIX HegeecnocobHbiMM B nopanke, YCTaHOBIIEHHOM
3akoHogaTenbLcTBoM Poccuinckon CDe,qepau,MM. KnnHnyeckoe nccnegoBaHue NeKapCTBEHHOIO npenaparta B 3TOM
Ccny4ae npoBoOAUTCA NMpn Hann4ynm corrnacua B NUCbMEHHOWN (bopme 3aKOHHbIX ﬂpe,D,CTaBI/ITeJ'IeIZ YKa3aHHbIX nnul.

Cratba 44. OO6GsAs3aTtenbHOe CTpaxoBaHME XW3HW, 340POBbA MNaUMeHTa, Yy4YacTBYHWLUEro B
KINMUHMYECKOM MCcCclefoBaHUM NleKapCTBEHHOTO nNpenapara AnA MeauLMHCKOro NPMMeHeHUs
(B pen. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

1. OpraHu3auus, nony4ymBlUasi paspeLleHne Ha opraHM3auuio NPOBEAEHUS] KIMHUYECKOro UccrenoBaHus
nekapcTBEHHOro npenaparta Ans MeAuUMHCKOro NMpUMeHeHusl, obsidaHa B KavyecTBe CTpaxoBaTensl cTpaxoBaTtb
PUCK NPUYMHEHWS Bpeda XW3HW, 300POBbI0 NaLMeHTa B pesynbTaTe NpoBeAeHMs KIMHUYECKOTO UCCNefoBaHus
NeKapcTBEHHOro npenapaTta Ans MeOULMHCKOrO MPUMMEHEHWs 3a CBOW CYeT MyTeM 3akMiouveHusi Aoroeopa
ob6sA3aTEeNbHOro CTPaxoBaHus.

2. Ob6bekToM 0643aTENbHOrO CTpaxoBaHuA ABIAETCA I/IMyU.J,eCTBeHHbIVI MHTEpEeC nauneHTa, CBSI3aHHbIN C
npnynHeHnem Bpeda ero XuW3HM unn 3O0poBbHO B pesyribTaTe npoBeaeHUda KIMMHUYeCKOoro uccriegoBaHuAa
JleKapCTBEeHHOro npenaparta gnda MeanumMHCKoro npuMeHeHus.

3. CTanOBbIM cnyydyaem no p[orosopy obsi3aTenbHOro CTpaxoBaHNA ABNAEeTCA CMepTb MauuneHta wunn
yxXygweHume ero 340poBbd, B TOM 4UCIe BIeKyulee 3a cobon yCTaHOBJ1I€HNE WHBaNMMOHOCTU, NpPU Haln4dnum
I'IpVI‘-IVIHHO-CJ'IG,CI,CTBGHHOVI CBA3N MexXay HacTynfieHnem 3TOoro cobbITnsa 1 yqyactnemMm naumeHta B KIMHU4YECKOM
ncecnenoBaHMM NekapCTBeHHOro npenaparta.

4. Tpe60|3aHM;| O BO3MeELWleHN Bpeaa, NpU4NHEHHOIo Xn3Hn Ui 300pOBblo NauMeHTa, NpeabABnATCA B
Te4yeHne CpoKkoB WNCKOBOW OaBHOCTH, YCTAHOBJI€HHbIX rPpa*KOaHCKUM 3aKOHOAATENIbCTBOM.

5. Paamep ctpaxoBow BbinnaTtbl N0 4OroBOpYy 06s13aTE€NBHOIO CTPaxoBaHWs COCTaBMSET:

1) B Cliydae CMepTun nadumeHTta ABa MUIITTMOHa py6nel7| Ha KaXaoro nauveHTta, y4yacTtBOBaBLUEro B
KIMMHNYEeCKOM nccrneanoBaHUn nekapCTBeHHOro npenapara,

2) Npu yXyAweHun 300poBbs NauyeHTa:

a) NnoBnekwem 3a coboli yCTaHOBIEHWEe MHBANMAHOCTY | rpynnbl, OAMH MUIITIMOH NATLCOT ThicsY pybrein Ha
Kakaoro nauueHTa, y4acTBOBaBLIEro B KMMHUYECKOM UCCreqoBaHnM NekapCcTBEHHOro npenapara;

6) noenekwem 3a cobol ycTaHOBNeHWe WHBanuaHocTu |l rpynnbl, oAMH MWANWOH pyGnel Ha Kaxmgoro
nauueHTa, y4acTBOBaBLUEro B KIMHWYECKOM UCCIe4oBaHUM NIEKapCTBEHHOIO Npenapara;

B) nosnekwem 3a cobow yctaHoBneHuwe uHsanugHoctu Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxgoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM UCCNEeAOBaHWUM NIeKapCTBEHHOrO npenapara;

r) HE NOBJEKLWEM 3a cCODON yCTaHOBNEHNSI MHBANMOHOCTK, He Boree YyeM TpucTa TbicaY pyorer Ha Kaxaoro
nauMeHTa, Yy4yacTBOBaBLUErO B KIMHUMYECKOM WCCnedoBaHWM NeKapCTBEHHOrO npenapaTta, ucxoas w3
HOPMaTUBOB, OTPa)KaloLMX XapakTep M CTENeHb NOBPEXAEHMS1 300POBbs, @ Takke (DaKTUYEeCKU MOHECEHHbIX
NMauMeHTOM pPacxOAOoB, BbI3BaHHbLIX MOBPEXAEHMEM 300POBbS, Ha MELMUUHCKYD MOMOLLb, MpuobpeTeHne
neKkapCcTBEHHbIX NpenapaTos.

(nn. "r" B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-03.

7. CpOK aoroesopa obsi3aTenbHOro CTpaxoBaHNA HE MOXeT OblTb MeHee, 4eMm CPOK npoBeneHusd
KINMMHNYEeCKOro nccrneagoBaHmaA JieKkapCTBEHHOIo npenapara.

8. Ycnosus norosopa 0bs3aTenbHOro CTpaxoBaHud, B TOM 4YUCIre CTpaxoBble Tapl/ld)bl no o6ﬂsaTeanomy
CTpaxoBaHuio, nepeveHb HeobxoauUMbIX OOKYMEHTOB A51d OcCyLlecTBlieHus CTanOBOVI BblMf1aThbl, MOpPAAOK
yCTaHOBI€HUA cTpaxoBaTernem nHamemayarnibHoOro VI,CI,eHTI/I(bVIKaU,I/IOHHOFO Koaa nauneHTa, nopAanoK
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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 coxpaHeHus: 26.12.2023

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

MHOPMUPOBAHMSA  CTpaxoBaTeENeEM CTPaxoBLUMKAa O TMPUBIIEYEHHBIX K  KIIMHWYECKOMY WCCIEeOOBaHUI0
niekapCTBEHHOro npenapata AN MeAWLMHCKOro NpUMEHEHWs naumMeHTax, NopsaoK ynnatbl CTPaxoBOW npemMuu,
NopsiAoOK peanuaauun onpeaeneHHbix HacTtosawmm PegeparnbHbiM 3aKOHOM U APYTMMN dpedeparnbHbIMU 3aKOHaMU
npaeB u o06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTernbHOr0 CTpaxoBaHUSA, a Takke HOPMAaTMBbl, OTpaXawline
XapakTep M CTeneHb MOBPEeXOeHUs 340pOBbsl, YCTAHABMMBAKTCA TWUMOBLIMW _NpaBuiamu 00a3aTenbHOro
CTpaxoBaHwus1.

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

9. B cnyyae npuyYnHeHna Bpeda XU3HM NnauuneHTa, ydYacTtBoBaBLUEro B KIMHUYECKOM WUCCenoBaHUu
JleKkapCTBeHHOro npenaparta, BbIFO,El,OI'IpI/IO6peTaTeJ'IF|MVI no goroeopy obsa3aTenbHoro CTpaxoBaHUA ABNAKOTCA
rpaxgaHe, uMerwuime npaBo Ha BO3MelleHMe Bpeaa B Criydae CMepTu KopMuiibla B COOTBETCTBUU C
rpaxgaHCKMM 3aKOHOAATEeNNbCTBOM, MNPU OTCYTCTBUM TaKUX rpaxdgaH - poavuTenu, cynpyr, OAeTh ymepLuero
nayneHTa, y4YactBoBaBLUEro B KITIMHUYECKOM WUCCNenoBaHUM JieKapCTBEHHOro npenaparta, B Cliyd4ae CMepTu
nauyneHTa, y4yacTtBoBaBLUEero B KIMHWYECKOM WUCCnegoBaHMM J1eKapCTBEHHOro npenapata WU He uMmeBLlero
CaMOCTOoATENbHOINro Aoxoda, - rpaxgaHe, Ha WXAUBeHUM KOTOPbIX OH Haxoawuncd, B OTHOLUEHUW BO3MelleHUA
pacxoooB Ha norpe6eHV|e nauyneHTa, y4yacTtBoBaBLUEro B KIIMHWYECKOM WccnegoBaHuUn JIekapCTBeHHOro
npenaparta, - nmuo, NnoHecLlee Takme pacxoabl.

10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLLErO B
KMUHUYECKOM WCCReaoBaHMM NeKapCTBEHHOro npenaparta, pacrnpeaensetca mexay BbirogonpuobpeTtatenamu
NPONOPLMOHANbHO UX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTynfieHNM CTPaxoBOro Cryyas MauMeHT, Y4acTBOBaBLUMIA B KIMHUMYECKOM WCCredoBaHum
neKkapcTBEHHOro rnpenaparta, BbirogonpuobpeTatent BrpaBe MNPeAbsABUTb HEMNOCPEACTBEHHO CTPaxXOBLUUKY
TpeGoBaHne O BO3MeLLeHUU MNpuunHeHHoro Bpeda. CTpaxoBasi BbiMnata OCYLLIECTBMSAETCA CTPaXOBLUMKOM B
TeyeHne TpuauaTM AHENW Co OHA NpeacTaBneHns HeobxoOuMbIX OOKYMeHTOB. [auueHT, y4acTBOBaBLUWUIA B
KMMHUYECKOM WCCreaoBaHUM NEeKapCTBEHHOro npenapaTta, Wnu BbirogonpuobpeTtatens o06s3aH coobLWnUTL
CTPaxoBLUMKY AN OCYLLECTBIIEHUSI CTPaxXoBOW BbiNnaTbl MHANBUAYANbHbIA MOEHTUMVKALMOHHLIN Ko NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTerieM B COOTBETCTBMU C TUNOBLIMY NpaBuiamy o6si3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpepeneHna pasmepa noagnexaiwero so3aMeleHUo Bpega CTpaxoBLUMK NO 3aABE€HUI0
nauyneHTa, y4yacteBoBaBLUero B KIMHUYECKOM uUCCNenoBaHUM JeKapCTBEHHOro npenapara, Wiy 3adaBleHUHo
BbIFO,D,OFIpMO6peTaTeﬂ$| BrnpaBse OCyLeCTBUTb 4acCTb CTanOBOVI BbiNiaTbl, COOTBETCTBYHLLYIO (baKTM‘-IeCKI/I
OI'IpGﬂ,GﬂEHHOVI YacTun NpnYNHEHHOro Bpeaa.

13. CtpaxoBasa Bbinnata B COOTBETCTBUM C AOrOBOPOM 06SA3aTE€NbHOrO CTPaxOBaHUA OCYLLECTBASETCS
He3aBMCMMO OT BbIMMaT, NPUYUTaIOLLNXCS MO APYrUM Buam CTpaxoBaHUS.

14. He ponyckaeTcsi y4acTve nauueHTa B MPOBEAEHUM KIMHWYECKOrO WCCNEeAoBaHWsl IeKapCTBEHHOO
npenapaTta npu oTCYTCTBMM AOroBopa 0643aTenbHOro CTpaxosaHus.

15. KoHTponb 3a UCMoNHeHMEM OpraHv3auuein, nonyyvBlIei paspelleHne Ha opraHu3auuio NpoBedeHus
KMMHUYECKOTO WCCMEeAoBaHMs feKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUs), YCTaHOBMEHHOM
HacTosiLeln cTaTbelt 06553aHHOCTM MO 06513aTENbHOMY CTPAXOBaHMIO XXM3HW, 300POBbS NaUMEHTa, Y4acTBYIOLLEro
(yyacTBOBaBLIErO) B  KNMHWYECKOM  WCCMEAOBaHWM  NEeKapCTBEHHOro  npenaparta,  OCyLLecTBseTcs
YNONMHOMOYEHHBLIM (hbefiepanbHbIM OpraHoM UCMOMHUTENIbHOW BRacTW, BblAABLUMM paspelleHne Ha NpoBeaeHue
KIMUHUYECKUX UCCMENOBaHWIN NeKapCTBEHHbIX NpenapaToB AMs MEAULMHCKOTO NPUMEHEHMS.

Mnaea 8. NTPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPECTB
Cratbsa 45. Ipon3BoAcTBO NeKapCTBEHHbIX CPeAcTB

1. Npon3sBoacTBO NEKapCTBEHHbIX CPEACTB AOIMKHO COOTBETCTBOBaTL TpeboBaHMSM NpaBui Haanexallen
NPON3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YNONMHOMOYEHHbIM eaeparnbHbIM OpraHoM WCMOMHUTENbHOM
Bnactu. OcobeHHOCTM nepexofa MNpPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMsIMM NpaBuUIT  HaAnexawern MNpou3BOACTBEHHON MPaKTUKU YyCTaHaBMBaKOTCS
MpaBsutenbctBom Poccuiickon depepaumn. Bblgaya  3akmno4eHUMn O  COOTBETCTBMM  MPOM3BOAUTENS
neKkapcTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen NPon3BOACTBEHHON MPAKTUKM OCYLLECTBNAETCH No
pesynbTataMm WHCMNEKTUPOBAHUA NPOU3BOAMTENEN NEeKapCTBEHHbIX CPeacTB B Mopsake, YCTaHOBMEHHOM
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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 coxpaHeHus: 26.12.2023

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

MpasutensctBoMm Poccuiickon Pepepaumn. Pasvmep nnatbl 3a Bblgayy 3aknioyeHMss O COOTBETCTBUM
Npon3BoOUTENS NEKAapCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBun Hagnexalwen MNpou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmBaeTca [lpaButenbctBoM Poccuitickon @depgepaumn. [lopagok opraHusaumMmM U NpoBefeHus
WHCNEKTMPOBAHNS MNPOU3BOAMTENEN IEKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusM npaBun
Haanexallen NpoM3BOACTBEHHON NPaKTMKK ycTaHaBnmBaeTcs lNpasutensctBom Poccuiickon deaepaumn.

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-d3, o1 22.12.2014 N 429-03)

2. Npon3BOACTBO NeKapCTBEHHbIX cpeacTB B Poccuiickon ®enepaumm ocyLLeCcTBSETCA NPON3BOANTENSIMM
NEKaPCTBEHHbIX CPEACTB, MMEKLMMU NIMLEH3NIO Ha NPOU3BOACTBO NEKAPCTBEHHbIX cpeacTB. [MoarBepxaeHue
COOTBETCTBMS NULEH3MaTa npaswnam Hagnexailen npou3BOACTBEHHON MPAaKTUKU OCYLLECTBMSETCS B paMKax
NNLIEH3MOHHOIO KOHTPONA B COOTBETCTBMM C 3akoHodaTtenbcTtBoMm Poccuiickon ®epepauumn ¢ yyeTom
0CODEHHOCTEN, YKa3aHHbIX B 4acTu 1 HAacCToSALEN 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 MEeOMLMHCKOro NpUMEHEHUS
N MHCNEKTMPOBaHNS CyObLEKTOB ODpalleHNsi NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TPpeboBaHUSM MpaBuil
Haanexallen Npov3BOLACTBEHHOW NPaKTUKM befepanbHbid OpraH MCMOSTHUTENBHOW BACTU, OCYLLECTBMASHOLMNA
rocy0apCTBEHHYI0 PEermcTpaumio JieKapCTBEHHbIX MpenapaToB ANs MEeOULMHCKOro MpUMEHeHUs, npeocTaBnseT
deanepansHOMY  OpraHy WCNOMHUTENBbHOW  BRacTu, OcyllecTBhnsawweMy deaepanbHbli  rocy4apCTBEHHbIN
NNLEH3VNOHHBIA  KOHTPOSb OEeATENbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB AN MeAMUMHCKOro
NPUMEHEHNs, MO €ro 3anpocy B pamkax MeXBeAOMCTBEHHOMo MHOPMALMOHHOIO B3aMMOAENCTBMSA B NOpAAKe,
YyCTaHOBMNEHHOM defepanbHbiM  OpraHoM WCMOMHUTENbHOW BRAacTW, OCYLUECTBASKOLWUM  NULEH3UPOBaHUE
NPOM3BOACTBa JEKAPCTBEHHbIX CPEACTB AN MEeAMUMHCKOrO MpUMEHEeHUus, U dedepanbHbiM  OpraHoM
NCMNOMHUTENBHOW BacTW, OCYLLECTBASIOLINM rOCy4apCTBEHHYO PErMCTPauMio fiekapCTBEHHbIX NpenapaToB Ans
MEOWLMHCKOTO MPUMEHEHMUS, CBEOEHUS O JeKapCTBEHHbIX CPEACTBax, YyKasaHHble B 4Yactm 5 cratbn 18
HacToswero defepanbHOro 3akoHa, B TOM YuCre B Criyyae, ecriv TakMe CBEAEHMSI COCTaBISAIOT KOMMEPYECKYHO
TanHy.
(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM OT 14.07.2022 N 311-93)

3. [pou3BOACTBO JEKApCTBEHHbIX CPEACTB  OCyllecTBnsietcd C  cobniogeHveM  TpeboBaHui
NPOMBILLITIEHHOTO perfnaMeHTa, KOTOPbI YTBEPXKOAETCS PYKOBOAWUTENEM MPOM3BOAUTENS NEKAPCTBEHHbIX
CPEeACTB M BKMOYaeT B ceba nepeyveHb UCNONb3yemblix hapMaueBTUYECKUMX CyOCTaHLMN M BCMOMOraTerbHbIX
BELLECTB C yKasaHWEM KONMYECcTBa KaXdoro M3 HWUX, AaHHble 00 ucrnonb3yeMoM 00opyaoBaHUM, OnucaHue
TEXHOIOorM4YecKoro npouecca U MeTo0oB KOHTPONSI Ha BCeX aTanax NpPou3BOACTBA NleKapCTBEHHbIX CPEACTB.

4. lpn npousBoACTBE feKapCTBEHHbIX MpenapaToB AN MeOUUMHCKOTO MPUMEHEHUS MCMOoNb3yTCs
dapmaueBTMyeckme cybCTaHuMM, CBedeHUs O KOTOpblIX COoAepXaTtcd B rocygapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeAcTB ANS MEOMUMHCKOrO MNPUMEHEHUs U (UNu) eguHoOM peecTpe 3aperncTpupoBaHHbIX
nekapCTBEHHbIX CpeacTB EBpa3suimckoro 3KOHOMMYECKOrO COH3a, 3a WCKIYEHUEM  hapmaueBTUYECKNX
cybCcTaHuun, npov3BOAMMBIX S MPOBEAEHUst KIMHUYECKUX WccrefoBaHui u (Mnu) gns akcnopta. [lpwm
NPOM3BOACTBE NEKAPCTBEHHbIX CPEeACTB OJ19 BETEPMHAPHOIO MPUMMEHEHUS UCMONb3YHTCH (hapmaueBTUYecKkne
cybcTaHuun, cBefeHnss O KOTOPbIX codepXxaTcd B rocygapCTBEHHOM peecTpe NeKapCTBEHHbIX CpeacTs And
BETEPVMHAPHOro NPUMEHEHUs, 1 (MNK) rocyaapCTBEHHOM peecTpe fekapCTBEHHbIX CPeACTB Ans MeAMUUHCKOro
NPUMEHEeHUs, N (MnnM) edVHOM peecTpe 3aperMcTpUpOBaHHbIX BETEPUHAPHBLIX NEeKapCTBEHHLIX MpenapaToB
EBpasniickoro akOHOMMUYECKOro Cot3a, U (MnNn) eaMHOM peecTpe 3apermcTpMpoBaHHbIX JIEKAPCTBEHHbLIX CPeacTB
EBpasniickoro 9KOHOMUYECKOrO COH3a, 3a UCKMYEeHEM (hapMaLeBTUYECKMX CyOCTaHUMIA, NPOM3BOAMMbBIX AN
NpoBeAeHNs KITMHUYECKMX UccrneaoBaHun u (Mnu) anga akcnopTta. K npoueccy nponsBoacTea hapmaueBTUYECKON
cybcTaHuum oTHocATCA Ntobble cTagum TEXHOMOMMYECKOro npoLecca, NO3BOnsoLWwme nomny4mMTs rOTOBbIV NPOOYKT,
cooTBeTCTBYOWMNA TpeboBaHnaM drapMakonenHon ctatbi, B TOM yucne epmeHTaumns, SKCTPaKLuUs, o4mcTKa,
BbleneHne, nepekpucrannusauusi, BbiCylUMBaHUe, nsmenbveHve. B cnyvyae HeoGXoaMMOCTWM MCMONb3OBaHUSA
3TWMOBOrO cnupta, B TOM u4ucre dapMaLeBTMYeckon cyOGcTaHuMM chnvpTa 3TWoBOro (3TaHomna), npu
NPOM3BOACTBE JIEKAPCTBEHHBIX CPEACTB B KayecTBe AEWCTBYHOLLEro U (Mnv) BCMOMOraTenbHOro BeLlecTBa, a
TakKe B MHbIX TEXHOJIOTMYECKMX LeNsX OOSMKHa ObITb MCMONb3oBaHa TOMbKO hapmaueBTudeckas cybcTaHums
crnvpTa 3TMMOBOro (3TaHon).

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-93, o1 27.12.2019 N 481-®3, ot
24.07.2023 N 341-93)

4.1. [epeyeHb reKapCTBEHHbIX MpenapaTtoB AN MEeAMUMHCKOTO MPUMEHEHWsl, B OTHOLUEHUM KOTOPbIX
ycTaHaBnuBalTCA TpeGoBaHNA K OGbeMy Tapbl, YNakoBKE W KOMMMEKTHOCTW, MepeyYeHb NeKapCTBEHHbIX
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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 coxpaHeHus: 26.12.2023

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

npenapaToB Ans BETEPMHAPHOro NPYMeHeHNs], B OTHOLLIEHMM KOTOPbIX YCTaHaBnvBatTca TpeboBaHus Kk ob6bemMy
Tapbl, a Takke IpeboBaHud K OObeMy Tapbl, YNakoBKE M KOMMMEKTHOCTM feKapCTBEHHbIX MpenapaToB Ans
MEOWLMHCKOrO MpuMeHeHus, TpeboBaHua K ob6bemy Tapbl NEKapCTBEHHbIX MpenapaToB AN BETEPUHapHOro
NMPMMEHEHUs1  oMpedensalTcs  COOTBETCTBYWOLUMMW  YNOMHOMOYEHHbIMW  dbedepanbHbIMM - OpraHamm
MCnonHMTENbHOW BNacTu B Dopadke, yctaHoneHHoM [Mpasutensctsom Poccuitckon ®egepauun.

(vacTb 4.1 B peq. ®enepansHoro zakoHa oT 14.12.2015 N 374-93)

4.2. OpraHunsaumm, OCyLIeCTBNAKLME NMPON3BOACTBO (hapMaLeBTUYECKOM CyOCTaHLUMM cnmpTa 3TUITOBOro
(3TaHona) ons Npou3BOACTBA CNUPTOCOAEPKALLMX NEKAPCTBEHHBLIX NpenapaToB, 00653aHbl OCYLECTBNATL YYET B
nopsigke, yctaHoBneHHoMm cratbamu 8 n 14 ®PepgepanbHOro 3akoHa oT 22 HosA6psa 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa W obopoTa  3TUMNOBOrO  CNMpTa,  ankoronbHOW U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTtpebneHus (pacnuTust) ankoronibHOM npoAyKumun”.
MpoussoactBo hapmaueBTUYECKOW CyOCTaHUMM civpTa  3TWUIOBOrO  (3TaHora) [JOoMyckaeTca  TOMbKo
opraHu3aumen, OCyLLeCTBSIoWEeN NPOU3BOACTBO PEKTUMMKOBAHHOIO 3TUITOBOIrO CNvMpTa M3 MULLIEBOTO CbIpbS Ha
OCHOBaHMN NNLIEH3MM Ha MPOM3BOACTBO 3TUIIOBOrO CNMpTa ANs NpoM3BOoACTBa hapMaueBTU4eckon cybcTaHumum
cnupTa 3TUNOBOro (3TaHomna) B COOTBETCTBMM C TpeboBaHusMmm PefepansHOro 3akoHa ot 22 Hosbpsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHuMu Mpou3BoAdcTBa M 0b6opoTa STUMOBOrO CNMpTa, ankKorofbHOM U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTpebneHus (pacnuTust) ankoronibHOM npoAaykummn”,
METOAOM pa3BeeHMs BOAOW OYMLLIEHHOW TaKoro 3TUIOBOrO cnupTta, MPOU3BeAEeHHOro JAaHHOW OpraHuM3auunent no
MECTY OCYLLECTBIIEHNSI NPOM3BOACTBA hapMaLleBTUYECKON CyOCTaHUMM cnvupTa 3TUIOBOro (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PepepanbHOro 3zakoHa oOT
27.12.2019 N 481-03)

4.3. WHgmBugyanbHble npegnpvHMMaTeny W IOpUNYECKME §uua, OCYLLEeCTBASAKLWNE 3aKymnky W
ucnonb3oBaHve ¢apmaueBTUYecKon CyOoCTaHUMM chnvpTa 3TUMITOBOrO (STaHomna), a Takke Mpou3BOoACTBO,
N3roToBreHne n (Mnu) obopoT (3a WCKIYEHMEM PO3HWYHOM MPOAAKKW) CNUpTOocodepXalux NeKkapCTBEHHbIX
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 rocynapcTBEHHOM perynmpoBaHnM NPOM3BOACTBA U
obopoTa 3TUMOBOro CNMpTa, arkorofbHOW M CNUPTOCOAEPXKaLlen npodyKumMm n o6 orpaHnyeHun noTpebneHus
(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 [OoMnycKaeTcs
ncrnonb3oBaHMe nNpPou3BedeHHbIX ANd  peanu3auun  dapmMaueBTUHEeCKUX CYOCTaHUMA, BKIIOYEHHbIX B
rocyAapCTBEHHbIN peecTp fekapCTBEHHbIX CPeACTB YNOMHOMOYEHHbIM deeparnbHbiM OPraHoOM UCMOSTHUTENbHOW
BMacTu, OCYLLECTBSALWMM BeAeHNEe rOCYyAapCTBEHHOro peectpa feKkapCTBEHHbIX CPeACTB ANS MeAULMHCKOro
NPUMEHEHMS.

(4acTb 4.4 BBegeHa PepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)

5. 3anpellaeTcsa NPoOU3BOACTBO:

1) nekapCTBEHHbIX CpPeAcCTB, CBeAEeHUS O KOTOpbIX HEe CoAaepxaTcd B rocygapCTBEHHOM peecTtpe
nekapCTBEHHbIX CpeAcTB AN MEeQUUMHCKOro NpUMEHeHusl, u (Mnu) rocyfapCTBEHHOM peecTpe eKapCTBEHHbIX
CpeacTB Ansi BETEPUHAPHOrO NpUMEHeHusl, u (Unv) e4MHOM peecTpe 3aperncTpUpPOBaHHBLIX fEeKapCTBEHHbIX
cpeacTB EBpasniickoro aKOHOMMYECKOro co3a, 1 (MNn) eAMHOM peecTpe 3apermcTpupoBaHHbIX BETEPUHAPHbIX
neKkapcTBeHHbIX npenapaToB EBpasninckoro 3KOHOMUYECKOro COl3a, 3a MCKIIOYEHNEM NeKapCTBEHHbIX CPEeACTB,
NPOU3BOAUMbIX A1 NPOBEOEHUS KIMMHUYECKNX NCCRneaoBaHniA Unu Ans aKcnopra;

(n. 1 B pea. PegepanbHoro gakoHa ot 24.07.2023 N 341-93)

2) banbcndrUMPOBaHHBIX TEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NULIEH3NM Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) J1eKapCTBEHHbIX CpeacTB C HapyweHuem npaBuil opraHunsaunn npon3BoAcCTBa U KOHTPONA Ka4vecTBa
J1eKapCTBEHHbIX CPpeaCTB;

5) ytpatun cuny. - ®egepanbHbiin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocodepPXalMX FEeKapCTBEHHbIX MpenapaToB MO MECTY OCYLLECTBMEHMS MPOU3BOACTBA
hapmaueBTUYECKON CyBCTaHLMKM cnupTa 3TUNOBOrO (3TaHona) 1 (MnM) No MECTy OCYLLECTBMEHMS MPOM3BOACTBA
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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 coxpaHeHus: 26.12.2023

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

3TUMNOBOIO CNUPTA;
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-93)

KoHcynbTaHTlntoc: npumeyaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 cT. 14.1 ®3 ot 22.11.1995 N 171-®3 nsnoxeHa B HOBOW
pegakumn, Hopma 0. 1.1 c1. 14.1 ctapou pegakuum ®3 cooTBeTCTBYET HOpMe M. 2 cT. 14.1 HOBOW pedakuuun.

7) dapmaueBTMyeckon cybcTaHuuMM chnvMpTa  STUMIOBOro (dTaHona) W (MnM)  CnMpTOCOAEepKalmx
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeXHOMormyeckom obopyaoBaHuMM AnS NPOM3BOACTBA 3TUNOBOMO
cnupTa, ykasaHHoM B OyHkTe 1.1 ctaTteun 14.1 depgepanbHoro 3akoHa oT 22 Hos6psa 1995 roga N 171-93 "O
rocygapCTBEHHOM  perynupoBaHMM  nNpou3BoAcTBa KM obopoTa 3TWNOBOTO  CAMPTa, ankorofbHOW U
cnupTocoaep allen npogykumm n o6 orpaHmyeHnn notTpebneHuns (pacnmuTns) ankoronbHOW NpoayKuun'.

(n. 7 BBegeH depeparnbHbiM 3akoHOM 0T 27.12.2019 N 481-93)

6. MNpn BBOOE NEKAPCTBEHHbIX CPEACTB B rpakgaHCKuiA OOOPOT YMOSTHOMOYEHHOE FMLO NPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLLECTBNAET NOATBEPXKOEHNE COOTBETCTBUS NEKAPCTBEHHbLIX CPeacTB TpeboBaHNAM,
YCTAHOBMEHHbIM MPU KX TFOCY4apCTBEHHOW perncrpaumm, U rapaHTUpyeT, 4YTO JleKapCTBEHHble CcpeacTea
npousBeneHbl B COOTBETCTBUM C TPEOOBAHUSMI NpPaBUN HaANeXallen NponM3BOACTBEHHON NPAKTUKN.

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

7. YNONMHOMOYEHHbIM §MLUOM MPOM3BOAMTENS FEKAapCTBEHHbIX CPEACTB £BNAeTCA ero paboTHWK,
aTTeCTOBaHHbIN B YCTAHOBIIEHHOM YMNOMHOMOYEHHbIM ddeeparibHbiM OPraHoOM UCNOMNHUTENBHOW BNAacTu Nopsake
N MmelWwnn ctax paboTbl He MeHee YeM NATb feT B obnactM NpousBOACTBA U (MNM) KOHTPOMS KayecTBa
neKapCTBEHHbIX CPeACTB, Bbicluee obpa3oBaHMe COOTBETCTBEHHO NO OAHOW M3 cneumanbHOCTEN 1 (UNn) OgHOMY
N3 HanpaBfieHU NOAroToBKWU: Bmonorus, BUOTEXHONOIMA, BETEpPMHApPUs, BeTepUHapHO-CaHNTapHasa aKCrnepTuaa,
KNMMHWYeckas MeguumHa, paguaumnoHHas, xuMmmyeckas n buonormyeckas 3awmra, dapMauns, pyHaameHTanbHas
MeguumHa, Xumuyeckast TEXHOMNOrns, XuMusi.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

8. lNMpoussogutenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHnem chapmaueBTUYeckon cybctaHuum cnvpTa
3TUNOBOro (3TaHoma) MOryT OCYLWECTBNATL NPOoOaXy JeKapCTBEHHbIX CPeACcTB WM nepegaBaTb UX B
YCTaHOBMNEHHOM 3akoHodaTenscTBoM Poccuickon denepaunm nopsigke:

(B pea. PenepanbHoro gakoHa ot 29.07.2017 N 278-$3)

1) ApyrMM Npon3BoanTENSAM NEKapCTBEHHbIX CPEACTB ANA NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
2) opraHv3saunsiM ONTOBOW TOProBNW NeKkapCTBEHHLIMW CPeACTBaMu;

3) anTeyHbiM  OpraHuM3auusiM, BeTEepUHapHbIM  anTeYHbIM  OpraHusauusM,  MHAWBWUAYaNbHbIM
npegnpuHMMaTensM, MMELWMM JNULEH3N Ha (apMaueBTUYECKYl0 AeATenbHOCTb WNN  NULEH3NO  Ha
MEeOULMHCKYI0 OeSTEeNbHOCTb;

4) Hay4HO-MCcCcneaoBaTENbCKAM OpraHU3aUusiM Ans HayYHO-UCcCcnenoBaTenbCckon paboThl;
5) MeaULMHCKUM OpraHn3aumsam 1 BeTePUHapPHbIM OpraH13auusiM;

6) opraHuMsauuMsmM W MHOMBMAYamnbHbIM  NPearnpuUHUMAaTEnsM,  OCYLLECTBMSIOWMM  pas3BedeHue,
BblpalLMBaHNE N CcodepPXKaHNE XKMBOTHbBIX (3@ UCKITIOMEHNEM NPOAAXKN UM hapMaLeBTUYECKMX CyOCTaHLMIA NN NX
nepegayn);

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ncnbiTaTenbHbIM nabopatopuam (UeHTpam), NPOBOAAWMM UCTbITaHUS B 0O6nacTn KOHTPONs KadyecTsa
neKapCTBEHHbIX CPeACTB, akkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHodaTensctBom Poccuiickon degepaunm 06
aKkKkpeauTauuy B HaLMOHAamNbHOW CMCTEME akkpeauTaumm.

(n. 7 BBeaeH ®egepanbHbiM 3akoHoM oT 04.08.2023 N 428-$3)

9. MpowussoanuTenu apmaLeBTUYECKON CyGCTaHLUMKU CnnpTa 3TUNOBOro (3TaHona) o6sA3aHbl OCYLLECTBNATb
peanu3aumMio (nepegady B YCTAHOBMIEHHOM 3akoHodaTenbcTBOM  Poccuiickonn depgepauuy  nopsiake)
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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 coxpaHeHus: 26.12.2023

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

hapmaLeBTMIeckon cybcTaHLuMM cnvpTa STUITOBOrO (3TaHoMa) NPOM3BOAUTENSAM FeKapCTBEHHbLIX CPEACTB ANs
NMPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACcTB, NPOM3BOAMTENAM (M3rOTOBUTENAM) MEOUUMHCKUX UW3genui ans
NpoOn3BOACTBA M M3rOTOBMIEHUS] MEOULMHCKUX M3OENUA B €MKOCTsIX obbemom He Oonee 1 nuTtpa u (unu) He
meHee 1000 nMTpoB, a OpraHM3auusM, ykasaHHbIM B MyHKTax 3 - 5 u 7 yactm 8 HacToswen ctatbu, B Tape
obbemoM He bonee 1 nuTpa.

(vactb 9 BBegeHa ®depepanbHbiM 3akoHoM oT 29.07.2017 N 278-93; B pen. PepeparnbHbiXx 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93, ot 04.08.2023 N 428-93)

10. Peanusaums (nepegada B yCTaHOBMEHHOM 3akoHodaTenbcTBom Poccuiickon depepaumm nopsgke)
dapmaueBTMyeckon cybcTaHuMM cnupta 9TUNOBOrO  (dTaHomna) opraHuM3aumMsM  OMTOBOWM  TOProBnu
nekapCTBEHHbIMW CPeACcTBaMM He JOoMycKaeTcs.

(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. lepeBo3kn apmaueBTMYECKO CcybCTaHUMM cnvpTa 3TUNOBOrO (3TaHoMa) OCYLECTBNATCA C
cobntogeHnem TpeboBaHUn, yCTaHOBMNEHHbIX ab3alemM YeTBepTbiM NyHKkTa 3 cTatbn 9 deaepanbHOro 3akoHa ot
22 Hosi6pst 1995 roga N 171-®3 "O rocygapCTBEHHOM perynmpoBaHMM NPou3BOACTBa M 0b6opoTa 3TUIOBOMO
cnupTa, arnkorofibHOM W CAMPTOCOAEPXKALLUEA NpoaykuMm K 06 orpaHuMdeHun noTtpebnenus (pacnuTus)
arnkoronbHOW NpoayKuun”.

(vacTtb 11 BBegeHa deaeparnbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Crtatbs 46. MapkupoBka nekapcTBeHHbIX CpeaAcTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKMIYEHMEM NEKapPCTBEHHbIX MNpenapatoB, W3roTOBMNEHHbIX
anTe4yHbIMU opraHusaumsmu, BETEPUHaPHbLIMM anTeyvyHbIMU opraHusaumnsmu, NHAVBUAYaNbHLIMU
npegnpyHMMaTens My, UMEKLUUMA TNULEH3NI0 Ha dapMaueBTUYECKYlD OesTenbHOCTb, AOMKHbl MOCTynaTb B
obpalleHne, ecnu:

1) Ha MX NepBMYHOW YNaKoBKe (3a MCKIOYEHWEM MEPBUYHON YNAKOBKWA NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWIO YMTaeMbIM LWPUEPTOM Ha PYCCKOM $3blke YyKas3aHbl HavMMeHOBaHWE NeKapCTBEHHOro
npenaparta (MexayHapodHOe HenaTeHTOBaHHOe, WNW TPYNnMPOBOYHOE, WM XUMWYECKOe, WM TOproBsoe
HavMeHOBaHune), HoMep cepuu, AaTa BbifMycka (AN MMMYHOBOMONOIMYECKMX fleKapCTBEHHbIX NpenapaTtoB), CPOK
rogHOCTU, A03MPOBKA UMK KOHLEHTpauus, o6beM, akTMBHOCTb B eAnHMLAX OENCTBUSA UMW KONMYECTBO A03;

(B pea. PenepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha X BTOPWUYHOM (NOTPEOMTENbLCKOM) YyNakOBKE XOPOLIO YMTAEeMbIM LIPUATOM Ha PYCCKOM N3blke
yKka3aHbl HAMMEHOBaHME NEKAPCTBEHHOIO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMK IPYNNMPOBOYHOE,
WUNM XMMUYEeCKoe W TOProBOE HaMMEHOBaHWS), HauMeHOBaHWEe MNPOU3BOAMTENS JEeKapCTBEHHOro npenaparta,
HoMep cepwuu, pfata Bbinycka (4N  UMMYHOOMOMOTNMYECKUX NEKapCTBEHHbIX MpenapaToB), HoMep
PEerMcTpaunoHHOro YOOCTOBEPEHWUS, CPOK FOAHOCTM, CNOCcob NMpUMEHEHUS, 4O3UPOBKa MU KOHLEHTpauusi, 06beM,
aKTMBHOCTb B eAnHMLAaX OeACTBUsSE MO0 KONMYECTBO [03 B YNAaKOBKe, NIeKapCTBEHHast hopma, YCrnoBuUst OTnycka,
YCIOBMS XpaHeHWsi, npegynpeanTernibHble Haanmcu.

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYECKME CyOCTaHUMM OOSMKHBI MOCTynaTh B oOpalleHne, ecnu Ha MX NEPBUYHOM YyNakoBKe
XOpOLLO 4YMNTaembiM LIPUEPTOM Ha PYCCKOM si3blke yKa3aHbl HavMMeHoBaHue hapmaueBTuyeckon cybcrtaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOe, WU TPYNMUPOBOYHOE, WM XUMWYECKOE UM TOProBOE HaMMEHOBaHMS),
HauMeHoBaHMe npoussoanTenst apmaueBTU4EeCcKOn CyOGCcTaHLuMM, HOMEp Ccepunm U1 Jata W3roTOBMEHUS,
KONMMYeCTBO B YNAKOBKE U eOUHULbI UBMEPEHMS KONMYECTBA, CPOK FO4HOCTM M YCNOBUSI XpaHEHUS.

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

3. JlekapcTBeHHble cpencTBa B KayeCTBE CbIBOPOTOK AOIBKHbI MOCTynaTb B OOpalleHue C ykasaHueMm
)KMBOTHOTO, U3 KPOBW, Mria3Mbl KPOBW, OPraHOB M TKAHEN KOTOPOrO OHU MOSTyYeHbI.

4. Ha BTOpUYHYlO (NOTPebUTENbCKYI0) YNAaKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJTyYEHHbIX U3 KPOBU, NiasMbl
KpOBW, OpraHoB M TKaHeW 4enoBeka, OOMKHa HaHocUTbCcA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbIA aHTUrEH BMpyca renatuta B otcyTcTBytoT".

5. Ha nepBuuHylo ynakoBKY W BTOPWYHYIO (NOTPEGUTENLCKYH) YNakoBKy paavodapMaLeBTUYeCcKmX
NEeKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK PaauaLMOHHON OMacHOCTM.
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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 coxpaHeHus: 26.12.2023

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

6. Ha BTOpMYHYytO (MOTPEOUTENBLCKYI0) YNAKOBKY FOMEONaTUYECKMX JTEeKAPCTBEHHbIX MPenapaToB AOJMKHA
HaHOCUTbCA Hagnuck: "MomeonaTuyeckmin®.

7. Ha BTOpuuYHyto (NOTPeOUTENBLCKYD) YNakoBKYy NEKapCTBEHHbLIX PaCcTUTENbHbIX MpenapaTtoB AOMkKHa
HaHocuTbCA Hagnuek: "MNpoaykumsa npoluna paguaunoHHbI KOHTPOrb".

8. Ha nepBuyHyl0 ynakoBKy (ecrnvm Ans 3TOro CywlecTBYyeT TeXHUYeckas BO3MOXHOCTb) U BTOPUYHYHO
(NoTpebuTenbCKylo) yNakoBKy JIEKapCTBEHHbLIX NpenapaToB, NpegHa3Ha4YeHHbIX ANnst KIMHUYECKUX NCCneaoBaHun,
[OMmKHa HAHOCUTbCA Haanuck: "Ona KNMMHUYECKNX nccneaoBaHuin”.

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

9. YnakoBka NneKkapCTBEHHbIX CPeACTB, NpeAHa3HaYeHHbIX UCKIIOYUTENBHO OIS 3KCnopTa, MapkupyeTtcs B
COOTBETCTBMU C TPEOOBaHNAMU CTpaHbI-UMMNOpTEPA.

10. Ha TpaHcnopTHyl Tapy, KOTopasl He npefHasHadeHa ans notpebutenei m B KOTOPYH MOMELLEHO
NEKapCTBEHHOE CPEACTBO, [AOJPKHA HAHOCUTLCA MHGOPMaUUs O HaMMEHOBaHUKW, Cepun JeKapCTBEHHOro
cpencTtBa, daTte BbiNycka, KOMMYeCcTBe BTOPUYHBLIX (MOTPEeBMTENbCKMX) YNakoBOK NEKapCTBEHHOro CpeacTsa,
npoussoguTene nekapCTBEHHOro CpeacTBa C ykazaHMeM HauMeHOBaHUS U MEeCTOHaXOXAEHUs npou3BoanTens
nekapCcTBEHHOrO cpeacTea (agpec, B TOM 4ucrne cTpaHa M (MnvM) MecTo NpOM3BOACTBA JfeKapCTBEHHOMO
cpencTtea), a Takke O CPOKE FOAHOCTU NIEKAapCTBEHHOrO CpefAcTBa M 00 YCMOBUSIX €r0 XpPaHEHUs U NepPeBO3KM,
HeobxoaMMble NpedynpeanTenbHbIe HAAMUCK U MaHUNYTIATOPHbBIE 3HAKM.

11. Ha nepBuYHYl0 yNakoBKy M BTOPUYHYIO (MOTPEeBUTENbCKYIO) YMNAKoBKY NEeKapCTBEHHbIX CpeacTB Ans
BETEPMHapHOro NpYMEHEeHUs OOMKHa HaHOCUTLCA Haanueb: "[na BeTepuHapHOro NpMMeHeHns".

12. Ha BTOpUH4Hyt0 (NoTpebutenbckyo) ynakoBKy fiekapCTBEHHOMO npenapaTta HaHOCUTCS LUTPUXOBOW Kog,.

naea 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUUCKYIO ®EOEPALUIO N BbIBO3 NNIEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOU ®EOEPALIUUN
(B peqn. PepepanbHoro zakoHa ot 06.12.2011 N 409-03)

Ctatba 47. lMopsigok BBO3a nekapcTBeHHbIX cpencts B Poccuickyro ®Pepepaumio U BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccumnckon Pegepauumn
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1. BB0O3 nekapcTtBeHHbIX cpeacTts B Poccuiickyto ®enepaunio ocyLecTBsAeTCs B NOpsaaKe, YCTAHOBIIEHHOM
MpaButenbctBoM Poccuiickon depepaummn, B COOTBETCTBUN C TaMOXEHHbIM 3aKOHOAATENbLCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33C (aanee - TamoxXeHHbIN coto3) u (Mnun) 3akoHogaTenbcTBOM Poccuiickon depepaumm o
TaMOXXeHHOM Jene.

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

KoHcynbTaHTlnoCc: npumeyaHue.

o 31.12.2023 poccuicKuM MPOU3BOAUTENSM pPaspeLleH0 B YBEAOMUTENbHOM nopsioke BBO3UTb He
BHECEHHbIE B peecTp hapMaueBTU4eckme cybcTaHuun O BETEPMHAPHOIO NMPUMEHEHMUS A5 NPOU3BOACTBA
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpencTB ([locTtaHoBnenue Mpasutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyto ®depepaumto rekapcTBeHHble CpeAcTBa [OOMKHbl copepaTbCs B
rocyapCTBEHHOM PEECTpE fekapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-3, o1 27.12.2019 N 462-03)

3. Honyckaetca BB03 B Poccuiickylo depnepauumio KOHKPETHOW NapTuM 3apermcTpupoBaHHbIX WU (Unu)
HEe3aperMcTpUpoOBaHHbIX  FIeKapCTBEHHbLIX CPEACTB, MpedHasHa4yeHHbIX AONS  NpPOBEeAEeHUsT  KITMHUYECKMX
NCCrefoBaHUM  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3SKCMEpPTU3bl feKapCTBEHHbIX CPEeACTB AN
OCYLLECTBNEHUS FOCYAAaPCTBEHHOW perncTpaumm nekapCTBEHHbIX NMpenapaToB Uy AN okasaHus MeauUMHCKOW
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspeLlleHusi, BblgaHHOro
YNOMMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMOMIHUTENBHOM BNACTU NO 3asiBMIEHUSAM NUL, YKa3aHHbIX B CTaTbe
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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 coxpaHeHus: 26.12.2023

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

48 Hactosiuiero denepanbHOro 3akoHa. PaccMoTpeHue Takoro 3agdBNeHWUss U MPUHATUE peLLeHUs O Bbiaade
paspeLleHnsi Ha BBO3 KOHKPETHOW NapTUKU 3aperMcTpMpoBaHHbIX U (MNN) HE3APErNMCTPUPOBAHHbIX IEKAPCTBEHHbIX
cpeacTtB, npefHasHadeHHblX Afs NPOBeOeHUst KIMHUYECKUX WCCRedoBaHUM feKapCTBEHHbIX NpenapaTtos,
MPOBEAEHUS 3KCMEPTU3bl JEKAapCTBEHHbIX CPEACTB ANs OCYLECTBMEeHUs rOoCydapCTBEHHOW peructpaumm
NeKapCTBEHHbIX NPenapaToB UnW ANs oKasaHUsi MegMUUHCKON NMOMOLLM MO XKM3HEHHBIM NOKa3aHWsIM KOHKPETHOMO
naumeHTa nnbo ob oTkase B Bblgade yKasaHHOrO paspelUeHusi MPOU3BOASATCA B CPOK, HE MPEBbILLAIOWMA NATY
pabouunx aHen. MNnaTa 3a Bblgayvy ykasaHHOro paspeLleHns 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 ®epepaunio KOHKPETHOW napTuv He3aperncTpupoBaHHbIX
neKapCTBEHHbIX NpenapaToB, coaepXallimx HapKOTUYECKME CpeacTBa UM NCMXOTPONHbIE BELWECTBa, B NOPSAKE,
yctaHoBneHHoM [lpaButensctBoM Poccunckon ®efepauun, [ns okasaHus MeOWUMHCKOW MoMoLM  no
KM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauveHTa unu rpynnbl NauMeHToB B Criyvyae, ecnn MMeeTcsl pelleHune
BpayYebHON KOMUCCUN MEOULIMHCKOW OpraHu3aumMm o HedM@EKTUBHOCTM UNU HEBO3MOXHOCTU MPUMEHEHUS Y
KOHKPETHOro naumeHTa WHbIX 3aperMcTpuMpoBaHHbLIX NEKAPCTBEHHbIX MpernapaTtoB, B TOM YUCIE COAEpXaliux
apyrve OencTBylolme BeLlecTBa, U O HeoOXO4MMOCTM BBO3a OMNPEAENEHHOr0 He3aperncTpupoBaHHOIoO
nekapcTBEHHOro npenapata C ykasaHMeM ero MeXAyHapOoOHOro HemnaTeHTOBaHHOro (MNM XMMUYEcKoro, Wnm
rPynnUMpPOBOYHOr0) HaUMeEHOBaHMWS, POPMbl BbiMycka U konuyecTBa. [lepeyeHb 3aboneBaHU M COCTOSTHUIA W
COOTBETCTBYHLLMX JIEKAPCTBEHHbIX MNpenapaToB, COAEp)XKaluX HapKOTUYEeCKne cpeactBa M MCUXOTPOMHbIE
BELLECTBa, B LEMsX OCYLIECTBMEHMS MX BBO3a B COOTBETCTBMM C TpPeOOBaHMAMWM HACTOSILLEN 4acTu
yTBEPXAAETCS YNONMHOMOYEHHbIM befieparnbHbIM OpraHoM UCMOMHUTENbHONW BRacTy.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

3.2. [lo 31 pekabpsa 2024 roga gonyckatoTcst BBO3 Ha Tepputoputo Poccuiickon ®egepaumm n obpalieHue
B Poccuiickon ®egepaumm ¢ yuetoM ocobeHHOCTEN, ycTaHoBNEHHbIX MpaBuTtenbctBoM Poccuiickon ®egepaunn,
3aperucTpupoBaHHbIX  NEKapCTBEHHbIX NpenapatoB And  MeAUUMHCKOro  MpPUMMEHEHMSI B ynakOBKax,
npegHasHadeHHbIX Anst obpalleHnsi B MHOCTPaHHbIX rocydapcTBax, B cryvyae AedeKTypbl NeKkapCTBEHHbIX
npenapaToB WNM pucka ee BO3HWKHOBEHWS B CBA3W C BBeAeHMEM B OTHoweHun Poccuiickon depepaumm
OFPaHUYMTENBHBIX MEpP 3KOHOMWYECKOrO XapakTepa Mpu YCMOBWMM COOTBETCTBUSA BBO3WMbIX J1EKAPCTBEHHbIX
npenapaToB TpebOBaHUSAM, YCTAHOBIIEHHBIM MPU MX perncTpaumuv, 3a UckndeHnem TpeboBaHui K NEpPBUYHON
yrnakoBKe, BTOPUYHOW (NOTPebUTEnbCKON) yrnakoBKke, a Takke NP HanmuM4yMum Ha BTOPMYHOM (NOTpebutenbckomn)
yMNaKkoBKE IeKapCTBEHHbIX MpenapaToB, HAaXOAALWMXCS B OOpalleHUn, CamoKNesaLwencs aTUKETKM, COAepKallen
WHpopMaLMo O NeKapCTBEHHOM npenaparte Ha PYyCCKOM A3blKe.
(vactb 3.2 BBegeHa ®depepanbHbiM 3akoHoMm oT 26.03.2022 N 64-03; B pen. PepepanbHoOro 3akoHa OT
19.12.2022 N 519-93)

4. B Poccunckyto Pegepaumio MOXHO BBO3WUTb JleKapCTBEHHble CPEACTBa, KayeCTBO KOTOPbIX
NOATBEPXKAEHO CepTUdPMKATOM NPOU3BOAUTENSA FEKapCTBEHHbIX CPEeACTB, yOOCTOBEPSIOWMM COOTBETCTBUE
BBO3UMbIX feKapCTBEHHbIX CpeAcTB TpeboBaHWaM dapmakonelHbIXx cTater nubo B cnyvyae WX OTCYTCTBUSA
HOpMaTMBHOW AOKYMEHTauu1 uiv HopMaTMBHOMO AOKYMEHTa.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetca BBo3 B Poccuiickyio denepaumio anscnmLmMpoBaHHbIX MNeKapCTBEHHbIX CPeacTs,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-93)

6. ®anbcmdruMpoBaHHbIe NeKapcTBEHHbIE cpeacTBa, HeaobpokadyecTBEeHHbIEe NeKapCTBEeHHbIe CpeacTBa
noanexaT U3bATUIO N NOCMeayLWeMY YHUHTOXEHNIO N BbiBO3y 13 Poccuickon defepaumm, KOHTpadakTHbIe
neKkapCTBEHHble CPeACTBa - U3bATUIO 1 MOCNEAYIOLLEMY YHUHTOXEHNIO. YHUUTOXEHNE Unu BbIBO3 U3 Poccuiickon
Pepepaumun dhanbCcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeJoOpOKayeCTBEHHbIX JlIeKapCTBEHHbIX CPeACTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPeACTB OCYLLECTBMAETCA 3a CYeT nuua, OCyLuecTBMBLUEro ux Beo3. [10panok
YHUUTOXEHUSS  U3bATbIX  (panbCnUUUMPOBaAHHBLIX — MEeKapCTBEHHbIX  CPeAcTB,  HegoOpoKavyeCTBEHHbIX
nekapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX feKkapCTBEHHbIX CpeAcTB YycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro 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 coxpaHeHus: 26.12.2023

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

7. JNlvua, ocywecTBnswowme Beo3 B Poccunckyto ®egepaumio anbCcnurLMpoBaHHbIX JEKapCTBEHHbIX
CpeacTB, HeaobpOKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPAdakTHbIX NEeKapCTBEHHbLIX CPeacTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKoHOAATEeNbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHoaaTenscTBoM Poccuickon denepaumm 0 TaMOXEHHOM Aerne.

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

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuinckon Pepepaummn ocyuwiectensetca 6e3 npumeHeHus
OFPaHUYEHUN, YCTAHOBMEHHbIX TaMOXEHHbIM  3aKoHOA4ATenbCTBOM  TaMOXEHHOro cow3a u  (4Mnu)
3akoHogatenbctBoM Poccunckon  ®egepauum 0 rocygapCTBEHHOM  PerynumpoBaHMM  BHELLHETOProBOW
[eATENbHOCTY.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-P3, o1 22.12.2014 N 429-93)

9. Beoga B rpaxgaHckuii o60opoT nekapcTBEHHbIX NpenapaToB AN MeQULMHCKOTO NPUMEHEHUS, BBE3EHHbIX
B Poccuickyto ®Pegepaumio, ocyllecTBnsetcs ¢ cobnogeHnem TpeboBaHWIA, YCTaHOBIEHHbIX cTaTben 52.1
HacTosilero ®egepanbHOro 3akoHa.
(yacTb 9 BBegeHa PeaepanbHbiM 3akoHoM OoT 28.11.2018 N 449-93)

KoHcynbTaHTlntoc: npumeyaHue.

Y. 10 cT. 47 He pacnpoCcTpaHAeTcs Ha Cepuun NekapcTB AN BETEPUHAPHOrO MPUMEHEHUs, BBeAEHHbIE B
rpaxgaHckmi obopot o 01.09.2023, koTopble noanexar NPUMMEHEHUIO 40 UCTEYEHMS CpoKa MX rogHocTn (O3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHckmi OOOpOT JeKapCTBEHHbIX MpenapaToB Ans BETEPUMHAPHOIO MNPUMEHEHMS,
BBE3€eHHbIX (MepemMelleHHbiX) B Poccunckyto degepaumio, ocylecTBnsietca ¢ cobniogeHnem TpeboBaHUN,
YCTaHOBMEHHbIX cTaTbeln 52.2 HacToswero PenepanbHOro 3akoHa.

(vactb 10 BBegeHa PepepanbHbiM 3akoHom ot 02.07.2021 N 317-93)

Crartbs 48. FOpugnyeckue nuua, KOTOpbIM pa3peLleH BBO3 JleKapCTBEHHbIX cpeacTB B Poccumnckyo
Pepepauuio
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTtBa B Poccuiickyo Pegepaumio MoryT BBO3UTb:
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) npousBOOWTENM JIEKAPCTBEHHbIX CPEACTB AN ueneil cOBCTBEHHOro MpOM3BOACTBA NeKapCTBEHHbIX
CpencTs;

2) MHOCTpaHHble pa3paboTYMKN NEKAPCTBEHHBLIX CPEACTB VM MHOCTPaHHblE NMPOU3BOAMTENWN NEKAapCTBEHHbIX
CPEACTB WNU Apyrve lopuauMyeckue nuua no nopyyeHuto paspaboTuvka JekapCTBEHHOro CpeacTsa  Anst
MPOBEAEHUS KIIMHUYECKMX WCCIieqoBaHUi JeKapCTBEHHOTO npenapaTa, OCYLECTBMEHUS ToCyAapCTBEHHOMN
perucTpauum nekapcTBEHHOro npenapaTa, BKMYeHust apmaueBTUYeckon cybcTaHUMM B rocyaapCTBEHHbI
peecTp NEeKapCTBEHHbIX CPencTB, KOHTPOMNS Ka4yecTBa IEKAPCTBEHHbIX CPeACTB MPU Hanvuuu paspelueHust
YMONHOMOYEHHOro heieparnbHOro opraHa UCMOMHUTENBHOM BNacTu Ha BBO3 KOHKPETHON NapTUM NEKAPCTBEHHbIX
CpeacTs;

3) opraHusauum onToBOW TOProBNN NEKAPCTBEHHbIMIN CpeaCcTBaMu;

4) Hay4HO-UccrnefoBaTenbCKkMe opraHusauuu, obpasoBaTenbHble OpraHvM3auuv BbiCLEro oOpasoBaHus,
Npon3BOAMTENW NEKapCTBEHHbIX CPeacTB Ans pa3paboTku, uccrnegoBaHMIM, KOHTpons Ge3onacHoOCTW, kavyecTsa,
3(pPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB NPW HaNMYuUKU paspeLleHnst YyNomHOMOYEHHOro hegepaneHOro opraHa
NCNOSTHUTENBHOWM BNacTy;

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

5) MeauUMHCKMe opraHv3auuu, MHble yKasaHHble B NMyHKTax 1 - 4 HacTosliel cTaTbW opraHusauuMu Ans
oKasaHWs MeaMLMHCKON NMOMOLLYM MO KM3HEHHbLIM MOoKa3aHWsSIM KOHKPETHOIO nauMeHTa Npy HanMuuy paspeLleHmnst
YNOMHOMOYEHHOTO  doefepanbHOro  opraHa WCMOMHUTENbHOW BNactTM Ha BBO3  KOHKPETHOW napTuu
NeKkapcTBEHHOro npenapaTa, BblAaHHOIO B YCTAHOBMIEHHOM MOpAdKE B (POpME 3MEKTPOHHOIO [OKYMEHTa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

MOAMNUCaHHOIO YCUIEHHOW KBanNnmULMPOBAHHON 3fIEKTPOHHON NOAMMUCHIO;
(B pea. PepepanbHoro 3akoHa oT 12.03.2014 N 33-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumBaeT cuny (93 o1 27.12.2019 N 475-03).

6) rocyoapCTBeHHble YHWUTapHble OPEeAnpUATUS, WMYLLECTBO KOTOPbIX Haxoautca B dedepanbHOM
cobcTBeHHOCTH, onpepensiemble [NpaButensctBoM Poccunckon ®epepauun, B 4actu BBo3a B Poccumckyto
defepaumio He3aperncTpMpoBaHHbIX JIEKAPCTBEHHLIX NpenapaToB, CoAepXKallMx HapKoTU4eCcKne cpencrtea unu
NMCUXOTPOMHbIE BeLlecTBa, A1 OKa3aHUs MEAMUMHCKOW MOMOLUM MO XM3HEHHbIM MNOoKa3aHUAM KOHKPETHOro
naumeHTa unu rpynnbl NauMeHToB B COOTBETCTBMU C YacTbio 3.1 cTaTbn 47 HacTosiwero degepanbHOro 3akoHa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 475-93)

Cratbsa 49. [JokyMeHTbIl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinickon ®Peagepauum npwm
BBO3e JieKapCTBeHHbIX cpeacTB B Poccuickyo ®epepauutio
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNMpun BBO3e nekapcTBeHHbIX cpeacts B Poccuiickyto ®efepauuio B TaMOXeHHble opraHbl Poccuiickon
depepaumm  Hapsgy € OOKYMeHTamMu,  NpeAcTaBrneHuMe  KOTOpbIX  MpeayCMOTPEHO  TaMOXEHHbIM
3aKkoHoAaTenbCTBOM TaMOXeHHOro coto3a 1 (Mnu) sakoHogaTenbcTBOM Poccunckon denepaunm o TaMoXeHHOM
aene, NpeAcTaBNATCA criegyolme JOKYMEHTbI:

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) CepTI/ICbI/IKaT npon3BoanTenda nekapCcTtBeHHOro cpenctsa, y,u,ocmsepmou.mﬂ cooTBETCTBME BBO3MMOrO
J1eKapCTBEHHOIO cpeacTBa TpeGOBaHl/IﬂM cbapmakoneﬁHoﬁ cTtatby nnbo B Cny4yae ee OTCYyTCTBUA HOpMaTMBHOPI
OOKyMeHTauunmn uinn HoOpMaTMBHOIO JOKYMEHTA;

2) paspelleHne yrnormHOMOYEHHOro dedeparnibHOro opraHa UCMOMHUTENBHOW BNacTu Ha BBO3 KOHKPETHOW
napTum nekapcTBEHHOro cpeacTBa B cny4dasx, yCTaHOBMNEHHbIX YacTbio 3 cTatbu 47 HacToswero defepansHoro
3aKoHa.

2. [lokymeHTbI, YKka3aHHble B NyHKTax 1 1 2 yactn 1 HacTosLwWen cTaTby, NPeACcTaBnsoTCa B TaMOXEHHbIe
opraHbl Poccuiickon ®efepaumm npy npubbiTnK nekapcTBeHHbIX CpeacTs B Poccuinckyto deagepaumio.
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

Ctratba 50. BB03 nekapcTBeHHbIXx npenapatoB B Poccuiickyio ®Pegepauuio ans JUYHOrO
MCMONb30BaHUSA U WHbIX HEKOMMEPYECKMX uerner, a Takke ANl UCNONIb30BaHUA Ha TeppuTopum
MeXAyHapoaHOro MeAULMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBE3€eHbl B Poccuiickyto Penepaumto 6e3 ydeta TpedboBaHun,
npeaycMoTpPeHHbIX YacTammn 1 - 4 ctatbmn 47, ctatbsamu 48 n 49 HacToswero defepanbHOro 3akoHa, ecrnn OHu
npegHasHadeHbl ans:

(B peq. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMYHOro UCMNONb30BaHMA U3MYECKUMU NMuamu, NpubbiBLWKMMK B Poccuiickyto depepaumto. MNpu aToM
BBO03 B Poccunckyto Penepaumio nekapCTBEHHbIX MNpPenapaTtoB, coAepXalux CuibHOAEWCTByOLWME U (Unn)
A0OBUTbIE BELLUECTBA, BKIOYEHHbIE COOTBETCTBEHHO B COMCOK CUIbHOAEWCTBYHOLUMX BELLECTB ANs Lernen
YronioBHOIo 3akoHogaTenbcTBa Poccuiickon depgepaumm n B COMcoK SA0BUTbIX BELWECTB AN LieNen YyrofloBHOro
3akoHogatensctBa Poccuiickon ®epepauun, yrteepxaeHHble [lpaButenbctBom Poccuiickon ®epepauun,
OCYLLECTBASETCA NPU HanNMyun AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UMK 3aBEPEHHbIX BbINMUCOK U3 HUX),
NOATBEPXKAAIOLWMX Ha3HAYEeHNEe (PU3NYECKOMY ULy YKa3aHHbLIX JIEKAPCTBEHHLIX MpenapaToB (3a UCKIYEHVEM
nekapcTBeHHbIX MpenapaToB, 3aperncTtpupoBaHHbix B Poccunckon denepauum n otnyckaemblx B Poccumnckon
depepaumm 6e3 peuenTa Ha NekapCTBEHHbIVM npenaparT). [NoaTeepxaarowme JOKyMeHTbl (MX 3aBEPEHHBLIE KOMUK
UNn 3aBepPEHHbIE BbIMUCKM U3 HUX) OOSKHbI COAEPXKAaTb CBEAEHNSA O HAMMEHOBAHMM U KONMYECTBE HA3HAYEHHOro
nekapcTBeHHoOro npenaparta. B cnydae, ecnu nogTBepxaawolmMe AOKYMEHTbl (MX 3aBEpEHHbIE KOMUW WMn
3aBepeHHble BbIMUCKM M3 HUX) COCTaBMEHbl Ha WMHOCTPAHHOM $3blke, K HWM MpunaraeTcs HoTapuanbHO
3aBEepPEHHbIN NepeBo Ha PYCCKUIM A3bIK;
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(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

(n. 1 B pea. ®epepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHWsA pPabOTHUKaAMKU OUNNOMATUYECKOro Kopryca Wnu npeacTaBUTENsIMU MEXOYHapPOOHbIX
opraHunsauui, akkpeamToBaHHbIX B Poccuiickon degepaumu;

3) NneyveHns NaccaxxmpoB M YSIEHOB 3KMNaXkel TPaHCMOPTHLIX CPeAcTB, Moe3fHblx Gpurag M BoauTenei
TpaHCNOPTHBIX CpeacTB, NpubkiBLIMX B Poccuiickyto deaepaumio;
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs YYaCTHUKOB MeXOyHapoOHbIX KyMNbTYPHbIX, CMOPTUBHBLIX MEepPONnpUATUA U  Y4acTHUKOB
MeXayHapOoOHbIX SKCneauLnii;

5) neyeHuss KOHKPETHbLIX XMBOTHbIX B 300Mapkax, 300cCajax, UupKax, okeaHapuymax, AenbuHapusx,
nevyeHnsa OUNKUX XUBOTHBLIX, MOCTOSIHHO WNW BPEMEHHO Hacendawwmx Tepputoputo Poccuiickon denepaumm,
HaxoAsILLMXCS B COCTOSIHAM €CTECTBEHHOW CBOOOALI M NpUHaanexawmx Kk Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccuinckon ®depepaumm n (Mnun) KpacHble KHUrM cybbekToB Poccunckon depepaumn, a TakkKe >KUBOTHBIX,
BBO3UMbIX B Poccuiickyto ®egepaumio Ang y4actusi B CMOPTUBHBIX U 3PENULLHBIX MEPOMNPUATUSAX;

(B peq. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) MCrnonb3oBaHKs Ha TEPPUTOPUN MEXOYHaPOAHOrO MEAULMHCKOrO KrnacTepa.
(n. 6 BBeaeH PegepanbHbIM 3akoHoM oT 29.06.2015 N 160-$3)

2. B cny4asx, npegycMOTPEHHbIX YacTblo 1 HacToswen cratbu, Aonyckaetcs BBO3 B Poccuinckyto
denepaumio NekapcTBEHHbIX NpenapaTos, He 3aperncTpmpoBaHHbiX B Poccuiickon deaepaunu.
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE NpenapaTthbl, NpeaHa3HauYeHHble Ans 'yMaHUTapHOW NoMoLM (COAENCTBUS) UM MOMOLLM
npu 4pesBbldanHbIX CcUTyauusix, BBO3SATCA B Poccuiickyto Pegepaumio B OOpadke, YCTAHOBEHHOM
MpasutensctBom  Poccunckon  depepauun.  3anpewlaetcs BBO03 B Poccuiickyto  depgepaumio
HEe3aperMcTpUpoOBaHHbIX EKAPCTBEHHbLIX MpenapaTtoB, NpPeAHa3HaYeHHbIX ANs  [YMaHWTaApHOM  MOMOLLM
(copencTans) UM NOMOLLM MPU YpEe3BbIYaNHBLIX CUTyaLUUsIX.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CotpyaHuyecTBO heaepanbLHOro opraHa UCNOSTHUTESILHOW BRacTu, YNOJITHOMOYEHHOrO B
obnacTu TaMOXeHHOro pgena, MU ApPYrux YMNosIHOMOYEeHHbIX drefepanbHbIX OPraHOB MCMOJSIHUTENbLHOWM
BnacTm

1. YnonHomMouYeHHble heaeparnbHble opraHbl UCNOSTHUTENBHOM BAACTU NPeaoCTaBnsAloT B pacnopsiKeHue
degepanbHOro opraHa WCMOMHUTENbHOW BMAacTW, YMNOMHOMOYEHHOro B o06nactM TamOXeHHOoro pAena,
rocyaapCTBEHHbIA PeecTp NeKkapCTBEHHbIX CPEACTB, a Takke MHAOPMALUIO O BblAAHHbIX paspeLleHnsix Ha BBO3
KOHKpPETHOM NnapTuWM NeKapCTBEHHbIX CPeACTB B Cry4yasiX, YCTaHOBMEHHbIX YacTbio 3 cTaTbu 47 HacTosLLero
depepanbHOro 3akoHa.

2. ®epgepanbHbli OpraH MCMOMHUTENbBHOW BriacT, YNOMHOMOYEHHbI B 0oBnactn TamoXeHHoro Aena,
MHOPMMPYET YyKasaHHble B 4Yactu 1 HacToswen cTaTbW YNONHOMOYEeHHble deaepanbHble  opraHbl
NCNOMHUTENBHOW BNacTn O BBO3e NeKapCTBEHHbIX cpeacTB B Poccuickyto defepaumnto U BblBO3E NEKapCTBEHHbIX
cpeacts u3 Poccunckon ®depepaumm no ¢opmMe M B O0Opsake, KOTOpble YCTaHOBMEeHbl [1paBuTensLCTBOM
Poccuiickon ®egepaumn.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Maea 10. PAPMALEBTUYECKAA OEATENIBHOCTb
Crtartbs 52. OcyuecTBneHue hapMmaleBTMHECKOWN AeATeNbHOCTU

1. ®apmaueBTUYeckas [OesATENbHOCTb  OCYLLECTBMSIETCS  OpraHMsauusiMM  OMTOBOW  TOProBMM
NEeKapCTBEHHbIMU CPeACTBaMK, anTeyHbIMW OpraHM3auuaMu, BeTepuHApHbIMKU anTe4YHbIMU OpraHu3aLuaMu,
uHaMBMAYyansbHbIMKM - NPeanpUHUMaTEnsaAM1, UMELUMU NULEH3NI0 Ha dapMaueBTUYecKylo AesATenbHOCTb,
MEAMLMHCKUMM  OpraHu3auusamMu, MUMeWUMM NUUeH3Uio Ha dapmaueBTUYecKylo [OeATenbHOCTb, W KX
060CcobneHHbIMY  NodpasaeneHusMn  (amBynaTopuamn, (enbAlepckuMn U - denbaepcko-aKyLepcKUMm
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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 coxpaHeHus: 26.12.2023

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

NyHKTaMu, LeHTpamu (oTaeneHvsammn) obulen BpadyebHoM (CeMenHOo) NpakTUKM), pacrnonoXeHHbIMU B CEIbCKMX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTepUHApHbIMU OpraHnsaumsamu,
NMEILLIMMU MNNLEH3NIO Ha (hapMaLLeBTUYECKYO AeATENbHOCTb.

(B peq. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlnoc: npumeyaHue.

Y. 2 c1. 52 (B pea. 3 ot 28.04.2023 N 149-03) B yactu akkpeguTaumm cneunanuctoB C BbICLUMM UMK
CpedHVM  BeTepuHapHbIM  obpas3oBaHMEM, OCYLEeCTBASAWMX  (papMaueBTUYECKYD  OeATenbHOCTb,
npumensetcs ¢ 01.03.2026. CepTudukatsl Takum nuuam Bolgatotces no 28.02.2026 v gerctByoT He Gonee 5
ner.

2. dunsnyeckune nvua MoryT OCyLEeCTBNATbL dapMaLEeBTUYECKYO AeATENbHOCTb NPU HANUYMUK BbICLLETO UMK
cpeaHero dapmMaleBTUYeCckoro obpasoBaHust U cepTudmkaTa crneumanicta nMbo NPonaeHHoM akkpeauTauum
creumanncTa, BbICLLEro WM CpPeaHero BeTepuHapHoro obpasoBaHus M cepTudmkaTta cneumanucta nmbo
NPOVAEHHON akKkpeautTaumm cneunanucta, a Takke BbICLIEro WNU CpedHero MeauuuHckoro obpasoBaHus,
cepTudumkata cneumanucta nmbo  NPOMOEHHOW  akkpeguTauuu  crneumManucTa W OOMOSIHUTENBbHOTrO
npodeccnoHansHoro 00pas3oBaHMsi B 4aCcTM  PO3HWYHOW TOProBfW JieKapCTBEHHbIMM MpenapartamMmn Ans
MEOMLMHCKOrO MpUMEHEHUa npu ycrnoBunm ux pabotel B 060COGNEHHbLIX MNOApa3feneHuax MeauLMHCKUX
opraHmsauui, ykasaHHbIX B 4acTn 1 HacTosiLen cTaTbMm.

(vacTb 2 B peq. ®enepansHoro zakoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlntoC: npumevdaHume.

JlekapcTBeHHble npenapatbl ANs MEOUUMHCKOrO MNPUMEHEHWS, BBELEHHble B rpakgaHckui obopoT [o
29.11.2019, nognexart xpaHeHuto, NepeBo3Ke, OTMNYCKY, peanusauuun, nepegadye, NPUMEHEHNIO OO UCTEYEHMS
cpoka ux rogHocTtun (O3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBog B rpaxaaHCKumM OOOpPOT JieKapCTBEHHbLIX MNpenapaTtoB ANA MeAULMHCKOro
npuUMeHeHus
(BBegeHa ®epepanbHbiv 3akoHoM OT 28.11.2018 N 449-93)

1. lMepen BBOOOM B rpakgaHCKMi 0OOPOT KaXOoW Cepun WM Kaxaow napTuyM MNpPOM3BEOEHHOro B
Poccwuiickonn depepaumm nekapCcTBEHHOro npenapata And MeOUUMHCKOTO MPUMEHEHMS, 3a WUCKIIYEHUEM
UMMYHOBMONOrMYEeCKUX neKapCTBEHHbLIX MpenapaToB, MNpoM3BOAUTENb Takoro JeKapCTBEHHOro mnpenaparta
npeacraBngeT B deaepanbHbI OpraH UCNONHUTENbHOW BNACTU, OCYLLECTBASIOWNA (PYHKLMM NO KOHTPOMO U
Haa30py B cdepe 34paBOOXpaHEHUs, JOKYMEHT NPOU3BOAMTENSA FIEKApPCTBEHHOIO CPEACTBA, NMOATBEPKAAOLLMNA
KayeCTBO FeKapCTBEHHOIO npenaparta, W MNOATBEPXOEHWE  YMNOMHOMOYEHHOrO nuua Npou3BOaUTENs
neKapCTBEHHbIX CPeACTB COOTBETCTBMSI JNIEKApCTBEHHOro npenapaTta TpeboBaHWsM, yCTaHOBMEHHbIM NPWU €ro
rocyapCTBEHHOW perncTpaumm.

2. MNepen BBOOAOM B rpaxgaHCKMA 0O0OPOT KaXKOOW CEpUM UIN KaXkaow napTumM BBO3MMOro B Poccuinckyto
depepaumio  nNekapcTBEHHOro  npenapata AN MEOUUMHCKOTO  MPUMEHEHWsl, 33  UCKIIOYEHWEM
MMMYHOBMOMNOrMYECKNX NEeKapCTBEHHbIX MpenapaTtoB, OpraHusauuns, OCyLIeCTBNSAKLWas BBO3 JI€KapCTBEHHOro
npenapata B Poccunckyio ®Pegepaumio, npeacrtaenset B eaepanbHbli OpraH WCNOMHWUTENBHOW BRacTMy,
OCYLLECTBASOLWUNA PYHKLMM MO KOHTPOMIO 1 Haa3opy B cdepe 3opaBOOXpaHeHUsl, cepTudumkaT npomssoguTens
NneKkapcTBEHHOr0 CpPeAcTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOINO MEKapCTBEHHOro npenapaTa
TpeboBaHnsAM papmakonevHon cTaTbM, a B Crydae OTCYTCTBUSA dapMakonenHon cTatbyn TpeboBaHUsAM
HOPMaTUBHOW [JOKyYMeHTauuu, W noATBepXAeHue NpeacTaBuTENs OpraHu3auun, OCYLLECTBNSALWENA BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto degepauunio U ynorTHOMOYEHHOW MHOCTPAHHBbIM MPOV3BOAMTENEM
NeKapCTBEHHbIX CPEACTB, COOTBETCTBMSA BBO3UMOIO FIEKAPCTBEHHOrO npenapaTa TpeboBaHWsIM, YCTAHOBIIEHHbIM
npu ero rocyaapCTBEHHON perncTpaumn.

3. Mopsagok npeacTaBneHnsi B COOTBETCTBUU € YacTaMn 1 1 2 HaACTOsALWEN CTaTbW AOKYMEHTOB U CBEAEHUN
O JIleKapCTBEHHbIX MnpenapaTtax, BBOAWMbBIX B TrpaXdaHCKMA 000poT, ycTaHaBnmBaeTcsi [lpaBUTENbLCTBOM
Poccuiickon degepauuum.

4. B OTHOLLEHWW NEPBbIX TPEX CEPUIA UMW NapTUIA NNEKApCTBEHHOTO Npenapara, BrepBble Npou3BeaeHHOro B

www.consultant.ru Crpanuua 91 n3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421014&amp;date=26.12.2023&amp;dst=101121&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446091&amp;date=26.12.2023&amp;dst=100027&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446091&amp;date=26.12.2023&amp;dst=100026&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446091&amp;date=26.12.2023&amp;dst=100028&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446091&amp;date=26.12.2023&amp;dst=100022&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=312097&amp;date=26.12.2023&amp;dst=100038&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=312097&amp;date=26.12.2023&amp;dst=100019&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=428928&amp;date=26.12.2023&amp;dst=64&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

Poccuiickonn ®epepaunmn mnu BrnepBble BBo3uUMOro B Poccuiickyio ®epepauuio, B deaepanbHbin  opraH
WCMNOMHUTENBHOW BMAacTW, OCYLLECTBAAOWMIA (PYHKUMM MO KOHTPOMO U Haasopy B cdepe 3opaBoOOXpaHEHWs,
OOMNONHNUTENBHO MpPeaCcTaBnsAeTCs MPOTOKOS MCMbITAHUA O COOTBETCTBUM CEPUM WU MapPTUKN JIEKAPCTBEHHOro
npenapata pAgns MeAUUMHCKOrO MNPUMEHEHUsI MoKasaTensM KadecTBa, NpPeayCMOTPEHHLIM HOPMaTUBHOM
AOKyMeHTaumMen (ganee - NPOTOKOM MWCMbITaHU), NPOBOAMMBLIX aKKpeAMTOBaHHbIMWM B COOTBETCTBUM C
3akoHodatenbcTBoM Poccuiickorn degepaumn o6 akkpeguTauum B HaLMOHANbHOW CUCTEME aKkpeauTauun
denepanbHbIMU  TOCYOAPCTBEHHLIMU  OIOKETHBIMU  YUPEXOEHUAMU, MNOABEAOMCTBEHHBIMU  dhedeparnbHOMY
OpraHy WCMOMHWUTENBHOW BRacTu, OCyLLECTBASOWEMY (YHKUMM MO BbipaboTke M peanusauum rocyaapCTBEHHOWM
NONMUTUKA U HOPMAaTMBHO-NPABOBOMY PEerynvpoBaHuMio B cdpepe 3OopaBOOXpaHeHUs, n degepanbHOMYy OpraHy
NCNOSTHUTENBHOW BNACTU, OCYLLECTBASAOLWEMY (PYHKUMM NO KOHTPOMIO U Haa3opy B cdepe 34paBOOXPaHEHUS.
[Nopsgok BblAayn ykasaHHbiMM bedepanbHbIMU TOCYAApPCTBEHHBIMU BIOMKETHBIMW  YUYpEXOEHNSAMN OaHHOro
npoToKona 1 pasmep nnathbl 3a ero Bbigayvy yctaHaBnmeatotcs MpasuTtensctBom Poccuiickon ®epepauuu.

5. ExerogHo He nosgHee 1 deBpans npou3BOOMTENWN FEKapPCTBEHHbIX CPEACTB WM OpraHusauuu,
OCyLLEeCTBRAIOLWME BBO3 JleKapCTBEHHbIX npenapatoB B Poccunckyio ®Pegepaumnio, nNpeacTaBnsioT B
dhedepanbHbI OpraH UCMOMHUTENBHOW BRacTy, OCYLLECTBSIOWMA PYHKLUN NO KOHTPOMO U Haasopy B cdepe
3[,paBOOXpPaHEHUS], NPOTOKOS UCMbITAHUA MNOCTYNMBLLETO B TEYEHWNE rofa B rpaxaaHCkuin 060poT nekapCTBEHHOMO
npenapata KOHKPETHOro MpouM3BOAUTENS (Ha OAHY CEPUID KaXAoro TOProBOro HauMMEHOBAHWUS C  Yy4YEeTOM
nekapcTBEHHON hOPMbI 1 LO3NPOBKM), NPOBOANMBIX aKKPeAUTOBaHHbIMM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickonn depepaumm 006 akkpeautaumMmM B HaUMOHANbHOW CUCTEME akKpeauTauum UCNbITaTerNbHbIMU
nabopatopusamu (LeHTpamu).

6. MNponsBoauTenu nekapCcTBEHHbIX CPeaCTB UMW OpraHu3auun, OCyLLeCTBNALLME BBO3 NEKapCTBEHHbIX
npenapaTtoB B Poccuiickyto ®efepauuio, He MeHee YyeM 3a OOWH ro A0 NNaHUpyemblX NPUOCTaHOBMEHUS UMx
npekpaweHMsl MpouM3BOACTBa JIEKApCTBEHHbIX MpenapaTtoB wunM ux BBo3a B Poccuinckyio depepaumio
yBegoMIsoT 06 9ToMm dedeparnbHbI OopraH UCNOMHUTENBHOW BNACcTW, OCYLLECTBASIOWNA (PYHKLUUM MO KOHTPOSHO
U Hagsopy B cdhepe 3aopaBoOXpaHeHus U dpedepanbHbll OpraH UCMOMHUTENBHOW BracTu, OCYLLECTBSIOLWNA
YHKLMKU MO NIULEH3MPOBAHMIO NPOU3BOACTBA NEeKapCTBEHHbLIX CPEACTB.

7. BBog B rpaxpgaHCKuin 00OpPOT KaXdoW Cepun WM Kaxgon napTum  UMMYHOBMOMNOrnmyeckoro
NeKapCTBEHHOro npenaparta, npou3BegeHHoro B Poccuiickon Pepepauun mnu BBO3MMOro B Poccuiickyto
depepaumio, OCyLIECTBNSAETCA Ha  OCHOBaHWW  paspelleHus, BbldaHHOro defepanbHbiM — OpraHoMm
WCNOSNTHUTENBLHOM BNACTU, OCYLLECTBNAOLWMM (PYHKLMN MO KOHTPOMO U HAA30py B chepe 30paBOOXpaHEHUs!, Ha
OCHOBaHWUW BblAaHHOTO hefepanbHbIMY FOCyAapCTBEHHBIMU BIOIKETHBIMU YYpPEXOEHUAMM, YKa3aHHbIMU B YacTu
4 HacToslLLen cTaTbM, 3aKMOYEHMS O COOTBETCTBUM CEPUM UMW NapTUM MMMYHOBMONMOrMYECKOro nekapCTBEHHOMO
npenapata TpeboBaHMAM, YCTaHOBMEHHbIM MpPU €ro rocydapCTBEHHOW peructpaumn. [lopsook  Bblgaym
paspelleHns Ha BBOL B rpaxdaHCKM OOOpOT cepuu mnn naptuM MMMYHOOMOMOrM4YecKoro rekapCcTBEHHOro
npenapaTta, a Takke MOPSAOOK BblAAYM YKa3aHHOMO 3akMlyeHUs W pasMmep nnatbl 3a €ero Bblgavy
ycTaHaBnmBatoTcs MNMpaButensctBoM Poccunckon ®enepaumn.

8. 3a HenpeactaBneHWe UWNM  HECBOEBPEMEHHOE MpeAcTaBfeHve [OKYMEHTOB W CBeOEeHUN,
npeaycMoTpeHHbIX Yactamun 1, 2, 4, 5 n 6 HacTosilen cTaTbu, MPOU3BOAUTENUN NEKapCTBEHHbIX CPeacTB U
opraHusauuu, OCyLLEeCTBRSIOWME BBO3 JieKapCTBEHHbIX npenapatoB B Poccunckyio ®egepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHOAaTeNnsCcTBOM Poccuiickon ®eaepaunu.

9. lMNpenctaBneHne JOKYMEHTOB M CBeLEeHUI, NpeayCMOTPEHHbIX YacTaMmn 1, 2 n 4 HacToswen ctaTbi, U
nonyyeHne npegycCMOTPEHHOIO YacTbio 7 HACTOSLWEN CTaTbM paspelleHus Ha BBOA MMMYHOOMOMOrMyeckoro
NeKkapcTBEHHOro npenapara B rpaxaaHckuii o6opoT He TpebytoTca B OTHOLLEHUWN NeKapCTBEHHbIX Npenapartos,
npegHasHa4YeHHbIX Onsi NPOBEAEHUSI KIMMHUYECKUX WCCreaoBaHUM NeKapCTBEHHbIX MpernapaTtoB, NpoBeaeHus
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB AN OCYLEeCTBNEHUs rocyJapCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a TakKe B OTHOLUEHUW He3aperncTpUpoBaHHbIX NEKApPCTBEHHbIX MpenapaToB, NpegHasHaYeHHbIX
ONs oKasaHWa MeOULMHCKOW MOMOLLUM MO >KWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHta wnu rpynnbl
naumeHToB, BBO3MMbIX B Poccuickyto degepaumio B cOOTBETCTBMM C yacTamu 3 1 3.1 ctaTbn 47 HacTosLLEro
depepanbHOro 3akoHa.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

10. MNpwu BbIABNEHUN B rpaXgaHCKoM 00OpoTE cepuv UM NapTUM NeKapCTBEHHOTO npenapaTa, 4OKYMEHThI
N cBedeHua O KOTOpbIX, MPeAyCMOTpeHHble Yactamm 1, 2 M 4 HacToswen cTaTbW, He npeacTaBfieHbl B
dhedepanbHbI OpraH UCMOMHUTENBHOW BRacTu, OCYLLECTBSIOWMA PYHKLUN NO KOHTPOMO U Haasopy B cdepe
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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 coxpaHeHus: 26.12.2023

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

3[paBOOXpaHeHUs, NMMBO cepumn UM NapTMm MMMYHOBUOMNOrMYECKOrO NIEKapCTBEHHOIO NpenapaTa, He MMEHLLNX
paspeLleHnst Ha BBOQ, B rpaxgaHcknii 06opoT, NpeayCMOTPEHHONO YacTbio 7 HacToslWwen ctatbu, hegepanbHbii
opraH MCMOSMIHUTENbHOM BracTh, OCYLECTBRSOWMIA  YHKUMM N0  KOHTPOMK W Hagsopy B cdepe
3[4paBoOOXpaHeHNs], B Nopaake, ycTaHoBrneHHoM [NpaBuTtensctBom Poccuiickon depepaumm, NpUHUMAET peLleHne
O MpeKpaLLEeHNM rpaxkgaHCKoro 06opoTa TakMx Cepym Unv napTum A0 NpeacTaBneHns ykasaHHbIX AOKYMEHTOB U
cBefeHun NMbo NonyyYeHns ykasaHHOro paspeLLeHus.

KoHcynbTaHTlnoc: npumeyaHue.

Ct. 52.2 He pacnpocTpaHaeTcd Ha cepuu NeKapCTB AN BeTEepMHapHOro MNpUMEHEHWs, BBeOEHHble B
rpaxkgaHckmi o6opot go 01.09.2023, koTopble noanexar NPUMEHEHNIO 40 UCTEYEHMS CpoKa X rogHocTn (P3
ot 02.07.2021 N 317-®3).

Cratba 52.2. BBog B rpaxgaHCKui OOOpPOT JieKapCTBEHHbLIX NpenapaTtoB ANl BeTepuHapHOro
npUMeHeHus
(BBegeHa degepanbHbiM 3akoHoMm oT 02.07.2021 N 317-03)

1. MNepen BBOOOM B rpakgaHCkun obOpOT Kaxaon cepum npousBedeHHoro B Poccuiickon depepaumm
NEKapCTBEHHOro npenapata [Ansi BETEPUHAPHOIrO MPUMEHEHUS, 3a MWCKIMHYEHUEM MMMYHOBNONOrM4YeCcKoro
NEeKapCTBEHHOro npenapata And BETEPMHApPHOrO MPUMEHEHUd, NPOU3BOAMTENb TaKoro JieKapCTBEHHOro
npenapaTta npeactaBndeT B YBeAOMWUTENbHOM Mopsiake B bedepanbHbli OpraH MCMOMHUTENbHOW BRacTw,
OCYLLECTBMAIWMIA YHKLMU MO KOHTpomno (Hag3opy) B cdepe obpalleHUs fnekapCTBEHHbIX CpeacTB AN
BETEPMHAPHOrO NPUMEHEHUS:

1) DOKYMEHT npov3BOOAUTENS IEKapCTBEHHbIX CPEACTB, MNOATBEPXOAAIOLWUA COOTBETCTBUE KayecTBa
neKkapcTBEHHOro npenapata [Ans BeTepMHaApHOrO MNPUMMEHEHWsi, BBOAMMOrO B rpaxaaHckui obopor,
TpeboBaHMAM, yCTaHOBMNEHHbIM MPU €ro rocy4apCTBEHHON perncrpaumu;

2) nopTBepXKAEeHWe YMONHOMOYEHHOrO fnua MpPOU3BOAMTENS JIeKapCTBEHHbIX CPEeACTB COOTBETCTBMS
NeKapcTBEHHOro npenapaTta [Afll BETEPUHAPHOrO MpuMeHeHust TpebGoBaHMsIM, YCTAHOBMEHHBIM MpU  ero
rocynapCTBEHHON permcTpawmu.

2. MNepen BBOOOM B rpaXkdaHCKMIA 0OOpOT KaXOoW cepum BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaumio  neKapcTBEHHOrO  Mpenapata Afs  BETEPUHAPHOTO  MPUMEHEHUH, 3@  UCKIIOYEHWEM
UMMYHOBMOMNOrMYECKOro fNEKapCTBEHHOrO npenapata [Ansi BETEPUMHAPHOrO MPUMEHEHUs, OpraHusauus,
ocyllecTBRsioWaa BBO3 (NepemMeLleHne) fekapCTBEHHOro npenapaTta Ans BETEPUHApPHOro MNpUMEHEHUs B
Poccuiickyto ®enepaumio, npeactasnsdeT B yBeAOMUTENBHOM Nopsake B doefeparbHblid opraH UCMOMHUTENbHOM
BMacTu, OCYLLECTBAAIOLMIA PYHKLMU NO KOHTPOMO (Haasopy) B cdpepe obpalleHns NnekapCcTBEHHbIX CPEACTB Ans
BETEPVMHAPHOIO NPUMEHEHMS:

1) OOKYMEHT npoun3soguTena nekapCTBeHHbIX CpeacTs, nomsepm,u,arou.l,wz COOTBETCTBME Ka4vecTBa
NNeKapCTBeHHOro npenapata pgna BeTepuHapHOro npuMeHeHund, BBOOMMOIO B rpa>|<,u,aHC|<m7| O60pOT,
Tpe6OBaHI/IFIM, YCTaHOBJ1€HHbLIM MpWU ero rocyp,apCTBeHHon perncTtpaunu;

2) noaTBepXAeHWe nuua, YNoNHOMOYEHHOro JepXaTeneM unvM  BnagenbueM  pPerncTpauyoHHOro
YAOCTOBEPEHMs1 NleKapCTBEHHOro npenapaTa Ans BeTepUHapHOro NMPUMEHEHWUs, COOTBETCTBUS NEKapCTBEHHOro
npenapata [Ons BeTEPUHApHOro MNpuUMeHeHUs TpeGoBaHUSM, YCTaHOBMEHHbIM MpU ero rocyaapCTBEHHOM
perucTpaumm.

3. BBog B rpaxgaHckuii 060poT BBO3MMOro (nepemellaemoro) B Poccuiickyto ®egepaumto nekapCTBEHHOMO
npenapaTta Ansi BETEPUMHAPHOINO MPUMEHEHUS OCYLLECTBISIETCS MPU HanuMuMM 3aKiOYEeHUss O COOTBETCTBUM
Npon3BoOaMTENST NEKAPCTBEHHbLIX CpeacTB TpeboBaHWsIM [paBuI Hagnexallen Npou3BOLCTBEHHOW MPaKTUKM,
BblAHHOIO YMONTHOMOYEHHbIM bedeparnibHblM  OpPraHOM MCMOMHUTENbHOW BRactu Ansi Npou3BOACTBEHHOW
NnoLaaKkM NekapCTBEHHOIO NpenapaTa Ans BETEPMHAPHOro NPUMEHEHUS, BBOAMMOTO B rpaXaaHCKuii 060porT.

4. Jluuo, ynonHOMOYEeHHOEe [AepXaTtenem wunn BnagenbuemMm pernctpaumoHHOro yaoctoBepeHud
JIeKapCTBEHHOro npenaparta And BeTepuHapHOro npuMmeHeHud, OOoJ1KHO OblTb aTTeCcToBaHO B YCTaHOBJIEHHOM
YNOJIHOMOY€E€HHbIM cbep,epaanblM opraHom MCMNONHUTENBbHOW BRacTu nopAanke n UMeTb CTax pa6OTbI HE MeHee
yem nATb NneT B obnacTtu npon3soacrtea un (VIJ'IVI) KOHTPOJIA Ka4decCTBa J1IeKapCTBEHHbIX CpencTB nnbo B obnactu
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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 coxpaHeHus: 26.12.2023

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

MOHUTOPUHra acpekTUBHOCTM 1 6E30MacHOCTM fleKapCTBEHHbIX NpenapaToB AN BETepUHAPHOro NpUMEHEeHUs,
NpOBOAMMOrIO AepXaTenemM Wnv BnagenblemM perncrpauuoHHOro yooCTOBEPEHMS JNIEKapCTBEHHOrO npenapara
OnNs BETEPUHAPHOTO MPUMEHEHUS MO0 YNONTHOMOYEHHBIM UMM IOPUANYECKUM JMLOM, Bbicllee oOpas3oBaHue
COOTBETCTBEHHO MO OAHOW M3 cneunanbHOCTEW M (MNKM) OOHOMY M3 HanpaBreHUN MNOArOTOBKM: OGuonorus,
buoTexHonorus, BeTepnHapus, BETePUHAPHO-CaHUTapHasi aKCnepTn3a, KIMHU4eckas meguumHa, pagnaumoHHas,
XMMMyeckas M buonorudeckas 3awmta, hapmauus, pyHaaMmeHTanbHas MeauumnHa, XMMmMyYeckasi TeXHOMorus,
XUMUS.

5. [Nopsgok npefcTaBneHUs B COOTBETCTBMM C YacTamMu 1 1 2 HacTosILWeNn cTaTby JOKYMEHTOB U CBEAEHUI
O JNeKapCTBEHHbIX Mpenapatax And BeTEepMHApHOro MPUMEHEHUs, BBOAWMBIX B rpaxgaHckmi o006opoT,
ycTaHaBnmBaeTcs NMpaButensctsoM Poccunckon denepaumn.

6. B oTHoweHun nepBbix ABYX CEpPUI NEKapCTBEHHOro npenapaTta Afs BETEepUMHApPHOro MpUMEHEeHWs,
BrnepBble NpondseaeHHoro B Poccuiickon deaepaumm nnm Brnepebie BBO3MMOro (nepemetaemoro) B Poccuiickyto
depepaumnio, B dedeparnbHblil OpraH WCMONHUTENbHOW BNAcTW, OCYLLECTBASIOWMIA YHKUUMN MO KOHTPOIO
(Hap3opy) B cdpepe obpalleHuss nekapCTBEHHbIX CPeACTB [ANs BETEPUHAPHOro MpUMEHEHMUs, Hapsgy C
AOKyMeHTaMu, NPeayCMOTPEeHHbIMY YacTsamMu 1 1 2 HacTosLeln cTaTby, MPeAcTaBnAOTCA NPOTOKOMbl UCTbITAHWUN
O COOTBETCTBMWM ITWX CEpUN NEKapCTBEHHOro npenapaTta AN BEeTepvHApHOro NpPUMMEHeHWs nokasaTensm
KayecTBa, MpPedyCMOTPEHHbIM HOPMAaTMBHLIM [AOKYMEHTOM (Janee - MpPOTOKOM MCMblITaHui), MPOBOAMMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenoCcTBOoM Poccunckon ®depepaunm o6 akkpegutauum B
HaUMOHarnbHOW CUCTEME akkpeauTauum ucnbiTatensHbiMy nabopatopusiMu (LeHTpamu).

7. BExerogHo He nosgHee 1 dheBpans NpPOW3BOAMTENU NEKApCTBEHHbIX CPEeACTB WM OpraHusauuu,
OCyLLeCTBsAOWME BBO3 (NepemMeLleHne) fNeKkapCTBEHHbIX MNpenapaToB AnS BETEPUHAPHOTO NPUMEHEHWUs B
Poccuiickyto deagepaumto, NnpeactaBnsaoT B dpegepanbHbIi OpraH UCMOMHUTENBbHON BRacTh, OCYLLECTBISIOLWNA
YHKUMW NO KOHTponio (Hagsopy) B cdepe obpalleHus nekapCTBEHHbIX CPeACcTB Ans BeTepuMHapHOro
NPUMEHEHMWS, NPOTOKOM WCMbITAHWIA NOCTYNMBLLETO B TEeYeHWe roga B rpaxaaHCcKMn obopoT nekapCTBEHHOro
npenapara Ansi BEeTepUHapHOro NpUMEHeHNs1 KOHKPETHOro Npov3BoauTens (Ha ogHy Cepuio KaXKdoro TOproBoro
HauMeHOBaHNA C y4yeTOM feKapCcTBeHHOW (OpMbl, @ Afs NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
MPUMEHEHWS, He SBMAIWErocs KMMMYHOOMONOrMYeckMM, Takke C Y4YeTOM [03WPOBKW), MPOBOAMMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccunckon ®depepaunm o6 akkpegutauum B
HaUMOHarnbHOW CUCTEME akkpeauTauum ucnbiTatensHbiMy nabopatopusiMu (LeHTpamu).

8. Beopg B rpaxgaHckunii 060poT MMMYHOBMONOrMYECKOro NEKAPCTBEHHOIO NpenapaTta Afs BeTepMHapHOro
npuMeHeHusi, npounsBeneHHoro B Poccuiickonn Pepepaumm unu BBO3MMOro (nepemeltaemoro) B Poccuiickyto
denepaumio, OCYLIECTBNSIETCHS Ha OCHOBaHWM  paspelleHus, BblgaHHOTO  bedepanbHbiM — OpraHoM
WCMNOMHUTENBbHOW BRacTW, OCYLECTBAAIWMM (yHKUMM N0 KOHTponio (Hagsopy) B cdepe obpalieHus
nekapCTBEHHbIX CPEeACTB AN BETepPUHapHOro npumeHeHus. YkasaHHoe paspelleHue BbldaeTcs Ha OCHOBaHUM
NPOTOKONa WUCMbITaHWI, NPOBOAMMBIX aKKpeAUTOBAHHbIMA B COOTBETCTBMU C 3aKOHOOATENbCTBOM PoCCUICKOM
depepaummn 06 akkpeguTauMM B HaUMOHarNbHOW CUCTEME aKKpeauTauun opraHnsauusMy, nogBeLoMCTBEHHbIMU
degepanbHOMy OpraHy UCMOJSTHUTENbHOM BACTH, OCYLLECTBSAOLWEMY (PYHKLUMM MO BbipaboTke rocyaapCTBEHHON
MOMUTUKM U HOPMAaTUBHO-NPABOBOMY PErynMpoBaHWI0 B cdepe arponpoMblLLUIEHHOr0 KOMMMeKca, BKMyas
obpalleHne nekapCTBEHHbIX CPeacTB ANd BETEPUMHAPHOro MNpUMEHeHus, unu degepanbHOMY oOpraHy
WCMONHWUTENBHON BRNacTu, OCYLleCTBAsOWEMY (YHKUMM MO KOHTpomw (Hagsopy) B cdepe obpalyeHus
nekapCTBEHHbIX CPEACTB A5 BETEPMHAPHOIO MPUMEHEHUS, a TaKKe JOKYMEHTOB U CBEAEHUIA, NPEaYCMOTPEHHbIX
yactbto 1 (ans npenapaTtoB, npou3BedeHHbiXx B Poccuiickon depepaumn) nnym Yactbio 2 (NS npenapartos,
BBO3UMbIX (NepemMeLtaeMbix) B Poccunckyto Pegepaumio) HacTosiwen ctaTbm.

9. Cpok Bblgayn paspeLleHunsi, ykasaHHOro B YacTu 8 HacTosILEeN cTaTbl, COCTaABNSET NATb pabounx gHeW
CO [HS npefcTaBieHNsi NPOM3BOAMTENEM fIEKAPCTBEHHbLIX CPEACTB MU OpraHn3auuein, OCyLLeCTBNASIOWEN BBO3
(nepemelleHne) NekapCTBEHHOIO MnpenapaTta AN BeTepuMHapHOro npumeHeHust B Poccuiickyto ®egepauuio, B
degepanbHbIl OpraH UCMONHUTENBHON BRacTW, OCYLLECTBAIOWMA OYHKLUUK MO KOHTpono (Hag3opy) B cdepe
obpalleHns nekapCcTBEHHbIX CPeACTB ANs BETEPUHAPHOro NPUMEHEHUS, AOKYMEHTOB, MPegyCMOTPEHHbIX YacTbio
8 HacTosLen cTaTbu.

10. PaspelueHue, ykasaHHoe B 4acTu 8 HacTosilLen CTaTbM, BblJAeTCA B OTHOLUEHUU KaXdoW U3 nepBbiX
OBYX Cepui UMMYHOOMOSOrMYeCcKoro NekapCTBEHHOrO npenapaTta Ansi BEeTEePUHAPHOro NPUMEHEHUs, BrepBble
npousBeneHHoro B Poccunckon Pepepauumn unv Bnepeble BBO3MMOro (nepemeiwjaemoro) B Poccuiickyto
depepaumio. Takoe paspelleHue BbldaeTcsl Ha BeCb CPOK obpalleHus cepun UMMYHOBMONOrnMyeckoro
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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 coxpaHeHus: 26.12.2023

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

NeKapcTBEHHOro npenapaTta AN BeTEPUMHaApHOro MPUMEHEHUs, B OTHOLUEHWM KOTOpPOM OHO BblaaHo. B
OTHOLUEHMUN MOCMNEYLWMX CEPUN OOHOr0 TOProBOr0 HAaMMEHOBAHMS UMMYHOOBWOMOrMYECKOro NeKapCTBEHHOMO
npenapaTta Ons BETEPUHAPHOIO MNPUMEHEHMUs, Npou3BedeHHoro B Poccunickon degepaumm vnm BBO3MMOIO
(nepemewaemoro) B Poccunckyto degepaumio, Takoe paspelleHne BblgaeTcs CPOKoM Ha Tpu roga. Nopsgok
Bbldayn paspeLleHnsi Ha BBOA B rpaxaaHckn 06opoT MMMYHOOMOMOrMyeckoro nekapcTBEHHOro npenaparta ang
BETEPVMHAPHOIO NPMMEHEHWS, NOPAAOK BblAauM NPOTOKOMA UCMbITAHUA, YKa3aHHbIX B YaCcTW 8 HACTOSILLEN CTaTbM,
a Takke MeToOMKa onpedeneHus pasMepoB MnaTbl 3a Bblgadyy YKasaHHOMO MPOTOKOMA  MCMbITAHWUIA
ycTaHaBnuBaeTcs NpaButensctsoM Poccunckon degepaumn.

11. mmyHoBronoruyeckne nekapcTBeHHble npenaparbl Ans BETePUHAPHOro NPYMeEHEHWs, BBEAEHHbIE B
rpaxxgaHckmini 060poT B COOTBETCTBUM C HYacTblo 8 HACTOsLLEN CTaTby, NOANEXAT XpaHeHWIo, NepeBO3Ke, OTMYCKY,
peanusauuuv, nepegaye, NPUMEHEHMNIO 0 NCTEYEHNS CPpOKa UX FOQHOCTM.

12. 3a HenpeacTtaBneHMe UMM  HECBOEBPEMEHHOE NpPeaCTaBfieHNE [OOKYMEHTOB U CBEAEHWMH,
npeaycMoTpeHHbIX Yactamum 1 - 3, 6 u 7 HacToswen cTaTbW, NPOU3BOOUTENU NEKAPCTBEHHBLIX CPEACTB U
opraHmsauuu, OCYLLECTBrSWNe BBO3 (MepemelleHne) nekapCcTBeHHbIX npenapatoB And BeTepuHapHOro
npumeHeHnus B Poccuiickyto depepaunio, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM
Poccuiickon ®egepaumn.

13. lNpeacraBneHve JOKYMEHTOB 1 CBEAEHUN, MPegyCMOTPEHHbIX YacTamu 1 - 3, 6 1 7 HacTosLWen cTaTbu,
MW nonyyeHue paspeLlleHnsi, yKasaHHOro B 4acTu 8 HacTosilen cTatbW, He TpebylTca B OTHOLUEHUU
neKapCTBEHHbIX NpenapaToB Afsi BETEPMHAPHOro NpYMeEHEeHUs, NpegHasHayYeHHbIX Ans BbiBO3a U3 Poccuiickon
Pepepaumu, npoBeaeHUA OOKITUHUYECKNX UCCNEAO0BaHNIA NIeKapCTBEHHbIX CPEACTB, KIIMHUYECKUX UccnegoBaHun
neKkapcTBeHHbIX MpenapaToB AN BETePVHAPHOro NPUMEHEHNS 1 BBO3a ANA Lernen, ykasaHHbIX B MyHKTe 5 yacTu
1 cratbu 50 HacTosiwero ®PepepanbHOro 3akoHa, a Takke 0OpasLOB IeKapCTBEHHbIX NpenapaToB AN
BETEPVMHAPHOro NpMMeHeHWs, NpegHa3HavYeHHbIX Ans NPoBeAeHUs 3KCNepTUsbl NeKapCTBEHHbIX CPEACTB B Liensx
OCYLLECTBIEHNS rOCYyAapCTBEHHOW perncTpauumn nekapcTBEHHbIX NpenapaTtoB AN BETEPUHAPHOTO NPUMEHEHUS
WUNM BHECEHUS W3MEHEHWW B PErucTpauuoHHOe [0Cbe Ha NeKapCTBEHHbIN npenapaT Afnsi BeTepUHapHOro
NPUMEHEHMS.

Cratba 53. lMpopaxa, nepepavya nekapcTBEHHbIX CPeACTB OpraHU3auMsiMu OMTOBOM TOProBmU
nekapcTBeHHbIMU cpeacTBamMm

1. OpraHvsaumy ONTOBOW TOPrOBMN JEKAPCTBEHHBIMW CpeacTBaMM MOTYT OCYLUECTBNATb NPOAaXY
nekapCTBEHHbIX CPEACTB MMM nepefaBaTb UX B YCTAHOBIIEHHOM 3akoHogaTenbcTBoM Poccuiickon Pegepaumm
nopsigke (3a UCkItyYeHnemM dapmaneBTUYeckon cybcTaHumm cnupTa STUIOBOrO (3TaHona) ¢ y4eTom TpeboBaHui
yacTu 3 HacTOsILLEN cTaTbW:

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-93)

1) OpyrMM opraHv3aunsiMm ONTOBOW TOProBNW NEKAPCTBEHHLIMU CPEACTBaAMY;

2) NpoM3BOAUTENSAM NEKAPCTBEHHbIX CPEACTB AN Lernen Npon3BoACcTBa NIeKapCTBEHHbIX CPeACTB;
3) anTeYHbIM OpraHn3aumam U BETEPMHAPHbLIM anTEeYHbIM OpraHM3aunsim;

4) Hay4HO-UccNeaoBaTenbCKUM OpraHmM3aLmaM Ans HayYHo-MccnegoBaTensckon paboThbl;

5) nHanBuagyanbHbIM npegnpuHuMarTendam, nMmerwmm JMULeH3NK Ha (*)apMaLl,eBTI/ILleCKyI'O AeATeNIbHOCTb
nnn nnueH3n Ha MeanUMHCKYI0 OeATEel1IbHOCTb,

6) MeauMUMHCKUM opraHvM3aumsiM, B TOM 4YuCrie CO3[4aHHbIM W 3apermcTpupoBaHHbIM B COOTBETCTBUM C
3aKoHOOATENbLCTBOM MHOCTPAHHOrO rocygapctsa - yneHa OpraHusauum 3KOHOMWMYECKOrO COTPYAHMYECTBA U
pasBUTUS  WHOCTPaHHLIM  OPUAMYECKMM  FNMUAM, WHAMBUAyaNbHbIM  MpeanpuHUMaTtensaM, SBMASLWLMMCS
yvyacTHMKamMu npoekta B cooTBeTcTBUM ¢ PegepanbHbiM 3akoHoOM OT 29 wmoHsa 2015 roga N 160-¢3 "O
MeXOYHapOAHOM MELMUMHCKOM KracTepe U BHECEHWM W3MEHEHUM B OTAENbHblE 3aKOHOAATEMbHbIE aKTbl
Poccuinckon ®egepauun”, n BeTepnHapHbIM OpraHn3aumsam;

(B peq. PenepanbHbix 3akoHOB OT 26.07.2019 N 240-93, ot 04.08.2023 N 428-03)

7) opraHusauMam M MHOMBMOYanbHbIM  MPEeAnpUHUMATEnsM,  OCYLUECTBNSAIOWUM  pa3BedeHuve,
BblpalLyBaH/e 1 coaepKaHne XMBOTHbIX (3a UCKMHYEHNEM NPOoAaXn UM (hapMaLleBTUYECKUX cyBCTaHUMI Nin nxX
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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 coxpaHeHus: 26.12.2023

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

nepegaun).
(n. 7 B pea. PegepansHoro gakoHa ot 02.08.2019 N 297-93)

2. OpraHusauumM ONTOBOW TOProBfM NEKApCTBEHHbIMU CPeACTBaMW He BNpaBe OCYLLECTBMATb MPOAaxy
(nepepnady B YCTaHOBMEHHOM 3akoHopaTenbcTBOM Poccurickon ®depepauum nopsake) dapmaueBTUyecKon
cybcTaHuum cnvpTa 3TUNoBOro (3TaHona).

(4acTb 2 B pea. PepepanbHoro gakoHna ot 27.12.2019 N 481-93)

KoHcynbTaHTlntoc: npumeyaHue.
Y. 3 cr. 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obriactv, XepCOHCKOM 00nacTu MPUMEHSIETCS C
01.09.2024 (3 ot 04.08.2023 N 428-93).

3. OpraHusauuy ONTOBOW TOPrOBMM JIEKAPCTBEHHLIMM CPeACcTBaMM MOTYT OCYLUEeCTBNATh MNpoaaxky
(nepegayy B ycTaHOBREHHOM 3akoHodaTenbcTBOM Poccuiickoit degepaumn MNopsigke) NeKapcTBEHHOTO
npenapara ans MeaMuuHCKOro NpUMeEHEeHUs ¢ MeXayHapOAHbIM HeNnaTeHTOBaHHbLIM HaMeHoBaHueM "JTtaHon":

1) ropungn4eckum  nmuam, UMMerwnuMm  JNUUeH3nto  Ha d)apmau,eBTquCKylo 0EeATEeNIbHOCTb B chepe
o6pau.|,eH|/|9| NNeKapCTBEHHbIX CpeacTB AnAa MeguumnHCKOro npuMeHeHuA,;

2) nigmemayanbHbIM NPeAnpUHUMaTENsM, UMEIOLWNM NULEH3NI0 Ha dhapMaLeBTUYECKYI0 OesTEeNbHOCTb B
chepe obpalLeHNsi NeKapCTBEHHbIX CPEACTB AN MEAULMHCKOIO NpUMEHeHUs;

3) MHAMBMAYanNbHLIM NPeanpUHMMATENSM, UMEIOLLUM FIMLEH3NIO Ha MEOULMHCKYIO AEATENbHOCTb;
4) 1opMaMYECKUM NULLAM, UMEIOLLMM FULIEH3NIO HA MEAULIMHCKYIO OAesTenbHOCTb;

5) WHOCTPaHHBIM KOPUOUYECKMM §NWUaM W UHAMBUAYANbHbIM MpeanpuHUMaTensaM, Cco3daHHbIM - U
3aperncTpupoBaHHbIM B COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPAHHOIO rocygapcTea - uneHa OpraHusauum
3KOHOMUYECKOTO COTPYyQHMYECTBA M pPas3BUTUS, SBSAIOWMMCSA Yy4yacTHMKaMuM Mpoekta B COOTBETCTBUU C
®epepanbHbiM 3akoHoM OT 29 moHs 2015 roga N 160-03 "O mexagyHapoaHOM MeOMLMHCKOM Krnactepe u
BHECEHMM U3MEHEHUI B OTAENbHbIE 3aKoHoA4aTenbHble akTbl Poccunckon ®egepaummn’;

6) ncnbiTaTenbHbiM NabopaTopusimM (LeHTpam), MPOBOASALLIMM UCMbITAHUA B 06racTM KOHTPOMNsl KayecTBa
NeKapCTBEHHbIX CPEeACTB, aKKpeaANTOBAHHBLIM B COOTBETCTBMM C 3aKkoHoAaTenscTBoM Poccuiickon ®egepaumm o6
aKkKpeauTauumn B HaUMOHaNbHOM CUCTEME aKkKpeauTaLuun.

(vacTb 3 BBegeHa denepanbHbiM 3akoHoM OT 04.08.2023 N 428-03)

Cratba 54. MpaBuna onToBOW TOProBM NleKapCTBEHHbIMU CpeACcTBaMu

1. OnToBas TOproBns feKapcTBEHHbIMU CPEACTBaMM OCYLLECTBNSETCA NPOM3BOAUTENSAMU NEKAPCTBEHHbLIX
CPEeACTB WM opraHvM3auMsMuM ONTOBOW TOProBMW NEeKapCTBEHHbIMWM CPeacTBaMU MO NpaBuiaM Hagnexallemn
ONCTPUOBLIOTOPCKOM MpaKTMKW, OpaBwnaMm Hagnexawlen nNpakTUKA XpaHeHWss U NEepeBO3KU FeKapCTBEHHbIX
npenapaToB Afs MEOULMHCKOrO NPUMEHEHWS], IpaBUNaM XpaHeHWst NNeKapCTBEHHbLIX CPEACTB AN BETEPUHAPHOrO
NMPUMEHEHWS,  YTBEPXOEHHbIM  COOTBETCTBYWLUMMW  YMONTHOMOYEHHbIMU  dpefepanbHbIMM - OpraHamm
NCMNOMHMTENBHOW BNacTu.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 28.04.2023 N 171-d3)

2. OpraHusauus ONTOBOW TOProBMM feKapCTBEHHbIMWM cpeacTBamu obszaHa cobniogatb npegenbHble
CPOKW OTIpy3kuM 3aTpeboBaHHbIX anTe4yHOW oOpraHusauven neKkapCTBEHHbIX npenapaTtoB Ans MeAULMHCKOro
NMPUMEHEHMSA N He BrpaBe OTKasbiBaTb anTe4YHOW OpraHv3aumun, C KOTOPOW Yy Hee 3aKMoveH COOTBETCTBYHOLLUIA
JOroBOp O MOCTaBKax fleKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHWs], B NOCTaBKe NekapCTBEHHbIX
npenapaToB ANs MeOULMHCKOrO NPUMEHEHWUs Npy Hannuum 3aTpeboBaHHbIX NEeKapCTBEHHbIX NpenapaTtoB Ans
MeOULMHCKOTO NPUMEHEHUs Yy opraHusaumMu OMTOBOW TOProBfiM NekapcTBEHHbIMM cpedcTBamu. lpegenbHble
CDOKW OTrpy3kuM 3aTpeboBaHHbIX anTe4yHOW oOpraHusauven neKkapCTBEHHbIX npenapaTtoB Ans MeAULMHCKOro
NMPUMEHEHMS B 3aBMCMMOCTM OT PacnosfioKeHMs MecTa OTrpy3KU NekapCTBEHHbIX NpenapaTtoB A1 MeAULIMHCKOro
NMPUMEHEHNS YyCTaHaBNMBaKTCA YNONHOMOYEHHbIM hegepanbHbiM OpraHoM MCMONMHUTENBHON BNAcTy.

(vacTb 2 BBegeHa PeaepanbHbiv 3akoHoM 0T 26.03.2022 N 64-93)
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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 coxpaHeHus: 26.12.2023

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

Cratba 55. Mopsaaok po3HUYHOWN TOProBnu NekapcTBeHHbLIMU NpenapaTamm

1. Po3HMYHasa TOproensi eKapCTBEHHbIMY MpenaparaMy B KONMYecTBax, He06XoOuMbIX AN BbIMOSTHEHMS
BpayebHbIX (henbalepckux) HasHa4YeHMrM WU HasHadeHur cneuynanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMAETCH anTe4YHbIMWU OpraHn3aumsmMmn, BeTepMHAPHbIMIU anTeYHbIMU OpraHM3aunsaMm, UHAUBUOYanbHbIMU
npegnpyHMMaTensiMM, UMEKLWMMM  JNIMUEH3NI0 Ha  (bapMaueBTUYECKYD  OesTEeNbHOCTb, MELUUUHCKMMM
OopraHu3auusamMu, UMeLWMMM §UUEH3NK0 Ha dapMaueBTUYECKYID [OeATeNnbHOCTb, U WX 0060cobneHHbIMK
nogpasgeneHuammn (ambynatopusiMy, enbAlepckumMmn n enbaLlepcko-akyLepCKMMM MyHKTaMK, LieHTpamMm
(oTmeneHusamMun) obLuer BpayebHON (CEMENHOW) NPAKTUKN), PACMOSNOXKEHHBIMU B CEMbCKUX HACESEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3aunm, U BEeTEPUHAPHBIMU OPraHU3aumsIMmn, UMEOLMMY FIMLEH3NIO Ha
hapmMaLeBTMYeCKyl0 AesTenbHoCTb. Pa3pelleHa po3HUYHasi TOProBrisi TONbKO NleKapCTBEHHbIMK npenapaTamu,
3apeructpupoBaHHbiMin B Poccuiickon ®efepaumn  Unu - U3roTOBMEHHBIMM  anTeYHbIMU  OpraHu3aumsmu,
BETEPVMHAPHBLIMU anTEYHbIMY OPraHn3auMsaIMun, MHOUBUAYaNbHBIMU NpeanpuHUMaTensiMm, UMELWUMIA NULEH3NI0
Ha bapmaueBTUYECKYI0 OeATENbHOCTb. PO3HMYHAs TOProBns fiekapCTBEHHbIMU MpenapaTtamMmu OCyLLEeCTBISETCS
Mo npaBunam Hagrnexailen anTe4yHOW NPaKTUKK, YTBEPXOEHHbIM YMONTHOMOYEHHbIM dheaepanbHbIM OpraHoM
NCNOMHUTENBbHOW BNacTu.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

1.1. Po3HMYHAs TOProBns JI€KapCTBEHHbIMW MpenapataMmyv Ans MEeOUUUHCKOrO MpUMEHeHMs (3a
WCKIMIOYEHVMEM JIeKapCTBEHHbIX MpenapaToB, OTNyCckaeMblX MO peuenTy Ha JeKapCTBEHHbI npenapar,
HapKOTMYECKMX TNEKapCTBEHHbIX MpenapaToB M MCUXOTPOMHbLIX FMEKApCTBEHHbIX MNpenapaTtoB, a Takke
CMMPTOCOAEPKALLUX NEKAPCTBEHHbIX MpenapaToB ¢ 00beMHON AoNen 3TUNOBOro cnvpTa cebilwe 25 NPOoLUEeHTOB)
MOXET OCYLUECTBMSATbCA anTeYHbIMM OpraHu3auusiMuM  AUCTaHLMOHHBIM CNoco6oM. PO3HWYHYKO TOpProBnio
NneKkapCTBEHHbIMX MpenapaTamMm AN MEeAWLUMHCKOrO MNPUMMEHEHWS  OUCTAHUMOHHBIM — CMOCOOOM  MOryT
OCYLLECTBMATb anTeYHble OpraHM3auun, MMerLme JUUEH3NI Ha gapMaueBTUYECKYl0 OeATEeNbHOCTb W
COOTBETCTBYIOLEE pa3pelleHve deaepanbHOro opraHa UCMONIHUTENbHON BMAacTW, OCYLLECTBRSAOWEro yHKumnm
Mo KOHTPOM W Hap3opy B cdpepe 3gpaBooxpaHeHus. [opsgok Bblgaum paspelleHus Ha OCyLLeCTBreHve
PO3HUYHOW TOProBnAM NEKapCTBEHHbIMW MNpenapaTamm AUCTaHLMOHHBLIM cnocobom, TpeboBaHUS K anTeYHbIM
opraHusauusamM, KOTopble MOryT OCYLLECTBMATb Takylo TOProBriio, U MOPSOOK ee OCYLeCTBMEHUs, a Takke
npaBuna AOCTaBKM JEKAapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaenuvearTcsa [MpaBuTenbCcTBoM Poccuinckon
depepaumun. MiHdopmaumsa o6 onnadeHHbIX (OTAYLWEHHbIX) U MOTyYEHHbIX JIEKAPCTBEHHBIX MpenapaTtax BHOCUTCH
B CUCTEMY MOHUTOPUHIa ABW)KEHUS NEeKapCTBEHHbIX MpenapaToB AN MEeAMLMHCKOro MpUMEHEHMS B MOpsiaKe,
npeayCMOTPEHHOM YacTbio 7 cTaTbu 67 HacTosAwero PengepanbHOro 3akoHa.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHom o1 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OpraHvM3auuin v OpaBuia OTMyCcKa fleKapCTBEHHbIX MpenapaToB Ans MeOMLMHCKOro
NMPUMEHEHMS anTeYHbIMW OpraHn3auuaMmn, UHAVBUAYaNbHLIMU NPeAnpUHUMaTENaMNU, UMEOLWMMU FIMLEH3NIO Ha
hapmaLeBTMYECKY0 OeATeNbHOCTb, a Takke npasuna OTnycka NekapCTBEHHbIX NpenapaToB Ans MeguuUHCKOro
NPUMEHEHUS MEeAMUUHCKMMMW OpraHM3aumsamMm, MMEKLWMMK NULEH3NI0 Ha hapMaueBTUYECKY0 AesTeNbHOCTb, U
nx obocobneHHbIMM nogpasgeneHusamn (ambynaTopusiMu, denbalepckumm 1 denbalepcKo-aKyLepCKUMm
NyHKTaMu, LeHTpamu (oTgeneHvsmn) obulen BpadyebHoM (CeMenHOo) NpakTUKM), pacrnonoXeHHbIMU B CEITbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHv3auuu, yTBepXOalTcs YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

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

3. [IpaBuna oTtnycka HapKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB, 3apeErMCTPUPOBaHHbIX B KAYeCcTBe
NeKapCTBEHHbIX MNpenapaToB, JEKAPCTBEHHbLIX MpenapaToB, COAepXallMx HapKoTUYeckue cpeacTBa U
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCSA YNONHOMOYEHHBIM (hefepanbHbiM OpraHOM UCMOSMHUTENBHON BRacTu
Mo cornacoBaHuio ¢ dpefdepanbHbiM OpraHoOM MCMNONHUTENbHOWM BRacTy, YNONTHOMOYEHHbLIM B cdhepe BHYTPEHHMX
aen.

(B peq. PenepanbHoro zakoHa ot 03.07.2016 N 305-93)

4. JNekapCTBEHHblE MpenapaTtbl ANsi BETEPUMHAPHOIO MPUMEHEHMWST MoAanexaT OTNycKy BeTepUHapHbIMMU
anTevyHbIMW oOpraHun3aunamMmun, BeTEepUHaApPHbIMU OpraHu3aumamMmun, wuHOMBMAyanbHbIMU NpeanpuHUMaTenamm,
mnvewwmMmn nuueH3n Ha cpapmau,eBqueCKyro AedaTesIbHOCTb. OTI'IyCK JleKapCTBEeHHbIX npenapaTtoB And
BETEPVMHAPHOIO NMPUMEHEHMST OCYLLIECTBIISIETCA B COOTBETCTBMM C NMpaBunaMy Hagrnexaien anTe4Hom npakTUKm
NeKkapcTBEHHbIX MpenapaToB AN  BETEPUHAPHOrO  MPUMEHEHUS, YTBEPXKAEHHbIMW  YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHOM UCMONHUTENBHOIM BRacTy.

(B peq. PepepanbHoro 3akoHa 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 coxpaHeHus: 26.12.2023

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

5. MNepeyeHb MegUUMHCKUX OpraHu3auui, UMELMX NLEH3NI0 Ha (hapMaLeBTUYECKY0 AEATENbHOCTb, U
nx o6ocobrneHHbIX nogpasgeneHun (ambynatopui, denbawepcknx U denbalepcko-akyLepcknx MyHKTOB,
LeHTpoB (oTaeneHun) obuien BpavyebHOM (CeMEeNWHOWN) MPaKTUKM), PACMONIOKEHHbIX B CEMbCKUX HaCeneHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHv3auuu, a Takke NnepeyeHb fiekapCTBEHHLIX MpenapaTos,
npogaxa KOTOPbIX MOXET OCYLIECTBNATLCA yKasaHHbIMW  OpraHu3aumMsamMu 1M uMx  060COONeHHbIMM
noapasgeneHmsamm, ycTaHaBnMBalTCs opraHammn UCMOSNTHUTENbHOM BNacTh cybbekTtoB Poccuiickon Pegepaumm.
(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeyHble oOpraHuM3auuMu, UWHOMBUAOYanbHble NPeanpuUHUMAaTeny, WMelLWmMe JULEH3NI0  Ha
hapmaueBTUYECKYO0 AesiTeNbHOCTb, 00si3aHbl obecneunBaTb YTBEPXAEHHbIM [lpaBuTenbcTBoMm Poccuitckoin
denepaumn 1 opMUpyemblii B YCTAHOBMEHHOM WM [OPSAKE MWHUMANbHBIA aCCOPTUMEHT JlIEKaPCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX A51S OKasaHMs MeQULIMHCKON NOMOLLW.

(vacTb 6 B peq. PepepanbHoro gakoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHuMsaumv, UHOMBUAYyanbHble NpeanpuHUMaTeny, UuMeloWMe NUMUEH3NI0  Ha
dapmaueBTUYECKY0 AeATeNbHOCTb, HapsAy C NekapCTBEHHbIMW MpenapataMy MMelT npaBo npuobpeTtatb U
npodasaTtb, B TOM 4YucCrie AWCTaAHLMOHHBIM CNOCOBOM, MeAMUMHCKME u3fgenus, AesvHduumpylowmne cpeacrsa,
npegMeTbl W cpeacTBa NWMYHOM [UMMEHbI, MOCYAy Ans MEeAUUUHCKMX LUenen, npeameTbl U cpeacTsa,
npefHasHadeHHble AN yxoda 3a 60rbHbIMY, HOBOPOXAEHHLIMW U OeTbMU, HE JOCTUrLIMMY BO3pacTa Tpex nerT,
OYKOBYIO OMTUKY M CPEACTBA yXx0A4a 3a Hel, MMHeparnbHble BoAbl, NPOAYKTbl ie4ebHOoro, 4eTCKOro 1 AMeTU4EeCcKoro
nMTaHus, Guonornyeckn akTuBHble Ao00aBKku, NapdgloMepHble U KOCMeTU4Yeckue cpeacTBa, MeauuMHCKMe W’
CaHWTapHO-NpOCBETUTENbHbIE MevaTHble M34aHus, npegHasHadeHHble Ans nponaraHabl 340poBoro obpasa
XKN3HW.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. [eAaTenbHOCTb anTeyHblX opraHudauuin BoopyxeHHbix Cun Poccuitickon ®depepauuu, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHMI 1 OpPraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccunckon ®enepaumm npegycMoTpeHo
NpoOXoXaeHne BOEHHOW cnyxbbl unu  depepanbHOM  rOCyAapCTBEHHOM  CNyxObl, CBSI3aHHOW C
NpaBOOXPaHUTENbHON  OEeATENbHOCTbIO,  pernameHTupyetca  Hactoswum  dPepepanbHbiM - 3aKOHOM U
YTBEPXKAEHHBIMU COOTBETCTBYHOLUMMU  befeparnbHbiMU  OpraHaMm  UCMOMHUTENbHOW BNACTU  NOSNOXEHUAMMN.
KoHTponb 3a cobniogeHnemM ykasaHHbIMW anTeYHbIMU OpraHu3auMsMn NonoXeHun HacTosiwero depepansbHOro
3aKOHa OCYLLIECTBMISIETCA COOTBETCTBYHOLLMMY ddedeparibHbIMU OpraHaMy UCNOMHUTENBHON BracTu.

(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 262-$3)

9. YTtpatun cuny ¢ 1 suBaps 2021 roga. - PegepanbHbin 3akoH ot 03.04.2020 N 105-93.

KoHcynbTaHTln0C: npumeyaHue.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (93 ot 20.10.2022 N 405-$3).

CrtaTtbsa 55.1. NopsAgok ocylecTBNEHUA PO3HUYHOM TOProBnu NeKapcTBEHHbIMU NpenapaTtamMu Ans
MeAULIMHCKOro NPUMEeHeHUs1, OTNyCcKaeMbIMU MO peuenTy Ha fieKapCTBEeHHbIN npenapart, AUCTaHUMOHHbIM
cnoco6om

(BBepeHa ®epepanbHbiM 3akoHoMm oT 20.10.2022 N 405-93)

1. B nepuopg ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropofe cdenepanbHoro 3HayeHuss Mockse, B
Benropoackon n MockoBckor obnactsix (oanee B HacTosilen cratbe - cybobekTbl Poccuickon ®eaepauun)
npegycMmaTtpuBaeTcsl MpPoOBEAEHNE 3KCMEPMMEHTA MO OCYLLUECTBIEHMKO PO3HUYHOW TOProBNW JF1EKAPCTBEHHLIMU
npenapatamu Ans MeOULMHCKOTO MPUMEHEHUs, OTMNyCKaeMbiMX MO peuenTy Ha JeKkapCTBEHHLIN Mpenapar,
ONCTaHUUOHHBLIM CNOCOBOM (ganee - 3KCNepUMEHT).

2. B pamMKax 3KCnepvMeHTa ero y4yacTHUKM BnpaBe AMCTaHLUMOHHbIM CMOCOOOM OCYLLECTBNATbL PO3HUYHYIO
TOProBMl0 NleKapCTBEHHbIMW Npenapatamu Ans MeAWLMHCKOro MPUMEHEHWs, OTMyCKaeMbiMW NO peLenTy Ha
nekapcTBeHHbIN npenapaT (B TOM 4ucne chopMUpPOBaHHOMY B (pOpMe 3MEKTPOHHOro AOKYMEHTa B JNIMYHOM
kabuHeTe rpaxgaHvHa B dyegepanbHOM rocyAapCTBEHHOW WHOpMaumnoHHon cucteme "EguHbin  noptan
rocygapCTBEHHbIX U MyHUUMNANbHbIX yeryr (PyHKUUR)" 1 (Mnn) Ha pervoHanbHbIX nopTanax rocygapCTBEHHbIX U
MYHULUMMAnNbHBLIX YCIyr) U BKITIOYEHHBIMU B I€peYeHb NeKapCTBEHHbIX MpenapaToB 1 hapMakoTepaneBTUYECKmX
rpynn riekapcTBeHHbIX MpenapaToB, paspeLleHHbIX K peanu3aumMu B pamKax 3KCMepUMeHTa, YTBepXAEHHbI
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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 coxpaHeHus: 26.12.2023

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

YMONTHOMOYEHHbLIM  d)edeparnbHbIM  OPraHoOM MWCMOMHUTENBHOM BMNactu (3a WCKMYEHMEM JTEKAapCTBEHHbIX
npenapaToB, coAepXalmx HapKOTUYeckne Ccpeacrtsa, MCUXOTPOMHbIE BeLWecTBa W MX  NPEKypcopsl,
NEKapCTBEHHbIX MpenapaToB, COAEpXalmMxX CUIbHOOEWCTBYIOLWIME BeLlecTBa, paguodapmauleBTUHECKNX
NeKapCTBEHHbIX NpenapaToB, MMMYHOOMOMOIMYECcKUX NEKapCTBEHHbLIX MpenapaToB, a Takke eKapCTBEHHbIX
npenapaTtoB, Afs KOTOPbIX B COOTBETCTBUM C MHCTPYKUMEN MO MPUMEHEHUIO IEeKapCTBEHHOro npenapara
YCTaHOBMNEH TeMnepaTypHblil pexmnm XxpaHeHuss Hwmxke 15 rpagycoB Llenbcusi, cnmpTocogepalumx
nekapcTBEHHbIX NpenapaTtoB ¢ 0ObeMHOM Oonen STUIOBOrO CnupTa CBbille 25 MPOLIEHTOB U NEKAPCTBEHHbIX
npenapaToB, M3rOTOBMNEHHbIX anTEYHbIMY OpraHM3aunsMmn). Kpurepuu BKOYEHMS NTEKapCTBEHHbIX NpenapaTos U
(hapmakoTepaneBTUYECKUX TPYMNN JEeKapCTBEHHbLIX MpenapaTtoB B YKa3aHHbIA MepedeHb YCTaHaBMBalOTCS
MpaeutenbctBom Poccuiickon ®egepauun. [lonoxeHnss HacTosIWEn CcTaTbM HE pacnpoCTpaHsATCsa Ha
nekapCTBeHHble MpenapaTtbl, OTMNyckaemble GecnnaTtHO WM CO CKUAKOW rpakgaHam, MMEKLMM MpaBoO Ha
obecrneyeHne nekapCcTBEHHbIMM MNpenapaTtaMu 3a CYeT CpeAcTB OaKeTHbIX accurHoBaHuin deaepanbHOro
GrooxeTa n GrogkeToB cydbekToB Poccuiickon ®eaepaunn.

3. YuyacTHMKamMn 3KCMepuMeHTa SBNAIOTCA YMNONHOMOYEHHbIN dedeparnbHbIi OpraH WCMONHUTENbHOM
BNacTu, yNosIHOMOYEHHbIE OpraHbl UCNONMHUTENBHON BNacTu cybbekToB Poccuickon denepaunm, MeguunHckmne
opraHusauMm M anTeyHble opraHusauum, cooTBeTCTBYOLWME TpeboBaHMAM, YCTAHOBMEHHBIM B COOTBETCTBUM C
YacTbto 4 HaCTOSLLIEN CTaTbW.

4. [onoxeHve O MoOpsiAke NPOBedEHUs 3JKCNepuMMeHTa, B TOM 4ucrne TpeboBaHUS K MeOUUMHCKUM
opraHmsaumMsM W anTeyHbIM  OpraHusaumsM, SABMASIOWUMCH  ydaCcTHUKaMM  3KCNepuMeHTa,  Mopsgok
OCYLLECTBMEHNS PO3HWYHON TOProBMNWM feKapCTBEHHbIMW MpenapatamMyv Ans MeOUUMHCKOro MpUMEHeHUs,
oTnyckaemMbIMU MO peLenTy Ha NekapCTBEHHbIN npenapat, AUCTaHUMOHHBLIM crnocobom, TpeboBaHust K 4OCTaBke
TakvX NekapcTBEHHbLIX MpenapaToB rpaxaaHaM, rnpasura BbiAayun paspelleHnss Ha OCYLLeCTBIIEHUWE PO3HUYHOWN
TOProBNN IeKapCTBEHHbIMU MpenapaTaMv AN MeAMUMHCKOrO MPUMEHEHUS, OTNycKkaeMbiMM NO peuenTy Ha
nekapCTBeHHbI npenapaTt, AMCTaHUMOHHbIM crnocobom, yTBepxgaetca [lpaButenbctBom Poccuiickon
®epepaumun. TpeboBaHMsa K anTeYHbIM OpraHn3aLmam, SBNAOLWNMCS yHaCcTHUKaMU SKCNEPUMEHTa, He MOryT BbITb
HWwke TpeboBaHWN, YCTAHOBMEHHbIX K anTeyHbiM OpraHv3auusM B COOTBETCTBMM C 4acTbto 1.1 crtatbm 55
HacTtosiwero ®egepansHOro 3akoHa.

5. YnonHomo4eHHbI tbeaeparbHbIn opraH UCMOMHUTESNTbHON BNAcTu:

1) ocyulecTBnsieT MeTOAMYECKOE  COMPOBOXOEHWE  3KCMEepUMMEHTa,  BKMoYas  MeToauyeckoe
COMPOBOXAEHNE [AESATENbHOCTU MEeAWMUMHCKMX OpraHvM3aumMidi M anTeyHblX OpraHuM3auui, y4yacTBYWOLMX B
9KCMEePUMEHTE, MO OPOPMIIEHMIO, UCMOSIb30BAHMUIO U XPaAHEHWIO PELIENTOB Ha fieKapCTBEHHbIN Mpenapart, B TOM
yucne chopMMpPOBaHHbLIX B hOpMe 3MEKTPOHHbBIX JOKYMEHTOB;

2) npencrtasnseT B [NpaButensctso Poccuiickon ®enepaunn npeasaputenbHbld (B Nepros NpoBeaeHuUs
3KCMEePUMEHTA, HO He MO3JHee YeM 3a [jBa MecsiLa 0O UCTEYEHMS CPOKa NPOBEAEHUSA IKCMEPUMEHTA) U UTOTOBBIN
(MO OKOHYaHWMM 3KCNEpPUMMEHTa, HO He MO3dHEee Yem 4vepes3 [ABa Mecsdua MNocrne UCTeYeHUs cpoka MpoBefeHus
aKCnepuMeHTa) OoKMNadbl O pesynbTaTax NPoBeAeHUs 3KCMEePUMEHTa N NPEANOXEHUS O BHECEHUMN U3MEHEHUI B
3akoHogaTenbCcTBO 06 obpalleHun nekapCcTBeHHbIX CPeACTB.

6. YNONMHOMOYEHHbIV OpraH UCNOMNHUTENBHON BriacTu cybbekTa Poccuiickon degepaumm:
1) BNpaBe ycTaHOBUTbL OCOGEHHOCTU NPOBEAEHUSA IKCNEPUMEHTA;

2) yTBepxaaeT Mopsdok oTbopa MeaMUMHCKMX OpraHusauuii U anTeyHblX opraHusauunii Ans yyactusi B
aKCnepuMeHTe, a Takke NPOBOAMT Takoi 0TGOp U yTBepXaaeT nepedeHb MeAULIMHCKUX OpraHM3aLmii 1 nepevyeHb
anTeyHbIX OpraHM3aLuii, COOTBETCTBYIOLLIMX TPeBOoBaHWAM, YCTaHOBMEHHbIM B COOTBETCTBUMU C 4YacTbio 4
HacTosLLEeN cTaTby, U ABMNSAIOLLMXCA YHACTHUKAMU SKCMEPUMEHTA;

3) ocywecTBNsieT MOHUTOPUHI MPOBEAEHWNsI 3KCMEepUMEHTa W MpeacTaBnser ero pesynbtaThl B
YNOSTHOMOYEHHbIN dheaepanbHbI OpraH NCNOSTHUTENBHOM BacTy;

4) obecneunBaeT MHHOPMALIMOHHO-TEXHUYECKOE obecrneyeHne NpPoBeAeHUsT SKCNepPUMEHTa NOCPELACTBOM
NCMOMb30BaHNA rOCy0apCTBEHHONW WHGOPMALMOHHOW cuUcTeMbl B cdepe 34paBOOXpaHeHUs cybbekTa
Poccuinckon ®epepaumm un  (Mnm) MeAWLMHCKMX WMHAOPMALMOHHBIX CUCTEM MEOMUUUHCKMX OpraHv3auun,
ABMASIOLLMXCA YHaCTHUKAMM 3KCNEPUMEHTA, U UX B3aUMOAENCTBUS C e4MHOM rocyaapCTBEHHON MHOPMaLMOHHOM
cucTeMon B cipepe 30paBOOXpaHEHMS.
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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 coxpaHeHus: 26.12.2023

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

7. MegnumHcKkne opraHMsauum u anTeyHble OpraHn3aummn BrpaBe 0TKa3aTbCs OT y4acTuUs B SKCMEPUMEHTE,
noas B YNOJTHOMOYEHHLIN OpraH UCNOMHUTENBHOW BnacTu cybbekTa Poccuickon depepaumm COOTBETCTBYIOLLEE
obpalleHve B MMCbMEHHOWN hopme.

8. AnTeyHble opraHusauuu, SIBRsIOLMECS y4vacTHUMKaMKW 3KCnepuMMeHTa, o06si3aHbl npu  npopaxe
OVUCTaHLMOHHBIM CMOCOOOM NEKapCTBEHHOro npenapaTta Anst MeAWLUMHCKOTO NPUMEHEHUs, OTMycKaemMoro o
peLenTy Ha nekapcTBeHHbIN npenapat, obecneynTb Npu OCYLLECTBIEHUM AOCTAaBKUM UOEHTUMUKALMIO NINYHOCTU
rpaxgaHuHa, MosyYalollero TakoW JleKapCTBEHHbI npenapaTt, B LUENnsX YCTaHOBMNEHUS COOTBETCTBUS €ro
NMIMYHOCTM M NWLa, YKasaHHOro B peLenTe Ha NeKkapCTBEHHbIN npenapat (ero 3akoHHOro npeacrtasutens), nnbo
nvua, YNoNHOMOYEHHOrO JMLOM, YKasaHHbIM B peLenTe Ha JEeKapCTBEHHbIN npenapaT (ero 3akoHHbLIM
npeacTaBuUTENEM), Ha NoOJlyYeHMe NEKAPCTBEHHOMO NpenapaTa (fanee B HACTOsILEN CTaTbe - MU0, YKasaHHoe B
peuenTe (3aKOHHbIN NPeACTaBUTENb, YNOMHOMOYEHHOE NNLLO).

9. Jvuo, ocyllecTBnsoWEee O0OCTaBKy IeKapCTBEHHOro npenaparta Ans MeOWUUUHCKOTO MNpUMEHeHWs,
OTNyCcKaeMoro no peLenTy Ha NekapCTBEHHbIV Npenapat, 06s13aHo noTpeGoBaTh Yy rpaxaaHuHa, nory4yaioLlero
TaKoW NeKapCTBEHHbI Npenapart, NpeabsaBUTb JOKYMEHT, YAOCTOBEPSIIOLLIMIA €ro NIMYHOCTb, AN MOEHTUdMKaLUK
FIMYHOCTU ITOFO FpaXkgaHUMHA U YCTAHOBIIEHWSI COOTBETCTBUS €ro NMYHOCTM M fMua, yKasaHHOro B peuenTe
(3aKoHHOrO nMpeacTaBUTens, YMNOMHOMOYEHHOro nuvua). B cnyyae BbIIBMEHUSI HECOBMNageHUs MUYHOCTM
rpakgaHuHa, Monyvalollero nekapcTBeHHbId npenapat, M nuua, YykasaHHOro B peuente  (3aKoHHOro
npeacTaBuUTenNs, YNONMHOMOYEHHOTO NLA), a Takke B crydyae oTkasa rpaxaaHuHa, nony4arollero nekapcTBeHHbIN
npenapart, npeabsBUTb AOKYMEHT, YOOCTOBEPSIOWMUIA €ro nWYHOCTb, NULO, OCYLLECTBMsIOee [OOCTaBKy
NeKapcTBEHHOro npenaparta Ans MeAMLMHCKOro MpUMeHeHWs!, OTMyCcKaeMoro Mo peLenTy Ha reKapCTBeHHbIN
npenapart, 06513aHO BEPHYTb TaKoW NEeKapCTBEHHBIV NMpenapaTt B anTeyHyl OpraHu3auuio.

10. MoaTteepxaeHneMm chakTa nepegadvn nekapcTBEHHOro npenaparta And MeauuMHCKOro npuUMEHeHus,
OTMyckaemMoro Mo peuenTy Ha IeKapCTBEHHbIM MpenapaTt, nuuy, YKasaHHOMYy B peuenTte (3aKoHHOMY
npeacTaBuTenNto, YNOTHOMOYEHHOMY NULy), SBMASIOTCS KacCOBbI YeK M MOANWCb Nuua, MOMyYMBLUEro Takow
neKapcTBeHHbI npenapart, Ha [AOKYMEHTEe O [MOSflydYeHMU TaKoro IleKapCTBEHHOro rnpenaparta no gopwme,
yTBEPXXAAEMOM YMOMHOMOYEHHbIM defieparnbHbiM  OpraHoM ucnorHuTensHon Bnactu. [locne nepepauyn
nekapCTBEHHOro npenapaTta nuuy, ykasaHHOMY B peuenTe (3akOHHOMY npeacTaBuUTento, YnONHOMOYEHHOMY
nuuy), aToT OOKYMEHT nepefaetcs nvuoM, OCYLLEeCTBMBLUMM AOCTaBKY TaKOro nekapcTBEHHOro npenapara, B
anTeyHylo OpraHu3auuio, OCYLLECTBMBLUYIO OTMYCK feKapCTBEHHOro npenaparta. B cnyyae BbISiBNeHUs npu
nepegade nuuy, ykasaHHoMy B peLenTe (3aKOHHOMY NpeAcTaBUTENto, YNONHOMOYEHHOMY 1LYy ), NEKapCTBEHHOrO
npenapata (PakToB MeXaHW4YeCKOro MoOBPEeXOEeHUS ero WUNM ero ynakoBKW TaKoW JekapCTBEHHbIN npenapar
nMUOM, yKasaHHbIM B peuenTe (3akOHHbIM MpeacTaBuTeNeM, YMNOSTHOMOYEHHbIM NULOM), HE MPUHUMAETCH U
Bo3Bpallaetca ©6e3 ero onnatbl Nuuy, OCYLECTBMBLUEMY [OCTaBKY JleKapCTBEHHOro npenapara U
obecneyunBaroLLiemMy ero BO3BpaT B anTeyHylo opraHu3aLuio.

11. 3a HapyweHusi 3akoHogartenbcTBa Poccuinckon ®degepaumn, COBEpPLUEHHbIE MNMPU NPOBEAEHMM
3KCNepuUMeEHTa, €ero Y4YaCTHWKM HeCyT OTBETCTBEHHOCTb, YCTAHOBMEHHYIK 3aKkoHogaTenbCcTBOM Poccumnckon
depepaumn.

12. KoHTponb 3a UcnosiHeHWem TpeboBaHWI, CBSI3AaHHbLIX C MPOBEAEHNEM IKCMEPUMEHTA, OCYLLECTBNSETCS
denepanbHbIM OpPraHoOM WCMOSIHUTENBHOW BNacTW, OCYLLECTBISOLWMM (PYHKUMM MO KOHTPOM U Hag3opy B
ccepe 30paBoOXpaHeHns, B Nopsiake, ycraHoBneHHom PepepanbHbiM 3akoHoM oT 31 urona 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpOre (Hag3ope) u MyHuumnanbHOM KoHTporne B Poccuiickon ®epepauun”.

Crtatbsa 56. U3roToBrneHue u oTnycK fieKapCcTBEHHbIX NpenapaToB

KoHcynbTtaHTlntoC: npumevdaHue.
C 01.03.2025 B u. 1 cT. 56 BHOCsATCS M3MeHeHns (@3 ot 30.12.2021 N 463-D3).

1. UsrotoBneHne NNIeKapCTBEHHbIX MnpenapatoB anTe4YHbIMMN OpraHn3aunamMmmn, BetepmnHapHbiMKU anTe4YHbIMU
opraHun3aumamm, nMerLwmnmMmn nMUUeH3nK Ha (bapMaLl,eBTl/NeCKyIO 0eATeNIbHOCTb, OCYLUEeCTBIIAETCA No peuenTtam
Ha neKapcCTBeHHble npenapartbl, No TpeﬁoBaHMﬂM MeaNLIMHCKNX opraHmsauMﬁ, BETEPUHApPHbIX opransauMVl B
COOTBETCTBMM C NpaBuiaMnm MU3roToBlEeHNA W OTNyCKa JeKapCTBEHHbIX npenapaTtoB, YTBEepXOeHHbIMU
YNOJIHOMOY€E€HHbIM cbe,qepaanbu\n OpraHom NCMNONHUTENbHON BNacTu.
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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 coxpaHeHus: 26.12.2023

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

(B peq. ®PenepanbHoro zakoHa ot 05.12.2022 N 502-$3)

2. [Mpu WU3roTOBMEHUN fEKAPCTBEHHbIX MNPEenapaTtoB anTeYHbIMWU OpraHu3auusmMu, BeTepuHapPHbIMM
anTeYHbIMU OpraHM3aumsiMM, MMEKLLUMMN JIMLEH3NI0 Ha apMaueBTUYECKY0 OeATENbHOCTb, UCMNOMb3YyTCA
nekapcTBeHHble npenapaTbl M (UnNn) dapmaueBTMdeckme cyOocTaHUmMW, BKIOYEHHbIE COOTBETCTBEHHO B
rocy0apCTBEHHbIN PeeCcTp NEKAPCTBEHHbLIX CPeacTB Anst MeAMLUHCKOrO MPUMEHEHUS, TOCYAapCTBEHHbIA peecTp
NEeKapCTBEHHbIX CpeacTB Afs  BETEPUHAPHONO MNPUMEHEHWUs, edWHbIA  peecTp  3apermcTpupoBaHHbIX
NeKapCTBEHHbIX cpeacTB EBpasniickoro SKOHOMMYECKOrO COok3a B YCTAHOBMIEHHOM nopsigke. He ponyckaeTtcs
N3roTOBIEHNE anTeYHbIMKU OpraHu3auusmn, BeTEPUHAPHbIMU  anTeYHbIMW  OpraHM3auusiMu, MMELLMMN
NUUEH3NI0 Ha apMaueBTUYECKYHD OEeATENbHOCTb, JIeKapCTBEHHbLIX MNpPenapaToB, 3aperMcTpuMpoBaHHbIX B
Poccuiickon ®epepauuu.

(vacTb 2 B peq. ®enepansHoro gakoHa ot 05.12.2022 N 502-93)

3. MapkmMpoBka feKapCTBEHHbIX MpenapaTtoB,  W3rOTOBIIEHHbIX  anTEYHbIMW  OpraHu3auusamu,
BETEPMHAPHLIMWU anTeYHbIMU OpraHM3aLmMsaIMu, UMEKLLMMN NIMLEH3NI0 Ha hapMaLeBTUYECKYHO AEATENbHOCTb, U
ohopMIieHUe TakMx NpenapaToB OOMKHbI COOTBETCTBOBATL NpaBuniaM, ykazaHHbIM B YacTu 1 HacTosLLen cTaTbMm.
(B peq. ®enepanbHoro zakoHa ot 05.12.2022 N 502-$3)

4. AnNTeuyHble opraHuM3auuu, BEeTEepUHApHble anTeyvHble OpraHusauuM, UMeLMe JULUEH3UI Ha
hapmaLEeBTUYECKYHO AEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HeCobnoaeHe NpaBun U3roTOBIIEHUSA 1 OTMyCKa
NneKapCcTBEHHbIX NpenapaToB B COOTBETCTBMM C 3aKoHOoA4aTenbCcTBOM Poccunckon degepaumn.

(B peq. PenepanbHoro zakoHa ot 05.12.2022 N 502-$3)

Cratba 57. 3anpeweHue npogaxu ¢anbCcuPULUUPOBaAHHbIX JIEKAPCTBEHHbIX CpPeAcTB,
He,qo6poxaqec73e|-u-|b|x JIeKapCTBeHHbIX CPeaAcCTB, 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 NneKkapCTBeHHbIX CPeACTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLLECTBISIETCS MPOM3BOAMTENSMU FEKapCTBEHHbIX CPEACTB,
opraHM3aumMsiMm  OMNTOBOW  TOProBMNM  NEKApPCTBEHHbIMW  CPeacTBamMK,  anTeYyHbiMUM  OpraHu3auusiMm,
BETEPUHaAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3UIO
Ha dapmMaleBTUYECKYI0 OEATENBbHOCTb WM NMUEH3UIO HA MEOUUMHCKYI OeATenbHOCTb, MEeAULMHCKUMM
opraHu3auMsiMn, BeTEepUHAPHLIMU OpPraHM3auusMn M UHbIMKM OpPraHU3aUMsIMKU, OCYLLIECTBNSILWMMN obpalleHne
NeKapCTBEHHbIX CPeACTB. XpaHeHUe NeKapCTBEHHbIX CpeacTB Af1s BETEPUHAPHOro NPpUMEHEHUs opraHn3aumsmMmm
N UHAMBMAOyaANbHbIMW MpearnpuHUMaTensaMn B CryyasiX, €CrvM OHW  UCMOMb3YIOTCS  UCKIHOYMTENBHO MpK
pasBedeHuK, BblpalUMBaHUW, COOEPXaHUN U NEYEHUN XKMBOTHbIX, MOXET OCYLLeCTBnATbCA 6e3 nony4veHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AESTENBHOCTD.

(B pea. PepepanbHoro gakoHa ot 22.10.2014 N 313-93)

2. MpaBuna XxpaHeHWs1 NEeKapCTBEHHbIX CPEACTB YTBEPXOATCA COOTBETCTBYHOLUMM YMONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMONHUTENBHON BRacTy.

3. XpaHeHne HapKOTUYECKUX IEKapCTBEHHbIX CPEACTB, MCUMXOTPOMHBLIX FEKApCTBEHHbIX CpencTB,
pa,qmoq)apmaueBqueCKmx J1IeKapCTBEHHbIX CpeacCTB OCYLIeCTBNAEeTCA 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 262-93)

1. TlepeyeHb  NeEKapCTBEHHbIX CpPeacTB AN MEAWLMHCKOro  MPUMEHEeHWs,  Moanexalumx
NpegMETHO-KONMYECTBEHHOMY  Y4eTy, yTBEpXaaeTcs YMNOSTHOMOYEHHbIM denepanbHbiM OopraHom
NCMOSTHUTENBLHON BNacTu.

2. [opsdok BKMOYEHUS1 FeKapCTBEHHbIX CPeACTB AN MEeAMUMHCKOrO MNPUMEHEHUS B NepeydeHb
NeKapCTBEHHbIX CPEACTB A1 MEAULUMHCKOrO NMPUMEHEHUs!, NoANeXalmx NpeaAMeTHO-KONIMYECTBEHHOMY Y4eTy,
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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 coxpaHeHus: 26.12.2023

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

yCTaHaBnMBaeTCcs YMNONMHOMOYEHHbIM bedeparibHbIM OpraHoM WCMOMHUTENBHON BRAcTX MO COrMacoBaHUIO C
denepanbHbIM OpraHOM UCMONHUTENBHON BRACTU, YNOMHOMOYEHHBLIM B cchepe BHYTPEHHMX Aen.
(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNMpeameTHO-KONMYECTBEHHbIN y4YeT NeKapCTBEHHbIX CPEACTB ANs MEOWLMHCKOro NpUMEHEeHUs BeayT
Npon3BOAMTENN JIEKAPCTBEHHLIX CPEACTB, OpraHu3auMuM ONTOBOW TOProBnW JlieKapCTBEHHLIMU CpeacTBaMMm,
anTeyHble OpraHv3auumv, UHAMBUAyanbHble NPEeAnpUHMMAaTENW, MMEKLMEe NUUEH3NK0 Ha dapmaleBTUYECKYIO
OEeSATEeNbHOCTb NN JIMLEH3UIO Ha MEAMLVHCKYIO AeATENbHOCTb, Y MEAULIMHCKME OpraHM3aumm, OCyLLEeCTBSAILWME
obpalleHne NekapCTBEHHbIX CPEACTB A4S MEANLMHCKOro NMPUMEHEHUS, NyTeM permctTpauumn nobbix CBA3aHHbIX C
ux obpalleHnem onepauuin, Npu KOTOPbIX U3MEHSAETCS MX KOMMYECTBO M (MNKN) COCTOAHME, B cneumanbHbIX
XKypHanax yveTa onepauui, CBsI3aHHbIX C OOpalleHMEM FeKapCTBEHHbIX CPeacTB Ans  MeAULMHCKOro
NpYMeHeHWs (ganee - cneunanbHble XypHarbl).

4. [IpaBuna perucTpaummM onepauui, CBSA3aHHbIX C oObpalleHMemM nekapCTBEHHbIX CpeacTB  Ans
MEAMLMHCKOrO MNPUMEHEHWs, BKIMIOYEHHbIX B MNepeyeHb reKapCcTBeHHbIX Cpeacts Ans  MeauLMHCKOro
NpUMeHeHUs, nognexalux npeamMeTHO-KONMYEeCTBEHHOMY YYeTy, B crieumarnbHbIX XXypHanax v opasuna BegeHus
N XpaHeHWs  creumarnbHbIX  XKYypHaroB  YTBepXOalTcs  YNOMHOMOYEHHbIM  defeparnbHblM — OpraHom
NCMNOMHUTENBHOW BNacTu.

5. KoHTponb 3a cobniogeHuem QOpaBwi peructpaumm onepauun, CBA3aHHbIX € obpalleHvem
NeKapCTBEHHbIX CPeacTB ANs MeAULMUHCKOro NPUMEHEHUS, BKMOYEHHbLIX B MepeyYeHb NeKapCTBEHHLIX CPeacTB
ONA MeaULMHCKOrO NMpUMEHEHUS, NOANEXaLLMX NPeaMETHO-KONMYECTBEHHOMY YYETY, B CrneumanbHbiX XypHarnax,
a Takke 3a cobniogeHveM [paBull BEOEHUS W XPaHEHMs1 cheuunanbHbIX >KypHaroB Bo3fnaraeTtcd Ha
YMNOSIHOMOYEHHbIE (beaepanbHble OpraHbl WCMOSTHUTENbHOM BRacTM W opraHbl  MCMNOMHUTENbHOW BnacTu
cybbvektoB Poccuiickon ®denepaumn, OCYLLECTBAKOWNE NULEH3NPOBAHNE MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTs, dapmaueBTUYECKON OeATENbHOCTU U MEeOULMHCKON AEeATEeNbHOCTWU, M OCYLLEeCTBNSEeTCA B paMKax
NUUEH3NOHHOIO KOHTPOIA.

Mnasa 11. YHUMTOXXEHUE NNEKAPCTBEHHbIX CPEACTB
Ctatbs 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUA NIEKapCTBEHHbIX CPeacTB

1. HepobGpokayecTBeHHblE NeKapCTBEHHbIE CPeacTBa, panbcnuULMpoBaHHbIe NEeKapCTBEHHbIE CpeacTBa
noanexar UsbATUIO U3 0OpaLLEHUst U YHUHTOXEHUIO B MOpAdKe, YCTaHOBNEHHOM [paBuTenscTBoM Poccuickol
®epepaumun. OcCHOBaHMEM [N YHUYTOXEHUS TNEeKapCTBEHHbIX CPeACTB SABMSETCS pelleHue Brajernbua
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 MOANEXaT M3bATUI0 M3 OOpalLEHUs U YHUYTOXEHUK MO
peweHnio cypa. [lopsagoKk YHUUTOXEHUS KOHTpadaKTHbIX JIeKapCTBEHHbIX CPEeACTB  yCTaHaBnuBaeTcs
MpaButenbctBoM Poccunckon ®epepauun.

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

3. Pacxoabl, cBfi3aHHble C  YHUYTOXXEHMEM  KOHTpadaKTHbIX  JIEKAPCTBEHHbIX  CPencTB,
HenoOpOKaYeCTBEHHbIX  NEKAPCTBEHHbIX  CPeacTB,  harnbCUUUMPOBAHHBLIX — FIEKAPCTBEHHBIX  CPEACTB,
BO3MeELLATCA UX BragenbLem.

4. Bnageneu nekapcTBEHHbIX CPeACTB [AOJKEeH NpeAcTaBUTb B YMOJNHOMOYEHHbIN doeaepanbHbIii opraH
UCMONTHUTENBHOW BrlacTu AOKYMEHT UM 3aBEPEHHYI0 B YCTaHOBMEHHOM [opsdke ero KOonuio, NoaTeepkaatolmne
(haKT YHUUTOXKEHNSA JIeKapCTBEHHbIX CPeACTB.

5. CooTBETCTBYIOLUN YNOMHOMOYEHHbIN hbeaepanbHbli OpraH WCMONHUTENBHON BRacTy, MPUHABLLNIA
peLueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHNUYTOXEHNE NEKapCTBEHHbIX CPEACTB MPOU3BOANTCHA OpraHn3aumnsiMmn, UMELLMMN COOTBETCTBYIOLLIYIO
NUUEH3MIO, Ha cneunanbHO OOBOPYAOBaHHbIX MAOWAAKkaxX, MOMIMFOHAaX W B cneuuanbHO 000pyAOBaHHbIX
nomMmeLleHuax c cobniogeHvem TpeboBaHUM B 00OMacTM OXpaHbl OKpyXallleh cpegbl B COOTBETCTBUM C
3akoHogaTenbLCcTBOM Poccuinckon depepauumn.
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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 coxpaHeHus: 26.12.2023

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

7. HapkoTuyeckve  nekapCTBEHHble  CPEeACTBa,  MCUMXOTPOMHbIE  NMEKapCTBEHHble  CPeAcTBa,
pagnodapMaueBTUYECKNE NEKapCTBEHHbIE CPEACTBA YHUUTOXAKTCS B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

Maea 12. TOCYOJAPCTBEHHOE PETYJINMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NPENAPATbI ANnA MEOULIMHCKOIO NPUMEHEHUA

Cratba 60. locymapcTBeHHOe perynupoBaHMe LUEH Ha JieKapCTBeHHble npenaparbl AnA
MeOULUMHCKOro npuMmeHeHus

1. F'ocynapcTBeHHOe perynupoBaHue LieH Ha NekapcTBEHHbIE NpenapaTbl AN MeAULMHCKOrO NPUMEHEHUS
OCYLLIECTBNAETCA NOCPELACTBOM:
(B peq. PenepanbHoro zakoHa ot 26.03.2020 N 67-03)

1) yTtBepxpgenust [NpaButensctBoM Poccuiickon ®Pegepaumnm NepevHs >XU3HEHHO HeobXoOUMbIX W
Ba)XHEWMLUNX JIeKapCTBEHHbIX MpPenapaToB, KOTOPbI opMUpyeTCs UM He pexe OJHOro pasa B rof
nepecMaTpMBaeTCss B YCTAHOBMEHHOM WM [OPAAKE Ha OCHOBE KOMMIIEKCHOM OLEHKM JEeKapCTBEHHbIX
npenapaToB, BKMYas aHanu3 CBeOEeHUN O CPaBHUTENbHOW KIMHMYecKon 3deKTMBHOCTM M Ge3onacHOCTU
NEKapPCTBEHHOrO CpeacTBa, OLEHKY SKOHOMWUYECKMX MOCNEenCTBUA MPUMEHEHUSI FIEKApPCTBEHHOro cpeactesa U
n3y4yeHne OONONHUTENbHbIX NOCNEACTBUIA NPUMEHEHNS NEKAPCTBEHHOrO CPEACTBa;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-d3)

2) yTBEpXOeHUs METOAVKU pacyeTa npeneribHbiX OTMYCKHbIX LieH MPOM3BOAUTENEN HA NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B MEpeYeHb XU3HEHHO HEOBXOOUMbBIX U BaXXHEMLUMX NEKapCTBEHHbIX NMpenapartos, a
Takke BHEAPEHMS MEXaHM3MOB (hOPMUPOBAHUSA CUCTEMbI PePEPEHTHBIX LIEH;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocynapCTBeHHONM perucrpaumMn npefernibHbiX OTMYCKHbIX LeH Mpov3BOAWUTENEN Ha JekapCTBEHHbIe
npenapartbl, BKIMOYEHHbIE B NepeYeHb XU3HEHHO H606XO,EI,I/IMbIX 1 BaXKHEWLLIKnX J1eKapCTBEHHbIX NnpenapaTos;
(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

4) BeAeHnA rocygapCTtBeHHOro peecrtpa npenesibHblX OTMYCKHbIX LEeH I'IpOVI3BO,EI,VITGﬂ€l7I Ha JIieKapCTBEHHbIE
npenapartbl, BKIMO4YEHHbIE B NepeyYeHb XN3HEHHO HeobXo4MMbIX U BaXKHEWLLIMX J1eKapCTBEHHbIX NMpenapaTtos;

5) yTBepXOeHUS METOAMKN YCTAHOBIEHUS OpraHamy UCMONHUTENbHOW BracTu cybbekToB Poccuickoit
degepaumn npedenbHbIX pasmMepoB OMNTOBbIX HaA0aBOK M NpedenbHbIX pasMepoB PO3HWYHLIX HagGaBoK K
haKTU4YeCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMA JIEKAPCTBEHHbLIX MpenapaTtoB, Ha
NeKapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos;

6) ycTaHOBMNeHUs NpedenbHbIX pasmMepoB OMNTOBbIX HaAGaBOK M NpeferibHbIX Pa3MEPOB PO3HWUYHbIX
HapbaBoK K hakTUYECKMM OTMYCKHbIM LIeHaM, YCTAHOBMEHHbIM NMPOU3BOAMTENSIMA NIEKAPCTBEHHbIX NPenaparos,
Ha JleKkapCTBEHHble TpenapaTbl, BKMIOYEHHbIE B MEpeYeHb JKU3HEHHO HEOBGXOAUMBLIX W BaXKHEWLUUX
NeKapCTBEHHbIX NpenapaTos;

7) yTBEPXXAEHUSA MOPsiAKa BbliAauun NpeanucaHviin opraHam UCMOMHUTENBHOW BriacTn cyObekToB Poccuinckonm
depepaumm o npuBedeHMM B COOTBETCTBME C 3akoHopaTenbCcTBOM Poccuiickon depgepaumm peweHuii ob
YCTaHOBMEHMUM MpederibHbIX pasMepoB ONTOBLIX HaabaBOK M MpeAernbHbiX PasMepoB PO3HUYHLIX HagbaBoOK K
(PaKTUYECKMM OTMYCKHBbIM L€HaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU IEKAPCTBEHHbIX MNpenapaToB, Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NePeYEeHb XMU3HEHHO HEODXOOAUMBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaToB, €CNU OHW MPUHATBI C HapylleHnem 3akoHopaTtenbctBa Poccuickon depepauun, B nopsaake,
ycTaHoBneHHoM [NpaBuTtenbcTtBoM Poccuiickon ®epepavimu;

8) HanpaBneHus YNosIHOMOYEHHLIM befeparnbHbIM  OpraHOM  UCMOSIHUTENBHOW BriacTM  OpraHam
ucnonHuTensHoOW Bnactn cybbektoB Poccuiickon depepauun npegnvcaHuini 0 npuBegeHuM B COOTBETCTBUE C
3akoHogaTtenscTBoM Poccunckon ®depepaumm NpUHATBIX C  HapylleHWeMm 3akoHopaTenbcTBa Poccunckon
dPepepaummn pelleHnn o6 ycTtaHOBNEHUN NpeAenbHbIX pasMepoB OMTOBbLIX HA40aBOK M MpefesbHbIX pa3mMepoB
PO3HMYHbIX HagbaBOK K LEHaM Ha JekapCTBEHHble npenapaTbl, BKMOYEHHblE B MNEPEYEHb KU3HEHHO
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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 coxpaHeHus: 26.12.2023

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

HeobXoaMMbIX U BaXKHEWLLIMX JIeKapCTBEHHbIX NpenaparTos;

9) ocyuwlecTBneHua denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CpeacTB M perMoHarnbHOro rocyapCTBEHHOrO KOHTPOSsi 3a NMPUMMEHEHWEM LiEH Ha feKapCTBEHHbIE MpenapaTbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMM  ddefepanbHbIMXU  OpraHaMu  UCMOSHUTENbHOW BNactM W opraHamu
ncnonHuTenNbHOW BnactM cybbekToB Poccuiickon Pepepaumm cornacHo WX KOMMETEHUMM B MOpPSiOKe,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepalimu;

(n. 9 B pea. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpedyCMOTPEHHbIX 3akoHoAaTenbCcTBOM Poccuiickon denepaumm mep OTBETCTBEHHOCTU
3a HapylleHue nopsigka LeHooOpa3oBaHMsa Ha NIekapCTBEHHbIE NMpenaparkl, BKIOYEHHbIE B NEPEYEHb XXU3HEHHO
HeobXoaMMbIX U BaXKHEWLLMX FIEKApPCTBEHHbIX NpenapaTos.

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix 4pesBbldalHOW cuTyaumm u (MnuM) NpUM BO3HUKHOBEHMU Yrpo3bl pacnpocTpaHeHus
3aboneBaHnsi, NPEACTaBNSAOLWEro ONAacHOCTb ANs OKPYXalLWmX, a Takke B Criyvyae, ecnv B TedeHue TpuauaTtu
KaneHgapHblx AHen nocne npuHatua [lpasutensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUu
MOHUTOPWHIra PO3HUYHBLIX LIEH Ha NeKapCTBEeHHble mpernapaTbl, He BKMIOYEHHble B [OepeyYeHb >KU3HEHHO
HeODXOAMMbBIX U BaXKHEWLLNX NeKkapCTBEHHbIX NpenapaToB, Ha TeppuTopusx cybbekToB Poccuiickon depepaumm
BbISIBNEH POCT PO3HUYHBLIX LIEH HA yKasaHHble NEeKapCTBEHHble npenapaTtbl Ha TpuauaTtb npoueHToB n Gonee,
MpasutenbctBo Poccuiickon depepalmm BnpaBe YCTaHOBUTL MpefernbHble OTNYCKHbIe LieHbl Mpou3BoanTenen
Ha ykasaHHble NeKapCTBEHHbIE Nnpenaparkl, NpedenbHble pasMepbl ONTOBLIX HaA0aBoOK 1 NpeaenbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM Mpou3BOAMTENEN Ha YKa3aHHbIE JEeKapCTBEHHbIE
npenapaTtbl. [lepeyeHb NeKapCTBEHHbIX MpenapaToB, HE BKMYEHHbIX B MEPEYEHb XU3HEHHO HEO6XOAMMBIX U
BaXXKHENLUNX NEKAPCTBEHHbIX MpenapaTtoB, M NOpPadoK ero dhopmMupoBaHusa onpegenstoTcs MpaBuTenbCTBOM
Poccuickon ®egepauun.

(vacTb 2 BBegeHa degepanbHbiM 3akoHoM OT 26.03.2020 N 67-03)

3. B TedyeHne peBsAHOCTa KaneHgapHblX OHEW cO AHA yTBepXaeHus [MpaButensctBoM Poccuiickomn
depepaumm nepeyHsl, ykasaHHOro B 4acTM 2 HaACTosIen cTaTbW, He [ONyCKalTcs peanusaumst U OTMycK
BKITIOHMEHHbIX B HEro JneKkapCTBEHHbIX MNpenapaTtoB Mo ueHam, npesbillatolmmMm npenerbHble OTNYCKHbIe LeHbl
npous3BoguTenen Ha ykasaHHble feKkapCTBEHHble Npenaparbl, NpeaenbHble pa3mepbl ONTOBbIX HAn0aBOK M
npegernbHble pa3aMepbl PO3HUYHbIX HaAOaBOK K (DAaKTUYECKUM OTMYCKHbIM LleHaM Npou3BOAUTENEN HA YKa3aHHbIe
nekapCTBEHHbIE Npenaparbl C y4eTOM Harnora Ha o0aBneHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa deaepanbHbimM 3akoHoM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npepgenbHble  OTMYCKHble LEHbl nognexaTr obssaTenbHoun
nepepernctpauumn B 2019 - 2020 rogax B cootBeTCTBMM €O CT. 2 P3 01 06.06.2019 N 134-03.

Cratba 61. NocypnapcTBeHHas perucrtpauus U nepeperucTpauus npegenbHbIX OTMYCKHbIX LieH
npousBoAauTenein Ha fieKapcTBeHHble NnpenapaTbl, BKIKYEHHble B NepeyvyeHb XU3HEHHO Heo6XxoAUMbIX U
BaXXHeMLIUX JfleKapCTBEeHHbIX NpenapaToB

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MNpenenbHaa OTMNycKHasa LieHa NPOM3BOAUTENS Ha NeKapCTBEHHbIN npenapaT, BKIOYEHHbIN B NepeyeHb
JKM3HEHHO HEeOGXOAMMBIX U BaXXHEMLUMX NeKapCTBEHHbIX NpenapaTtos, NoaSexuT rocyapCTBEHHON perucTpaumm
B Nopsake, yctaHoBrieHHoMm [paBuTenbctBom Poccuiickon Penepauun, Ha OCHOBaHWM MpeAcTaBlIEHHOTO B
YNOSTHOMOYEHHbIV heaeparnbHbli OpraH WCMOSHUTENbHOW BracT 3asiBeHUs AepxaTtens wunv Bragenbua
PerncTpaumMoHHOro YAOCTOBEPEHMS NeKapCTBEHHOTO npenapara (YnosIHOMOYEHHOro UM Nnuua).

2. 3aperncTpupoBaHHasa npegenbHas OTNYCKHas LieHa MpOU3BOAUTENS Ha NeKapCTBEHHbIN npenapar,
BKITHOYEHHBIN B MepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX NEeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepepervcTpupoBaHa B CTOPOHY YBESTMYEHWSI OAMH pa3 B KaneH4apHOM rogy Ha OCHOBaHUW NpPeaCcTaBreHHOro B
YMNOSTHOMOYEHHBIV  doefeparnbHbIl OpraH UCMONHUTENbHOM Bnactu Ao 1 okTsabpsi Kaxgoro roga 3asBrieHus
aepxatensa unv Bnagernbla permcTpaLMoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTa (YnoTHOMOYEHHOro
UM nuua).
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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 coxpaHeHus: 26.12.2023

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

3. BapeructpupoBaHHas npefenbHasi OTMYCKHas LeHa MNPOW3BOAMTENS Ha NeKapCTBEHHbIM npenapar,
BKJTIOYEHHBIN B MepeyveHb XU3HEHHO HeoOXOAMMbIX U BaXKHEMLUMX NEKApCTBEHHBLIX MNpernapatoB, MOXET ObiTb
nepeperncTprpoBaHa B CTOPOHY CHIKEHUSI HA OCHOBaHWW NpeacTaBieEHHOro B YNONTHOMOYEHHbI deaeparnbHbIii
opraH WCMONMHUTENbHOW BRacTV 3asiBNEHUs depxaTens Wnu Brnagenbua pernctpaurMoHHOro YAOCTOBEPEHUs
nekapcTBEHHOro npenapaTa (YnofHOMOYEHHOro UM nnua).

4. [epxatene wunu Bnagenel perncTpauMoHHOrO yAOCTOBEPEeHUs fleKapCTBEHHOro npenapaTa
(ynonHomoueHHoe MM nuuo) obsi3aH NpeacTaBuTb B YMONTHOMOYEHHbIN dhedepanbHbIi OpraH UCMONHUTENbHOM
BMacTu 3asiBNeHue o nepeperncTpaumm 3aperncTpupoBaHHOW NpeaenbHOM OTMYCKHOW LieHbl NPOM3BOAUTENS Ha
NeKapCTBEHHbIN Npenapart, BKMYEHHbI B NepeveHb XU3HEHHO HeOoOXOAMMbIX U BaXKHEWLMX NeKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHWXKEHWS B CreayloLwmx cnyyasx:

1) CHWXeHWe LeHbl B UHOCTPaHHOW BarnoTe Ha NekapCTBEHHbIV Npenapar B CTpaHe Npou3soguTens n (1nm)
B CTpaHax, B KOTOpbIX JleKapCTBEHHbIM npenapaTt 3aperucTpuposaH W (UNU) B KOTOPbIE MNOCTaBnseTCs
nNpounsBoAUTENeEM;

2) CHWxKeHVe UeH Ha pedepeHTHbIe NekapCcTBEHHbIE NpenapaThbl B COOTBETCTBUU C MYHKTOM 1 HacTosLewn
YacTM (ONs  COOTBETCTBYIOLIMX BOCMPOU3BEAEHHbIX, ©GuoaHanorosbix (6nonogobHbIX) feKapCTBEHHbIX
npenapaToB);

3) npeBbilleHWE NpedenbHOM OTMYCKHOW LUEeHbl Ha MepBbli  BOCMPOU3BEAEHHbIA, OUoaHanoroBbIn
(6rionofo0HbIN) NekapCTBEHHLIN NpenapaT WHOCTPAHHOrO MPOM3BOACTBA Haf NpPedefibHOM OTMYCKHOW LEHOM
npon3BoguTenss Ha BTOPOW BOCNPOM3BEAEHHbIN, BroaHanorosBbln (6MONOAOGHLIN) NeKapCTBEHHbIM npenapar,
paccuyuTaHHOM B COOTBETCTBUU C METOAMKON, yTBEpXAeHHOM [NpaBuTenbsctBom Poccuiickon ®epepauuu;

4) npeBbllleHNe npenenbHOM OTMYCKHOW LEeHbl Ha MNepBbii  BOCMPOU3BEAEHHbIN, OMOaHanoroBbIn
(6ronoaobHbIN) NekapcTBEHHbIN NpenapaTt NPOM3BOANTENS rocygapcTBa - YneHa EBpasninckoro 9KOHOMUYECKOro
COl3a Hag npefenbHOV OTMNYCKHOM LEeHOW MpovM3BOAUTENS Ha BTOPOW BOCMPOM3BEAEHHBLIN, GUOaHaNOroBbIn
(6onoao0bHbIN) NekapCTBEHHLIM NpenapaTt NPOU3BOAUTENS rocygapcTBa - YneHa EBpasninckoro 3KOHOMUYECKOro
COl03a, pacCuMTaHHOM B COOTBETCTBMM C METOANKON, YTBepXaeHHou [NpaBntenscTBoM Poccuiickon denepaumu.

5. Mopagok nepeperncTpauum 3apermcTpupoBaHHbIX NpedenibHbIX OTMYCKHbIX LIEH NPOW3BOAMTENEN Ha
nekapcTBEHHbIe npenapartbl, BKMIOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaToB, B cCrnyyasx, MPeayCMOTPEHHbIX 4YacTamu 2 - 4 HacToduwen craTbM, YCTaHaBnuBaeTCH
Mpasutenbcteom Poccuiickon eagepaunn.

6. DKOHOMUYECKU aHanu3 npegenbHOW OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbIN npenapar,
BKITIOYEHHBIN B NEepevYeHb XWU3HEHHO HeoBXOoOUMBbIX U BaXKHEWMLIMX JeKapCTBEHHbIX npenapaToB, Mpu ee
rocygapCTBEHHON  perncrpauum  unu  nepeperucTpaumyM  ocywecTBnsaetca  dedeparibHbiM  OpraHom
NCMNOMHUTENBHOW BacTu, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATUBHBLIX MNPABOBbLIX aKTOB N KOHTPOIO
3a cobniogeHneM 3akoHogaTenbCcTBa B cdpepe rocyqapCTBEHHOrO perynupoBaHus LeH (TapndoB) Ha ToBapbl

(yenyrn).

7. PacuyeT npepenbHbIX OTNYCKHbIX LIEH, YKasaHHbIX B 4actax 1 M 2 HacTosiwen cratbi, Npu ux
rocygapCTBEHHON perucTpaumm unu nepepeructpaumm OCyLecTBRseTCs B COOTBETCTBUM C  METOLMKOW,
yTBEepxaeHHon MNMpaBuTtenscTtBoM Poccunckon ®egepaunn 1 yumTbiBalowwen B TOM YUcne:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepeyeHb >KU3HEHHO HEOOXOOMMBbIX W BaXHEWLMX NEeKapCTBEHHbIX MpenapaToB, W MNPOU3BOAUTENEW
NeKkapCcTBEHHbIX NPenapaToB, BKIOYEHHbIX B NepeYveHb XKN3HEHHO HEOOXOAUMBIX U BaXHEMLUNX NEKapCTBEHHbIX
npenaparos;

2) chaKkTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuinickon ®egepauun, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyto defepaumio, a Tawke LEeHbl Ha aHanornyHble nekapcTBEHHbIE
npenapaTbl, Haxoasuwmecs B obpalieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl NPOVU3BOAUTENS NEKAPCTBEHHOMO NpenapaTta Ha NPOM3BOACTBO U peanv3aumio NekapcTBEHHOro
npenapara;
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(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

4) UueHy Ha NeKapCTBEHHbI MnpenapaTt, ero LeHy B CTpaHe Npou3BOAWUTENS M B CTpaHax, B KOTOPbIX
neKkapCTBEHHbIN NpenapaT 3aperucTpmMpoBaH 1 (Un1) B KOTOPble NOCTaBMNSAETCs NPOU3BOAUTENEM.

8. He ponyckaioTcs peanusauusi M OTNYCK NEKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbIX B MNepeyveHb
KM3HEHHO HeobXoOMMbIX W BaXKHEWLIMX J1eKapCTBEHHbIX MpenapaTtoB, Ha KOTOpble MPOM3BOAMTENSMU
NEeKapCTBEHHbIX MpenapaToB He  3aperMcTpupoBaHa npefdenbHas  OTNyCKHas  LUeHa, peanusaums
npoun3sBoanTenAMM NekKapCTBEHHbIX nMnpenapaTtoB Mo uUeHaMm, nnpeBbillarwnM 3aperncTtpupoBaHHble U
nepeperncTpupoBaHHble npeneribHble OTNYCKHblE LEeHbl Ha NeKapCTBEeHHble npenapaTtbl C yd4eTOM Halnora Ha
nobaBneHHy CTOMMOCTb.

9. OCOBEHHOCTN rOCYOapCTBEHHOIO PEeryrnMpoBaHusa npedernbHbIX OTMYCKHbIX LeH Mpou3BOAUTENEN Ha
nekapCcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYvYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLUNX FeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKMX 1 (MNK) coumanbHbIX KpUTEpUes (U3MEHEHNe YCNoBuU, nopsaka
N CTOMMOCTM MPOM3BOACTBA JNlEKApCTBEHHbIX NpenapaToB, UCMOMb30BaHWE HOBbIX (hOpPM, METOAOB M CrnocoboB
rocygapCTBEHHOIO PErynMpoBaHus LieH Ha JleKapCTBEHHbIE Mpenapartbl, B TOM YUCIE Ha OCHOBE MeXaHW3Ma
pedepeHTHOro LeHO0Opa3oBaHUs, M3MEHEHUIN MOPSAKA OKa3aHUs MEAMLMHCKOM MOMOLUM, U3MEHeHMe Kypca
WHOCTPaHHOW BanioTbl U MHble N3MEHEHMS) yCcTaHaBnmBatoTcs MNMpaButenbcTtBoM Poccunckon ®egepaumn.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)

Cratba 62. [ocypapCTBEeHHbIM peecTp npenefibHbIX OTNYCKHbIX LUEeH MpousBoguTenen Ha
neKapcTBeHHble npenapartbl, BKMIYEHHble B MNepevyeHb XWU3HEHHO HeoOGXOAUMbIX W BaXHeMLUX
neKapCcTBeHHbIX NMpenapaToB

1. 3apernuctpupoBaHHbIe UnNu NepeperMcTpupoBaHHbIe NpeaernbHble OTNYCKHbIE LeHbl MPon3BoanTenen Ha
NlekapCTBeHHble npenapartbl, BKINOYEeHHble B NepeyvyeHb XNU3HEeHHO H806XO,IJ,I/IMI:IX M BaXXHEMLLINX NleKapCTBEHHbIX
npenapaToB, Nnoanexar BKIHOYEHUIO B rOCY4AaPCTBEHHLIN peecTp npefenibHbIX OTMYCKHbIX LIEeH Npou3BoauTenen
Ha nekapCTBEHHble npenapaTthbl, BKMAOYEHHbIE B MNEPEYeHb KU3HEHHO HEOBXOAMMbBIX W BaKHEMWMX
neKapCcTBEHHbIX NpenapaTos.

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

2. locynapCTBeHHbIi peecTp npedenbHbIX OTMYCKHbIX LeH Mpou3BoauTeniell Ha neKkapCcTBeHHble
npenapaThbl, BKMIOYEHHblIE B NepeyYeHb XXM3HEHHO HEeOBXOAUMbIX W BaXKHEWLLIMX NeKapCTBEHHbLIX NpenapaTos,
cofepXxuT B cebe creayroLlyto MHopMaumio:

1) HaumeHoOBaHve [fepxaTenda wnu Bragenbua pPerncTpauuoHHOro yOOCTOBEPEHUS TEKapCTBEHHOro
npenapaTa, HaMMeHoBaHWe NPOU3BOAMUTENS NEKapCTBEHHOro npenapaTa, CBeAeHUsa O perncrpaunm aepxarens
unu Bnagenbua perncTpauuoHHOrO YAOCTOBEPEHMS EKAPCTBEHHOrO npenapara, CBeAeHVMs O perucrpaumm
Npon3BoAMTENSs NeKapCTBEHHOMO NpenapaTa ANd MeanUMHCKOro NPUMEHEHUS B KAYeCTBE HanoronnarenbLivka B
CTpaHe pervctpaumm (anst POCCUMCKMX IOPUAMYECKMX NUL, - MOAEHTUMUKALMOHHBLIN HOMEP HanoronnarenbLimka
(MHH), ons MHOCTPaHHbLIX KPUANYECKUX NUL, - CTpaHa perncTpauumn, HaMmMeHoOBaHUE PErNCTPUPYIOLLIEro opraHa,
perncTpaumoHHbIN HOMEpP, Ko HanoronnaTenbliMka B CTpaHe perucrpauumn (MHKoOpnopauumn) UM ero aHaror),
MECTO HaxXOXAeHUs1 NMPOM3BOACTBEHHbLIX MMOLLAA0K, YYaCTBYHOLMX B NpoLecce NpovM3BOACTBA feKapCTBEHHOro
npenapara, C ykasaHueM cTaguu npouecca Npon3BoacTBa;

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

2) HaumeHoBaHMe NEKapCTBEHHOrO Npenaparta (MexayHapogHoe HenateHTOBaHHOE, U rPYyNNMPOBOYHOE,
U XMMNYeckoe 1 TOproBoe HaMMeHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaunoHHOro yaoCTOBEPEHUS NIEKaPCTBEHHOIO Npenapara;

4) nekapcTBeHHas )opMa C yKa3aHWeM [O3VMPOBKU FEKApPCTBEHHOrO MNpernaparta M ero KonvyecTtBa BO
BTOPWUYHOW (MOTPEOUTENBCKON) YNAKOBKE, @ TAKKE KOMMIEKTHOCTb;
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3apeructpupoBaHHas npeaenbHas OTNyCKkHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsix;
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

6) OaTa M HOMmep npuKkasa YMoSIHOMOYEHHOro defepasibHOro opraHa WCMOMHMTENbHOW BnactM 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 coxpaHeHus: 26.12.2023

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

rocyAapCTBEHHOW perucTpauuM unu nepepernctTpaumMn npeaenbHo OTMYCKHOW LieHbl Ha JNeKapCTBEHHbIA
npenapar, BKIMOYEHHbIA B NepeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLNX NIEKaPCTBEHHbLIX NPenapaTos;
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) nata BCTynneHus B cuny npukasa ynoriHOMOYEHHOro chefieparnbHOro opraHa UCMnonHUTENbHON BNacTu
O roCyoapCTBEHHOW perncTpauuv unu nepeperucTpaumn npefenbHOM OTMYCKHOW LieHbl MPOM3BOAMTENS Ha
NeKapCcTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb XM3HEHHO HeOOXOOMMbIX U BaXHEMLIMX NEKapCTBEHHbIX
npenaparos;
(n. 6.1 BBegeH dPegepanbHbiM 3akoHoM oT 06.06.2019 N 134-93)

7) WITPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEOGUTENBLCKYI0) YNakoBKy fleKapCTBEHHOIO NpenapaTa;
(n. 7 BBegeH ®epgepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8) koO nekapCTBEHHOro nmnpenapata MNO aHaTOMO-TEPaneBTUYECKO-XMMUYECKON  KnaccudpmkaLmm,
pekoMeHaoBaHHOW BceMupHoOn opraHusalmen 3gpaBooxXpaHeHus.
(n. 8 BBeoeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. FocypapcTBeHHasn permcTpaumsa unm nepeperucTpanmsa npefenbHbiX OTNYCKHbIX LIEH Ha NeKapCTBEHHbIE
npenapartbl, BKIOYEHHble B nepevyeHb XU3HEHHO HeOGXO,EI,I/IMbIX U BaXXHEeMLKnx JleKapCTBEeHHbIX npenapaTos,
BELEHNE TOCyJapCTBEHHONO peecTpa npefesibHbIX OTMYCKHbIX LEeH MNPOM3BOAUTENEN Ha JeKapCTBEHHbIE
npenapatbl, BKIOYEHHbIE B NEPEYEHb XM3HEHHO HEOBXOAUMBLIX W BaXKHEWLUMX NEKapCTBEHHbLIX NpenapaTos,
OCYLLIECTBAOTCA B NOPSIAKe, ycTaHOBNEeHHOM MNpaButensctBom Poccuiickon depepaunn.

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

Crtatbs 63. YcTaHOBNEHMe opraHamMmm UCNONHUTENbLHON BnacTu cyobekTtoB Poccuinckon denepauum
npegenbHbIX pa3mMepoB ONTOBbIX HaAGaBOK WM npeAenbHbLIX pPa3MeEpPOB PO3HUYHbIX HaAbGaBOK K
¢raKTU4EeCKUM OTNYCKHbIM LieHaM, YCTAaHOBMEHHbIM NPOU3BOAUTENAMU NEeKapCcTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKIIOYeHHble B Mepe4vyeHb XW3HEHHO Heo6GXOAMMbLIX W BaXHEWULIMUX
nekapcTBeHHbIX NpenapaToB
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-$3)

1. OpraHbl UcnonHUTeNbHOM BnacTu cyobekToB Poccuiickon depepaumm ycTaHaBnNuBaOT NpeaenbHble
pa3Mepbl ONTOBbIX HAAOABOK M NpefesibHble pa3Mepbl PO3HMYHBIX HaA0aBOK K (DaKTUYECKMM OTMYCKHbLIM LieHaMm
(6e3 yyeTra Hamora Ha [obGaBnEHHYH CTOMMOCTb), YCTAHOBMEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbIX
npenapaToB, Ha NEeKapCTBEHHbIE NpenapaTbl, BKITYEHHbIE B I€PEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLMX
NEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpAdKe, YCTAHOBMEHHOM [1paBUTENbLCTBOM
Poccuickon ®egepaumm, METOAMKON YCTAHOBNEHUS OpraHaMun UCMONHUTENLHON BriacTn cybbektoB Poccumnckon
depepaummn npenenbHbiX pa3MepoB OMNTOBLIX HaabaBOK WM MNpedenbHbIX pasMepoB PO3HWYHLIX HagbaBoK K
haKTU4ECKMM  OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMW JEKAPCTBEHHbLIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUNX JTIEKAapCTBEHHbIX
npenapaToB. [MpoeKkTbl peLIeHUn OpraHoB WCMOINTHUTENbHOM BnacTn cybbektoB Poccuiickon Pepepauumn 06
YCTAHOBMEHUMN U (MNN) M3MEHEHUU NpeneribHbIX pasmMepoB OMTOBbIX HaA0aBOK WM MNpeAenbHbIX pasMepoB
PO3HUYHbIX HaabaBoK K (hakTUY4ECKUM OTMYCKHbIM LieHaM, YyCTaHOBMEHHbIM NPOU3BOAUTENSAMMU NEKAPCTBEHHbIX
npenapaToB, Ha NlekapCTBEHHbIE NpenapaThbl, BKIMYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHENLLMX
NekapCTBEHHbIX MpenapaToB, MNoANeXaT COrnacoBaHUO C  YMNOMHOMOYEHHbIM  dedeparnbHbiM  OpraHoMm
NCMNOMHUTENBHOW BIIACTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATMBHBIX MPABOBLIX aKTOB U KOHTPOIO
3a cobniogeHneM 3akoHodaTenbCTBa B cpepe rocygapCTBEHHOrO perynvpoBaHus UeH (TapudoB) Ha TOBapbl
(ycnyrun), B nopsigke, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepaumum.

(B pea. PenepanbHbix 3akoHoB OoT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHuszauuMm ONTOBOWM TOProBMM FEKAPCTBEHHbIMW  CPEACTBaMW, anTeyHble OpraHu3auumu,
WHOVMBMAOyanbHble MpegnpvHuMaTeny, WMelWwmMe JULEH3NI0 Ha  (apMaueBTUYECKYld  OesiTeNbHOCTb,
MeOULMHCKUE OpraHnsauuun, umerowme nuUeH3nio Ha hapmMaueBTUYeckylo OeATenbHOCTb, U nx 06ocobrneHHble
nogpasgenexHus (ambynatopuu, denbawiepckne u denbalepcko-akylepckme MnyHKTbl, LEeHTPbl (OTAeneHus)
obwenn BpavyebHOM (CEMENHOWN) MpaKTUKWU), PAacrioNOXEHHblE B CENbCKMX HAaCeNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3auun, OCyLLECTBIISIOT peanu3aumio NekapCTBEHHbLIX MpenapaToB, BKMOYEHHbIX B
[epeyYeHb >KU3HEHHO HeobXOOAMMBIX W BaXXHEWLWUMX JleKapCTBEHHbIX MpenapaToB, MO LEeHaM, KoTopble
POpPMUPYIOTCST B COOTBETCTBUM C MOPSAAKOM, YCTaHOBIEHHbIM [lpaBuTenbctBom Poccuiickon depepauun, m
YpOBeHb KOTOPbIX (6e3 yyeTa Hanora Ha Jo6aBneHHy0 CTOMMOCTb) He AOMKEH NpeBbIWaTh CyMmmy hakTuyeckon
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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 coxpaHeHus: 26.12.2023

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

OTMYCKHOW LeHbl, YCTAHOBMNEHHOW MNPOM3BOAMTENEM JIEKAPCTBEHHOrO MpenapaTta, He npeBblWatoLein
3aperMcTpupoBaHHON WM MepeperMcTpUpoBaHHON npedenbHOW OTMYCKHOW LeHbl npou3BoguTens (Ha party
peanusaumm NekapCTBEHHOrO npernapaTta Npov3BoguTeNnem), U pasmvepa ONTOBOW HagbaBku M (unu) pasmepa
PO3HUYHOW HagbaBkW, He MPEeBbIWALMX COOTBETCTBEHHO pa3mepa npedenbHoW onToBOW Hagbasku u (unu)
pa3smepa npeaenbHOn po3HUYHOW HaabaBku, yCTaHOBMNEHHLIX B cybbekTe Poccunckon ®enepauun.

(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTenbHoM Briactn cybbektoB Poccuiickon ®egepaumm pasmewatoT B cetn "MIHTepHeT"
MHGOPMaLMIO O 3aperMcTpuMpoBaHHbIX MpedenibHbIX OTMYCKHbIX LieHax Npou3BOoAUTENen Ha eKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B epeYeHb XMU3HEHHO HEeOBXO0AUMbLIX W BaXKHEWLINX NEKapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npedenbHbIX pasmepax OMnTOBbIX HaabaBok M (Mnu)
npefernbHbIX pa3Mepax PO3HUYHBLIX HAa40aBOK K yCTAHOBMNEHHBIM NMPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaToB
haKTU4EeCKMM OTMYCKHbIM LEHaM Ha JieKapCTBEHHbIE Mpenapatbl, BKMOYEHHbIE B MEPEYEHb KU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEKapCTBEHHbIX NPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LeEeH MpoM3BOAMTENEN Ha fekapCTBEHHble MnpenapaTtbl, BKMIOYEHHblE B MepevYeHb >XU3HEHHO
HeOBXOAMMbBIX U BaXKHEWLLUMX NEeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cybbekTe Poccuinckon depepaumm
npedenbHbIX pa3MepoB ONTOBbIX HAA0aBOK M MpefdenbHbIX pa3MepoB PO3HUYHbIX HagbaBOK W Hamora Ha
nobaBneHHyo ctoumocTb. MHopmaunsi, NpeayCMOTPEHHasi HAacCTOSILLEN YaCTblo, JOIPKHA HaxO4UTbCS TakkKe B
anTeyYyHbIX OpraHM3auusx B AOCTYMHOW ANs BCEX 3aMHTEPEeCOBaHHbIX Nul hopMe U OBHOBRATBCA MO Mepe ee
pa3meLlLieHnst opraHaMm UCMNONHNTENbHON BNacTn cyobekToB Poccuiickon Pepgepaumm B cetn "UIHTepHET".

(vacTb 3 B peq. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

4. YTtpatun cuny ¢ 1 mapta 2020 roga. - ®egepanbHbiii 3akoH oT 27.12.2019 N 475-03.

Nnasa 13. MOHUTOPUHI Q®®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALLNUXCA B OBPALLEHUU
B POCCUUCKOW ®EOEPALIUMN
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

CraTtbsa 64. ®apmakoHagsop
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapatbl, Haxogsdwwmecs B obpaweHun B Poccuiickon Pegepauun, nopnexat
MOHUTOPUHLY 3EKTMBHOCTM M 6€30NacHOCTM B LIENSAX BbISIBNIEHUS BO3MOXHbIX HEraTMBHbIX MOCMeACTBUA UX
NPUMEHEHWS, UHAMBUAYANbHOW HENEePEeHOCUMOCTM, NPeaynpexaeHns MeanUMHCKMX paboTHUKOB, CneunanucToB
B obracty BeTepuHapuu, NauMeHTOB WNW BMNaAeNbLEB XMBOTHbIX U WX 3aWmTbl OT MPUMEHEHUS TaKux
neKapCcTBEHHbIX NpenapaTos.

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

2. ®apmakoHag30p OCYLLEeCTBMAETCA COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
WCMONHWUTENbHON BMAacTU B YCTAHOBMIEHHOM WM rMopsake MyTemM aHanu3a npeaocTaBnseMon cyObeKkTamu
obpallieHns nekapCTBEHHbIX CPeACTB WMHgopmauunm O nobOYHbIX AENCTBUSX, HexenaTenbHbIX peakumsx,
Cepbe3HbiX HexenaTenbHbIX peakuusiX, HenpeaBUAEHHbIX HexXenaTenbHbIX peakuusx npu nNpUMeHeHUn
nekapCcTBeHHbIX npenapaTtoB, 06 WHAMBMAYanbHOW  HENepeHOCUMOCTW, OTCYTCTBMM  3(PHEKTUBHOCTU
neKkapCcTBEHHbIX NpenapaToB, a Takke 06 MHbIX chakTax U 0BCTOATENLCTBAX, MPEACTaBMSAOLLNX YIPO3Y XKU3HU UMK
300pOBbI0 YerioBeka NMbOo XKMBOTHOIO NPV NMPUMEHEHWUM NeKapCTBEHHbIX NpenapaToB M BbISIBNEHHbIX HA BCEX
aTanax obpalleHns nekapcTBeHHbIX npenapaToB B Poccuickon degepaumm n Apyrmx rocyaapcreax.

3. CybbekTbl obpaleHus nekapCTBEHHbIX CpeacTB B MOpPsSAKe, YCTAHOBIEHHOM  YMONHOMOYEHHbIM
deneparnbHbIM OpraHoM MUCMONMHUTENBHOM BNacTu, 06583aHbl coobLLaTh B YNONMHOMOYEHHbIN deaeparnbHblii opraH
NCMONHUTENBHON BNactu O MNOGOYHBLIX AENCTBUSX, HexXenaTenbHbIX peakuusiX, Cepbe3HbIX HexenaTerbHbIX
peakumnsx, HenpeaBUAEHHbIX HexenaTerbHbIX peakumsax Mpu MpUMEHEHWW FeKapCTBEeHHbIX npenapaToB, 06
WHAMBMOYANbHON HENepeHOCUMOCTMN, OTCYTCTBUM 3(D(EKTUBHOCTM NeKkapCTBEHHbIX MpenapaToB, a Takke 06
MHbIX bakTax n obCcToaTeNnbCTBax, NPEeACTaBMASIOWNX YIPO3Yy XU3HWU UMM 340POBbLI0 YenoBeka NMbo XXMBOTHOMO
npy NPUMEHEHUM NEeKapCTBEHHbIX NPenapaTtoB M BbISBMEHHbIX Ha BCexX dTanax obpaleHus nekapcTBEeHHbIX
npenapaToB B Poccuinckon depepaumm n opyrux rocygapcraax.

4. [epxatenu wnv Briagenblbl PervcTpauMoOHHbIX YOOCTOBEPEHWUN JeKapCTBEHHbIX MpenapaTtos,
lopuanMyeckme nuiua, Ha MMs KOTOPbIX BbldaHbl paspelleHUss Ha NPOBedeHWEe KIMHUYECKUX WCCReaoBaHuini 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 coxpaHeHus: 26.12.2023

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

Poccuiickon ®depepauun, nNnMbo ynonHOMOYEHHbIE UMW Apyrue topuanveckne nuua B pamkax obecneveHus
6e30nacHOCTM NekapCTBEHHbIX MpenapaToB B OOPSAKe, YCTAaHOBNEHHOM COOTBETCTBYHOLUMM YMNOFHOMOYEHHbIM
deaepanbHbIM OpPraHoM MCNOMHUTENBHOW BNacTu, 0b6s3aHbl OCYLWECTBNATL npuem, yveT, 06paboTtky, aHanms u
XpaHeHve nocTynawwmx B WX agpec oT CybbekToB obpalleHuss neKkapCTBEHHbIX CpPeacTB W OpraHoB
rocygapCTBEHHON Bnacty coobweHun O nobOoYHbIX AEWCTBUSIX, HexXenaTemnbHbIX peakuusix, Cepbe3HblX
HexernaTenbHbIX U HENPeaABUOEHHbIX HexenaTenbHbIX peakunsix Npyu NpUMEHEHUN NekapCTBEHHbIX NpenapaTos,
06 o0cobGeHHOCTAX WX B3aMMOAEWCTBMS C OPYrMMUM JNleKapCTBEHHbIMWM npenapatamu, WHAUBUAYyanbHON
HenepeHocMmocTn, a Takke 06 WHbIX dakTax U 0BCToATENbCTBax, NPEACTaBMALWMX YrPo3y XWU3HWU WUNn
300pOBbI0 YenoBeka NMBO XMBOTHOTO WMW BIUSIOWMX HA M3MEHEHVME OTHOLUEHUS OXWAaemoW Momb3bl K
BO3MOXHOMY PUCKY NPYMEHEHWS NeKapCTBEHHbIX NpenapaTos.

5. MNpu BbISBNEHWU WHGOPMaLMU O CEPbE3HLIX HeXenaTenbHbIX peakuusx W  HenpeaBuOEHHbIX
HexenaTenbHbIX — peakuMsx Npu MNPUMEHEHUWM JIEKAPCTBEHHbIX MpenapatoB, 06 0COBGEHHOCTSX WX
B3aMMOAEWCTBUS C APYIMMU NEKapCTBEHHbIMY NpenapaTtamun, UHAVBUAYyanbHOW HEMEPEeHOCUMOCTH, a Takke 0b
WHbIX (hakTax U 06CTOATENbCTBAX, BMMSIOLWMX HA U3MEHEHWE OTHOLUEHUS OXMAAEMOW NOSb3bl K BO3MOXHOMY
pUCKYy NMPUMEHEHMS NeKapCTBEHHbIX NpenapaToB, AepXXaTenu unv Bnagenblbl PErMcTPauMOHHbIX YO0CTOBEPEHWIA
NeKapCTBEHHbIX MpenapaToB, HOpUAMYECKME NULA, HA UMS KOTOPbIX BblAaHbl paspelleHus Ha npoBeaeHue
KMUHUYECKUX UccneaoBaHuii B Poccuiickon Penepaumm, nbo ynornHOMOYEHHbIE UMY ApYrue ropuandeckie nuua
00a3aHbl MPUHATE Mepbl, HampaBfeHHble Ha YCTPaHEHUE HeraTuBHbLIX MOCNeACTBUA MPUMEHEHUS Takux
NeKapCcTBEHHbIX MpenapaToB, MNpeaynpexaeHue MNpUYMHEHUs Bpeda XWM3HU UNW 3[0pOBbI YeroBeka Nnbo
XXMBOTHOTO, 3aLUUTY MX OT NPUMEHEHUSI TaKUX NIEKAPCTBEHHbIX MpenapaToB, Ha OOMOMHUTENbHbIA COOP AaHHbIX
06 adhpekTMBHOCTM 1 6e30NacCHOCTU Taknx NekapCTBEHHbIX NpenapaTos.

6. 3a HecoobLleHne unu CcokpbiTMe WHdOPMaUMK, NPeayCMOTPEHHOW 4YacTbio 3 HacTosLWen cTaTbi,
aepxaTtenu unu Bnagenblbl PerncTpauMoHHbIX YOOCTOBEPEHMIW TEeKapCTBEHHbIX Npernapartos, HpuaMyeckme
nmua, Ha MMA KOTOPbIX BbldaHbl paspelleHuMs Ha NpoBeAeHMe KIMHUYECKUX uccrefoBaHuin B Poccumnckon
®egepaumu, NMBO YyNONHOMOYEHHbLIE MU ApYrue opuandeckne nuua, a Takke JOMKHOCTHbIE Nuua, KOTOpbIM 3Ta
nMHdopmaums cTana M3BecTHa No pody UX NpodeccuoHanbHON OesdATeNbHOCTU, HEeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoaaTenbCTBOM Poccunckon denepaumn.

7. lNpy nomnyyYyeHUn ynonHOMOYEHHbLIM deaepanbHbiM OpraHoM WCNOMHUTENbHOW BNacTu B paMKax
OCYyLLECTBMEHUA UM apmakoHagsopa [JokasaTenbCTB O HeCOOTBETCTBMM IeKapCTBEHHOro npenapara
YCTaHOBIEHHbIM TpeboBaHUSAM UK NPK NOMYYEHUN MHPOPMAaLMN O HECOOTBETCTBMMN AaHHbIX 06 3heKTMBHOCTM
n o 6e3onacHOCTU NeKapCTBEHHOro npenapaTta AaHHbIM O flekapCTBEHHOM MnpenapaTe, cogepXaliumcs B
WHCTPYKUMW MO €ro fnpuMeHeHutio (B TOM 4WCMe BbISBNEHHbIX B XOAe OCYLUEeCTBMeHWs dapmakoHagsopa
KOHTPOSbHO-HAA30PHBIMW  OpraHaMn  MHOCTPaHHbIX FOCYAapCTB), YMOMHOMOYEHHbIN dedeparnbHbIl  opraH
WCNONMHUTENBLHOM BrlacTM B YCTAHOBMEHHOM WM [OpAAKe paccMaTpuBaeT BOMNPOC O MPUOCTaHOBMNEHUU
NPUMEHeHUs Takoro fiekapcTBEHHOro npenaparTa.

Crtartbs 65. MpnocraHoBnNeHne NpMMeHeHUA NeKapcTBEHHOro npenapara
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Mpy nonyyeHMn uHOPMALUM O HeXenaTeSlbHbIX peakuusix Npu MNpUMEHEeHUU JieKapCTBEHHOrO
npenaparta, He YKasaHHbIX B WHCTPYKUUM MO MNPUMEHEHUI FEKAPCTBEHHOTO npenapaTa, CepbesHbIX
HexenaTernbHbIX peakuusx, 06 0COBGEHHOCTSIX ero B3anMoAeNCTBUS C APYrMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpeACTaBNsaTb Yrpo3y >XW3HW WNW 340POBLI0 YeroBeka NNBGO XMBOTHOTO, a Takke O
HecoOTBETCTBUM [aHHbIX 00 3pdeKTMBHOCTM M O 6e30nacHOCTU eKapCTBEHHOro npenapata AaHHbIM O
NeKkapcTBEHHOM Mpenaparte, COAepXawWuMCs B WHCTPYKUMM NO €ero MnpuUMEHeHWio, B TOM u4ucne OoT
YMOMHOMOYEHHBIX OpPraHOB MHOCTPAHHbLIX FOCYAapCTB, OOMEH KOTOPOW OCYLUECTBMSIETCS B COOTBETCTBUM C
CornmalleHnamMmn  Mexay  YNONHOMOYEHHbIM  efeparnbHbiM - OPraHoM  WUCMOMHWTENbHOW — BRACTM U
YNOMHOMOYEHHLIMA ~ OpraHaMu  WHOCTPaHHbIX  FOCYAApPCTB,  YNOMHOMOYEHHbI  befepanbHblii  opraH
WCMOMHUTENLHOW BMACTM paccMaTpyMBaeT BOMPOC O BO3MOXHOCTW MPUOCTAHOBMEHNUS oBGpalleHuss Takoro
NeKkapcTBEHHOro Mpenapata B [0OPAOKe, YCTAHOBIIEHHOM  YMONHOMOYEHHLIM  defeparnbHbIM - OpraHoMm
NCMOMHUTENBLHOW BMACTU.

2. I'Ipvl HEeUCnoriHeHnn wunNn HeHaanexaiwem UCNoNHeHnn aepxarenavm  unuvM - Bnagenbuamum
perncTpaunoHHbIX yﬂOCTOBepeHMVI NNeKapCTBEHHbIX nNpenapartoB, Wpuan4eCkKuMmn nuuamMmum, Ha UMA KOTOPbIX
BblAaHbl pa3peweHna Ha nposeaeHne KIMHNYEeCKUX uccnegosaHmi B Poccuinckon Cbep,epau,mm, nnn
YNONTHOMOYEHHbIMU UMW OpYyruMn LPpUANYECKMMN NnUaMn obsi3aHHOCTEN, YCTaHOBJ1E€HHbIX YacTAMMU 3 n4 cratbu
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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 coxpaHeHus: 26.12.2023

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

64 HacTosiwero denepanbHOro 3akoHa, NGO B criyyasix NPefCTaBrneHNsT COOTBETCTBYOLMM YNONMHOMOYEHHbLIM
theneparnbHbIM OpraHoM WCMONHUTENBHOW BMACTW 3aKMOYEHUsI O HEAOCTOBEPHOCTU PE3YNbTaTOB KMUHUYECKOTO
NCCrefoBaHWs NeKapCTBEHHOTO Npenapara Ansi MEQULMHCKOrO NPUMEHEHUS, KOTOPOE OCHOBaHO Ha pesyrbTaTtax
NPOBEpPKM MeOMLMHCKON OpraHusauuv, NPOBOAMBLUEN YKasaHHOE KIMHWYECKoe MccriefoBaHUe C HapylueHuem
NpaBua Haanexallen KNMHUYECKOW MPaKTUKKU, WU NPUBENO K MOSyYeHWI0 HELOCTOBEPHLIX pe3ynbTaToB, nubo B
Crny4yae HeBbINOMHEHUS NpeanucaHnsl, Bbl4aHHOMO YNONMHOMOYEHHbIM dhefepanbHbIM OpraHoM UCTMONHUTENBHOM
BMacTM MO MWTOraM OCYLLECTBINEHUS BbIGOPOYHOTO KOHTPOMS KayecTBa EKapCTBEHHOTO Mpenapara,
YNONMHOMOYEHHbIN heaeparnbHbIii OpraH UCMONMHUTENBHOW BNacTy B yCTAHOBIIEHHOM VM IOPSAKE pacCMaTpyBaeT
BOMPOC O NPUOCTaHOBINEHUN NPUMEHEHUS TAKOTO NIEKAapCTBEHHOIO NpenapaTa.

3. YnonHomo4eHHbIN dheaepanbHblili OpraH UCNOMHUTENbHOW BNacTu Npu NpeacTaBneHun emy CBeeHun o
HECOOTBETCTBUM  MNPOU3BOAUTENS  JIEKApPCTBEHHbIX  CpeacTB  TpeboBaHMsIM npaBuMn  Hagnexawlen
NPON3BOACTBEHHOW NPAKTUKM U (MNK) O HapyLUIEHWU JIMLEH3UNOHHbLIX TpeboBaHWi, KOoTopble Obinn BbISBNEHbI B
Xode TMNpoBedeHUs WHCMEKTUPOBaHMSA MNPOM3BOOUTENS JNEKAapCTBEHHbIX CPeacTB WM OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMsS B cdoepe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOM3BOACTBY NEKAPCTBEHHbLIX NpenapaToB A1 MeAMLMHCKONO MPUMEHEHMUS, MPUYUHUBLLMX UIIM CMOCOOHLIX
NPUYNHNTL BPEd XU3HU UNWM 340POBbIKO rpaxkgaH, paccMaTpuBaeT BOMPOC O MPUOCTAHOBMEHUN MPUMEHEHUS
NeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOTO NMPUMEHEHWUs B YCTAHOBIIEHHOM UM [0OpAAKE B CregyoLmX
cnyyasx:

1) coctaB u (UNK) TeXHONOrMsa NPOM3BOACTBA NEKAPCTBEHHOro npenapara Ans MeAULUHCKOro NpUMEHeHUs
(c onucaHveMm cTaguin NPoOn3BoACTBa) OTNINYAIOTCH OT 3asiBMEHHbIX B PErMcTPauMoHHOM J0Che;

2) nekapCTBEHHbIA npenapat Ans MEeAMLMHCKOrO NPUMEHEHUs TMpPOoM3BedeH Ha MNPOU3BOACTBEHHOW
nrowiajke, He ykasaHHON B percTpaLMoHHOM [OChE;

3) y npou3BoauTens rnekapcTBeHHbIX CPeACTB OTCYTCTBYHT OOKYMEHTbI, NOATBEpXKAatoLMe COOTBETCTBME
KayecTBa JleKapCTBEHHOro npenapaTa Ans MeOWUMHCKOTO MPWMEHEeHUsl, BBOAMMOIrO B rpaKaaHckuii o6oporT,
TpeGoBaHNAM, YCTaHOBIIEHHbIM MPU €50 roCyAapCTBEHHON perncTpauum;

4) npousBoguTENEM IeKapCTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUMM YNONHOMOYEHHbIM
defepanbHbIM  OpraHOM WCMOMHUTENBbHOW BMAcTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHuM npaBwun
Haanexallen NPOVM3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3NOHHBIX TPeOOoBaHUM, KOTOpble ObINM BbISIBNEHbLI B
Xode MNpoBedeHUs WHCMEKTUPOBaHMS MNPOM3BOOUTENS JNEKAPCTBEHHbIX CPeacTB  WUIM  OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdoepe NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOn3BOACTBY NEKAPCTBEHHLIX NpenapaTtoB A MeAMLMHCKONO MPUMEHEHMUS, MPUYUHUBLLMX WIIM CMOCOOHbLIX
NPUYNHUTD BPEA XXU3HU UNK 300POBbIO FpaXxaaH.

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

4. YNonHOMOYEHHbIN doefepanbHbli opraH UCMOMHUTENBHOW BRAAcTU MpWU HannuumM y Hero cBedeHun o
HECOOTBETCTBUM  NPOU3BOAUTENS  FIEKApPCTBEHHbIX  CpeacTB  TpeboBaHWsIM  npaBun  Hagnexawiemn
NPOW3BOACTBEHHOW NPAKTUKM U (MNKN) O HapyLUEHWU JIMLEH3NOHHbLIX TpeboBaHui, KoTopble Obinn BbISBNEHbI B
Xoe npoBedeHUs WHCMNEKTUPOBaHMS MNpPOM3BOAUTENS NEKapCTBEHHbIX CPeacTB UMM OCYLLECTBEHUs
NNUEH3UOHHOIO KOHTPOMS B cdyepe NPOU3BOACTBA NEKAaPCTBEHHbIX CPEACTB U NPUBENW UM MOryT MPUBECTU K
NMPOM3BOACTBY JEKAPCTBEHHbIX MpenapaToB AN BETEPMHAPHOIO MPUMEHEHUS, MPUYMHMBLUMX MU CMOCOBHbIX
NPUYNHNTDL BPE XU3HU UMK 300POBLI0 XXMBOTHLIX, pacCMaTpyBaeT BOMPOC O MPUOCTAHOBIIEHUM peanu3aunm u
NPUMEHEHNS NeKapCTBEHHbLIX MpenapaTtoB ANs BeTEPUHAPHOro NPUMEHEHUA B YCTaHOBMIEHHOM MM Oopsaake B
cnefyloLwmnx cnyyasax:

1) coctaB U (UnM) TExXHONOMMS TMPOM3BOACTBA JIEKAPCTBEHHOTO MpenapaTa Ans BeTepyHapHOro
npuMeHeHus (C onMcaHnem ctaguin NPOM3BOACTBA) OTNINYAIOTCH OT 3aABMNEHHbLIX B PErMCTPALIMOHHOM [0ChE;

2) nekapcCTBeHHbI npenapaT Ans BeTepUMHapHOro MNPUMEHEHUS NpPouM3BedeH Ha MNPON3BOACTBEHHOWA
nrowaake, He ykasaHHOW B perMcTpauMoHHOM [OCbE;

3) Yy npou3soguTena nekapCTtBeHHbIX CpenCcTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaarwme cooTBeTCcTtBmne
Ka4yecTBa JieKapCTBEHHOro npenapara gna BeTepuHapHOro npmMeHeHma, BBOOMMOIO B Fpa)K,El,aHCKMVI O60pOT,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero FOC)/D,apCTBeHHOIZ pernctpaunu;

4) npou3BoaMTENEM NEKAPCTBEHHbIX CPEACTB B COIMacOBaHHbLIN C COOTBETCTBYHOLLUMM YMONTHOMOYEHHbIM
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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 coxpaHeHus: 26.12.2023

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

defepanbHbIM  OpraHOM WCMOMHUTENBbHOW BMAacTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHUM npaBwun
Haanexallen NPOV3BOACTBEHHOW MPaKTUKM U (UMW) NULEH3NOHHBIX TPebOoBaHU, KOTOpble ObINM BbISIBNEHbLI B
Xo4e MNpoBedeHUs WHCMEKTUPOBaHMSA MNPOM3BOOUTENS JNEKAapCTBEHHbIX CPeacTB WM OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdoepe NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOn3BOACTBY NEKAapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOINO MPUMEHEHUS, NMPUYUHUBLLUX WUN CMOCOOHBLIX
NPUYNHNTD BPEA XU3HU UK 340POBbLHO KUBOTHbIX.

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

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.01.2026 cT. 65 gononHsetcs 4. 5, 6 (P3 o1 27.12.2019 N 475-93).

7. B nopsake, npegyCMOTPEHHOM 4acTbio 4 HacTosLWen cTaTbW, YNONMHOMOYEHHbIN dheaeparnbHbIi opraH
MCMNOMHUTENBHOW BMacTM paccMmaTtpuBaeT BOMPOC O MPUOCTAaHOBMEHUW peanu3auum Ku  NPUMEHEeHUs
neKkapCTBEHHOro npenapaTa Ans BeTepMHapHOro MpUMEHEHUS B Cryyae BbISIBNEHWS B rpaxaaHckoM obopoTe
cepvn feKkapCTBEHHOro npenapaTta ONs BeTepUHapHOro MPUMEHEHUs, OOKYMEHTbl M CBEeAeHWs O KOTOPOW,
npeaycMoTpeHHble Yactamum 1 - 3 n 6 ctatbm 52.2 HacTosiero PegepanbHOro 3akoHa, He npencTaBlieHbl B
yKa3aHHbIi opraH, nnbo cepum MMMYHODMOMNOrMYECKOro fekapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHUS, HEe UMEIoLLEN paspeLLeHns, NpedyCMOTPEHHOro YacTbto 8 ctatbu 52.2 HacToswero degepansHoOro
3akoHa. B ykasaHHOM cnydae ynornHOMOYEHHbIM dedeparnbHbli opraH WUCMONMHUTENBLHON BNactu nNpuHMMaeT
pelleHne O MPUOCTaHOBEHUN peanusauum n MNPUMEHEHWs TaKuX Cepul OO NPeACTaBreHust YyKasaHHbIX
OOKYMEHTOB U cBeAeHuI Nnbo Jo NofnyyYeHns ykasaHHOrO paspeLleHus.

(vacTb 7 BBegeHa PegepanbHbimM 3akoHoMm oT 02.07.2021 N 317-03)

Cratbsa 66. UHcbopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PepepanbHoro zakoHa ot 27.12.2019 N 475-03)

YnonHoMoueHHbIN dhefeparnbHblid OpraH UCNOMHUTENbHOW BNacTU, OCYLLEeCTBASLWNA dhapmMakoHaasop, no
€ro pesynbTatam pasmellaeT Ha CBOEM OuumnanbHOM canTe B ceTh "MHTepHeT" nHdopMauuio o:

1) BbISIBNEHWN HOBbLIX MOATBEPXAEHHbIX AAHHbLIX O MOGOYHBLIX AEWCTBUAX, HexenaTernbHbIX peakuusx,
cepbesHblX HeXenaTernbHbIX peakuusiX, HenpeaBUAEHHbIX HexenaTernbHblX peakuusix npu  NpUMeHeHUn
NeKapcTBEHHOro npenapata, B TOM YMCIe BIUSIOWMUX Ha OTHOLLUEHME OXMOAeMOM Mosb3bl K BO3MOXHOMY PUCKY
NpUMEHeHVs1 JaHHOrO NeKapCTBEHHOTO Npenapara;

2) NPUHATBLIX pelleHnax O BHeCeHUn M3MEHEHNN B MHCTPYKUMIO NO MNPpUMEHEHU IeKapCTBEeHHOro
npenapara, O NpPUOCTaHOBIIEHUN NPUMEHEHUA JIEKapCTBEHHOIO nMpenapara, 00 wm3bATUN 13 o6pau.|,eva
JIeKapCTBEHHOrO npenaparta uin o BO300OHOBINEHUN NPUMEHEHNA NeKapCTBEHHOro npenapara.

Maea 14. AHOOPMALUUA O NEKAPCTBEHHbBIX MPENAPATAX. CUCTEMA
MOHWUTOPUHIA OBUWXEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB
ona MEAUMUMHCKOIO NPUMMEHEHUA
(B pen. PenepanbHoro zakoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHMTOPUHra ABWXEHUA
JIeKapCTBeHHbLIX npenapaTtoB And MeagUuUMHCKOro npuMmeHeHus
(B pea. PenepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. ViHdopmaumsa o nekapCTBEHHbIX NpenapaTtax, OTnyckaeMbiX No peuenTy Ha JIeKapCTBEHHbIN npenapar,
JOIMKHA cofepXXaTbCsl TOMbKO B CMNeuuanu3npoBaHHbIX M3OaHUsX, NpefHasHa4YeHHbIX AN MeOULMHCKUX,
hapmaueBTMYeCKMX paboTHMKOB, CreuManucToB B obractu BeTepuHapun. MHdopmaumsi o nekapCTBEHHbIX
npenapaTtax Ans crneuvanuctoB B obnactu obpalleHunst NeKapCTBEHHbIX CPEACTB MOXET codepXaTbCs B
MOHorpadusax, cnpaBOYHUKAX, HayYHbIX CTaTbsAX, B AOKMNadax Ha KOHrpeccax, KOH(epeHuusax, cumnosnymax,
Hay4HbIX COBETaX, a Takke B UHCTPYKLUAX MO MPUMEHEHUIO NEKapCTBEHHbIX NpenapaTos.

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

2. MiHdhopmaums o nekapCTBEHHbIX Npenapartax, oTnyckaemblx 6e3 peLenTta Ha nekapcTBeHHbI npenapar,
MOXEeT coaepxaTbCs B NyOnukaumsax 1 o0bsBNEHNsX cpeacTs MacCoBOM MHOpMaLun, cneumnanuampoBaHHbIX U
obWMX NevaTHbIX W3AAHWAX, WHCTPYKUUSIX MO MPUMEHEHMIO NEKAapCTBEHHbIX MpenapaToB, WMHbIX W3OaHMAX
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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 coxpaHeHus: 26.12.2023

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

cybbekToB 0OpallleHnst NeKapCTBEHHbIX CpeacTB. PeknamHble MaTtepuansl O NeKapcTBEHHOM npenapare,
oTnyckaemMoM 6e3 peuenTa Ha neKapcTBEHHbLIM MNpenapart, [OOMKHbl COOTBETCTBOBATb WHCTPYKUMM MO
MPUMEHEHIO NIeKapCTBEHHOIO npenapara.

3. ,D,OI'IyCKaeTCﬂ ncnonb3oBaHne nobbIX MaTepuarnbHbIX HOCUTENEN, NO3BONAOLLMX XpaHUTb, NnepegaBaTb U
Mcnonb3oBaThb I/IH(bOpMaLI,VIIO O NNeKapCTBEHHbIX npenapartax 0e3 ee UcKaXxeHus.

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.04.2024 B 4. 4 cT. 67 BHOCcATCS 3amMeHeHns (P3 ot 04.08.2023 N 428-03). Cm. GyayLlyto peaakumio.

4. Ans uenen naeHTUMKaumMm ynakoBOK feKapCTBEHHbIX npenapaToB AN MeAWLUHCKOro NpUMEHeHus
npou3BoauTENVN NEKapCTBEHHbIX CPeAcTB B Nopsigke, YycTaHoBneHHoOM [lpaBuTenscTtBoM Poccumnckon
depepaumun, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLUEHMMW JfleKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
NPUMEHEHWSA, ANs KOTOPbIX He NpedycMOTpeHa BTOPMYHASA YNakoBKa) N BTOPUYHYO (MOTPebuTenbCKyio) YrnakoBKy
neKapcTBeHHbIX MpenapaToB ANA MEAMLMHCKOrO NPUMEHEHWs CpeacTBa WAEeHTMdMKALUUKW, 3a MWCKIYEeHNEM
nekapCTBEHHbIX NpenapaToB AN MeAWLMHCKOro NpUMEHEHWs, NPOM3BOAMMbBIX OS5 NMPOBEAEHUS KITMHUYECKMX
nccrnegoBaHun, aKCnopTa, NekapCTBEHHbIX NpenapaToB Ang MeQULMHCKOro NPUMEHEHWSs, yKa3aHHbIX B YacTax 5
n 8 cratbn 13 HacToswero PegepanbHOro 3akoHa, pagvodapmMaueBTUHECKUX feKapCTBEHHbIX MNpenapaTos,
NUABOK MEANLIMHCKUX 1 ra30B MeONLIMHCKMX.

(4acTb 4 BBeaeHa ®eaepanbHbiM 3akoHOM 0T 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapaktepucTukn cpenctBa maeHTUdmkaumm, nopsaaok ero HaHeceHust u TpeboBaHMs K CTPYKType U
dopmaty MHpopMauun, KOTOPYK COOEPXWUT CpeacTBO uaeHTudUukauun, onpegenstorcs [paBUTensCTBOM
Poccuiickon ®epepaumn.

(4acTb 5 BBegeHa PeaepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

6. [opagok cosgaHust, pasBWUTMS, BBOAA B 3KCMMyaTauuio, 3KCnnyaTauMuM u BbiBoda M3 3KchnyaTauuu
CUCTEMbl MOHUTOPVHIa OBWXEHWS NeKapCTBEHHbIX MNpenapatoB AN MeAUMUMHCKOro MNpUMEHEeHWs, Nopaaok
NpefocTaBrneHns MHOpMaumKn, copepxallenca B CUCTEME MOHUTOPUHra [ABWXEHUS NeKapCTBEHHbIX
npenapaToB A1 MEOUUMHCKOrO MPUMEHEHUs, N NOpANoK B3avMOLAEUCTBUA YKa3aHHOW CUCTEMbI C WHBIMM
rocygapCTBeHHbIMU MHAPOPMALMOHHBIMU CUCTEMaMU U MHADOPMALIMOHHBIMM CUCTEMAMW IOPUONYECKNX NALL U
nHOuBMAyanbHbIX NpeanpuHMMaTenen, ykasaHHbIX B Yactax 7 um 10 HacToswen ctaTtbu, yCcTaHaBnuBaKTCH
MpasutensctBom Poccuiickon Pegepaumun. Onepatopamm CUCTEMbI MOHUTOPUHra OBWKEHWUS NEKapCTBEHHbIX
npenapaToB Afs MeQULMHCKOrO NPUMEHEHNs ABRSTCA dyedeparbHbll OpraH UCMONHUTENLHOW BNactu u (unu)
opraHusauus, ynoriHoMoudeHHble MpasuTtensctBoMm Poccuiickon ®enepauunn.

(4acTb 6 BBegeHa deagepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7. Opuguyeckne nvua u wuHAMBUZYanbHble MPeanpUHUMATENK, OCYyLLEeCTBRsAWmue npousBoacTBo,
XpaHeHve, BBo3 B Poccuiickylo Pepgepaumio, oTnyck, peanusauuio, nepegadvy, nNpUMEHeHWe n YHUYTOXeHue
neKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpuMeHeHus, obecneynBaloT B 0opaake U B COCTaBe, KOTOpbIe
ycTaHoBneHbl [MpaBuTenscTBoMm Poccuiickon ®egepaumm ¢ y4eToM BMAa OCYLLECTBNAEMON MU OeATeNbHOCTH,
BHeCeHue MHopMaLun 0 NeKapCTBEHHbIX NpenapaTtax AN MegnUMHCKOro NPYMEHEHNS B CUCTEMY MOHUTOPUHTA
OBWKEHNS NekapCTBEHHbIX NpenapaToB Ans MeAMUUHCKOTrO NPUMEHEHUS.

(4acTb 7 BBegeHa degepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

7.1. IlekapcTBeHHble npenapaTtbl AN MEQULMHCKOTO NMPUMEHEHWs, NpedHa3HayveHHble Ans obecneveHus
nuu, BonbHbIX reMmouuen, MykoBUCLMA030M, MMNon3apHbIM HAHN3MOM, BoresHbio [MoLe, 3110KaYyeCTBEHHLIMU
HoBOOOpa3oBaHNSAMU NMMAONAHON, KPOBETBOPHOW U POACTBEHHBIX MM TKaHEMN, pacCesHHbIM CKMepo3oM, nuL
nocrne TpaHCnnaHTauMm OpraHoB M (Unu) TkaHewn, npou3sedeHHble 0o 31 gekabps 2019 roga, a Takke WHble
nekapcTBeHHble nNpenapartbl AN MeAULMHCKOrO NpuMeHeHusl, npousseaeHHble Ao 1 uona 2020 roga, nognexat
XpaHeHuto, NepeBo3ke, OTMYCKY, peanusauun, nepegade, NpUMeHeHnto 6e3 HaHeceHus1 cpeacTB MaeHTUdUKaLmn
00 ucTteyeHus cpoka ux rogHoctu. MNpaeBuTensctBo Poccuiickon depepaumm BnpaBe YCTaHOBUTb OCOOEHHOCTM
BBOJA B rpakgaHCKMIN 0O0poT NekapCTBEHHbIX MpenapaTtoB AN MeOULMUHCKOrO NPUMEHEHUs, MPOU3BEeOEHHbIX B
nepuoga ¢ 1 uonsa 2020 roga no 1 oktabpsa 2020 roga. B uensix BBoga B rpaxaaHCKMi 060pOoT NeKapCTBEHHbIE
npenapaTbl ANg MeAULMHCKOrO NPUMEHEHWS, 3a UCKMIOYEHNEM NEKapCTBEHHbIX NpenapaToB, npeaHasHayYeHHbIX
ansa obecneyeHnst nuy, 60MbHBIX reMoUMen, MyKOBUCLNA030M, MTMNogun3apHbiM HaHN3MOM, GonesHbio MoLue,
3r10Ka4eCTBEHHLIMU HOBOOOpa3oBaHUAMY NMMMAGONOHON, KPOBETBOPHOW U POACTBEHHbLIX UM TKAHEWN, pacCesiHHbIM
CKIIepo30M, 1L, Nocne TpaHcnnaHTaumym opraHoB U (Mnn) TKaHen, Npou3BeAEeHHbIE 3a npedenaMy TepputTopun
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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 coxpaHeHus: 26.12.2023

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

Poccuickon ®epepaummn go 1 oktabpst 2020 roga, moryT GbITb BBE3€HbI B Poccuiickyto Penepaumio oo 1 sHeaps
2021 ropga B nopsake, yctaHoBrneHHom [lpaButensctBoM Poccunckon ®egepauun, 6e3 HaHeceHUs cpeacTs
naeHTndmkaumn.

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. Opranmsauust HPOPMAaLMOHHOIO B3anMMOAENCTBUSI CUCTEMbI MOHUTOPUHIa LABWXEHUS NEKAaPCTBEHHbIX
npenapaToB AnNst MEOWUUHCKOTO MPUMEHEHMSI C WHbIMW TFOCY4APCTBEHHBIMM MH(OPMAUMOHHBIMKM CUCTEMaMM
obecneunBaeTcs B TOM yncne NnocpeacTBOM WHPaCTPYKTYpbI, obecneunBaroLLEen
WH(POPMALIMOHHO-TEXHOMNOMMYECKoe  B3aMmodenctene  MHPOPMALMOHHBIX  CUCTEM,  UCMOMb3yembiX  Ans
npeaocTaBfeHnss rocyAapCTBEHHbIX W MyHMUMNAnNbHbIX  YCAYr WM WUCMOMHEHUS FOCYLapCTBEHHbIX U
MYHULMNAnNbHbIX (PYHKLMIA B 3NEKTPOHHOW hopme.

(vacTb 8 BBegeHa ®efepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. NHdopmauusa, cogepxallaaca B CUCTEME MOHUTOPMHIa ABWXKEHUS NEeKapCTBEHHbIX NpenapaTtoB s
MEAMWLMHCKOro MpUMEHEHUs, ABNsSeTcs MHopMaunen orpaHMYeHHOro 4OCTyna B COOTBETCTBMM CO cTatben 9
depepanbHoro 3akoHa oT 27 utons 2006 roga N 149-03 "O6 nHdopMauun, MHOOPMALIMOHHBLIX TEXHOSOTUSX N O
3awmTe MHgopMauun”, 3a WCKMYEHMEM MHGOpMauun, HeZOMyCTMMOCTb OrpaHWYeHust JOCTyna K KOTOpOWn
ycTaHoBneHa defepanbHbiMUM 3aKOHaMW, a Takke WHgopmauunn, oTHeceHHon [MpaBuTenbcTBOM Poccumnckomn
depepaumm B COOTBETCTBMM C HacToswmm PegepanbHbiM  3aKOHOM K 0OLeaoCTynHOM  MHdpopMauuu.
O6wenoctynHas MHhopmauus, cogepKallasca B CUCTEME MOHUTOPUHIAa ABWKEHUS NIEKAPCTBEHHbIX NpenapaToB
ANa MEeAMLUHCKOro MpuMeHeHus, pasmellaetcs B MHAOPMaLMOHHO-TENEKOMMYHMKALMOHHOW ceTn "UIHTepHeT"
(8 TOM umcre B popme OTKPbITbIX AaHHbIX) B Mopsake, ycTaHoBrneHHOM [lpaButenbcTBoM Poccuinckon
degepauum.

(yacTb 9 B pea. PepepanbHoro gakoHa ot 04.08.2023 N 474-93)

9.1. foctyn K wuHdOpMauum, coaepxaliencs B CUCTEME MOHUTOPUHra ABWXKEHUS JeKapCTBEHHbIX
npenapaToB ASfis1 MeAULMHCKOrO NpuMMeHeHUsl, obecneymBaeTcsl onepaTtopoM CUCTEMbI MOHUTOPUHIA OBUKEHUS
nekapCTBEHHbIX MpenapaToB ANs MeOMUMHCKOrO NPUMEHEHWs B [Opsaake, YCTaHOBMEHHOM [1paBUTENbCTBOM
Poccuiickonn depepaumm, B COOTBETCTBUM C 3akoHopaTenbcTBoM Poccuiickon Pepepaumm o6 nHdopmaumn,
MH(POPMALIMOHHBLIX TEXHOMOIMAX M O 3awuTe WHgopmaumm, 3akoHogaTenbcTtBoM Poccuiickon dPepepaumm o
rocygapCTBeHHON TarHe, 3akoHogaTenbcTBOM Poccunckon Pegepaumm 0 KOMMEPYECKOM U MHOW OXpaHAeMOoMu
3aKOHOM TarHe M C y4eTOM MONIOKEeHUN HacTosiwen cratbu. lNMpaButenscTBo Poccuiickon denepaumm Bnpase
yCTaHaBnMBaTb MNepeyeHb HNeKapCTBEHHbIX MpenapaToB AN MEeAUUMHCKOro MpuUMEHeHus u  (unu) rpynn
neKapCTBEHHbIX NPenapaToB ANs MeAWLMHCKOTO NMPUMMEHEHNS 1 OCODEHHOCTU OOCTyNa K MHpopmMaumm O Takux
NeKkapCTBEHHbIX NpenapaTax, coaepKallencs B CUCTEME MOHUTOPUHra OBWKEHUS NEeKapCTBEHHbIX MpenapaToB
AN MeQMLMHCKOro NPUMEHEHMS.

(vacTb 9.1 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

9.2. MNMonb3oBaTenn CUCTEMbl MOHUTOPUHIA OBWXXEHMUSI NEKAPCTBEHHbLIX NpenapaToB ANsS MeAULUMHCKOro
npvMeHeHus obragalT NpaBoM AOCTyna K MHGPOPMaLMK, COAEpKaLLencs B CUCTEME MOHUTOPUHIa OBWKEHUS
NEKapCTBEHHbIX MpenapaToB AMs MeOULMHCKOrO NMPUMEHEHUS, C y4EeTOM OrpaHUYEeHUN AOCTyna K yKas3aHHOW
nHdopmaumm n ee nocnegyoiien obpaboTke, yCTaHOBNEHHbIX HacTosAwmMm PefepanbHbiM 3aKOHOM U UHBIMM
HOpMaTUBHbLIMM NPaBOBbLIMKU akTaMmu Poccunckon degepaumn.

(vacTb 9.2 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.3. depepanbHble oOpraHbl MCMOMHUTENbHOW BracTM M OpraHbl MCMNOSIHUTENbHOW BRacTu CyObLEKTOB
Poccuiickon ®epepauumn B uensx, onpegenenHbix NpasutensctBom Poccuiickon ®epepauun, MMeoT npaso
AocTyna K nHopMaummn o cybbekTax obpalleHns nekapCTBeHHbIX CPEACTB, O NeKkapCTBEHHbIX npenapartax un ob
06opoTe Takux NekapCTBEHHbIX NpenapaToB, HEOOXOAMMONM AN BbIMOMHEHMS 3a4a4 U OCYLLECTBNEHUS (PYHKLNNA,
BO3IOXEHHbIX Ha dedepanbHble OpraHbl MCMOMHUTENBHOW Bractu W oOpraHbl WUCMONTHUTENbHOW BMNACTK
cybvektoB Poccuiickon depepauun, CTaTUCTUYECKOW MHpOpMauum O NeKapCTBEHHbIX npenapatax u ob ux
obopoTe, a Takke K obLeaocTynHom nHdopmaumm. Coctae 3Tol MHpopMaUmn onpegensieTcs cornaweHnsiMm ob
WH(POPMALIMOHHOM  B3aMMOAEWNCTBUM,  3AKMIOYEHHBIMW  OMEPaTopoOM  CUCTEMbl  MOHUTOPUHra  OBUKEHUS
NeKapcTBEHHbIX NpenapatoB ANA MeAULMHCKOro NMpuMeHeHust ¢ dedepanbHbIMU OpraHamu UCMNOMHUTENbHON
BMacTu UM opraHamy MCNoSIHUTENbHONM Brnactu cyobekToB Poccuiickon Pepepaummn n degepanbHbiM OpraHom
NCMNOMHUTENBHOW BNacTu, OCYLLECTBNSALWNM PyHKUMM MO BbIpaboTKe U peannsauumn rocyaapCTBEHHON NOMUTUKM
1 HOPMAaTMBHO-NPaBOBOMY PEryNMpPOBaHMWI0 B chepe 30paBOOXPaHEHNS.

(vacTb 9.3 BBegeHa depeparnbHbiM 3akoHoM oT 04.08.2023 N 474-03)
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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 coxpaHeHus: 26.12.2023

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

9.4. CybbekT obpalleHnsi NekapCTBEHHbIX CPEACTB MMEET NpaBo AoCTyna K MHdopmauumn o6 onepaumsx ¢
nekapCTBeHHbIMKU NpenapataMu And MeQUUMHCKOrO NPUMEHEHWs, COBEPLUEHHbIX 3TUM cybbekToM obpalleHuns
nekapCTBEHHbIX CPeACTB, a Takke K 0bLLef0CTyNHON HopMaLnu.

(4acTb 9.4 BBegeHa PepfepanbHbiM 3akoHoM OT 04.08.2023 N 474-93)

9.5. OnepaTop CWUCTEMbI MOHWUTOPWUHra ABWXEHWSI JEKapCTBEHHbIX MpenapaToB Ans MeauLUHCKOro
npuMeHeHusi obrnagaeT NpaBoM [OCTyna K MHGOPMaUMK, coaepKallencss B CUCTEME MOHUTOPWHIa OBWKEHUS
nekapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NpUMEHeEHUs], BKoYas MHOPMAaLMIO OFpaHNYeHHOro A4oCTyna,
C BO3MOXHOCTbIO ee 00paboTku, B TOM Yncrie ee NPefoCTaBeHUs N pacnpocTpaHeHnsi, obecneyeHms gocTtyna K
HElN 1 oKasaHus yCnyr ¢ ee ucnonb3oBaHueM (aarnee - obpaboTka).

(yactb 9.5 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. OnepaTtop CUCTEMbI MOHUTOPUHra [ABWXEHUSI NEeKapCTBEHHbLIX MpenapaTtoB ANnd MeauUMHCKOro
NPYMEHEHUST MOXET OCYLLeCTBNATbL 00paboTKy MHOpMauuM OrpaHNYeHHOro [oCTyna, CopepKallencst B
CUCTEME MOHMTOPUHIa ABWXKEHUS NEKAapCTBEHHbIX NpPenapaToB ANs MEeAULMHCKOrO MPUMEHEHUSs!, Npy YCNOBUK
obs3aTenbHoro 00e3nuuMBaHuSA Takoh WMHGOPMauMu B COOTBETCTBUM C YyTBepXOAaemMbiMun enepanbHbiM
OpPraHoM WCMOJTHUTENbHOM BRAcTU, OCYLLECTBAAIOLWMM PyHKUUM No BbipaboTKe 1 peanusaummn rocyaapcTBEHHOW
NONMUTUKA W HOPMAaTMBHO-NPABOBOMY perynvpoBaHnio B cdepe 34paBOOXpPaHEHUs, MO COrnacoBaHWUO C
denepanbHbiM OpraHOM WCMOMHUTENBHON BriacTW, OCYLIECTBNALWMM (PYHKUMM MO KOHTPOMNO M Haasopy B
chepe MHPOPMALMOHHBIX TEXHOMOTUIA U CBSA3U, N dhegepanbHbiM OpraHOM UCMONHUTENBHOW BniacTn B obnactu
obecneyeHuns 6e3zonacHoCcTM TpeboBaHAMY K 0OE3NUYMBAHMIO TaKOW MHGOPMaLMM U MeTodamy 00e3nninBaHus
Takon uHdopMauun. O6esnnyeHHass WHdOpPMauWs, MOMNyvYeHHass B pe3ynbTaTe yKasaHHoMW 06paboTku wu
cofepxalwascd B CUCTEME MOHWUTOPMHIa [BWXEHUS JEeKapCTBEHHbIX MNpenapaTtoB s  MeOULUHCKOro
NPUMeEHEHNs, ABNAETCS MHOopMaLumen orpaHnyeHHoro goctyna. O6esnuyeHHas nHpopmaumsi, 4OCTYN K KOTOPOW
ObIn o6ecneyeH onepaTtopoM CUCTEMbI MOHUTOPUHIA ABUXKEHNSA NEKapCTBEHHbIX NpenapaToB AMs MeOULMHCKOro
NPUMEHEHUST B LEnsX OKasaHusi YCryr C ee WUCMNoNb30BaHWEM, MOANEXUT XPaHEeHW0 B CUCTEME MOHUTOPUHra
OBWXKEHNs1 NeKapCTBEHHbIX MpenapaTtoB Ansi MEeAWUMHCKOrO MPUMEHEHUS He MeHee nsTU neT ¢ gathl
NpegocTaBneHns [ocTyna K o0e3nuueHHor MHOpMauMu, U Ha Hee He pacnpocTpaHalTca TpeboBaHusA K
MHdOpPMaLMKN OrpaHNYEHHOro JOCTYNa, YCTaHOBMIEHHbIE HACTOSLLEN CTaTbeN.

(vacTb 9.6 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

9.7. OnepaTop CUCTEMbl MOHWUTOPWUHra [ABWXEHUSI INEKapCTBEHHbIX MpenapaToB Ans MeaULUHCKOro
NMPUMEHEHNST MOXET OCyLLecTBNsATb 06paboTky MHopMauumM orpaHMYeHHOro [oCTyna, copepalleincs B
CUCTEME MOHUTOPUHIa OBWXKEHUS NEeKapCTBEHHbIX NpenapaToB Ansi MEAULIMHCKOrO NPUMEHEHUS, NOSTyYEHHON OT
cybbekta obpallleHusi neKapCTBEHHbIX CPeAcTB, 3aperMcTpypOBaHHOIO B CUCTEME MOHUTOPMHIA OBUXKEHUS
NlekapCTBEHHbIX NpenapaToB Afs MeAULMHCKOro NPUMEHEHNsT N NPeACTaBMBLLErO B HEE CBEAEHUS, B MHTepecax
N MO MOpPYYeHUO Takoro cybbekTa oOpalleHus fekapCTBeHHbIX cpeacTB 6e3 obesnuumBaHus WMHGOPMaLMK
orpaHMYeHHOro gocTyna.

(yacTb 9.7 BBegeHa PepepanbHbiM 3akoHoOM OT 04.08.2023 N 474-03)

9.8. OnepaTtop CUCTEMbI MOHUTOPUHra [ABWXEHUSI NEeKapCTBEHHbIX MpenapaTtoB ANnd MeauUMHCKOro
NPMMEHEHMs BrpaBe OKasblBaTb HA HEOUCKPMMMHALMOHHOW OCHOBE YCNyrM C UCMONb30BaHWeM 00e3NUYEeHHOMN
WHpopMaunn, copepXxallencs B CUCTEME MOHUTOPUHIra [OBWKEHUS JeKkapCTBEHHbIX MpenapaToB Ans
MEOULMHCKOTO NpUMeEHEeHus], cybbekTam obpalleHus NekapCcTBEHHbIX CPeacTB, NOPSAOK M CTOMMOCTb OKa3aHWus
KOTOpPbIX OMpedensitoTCsi onepaTopoM CUCTEMbI MOHUTOPWUHIa OBWKEHWUS NEKapCTBEHHbIX NpenapatoB Ans
MEOMLMHCKOrO MPUMEHEHMUS, C YY4E€TOM OrpaHMYeHnn JocTyna K 06e3nmMyeHHON MHgOopMaLUnm, YCTaHOBMEHHbIX
HacTosLen cTaTbel. YkasaHHble NOpsSAoK M CTOMMOCTb OKas3aHusl TakuxX YCryr pasmeLlatoTcs onepaTtopom
CUCTEMbI MOHUTOPUHIa ABWMXEHUSA NEKAPCTBEHHbIX MpenapatoB And MeOULMHCKOro NPUMEHEHWA Ha caunTe
CUCTEMbl MOHWUTOpPUHra [OBWXKEHUSI JEKApCTBEHHbLIX nNpenapatoB ANst MEeOWUMHCKOTO MPUMEHEHUST B
WH(OPMALIMOHHO-TENEKOMMYHUKALUMOHHON ceTu  "WHTepHeT" u noanexar KOHTPOM B COOTBETCTBUM C
aHTUMOHOMOJbHBLIM 3aKkoHodaTenbCcTBoM Poccuiickon ®egepaumn. YkasaHHble NMOPSAOK M CTOMMOCTb OKa3aHus
Takux ycrnyr OOSKHbl ObiTb €OuHbIMKM Ons BCeX Nuu, obpallallmxca 3a OKa3aHWEM YCNyrM B OTHOLLEHWUW
OOWHaKoBbIX BMAa, obbema n coctaBa npegocrasnsemon uHdopmaumm. Cybbektam obpalleHnst nekapcTBeHHbIX
CpeAcTB 3anpeljaeTcs NpefocTaBnATb U PacnpoCTPaHATb MHAOPMAaUUIO, MOMYYEHHYHD B COOTBETCTBUM C
HaCTOSLLEN YacTbio.

(yacTb 9.8 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

10. TlpomsBoauTenb neKkapCTBEHHbIX CPeAcTB, Aepxatenb nvbo Brageney perncTpaloHHOro

www.consultant.ru CrpaHvua 114 n3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=454057&amp;date=26.12.2023&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=454057&amp;date=26.12.2023&amp;dst=100108&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=463402&amp;date=26.12.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=463402&amp;date=26.12.2023&amp;dst=100050&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=454057&amp;date=26.12.2023&amp;dst=100109&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=454057&amp;date=26.12.2023&amp;dst=100110&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=454057&amp;date=26.12.2023&amp;dst=100111&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

YOOCTOBEPEHUS NEKapCTBEHHOrO NpenapaTa unu npeacTaBuTeENbCTBO MHOCTPAHHOW OpraHu3auum, sBnsioLLencs
aepxaTtenem nnbo Bnagenbuem percTpaunoHHOro YA4OCTOBEPEHMS NIEKapCTBEHHOrO Npenapara, Ha TeppuTopum
Poccunckon ®depgepaunn, 3apermcTpMpoBaHHble B CUCTEME MOHWUTOPUHra [OBWKEHWUS NEKapCTBEHHbIX
npenapaToB AnNs MeOWUUWHCKOrO MpUMMEHEeHMs W MpeacTaBuMBLUME B Hee CBEAEHUS O HaHeceHun cpeacTs
naeHTUMUKaLMM Ha ynakoBKW NekapCTBEHHbIX npenapaToB, Hapsgy € MHdopmauuen, ykasaHHoW B vactu 9.4
HacTosILLEN CTaTbW, NonyvaeT COAepXaLLyCs B CUCTEME MOHUTOPUHIa ABWKEHUS NEKapCTBEHHbIX nNpenapaTos
ONA  MEeOUUMHCKOrO NPUMEHEHUS MH(OPMaLUI0 OrpaHMYeHHOro [JOCTyna O Cepusix U NnapTusax  3Tux
nekapCTBEHHbIX NpenapaToB 6€3B03Me3HO U BNpaBe OCYLLECTBIATb CAMOCTOATENBHO MIW nopyyaTtb 06paboTKy
Takon WHgopMaumm TONbKO B COBCTBEHHbIX WHTepecax. [lpM 3TOM [OCTYn K Takoln WHopmaumm wnm
pesynbTataMm ee obpaboTku MMeeT TOMbKO AaHHbIN CyObekT obpalleHus nekapCTBEHHbIX CPeacTB unu nuuo,
KOTOpOMy OH nopy4un obpabotky. CocTtaB npegocTaBnsiemMon B COOTBETCTBMM C HACTOSAWEN YacTbio
uHcpopmaumm onpegensetcs MNMpasutensctBoM Poccunckon ®enepauun.

(vactb 10 B peq. ®PenepansHoro gakoHa ot 04.08.2023 N 474-93)

11. 3a nNpou3BoACTBO MMM MpoJaxy NeKapCTBEHHbIX NpenapatoB ONd MeOUUMHCKOro npuMeHeHus 6es
HaHeceHnss cpeacTB uaeHTUdMKaunmM, C HapylleHWeM YCTaHOBIIEHHOro Mopsaka WX HaHeceHusl, a Takke 3a
HEeCBOEBPEMEHHOE BHECEHWe AaHHblX B CUCTEMY MOHWTOPWHra ABWXEHUS fekapCTBEHHbIX MnpenapaToB Ans
MEOVLUMHCKOrO MPWMEHEHUS WM BHECEHWe B Hee HeOOCTOBEpHbIX [aHHbIX lopuanyeckue nuua wu
WHAMBMAYanbHble NPeAnpuHUMaTenu, ykasaHHble B 4acTax 4 U 7 HacTosWwen CTaTbW, HECYT OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon ®egepaumn.

(vactb 11 BBegeHa dPepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaBuTtensctBo Poccuiickon Pepepaummn BnpaeBe yCTaHOBUTb QCOOEHHOCTW BHEAPEHUSI CUCTEMbI
MOHWUTOPWMHIa ABWXKEHWS NEKapCTBEHHbIX MNpPenapatoB Afs MEOMLMHCKOrO NMPUMEHEHUs, BKIOYas CPOKM ee
BHEOPEHWS, B OTHOLUIEHWM IEKApPCTBEHHbIX MpenapaToB AN MEAMLUHCKOrO MNPUMEHEHUS, BKIMIOYEHHbIX B
nepeyveHb XM3HEHHO HEeoOXOOUMbLIX M BadKHEWLIMX NEeKapCTBEHHbIX NpenapaTtoB, NekapCTBEHHbIX MpenapaTos,
npefHasHadYeHHbIX Ang obecneyeHns nuu, 60NbHbLIX remounuen, MykoB1CLUMAO30M, MNodu3apHsIM HAHU3MOM,
6onesHbio loOle, 3nokavyecTBEHHbIMM HOBOOOPA30BaHUAMU NUMQONIHOW, KPOBETBOPHOW UM POACTBEHHbLIX UM
TKaHEWN, paccesiHHbIM CKIepo30M, NWL, MOCNe TpaHCMaHTauuyM OpraHoB M (UNKN) TKAHEW, MHbIX JTEKapCTBEHHbIX
npenapaTtoB ANs MEOULMHCKOTO NPUMEHEHNSI.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Maesa 14.1. OTPAHUYEHUA, HANNTATAEMbIE
HA OPTAHU3ALUMU, OCYLLUECTBNAKLWUME OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBepeHa depepanbHbIM 3akoHoM oT 25.11.2013 N 317-93)

Crtatbs 67.1. OrpaHuyeHusi, Hanaraemble NPU OCYLLECTBIIEHUN AEATENBHOCTU B cdepe obpalleHus
nekapcTBeHHbIX CPeAcTB

1. OpraHuzauuu, 3aHMMarolwmecs pas3paboTKOM, NPOM3BOACTBOM M (UNKN) peanusaumen NekapCTBEHHbIX
npenapaToB Ansi MeOMUMHCKOrO MPUMEHEHUsl, opraHMsaumu, obrnagarlmue npaBamMu Ha WCMNONb30OBaHME
TOProBOro HaMMeHOBaHWS NIEKAaPCTBEHHOrO npenapara s MeAMUMHCKOro NPUMEHEHWs, OpraHn3aumm onTOBOW
TOProBNn NeKapCTBEHHbIMU CpeACcTBaMu, anTeuyHble opraHusauuun (Mx nNpeacTtaBuUTENW, UHble U3NYECKUE U
opugudeckme nuua, OCYLLECTBIAIOWME CBOW OeATENbHOCTb OT MMEHWM 3TUX OpraHu3auuin) B OTHOLUEHUU
MeOULMHCKUX pabOTHUKOB M PyKOBOAUTENEN MEOULMHCKUX OpraHn3aLuin He BnpaBse:

1) BpyyaTb Modapku, BbiNfayMBaTbh [OEHEXHble cpeactea (3a WCKMOYEHWEeM BO3HarpaXkgeHui no
JoroBopamM Mpu NPOBEAEHUU KITMHUYECKMX WCCNEedoBaHWUiA NeKkapCTBEHHbIX NpenapaTtoB Ans MeOULMHCKOro
NMPUMEHEHWS!, BO3HArpaXxaeHuin, CBA3aHHbIX C OCYLLECTBIEHMEM MeOULMHCKMM paGoTHUMKOM neaarornyeckon u
(MnKn) Hay4HON OesaTenbHOCTH), B TOM YMCIE OMnradMBaTh pasBneyeHus, oTablx, Npoesn K MecTy oTablxa, a Takke
npuBnekaTb K y4acTUo B pasBriekaTesbHbIX MEPOMNPUSATUSIX, MPOBOANMbIX 32 CHET CBOUX CPEACTB;

2) 3aKn4aTb cornaweHna o Ha3HavYeHun unu pekomeHgauum naumeHTamM JneKkapCTBEeHHbIX npenapaTtoB
ona MeguuunHCKOro npmMmeHeHua (33 UCKn4YeHneMm O0roBopoB O npoBefeHUn KIMHUYeCKnxX nccrneaoBaHmin
JIeKapCTBEHHbIX NpenapaTtoB And MeguLmMHCKOro I'IpMMeHeHI/IFl);

3) npepocTaBnsATb 06pasubl NIEKAPCTBEHHbIX NpenapaToB AN MeAWUMHCKOTO MPUMEHEHUsT B LensiX
BpyYeHuss nauueHTam (3a WCKMIOYEHMEM CryvyaeB, CBSA3AHHbLIX C NPOBEOEHWEM KMUHUYECKUX MUCCrieqoBaHuii
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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 coxpaHeHus: 26.12.2023

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

JIeKapCTBEHHbIX NpenapaTtoB And MeguLmMHCKOro ﬂpl/IMeHeHI/IFl);

4) npeAocTaBnsATb HEAOCTOBEPHYIO M (UNK) HENOMHY MHAOPMALMIO O NEKApPCTBEHHLIX Mpenapatax Ans
MeOULMHCKOrO NPUMEHEHUS;

5) nocewatb nx B paboyee Bpemsi Ha paboumx MecTax, 3a WCKIMYEHUMEM CIyyaeB, CBS3aHHbIX C
NpoBeAeHNEM KIMUHUYECKUX WCCNEAOBaHUA NEKapCTBEHHbIX NpenapaToB AN MeAWUMHCKOTO MpUMEHEeHus, C
y4yacTMeM B MOpsiAKke, YCTAHOBMEHHOM PYKOBOAWUTENEM MeOULMHCKOW opraHusauuu, B COOpaHusix MeamLmMHCKNX
paboTHMKOB M WMHbIX MEPOMPUSTUSIX, HarpaBfieHHbIX Ha MOBbILEHWE MX MPOCECCUOHANBHOMO YPOBHS UMK Ha
npegocTaBneHne MHgopMaLun, CBA3aHHOM C OCYLLECTBMEHMEM MOHUTOPMHra 6e30nacHOCTM feKapCTBEHHbIX
npenaparos;

6) NnobyxaaTh K BbINUCLIBAHWIO NIeKapCTBEHHLIX NpenapaToB AN MeaUUMHCKOro NpMMeHeHUst Ha GnaHkax,
cofepXalimx MHOopPMaLMIo PeknamMHOro xapakTepa, a Takke Ha peLenTypHbiX GrnaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHo HavMeHOBaHWe NleKapCTBEHHOrO NpenapaTa Ans MeAULIMHCKOrO NPUMEHEHUS.

2. OpraHusauuu, ykasaHHble B absale nepBoM 4yacTu 1 HacTosilel cTaTbW, U UX NpPeacTaBUTENU B
OTHOLLEHMN hapMaLEBTUYECKNX pabOTHUKOB 1 PyKOBOAUTENEN anTeYHbIX OpraHM3aLmii He Bripase:

1) Bpy4YaTb nodapku, BbinJiad4nBaTb OEHEXHble CpencTtBa, B TOM YUCIe onsflavynBaTb pa3Blied4eHnd, oTablX,
npoes3n K MecCTy OoTAbiXa, U NpuBIeKaTb K y4aCTUo B pa3BliekaTellbHbIX MEepPOonpuATUAX, npoBOAMMbIX 3a CHeT
CBOUX CpeacTs,;

2) npenocTaBnATb 06pasu,b| NekapCTBEeHHbIX npenapaTtoB And MeanuMHCKOro npuMeHeHua ona Bpy4vyeHus
HaceneHuto;

3) 3aknoyaTh CornalleHust 0 NPeAsioKEHNN HacemneHuo onpeaeneHHbIX NeKapCTBEHHbIX NpenapaToB Ans
MeOMLMHCKOTO NPUMEHEHNS;

4) NpegocTaBnsATb HEAOCTOBEPHYIO M (MNK) HEMOSHY MH(OPMAaLUIO O NEKApCTBEHHbLIX MpenapaTtax ans
MELMLMHCKOrO TMPUMEHEHNS,, B TOM YMUCIle WMEILUMX OOMHAKOBOE MEXAyHapoAHoe HenaTeHTOBaHHOe
HanMeHoBaHMe.

CtatbAa 67.2. TpeGoBaHMA K oOpraHuM3auuM W MNPOBEAEHUI0 Hay4HbIX MepPONpPUATUMN, MHbIX
MeponpuUATUN, HanpaBneHHbIX Ha NOBbIWeHMe NPo¢ecCMOHaNbHOro YPOBHA MeAULMHCKUX PaGOTHUMKOB
WNM Ha npepocTaBneHue MHOpMauun, CBA3AHHOM C OCYLIeCTBNEHMEeM MOHUTOpPUHra 6e3onacHocTu
NeKkapCcTBEHHbIX NpenapaToB

1. Mpwn npoBedeHUM Hay4yHbIX MEPONPUSATUN, WHBIX MEpPONPUATUA, HamnpaBfiEHHbIX Ha MOBbIWeHWe
npoceccunoHanbHOro YpoBHS MeAMLMHCKNX pabOoTHUKOB UMK Ha NpeAocTaBieHne CBA3aHHOW C OCYLLECTBNIEHNEM
MOHMTOpUHra 6e30MacHOCTU NeKapCTBEHHbIX MpenapatoB MHGOpMauun, OpraHusyemblX OpraHmsauusmu,
ykasaHHbIMK B ab3aue nepBomM yactu 1 ctatbu 67.1 HacTosiwero ®egepanbHOro 3akoHa, X NPeAcTaBUTENAMU U
(vnn)  dwuHaHCcMpyembix 3a CYeT CpeacTB 3TMX OpraHusaumi W WX npegcraBvTenen, 3anpeliaeTcs
NpensaTCTBOBaTb Y4aCTUIO B yKa3aHHbIX MEPOMPUATUAX UHbIX OpraHn3aumi, KOTopble NPOM3BOAAT UMK peanuayoT
nekapcTBeHHble npenapatbl Ans MeAULMHCKOrO MPUMEHEHUSA CO CXOXUM MeXaHU3MOM (hapMakonormyeckoro
aencteus, nubo cosgaBaTb OUCKPUMMHALMOHHBLIE YCMOBUSA ANS OOHUX YYACTHUKOB MO CPaBHEHUKO C APYIMMM
yYaCTHUKaMW, a UMEHHO:

1) NpegocTaBnATb pPas3fMYHOE KOMMYECTBO BPEMEHW ANS BLICTYNSIEHWA YYaCTHUKOB, pasfivyHble Mo
pa3Mepy 3aHMMaemoW nrowaau Mecta AN AEeMOHCTpauuv o6pasuoB NekapCTBEeHHbIX MNpenapaToB Ans
MeOMLMHCKOro NMPUMEHEHUsI UMW peknamHbIX MaTepuanoB O NekapCTBEHHbIX NpenapaTtax Ans MeauuMHCKOro
NPUMEHEHNsI Ha 3JKCMO3UUMAX, CTEeHOax, 3a WCKIIYEeHUMEM CryyaeB, eCn Takue YCIOBUA 3aKpensieHbl B
CornalleHnax 3STUX OpraHuM3auuid, ux npeactaButenel o UHAHCUMPOBAHUWM YKa3aHHbIX MEepOonpUATUn ©
06yCcrnoBneHbl pasfnMyHbIMU 3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) yCTaHaBnmBaTb pa3Mep B3HOCa AO51A Y4YaCTHUKOB MepOﬂpMﬂTMﬁ, YKa3aHHbIX B abzaue nepBom
HacTosILLEN YacTu, FIpeBbILIJaIOLLl,I/Iﬁ CyMMy 3aTtpaTt Ha OpraHu3auuio yKa3aHHbIX MeporlpI/IFlTl/Iﬂ n Beﬂ,yLLl,I/IIZ K
HeO6OCHOBaHHOMy OorpaHun4eHunto Ymncna nx y4aCTtHMKOB.

2. OpraHu3aumu, ykasaHHble B ab3aue nepBoM yactu 1 ctatbm 67.1 HacToswero PenepanbHOro 3akoHa,
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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 coxpaHeHus: 26.12.2023

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

WX NpeacTaBUTENM, OCYLUECTBASIOWME OpraHusaumio n (Mnu) prvHaHCMpOBaHWE MEPOMNPUATUNA, YKasaHHbIX B
yactm 1 HacToswen ctaTbn, 0b6s3aHbl obecneumBaTb AOCTyNn K MHoOpMauuM O gate, MecTe U BpPEMEHU
npoBedeHUs YKasaHHbIX MeponpuaTWi, MraHax, nporpammax MpoBeAEHUs YKasaHHbIX MeponpuaTuin U Temax,
nnaHMpyemblx AN pacCCMOTPEHUs, COCTaBe MX YH4aCTHUKOB MyTeM pa3MmeLLeHNss COOTBETCTBYOLEN NHGOpMaLIMK
Ha cBoux odmumanbHbIX cavtax B ceTn "MHTepHeT" He nosgHee AByX MecsAUEB [0 Hadvana npoBefeHus
YKa3aHHbIX MEpPONPUATUN.

3. WHcopmaums o npoBedeHUn MeponpuATUR, yKasaHHbIX B 4acTu 1 HacToswen cTaTbW, B CPOK,
YCTAHOBMEHHbIA YacTbld 2 HacTosiwew cTaTbW, [AorkHa ObiTb HamnpasneHa B dedepanbHbIi  opraH
NCMNOMHUTENBHOW BRacTu, OCYLLECTBSIOWMI DYHKLMN NO KOHTPOIO U Hag30py B cdpepe 30paBooOXpaHeHns, Ans
nocriefyoLLero pasmeLleHms ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLLEHME 3AKOHOOATEJIbCTBA
POCCUNCKOWU ®EAQEPALIUA NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
1 BOSMELWEHUWE BPEOA, NTPUYUHEHHOIO 300OPOBbLIO N’PAXXAAH
BCJNIEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPENAPATOB

CtatbAa 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuiickon ®depepaumu npwm
obpalleHnMn neKapcTBeHHbIX CPeacTB

1. Hapywenue 3akoHopatenbctBa Poccuiickon depepaumm npu obpalleHnn NeKapCTBEHHbIX CPeACTB
BrneyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOA4aTeNnsCcTBOM Poccuiickon depepaumu.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHne UnNn HECBOEBPEMEHHOE NMpeacTaBreHne nHdopMmaumm u (Mnn) JOKYMeHTOB NMbo
npeacTaBrneHMe HegoCTOBEpPHbIX WHdopmaumm U (MNn)  OOKYMEHTOB, MpPeayCMOTPEHHbIX HacCTOSILUM
depepanbHbiM  3aKOHOM, CyObekTbl 0OpalleHUsi NeKapCTBEHHbIX CPEACTB HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM 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)

CraTba 69. BoamelweHue Bpena, NMPUUYMHEHHOrO 300POBLI0 rpaxaaH BcreAcTBUE MPUMEHEHUs
rneKapcTBeHHbIX NpenapaTtoB

1. npOVI3BO,D,I/ITeJ'Ib NEKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, ﬂpVI‘-IVIHeHHbIVI 300pOBbIO
rpaxgaH scrnencrteme npnMeHeHnd nekapcTtBeHHoro npenaparta, eciim JoKka3aHo, 4YTO:

1) nekapcTBEHHbIM npenapat MPUMEHSANCA MO Ha3HA4YeHW0 B COOTBETCTBMM C MHCTPYKUMEN MO
NMPUMEHEHMIO NEeKapCTBEHHOro Mpenapata W NpPUYMHOW Bpeda SBWACS BBOA4 B rpaxaaHCKMn 06opoT
Hen06poKayYeCTBEHHOIO fleKapCTBEHHOIO NpenapaTa;

2) Bpen 300pOBb0 MPUYMHEH BCrEACTBUE HEAOCTOBEPHOWN MHEpOPMAaLIMK, COAepXKaLLENCs B MHCTPYKLMM NO
NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara, U3gaHHoW NPoN3BOAMTENEM NIeKapCTBEHHOrO nNpenapara.

2. B cnyyae, ecnu Bpen 340POBbI0 rpaxgaH MPUYMHEH BCMEACTBUE MPUMEHEHMS NEeKapCTBEHHOMO
npenapaTta, Npuweawero B HErogHOCTb B pe3yrbTaTe HapylleHus NpaBuil XpaHEeHWUs! NeKapCTBEHHbIX CPeacTB,
npaBui ONTOBOW TOPrOBMW fEeKapCTBEHHbIMU MpenapaTamMy, OpaBui OTNyCka flekapCTBEHHbIX MpenapaTos,
OpaBuil  W3rOTOBMIEHUMS W OTNyCKa flekapCTBEHHbIX MpenapaToB, BO3MELleHVWe Bpeda OCyLIeCTBrseTcCs
COOTBETCTBEHHO OpraHu3aumert ONTOBOW TOProBfM NEKapCTBEHHbIMW CPeacTBamMu, anTe4YHOW opraHusauunen,
MHAMBUAOYyanbHbIM MNpeanpyHUMaTeneM, MMeELWMMN NNLEH3N0 Ha dapmaueBTUYECKYD OeSATENbHOCTb WK
MMLEH3NI0 Ha MEAWUMHCKYI0 [OesATENbHOCTb, MEOUUMHCKON OpraHusauven, WMeKLWen JMUEH3NIo Ha
hapmMaLeBTUYECKYHD OeATENbHOCTb (ee 060cobneHHbIM nogpasgeneHnem (ambynatopuen, denbalwepckuMm u
dbenbaLIepcko-akyLepCckMM MNyHKTamn, LeHTpoM (oTaeneHnem) obuwen BpayebHOM (CeMenHOW) npakTuKM),
pacnonoXeHHbIM B CENbCKOM HacCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYEeT 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 BCMEACTBME MPUMEHEHMS NEKapCTBEHHbIX
npenapaToB WM COBEpPLUEHUS NPOTUBOMNPABHbLIX AEUCTBUMIA CyObekTamMu obpalleHnss NekapCTBEHHbLIX CPEeACTB,
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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 coxpaHeHus: 26.12.2023

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

OCYLLIECTBIAIETCA B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuickon denepaumm.
Mnaea 16. 3AKINIOYUTENbHbIE NMONOXEHUA

Cratba 70. O npu3HaHUM YTPaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MOJOXEHUN
3aKoHoaaTenbHbIX akToB) Poccuickon Penepavnum

rlpVISHaTb yTpaTuBwnMn cuny:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-d3 "O nekapctBeHHbIx cpeacTteax” (CobpaHue
3akoHoaaTtenscTBa Poccuiickon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 siHBapsa 2000 roga N 5-®3 "O BHeCeHUM W3MEHEHMS U OOMOSIHEHWUA B
depepanbHbIi 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun,
2000, N 2, cT. 126);

3) cratbio 40 PepepanbHoro 3akoHa ot 10 sHBapsa 2003 roga N 15-®3 "O BHeceHUM WU3MEHEHUIN ©
OOMOSNHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon degepaumm B CBSA3M C  MPUHATUEM
depepanbHoro 3akoHa "O nuuUeH3MpoBaHUM OTAENbHbIX BUAOB aesTtenbHocTn" (CobpaHue 3akoHopaTenbCcTBa
Poccuiickon ®epepaumm, 2003, N 2, cT. 167);

4) crateio 31 PepepanbHoro 3akoHa oT 30 utoHsa 2003 roga N 86-O3 "O BHeCEHUU U3MEHEHUN U
[OOMOSIHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon degepaumm, NpU3HaHUKU YTPATUBLLUMMWU CUIY
OTAEenNbHbIX 3aKoHoAaTenbHbIX akToB Poccuiickon degepaumn, nNpeaoCTaBneHMM OTAENbHbIX rapaHTui
COTPYAHWKaM OpraHoOB BHYTPEHHWX Aen, OpraHoB MO KOHTPON 3a 06OpOTOM HApPKOTMYECKMX CPEACTB W
NMCUXOTPOMHbIX BELLeCTB W ynpasgHsaeMblX edeparnbHbIX OpraHoB HamoroBoM nNONUUUM B CBA3U C
OCYLLECTBIEHNEM MeEp MO COBEPLLUEHCTBOBAHMIO rocyAapcTBeHHOro ynpasnenns" (CobpaHne 3akoHogaTenscTea
Poccunckon ®egepauun, 2003, N 27, ct. 2700);

5) crateio 101 denepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeceHWN U3MEHEHUN B
3aKkoHodaTenbHble  akTbl  Poccuiickon depepaumm 1M NpU3HaAHUM  yTPaTUBLUMMU  CUMY  HEKOTOPbIX
3akoHoaaTenNbHbIX akToB Poccuiickon denepaumm B CBA3N ¢ NpuHATeM PeaepanbHbliX 3akoHOB "O BHeceHuu
N3MeHeHUn n pononHeHun B PepepanbHbint 3akoH "O6 0OWMX MpUHUMNAX OpraHM3auMmM 3akoHogaTeNbHbIX
(MpencTtaBuTENbHBIX) W UCMOSHUTENBHBIX OPraHOB rOCYQapCTBEHHOW Brnactu cybbektoB Poccuimckon
depepaummn” 1 "O6 0oOWMX NpMHUMNAX OpraHM3auun MecTHOro camoynpasnenusa B Poccuiickon depepauyunn”
(CobpaHue 3akoHogaTenbcTBa Poccuickon depepaummn, 2004, N 35, ct. 3607);

6) cTatbio 28 PepepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-®3 "O BBegeHun B 4eNCTBME YacTu
yeTtBepTon [paxgaHckoro kopekca Poccuiickon Pepepaumn” (CobpaHme 3akoHopaTtenbcTBa Poccunckon
depepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BetynneHue B cuny HacTtosiwero denepanbHOro 3akoHa
1. Hactosawmmn ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapCTBEHHble CpPeACTBa, 3aperncTpvpoBaHHbe [0 [HA BCTYNNEHUS B CUMY HacTosLLEro
depepanbHOro 3akoHa, noanexar BKIIOYEHWIO B TOCy4apCTBEHHblE PEECTPbl fEKapCTBEHHbIX CPeAcTB C
BHECEHMEM YyKkasaHHbIX B 4actm 1 crtatbum 33 HacToswero ®denepanbHOro 3akoHa CBefeHun 06 3Tux
nekapcTBEHHbIX cpecTBax 6e3 NPoXoXaeHUst BHOBb NPOLEeAypbl FoCyAapCTBEHHON perncTpaumum nekapcTBeHHbIX
npenaparos.

3. TocypapcTBeHHasi perncrpaumsi neKapCTBEHHbIX MpenapaToB, 3a WCKIOYEHUEM NEKapCTBEHHbIX
npenapaTtoB A5 MEAULMHCKOrO NPUMEHEHUS], NPEACTABIEHHbIX HA YKa3aHHY PerncTpaunto 4o AHS BCTYMNEHUSs
B cuny Hactosiero PenepanbHOro 3akoHa, OCYLLECTBSIETCS B COOTBETCTBUM C HacToAwuMm depepanbHbiM
3aKOHOM Ha OCHOBaHWM [OOKYMEHTOB W [aHHbIX, MPEACTaBMEHHbIX A0 AHSA BCTYMNMEHUS B CUMY HacTOsLero
depepanbHOro 3akoHa.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

3.1. I'ocyp,apCTBeHHaﬂ perncTtpauna nekapctBeHHbIX npenapaTtoB AnAd MeOUUMHCKOro npuMeHeHud,

www.consultant.ru CrpaHvua 118 n3 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=83340&amp;date=26.12.2023
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=25447&amp;date=26.12.2023
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=90741&amp;date=26.12.2023&amp;dst=100340&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=95582&amp;date=26.12.2023&amp;dst=100359&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=102902&amp;date=26.12.2023&amp;dst=104599&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=83483&amp;date=26.12.2023&amp;dst=100227&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=173380&amp;date=26.12.2023&amp;dst=100064&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

NPeACTaBMNeHHbIX Ha rOCYAapCTBEHHYIO perMcTpauuio 4o AHS BCTYNNEeHUs B cuny Hactosiwero depepanbHoOro
3aKOHa, WM roCcydapCTBEHHAsd perncTpauusi NEeKapCTBEHHbIX NpenapaTtoB ANS MEAMLMHCKOrO MNpPUMEHEHMS,
NMPeACTaBMNEeHHbIX Ha 9KCMEepPTU3y FeKapCTBEHHbIX CPEeACTB [0 [AHA BCTYMIEHWs B CWMY HacTosLWEro
depepanbHOro 3akoHa B UeNsiX WX MOCMeayLwen rocygapCTBEHHOM perncTpauun, OCyLeCTBSOTCA Ha
OCHOBaHWN AOKYMEHTOB W AaHHbIX, NPeACTaBNEeHHbIX A0 AHS BCTYNNeHua B cuny Hactoswero degepanbHOro
3aKoHa, a Takxke 3asiBNeHnsa O rocyapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapara, npeacTaBrneHHOro
Npon3BOAMTENEM NEKAPCTBEHHbIX MpenapaTtoB UK YNOSIHOMOYEHHBIM UM JIMLOM B COOTBETCTBMU C HACTOSLLUM
depneparnbHbIM 3aKOHOM B YMNOMHOMOYEHHbIW hedeparnbHbIii opraH ucnonHuTensHon Bnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMsa ynnaTbl rocyaAapCTBEHHOWN MOLLUSMHbI, NPeayCMOTPEHHON 3aKoHOAAaTENbLCTBOM Poccuimnckom
depepaumm o Hanorax u cbopax.

(vacTb 3.1 B peq. PenepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.2. ToaTteepxdeHne rocygapCTBEHHOW perncrpaumm fekapCcTBEHHbIX npenapatoB Ans MeOMLMHCKOro
NPUMEHEeHWs, NpeacTaBneHHbIX ANA NOATBEPXKAEHWSA roCyAapCTBEHHOW perncTpaummn oo AHS BCTYNNEHns B Cumy
HacTosiwero PegepanbHOro 3akoHa, W MOATBEPXKAEHWE TOCy4apCTBEHHOW perncTpauum nekapcTBEHHbIX
npenapaToB ANd MeQULMHCKOrO NPUMEHEHWs!, NPeACTaBEeHHbIX HAa SKCNepTU3Yy fNeKkapCTBEHHbIX CPEACTB A0 AHS
BCTYMMeHns B cuny Hactoswero ®egepanbHOro 3akoHa B Uensax Mocrnegyrowero MnOATBEPXKAEHUS KX
rocyapCTBEHHOW perncrpaumm, oCyLLEeCTBMAAIOTCA Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, NPEeACTaBEHHbIX 00
OHA BCTynneHus B cuny Hactoswero ®degepanbHOro 3akoHa, a Takke 3asBNeHUs O MOATBepPXAeHWUM
rocyaapCTBEHHOW  pernctpauuMm  NekapCTBEHHOro  npenapaTta,  MPeACTaBfeHHOro  npou3sBoguTenem
nekapCTBEHHbIX MpenapaToB UMW YNOMHOMOYEHHbIM MM FIMLOM B COOTBETCTBUM C HacToswmm degepanbHbiv
3aKOHOM B YMOJSIHOMOYEHHLIN dedepanbHbii opraH ucnonHuTensHow Bnactm go 1 mapta 2011 roga, 6es
TpeboBaHWA ynnaTbl rFOCYAAPCTBEHHOM MOLUMUHBLI, NPEeAyCMOTPEHHOW 3akoHOA4AaTenbCTBOM Poccuiickon
depepaumun o Hanorax n cbopax.

(yactb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHNE pelueHnss 0 BHECEHUN N3MEHEHUIN B AOKYMEHTbI, COAepXalluecs B perMcTpaumoHHOM JOCbe
Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHbBIN Npenapar Ans MeAUMLMHCKOro NPUMEHEHUS 1 NpeacTaBeHHble A0 OHS
BCTyNnfneHnss B cuny Hactoswero ®egepanbHOro 3akoHa, M NPUHATUE peLleHUs O BHECEHUW WU3MEHEHWUN B
OOKyMEHTbI, coAepalleecs B perMcTpaumMoHHOM AOCbe Ha 3aperMcTpMpoBaHHbIN NekapCTBEHHbIV NpenapaTt Ans
MEONLMHCKOrO NMPUMEHEHWS M NPeACTaBeHHbIe Ha 9KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHS BCTYNSEHUS B
cuny Hactoswero ®degepanbHOro 3akoHa, OCYLLECTBNSATCA Ha OCHOBaHUM [OKYMEHTOB W [AaHHbIX,
NnpeacTaBneHHbIX A0 AHS BCTyNneHus B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBneHus o
BHECEHUW MW3MEHEHUN B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpypoBaHHbIN
neKkapCTBEHHbIN Npenapart AN MeauLUMHCKOro NpMMEHeHNs, MPeACTaBNeHHOro Npon3BoaMTeNneM NeKkapCTBEHHbIX
npenapaToB WAM YMNOIHOMOYEHHbIM WM fWLOM B COOTBETCTBMM C HacToAwmm ®PegepanbHbIM 3aKOHOM B
YMNOSIHOMOYEHHbIV dbefeparnbHbli OpraH ucnonHutenbHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocyAapCTBEHHOW NOLUMMHbI, NPeAyCMOTPEHHOM 3akoHodaTenscTBom Poccuickon ®egepauumn o Hanorax
n cbopax.
(vactb 3.3 B peq. ®PenepansHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bolgava paspelleHnin Ha npoBefeHne KIMHUYECKUX UCCeoBaHUM NeKapCTBEHHbIX NpenapaToB Ans
MeaULUMHCKOro npuMeHeHna no 3asaBieHnam, nogaHHbIM 4O OHA BCTYNNEeHUA B CUIly HacToAlwero Cbep,epaanoro
3akOHa, a Takke no 3adaBlieHndaM, NnogaHHbIM Nnocne AHA BCTyNnNeHnA B CUIly HactosAllero dJe,qepaanoro 3aKOHa
Ha OCHOBaHWW 3KCMEepPTM3, MPOBEOEHHbIX A0 [HA BCTYNMNEeHWs B cuny Hactoswero deaepanbHOro 3akoHa,
OCYLLECTBMAETCH B COOTBETCTBUM C HacTosAwmm deaepanbHbiM 3aKOHOM HAa OCHOBaHUWM OOKYMEHTOB U AaHHBbIX,
NpeaCTaBMNEHHbIX UMM MOMYYEHHbIX 40 OHA BCTYNMeHus B cuny Hactodwero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMWM NpPeABapUTENIbHONO [0roBopa 00S3aTeNbHOr0 CTPaxOBaHUSA XXW3HW, 340POBbSA MaLUEHTOB,
y4vyacTByrOLWKUX B KIMMMHNYECKOM MUCCrieoBaHNKN NEeKapCTBEHHOro npenaparta gna meguumHCKoro npuMeHeHusa, nnu
Konun pgoroeopa obsa3aTenbHOro CTpaxoBaHUA XU3HU, 300POBbA NMaLUMEHTOB, y4acCcTBYHOLWKWX B KIUWHUYECKOM
nccrnefoBaHUM NEeKapCTBEHHOrO npenapata ans MeauuMHCKOro MpUMeHeHus, nnbo npeacTaBreHHON Komnmm
Jorosopa 0683aTeNbHOro CTpaxoBaHuWsl, 3aKMOYEHHOrO B COOTBETCTBMM C TUNOBLIMU NpaBunamv obsisatenbHOro
CTpaxoBaHusl, C yka3aHUeM NpeaenbHON YNCITIEHHOCTM NaUMEeHTOB, Y4aCTBYOLWUX B KITMHUYECKOM MCCegoBaHnn
neKkapCTBEHHOrO npenaparta Ans MeauUMHCKOro npuMeHeHus, 6e3 TpeboBaHus ynnaTbl rocyaapCTBEHHON
MOLLNMHbI, NPeAYCMOTPEHHON 3akoHoAaTeNbCTBOM Poccunckon ®egepaumm o Hanorax u cbopax.

(vacTb 3.4 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3aperucTpupoBaHHble B MHOCTPaHHOW BasoTe 4O AHS BCTYNIeHWs B cuy HacTosilero deaepanbHoro
3aKoHa npefenbHble OTMYCKHble LieHbl MHOCTPAHHbIX MPOM3BOAMTENIEN Ha JleKapCTBEeHHble MnpenapaTbl,

www.consultant.ru CrpaHuua 119 13 120
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=464902&amp;date=26.12.2023&amp;dst=5571&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421004&amp;date=26.12.2023&amp;dst=100207&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421004&amp;date=26.12.2023&amp;dst=100209&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421004&amp;date=26.12.2023&amp;dst=100210&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=169970&amp;date=26.12.2023&amp;dst=100008&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421004&amp;date=26.12.2023&amp;dst=100211&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 26.12.2023

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

BKMIOYEHHbIE B MepeyvyeHb >XU3HEHHO HeobXooMMbIX M BaXHEWLUMX FeKapCTBEHHbLIX MNpenapaToB, noanexar
nepecdety B pybmm no kypcy LleHTpanbHoro GaHka Poccuiickon ®depepaumm Ha gaTy, YCTaAHOBIIEHHYHO
MpaButenbctBoMm Poccuiickon Pepepaumm, 6e3 npeactaBneHns 3asBNeHNss O nepecyeTe LeHbl C BHECEHMEM
COOTBETCTBYIOLLUNX M3MEHEHUN B FOCYAAPCTBEHHbIA PEECTpP MpeAenbHbIX OTMYCKHbIX LieH MPOM3BOAUTENEN Ha
nekapcTBEHHbIE npenapartbl, BKMOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaToB.

(vacTb 3.5 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.6. 3apernctpmpoBaHHble 00 AHsSI BCTYMNEHUA B cuny Hactosiwero deaepanbHOro 3akoHa npegenbHble
OTMNYCKHbIE LIEHbl POCCUMCKMX NPOW3BOAMTENEN Ha feKapCTBEHHble NpenapaTbl, BKMAOYEHHbIE B NepeveHb
KN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTtoB, noanexaT uHaekcauumn ¢ 1 Hos6ps 2010
roga mcxogs u3 NporHo3Mpyemoro ypoBHSA MHGMAUMK, yCcTaHOBNEHHOro ®enepanbHbIM 3aKOHOM OT 2 aekabps
2009 roga N 308-93 "O depepanbHom brogxkete Ha 2010 rog n Ha nnaHoBbi nepuog 2011 1 2012 rogos” Ha
2011 rog.

(yacTb 3.6 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He ponyckakTcs Mpou3BoACTBO M BBO3 B Poccuiickyio depepauuto
NeKapCTBEHHbIX MpenapaToB B YNakoBKaxX C MapKUPOBKOW, kOoTopas Obinia HaHeceHa OO OHSI BCTYMNEHUS B CUMy
HacTosiwero deaepanbHOro 3akoHa. 1o MCTeYeHMM yKas3aHHOro CpoKa AaHHble JeKapCTBEHHble npernapaTbl
MOTyT OTNyCKaTbCH, peanv3oBbIiBaTbCs, NepeaaBaTbCs U NMPUMEHSTLCA 40 UCTEYEHUS MX CpOKa FOAHOCTU.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pHs BCTynneHuss B cuny Hacrtosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
BKIMIOUMTENBHO [OMycKaeTCa MNpOBeOeHNEe SKCMepTU3bl JNEKAapCTBEHHbIX CPEACTB 3KCMepTaMy 3SKCMepTHOro
YUpEeXOeHMs OO0 NPOXOXOAEHUS UMW aTTecTauumn B nopsigke, YCTAHOBIIEHHOM YMONTHOMOYEHHbIM heaepanbHbIM
OpraHoMm UCMOSTHUTENBHOW BNacTu.

5. Co pgHs Bctynnenus B cuny Hactosawero ®depepanbHoro 3akoHa M no 31 pgekabpsa 2013 roga
BKIMIOUMTENBHO OCYLLECTBSIETCA MNepexod K MNPOW3BOACTBY JIEKAPCTBEHHbIX CpPeAcTB B COOTBETCTBMM C
npaeunaMmym opraHmsaumm Npon3BOACTBaA N KOHTPOMSI Ka4yecTBa JIEKapCTBEHHbIX CPEACTB, YKa3aHHbIMU B YacTu 1
ctatb 45 Hactodwero ®PenepanbHOro 3akoHa, B nofnHom obbeme. CpokM nepexoga npou3BoAcCTBa
neKapCTBEHHbIX CPEACTB K MX MPOU3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TpeboBaHUSIMM AaHHbIX NpaBui,
BKIHOYAs CPOKM aTTecTauum YnoriHOMOYEHHbIX IWL, YKa3aHHbIX B 4YacTax 6 wm 7 cratbm 45 HacTosuwero
depnepanbHOro 3akoHa, yctaHasnmeatoTcs [NpasutenscTtBoM Poccunckon degepaumn.

6. JlnueHsnn Ha NPoM3BOACTBO NEKapPCTBEHHbIX CpeacTB, BblAaHHble A0 1 aHBaps 2014 roga, AencTByOT
nocne 1 aHesaps 2014 roga 4o UCTEYEHUS CpoKa UX AEWUCTBUS NPU YCNOBUN COOTBETCTBUS NULEH3naTa npasuniam
opraHv3auMu Npou3BOACTBA U KOHTPONSA KayecTBa feKapCTBEHHbIX CPEACTB, yKa3aHHbIM B yacTtu 1 ctatbu 45
HacTosero PefepanbHOro 3akoHa.

7. ®opmupoBaHue roCygapCTBEHHOrO 3aJaHusA Ha MNpoBeAeHUEe IKCNEepTU3bl NEKAapCTBEHHbIX CpPeacTB
dhenepanbHOMY rocyfapCTBEHHOMY OHOIKETHOMY YUYPEXOAEHWUIO MO MPOBEOEHUIO 3KCMEPTU3bl NEKAapCTBEHHbIX
cpencTB 1 uHaHcoBOe obecneyeHme BhINOMHEHNST 3TOMO 3afaHNsi OCYLLECTBIAKTCA B NOpPsSAKE, YCTAHOBIEHHOM
depnepanbHbIM 3akoHOM OT 12 gHBaps 1996 roga N 7-®3 "O HekoMMep4YeCKNx opraHmsauusax”.

(vacTb 7 BBegeHa PegepanbHbimM 3akoHoM oT 29.11.2010 N 313-93)

MpeangeHT
Poccuiickon depepatmm
O0.MEOBELEB
MockBa, Kpemnb
12 anpens 2010 ropa
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