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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P&A. ot 24.8/. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-93, o1 02.07.2013 N_185-03,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,
oT 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N _34-®3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N _389-93,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N _350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-®3,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), o1 04.06.2018 N _140-93,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-93,
oT 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
o1 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-93,
o1 11.06.2021 N _170-®3, ot 08.03.2022 N 46-P3, o1 26.03.2022 N 64-93,
o1 14.07.2022 N 311-®3, ot 20.10.2022 N 405-93, ot 19.12.2022 N 519-93,
oT 28.04.2023 N _149-®3, ot 24.07.2023 N 341-®3)

nasa 1. OBLUME NONOXEHUA
Crtatbs 1. lpeameT perynupoBaHus HacTosiwero denepanbHOro 3aKkoHa

1. HacTtoswuin ®enepanbHbii 3aKOH perynvpyeT OTHOLUEHUS!, BO3HMKaloLWMe B CBsI3UM C obpalleHuem -
pa3paboTko,  OOKNMUHUYECKUMMW  UCCNEeAOBaHUSIMK,  KIMUHUYECKUMM  UCCNeOoBaHMsSIMK,  SKCMepTU30W,
rocygapCTBEHHOM peructpauven, co CcTanHgapTu3auMen K € KOHTPOMeM KayecTBa, MpOM3BOACTBOM,
N3roTOBIIEHNEM, XpPaHEHWEM, NepeBO3koM, BBO30M B Poccunckyto Pepepauuio, BbIBO3OM K3 Poccuimckon
depepaumm, peknamon, OTNYCKOM, peanusaumen, nepefaden, NpUMEHEHNEM, YHUUTOXKEHUEM NEKapCTBEHHbIX
CpeAacTB.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

2. Hactosiwun depepanbHbli 3akOH yCTaHaBNMBAET MPUOPUTET TFOCYAApPCTBEHHOrO PeryrMpoBaHus
BesonacHocTn, kayecTBa U 3PPEKTMBHOCTU NEKAPCTBEHHbIX CPeaCTB Npu nx obpaLleHun.
(B pea. PegepanbHoro gakoHa oT 25.06.2012 N 93-$3)

Cratba 2. Cchepa npumeHeHMA HacToswero PepnepanbHOro 3akoHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Hactoswun ®epepanbHbii 3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKLWMM nNpu  obpalieHmm
neKkapCcTBEHHbIX CPeacTB Ha Tepputopun Poccunckon denepaumm.

Crtatbs 3. 3akoHoAaTenbCTBO 06 0OpaLleHUN NieKapCTBEHHbIX CPeacTB

1. 3akoHogaTenbCcTBO 06 ObpalleHnM NekapCTBEHHbIX CPEACTB COCTOUT U3 HacToslero denepanbHOro
3aKoHa, Apyrux dpeaeparbHbIX 3aKOHOB M MHbIX HOPMAaTMBHbIX NPaBoBLIX akToB Poccuiickoin degepaumu.

1.1. 3akoHogaTtenbCcTBO 006 OOpalleHUM NeKapCTBEHHbIX CPEeACTB B OTHOLUEHUW HOPUOUNYECKUX MWL U
NMHOMBUAOYaNbHbLIX NPeanpuHMMAaTenen, OCYLLECTBRSIOWMX OeATEeNbHOCTb Ha TeppuTopuM MeXOyHapo4HOro
MEeOULMHCKOTO Knactepa, NpUMeHsieTcsl C y4eTOM 0COBGEeHHOCTEeN, YCTaHOBMNEHHbIX PenepanbHbiM 3akoHoMm "O
MEeXOyHapO4HOM MEAMLMHCKOM KrnacTepe W BHECEHUN W3MEHEHWA B OTAENbHble 3aKOHOAATENbHbIE aKThl
Poccuiickon depepaunn’.

(vacTb 1.1 BBegeHa depeparnbHbiM 3akoHoM OT 29.06.2015 N 160-93)

2. [enctBne Hactosiwero PenepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHue HapKOTUYECKUX
NeKapCTBEHHbIX CPEACTB M MCUMXOTPOMHbIX NEKAPCTBEHHLIX CPEACTB C Y4ETOM OCOGEHHOCTEN, YCTaHOBMEHHBLIX
3akoHonatenbcTBoM Poccuiickon deaepaunm 0 HapKOTUYECKUX CPpeacTBaxX, NCUXOTPONHbIX BellecTBax n 06 ux
npekypcopax.

3. Jencteune  Hactosuwero  ®degepanbHOrOo  3aKkoHa  pacnpocTpaHsaeTca  Ha  obpalleHue
pagvodapMaLeBTMYECKMX  NEKApCTBEHHbIX  CPeACTB € y4eToM  ocoBeHHOCTel,  YCTaHOBMEHHbIX
3akoHoaaTenbcTBoM Poccuiickon depepaumnn B obnacTtv obecrneveHns paanaLmMoHHon 6e3onacHoOCTy.

4. Ecnun mexgyHapogHbeiM gorosopom Poccuiickon Pefepaumm ycTaHOBMNEHbl MHble Npasuna, 4Yem Te,
KoTopble npegycMoTpeHbl HacToswmM PefepanbHbIM  3aKOHOM, MPUMEHSIOTCA MpaBunia MexgyHapoaHoro

aorosopa.

4.1. PelleHnss MexrocyaapCTBEHHbIX OPraHoB, MPUHATBHIE HA OCHOBAHWUW MOMOXEHUA MEXAYHapPOAHbIX
porosopoB Poccunckon ®egepauum B MX  UCTONKOBaHUKM, npoTtuBopedawiem KoHctutyumm Poccunckon
denepaummn, He noanexaTt wucnonHeHuto B Poccuiickon Pepepauuun. Takoe npoTMBopevMe MOoXeT ObiTb
YCTaHOBIEHO B Nopsake, onpeaeneHHoM deaeparnbHbiM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-03)

5. B Poccuinckon ®egepauumn B COOTBETCTBUM C MEXAyHapoaHbIMU JoroBopamu Poccuiickon degepaumm um
(Mrn) Ha ocHoBe NpWHLMNAG B3aMMHOCTU MPU3HAIOTCA pe3yrnbTaTbl KNMMHUYECKUX UCCREeA0BaHUN NeKkapCTBEHHbIX
npenapatoB AN MeOWULMHCKOrO MpUMEHEHWs, NPOBEeAEHHbIX 3a npegenamu TeppuTopumn Poccuickoi
degepauum.

Ctatbs 4. OCHOBHbIE NMOHATUA, UCNONb3yeMble B HacTosiem PeaepanbHOM 3aKOHe
Ons uenen HacToswero PefepanbHOro 3akoHa MCNONb3YITCA cneayoLwme OCHOBHbIE MOHATUS:

1) rnekapcTBeHHble CpeAcTBa - BELleCTBa WM UX KOMOMHAUMW, BCTynawolMe B KOHTAKT C OpraHM3MOM
YyernoBeka UMM KMBOTHOTO, MPOHUKAIOLLIME B OPraHbl, TKaHW OpraHnama YenoBeka UMn XXUBOTHOTO, NPUMEHSEMblE
ANA NPOMUNAKTUKM, AMArHOCTUKA (38 WCKMIOYEHMEM BELLEeCTB UMM UX KOMOWHALMA, He KOHTaKTUPYHLIMX C
OpraHM3MoM YeroBeka WMM KMBOTHOrO), nedeHus 3abonesaHus, peabunutauun, AONS  COXpaHeHWs,
NpeaoTBpaLLEHUs UK NpepbiBaHNs GepeMeHHOCTU 1 NoMyYeHHbIe U3 KPOBU, NNa3mbl KPOBU, U3 OPraHoB, TKaAHEN
opraHusamMa 4YerioBeka WIM JKUBOTHOIO, PacTeHWit, MUHepanoB MeTogaMu CUHTe3a WM C MpUMEHeHVEM
Guonoruyecknx TexHomorvin. K rnekapcTBeHHbIM CpeAcTBaM OTHOCHATCHA (papmaueBTMveckue cybcTaHumm u
nekapcTBeHHble npenaparThbl;

2) dapmaueBTnyeckass cybcTaHUMA - nekapcTBEHHOe CpPeACTBO B BMAE OOHOTO WM  HECKOMbKMX
obnagatowmx apmMakonorMyeckorn akTUBHOCTbIO [AEWCTBYIOLWMX BeLUEeCTB BHE 3aBMCMMOCTM OT NpvpoAabl
NMPONCXOXAEHWSA, KOTOpOe MnpefHasHayeHo Ans NpPOW3BOACTBA, W3rOTOBMEHWS NeKapCTBEHHbIX npenapaTtoB U
onpegenseTt Nx adPEKTUBHOCTb;

(n. 2 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) BCrnomMorartelibHble BelwleCTBa - BelleCTBa HEeOpraHn4yecKoro Wi OpraHn4yecKkoro npoucxoxaeHud,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ncnonb3dyemble B npouecce npom3BoacTBa, M3roToOBIIEHUA JeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX (bVI3VIKO-XI/|MVI‘-IeCKI/|X CBOWCTB;

4) nekapcTBeHHbIe MpenapaTbl - TIEKAPCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbLIX POPM, NPUMEHSEMbIE
AN NpodUNakTUKK, OMAarHOCTUKK, nedYeHus 3aboneBaHus, peabunurtauum, AnsS coxpaHeHus, npeaoTspalleHns
UnNu npepbiBaHNa 6epeMeHHOCTH;

5) nekapctBeHHas bopma - COCTOSIHME NeKapCTBEHHOrO npenapaTa, COOTBETCTByKLlee criocobam ero
BBELEHMSA N NpMMeHeHus n obecneumsaroLLee JOCTUXEHME Heobxoammoro neyebHoro adpdexTa;

5.1) [O3MpoBKa - COAEPXaHWE OOHOrO WIIN HECKOSIbKUX OEWCTBYHOLUMX BELLECTB B KONMYECTBEHHOM
BbIP@XEHUN Ha eauHMUY A03bl, N eanHuLy obbema, v eavHULY MacCbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NMBo AN HEKOTOPbIX BUAOB NEKAPCTBEHHBIX (POPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOMN
bopMbl AENCTBYIOLLIENO BELLLECTBA 3a €QUHULYY BPEMEHN;

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

6) nepeyeHb XU3HEHHO HEOBXOOMMBIX M BaXKHEMLIUX JIEKapCTBEHHbIX MpenapaTtoB - YTBEpPXOAaeMblv
MpaButenbctBom Poccunckon ®Pepepaumy nepeyveHb NeKapCTBEHHbIX MNpenapatoB ANd  MeaMUMHCKOro
npuMeHeHus, obecneynBaloWMx NPUOPUTETHbIE NOTPEBHOCTM 34PaBOOXPaHEHWs B LEendx npodunaktmkn u
neyeHus 3aboneBaHuii, B TOM Yncne npeobnagatowmx B CTPyKType 3abonesaeMoctu B Poccuiickon Pepepaumu;
(B peq. ®PenepanbHoro zakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble nekapCTBEHHble nMpenapaTtbl - JeKapCTBEHHble Mpenapartbl, MNpeAHas3HadYeHHbIe
UCKNIOYNTENBHO NS ANArHOCTUMKU MMM NaTOreHeTUYeCcKoro neveHus (NeveHusl, HanpaBfieHHOro Ha MexaHu3Mm
pa3BuTKS 3aboneBaHus) peakux (opdaHHbIx) 3aboneBaHuin;

(n. 6.1 BBegeH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

6.2) Buonornyeckne nekapCTBeHHbIE MpenapaTthbl - NIeKapCTBEHHbIE npenaparbl, 4eNCTBYOLEee BELEeCTBO
KOTOPbIX NPOU3BEAEHO UMW BbIAENEHO N3 BUONOrMYECKOro UCTOYHMKA U ANS onpegeneHus CBOMCTB U KavyecTBa
KOTOpbIX Heobxoouma KoMOuHauus Ouonormyeckux w  U3MKO-XMMUYecKMx MetogoB. K Guonornyecknm
neKkapCcTBEHHbIM NpenapatamMm OTHOCSATCA MMMYHOOMOMNOrMyeckme rnekapcTBeHHble npenaparbl, eKapCTBEHHbIe
npenapartbl, NONyYeHHbIE U3 KPOBM, NMa3Mbl KPOBU YENOBEKA U XMBOTHbIX (3@ UCKIIOYEHMEM LefNbHON KPOBU),
BuoTexHonormyeckne nekapCcTBeHHbIE Npenaparbl, reHoTepaneBTUYeCKMe feKkapcTBEHHbIE Npenapars;

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

7) nmmyHoBMonormyeckne nekapcTBEHHbIE Mpenaparkl - fiekapCTBEHHbIE Npenaparbl, NpegHa3HayYeHHbIe
ana opMMpOBaHUSA aKTMBHOMO MMM MAacCMBHOIO MMMYHUTETA NMOO OMArHOCTUKM Hamnmuums MMMyHUTETa WIu
ONarHoCcTUKN cneumgunyeckoro NpuobpeTEHHOr0 3MEHEHUS UMMYHONOMMYECKOro OTBETa Ha anneprusupyoLme
BewectBa. K ummyHobronornyeckum nekapcTBEHHbIM npenapataM OTHOCATCS BaKLMHbI, aHAaTOKCUHbI, TOKCUHBI,
CbIBOPOTKN, UMMYHOINOBYNMHbI 1 anneprexsbi;

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

7.1) BuoTexHonormyeckne nekapcTBeHHble npenapaTtbl - JleKapCTBEHHble npenapatbl, NPOW3BOACTBO
KOTOPbIX OCYLLECTBMASETCA C WCMONb30BaHMEM OUOTEXHOMOrM4Yeckux npoLeccoB M MeTogoB (B TOM 4ucne
OHK-pekomMbuHaHTHON  TEXHOMOMMW,  TEXHOMOrMU  KOHTPONMMPYEMOW  3KCMPEeCcCUMU TFEHOB,  KOAMPYHIOLLMUX
BGuonornyeckn akTuBHble Bernku B NpokapuoTax v aykapuoTax, BKMYas M3MEHEHHbIE KIEeTKU MMeKONUTaoLmXx),
rMépnaoMHOro MeToaa U MeToaa MOHOKIOHamMbHbIX aHTUTE;

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

7.2) reHOTepaneBTUYECKNE NEKAPCTBEHHLIE NpenapaThl - IeKapCcTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuMss  KOTOpbIX SBMSIETCS  PEKOMOWMHAHTHOW  HYKNEMHOBOW  KUCNOTOWM WNW  BKNoYaeT B cebs
PEKOMOMHAHTHYIO HYKIIEMHOBYIO KMUCMOTY, MO3BOMSOLLYIO OCYLECTBNSATL PEryNUpoBaHmne, penapawuio, 3aMeHy,
noGaBrneHve Unu yaaneHne reHeTM4yeckon nocnenoBaTenbHOCTY;

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

8) HapkoTuuyeckue nekapCTBEHHble CpeacTBa - IeKapCTBEHHble npenapatbl M dapmaleBTunyeckue
cybcTaHuun, copepxalime HapkoTUYecKne CpPeAcTBa M BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CPenacTs,
MCUXOTPOMHBIX BELLECTB U UX MPEKYPCOPOB, noanexaimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepaunn, MexagyHapoaHbeiMyn gorosopamu Poccuiickon degepaumm, B TOM
yncne EgmMHon KoHBeHUMen o HapkoTuyeckux cpeacteax 1961 roga;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

9) nCMXOTPOMHbIE JIEKApPCTBEHHbIE CPeACcTBa - JIeKapCTBEHHblEe MpenapaTtbl M apMaueBTU4eckue
cybCcTaHuuK, cogepxallume MNCUXOTPONHbIE BELLEeCTBa M BKIOYEHHble B [lepeyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB U X MPEKYPCOPOB, noanexalumx koHTponto B Poccuckon ®epepauun, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®enepauun, mexayHapoaHeiMy gorosopamu Poccuiickon depepaumm, B TOM
yncne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roga;

10) paguodapmavueBTUYECKME NEKapPCTBEHHbIE CPEACTBA - NeKapCTBEHHbIE CpeacTBa, KOTopble coaepxaT
B rOTOBOM AMS MUCMONb30BaHUA hopmMe OOuH PaguvoHYKNUA UMW HECKONbKO PaguoHYKNUOO0B (pagmoakTUBHBIX
N30TOMnoB);

10.1) opurnHanbHbIN NEKapCTBEHHLIN MpenapaTt - JIeKapCTBEHHbIA MNpenapaT C HOBbIM OEeNCTBYHOLLUM
BELLECTBOM, KOTOPbIN NepBbIM 3aperncTpupoBaH B Poccuiickon degepaumy UnmM B MHOCTPaHHbLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [AOKMMHUYECKMX WCCNEeAOBaHUM FeKapCTBEHHbIX CpPeacTB WU KIMHUYECKMX
nccneaoBaHWiA NEKapCTBEHHbIX MpenapaToB, MOATBEPXKAAIOLLNX ero KayecTBo, IPdEKTUBHOCTL U 6e30nacHOCTb;
(n. 10.1 BBegeH ®enepansHbiM 3aKoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NeKapCTBEHHbIN MpenapaT - NeKapCTBEHHbIM NpenapaTt, KOTOPbIN UCnonb3yeTcs Ans
OLEHKN OWO3KBMBANEHTHOCTU UMM TepaneBTUYECKON SKBUBANEHTHOCTM, KadecTBa, 3(EKTUBHOCTN W
6e30nacHOCTM BOCNPOU3BEAEHHOIO feKapCTBEHHOro npenapata unu  6GuoaHanorosoro  (6uonogobHoro)
nekapcTBeHHOro npenapata (buoaHanora). B kavecTBe pedepeHTHOro neKapcTBEHHOro mnpenapaTta Aans
MEOULMHCKOTO MPUMEHEHUS NCMONb3yeTCsl OPUTMHAINBbHbIV NIEKAPCTBEHHBIN NpenapaT nMbo, ecnu opurMHanbHbIN
NleKapCTBEHHbIN NpenapaTt He 3aperncTpupoBaH UM He Haxoautcsa B obopoTte B Poccuickon depepauum n He
HaxoguTcs B 0DOpOTE B WHOCTPaHHbIX FOCYAapCTBaX, BOCMPOU3BEAEHHLIN FEKApCTBEHHbLIN npenapaTt unm
BuroaHanorosbIvi (6MONOAOGHLIN) NEekapCTBEHHbIN Npenapart (bruoaHarnor), KOTopbIA NepBbiM 3aperncTpupoBaH u3
yncna Haxogswmxcs B obopote B Poccuiickon Pepepauun, OGUMOIKBMBANEHTHOCTb WU TepaneBTUYecKas
3KBUBAIEHTHOCTb, KayecTBO, 3(PEKTUBHOCTL U 0e30MacHOCTb KOTOPOrO OLEHMBANMCb MO OTHOLUEHWUIO K
OpurMHaNbHOMY NEeKapCTBEHHOMY Mnpenapaty, a Takke KayecTBO, 3(pdEeKTUBHOCTb M 6Ge30MacHOCTb KOTOPOro
noaTBepXxaalTcs pesynbTaTamu apmakoHaasopa M NPOBEPOK COOTBETCTBUSA JeKapCTBEHHbLIX CpPeAcCTB,
HaxoOsAWMXCa B rpaxgaHckom o6opoTe, YCTaHOBMEHHbIM TpeboBaHMAM K WX kadecTBy. B kayecTtBe
pedepeHTHOro fNeKapCcTBEHHOrO npenaparta Ans BETEPUHAPHOro NPUMEHEHUs] MCMOMNb3yeTcs NeKapCTBEHHbIN
npenapaT ANg BEeTEpPUHAPHOro MpUMEHEHMUs, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUU
pe3ynbTaTtoB AOKMMHUYECKUX WUCCNeaoBaHUM NeKapCTBEHHbIX CpeacTB U KIUHUYECKUX  UccneaoBaHui
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAOLLMX €ro Ka4ecTBo, 3PEKTUBHOCTEL U 6E30NacHOCTb;

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

12) BOCMpoOM3BEAEHHbIM NEeKApCTBEHHbIN Mpenapat - JeKapCTBEHHbIM npenapat Ang MeauLUMHCKOro
NPUMEHEHUs, KOTOPbIA MMeEEeT 9SKBMBANEHTHbIN pedepeHTHOMY neKapCTBEHHOMY npenapaTy KadyeCTBEHHbIN
COCTaB M KONMYECTBEHHbIV COCTaB AENCTBYIOLUX BELLECTB B 3IKBMBASIEHTHOW IleKapCTBEHHoOW dopme, nubo
neKkapCTBEHHbIN NpenapaT Ans BETEPMHAPHOrO MPUMEHEHUS, KOTOPbIN MMEET TakMe Xe, YTO U pedepeHTHbIN
neKkapCTBEHHbIN npenapaT, Ka4eCTBEHHbIN COCTaB U KONMYECTBEHHbIN COCTaB AENCTBYIOLNX BELLECTB B TakOW Xe
nekapcTtBeHHo  ¢opme, OUOIKBMBANEHTHOCTb WM TepaneBTUYecKas  SKBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYWOLLEMY pedbepeHTHOMY rnekapCTBEHHOMY npenapaTty noaTBepXAeHa COOTBETCTBYHOLLMMMU
nccnenoBaHUAMN,

(n. 12 B pea. PegepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTUYeCKash SKBMBANEHTHOCTb JI€KAapCTBEHHbIX MpenapaTtoB - AOCTWXKEHWE KIMHUYECKU
COMoCTaBUMbIX TepaneBTuyeckoro adhdekTa u nokasartenen acpdekTMBHOCTM U 6e30nacHOCT NpU NPUMEHEHUU
NeKkapCTBEHHbIX NpenapatoB Ans  MEOWUUMHCKOrO  MPUMEHEHWS, VMelWwux OAHO  MeXAyHapogHoe
HenaTeHTOBaHHOE (MNN XMMUYEeCcKoe, UNW rpynnMpoBOYHOE) HaMMEHOBaHME, B 3KBMBANEHTHbIX JO3MPOBKax Mo
OOHVM WM TEM Xe MoKa3aHUsM K NPYMEHEHWNI0 U Npyu OAMHaKOBOM criocobe BBeAEeHUS Y OOHOW M TOW Xe rpynnbl
OOnbHbIX;

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

12.2) 6wuoaHanoroBein (6nonogobHLIN) nekapCTBEHHbI npenapaT (bwoaHanor) - GuonorMyeckun
NeKapCTBEHHbIN NpenapaT, CX0Xni Mo napameTpam KadecTBa, aphekTMBHOCTM U 6e30MacHOCTH ¢ pedhepeHTHBIM
BuonormyeckMum nekapcTBeHHbIM MpenapaTtoMm B TakoW >Ke fekapCTBEHHOW hopMe U MMEKLUUA UOEHTUYHbIV
cnocob BBeaeHUS;

(n. 12.2 BBegeH PenepansHbiM 3akoHOM OT 22.12.2014 N 429-03)
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

12.3) B3anmo3aMeHsiEMbIi JNEKapCTBEHHbIA Mpenapat - JeKapCTBEHHbI npenapaT C [oKa3aHHOW
TEepaneBTMYECKOW SKBMBANEHTHOCTBIO MM OMOSKBUBANEHTHOCTLIO B OTHOLLEHUN pedhEPEHTHOMO fIeKapCTBEHHOIO
npenapaTa, MMEKLWMN 3KBMBANEHTHbIE €My Ka4YeCTBEHHbIA COCTaB M KOMUYECTBEHHbIA COCTaB OEMCTBYHOLLUX
BELLECTB, COCTaB BCMOMOraTesnbHbIX BELLECTB, NTeKapCcTBEHHYHO hopMmy 1 cnocob BBeAEHNS;

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

12.4) GMO3KBMBANEHTHOCTb flEKapCTBEHHbIX MpenapaTtoB - AOCTWXEHME COMoCTaBUMbIX MoKasaTernen
CKOPOCTM BCACbIBaHWS, CTEMEHN MNOCTYNNEHNS K MECTY AEWCTBUSA U CKOPOCTU BbiBEAEHUSA OAHOIO UMM HECKOSbKMX
obnagatowmnx apmMakonormyeckon akTUBHOCTbIO AENCTBYIOLMX BELLECTB MPU NPUMEHEHUU NeKapCTBEHHbIX
npenapatoB AnNs MeOWMUMHCKOTO MPUMEHEHUS, MMEeKLWUX OOHO MeXAyHapodHOoe HenaTeHToBaHHoe (unu
XMMUYecKoe, Unu rpynnupoBOYHOE) HaMMeHOBaHWe, B SKBMBANEHTHbIX JO3MPOBKaxX U Npu OAMHAKOBOM crocobe
BBEAEHWS;

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

13) nekapcTBEHHOE pacCTUTENbLHOE Chipbe - CBEXWE WNWU BbICYLUEHHbIE pacTeHus nNnbo ux 4acTtu,
ucnonb3yemble AN NPOM3BOACTBA  NEKAPCTBEHHbIX CPEACTB  OpraHu3auusMuM -  Npou3BOAUTENSMM
NEeKapCTBEHHbIX CPEACTB WM M3rOTOBIEHUSI eKapCTBEHHbIX MPenapaToB anTeyHbIMU  OpraHu3auusiMu,
BETEPUHAPHbLIMW anTEYHbIMU OpraHU3auMsaIMN, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULEH3UIO
Ha hapmaLeBTUYECKYH0 OESTENbHOCTD;

14) nekapCTBEHHbIA pacCTUTENbHBIN MNpenapaTt - feKapCTBEHHbIV MpenapaT, MNpPOU3BEAEHHbIN Unn
N3roTOBMEHHBIN U3 OQHOTO BMAA NIEKAPCTBEHHOIO PacTUTENbHOIO ChiPbS UITM HECKOSBbKMX BUAOB TAKOro Chipbs U
peanuayembiin B pacthacoBaHHOM BUAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTudeckuii nekapCTBEHHbLIN nNpenapaTt - NeKapCTBEHHbIN npenapaTt, NpPOu3BeOEeHHbIA Unu
N3roTOBMEHHBbIN M3 (hbapmaueBTUYECKOM CyOCTaHUumMM unn dapMaueBTUYEeCcKuX CyOCTaHUMA B COOTBETCTBUM C
TpeboBaHnsAMM OOLWMX hapMakonemHblX CTaTen K romeonaTMYecKMM JeKapCTBEHHbIM MpenapataMm unu B
cooTBeTCTBMM C TpeboBaHMAMN hapmakoneun cTpaHbl MPOU3BOAUTENS TAKOrO NEeKapCTBEHHOMO Npenapara;

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

16) mexagyHapodHOe HenaTeHTOBaHHOE HaVMMEHOBaHWE JeKapCTBEHHOIO CpeacTtBa - HaMMEHOBaHMWE
JencTBylollero BellecTBa ¢apMaueBTUYeckon cybcTaHuuKn, pekoMeHAoBaHHOe BcemupHonm opraHusaumen
3[paBOOXPaAHEHNS;

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

17) TOproBoe HauMMeEHOBaHWe NeKapCTBEHHOro CPeAcTBa - HaMMEHOBaHWE NEeKapCTBEHHOro CpeacTBa,
NpUCBOEHHOe ero pa3paboTyvKkoM, [JepXaTenem unuv BragenbueM PerucTpauuoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHME JIEKApCTBEHHOrO Mnpenapata - HaMMeHOBaHWE eKapCTBEHHOMO
npenapaTta, He WMEWLWEro MexXayHapooHOro HenaTeHTOBaHHOTO HaMMEHOBaHUSA, W KOMOGuHauum
NeKapCTBEHHbIX MpenapaToB, UCNOoNb3yemMoe B Liensax obbeanHeHns ux B rpynny nog eavHbiM HaMMeHOBaHWEM
NCX0As U3 O4MHAKOBOro COCTaBa AENCTBYIOLLNX BELLECTB;

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

18) obwasa dapmakoneHas cTaTbss - LOOKYMEHT, YTBEPXOEHHbIA YMNONIHOMOYEHHbIM dedepanbHbIM
OpraHoM WCMONTHUTENbHOW BNAacTu 1 cogepXaliuin nepeyeHb nokasatenen kavyectsa u (MnNn) MeTogoB KOHTPONS
KayecTBa KOHKPETHOW NeKkapCTBEHHOM (pOpMbl, NEKAapCTBEHHOrO  PACTUTENBHOIMO  Cbipbd,  ONWCAHWUA
Buonornyecknx, BUOXMMUYECKMX, MUKPOOUOMNOrMYECKUX, (UINKO-XUMUYECKUX, (UINYECKUX, XUMUYECKUX W
OpYrMx MeTOLOB aHanusa IekapCTBEHHOTO CpPeACcTBa, a Tawkke TpeboBaHMA K MCNONb3yeMbiM B LENsX
NpOBEAEHUS AaHHOMO aHanM3a peakTMBam, TUTPOBAHHLIM PacTBOpaM, MHOUKaTOpaM;

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

19) dapmakonenHasa cTtaTtbsl - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM defepanbHbiM OpraHoM
WCMOMHUTENBHOW BRacTU U cogepXalui nepeyeHb MNokasaTenen KadyectBa U METOAOB KOHTPOMsl kayecTBa
NeKkapCTBEHHOIO CPEACTBa;

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

19.1) cTaHgapTHble 06pasubl - BellecTBa, MOCPEACTBOM CpPaBHEHWS C KOTOPbIMU OCYLLECTBRSIETCS
KOHTPOSb Ka4yecTBa UCCreQyeMbIX NeKapCTBEHHbIX CPeACTB C NMOMOLLBbI (PU3UKO-XMMUYECKUX M BMONOrMYecKmX
METOAOB B LUenNsiXx NoATBEpPXAEHUS COOTBETCTBUS JIEKAPCTBEHHbLIX CPeacTB TpeboBaHUSM HOPMaTUMBHOM
OOKYMeHTaUMuW, yCTaHOBMNEHHbLIM NPU OCYLLECTBIIEHNM FOCYAAaPCTBEHHON PErncTpaLmmn, n KoTopble NPUMEHSIOTCS
Onst KanMbpoBKM CTaHOAPTHbIX 06pasuoB NPOM3BOAUTENS NEKapCTBEHHbIX CPeacTB, MCMonb3yemblX Ans
KOHTPOISi Ka4ecTBa U MHbIX Lienei npyu obpalleHnn NekapCTBEHHbLIX CPEACTB;

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

19.2) chapmakonenHbin cTaHAapTHbIN obpaseL - cTaHAapTHbIN obpasel, NPon3BedeHHbIV B COOTBETCTBUN C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHas OOKyMEHTauus - OOKYMEHT, COAepXaliuin nepeyvyeHb onpeaensieMbix no pesynbtatam
COOTBETCTBYIOLUMX 3KCMEPTU3 rMokKasaTenen KavyecTBa NEKapCTBEHHOro cpeactBa And  MeOuUMHCKOro
NPUMEHEHWS, MeTOAOB KOHTPONSA ero KayecTBa U YyCTaHOBMEHHbIN ero Npon3BoanTenemM;

21) HOpMaTUBHbLIA [OOKYMEHT - OOKYMEHT, CcodepXallui nepeyeHb onpegensiembix MO pesynbTatam
COOTBETCTBYIOLLMX SKCNEepTM3 Mnokasaternen kadecrsa u (MnNn) METOOOB KOHTPONSA KayecTBa JieKapCTBEHHOW
dopmMbl, onucaHusa Bruonornyeckmx, BUOXMMUYECKUX, MUKPOBUONOTrNMYECKUX, PUNKO-XMMUYECKMX, DU3NYECKUX,
XMMUYECKMX 1 ApYrMX MeToA0B aHanu3a nekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOro NpumMeHeHus, TpeboBaHus
K Mcnosb3yeMbiM B Liensx NpoBedeHns AaHHOro aHanv3a peaktusam, TUTPOBaHHbIM pacTBopaMm, MHAUKaTopam v
YCTaHOBIEHHbIN ero npon3soanTenem;

21.1) OBWNIA TEXHUYECKUA OOKYMEHT - KOMMIEKT AOKYMEHTOB U MaTepuarnoB, COCTOSILLUNA N3 HECKOSbKUX
pas3gernoB - 4OKYMEHTaUun agMUHUCTPATUBHOIO XapakTepa, XMMUYeCKon, hapMaLeBTUHECKON U BMONornyeckon
OOKyMeHTaumu, ¢apMakosiorMyeckon, TOKCUMKOMOrMYECKON [OKYMEHTaUUW, KIMHUYECKOW [OOKYyMEHTauunm U
npeacTaBnsemMbli OAHOBPEMEHHO C 3asiBNIEHNEM O FOCYAapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara
AN MEeOQUUUHCKOro npuMeHeHnst B dopmaTte, YCTaHOBIIEHHOM YMONIHOMOYEHHbIM beaepanbHbIM  OpraHoM
WCMNOSTHUTENbHOW BNacTw;

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

22) KayeCTBO IEKapCTBEHHOro CpPeAcTBa - COOTBETCTBME IEKapCTBEHHOro cpeactsa TpeboBaHMAM
hapmakonenHon ctaTbum nMBO B cryvyae ee OTCYTCTBUS HOPMAaTUBHOW [OOKYMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) Ge3onacHOCTb feKapCTBEHHOro CpeacTBa - XapaKTePUCTMKA NEKapCTBEHHOIO CpeacTBa, OCHOBaHHast
Ha CcpaBHWUTENbHOM aHanuae ero aPEeKTUBHOCTM 1 prcKa NPUYMHEHUS Bpeda 340POBbIO;

24) Sd)d)eKTI/IBHOCTb NNIeKapCTBEHHOro npenaparta - XapakTepuctmuka cteneHu noJIOXKUTENbHOIo BITUAHUA
JIeKapCTBEHHOIo npenaparta Ha Te4deHue, npoaoJPKUTEINTbHOCTb 3aboneBaHns wnu ero npepoTBpaLleHmne,
pea6l/IJ'IVITaLI,VIIO, Ha COXpaHeHue, npegoTepalleHne nnn npepbiBaHne 6epeMeHHOCTM;

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

26) permctpaunoHHOe YAOCTOBEPEHUE FIEKAapCTBEHHOro npernapaTa - AOKYMEHT, nogTBepXaarowmn dakr
rocyaapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

26.1) pepxaTenb wnuM BRagernel perucTpauMoHHOrO YAOCTOBEPEHWS eKkapCTBEHHOro npenaparta -
pa3paboTunK neKkapCTBEHHOro CpeAacTBa, NPOM3BOAMTENb NEeKapCTBEHHbIX CPeACTB WU WHOE lopuanyeckoe
nvuo, obnagaroliee nNpaBoM BNageHWs PerMcTpaumoHHbIM YAOCTOBEPEHMEM, KOTOPblE€ HECYT OTBETCTBEHHOCTb
3a Ka4yecTBOo, 3P PEKTUBHOCTL M 6e30MacHOCTL NekapCTBEHHOrO NpenapaTa;

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

27) perncTpaumoHHbI HOMep - KoJoBoe 0603HaYeHne, NPUCBOEHHOE JIeKapCTBEHHOMY Mpenaparty npu ero
rocy4apCTBEHHON permcTpaumu;

28) obpalleHne nekapCTBEHHbLIX CpeacTB - pa3paboTka, OOKMMHUYECKUE WCCNESOBaHUS, KIMHUYECKUe
NUCCnedoBaHWUsi, 9KCMepTu3a, rocydapCTBEHHAst perucTpauusi, CcTaHgapTusaumMss U KOHTPONb  KadvecTea,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NMPON3BOACTBO, M3rOTOBMIEHUE, XpPaHEHUE, NepeBo3ka, BBO3 B Poccuiickyto ®epepauuto, BbIBO3 U3 Poccuiickoi
denepaumu, peknama, oTnyck, peanusauusi, nepegada, npUMeHeH1e, YHUUTOXEHNE NEKAPCTBEHHBLIX CPEACTB;
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) Cy6'beKTbI o6pau.|,eH|/1;| NeKapCTBEeHHbIX CpeacTB - d)M3I/I‘-IeCKI/Ie ua, B TOM 4Yucne nHamsuagyarbHble
npeanpunHnMmartenu, n npunagndyeckme nuua, ocyuwectendarowme 0edatTernibHOCTb Mnpu o6pau.|,eH|/|V| J1eKapCTBEHHbIX
cpencTs,

30) paspaboTuMk nekapCTBEHHOro cpeacTBa - OpraHusauusi, obnagaiwowas npaBamu Ha pesynbTaThbl
OOKIMUHUYECKUX WUCCIeOBaHUA  NIEKAPCTBEHHOTO CPeacTBa, KIMHUYECKUX WCCRefoBaHUA  NIEKapCTBEHHOIro
npenapara u (Mnun) Ha TEXHONOIMI0 NPOM3BOACTBA NeKapCTBEHHOIO CPEACTBA;

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

31) Nnpon3BOACTBO NEeKapCTBEHHbIX CpencTB - OeATeNlbHOCTb MO NMpOou3BOACTBY J1I€eKapCTBEHHbLIX CpeacTs
opraHm3aunamun - npon3soanTendaMmn nekapCTtBeHHbIX CpeacTB Ha OAHOWN CTaaun, HECKONbKMUX UMK BCEX CTaausx
TEXHOJTON’MYECKOro npouecca, a Takke no XxpaHeHno n peann3daunm npon3BegeHHbIX NeKapCTBEHHbIX CPEACTB,;

31.1) npousBoAcTBEHHas nnowagka - TeppuTopuanbHO 060COBMEHHbIN KOMMMEKC npou3BoauTens
nekapCTBEHHbIX CpeacTB, NpefHasHavYeHHbIN AS BbINOMHEHUS BCEro npouecca Npov3BOACTBa NeKapCTBEHHbIX
CpeacTB UMW ero onpeaeneHHon craguu;

(n. 31.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

32) npou3BoAUTENb JIEKAPCTBEHHBIX CPEACTB - OpraHuM3auusi, OCYLLEeCTBsoWas npoM3BOACTBO
neKkapcTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHnsaMN HacToswero deaepansHOro 3akoHa;

33) dapmaueBTMYeECKas OeATENbHOCTb - AEATENbHOCTb, BKMOYawwas B cebs ONTOBYH TOProBrito
NEKapCTBEHHbIMM CpeacTBaMM, WX XpaHeHWe, NepeBO3Ky U (M) PO3HUYHYIO TOPTrOBMO JIEKAPCTBEHHBLIMU
npenapatamu, B TOM YuCNEe OUCTAHUUOHHBIM CMocoboM, MX OTNYCK, XpaHeHue, MNepeBO3KYy, W3roTOoBMEHWE
nekapcTBEHHbIX NpenapaTos;

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

34) opraHusaumsi ONTOBOW TOPrOBMM fE€KapCTBEHHBLIMU CPEACTBAMM - OpraHv3auusi, OCYLLECTBsoLLas
OMTOBYIO TOPrOBMIO NEKAaPCTBEHHLIMMU CPEACTBAMMU, UX XpaHEeHWe, NepeBos3Ky B COOTBETCTBUM C TpeGoBaHuaMMU
HacToswero ®enepansHOro 3aKoHa;

35) anteyHas opraHuMsauusa - opraHusauusi, CTPYKTypHOe nogpasgefieHMe MeOuumMHCKOW opraHusauuu,
OCYLLECTBMAIOWME PO3HUYHYKO TOPrOBMKO JEKApCTBEHHbIMU MpenapaTtamn, B TOM YMCNE AMCTAHLUMOHHBIM
crnocobom, XpaHeHue, NepeBO3Ky, M3rOTOBMEHWE W OTMNYCK JIEKAPCTBEHHbIX MpenapaToB ANs MeOULMHCKOro
NpUMEHEHNs B COOTBETCTBUM C TpeboBaHuaMM HacToswero PegepanbHOro 3akoHa;

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

36) BeTepmHapHas anTeyHas OpraHusaumsl - opraHv3auusi, CTPyKTypHOe MoapasferieHne BeTepuHapHOWN
OopraHuMsaumu, OCYLLUECTBASOWMNE PO3HMYHYIO TOPrOBIK JeKapCTBEHHbIMM MNpenapaTtaMu, B TOM 4ucre
OUCTaHUWOHHBIM CNOocoboM, XpaHeHue, N3roTOBIEHNE N OTMYCK NIeKapCTBEHHbIX NpenapaToB ANs BETePUHapPHOro
NPUMEHeHNs1 B COOTBETCTBUN C TpeboBaHMsMM HacTosiLero PegepanbHOro 3akoHa;

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

37) hanbcumrumpoBaHHoe nekapcTBEHHOE CPeACTBO - NEeKapCTBEHHOE CPeAcTBO, COMPOBOXAaemoe
NOXHOW MHdOpMaLmen 0 ero coctase U (Mnn) NponssoanTene;

38) HepobOpokayeCcTBEHHOE feKkapCTBEHHOE CPEACTBO - NEKApCTBEHHOE CPEACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHusiM bapMakoneHon cTatbn nmMbO B crydae ee OTCYTCTBUSA TpeOOBaHWSAM HOPMaTUBHOW
OOKyMeHTaunm nnm HopMaTMBHOIO AOKYMEHTA,

39) koHTpadhakTHOEe nekapcTBeHHOe CPedCTBO - NeKapCTBEHHOE CPeAcTBO, Haxopslieecs B oGopoTe C
HapyLleHWeM rpaxaaHCcKoro 3akoHoAaTeNbCTBa;

40) poknMHUYecKoe uccrefoBaHUe IeKapCTBEHHOro cpeactsa - Buonorvyeckme, Mukpobuonornyeckue,
MMMYHONOMMYECKMe, TOKCUKOMNOrMyeckne, dapmakonormdeckme, usnMdeckue, XuMuyeckme U Opyrue
nccneaoBaHUs NeKapcTBEHHOro CPeacTBa MyTeM NMPUMEHEHUs] HayYHbIX MEeTOAOB OLEHOK B LeNnsX NonyyeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

[okKasaTenbCcTB 6e3onacHocTu, KayecTea u Sd)(beKTVIBHOCTI/I JIeKapCTBEHHOIo CpencTBa,;

41) KNMHWYECKoe WCCneaoBaHWe NEeKapCTBEHHOro MnpenapaTa - M3yyYeHue AMarHoCTUYECKUX, NevebHbIX,
npodunakTUYecknx, papmakosiorMyecknx CBOWCTB JiekapCTBEHHOro npenaparta B MPOLEcce ero NpUMeHeHus Yy
YernoBekKa, XXUBOTHOTO, B TOM Yucrle NPOLIeCCOB BCachiBaHUs, pacrpeneneHusl, UISMeHEeHUs1 U BbiBeAEHUS], NyTeM
NMPUMEHEHNS HAy4HbIX METOAOB OLEHOK B LENSX MOMNy4YeHWUsl OokasaTenbCcTB Ge3onacHocTW, kavectBa U
3(h(hEeKTUBHOCTM NEKAPCTBEHHONO MNpenapaTa, AaHHbIX O HeXemnaTerbHbIX Peakuusix OopraHuama YenoBeka,
XMBOTHOFO Ha MPUMEHEHME reKapCTBEHHOro npenapata u o6 addekte ero B3aUMOAENCTBUSI C APYrMMU
NeKkapcTBEeHHbIMM NpenapataMu 1 (Unu) NULLEBLIMU NPOAYKTaMW, KOpMamu;

42) MHOroUEHTPOBOE KIMHMYECKOE WccredoBaHne fekapCcTBEeHHOro mnpenaparta Ans MeavUMHCKOro
NPUMEHEHNs - KIUMHUYECKOe WCCredoBaHWe JeKapCTBEHHOro npenapata Ans MEeAULMHCKOro MpUMEeHEeHMs,
npoBoauMoe pa3paboTyvMKoM JIEKapCTBEHHOrO Mpenapata B ABYX U Goree MeOuUMHCKMX OpraHusaumsix no
€4MHOMY MPOTOKOSY KMMHUYECKOro MCCre0BaHUs NekapcTBeHHOro npenapara;

43) mexayHapoOHOe MHOrOLEHTPOBOE KIMHWYEeCKOoe MWCcriefoBaHUe IeKapCTBEHHOro npenaparta ans
MEAMLMHCKOrO MPUMEHEHNs1 - KIMHUYECKoe WUCcriefoBaHne NeKapCTBEHHOro npenaparta ans MeauMUMHCKOro
NPUMEHeHVsl, NMPOBOAMMOE pa3paboTyYMKOM JieKapCTBEHHOro npenapaTta B PasfiMyHbIX CTpaHax Mo edvHoMy
MPOTOKOSY KMMHUYECKOro UCCreoBaHUs NekapcTBeHHOro npenapara;

44) nocTperucTpaumoHHoe KIMHUYEeCKoe UcCneaoBaHWe nekapCTBEHHOro npenapata Ans MeaULMHCKOro
NMPUMEHEHNSA - KNMHUYECKOE WCCNedoBaHWe feKapCTBEHHOro npenaparta Ans MeAVMUMHCKOro MpUMEHEHUs,
npoBoAMMOEe NPOu3BOAMTENEM fEeKapCTBEHHOro npenapaTta, rpaxaaHCKkuii oBopoT KOTOPOro OCyLLEeCTBNAeTCH
nocrne rocyfapCTBEHHON perucTpauum, B Lensx AOnorHUTEnbHOro cbopa paHHbIX O ero 6e3onacHocTu
3(PPEKTUBHOCTN, paCLUMPEHUS MOKa3aHWM K MPUMEHEHMIO AaHHOro NeKapCTBEHHOro npenaparta, a Takke
BbISIBITIEHWNSI HEXXenaTenNbHbIX peakunii NaumMeHToB Ha ero AencTBue;

45) nccnegoBaHne GMO3KBMBANEHTHOCTM NEKApCTBEHHOro npenapaTta - BUA KNMHUYECKOro MccrnegoBaHns
neKkapcTBEHHOro npenapara, NpoBeAeHNe KOTOPOro OCYLLECTBNAETCA AN onpeAeneHns CKOPoCTU BCachbiBaHUSA U
BblBEAEHUS OAHOIO UNN HECKONbKUX obragaoLimx apmMakonormyeckon akTMBHOCTbIO OENCTBYIOLUNX BELLECTB,
KonuyecTBa feKapCTBEHHOro npenapara, AOCTUralowero CUCTEMHOro KpPOBOTOKA, M pesynbTaTbl KOTOPOro
No3BONAT cAenatb BblBOA O OWOIKBMBANEHTHOCTM BOCMPOM3BEOEHHOrO fekapCTBEHHOro mnpenapaTta B
onpefeneHHbIX fiekapcTBeHHoW dhopMe M A03MPOBKEe, COOTBETCTBYIOLIMX hOpMe M [03MPOBKe pedepeHTHOro
neKkapCcTBEHHOro npenapara;

(n. 45 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) nccnepoBaHne TepaneBTUYECKON SKBMBANEHTHOCTM NIEKAPCTBEHHbIX NMpenapaToB - BUA, KITMHUYECKOrO
nccrnegoBaHUSa  NIEKApCTBEHHBIX  MpenapaToB, MNPOBeAEeHMEe KOTOPOro OCYLUECTBMSETCS ANA  BbISBIEHUS
OAMHAKOBLIX CBOWCTB fleKapCTBEHHbIX MpenapaToB OnpeaeneHHON feKkapCTBEHHOW hopMbl, a Takke Hanmyus
OOWHaKoBbIX MoKasaTenen 6e3onacHOCTM W 3IPPEKTUBHOCTM NEKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KnHU4ecknx ahpeKkToB Npu Nx npuMeHeHuu;

47) npoTOKON KIMHUYECKOTO WCCNeAoBaHWs feKapCTBEHHOTO npenapata - [OOKYMEHT, B KOTOPOM
onpeaensaloTcs uUenu, <opMbl OpraHvM3auuyM M MeTOAONOorMsl MPOBEAEHUS KIMHUYECKOro UCCredoBaHus,
cTaTUCTMYeckMe MeToabl 06paboTky pe3ynbTaToB Takoro UCCredoBaHus U Mepbl Mo obecrneyeHmio 6esonacHocTU
pM3nNYEcKnX N1u, y4acTBYIOLIMX B KNMMHUYECKOM MCCNeaoBaHUM NekapcTBEHHOro npenapara;

48) 6p0Lmopa nccrniegoesartesid - CBOAHOE W3NOXeHue pe3ynbTaTtoB OOKIMMHUYECKOro uccriegoBaHud
JleKapCTBEHHOro cpeactBa U KIMMHUYEeCKOoro uccrneagoBaHuA JekapCTBeHHOro npenaparta anda mMeguuunHCKoro
NPUMEHEHUA;

49) WHMOPMALMOHHLIA NUCTOK MauueHTa - OOKYMEHT, B KOTOPOM coepxaTcs B AOCTynHowu dopme
CBefieHMsl, KacalwLimecs MpOBOAMMOIO KIIMHWYECKOTO WCCNEeAoBaHWs JIeKapCTBEHHOro MnpenapaTta, M B
nMCbMeHHON dopMe [obpoBOMbHOE corfacMe nauueHTa Ha yyacTe B KIMHUYECKOM  MCCedoBaHuM
nekapCTBEHHOro npenaparta nocrne 03HaKOMITEHUsI C OCOBEHHOCTAMW KITMHUYECKOrO MCCnegoBaHns, UMeLWUumMm
3Ha4YeHWe ANS BblpaXkeHWs Takoro cornacus;

50) noGoyHoe OeicTBME - peakuusi opraHuama, BO3HMKWIAsS B CBS3U C MPUMEHEHUEM JeKapCTBEHHOro
npenaparta B [03axX, PEKOMEHAYEMbIX B MHCTPYKUMWU MO €ro MPUMEHEHWIo, Ansi NPOodUNakTUK1, AMArHOCTUKW,
neveHuns 3abonesaHns UMK Ana peabunutauuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHas HebnaronpuaTHas peakuusi opraHu3ma, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM fiekapCTBEHHOro NpenapaTa;
(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuuMs - HexenaTenbHasd peakuus OpraHusama, CBsi3aHHasd ¢
NMPUMEHeHWeM NeKapCTBEHHOro npenapaTa, npvBedwas K CMepTW, BPOXAEHHbIM aHOManusM Wnu nopokam
pa3BnTMa NUMbo NpeacTaBnsiowas cobon yrposy XusHu, Tpedylowas rocnutanu3aumm unu npymeeaLlas K CTONKOM
yTpaTe TpyAoCnocobHOCTM U (UNN) MHBaNMOHOCTY;

52) HenpeaBuaeHHas HexxenaTenbHas peakuus - HexxenaTerbHas peakuus opraHuaMa, KotTopas cBsidaHa ¢
NMPUMEHEHMEM JIEKAPCTBEHHOTO npenapata B [03ax, PEKOMEHAYEMbIX B MPOTOKOME €ro KIMHWYECKOro
nuccnefoBaHusi, Opolltope uvccregoBaTtensl, WM C NPUMEHEHUEM JEKAPCTBEHHOro npenapata B [03ax,
pekomMmeHagyeMblX B MHCTPYKUMU NO ero npuMeHeHuo ansa I'IpOd.)VIJ'IaKTVIKI/I, ANarHoCTukun, nevyeHumsa 3aboneBaHus
NN MEeaUUMHCKON peabunutaumn naumeHTa, M CYLWHOCTb, TSKECTb WM UCXOn KOTOPOW He COOTBETCTBYET
WMHGOpMaUMM O NeKapCTBEHHOM MpenapaTte, coAepXKalleicsi B NPOTOKOSE €ro KrMHUYECKOro MCCrnenoBaHus,
GpoLuope ccrneaoBaTens UM B MHCTPYKLUMK MO NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara;

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

52.1) dapmakoHag3op - BuO OEATENbHOCTM MO  MOHUTOPUHIY 3ddeKkTMBHOCTM U ©Ge3onacHocTy
NeKapCTBEHHbIX MpenapaToB, HanpaBIieHHbLIN Ha BLISBIEHWE, OLEHKY W MpedoTBpaLleHue HeXenaTenbHbIX
NocneacTBUA NMPUMEHEHUSA NEKAPCTBEHHbIX NpenapaTos;

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

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

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

KoHcynbTaHTlnt0C: npumeYaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-P3).

53) peuenTt Ha nekapCTBEHHbIV NpenapaT - MeAULMHCKUA JOKYMEHT YCTaHOBMNEHHON (POPMbI, COAepXKaLLmi
Ha3Ha4YeHWe JIeKkapCTBEHHOro nMpenapata pAns MEeOUUUHCKOrO MNPUMEHEHUs), BblOAHHbIA  MEAULMHCKAM
paboTHMKOM B LIENsiX OTMyCKa JNEKapCTBEHHOro npenaparta WM ero U3roTOBIIEHUA M OTMycka Ha OGymMakHOM
HOCUTENe WNKu C cornacus naumeHTa Unm ero 3akKoHHOro npeacraButens B hopMe 3NEKTPOHHOrO AOKYMEHTa,
noAnncaHHOro C WCMNONb30BaHWEM YCUIIEHHOW KBannuLUMpPOBaAHHOMW SMEKTPOHHOW noanMcn MeauLMHCKOro
paboTHMKa, MO0 JOKYMEHT YCTaHOBMEHHOW (DOPMbI, COAEPXKALLMIA HA3HaYeHWe NeKapCTBEHHOrO npenapara Ans
BETEPVMHAPHOIO MNPUMEHEHWs, BblAaHHbIA crleuuanuctoMm B obnactM BeTepuHapuum B LEensx  oTnycka
NeKkapCTBEHHOro npenaparta Ui ero U3roToBNeHUS 1 OTMyCKa Ha DyMaXxHOM HocuTere;

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

KoHcynbTaHTlnoC: npumeyaHue.
C 01.03.2025 n. 54 cT. 4 nsnaraetcs B HoBou pedakuum (93 ot 30.12.2021 N 463-D3).

54) TpeboBaHVMe MeOMLMHCKOW OpraHu3auuu, BEeTEPUHAPHOW OpraHu3auum - OOKYMEHT YCTaHOBIEHHOW
(POpMBbI, KOTOPLIN BbINMCAH MEOULNHCKMM PabOTHUKOM UIK CNeumManmMcTom B ob6ractv BeTepuHapum, MMeLLMMn
Ha 9TO MNpaBO, W COAEPXUT B MUCbMEHHOW (hOpMEe YyKasaHwe anTeyYHOW OopraHus3auum Wnnm BeTepUHapPHOW
anTeyHon opraHmsaumm o6 OTMycKe NEeKapCTBEHHOro mpenapaTta UM O ero M3roToBneHun M ob oTnycke Ans
obecne4veHuns neyebHoOro npouecca B MeAULIMHCKON opraHu3aLmm, BeTEpMHapHOW opraHm3auuu;

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

55) komnnekcHas oueHKa NeKapCTBEHHOro npernaparta - OUeHKa 3aperMcTpMpoOBaHHONO feKapCTBEHHOMO
npenapaTa, BKMovawwasa B cebsa aHanuid uHgopmaumm O CpPaBHUTENBHOM KIMHUYECKOM 3(EEKTUBHOCTU U
©e30nacHOCTU NekapCTBEHHOMO npenapaTta, OLEHKY 3KOHOMUYECKUX NOCNEeACTBUNA €ro NpUMEHEHUs, U3yyeHune
OOMNOMNHUTENbBHBIX MOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOro npenapata B LUensX MNPUHATUS peLueHnin o
BO3MOXHOCTM BKIIIOYEHUSI NIEKAPCTBEHHOIO MpenapaTta B MNepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neKapCTBEHHbIX MpenapaToB, HOPMAaTUBHbIE MPAaBOBbIE aKTbl U WHble OOKYMEHTbI, onpeaensiowmne nopsnok
OKa3aHUsi MeaULMHCKOM NOMOLLM, UM UCKITIOYEHMS M0 U3 yKa3aHHbIX NepeyHsl, akToB U JOKYMEHTOB;
(n. 55 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHWUTOPWHra ABWXEHUS NeKapCTBEHHbIX npenapaTtoB AN MeAWMUUHCKOro MpUMEHEHUs -
denepanbHas rocygapcTBeHHas WHQOPMaLMOHHAsi CUCTEMa MOHWUTOPUHIA [OBWKEHUS  f1eKapCTBEHHbIX
npenapaTtoB AfA MEAMLMUHCKOro NpMMEHEHWs OT NPOM3BOANTENS A0 KOHEYHOro noTpedbutens ¢ Ncnosib3oBaHneM
B OTHOLLEHMW fIeKapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NPUMEHEHUs CpeacTB naeHTudmrkaumum.

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

naea 2. MNOJIHOMO4UA ®EQEPAJIbHLIX OPFTAHOB I/ICI'IOJ'IHVITEHbI-JOVI .
BJITIACTU, OPTAHOB MCNOJNHATENTbHOU BNACTU CYBBEKTOB POCCUUCKOU
®EOEPALIUA NMPU OBPALLEHMN NEKAPCTBEHHbIX CPECTB

CtratbAa 5. MonHomouusa cepepanbHbIX OPraHOB WCMNONIHUTENLHOM BRAacTU Npu oGpaleHUmn
nekapcTBeHHbIX CPeAcTB

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

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

2) yTBepxgeHue obmnx dapMakonenHblx ctaTen, papmakonerHbIX cTaTer, u3gaHue rocyaapcTBEHHOW
hapmakoneu, co3gaHue u BeaeHve peectpa hapmakonenHblx CTaHAapTHbIX 06pa3yoB;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

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

4) nUVUEH3MPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB, B ToM uucne dedepanbHbIn
rOCYAapCTBEHHbIA JNMLEH3MOHHBIA KOHTPONb OEeATENIbHOCTM MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB,
nepuoamnyeckoe MNOATBEPXAEHME COOTBETCTBMS JULEH3MaTa, MWMEKLWEero JIMLEH3N0 Ha NpPOU3BOACTBO
NneKkapcTBEHHbIX cpeacts, M ¢dapMaleBTUYECKON AeATEeNbHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunm;

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

5) opraHusauuns aKkcnepTm3bl NEKapCTBEHHbIX CPEACTB, 3TUYECKON SKCNepTU3bl BO3MOXHOCTU NPOBEAEHUS
KIMMHNYEeCKOro uccrnenoBaHna rnekapCcTtBeHHOro npenaparta And MeauuuMHCKOro npuMeHeHusa, 3KCnepTusbl
JOKYMEHTOB, NpeAcTaBneHHbIX ANS OnpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NIEKAapCTBEHHbIN NpenapaTt Ans
MEOULMHCKOrO MPUMEHEHUS MPU roCcydapCTBEHHOW perucrTpaumm B KadecTBe OpdaHHOro NeKapCTBEHHOrO
npenapara;

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

5.1) opraHusaums NpoBeAeHUs KOMMEKCHON OLUEHKU NeKapCTBEHHOro npenapaTta B LEenax NpUHATUS
peLleHnii 0 BO3MOXHOCTW BKMIOYEHWS NEKapCTBEHHOro npenapata B OepeyveHb >XWM3HEHHO HeobXoauMMbIX W
Ba)KHENLUUX feKapCTBEHHbIX MpenapaToB, HOPMaTMBHbIE MPAaBOBbIe aKTbl U UHble AOKYMEHTbI, onpegensoLime
MOPSAOK OKa3aHUs MeAMLIMHCKOW NOMOLLM UMM UCKIMIOYEHNS ero U3 yKa3aHHbIX MepeyHsi, akToB U JOKYMEHTOB;

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

6) Bblaoadya paspelleHUn Ha NpPOBedeHUe KIMHUYECKUX WCCReaoBaHUn NeKapCTBEHHbIX MNpenaparos,
BEOEHWE peecTpa BblAAHHLIX pa3pelleHUn Ha MpPOBedeHME KIMHUYECKMX WCCReaoBaHUn NeKapCTBEHHbIX
npenapaTos;

7) rocymapcTBeHHasi permcTpauusi nekapcTBEHHbIX NpenapaToB, BefdeHWe rocydapCTBEHHOro peecTtpa
neKapCcTBEHHbIX CPEaCTB;
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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2023 B n. 8 cT. 5 BHOCATCA n3MeHeHus (L3 ot 28.04.2023 N 171-d3). Cm. OyayLLyo pedakuuio.

8) opraHmzauusa n (Mnu) NpoBeAeHUe UHCMEKTUPOBaHUSA CyObEKTOB OOpalleHNss nekapCTBEHHbIX CpeacTs
Ha COOTBETCTBME MpaBuram Hagnexailen nabopaTopHOW NPakTWKW, OpaBunam Hagnexallen KrIMHUYeCKOM
npakTuku1, OpaBunaM Hagnexawen npakTUKM XpaHeHUs M NepeBO3KU NEeKapCTBEHHbLIX NpenapaTos, npasuiam
Hagnexallien AncTpubbioTOPCKOWM NPaKTUKX, NpaBunaM Haanexallen anTe4yHon NpakTuky;
(n. 8 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

8.1) opraHusaums un (Unu) NpoBeAeHNe NHCNEKTMPOBaHNS CyObeKTOB 0bpalleHNst NeKapCTBEHHbLIX CPeacTB
Ha coOoTBeTCTBUE TpeboBaHWAM NpaBWUn Haznexalle’ NpPoOM3BOACTBEHHOW NPaKTWMKM, Bbidava 3akroyeHuh o
COOTBETCTBMU NPON3BOAMTENS FIEKApPCTBEHHbIX CpeacTB TpeboBaHNAM NpaBum Haanexallen Npon3BoACTBEHHON
NpaKTUKy;
(n. 8.1 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHoBMneHWe nopsiaka BeAeHus U BEAEHNE rOCy4apCTBEHHOIO peecTpa 3aKi4YeHUA O COOTBETCTBUN
Nnpou3BoaUTENs NeKapCTBEHHbIX CPEACTB TpeboBaHNSAM NpaBun Haarnexallen NPoM3BOACTBEHHON MPaKTUKY;
(n. 8.2 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

9) rocygapcTBeHHast perucTpauusa npefenbHbiX OTMYCKHbIX LEeH MNpov3BOoAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIHOYEHHbIE B NEPEYEHb XU3HEHHO HEODXOOUMbBIX M BaXKHEWLUMX NEKAPCTBEHHbIX MpenapaTos, M
BeJEeHWe TrOoCydapCTBEHHOrO peecTpa npefenbHbIX OTNYCKHbIX LEH NPOM3BOAWUTENEN HA JEKAPCTBEHHbIE
npenapartbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMBIX U BaXXHEWLLUMX NEKAPCTBEHHLIX NPenapaTos;

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

9.1) cornacoBaHWe NPOEKTOB PELUEHUIA OPraHoOB WCMONMHUTENbHOMW Bractu cybbekToB Poccuickom
depepaumm 06 ycTaHOBMEHUN U (UNIN) U3MEHEHUWN NPeAenbHbIX pa3MepoB OMNTOBbIX HAAGaBOK U MpeaenbHbIX
pasMepoB pPO3HWYHbIX Ha40aBOK K pakTMYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMM
nekapCTBEHHbIX NMpenapaToB, Ha NIeKapCTBEHHbIE NpenapaThl, BKOYEHHbIE B MEPEYEHb XXM3HEHHO HEOBXOOUMBIX
N BaXXHENLUMNX NIEKAPCTBEHHbIX NpenapaTos.;

(n. 9.1 BBegeH PepepanbHbiM 3akoHoMm oT 13.07.2015 N 241-93)

10) Bblgaya, ycTaHOBIEHWE MOpPSAKa Bblgady pa3peLleHns Ha BBO3 KOHKPETHOW MapTuM NeKkapCTBEHHOMO
cpeactBa B Poccuiickyto ®egepaumio;
(n. 10 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgaya, ycTaHoBneHuWe nopsaka Bbligauv U OpMbl JOKYMEHTa, KOTOpPbIN MOATBEpXAaeT, YTo
NPOM3BOACTBO JIEKApCTBEHHOrO MnpenapaTta Anst MeauUMHCKOrO NMPUMEHEHMST OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHMsIMM MpaBuUIT Hagnexawen NPOU3BOACTBEHHOW MPAKTUKM WM 4YTO JNEKapCTBEHHbIA Mpenapart ans
BETEPMHAPHOro NpMMeHeHUs gonylweH K obpalleHuntio B Poccuinckon ®egepaumm, n nognexuT npeacraBneHuto
no TpeboBaHMo YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYO BBO3UTCA NIEKApPCTBEHHbIN Npenapar;

(n. 10.1 BBepeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro dakoHa ot 02.08.2019
N 297-93)

10.2) Bblgaya, ycTaHOBNEHMe Nopsaka Bblgadun 1 dopMbl AOKYMEHTA, COAepXKaLLero cBegeHnss o cTagmsax
TEXHOMOrMYecKkoro npouecca npou3BOACTBa NEKAapCTBEHHOrO CpeacTBa Ans MEAUUMHCKOro MNpUMEHEHUS,
OCYLLeCTBNsiIEMbIX Ha TeppuTopmm EBpasninckoro aKOHOMUYECKOro CoL3a;
(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B pea. ®enepansHoro gakona ot 13.07.2015
N 241-$3)

11) cosgaHue coBeTOB MO BONpocaM, CBA3aHHbIM C 0bpalleHnem nekapCTBEHHbIX CPEACTB;

12) aTTecTtaumsa n ceptudmkaums cneumanmcTos;

13) ytpatnn cuny ¢ 1 ceHtabps 2013 roga. - PegepanbHbiv 3akod ot 02.07.2013 N 185-93;

14) ocywectBneHme papmakoHaa3opa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)
15) yyacTtne B MexayHapogHOM COTPYAHUYECTBE;

16) nonyyeHve no 3anpocam YMNONHOMOYEHHOro defepanbHOro opraHa WCMOMHWUTENbHOW BNacTh OT
OpraHoB WCMONHWUTENbHOW BracTu cybbekToB Poccuiickoli depepaumn, a Takke OT CcyGbeKkToB obGpalleHust
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;

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2023 B n. 18 cT. 5 BHOCATCS M3MeHeHusa (P3 ot 28.04.2023 N 171-93). Cm. GyayLlyto pegakumio.

18) yTBepxaeHue npaBun Hagnexaiien nabopaTtopHOW NPaKTUKW, OpaBui Hagnexawlen KIMHUYEeCKON
npakTuk1, OpaBui Hagnexaiwlen npoM3BOACTBEHHOW MPaKTMKW, OpaBuIl Hagnexawen npakTuKM XpaHeHus u
NnepeBO3KM IEKAapCTBEHHbIX MNpenapartoB, MNpaBwuil  Hagnexawen OUCTPUOBIOTOPCKON NPaKTUKX, MpaBuIl
Haanexallen anTeyHoW MpakTUKWM, MpaBwuil  Hagnexawen npakTukM capmakoHags3opa NeKkapCTBEHHbIX
npenapaTtoB ANs MEOULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

19) ycTtaHoBneHue nopsigka opMUpOBaHUS PEMMCTPALMOHHOIO AOCbEe Ha NeKapCTBEHHbIM npenapat u
TpeboBaHWIn K JOKYMEHTaM B Er0 COCTaBE;
(n. 19 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepXOeHMe NpaBuil pauMOHanbHOrO BbiOOpa HauUMEHOBaHWI JEKapCTBEHHLIX NpenapaTtoB ANns
MeOULMHCKOro NPUMEHEHUS;
(n. 20 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBepxaeHne nepeyHs HanMeHOBaHUN NnekapCcTBEHHbIX PopM;
(n. 21 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

23) yTBepxaeHne TpeboBaHMn K UHCTPYKLUUKU N0 MEAULIMHCKOMY NPUMEHEHWUIO FIEKapCTBEHHbLIX NPenapaTos
N K MHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHWIO NIEKaPCTBEHHbIX NPenapaTos;
(n. 23 BBegeH PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpuHATUE peLLeHUI, ABMNSIOLMUXCH OCHOBAHUAMW AN BKIOYEHUA JOMEHHbIX UMEH U (Mnn) ykasaTtenew
CTpaHuL, canToB B MHMOPMALUNOHHO-TENEKOMMYHUKALNOHHOM ceTn "MIHTepHeT", a Takke ceTeBbiX afpecoB B
€[MHYI0 aBTOMaTU3NPOBAHHYIO WMHGOPMAaLMOHHY cucTeMy "EOWHBIA peecTp AOMEHHbIX WMMEH, ykasaTenew
CTpaHuy, canToB B WHMOPMAUNOHHO-TENEKOMMYHMKAUNOHHOW ceTu "VIHTepHeT" ©n ceTeBbIX afpecos,
No3BONSAKOWMNX UOeHTUMUMPOBATL CanTbl B WH(OPMaLMOHHO-TENEKOMMYHUKALUNMOHHON ceTn "UHTepHeT",
cogepxawme MHdopmauuio, pacnpoctpaHeHne kotopon B Poccuiickon deagepaumm 3anpeLleHo”, B OTHOLLEHUN
WHopmaLmn, cogepxallen npeasiokeHne o0 pO3HUYHOM TOProBfie NekapcTBEHHLIMW NpenapaTamMun, B TOM Yuche
ONCTaHUMOHHBLIM CMocoboM, PO3HMYHAs TOProBfs KOTOPbIMW OrpaHMYeHa MM 3anpelleHa B COOTBETCTBUM C
HacTosawmMM PeneparnbHbiM 3aKOHOM, U (MNK) MHpOpMaLUK, copepXKallein NPeanoXeHne o PO3HNYHOW TOProBne
neKkapCTBEHHbIMU MpenapaTtaMu, B TOM YMCe OUCTaHLMOHHLIM CMOCOOOM, NUuamMun, He NMEKLNMN NULEH3UN U
paspeleHnss Ha OCyLeCTBMEHNE TakoM [OEesTeNbHOCTW, €eCnvM MOoMfyyYeHue JNUUEH3UM U paspeLLeHus
npeaycMOTPEHO 3aKOHOAATENbLCTBOM 06 o6palleHMmn NnekapCTBEHHbIX CPEACTB;

(n. 24 B pea. PegepansHoro 3akoHa oT 03.04.2020 N 105-93)

25) Bblgava paspelleHMn Ha BBOA B rpa¥daHCKMN OBOpPOT UMMYHOBMOMOrMYEeCcKUX feKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH dPepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTln0C: npumeyaHue.

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

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

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

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

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

Crtatba 8. JlMueH3uMpoBaHMe MNPOU3BOACTBA JIeKAapCTBEHHbIX cCpeAcTB M drapmaueBTUYECKOWN
OeATeNbHOCTU

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

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

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

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

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

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

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

1. [encTBme nUUEH3NN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeacTB (dhapmaueBTUYECKOW CyOCTaHLmMK
cnupta 3TUIMOBOrO (3TaHona) NpuOCTaHaBNMBaeTCA B 4acTM NpaBa Ha NPOM3BOACTBO (hapMaueBTU4ECKOW
cybCcTaHuuM cnmpTa 3TUNOBOrO (3TaHONa) NULEH3MPYIOLWMM OpraHoOM B Crydasix, onpeaeneHHblx cratben 20
depepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUAOB AedTenbHocTn", a
Takke Ha CPOK NPUOCTAHOBIEHUS] OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUMOBOMO CNvpTa Ans NPOM3BOACTBA
dhapmaLeBTMYECKON CybCTaHUMM cnvpTa 3TWMOBOrO (3TaHona), BblJaHHOW B cCOOTBETCTBUM C PepeparnbHbiM
3aKoHOM OT 22 Hosi6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHMM NpPOM3BOACTBa M obopoTa
3TUMOBOrO CNMpTa, ankoroNbHOW U CMpTOCOAepXaLlen npoaykumm n o6 orpaHudeHnn notpebnexms (pacnuTns)
ankoronsHOW npogykunn".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Cratbs 9. locyaapcTBeHHbIN KOHTPOIb (Haa3op) B cdepe obGpalleHUs nekapcTBeHHbIX CPeacTB
(B pea. PepepansHoro gakoHa ot 11.06.2021 N 170-93)

1. F'ocyaapCTBEHHbIN KOHTPONb (Haa30p) B chepe obpalleHnss NekapCTBEHHbLIX CPEACTB OCYLLECTBMSIETCS
nocpeacTBoM heaepanbHOro rocyaapCTBEHHOrO KOHTponsd (Hagsopa) B cdepe obpalleHus nekapcTBEeHHbIX
cpeacts u denepanbHOro rocyaapCTBEHHOrO JIMLEH3UOHHOrO KOHTPOMs AeATenbHOCTU MO NPOU3BOACTBY
NeKapCTBEHHbIX  CPeACTB, OCYLUECTBMSIEMbIX  doefeparnbHbiMU  OpraHamMyu  MCMOMHWUTENBHOW  BracTw,
ynonHomoueHHbIMu NpaButenscTsoM Poccuinckon degepaumu.

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

1) cobnogeHne obas3aTenbHbIX TpeboBaHWI B cdhepe 00palleHns NekapCTBEHHbIX CPeacTB, B TOM YKCTe:

a) TpeboBaHMIM K AOKMUHUYECKUM UCCIIeQ0BaHUAM NIeKapCTBEeHHbIX CPEACTB, KINMHUYECKUM UCCre0BaHNsAM
NeKkapcTBEHHbIX NMpenapaToB, U3roTOBIEHUIO, XpaHeHW0, NepeBo3ke, BBO3y B Poccuiickyio deaepaumio, oTnycky,
peanvsauuv, nepegade, Npoaaxe eKapCTBEHHbIX CPeAcTB, MPUMEHEHUIO JIEKApCTBEHHbIX MNpenapaTos,
YHUYTOXEHUIO NEKAPCTBEHHbIX CPEACTB, YCTAHOBIEHUIO NMPOU3BOANTENISIMU FIEKAPCTBEHHBIX NpenapaToB LEeH Ha
neKkapcTBeHHble npenapaTbl, BKMHOUYEHHbIE B NepeyeHb KU3HEHHO HEOBXOAUMBIX U BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos;

6) TpeboBaHWIn K COOTBETCTBMIO NEKAPCTBEHHbIX CPEACTB, HaXoAALWMXCs B oOpalleHuu, rnokasaTensim
kayecTBa, 3PMEKTMBHOCTU U GE30MACHOCTM, YCTAHOBIIEHHbIM B COOTBETCTBMM C HacTosiwuMm depeparnbHbiM
3aKOHOM;

B) TpeboBaHWi k cobniogeHntio cybbektamm obpalleHUss NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatbu 67.1 HacToswero denepanbHOro 3akoHa, OrpaHMYeHni, Hanaraemblx ctatbsaMm 67.1 1 67.2 HacTosiLero
depepanbHOro 3aKoHa;

2) cobntogeHne NULEH3MOHHbIX Tpe6OBaHMl71 K OCyLLEeCTBIIEHUIO cbapmau,eBTquCKon nNeATeNbHOCTU;

3) cobntogeHne TpeboBaHMIA K NpenocTaBEHM0 CybObekTaMu OOpalleHMst NEeKapCTBEHHbIX CpeacTB
MHGOPMaLMM O NEKapCTBEHHbIX CPeAcTBax M (Mnn) NekapcTBEHHbIX npenapaTax, NPeayCMOTPEHHON CTaTbsiMu
9.1, 52.1 n 64 HacTosiwero PegepanbHOro 3aKoHa;

KoHcynbTtaHTtlntoc: npumevaHume.
C 01.03.2026 n. 4 u. 2 cT. 9 yTpauusaet cuny (®3 ot 20.10.2022 N 405-93).

4) cobniogeHne npenycMoOTpeHHbIX cTtatben 55.1 Hactosiwero deagepanbHOro 3akoHa TpeboBaHMA K
NMPOBEAEHUIO 3KCNEPMMEHTA MO OCYLLECTBNEHUIO PO3HWYHOW TOProBfM JfeKapCTBEHHbIMW npenapatamu Ans
MEOULMHCKOTO MNPUMEHEHUs!, OTMyCKaeMbIMW MO peLenTy Ha feKapCTBEHHbI npenapart, OUCTaHLUMOHHBLIM
cnocobom.

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

3. lMpn ocywecTBneHnn denepanbHOro rocyaapCTBEHHOrO KoHTpons (Hagsopa) B cdepe obpalyeHus
nekapCTBEHHbIX CPeACTB NPOBOASATCS criegyloLme Buabl KOHTPOMbHbLIX (HaA30PHBLIX) MEPONPUATUNA:

www.consultant.ru Crpanmua 15wu3 115
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F772B23F5E9F33CDC4D706B3ECF1494D6947EF53EB84277A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F072B6395C9F33CDC4D706B3ECF1494D6947E751E98D752B0C2DCA8763DC21131E5B2767Q9x6E
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F770BC385A9F33CDC4D706B3ECF1494D6947EF53E9832379432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F07DB738589F33CDC4D706B3ECF1494D6947EF53EB86207B432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F07DB738589F33CDC4D706B3ECF1494D6947EF53EB86207B432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F67DB038599F33CDC4D706B3ECF1494D6947EF53EB86227E432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F67DB038599F33CDC4D706B3ECF1494D6947EF53EB86207A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F07DB738589F33CDC4D706B3ECF1494D6947EF53EB86207B432C96C33FCF21121E592F7B97F31AQExFE
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) noKyMeHTapHasi NPoBEpPKa;

2) Bble3gHasa NpoBepKa;

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

5) MIHCNEKLMOHHBIV BU3NT;

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

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

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

6. NnaHoBLIN BbIGOPOYHLIN KOHTPOSb Ka4ecTBa He NPOBOAUTCS.

7. Mo pesynbTaTtam BbIOOPOYHOrO KOHTPOMS KayecTBa Hapsidy C pPeLIeHUsMKU, MNPeayCMOTPEHHbIMU
®epepanbHbiM 3akoHoMm oT 31 uona 2020 roga N 248-®3 "O rocygapCTBeHHOM KOHTpone (Hagsope) u
MyHuUMNanbHOM KoHTpone B Poccuickon ®epepauuun”, denepanbHbiMM OpraHaMy UCMOMHUTENBHOM BRacTw,
YMOJTHOMOYEHHbLIMU Ha OCYLLECTBIIEHNE BbIODOPOYHOrO KOHTPOSS Ka4ecTBa, MPUHUMAIOTCS CrieayoLne peLleHns:

1) 0 fanbHeulwem rpaxaaHckoM o6opoTe cepuu, NapTUM COOTBETCTBYHOLLIErO NEKapCTBEHHOIO CPeacTBa B
criyyae nNoATBEPXOEHWUA MO pesynbTaTam MPOBEeAEHHbIX WUCMbITaHWA COOTBETCTBUA KavyecTBa NeKapcTBEHHOro
cpeacTBa yCTaHOBMNEHHbLIM TPeBOoBaHUAM;

2) 06 U3bATUM U3 rpaxgaHckoro obopoTa cepuu, NapTMN COOTBETCTBYIOLLLErO NIeKapCTBEHHOMO cpeacTea B
criyyae BbISIBMIEHUSI MO pe3ynbTaTaM MpoBeAeHHbIX WUCMbITaHWA HEeCOOTBETCTBUS KavyecTBa IeKapCTBEHHOro
cpencTBa yCTaHOBMEHHLIM TPeBGOoBaHNAM;

3) O nepeBode INeKapCTBEHHOTO CPeACcTBa Ha MOCEPUHLbIA  BbIOOPOYHLIA  KOHTPOMb KayecTBa
neKapCcTBEHHbIX CPEACTB B Criydae MOBTOPHOIO BbISIBNEHNS HECOOTBETCTBUSA KayeCTBa fleKkapCTBEHHOIo cpeacTaa
YCTaHOBMEHHbIM TpeboBaHuAM M (Mpu HeobxoaMMOocTM) O npoBepke cybbekTa obpalleHusi nekapCTBEHHbIX
cpeacte. Pacxogpbl, cBs3aHHble C MpoBeAeHWEM MOCEPUNHOro BbIBOPOYHOrO KOHTPOSS, OMNfayvnMBaloTCH
Npou3BOAMTENEM fNeKapCTBEHHOro cpeacTsa nubo gepxatenem uwnu  BrnagenbleM  perMcTpauyoHHOro
YAOCTOBEPEHWS NlekapCTBEHHOro npenapara.

8. depepanbHbIi  TOCYAAPCTBEHHbIA  JIMUEH3NOHHBLIN  KOHTPONb  AEATENbHOCTM MO  MNPOM3BOACTBY
NeKapcTBEHHbIX CPeACTB OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccuinckon degepaumn.

Ctatbsa 9.1. Mporpamma npoBepokK
(BBepeHa d®epepanbHbiv 3akoHoM oT 11.06.2021 N 170-93)

1. B uensx opraHusauuy BbIGOPOYHOrO KOHTPOSsSl KayecTBa JEKApCTBEHHbLIX CPeAcTB hopMUpyeTcs
nporpaMmma npoBepOK.

2. [Ons uenen peanusaummM nporpaMMbl MNPOBEPOK MNPOU3BOAMTENM JEKApPCTBEHHbIX CPeacTB W
opraHv3aumu, OCyLLEeCTBNSALWME BBO3 NeKapCTBEHHbIX cpeacTsB B Poccunckyio ®egepaumio, npeocTaBnsioT B
OTHOLLEHMWN NEKAPCTBEHHBIX CPEACTB ANs MEAULMHCKOrO NPUMEHEHUSI B YNONIHOMOYEHHbIN dhefeparnbHbli opraH
NCMNOMHUTENBHOW BMAacTW, OCYLLECTBASIOWMIA DYHKLUMM MO KOHTPOMNIO U Haa3opy B cdepe 34paBOOXpaHEHus, B
OTHOLLEHMW NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOro NPYMEHEHUst B YNONHOMOYEHHbIN deaepanbHbIii opraH
NCMONHWUTENBbHON BNAacTW, OCYLLECTBASOWMA (YHKUMM MO KOHTPOMK W Haa3opy B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB ANA BEeTEepUMHApHOro NpPYMEHeHUsl, CBedeHUs O cepusax, NapTUsX NeKapCTBEHHbIX
CPeAcTB, MOCTynawLlMx B rpaxgaHckmi obopot B Poccunckon degepaumm, B nopsigke, coctaBe u obbeme,
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" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YCTAHOBJ1€HHbIX YKa3aHHbIMU (*)eﬂ,epa]'leblMVl opraHamum MCMNOMNHUTENbHOW BNACTU B OTHOLLEHUN J1eKapCTBEHHbIX
cpeacts And MeguumMHCKOro npuMeHeHuma un B OTHOLWEHWUU JneKapCTBEeHHbIX cpenctB Ojid BEeTepuHapHOro
NnpuMeHeHna CoOoTBETCTBEHHO.

3. TMporpamma npoBepok dopMMpyeTcs Ha kaneHgapHbli rog B cpok go 30 pekabps roaa,
npeaLwecTBYOLEro rogy NpoBeaeHust BbIGOPOYHOrO KOHTPOSIS.

4. B cny4yae HacTynneHus CcOObITUI, ykadaHHbIX B nognyHktax "6" u "B" nyHkTa 2 4actm 6 HacTosAwen
cTatbu, eaepanbHbIM OpraHoM UCMOMHUTENBHON BNACTU, OCYLLECTBASOWUM (PYHKLMM MO KOHTPOMIO U Haa30py
B chepe 34paBooxpaHeHus, eaeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNACTW, OCYLLECTBASOWUM YHKUUN NO
KOHTPOMO M Haasopy B cdepe oOpalleHUss NeKapCTBEHHbIX CPeAcTB AN BETEPUHAPHOro MPUMEHEHUSA, Mpu
HeOoOXOAMMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B MPOrpamMmmy npoBEPOK.

5. B nporpammy NpOBEPOK MOTYT BKNHOYATLCA MEPONPUATUS C YHETOM HapyLLIEHWI, BbISBMEHHbIX B paMKax
KOHTPOIbHbIX (HAA30PHbIX) MEPONPUATUIA 3a NPeabIAYLLUNA KaneHOapHbIA roA.

6. MNMporpamma NpoBePOK COAEPXKUT:

1) nepeyeHb NEKApPCTBEHHbLIX CPeACTB, OTGOP 06pasLOoB KOTOPbIX OyAeT OCYLEeCTBMAATLCA B pamMKax
BbIGOPOYHOrO KOHTPONS, (POPMUPYEMbIV C Y4ETOM pe3yrbTaToB rocyapCTBEHHOro KOHTpons (Haasopa) B cdepe
obpalleHns nekapcTBeHHbIX CPEACTB 3a KareHdapHbli rod, NpeawecTByOWNiA rogy NpoBeaeHUsl BbIGoOpoYHOro
KOHTPOIS;

2) YKa3aHune Ha cobbiTue, HacTynrieHne KOTOporo sABndeTCcA OCHOBaHMEM [OnA  OcCylecTBl1eHUdA
Bbl60p0‘-IHOFO KOHTpONA:

a) nonyyeHne cBedeH, NPpeacTaBnsieMbIX B COCTaBe M 06beme, YCTaHOBINEHHbIX dheaepanbHbiM OpraHoMm
WCMNOMHUTENBHOW BacTu, OCYLLECTBSOWMM (DYHKUMM NO KOHTPOM U Haa3opy B cdepe 30paBoOXPaHEHWs,
denepanbHbiM OpraHOM WCMONHUTENBHON BriacTW, OCYLUECTBNSAOWMM (PYHKUMM MO KOHTPONIO M Haasopy B
cchepe obpalleHust fekapCTBEHHbIX CPEACTB [AOfsi BETEPUHAPHOrO MNPUMEHEHUSI, O Cepusix, NapTUsxX
neKkapCTBEHHbIX CPeACTB, MOCTYMalLWMX B rpaxaaHckun obopoT B Poccuiickon ®egepaunmn, ykasaHHbIX B MyHKTE
1 HacTosAwen uYacTu, oOopraHu3auusiMu, OCYLLUECTBMSKWUMM MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB B
Poccuiickon ®egepaumm n BBO3 nekapCTBEHHbIX cpeacTB B Poccuiickyo deaepaumio;

©) nony4eHue nocTynatllen B Nopsgke, yCTaHOBNEHHOM cTaTbel 64 HacTosiwero ®egepanbHoOro 3akoHa,
MHpopMaumm o nNobBOYHbLIX AEWUCTBUSX, HEXeNaTemNbHbIX peakUuusiX, Cepbe3HbIX HeXenaTeslbHbIX peakumsix,
HENpPeABUAEHHbIX  HEXenaTemnbHbIX  peakuusx Mpu  MNPUMMEHEHUU  JIEKapCTBEHHbIX npenapaTtoB, 00
MHOUBMAYANbHOW HENEePEeHOCUMOCTM, OTCYTCTBMM 3(PEKTUBHOCTU FeKapCTBEHHbLIX NpenapaTtoB, a Takke 00
WHbIX paKkTax U o0BCToATENbCTBAX, NPEACTABMAIOWMNX YIPO3Y XNU3HU UM 300POBbLI0 YenoBeka nNnMbo XXMBOTHOrO
npyv NPUMEHEHUN NEeKapCTBEHHbIX MpenapaTtoB U BbISIBNEHHbIX Ha BCeX aTanax oOpalleHUs NekapCTBEHHbIX
npenapaToB B Poccuinckon denepaumm n opyrux rocygapcraax;

B) nonyyeHume B cooTBeTcTBUM C DepepanbHbiM 3akoHom oT 31 wmona 2020 roga N 248-03 "O
rocyaapCTBEHHOM KOHTpoOfe (Hag3ope) M MyHuuuMnansHOM KoHTporie B Poccuiickon depepaumn” cBegeHuin o
NPUYUHEHNM Bpeaa unm o6 yrpose NpUUMHEHNs Bpea >XU3HW, 300POBbI0 rpaXKaaH UM XKUBOTHbIX.

Cratbsa 9.2. NocyaapCTBeHHbIA KOHTpOSib (Hag3op) 3a peanusauuen opraHaMy MCMOJNIHUTENbLHOWN
BrnacTu cy6bektoB Poccuinckon Penepaumm nonHoMoumi B chepe obpalleHUs nekapCcTBeHHbIX CPeacTB
ANA MeAULIMHCKOro NpuMeHeHus

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

1. FTocyoapCTBEHHBIN KOHTPOMb (HaA30p) 3a peanv3aumelt opraHamn UCNONMHUTENbHOW BNacT cybbekToB
Poccuiickonn ®epepaumm nonHomoumii B cdepe obpalleHusi NeKapCTBEeHHbIX CPeACTB AN MeaWMLMHCKOro
NPUMEHEHNST  OCYLLIECTBISIETCA  ynonIHOMoYeHHbIM [lpaBuTtenbctBom Poccuiickon ®epepauum  opraHom
NCNOSTHUTENBHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOro KOHTponsa (Hagsopa) 3a peanusauven opraHamy UCNONHUTENbHOM
Bnactn cybwektoB Poccuiickon ®enepauum nonHomouun B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHMs sBnsieTca cobniogeHne YrnosIHOMOYEHHbIMW OpraHamm WCMOMHWUTENBHOW BMAACTy
cybbvektoB Poccuiickon depepaumm MeETOOMKM YCTAHOBMEHMS MpedeSibHbiX pasMepoB ONTOBbLIX HagbaBoK U
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npegeribHbIX pa3MepoB PO3HUYHbIX HagbaBoK K (*)aKTW-IeCKVIM OTNYCKHbIM  LUEeHaM, YCTaHOBJIEHHbIM
npon3soanTeNiaAMN JNEeKapCTBEHHbLIX MpenapaTtoB, Ha JieKapCTBEHHbIEe MpenapaTtbl, BKIKOYEeHHble B NepedeHb
YKN3HEHHO HEOBXOAMMbBIX Y BaXKHEWLLIMX J1eKapCTBEHHbIX NnpenapaTos.

3. Tllpu ocywecTBneHMM TrOCyQapCTBEHHOrO KOHTponsd (Hagsopa) 3a peanu3auuen opraHamm
NCMnonHMTENBbHOW BriacTn cyobekToB Poccunckon Penepaumm nonHoMoumnii B cpepe obpalleHms nekapcTBEHHbIX
cpencTs Ans MeAMUUHCKOro MPUMEHEHUSA NPOBOAATCS Cneayowmne Buasl MEpPONpUATUR:

1) BOKyMeHTapHble NPOBEPKM;
2) Bble3Hble MPOBEPKW.

4. OpraHmsauus M OCyLLeCTBNEHWe rocyaapCTBEHHOrO KOHTpONs (Hagsopa) 3a peanusauven opraHamu
NCnonHMTENbHOW BracTn cyobekToB Poccuickon Pegepaumm nonHoMoumnii B ccpepe obpalleHmns nekapcTBEHHbIX
cpencTB Ans MEOMUUHCKOro MpuMeHeHus perynupytotca depepanbHbiM 3aKOoHOM oT 6 okTabpsa 1999 roga N
184-03 "O6 o6wmx MpuHUMNax opraHu3aumMv 3akoHodaTerbHbIX (MPeACTaBUTENbHBLIX) U UCTMOMHUTENBHbIX
OpraHoB rocygapcTBeHHOWN BnacTu cyobektoB Poccuickon degepaummn”.

5. MNonoxeHne O rocygapCTBEHHOM KOHTpone (Hagsope) 3a peanu3auuen opraHamn UCMNONHUTENbHOWN
Bnactn cybwektoB Poccuiickon ®enepauum nonHomouun B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MeaMLUMHCKOro npuMeHeHus yteepxaaetca Npasutensctsom Poccuiickon degepaumu.

Ctatba 9.3. PerMoHanbHbI rocyfapCTBEHHbIN KOHTpPONnb (Hag3op) 3a MPUMEHEHWEM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIOYEHHble B MNepevYeHb XU3HEHHO HeoOXOoAUMbIX U BaXXHEWULUUX
nekapcTBeHHbIX NpenapaToB

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

1. PervoHanbHbI TOCYy4apCTBEHHbIA KOHTPOMb (Hag30p) 3a MNPUMMEHEHMEM LEH Ha JEeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NEpeYeHb XM3HEHHO HeobXOAMMbIX M BaXKHEWLUMX NeKapCTBEHHbIX MpenapaTos,
OCYLLECTBMAETCH OpraHoM WCMONHUTENbHOM Bnactn cybbekta Poccuiickon ®epepauun, ynornHOMOYEHHbIM
BbICLUMM MCMNOMHUTENbHBIM OPraHoOM rocyapCcTBeHHOW Bnactu cybbekta Poccuiickon ®epepaumu.

2. TlNpeomMeTomM pervoHanbHOrO FOCYAAPCTBEHHONO KOHTPONs (Haasopa) 3a MpPUMEHEHVMEM LEH Ha
JleKapCTBEeHHbIe npenapartbl, BKIOYEeHHblE B nepe4vyeHb XU3HEHHO HGOGXO,CI.I/IMbIX N Ba)KHENLUNX J1eKapCTBEHHbIX
npenapartoB, ABNAETCA CO6J‘IIOﬂeHVIe opraHusaumammn ONTOBOW TOpProernn nekapcTBeHHbIMMU CpencTtBaMu,
anTeyHbIMW  OpraHvM3aumMsiMM, WHAMBWMAYanbHbIMW  NPEeanpUHMMAaTENs MU, UMEKLWUMU  JIULEH3NO  Ha
hapmaueBTUYECKYD  AeSATENbHOCTb,  MEAMUMHCKMMW  OpraHuM3auusiMv,  MMEeWUMU  JIMLEH3UKD  Ha
hapmaueBTUYECKYD — OesTenbHOCTb, W UX  060COGNEHHbIMM  nogpasgeneHusMu  (ambynaTopusiMu,
denbalwepckumm 1M enbaLepCcKo-aKyLepCkKUMn MyHKTaMu, LeHTpamu (oTaeneHusmu) obwern BpadvebHon
(cemeriHOM) NpakTUKN), PacnoSIOKEHHBIMWN B CEMNbCKUX HACEMNEeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauumm, Npu peanusaunn nekapcTBEHHbIX NpenapaToB TPeboBaHU K NPUMEHEHWIO LieH, YPOBEHb KOTOPbIX
He [OMKeH NpeBbIWaTh CyMMY hakTUYECKOM OTMYCKHOW LIEHbI, YCTAHOBMEHHOW NPOM3BOAMNTENEM NIEKAPCTBEHHbLIX
npenapaTtoB, W KOTOpble He MNPEeBbILLAT 3apPerMcTpMpPOBaHHbLIX MNpederbHbIX OTMYCKHbIX LEH, U pasMepoB
ONTOBbIX HagbaBoOK WM (MNM) pa3MepoB PO3HUYHbIX HaaGaBOK, He MPEBbILLANLIMX COOTBETCTBEHHO pPasMepoB
npedenbHbIX OMNTOBbIX HagbaBok M (MNM) pasMepPoB MPeAEribHbIX PO3HWMYHBLIX HaabaBOK, YCTAHOBMEHHBLIX B
cybbekTe Poccuiickon ®epepauun.

3. OpraHmsaumss M OCYLLECTBIIEHME pPErMOHANbHONO TrOCYAapCTBEHHOrO KOHTpons (Hagsopa) 3a
NMPYMEHEHVEM LEH Ha feKapCTBEHHble Mnpenapartbl, BKIHOYEHHbIE B MepeyeHb XM3HEHHO HeobXoaMMbIX |
Ba)XKHEMLUNX NEeKapCTBEHHbIX MpenapartoB, perynupytotcs PepepanbHeiM 3akoHoMm oT 31 umons 2020 roga N
248-93 "O rocygapcTBEHHOM KOHTpore (Hag3ope) 1 MyHUUMnanbHOM KOHTporne B Poccuiickon degepaumn”.

4. [lonoxeHWe O pernoHanbHOM rOCy4APCTBEHHOM KOHTporne (Hags3ope) 3a MNpPUMMEHEHWEM LEeH Ha
nekapcTBEHHbIE npenaparthl, BKOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX NEeKapCTBEHHbIX
npenapaTtoB, YTBEPXAAETCHA BbICLUMM MWCMOSTHUTENbHBIM OpraHOM [OCYyJapCTBEHHOW BRactnm cybbekTa
Poccuiickon depepauuu.

Cratba 9.4. ®depepanbHbI rocyfapCTBEHHbIA JIMLEH3UOHHbLIN KOHTPOSib AeATeNbHOCTU No
NpPou3BOACTBY JIeKapCTBEHHbIX CPeACTB
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1. ®depgepanbHbIl  rOCYyAapCTBEHHbIA  JIMLEH3NOHHBLIM  KOHTPOSIb  AEATENbHOCTUM MO NPOU3BOACTBY
NEKapPCTBEHHbIX  CPeACTB  OCyllecTBnAeTcs  dpedeparnbHbIMUM  OpraHamu  UCMOMHUTENbHOW  BNacTw,
ynonHoMo4eHHbIMK NpaButenscTesoM Poccuinckon depepaumm.

2. ®depepanbHbll  TOCYAAPCTBEHHbLIA  MIMLEH3NOHHBIA  KOHTPOSb  OEATENbHOCTM MO  MPOU3BOACTBY
NEeKapCTBEHHbIX CPeACTB OCYLLECTBSETCS B COOTBETCTBUM ¢ PepepanbHbiM 3akoHoM oT 4 masa 2011 roga N
99-03 "O nuueH3npoBaHMK OTAENbHbIX BUAOB AestenbHocTn" n degepanbHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTposne (Haasope) u MyHuuunansHoM koHTpone B Poccuiickon ®epepaunn”. B
pamkax egepanbHOro rocyaAapCTBEHHOMO FULEH3MOHHOMO KOHTPONs [OeATenbHOCTM MO  MNpOU3BOACTBY
NeKapCTBEHHbIX CPEACTB MNITAHOBbIE KOHTPOSbHblE (HAA30pHbLIE) MEPONPUATUSE HE MPOBOAATCH, MpU 3TOM
NpOBOAMTCS MEPUOAMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS IMLEH3MATOB JMUEH3NOHHbIM TpeboBaHusM B
cootBeTcTBMM ¢ PenepanbHbiM 3akoHoMm oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nesatenbHocTn".

Fnaea 5. PASPABOTKA, AOKINTMHNYECKUE UCCIIEAOBAHUA
JNEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NPEMAPATOB ANA BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CPeACTB

1. PaspaboTka nekapcTBeHHbIX CPeACTB BKMOYaeT B cebs MOUCK HOBbIX (DapMaKoNorM4eckn akTUBHbIX
BeLLEecTB, nocreayllee UsyyeHWe UX JIeKapCTBEHHbIX CBOWCTB, AOKMMHUYECKME MUccrlefoBaHus, pa3paboTky
TEXHOSOMMI NPon3BoACTBa hapMaLeBTUYECKNX cybcTaHUMI, pa3paboTKy COCTaBOB M TEXHOMOMMA MPOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecrneveHne pa3paboTky NeKkapCTBEHHbIX CPEACTB OCYLLECTBIISETCS 3a CHET:
1) cpencTB dhegepanbHOro GIOIKETA;
2) cpefcTB pa3paboTyMKOB NEKapCTBEHHbIX CPEACTB;

3) cpeacTeB npousBoAuTENE NEKAPCTBEHHBLIX CPEACTB MPU BbIMOSIHEHUM HAayYHO-UCCreO0BaTEeNbCKNX
paboT Mo [O0roBopy Mexay paspabGoTyMKOM MeKapCTBEHHbIX CPEeACTB W NPoM3BOOUTENEM eKapCTBEeHHbIX
CpencTs;

4) NHbIX He 3anpeLLeHHbIX 3aKoHoa4aTenbcTBOM Poccuiickon Pegepaumm MCTOYHNKOB.
3. MNpaBa pa3paboTunka NekapcTBEHHOrO CPEACTBA OXPaAHAOTCA rpaXk4aHCKMM 3aKOHOAATENbCTBOM.

Crtatba 11. [JoknuMHMYecKoe wuccrnepnoBaHue NeKapcTtBeHHOro cpeacrtBa AnA MeaAUUUMHCKOro
nNpUMeHeHusA

1. [loknnHM4Yeckoe 1ccrnegoBaHue nekapcTBEHHOMo CpeacTBa Ans MeauLMHCKOro NPUMEHEHUS MPOBOAMTCA
nyTeM NPUMEHEHUS Hay4YHbIX METOOOB OLIEHOK B LIeNsX MonyyeHus AokasatenbcTs 6e3omnacHocTu, KayecTsa U
3P PEeKTUBHOCTM NEKAPCTBEHHOro CpeacTBa.

2. [oknuHuyeckoe nccnegoBaHve NekapcTBEHHOro CpeAcTBa AN MEANLMHCKOro NpUMEHEeHNs NPOBOANTCSH
B COOTBETCTBMM C MpaBuramu Haanexawlenh nabopaTopHOM MNPaKTUKKU, YTBEPXKOEHHBIMW YNOMHOMOYEHHbIM
hegeparnbHbIM OpraHoM UCMONTHUTENbHOM BNACTU.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. [ns opraHusaumMm U NpoBefeHUs OOKIMHUYECKOro WCCRefoBaHUs NekapCTBEHHOrO CpeacTea Arns
MeONLUHCKOro NpUMeHeHus pa3paboTynkm NeKapCTBEHHbIX cpencTs MoryT npuenekaTb
Hay4HO-UCCrnefoBaTenbCckMe opraHu3aumm, obpasoBaTerbHble OpraHuM3auun Bbicllero obpasoBaHus, UMetoLme
HeOOXO4MMYID MaTepuarnbHO-TEXHUYECKYD 6a3y M KBanuULUMPOBAHHLIX CNELManMCTOB B COOTBETCTBYHOLLEN
obnacTu uccrnegoBaHus.

(B pea. PegepanbHoro gakoHa ot 02.07.2013 N 185-93)
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4. [JoknuHM4ecKoe UccrneaoBaHne NekapcTBeHHOro CpeacTsa AN MeAMLMHCKOTO NpUMEHEHMS NMPOBOAUTCS
No YTBEPXOEHHOMY pa3paboTYMKOM FeKapCTBEHHOro CcpeacTBa MnaHy C BedeHMeM MpoToKona  3Toro
nccnenoBaHWA W COCTaBMEeHMEM OT4YeTa, B KOTOPOM cofepaTcsl pesynbTaTbl 3TOr0 MCCregoBaHus U
3aKMoYeHne O BO3MOXHOCTM MPOBEAEHUs KNUHWYECKOro WCCreaoBaHus NeKkapCcTBEHHOro npenaparta Ans
MEOULMHCKOrO NPUMEHEHMS.

5. NpoBegeHve NpoBepok cobnoaeHns nNpasun Hagnexawen nabopaTopHOW NPakTUKU 1 NPaBOBbLIX HOPM
NCMOMb30BaHNUSA XMBOTHBIX MPWU MPOBEAEHUU [OOKIUHUYECKUX WCCrefoBaHUA NEKapCTBEHHbIX CPeacTB Ans
MEeOULMHCKOTO MPUMEHEHUST OCYLLECTBNSETCA YNONMHOMOYEHHbIM deaepanbHbiM OpraHoM UCMOSTHUTENbHOM
BracTu.

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

6. Pe3yanaTb| OOKIMMHMYEeCKOro uccnenoBaHuna JekapCTBeHHOro cpeacrtea And MeauuuHCKOro
NPpUMEHEeHna Moryt ObITb npencrtaBneHbl B yI'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanbM opraH NCMNONHNTENBHOW BNacTn B
YCTaHOBJ1IEHHOM MNMOpAOKe B Lenax FOC)/D,apCTBeHHOIZ perncTtpaunmn nekapCTtBeHHOro npenaparta.

Cratba 12. [JoKnNMHMYECKOe MWCCreAoBaHME JIEKAPCTBEHHOro cpeacTBa M KIIMHUYECKoe
uccregoBaHue NeKapCTBEHHOro npenapara AnA BeTePUMHAPHOro NpMMeHeHus

1. JoKnuHMYeckoe UccrnegoBaHMe reKapCTBEHHOro CpeacTBa AN BETEPUHAPHOro  NMPUMEHEHUS
NpPOBOAUTCA MyTEM MPUMEHEHUs Hay4YHbIX METOOOB OLEHOK B LIENsX NonyYyeHus gokasaTenbCcTe 6e3onacHocTy,
KayecTBa M 3PDEKTMBHOCTU JIEKAPCTBEHHOTO CPEACTBa, B TOM YMCrie ONpederieHnsi cpoka ero BbiBedeHuUs u3
opraHusmMa >XMBOTHOTO, B Lensix obecrneyeHuss 6e30nacHOCTU MPOAYKLMM KMBOTHOIO MPOWCXOXAEHWs mnocre
NpUMEHEeHMs1 COOTBETCTBYHOLLErO NeKapCcTBEHHOro npenapara.

2. [oknuHM4eckoe WccredoBaHVWe IeKapCTBEHHOTO CpefacTBa WM KIMHWMYECKOoe  WccriefoBaHue
NeKkapcTBEHHOro npenapara a1l BEeTepUHapHOro NpUMEHEeHUs!, uccregoBaHne BMO3KBMBANIEHTHOCTY YKa3aHHOIo
NeKapCTBEHHOro npenapata MPOBOASATCS B COOTBETCTBUM C NpaBUAaMu, YTBEPKOAEHHbIMW YMOTHOMOYEHHbLIM
dbenepanbHbIM OpraHoOM UCMOMHUTENBHOW BMacTu.

3. [loKnvHMYeckoe WccrnedoBaHWe NEKapCTBEHHOTO CPeacTBa WM KIMHWYECKOE  UccrnedoBaHue
neKkapcTBEHHOro npenaparta Al BETEPMHAPHOIro NPUMEHEHUS NPOBOAATCS MO YTBEPXKAEHHOMY pa3paboTyMKom
NeKapCTBEHHOrO CpPeAcTBa NnaHy C BeAEHWEM MPOTOKOMOB 3TMX MCCREeAOoBaHUA M COCTaBIEHMEM OTYETOB, B
KOTOPbIX CoAepKaTcsi pe3ynbTaThl 3TUX UCCregoBaHUN.

4. [Ons opraHuvsaumMmM W NpoBeAEeHUs [OKMMHUYECKOrO WCCINEedOBaHWA NEKApCTBEHHOrO cpeacTea W
KMMHUYECKOrO WCCIELOBaHNSA JIEKapCTBEHHOrO Mpenapata Ans BeTepMHApPHOro MpPUMEHEHMST paspaboTyumk
neKapCTBEHHOMO cpeacrea MOXeET npuenekaTb opraHusauumm, umetoLme HeobXxoanMyto
mMaTepuanbHO-TeXHUYECKyl0 6asy U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHLLEN obnacTu
nccrnenoBaHus.

5. KnuHudeckne wnccnenoBaHus NMeKapCTBEHHbIX nMpenapatoB Afld BeTepuHapHOro npuMeHeHua
NpPOBOAATCA B BETEPUHAPHbLIX OpraHn3aunax n B opraHn3aumax, ocylecTenaowmnx passeaeHme, solpaliuBaHne 1
cogepxaHune XXUBOTHbIX, B LieNnAax:

1) YCTaHOBJI1€HNA NEPEHOCUMOCTU NeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XNUBOTHbLIMU;

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

3) ycTaHoBneHus 6e3onacHoCcT! U 3P(EKTUBHOCTM NEKAPCTBEHHOIO npenapara, npegHa3HayeHHoro Ang
neyeHns onpedeneHHbix 3aboneBaHMM XMBOTHbIX, MM 3dEKTMBHOCTM NEKApPCTBEHHOro mnpenapata Aans
nNpodnnakTuk1 3aboneBaHnin 340POBbIX XKUBOTHbIX;

4) n3yveHund BO3MOXHOCTEN pacmnpeHnda nokasaHmm K NMPUMEHEHUNIO  3apermcTpmupoBaHHOIo
JIEKapCTBEHHOIO MnpenapaTta 1 BbliABJIEHNA paHee HEN3BECTHbIX NoBOYHbIX 4ENCTBUNA.

6. KnuHuyeckoe wuccrnegoBaHMe NEKAPCTBEHHOro npenapata AN BETEPUHAPHOTO  MPUMEHEHUS
OCYLLECTBMNAETCH 3a CHET CPeACTB pa3paboTymka nekapcTBEHHOro cpeacTBa.
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7. OT4yeTbl O pes3ynbTatax AOKIMHUYECKOro uccrieqoBaHUa JekapCTBeHHOro cpeactesa M KIMMHUYECKOro
ncenenoBaHNAa nekapCTtBeHHOro npenaparta and BeTepuHapHOro npuMeHeHua COCTaBIIAKTCA pa3pa6owvu<0|v|
leKkapCTBeHHOro cpenctea C y4eTom 3aKn4eHnmn OpFaHI/I3aLLI/Il7I, NnpMHMUMaBLWIKNX Yy4YacTune B oOpraHusauunm wu
npoBeaeHnn aTnx nceneaoBaHun.

8. KOHTpOJ'Ib 3a nposegeHnemM OOKIMUMHUYEeCKUX nccrnegoBaHnin JNIeKapCTBEeHHbIX CcpeaAcCTB U KIMUMHUYECKUX
nccnegoBaHum leKapCTBEHHbIX npenapartoB ana BeTepuHapHoro NnpUMeHeHna ocyLlecTBndeTca
YNOJTHOMOY€EHHbIM (be,qepaanbuvl OopraHom NCMNONHUTENbHON BNacTu.

asa 6. OCYLWECTBJIEHUE TOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPEMAPATOB

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

KoHcynbTaHTln0C: npumeyaHue.

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

1. B Poccuiickon ®epepaumm gonyckaroTcs NPOU3BOACTBO, M3rOTOBIIEHME, XpaHEHME, NEpPeBO3Ka, BBO3 B
Poccuiickyto depepaumio, BbiBO3 u3 Poccunckon degepaumu, peknama, OTNycK, peanusauus, nepegada,
NPUMEHEHNE, YHUYTOXEHME JEKApPCTBEHHbLIX MNPenapaToB, €CNM OHU 3apernmcTpuMpoBaHbl COOTBETCTBYHOLLUM
YMONTHOMOYEHHbLIM chefiepanbHbIM OpraHoM UCNOSNHUTENBHON BracTu.

(4acTb 1 B pea. PepepanbHoro gakoHna ot 13.07.2015 N 241-93)

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) Bce nekapcTBeHHble Mpenapartbl, BNepBble MoAnexawe BBody B obpaweHue B Poccuiickon
depgepauuu;

2) NekapcTBEHHbIE NpenapaTbl, 3apericTprpoBaHHble paHee, HO NPOM3BEeAEHHbIE B APYTUX NEKapCTBEHHbIX
cdopmax B COOTBETCTBMW C [EepEYHEM HaUMEHOBaHWI NeKapCTBEHHbIX (OOPM, B HOBOW [J0O3MPOBKE MNpu
[0Ka3aTeNbCTBE €€ KIMHUYECKON 3HAYUMOCTU U 3PPEKTUBHOCTY;

3) HoBble KOMBUHaLMKN 3aperncCTPMPOBaHHbIX PaHee NekapCTBEHHbIX NpenapaToB.

3. Focyp,apCTBeHHaﬂ perncTtpauua nekapCTBeHHbIX nNpenapaTtoB OCYWEeCTBAeTCA MO pe3ylibTaTamM
9QKCNEPTU3bl NNIEKAPCTBEHHbLIX CPEACTB, a rocygapCTtBeHHaA perncrpauna Op(baHHbIX JIEKapCTBEHHbIX NpenapaTtoB
OCYLLEeCTBIIAETCA MO pe3ynbTaTaM 3KCNepTu3bl AOKYMEHTOB, NpeAcTaBfieHHbIX ANA onpeaeneHnd BO3MOXHOCTU
paccmaTpuBaTb J'IeKapCTBeHHbIVI npenapatr Aansd MeaULUMHCKOro  npuMeHeHusa npmn  ocyulecTtBieHnn
rocyp,apCTBeHHoﬁ perncTtpaumm B KadecTtBe OpCt)aHHOFO NeKapCTBeHHOro npenaparta, U Nno pe3ynbTaTtam
JQKCNEPTU3bI NNIEKAPCTBEHHbIX CPEeCTB.

4. TocymapCTBeHHas perncrpaumsi NeKapCTBEHHOro npernapaTta OCYLUECTBMASIETCS COOTBETCTBYHOLLUM
YMNOSIHOMOYEHHbIM  (hbedeparnibHbIM  OpraHOM  UCMOMHUTENBbHOM BRacTM B CPOK, HEe MpEeBbIAKWNA CcTa
wecTnaecatn pabounx AHEN co OHA NPUHATUS COOTBETCTBYHOLLErO 3asBNeHWNs O rOCyJapCTBEHHOW perncrpaumm
nekapCTBEHHOro npenapaTta. B ykasaHHbIV CpOK BKItOYaeTcs Bpemsi, Heobxoaumoe A1 NOBTOPHOroO NpoBeAeHUs
3KCMNepTM3bl NIEKAPCTBEHHOrO CPeACcTBa B COOTBETCTBMM CO cTaTben 25 HacTosuwero degepanbHOro 3akoHa.
Cpok rocygapCTBEHHOW pernctpauum JiekapCTBEHHOro Mpenapata  WCYUCNSETCA CO  OHA  NPUHSTUS
COOTBETCTBYIOLLUMM YMNOTHOMOYEHHbIM befepanbHbIM OPraHoM WCMOSTHUTENBHOW BNAacTU COOTBETCTBYHLLETO
3a8BNeHNss O TOCYAapCTBEHHOW pernctpauumn NeKapCTBEHHOro npenapata C MNpUoXeHnem HeobXoammblX
OOKYMEHTOB MO [eHb BblJauyu perucTpaumMoHHOro YAOCTOBEPEHUS feKapCTBEHHOro npenapaTta. Bpewms,
HeoOxo4MMoe Ans HanpaeneHns YNonHOMOYEHHbIM doefepanbHbIM OpraHoOM UCTIONHUTENBHOW BriacTu 3anpoca o
npeacTaBneHnM HeoOXOOAMMbIX MaTepuanoB W NpeacTaBfeHust 3asiBATENEM OTBETA Ha [aHHbIA 3anpoc B
COOTBETCTBUMN CO cTaTbaMun 16, 19 n 23 HacToswero ®enepanbHOro 3akoHa, He YyYUTbIBAETCSA NPU UCHUCNEHUN
CpoOKa rocyaapCTBEHHOW perucTpaLmm ekapcTBEHHOro npenaparTa.
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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, M3rOTOBMEHHbIE anTeYHbIMM OpraHM3aUusaM1, BeTeprHapHbIMK anTeyYHbIMU
opraHusauMsiM1, UHOUBMAYaNbHLIMU NPEANPUHMMATENSIMM, KOTOPbIE UMEIOT NIMLIEH3NIO Ha (hapMaLeBTUYECKYIO
AesiTENbHOCTb, MO peLenTaM Ha JieKapCTBeHHble npenapatbl U TPeGOBaHUAM MeAULMHCKMX OpraHv3auui,
BETEPMHaPHbIX OpraHn3aLmii;

2) nekapcTBEHHble MpenapaTtbl, NPUOOpeTEHHbIE uanYeckuMn nuuamm 3a npegenamu Poccuickon
depepaumun n npegHasHavYeHHbIE As IMYHOMO UCMOMNb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3nUMble B Poccuiickyio depepauunio gnsi OKa3aHWs MeOULMHCKON
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BblOaHHOro
YMONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHON BRacTy;

4) nekapcTBeHHble CpeAcTBa, BBo3uMMble B Poccuiickylo ®depepaumio Ha OCHOBaHUWM  BblGAHHOMO
YMOSTHOMOYEHHbIM hbefepanbHbiM OpraHoOM MCMONHUTENbHON BRacTU paspelleHns U npefHasHadeHHble Ans
NPOBEAEHUSA KIMHUYECKNX WCCnefoBaHW fekapCTBEHHbIX nNpenapatoB U (UNn) npoBedeHust dKcnepTusbl
nekapCTBEHHbIX CPeACTB A1 OCYLLECTBNEHUSA roCyapCTBEHHON perncTpaumm nekapcTBEHHbLIX NpenapaTos;

5) dbapmaueBTUdeckume cybctaHumm;

6) pap,wocbapmau,esmqecme NeKapCTBeHHbIEe TMpenapaTtbl, W3rotoBJyiIeHHble HeNnocpeacTBeHHO B
MeOUUMHCKNX OpraHunsaumdax B 0OoOpdaKke, YCTaHOBJIEHHOM  YNOJIHOMOYE€HHbIM cbep,epaanblM opraHom
NCMONHUTENbHON BNacTu;

7) NnekapcTBeHHbIE NpenapaThbl, MPOM3BOANMbIE ANS 3KCNopTa.
6. He ponyckaeTca rocygapcTBeHHas permcrtpaums:

1) NleKkapCTBEeHHbIX npenapaTtoB, OTINMYaLWnUXcAa Opyr oT Apyra Ka4eCTtBe€HHbIM COCTaBOM D,eI7ICTByPOLLI,MX
BellecTB, Nog oAMHaKoOBbIM TOProBbiIM HaMMEHOBaAHNEM;

2) OOHOro mekapCTBEHHOro npenapaTta, MPeACTaBNEHHOr0 Ha rOCy[apCTBEHHYIO perucrpaumio B
OTHOLLIEHUN OOHOMO M TOrO Xe AepXaTens unu Brnagenbla perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOTO
npenapaTa B BUAE ABYX U Boree nekapcTBEHHbIX NpenapaToB Nog pasfnMyHbIMU TOProBbIMU HaUMEHOBaHUSAMMU.
(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 9nekTpoHHom copme unm Ha OymaxHom Hocutene) cybbekta obpalieHus
NleKapCTBEeHHbIX CpeacTB COOTBETCTBYHOLWMM YNOJIHOMOYEHHbIM (be,qepaanbuvl opraHom MCMNONTHUTENbHOWN
BMacTW, OCYLLECTBISALMM rOCy1apCTBEHHYIO PErMCTPALMIO NEKAPCTBEHHbIX NpenapaToB, B YCTAHOBNEHHOM UM
[OpAOKE OCYLLECTBMNSAETCA Hay4yHOE KOHCYNbTMPOBaHME MO BOMpPOCaM, CBA3AHHbIM C MNPOBEAEHVEM
OOKITMHNYECKMX NCCNEOOBaHNI, KIMHUYECKNX MCCIedoBaHMIN NIeKapCTBEHHbIX MpenapaToB, 3KCNepTU3bl KayecTsa
neKapCTBEHHbIX CPeACTB, 3PEKTUBHOCTN U BE30MacHOCTH, C OCYLLECTBIIEHNEM FOCyaapCTBEHHON perncrpauum
J1eKapCTBEHHbIX npenapartos. KOHCyJ‘IbTVIpOBaHI/Ie ocylliecTBndeTcA Cc npmuerie4eHnem q)e,qepaanblx
rOCYAapCTBEHHbIX  OIOMKETHbIX  YYPEXOEHUN, NOABEAOMCTBEHHbIX AaHHOMY defepanbHOMY — OpraHy
NCMONHUTENBHON BNAacTu U He y4acTBYHOLLMX B OpraHvM3aumn npoBeaeHusl aKCnepTu3bl Ka4ecTBa fekapCTBEHHbIX
CpencTB B LiENsAX OCYLLECTBIEHMSA UX TOCY4AapCTBEHHOW perMcTpaumnm B COOTBETCTBUN CO CTaTbel 16 HacTosLwero
depepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOW (HOPME YMOSTHOMOYEHHOro deaepanbHOro opraHa
MCMNOMHMTENBHOW BNacTu Ha 3anpoc. Pa3mep B3nmaeMon ¢ 3asiBUTENS NnaTbl ONpeaensercs B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®depepaumm 006 opraHu3aumMm nNpeaocTaBreHusl roCyAapCTBEHHbIX U
MyHUUMnanesHbIX yenyr. MHdopmauusa o6 ocyLiecTBNeHMN HayYHOro KOHCYNbTUPOBaHWS, B TOM YMCne CTaTbM,
0630pbl, CrpaBoYHble MaTepuanbl U UHas MHopMauusi 06 OCyLEeCTBNEHUN HAY4YHOrO KOHCYNbTUPOBaHWS,
pasmMellaeTcs Ha oduumnansbHOM canTe YMNoSIHOMOYEHHOro dhefepanbHOro opraHa UCMOMHUTENBHOW BriacTu B
cetn "MiHTepHeT" ¢ cobnogeHneM orpaHMyYeHmnn, YCTaHOBITEHHbIX 3aKOHOA4ATENLCTBOM O MEPCOHANbHbIX AaHHbIX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KOMMep4eckomn 1 (Mnun) rocyaapCTBEHHON TalHe.

8. TlocypapcTBeHHasi peructpaums JeKapCTBEHHbIX MpenapaToB, KOTOpble MpegHasHadeHbl AOng
NMPUMEHEHUS B YCIOBUSX BOEHHbIX OEWCTBUW, Ypes3BbldalHbIX CUTyauuin, npeaynpexneHvs YpesBblbanHbiX
CcuMTyauun, npodunakTuKM W neveHns 3aboneBaHui, NpPeacTaBNSAOWMX OMACHOCTb AMNS  OKPYXatoLmx,
3aboneBaHNi U MOPAXEHWUW, MOMYYEHHbIX B pe3ynbTate BO3OENCTBUSA HebnaronpusaTHbIX  XUMUYECKUX,
BuronorMyeckmx, pagnaumoHHbiX akTopoB, U KOTopble pa3paboTaHbl B TOM 4ucre no 3ajaHuio degepanbHbixX
OpPraHoB UCMOJTHUTENbHOM BNACTW, YNOTHOMOYEHHbIX B 0611acT 060poHbI CTpaHbl U 6e30MacHOCTY rocyaapcTBa,
a TaKKe NneKapCTBEHHbIX CPEACTB B crnyyae ux AedeKTypbl UMM pyUcka BO3HUKHOBEHUS dedeKTypbl B CBA3W C
BBe4eHMeM B OTHoweHun Poccunckon degepauun orpaHNYUTENbHBIX Mep SKOHOMUYECKOro XapakTepa
ocyLlecTBnseTcs B nopsgke, yctaHoBneHHom lNMpasutensctBom Poccuiickon ®egepaunn.

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

Cratbsa 14. MpuHUMNbI 3KCNEPTU3bI NIEKAPCTBEHHbIX CPeACTB
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTn3a nekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLUMMNAX 3aKOHHOCTWU, coBnioaeHus npas U
cBo6O4 4YeroBeka W rpaxaaHuHa, MpaB OPUAMYECKOro nuua, He3aBUMCUMOCTM 3KcrepTa, OObEeKTUBHOCTH,
BCECTOPOHHOCTU W NOSHOTLI MCCNEAOBaHMIA, MPOBOANMbBIX C UCTONb30BaHWEM COBPEMEHHBIX OOCTUXEHUI HayKu
N TEXHWKM, OTBETCTBEHHOCTM hedeparbHOro roCy4apCTBEHHOro OHOKETHOrO YYPEXAEHUS MO MPOBEAEHUI0
SKCMEepTU3bl NEKAPCTBEHHBLIX CPEACTB U SKCMEPTOB 3a NPOBEAEHWE 1 Ka4eCTBO KCNepTH3bI.

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

1) 9KcnepTU3y [OOKYMEHTOB, MPEACTaBMEHHbIX ANs  onpedeneHns BO3MOXHOCTU  paccmaTpuBaTb
NeKkapCcTBEHHbIN Npenapart Af1si MEAVLMHCKOTO NPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B KayecTBe ophaHHOro fekapcTBEHHOro npenapara;

2) aKcnepTudy MpPeAsioKEeHHbIX METOAOB KOHTPOMsl KayecTBa JeKapCTBEHHOrO cpefacTBa WM kadecTBa
npeAcTaBfieHHbIX 06pasLOoB NekapCTBEHHOTO CPEACTBa C UCMOSb30BaHWEM 3TVMX METOAOB (aanee - aKcnepTuaa
Ka4yecTBa NiekapCTBEHHOro CpeacTBa);

3) 9KCMepTM3y OTHOLLEHUSI OXWMOAEMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IeKapCTBEHHOro
npenapara;

4) 3KCnepTU3y pPermcTpauMoHHOro [OCbe€ Ha JIeKapCTBEHHLIM npenapaT B LUensx onpegeneHus
B3aMMO3aMeHSAIEMOCTM NeKapCTBEHHbIX NpenapaToB AN MeAULIMHCKOrO NpUMEHEHMS.
(n. 4 BBegeH PepepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTn3a neKapCTBEHHbIX MNpenapaToB AN BETEpPUHAPHOrO MNPUMEHEHMs BkrovaeT B cebs
3KCNepTU3y KayecTBa NEKapCTBEHHOrO CPEACTBA M IKCMEPTU3Y OTHOLUEHUS OXWAAeMOW NOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNSA NeKapCTBEHHOro npenapara.

Cratba 15. PegepanbHoOe rocyfapcTBeHHOE OLoMKeTHOE yUYpexaeHue No NpoBefeHU0 3KCNepTUsbl
JIeKapCTBeHHbLIX CpeacTB

OKcnepTnsa nekapcTBEHHbIX CpeacTB npoBoauTcs dedepanbHbiM  FOCYAapCTBEHHLIM  GIOMKETHLIM
yypeXXaeHWeM COOTBETCTBYIOLLEIO YMNOMTHOMOYEHHOro defepanbHOro opraHa  WCMONHUTENbHOM  BRacTy,
co3faHHbIM Ans obecrnevyeHnss UCMOMTHEHUST MOSTHOMOYMIA 3TOro dheiepanbHOro opraHa no Bbldaye paspeLueHuit
Ha MpoBeAeHUe KIMHUYECKUX WCCIeQOBaHUA JIEKAPCTBEHHbLIX MpenapaTtoB U (MnKn) MO rocyAapCTBEHHOM
perucTpaumm nekapcTBeHHbIX MpenapartoB (ganee - SKCnepTHoe yupexaeHue).

Ctartba 16. OpraHmM3auusa npoBegeHUA IKCNepPTU3bl JIEKAPCTBEHHbIX CPeacTB
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. OKcnepTusa NeKapCTBEHHbIX CPEeACTB NMPOBOAMTCS KOMUCCUEN 3KCMEPTOB OKCMEPTHOIO Y4YpexaeHus,
Ha3HaYeHHOM ero pyKoBOAWTENEM, Ha OCHOBaHWM 3afjaHusl Ha MPOBedEeHWe OKCMepTU3bl NEeKapcTBEHHOro
cpeacTBa, BbIAAHHOIMO YMNOMHOMOYEHHbIM bedeparnbHbiM OpraHoM MUCMOMNHUTENbHON BracTu. PykoBoauTenb
3KCMEPTHOro yuypexaeHns obecneynBaeT Haanexallee NpoBedeHWe IKCNepTM3bl NeKapCTBEHHbIX CpedcTB B
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

COOTBETCTBUW C 3afaHWeM, BblaHHbIM YNOMHOMOYEHHbLIM defeparibHbIM OpraHoM UCMOMHUTENbBHOW BRacTu, U
opraHusyeT MOAroTOBKY CBOZHOMO 3akrouveHus 3Tol komuccun. B cocTaB 3ToM KOMWCCUMM MO PELLUEHMIo
PYKOBOAUTESSI SKCMEPTHOIO YYPEXAEHUS MOTyT OblTh BKITIOYEHbI B KAYECTBE 9KCMEPTOB fvLa, He paboTatolive B
AaHHOM 3KCMEPTHOM YUPEXAEHUW, ECIN MX CrielnanbHble 3HaHWs HeobxoauMbl A1t MPOBEAEHUsT IKCMIEPTU3bl 1
Takue 9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTMIEPTHOM YUPEXOAEHUM.

2. 3KcnepTom Mo MPOBEAEHUI0 IKCMEPTU3bl NTEKAPCTBEHHbIX CPEACTB ABMSETCA aTTeCTOBaHHbIA paboTHUK
SKCNEepPTHOro yYpexaeHusi, KOTOpbIi MMeeT BbiCllee MeauumMHCKoe, dapmaueBTudeckoe, Guonornyeckoe,
BETEPVHApHOe UNn xmmmyeckoe obpasoBaHMe M NPOBOAUT IKCNEPTM3Y NEeKapCTBEHHbIX CPeAcTB B mnopsiake
NCMNOMHEHNs1 CBOMX AOMKHOCTHbIX 06A3aHHOCTEN (aanee - 3KcnepT).

3. I'IpM npoBeaeHnn 3KCNeEPTU3bl JNIEKAPCTBEHHbIX CPEeACTB 3KCNEPT HE MOXET HaxXoaAUTbCA B Kakomn-nmobo
3aBUCMMOCTU OT JNnunua, Ha3Ha4vumBLUEro 3Ty 3KCnepTusy, pa3pa60TqMKa J1eKapCTBEHHOro cpeactea Ui Agpyrux
3auHTepeCcoBaHHbIX B pe3ylbTaTax 3KCnepTu3bl nny,.

4. Ipn npoBegeHNM IKCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB He AonyckaeTtcs uctpeboBath y 3asButens nuobo
WHbIX WL MaTtepuanel, Heobxoaumble [ONs NpoBedeHuMs 3Kkcneptu3bl. B criyyae HegocTaToOuYHOCTM
NpeacTaBneHHbIX 3KCMepTy MaTepuanoB ANs Aa4v 3aKYeHUs 9KCMepT CTaBuT BOMPOC O NPeAcTaBleHnn emy
HeoOXOAMMbIX MaTepuarnoB Mepeq PyKOBOAWUTENEM 3IKCMNEPTHOrO yuypexaeHus, KoTopbl obpalaetcs ¢
COOTBETCTBYIOLUM 3arpoCOM B YMNOMHOMOYEHHbIN befepanbHbli OpraH MCNOMHUTENbHOW BNAacTu, BblAaBLUNIA
3ajlaHMe Ha npoBeJeHWe JKCrnepTusbl NEeKapCTBEHHOro CcpeacTBa. YkasaHHbli - defepanbHblil - OpraH
WCMOMHMTENBHOW BNacTM B TeyeHMe NATM paboumx [HEW CO [HSA MOCTYNSieHMs 3anpoca pyKoBOOUTENS
9KCMEPTHOIO YYPEXOEHUS HanpasrisieT 3asBUATENI0 3anpoc O NpPeACTaBNeHUM HEeOoOXOAMMBIX MaTepuaros.
HaHHbIi 3anpoc MoxeT ObiTb nepegaH YNoriHOMOYEHHOMY MpeacTaBUTENO 3asBUTENSA JIMYHO MO4 PachuCKy,
HanpaBfeH Mo MoYTe 3aKa3HbIM MMCbMOM UMW NepefaH B 9NEKTPOHHON hopMe MO TeNEeKOMMYHMKALMOHHBLIM
KaHanam cBs3n. B cnyyae HanpaBneHus gaHHOro 3anpoca MO MNoyTe 3akasHbIM MUCbMOM OH CYMTaeTCs
NOMyYeHHbIM MO UCTEYEHWUW LIECTU OHEW C AaTbl HanpaBieHus 3aKasHoro NUcbLMa.
(vacTb 4 B peq. PenepansHoro zakoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 00a3aH nNpeacTaBUTb OTBET HaA 3anpoC YMOSTHOMOYEHHOro defepanbHOro opraHa
WCNOSNTHUTENBHOM BRacTM B CPOK, He MNPEBLbILWAKLWMA AeBAHOCTA pabouMx OHENW CO OHS €ero nosyvyeHus.
YNONMHOMOYEHHbIN  dpeaepanbHbii  OpraH MWCMNOMHUTENBLHOW BRacTW, BblAaBLWIMWA 3adaHMe Ha npoBedeHue
3KCMEepTM3bl NIEKAPCTBEHHOIO CPEACTBA, B TEYEHUEe NSATU pabouymx OHEN CO OHSA MOCTYMNEHUs OT 3asiBUTENS
OTBETa Ha JaHHbIV 3anpoc HanpaBnseT Takon OTBET B 3KCMEPTHOE yypexaeHue. B crniyyae HenpeacrtaeneHvs no
NCTeYeHMN OeBSAHOCTA pabounx gHeNn 3asiBUTeneM OTBETA Ha AaHHbIA 3anpoc YNoSIHOMOYEHHbIN heaepanbHbi
OopraH UCMNONHUTENBbHOW BNacTW, BbiAABLUUIA 3adaHne Ha NpoBeAeHMEe IKCMepTU3bl NEKapCTBEHHOIO CPeACTBa, B
TeyeHne nATM paboumx AOHeW HanpaBndeT B 3SKCMEPTHOE yupexaeHne yBeAOMIEHWe O HenpenctaBrieHun
3asBuUTENneM OTBEeTa Ha 3anpoc ykasaHHOro opraHa. Bpemsi co OHSA HanpasneHus 3anpoca 3KCNepTHOro
yupexneHus B yNOSTHOMOYEHHbIN hefepanbHbli OpraH UCMONTHUTENbHOW BNAcTU A0 AHSA NOMYyYEeHNUsT SKCMEePTHbIM
yupexgeHmem oTBeTa Ha 3anpoc Uiy yBeOOMITEHNSt O HEMPEACTaBNEHUN OTBETA Ha 3anpoc He y4YUTLIBAETCH Mpu
NCYNCIIEHNN CpOKa NMPOBEAEHNSI SKCNEPTU3bl NIEKAPCTBEHHOIO CPeACTBa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Ecnu B cocTaBe permcrpalMoHHOrO [OOCbe Ha feKapCTBEHHbI npenapat Ans MeguuUHCKOro
NPUMEHEHUs coOepXUTCa npedycMOTpeHHas ctatber 18, yactbio 1.1 ctatbnm 30 u cTaTben 34 HacTosLlero
denepanbHOro 3akoHa KOMUS peLleHust YyNOMHOMOYEHHOro gedepanbHOro opraHa WCMOMHUTENBHON Bractu o
NPOBEAEHUN MHCMEKTUPOBAHUSA NPOU3BOAMTENS JIEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0 0dopMIeHus
pe3ynbTaToOB 3KCNEepTU3bl NEKApPCTBEHHOrO CpeAcTBa NPefoCTaBNAeTCA B MOPSOKE M Ha YCNoOBUSAX, KOTOpble
npeaycMoTpeHbl Yactamn 4 n 4.3 HacTosien cTaTbW, KONUSA 3aKroYeHUss O COOTBETCTBUM MpOoM3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBun  Hagnexallen NpPOVM3BOACTBEHHOW MNPaKTUKKU, BblOAHHOMO
YMOSTHOMOYEHHbIM hejepanbHbIM OpraHoOM UCMNOMHUTENBHON BRAcTu.

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

4.3. 3asBuTenb 06513aH NpeacTaBuUTb B YMONTHOMOYEHHbIV hefepanbHbIi OpraH UCMONHUTENBHOW BracTu
KOMUIO 3aKMOYEeHNss O COOTBETCTBUM MPOU3BOAUTENS] NEKAaPCTBEHHbIX CPeAcTB TpeboBaHMsIM NpaBun
Hagnexallen Npon3BOACTBEHHOW NPAKTMKN B CPOK, HE MPEBbILLAILWNA CTa BOCbMUAECATM paboumnx gHEN co OHS
nosiy4yeHust 3anpoca o ee npefocTaBNeHUn. YNONMHOMOYEHHbIN hedeparnbHbli OpraH UCMOMHUTESNTbHON BRacTy,
BblAaBLUMIA 3a[aHNe Ha MpPoBEAEHMNE IKCMEPTM3bl NIEKAPCTBEHHOIO CPEACTBa, B TeYEHUE NATU paboumx gHen co
OHA NOCTYNMEHUSA OT 3asBUTENS KOMUM 3aKMOYEeHUss O COOTBETCTBUM NMPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB
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TpeboBaHWsAM NpaBuI Hagnexallen Npon3BoACTBEHHOW MPAKTMKN, HanpaeBnseT ee B 3KCNepTHOe yupexaeHue. B
cnyyae HernpeacrasrieHUs 3asBUTENeM B yKasaHHbIA CPOK KOMUKM 3aKnioYeHUs O COOTBETCTBUM NponsBoauTens
neKapCTBEHHbIX CpeacTB TpeboBaHWSM MpaBuil Hagnexallen nNpou3BOACTBEHHOW MPAaKTMKWM YMONHOMOYEHHBIN
degepancHbli - OpraH  UCMOSIHUTENbHOM  BflacTW, BbldaBWMKA  3adaHWe Ha MpoBedeHWe  3KCnepTu3bl
NEKapCTBEHHOr0 CpeAcTBa, B TeyeHWe naATM paboumx [Henm HanpaBnseT B 3KCNEepTHOe yypexaeHue
yBeJOMMNEeHne O HenpeactasneHnn 3asiBUTenieM KOMuWM  3aKrio4eHMst O COOTBETCTBMM  Npou3BoauTEns
nekapCTBEHHbIX cpeacTB TpeboBaHUSAM MNpaBwuil Haanexalleh MNpou3BOACTBEHHOW MpakTUKM. Bpems co aHs
HanpaBreHusa 3anpoca 3KCMEePTHOro yypexaeHus B YNONHOMOYEHHbIN defepanbHblii opraH MCMOMHUTENbHOM
BNacTu OO OHA MOMyYeHUs SKCMEPTHbIM ydpexaeHWEeM KONUKU 3aKriyYeHWs O COOTBETCTBUWM Mpou3BOAUTENS
NeKapCTBEHHbIX CPeAcTB TpeboBaHUAM NpaBun Hagnexalen npomM3BoACTBEHHON NPaKTUKA UNN YBEAOMIIEHNSA O
ee HenpeacrtaBfeHUM He YYUTLIBAETCA MPU UCYUCIIEHUM CpoKa NPOBeLEeHUS OKCMepTU3bl JeKapCTBEHHOro
cpefcrsa.

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

5. OkcnepT npu npoBeAeHWM MOPYYEHHOW eMy PYKOBOOWUTENEM 3KCMEePTHOTO YYPEXOEHWUS! IKCMepTusbl
neKapCcTBEHHOro cpeacTBa 0bs3aH:

1) npoBeCTn NOJIHOE nccregoBaHne npencrtaBiieHHbIX eMy 00BbEKTOB, mMaTtepuanos, gaTtb 000CHOBaHHOE U
OOBEKTMBHOE 3aK/iOYeHMEe MO MOCTaBMEHHbBIM nepea HMM Bonpocam WM MOTUBUPOBaHHOE 3aKr4veHue o
HEBO3MOXHOCTU nNpoBegeHna MM 3KCNepTu3bl NIEKapCTBEHHOIO cpeacTBa, eCli NoCTaBliEHHbIE BOMPOCHI BbIXOOAT
3a npepgenbl cneunanbHbIX 3HaHWi 9KCnepTa, 0bObeKkTbl mnccnegoBaHUn U MaTtepuanbl HenpuroaHbl UNu
HeOoCTaTO4Hbl ANnd npoBeaeHuA nccnegoBaHuin M gadn 3aknoyeHus nubo COBpeMeHHbIIZ YpPOBEHb Pa3BUTUA
HayKn He NOo3BONIAET OTBETUTb Ha NOCTaBJ1IEHHbIE BOMNPOCHI;

2) He pasrnawatb cBeaeHWnd, KOTopble CcTann emMy WU3BEeCTHbl B CBA3WM C NpoBedeHWEeM 3KCNnepTu3bl
NEeKapCTBEHHOrO CpeacTBa, a Takke CBEeAEeHMs, COCTaBnAlLWMe rocygapCTBEHHYI, KOMMEPYECKYI0 UMW WHYIO
OXpaHsieMyto 3aKOHOM TaviHy;

3) obecneunTb COXpPaHHOCTb NPeACTaBfIEHHLIX 0OBHEKTOB UCCea0BaHUN U MaTepuarnos.
6. OkcnepT He BnpaBse:

1) npoBOAWNTbL 3SKCMEPTU3Y JIEKAPCTBEHHOrO cpeactBa MNo oOpalleHVM HEMOCPEeACTBEHHO K Hemy
opraHusaumin nnm UsnyYeckmx nuu;

2) caMocToATENBHO coOBMpaTh Matepuarnbl ONs NPOBEAEHUS 9KCNEPTU3bI NeKapCTBEHHOro CpeacTBa;
3) NpoBOAUTL IKCNEPTU3Y NEKAPCTBEHHOIO CPeACTBa B Ka4eCcTBe HerocyapCTBEHHOMO aKcnepTa.

7. B cny4ae HeobxoaMMocTn 9QKCNepT BhnpaBe xopartancTeoBaTtb nepen pykosogutenem 3KCNepTHOro
yypexneHua o npueiievHeHmnmn K npoBejeHnN0 3KCNepTn3bl 1I€KapCTBEHHOIO cpeacTea APYrnx 3KCNepToB.

8. Kaxpgblim akcnepT, BXOOAWMWA B COCTaB KOMUCCUWM 3SKCMEPTOB, KOTOPOW MOPYyYEHO MpoBeaeHue
3KCMNepTM3bl NEKAapPCTBEHHOrO CpeacTBa, He3aBUCUMO M CaMOCTOATENbHO MPOBOAUT MUCCReaoBaHWs, OueHNBaeT
pesynbTaTtbl, MOMAYYEHHbIE UM JIMYHO W OPYruMK 3KCnepTamu, U OPMynMpyeT BbIBOAblI OTHOCUTENBLHO
nocTaBlEHHbIX BOMPOCOB B NpeAerniax CBoOMX CneLmanbHbIX 3HaHWUN.

9. PesynbTaTthl 9KCMepTU3bl NNEKAPCTBEHHOIO CpeacTBa 0hOPMIISIOTCS 3aKOYEHMEM KOMUCCUM SKCTIEPTOB.
B 3aknoyeHMM KoMMCCUM IKCMEpPTOB YKasbiBalOTCs MepeyeHb UCCnenoBaHWuii, o6beM NPOBEAEHHbIX KaXablM
9KCNEPTOM MCCReaoBaHUN, YCTAHOBMEHHbIE KaXabiM M3 HUX hakTbl U CAeNaHHble B pe3ynbTaTe UccrnenoBaHuii
BbIBOAbI. DKCMEPT, MHEHNE KOTOPOrO HE COBMaJaeT C PeLleHMEM KOMUCCUM SKCMEepTOB, BMpaBe BbipasuTb CBOE
MHEHWE B NMCbMEHHOM hopMe, KOTOPOe NPUOBLLAETCSA K 3aKIIOMEHUI0 KOMUCCUWN SKCNEPTOB.

10. 3KCI'IeprI, BXoadume B COCTaB KOMUCCUKM, NpeaynpexnarnTca 00 OTBETCTBEHHOCTU B COOTBETCTBUU C
3akoHoAdaTeNnbLCTBOM Poccuiickomn CDep,epaLu/lM 3a [advy 3akl4YeHud, copepxallero HeobOCHOBaHHblE UMK
(baJ'IbCVI(bI/ILI,I/IpOBaHHbIe BblBOAbl, O 4EeM OHM Oal0T NOAMNMUCKY.

11. OnpegeneHne ypoBHA nNpodeccMoHanbHOW MOArOTOBKM 3KCMEpTOB W aTTecTaums MX Ha npaso
NPOBEAEHUA  3KCMEepTU3bl  NEKApCTBEHHbIX CPEACTB  OCYLUECTBISIOTCA  9KCNEepTHO-KBaNUMUKaLMOHHBIMM
KOMUCCUSIMW B MOPsiAKE, YCTAaHOBIIEHHOM COOTBETCTBYHOLUMM YMOMHOMOYEHHbIM ddeaepanbHbiM  OpraHoM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NCMONHUTENBbHON BracTu. ypOBeHb I'IpOCbeCCVIOHaﬂbHOIZ NnoAroToBKM 3KCNEepPTOB MNOANEXUT nepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOUH pas B NATb J1eT.

12. MNpaBuna nposefeHMs 3KCNEPTU3bl NIEKAPCTBEHHBIX CPEACTB U OCOBEHHOCTU IKCMEPTU3bl OTAENbHbIX
BMOOB JEeKapCTBEHHbIX MpenapatoB (pedepeHTHbIX JleKapCTBEHHbIX MpenapaToB, BOCMPOM3BEAEHHbIX
neKapCTBEHHbIX MnpenapaTtoB, OMONoOrM4yeckMx IekapcTBEHHbIX npenapaToB, OuoaHanoroBbix (6MoNog06HbLIX)
neKapCcTBEHHbIX MpenapaTtoB (6MoaHanoros), romMeonaTU4eckMx fNeKkapCTBEHHbIX NpenapaToB, NEKapCTBEHHbIX
pacTuTenbHbIX MpenapaToB, KOMOMHAUMW NeKapCTBEHHbIX MpenapaTtoB), (QOPMbl 3aKMYEHWA KOMUCCUU
9KCMEepTOB YCTaHaBNUBAOTCA COOTBETCTBYIOLLMM YMNONHOMOYEHHbIM (befgepanbHbiM OpraHoOM MCMNOMHUTENBHON
BNacTu.

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

KoHcynbTaHTlnoc: npumeyaHue.

[o 31.12.2023 ana npenapaTtoB, Npou3BedeHHbIX B P® B uenax mmnopTo3amelleHuns, yCcTaHaBNMBaeTcs
peXunm yCKOPEHHONM npouenypbl rocperucrTpaumm B cootseTctaun ¢ [loctaHosnexnuem lMNpasutensctea PO ot
12.03.2022 N 353.

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

1. Ona rocyaapCTBEHHOW perMcTpauum fnekapCTBEHHOro npenapata Ans BeTEePUHapHOro MpUMeHeHUs
pa3paboTynK TaKoro ekapCcTBEHHOro npenapara unv ynonHOMOYeHHOe M ApYroe puanyeckoe nuuo (aanee B
HacTosILLeNn cTaTbe - 3asBWTENb) MpeacTaBnseT B YNOMHOMOYEHHbIN beaepanbHbil OpraH MCMONHUTENbHON
BMacTW, OCYLLECTBMSAIOWMIA rOCYAapCTBEHHYIO PerncTpaumnio NekapcTBEHHbIX MpenapaTtoB Ans BETEpPUHapHOro
NPUMEHEHWS, B 3NEKTPOHHON hopMe Mnu Ha BymakHOM HocuTene 3asiBfieHMe O rocy4apCTBEHHOW perucTpauum
neKkapcTBEHHOro Mnpenapata Ans BEeTepMHapHOro MpPUMEHEHMs, a Takke B [OopAadke, YCTAHOBIEHHOM
COOTBETCTBYHOLUMM YMNONIHOMOYEHHbIM dhedeparibHbIM OPraHOM UCMOSHUTENBHOW BRacTW, B 3MEKTPOHHOW dhopMme
nnu Ha BymMaxkHoM HocuTene Heobxoaumble JOKYMEHTbI, U3 KOTOPbIX hOPMUPYETCH perncTpaumMoHHoe JoCke Ha
nekapCTBEHHbIV npenapar Ans BETepUHapHOro NpuMeHeHus.

2. B 3agBneHun o FocyﬂapCTBeHHOVI perncTtpaunn rnekapcrtBeHHOro npenapata ana BeTepuHapHOro
NPUMEHEHUA YKa3blBalOTCA:

1) HanMeHOoBaHue n agpec 3aaBuUtend, pa3pa60TLw|Ka M npoun3soguTena nekapCTtBeHHOro npenapara gna
BETEPUHAPHOIO NMpuUMeHeHna 1 agpec Mecrta OCyLleCTBIeHNUd Npou3BOoACTBa JIEKapCTBEHHOIo npenapara And
BeTepMHapHOro rnpuMeHeHunA (B Ccny4ae Hann4dna HeCKOJIbKMX y4aCTHUKOB npouecca nponssoacTtea HeobxoaMmo
YKa3aTb Kagoro n3 HVIX);

2) HanMeHOBaHue JeKapCTBeHHOro npenapata AOnd BEeTepUHaApPHOro npuMmeHeHuda (Me>|<,1:|,yHapo,que
HenaTeHTOBaHHOE, UInn rpynnnpoBOYHOE, UMM XMMNUYECKOe 1 TOPprosoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb [OEWCTBYIOLIMX U BCMOMOraTenbHbIX BELLEeCTB, BXOOSALWMX B COCTaB JeKapCTBEHHOro
npenapara Ans BeTepUHAPHOro NMPUMEHEHNS, C YKa3aHNeM KONMUMYEeCcTBa KaXkaoro U3 HuX;

4) NeKkapcTBeHHasn cbopma, A031MpOBKa, cnocobbl BBEAEHUS U NPpUMEHEHUA, CPOK rogHOCTWN JIeKapCTBEHHOIO
npenaparta ona setepnHapHoOro npuMeHeHu4A,;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeobxoaMMOCTb MPUMEHEHUsT YCKOPEHHOW MmpoLedypbl 3KCNepTU3bl eKapCTBEHHbIX CPeACTB B LENsX
rocy4apCTBEHHON perncTpaumm ekapcTBEHHOTO Npenapara;

7) KoMK JOKYMEHTOB, MOATBEPXXAAIOLLIMX YNNaTy rocyaapCTBEHHON NOLLMUHBI:
a) 3a NpoBefeHVe IKCNepTM3bl KaYecTBa fIeKapCTBEHHOrO CPeACcTBa U 3KCMepTU3bl OTHOLLEHNS OXKUOAEMOiA

Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NEeKapCTBEHHOro npenapata Afis BeTepuMHapHOro NpuMeHeHust npu
€ro rocyapcTBeHHON perncTpauuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) 3a Bblgayy perncTpaLMoHHOro YA0CTOBEPEHMS NEKapCTBEHHOTO Npenapara;

8) Hanuuue cornacusi, NPeayCMOTPEHHOrO YacTblo 7 HaCTOSILLEN CTaTbM, ECNYM C MOMEHTa perucrpauum
pedepeHTHOro NekapcTBEHHOIO Npenapara Ans BeTEpUHAPHOro NPUMEHEHUs NMPOLLINO MEHEe YeM LLIECTb NeT.
(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 241-93)

3. PernctpaumoHHoe p[Jocbe B Uenax 9KCnepTusbl NEKapCTBEHHOro mnpenapata Ans BeTepuHapHOro
npuMeHeHnst hoOpMUPYETCA U3 CrieayoLLMX JOKYMEHTOB U CBEAEHUNA:
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

1) cBemeHuss 0 paTe nNpenoCTaBMEHUA U PErMcTpauMoOHHOM HOMEpPE JIMUEH3UM Ha NPOU3BOACTBO
neKapcTBEHHbIX CPeacTB, NpeaoCTaBNeHHON NPOU3BOANTENO PErMCTPMPYEMOrO NEKapCTBEHHOrO Npenapara ans
BETEPUHAPHOro NPUMEHEHNS, A1 POCCUACKMX NPON3BOAUTENEN;

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

2) cBedeHus O pfaTte MpegocTaBfieHWss M PEerucTpauMoHHOM HOMEpe JIMUEH3MUM Ha MNpPOM3BOACTBO
nekapCTBEHHbIX CpeacTB, NpeaocTaBneHHoON npoussoguTento dapmaueBTUYeckon cybctaHuum, BXOAsLLENn B
COCTaB PErMcTpupyemoro nekapCTBEHHOro npenaparta Afs BETEPUHApPHOro MpPUMEHEHUs, A1 POCCUNCKMX
npounsBoauTenew;

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

2.1) konus [OKYMEHTa, BblAAHHOMO YMNOMHOMOYEHHbIM OPraHoOM CTpaHbl MPOM3BOAMTENS ONS KaXOow
NPON3BOACTBEHHOW MIOLIAAKN PErMcTPUpyeMoro fiekapCTBEHHOro npenapara Ans BeTepuHapHOro npyMeHeHus
M noaTBepXaalLwero COOTBETCTBUME MNPOM3BOAWUTENS fNeKapCTBEHHOro npenapata TpeboBaHMAM OpaBwn
Hagnexallen npou3BOACTBEHHOW MPaKTUKW, U €ro NepeBOf Ha PYCCKMI A3blK, 3aBEpPEHHble B YCTaHOBMEHHOM
nopsiAke, a Takke KONWs 3aKMioYeHWs O COOTBETCTBUM MPOM3BOAMUTENS NIeKapCTBEHHbLIX CPeAcTB TpeboBaHMAM
npaBun Hagnexawewn npov3BOACTBEHHOW NPAKTUKK, BbIAAHHOMO YMNOMHOMOYEHHbIM deadepanbHbIM OpraHoM
UCMNOMHUTENBbHOW BnacTy AN KaXaowW NPOVM3BOACTBEHHOW MMOWaAKM PerMcTpupyemMoro JekapcTBEeHHOro
npenapara Ans BEeTEPMHAPHOrO MPUMEHEHMS, NMOO KOMUSl peLleHWss O MNPOBEAEHVMU WHCNEKTMPOBaHUSA
NPON3BOAMTENSA  NEKApCTBEHHbIX  CPEACTB, MPUHATOMO  YMOSIHOMOYEHHbIM  dbegepanbHbiM — OpraHoM
WCMONHWUTENbHON BnacTu AN Kaxgow MNpPOU3BOACTBEHHOM MMOWAAKM PermcTpupyeMoro nekapCTBEHHOro
npenapata Ans BeTEepUHapHOro MNPUMEHEHWs. YKasaHHble [AOKYMEeHTbl NpeAcTaBnsalTCca B Cryyae, ecnu
NPOVN3BOACTBO NEKapCTBEHHOIO NpenapaTta ocyLecTBnseTcs 3a npeaenamu Poccuiickon ®eagepaumu;

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

2.2) KomuMa  OOKYMEHTa, BbIJAHHOTO  YMOMTHOMOYEHHbIM  OpPraHoM  CTpaHbl  NPOV3BOAMTENS
hapmaueBTMYeckon cybcTaHuMM WM NOATBEPXKAAKLWEro COOTBETCTBME NPOU3BOAMTENS (hapMaLeBTUYECKON
cybCcTaHuuKM, BXOOAWEN B COCTaB PErmcTpupyemMoro JeKkapCTBEHHOro nmnpenapata Ans  BeTepUHapHOro
npuMeHeHus, TpeboBaHMAM MpaBun Hagnexallenh Npou3BOOCTBEHHOW MPakTUKW, U ero nepesof Ha PYCCKUM
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Cydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybcTaHumm
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepavimu;

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

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

4) [OKYMEHT, coAepxalui cnegyouwy uHdopMaumio o dapmaueBTMyeckon cybctaHuum unm
hapmMaLeBTUYECKMX CYOCTaHUMAX, BXOASAWMX B COCTaB JIeKapCTBEHHOro npenapata Afns BeTepuMHapHOro
NPUMEHEHNSI:

a) HauMMeHoBaHWe papmaueBTUYECKOM CyOCTaHUMM, ee CTpyKkTypa, ofwwue cBounctBa (npwu
rocygapCTBEHHON perucTpaumm MMMYHOOMOMOTMYECKMX FeKapCTBEHHbLIX MpenapatoB Afs BeTEPUHapHOro
NPUMEHEHNsT MpPEACTaBMSOTCA CBEAEHWMst O LWTaMme, BKOYasi €ero HauMMeHOBaHue, MWHdopmauui o
NPOUCXOXOEHUWN, €0 CBOWCTBAX, XapakTepPUCTUKAX U MECTE AEMNOHUPOBAHNS);

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

6) HanMmeHoBaHME N agpec Npon3BoanTenA,

B) TexHonorna npom3soacTtea C onnmcaHunem cragun npon3BoAcTBa U MeTOO4O0B KOHTPONA Ha BCeX CTaauax
npon3BoacCTBa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

r) wHdopmaums o npumecax (He npencTaBnsieTcss MpW  FOCYAAPCTBEHHOW  permcrpauum
MMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BeTePUHapHOro NpMMeHeHus);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

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

e) onncaHne MeToaukK KOHTPOJ14 KavyeCcTBa,

X) pesynbTaTtbl aHanusa cepui  apmaueBTUYeCKon cybcTtaHumMM (He npencTaBnsalTCcs  Mpu
rocya4apCTBEHHOW perncTpaumm UMMYHOBUOMNOrMYEeCKMX meKapCTBEHHbIX MpenapaTtoB And BeTepUHapHOro
NPUMEHEHUS);

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

3) nepeyvyeHb CTaHOAPTHbIX 06p33LLOB nnn BeLlecTB, UCNOJIb3yeMblX MpU OCYLWEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,

VI) onncaHne XapakTtepucTtuk n CBOWCTB YNakoOBOYHbIX MatepunasoB N YKYyNnOpO4YHbIX CPEeACTB;

K) OdaHHble O CcTabunbHOCTM  (He  NpeacTaBnslTCA  NpW  rOCyQapCTBEHHOW  permcrpaumm
NMMYHOBMONOrMYECKNX NekapCTBEHHbIX NpenapaToB Ans BeTePUHApHOro NPUMEHEHWS);
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

1) CPOK rOOHOCTHU, YCIOBUS XPaHEHWS;

KoHcynbTaHTlnoc: npumeyaHue.

[Mpu yckopeHHOW npouenype perncrpauumn BOCMPOU3BEAEHHOrO Npenapata AonycKaeTcsl HenpeacTaBrneHme
ONUCaHus MeTOAOB U WX [OOKYMEHTanbHOro MOATBEpXAeHUs, MNpu MNMCbMEHHOM o006s3aTenbcTBe KX
npeacraBuTb B TedeHue 12 mecaueB co AHA peructpauuun ([octaHoBnexue [lpaButensctBa P® ot
12.03.2022 N 353).

5) oTyeT 0 pesynbTaTax AOKMIMHMYECKOrO UCCMeaoBaHUS NEKapCTBEHHOrO cpeacTea Ansd BETEPUMHAPHOro
NPUMEHEHMS, BKITOYAIOLWNIA ONUCaHNe METOLO0B OnpeaeNieHnst OCTaTOMHbLIX KONMMYECTB AENCTBYHOLLErNO BeLLeCcTBa
(mencTBylOWMX BELLECTB), OOCTUralOLLEro (OOCTUratomnx) CUCTEMHOro KPOBOTOKA, B MPOAYKUMM XKMBOTHOMO
NMPOUCXOXAEHNUST MNOCMe MPUMEHEHMSI Takoro JeKapCTBEHHOrO CpPeAcTBa, a Takke [AOKYMeHTanbHoe
noaTBepXaeHve (Banuaaums) ykasaHHbIX METOOB;

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

6) OTHEeT O pe3ylribTaTax KIMHUYEeCKOro uccrnenoBaHuA rekapCTtBeHHOro npenapara and BeTepuHapHOro
NPUMEHEHNA Y KaXO0ro Bnaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUWM MO BETEPUHAPHOMY NMPUMEHEHUIO;

7) NPOEKT WHCTPYKUMM MO BeTepUHApHOMY MPMMEHEHMI0 NeKapCTBEHHOro npenapaTta, cofepallen
crnefyoLime cBefeHus:

a) HavMeHOBaHWe JeKapCTBEHHOTO npenapaTa Ans BETEePUHAPHOro MpUMEeHeHus (MexoyHapoaHoe
HenaTeHTOBaHHOe, UMW rPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaHUS);

6) JNleKapCTBeHHasnA ¢)0pma C YKa3aHunem HaMMeHOBaHUN W KONWYECTBEHHOrO COCTaBa ﬂeVICTByIOU.LMX
BelleCTB N Ka4eCTBEHHOIo CoCtaBa BCNoMoraTesibHbIX BELWECTB;

B) onncaHmne BHeLWHero Baa nekapCTtBeHHOro npenapara ana BeTtepuHapHoOro npuMeHeHus;

r) cdhapmakoTepaneBTMYeckas rpynna NeKkapCTBEHHOro npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUS UMK
yKasaHue "romeonaTnyeckuii nekapCTBeHHbI npenapat”;

,El,) CbapMaKOLIMHaMMKa n (bapMaKOKI/IHeTMKa (38 UCKINo4YeHnem d)apMaKOKMHeTI/IKM romeonaTtn4yeckmnx
JNIeKapCTBEHHbIX npenaparos n PaCTUTENbHbIX NEKapCTBEHHbIX rlpenapaTOB) mnnn onuncaHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MMMYHOGNONOrMYECKNX CBOCTB NeKapCTBEHHOrO Npenapara;
€) nokasaHus ons NPUMEHEHUS;
) NPOTMBOMNOKa3aHUs A4S NPUMEHEHUS;
3) Mepbl NPeAOCTOPOXKHOCTM NPY NPUMEHEHNN;

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

K) pexvM [03MpoBaHus, cnocob BBeOEHUS W MNPUMEHEHWs, MNpu HeobxoouMOoCTU Bpems npuema
nNeKapCTBEHHOro npenapara Ansi BeTEpUHaAPHOro NPUMEHEHNS, NPOAOIKUTENBHOCTb NEYeHNs;

n) BO3MOXHble MOBOYHbIE [ENCTBUS, HeXenaTenbHble peakuuy Npu MNpUMEHEHWU JieKapCTBEHHOro
npenapara Ans BETEPUHAPHOIO NPUMEHEHNS;

M) CUMNTOMbI NePeo3nPOBKM, MePbl MO OKa3aHWI0 MOMOLLM NPU NEPESO3NPOBKE;
H) B3anMofencTBME C APYrMMI NeKapCcTBEHHBIMU NpenapaTaMu u (Unu) kopMamu;
0) chopMbI BbIMycKa NekapCTBEHHOro NpenapaTa Ansi BETEPUHAPHOT0o NPUMEHEHUS;

n) ykasaHue (NpM HeobxoaAMMoCTM) OCODEHHOCTEN [OEeWCTBUSA fekapCTBEHHOro mnpenapata  Ans
BETEpPUHAPHOro NpPUMeHeHNs Npu nepBoM npuemMe Unn npu ero oTMeHe;

p) onucaHue (npu HeobxoAMMOCTM) [OEWCTBUA cheumanucta B obnactu BeTepuHapuw, Bnagenbua
XKMBOTHOTO NpMW MPOMNycke npueMa OAHOM UINN HECKOMNbKMX [03 fleKapCTBEHHOro npenapaTa Ansi BeTeprMHapHOro
NPUMEHEHUA;

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

C) CPOK roAHOCTN U yKa3aHue Ha 3arnpeTt NpuMeHeHua NneKapCTtBeHHOro npenapara and BeTepuHapHOoro
NnpuMeHeHnsa No NCTe4YeHnm cpoka rogHoCTH;

T) YCNOBUSA XpaHeHWs;

y) yKa3aHve Ha HeoGX0AMMOCTb XpaHEHUs! NNEKAPCTBEHHOIO MNpenaparta AJ1si BETepMHapHOro NpUMeHeHus B
MecTax, HeoCTYMHbIX ANs AeTew;

&) ykasaHue (Npu HeoOXoOMMOCTM) creumarnbHbiX Mep NPeaoCTOPOXHOCTU MpPU  YHUUTOXEHUU
Hencnosib3oBaHHbIX IeKapCTBEHHbIX NPenapaToB Arsl BETEPUHAPHOIO NPYMEHEHUS;

X) CPOKM BO3MOXXHOIO UCNOJMb30BaHNA NPOAYKLUMN XXMBOTHOIO NMNPOUCXoXAeHUA nocrne eBeaeHna XXMBOTHOMY
NNIeKapCTBEHHOrO npenapaTta AnAa BeTepuHapHOro NnpuMeHeHun4;

L) yCcrnoBusi OTMyCKa;

l-I) HanMeHoBaHMA N aapeca NMpoun3BOACTBEHHbIX MowaaoK npon3BoanTena nekapcrBeHHOro npenaparta
Anda BeTeprHapHOro npMMeHeHuns;

W) HauMeHoBaHWe, agpec OpraHuM3auumu, YrNONHOMOYEHHOW JepxaTenem unu  Bragenbuem
PErMcTpaLmMoHHOro Y4OCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa Ha NpUHATUE NPeTEH3MIN OT NoTpebuTens;

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

9) cnegytolme cBeieHNs1 O NekapCcTBEHHOM MNpenaparte Ans BeTePUHaAPHOro NPUMEHEHUs:
a) onucaHve 1 CoCTae fieKapCTBEHHOro npenapaTa aJisi BETePMHapHOro NPUMEHEHUS;

©0) onucaHne hapmMaLeBTMYECKON pa3paboTku;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B) onucaHve npouecca NpPOW3BOACTBA M €ro KOHTPOMs, MOANWCaHHOe B Mopsidke, YCTAHOBIEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOSLLEN CcTaTbW;
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

r) onucaHue KOHTPOSMS KPUTUYECKUX CTaauii NPOM3BOACTBA U NPOMEXYTOUHOW NpoayKuMK, NoannucaHHoe B
nopsiake, yCTaHOBMEHHOM B COOTBETCTBUM C YacTblo 1 HACTOsILLEN CTaTby;
(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) HaMmeHOBaHMS W agpeca paspaboTuuka, [gepxatensa wnu  Brnagenbua perncrpalyoHHOro
YyOOCTOBEPEHUS JIEKAPCTBEHHOrO MpenapaTta, NPOU3BOACTBEHHbLIX MOWAA0K MPOU3BOAUTENS MEKapCTBEHHOMO
npenapata [Ans BEeTEPMHAPHOro MPUMEHEHMS C yKa3aHMem CTagui  TEexXHOMOrM4eckoro npoLecca,
OCYLLIECTBMNAEMbIX Ha MNPOU3BOACTBEHHbIX Mowagkax npovM3BOAUTENS JIEKApPCTBEHHOro npenapaTta Aans
BETEPMHAPHOr0 NPUMEHEHUS;

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

e) bapmMaueBTUYECKast COBMECTUMOCTb;
) MUKPOGUONOrMyeckne XxapakTepucTuku,;
3) MaTepuarnbHbIi GanaHc Ans NPoM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

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

KoHcynbTaHTlInoCc: npuMmeyaHue.

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

K) OOKYMeHTanbHOe NOATBepXaeHue (Banuaawms) npoueccoB U (Unn) Ux OLEeHKa;

n) TpeboBaHMs K KayecTBy BcromoraTernbHblXx BellecTB (cepTudmkaTt, crneumdukauus Ha
BCMomoraTtersibHble BeLeCcTBa U UX 0O0CHOBaHUE);

KoHcynbTaHTlnoc: npumeyaHue.

Mpu pernctpaumm no  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeacTaBrneHMe  JOKYMEHTOB,
npeaycMoTpeHHbIX nn. "M" n. 9 4. 3 cT. 17, Nnpn ycnoBmMuM NUCbMEHHOro 0bs3aTenbCcTBa UX NPeocTaBuTb B
TedyeHue 12 mecsues co aHsa pernctpaumm (MoctaHosnenue Mpasutensctea P® ot 12.03.2022 N 353).

M) aHanMTUYecKne MeTOAMKK, UCMOomMb3yeMble MPU OCYLLECTBMEHU KOHTPOMS KavyecTsa BCMOMOraTenbHbIX
BELLIeCTB;

KoHcynbTtaHTlntoc: npumedaHume.

Mpn  pernctpauum NO  YCKOPEHHOW nNpouedype  AONyckaeTcsi  HenpencTaBfeHune  OOKYMEHTOB,
npegycMoTpeHHbIX nn. "H" n. 9 4. 3 cT. 17, Npu ycrnoBuMM MUCbMEHHOTO 0bsi3aTenbCcTBa MX NPEAOCTaBUTL B
TedeHune 12 mecsueB co gHsa pernctpaumn (loctaHoeneHue Mpaeutenbctea PP ot 12.03.2022 N 353).

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

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

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

p) TpeboBaHMsA K KayecTBY feKapCTBEHHOro npenapaTa Afs BeTepuHapHOro npuMeHeHus (cepTtudmkar,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cneunduKaumna Ha NekapcTBeHHbIN npenapaT 1 X 06oCHOBaHMWE);

C) aHanuTU4eckMe MeTOAWKW, UCMONb3yeMble MPU OCYLLECTBIIEHUN KOHTPOMS KavecTBa JlekapCTBEHHOro
npenapara Ans BEeTEpPUHaAPHOro NPUMEHEHNS;

KoHcynbTaHTlntoc: npumedaHume.

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

T) [OKyMeHTanbHOe MoATBEPXAEHVEe (Banupauusl) aHanuTUYeCKUX METOAMK, WCNOMb3yeMblX Mpwu
OCYLLIeCTBMNEHNM KOHTPONS KayecTBa NekapCTBEHHOrO npenaparta AN BeTePMHApPHOro NPUMeEHEHUS;

y) AOKYMEHT, MOATBEepPXOaloLiMii KayecTBO fleKapCTBEHHOro npenaparta Tpex MPOMbILLNEHHbIX Cepuit
(NpoTokon aHanu3a unu cepTudUKaT aHanusa), ogHa cepust KOTOPOro AOoJfKHa coBnajaTtb C cepueii obpasua
nekapcTBEHHOro npenapara, NofaHHOro Ha perncTpaumio;

&) xapakTepucTvka npumecem;

X) nepeyeHb CTaHAapTHbIX 0OpasLoB, WUCMOMb3yeMbiX MNPU OCYLLECTBMEHUM KOHTPONSA KayecTsa
neKkapCcTBEHHOro npenapara Ans BeTePUHaApHOro NPUMEHEHWS;

KoHcynbTaHTlInoC: npuMmeyaHue.

Mpu yckopeHHOW Mpouenype perncrpauum BOCNPOU3BEOEHHOrO Npenaparta [onyckaeTca HenpeacTaBreHne
CBedEeHUI, NpeaycMoTpeHHbIX nn. "u" n. 9 4. 3 c1. 17, NpM NUCbMEHHOM 00s3aTenbCTBE UX NPeaoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumm (MoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

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

10) Konnst AOKYMeEHTa, coaepallero MHpopMaumo 0 HanuumMmM nnn o6 oTcyTCTBMM (DaKTOB pPervcTpaumm
NeKapCTBEHHOro npenapara Ansi BETEPMHAPHOro NpMMeHeHus 3a npegenamm Poccunckon ®epepaunu;

11) cornacve B NUCbMEHHOW popMe, MpeayCMOTPEHHOe 4YacTblo 7 HacTosillenh cTaTbW, B cry4vae
perncTpaumnm BoCnpon3BeAeHHOro NiekapCTBEHHOMO Npenapara;
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konusi JOKYMEHTa Ha PYCCKOM £A3blke, 3aBEPEHHOrO B YCTAHOBMEHHOM MOpsiAKe M NOATBEPXKAALLEro
NpaBOMOYHOCTb 3asIBNEHNSI O FOCYAapCTBEHHOW perucTpaumn NekapCcTBEHHOro npenaparta Ansi BeTepuHapHOro
NPUMEHEHNS (JOBEPEHHOCTb);

KoHcynbTaHTlntoc: npumeyaHue.

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

13) cBedeHus O rocydapCTBEHHOW perucTpaumym reHHO-UHXEHEPHO-MOANMULNPOBAHHBIX OpPraHn3MoB,
npefHasHadYeHHbIX AN BbIMyCKa B OKpYXatollyto cpedy (Mpu rocygapCTBEHHOW perncrpauun NnekapcTBEHHbIX
npenapaToB ans BETEPMHAPHOrO NPUMEHEHNS, NonyYeHHbIX c NpUMeHEHNEeM
reHHO-UHXEHEPHO-MOAMMDULNPOBAHHBIX OPraHU3MOB UMK COAEPXKaLLUX Takne OpraHnu3mbl).

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

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2023 B n. 4 cT. 17 BHOCATCA n3MeHeHus (P3 ot 28.04.2023 N 171-93). Cm. OygyLlyto pedakumio.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. MNpw NpoBeAEHUN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NIeKapCTBEHHONO Npenaparta ans BeTepMHapHOro
NMPUMEHEHNST B LENAX €ro rocyAapCTBEHHOW pernctpaumMm BMeECTO OoT4yeTa paspaboTumka o pesyrbTaTtax
OOKIMMHUYECKOrO UCCReooBaHUs feKkapCTBEHHOrO CPeacTBa AOfi BETEepUMHAPHOrO MPUMEHEHMSI MOXET ObiTb
npeactaeneH o0630p HayyHbix paboT O pesynbTatax [OOKMIMHUYECKOro WuccrenoBaHus pedepeHTHoro
NieKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOrO MPUMEHEHUS!, @ BMECTO OTYeTa O pesynbTaTax KIMHUYECKOro
nccrnefoBaHUs  fiekapCTBEHHOrO npenapaTta AN BEeTEPUHAPHOrO  MPUMEHEHUS OTYeT O pesyrbTatax
nccneaoBaHMn OGUO3KBMBANEHTHOCTU BOCMPOWM3BEAEHHOrO NEeKapCTBEHHOro npenapata Ansi BeTepuUHapHOro
NPUMEHEHMSI.

(4acTb 4 B pea. PepepanbHoro gakona ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 cT. 17 pononHsetcs 4. 4.1 (P3 ot 28.04.2023 N 171-03). Cm. GyayLLyto peaakumio.

5. Ha akcnepTu3y pasnnyHbIX nekapcTBEHHbIX )OpM OLHOrO M TOro Xe NekapCTBEHHOro npenapara ans
BETEPMHAPHOrO NPUMEHEHUs 3asiBUTENb NPEACTaBNSeT OTAeNbHble 3asBIIEHUS U PEerMcTpauuoHHble OOChbe Ha
KaXxgylo nekapcTBeHHyto copmy. [py ycrnoBuM OOHOBPEMEHHONM NMOAAYM Ha IKCNEepPTU3y OOHOW JIEKAPCTBEHHOM
POpMbI C pasNUYHbIMK OO3MPOBKOW, KOHLIEHTpauuen, oobemMom 3asBUTENb MPEeACTaBnsieT OOQHO 3asiBIIEHUE U
perncTpaumoHHoe 0OCbe C MPUIIOXKEHWEM MAKETOB MEPBUYHOM YMAKOBKM U BTOPUYHOM YyMakoBku. Ha makeTtax
NEpPBMYHOM YNaKOBKM M BTOPUYHOM YMNAKOBKM YKa3blBalOTCA BCE MNPOM3BOAUMbBIE [O3UPOBKM, KOHLUEHTpauuu,
0O6bEMBI 1 KONMYECTBO 4,03 B YNAKOBKE JIEKAPCTBEHHOIO NpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS.

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

6. B cnyvyae HenpeAcTtaBneHns C 3asBMEHMEM O rOCYAapCTBEHHOW perncTpauum rnekapcTBEHHOro
npenapata pAns BeTEPUHaApPHOro nNPUMEHEHWs [OOKYMEHTOB, NOATBepXAalWmx Yynnaty rocygapCTBEHHOM
OOLUNMHBI W YKa3aHHbIX B MYHKTE 7 YacTu 2 HacTosILWen CTaTbW, CBEAEHUN O NULEH3UAX, YKadaHHbIX B MyHKTax 1 un
2 yactn 3 HacToslwen cTaTbi, a Takke BblAaBaeMblX (MpeaocTaBnsieMblX) YNONHOMOYEHHbIMU heagepanbHbiMu
opraHamu WCMOMHUTENBbHOW BnacTy OOKYMEHTOB (CBeOEeHWI), ykasaHHbIX B NMyHKTe 2.1 yacTm 3 HacToswewn
cTaTby, YNOMHOMOYEHHbIV hefeparnbHbI OpraH UCMOMHUTENbHOW BAacTy 3anpaluvMBaeT yKka3aHHble JOKYMEHThI
(cBegeHus) B nopsigke MexxBe4OMCTBEHHOTO MHPOPMaLMOHHOIO B3aMMOAENCTBMS.

(4acTb 6 B pea. PeaepanbHOro dakoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcs ncnonb3oBaHMe B KOMMEPYECKMX LIensax UHopmaumm o pesynbTartax AOKIMHUYECKMX
nccnegoBaHUMM NEKAPCTBEHHbIX CPEACTB U KIMHUYECKMX WCCNedoBaHUM IeKapCTBEHHbIX MpenapaToB Ans
BETEPUMHAPHOro  MPUMEHEeHUs, MpeacTaBfieHHON  3asBUTenemM  Ons  rocyAapCTBEHHOW  perucrpaumm
nekapcTBEHHbIX nNpenapaToB, 6e3 ero cornacus B TeYeHWe LIeCTU NeT C AaTbl roCyaapCTBEHHOW perncrpauum
pedepeHTHOro nekapcTBeHHOro npenapara B Poccuinckon degepauumn.

8. [epxatenb unvM Bragerneyl pPerncTpaumoHHOrO YAOCTOBEPEHUS JeKapCTBEHHOro mnpenapaTta Aans
BETEPMHAPHOro NPUMEHEHNS NpeacTaBnseT B YNONHOMOYEHHbIN heaepanbHbIi OpraH UCNOMHUTENBHON BNacTu
oT4yeT no pesynbTatam ¢apmMakoHaa3opa OAMH pa3 B LWEeCTb MeCcsAueB B TevyeHuMe [BYyX neT nocrne
rocyaapCTBEHHOW perucTpauum nekapcTBeHHoro npenaparta B Poccunckon ®epepauuun, 3aTemM eXerogHo B
TeYeHne nocrneayrLmx Tpex NeT 1 B AanbHEWLEM OAMH pa3 B TpU roaa.

(yacTb 8 BBeaeHa PeaepanbHbimM 3akoHoM oT 02.08.2019 N 297-93)

Cratbsa 18. Nogaya u paccMoTpeHne 3asiBNIEHUA O rocyfapCTBEHHOW perncrpauum fieKapcTBeHHOro
npenaparta gnsi MeauLMHCKOro npMMeHeHus
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. Ona rocyoapCTBEHHOW peructpauMu IeKapCTBEHHOrO npenapata And MeAMLMHCKOrO MpUMEHEHMs
IopyanMyeckoe nuuo, AenCTByloLLee B CODCTBEHHBIX MHTEpecax MM YMONTHOMOYEHHOE NPEeACTaBNsATb MHTEPECHI
OpYyroro lopuMAMYECcKoro nvua u 3asBhsiollee NeKapCTBEHHbIN MpenapaT Ha rocygapCTBEHHY perncrpauuio
(nanee B HacTodWwen cTaTbe - 3asBUTENb), NPEACTaBNseT B YMNOMHOMOYEHHbIN heaepanbHbIi  OpraH
NCMNOMHUTENBHOW BracTy, OCYLLECTBSAOWUA rocygapCTBEHHYIO PErMCTpaLMIo NeKapCTBEHHbIX npenapaToB Ans
MEOULMHCKOTO NMPUMEHEHUS, B 3NEKTPOHHON dhopMe U Ha BymaHOM HocuTene 3asBIieHNE O rocygapCTBEHHOM
pervcTpaumm NekapcTBEHHOro npenapara Aanst MeAULUMHCKOrO MPUMEHEHUS, a TaKkke B Nopsake, yCTaHOBIEHHOM
YMNOSTHOMOYEHHBbIM (hbefepanbHbIM OpraHoOM MCMOSTHUTENbHOW BIacTu, B 3NIEKTPOHHOM popMe M Ha BGymakHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HocuTene HeobXxoaMMble OOKYMEHTbI, U3 KOTOPbIX DOPMUPYETCA PErncTpaumMoHHOE AOCbe Ha NEKAPCTBEHHbIA
npenapart ans MeAULMHCKOrO NPUMEHEHMS.
(vactb 1 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B zagBneHun o Focyﬂ,apCTBeHHOI;I pernctpaunmn rnekapcTtBeHHOro npenapara ana MeanunHCKOro
NPUMEHEHNA YKa3blBaKTCA:

1) HanmeHoBaHue, agpec 3asBUTENS U NPOM3BOAUTENS NEKAapCTBEHHOro npenaparta Ans MeauumMHCKOro
npuMeHeHnsi, ceBedeHMs 00 MX perncTpauum B KayecTBe Hanoronnartefbliuka B CTpaHe perucrtpaumm (ans
POCCUICKMX HOPUAMYECKUX NUL, - NOAEHTUPUKALMOHHBLIN HOMep Hanoronnatensiwimka (MHH), ons nHocTpaHHbIX
IOPUAMYECKMX NUL, - CTpaHa perncTpalun, HAMMeHOBaHWE PEMMCTPUPYIOLLErO OpraHa, pPerMcTpaunoHHbIA HOMED,
KO4 HamoronnaTtenbluka B CTpaHe peructpaumu (MHKoOpropauum) WnM ero adanor) u agpec Mecrta
OCYLLIECTBMEHMST MNPON3BOACTBA JIEKAPCTBEHHOro mnpenaparta (B Crlydae Hanuyuusi HECKONIbKUX YYaCTHMKOB
npoLiecca ero npou3BoAcTBa HEOOXOAMMO ykasaTb KaXKOoro yvacTHMKa B COOTBETCTBMM C OCYLLECTBSIEMOM
cTaguen NpovM3BOACTBA);

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

2) HauMeHOBaHMEe feKapCTBEHHOro npenapaTta A/l MeOULMHCKOrO MNpPUMEHEHNUs (MexoyHapoaHoe
HenaTeHTOBaHHOe, UMW rPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEeHOBaHUS);

3) nepeyeHb D,el7|CTByPOLLI,VIX N BCNoMoratesibHbiX BelwecTB, BXOOAWKMX B COCTaB J1€KapCTBEHHOro
npenapara anda MeaguunHCKOro npuMeHeHud, ¢ ykasaHmem Konm4yectsa KaxKgoro n3 HUX;

4) nekapcTBeHHas chopma, 4O3NPOBKa, cnocobbl BBEAEHNS N NMPUMEHEHWS, CPOK rOOHOCTU NeKapCTBEHHOMO
npenapata ansg MeauMLUUHCKOro NpuMeHeHus:;

5) dapmakoTepaneBTMyeckasa rpynna, Ko aHaTOMO-TepaneBTUYECKO-XMMUYECKOM Krhaccudmkaumm,
pekoMeHaoBaHHOW BcemunpHOM opraHusaumen 3apaBoOXpaHeHus, 3asiBrisemMble MokasaHusa O1S NpUMeHeHUs
nekapCTBEHHOro npenapata Ans MeguLUMHCKOro NPUMeEHeHNS;

6) oTcyTcTBME HEOBXOAMMOCTM MPEedOCTaBIEHMSI OTYETA O pesynbTaTaxX KIMHWYECKOro MCCrnenoBaHus,
nuccrieqoBaHusi GMOSKBMBANEHTHOCTM  NEKApCTBEHHOTO MpenapaTta, paspelleHHoro Ans  MeauUMHCKOro
npumeHeHusi B Poccuiickon depepaummn Gonee apaguaTty NeT, C ykasaHMEM HOPMATUBHbLIX MPaBOBbLIX aKTOB,
NOATBEPXKAAOLNX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaMMocTb OobopMIIEHNS paspelleHnss Ha BBO3 B Poccuiickyio defepaumio KOHKPETHOW MapTum
3aperMcTpupoBaHHbIX U (UNN) HE3aperncTpUpoOBaHHbLIX JIEKApPCTBEHHbIX CPEACTB, MpedHasHa4yeHHbIX OJis
NpoBEeAEHNS 3KCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB B LIENSAX rOCYAapCTBEHHOW pernctpaumm;

8) HeobXOOMMOCTb MPOBEAEHWUSI 3KCMEepTU3bl [OKYMEHTOB, MPEACTaBleHHbIX ANns  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaThb NleKapCTBEHHbIN npenapaT Ans MEAULMHCKOTO MPUMEHEHMUS MPU OCYLLEECTBIIEHUM
rocy4apCTBEHHOMN perncTpauum B kKayecTee opdaHHOro fiekapCTBEHHOrO npenapara;

9) HeobxoauMOCTb npuMeHeHunaA yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl N1eKapCTBEeHHbIX CpeacCTB B Lenax
FOCYﬂapCTBeHHOVI perncrtpaunm rekapCTtBeHHOro npenapara,

10) KonNuM JOKYMEHTOB, NMOATBEPXKAAIOLLUX YNNATy rocyaapCTBEHHON OOLUNUHbI:

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

6) 3a npoBefeHNe IKCNepTM3bl KaYecTBa NekapCTBEHHOro CPeAcTBa U 3KCNepTU3bl OTHOLLEHNS OXUAaEeMOii
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenaparta, paspeLleHHOro Ans MeauUMHCKOro
npumeHeHnss B Poccuiickon ®epepaumn Gonee [nABaguatyu feT, MNPW  OCYLUECTBIIEHWM TOCYAapCTBEHHOM
perucrpauum nekapcTBEHHOro npenapara;

B) 3a npoBegeHmne 3KCnepTu3bl Ka4ecTBa J1IeKapCTBEHHOIo cpeactBa M 3KCNePTU3bl OTHOLLEHUA oXngaemom
NoJib3bl K BOSMOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara and MeanmunHCKOro npuMeHeHua npu ero
FOCYﬂapCTBEHHOVI perncrtpauunu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

r) 3a npoBeAeHNe 3KCNepPTU3bl Ka4eCcTBa NTIeKapCTBEHHOIO CPeAcTBa M 3KCMEPTU3bl OTHOLLEHMS! OXKUOAEMOii
MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUs NeKapCTBEHHOro npenaparta Ansa MeOuLUHCKOTO MpUMEHeHusl, B
OTHOLLEHMN KOTOPOro MpoBedeHbl MeXOyHapoAHble MHOMOLEHTPOBLIE KNUHUYECKUE MCCrefoBaHus, YacTb U3
KOTOpbIX nNpoBedeHa B Poccuiickoii ®Penepauun, NpU  OCYLLECTBNEHUMM TFOCYAAPCTBEHHON perncrpauum
nekapcTBEHHOro npenapara;

11) Hanumume cornacus nNpou3BOOUTENS NEKApPCTBEHHOro Mpenapara, MpoM3BOACTBO  KOTOPOro
ocyllecTBnsieTca 3a npegenamu Poccuiickon ®epepaumm, Ha NnpoBegeHNe MHCNEKTUPOBAHNS NPOM3BOANTENS Ha
COoOTBETCTBME TPeOOBaHUSAM NMpaBuIT Hagnexallen NPOM3BOACTBEHHON NPaKTUKY;

12) Hanuume cornacus, NpegyCMOTPEHHOro YacTblo 18 HacTosLLEeN cTaTby;

13) ykasaHve BuOa neKapCTBEHHOro npenapara, NPeACTaBMEeHHOro Ha perucTpaumio (pedepeHTHbI
NeKapCTBEHHbIV MpenapaTt, BOCMPOM3BELEHHBIN JEKAapCTBEHHbIN MNpenapaTt, OUOMNorMyeckuin  NekapCTBEHHBIN
npenapat, 6woaHanorosbin (OMONOAOOHLIA) NEKapCTBEHHbIM npenapaT (OvoaHamnor), romeonaTUYecKui
NleKapCTBEHHbIN Npenapart, NTeKapCTBEHHbIN pacTUTENbHbIA Npenapar).

(4acTb 2 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. PerucrtpaumoHHoe pgocbe Ha fekapCTBEHHbIA npenapat Ans  MeaUUMHCKOTO  MPUMEHEHUS
npegocTaensieTcs B popme obLLEr0 TEXHNYECKOTO JOKYMEHTA.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Paspgen OOKyMeHTaunm agMMHUCTPaTUBHOIO Xapakrtepa BKIo4vaeT B cebs:

1) 3agBneHve O TrOCyAapCTBEHHOW perncTpaumMn nekapCTBEHHOro npenapata AN MeAULMHCKOro
NMPUMEHEHNS B 3MNEKTPOHHOW hopMe 1 Ha BymakHOM HocuTene;

2) KOMWIO JOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MOpsiAKE W NOATBEpXAatoLLero
NPaBOMOYHOCTb 3asIBUTENS NodaBaThb 3asiBIiEHWE O rOCYAapCTBEHHOW perncTpaummn rnekapcTBEHHOro npenapaTa
AN MeAMLMHCKOro NPUMEHEHMUS (4OBEPEHHOCTD);

3) cBegeHua o pate npefocTaBneHUMs U PerncTtpauMoHHOM HOMepe nUUEH3MM Ha NpoM3BOACTBO
NeKapCTBEHHbIX CPEACTB WM CBEAEHUS O OaTe MNpPefoCTaBMeHUss U PerncTpalMoHHOM HOMepe 3aKNYEeHUst O
COOTBETCTBMM NPON3BOANTENS NTIEKAaPCTBEHHbIX CpeAcTB TpeboBaHNSAM OpaBwuil Haanexallen Npon3BoaCTBEHHOWM
NpaKkTUKN, BblAaHHbIX (MPEAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM beaepanbHbiM OPraHOM UCTIONHUTENBHOW BiacTu B
OTHOLLEHUN NPOU3BOLACTBEHHOW MIOLWAAKA PErMcTpUpyeMoro nekapCTBEHHOro npenapara, B Ccryvae, ecnu
Npon3BOACTBO JIEKapCTBEHHOrO Npenapara ocyulectanseTcs B Poccuiickon ®epepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, ot 27.12.2019 N 478-03)

4) Konuio NpPegoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MpPOU3BOAUTENS FMLUEH3MM Ha
NMpOM3BOACTBO NIEKApPCTBEHHOrO Mpenapata U ee NepeBod Ha PYCCKUM A3blK, 3aBepeHHble B YCTAHOBIEHHOM
Oopagke, a Takke KOMUIo 3aKMYeHUs O COOTBETCTBUM MPON3BOANTENS NEKapCTBEHHbIX cpeacTB TpeboBaHMAM
npasun Hagnexawen npou3BOACTBEHHON NPAKTUKM, BbIAAHHOMO YMNOMHOMOYEHHbIM deaepanbHbiM OpraHom
WCMNOMHUTENBHOW BracTM B OTHOLUEHMU MPOM3BOACTBEHHOW MIOLWAAKN PErMCTPUPYEMOrO JEKapCTBEHHOMO
npenapaTta, WNM KOMWIO PELUEHUS YMNOSTHOMOYEHHOro edepanbHOro opraHa MCMOSIHUTENbHOW BnactM o
NPOBEAEHUN WHCMEKTMPOBAHNS MPOM3BOAMTENS FNEKapCTBEHHbIX CPeacTB, B Crny4ae, ecnu npousBoACTBO
NekapCTBEHHOro npenapara ocyLecTBnseTcs 3a npegenamm Poccuinckon ®epepaunm;

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

5) NpPOeKT WHCTPYKUMW MO MEAMLMHCKOMY TMPUMEHEHUIO IEKAapCTBEHHOrO Mpenaparta, codepXallei
crienytoline cBefeHns:

a) HanMeHoBaHWME NeKapCTBEHHOro npenaparta (MemyHaponHoe HenaTeHToOBaHHOe, Unn rpynnmpoBo4HOE,
nnm xmmMmm4yeckoe n Toproeoe HaI/IMeHOBaHVIﬂ);

6) nekapcTBeHHasi hopMa C yKasaHMEM HauMeHOBaHWN UM KOMUYECTBEHHOro cocTaBa AeNCTBYIOLLMX
BELLECTB M Ka4eCTBEHHOro CocTaBa BCMoMoraTenbHbIX BeLecTB (Mpy HeOBXOAMMOCTU KONUYECTBEHHOro cocTasa
BCMoMoraTesnbHbIX BELLECTB);
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B) OnmncaHue BHELLHero Buaa fekapCTBEHHOro npenapaTta Ans MeAULMHCKOrO NPUMEHEHNS;

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

A) bapmakoTepaneBTnyeckasn rpynna, kog NekapCTBEHHOro npenapaTta Ans MeAMLMHCKOro MpUMEHEHNs no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudunkaumm, pekomeHgoBaHHon  BcemupHom — opraHusauuen
3[paBOOXpPaHEHUs, UK ykasaHune "romeonaTuyeckuin NekapCcTBeHHbIN npenapat”;

e) cdapmakogMHamuka M apMakokMHeTUKa (3a WCKIYeHMeM (apMakoOKMHETUKM TFOMeOonaTUYeckux
NeKapCTBEHHbIX MPEenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPEnapaToB);

) NnokasaHua aAnsa NpYMeHeHus;

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV MPUMEHEHWUN;

K) ykazaHMe BO3MOXHOCTM U 0COBEeHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepeMeHHbIMU KEHLUMHAMW, >XEHLMHaMW B nepuod rpyaHOro BCKapMMUBaHUS, OeTbMU,
B3POCIbIMU, UMEIOLLIMMUN XpOHUYeCKe 3abonesaHus;

n) peXuM [O03MpOoBaHWsA, crnocobbl BBEOEHUS W MPUMEHEHUS, MpU HeobXxoOAMMOCTM BpeMsi npuema
NeKapCTBEHHOro npenapaTta Ans MeguUMHCKOro MPUMEHEHUs, NMPOdOIKUTENBHOCTL NEYEHUs,, B TOM YuCre Y

JeTen 0o v nocne o4Horo roaa;

M) BO3MOXHbI€ HeXelnaTelrlbHble peakuun npu npuMeHeHUn neKapCTBEHHOro npenapata Aand
MeaNLIMHCKOIro NpuMeHeHus;

H) CMMNTOMbI NEPeo3NPOBKM, MePbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKeE;
0) B3aUMOAENCTBMNE C APYrMMU fieKapCTBEHHbIMU Npenaparamm 1 (UNn) NULLEeBbIMU NPOAYKTaMu;
n) dopMbl BbIMyCKa fieKapCTBEHHOro npenapara;

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

C) onucaHue (Mpu HeoOXOAMMOCTW) OeWCTBUA Bpada (denbawepa) u (Mnv) naumeHTa npu nponycke
npvemMa ogHON U HECKONMBbKMNX A03 NIEKapCTBEHHOIO npenapara Ans MeauLMHCKOro NPUMEHEHMS;

T) BO3MOXHO€ BJIIMAHME JNeKapCTBEHHOro npenapara And MeaunuuHCKOro npumMeHeHua Ha CcnocoBHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MexaHn3mamu,

y) CPOK rogHOCTN U YyKa3aHue Ha 3anpeTt npuMeHeHud JekapCTBEeHHOro npenapara and MeguunHCKoro
NnpuMeHeHnsa No NCTevYeHnm cpoka rogHoCTH;

&) ycrnoBus xpaHeHus;

X) yKasaHue Ha HeobXoaMMOCTb XpaHeHWs NTeKapCTBEHHOTO Npenapara Ansi MeaULMHCKOrO NPUMEHEHUS B
MecTax, HeOCTYMHbIX ANs AeTew;

Ll,) YKasaHue (ﬂpl/l HGO6XOLI,VIMOCTVI) cneynanbHbIX Mep npeaoCTOPOXHOCTU  nNpu  YHUYTOXEHUU
HEeWNCNoJib30BaHHbIX JIEKAPCTBEHHbIX nNpenapaTtoB And MeanumnHCKOro npuMeHeHuA,

4) YCroBUA OTNYCKa;
L) HAMMEHOBaHWS U agpeca NPOM3BOACTBEHHbIX MMOLLAaA0K NPOU3BOAUTENS NIEKapCTBEHHOIO Npenapara;

W) HaumeHOBaHMe, afdpec opraHuMsauun, YrNorHOMOYEHHOW AepxaTeneM WM Bragenbuem
PErMCTPaLMOHHOIO yOOCTOBEPEHUS NIEKAPCTBEHHONO MnpenapaTta Ans MeAULMHCKOrO MPUMEHEHUSI Ha NPUHATUE
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npeTeH3ui oT NoTpebutens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHUIO UIN KPATKYHO XapaKTepUCTUKY NekapcTBEHHOro npenapara,
YyTBEPXAEHHbIE B CTPaAHE NPON3BOAMTENS;

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

8) NPOEKT HOpMaTI/IBHOI;I OOKyMeHTauunm nnn HopMaTmuBHOINo AOKyMEeHTa Ha J'IeKapCTBeHHbIVI npenapar gnsd
MeaNLMHCKOIro npuMeHeHund nnéo YKa3aHune COOTBeTCTByPOLLI,eIZ cbapmaKonePlHon CTaTbW;

9) [OKYMEHT, coaepXawun WHopMaumio O Hanuumm unm o0 oTcyTcTBUM (hakTOB perucrpaumm
nekapcTBEHHOro npenapara Anst MeANLMHCKOro NpuMeHeHns 3a npegenamu Poccuiickon ®epepaumu;

10) KOMUM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOPAAKE U MOATBEPXOALWMX (akT perucrpaumm
fekapcTBEHHOro npenapara B MHOCTPaHHbIX rocy4apcTBax B KadecTBe opdpaHHOro fiekapCTBEHHOrO npenapara;

11) nnaH ynpasneHna puUcKkamMum ana Gronorm4yeckmx NNeKapCTBEHHbIX MpenapatoB AnA MeauLnHCKOro
NPUMEHEHUA;

12) pOOKyMeHT o0 cucteme apmakoHaasopa Jdepxkatens wnu  Bnagenbua pernctpauuoHHOro
yOOCTOBEPEHMS NEKapCTBEHHOMO Npenapara;

13) OOKYMEHT, noATBepXAaloLluii KayecTBO JIEeKapCTBEHHOrO Mpenapata TpeX MPOMbILIIEHHBIX Cepui
(npoTokon aHanusa unu cepTudurkaTt aHanu3a), ogHa cepusi KOTOpOro AOfKHa coBnajaTtb C cepuen obpasua
NEKapCTBEHHOro npenapata Ansi MeOULMHCKOTO MNPUMEHEHUsl, NPEeACTaBEHHOr0 Ha roCy4apCTBEHHYIO
perncTpauuto.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumu4yeckor, dapmaueBTUYEeCKOn W OUONOrnMyeckom [OOKyMeHTauun BKIlOYaeT B cebds
OOKYMEHTbI, copepxaliue MHdopmauuio o0 dhapmaueBTMYeCcKo cybCcTaHUMM M NeKapCTBEHHOM npenapare Ans
MeAMLMHCKOro NpMMEHEHMs, NpoLiecce ero NponM3BoACcTBa U MeTOAax KOHTPONSA KayecTBa, B TOM vucne:

1) KONWMIO OOKYMEHTA, CoAepallero crefyoLlyo nHdopMaumio o dapMaueBTUYeCcKONn CyGcTaHUmMM unm
hapmaLeBTMYEeCKMX CyOCTaHUMAX, BXOASALWMX B COCTAB JIE€KapCTBEHHOrO MpenapaTa, 3a MWCKIIOYEeHNEM
MHpopMaumm o papmaueBTUYECKMX CyOCTaHLMAX, BKIMOYEHHbIX B FOCY4APCTBEHHBLIN PEECTP NeKapCTBEHHbIX
cpeacTB B COOTBETCTBUM CO cTaTben 34 HacToswero PegepanbHOro 3akoHa:

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

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

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

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

r) onncaHue pa3paboTku npoLiecca NPon3BoACTBa;

4) ONUCaHne KOHTPOIS KPUTMYECKUX CTagumn NPOM3BOACTBA U MPOMEXYTOUYHON NpOoayKLUnN;
€) JoKyMeHTanbHoe noaTeepxaeHue (Banuaauns) npoLeccos 1 (Unn) NX OLeHKa;

) CBOMCTBaA W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTtuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTMYECKyo CyBCcTaHUMIo 1 ee 0BOCHOBaHNE;

K) aHanUTU4ecKkMe MeToauKn, UCToNb3yeMble NMPU OCYLLECTBIEHUN KOHTPOSS KavecTBa hapMaLeBTUYECKON
cybcraHuuu;
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

n) [OKyMeHTanbHoe MOATBepXAaeHWe (Banvpauusl) aHanuTUYecKxX METOAMK, WCMONb3yeMbIX MNpu
OCYLLECTBMNEHNN KOHTPOMSA KadyecTsa hapmaLieBTUYeckoln cybectaHumm;

M) pe3ynbTaTbl aHanu3a cepuit oapmaLeBTUYECKON CyOCTaHLNW;

H) nepevyeHb CTaHOAPTHbIX oﬁpaauoa mnn BelwecTB, WUCMNOJIb3yeMbIX MpPU OCYLLEeCTBIIEHNUN KOHTPONA
Ka4yecTBa,

0) OMMCcaHWe XapaKkTepUCTUK 1 CBOWCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOPOYHbIX CPeACTB;

n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyDCcTaHUmK;

p) CPOK rogHOCTY;

1.1) B oTHOWeEHUN hapmaueBTUYECKUX CyOCTaHLMIN, BXOASLWMX B COCTaB JieKapCTBEHHOro npenapara u
BKITFOYEHHbIX B rOCY4apCTBEHHbIN peecTp NekapCTBEHHbIX CPeACcTB B COOTBETCTBUM CO CTaTbel 34 HacTosLero
PenepanbHOro 3akoHa, - Konust AOKyMeHTa, cogepallero crefyoLyto nHpopmaumio:

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

6) HanmeHOBaHWe 1 agpec NPoOU3BOAUTENS;

B) pesynbTaThl aHanu3a cepuin papmaueBTU4eckon cybcTaHuuuy;

I) CPOK FOAHOCTY;
(n. 1.1 BBegeH depepanbHbiM 3aKkoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, cogepXaluii crnepylolme CBedeHMsi O NeKapCTBEHHOM npernapate ans MeguuuHCKOro
NpUMEeHeHUs:

a) onucaHve 1 CoCTaB JieKapCTBEHHOro nNpenapaTa a1t MeAULUMHCKOTO NMPUMEHEHHS;

0) onncaHne dapmaueBTMdeckoln paspaboTku (obocHoBaHMe BblOOpa cocTaBa, MEPBUMYHON YMAKOBKU U
WHOro);

B) TexHosnorna npon3sBoacTea C onnmcaHunem cTagunn npoun3BoAcTBa U MeTOO4OB KOHTPOJNIA Ha BCeX CTaauax
npon3BoACTBa,

r) onMcaHne KOHTPONS KPUTUYECKMX CTaauii NpoLiecca NPoU3BOACTBA U MPOMEXYTOUHON NPOAYKLUK;

[l) HaumeHoBaHWe W adpec MecTa OCYLIEeCTBMEHUS MPOU3BOACTBA IEKAapCTBEHHOro npenapata Ans
MeOMLMHCKOro NpUMEHEHNs (B Criydae Hanuuusi HECKOMbKMX YYaCTHWKOB Mpouecca Npov3BoacTBa Heo6XoauMo
yKasaTb KaX[doro 13 Hux);

e) hapmaLeBTMYECKas COBMECTUMOCTb;

) MUKPOBUOIIOTMYECKNE XapaKTePUCTUKY;

3) MaTepuanbHbIii 6anaHc Ana NPoM3BOACTBa CepUK FOTOBOMO NPOAYKTa;

1) onucaHve XapakTePUCTUK U CBOMCTB YMAaKOBOYHbIX MaTEPUANoB U YKYNOPOYHbIX CPELCTB;

K) AOKYMEHTanbHOE NOATBEpPXAEeHNE (Banugaums) npoLeccoB NPON3BOACTBA U (MMN) UX OLEHKA;

J'I) Tpe6OBaHVI$'-| K KayeCTBy BcChnoMoraTtesibHbIX BelwlecTB (CepTI/I(bVIKaT, CﬂeLI,VI(bI/IKaLI,VIFI Ha
BCnomoraTtelsibHble BelleCTBa N nx OGOCHOBaHVIe);

M) aHanuMTMYecKne MeTOAMKMN, UCMOomMb3yemble NMPU OCYLLECTBMEHU KOHTPOMNS KavyecTBa BCMoMoraTenbHbIX
BELLIeCTB;
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H) [OOKyMeHTanbHOe noATBepXkAeHue (Banugauns) aHanMTUYecKUX MeTOAMK, WCMOoNb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPOMA KayecTBa BCroMoraTerbHbIX BELLECTB;

0) VIH(*)OpMaLI,I/IFl 00 uncnonb3oBaHMM BCMoMOraTeNbHbIX BELIECTB YEIOBEYECKOr0 W KMBOTHOIO
NPONCXOXOEHUA,

n) nHcpopmauus 06 NCNonNb30BaHUM HOBbLIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHMsA K KayecTBY feKapCTBEHHOrO npenapaTta Ans MEeAULMHCKOro npumMeHeHust (cepTudmkart,
cneunduKaumsa Ha NekapcTBEHHbIN npenapaT U nx 060CHOBaHMWE);

C) aHannTn4yeckne MeToduKu, MUCNoJib3yeMble MNMpU OCYLLEeCTBIIeHUN KOHTPOJIA Ka4decCTBa J1eKapCTBEHHOro
npenaparta gna meanunHCKoOro npuMeHeHuns;

T) [OKyMeHTanbHoe MOATBEpXKAeHUe (Banugauusi) aHanUTUYECKMX METOAMK, WCMOoMb3yeMblX Mpu
OCYLLECTBNEHUN KOHTPOSIS Ka4YecTBa flekKapCTBEHHOTO Npenapara 4515 MEAULMHCKOrO NPUMEHEHNS;

y) pesynbTaTbl aHanu30B CEPUIA NNEKAPCTBEHHOIO NpenapaTa A MeauUMHCKOro NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB, MCMNOoJIb3yeMbiX MNpu OCYLLECTBJIEHUN KOHTPONA Ka4ecTBa
JleKapCTBEeHHOro npenaparta gnlda MeanumnHCKoro npuMeHeHus;

L) AaHHble O CTabMIbHOCTU NIeKAapCTBEHHOrO NpenapaTa Ans MegUUUHCKOro NpUMEHeEHUS.
(vacTb 5 B peq. PenepansHoro gakoHa ot 22.12.2014 N 429-93)

6. Pasgen ¢apmMakonornyeckon, TOKCUKOIIOTMYECKOM [OKYMEeHTauuu BKMYaeT B cebss oTyeTbl O
pe3ynbTatax OOKIMNHUYECKUX VICCJ'Ie,EI,OBaHVIVI NekapCTBeHHOro cpencrtea AnAa MeamunHCKOro npuMeHeHusa, B TomM
yucne:

1) oT4eT 0 hapmakoAMHaAMMNYECKUX UCCIEQOBAHMSX;

2) OTYeT O (bapMaKOKI/IHeTW-IeCKMX ncecnenoBaHUAX,

3) OTYET O TOKCUKONOrMYECKUX UCCNIEA0BaHUSIX.
(4acTb 6 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

7. Paspen KnuHWYeckon OOKyMEeHTauunm BKIo4YaeT B cebss oTtyetbl O pesynbTatax KIMHUYEeCKUX
nccnegoBaHui JIeKapCTBEHHOIO npenaparta ana MegunumnHCKOro npuMmeHeHun4, B TOM Ynucre:

1) ordyetel 006 wnccnemoBaHMAX  OGMOOOCTYMHOCTM UM OGUOSKBMBANEHTHOCTW,  UCCNeOoBaHUsX,
yCTaHaBMNMBAaKOLLMX KOPPENSLMIO pe3ynbTaToB, NOMyYeHHbIX B YCNOBUAX in Vitro u in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKMNX NCCITEAOBaHUSX;
3) oTyeThl 0 hapmMakoANHaAMUYECKUX UCCNEeOBaHMSX;
4) oTYETbI O KIMHMUYECKNX NCCeaoBaHUAX 3 dEKTMBHOCTI N 6e30nacHOCTH;

5) oTyeT 0 nocTperncTpaunoHHOM OnbITe NPUMEHEHMUS (MPU HANUYUK).
(vacTb 7 BBegeHa ®efepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. TpeboBahug k obbemy mHdOpMauMK, NPeaoCTaBNSAEMON B COCTaBE PErMCTPaLMOHHOrO Aocbe, ANS
OTAENbHbIX BWAOB JNEKApCTBEHHbIX MNpenapatoB [Ans MEOUUUHCKOrO MNPUMEHEHMSI  yCTaHaBnvBaloTCA
YNOMHOMOYEHHbIM heaepanbHbIM OpPraHOM UCTONHUTENBHON BNACcTu.

(vacTb 8 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B OTHOWeEHMM nekapCTBEHHbIX MpenapaToB, paspelleHHbIX ANA MeAWMLUUHCKOro MPUMEHEHUS B
Poccunckon ®epepaumn 6Gonee paBaguatM neT M B OTHOWEHMU KOTOPbIX HEBO3MOXHO npoBedeHve
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nccrefoBaHum nx OMOSKBMBANEHTHOCTM (3@ WCKMOYEHMEM OMONOrMYeckMX IeKkapCTBEHHLIX MpenapaTos),
JOMyCcKaeTcs BKIMOYEHME B COCTaB pa3gena hapmMakonormyeckom, TOKCUKONOrMYeCcKon JOKYMEHTauum 1 pasgena
KIMHNYECKON [OKyMeHTauum BMECTO oT4yeTa paspaboTumka O pesyrbTaTax COOCTBEHHbIX OOKITMHUYECKUX
nccnegoBaHMM NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUMX WUCCNeAoBaHM IeKapCTBEHHbIX MpenapaToB Ans
MEOWLMHCKOrO npuMeHeHna ob3opa Hay4dHbix paboT O pesynbTaTax AOKMIMHUMYECKUX —MCCnenoBaHui
NeKapCTBEHHbIX CPeaCTB M KIMHUYECKMX WUCCNEedoBaHWA OaHHbIX NEKapCTBEHHbLIX nNpenapaToB, B TOM 4ucne
BKIOYast OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

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

10. [Mpu rocygapcTBEHHOM perucTpaumMu BOCMPOM3BEAEHHbIX IeKapCTBEHHbIX MpenapaToB AN
MEOMLUMHCKOrO  MNPUMEHEHUs  JOMyckaeTcs  BKMOYEHMe B cocTaB  pasgena  hapMakonorn4eckoi,
TOKCUKOTOTMYECKOi [OKYMEeHTauMn U pasfgena KrivMHWYecKoh OOKYMeHTauMu BMecTo oT4yeTa paspaboTumka o
pesyrbTatax COOCTBEHHbIX AOKITMHWYECKUX UCCIeA0BaHWUA feKapCTBEHHbIX cpeacTB o63opa Hay4yHbix paboT o
pesynbTaTtax [OOKIMMHUYECKUX WUCCredoBaHuii pedepeHTHOro NekapCTBEHHOro npenapata W npeacTaBneHue
BMECTO KINMHUYECKMUX UCCcrneaoBaHnii B MONHOM o6beMe, YyCTaHOBNEHHOM Pa3aernom KINMHUYECKON JOKYMEeHTaLuu,
oTyeTa O pesyrnbTaTax MccrnenoBaHWi GUO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO reKapCcTBEHHOro npenapara
ANA  MeOMUMHCKOro npumeHeHusi. He TpebGyeTca npedcTaBneHMe oT4yeTa O peasynbTaTtax WccrenoBaHui
GUO3KBMBANEHTHOCTM BOCNPOU3BEOEHHOIO NeKapCTBEHHOro npenapaTa Ans MeAWUMHCKOro MPUMEHEHUs, ecrnin
PerncTpypyoTcsi BOCNPOU3BEAEHHbIE NTEKAPCTBEHHbIE NpenapaTbl AN MEAMLMHCKOrO NPUMEHEHUS], KOTOPbIE:

1 ) npegHa3HadyeHbl AOnda  napeHTeparnbHOro (I'IO,EI,KO)KHOFO, BHYTPUMBbILLUEYHOIO, BHYTPUBEHHOIO,
BHYTPUIMa3HOro, BHyTpunosiIoCTHOro, BHyTPUCyCTaBHOIO, BHyTpMKOpOHapHOFO) BBEeAEHNA N NpeacTaBndaloT cobowm
BOAHbIE PAaCTBOPbI;

2) npegcTasnsaoT cObon pacTBOpbI AN NepopanbHOro NPUMEHEHNS;
3) npousBeaeHbl B OpMe NOPOLLKOB Mnu NMomnnsaToB Ans NpuroToBleHns pacTBOPOB;
4) ABNa0TCSA rasamu;

5) ABNATCA YLIHBLIMW UMW FMasHbIMK NIeKapCTBEHHBLIMM NpenapaTaMu, Npou3BeAeHHbIMM B (DOPME BOAHbIX
pacTBOpOB;

6) npegHa3Ha4yeHbl And MeCTHOro npuMeHeHuna n NpuroToBrieHbl B d)opme BOOHbIX PACTBOPOB;

7) npenctaBnsioT cobOM BOAHbIE PACTBOPbI AN UCMONb30BaHWs B OpME WHransumMi C MOMOLLbIO
Hebynarnsepa unu B kKa4eCTBe HasarbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLbI CXOOHbLIX YCTPONCTB.
(vactb 10 BBegeHa dPepepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

11. Ong cny4aes, ykasaHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacToswWwen cTaTbu, BOCNPOU3BEAEHHbIN
neKkapCTBEHHbIN npenapaTt gns MeauuUHCKOro NpUMEHEHUs OOMMKEH coaepXaTb Takme Xe BCrnoMoratesnbHble
BELleCcTBA B TakUX >e KONMuYecTBaX, Kak U pedepeHTHbI NneKkapCTBeHHbIM npenapat. Ecnu cocTtasbl
BCMOMOraTerbHbIX BELLECTB pasnuyalTcs, 3asdBUTENb [OOSMKEH MNpeacTaBuMTb [JoKasaTenbCTBa TOro, 4TO
ncnosnb3yemble B JAHHbLIX KOHLEHTpauusix BCriOMoraTerlbHble BeLlecTBa He BRMSOT Ha 6e3omnacHoCcTb U (uUnu)
3(p(peKkTUBHOCTL NEeKapCTBEHHOro npenapara Ans MeauUMHCKOro npuMmeHeHusi. B cnyyae, ecnu 3asButenb He
MOXET NpeAcTaBUTb TakMe JoKa3aTenbCTBa U (M) HE UMEET AOCTyna K COOTBETCTBYIOLLMM AAHHBIM, OH JOSHKEH
NPOBECTM  COOTBETCTBYIOLUME  MCCRedoBaHWA Ond  [oKasaTenbCTBa  OTCYTCTBUSA  BIMSIHUS  pasHbIX
BCMOMOraTesibHbIX BELLECTB MM BCMOMOraTeribHbIX YCTPOMCTB Ha 6Ge3onacHocTb M (unu) 3dEKTMBHOCTb
nekapcTBEHHOro npenaparta Ans MegULUHCKOrO NPpUMEHEHMS B COOTBETCTBUM C akTaMu, COCTaBNALLMMY NpaBo
EBpasniickoro SkOHOMUYECKOro coko3a.

(vactb 11 BBemeHa ®depepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. defepanbHOro 3akoHa OT
22.12.2020 N 444-93)

12. Tpwn rocyoapCcTBeHHON perncTpauun KombrHauun paHee 3aperMcTpMpoOBaHHbIX JeKapCTBEHHbIX
npenapaToB A58 MeAULMHCKOro NpUMEHeHUs JONycKaeTcs BKIOYEHWEe B COCTaB pasgerna hapmakonormyeckon,
TOKCMKOSOrMYeCcKoW AOKYyMEHTauMu M pasgena KIMHWYEeCKOW AOKyMeHTauMu BMECTO oTveTa paspaboTymka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKUX MCCredoBaHUIM fekapCTBEHHbIX CpeAcTB 0ob30pa Hay4HbIx paboTt o
pesynbTaTtax OOKMUMHWYECKUX UCCreaoBaHUi pedepeHTHbIX NeKapCTBEHHbIX NpenapaToB, BXOASALWMX B COCTaB
KOMOVHaUMM nekapcTBEHHbIX mnpenapaToB, MU 06 OTCYTCTBMM MX B3aUMOLEWCTBUSA B OOHOW JlEKapCTBEHHOM

www.consultant.ru Crpanmua 39 u3 115
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB852572432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F674B0305D9F33CDC4D706B3ECF1494D6947EF53EB86237F432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB852573432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB85247D432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F375B2305E9F33CDC4D706B3ECF1494D6947EF53EB86207A432C96C33FCF21121E592F7B97F31AQExFE
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

dopme.
(4acTb 12 BBegeHa depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX )OPM OOHOMO U TOro Xe NekapCTBEHHOro npenapara ans
MeOULMHCKOTO MPUMEHEHUS 3asBUTENb MpeacTaBnseT OTAerNbHble 3asBMEeHUS W perucTpauuoHHble AOCbe Ha
Kaxkaylo nekapcTBeHHyt dopmy. pu ycrnoBMn ogHOBPEMEHHON Nodayvn Ha 3KCNepTu3y OAHOW feKapCTBEHHOW
dopMbl C PasnNUYHbIMK OO3VPOBKON, KOHUEHTpaumen, o6beMoM 3asBuTenb NPeAcTaBnseT O4HO 3asBlieHne U
perucTpauMoHHoe A0Cbe C MPUINOXEHNEM MaKeTOB YMakKOBOK Ha KaXayl OO3MPOBKY, KaXKOyl KOHLEHTpaLuio,
KaXXabll 0OBbEM 1 KaXdoe KONMMYeCcTBO 03 B YNaKoBKe.

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

14. MNpw rocynapCTBEHHON pernctpaumn opgaHHOro ekapcTBEHHOro npenapara 3asBuTens npegcrasngeT
nHdopmaumio, Heobxogmmyro Ans  HOPMUPOBAHWS pasfena  KNMHUMYECKOW [JOKyMeHTauuu, B o0beme,
YCTaHOBMEHHOM YMNOMHOMOYEHHbIM dheaeparibHbIM OpraHOM UCMOSNTHUTENBLHON BNAacTy.

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

15. |_|pl/| pernctpaunmn ouonoruyeckoro J1eKapCTBEHHOro npenaparta, nosyiy4eHHOro nu3 KpoBu, nia3mMbl KPOBU
yerioBeka, B CoOCTaBe perncrpauyMoHHOro gocbe Ha J'IeKapCTBeHHbIVI npenapart anda meguunHCKoro npMMeHeHus
OOMXHbI ObITb npeacrtaBiieHbl AONOJTHUTENBHO!

1) B pasgene OOKyYMeHTaUMuM agMVMHUCTPATMBHOIO XapakTepa OOKYMEHT, COAepXaliumn uHdopmaumo o
cybbekTax obpalleHus JOHOPCKOW KpoBW M (MnM) ee KOMMOHEHTOB, O TOM, rae Obifa ocyllecTBneHa AoHaUus
(kpoBM M (MM) nNnNasmbl KPOBM), a Takke AaHHble 00 MHMEKUMOHHbIX 3aboneBaHusX, nepeaarLmnxcs
napeHTeparnbHbiM NyTeMm, nHdopmMaums o cybbekTax obpalleHnsi JOHOPCKOW KPOBU U (Mnn) ee KOMMOHEHTOB, B
OTHOLLUEHMWN KOTOPLIX OCYLLECTBISAETCS KOHTPOSb JOHOPCKOW KPOBU U (UNN) €€ KOMMOHEHTOB;

2) B pasgerne XumMu4eckown, dhapmaLeBTUYECKON 1 OMONOrMYecKon JOKYMEHTaUNN:

a) Kkputepum n cnocobbl OTOOpa, TPaHCMNOPTMPOBAHWS W XpaHEHUs OOHOPCKOWM KpoBWM U (unun) ee
KOMMOHEHTOB;

©0) pesynbTaTbl UCCNegoBaHMI OTOOPaHHbIX JOHOPCKOM KPOBU M (MnM) MnasmMbl KPOBU M MYJIOB HA Hanuyune
BO3OyauTenen nHAEKUMN, BKMOYas MHopMaLuio o6 MCnonb30BaHHbIX MEeToAMKax MCCNedoBaHWM U B criydae
uccrieqoBaHusa  NynoB  NnNasMbl  KPOBM  pesynbTaTbl  AOKYMEHTanbHOro noaTBepXKaeHus  (Banuaauuu)
NCNOMNb30BaHHbLIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNaKoBKN Anst oT6opa JOHOPCKOW KPOBU 1 (Mnn) MnasMbl KpOBW, BKIOYas
nHopmaumio 06 UCNONb30BaHHbIX PACTBOpPaX aHTUKOArynsHTOB.
(vacTb 15 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckue nccnegoBaHus nekapcTBEHHOMo npenapaTa Ans MeanLMHCKOro NpUMeHeHNs B LLensx ero
rocyaapCTBEHHOWN peructpaumm nposoasTtcst B Poccuiickon ®epepauun B nopsigke, YCTaHOBIIEHHOM CTaTbsiMU
38 - 44 Hactosawero depepanbHoro 3akoHa. OTY4ET O MPOBEOEHHbIX WUCCMEAOBaHUSAX BKIHOYAETCS B COCTaB
pasgena KAMHMYECKOM [OKYMEHTauuW perucTpauMoOHHOrO [A0Cbe Ha feKapCTBEHHbIM npenapat Ang
MEeOMLMHCKOro npumMeHeHus. [ns nekapCcTBeHHbIX npenapaTtoB ANs MeAWLMHCKOro NPUMEHEHUS, B OTHOLUEHU
KOTOpbIX B pesynbTaTe 9KCNepTusbl [OKYMEHTOB, MpeacTaBMeHHbIX ANns  onpefeneHus BO3MOXHOCTU
paccmatpuBaTb feKapCTBEHHbIM npenapat Ang  MEeOUUUHCKOro MpUMEHEHUs B KadecTBe OpdaHHOro
nekapcTBEHHOro npenapara, Takasg BO3MOXHOCTb NpU3HaHa N B OTHOLUEHUU KOTOPbIX NPOBEAEHb!I KIMHNYecKue
nccnenoBaHusl, BbIMOSHEHHbIE 3a npegenamu Poccuinckon ®depepaumm B COOTBETCTBMM C  MpaBuniaMu
Hagnexatler nabopaTopHOM MpakTUKM W NpaBuNaMm Hagnexawlen KriMHUYeCcKOW npakTukK, [AonyckaeTtcs
BKMIOYEHWE B COCTaB pasfena KMUHWYECKOW [AOKYMEHTaLuMuM BMeCTO OT4eTa O pesynbratax KIMHUYECKUX
uccnegoBaHUMM NeKkapCcTBEHHOro npenapaTta Ans MeAWUMHCKOro NpUMEeHeHWsl, npoBefdeHHbIX B Poccuinckomn
depnepaummn, otyeTa O pesynbTaTax KIMHUYECKUX WUCCNEeAOBaHUN, BLINOMHEHHbLIX 3a npegenamun Poccumnckomn
depepauun.

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

17. B cnyyae HenpeacTaBrneHUs C 3asiBlIEHMEM O TOCYOapCTBEHHOW perncTpauun rnekapCTBEHHOMO
npenapata 4ns MeanUMHCKOro NPUMEHEHNst LOKYMEHTOB, MOATBEPXKAAIOLLMX YNNaTy rocygapCTBEHHON NMOLUSUHBI
N yKaszaHHblX B nNyHkTe 10 yacTu 2 HacTosilen cTaTbM, a Takke BblAaBaeMblX (NpegocTaBnsembix)
YMOSTHOMOYEHHbIMKU (hefepanbHbIMU OpraHaMn UCMOMHUTENBHOW BRiacTu AOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
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nyHkTax 3 1 4 yactn 4 HacTosen ctaTbu, YNOMHOMOYEHHbIN deaepanbHbii opraH UCMOMHUTENbHOW BRacTu
3anpalwvBaeT yka3aHHble [JOKYMeHTbl (CBedeHus)) B MNopsigke MeXBEeOOMCTBEHHOIO MHMOPMaLMOHHOMO
B3aMMOAENCTBUA.

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

18. He gonyckaeTcsa Mcnonb3oBaHNEe B KOMMEPYECKUX LIENsAX MHpopMaumum o pesynbTaTtax JOKITMHUYECKNX
nccnegoBaHUM NEKApCTBEHHbIX CPEACTB W KIMHUYECKUX WCCedoBaHM IeKapCTBEHHbIX MpenapaToB Ans
MEeAMLIMHCKOro NPUMEHEHWs], NpeaCcTaBeHHON 3asiBUTENEM ANs rocy4apCTBEHHOW perucTpaumm rnekapcTBEHHOro
npenapaTa, 6e3 ero cornacus B Te4eHMe LUECTU feT C AaTtbl rOCySapCTBEHHOW perucrpaumm pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuiickon ®egepauuu.

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

19. [epxatenb wnu Bragenewl perucTpaumMoHHOro YAOCTOBEPEHUS IJ1eKapCTBEHHOro npernapara Ha
BMOTEXHONOIrMYECKUI UM opdpaHHbIN NekapCTBEHHbIV NpenapaT 06s13aH NpegocTaBnAaTe Ha BO3ME3OHOW OCHOBE
obpasubl pedepeHTHOro NekapcTBEHHOro npenapata 3asBuTENdAM Ans  NPOBeOeHUs  KIMHUYECKMX
nccneposaHuii. CtonmocTb obpasua pedepeHTHOro nekapCTBEHHOro npenapaTta, BKIOYEHHOro B [epeyeHb
XKM3HEHHO  HeoOXOoOMMbIX W BaXXHEMLIMX JeKapCTBEHHbIX NpenapaTtoB, He [JOfKHa  MpeBblwaTb
3aperucTpupoBaHHyIo npeaernbHy0 OTMYCKHYIO LeHy Ha peddepeHTHbIN NeKapCTBEHHbLINM NpenapaTt Unu LieHy Ha
rneKapCTBEeHHbIV npenapar B CTpaHe Npou3BoanTens.

(vacTb 19 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asBneHne o rocygapCTBEHHOW perucTpaumy BOCMPOM3BELEHHOIO NEKAapCTBEHHOrO Mpenapata ang
MEOULMHCKOTO MPUMEHEHUS MOXET ObiTb MOA4AHO B YNOMIHOMOYEHHbIM dbedeparbHbIi OpraH UCMONTHUTENbHOM
BMacTh, OCYLLECTBISOWUA FOCYyAapCTBEHHYIO PEerMcTpaumio JeKapCTBEHHbIX MpenapaTtoB, MO UCTEYEHUM
yeTblpex neT ¢ AaTbl rocygapCTBEHHOM perncTpaumm pedepeHTHOro nekapcTBeHHoro npenapata B Poccumnckon
denepaumn.

(vacTb 20 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBNeHne O rocygapCTBEHHOW pernctpauum OuoaHanoroeoro (6monogoOHOro) nekapCTBEHHOro
npenapaTta (6uoaHanora) mMoxeT OblTb NOAAHO B YMOMHOMOYEHHbIM dheaeparnbHbIi OpraH MCMOMHUTENbHOM
BMacTh, OCYLLECTBMSIOWMIA rOCy4apCTBEHHYI0 PermcTpaumio NeKapCTBEHHbIX MpenapaToB, MO UCTEYEHUN Tpex
netT Cc pJaTtbl rOCYyAapCTBEHHOW perucrtpauum pedepeHTHOro rekapcTBeHHOro npenapata B Poccuiickon
degepauum.

(yacTb 21 BBegeHa dPefepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

22. [epxaTtenb wnu BnageneL, perucTpauuoHHOro YyOOCTOBEPEHMS FeKapCTBEHHOro npenapaTa
npeacTaBngeT B YNONHOMOYEHHbIN befieparnbHbli OpraH UCMONHUTENbHON BNACTU, OCYLLECTBASAOLWMN PYHKLNN
Mo KOHTPOM M Hag3opy B cdepe 34paBOOXpPaHEHUsl, OTYET MO pesynbTataMm hapmMakoHag3opa OA4MH pa3s B
WecTb MecsueB B TeYeHWe AByX NeT Mocre rocygapCTBEHHOW perucTpauum fnekapcTBEHHOro npenapaTta B
Poccuiickon depgepaumm, exxerogHo B TeHeHMe NocneayoLmx Tpex NeT 1 B JanbHenweM OavH pas B NATb J1eT.
(vacTb 22 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 19. MNpuHATHE pelleHUA O Bblgaye IKCMEPTHOMY YuYpeXAeHUI 3aJaHUsA Ha npoBeAeHue
3KCnepTU3bl NeKapCcTBEHHOro cpeacTBa
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B TeuyeHne pecsatn paboumx OHEN CO OHA MPUHATUSA 3asBNEHUS O roCydapCTBEHHOW perncrpauuu
NekapCTBEHHOro npenapata COOTBETCTBYIOLWMA YNONHOMOYEHHbLIN ddedeparnbHblii  OpraH  MCNONMHUTENbHON
BNacTM MNpPOBOAMT MPOBEPKY MOMHOTLI, AOCTOBEPHOCTU U MPaBUIIbHOCTM OMOPMNEHUS MpeacTaBreHHbIX
AOKYMEHTOB PErMCTPaLMOHHOIO AOChe Ha feKapCTBEHHbIN npenapart v NPpUHMMaeT pelleHre O Bblgadve 3adaHus
Ha npoBegeHue:

1) OKCNepTun3bl AOOKYMEHTOB, MNpeacTtaBlieHHbIX AO5nda onpegeneHna  BO3MOXHOCTU  paccMaTtpuBaTb
J'IeKapCTBeHHbIﬁ npenapar and MeanumHCKOro npuMeHeHusa npmn ocyuwecTeriieHun FOCWJ,apCTBeHHOVI perncrpauunn
B Ka4yecTtBe Op(baHHOI'O JIEKapPCTBEHHOIO Nnpenapara,

2) 3KCMepTU3bl MeKapCTBEHHOro CPeacTBa B 4acTW SKCMEpPTU3bl KayecTBa NeKapCTBEHHOro cpeacTsa U
3KCMEepPTU3bl OTHOLLEHUS OXWUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapara ans
MEAMLIMHCKOro NpUMEHEHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) aKcrnepTu3bl NEKapCTBEHHOIO CpeAcTBa B YaCTU 3KCMEPTM3bl KaydecTBa JIEKAPCTBEHHOrO CPeACTBa U
9KCNepTn3bl OTHOLLUEHUA omm,qaemoﬁ Nonb3bl K BOAMOXXHOMY PUCKY NMPpUMEHEHUA NeKapCTBEHHOro npenaparta gna
MEeOULMHCKOTO MPUMEHEHUS B NOPsSOKEe YCKOPEHHOW npoueaypbl 3KCNepTusbl IeKapCTBEHHbIX CPeAcTB B
COOTBETCTBUN CO CcTaTben 26 HacTosiwero PegepanbHOro 3akoHa;

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

2. YNonHoMo4YeHHbIn dheaepanbHbIi opraH UCNONHUTENBHOW BNacTu yBeOOMMSAET B ANEeKTPOHHOW dopme
nnun Ha ByMakHOM HocUTENE 3adBUTENS U SKCNEPTHOE yUpeXAeHWe O NPUHATOM PELLUEHUN O Bbidade 3ajaHun Ha
npoBeAeHne 3KCNepTu3, NPegyCMOTPEHHbIX YacTbio 1 HACTOSLLEN CTaTbM, U B Criyvyae HeobX04MMOCTU O Bblgave
paspelleHns Ha BBO3 B Poccuiickyio degepaumio KOHKPETHOW MapTum, Cepun 3aperncTpupoBaHHbIX U (Unn)
He3aperMcTpupoBaHHbIX NeKkapCTBEHHbIX CPeACTB U 06 oTkase B NPOBEeAEeHUN NPeayCMOTPEHHbIX 3KCNepTus ¢
yKasaHveMm npuymH Takoro oTkasa.

3. B cnyyae BbiSBAEHUA OTCYTCTBMA WM  HEOOCTOBEPHOCTU MHGOpMauuu, coaepxailenmcs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNOSIHOMOYEHHbIN dheaepanbHbIil OpraH WUCMONTHUTENbHOW BRacTu
HanpaenseT 3aaABUTENO 3anpoc 06 YTOYHEHMM 3TOW WHopmauun (ganee - 3anpoc YMONMHOMOYEHHOro
defepanbHOro opraHa MWCMOMHUTENBHOW BriacTu), KOTOpbIA MOXeT ObiTb nepegaH  YnorTHOMOYEHHOMY
NpeacTaBUTENIO 3asBUTENS NMYHO MOA PAacnMUCKy, HanpaBrfeH Mo rnoyTe 3akasHbIM NMMCbMOM WK nepefaH B
3MEKTPOHHON opMe MO TeNeKOMMYHMKAUMOHHBIM KaHanam cBaA3n. B cnyyae HanpaBneHus 3amnpoca
YMOSTHOMOYEHHOro doeeparnbHOro opraHa UCMONTHUTENbHOW BNAcTK MO NOYTE 3aKasHbIM MUCbMOM OH CYMTaeTcs
Nony4YeHHbIM NO UCTEYEHUMN LLECTU OHEN C AaThl HANPaBEHMS 3aKa3HOro NMcbMa.

4. 3asButenb o6s3aH nNpeacTaBUTb OTBET Ha 3anpoc YNorHOMOYeHHoro degepanbHOro opraHa
WCMONHUTENBHON BMACTU B CPOK, HE MPEeBbILIAWMIA AeBAHOCTA pabounx OHEN CO AHsi ero nonyyeHust. Cpok,
yKa3aHHblii B 4acTu 1 HacTosilieil cTaTbu, MPUOCTAHABMMBAETCA CO [HS HanpaBreHus 3asBMTENo 3anpoca
yNonHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENbHOW BRacTh 40 AHS MOMNYYEeHUS MM COOTBETCTBYIOLLENO
oTeerTa.

5. OcHoBaHMeM Ons oTkasa B OopraHunsaumm aKkcnepTuns, npegycMoTpeHHbIX 4YacTbio 1 HacTosiLEeN cTaTby,
ABNAeTCcAa npepncraslieHne HeobxoouMMbIX Anst nposegeHna npegyCcMoTpeHHbIX 3KCNepTns OOKYMEHTOB B
HenofiHoM obbeme unu HenpeacrtaBlieHne 3adaButenemMm B yCTaHOBJ'IeHHbIVI CPOK oOTBeTa Ha 3anpoc
YNOJTHOMOYE€HHOro (be,qepaanoro opraHa WMCMNONHUTENbHON BNacTW, a Takke npeacrtaeneHne OOKYMEHTOB, He
cogepxalunx ncyepnbiBaroLero nepevHsa HeobXxoaMMbIX CBEAEHWIA.

6. lNpn oTkase B opraHMsaunm 3KCNepTU3bl, NPESYCMOTPEHHON MYHKTOM 4 4yacTu 1 HacTodAWen cTaTby,
OOKYMEHTbI, BXOAsLME B COCTaB PErMcTpaLmMoOHHOrO OOCbEe Ha NeKapCTBEHHbIM npenapaT Ans BeTepuHapHOro
NpUMeHeHUs, MOryT BbiTb BO3BpaLLEHbl 3asBUTENO Ha OCHOBAHWMM €ro NUCbMEHHOTO 3anpoca, HanpaBneHHOro B
YMONMHOMOYEHHbIN doefeparnbHblii OpraH UCMONMHUTENbHOW BriacTM B TedeHne Tpuauatu paboumx OHEN co OHs
MPUHATUSA  YNOMHOMOYEHHBIM  doeeparnbHblM  OpPraHoOM WCMOMHUTENBHOW BracTu pelleHuss ob oTka3e B
opraHu3aumm Takon aKcnepTusbl. YNOMHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENbHOW BNacTu Bo3BpalLaeT
3a8BMTENI0 yKa3aHHble OOKYMEHTbl B TeYeHue JecATM paboumx AHEeW CO AHSA MOMyYeHWs COOTBETCTBYIOLLErO
3anpoca 3asBuTens.

(4acTb 6 BBegeHa PegepanbHbimM 3akoHoM oT 02.08.2019 N 297-93)

Ctatbsa 20. JkKcnepTu3a [AOKYMEHTOB, MpeAcCTaBfeHHbIX Ans onpeAeneHuss BO3MOXHOCTU
paccmaTpuBaTb IeKapCTBEHHbIA Mpenapar Ans MeAULMHCKOro NpUMEHeHWsi MpU  OocCyLeCTBIEeHUM
rocyaapcTBeHHOW perncrpauum B KadyecTBe opcdaHHOro nekapcTBeHHOro npenapara

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

1. O3kcnepTusa [OKYMEHTOB, MpPEeACTaBMEHHbIX [ANs  OnpedeneHns BO3MOXHOCTM  paccmaTpuBath
neKkapCTBEHHbIN Npenapart Ans MeauLMHCKOro NPUMEHEHUst NpY OCYLLECTBIEHNW rocy4apCTBEHHON perncTpaumm
B KavecTBe Op(aHHOro reKapCTBEHHOro mnpenapaTta, COCTaBfeHWe KOMWCCWMEN SKCMEepPTOB 3aKMioYeHUs O
BO3MOXXHOCTN UMW HEBO3MOXHOCTW paccMaTpuBaTh JIeKapCTBEHHbIV Npenapat Ans MeaUMHCKOro NpUMeHeHns
npy OCYLLECTBMNEHUN FOCYyAapCTBEHHOW peructpaumm B KadecTBe OphaHHOro rekapCcTBEHHOro npenaparta u
HanpaBfeHne [aHHOrO 3aKMYeHUs B YNONMHOMOYEHHbIM beaepanbHbid  OpraH WCNOMAHUTENbHOW BMAACTy
OCYLLECTBMSAOTCA B CPOK, He MNpeBbllialoWwui Tpuauatn paboumx OHeW CO OHA MNOSyYeHWst IKCNEPTHbIM
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" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yypexgeHmeMm 3agaHus ynoriHOMOYeHHoro dpegepanbHOro opraHa MCMOMHUTENbHOW BRacTM U B 3MEeKTPOHHOM
dopme mnm Ha BymaXkHbIX HOCUTENAX HEOOXOAMMBIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactTn 4 n s
yacTu 7 ctatbm 18 HacToswero ®egepanbHOro 3akoHa.

2. [lokyMeHTbI, coaepxaliuecs B perMcTpaumMoHHOM A0Cbe Ha NeKapCTBEHHbIN npenapaT U NocTynueLLne
Ha OyMakHbIX HOCUTENSAX B 3KCMNEPTHOE yuypexaeHue ONS OCYLLECTBIIEHUS MX 3KCMEPTM3bl ANsl ONpenereHns
BO3MOXHOCTM paccmaTpyBaTb JI€KapCTBEHHbIM MpenapaT Afns MeOWMUMHCKOrO MNPUMEHEHMS B KayecTBe
opdaHHOro nekapCTBEHHOro npenaparta, noanexaTr BO3BpaTy B YMNOMHOMOYEHHLIM drefepanbHbid  opraH
MCMNONHUTENBHOM BNacTn OJHOBPEMEHHO C 3aKNi4YeHUAMU COOTBETCTBYHOLLNX SKCNEPTU3.

Ctatba 21. PeweHne O BO3MOXHOCTM paccMaTpyMBaTb JIeKapCTBEHHbIM nMnpenapatr npu
OCyLIeCTBIEHUM rocyJapCTBEHHOW perucrpauum B kKayectBe opcpaHHOro iekapcTBEHHOro npenapara
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbialoWwmi N9t paboumx gHewn Co OHA NONyYeHUs 3aKYeHus, yka3aHHOro B 4actu 1
ctaTbm 20 HacTosiwero ®eaepansHOro 3akoHa, YNonHOMOYEHHbIN dhedeparbHbI opraH UCMONTHUTENbHOW BNacTu
OCYLLECTBMSAET OLEHKY NOMYyYeHHOro 3aKioveHns Ans onpegeneHns ero CoOOTBETCTBUSA 3a4aHNI0 Ha NpoBeaAeHne
COOTBETCTBYHOLLIEN 3KCMEepTM3bl N YBEAOMNAET 3asBUTENs B ANEKTPOHHON hopme nnm Ha BymakHOM HocuTerne o
pesynbTatax MNPOBEAEHHOW 3KCMepTM3bl C MPUIOXKEHWEM KOMUWM 3KCMEePTHOro 3aKmioyeHus (C coxpaHeHuem
KOH(UAEHUNanNLHOCTU MHpopMaLmMn O COCTaBe 3KCMEePTHOW KOMMCCUMM) U O BOSMOXHOCTU WUAM HEBO3MOXHOCTY
paccmaTpuBaTb feKapCTBEHHbI npenapat And  MeAWMUUHCKOrO  NPUMEHEHWS MNPy OCYLLEeCTBEHUM
rocygapCTBEeHHON perncTpaumm B kayectTse opaHHOro fiekapcTBEHHOro npenapara.

2. Npn BbIHECEHUM KOMUCCUEN IKCMEPTOB 3aKIOYEHUs O BO3MOXHOCTU paccMaTpmBaTb feKkapCTBEHHbIN
npenapaT Ans MeauuMHCKOro MpUMEHEHUs MpU OCYLLECTBMEHUM roCyAapCTBEHHOW perucrpaumMmM B KayecTBe
opdaHHOro nekapcTBEHHOro npenaparta YnosIHOMOYEHHbIM hbedeparnbHbI OpraH UCNOSIHUTENBHOMW BRactu B
CPOK, He HpeBbIUJaIOU.LMVI NATN pa6oqu p,HeIZ CO OHA nony4veHua OaHHOro 3akrnk4veHusa, npuHnMmaeT pelleHne o
BblJade 3aJaHusa Ha NpoBefeHWe IKCMepTU3bl KadecTBa NeKapCTBEHHOro CpeacTBa U 9KCMepTu3bl OTHOLLEHUS
OXMOAeMOW MOoMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUs NeKapCTBEHHOro npenapata And MeguuUHCKOro
NPUMEHEHUs B MNOPSKE YCKOPEHHOW npoueaypbl SKCNepTusbl NeKapCTBEHHOro CpeacTBa B COOTBETCTBUM CO
cTaTben 26 HacTosiwero degepanbHOro 3akoHa.

3. B cnyyae nNpuHATMSA pelleHuss O HEBO3MOXHOCTU paccmaTpuBaTb JleKapCTBEHHbI npenapaTt Ans
MEOULMHCKOrO MPUMEHEHUS MPU roCydapCTBEHHOW perucrTpaumm B KadecTBe OpdaHHOro NeKapCTBEHHOrO
npenaparta YrofHOMOYEHHbI dedeparnbHbli  OpraH  UCMONMHUTENBbHOM BMacTu MpekpawaeT npoueaypy
rocyapCTBEHHOW perMcTpauum nekapcTBEHHOro npenapara. 3assuTenb Brpase 0bpaTuTbCa B PEFMCTPUPYIOLLUIA
OpraH c 3asiBNIEHMEM O roCyAapCTBEHHOW perncTpaumm ykasaHHOro fiekapCTBEHHOrO npenaparta B COOTBETCTBUU
co ctatben 18 HacToswero ®eaepansHOro 3akoHa.

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

Cratbsa 23. dkcnepTu3a KayecTBa JIEKAPCTBEHHOro CpeACcTBa U 3KCNepTu3a OTHOLIEHUS OXuaaeMon
NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs NNeKapCTBeHHOro npenapara ans MeauLMHCKOro NpuMeHeHus
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. OkcnepTnsa KayecTBa IeKapCTBEHHOrO CpPeAcTBa W 3KCMepTu3a OTHOLUEHUS OXUAaeMOoW Mnorb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUs NeKkapCTBEHHOro npenapara Ans MeauUMHCKOro NpUMEHEHUsl, cocTasreHve
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHMW MO pesynbTataM MPOBEAEHHbIX SKCMEepTU3 W HanpasreHue 3TuX
3aKnioYeHUn B YNONHOMOYEHHbIN dhefeparibHbld opraH UCMOMHUTENbHOW BIiacTU OCYLLECTBSIOTCH B CPOK, He
npeBbIaLWnNA cTa AecaTn paboymx OHEeW CO OHS MOMyYeHWUst 9KCMEPTHbIM yYpexxaeHWeM COOTBETCTBYIOLLEro
3ajaHus ynonHOMoYeHHoro doefeparnbHOro opraHa MCMOMHUTENbHOW BriacTM U HeobXOAMMbIX [JOKYMEHTOB B
3MNeKTPOHHOW hopMe Unu Ha ByMakHbIX HOCUTENSX.

KoHcynbTaHTlnoCc: npumeyaHue.

Mo 3aseneHuo, nogaHHomy B MwuHsgpaB Poccun go 11.04.2022, npyu HEBO3MOXHOCTU MpPOBEAEHUSA
3KCMEepTM3bl KayecTBa JFIEKApPCTBEHHbLIX CPEACTB B 3KCMEPTHOM YYpexaeHun, OOMyCcKaeTcs ee MnpoBeneHue
nocpeacTBOM AUCTAHLMOHHOIO B3aMMOAEWNCTBUS, MOPSAOK M DOPMbl KOTOPOro OMpenenstTcs 3KCNepTHbIM
yypexgeHmem no cornacoaHuto ¢ 3aasutensmu (Hoctanosnenuve Mpasutensctea PP ot 05.04.2022 N 593).
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2. B TeyeHve peBAiHOCTa AHEW CO OHSA NOMyYEHUS peLleHMs YMOoNIHOMOYeHHOro defepanbHOro opraHa
NCMNOMHUTENBLHOW BNAacTu O NPOBEAEHUN 3KCNEPTU3, NPeyCMOTPEHHbIX YacTbio 1 HACTosALEN CcTaTby, 3asBUTENb
NpeacTaBnsieT B 3KCMEPTHOE YYpEeXAEeHUe ONsi NPOBeAeHUs 3KCMEPTU3bl KayecTBa JIeKapCTBEHHOrO CpeacTBa
obpasupl NeKkapCTBEHHOrO npenaparta Ans MeOWLUUHCKOTO NPUMEHEHWs, NPOW3BEOEHHOrO B COOTBETCTBUU C
TPeOOBaHNAMU  OMbITHO-MPOMBILLNIEHHOTO U (MNX)  MPOMBILMIEHHOTO  PErfaMeHToB,  YTBEPXOEHHbIX
pykoBOOMUTENEM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB, @ Takke B COOTBETCTBYKOLUMX Crny4vasx obpasLubl
dapmaLeBTMHECKON CyOCTaHumMM, TecT-luTamma MUKPOOPraHM3MOB, KymnbTypbl KNeToK, obpasubl BeLLecTs,
NpUMEHsIEMbIX NS KOHTPOMS KayecTBa NEKAPCTBEHHOIO CpefAcTBa NyTeM CPaBHEHUS C HUMMW UCCIELyeMOoro
NekapcTBEHHOro CPeACTBa, B KONMMYeCcTBax, HEOOXOAMMBIX AN BOCNPOU3BEAEHNS METOA0B KOHTPOS KayecTsa.

3. Mpun nonyyeHun obpa3uoB nekapCTBEHHOrO npenapara u gapmMaueBTU4eckon cybcTaHuMmn aKcnepTHoe
yupexaeHue BblgaeT 3asiBUTENO LOKYMEHT, MOATBEPXKAAIOWMUA NofyvYeHne ykasaHHbIX 06pasLoB, U B CPOK, He
npeBbiaLWLNA Tpex paboynx OHEN, yBEOOMIISET B 3NIEKTPOHHOW hopMe unmn Ha BymakHoM HocuTerne ob aTom
YNOMHOMOYEHHbIV dhefeparbHblid OpraH UCNONHUTENBbHOW BNACTW.

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

5. [lOKyMeHTbI, MOCTYNMBLUME B IKCMEPTHOE YYpexaeHUe ANns NpoBeAeHUst IKCNepTu3, NpeayCMOTPEHHbIX
YyacTblo 1 HacTosILlen cTaTbW, NoANexXaT BO3BpaTy B YMNOMHOMOYEHHbIN defeparnbHbii OpraH UCMONMHUTENbHON
BMacTW OAHOBPEMEHHO C 3aKIMOYEHUSIMU, NOYYEHHLIMW N0 pe3yrbTaTamM COOTBETCTBYIOLLMX 3KCNEPTU3.

Cratbs 24. dkcnepTmu3a KayecTBa JIEKAPCTBEHHOIo CpeACcTBa U 3KCNepTU3a OTHOLIEHUS OXuaaeMon
nosib3bl K BO3MOXHOMY PUCKY nNpUMEHEeHUA rIeKapCTBeHHOro npenapata AnA BeTepuHapHoOro
NnPpUMeHeHusA

1. OkcnepTnsa KayecTBa IeKapCTBEHHOrO CpPeAcTBa W 3KCMepTu3a OTHOLUEHUS OXMOaeMOW Mnorb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro npenaparta ansg BeTepuHapHOro NpuMEHeHUs, cocTaBrieHne
KOMMUCCUSIMM IKCMEPTOB 3aKMIOYEHWI MO pesyrnbTaTtaM yKasaHHbIX 9KCMepTU3 1 HanpasneHne Taknx 3aKknioyeHun
B YNOSTHOMOYEHHbIN dhefepanbHbln OpraH UCMOMHUTENbHOM BNAcTN OCYLLECTBIIAIOTCA B CPOK, HE MpeBbillaoLLnii
cTa pgecatm paboumx AHEM CO [AOHS MOSMyYeHUs1 SKCNEepTHbIM YyyYpexaeHueMm 3agaHus 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 313-93, o1 13.07.2015 N 241-93)

2. B TeyeHve Tpmauatu paboumx OHeW CO AHSA MONyYeHUst peLleHust YNOoNHOMOYEHHOro dedeparibHOro
opraHa UCMNOMHUTENbHOW BracTM O NPOBeAEeHUN yKa3aHHbIX B YacTn 1 HacTosILLEN CTaTby IKCNEPTU3 3aaBUTENb
NnpeacTaBnsieT B 3KCMEPTHOE yupexaeHWe ANsi NpOBedeHMsT 3KCMEePTU3bl KadecTBa JIEKAapCTBEHHOro cpeacTtsa
0o6pasupbl NIekapCTBEHHOrO npenapaTta Ans BeTePUHAPHOro MPUMMEHEHMS, MPOM3BEAEHHOrO0 B COOTBETCTBUMN C
TpeboBaHNSIMN TEXHONOMMYECKUX PErNaMeHTOB, YTBEPKAEHHbIX PYKOBOAUTENEM NPON3BOOUTENS NEKAPCTBEHHbIX
CPEACTB, a Takke B COOTBETCTBYHOLLUMX CrydasiX TECT-LTamMbl MUKPOOPTraHU3MOB, KynbTypbl KIETOK, 00pasubl
hapmavneBTMyeckon cybctaHumm, obpasupbl BeLWeCTB, NPUMEHSAEMbIE AN KOHTPOMsS KavyecTBa NeKapCTBEHHOro
CpeAacTBa, B KonnyecTsax, HeobxoauMbIX Ans BOCNPON3BEeAEHUS METOA0OB KOHTPONS KadecTBa.

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

3. Mpun nonyyeHnn obpasuoB nekapCTBEHHOrO npenaparta u dapmMaueBTU4eckon cybcTaHumMmn aKcnepTHoe
yupexaeHue BbioaeT 3asdBUTEN0 OOKYMEHT, NOATBEPXKAANOLWMA NONyYeHne ykasaHHbIXx ob6pasLoB, 1 B CPOK, He
npesbillaWnin  Tpex paboyunx p[Hen, yBegomnsieT B MNUCbMEHHOW ¢opme 06 3TOM  YNOSIHOMOYEHHBbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMW.

4. Cpok ans npefcraBneHuns 3assutenem o6pasLoB fekapcTBEHHOro npenaparta v apmaueBTUYeckomn
cybcTaHuum n Cpok yBeAOMIEHUS IKCNEPTHbIM ydpexaeHneMm o6 aTomM B NUCbMEHHOW hopmMe YNONTHOMOYEHHOMO
dhedepanbHOro opraHa UCMOMHUTENbHOW BRacTH, yKa3aHHble B YacTaX 2 U 3 HACTOsILLEN CTaTby, HE BKIIOYaOTCH
B CPOK NMpOBeAEeHUs yKa3aHHbIX B YacTu 1 HacTosALeln CTaTby 3KCNepTu3.

5. [OKyMEeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YuYpeXAeHWe ANns NPOBEAEHWUsl YyKasaHHbIX B 4Yactu 1
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" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HacTosILLEN CTaTbu 9KCNepTn3, noanexart so3spaTty B ynonHomoquan?l Cbeﬂ,epaﬂbeIIZ opraH NCMNONHNTENBHOW
B1aCTh 0 AHOBPEMEHHO C 3aKITio4YeHUAMU NO peldyribTaTaM YKa3aHHbIX 3KCNepTus.

CrtaTbs 25. [loBTOpHOE NpOoBeAeHue IKCNepTU3bl IeKapCTBEHHbIX CPeaAcTB
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. B cnyyasx HegoctaTovHOW OGOCHOBaHHOCTW WM HEMOMHOTLI 3aKMOYEHUS KOMWCCUM 3SKCMEPTOB,
HanuMuusi B HEM MPOTMBOPEYMBLIX AaHHBLIX, hanbCcuduKaLmMn BbIBOAOB 3KCNEPTU3bI NEKAPCTBEHHONO CpeacTBa,
COKpbITUS OT YMONHOMOYEHHOTO (PefepanbHOro opraHa WCMOSIHUTENbHOW BRacTM OCHOBaHWWA Ans OTBOAA
aKcnepTa BCMeACTBME €ro 3auHTEPECOBAHHOCTM B pe3ynbTaTax COOTBETCTBYHLIEN SKCNEPTU3bl, HanNnuus
OaHHbIX O NpPAMOM nmMbo KOCBEHHOM BMeLLaTenbCTBE B npouecc COOTBeTCTByIOIJJ,eVI 3KCnepTun3bl nuud, He
yyacTBYOLWNX B €e MpoBeAeHWW, HO OKasaBLUMX BMMSIHWE Ha NPOLECcC U pe3ynbTaTtbl ee NpoBeAeHus,
YMNONHOMOYEHHbIM  dbefiepanbHbiM  OpraHOM  WMCMOMHMTENbHOM BracTU HasHayaeTcs MOBTOpPHAasl 3KcnepTusa
neKapCTBEHHOrO CPeACcTBa U (Unn) aTudeckas akcnepTusa.

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

2. TloBTOpHasa aKcnepTu3a rekapCcTBEHHOro CpeacTBa NPOBOAMTCH C YYETOM pes3ynbTaToB paHee
NpoBeAEHHON 3KCMEPTU3bl B CPOK, YCTAHOBINEHHbIA YNONHOMOYEHHBLIM helepanbHbiM OpraHoM UCMOMHUTENLHOM
BIaCTU U He NpeBbILLALMIA TPpUALATU pabounx AHEN CO AHS NONyYeHUs SKCMEPTHLIM yUpeXaeHneM 3ajaHus Ha
npoBeAeHne NOBTOPHOWN 3KCNEePTU3bl NEKAPCTBEHHOIO CPEACTBaA.

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

3. ®uHaHcoBoe obecrieyeHue BLINOMHEHWS 3afdaHWs Ha NpoBedEeHMEe MOBTOPHOM  3KCNEepTU3bl
NeKapCTBEHHOrO CPEACTBa HE OCYLLIECTBSIETCS.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Crtatbs 26. YckopeHHas npoueaypa 3KCnepTu3bl IeKapCTBEHHbIX CPeACTB

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2023 B 4. 1 cT. 26 BHOCATCA M3MeHeHus (P3 oT 28.04.2023 N 171-®3). Cm. byayLyto pedakumio.

1. YckopeHHasi npoueaypa 9KCnepTu3bl NekapCTBEHHbIX CPeACTB B LENsX rocy4apCTBEHHOW pernctpauum
NeKapCTBEHHbIX NPenapaToB NPUMEHSETCSH B OTHOLLEHUM OpdaHHLIX IEKapCTBEHHbIX NpenapaToB, NePBbIX TPEX
NeKapCcTBEHHbIX MNpenapaToB, perucTpupyembix B Poccuiickon depepaumm B KayecTBe BOCMNPOU3BEAEHHBLIX
NEeKapCTBEHHbIX MpenapaTtoB, OYEepeaHOCTb KOTOPbIX OnpefensieTca B COOTBETCTBMM C HOMEPOM W OaTomn
BXOASILUMX 3asiBNEHWIA O TOCYAapCTBEHHOW peructpaumMm rekapCTBEHHbIX MNpenapaTtoB B paMKkax O[HOro
MEeXOYHapO4HOIO HEeMaTEHTOBAHHOIO HAMMEHOBaHWUS JIEKapCTBEHHOrO Mpenapata WAvM  rpynnupoBOYHOrO
HaMMeHOBaHWSA NeKapCTBEHHOrO NpenapaTta, U fekapcTBEHHbIX NpenapaTos, NPeAHa3HaYeHHbIX UCKTHYUTENBHO
Onsi NPUMEHEHWST HECOBEPLUEHHONETHUMMW FpaXXgaHaMu.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

2. yCKOpeHHaﬂ npouenypa aKkCcnepTn3bl NeKapCTBEHHbIX CPeacTB B Uendx rocyp,apCTBeHHoM perncrpauunn
J1eKapCTBEHHbIX nNpenapaTtoB HE NMPUMEHAETCA B OTHOLLUEHUN:

1) 6Buoananorosbix (6ronogobHbIX) NekapCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedhepeHTHBIX NleKapCTBEHHbIX NpenapaTtoB (3a UCKIoYeHeM OpdaHHbIX NEKapCTBEHHbIX NpenapaTos);

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 B n. 3 4. 2 cT. 26 BHOcATCA n3meHeHus (P3 ot 28.04.2023 N 171-93). Cm. byayLuyo pegakumio.

KoHcynbTtaHTlntoc: npumedaHue.

[o 01.09.2023 poccumnckMm nNpon3BoaANTENSIM NEKAPCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHUS
paspeLLeHo nogaBaTb perncrpauuoHHoOe A0Cke MO YCKOpPeHHOW npouenype 6e3 yyeta TpeboBaHui n. 3 4. 2
cT. 26 (HoctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).
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3) BOCnpoun3seaeHHbIX NekapCTBeHHbIX npenapartoB (3a MCKNK4YeHneM nepBbiX Tpex perncTtpupyembix B
Poccuiickon d>ep,epau,MV| B Ka4deCTBe BOCMNpoun3BeeHHbIX JeKapCTBEHHbIX MnpenapatoB WU J1E€KapCTBEHHbIX
npenapartos, nNpeaHa3Ha4vYeHHbIX NUCKIMIYUTENbHO AN1d NpUMEeHEeHNA HECOBEPLUEHHONTIETHUMM rpa>|<,u,aHaM|/|);

4) HOBbIX KOMBUHAaLMIN 3aperncTPUPOBaHHbLIX PaHee NeKkapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX MpenapaTtoB, 3aperucTpMpoBaHHbIX paHee, HO MPOWM3BEAEHHbIX B  APYruX
neKkapCcTBEHHbIX (hopmax B COOTBETCTBUM C NEPEYHEM HaAMMEHOBAHUK JleKapCTBEHHbLIX )OPM U B HOBOW
O03MpPOBKe.

(4acTb 2 B pea. PenepanbHOro dakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2023 u. 2 cT. 26 gononHsetca n. 6 (©3 ot 28.04.2023 N 171-93). Cm. 6yayLuyto peaakLmio.

3. YckopeHHas npouegypa 9KCMepTWU3bl  JIEKapCTBEHHbIX CPeACTB  MPOBOAMTCA MO PELUEHUIO
COOTBETCTBYIOLLIErO YMNOMIHOMOYEHHOTO hedepanbHOro opraHa WCMNOMHUTENbHOM BracTM Ha OCHOBaHWUM
3aaBneHns 3asiBUTENs B CPOK, HE MpeBbllalwWmi BocbMUaecAaTn paboumx gHen. [pu 3aTom 3akcnepTu3a
OOKYMEHTOB, CoepXallMxcsa B perucTpaLMoHHOM 4OChbe Ha NeKapCTBEHHbIN nNpenapar, NpoBOAUTCS B CPOK, HE
npesbilIaLWNA  gecatM pabounx [OHeW, 3KCMepTM3a KadecTBa JIEKAapCTBEHHOrO CPeAcTBa M 9KCnepTusa
OTHOLUEHMS OXMAAEeMOWN MOfb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUSI NEKapCTBEHHOMO npenapaTta NpoBOAsiTCA B
CPOK, He MPEBbILLALLNN LUECTUAECATM pabounx OHEN.

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

3.1. B oOTHOWweHMM oOpdpaHHbLIX JTEKAapCTBEHHbIX MpenapaTtoB MOryT ObiTb MNpPeAcTaBneHbl pe3yrnbTaThbl
OOKINMUHUYECKUX UCCRefOBaHUA NeKapCTBEHHbIX CPeACTB W KIUHUYECKUX WCCNeAOBaHUN nekapCTBEHHbIX
npenapaToB Ans MEAMLMHCKOrO MNPUMMEHEHWs, BbIMOMHEHHbIX 3a npegenamu Poccwuiickon ®depepauun B
COOTBETCTBMM C MpaBunaMu Hagnexaiien nadbopaTtopHOW MPaKTUKM M MpaBunamMu Hagnexawen KnmHUYeckomn
NPaKTUKN.

(vacTb 3.1 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. YcKkopeHHasa npouenypa aKCcnepTusbl fIekapCTBEHHbBIX CPEeACTB NPOBOAUTCA B nNopsagke, yCTaHOBNEHHOM
ctatbamn 17 - 20, 23 n 24 Hactoswero degepanbHOro 3akoHa, M He O3HA4YaeT CHMKeHUs TpeboBaHUM K
Be3onacHoCTH, KayecTBy U 3PAEKTMBHOCTUN NEKAPCTBEHHbIX NpenapaTos.

CratbA 27. PelueHune 0 rocyfapcTBeHHOW perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBbIlWaLWmMi gecatn pabounx AHEN CO OHS NONyYeHWsT 3aKITUYEHNA KOMUCCUM SKCNEPTOB
no pesynbTataM 3KCNepTuU3bl kavyecTBa JEKApCTBEHHOrO CpeacTBa WM IKCMNEepTU3bl OTHOLUEHUS OXMAAEMOW
Nnonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NEKapCTBEHHOro npenapara, COOTBETCTBYIOLLMIA YNONHOMOYEHHbIV
deaepanbHbI opraH NCNONMHUTENBHOW BNACTU:

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

1) pasmewaeTr Ha cBoeM ocdmumanbHOM canTte B ceTu "VIHTepHeT" COOTBETCTBYOLLME 3aKITHYEHUS
KOMWCCUM IKCMEPTOB U OCYLLECTBISAET UX OLEHKY Ans onpeferneHusl COOTBETCTBUSA 3aJaHuio Ha npoBefdeHue
3TUX KCNEepTus;

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

2) NpuHUMaeT pelleHWe O rocyAapCTBEHHOM perMcTpaumun fiekapCTBeHHOro npenapata unu o6 oTkase B
rocyapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT Mpu NPUHSATUM PELLUEHUSI O FOCYAapCTBEHHOW perncTpauumn fekapcTBEHHOro npenaparta AaHHble
0 3aperncTpMpoBaHHOM JieKapCTBEHHOM MpernapaTe, B TOM Yucrie o hapMaueBTUYeckon cybcTaHuum, BXoasiLei
B COCTaB [1eKapCTBEHHOro mnpenaparta, B rOCYAApPCTBEHHbIN peecTp NekapCTBEHHbIX CPeAacTB W BbloaeT
3aABUTENI0 PErncTpaunoHHOe YAOCTOBEpPeHWE NekapCTBEHHOro npenaparta, opma KOTOporo yTBepXaaeTcs
YNOMHOMOYEHHbIM  dbefiepanbHbiM  OpraHOM — UCMONMHUTENbLHOW  BMNacTW, COrMacoBaHHble HOPMaTUBHYHO
[OKYMEHTaLMIO, HOPMAaTUBHbIA AOKYMEHT, MHCTPYKLUMIO MO MPMMEHEHUIO NeKapCTBEHHOro npenaparta u MakeTbl
NepBUYHON YNaKoBKMN U BTOPUYHOW (MOTPEGUTENBCKOW) YNaKOBKU C yKazaHMEM Ha HUX HOMepa perMcTpaumMoHHOro
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( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yOOCTOBEPEHUS NEKAPCTBEHHOIO NpenapaTa u gaThl ero rocyaapCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelleHns o6 oTkase B rocy4apCTBEHHOW permcTpauuu NekapCcTBEHHOro npenaparta yBegoMNseT B NUCbMEHHOM
dopme 3asiBUTENS 00 3TOM C yKasaHMeM MPUYMH Takoro oTkasa. 3a Bblgavy PerMcTpauMoHHOro yAoCTOBEPEHUS
NEeKapCTBEHHOro npernapaTta B3UMaeTCs rocygapCTBEHHas MOLUMMHA B COOTBETCTBUM C 3aKOHOAATEINbCTBOM
Poccuinckon ®egepauun o Hanorax u cbopax.

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

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

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

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

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

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

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

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

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

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgke W cpokax oOnpefeneHns B3auMMO3aMEHSEeMOCTW FeKapCTB JleKapCTBEHHbIX MpenapaTtos,
3aperncTtpupoBaHHbIx 4o 01.03.2020, cm. c1. 3 ®3 o1 27.12.2019 N 475-03.

CratbA 27.1. B3aumo3ameHseMOCTb NeKapCcTBEHHbIX NpenapaToB ANsi MeAULIMHCKOro NPUMeHeHuUst
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

1. B3anmosameHsieMoCTb NIeKapCTBEHHbIX npenapaTtoB AnAd MeaAULMHCKOro npuMeHeHuaA ornpeaendeTcs
YNOJIHOMOY€EHHbIM cbep,epaanblM opraHom MCNONHUTENBHON BNacTH, OCyLLeCTBIALWNMM TOCyaapCTBEHHYHO
perncTpaunto nekapCTtBeHHbIX npenapartoB And MeguumMHCKOro npuMeHeHus, B paMkax ogHoro mexagyHapogHoro
HenaTeHTOBaHHOIo (VIJ'IVI XUMUNYeCcKoro, nnun I'pyI'II'IVIpOBO'-IHOI'O) HanMeHOoBaHUA Ha OCHOBE 3aKJ1to4eHUA KOMUCCUun
OKCNepTOB 3KCMNEepPTHOro y4vypexageHuna O B3anMOo3aMeHAEeMOCTU JIeKapCTBEeHHOro rnpenaparta gna meguunHCKoro
NnpuMeHeHnsA nmMbéo o ToMm, 4TO J'IeKapCTBeHHbIIZ npenapar anda MeauuumHCKOro npuMeHeHua He ABnAeTcd
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B3aumMo3aMeHsieMbiM. [lopagok onpedeneHuss B3aMMO3aMEHAEMOCTM  JIEKAapCTBEHHbIX MpenapaToB AN
MEOULMHCKOTO MpUMEHeHMs M opma 3aKMYeHUs KOMWCCUM 3KCMEPTOB IKCMEPTHOrO  y4pexaeHus o
B3aMMO3aMEHSEMOCTM JIEKapCTBEHHbIX MpenapaTtoB ANA MEAWLMHCKOro npuMeHeHuss nnbo o TOM, 4TO
NEKapCTBEHHbIM  npenapat  Ans  MeAUUMHCKOro  MPUMEHEHUA  He  SBMSIeTCS  B3auMO3aMEHSIEMbIM,
ycTaHaBnmBatoTcs MNMpasutenscteom Poccunckon ®egepaumn.

2. Komuccua 3KCnepTOB 3KCMEPTHOTO yupexAeHWs [aeT 3akMiyeHue O B3anMO3aMEHSeMOCTU
NeKkapcTBEHHOro npenapara Ans MeguuUHCKOro MpPUMEHEHUs NMbo O TOM, YTO feKapCTBEHHbIN npenapat Ans
MEOULMHCKOrO TMPUMEHEHNS1 He SIBMSIeTCS B3aMMO3aMEHSIEMbIM, Ha OCHOBaHUWM CRegyrLlux Kputepues
(xapakTepucTuk):

1) akBMBaNeHTHOCTb (AN GuoaHanoroBbix (6MONOAOOHbBIX) NeKkapCTBEHHbLIX NpenapaTtoB (buoaHanoros) -
COMOCTaBMMOCTb) KaYeCTBEHHbIX W KOMMYECTBEHHBIX XapaKTEPUCTUK apMaLeBTUYecKMx cybcTaHumMn unm
COMOCTaBUMOCTb aHTUIEHHOrO COCTaBa BaKUMH. Vcnonb3oBaHue pasnuuyHbIX comnen, 3uUpoB, KOMMIEKCOB,
N30MepPOB, KpucTannmuyecknx opm u Apyrux Npou3BOAHbIX OJHOMO M TOrO Xe OEWCTBYIOLLEro BellecTBa He
ABMNAETCA NPEnaTCTBMEM AN OnpeferneHns B3aumo3aMeHSEMOCTW JeKapCTBEHHbIX MpenapaToB, ecnv npu
NnpoBefdeHUN UccrnenoBaHWs  OGUO3KBUBANEHTHOCTM  NIEKApCTBEHHOrO npenapaTa WAM  UCCNeLoBaHus
TepaneBTUYECKOW 3KBMBANEHTHOCTM NMEKapCTBEHHOro npenaparta [JoKa3aHO OTCYTCTBUE KIUHUYECKU 3HAYUMbIX
pasnuumini  hapMakoKUHETUKM U (M) 3GPdEKTMBHOCT M 0e30nMacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEOULMHCKOrO NPUMEHEHUS;

2) 93KBMBaNEHTHOCTb nekapcTBeHHoW opmbl. [log aKkBMBaNEHTHbIMU NeKkapcTBEHHbIMU  hopMamu
MOHMMAIOTCS Pa3Hble NIeKapCTBEHHbIE POPMbI, MEIOLLME OOUHAKOBbIE CNOCOO BBEAEHUS 1 CMOCOO NPUMEHEHNS,
obnagarome conoctaBMMbIMN (DapMaKOKMHETUYECKMMM XapakTepUCTMKaMu 1 hapMaKkonormyecknm 4encTBueM
n obecrneuvnBaloLne Takke OOCTUXKEHWE Heobxooumoro KrmHuveckoro adpdekra. Pasnuuma nekapcTBEHHbIX
PopM He ABMAKTCA NPENATCTBMEM AN1A OnpeaeneHns B3arMo3aMeHsIEMOCTN NeKapCTBEHHbIX NpenapaToB, eCcnm
npu npoBeAeHUN UccrnedoBaHusi OWMOSKBMBANIEHTHOCTM JEKAapCTBEHHOrO mMpenapaTa WM UccnegoBaHus
TepaneBTUYECKOW 3KBUBANEHTHOCTU NEKapCTBEHHOro npenapaTta [4oKas3aHO OTCYTCTBUE KIMHUYECKU 3HAUYUMBbIX
pasnuunii  papMakoKMHETUKM U (Mnn) 3PEEKTMBHOCTM M Ge30nacHOCTM JeKapCTBEHHOro npenapaTta Ans
MeaWLMHCKOro NpUMeHeHs;

3) 9KBMBANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMOMOraTerbHbIX BELECTB NeKapCTBEHHOro
npenapaTta Ans MeAWLMHCKOro NpuMMeHeHus. Pasnuuma coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SIBNATCA NpensaTCcTBMEM AN ONpeaeneHnsi B3anMo3aMeHAEMOCTM NIEKApPCTBEHHbIX NpenapaTos,
€ecnv Mpu MpoBefeHnn uccrefoBaHus GUO3KBUBANEHTHOCTU fEKapCTBEHHOMO npenaparta WM uccrefoBaHus
TEepaneBTMYECKOW 3KBMBANEHTHOCTM NEKAPCTBEHHOIO MnpenapaTta 4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX
pasnuuui apmMakoKUHETUKM U (M) 9PdEKTMBHOCTM M ©e30nacHOCTM NEeKapCTBEHHOro mnpenapara Ang
MEOMLMHCKOrO npuMeHeHus. [py Hannumun KNUHWUYECKM 3HAYMMbIX pasnvyuuin  hapMakoKUHETUKU u  (1nn)
acpdekTMBHOCTM 1 ©e30MacHOCTU  NEKAPCTBEHHOro  npenapata Ang  MeAWLMHCKOroO  MPUMMEHEHMs
B3aMMO3aMEHSAEMOCTb OnpeensieTcs C yKas3aHWeM Ha UCKITYEHUE OTAENbHbIX FPYNn NauueHTOB;

4) ngeHTU4HOCTb cnocoba BBeAeHUA 1 cnocoba NpUMeEHeHUs;

5) cooTBeTCTBME MPOV3BOAMTENS JEKapCTBEHHOr0 cpeacTBa TpeGoBaHUAM [paBwWi Haanexallein
MPOV3BOACTBEHHON NPAKTUKU.

3. Onpe,qeneHme B3aMMO3aMeHAEMOCT BOCNpoun3BeaeHHbIX J1eKapCTBEeHHbIX nMpenapatoB And
MeOUUMNHCKOIro npuMeHeHUd, YKa3aHHbIX B 4acCTu 10 cratbm 18 HacToswWwero d)e,qepaanoro 3aKOHa,
OCyLLeCTBIIAEeTCA 0e3 HeobXx0aMMOCTN AoKa3aTeNbCTBa MX OMO3KBUBANEHTHOCTMW.

4. OcobeHHOCTU oOnpeaeneHns B3auMO3aMeHSeMOoCTM BUonorMyecknx nekapCcTBeHHbIX MpenapaTos,
KOMOWHMPOBAHHbBIX FEeKapCTBEHHbIX NpenapaTtoB (cogepXalimx KoMOuHauuo OByxX M Gonee [eMCTBYHOLLMX
BELLUECTB), NEKAPCTBEHHbIX MpenapaTtoB ANs MapeHTepanbHOro NMUTaHUsS U HeAO3UPOBAHHLIX JIEKAPCTBEHHbLIX
npenapaToB ycTaHaBnuBatoTcs lNpaButensctBoM Poccunckon degepaumn.

5. Onpe,u,eneHme B3anMM0O3aMeHAEMOCTN HE OCYLLUECTBNAETCA B OTHOLUEHNN NNeKapCTBEHHbIX PACTUTENbHbIX
npenaparos, roMmeonaTn4eCcknx riekapCTBeHHbIX NpenapaTos.

6. PopmupoBaHMe MepeyHs B3aMMO3aMEHSIEMbIX FeKapCTBEHHbIX MpenapaTtoB ANs MeAULMHCKOro
NMPUMEHEHNST OCYLLECTBIISIETCH 3KCMEPTHbIM  yUYpeXaeHWeM MOCPeACTBOM OObeAVMHEHNS J1eKapCTBEHHbIX
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npenapatoB B OTAENlbHble TIpynnbl, B Kakgon u3 KOTOPbIX JiIEKapCTBEHHbIE nMpenapaTtbl ABNAKTCA
B3anMMO3aMeHAEMbIMU.

7. B cnyyae BKMHOYEHUS1 B UHCTPYKLMIO MO MEOULMHCKOMY NMPUMEHEHWIO NEKApCTBEHHOrO npenaparta Ha
OCHOBaHUM pe3ynbTaToB COOTBETCTBYHOLIMX UCCMEA0BaHWIA NoKasaHui ANs NPUMEHEHUS!, KOTOpble OTNMYaloTCs
OT nokasaHui AN NPUMEHEHUS APYrMX IeKkapCTBEHHbIX MpenapaTtoB W3 TIPynnbl  B3auMO3aMeHsSIEMbIX
NekapcTBEHHbIX NpenapaToB, B NepevyHe B3auMO3aMeHSIEMbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
NpUMeHeHns JoMKHa OblTb ykadaHa COOTBETCTBYHLLAsA HpopMaLms.

8. [lepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbLIX nNpenapatoB AN MeOULUHCKOTO MNpUMEHEHUS
pasMellaeTcs  YMONHOMOYEHHbIM dedeparnbHblM  OpraHoM WCMONTHUTENbHOW BACTW, OCYLLECTBIISIOLLUM
rocygapCTBEHHYIO PerucTpaumio NeKapCTBEHHbIX MpenapaToB AN MEeOUUUHCKOTO MNPUMEHEHWsi, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". MHopmaums B nepevyHe B3anMMO3aMeHSIEMbIX NeKapCTBEHHbIX
npenapartoB ana MegunLUMHCKOro NnpuMeHeHns obHoBRseTCA YKa3aHHbIM cpe,qepaanuM opraHom
WCMNOSNTHUTENbHOW BNacTu C Y4E€TOM HOBbIX 3apernCTpnpoBaHHbIX NNeKapCTBEHHbIX npenapatoB Ana MeanumnHCKoro
NPUMEHEHNST U BHECEHHbIX W3MEHEHMM B [OOKYMEHTbl, coepXallMecd B pPerncTpaumoHHbIX [O0Cbe Ha
3aperMcTpupoBaHHbIe NeKapCTBEHHbIE NpenapaTbl ANS MEAULMHCKOTO MPUMEHEHUS.

9. [opsagok vcnonb3oBaHWs MHOpMaUMM O B3aMMO3aMEHSsIEMbIX JIeKapCTBEHHbLIX NpenapaTtax Aans
MEOULMHCKOrO NPUMEHEHUsT 1 MOPSAOK Aaun pa3bsACHEHMI NO BONPOCaM B3anMO3aMEHAEMOCTHU NEKapCTBEHHbIX
npenapaTtoB AN MeaMLIMHCKOro NpuMeHeHns ycTaHasnuaatoTcs NpaButensctBom Poccuiickon Penepaumm.

KoHcynbTaHTlnoc: npumeyaHue.

Cpok perucTpauum nekapcTBeHHOro npenapara angd BeTepuHapHOro npumeHeHus, nctexkawowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roay, npoaneH Ha 12 mecsues ([MoctaHoBneHue [lNpaButensctea PP ot
12.03.2022 N 353).

Cratbsa 28. PeructpaunmoHHoe yaoCcTOBepeHMe NeKapCTBEeHHOro npenapara

1. PernctpauyoHHoOe ya0CTOBepeHne NekapcTBEHHOrO npenapaTta C yka3aHWeM JeKapCTBEHHbIX hopM U
[03/POBOK BblOaeTcd GEeccpoyHO, 3a WCKIYEHVMEM PEerncTpauMoHHOrO YAOCTOBEPEHUSl JIeKapCTBEHHOro
npenaparta, BblJaBaemMoro CO CPOKOM [EWCTBUSA MATb eT, Ha BrepBble pernctpupyemMble B Poccuiickol
denepaumm nekapcTBeHHbIe NpenapaTbl.

2. Mo wcTeyeHMM yka3aHHOrO B 4YacTm 1 HacTosilen cTaTbM Cpoka Bblgaetcs GeccpoyvHoe
pervcTpaumoHHOe  yOOCTOBEPEHME  JIEKapCTBEHHOrO Mpenapata npu  YCNOBUMM  MOATBEPXKAEHUA  ero
rocyaapCTBEHHOWN perncTpaumm.

3. B cnyyae BHeceHus B cootBeTcTBUM cO cTatbamm 30 m 31 HacTtoswero PegepanbHOro 3akoHa
M3MEHEHW B cofepxalluMecs B perncrpauymoHHOM [OCbe Ha 3aperucTpupoBaHHLIA NEeKapCTBEHHLIV npenapart
OOKYMEHTbI, 3aTparMBaloliMX CBeAEeHUsl, OTPaKeHHble B PerucTpaumoHHOM YAOCTOBEPEHWU feKapCTBEHHOro
npenapara, ynofIHOMOYEHHbIN heaepanbHbI OpraH UCMONHUTENBHON BRacTy BblgaeT HOBOE PerncTpauvoHHoe
YAOCTOBEpEHVe NekapCTBEHHOro npenapara, coaepxallee BHECEHHbIE B HEr0 U3MEHEHUS.

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

4. B cny4ae yTpaTbl UM NOBPEXOEHMSA PETMCTPALMOHHOIO YAOCTOBEPEHUSA NIEKAPCTBEHHOIO Npenapara no
3asBMEHNI0O B MUCbMEHHOM dopMe [fepXaTensa wnu Bnagenbla pPerncTpauuoHHOrO  yOOCTOBEPEHMS
neKkapCTBEHHOro npenaparta Wiy YNoriHOMOYEHHOrO UMW APYroro Hpuamnyeckoro nvua o Bblgade gybruvkara
pPErncTpaumoHHOro YAOCTOBEPEHUA JIEKAPCTBEHHOrO npenaparta YMNONMHOMOYEHHbIM deaepanbHbIil - opraH
WCNOSNTHUTENBLHOM BNAacTU B CPOK, HE MPEBbLILAKLWNA AecAaTn paboynx AHEW CO AHS NOCTYNMeHUs 3asiBNeHus,
BblOaeT AybnukaT perMcTpauMoHHOro YAOCTOBEPEHWsI FeKapCTBEHHOrO Mpenapata. 3a Bbigady aybnukarta
pPEerMcTpaumnoHHOrO YAOCTOBEPEHUSI JIEKApCTBEHHOrO MNpenapata B3vMMaeTCs rocyAapCTBEHHAd [OWNvHA B
COOTBETCTBMM C 3akoHoAdaTenbcTBOoM Poccuiickon ®egepaumm o Harnorax u cbopax.

(4acTb 4 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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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 ®enepanbHOro 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 TpeboBaHMsSIMU 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 MeAULMHCKOrO 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
( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 MPUMEHEHWs, 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 NMMOO YMONTHOMOYEHHLIM MM HOPUOUYECKM IMUOM, Mo dopme, YTBEPKAEHHOM
YMONTHOMOYEHHbIM doeeparnbHbiM OPraHOM UCMOMHMTENBHOW BNACTW, Y JOKYMEHTbI, YKa3aHHble B NyHkTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkTa 4 yactn 3 ctaTtbu 17 HacTosiwero ®egepanbHOro 3akoHa. B oTHowweHun
MMMYHOBMONOrMYEeCKUX IeKapCTBEHHbIX MpenapaToB Afs BETEPUMHAPHOrO MPUMEHEHUS He NpeacTaBnAlTCA
CBefeHUs, yka3aHHble B noanyHkte "k" nyHkta 4 yactu 3 ctatbum 17 Hactoswero depepanbHoOro 3akoHa. B
OTHOLLEHUN TNEKapCTBEHHbIX NpenapatoB ANnd BeTEPMHApPHOro MPUMEHEHUS, MNOSTyYEHHbIX C MNPUMEHEHNEM
reHHO-UHXXEeHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MoOB WM COAEepXalUUX Takme opraHuM3Mbl, AOMOSTHUTENBHO
NpeacTaBnsTCA cBeAeHus], yKasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepanbHoOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
02.08.2019 N 297-03)

4.3. 3asBMTenb BNpaBe NpeacTaBUTbL C 3asiBIIEHWEM O MOATBEPXKOEHWUM FOCYOapCTBEHHOW perncrpauumn
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 cnydyae wux HenpencraBneHus
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 3asBMEHUS O MNOATBEPKAEHUU rocygapCTBEHHOM
peructpaummM fiekapCcTBEHHOro npenapata W [OKYMEHTOB, cofepxalmx pesynbTatbl  MOHUTOPWHra
adeKTMBHOCTM M Ge3onacHOCTM feKapCTBEHHOro npenapaTa, NpoBOAUMOro AepaTenem 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) NpuMHMMaeT peLleHne o NpoBedeHN Unn o6 oTkase B NPOBEAEHUM SKCMEPTU3bl OTHOLLEHWS OXKUOAEMOiA
nosib3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUSI FEeKapCTBEHHOro rMpenapata Ha OCHOBaHUM 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 HanpaBfeHusa 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 ahEKTUBHOCTU M GE30MacHOCTU NeKkapCTBEHHOro npenapara, 1 (Mnun) 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 SKCMNEPTHOrO YYpexaeHus o npeaocTaBneHMnM 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 NATM paboumnx gHEWM Co OHSA NOCTYNMEHUs 3anpoca PYKOBOAUTENS SKCMEPTHOrO yuYpexaeHnst yKkasaHHbIN
denepanbHbI OpraH UCMONTHUTENBHOM BNACTW HanpasnseT 3asgBUTENIO 3anpoc O NpeacTaBneHnn HeobXoaMMbIX
MaTepuanoB, KOTOPbLIN MOXeT ObiTb nepegaH YMNONHOMOYEHHOMY MNPEACTaBUTENO 3asBUTENS JMYHO MO
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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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 OUEeHKYy 3TOro 3akit4YeHua 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 TeYeHMWe cTa BOCbMUAECATU KaneHOapHbIX OHeW nocre gaTbl NPUHATUS YNONHOMOYEHHbIM deaeparnbHbIM
OpraHOM WCMONHUTENbHOWM BNacT! peLleHNst 0 MOATBEPKAEHMN 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 dbedepanbHblii 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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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 MNNOLWaOKM
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 oOT
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 OOMONHUTENBHO MPEeACTaBnseT B YNOJIHOMOYEHHbIN defeparnbHbli OpraH UCMOSNTHUTENbHOW 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 U 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 zakoHa 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
NPUHATUA YNOSTHOMOYEHHbIM dheaepanibHbiM OPraHoOM WCMONTHUTENbHOW BacTW 3asiBIEHWSI O BHECEHUWN TakuxX
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 NEeKapCTBEHHOMO
npenapaTta (MnNM YNOMHOMOYEHHOE MM [pYyroe puUaMyYeckoe Nuuo), a Takke AepxaTternen unu snagensLeB
PErMcTPauUMOHHbIX  YAOCTOBEPEHWUA JIEKAapCTBEHHbIX MpenapaTtoB (WM YMOSTHOMOYEHHbLIX UMW  APYruX
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IOPMONYECKUX NNLL), KOTOPbIE SBMSOTCA B3aUMO3aMeEHSIEMbIMU.
(yactb 1.4 BBegeHa PepepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-03)

1.5. Jepxatens nnu Bnagenew, perncTpaumMoHHOro yAOCTOBEPEHUS 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
N3MEeHEeHU B OOKYMEHTbI, coAepKallinecs B perncTpaumoHHbIX 4OCbE Ha 3aperncTpupoBaHHble NeKapCTBEHHbIE
npenapaTtbl Ans MEAWUUHCKOrO MNPWMEHEHWsi, B OTHOLEHWM 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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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 JOCbe 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, FOCYAapCTBEHHON MOWMMHbI 33 BHECEeHMEe B [OOKYMEHTbl, Coaepxalimecs B
pervcTpaumoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIN NIEKAPCTBEHHBIN NpenapaT N8 MeauUMHCKOro NPUMeEHEHWs,
NM3MEHeHU, He TpebyloLlwmx npoBedeHUs 3KCMepTU3bl fEeKapCTBEHHOro CpPeAcTBa, 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)
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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, yka3aHHbIV B YacTu 4 HacTosILEeN CTaTbyu, NPMOCTaHaBNNBAETCHA CO AHA HanpaBneHus 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  MWCMOMHUTENBHOW 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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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 3akmioYeHMs O COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHMSAM
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 (Mnu) AOMNONHEHMS NPOU3BOLCTBEHHOW NMOLLAAKN NIeKapCTBEHHOro 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 [[HEM CO [OHSA BHECEHWs1 COOTBETCTBYHOLUMX 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 BeTEpMHApHOro NMPUMEHEHUs, B OTHOLUEHWM CBeOeHUNn,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactn 3 ctaten 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
MOWMHbI 332 BHECEHME B [OKYMEHTbl, COAEpXXallMecs B PerMcTpauMoHHOM JOCbe Ha 3aperncTpypOBaHHbIN
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 BNAacTW OOKYMEHTbl, 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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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 06 YTOYHEHWWM 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, NPUOCTAHABMBAKTCA 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
COXpaHeHWeM HoMepa paHee BblAaHHOIO PerncTpauvoHHOrO YOOCTOBEPEHUS feKapCTBEHHOro 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 MCMOSTHUTENBHOW BRacTu peLleHnst O Bblgaye unm o6 oTkase B Bblaaye 3akroyeHus 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 BETEePUMHAPHOro MNPUMEHEHUsI, B Cry4asX,
TpebyloLlmx NpoBeAEeHUsT IKCNepTU3bl NEKApPCTBEHHOMO CPeAcTBa, ABNAETCA 3akio4YeHMe YNOSIHOMOYEHHOro
defepanbHOro opraHa WCMNOMHUTENBbHOW BMacTM O BO3MOXHOCTU CHWXeHWst ©6e3onacHocTW, KadecTBa,
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 M3MeHeHuss u (Mnn) [ONOSIHEHWUS MPOM3BOLCTBEHHOW NIOLWAAKM 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
degepanbHbiM - 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 YMONHOMOYEHHLIM bedepanbHbiM  OpraHoM  WCMONHUTENbHOM
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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
( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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  BcemupHoOWM  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 PerMcTpaLMoHHOrO YAOCTOBEPEHNS NEKapCTBEHHOro npenapata Ha 6eccpovHoe perucTpauMoHHOe
YOOCTOBEpPEHME FeKapCTBEHHOro npenapara, fata nodadu 3asiBneHns 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 npenaparta (4ns nekapCTBEHHbIX
npenapaToB Afs MEeAULMHCKOrO NPUMEHEHNS);

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

p) HanuuMe neKapCTBEHHOrO nMpenapata B MNEpeYHe KU3HEHHO HEOOXOAMMbLIX W BaXKHEMLIMX
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
( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

y) cBegeHus O nogave 3asiBNeHuMs O BHECEeHWM W3MEHeHWN 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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
NPYMEHEeHUs1 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,
COCTaBfieHME KOMWCCUEN IKCMEPTOB 3aKMOYEHW Mo pesynbTaTaMm 3TOW 3KCNepTu3bl U WX HanpasfeHue B
YNOSTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTESNTbHOW BRAcTU OCYLLECTBAAIOTCA B CPOK, HE MpeBblLLatoLmii
wectngecatn paboumx [HEN CO [HA MONYyYEeHUS SKCMEPTHbIM YYpexXOeHMEeM 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 YCTAHOBMEHHOM [OpAAKE, a TaKKe KOMWs 3akMiYeHust 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

) 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 [OOKYMEeHTa, MOATBEpXAalolWero ynnaty rocygapCTBEHHOM [OWNWHLI 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 MOLUMVHbI 3asBATENEeM C MWCMNonb3oBaHWeM 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 C 3asiBlIieHNEM O BKITFOYEHMU 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nyHkTax 1 1 2 yactn 2 HacToswen ctaTbu, YNOMHOMOYEHHbIN defepanbHbii 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 HacTosILEe CTaTby, NPMOCTAHABNMBAETCHA 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,
noaTBepxaatwen akt ynnaTbl rocygapCTBEHHON OOLWNWHBI 3@ BKMOYEHUe dapmaueBTU4eckon 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 dheeparnbHOro opraHa WCMNONMHUTENbHOW BRAacTU WNWM 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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(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
hapmaueBTUYECKON CyOCTaHUMM, 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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Poccuiickoin ®egepaumm B TedeHne Tpex n bonee ner.
(yacTb 13 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

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

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 uTtoram nepecmoTpa 06XanoBaHHOIO 3akMlYeHUst akcrnepTa, MOXeT ObiTb
OCMOpEeHO AepxaTteneMm unu BnagenbLeM perMcTpaLlyoHHOro yaA0CTOBEPEHNS flekapCTBEHHOro npenapara nMbo
YMONIHOMOYEHHBbIM MU MMLOM B MOPSAKe, YyCTaHOBNEHHOM 3akoHogaTenbcTBom Poccuiickon degepaunn. MNpu
06anoBaHWM peLUeHns YNOfIHOMOYEHHOro dedepanbHOro OpraHa WCMOMHWUTENbHON BNacTh, 3aKmoYveHus
aKcnepTa UMM KOMUCCMU IKCMEPTOB 3KCMEPTHOro yYpexxaeHWs, 3akniovyeHns coBeTa Mo dTUKe AepXaTenb 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, MHdopMaLuuA O 3aperucTpuMpoBaHHbIX JEeKapCTBEHHbIX 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 HacToslen cTaTbu, SBMASETCA OTKPbITOM M OOLedOCTYNHOW M npeaocTaBnsaeTcs
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. KnuHuuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
NnpUMeHeHunsA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 MWCMOMHUTENbHOW 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 BOCNpou3BeaeHHbIX JeKapCTBEHHbIX npenapatoB Anhd MeaAUUUMHCKOro npuMmeHeHuda
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 NMPUMEHEHUs] pa3paboTYMKOM FEKapCTBEHHOro npenaparta MOryT MPUBIEKaTbCHA topuamnyeckue
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 YNOMHOMOYEHHbIM dhefepanbHbiii  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) cBeeHnA O npeanonaraemMblX CpoKax npoBeaeHnA KIMHUYECKOro wuccriegoBaHuA JeKapCTBEeHHOro
npenaparta gna meamunHCKoOro npuMeHeHuns;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

9) Konuio aoroesopa obsizaTenbHoOro CTpaxoBaHWA, 3aKIK4YeHHOro B COOTBETCTBMN C TUMOBLIMU NpaBuiiamu
o06s3aTensHoro CTpaxoBaHu4, C yKa3aHuem npe,qeanon YNCNEHHOCTU NauneHTOoB, y4aCTBYHOLLNX 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
COOTBETCTBMM  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 BbISIBIIEHUSI 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 OpPraHoOM MWCMOSTHUTENbHON BNACTU peLleHMs O NPOBEAEHWMM IKCMEepTMU3bl [OKYMEHTOB A4
MofyyYeHns paspelleHMs Ha MpoBedeHUEe KIMHWMYECKOTO WCCreoBaHWs NEeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NPUMEHEHMS.
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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 MOLWMWHBI 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 KOMWUCCUEN 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 Bblaayvye paspewieHnda 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 NpoBedeHNe KITMHUYECKOro UCCeAOoBaHNS NIekapCTBEHHOIO
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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" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 UCMOSTHUTENbHOM BNAcTW, KOTOPbLIM CO3[4aH COBET MO 3Tuke, B dpedepansHoM BropxeTe
Ha COOTBETCTBYILUMI rof Ha obecrneyeHne ero AeATenbHOCTM, B pasMepax, YyCTaHOBMNEHHbIX [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 NaUMEHTOB, KOTOPbIE N0 MEAULIMHCKUM MOKa3aHUAM MOTyT ObiTb
nMpuBMeYeHbl K Yy4acTUIO B KNUHUYECKOM WCCMEeAOoBaHWM MeKapCcTBEHHOro 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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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(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 npenaparta 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  pykoBoaUTENS  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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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 HapylweHun 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
Hagnexallenh KrIMHUYECKOW MNPaKTUKM ANs MNPUHATUS pelleHns o 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" coollleHne O 3aBepLleHMM, NPUOCTAHOBIEHUN 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 3aKIIOYEHUA MEOULMHCKUX OpraHvM3auui, NpOBOAMBLLMX 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 KrMHUYEeCKOW MpakTuky, danbcudukaums pesynbTaToB
KIMMHUYECKOrO MCCreaoBaHusl NIEKApPCTBEHHOIO npenaparta Ansg MeamuMHCKOro NMpUMEHEeHMs BReKyT 3a cobomn
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHOoA4aTeENbCTBOM Poccunckon ®egepaumn.
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(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  BGuonornyeckmx
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 npefgensl 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 JieKapCTBEHHOro 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 IeKapCTBeHHOM npenapate Agnda MeguumHCKoro npuMeHeHunAa wu  CyuwHOCTU  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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06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) 06 ycrnoBusx y4yacTusi mauMeHTa B KIIMHWYECKOM MWCCIeqoBaHUM JieKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NPUMEHEHUS;

4) O uenn vnn uenax n npogosnKUTENTbHOCTU KIMTMHUYECKOIro MccriegoBaHUA NEKapCTBEHHOIO npenaparta
anda megmumMHCKOro npuMeHeHu4;

5) o gencTBusAX naumeHTa B criyvyae HenpeaBuaeHHbIX 3(PdEKTOB BNNSHUSA NeKapCTBEHHOMO 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 UCKITHYEHNEeM 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 npenapaTta MOXeT NPOBOAWUTLCA C y4acTUeM B KavecTse nalMeHTOB
BOEHHOCNYXalllMX, 33 WCKIIOYEHUEM BOEHHOCMYXKaLUMX, MNPOXOAALMX BOEHHYI CryxBy Mo npusbiBy, C
cobniogeHem TpeGoBaHWUi, YCTAHOBMEHHbIX HacToAWmMM 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.
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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. OO6sAs3aTtenbHoe 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 HacTynfeHnem 3TOoro cobbITnsa 1 yqyactnemMm naumeHta B KIMHUYECKOM
ncecnenoBaHMM NekapCTBeHHOro npenaparta.

4. Tpe60|3aHM;| O BO3MeELWleHN Bpeaa, NpU4NHEHHOIo Xn3Hn Ui 300pOBblo NauMeHTa, NpeabABnATCA B
Te4yeHne CpoKkoB WNCKOBOW OaBHOCTH, YCTAHOBJI€HHbIX rPpa*KOaHCKUM 3aKOHOAATENILCTBOM.

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 CcTpaxoBaTernem nHamemayarnibHoOro VI,CI,eHTI/I(bVIKaU,I/IOHHOFO Koaa nauneHTa, nopAanoK
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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 WUccnegoBaHuUn rIekapCTBeHHOro
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 AOMKHO 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 CO3a, 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 Ka4yecTBe 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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(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapaToB Ans BETEPMHAPHOro NPYMeHeHNs], B OTHOLLIEHMM KOTOPbIX YCTaHaBnvBatTca TpeboBaHus Kk ob6bemMy
Tapbl, a Takke IpeboBaHud K OObeMy Tapbl, YNakoBKE M KOMMMEKTHOCTM feKapCTBEHHbIX MpenapaToB Ans
MEOVLMHCKOrO MnpuMeHeHusi, TpeboBaHus 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 171-93 "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, OCyLLeCcTBSIoWEeN NPOU3BOACTBO PEKTUMMKOBAHHOIO 3TUITOBOIO CNvMpTa M3 MULLIEBOTO CbIPbS Ha
OCHOBaHMN NNLIEH3MM Ha MPOM3BOACTBO 3TUIIOBOrO CNMpTa ANs NpoM3BOoACTBa hapMaueBTU4eckon cybcTaHumum
cnupTa 3TUNOBOro (3TaHomna) B COOTBETCTBUMM C TpeboBaHusmm PegepansHOro 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, MPOU3BeEeHHOro JAHHOW OpraHuM3auunent no
MECTY OCYLLECTBIIEHNSI NPOM3BOACTBA hapMaLleBTUYECKON CyOCTaHUMM cnvupTa 3TUIOBOro (3TaHona).

(vactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PepepanbHoOro 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 (unu) obopoT (3a WCKIYEHMEM PO3HWYHOM MPOAaKW) CNUpTocodepXalux NekapCTBEHHbIX
npenapaToB, 06513aHbl OCYLLECTBNATb UX YYeT U AeknapupoBaHue B Nopsiake, YCTaHOBNEHHOM cTatbamu 8 u 14
depepanbHoro 3akoHa oT 22 Hosi6psa 1995 roga N 171-d3 "O 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
NnekapCTBEHHbIX 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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 ctateun 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 rpakgaHCKMiA OOOPOT YMOSTHOMOYEHHOE NMLO NPON3BOAUTENS
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 FEKapCTBEHHbIX CPEACTB SBNAeTCA ero paboTHUK,
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 obpa3oBaHNe 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)

9. MNpounsBognTenu hapmMaueBTUYECKOW CyGCTaHLMM CnMpTa 3TUNOBOrO (3TaHomna) 06A3aHbl OCYLLECTBNATD
peanu3aumio  (nepegady B YCTaHOBMEHHOM 3akoHodaTtenbcTBoM Poccuiickon ®egepaumm  nopsake)
dhapmaLeBTMyeckon cybcTaHuMn cnvpTa 3TUITOBOrO (3TaHoMa) NPOM3BOAUTENSAM feKapCTBEHHbIX CPEeACTB ANd
NpoOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, NPOM3BOAUTENSAM (M3rOTOBUTEMSIM) MEOUUMHCKUX U3Oenun  ans
Npon3BOACTBa M M3rOTOBMEHUS MEOULMHCKUX M3OEeNnunA B eMKOCTsX obbemom He Gonee 1 nuTtpa u (unu) He
meHee 1000 nuTpoB, a opraHnsaLusiM, ykasaHHbIM B NyHKTax 3 - 5 4yactu 8 HacToswen ctaTtbn, B Tape 06 beMom
He bonee 1 nutpa.

www.consultant.ru Crpanmua 83 u3 115
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F075B3305A9F33CDC4D706B3ECF1494D6947EF53EB86287F432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5FC7DB73A559F33CDC4D706B3ECF1494D6947EF53EB84257C432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F172B6385D9F33CDC4D706B3ECF1494D6947E956E38D752B0C2DCA8763DC21131E5B2767Q9x6E
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F072B6395C9F33CDC4D706B3ECF1494D6947E956E38D752B0C2DCA8763DC21131E5B2767Q9x6E
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F075B3305A9F33CDC4D706B3ECF1494D6947EF53EB86287D432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E7FD75BC385D9F33CDC4D706B3ECF1494D6947EF53EB86207A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB80277A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E7F374B4305B9F33CDC4D706B3ECF1494D6947EF53EB86227B432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F774B2305A9F33CDC4D706B3ECF1494D6947EF53EB86267B432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F375B33F5F9F33CDC4D706B3ECF1494D6947EF53EB852572432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F774B2305A9F33CDC4D706B3ECF1494D6947EF53EB862678432C96C33FCF21121E592F7B97F31AQExFE
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(vactb 9 BBegeHa ®PepepanbHbiM 3akoHoM oT 29.07.2017 N 278-®3; B pen. dPefeparnbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93)

10. Peanusaums (nepefjada B yCTaHOBMEHHOM 3akoHodaTenbcTBom Poccuiickon depepaumm nopsgke)
dapmaueBTMyeckon cybcTtaHUMM  cnupTa  3TUNOBOro  (dTaHona) oOpraHmM3auusm  OMNTOBOW  TOProBmu
neKkapCcTBEHHbIMW CPeACTBaMU He AONyCcKaeTcs.

(yactb 10 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

11. lMepeBo3kn apmaueBTMYeCKO cybCTaHUMM cnvpTa 3TUNOBOrO (3TaHoMa) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHuWiA, yCTaHOBMNEHHbIX ab3auem YeTBepThiM NyHkTa 3 cTatbn 9 PepepanbHOro 3akoHa oT
22 Hos16ps 1995 roga N 171-®3 "O rocynapCTBEHHOM perynmpoBaHMM NPou3BOACTBA M 0b6opoTa STUIOBOMO
cnupTa, arnkorofibHOM W CAMPTOCOAEPXKAallen npoaykuMm u 06 orpaHvdeHun notpebnenus (pacnutms)
ankoronbHOM NpoayKummn".

(vactb 11 BBegeHa dPepepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Crtatbsa 46. MapkmpoBKa nekapcTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKMNIOYEHMEM FEKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTeyHbIMK opraHu3aumamu, BETEpPUHaPHbLIMU anTeyYHbIMU opraHusaumamu, NHAVBUAYanbHbIMU
npeanpunHnmartenaMmy, mMmerwmmMmmnm JnuueHsni Ha CbapMaLl,eBTI/ILIeCKyIO 0eATenbHOCTb, AOJDKHblI NOCTynaTh B
obpaLlleHve, ecnu:

1) Ha MX NepBMYHOW yNaKoBKe (3a MCKIOYEHWEM MEPBUYHON YNAKOBKW NEKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTAeMbIM LWPUEPTOM Ha PYCCKOM $3blKe YyKa3aHbl HavMMEHOBaHME NeKapCTBEHHOro
npenapata (MexgyHapoOAHOE HenaTeHTOBAaHHOe, WNW PYynnMpoBOYHOE, WM XUMWUYECKOe, WM TOproBoe
HavMeHOBaHne), HoMep cepuu, AaTa Bbifycka (AN MMMYHOBMONOrMYECKMX NeKapCTBEHHbIX NpenapaTtoB), CPOK
rO4HOCTM, AO3UPOBKA MUIN KOHLEHTpaLumMsl, 06beM, akTUBHOCTb B €AMHMLIAX OEACTBUS UMW KONMYECTBO A03;

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOpUYHOM (MOTPEeOMTENbCKOW) YMaKOBKE XOpPOLIO YuMTaeMbliM LIPUAPTOM Ha PYCCKOM NA3blke
yKasaHbl HaMMeHOBaHWe NekapCTBEHHOrO npenaparta (MexayHapogHoe HenaTeHTOBaHHOe, Unu rpynnMpoBOYHOE,
NN XMMUYECKOE W TOProBOE€ HaMMEHOBaHWS), HauMEHOBaHWEe NPOU3BOAUTENS NEeKapCTBEHHOro npenapara,
HoMep cepwuu, pata Bbinycka (4N UMMYHOOMOMOTrMYECKUX NEeKapCTBEHHbIX MpenapaToB), HoMep
perncTpauvoHHOro YAOCTOBEPEHMWS, CPOK rOAHOCTW, CNOCO6 NPUMEHEHWS, 4O3MPOBKa UM KOHLEHTpauus, obbem,
aKTUBHOCTb B €AMHMLAax AenCTBNA NMBO KONMYeCTBO A03 B YNAKOBKe, ekapcTBeHHas hopma, yCroBus OTrycka,
YCNOBUS XpaHeHwus, NnpegynpeanTenbHblie Hagnucu.

(B pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYECKne CcybCcTaHUMM OOSMKHBI MOCTynaTbh B OOpalleHne, ecnu Ha MX NEPBUYHON YyNakoBKe
XOpOLLO 4YUTaeMbiM LIPUAPTOM Ha PYCCKOM SA3blke YyKasdaHbl HauMeHoBaHue dapMaLeBTUYECKON cybcTaHuum
(MexgyHapooHoe HenaTeHTOBaHHOe, WU FPYNMUMPOBOYHOE, WM XUMWYECKOE M TOProBOE HaMMEHOBaHMS),
HaumMeHoBaHMe npoussoauTens apmaueBTU4ECKOM CyOGCcTaHLuMM, HOMEp cepunm UK Jata  W3roTOBMEHUS,
KONMMYeCcTBO B YNAKOBKE U eOUHULbI UBMEPEHUS KONMYECTBA, CPOK FOAHOCTU M YCNOBUSI XpaHEeHUS.

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

3. ﬂeKapCTBeHHble cpenctBa B Ka4decCTBe CbIBOPOTOK AOOJKHbI MOCTynaTb B 06pau.|,eH|/|e C YyKazaHuem
XNBOTHOIO, U3 KPOBU, Nia3mMbl KpOBU, OpraHoB U TkaHen KOTOPOro OHWM NoJy4veHbl.

4. Ha BTOpUYHYylO (NOTPebUTENbCKYI0) YNAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJyYEHHbIX U3 KPOBU, NiasMbl
KPOBW, OpraHoB W TKaHeW 4ernoBeka, AOSMPKHaA HaHoCUTbCA Haanucb: "AHTuTtena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbLIV aHTUreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYIO (NMOTPEBGUTENbCKYKD) YNakoBKy papunodapmaleBTU4ecKUx
NEKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK PaauaLMOHHON OMacHOCTM.

6. Ha BTOpMYHytO (NOTPEOUTENBLCKYI0) YNAKOBKY FOMEONnaTUYecKMX NeKapCTBEHHbIX NpenapaToB AOShKHA
HaHocUTbCA Hagnuck: "MomeonaTuyeckmn”.

7. Ha BTOpu4Hyl0 (NOTpeBUTEnbCKyl) YNakoBKY IEKapCTBEHHbIX pacTUTErbHbIX MpenapaToB AOIMKHa
HaHocuTbeCs Hagnueb: "MNpoaykuma npowuna paguaunoHHbI KOHTPOrb".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. Ha nepBu4Hyt0 ynakoBKy (ecnv Onsi 3TOrO CYLLUECTBYET TEXHWYecKas BO3MOXHOCTb) M BTOPMUYHYIO
(MOTPebUTENBCKYI0) YNAKOBKY NIEKAPCTBEHHbIX NpenapaToB, NpeAHas3HavYeHHbIX ANns KNMHUYECKUX UCCrefoBaHnmn,
JOMmKHa HaHOCUTbCA Haanuck: "Ona KNMHUYECKNX nccneaoBaHuin”.

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

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NMpeAHasHauYeHHbIX UCKIIOYUTENbHO AN 9KCnopTa, MapkupyeTcs B
COOTBETCTBUM C TpeBoBaHMAMM CTPaHbI-MMMopTepa.

10. Ha TpaHcrnopTHylo Tapy, KoTopasi He MNpedHasHadeHa AN noTpeGuteneit U B KOTOPYH MOMeLLEHO
NeKkapcTBEHHOe CPeAcTBO, AOMMKHA HaHOCUTbCH MHGOPMauus O HaWMEHOBaHUW, CEepuUX JeKapCTBEHHOro
CpeacTBa, AaTe BbIMycKa, KONMYECTBE BTOPWYHBLIX (MOTPEOWUTENbCKMX) YNaKOBOK IEKAPCTBEHHOIO CPEeACTBa,
Mpov3BOAMTENE NEKAapCTBEHHOIO CPEACTBa C YKa3aHWeM HauMeHOBaHWA M MECTOHaxXOXAeHWs! MPOU3BOAUTENS
neKkapcTBEHHOro cpefcTsa (agpec, B TOM uucre cTpaHa W (MnM) MecTo NPOM3BOACTBA NEKapCTBEHHOro
cpencTBa), a Takke O CPOKEe FOAHOCTM NEKapCTBEHHOrO CPefcTBa U 06 YCMOBUSAX €ro XpaHeHusl U nepeBo3ku,
HeobxoauMble NpeaynpeanTenbHble HaaNMCu U MaHUNyNATOPHbIE 3HAKW.

11. Ha nepBuYHyt0 ynakoBKy M BTOPMYHYKO (NOTPEOUTENbCKY) YNakoBKY feKkapCTBEHHbIX CPeacTB Anis
BETEPMHAPHOro NPMMEHEeHWs AOMKHa HAHOCUTBLCS Haanueb: "Ona BeTepnHapHOro NnpumMeHeHns".

12. Ha BTOpWYHyto (NOTPEBUTENBCKYH0) YNakoBKY NIEKAapCTBEHHOIO NpenapaTta HAaHOCUTCS LITPUXOBOW KOA.

Maea 9. BBO3 NEKAPCTBEHHbIX CPEAOCTB
B POCCUNCKYIO ®EOEPALIUIO U BbIBO3 NIEKAPCTBEHHbLIX CPEAOCTB
M3 POCCUNCKOWN ®EOEPALINU
(B pean. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratbsa 47. MNopsgok BBO3a JeKapCTBEHHbIX cpeacTtB B Poccuinckyro ®Pepepauuio M BbIBO3a
neKkapcTBeHHbIX cpeacTB U3 Poccuinckon Pepepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccuiickyto Peaepaumio ocyLLECTBSETCS B NopaaKe, YCTaHOBIEHHOM
MpauTtenbcTBom Poccuiickon ®enepaummn, B COOTBETCTBMM C TAMOXEHHBIM 3aKOHOAATENBCTBOM TaMOXXEHHOro
coto3a B pamkax EBpA3OC (aoanee - TamoxXeHHbIN coto3) u (unu) 3akoHogaTenbcTBoM Poccuiickon degepaumm o
TaMOXEHHOM Jere.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

KoHcynbTaHTtlIntoc: npumevaHume.

Oo 31.12.2023 poccuMnUCKUM MNPOU3BOAMTENSAM paspeLlleHo B YBEAOMUTENbHOM MOPSAKe BBO3UTb He
BHECEHHbIE B peecTp hapmaLeBTUYECKME CyOCTaHUMM ANsi BETEPUHAPHOIO NPUMEHEHUsT ANS NPOM3BOACTBA
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpeacTB ([locTtaHoBnenue Mpaeutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccunckyio ®egepaumio nekapCTBeHHble CcpeacTBa [AOMKHbI COAepXaTbCA B
rocygapCTBeHHOM peecTpe feKapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. donyckaeTtcs BBO3 B Poccunckyio Pepepaumio KOHKPETHOM MapTuy 3aperucTpupoBaHHbIX U (Unn)
He3aperucTpupoBaHHbIX MEeKapCTBEHHbIX CPeACTB, NpedHasHayeHHbIX ANS  NpoBedeHUs  KIUMHUYECKMX
nccrefoBaHUn  NeKapCTBEHHbIX  MpenapaTtoB, MPOBEAEHUS  SKCNepTu3bl MEeKapCTBEHHbIX CPeAcTB  Ans
OCYLLIECTBIEHNS rOCyAapCTBEHHOW pPerucTpauum nekapcTBeHHbIX NpenapaToB UNW Afs oKa3aHus MeOULMHCKON
MOMOLLM MO J>KM3HEHHbIM OKa3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWM paspelleHusi, BblAaHHOro
YMNONIHOMOYEHHbIM PefeparibHbiM OPraHOM UCTONHUTENBHON BMACTV NO 3as8BIEHUSIM UL, YKasaHHbIX B CTaTbe
48 HacTtosiwero depepanbHOro 3akoHa. PaccmoTpeHve Takoro 3adBheHus U MPUHSATUE pEeLUeHus O Bblgaye
paspeLLeHnst Ha BBO3 KOHKPETHON NapTUn 3aperncTpupoBaHHbIX U (MNK) He3aperncTpUpoBaHHbIX NEKapCTBEHHbIX
cpeacTs, MNpefHasHadeHHbIX AfS NPOBedEeHUS KIMHUYECKUX WCCRefoBaHUM fekapCTBEHHbIX NpenapaTtos,
NpoBedEeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeAcTB AN  OCYLUEeCTBMEHWs roCyAapCTBEHHOW perucrpauum
neKapCTBEHHbIX NpenapaToB UKW AN okasaHus MeAULMHCKON NMOMOLLM MO XXU3HEHHbIM NOKa3aHWAM KOHKPETHOro
nauneHTa nmbo o6 oTkase B BblAaye yKa3aHHOro paspelleHuss NPOoM3BOASATCH B CPOK, HE MPEBbIIALWMN NATH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

pabouunx gHen. MNnaTa 3a Bblgayvy ykasaHHOro paspeLleHns He B3UMaeTcs.
(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 ®epepaumio KOHKPETHOW napTum He3apernctpupoBaHHbIX
NneKapCTBEHHbIX NpenapaToB, CoaepXallmx HapKOTUYECKME CpeacTBa UM NCMXOTPONHble BELWECTBa, B NOPSaKe,
yctaHoBneHHoM [lpaButensctBoM Poccunckon ®efepauun, [ns okasaHus MeOWUMHCKOW MoMoLM no
KM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa wnu rpynnbl NauMeHToB B Criyvyae, ecnn MMeeTcsl pelleHune
BpayYebHOM KOMUCCUN MEOULMHCKOW OpraHu3aumMm o HedMEEKTUBHOCTM UNU HEBO3MOXHOCTU MPUMEHEHUS Y
KOHKPETHOro naumeHTa WHbIX 3aperMcTpuMpoBaHHbLIX NEKAPCTBEHHbIX MpernapaTtoB, B TOM YUCIE COAEpXaliux
apyrve OencTBylolme BeLecTBa, U O He0oOXO4MMOCTM BBO3a OMNPEAENEHHOr0 He3aperncTpupoBaHHOIoO
nekapcTBEHHOro npenaparta C ykasaHWeM ero MeXAyHapOoOHOro HemnaTeHTOBaHHOro (MNu XMMUYEcKoro, Wnu
rPynnUMpPOBOYHOr0) HauMeEHOBaHMWS, POPMbl BbiMycka U konuyecTBa. [lepeyeHb 3aboneBaHUn M COCTOSTHUIA W
COOTBETCTBYHOLLMX JIEKAPCTBEHHbIX MNpenapaToB, COAEp)XKaluX HapKOTUYeCcKne cpeactBa M MCUXOTPOMHbIE
BELLECTBA, B LEMsX OCYLIEeCTBMEHMS MX BBO3a B COOTBETCTBMM C TpeOOBaHMAMWM HACTOSILLEN 4acTu
yTBEPXAAETCS YNONMHOMOYEHHbIM befieparnbHbIM OpraHoM UCMOMHUTENbHOW 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 obpalleHue
B Poccuiickon ®egepaumm ¢ yuetoM ocobeHHOCTEN, ycTaHoBNEHHbIX MpaBuTtenbctBoM Poccuiickon ®enepaunn,
3aperucTpupoBaHHbIX  NEKapCTBEHHbIX NpenapatoB And  MeAWUMHCKOro  MPUMMEHEHMSI B ynakOBKax,
npegHasHadeHHbIX Anst obpalleHnss B MHOCTPaHHbIX rocydapcTBax, B criydae AedeKTypbl NekapCTBEHHbIX
npenapaToB WNM pucka ee BO3HWKHOBEHWS B CBA3W C BBeAeHMEM B OTHoweHun Poccuiickon depepaumm
OFPaHUYMTENBHBIX MEpP 3KOHOMWYECKOrO XapakTepa Mpu YCMOBMM COOTBETCTBUSA BBO3WUMbIX J1IEKAPCTBEHHbIX
npenapaToB TpebOBaHUSAM, YCTAHOBIIEHHBIM MPU MX perucTpaumuv, 3a UckndeHnem TpeboBaHWi K NEpPBUYHON
yrnakoBKe, BTOPUYHOW (NOTPebUTEnbCKON) yrnakoBke, a Takke NP HanmuM4yMum Ha BTOPMYHOM (NOTpebutenbckomn)
yMNaKkoBKE IeKapCTBEHHbIX MpenapaToB, HAaXOAALWMXCS B OOpalleHUn, CamoKNesaLwwencs aTUKETKU, CoOaepKallen
WHpopMaLMo O NeKapCTBEHHOM npenaparte Ha PYyCCKOM A3blKe.
(vactb 3.2 BBegeHa ®depepanbHbiM 3akoHoMm oT 26.03.2022 N 64-03; B pen. dPepepanbHoro 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 dapmakonenHbIXx 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. ®anbcmdnuMpoBaHHbIE NEeKapcTBEHHbIE cpeacTBa, HeaobpokayecTBEHHbIE NeKapCTBEeHHbIe CpeacTBa
noanexaT U3bATUIO N MOCNeayLWweMy YHUHTOXEHNIO N BbiBO3y 13 Poccuickon depepaumm, KOHTpadaKkTHbIe
neKkapCTBEHHble CPEACTBa - U3bATUIO K MOCNEAYIOLLEMY YHUHTOXEHNIO. YHUUTOXEHNE UNK BbIBO3 U3 Poccuiickon
Pepepaumun dhanbCcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeJoOpOKaYeCTBEHHbIX JlIeKapCTBEHHbIX CPeaCTB,
KOHTpaaKTHbIX NleKapCTBEHHbIX CPeACTB OCYLLECTBMAETCA 3a CYeT nuua, OCyLLeCcTBMBLUEro ux Beo3. [10paook
YHUUTOXEHUSs  U3bATbIX  (panbCuUUMPOBaHHBLIX — MEeKapCTBEHHbIX  CPeAcTB,  HegoOpoKavyeCTBEHHbIX
nekapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX feKkapCTBEHHbIX CpeacTB YycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

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

7. Jlnua, ocyuwecTtensowme BBo3 B Poccuiickylo ®epepaumio danbCudPULNPOBAHHBIX NEKapCTBEHHbIX
CpeacTs, HeaobpoKayeCTBEHHbIX fEKAPCTBEHHbIX CPEACTB, KOHTpadhakTHbIX NEeKapCTBEHHbIX CPeacTB, HEcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKoHOAATenbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHogaTenbcTBOM Poccuinickon degepaumm o TaMoXXEHHOM aerne.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. BbiBO3 nekapCTBeHHbIX cpefcTtB u3 Poccuiickon ®Pepepaunm ocyulecTBnsdetcs 6e3 NpUMEHeHUs
OFPaHUYEHUN,  YCTAHOBMEHHbIX TaMOXEHHbIM  3aKOHOA4ATeNnbCTBOM  TaMOXeHHOro cow3a u  (Mnu)
3akoHogatenbctBoM Poccunckon ®egepauum O rocygapCTBEHHOM  PerynuMpoBaHMU  BHELLHETOProBOW
OeATenbHOCTL.

(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

9. Beog B rpaxaaHckuii 060poT fekapCTBEHHbIX NpenapaToB AN MeaULMHCKOTO NPUMEHEHMS!, BBE3EHHbIX
B Poccuinckyio denepaumio, ocyulecTensetca ¢ cobniogeHnem TpeboBaHUN, YCTaAHOBMEHHbIX cTaTben 52.1
HacTosiwero degepanbHOro 3akoHa.
(vacTb 9 BBegeHa ®efnepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2023 cT. 47 pononHsietcs Y. 10 (®3 ot 02.07.2021 N 317-d3). Cm. OyayLLyto peaakumio.

Crartbs 48. FOpugnyeckue nuua, KOTOpbIM pa3peLleH BBO3 JleKapCTBEHHbIX cpeacTB B Poccumnckyo
depepaumio
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuinckyo Pegepaumio MoryT BBO3UTb:
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) nNpousBOOWNTENM JIEKAPCTBEHHbIX CPEACTB AN ueneil coOBCTBEHHOro MpOM3BOACTBA NEKapCTBEHHbIX
CpencTs;

2) MHOCTpaHHble pa3paboTYMKUN NEKAPCTBEHHBLIX CPEACTB VM MHOCTPaHHble NMPOU3BOAMTENN NEKapCTBEHHbIX
CPEACTB WNU Apyrve lopuauMyeckue nuua no nopyyYeHuto paspaboTuvka JiekapCTBEHHOro CpeacTsa Anst
MPOBEAEHUS KIIMHUYECKMX WCCIieQoBaHUi JeKapCTBEHHOIO npenapaTa, OCYLECTBMEHUS ToCyAapCTBEHHOM
perucTpauum nekapcTBEHHOro npenapaTa, BKMYeHUs apmaueBTUYeckon cybcTaHUMM B rocyadapCTBEHHbI
peecTp NEeKapCTBEHHbIX CPencTB, KOHTPOMNS KayecTBa IEKAPCTBEHHbLIX CPeACTB MPU HanuMuMu paspelueHust
YMONHOMOYEHHOro hefieparnbHOro opraHa UCMOMHUTENBHOM BNacTu Ha BBO3 KOHKPETHON NapTUM NEKaPCTBEHHbIX
cpeacTs;

3) opraHusauum onToBOW TOProBNN NEKAPCTBEHHbIMIN CpeaCcTBaMu;

4) Hay4HO-UccrnefoBaTenbCKkMe opraHusauuu, obpasoBaTernbHble OpraHv3auuv Bbicllero obpasoBaHus,
Npon3BOAMTENW NEeKapCTBEHHbIX CpeacTB Ans pa3paboTku, uccrnegoBaHMM, KOHTpons Ge3onacHoOCTW, kavyecTsa,
3(pPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB NPW HaNMuuUKU paspeLleHnst YyNomHOMOYEHHOro hegepansHoOro opraHa
NCNOSTHUTENBHOW BNacTy;

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

5) MeauLUMHCKME OpraHu3aLuK, MHble yKasaHHble B MyHKTax 1 - 4 HacTosAWew cTaTbM OopraHusauuun ang
oKa3aHWs MEeOULMHCKOW NMOMOLLM MO XXM3HEHHbIM NMOKa3aHMsSIM KOHKPETHOro NMauMeHTa Npu HanMyunum paspeLueHus
YMNOSIHOMOYEHHOTO  befepanbHOro  OpraHa UCMOSMHUTENBHOM  BNMacTU  Ha BBO3  KOHKPETHOW  mapTum
NeKkapcTBEHHOro npenapaTta, BblAAaHHOMO B YCTAHOBMEHHOM Oopsake B (hOpMe 3SMEKTPOHHOrO [OKYMEHTa,
NoAnNMCcaHHOro YCUnNeHHom KBannguumnpoBaHHOW 3NEKTPOHHON NOAMNUCHIO;

(B peq. PenepanbHoro zakoHa ot 12.03.2014 N 33-d3)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaunBaet cuny (P3 o1 27.12.2019 N 475-03).

6) rocygapCTBeHHble YHUTapHble MOPEeAnpUATUS, WMYLLECTBO KOTOPbIX Haxoautca B diedepanbHON
cobcTBeHHOCTH, onpepensiemble [NpaButensctBoM Poccuiickon ®epepauun, B 4actu BBo3a B Poccuimckyto
depnepaumio HesaperncTpUpoBaHHbIX JleKapCTBEHHbLIX NMpenapaToB, CoAepXKallMx HapKoTUYeckMe cpeacTsa Unn
NCUXOTPOMHbIE BELLECTBa, AJI9 OKa3aHUS MeAWMLMHCKOM MOMOLLUM MO >KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
naumeHTa WU 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)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratbsa 49. [JokyMeHTbI, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon ®Peagepauum npwm
BBO3€ JIeKapCTBEeHHbIX cpeacTB B Poccuinckyto Peaepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. MNpun BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyio depepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaumm  Hapsgy C OOKYMeHTamK, NpeacTaBleHME  KOTOpbIX — NPEedyCMOTPEHO  TaMOXXEHHbLIM
3aKoHoOaTeNnbCTBOM TaMOXEHHOro cok3a 1 (Mnu) 3akoHogaTenscTBom Poccuiickon Pegepaumm 0 TaMmoXXEHHOM
aene, NpeacTaBnsalTCs cnegylowmne JOKYMEHTbI:

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) CepTI/I(*)I/IKaT npon3BoanTeENAa JNekapCTBEHHOIo cpenctea, y,EI,OCTOBepﬂPOLLI,VIﬂ COOTBETCTBME BBO3MMOIO
JIeKapCTBEHHOIo cpeacrtea Tpe6OBaHI/IFIM (*)apMaKOHGVIHOVI cTatby nnbo B Cny4yae ee OTCyTCTBUA HOpMaTMBHOVI
OOKyMeHTaunm nnn HopMaTuMBHOIO AOKYMEHTA,

2) paspelleHne YNoHOMOYEHHOro doefeparnbHOro opraHa UCMOMHUTENBHOW BNacTV Ha BBO3 KOHKPETHOIA
napTUM NekapCTBEHHOro CPeAcTBa B Cryyasx, yCTaHOBMEHHbIX YacTbio 3 ctaTbk 47 HacTosuero degepansHoro
3aKoHa.

2. [lokyMeHTbl, YKka3aHHble B NyHKTax 1 1 2 yactn 1 HacTosLwWen cTaTby, NPeACcTaBnstoTCa B TaMOXEHHbIE
opraHbl Poccuiickon defepaumm npy npubbiTUK NeKapcTBEHHbIX CPeacTB B Poccuiickyto degepaumio.
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyio ®epepauuio Ansi JIMYHOro
MUCMNOJIb30OBAaHUA W WHbIX HEKOMMEPYEeCKUX Lefiel, a TakkKe ANA UCNONMb3OBaHUS Ha TeppuTopumn
MeXAayHapoaHOro MeAULMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBE3€eHbl B Poccuiickyto Pegepaumio 6e3 ydeta TpedoBaHmn,
NpeaycMOTPEHHbIX YacTammn 1 - 4 ctatbun 47, ctatbsiMu 48 n 49 HacTtosiwero ®egepanbHOro 3akoHa, €Crnm OHU
npegHasHayeHbl gns:

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

1) NIMYHOrO UCMNONb30BaHMA U3MYECKMMU NMuamu, NpubbiBLKMMK B Poccuiickyto Pepepaumto. MNpn aTom
BBO3 B Poccunckyto Penepaumio nekapCTBEHHbIX NpenapaTtoB, codepXalux CuibHOAEWCTByOLWME U (Unn)
SIAOBUTbIE BELLECTBA, BKIOYEHHbIE COOTBETCTBEHHO B CHOUCOK CWUMbHOLEMWCTBYHLMX BELECTB AMs uenen
YronoBHOro 3akoHogaTenocTBa Poccuiickon depgepaumm n B COMCOK SA0BUTbIX BELLECTB AN Lienen yrornoBHOro
3akoHoaatensctBa Poccuiickon ®epepauun, yteepxaeHHble [lpaButenbctBoM Poccuiickon ®epepauun,
OCYLLECTBMAETCH MPU HANNYUN SOKYMEHTOB (3aBEPEHHbIX KOMWUI LOKYMEHTOB UM 3aBEPEHHbIX BbINMNCOK U3 HUX),
NMOATBEPXKAAIOLWMX Ha3HAYEeHNEe (PU3NYECKOMY MKMLY YKa3aHHbIX JIEKAPCTBEHHBLIX MpenapaToB (3a UCKMYEHVEM
NeKapCTBEHHbIX MpenapaToB, 3aperncTtpupoBaHHbiXx B Poccunckon ®epepauum n otnyckaemblix B Poccumnckon
depepaumm 6e3 peuenTa Ha NekapCTBEHHbIV npenaparT). [NoaTeepxaatowme JOKYMEHTbI (MX 3aBEPEHHBLIE KOMUK
UNn 3aBepeHHbIE BbIMUCKN U3 HUX) OOSMKHbI COAEPXKaTb CBEAEHNA O HAMMEHOBaHMN U KONMYECTBE Ha3HaYeHHOro
nekapcTtBeHHoro npenaparta. B cnydae, ecnu nogTBepxaarwolimMe AOKYMEHTbl (UX 3aBepeHHble Komuuv Wnu
3aBEPEHHbIE BbLIMUCKM M3 HUX) COCTaBIEHbl Ha WHOCTPaHHOM $3blke, K HWM Npwunaraetcss HoTapuanbHO
3aBEepPEHHbIN NepeBo Ha PYCCKUIM A3bIK;
(n. 1 B pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ncnonb3oBaHus paboTHMKaMKM AMNIIOMATUYECKOrO Kopryca WAvM MNPeACTaBUTENSAMU MeXOyHapPOLHbIX
opraHusaumn, akkpeanToBaHHbIX B Poccunckon denepaumm;

3) neyeHMs NaccaxvpoB WM YMEHOB 3KUMAXEN TPaHCMOPTHbLIX CPeacTB, MoesdHbiX Opurag n BoguTenen
TpaHCNOPTHBIX cpeacTs, NpubbiBLLNX B Poccuinckyto deaepauuio;
(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

4) neyYyeHuss YYaCTHUKOB MeEXOYyHapOOHbIX KyNbTYPHbIX, CMOPTUBHbLIX MEpPONpUATMA U  Yy4aCTHUKOB
MeXOyHapOoOHbIX SKCNeauLni;

5) NledeHna KOHKPETHbIX XMBOTHbIX B 300MapkKax, 300CafaX, UupKax, OKeaHapuymax, p,enbchHapvmx,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neyeHns OUKMUX >KUBOTHbIX, MOCTOSHHO MM BPEMEHHO Hacenswwmx TeppuTtoputo Poccuiickon ®epepaumu,
HaxXoAsLUMXCSA B COCTOSIHMM €CTECTBEHHOW CBOOOAbLI M NMpUHaanexawmx K Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccuiickon ®epepauum 1 (Mnm) KpacHble KHUrM cyObekToB Poccuiickon degepaumm, a TakkKe >XMBOTHbIX,
BBO3UMbIX B Poccuiickyto deaepaumto ons y4actusi B COPTUBHBIX U 3PENULLIHBIX MEPONPUATUSX;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, o1 02.08.2019 N 297-93)

6) MCNonb3oBaHMSA Ha TEPPUTOPUN MEXOYHAPOAHOrO MEAULMHCKOrO KrnacTepa.
(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cny4asx, NpegyCMOTPEHHbIX 4acTblo 1 HacTosilen craTbu, Aonyckaetcsi BBO3 B Poccuickyto
denepaumio NekapcTBEHHbIX NpenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuiickoin deaepaunn.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble NpenapaTbl, NpeAHa3HadYeHHble ANS ryMaHUTapHOW NOMOLLM (COAENCTBUS) N NOMOLLM
npy 4pesBbldalHbIX CUTyauusix, BBo3ATcA B Poccuiickyio ®depepauuto B Nopaake, YCTaHOBNEHHOM
MNpaBuTenscTeom Poccuinckon denepauum. 3anpeluaeTcs BBO3 B Poccuiickyto degepaumto
HEe3aperMcTpuUpoBaHHbIX EKApCTBEHHbLIX MpenapaTtoB, MNpeAHa3HayYeHHbIX AnAs  [YMaHWTApHOW  MOMOLLM
(copgencTBust) N NOMOLLIM NMPU Ype3BblYalHbIX CUTyaLUsX.

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

CraTtbsa 51. COpr,qHM‘-IeCTBO (be,qepaanoro opraHa MUCNOJNIHUTENbHON BNAacTH, ynonmHOMO4Y€eHHOro B
obnactv TamMoXeHHoro gena, u ApyrMx ynosiIHOMO4YeHHbIX (bep,epaanblx opraHoB MCMNONHUTENbLHOMN
Bractu

1. YNONHOMOYEHHbIE q)e,qepaanble opraHbl MCNOMHUTENBHOW BracTu npegocTaBndalT B pacnopsaxXeHune
cbe,u,epaanoro opraHa MCMNONHUTENbLHON BracTy, YNOJNITHOMOYEeHHOIo B obnactm TamMOXeHHOro pgena,
FocyﬂapCTBeHHbllz peecTp NeKapCTBEHHbIX CPeacTB, a Takxke I/IH(bOpMaLI,I/IPO O BblAaHHbIX pa3pelleHnax Ha BBO3
KOHerTHOVI napTnun nekapcrtBeHHbIX CpencCTB B ClydadX, YCTaHOBJIEHHbIX 4aCTbl 3 ctatbu 47 HacTosiLero
dDe,qepaanoro 3aKOHa.

2. ®epepanbHbli OpraH MWCMOMHUTENbHOW BriacTW, YNOMHOMOYEHHbI B 0oBnactu TamoOXeHHoro Agena,
MHOPMUPYET YyKasaHHble B 4YacTMu 1 HacTosilen cTaTbW YMNONHOMOYEeHHble dheaeparnbHble  opraHbl
NCMNOMHMTENBHOW BriacT O BBO3e NEKAPCTBEHHLIX cpeacTB B Poccuickyto defepaumto U BbIBO3€ NIEKAPCTBEHHbIX
cpeacts u3 Poccunckon ®depepaumm no dopmMe M B O0Opgake, KOTOpble YCTaHOBMEeHbl [1paBuUTensLCTBOM
Poccuiickon depepauum.

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIBHOCTb
Cratba 52. OcylwecTBneHne papmaLeBTUHECKON AeATENBLHOCTH

1. ®dapmaueBTMYeckasi [OesSTEeNbHOCTb  OCYLUECTBISIETCS  OpraHu3auusiMM  ONTOBOW  TOPrOBMM
NeKkapCTBEHHbIMW CpPeACcTBaMW, anTeYHbIMW OpraHu3auMsiMu, BETEPUHAPHBLIMKU anTeYHbIMW OpraHM3aumsIMu,
MHAMBUAYANbHLIMA NPEeANnPUHUMATENAMKN, UMEKLWUMN JNLEH3NIO Ha apMaueBTUYECKYID OEesiTeNbHOCTb,
MEOULUMHCKUMU  OpraHu3auusMu, UMEKLWMMN JUMUEH3MI0 Ha dapMaueBTUYECKYlD AeATenbHOCTb, U UX
o6ocobneHHbIMM  nogpasgeneHnsamu  (ambynatopusmu,  enbawepckuMm 1 penbaepcKo-aKkyLwepcKuMm
NyHKTaMu, ueHTpamm (oTaeneHnsiMm) obwen BpavyebHON (CeMelrtHON) NPakTUKK), PAcMoNIOKEHHBIMU B CEbCKUX
HacCemneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHuMsauun, U BeTepuHapHbIMU OpraHu3auusiMu,
NUMELLMMUN NULLEH3UI0 Ha hapMaLeBTUYECKYIO AeATENbHOCTb.

(B peq. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlInoc: npuMmeyaHue.

Y. 2 c1. 52 (B pea. ®3 ot 28.04.2023 N 149-03) B 4acTu akkpeauTauum cneuuanuctoB C BbICLUMM UMK
CpedHVM  BeTEepMHapHbIM  OOpa3oBaHMEM,  OCYLUECTBNAWMX  (apMaueBTUYECKYD  OesATENbHOCTb,
npumendetca ¢ 01.03.2026. CepTudpmkaTbl Takmm nuiuam BblaarTes no 28.02.2026 1 gencTByroT He Gonee 5
ner.

2. dusmyeckume nuua MOTYT OCYLLECTBIIATb cbapmau,eBTquCKyro AeATeNbHOCTb Npu Hann4nm BbICLLEro nnn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cpenHero dapmaleBTUYECKOro 0bpa3oBaHUs U cepTudukaTa crneumanucta nnMbo NponaeHHON akkpeauTauun
crneumnanucTa, BbICLLErO WNW CpedHero BeTepuHapHOro obpasoBaHust U cepTudmkata cneumanucta nuoo
NMPONOEHHON aKKpeauTauuu crneumanucta, a Takke BbICLIEro WNU cpedHero MeauuuHckoro obpasoBaHus,
cepTudukata cneumanucta nuMbo NPOMAEHHOW  akkpeguTauuu  crneunanucta WM AONOMHUTENbHOro
npodeccnoHanbHOro obpa3oBaHUss B 4YacTU PO3HUYHOW TOProBfM JIEKAPCTBEHHLIMW Npenapatamu  Ans
MEOULMHCKOTO MPUMEHEHMST MpU  ycrioBuM KX paboTbl B 0BOCOONEHHbIX NOApasdeneHusix MeauuUHCKMX
opraHM3aumi, ykazaHHbIX B YacTh 1 HacTosILLEN CTaTbu.

(4acTb 2 B pea. PepepanbHoro gakoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlnoC: npuMmeyaHue.

JlekapcTBeHHble npenapatbl ANs MEOUUMHCKOrO MNPUMEHEHWs, BBELEHHble B rpakgaHckMi obopoT Ao
29.11.2019, nognexart xpaHeHuto, nepeBo3Ke, OTMNYCKY, peanusauuu, nepegadye, NPUMEHEHNI0 OO UCTEYEHUS
cpoka mx rogHocTh (®3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBog B rpaxAaaHCKMM OOOpPOT JieKkapCTBEHHbIX MNpenapaToB ANs MeAULUHCKOro
npuMeHeHust
(BBegeHa ®egepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. MNepea BBOAOM B rpaxgaHCKMn OBOPOT KaXAOW Cepun WNN KaxK4OW napTuM MNpPOM3BEAEHHOro B
Poccuinckon ®epepauumn nekapcTBeHHOro npenapata Ansg MeAUMUUHCKOrO MPUMEHEHUs, 3a WCKMYEeHUEM
NMMYHOOMONOrMYECKNX FeKapCTBEHHbIX MNpenapaToB, MPOM3BOAUTENb TaKoro fekapCTBEHHOro mnpenapaTa
npeacraenseT B dedeparnbHbli Oprad WCMOMHMTENbHOW BNacTh, OCYLLECTBASAIOWMA (OYHKUUN NO KOHTPOMO U
Haasopy B cdhepe 30paBOOXpPaHEHUs, JOKYMEHT NPOM3BOANTENS NEeKapCTBEHHOro CPeacTsa, NMOATBEPXKAaoLwuii
Ka4ecTBO FeKapCTBEHHOro npenapata, W MNOATBEPXAEeHVWe YMOMIHOMOYEHHOro nuvua  Mpov3BoauTENs
nekapCTBEHHbIX CPEeACTB COOTBETCTBMS NEKapCTBEHHOro npenapaTta TpeboBaHusM, yCTAHOBMEHHbIM NPWU €ro
rocygapCTBEHHON perncTpauum.

2. lNMepen BBOOOM B rpagaHCKui 06OPOT KaKaoW CEpuM UNU KaXK4OW MapTuu BBO3MMOro B Poccuiickyto
depepaumio  nekapcTBEHHOro  npenapata AN MEOUUMHCKOTO  MPUMEHEHWsl, 33  UCKIIOYEeHWEM
UMMYHOBMONOrMYeCcknx fneKapCcTBEHHbIX MpenapaTtoB, OpraHusauusi, OCyLIEeCTBNALWAs BBO3 fIEKAaPCTBEHHOro
npenapata B Poccuiickyio ®depepauumio, npeactaBnseTr B defepanbHbil OpraH WCNONHUTENbHOW BRacTw,
OCYLLECTBASOLWUNA (PYHKLMM MO KOHTPOMIO U Haa3opy B cdepe 30paBOOXpaHEHUs, cepTudukaT npomssoguTens
NeKapCTBEHHOINO  CpPeAcTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOMO JIEKApCTBEHHOrO npenapara
TpeboBaHMsIM (hapMakonerHoOn cTaTbM, a B Cry4ae OTCyTCTBUSA dhapMaKoMenHon cTaTtbu TpeboBaHUAM
HOPMaTUBHOW [JOKyMeHTauuu, W noaTBepXAeHue MNpeacTaBuTens OpraHu3auun, OCYLLEeCTBNALWENn BBO3
nekapcTBeHHoro npenapata B Poccuiickyto ®egepaumio U ynoriHOMOYEHHOW MHOCTPaHHBIM MPOU3BOAUTENEM
nekapcTBEHHbIX CPeACTB, COOTBETCTBMSA BBO3MMOIO fIEKAapCTBEHHOro npenapaTa TpeboBaHWsIM, YCTAHOBIIEHHbIM
npu ero rocyaapCTBEHHON perncTpaumn.

3. MNMopsaok npefcTaBneHUs B COOTBETCTBMM C YacTamMu 1 1 2 HaCcTosILWEN CTaTbU JOKYMEHTOB U CBEAEHUI
O nneKapCTBEHHbIX MNpenapaTtax, BBOAMMbLIX B Fpa)K,anCKMVI 060pOT, yCTaHaBnMBaeTCca npaBI/ITeJ'IbCTBOM
Poccuickon ®egepauun.

4. B oTHOLIEHWM NepBbIX TPEX CEPUA UNN NapTUA NeKapCTBEHHOrO Npenapara, BnepBbie NPON3BeAeHHOrO B
Poccuiickon ®depgepaumm vnu BnepBble BBo3nMoro B Poccuiickyto depepauunto, B dedepanbHbini  opraH
NCMNOMHMTENBbHOW BMacTW, OCYLECTBASOWMN (YHKUMM MO KOHTPOMO U Haas3opy B cdhepe 3opaBoOOXpaHEHWs,
OOMONMHUTENBHO MpeacTaBnseTcs NPOTOKON UCMbITaHUA O COOTBETCTBUM CEPUM UMW MapTUM NEKapCTBEHHOro
npenapata Ansg MeAUUUHCKOrO MPUMEHEHUS MNoKasaTensMm KadecTBa, NpedyCMOTPEHHbIM HOPMAaTUBHOM
AOKymMeHTaumewn (ganee - NpPOTOKOM WCNbITaHUI), MNPOBOAMMBIX aKKPeOWTOBaHHbIMA B COOTBETCTBUM C
3akoHopaTenbcTBoM Poccunckon ®depepauun 06 akkpeauMTauum B HaUMOHANbHOW CUCTEMe akkpeguTaumm
depepanbHbIMKM - TOCYAAPCTBEHHBIMU - BIOOXETHBIMW  YUPEXAEHUAMU, MOABEAOMCTBEHHBIMM  heaepanbHOMy
OpraHy UCMOMHUTENBHOW BriacTu, ocylecTBhsowemMy yHKUMM No BbipaboTke U peanusauum rocyaapcTBEHHOM
NOMUTUKM N HOPMATMBHO-MPaABOBOMY PErynupoBaHuio B cdepe 3apaBoOXpaHeHus, u dedeparnbHOMY opraHy
NCNOMHUTENBHOW BNACTW, OCYLLECTBRSAOLWEMY (PYHKLUUN NO KOHTPOMNIO U Haasopy B cdepe 30paBoOXPaHEHWUs.
[lopsnok BbliAauM ykasaHHbIMKM deaeparnbHbIMU FOCYAapCTBEHHBIMU OIOMKETHLIMU  YYPEXAEHUAMN OaHHOro
npoToKOMa v pasMep nnatbl 3a ero Bblaavy yctaHasnmeatoTcs Npasutenscteom Poccuiickon depgepaunn.

5. ExerogHo He nosgHee 1 (peBpanﬂ npon3soanTeENn nekapCTBeHHbIX CpencTtB WM opraHn3auuu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OCYLLECTBMAIOLWME BBO3 JIEKapCTBEHHbIX MpenapatoB B Poccuickyio Pegepauunio, NpeacTaBnsioT B
degepanbHbIi OpraH UCMOMHUTENBHOW BRACTU, OCYLLECTBIISIOWMA PYHKLUUN MO KOHTPOSIO U Haasopy B cdepe
3[4paBOOXPaHEHNS], MPOTOKOM UCMbITAHUA NOCTYNMBLUErO B TEYEHME rofa B rpaxgaHcknii 000poT fiekapCTBEHHOIO
npenapaTta KOHKPETHOro Mpou3BoAuUTensi (Ha OAHY CEeputo Kaxaoro TOProBOro HauMMEHOBaHWUs C Yy4YeToM
nekapcTBeHHON hOpMbl 1 LO3UPOBKM), NPOBOANMBIX aKKpeAUTOBaHHbIMM B COOTBETCTBUMN C 3aKOHOAATENbCTBOM
Poccuiickoin depepaumm 00 akkpeautaumMmM B HaLMOHANbHOW CUCTEME akkpeauTauun UcnbiTaTelNbHbIMU
nabopartopusamu (LeHTpamn).

6. I'Ipovlsao,qmenm NNeKapCTBEeHHbIX CpeacTB Unn opraHmsaunun, ocyulecTBndalolne BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®egepauunio, He MeHee YeM 3a OOWH rog A0 MNNaHMpyembliX NPUOCTAHOBMEHUSA UMK
npekpalieHMs NpouM3BOACTBa JIEKAPCTBEHHLIX MpenapaToB wunM ux BBo3a B Poccuiickyto depepaumto
yBeaoMMstoT 06 3ToM dheaepanbHblil opraH UCMONHUTENBHON BNACTW, OCYLLECTBASIOLMIA PYHKLMMN MO KOHTPOSHO
N Hagsopy B cdepe 34paBoOXpaHeHUs U dedepanbHbii opraH UCMOMHUTENbHOW BIacTW, OCYLLECTBSHOLLMIA
hYHKLMM NO NNLIEH3MPOBAHUIO NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

7. BBog B rpaxpgaHckui O0OOpPOT KaXOoW cepuv WM Kaxkgow napTum  UMMYHOOMOMOrM4eckoro
nekapcTBeHHOro npenapata, npousBefeHHoro B Poccuiickon ®epepauun mnu BBO3UMOro B Poccuidickyto
depepaumio, OCYLIECTBISIETCS HAa OCHOBaHWM  paspelleHus, BblaaHHOTO begeparnbHbiM — OpraHoM
NCNOJTHUTENBHOW BNACTU, OCYLLECTBNSAOLWMM YHKLUMM MO KOHTPOSIO U HAa30py B cepe 3apaBOOXpaHEHMs!, Ha
OCHOBaHWM BblAaHHOro doefeparnbHbiMU FOCYAapCTBEHHBIMU BHOMKETHBIMU YUPEXOEHNAMM, YKa3aHHBIMW B YacTu
4 HacTosLLEeN CTaTbM, 3aKMYEHNST O COOTBETCTBMM CEPUUN MU NAPTUM UMMYHOBMOMNOrMYECKOro fiekapCTBEHHOIO
npenapata TpeboBaHMSAM, YCTaHOBMEHHbLIM MpPWU €ro rocydapCTBEHHOW peructpaumu. [lopsook  Bblgayu
paspelleHnss Ha BBOA B FpaXXgaHCKMA 0OOpPOT cepuu unu napTum MMMYHOOMOIOTMYECKOro JieKapCTBEHHOrO
npenapaTta, a Takke MOpPAOOK BbldayyM YKA3aHHOTO 3aKM4YeHMs WM pasmep nnaTtel 3a ero Bbligady
ycTaHaBnmBatoTcs MpaButenbctBoM Poccunckon ®egepaumn.

8. 3a HenpeacraBneHne uWNM  HECBOEBPEMEHHOE MpeAcTaBfneHue [OOKYMEHTOB WU CBEeAEHWH,
npegycMoTpeHHbIX Yactammn 1, 2, 4, 5 1 6 HacToswen ctaTbW, NPOU3BOOUTENM JEKAPCTBEHHbLIX CPEACTB M
opraHu3auuu, OCYLLEeCTBRAIOWME BBO3 JIE€KapCTBEHHbIX npenapatoB B Poccuickyio Pegepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoA4aTeNbCTBOM Poccunckon Gegepaumn.

9. MNpenctaBneHne OKYMEHTOB U CBEOEHUN, NPeayCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLen cTatby, U
nony4YyeHne NpPefyCMOTPEHHOro 4YacTbl 7 HACTOSALWEWN CTaTbM paspelleHus Ha BBOL WUMMYHOOWOMOrM4eckoro
NekapCTBEHHOrO npenapaTa B rpakgaHCKMn ob6opoT He TpebyloTcs B OTHOLUEHUWM NIEKApPCTBEHHbIX MpenapaTos,
npegHasHayYeHHbIX AN NPOBEAEHMS KITMHUYECKMX WUCCNeaoBaHMN JIeKapCTBEHHbIX MpenapaToB, MpoBeAeHUs
3KCMNEepPTM3bl JIEKAPCTBEHHbIX CPEACTB ANS OCYLIECTBMNEHUS rOCy4apCTBEHHOM perncTpauumn nekapCTBEHHbIX
npenapaToB, a Takke B OTHOLUEHMM He3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX NpenapaTtos, NpeaHasHayYeHHbIX
Ons oKasaHus MEeOULUHCKOW MOMOLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumMeHTa unuM rpynnbl
naumeHToB, BBO3UMbIX B Poccuinckyto defepaumio B COOTBETCTBUMM € yacTamu 3 1 3.1 ctaTbu 47 HacTosiLero
depnepanbHOro 3akoHa.

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. Mpwu BbISIBNEHMU B rpaxxgaHcKkoM obopoTe cepur Unn NapTuM NekapcTBEHHOro npenapara, JOKYMEHTbI
W CBeJeHUa O KOTOpbIX, MpedyCMOTpeHHble Yactamu 1, 2 u 4 HacTodllen cTaTbW, He npeacTaBrieHbl B
defepanbHbI OpraH UCMOSTHUTENLHOW BMAacTW, OCYLLEeCTBNAWMA (PYHKLUMM MO KOHTPONIO U Haasopy B cdepe
34paBoOXpaHeHud, nMbo cepumn UM NapTMm MMMYHOBUONOrMYECKOrO NIEKapCTBEHHOIO npenapaTa, He VMEILLNX
paspeLleHns Ha BBOA B rpaxaaHCKMi ob6opoT, NpegyCMOTPEHHOIO YacTbio 7 HacTosLWEen cTaTtbk, heaepanbHbiv
OopraH WCMOSNHUTENMbHOM BracTh, OCYLECTBASIOWMIA  (YHKUMM MO KOHTPONK UM Hagsopy B cdepe
3[paBoOOXpaHeHus, B opaake, ycraHoBrneHHoM NpasuTensctBoM Poccuiickon ®egepaunn, npuHMMaeT peLueHne
O MpeKpaLleHnn rpaxgaHckoro o6opoTa Takmux Cepyum Unu napTumn 40 NPeACTaBNeHMs yKa3aHHbIX JOKYMEHTOB U
cBefeHun NMbo NonyyYeHns yka3aHHOro paspeLLleHus.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 pokymeHT gononHsieTcs cr. 52.2 (®3 ot 02.07.2021 N 317-93). Cwm. BygyLuyto pegakumio.

Crtatba 53. Mpogaxa, nepefaya reKapCTBEHHbIX CPeACTB OpraHM3auusiMM ONMTOBOW TOProBnv
nekapcTBeHHbIMU cpeacTBaMu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. OpraHu3aumMn ONTOBOW TOProBNM FEKapCTBEHHbIMU CPeACcTBaMM MOMYT OCYLLECTBNSATL MpoAaxy
NeKapCcTBEHHbIX CPEACTB UNW nepefaBaTb WX B YCTAHOBMNEHHOM 3akoHopaTenbcTBOM Poccuiickon depepaumm
nopsigke (3a UCKMYeHnem papmaueBTUYECKO CybCcTaHUuuM cnupTa 3TUINOBOro (3TaHona):

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 481-93)

1) ApYrMM opraHun3auusiM ONTOBOW TOProBIv NlEKapCTBEHHLIMU CpeacTBaMK;

2) Npou3BoANTENSAM NIeKapCTBEHHbIX CPeacTB ANs Lernel Npon3BoACTBa NlIeKapCTBEHHbIX CPeacTs;
3) anTeyYHblM opraHM3aLnsM U BeTEPUHAPHBLIM anTeYHbIM OpraHM3aLusiv;

4) Hay4HO-UccneaoBaTeNbCKUM OpraHU3auusiM Ans Hay4HO-UCCreaoBaTenbCkon paboThl;

5) nHameugyarnbHbiM npegnpuHMMartenam, nMmeruwmm JNMUeH3N Ha d)apmaueBqueCKyro AeATeNbHOCTb
nnn nNMueH3n Ha MeaNUMHCKYH0 OEeATEI1IbHOCTb,

6) MeaUUNHCKMM opraHun3aunam, B TOM YHucne co3gaHHbIM U 3aperncTtpupoBaHHbIM B COOTBETCTBUMN C
3aKkoHO4aTenbCTBOM WMHOCTPAHHOro rocyaapctea - uneHa OpraHusaumm 3KOHOMUYECKOro COTpyAHMYEecTBa WU
pasBUTUS  WHOCTPaHHLIM  OPUAMYECKMM  NMUAM, WHAMBUAyaNbHbIM  MpeanpuHUMaTtensaM, SBMSLWLMMCS
y4yacTH/MKaMK NpoeKTa B cOOTBETCTBUU ¢ PefepanbHbiM 3aKkoHoM "O MexayHapogHOM MeAMLIMHCKOM KracTepe u
BHECEHUM W3MEHEHW B OTAeNbHble 3akoHoAdaTeslbHble akTbl Poccunickon depepaumn”, M BeTepUHAPHBLIM
opraHusauunsam;

(B peq. PenepanbHoro zakoHa ot 26.07.2019 N 240-$3)

7) opraHusauMam M MHOMBMAOYaNbHbIM  MPeAnpUHUMATENsM, OCYLUECTBNSAOWUM  pa3BefeHuve,
BbipaLUMBaHme 1 cogepXaHue XMBOTHBIX (3a UCKIMHYEHNEM NpoAaxu UM hapmaLleBTUHECKUX CyOCTaHUMI Nin nxX
nepegaun).

(n. 7 B pea. PegepansHoro gakoHa ot 02.08.2019 N 297-93)

2. OpraHusauum ONTOBOW TOPrOBMN FIEKAPCTBEHHBbIMW CPEACTBaMM HE BMpaBe OCYLLECTBAATb NPOAaXyY
(nepepnady B YCTaHOBIIEHHOM 3akoHopaTenbcTBOM Poccuiickon ®epepauun nopsgke) dapmaueBTUYECKON
cybCcTaHuumM cnupTta 3TUNoBOro (3TaHona).

(4acTb 2 B pea. PepepanbHoOro dakoHa ot 27.12.2019 N 481-93)

Crtatbsa 54. [lpaBuna onToBOM TOProBNU NeKapCTBeHHbIMU CpeacTBaMu

KoHcynbTtaHTlntoC: npumedaHue.
C 01.09.2023 B 4. 1 cT. 54 BHOCATCA M3MeHeHus (P3 oT 28.04.2023 N 171-93). Cwm. OygyLyto pedakumio.

1. OnToBas TOProBns NEKapCTBEHHLIMU CPEACTBAMM OCYLLECTBNSETCSH NPON3BOAUTENSMU NEKAPCTBEHHBLIX
cpeacte WM opraHusauusiMM ONTOBOW TOProBfM FeKapCTBEHHbIMW CPEACTBaMW MO NpaBunam Hagnexallewn
ONCTPUOBLIOTOPCKOM MPaKTUKM M OpaBunam Hagnexawewn npakTUKU XpaHeHMst U MepeBO3KU FeKapCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYIOLUMMU  YMONTHOMOYEHHLIMU  doedeparnbHbiMU  OpraHamm
NCMNONHUTESNBHON BRacTy.

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

2. OpraHusauusi ONTOBOM TOPrOBIMW NEKapCTBEHHbIMU cpeacTBaMu 0bsizaHa cobnogaTtb npepenbHble
CPOKM OTIpy3kn 3aTpeboBaHHbLIX anTEe4YHOW OpraHu3auuven fekapCTBEHHbIX MNpenapaToB Anst MeOULUHCKOro
NPUMEHEHMST U He BrpaBe OTKasblBaTb anTe4YHOW OpraHv3aLuun, ¢ KOTOPOWM Yy Hee 3aKMoYeH COOTBETCTBYHOLLMIA
OOroBOp O MOCTaBKax NEKAPCTBEHHLIX NpenapaToB Anst MeAULIMHCKOTO NPUMEHEHUS], B MOCTaBKE NeKapCTBEHHbIX
npenapaTtoB AN MeOWLMHCKOTO NMPUMEHEHUS MPW HanMymMu 3aTpeboBaHHbIX NEKapPCTBEHHbLIX MpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHWUsI Yy OpraHu3auMu OMTOBOW TOProBnM JNekapcTBeHHbIMM cpedcTBamu. lMpenenbHble
CPOKM OTIpy3kM 3aTpeboBaHHbLIX anTe4YHOW OpraHu3auuven fekapCTBEHHbIX MNpenapaToB Anst MeOgUUUHCKOro
NPYMEHEHMS B 3aBMCMMOCTU OT PacnofioXXeHUs1 MecTa OTIPy3KU NIeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHMS YCTaHaBNMBaOTCS YNONIHOMOYEHHbIM cbeaepanbHbiM OpraHoM UCMONHUTENBHOM BNacTy.

(vacTb 2 BBegeHa deaepanbHbiM 3akoHoM OT 26.03.2022 N 64-03)

Crtatbs 55. [lopsanok po3HMYHON TOProBnu NieKapCcTBEHHbIMU NpenapaTtaMmm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. PO3HMYHasa TOProensi eKapCTBEHHbIMY MpenapaTtaMy B KONMYecTBax, HE0OX0OUMbIX AN BbIMOSTHEHMS
BpayebHbIX (henbalepckux) HasHa4YeHMrM WU  HasHadeHur cneuwanuctoB B obnactu BeTepuHapuu,
OCYLLECTBMSAETCS anTeyYHbIMW OpraHU3aumsMy, BETEPMHAPHBIMU anTe4YHbIMU OpraHM3aumsaMm, UHAMBMAYaNbHbIMU
npeanpuHMMaTensMi, WMEWMMU  NULEH3NI0  Ha  (apMaueBTUYECKyl0 AeATeNnbHOCTb, MEeAWULUHCKUMU
opraHvM3auMsMy, WMEKLWMMMA §NUUEH3NI0 Ha apmaueBTUYecKylo OesATenbHOCTb, U ux 060co6neHHbIMU
nogpasgeneHuamn (ambynatopusimi, enballepckumn 1 enbaLepcKo-akyLLepCKMMM MYHKTaMK, LieHTpamMm
(oToenenuamun) obuien BpadyebHOM (CEMENHON) NPaKTUKKN), PACMONOXEHHBIMU B CEJIbCKUX HACEMNEHHbIX MYyHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHM3aunv, © BETEPUHAPHBIMY OPraHU3aumsIMu, UMELLMMY JIMLEH3NIO Ha
hapmaLeBTUYECKYO AeATenbHOCTb. Pa3spelleHa po3HWYHas TOProBrsi TOMbKO fieKapCTBEHHbIMM NpenapaTtamu,
3apeructpupoBaHHbiMn B Poccuiickon ®egepaumm  unu - U3roTOBMEHHbIMM  anTeYHbIMWU  OpraHu3aumsamu,
BETEPUHaPHbLIMW anTeYHbIMU OpraHU3aumaIMn, UHAMBMAYaNbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3NIO
Ha bapmaueBTUYECKYIO OeATENbHOCTb. PO3HMYHAs TOProBns fekapCTBEHHLIMU MpenapaTtamMmn OCyLLECTBISETCS
Mo npaBunam Hagnexailen anTe4yHOW NPaKTUKK, YTBEPXOEHHbIM YMONTHOMOYEHHbIM dheaepanbHbIM OpraHoM
NCMNOMHMTENBHOW BNacTu.

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

1.1. Po3HM4YHas TOProBns JIEKapCTBEHHbIMW MpenapataMmyv Anst MEeLUUUHCKOrO MpUMEHeHMs (3a
WCKIMIOYEHVEM JIEKapCTBEHHbIX MpenapaTtoB, OTNyckaemblX MO peuenTy Ha JeKapCTBEHHbIM npenapar,
HapKOTUYECKMX JIEKApPCTBEHHbIX MpenapaToB M MCUXOTPOMHbIX FEKAPCTBEHHbIX MNpenapaTtoB, a TaKke
CMMPTOCOAEPXKALLUX NTEKAPCTBEHHbIX MpenapaToB ¢ 00bEMHON AONen 3TUNOBOro cnvpTa cBbiwe 25 NpoLeHTOoB)
MOXET OCYLLUEeCTBMAATLCA anTeYHbIMW OpraHM3auusaMu  OUCTaHLUMOHHBIM cnocoboM. PO3HMYHYIO TOProBmto
NekapCTBEHHbIMW MpenapaTamMm AN MeAWLMHCKOrO MPUMMEHEHWS  OUCTaHUMOHHBIM — CMOCOOOM  MOryT
OCYLLECTBMATL anTeYHble OpraHM3auun, MMerLme TJULUEH3NI Ha (apMaueBTUYECKYD [OeATENbHOCTb W
cooTBEeTCTBYlOLEe pa3pelleHve deaepanbHOro opraHa UCMOSIHUTENbHOW BMAcTW, OCYLLECTBAALWEro yHKumnm
Mo KOHTPOM W Hap3opy B cdepe 3gpaBooxpaHeHus. [opsgok Bblgaum paspelleHust Ha OCYyLLEeCTBIeHWE
PO3HWYHOW TOProBnM NEKAapCTBEHHbIMW MNpenapaTtaMmyM AUCTaAHLUMOHHLIM Cnocobom, TpeboBaHWMs K anTeYHbIM
opraHmsaumsiMm, KoTopble MOFyT OCYLLUECTBASATb TaKyld TOProBMf, M MOPSAOK €e OCYLLEeCTBIEHWUs, a Takke
npaeuna AOCTaBKU NeKapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaBnueatoTca [lpaBuTenbcTtBoMm Poccuinckon
®epepaumun. MiHdopmaumsa o6 onnadeHHbIX (OTMYLEHHbIX) U MOMYyYEHHbIX JIEKAPCTBEHHBLIX MpenapaTtax BHOCUTCH
B CUCTEMY MOHUTOPUHIa ABW)KEHUS NEKApCTBEHHbIX MpenapaToB AN MEAMLMHCKOro MpUMEHEHMS B MOpSiOKe,
npeaycMOTPEHHOM YacTblo 7 cTaTby 67 HacTosiwero degepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OopraHvM3auui v OpaBuia OTMycka JfeKapCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHn3auusaMmn, UHAVBUAYaNbHLIMU NpeanpuHUMaTensamMm, UMeLWUMA fTIMUEH3NIO Ha
dhapmaLeBTUYECKYI0 AeATenbHOCTb, a Takke npaBuia OTnycka NekapCTBEHHbIX NMpenapaToB Ans MeAULMHCKOro
NPUMEHEHUS MeQMUUHCKMMMW OpraHmM3aumsamMmn, MMEKLWMMM NMLEH3NI0 Ha hapMaueBTUYECKYO AesTeNnbHOCTb, U
nx obocobneHHbIMV nogpasaeneHnamu (ambynaTopuamn, denbawepckuMmm 1 enbaLepcko-akyLepCKMMm
nyHKTamu, LeHTpamun (oTaeneHusiMn) obllert BpayebHON (CEMENHON) NpaKkTUKKM), PacrnosoXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeuvHble OopraHv3auuu, yTBEpXOalTCH YMONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOSNHUTENBHON BRACTW.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. OpaBuna oTnycka HapKOTUYECKNX CPEACTB U MCMXOTPOMHbIX BELLECTB, 3apErMCTPMPOBaHHbIX B Ka4ecTBe
NEeKapCTBEHHbIX MNpenapaToB, IEeKapCTBEHHbLIX MpenapaTtoB, COAEpXKalluMX HapKOTUYeckMe cpeacTsa U
MCMXOTPOMHbIE BELLECTBA, YTBEPXKAAOTCA YNOMHOMOYEHHBIM ddefieparnbHbIM OpraHOM UCMOMHUTENBHOW BNacTy
no cornacoBaHuio ¢ cheaeparnbHbIM OpraHoM UCNOMHUTENbBHOW BNacTu, YNOMHOMOYEHHBIM B cdhepe BHYTPEHHMX
aen.

(B pea. PegepanbHoro gakoHa ot 03.07.2016 N 305-$3)

4. JNekapcTBeHHblE MpenapaTtbl ANs BETEPUMHAPHOrO MPUMEHEHMST MoariexaT OTNycky BeTepUHapHbIMU
anTeyHbIMW OpraHM3auusiMiM, BETEPUHAPHBIMW OpraHu3auMsMK, WHOAUBUAOYANbHLIMU NPEeAnpUHUMAaTENAMU,
UMEKLWUMN FNMLEH3NI0 Ha dapmaueBTUYeckylo gestenbHocTb. OTNycK NeKapCTBEHHbIX MpenapaToB Ans
BETEPMHAPHOIO NPMMEHEHMST OCYLLIECTBISIETCA B COOTBETCTBMM C NMpaBunamMy Hagrnexaien ante4Hom npakTUKm
NeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOrO  MPUMEHEHUS!, YTBEPXKOEHHLIMU  YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENbHON BNacTu.

(B pea. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. MNepeyeHb MegUUMHCKUX OpraHu3auui, UMELMX NLEH3NI0 Ha (hapMaLeBTUYECKY0 AEATENbHOCTb, U
nx o6ocobrneHHbIX nogpasgeneHun (ambynatopui, denbawepcknx U denbalepcko-akyLepcknx MyHKTOB,
LeHTpoB (oTaeneHun) obuien BpavyebHOM (CEMEeNHOWN) MPaKTUKM), PACMOSNIOKEHHbIX 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 yx0A4a 3a Hel, MMHeparnbHble BoAbl, NPOAYKTbl ne4ebHOoro, 4eTCKOro 1 AMeTU4eCcKoro
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
NpoXoXaeHne BOEHHOW cnyxbbl wunu  degepanbHOM  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. NopsAagok 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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" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YMONTHOMOYEHHbLIM ~ d)efeparnbHbIM  OPraHoOM MCMOMHUTENBHOM BMNactM (3a WCKMYEHMEM JIEKAapPCTBEHHbIX
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, cnmvpTocogepalumx
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 Mopsiake NPOBedEeHUs 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 yHaCcTHUKaMKU 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 MCTeYeHUs 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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7. MeOvumHCKMe opraHusauum 1 anTedHble OpraHu3auum BnpaBe 0TKasaTbCs OT y4acTus 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
peuenTy Ha nekapCTBEHHbIN npenapaT, 06ecneynTb Npy OCYLLECTBMNEHUN LOCTABKA UOEHTUUKALMIO TUYHOCTY
rpakgaHuHa, Monyvarollero TakoW NeKapCTBEHHbI npenapaTt, B LensX YCTAHOBIEHWUS COOTBETCTBUSI €ro
MIMYHOCTU W MWL, YKa3aHHOro B peLenTe Ha NekapCTBEHHbIM npenapat (ero 3akOHHOro npeactaButens), 6o
nvua, YNoNHOMOYEHHOrO JMLOM, YKasaHHbIM B peLenTe Ha JEeKapCTBEHHbIN npenapaT (ero 3akoHHbLIM
npeacTaBuUTENEM), Ha NoslyYeHMe 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, 06s3aHo NoTpeGoBaTh Yy rpaxaaHuHa, nory4yaioLlero
TaKoW NeKapCTBEHHbI Npenapart, NpeabsaBUTb JOKYMEHT, YAOCTOBEPSIIOLLIMIA €ro NIMYHOCTb, AN MOEHTUdMKaLUK
FIMYHOCTW ITOFO FpakgaHMHa U YCTAHOBIIEHWSI COOTBETCTBUS €ro JNIMYHOCTM 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 IeKapCcTBEHHbIM 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 ucnonHeHnem TpeboBaHui, CBA3aHHbIX C MPOBEAEHNEM 3KCMIEPUMEHTA, OCYLLIECTBNSAETCA
degepanbHbIM OpPraHoOM MWCMOMHUTENBHOW BMAAacTW, OCYLLECTBASKOWMM (OYHKUMM MO KOHTPOSM WM Hags3opy 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).

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2023 B 4. 1 cT. 56 BHOCATCA M3MeHeHus (P3 oT 05.12.2022 N 502-®3). Cm. byayLyto pedakumio.

1. UNarotoBneHue JNIEKapCTBEHHbIX npenapartoB anTte4yHbiIMU opraHn3aunamMmn, BeTepunHapHbiM anTe4YHbIMU
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opraHusaumsiM1, WHAMBUAYanbHbIMK MPeanpUHUMAaTENsSMM, UMELWUMU NMLEH3NI0 Ha (hapMaLeBTUYECKYIo
AesiTENbHOCTb, OCYLLECTBNAETCS MO peuentaM Ha fieKapCcTBeHHble npenapathbl, No TpeboBaHWsSM MeaULMHCKMX
opraHusauuii, BeTEepUHApHbIX OpraHW3auuii B COOTBETCTBMM C MpaBuIilaMuM W3TOTOBMIEHWS W OTMycka
NEeKapCTBEHHbIX NpenapaToB, YTBEepPXAEHHbIMU YMNONMHOMOYEHHbIM deaeparnbHbiM OpraHoOM WCMOMHUTENbHOM
BMacTu.

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2023 4. 2 cT. 56 m3naraetca B HoBou pepakumm (®3 ot 05.12.2022 N 502-03). Cm. byayuiyto
pedakuuio.

2. Tlpy WM3roToBRMEHUM NEKapCTBEHHbIX MpenapaToB anTeyHbiMWM OpraHv3auusiMiM, BeTepUHapHbIMU
anTeyHbIMW  OpraHuv3aumMsMu, WHAMBWAYyanbHbIMW  NpeanpuHMMaTens My, UMELWUMU  MULUEH3NI0  Ha
dapmaLueBTMHECKYI0 — OeSATeNnbHOCTb,  WUCMOoNb3yloTcs  dapmaueBTuyeckne  cybcTaHUuW,  BKIHOYEHHbIE
COOTBETCTBEHHO B rOCYAapCTBEHHbIA PEecTp feKapCTBEHHbIX CPeaCTB ANA MeOUUMHCKOrO MNPUMEHEHUs u
roCyAapCTBEHHbI pPeecTp JfleKapCTBEHHbIX CPEACTB A/ BETEePMHAPHOro MPUMEHEHWS B YCTaHOBIEHHOM
nopsgke. He ponyckaetcsa M3roTOoBNEHME anTeYHbIMW  OpraHuM3auusaMu, BeTepUHapHbIMKM  anTeYHbIMU
opraHusauvamu, WHAMBMAYanbHbIMWM MNpeanpuHMMaTens My, UMEKLWUMU NUUEH3NI0 Ha dapmaueBTUYeCcKyto
OesaTenbHOCTb, NIeKapCTBEHHbIX NpenapaToBs, 3apercTpupoBaHHbIX B Poccuinckon egepaumn.

KoHcynbTtaHTlIntoc: npumedaHume.
C 01.09.2023 B u. 3 cT. 56 BHOCATCS U3MeHeHns (@3 ot 05.12.2022 N 502-03). Cm. ByayLLyto peaakLumio.

3. MapkupoBka FNEKapCTBEHHbIX  MpenapaTtoB,  W3TOTOBMIEHHbIX  anTeYHbIMU  OpraHU3auusMu,
BETEPMHAPHbLIMU anTe4YHbIMWU OpraHM3aUuaAMKU, UHOUBMAYANbHLIMU NPEaNPUHUMATENSAMU, UMEIOLLVMUN MINLIEH3UIO
Ha papMaLieBTUYECKYI0 AeATENbHOCTb, U OPOPMIIEHME TaKUX NpenapaToB A0MKHLI COOTBETCTBOBATL MpaBunam,
yKasaHHbIM B 4acTu 1 HACTosLLEeR cTaTbu.

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2023 B 4. 4 cT. 56 BHOCATCA M3MeHeHus (P3 oT 05.12.2022 N 502-93). Cm. byayLyto pedakumio.

4. AnTeYyHble opraHM3auuun, BeTepMHapHbIE anTe4yHble opraHM3auuun, MHAMBUOYyanbHble NpeanpuHuMaTen,
UMeroLLmne nuLEeH3nio Ha hapMaLeBTUYECKYO OeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnoageHne npasmn
N3roTOBIMEHUSA M OTMNyCKa NeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuickon
degepauum.

Cratba 57. 3anpeweHue npopgaxu ¢anbCcUPULUUPOBaAHHbIX JIEKAPCTBEHHbIX CpPeAcTB,
He,qoﬁpOKa‘leCTBeHHbIX JIeKapCTBeHHbIX CpPeacCTB, KOHTpa(paKTHbIX JIeKapCTBeHHbLIX CpeacTB

I'Ipop,a>|<a d)aJ'IbCI/Iq)I/ILIMDOBaHHbIX NeKapCTBEHHbIX CpeacTs, He,El,06pOKa'-leCTBeHHbIX JNIeKapCTBEHHbIX
cpencrs, KOHTpa(baKTHbIX JNIEKapCTBEHHbIX CpeacTB 3anpeLjaeTcA.

Crtatbsa 58. XpaHeHue neKkapCTBeHHbIX CPeACTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLLECTBISIETCS MPOM3BOAMTENSMU FEKapCTBEHHbIX CPEACTB,
opraHM3aumMsiMm  OMNTOBOW  TOProBMNM  NEKApPCTBEHHbIMW  CPeacTBaMK,  anTeYyHbiMUM  OpraHu3auusiMm,
BETEPUHaAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBEIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3UNIO
Ha dapMaueBTUYECKYI0 OEATENBbHOCTb WM NMUEH3UIO HA MEOMUMHCKYI OeATenbHOCTb, MEeAULUHCKUMM
opraHu3auusiMn, BeTEePUHAPHLIMU OpPraHM3auusMn U UHbIMKM OpPraHU3auUMsIMKU, OCYLLIECTBNSAILWMMN obpalleHne
NeKapCTBEHHbIX CPeACTB. XpaHeHUe NeKapCTBEHHbIX CpeacTB Af1s BETEPUHAPHOro NpUMEHEHUs opraHn3aumsimm
N UHAMBMAOyaANbHLIMW MpearnpuHUMaTensaMu B CryyasiX, €CrvM OHW  UCMOMb3YIOTCS  UCKIHOYMTENBHO MpK
pasBedeHuK, BblpalUMBaHUW, COOEPXaHUN U NEYEHUN XKMBOTHbIX, MOXET OCYLLeCTBnATbCA 6e3 nony4veHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AESTENBHOCTD.

(B pea. PenepanbHoro gakoHa ot 22.10.2014 N 313-93)

2. MpaBuna XxpaHeHWs1 NEeKapCTBEHHbIX CPEACTB YTBEPXOATCA COOTBETCTBYHOLUMM YMONHOMOYEHHbIM
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cbep,epaanblM opraHom MCNONHUTENbHOW BNacTu.

3. XpaHeHme HaPKOTUYECKNX JEeKapCTBEHHbIX CpeacTB, TMNCUXOTPOMHbIX JeKapCTBEHHbIX CpeacTs,
pa,u,mocbapmauesmqecmx leKapCTBEeHHbIX CpenCTB OCYyLleCTBNAeTCA B COOTBETCTBUMM C 3aKOHOOATENNIbCTBOM
Poccuiickon ®epepauuu.

Cratba 58.1. lMpeamMeTHO-KONNYECTBEHHbIA Y4YeT JIeKapCTBEHHbIX CPEeACTB ANA MeAULMHCKOro
npYMeHeHus
(sBeaeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. I'Iegequb NeKapCTBEHHbIX cpencTts ana MeanLMHCKOro npuMeHeHus, noanexatimx
npeaMeTHO-KOJNTM4eCTBEHHOMY yyery, yTBEpXOaeTcHd YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom
NCMONHUTENbHON BNacTu.

2. HOQHQOK BKIOYEHNA IeKapCTBEHHbIX CpeacTts Ona MeauuUMHCKOro npuMeHeHna B NepedeHb
NeKapCTBEHHbIX CPEACTB AS11 MEOULMHCKOrO NMPUMEHEHUS, NOoANEeXalimMx NPeAMETHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBNMBaeTCcs YMNONMHOMOYEHHbIM bedeparibHbIM OpraHoM WCMOMHUTENBHON BRAcTU MO COrMacoBaHUIO C
denepanbHbIM OpraHOM UCMONMHUTENBHON BRACTU, YNOMHOMOYEHHBLIM B cchepe BHYTPEHHMX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNMpeameTHO-KONMYECTBEHHBIN y4YeT NeKkapCTBEHHbIX CPEACTB ANs MEOWUMHCKOro MpUMEHEeHus BeayT
Npon3BOAMTENN NEKAPCTBEHHLIX CPEACTB, OpraHu3auvMum ONTOBOW TOProBnv JieKapCTBEHHLIMU CpeacTBaMMm,
anTeyHble OpraHv3auuv, UHAMBUAyanbHble NPEeAnpUHMMAaTENW, MMEKLMEe NULEH3NK0 Ha dapmaueBTUYECKYHO
OEeSATEeNbHOCTb NN JIMLEH3UIO Ha MEAMLVHCKYIO AeATENbHOCTb, Y MEAULIMHCKNE OpraHM3aumm, OCyLLEeCTBSAILWME
obpalleHne NekapCTBEHHbIX CPEACTB A4S MEANLIMHCKOro NPUMEHEHUS, NyTeM permctpauumn nobbix CBA3aHHbIX C
ux obpalleHnem onepauuin, Npu KOTOPbIX U3MEHSAETCS MX KOMMYECTBO M (MNN) COCTOAHME, B cneumanbHbIX
XypHanax yveTa onepauui, CBsI3aHHbIX C OOpalleHMEM FeKapCTBEHHbIX CPeacTB Ans  MeAULMHCKOro
NpYMeHeHUs (ganee - cneunanbHble XypHarbl).

4. [IpaBuna perucTpaummM onepauui, CBSA3aHHbIX C oObpalleHMemM nekapCTBEHHbIX CpeacTB  Ans
MEAULMHCKOrO MNPUMEHEHWs, BKIMIOYEHHbIX B MNepeyeHb reKapCcTBeHHbIX Cpeacts Ans  MeauLMHCKOro
NpUMeHeHUs, nognexalux npeaMeTHO-KONMYEeCTBEHHOMY YYeTy, B crieumarnbHbIX XXypHanax v opasuna BegeHus
N XpaHeHWs  creumarnbHbIX  XKypHaroB  YTBepXOalTcs  YNOMHOMOYEHHbIM  defeparnbHblM — OpraHom
NCMNOMHUTENBHOW BNacTu.

5. KoHTponb 3a cobniogeHuem QOpaBwi peructpaumm onepauun, CBA3aHHbIX € obpalleHvem
NeKapCTBEHHbIX CPeacTB ANs MeAULMUHCKOro NPUMMEHEHUS, BKIOYEHHbIX B MepeYeHb NeKapCTBEHHLIX CPeacTB
ONA MeaULMHCKOrO NMpUMEHEHUS, NOANEXaLMX NPeaMETHO-KONMMYECTBEHHOMY YYETY, B CneumanbHbiX XypHarnax,
a Takke 3a cobOniogeHveM [paBull BEOEHUS W XPaHEHMs1 cheuunarnbHbIX >KypHaroB Bo3fnaraetcd Ha
YMNOSIHOMOYEHHbIE (beaepanbHble OpraHbl WCMOSTHUTENbHOM BRacTM W opraHbl  MCMNOMHUTENbHOW BMnacTu
cybbvektoB Poccuiickon ®denepaumn, OCYLLECTBAKOWMNE NULEH3NPOBAHNE MNPOU3BOACTBA JIEKAPCTBEHHbIX
CcpeacTs, dhapmaueBTUYECKON OeATENbHOCTU U MEeOULMHCKON AEeATEeNbHOCTU, M OCYLLEeCTBNSEeTCA B paMKax
NUUEH3NOHHOIO KOHTPOIA.

Mnasa 11. YHUMTOXEHUE NNEKAPCTBEHHbIX CPEACTB
Crtatbs 59. OCHOBaHMUA U NOPAAOK YHUUTOXEHUA NIEKapCTBEHHbIX CPeacTB

1. HepobGpokayecTBeHHblE NeKapCTBEHHbIE CPeacTBa, panbcnULMpoBaHHbIe NeKapCTBEHHbIE CpeacTBa
noanexar UsbATUIO U3 0OpaLLEHUst U YHUHTOXEHUIO B MOpAdKe, YCTAHOBNEHHOM [paBuTenscTBoM Poccuickol
depepaumun. OcCHOBaHMEM [N YHUYTOXEHUS NEeKapCTBEHHbIX CPeACcTB SBMSETCS pelleHue Brafernbua
NEeKapCTBEHHbIX  CPeACTB, pelleHne  COOTBETCTBYHOLLEro  YMOfMHOMOYEHHOro  dyefepanbHOro  opraHa
NCMONHUTENBHON BNacTy UNn peLleHne cyaa.

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

2. KoHTpacdhakTHble NeKapCTBEHHbIE CpeAcTBa MOANEXaT M3bATUI0 M3 OOpalLEHUs U YHUYTOXEHUK MO
peweHnio cypa. [lopsagoKk YHUUTOXEHUS KOHTpadhaKTHbIX JIeKapCTBEHHbIX CPEeACTB yCTaHaBnuBaeTCs
MpaButenbcTBoM Poccunckon ®epepauun.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3.  Pacxodbl, CBsi3aHHble C  YHUYTOXEHMEM  KOHTpadhakTHbIX  JIEKAPCTBEHHbIX  CPEACTB,
HenoOpPOKa4YeCTBEHHbIX  NMEKAPCTBEHHbIX  CPeacTB,  panbCUUUMPOBAHHBLIX  FEKAPCTBEHHBIX  CPEAcCTB,
BO3MeELLATCs UX BragenbLemM.

4. Bnapgenew nekapCTBEHHbIX CPeACTB [AOIMKEH NpeAcTaBUTb B YMOSTHOMOYEHHbIN deaeparnbHbIA opraH
NCMOMHUTENBLHOW BNacTu AOKYMEHT UMM 3aBEPEHHYI0 B YCTAHOBMEHHOM MOpsAKe ero KOoMu, NoATBepxaatolme
haKT YHUUTOXEHMS NEeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLLMI YNONMHOMOYEHHbIN deaepanbHbii opraH WUCMNOMHUTENBHOM BRAcCTW, MNPUHSABLLWNA
pelueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSIb 3a UX YHUUTOXEHNEM.

6. YHNUTOXEHNE NeKapCTBEHHbIX CPeACTB MPOU3BOANTCA OpraHn3aumnsiMn, UMELLMMN COOTBETCTBYIOLLYIO
NULEH3NI0, Ha cneumanbHO 060pydOBaHHbLIX MnolWadkax, MONMroHax W B crneuvanbHo 060pyLoBaHHbIX
nomMmeLleHuax c cobniogeHvem TpeboBaHU B 00MacTM OXpaHbl OKpyXalllewh cpegbl B COOTBETCTBUM C
3akoHogaTenbLCcTBOM Poccuinckon degepauum.

7. HapkoTuyeckme  nekapCTBEHHble  CPEACTBa,  MCUXOTPOMHbIE  NEKapCTBEHHble  CPEeACTBa,
paguodapmaleBTMYECKE NEeKapCTBEHHbIE CPeacTBa YHUUTOXAKTCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Mnasa 12. TOCYOJAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAULUWHCKOIO NPUMEHEHUA

Ctatba 60. locymapcTBeHHOe perynupoBaHMe LUeH Ha neKapCcTBeHHble npenapatbl gns
MeOULUMHCKOTro NpUMeHeHust

1. FocypapCcTBEHHOE perynupoBaHue LieH Ha NekapcTBEHHbIe NpenapaThbl AN MeAULIMHCKOrO NpUMeHeHWs
OCYLLECTBMNAETCH NOCPEeACTBOM:
(B pea. PegepanbHoro gakoHa oT 26.03.2020 N 67-$3)

1) yTtBepxaenuss [NpaButensctBoM Poccuiickon ®Pefepaunmn OepeyvHs >XU3HEHHO HeoOXOoOUMBIX W
Ba)XXHEWLUNX JIeKapCTBEHHbIX MpenapatoB, KOTOpbIi (OPMUPYETCA U HEe pexe OAHOro pasa B rog
nepecmaTpmBaeTcsi B YCTAHOBIIEHHOM MM [OpPAAKE Ha OCHOBE KOMIMMEKCHOM OLEHKM FNeKapCTBEHHbIX
npenapaToB, BKMOYasi aHanu3 CBEAEHUA O CPaBHUTENbHOW KIUMHMYECKON 3deKTMBHOCTU M 6e30nacHoCTm
NeKapcTBEHHOro CpeacTsa, OLEHKY SKOHOMWYECKMX MOCNeaCcTBUM NPUMEHEHUsI NEeKapCTBEHHOro cpeactsa U
n3yvyeHne OONOMHUTENbHbIX MOCNEeACTBUIA NPUMEHEHNS NTEKAPCTBEHHOIO CPEACTBa;

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-93)

2) yTBEPXOEHNST METOAMKM pacyeTa npefernbHbIX OTMYCKHbIX LEeH npous3BoauTerner Ha fekapCTBeHHble
npenapaTbl, BKMOYEHHbIE B NepedeHb XU3HEHHO HEOOXOOUMbIX U BaXXHEWLUMX NMeKapCTBEHHbIX npenapaTtos, a
Takke BHeApeHUss MeEXaHU3MOB (hOPMUPOBAHUS CUCTEMbI pedhepPeHTHbIX LIEH;

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocyoapCTBEHHOM perncrpaunm npefenbHbIX OTMYCKHbIX LEeH MpovM3BoAUTENEN Ha NeKkapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX FIEKapCTBEHHLIX NPenapaTos;
(B peq. ®enepanbHoro zakoHa ot 06.06.2019 N 134-93)

4) BeleH1s rocygapcTBEHHOro peecTpa npeaenbHbIX OTNYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B NEPeYeHb XN3HEHHO HEOOXOAMMbBIX U BaXKHEMLLNX NIEKapCTBEHHLIX NPenapaTos;

5) yTBepXOeHVsi METOOVKM YCTaAHOBIIEHUS OpraHamMWu MCMONHUTENbHOM BracTu cybbekToB Poccuiickoit
degepaumn npedenbHbIX pasMepoB ONTOBbIX HaA0aBOK M NpedenbHbiX pasMepPoB PO3HWMYHBIX HagGaBoOK K
baKTUYECKMM OTMYCKHbIM LIEHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMU NEKapCTBEHHbLIX MpenapaTtoB, Ha
neKkapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLIMX NEeKapCTBEHHbIX
npenaparos;

6) yCTaHOBMNEHWS NpeAesibHbIX pasMepoB OMTOBbIX HaAbOaBOK U MpeAeribHbIX PasMEpPOB PO3HUYHBIX
Hanb6aBokK K paKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAUTENAMU NEKapCTBEHHbIX NpenapaTos,
Ha neKkapcTBEHHble npenapaTtbl, BKMIOYEHHbIE B MepeyYeHb J>XUSHEHHO HEeoBXOAUMBLIX W  BaXXHEeMLuX

www.consultant.ru Crpanmua 99 u3 115
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F175BC3D549F33CDC4D706B3ECF1494D6947EF53EB85247F432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F170B53D5A9F33CDC4D706B3ECF1495F691FE353E2982172567AC785Q6x9E
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F072B63A599F33CDC4D706B3ECF1494D6947EF57E88D752B0C2DCA8763DC21131E5B2767Q9x6E
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F07CB1315F9F33CDC4D706B3ECF1494D6947EF53EB86207A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F07CB1315F9F33CDC4D706B3ECF1494D6947EF53EB86207A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E2F772B43A5F9F33CDC4D706B3ECF1494D6947EF53EB862078432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F374B03E5B9F33CDC4D706B3ECF1494D6947EF53EB862078432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB80267E432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F173B43F589F33CDC4D706B3ECF1494D6947EF53EB86237A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F272B23E559F33CDC4D706B3ECF1494D6947EF53EB87207A432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F076B4385A9F33CDC4D706B3ECF1494D6947EF53EB80267C432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F672B63C5E9F33CDC4D706B3ECF1494D6947EF53EB862078432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F27CB73C5E9F33CDC4D706B3ECF1494D6947EF53EB862379432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F672B63C5E9F33CDC4D706B3ECF1494D6947EF53EB862079432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F27CB73C5E9F33CDC4D706B3ECF1494D6947EF53EB862472432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F276B0305C9F33CDC4D706B3ECF1494D6947EF53EB86207E432C96C33FCF21121E592F7B97F31AQExFE
consultantplus://offline/ref=DE30AB039A398CACF199CB57CAA62FF6E5F27CB73C5E9F33CDC4D706B3ECF1494D6947EF53EB862979432C96C33FCF21121E592F7B97F31AQExFE
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 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIeKapCTBEHHbIX NpenapaTos;

7) yTBEpXAeHUS Nopsiaka Bbligauun npeannucaHvuin opraHam UCnonHUMTENbHOW BracTn cyobekToB Poccumnckon
denepaumnm o npuBedeHUM B COOTBETCTBME C 3akoHogaTenscTBom Poccuiickon ®egepauun peweHun o6
YCTaHOBMNEHUW MpeaeribHbIX pPa3MepoB OMNTOBbIX HagbaBOK M NpefenbHbiX pa3MepoB PO3HWYHbLIX HagbaBoOK K
haKTUY4EeCKMM  OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSAMWU FNEKAPCTBEHHbLIX MpenapaToB, Ha
neKkapcTBEHHble npenapartbl, BKIHOYEHHbIE B OepeveHb KM3HEHHO HEOOXOAUMBIX N BaXKHENLUNX NEKapCTBEHHbIX
npenapaToB, €CnM OHW MNPUHATbI C HapyleHWem 3akoHogaTenbcTBa Poccuiickon Pepepauun, B Oopagke,
ycTaHoBneHHoM [NpaBuTenscTtBom Poccuiickon ®epepaumu;

8) HanpaBneHus YMNorHOMOYEHHbIM defeparnbHbiM  OpPraHOM WUCMOMHMTENBHOW BnacTu opraHam
ncrnonHMTeNbHOW Bnactn cybobekToB Poccuiickon depepauun npegnvcaHuin 0 NpuBedeHWM B COOTBETCTBUE C
3akoHodatenbcTBoM Poccunckon ®Pepepaumm NpUHATBIX C  HapyLeHWeM 3akoHogaTenbcTBa Poccumnckon
denepaummn pewweHnn ob yctaHoBNEeHUN nNpeaenbHbIX pasMepoB OMTOBbLIX HA40aBOK M MpederbHbIX pa3mepoB
PO3HNYHbIX HapﬁaBOK K UeHaM Ha JeKapCTBeHHble npenapaTtbl, BKIK4YEeHHble B nNepevyeHb XWU3HEeHHO
HeobXoaMMbIX U BaXKHEWLLMX NIEKapCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHus denepanbHOro rocydapCTBEHHOrO Hagsopa B cdepe oOpalleHuss NeKapCTBEHHbIX
CPEACTB M PErnoHanbHOro rocyJapCTBEHHOINO KOHTPOMS 3a NPUMEHEHWEM LIEH Ha NEeKapCTBEHHble npenapaTthbl
COOTBETCTBEHHO YMONMHOMOYEHHbIMU befeparnbHbIMWU  OpraHamMu  UCMOMHUTENbHOW BRacTM U opraHammu
McnonHUTENbHOW BnactM cybobekToB Poccuiickon dPepepaumm cornacHo MX KOMMETEHUMM B MOpsiaKe,
ycTaHoBneHHoM [NpaBuTtenbctBoM Poccuiickon ®epepalimu;

(n. 9 B pea. PepepanbHoro gakoHa ot 25.06.2012 N 93-93)

10) NnpMMeHeHus NpefyCMOTPEHHbIX 3akoHodaTenbcTtBoM Poccuiickon degepauum mep OTBETCTBEHHOCTU
3a HapylleHne nopsiika LeHoobpa3oBaHWsa Ha feKkapCcTBEHHbIEe NpenapaTbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO
HeobXOAMMbIX U BaXKHENLLNX NleKapCTBEHHbIX NpenapaTos.

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

2. B ycnoBusix 4pesBbl4alMHOW cUTyauum W (Mnn) nNpyv BO3HWKHOBEHWM Yrpo3bl pacrnpoCTpaHeHUs
3aboneBaHus, NpeacTaBnsIoOWEro ONacHOCTb AN OKPYXaloWux, a Takke B cnydvae, ecrnvm B TedeHue Tpuauatu
KaneHgapHblx AHen nocne npuHatua [lpasutensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUM
MOHUTOPWMHIA PO3HWYHBLIX LIEH Ha JIeKapCTBEHHbIE Mpenapartbl, He BKIOYEHHbIE B [OEpeYeHb >KU3HEHHO
HeobXoOMMbIX U BaXKHENLLMX FIEKAPCTBEHHbIX NpenapaToB, Ha TeppuTopusix cyobektoB Poccuickon denepaunm
BbISIBIIEH POCT PO3HUYHbIX LIEH Ha YKasaHHble NekapCTBEHHble mpenapaTbl Ha TpuauaTb NpoueHToB M Gonee,
MpaBuTtenscTBo Poccuiickon Pegepaummn BnpasBe YCTaHOBUTL NpederibHble OTMYCKHble LieHbl npou3BoguTenen
Ha yKasaHHble fekapcTBeHHble npenapaTbl, NpeaernbHble pa3Mepbl ONTOBbIX HAA0aBOK M NpefernbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (OakTUYECKMM OTMYCKHbIM LieHaM MNpOoM3BOAMTENEN Ha YKa3aHHbIE JEKapCTBEHHbIE
npenapaTtbl. [lepeyeHb NeKapCTBEHHbIX MpenapaToB, HE BKMYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U
Ba)XKHEWLUNX MeKapCTBEHHbIX MpenapaToB, U OOpadoK ero hopMupoBaHus onpefensitoTcs [1paBnTensCTBOM
Poccuiickon depepauuu.

(4acTb 2 BBegeHa PeaepanbHbiM 3akoHoM oT 26.03.2020 N 67-93)

3. B TeyeHne peBsiHOCTa KkaneHOapHblXx AHEW cO OHA yTBepxaeHus [lpaButenbcTBoM Poccuiickon
depepaumm nepeyHsl, ykasaHHOrO B 4acTM 2 HaACTOsILLEeW CTaTbW, HEe [ONyCKalTCH peanusaumsi U OTMycK
BKIMOYEHHbBIX B HEro NIEKAapCTBEHHbIX MpenapaTtoB MO LeHam, MpeBblllarWmMm npefenbHble OTMYCKHbIE LEeHbl
npov3BoguTeNen Ha YyKkal3aHHble IeKapCTBEHHble Mpenapatbl, NpeaerbHble pasMepbl OMNTOBbIX HagbaBoK U
npegernbHble pa3Mepbl PO3HUYHbIX HaAOaBOK K (DaKTUYECKUM OTMYCKHbIM LleHaM Npou3BoaUTENEN Ha YKa3aHHble
nekapCcTBEHHbIE Npenaparbl C y4ETOM Harnora Ha fo0aBneHHy0 CTOMMOCTb.

(yacTb 3 BBeaeHa deaepanbHbiv 3akoHoM oT 26.03.2020 N 67-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
3apeructpupoBaHHble go 07.06.2019 npepgenbHble OTMYCKHble LEHbl nognexaT obs3aTenbHoun
nepepeructpauumn B 2019 - 2020 rogax B cooTBeTCTBMM CO CT. 2 P3 o1 06.06.2019 N 134-D3.

Cratba 61. I'ocy,qapCTBeHHaﬂ peructpauua U nepeperucrTpauusa npeagesibHbIX OTNYCKHbIX LUeH
I1pOVI3BO,qMTe.I19ﬁ Ha NleKapCTBeHHbIe npenapaTbl, BKNMO4YeHHblIe B Nepe4yeHb XXU3HEHHO HeobXoOUMbIX U
BaXKHeMLUUX JNNIeKapCTBEeHHbIX npenapatoB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MNMpegenbHasa oTNyckHas LieHa NPoM3BOANTENS Ha feKapCTBEHHbBIM Npenapart, BKYEHHbLIN B NepeveHb
XM3HEHHO HeobXoOAMMBIX U BaXKHEWLLUMX NeKapCTBEHHbIX NpenapaToB, NOANEXUT rocy4apCTBEHHON perncrpauum
B Dopdagke, yctaHosreHHoM [lpaBuTtensctBoMm Poccuiickon ®egepaumun, Ha OCHOBaHWMM NPEeACTaBNEHHOIO B
YMOSTHOMOYEHHbIN dbeepanbHbIi opraH MCNOMHUTENbHOW BNacTW 3asiBNeHus AepxaTtens unu Bnagenbua
PErMcTpaunoHHOro YOOCTOBEPEHNS NIEKAPCTBEHHOIO nNpenapara (YNnosIHOMOYEHHOMO UM Nnua).

2. 3apeructpvpoBaHHas npegernbHasi OTMNYCKHas LeHa Mpou3BOAUTENSI Ha NeKapCTBEHHbIA Mpenapar,
BKITHOYEHHbIN B MepeydeHb KU3HEHHO HeobXOoOUMbIX U BaXKHEMLUMX FeKkapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepepervcTpupoBaHa B CTOPOHY YBENIMYEHWsSI OAMH pa3 B KarneHgapHOM rogy Ha OCHOBaHWW NPefCcTaBrieHHOro B
YMONMHOMOYEHHbIN befeparnbHblii opraH WCMOMHUTENbHON Bract Ao 1 okTAOps Kaxgoro roga 3asiBEHUs
aepxartens unv Briagenbla perncTpaumMoHHOro yA0CTOBEPEHUS NIEKAPCTBEHHOMO npenaparta (YynonHOMOYEHHOrO
UM nmua).

3. 3apeructpvpoBaHHasi npegenbHas OTMNyCKHAd LUeHa NPOW3BOAMTENS Ha NeKapCTBEHHbIM npenapar,
BKITHOYEHHBIN B MepeYeHb KU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX FeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
rnepepervcTpupoBaHa B CTOPOHY CHUXKEHMS HA OCHOBAHWM MPeaCcTaBfEeHHOro B YNOSIHOMOYEHHbIV hefepanbHbIl
OpraH MCMOSIHUTENbHON BNacTu 3asiBNeHUs OepXaTens unu Bnajenbla perMcTpaumoHHOrO yOOCTOBEPEHUS
nekapcTBEHHOro npenapata (YnofIHOMOYEHHOrO UM Nuua).

4. [epxaTenb WnW Bragenel perucTpaLMoHHOrO YAOCTOBEpPEeHWsl JleKapCTBEHHOro npenapara
(ynornHomMo4eHHOe UM NuLUo) 06s3aH NpPeAcTaBUTb B YNONHOMOYEHHbIA ddefeparibHbii opraH UCMOMHUTENbHON
BlacTW 3asiBNIEHME O NepeperucTpaummn 3apermcTpupoBaHHON NpenenbHOM OTMYCKHOWM LieHbl MPOM3BOAMTENS Ha
NeKapCTBEHHbI NpenapaT, BKIMYEHHbI B NepeveHb XU3HEHHO HEeOoOXOAWMbIX U BaXXHEWLUMX NEKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHUXXEHUSI B CreayoLWmUX cryYasx:

1) CHWXeHWe LeHbl B MHOCTPaHHOW BastoTe Ha NlekapCTBEHHbIN NpenapaT B cTpaHe nNpou3BoauTtens u (1nu)
B CTpaHax, B KOTOpbIX JIEKAPCTBEHHbI MNpenapaT 3aperucTpupoBaH U (Mnn) B KOTOpble MOCTaBrsieTCs
npov3BoanTENEM;

2) CHWXEHME LieH Ha pedepeHTHbIe fekapCTBEHHbIE MpenapaTbl B COOTBETCTBUM C NYHKTOM 1 HacTosiwei
YacTu (gNs COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, ©OMoaHanoroBbix (6MONOAOGHLIX) FleKapCTBEHHbIX
npenapaToB);

3) npeBbllWeHNe nNpefenbHON OTMNYCKHOM LeHbl Ha MepBbIl  BOCMPOU3BEOEHHbIN, OuoaHanoroBbIl
(6onoagoBbHbIA) NekapCTBEHHbIN MpenapaTt MHOCTPaHHOrO MPOM3BOACTBA HAA MNPefeSibHOM OTMYCKHOW LEeHOM
npon3BoauTeNst Ha BTOPOW BOCNPOM3BEAEHHbIN, BGroaHanorosbin (6MONOAOGHLIN) NEeKapCTBEHHbIM Npenapar,
paccuynTaHHOM B COOTBETCTBMU C METOAMKON, yTBEPKAEHHOM [NpaBuTenscTtBoMm Poccuiickon ®epepauuu;

4) npeBbllleHWe MpeaenbHOM OTMYCKHOW LeHbl Ha NepBbli  BOCMPOWU3BEAEHHbLIW, OuMoaHanoroskIn
(6ronoaobHbIN) NekapCTBEHHLIN NpenapaTt NPON3BOAUTENS rocygapcTBa - YneHa EBpasniickoro aKOHOMUYECKOro
colo3a Hag NpefernbHOM OTMYCKHOW LIeHOW NPOM3BOAMTENSA Ha BTOPOW BOCMPOU3BEOEHHbIN, OMOaHanoroBbIv
(6ronogoOHbIN) NekapCTBEHHBIN NpenapaTt NPoM3BOAUTENS rocydapcTBa - YneHa EBpasniickoro SkOHOMMYECKOro
COl03a, paccynTaHHOW B COOTBETCTBUM C METOOUKON, yTBepxaeHHon NpaBuTensctBoM Poccuiickon degepaumm.

5. lMNopsgok nepepeructpauumn 3aperucTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LieH NpousBoauTenen Ha
NekapCcTBEHHbIE npenapartbl, BKMOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX NEeKapCTBEHHbIX
npenapaTtoB, B crny4asix, nNpegyCMOTPEHHbIX YacTamu 2 - 4 HacTodwen CcTaTbW, YyCTaHaBnuBaeTCs
MpasutenbctBoM Poccunckon ®epepaumn.

6. OKOHOMUYeCKUI aHanu3 npeaenbHOM OTMYCKHOW LieHbl NPOM3BOAMTENS Ha NekapCTBEHHbLIN npenapar,
BKIMIOYEHHbIA B MEpPEYeHb XMU3HEHHO HEeOoOXOOUMbIX M BaKHEWMLLMX JIEKapCTBEHHbIX MpenapaTtoB, Npu ee
rocydapCTBEHHOW  perucTpauuMm Wnu  nepeperncrpaumm  OCYLLECTBRsieTCss  dpedeparnbHbiM  OpraHoM
NCNOSTHUTENBHOM BACTH, OCYLLECTBNAOLWMM (OYHKLMM MO NPUHATUIO HOPMATMBHbBIX NMPaBOBbLIX aKTOB U KOHTPOIO
3a cobniogeHveM 3akoHodaTenbCcTBa B cpepe rocygapCTBEHHOrO perynvpoBaHus UeH (TapudoB) Ha TOBapbl

(ycnyrn).

7. PacuyeT npefgenbHbIX OTMYCKHbIX LEH, yKas3aHHbIX B 4acTax 1 M 2 HacToswewn crtatbW, Npu mx
rocygapCTBeHHOMW peructTpauun unm nepeperucTpauumn  OCyLLeCcTBNAeTcs B COOTBETCTBUM C  METOOMKOW,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yTBepxaeHHon MNMpaBuTtenbcTtBoM Poccunckon ®efepaumn 1 yumTbiBatoLen B TOM Yucne:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepe4vyeHb XW3HEHHO HeO6XO,EI,I/IMbIX N BaXHEMLWmnx NleKapCTBEeHHbIX nMnpenapaTtoB, WU npomsso,u,menel?l
NeKapCTBEHHbIX NpenapaToB, BKIMOYEHHbIX B NepeyeHb XU3HEHHO HEOOXOOUMBIX U BaXHEWLLIMX NEKapCTBEHHbIX
npenaparos;

2) thakTU4eckyto OTMYCKHYI LiEHYy Ha nekapCcTBeHHble npenapatbl B Poccunckon ®epepauum, LeHy BBo3a
nekapcTBeHHbIX npenapatoB B Poccunckyto defepaumio, a Tawke LEHbl Ha aHanornyHble neKkapCcTBEHHbIE
npenapaTbl, Haxoasumecs B obpalleHun B Poccunckon ®egepaunu;

3) saTpaTbl NPOM3BOAUTENS NIEKAPCTBEHHOIO Npenapara Ha NPOM3BOACTBO M peanv3auuio NekapCTBEHHOro
npenapara;

4) LUEeHYy Ha ﬂeKapCTBeHHbIVI npenapart, ero ueHy B CTpaHe npou3BoauTeNd U B CTpaHaX, B KOTOPbIX
ﬂeKapCTBeHHbIVI npenapart 3apermctpupoBaH un (I/IJ'IVI) B KOTOpPbIE NOCTAaBIIAETCA Npon3BoAuUTENIEM.

8. He ponyckalwTcs peanu3dauvs M OTNYCK NEKapCTBEHHbIX MpenapaToB, BKMAYEHHbIX B NepevyeHb
XN3HEHHO HEeOoOXOAMMBbIX W BaXKHEMLMX JeKapCTBEHHbIX MpenapaToB, Ha KOTopble MNPOU3BOOUTENSIMM
NeKapcTBEHHbIX MNpenapaTtoB He  3apernctTpupoBaHa npederbHas  OTMNyCKHas LeHa, peanusauus
NPON3BOAMTENSAMM NEKapCTBEHHbIX NpenapaTtoB MO LEeHaM, MpeBbillallM 3aperncTpUpoBaHHbIE UK
nepeperncTpupoBaHHbIE NPeAeNbHble OTMNYCKHbIE LIEHbl HA NEKAPCTBEHHbIE MpenapaTbl C y4eTOM Hanora Ha
[o6aBneHHy CTOMMOCTb.

9. OcOoBEHHOCTN rOCYSAPCTBEHHOIO PEryrnMpoBaHUSA npedernbHbIX OTMYCKHbIX LeH MpoOU3BOAUTENEN Ha
NeKkapCcTBEHHbIE NMpenapartbl, BKOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX NEeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTM OT 3KOHOMUYECKUX U (MNIN) couManbHbIX KpUTEPUEB (M3MEHEHME YCITOBUI, nopsiaka
N CTOMMOCTWN NPOWU3BOACTBA JNIEKAPCTBEHHbBIX NpenapaToB, MCMOMb30BaHME HOBbIX dOpM, METOA0B U cnocoboB
rocyaapCTBEHHOIO PerynmpoBaHus LieH Ha NeKapCTBEHHble npenapaTthbl, B TOM 4MClle Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHooOpa3oBaHMsl, M3MEHEHUI MOpsSiAKa OKas3aHUs MeAMLMHCKOM MOMOLUWM, M3MEHeHMe Kypca
WHOCTPaHHOW BanioTbl U UHblE N3MEHEHUS1) ycTaHaBnmBatloTcs MpaButenscTtBoM Poccunckon denepaumn.

(B pea. PepepanbHoro 3akoHa ot 08.03.2022 N 46-$3)

Ctatba 62. locymapcCTBeHHbIN peecTp npenenbHbIX OTNYCKHbIX LEeH npou3BoauTenen Ha
nekapcTBeHHble npenapaTtbl, BKOYEHHble B MNepevYeHb XU3HEHHO HeoOXOoAUMbIX U BaXXHEWULUUX
nekapcTBeHHbIX NpenapaToB

1. 3apeructpupoBaHHble UNWN NEPEPErMCTPUPOBaHHBLIE NPeAerbHbIE OTNYCKHbIE LEeHblI MPON3BOANTENEN Ha
NeKapCTBEHHbIE NMpenapartbl, BKMIOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOOAUMbBIX U BaXKHENMLLMX JNIEKaPCTBEHHbIX
npenapaToB, MOAMEXaT BKIIHOYEHMNIO B rOCYAAPCTBEHHbIA PEECTp NpefenbHbIX OTMYCKHbIX LieH MPOn3BOAUTENEN
Ha neKkapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNEpPEYEeHb KU3HEHHO HEeOOXOAMMbBIX W BaXHEWULLUX
NneKapCTBEHHbIX NpenapaTos.

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

2. TocynapCTBeHHbIA peecTp npedenbHbIX OTMAYCKHbIX LEeH Mpou3BoAUTENiel Ha neKapCTBEHHble
npenaparbl, BKMIOYEHHbIE B MEpPEYEHb XKM3HEHHO HEOOXOAMMBLIX UM BaXKHEWLUMX NEKapCTBEHHbLIX NpenapaTos,
cofepxuT B cebe crneayioLLyto MHdopMaLmio:

1) HavmeHoBaHWe pJepxaTens WM Bnagenbla PervcTpaumMoHHOrO YAOCTOBEPEHUS] MeKapCTBEHHOMO
npenapaTa, HaMMEHOBaHMe NPOU3BOAMUTENS NEKApPCTBEHHOIO npenapaTa, CBeAeHUs O perncTpaunm gepxarens
unu Bnagenbua perncTpaumoHHOro y4OCTOBEPEHUsI NEeKapCTBEHHOrO npenapara, CBeOeHUs O perncrpaumm
npon3BoguTens nekapcTBEHHOro npenapaTa Ans MegULUHCKOro NPUMMEHEHMS B Ka4ecTBe HanoronnartenbLiuka B
CTpaHe pervctpaumm (ansi POCCUMCKMX HOPUANYECKMX NUL, - MAEHTUMUKALMOHHBLIA HOMEP HanoronnarenbLlimka
(MHH), oNa MHOCTPaHHbIX IOPUONYECKUX UL, - CTPaHa perncTpaumm, HaMMeHOBaHNE PErMCTPUPYIOLLLETO OpraHa,
pPervcTpaumoHHbIN HOMEP, KoA HanoronnatenbluMKka B CTpaHe permcrpaumv (MHKoprnopauun) niv ero aHaror),
MECTO HaXOXAEHMS MPOM3BOACTBEHHbLIX MMOLLAA0K, YYaCTBYHOLWMX B NpoLecce NpovM3BOACTBA fIEKAPCTBEHHOrO
npenapara, C ykasaHueM cTaguu npouecca npon3BoacTBa;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) HaMmeHOBaHWe nekapcTBEHHOro npenapaTta (MexgyHapoaHoe HenaTeHTOBaHHOE, UMW rPyNnMpOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBAHMS);
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3) HOMeEP perncTpaunoHHOro yaqoctoBepeHnd riekapCTBeHHOro npenaparta,

4) nekapcTBeHHas opMa C yKasaHVeM [O3VMPOBKU fEeKapCTBEHHOro npernaparta M ero Konvyectsa BO
BTOpPMYHOW (MOTPebUTENBLCKON) YNakoBKe, a TakKe KOMNINEKTHOCTb;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

5) sapeructpupoBaHHas npegenbHas OTMyCKHas LieHa Ha NekapCcTBEHHbIN npenapaT B pyonsx;
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

6) pata m HoMep nMpuKasa YMONHOMOYEHHOro defepanbHOro opraHa MWCMOMHUTENbHON BRactn o
rocygapCTBEHHOW peructTpauun unm nepeperucTpauumn npeaenbHOM OTMNYCKHOW LeHbl Ha  JleKapCTBEHHbIN
npenapar, BKMHOYEHHbIN B nepeyvyeHb XXN3HEeHHO H606X0,D,I/IMbIX N BaXKHEWLLINX J1IeKapCTBEHHbIX NMpenapaTos;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-93)

6.1) gata BCTynneHus B CUITy MpuKasa ynorHOMOYEHHOro befeparnbHOro opraHa UCMOSTHUTENbHON BNacTu
O rOCyJapCTBEHHOW perucTpauum unu nepeperncrpauum npeaeribHOM OTMYCKHOM LieHbl NMPOM3BOAMTENSA Ha
NEeKapCTBEHHbIA Npenapart, BKIMOYEHHbIA B NEepPeYeHb XU3HEHHO HEOOXOAMMbBIX N BaOXHENLINX JNEKApPCTBEHHbIX
npenapaTos;
(n. 6.1 BBegeH PenepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WTPUXOBOW KOL, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NIeKapCTBEHHOIO NpenaparTa;
(n. 7 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) Kkof nekapCTBEHHOro nMpenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,
pekomeHaoBaHHOW BcemMupHon opraHmsaumen 3agpaBooXpaHeHUs.
(n. 8 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. NocypapcTBeHHas permctpaumsa unm nepepeructpanmsa npegenbHbiX OTNYCKHbIX LIeH Ha NeKkapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBLIX M BaXKHEWMLUMX NEKAPCTBEHHLIX MpenapaTos,
BeeHVe rocyJapCTBEHHOIo peecTpa npefenbHbIX OTMAYCKHbIX LEeH npou3BoauTENEn Ha neKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEeOOXOOAMMBIX M BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaTos,
OCYLLIECTBMSKOTCS B NoOpsiAKke, ycTaHoBneHHoM MpaButensctesomM Poccunckon degepaumn.

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

Crtartbs 63. YcTaHOBNEHMe opraHamMmu UCNONHUTENbHOM BnacTu cy6bekTtoB Poccuiickon ®degepauum
npegenbHbIX pasMepoB ONTOBbIX HaA6aBOK UM nNpedenbHbIX pPa3sMEpPoOB PO3HUYHbIX HaAGaBOK K
¢paKTU4YECKMM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENAMM JIeKapPCTBEHHbIX NMpenapaTtoB, Ha
NneKapcTBeHHble npenapartbl, BK/IOYEHHble B MNepevYeHb XU3HEeHHO HeobGXoAUMbIX W BaXHeMLIUX
NeKapCcTBEHHbIX NpenapaToB
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHWTenNbHOW BnacTu cybbekTtoB Poccuiickon depepaumn ycTaHaBnuBaOT NpeaenbHble
pa3mepbl ONTOBLIX HAA0aBOK M NpedernbHble pa3Mepbl PO3HUYHbIX HaabaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM
(6e3 yyera Hanora Ha [JobGaBNEHHY CTOMMOCTb), YCTAHOBMEHHbIM MPOM3BOAUTENSMU NEKAPCTBEHHbIX
npenapaToB, Ha fNeKapCTBEHHbIE NpenapaThbl, BKIYEHHbIE B NE€PEYEHb XXM3HEHHO HEODXOANMbBIX U BaXXHEMLLNX
nekapcTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpadKe, YCTaHOBMEHHOM [1paBuUTenbLCTBOM
Poccuickon ®enepaumm, METOAMKON YCTAHOBIIEHWS OpraHamMmn UCMOSNTHUTENBHON BriacTn cybbekToB Poccuinckon
depepaumm npegenbHbIX pa3MepoB OMNTOBbIX HaabaBOK WM MpederibHbIX pasMepoB PO3HUYHBLIX HaAOQ0aBOK K
(PaKTUYECKMM OTMYCKHBbIM L€HaM, YCTaHOBIIEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbLIX MNpenapaToB, Ha
NeKapCcTBEHHbIE npenaparthl, BKMIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOAUMbBIX U BaXKHENMLLMX NIEKAPCTBEHHbIX
npenapaToB. [poekTbl peLleHuint opraHoB WCMONHUTENbHOW Briactu cybwektoB Poccuiickon dPepepaumm 06
YCTaHOBMEHUN WU (MNM) WM3MEHEHWU npenernbHbIX pa3MepoB OMNTOBbIX HaAb0aBOK W MNPeferibHbIX pa3MepoB
PO3HUYHbIX Hag0aBOK K PakTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbIM MPOU3BOAUTENAMU NIEKAPCTBEHHBLIX
npenapaToB, Ha fIeKAapCTBEHHbIE NMpenapaThbl, BKITOYEHHbLIE B NEPEYEHb XXM3HEHHO HEODXOOANMBIX U BaXKHEMLLNX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NekapCTBEHHbIX MpenapaToB, MNoAnexaT COornacoBaHU0 C  YMNOMHOMOYEHHbIM  dedeparnbHbiM  OpraHoMm
NCMNOMHUTENBHOW BIIACTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATMBHBIX MPABOBbLIX aKTOB U KOHTPOIO
3a cobntogeHneM 3akoHodaTenbCcTBa B cpepe rocygapCTBEHHOrO perynvMpoBaHus UeH (TapudoB) Ha TOBapbl
(ycnyrun), B nopsigke, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHuszaumMm ONTOBOM TOProBMM FEKAPCTBEHHbIMW  CPEACTBaMW, anTeyHble OpraHusauumu,
wHOVBMAOyanbHble MpegnpvHuMaTeny, WMelWmMe JULEH3NI0 Ha  (apMaueBTUYECKYlD  OesiTeNbHOCTb,
MeOULMHCKUE OpraHnsauunun, umerowme nuueH3nio Ha hapmaueBTUYecKkylo OeATenbHOCTb, U nx 06ocobrneHHble
nogpasgenexHus (ambynatopuu, denbiwiepckne u denbalepcko-akylepckme MnyHKTbl, LEeHTPbl (OTAeneHus)
obwen BpavyebHOM (CEMENHOWN) MpaKTUKW), PacrioNOXeHHblE B CENbCKMX HACeNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3auun, OCyLLECTBIISIOT peanu3aumio NekapCTBEHHbLIX NMpenapaToB, BKMOYEHHbIX B
[epeyYeHb >KU3HEHHO HeobXOOAMMBbIX W BaXXHEWLWIMX JleKapCTBEHHbIX MpenapaToB, MO LEeHaM, KoTopble
POpPMUPYIOTCST B COOTBETCTBUM C MOPSAAKOM, YCTAHOBIEHHbIM [lpaBuTtenbctBom Poccuiickon depepauun, m
YpOBeHb KOTOPbIX (6e3 yyeTa Hanora Ha Jo6aBneHHy0 CTOMMOCTb) He AOMKEH NpeBbIWaTh CyMMy hakTuyeckon
OTMYCKHOW LEeHbl, YCTAHOBMNEHHOW MNPOM3BOAMTENEM FeKapCTBEHHOro mnpenapaTta, He npeBblwaloLen
3aperncTpupoBaHHON MNU NepeperncTpupoBaHHON NpeaenbHOW OTMNYCKHOM LeHbl npou3BoauTens (Ha aaTy
peanv3auny NekapCTBEHHOIO MpenapaTta Npou3BoAUTENEM), U pa3mepa ONTOBOW Hagbasku wm (unu) pasmepa
PO3HUYHOW HagbaBKW, He MPEBbIWAKLINX COOTBETCTBEHHO pa3mepa npefenbHOW onToBoW Haabasku u (unu)
pa3mepa npeaenbHON po3HUYHOM HaabaBKu, yCTaHOBIEHHLIX B cyobekTe Poccunckon ®egepaunn.

(4acTb 2 B pea. PegepanbHOro gdakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHMTENbHOW BriacTu cydbekToB Poccuiickon ®enepaunn pasmellatroT B cetu "UHTepHeT"
MHOPMaLMIO O 3apermcTpMpoBaHHbIX MpPedeNibHbIX OTMYCKHbIX LieHax NpOou3BOAWTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B I€PEeYEHb XM3HEHHO HEOOXOOUMBIX M BaXKHEWLIMX NEKApPCTBEHHbIX npenapaTtos, 06
yCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npegenbHbIX pasmepax OMnTOBbIX HaabasBok u (Mnu)
npegenbHbIX pasMepax Po3HWYHbIX HaAbaBOK K YCTAHOBMEHHbIM NPOU3BOAUTENSAMMW NIEKAPCTBEHHbBIX NpenapaToB
PaKTUYEeCKMM OTMYCKHbIM LeHaM Ha neKkapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepeyYeHb >XWU3HEHHO
HEeOOXOAMMbIX U BaXKHEWLLNX NEKAPCTBEHHbIX NPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LEeH NpOoM3BOAMTENEN Ha JleKkapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO
HeobXoOMMbIX U BaXKHEWLLMX JIEKAPCTBEHHbIX NMpenapaToB, YCTAHOBIEHHbIX B cyObekTe Poccuiickon denepaunm
npedenbHbIX pa3MepoB OMTOBbIX HaabaBOK WM MpedernbHbIX pasMepoB PO3HUYHBLIX HAO40aBOK M Hanora Ha
nobaBneHHy0 CToMMOCTb. MIHbopMaums, npegyCcMOTpeHHast HacTosILWEeN YacTblo, AOMKHA HAXoOMTbCHA Takke B
anTeyHbIX OpraHM3auusix B AOCTYMHOW ANsi BCEX 3aMHTEPeCcOBaHHbIX NuL hopMe U OBHOBMATLCA MO Mepe ee
pasMeLleHMs opraHaMmy UCNONHUTENBHON BriacTu cyobekToB Poccuiickon ®enepauum B cetn "VIHTEpHET".

(4acTb 3 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbli 3akoH oT 27.12.2019 N 475-93.

Mnaea 13. MOHUTOPUHI 3PDEKTUBHOCTU N BE3OMNACHOCTH
NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLMXCA B OBPALLEHUA
B POCCUNCKOU ®EQEPALIUA
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

Crartbsa 64. ®apmakoHans3op
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapartbl, Haxogdwmecss B obpaweHun B Poccunckon Pepepauuum, nopnexar
MOHUTOPUHIY 3(PEKTUBHOCTM N 6E30MACHOCTWN B LIENSIX BbISIBIIEHNSA BO3MOXHbLIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHNS, UHONBUAYANBHOW HENEPEHOCUMOCTH, NpeaynpexXaeHns MeguumMHCKUX paboTHUKOB, CneumanncToB
B 0o0nactm BeTepuvHapuu, NaUMEHTOB MMM BNadenbLEB XUBOTHbIX W WX 3alWUTbl OT MPUMEHEHUSI TaKuX
nekapcTBEHHbIX NpenapaTos.

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

2. dapmMakoHa30p OCYLLECTBMSIETCS COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM heaeparbHbiM - OpraHoM
UCMOMHUTENbHOW BMNacT B YCTaHOBMEHHOM WM MOpsiAke MNyTeM aHanu3a npefocTaBnsieMoil cybbekTamu
obpalleHNs neKapCTBEeHHbIX CPEeACTB WHopMauMnm O NOBOYHbIX OEWCTBUAX, HEXenaTemnbHbIX peakuusix,
Cepbe3HblX HeXenaTeslbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTernbHbIX peakuusix Mpyu  NpUMeHeHUn
NeKapCTBEHHbIX MpenapatoB, 06 WHAMBUAYyasnbHOM  HEMNepeHOCUMOCTM, OTCYTCTBMM  3(DPEKTUBHOCTU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NeKkapcTBEHHbIX NpenapaTtos, a Takke 06 MHbIX hakTax U 06CTOATENLCTBAX, NPeACTaBNALMX YrPO3y KU3HW UMK
300pOBbLI0 YernioBeka NGO KMBOTHOTO MPW NMPUMEHEHWUN NEKApCTBEHHbIX MPernapaToB W BbiSIBIIEHHbIX Ha BCEX
aTanax obpalleHusi IekapCTBEHHbIX NpenapaToB B Poccuiickor denepauum u ApyrMx rocyaapcreax.

3. CybbekTbl 0OpalleHus nekapCTBEHHbIX CpeacTB B MOPSiAKe, YCTAHOBIMEHHOM  YMONMHOMOYEHHBLIM
denepanbHbIM OpraHoOM UCMOSTHUTENBHONM BNacTu, 0653aHbl coobLLaTh B YNONTHOMOYEHHbIA ddedeparnbHbI opraH
NCMOMHUTENBHOW BNactu O MOOOYHbIX AEWCTBUSIX, HEXenaTeNnbHbIX pPeakuusiX, Cepbes3HbIX HexenaTenbHbIX
peakumsix, HenpeaBUAEHHbIX HeXernaTerbHbIX Peakuusx npyv NpPUMEHEHWMM NeKapCTBEHHbIX npenapaTos, 00
MHOUBMAYANbHOW HENEepPEeHOCUMOCTM, OTCYTCTBMM 3(PEKTUBHOCTU FeKapCTBEHHbLIX NpenapaTtoB, a Takke 00
WHbIX dpaKkTax u o0BCToATENbCTBAX, NPEACTABMAIOWMNX YIPO3Y XMU3HU UM 300POBbLI0 YenoBeka NnMbo XXMBOTHOrO
npy NPUMEHEHWUM NEKAPCTBEHHbLIX MPEnapaToB M BLISIBIIEHHLIX Ha BCeX 3dTanax obpalleHusi NekapcTBEHHbIX
npenapaToB B Poccuinckon denepaumm 1 opyrux rocygapcraax.

4. [epxaTenun unu Bnagenblbl PErMcTPaLMoOHHbIX YAOCTOBEPEHUN FEKapCTBEHHbLIX Mpenapartos,
opuguyeckme nuua, Ha UMS KOTOPbIX BblAaHbl pa3pelleHus Ha MpoBeAeHWME KIMHUYECKUX WUCCReAOoBaHUA B
Poccuiickon ®epepaumn, nubo ynornHOMOYEHHblE VMU Opyrve lopuandeckue nuua B pamkax obecneyeHus
6e3onacHOCTN NeKapCTBEHHbIX MpenapaToB B [OpSAKe, YCTAaHOBMEHHOM COOTBETCTBYIOLLUM YNONHOMOYEHHbBIM
degepanbHbIM OpraHOM UCMONMHUTENBHOW BniacTu, 00a3aHbl OCYLLECTBNATL Npuem, yd4eT, obpaboTKy, aHanus u
XpaHeHve MocTynawwWmx B WX agpec oT CcybbekToB oOpalleHuss neKapCTBEHHbIX CpPeACTB W OpraHoB
rocya4apCTBEHHOW Bnactu CcoobLieHMn O MOBOOYHbIX AEWCTBUSAX, HEXenaTemnbHbIX peakuusix, Cepbe3HbIX
HexenaTenbHbIX U HeNpeaBUOEHHbIX HeXenaTenbHbIX peakuusax npyu NnpUMeHeHU nekapcTBEHHbIX NpenapaTos,
06 0coBGeHHOCTAX WX B3aMMOZEWCTBMS C [OPYrMMU NeKapCTBEHHbIMKM npenapatamu, WHAUBUAYyanbHON
HernepeHocMMOoCTU, a Takke 00 WHbIX ¢akTax M OOCTOATENbLCTBAX, NPEACTABMSAOWUX Yrpo3y >KU3HW UMK
3[0POBbLI0 YenoBeka NnMOO XMBOTHOMO WMM BAUSIOWINX Ha WM3MEHEHME OTHOLUEHUS OXMOAEeMOW Monb3bl K
BO3MOXHOMY PUCKY NPYMEHEHWS NTEKapCTBEHHbIX NPenapaTos.

5. lMpu BbiIBNEHUN WHGOPMALMM O Cepbe3HbIX HeXenaTemnbHbIX peakuusax W HenpeaBUOEHHbIX
HexenaTenbHbIX  peakuMsx nNpu NPUMEHEHUM IEKApPCTBEHHbIX MpenapatoB, 006 0COBGEHHOCTSX KX
B3aMMOZEWCTBUS C APYIMMU NEKapCTBEHHbIMY NpenapaTtamu, UHABUAYyanbHOM HEMEPEeHOCUMOCTH, a Takke 0b
MHBIX PakTax U OBCTOATENbCTBAX, BAUSIOWIMX HA U3MEHEHWE OTHOLLUEHUS OXMOAeMON Nomnb3bl K BO3MOXHOMY
PUCKYy NPUMEHEHMS NeKapCTBEHHbIX NpenapaToB, AepXXaTenu unv Bnagenblbl PErMCTPaUMOHHBIX YO0CTOBEPEHUIA
NeKapCTBEHHbIX MpenapaToB, HOPUAUYECKME NULA, HA UMS KOTOPbIX BblAaHbl pa3pelleHus Ha NpoBeAeHMe
KNMMHMYecknx nccnegosaHui B Poccuiickon Penepaumm, nnbo ynonHOMOYEHHbIE MU pyrve lopuanyeckue nuua
00a3aHbl MPUHSATE Mepbl, HampaBfeHHble Ha YCTpaHEHUE HeraTUBHbLIX MNOCNEACTBUN MPUMEHEHUS Takux
NeKkapcTBEHHbIX NpenapaToB, MNpeaynpexaeHue MNpUYMHEHUs Bpeda >XKM3HU UNW 3[0pOBbI YeroBeka Nnbo
XKMBOTHOTO, 3aLUUTY UX OT NMPUMEHEHNS TaKMX JIeKapCTBEHHbIX NpenapaToB, Ha OOMOMHUTENbHBIN COOpP AaHHbIX
06 adhpekTMBHOCTM 1 6e30NacCHOCTU Taknx NekapCTBEHHbIX NpenapaTos.

6. 3a HecooOLlieHNe unM COKpbITUE MHAOPMaLMKU, NPEeayCMOTPEHHOW 4YacTbio 3 HACTOSILLEN CTaTbw,
aepxatenu unu Bnagenblbl PEerMcTpauMoHHbIX YOOCTOBEPEHMI MEKAPCTBEHHbLIX NPenapaTtoB, HpUAMYECKME
nuua, Ha MMSA KOTOPbIX BbldaHbl paspelleHus Ha MNpoBeAEeHWe KIMHUYECKMX uccrnegoBaHnin B Poccumnckon
depepaumm, MO0 YNONMHOMOYEHHbIE MU APYrUe KPUANYECKUE NULA, a TakKe OOMKHOCTHbIE N1LA, KOTOPLIM 3Ta
WHpopMaums cTana M3BecTHa No poAdy MX MpodhecCUoHanbHOW AeATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM Poccunckon ®enepaumn.

7. Tpu nonyyYeHUU YMNOMHOMOYEHHbLIM bedeparbHbIM OpraHoOM MWCMOMHUTENbHOM BRacTu B paMKax
OCyLLeCcTBMeHns wuMm apMakoHagsopa [oKa3aTenbCTB O HEeCOOTBETCTBUWM JieKapCTBEHHOro mnpenapaTa
YCTaHOBMEHHbIM TpeboBaHNAM MK NpY NONYyYEHUN MHOPMaLMN O HECOOTBETCTBUKN AaHHbIX 06 ahdeKTMBHOCTH
n o 6e3onacHOCTU MeKapCTBEHHOro npenaparta AaHHbIM O JlekapCTBEHHOM MpenapaTe, cogepXaliumcs B
WHCTPYKUUW MO €ro npuMeHeHutio (B TOM 4WCMe BbISBNEHHbIX B XOAe OCYLUEeCTBMeHWs dapmakoHagsopa
KOHTPOSIbHO-HAA30PHBIMW  OpraHaMn WMHOCTPaHHbIX FOCYAapCTB), YMOMHOMOYEHHbI dedeparnbHbli  opraH
WCMONHWUTENbHON BRacTM B YCTAHOBIEHHOM WM [OpsAKe paccMaTpyBaeT BOMPOC O MPUOCTaHOBNEHUN
NMPYMEHEHNS Takoro fiekapCcTBEHHOro npenapara.

Ctatbsa 65. [lpnoctaHoBneHne NpMMeHeHNA NeKapCTBEHHOro npenapara
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Mpy nomnyyeHMn uHOPMALUM O HEXemnaTeSlbHbIX peakuusix Npu MNpUMEHEeHWU JeKapCTBEHHOro
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO MNPUMEHEHUIO NEeKapCcTBEHHOro npenapaTa, CepbesHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HexenaTternbHbIX peakuusax, 06 ocobeHHOCTSX ero B3avModeNCcTBUS C APYrMMU NeKapCTBEHHbIMU NpenapaTamu,
KOTOpble MOryT MpeACTaBNATb Yrpo3y >KW3HW UMW 340POBbI YenoBeka NGO KMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 00 3pheKTMBHOCTM M O 6e30nacHOCTU JieKapCTBEHHOro npenapata [AaHHbIM O
NeKkapcTBEHHOM MpenapaTe, COAEPXKalMMCA B MHCTPYKUMM MO ero MNpUMEHeHWo, B TOM uJucrne oT
YNONMHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX FOCYAApPCTB, OOMEH KOTOPOM OCYLUECTBMSIETCA B COOTBETCTBUMM C
COMMalleHNAMM  Mexay  YMNONMHOMOYEHHbIM  befepanbHelM — OpraHOM  MCMOMHWTENbHOW — Bracth U
YNOMTHOMOYEHHBIMA ~ OpraHaMu  MHOCTPaHHbIX  TOCYAApCTB,  YMOMHOMOYEHHbI  dbeflepanbHblii  opraH
UCMONHUTENBHOW BMAacTM paccMaTpvBaeT BOMPOC O BO3MOXHOCTM TMPUOCTAHOBIIEHWS OOpalleHUss Takoro
NEeKapCTBEHHOro Mpenapata B [O0OpsOKe, YCTAHOBIIEHHOM  YMONIHOMOYEHHbIM  (beaeparibHbiM - OpraHoM
UCMOMNHUTENBHON BacTW.

2. Tlpn HeucnormHeHWM WM HeHagnexawem WCMONIHeHUW adepXaTtensamMmm unuM  Bnagenbuamu
PErMcTpPauUMOHHbIX YAOCTOBEPEHWUN JIEKAapCTBEHHbIX MPENapaToB, PUOANYECKAMU IULAMW, HA WUMSI KOTOPbIX
BbldaHbl paspelleHns Ha MpoBedeHNe KIMHUYeCKUX wuccrnegoBaHun B Poccunckon Pepepauuu, wnm
YNONMTHOMOYEHHbIMU MW OpYyruMn LLPUANYECKMMN NnuamMmmn 069|3aHHOCTeI7I, YCTaHOBJ1€HHbIX YacTAMU 314 cratbu
64 HacTosiwero ®enepansHOro 3akoHa, NMMbo B cnyyasx npeacTtaBneHns COOTBETCTBYHOLUM YNOMHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMOSTHUTENBHOW BNACTU 3aKMNioYeHUs O HEAOCTOBEPHOCTU Pe3yrbTaToB KNMHUYECKOTO
nccrefoBaHUs NekapCTBEHHOMO NpenapaTta Anst MEAUMLUHCKOro NMPpUMEHEHMS!, KOTOPOE OCHOBAHO Ha pesyrnbTaTtax
NPOBEPKN MEAMLIMHCKOW OpraHu3auun, NpoBOAMBLUEN yKa3aHHOE KIMHWMYECKOE WCCrefoBaHWe C HapyLleHVEM
OpaBu HageXallen KIMHUYECKOW NPaKTUKWU, U MPUBENIO K MOJTYYEeHU0 He4OCTOBEPHbLIX pesynbTaTtoB, NMbo B
Cny4ae HeBbINOoJTHEeHUA npeanncaHna, BblgaHHONoO yrnosIHOMOYE€HHbIM cpe,qepaanblm opraHomMm UCNONMHUTENBbHON
BNactu no wutoram ocyuwecTBlieHUA Bbl60p0‘-IHOFO KOHTpOInA Ka4yeCcTBa JiIeKapCTBEHHOro npenapara,
YNOMHOMOYEHHbIV (befiepanbHbIi OpraH UCMOMHUTENbBHOW BNacTy B yCTAHOBMEHHOM MM NOpsKe paccMmaTpuBaeT
BOMPOC O NPUOCTAHOBMEHMM NPUMEHEHNSI TAKOrO NIEKAPCTBEHHOIO NpenaparTa.

3. YNOnMHOMOYEHHbIN chedepanbHbI opraH MCNONHUTENBHOW BNacTu Npu NpeacTaBnieHn emMy CBegeHun o
HEeCOOTBETCTBMM  NPOU3BOAMTENSA  MEeKapCTBEHHbIX  cpeacTB  TpeboBaHvaAM  OpaBun  Hagnexalien
NPON3BOACTBEHHON NPAKTUKA U (MNK) O HapyLUEHUU NULIEH3NOHHbIX TpeboBaHUIM, KOTopble Obinu BbiSIBNEHbI B
Xo[e nNpoBedEeHMs WHCNEKTUPOBAHUA MPOU3BOAMUTENS  NEKapCTBEHHbIX CPeACcTB UMW - OCYLLECTBNEHMUS
NULEH3NOHHOIO KOHTPONSA B cdepe NMpPoM3BOACTBaA NEKapCTBEHHbLIX CPEeACTB U NPUBENN UMW MOTYT NPUBECTU K
NMPON3BOACTBY fEKapCTBEHHbIX MpenapaToB AN MEeAWLMHCKOTO MPUMEHEHWS, MPUYUHMBLLUX WM CMOCOGHbIX
NPUYUHUTL Bpen XW3HW UMW 300POBbLI0 rpaxaaH, paccMaTpuBaeT BOMPOC O MPUOCTAHOBMEHUU NPUMEHEHUS
nekapcTBeHHbIX npenapatoB ANA MeOULUHCKOrO NPUMEHEHUS B YCTaHOBMNEHHOM WM [0pAdKe B CreayroLimx
cny4yasix:

1) cocTaB 1 (UnKn) TEXHONOMMS NPON3BOACTBA SIEKAPCTBEHHOIO NpenapaTa AN MeAULMHCKOTO NPUMEHEHNS
(c onvcaHvem cTaguin NPoM3BOACTBA) OTNNYAIOTCA OT 3asIBNEHHbIX B PErMCTPaLUOHHOM AOCHE;

2) J'IeKapCTBeHHbIIZ npenapat AnAa MeguuumHCKOro npumMeHeHuna npoumsBedeH Ha l'IpOI/I3BO£I,CTBeHHOIZ
nnowajgke, He yKa3aHHOI7I B pernctpaymMoHHOM O0CbE;

3) Yy npou3soguTena nekapCTtBeHHbIX CpenCcTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaarlme cooTBeTCcTtBmne
Ka4yecTBa JeKapCTBEHHOro npenaparta gna MegunuunHCKOro npuMmeHeHumd, BBOOAMMOIoO B Fpa)K,D,aHCKMIZ O60pOT,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero FOC)/D,apCTBeHHOIZ pernctpaunu;

4) npounsBoauTenemM NekapcTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLUMM YMNOMHOMOYEHHBIM
degepanbHbIM  OpraHoOM WCMOMHUTENbHOW BNAacTU CPOK He YCTpaHeHbl HapyleHus TpeboBaHun npaswun
Haznexallen NpoM3BOACTBEHHOW MPAKTUKM U (UNN) NULEH3MOHHbIX TpeboBaHWN, KOTOpble ObiNv BbISBNEHbI B
Xo[e npoBedeHVUs WHCMEeKTUPOBaHWS MPOM3BOOAMUTENHA NEKAapCTBEHHbIX CPeACTB WM OCYLLECTBIEHUS
NMMLEH3NOHHOIO KOHTPONs B cdepe NMpOn3BOACTBA feKapCTBEHHbIX CPeACTB M MPUBENW WM MOTYT MPUBECTU K
NMPON3BOACTBY fEKapCTBEHHbIX MpenapaToB AN MEeAWLMHCKOTO MPUMEHEHWS, MPUYUHMBLLMX WUAN CMOCOBHbIX
NPUYYHUTD BPE, >KU3HW UNK 340POBbI0 rpaXKaaH.

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

4. YNONHOMOYEHHbIN heaepanbHbIi opraH WUCMOMHUTENbLHOW BNAcTX NPU Hanmuyuum y Hero cBefeHun o
HECOOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHbIX  CpeacTtB  TpeboBaHMsIM npaeun  Hagnexatiemn
NPOV3BOACTBEHHOW NPaKTUKU U (UNKM) O HapPYLUEHUM NULIEH3WOHHBIX TPpeboBaHWIA, KOTOpble ObiN BbISBMEHbI B
Xode MpoBedeHUs WHCMEKTUPOBaHMSA MNpPOM3BOAUTENSA NEKApCTBEHHbIX CPeaCTB UMM OCYLLECTBEHUSA
NNLIEH3MOHHOMO KOHTPOMs B cdepe NPOU3BOACTBA NEKAapCTBEHHbIX CPEACTB U NMPUBENW UMM MOFYT MPUBECTU K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPOV3BOACTBY NEKAPCTBEHHbIX MpenapatoB AN BeTEpUHAPHOTO NMPUMEHEHUS, MPUYMHMUBLUMX UMK CMOCOBHbLIX
NPUYUHUTL Bpen >XU3HU UMK 300POBLI0 XUBOTHLIX, paccmMaTpuBaeT BOMPOC O NPUOCTAHOBMNEHUN peanua3aummn u
NPUMEHEHUS NeKapCTBEHHbIX NpenapaTtoB AnA BEeTepUHAPHOrO NMPUMEHEHUS B YCTaHOBIIEHHOM MM MOpSOKe B
crieayoLmx crny4yasx:

1) CoCTaB W (VIJ'II/I) TEXHONONM4A npom3BoAcCTBa JieKapCTBEHHOINO npenaparta AnAa BeTepuHapHOoro
NPpUMEHEeHUsA (C onucaHuem ctagum I'IpOl/I3BOﬂ,CTBa) OTNMN4aTCA OT 3aABJIEHHbIX B PpEermcTtpauymMoHHOM O0CbE;

2) nekapCTBEHHbI npenapaTt ANd BeTEPUHapPHOro MpPUMEHEHUs Npou3BedeH Ha MNpPOU3BOACTBEHHOW
nnowagke, He ykasaHHOW B perMcTpaumoHHOM A0Cke;

3) y npousBoanTENs NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPKAAtoLLME COOTBETCTBUE
KayeCTBa NeKapCTBEHHOro npenapata Ans BeTepuHapHOro NpUMeHEeHWsl, BBOAMMOrO B rpaxpaHcKuin oGopoT,
Tpe6oBaHUAM, YCTaHOBMNEHHbLIM NPU ero rocyAapCTBEHHON perucTpauuu;

4) npou3BoaMTENEM NEKAPCTBEHHbLIX CPEACTB B COIMacOBaHHbLIN C COOTBETCTBYHOLMM YNONTHOMOYEHHbIM
denepanbHbIM  OpPraHOM  UCMOMHUTENBHOW BRAcTM CPOK He YCTpaHeHbl HapylleHusi TpeboBaHWA npaBun
Haanexallier NPOVM3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3UOHHLIX TPpeboBaHU, KOTOpble ObiNM BbISBNEHbLI B
Xxoge npoeedeHna  UHCNEKTUpoBaHUA  Npou3BoguTeNA  JNeKapCTBEHHbIX CpenctB Ui OCylleCTBIIeHUA
NMLEH3NOHHOIO KOHTpONs B cdepe MPoOM3BOACTBA FIEKAPCTBEHHbLIX CPEACTB U NPUBENN UM MOTYT NPUBECTU K
NMPON3BOACTBY NEKAPCTBEHHbLIX MpenapaToB Afs BETEPUHAPHOIO MPUMEHEHUS, NMPUYMHUBLLMX WU CMOCOBHbIX
NPUYNHUTL BPE XKMU3HW UMK 300POBbH KUBOTHBbIX.

(vacTb 4 BBegeHa PenepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoC: npumeyaHue.
C 01.01.2026 cT. 65 gononHsetcs 4. 5, 6 (P3 o1 27.12.2019 N 475-93).

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2023 cT1. 65 gononHsetcs 4u. 7 (3 ot 02.07.2021 N 317-03). Cm. OyayLlyo peaakLmio.

Cratbsa 66. UHcbopmaLma o pesynbTaTax papmakoHaasopa
(B pen. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIN hefepalnbHbIl OpraH NCNOSTHUTENBHOW BIAaCTW, OCYLLECTBASALWNA dhapMakoHaas3op, no
ero pesynbtartam pasmMmeLlaeT Ha cCBOeM odmLmanbHOM canTe B ceTh "VIHTepHeT" nHcopmaumio o:

1) BbISIBNIEHUN HOBbLIX MOATBEPXAEHHbIX AAHHbIX O MOGOYHbIX AEWCTBUSIX, HeXenaTerbHbIX peakuusx,
Cepbe3HbIX HeXenaTeslbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusix Mpyu  NpUMEHEeHUN
NeKkapcTBEHHOro npenaparta, B TOM YMcre BMUSIOWMUX Ha OTHOLLEHWE 0XWMOAeMOMN NomMb3bl K BO3MOXHOMY PUCKY
NpUMEHeHWs1 JaHHOro NeKkapcTBEHHOTO Nnpenapara;

2) MPUHATBIX PELUEHUSIX O BHECEHWU W3MEHEHW B WHCTPYKUMIO MO MPUMEHEHWUIO eKapCTBEHHOro
npenaparta, O MPUOCTaHOBMIEHWN MPUMEHEHUS] IEKapCTBEHHOrO rpenapata, 06 u3bATMM M3 obpalleHus
nekapcTBEHHOro npenaparta Unu o BO306HOBNEHUM NMPUMEHEHUs NeKapCcTBEHHOMO npenapara.

Maea 14. UHPOPMALUA O NEKAPCTBEHHbIX NPENAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbLIX MPEMNAPATOB
anda MEAUMUUHCKOIo NPUMEHEHUA
(B peqn. PepepanbHoro zakoHa ot 28.12.2017 N 425-03)

Ctratba 67. UHdopmMauma o nekapcTBeHHbIX MpenapaTtax. Cuctema MOHUTOPUHra ABWXKEHUS
nekapcTBeHHbIX NpenapaToB ANs MeAULMHCKOro NpuMeHeHus
(B peq. PenepanbHoro zakoHa ot 28.12.2017 N 425-93)

1. MHbopmaums 0 nekapCTBEHHbIX NpenapaTax, OTAyCKaeMbIX MO peLenTy Ha flekapCTBEHHbIN npenapar,
OOMkHa coaepxaTtbCs TOMbKO B CREeunanu3MpoBaHHbIX M3OaHWAX, NpedHasHayYeHHbIX Ans MeOULMHCKMX,
hapmaueBTMyecknx paboTHMKOB, crneumanucTos B obnactu BeTepuHapuu. WHdopmaums o nekapcTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapartax nns crneuuManuctoB B obnactu obpalleHust NEeKapCTBEHHbLIX CPEACTB MOXET coepXaTbCsi B
MOHOrpadusix, CrpaBOYHMUKAX, HayyHbIX CTaTbaX, B [OKNadax Ha KOHrpeccax, KOH(epeHUMsix, CMMMNo3nymax,
Hay4HbIX COBETaX, a TakKe B MHCTPYKLMSAX MO NPUMEHEHMIO NEKapCTBEHHbIX NPenapaTos.

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

2. IHdopmauus o nekapcTBeHHbIX Npenaparax, oTnyckaeMblx 6e3 peLienTta Ha NekapcTBeHHbIV Npenapar,
MOXET coaepXkaTbes B NyGnmKaumsax n o6bsBNEHUSIX CPeACTB MacCoBoOW MHopMaLMK, CreLnan3MpoBaHHbIX 1
obLIMX nevaTHbIX W3OAHUSIX, WHCTPYKUMSIX MO TMPUMEHEHUIO JeKapCTBEHHbIX MNpenapaTtoB, WHbIX M34aHMsIX
Ccyb6bekToB obGpalleHns NeKkapCTBEHHbIX CPeACTB. PeknamHble MaTepuansl O JlekapCTBEHHOM npenaparte,
oTnyckaemMoMm Ge3 peuenTa Ha NeKapcTBEHHbIA npenapaT, [OMKHbl COOTBETCTBOBATb MHCTPYKUMM MO
NPUMEHEHWIO NEKapCTBEHHOTO Npenapara.

3. OonyckaeTcs MCrosnib3oBaHWe Mobbix MaTepuarbHbIX HOCUMTENEN, NO3BONSAIOWNX XpPaHUTb, NepeaaBath U
MCnonb3oBaTh MHAOPMALIMIO O NEeKapCTBEeHHbIX Npenapartax 6e3 ee UCKaKEHWs.

4. Ona uenen maeHTUUKaALMM YNAKOBOK NEKApCTBEHHbIX NpenapaTtoB A MeAMLUMHCKOro MpUMeHeHUs
NPOM3BOAMTENN NEKapCTBEHHbIX CPeacTB B Mopsgke, ycTaHoBneHHom [paButenbcTBoM  Poccuickow
Pegepaumun, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLEHWW fleKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
NMPUMEHeHWs, AN KOTOpbIX HEe NPpedyCMOTpeHa BTOPUYHAs YNakoBKa) U BTOPUYHYIO (NOTpebuTenbCcKyo) ynakoBky
nekapCTBEHHbIX NpenapaTtoB Ans MeAUMLUHCKOro NMPUMEHEHWUs CpeacTBa WAeHTUdUKauuW, 3a WCKITYEHUEM
nekapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMEHEHWs, NPOM3BOAMMbBIX A1 NPOBEAEHUS KITMHUYECKMX
nccnegoBaHWMiA, 3KCNopTa, NEKapCTBEHHbIX NpenapaToB Afs MeOUUMHCKOrO NPUMEHEHMWS, YKasaHHbIX B 4acTsx 5
n 8 cratbn 13 HacToswero ®egepanbHOro 3akoHa, pagnodapmaueBTUYECKMX NeKapCTBEHHbIX npenapaTos,
MUABOK MEANLIMHCKUX 1 ra30B MEeOMNLIMHCKMNX.

(4acTb 4 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pen. 27.12.2019))

5. XapaktepucTuku cpefcrtBa uaeHTUdMKaUMKW, NOPAAOK ero HaHeceHus U TpeboBaHWA K CTPYKType W
dopmaTty uHdOpMauuM, KOTOPYH COAEpPXWT CpeacTBO WaeHTudmKauun, onpegenstoTtcs [lpaBuTensCTBOM
Poccuiickon depepauum.

(4acTb 5 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

6. [lopsagok co3gaHusi, pasBuUTMS, BBOAA B 3KCMMyaTauuio, SKChnyaTauuvM U BbiBoda M3 3KchnyaTauum
CUCTEMbl MOHWUTOPWHIa [OBWXEHUS EeKapCTBEHHbLIX MNpenapatoB ANs MEAMLMHCKOro MNPUMEHEHWs, NopadoK
npegocTaBneHns MHGOpPMauMK, Ccopepxawencs B CUCTEME MOHWUTOPWMHra OBWXKEHUSA NEKapCTBEHHbIX
npenapaToB ANs MeOWUMHCKOrO MNPUMEHEHWS, M NOpsafoK B3aMMOAENCTBMSA YKa3aHHOM CUCTEMbl C WHbBIMM
rocygapCTBeHHbIMU MHAPOPMALMOHHBIMU CUCTEMaMU U UHEOPMALMOHHBIMKU CUCTEMAMW OPUONYECKNX NN U
MHAMBKUAOYanbHbIX NpeanpuHMMaTenen, ykasaHHbIXx B 4Yactax 7 um 10 HacToswen craTbu, yCTaHaBnMBaKTCS
MpauTtenbctBom Poccuiickon ®epepaummn. Onepatopamm CUCTEMbI MOHUTOPUHIA OBWKEHWUS] NEKAPCTBEHHbIX
npenapaTtoB Afs MEOULMHCKOTO NPUMEHEHUsT ABMAIOTCA doefeparbHbI OpraH UCMONTHUTENBHOW BRactu u (unu)
opraHmsauusi, ynoriHoMoueHHble MpaBuTtenbctBoMm Poccuiickon ®egepauun.

(4acTb 6 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7. HOpugudeckve nuua W uwHOUBMAOyanbHble MpeanpUHUMaTENK, OCYLLECTBRSAIOWNE NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyto defepaumio, OTNycK, peanusauuio, nepegavy, npUMEHeHWe N YHUYTOXEeHue
NIeKapCTBEHHbIX NpenapaToB A1 MEOULMHCKOrO NpUMeHeHns, obecneunBaloT B NOPAAKE M B COCTaBe, KOTOPLIE
ycTaHoBneHbl MpaBuTtensctBoMm Poccuiickon degepaummn ¢ y4eToM BUAa OCYLLECTBASEMON MU OEATENbHOCTH,
BHeCeHMe nHopMaLMn O NekapCTBEHHbIX Npenapartax A MeaMUMHCKOro NPUMEHEHNST B CUCTEMY MOHUTOPUHra
OBWKEHUS NEKapCTBEHHbIX NpenapaToB Anst MegUUMHCKOrO NPUMEHEHMS.

(vacTb 7 BBegeHa ®efepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHbIE MpenapaTtbl ANs MEeOULMHCKOrO NMPUMEHEHUsl, npeHasHayvyeHHble ansi obecnevyeHus
nnu, 60nbHBIX reMounmen, MykoBMCLMA030M, rMnodu3apHbiM HaHM3MOM, 6onesHbio [oLwwe, 3noKka4YeCTBEHHbIMN
HOBOOOpa3oBaHMAMM NMMAOUNAHON, KPOBETBOPHOW U POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKIIepo30M, Nl
nocrne TpaHCMnaHTauMmM OpraHoB U (Mnu) TKaHen, npomsBefdeHHble 0o 31 gekabpsa 2019 roga, a Takke MHble
neKkapCTBEHHble npenapatbl AN MEANLUHCKOro NpuMeHeHust, npounsseneHHsle Ao 1 uons 2020 roga, nognexar
XpaHeHWIo, NepeBo3ke, OTNYCKY, peanu3auuu, nepegade, NpMMeHeHuo 6e3 HaHeceHus cpeacTB naeHTndmrKkauumn
00 ucTeyeHus cpoka ux rogHoctu. MNpasuTtenbctBo Poccuiickon degepaumm Bnpase yCTaHOBUTb OCOBEHHOCTM
BBOZa B rpaxxgaHCKMi 06opoT NekapCTBEHHbIX NpenapaToB AN MeAULUHCKOrO NPUMEHEHUs, NPON3BeaEeHHbIX B
nepvoa ¢ 1 nonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKuMiA 060pOoT NekapCTBEHHbIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapaTtbl ANS MEOULMHCKOrO NPUMEHEHMS, 3@ UCKIMTOYEHNEM fleKapCTBEHHbLIX NpenapaToB, NpegHas3HavYeHHbIX
anga obecneyeHnst nuy, 60MbHBIX reMOUAMEN, MYKOBUCLUO030M, TMNOpU3apHbIM HaHN3MOM, 6onesHbio MoLue,
3510Ka4eCTBEHHBIMU HOBOOOpa3oBaHUsIMU NMMMAONOHON, KPOBETBOPHON M POACTBEHHBIX UM TKAHEN, pacCesiHHbIM
CKIepo30oM, Nl Nocne TpaHCnaHTauum opraHoB U (Mnn) TkaHew, NPOM3BEAEHHbIE 3a npeaenaMmm TeppuTopun
Poccuickon ®egepaummn oo 1 oktabps 2020 roga, moryT GbITh BBE3eHbl B Poccuiickyto egepaumio oo 1 aHeaps
2021 ropa B nopsiake, yctaHoBrneHHom [lpaButensctBoM Poccuinckon ®egepauunn, 6e3 HaHeceHUsi cpeacTs
naeHTndmkaumn.

(B pea. PenepanbHbix 3akOHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. OpraHunzaumsi MHPOPMALIMOHHOIO B3aMMOLENCTBUA CUCTEMbI MOHUTOPUHIA OBWXEHUSI NIEKAPCTBEHHbIX
npenapaToB Ans MeAUUMHCKOro NPUMEHEHUS C WMHbIMU FOCYyAapCTBEHHbIMU MHAOPMALNOHHBIMKU CUCTEMaMU
obecneunBaeTcs B TOM yncne nocpeacTeoM WHPaCTPYKTYphl, obecneunBatoLLen
WH(OPMAaLIMOHHO-TEXHOMNOIMYeckoe  B3aMMmoaencTene  MHPOPMALMOHHBLIX — CUCTEM,  UCNOMb3yemblX  Ang
npefoCTaBNeHns rocyfapCTBEHHbIX W MyHUMUMMOANbHbIX  YCAYr W WUCMAOSIHEHUS  rOCY4apCTBEHHbLIX U
MYHULMMAnbHbIX (PYHKLMIA B 3MEKTPOHHON dhopme.

(4acTb 8 BBegeHa PepepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. O6wenoctynHas MHOpMaUns, cogepXallascs B CUCTEME MOHWTOPWHra ABWXEHWUS feKapCTBEHHbIX
npenapaTtoB AN MeOULMHCKOro NMpUMeHeHus, pasMellaeTca B MH(OpMaLNOHHO-TENEKOMMYHMKALMOHHON CEeTH
"UntepHeT" (B TOM umcne B Opme OTKPbITbIX AaHHbIX) B OOpAAKe, YCTaHOBMEHHOM [lpaBuUTensCTBOM
Poccuickon ®egepauun.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. lMpousBoguTenn neKapCTBEHHbLIX CPEACTB MOMy4YalT COoOepXKallylocss B CUCTEME MOHUTOPUHra
OBWXEHUST NEKapCTBEHHbIX MpenapaTtoB AN MEeAMLMHCKOro MpUMeEHeHUst MHPOopMaLmio O Cepusix M napTusax
NeKapcTBEHHbIX MpenapaToB, MPOM3BOAUMbBIX UMW U HaXOOALWMXCA B rpaxpgaHckoMm obopoTe B Poccunckon
depnepaumu, 6€3B03Me3aHO.

(vacTb 10 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a nNpou3BoACTBO MMM Mpodaxy NeKapCTBEHHbIX NpenapatoB ANd MeUUMHCKOro npumMeHeHus 6es
HaHeceHuss cpeacTB uaeHTudMKaumm, ¢ HapylleHWeM YCTaHOBIIEHHOro Mopsaka WX HaHeceHusl, a Takke 3a
HEeCBOEBPEMEHHOE BHECEHWe AaHHbIX 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 HacTosWwewn 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 MNPenapatoB Afs MEAMLMHCKOrO NMPUMEHEHUs, BKIOYas CPOKM ee
BHEOPEHWS, B OTHOLUEHWM IEKApCTBEHHbIX MpenapaToB AN MEAMLUHCKOrO MNPUMEHEHUS, BKIMIOYEHHbIX B
nepeyveHb XM3HEHHO HEeoOXOOUMbLIX M BadKHEWLIMX NEeKapCTBEHHbIX NpenapaTtoB, NekapCTBEHHbIX MpenapaTos,
npefHasHadeHHbIX Ang obecneyenHns nuu, 60NbHbLIX reMmoununent, MykoB1CLUMAO30M, MNodu3apHsIM HAHU3MOM,
6onesHbio loOle, 3nokavyecTBEHHbIMM HOBOOOPA30BaHUAMU NUMQONIHOW, KPOBETBOPHOW M POACTBEHHbLIX UM
TKaHEWN, paccesiHHbIM CKIepOo30M, NWL, MOCNe TpaHCMaHTauuM OpraHoB M (UNN) TKAHEWN, MHbIX JTEKapCTBEHHbIX
npenapaToB ANs MEOULMHCKOTO NPUMEHEHNSI.

(vacTb 12 BBegeHa deaeparnbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Maea 14.1. OTPAHUYEHUA, HANNTATAEMbIE
HA OPTAHU3ALUNU, OCYLLECTBNAKLWUME OEATENBHOCTbD
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. OpraHuzauum, 3aHMMarowmecs pas3paboTKoM, NPOM3BOACTBOM M (UNKN) peanusaumen NeKapCTBEHHbIX
npenapaToB Ansi MeOMUMHCKOrO MPUMEHEHUsl, opraHMsaumu, obrnagarolmue npaBamMn Ha WCMNONb3OBaHME
TOProBOro HaMMeHOBaHWS NIEKAapCTBEHHOrO npenapara s MeAMUMHCKOro NPUMEHEHWs, OpraHn3aumm onTOBOWN
TOProBNn NeKapCTBEHHbIMU CpeACcTBaMu, anTeuyHble opraHusauuun (Mx npeactaBuUTENW, UHble U3NYECcKue u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\PEA. oT 24.07. . [lata coxparienus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ropugnyeckne nuua, ocyuecrtendwouime CBOK AEATENIbHOCTb OT UMEeHU 3TUX opranaau,MVl) B OTHOLUEHUN
MeaNLIMHCKNX paﬁoTHVIKOB n pyKOBOﬂMTeﬂeVI MeONLUNHCKUNX opransau,MPl He BrpaBe:

1) BpyyYaTb MNoJapku, BbiNfayMBaTb [OEHEXHble CpPeAcTBa (3a WCKMOYEHMEM BO3HArpaxgeHun no
[OroBopamM Mpu NPOBEAEHWMU KIMHUYECKMX WCCNeLoBaHWA NeKapCTBEHHbIX npenapaTtoB AN MeOWLMHCKOro
NPUMEHEHWsI, BO3HArpaXaeHW, CBSI3aHHbIX C OCYLLECTBNEHNEM MEOULMHCKMM paboTHUKOM nedarormyeckon u
(Mnn) Hay4HOW AesATENbLHOCTUN), B TOM YMCIe OMaynBaTh pa3BrieyeHns, OTAbIX, NPoe3a K MECTY OTAbIXa, a TakkKe
npuBnekaTb K y4acTUo B pa3BriekaTenbHbIX MEPONPUATUSIX, MPOBOANMbIX 3@ CYET CBOUX CPEACTB;

2) 3aKrn4yaTb cornaweHna o Ha3Ha4YeHun mnm pekomMeHgauunnm naumeHTam JNekapCTBEHHbLIX npenapaTtoB
ana MeaununHCKOro npumMmeHeHua (38 UCKIMIO4eHneM [JOoroBopoB O MnpoBeaeHUn KIMMHUYECKUX nccrneaoBaHmin
JIeKapCTBEHHbIX npenapaTtoB Alid MeauLmMHCKOro I'IpVIMeHeHVIFI);

3) npeaocTaBndaTb 06pa3u,b| NNekapCTBeHHbIX npenapaTtoB And MeOUUMHCKOro npuMmeHeHuda B Uenax
Bpy4YeHuna nauyneHTam (3a NCKNK4YeHnemM crny4daeB, CBA3aHHbIX C NpoBeeHUEM KIMMHUYEeCKNX nccneaoBaHuin
JIeKapCTBEHHbIX NpenapaTtoB And MeguLmMHCKOro ﬂpVIMeHeHI/IFl);

4) npeAocTaBnsATb HEAOCTOBEPHYIO M (UNK) HEMNOMHY MHAOPMALMIO O NEKApPCTBEHHLIX Mpenapatax Ans
MeOULMHCKOrO NPUMEHEHUS;

5) nocewatb nx B paboyee Bpemsi Ha paboumx MecTax, 3a WCKIMOYEHUMEM CIyyaeB, CBS3aHHbIX C
NpoBeAeHNEM KIMUHUYECKUX WCCNEAOBaHUA NEKapCTBEHHbIX NpenapaToB AN MeAWUMHCKOTO MpUMEHEeHus, C
y4yacTMeM B MOpsiAKe, YCTAHOBMEHHOM PYKOBOAWUTENEM MeOULMHCKOW opraHusauuu, B COOpaHusix MeamLmMHCKUX
paboOTHMKOB M WMHbIX MEPOMPUSITUSIX, HarpaBeHHbIX Ha MOBbILWEHWE MX MPOCECCUOHANBHOMO YPOBHS UMK Ha
npegocTaBneHne MHgopMaLun, CBA3aHHOM C OCYLLECTBMEHMEM MOHUTOPMHra 6Ee30MacHOCTM feKapCTBEHHbIX
npenaparos;

6) NnobyxaaTh K BbINUCLIBAHWIO NIeKapCTBEHHbIX NpenapaToB AN MeaUUMHCKOro NpMMeHeHUst Ha GnaHkax,
cofepXalimx MHOpPMaLMIo PeKNamMHOro xapakTepa, a Takke Ha peLenTypHbiX GrnaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHo HavMeHOBaHWe NleKapCTBEHHOTO NpenapaTa Ans MEAULIMHCKOrO NPUMEHEHUS.

2. OpraHusauun, ykasaHHble B absale nepBoM 4yacTu 1 HacTosieil cTaTbW, U UX NpPeacTaBUTENU B
OTHOLLEHMKN hapMaLEBTUYECKUX PabOTHUKOB 1 PyKOBOAUTENEN anTeYHbIX OpraH1M3aLmii He Bripase:

1) Bpy4YaTb noAdapku, BbinJiad4nBaTb OEeHEXHble CpencTtBa, B TOM YUCIe onsflavynBaTb pa3Blied4eHnd, oTablX,
npoes3n K MecCTy OTAbiXa, U NpuBIieKaTb K y4aCTUO B pa3BliekaTellbHbIX MEepOonpuATuAX, npoBOAMMbIX 3a CHEeT
CBOUX CpeacTs,;

2) npenocTaBnATb 06pasu,b| NekapCTBEeHHbIX npenapaTtoB And MeanunMHCKOro npuMeHeHua ona Bpy4vyeHus
HaceneHuto;

3) 3akntoyaTh CornalleHusi O NPeAsiokKEHNN HacemneHuo onpeaeneHHbIX NeKapCTBEHHbIX NpenapaToB Ans
MeOMLMHCKOTO NPUMEHEHNS;

4) NpegocTaBnsATb HEAOCTOBEPHYO M (MNK) HEMOSHY MH(OPMAaLMIO O NEKapCTBEHHbLIX MpenapaTtax ans
MELMLMHCKOrO TMPUMEHEHNS,, B TOM YMUCIle WMEILUMX OOMHAKOBOE MEXAyHapoAHOe HenaTeHTOBaHHOe
HanMeHoBaHMe.

CtatbAa 67.2. TpebGoBaHMA K oOpraHuM3auuM W MNPOBEAEeHUI0 Hay4HbIX MepPONpPUATUMN, MHbIX
MeponpuUATUIA, HanpaBneHHbIX Ha NOBbIWeHMe NPo¢ecCMOHaNbHOro YPOBHA MeAULMHCKUX PaGOTHMKOB
MNM Ha npegocTaBneHue MHOpMauun, CBA3AaHHOM C OCYLIeCTBNEHMEeM MOHUTOpPUHra 6e3onacHocCTu
rNeKkapCcTBEHHbIX NpenapaToB

1. Mpwn nNpoBegeHUM Hay4yHbIX MEPOMNPUATUN, WHBIX MEpPONPUATUA, HamnpaBliEHHbIX Ha MOBbIWeHWe
npoceccuoHanbHOro YpoBHA MeAMLMHCKNX pabOTHUKOB UMK Ha NpeAocTaBneHne CBA3aHHOW C OCYLLECTBNIEHNEM
MOHMTOpUHra 6e30MacHOCTU NeKapCTBEHHbIX MpenapaTtoB MHGOpMauunW, OpraHusyemblX OpraHusauusamu,
ykasaHHbIMY B ab3aue nepBomM yactu 1 ctatbu 67.1 HacTosiwero ®egepanbHOro 3akoHa, X NPeAcTaBUTENAMU U
(vnn)  duHaHcMpyembix 3a CYeT CpeacTB 3TMX OpraHusaumi u WX npegcraBuTenen, 3anpellaeTcs
NpensaTCTBOBaTb Y4aCTUIO B yKa3aHHbIX MEPOMPUATUAX UHbIX OpraHn3aumi, KOTopble NPOM3BOAAT UMK peanuayoT
nekapcTBeHHble npenapatbl Ans MeAULUMHCKOrO MPUMEHEHUSA CO CXOXUM MeXaHU3MOM (hapMakonormyeckoro
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penctens, nnbo cosgaeaTb ONCKPUMUHaAUWMOHHbIE YCIOBUA ONA OOHUX YYAaCTHUKOB MO CpaBHEHUK C OPpYyruMu
yvyacCTHUKaMn, a UMEHHO:

1) npemocTaBnsATb pasnUYHOE KONMMYECTBO BPEMEHW AN BbICTYNNEHWN YYaCTHUKOB, pasfnuyHble Mo
pasMepy 3aHMMaeMol nnowagn Mecta s AeMOHCTpauun o06pasuoB JIEKapCTBEHHLIX MNpenapaTtoB Ans
MEOULMHCKOTO MPUMEHEHMST UM PEKNaMHbIX MaTepuasnoB O fleKapCTBEHHbLIX Npenapatax Ans MeauuMHCKOro
MPYMEHEHMS Ha 3KCMO3MUUAX, CTEeHAax, 3a WCKIIYEHUEM Cry4aeB, €CnM TaKue YCIOBMS 3akpenneHbl B
cornaweHmnax 9TUX opraHuMsaumin, wux npeactasutTenerd O (UHAHCUPOBAHUN YKa3aHHbIX MEpPOonpUATUA U
00ycnoBneHbl pa3nNnYHbIMK 3aTpaTaMmmn y4acTHUKOB Ha MX OpraHu3auumio;

2) ycTaHaBnvMBaTb pasMep B3HOCa [ON1 YYaCTHMKOB MEPOMNPUSATUIA, YyKasaHHbIX B ab3ale nepBoM
HacTosILLEeN 4YacTW, MpPEBbILLAIOWMA CyMMYy 3aTpaT Ha OpraHv3aumMio ykasaHHbIX MepornpusTUA U Bedywui K
HeoB6OCHOBaHHOMY OrpaHUYEHNIO YNCHTA UX YYACTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3ale nepBom yactu 1 ctatbu 67.1 HacToswero ®eaepansHOro 3akoHa,
UX NpeacTaBuTENN, OCYLLECTBMSOWMNE opraHusaumio u (unu) dmrHaHCUPOBAHWE MEPOMPUSATUNA, yKa3aHHbIX B
yactm 1 HacTosilwen cratbu, 00dA3aHbl obecneuvBaTb [OCTYN K MHOPMauuMM O JdaTte, MecTe U BpemMeHu
NpOBeAEHUS yKa3aHHbIX MEpPONpUSATUN, MnaHax, NporpaMmax NpOBEAEHUS YKa3aHHbIX MEpPONPUSTUA N Temax,
nnaHMpyemblx AN pacCMOTPEHUs, COCTaBe MX YyH4aCTHUKOB MyTeM pa3MeLLeHNss COOTBETCTBYOLEN NHGOpMaLIMK
Ha cBoux odmumanbHbIX cavitax B ceTn "MHTepHeT" He nosgHee AByX MecsAUEeB [0 Hadana npoBefeHus
yKa3aHHbIX MEpPONPUATUN.

3. WHcopmaums o npoBedeHUn MeponpuATUR, yKasaHHbIX B 4acTu 1 HacToswen cTaTbW, B CPOK,
YCTAHOBMEHHbIA 4YacTbld 2 HacToswew cTaTbW, [AorkHa ObiTb HanpaBneHa B dedepanbHbIii  opraH
NCMNOMHUTENBHOW BRacTu, OCYLLECTBASIOWMI DYHKLMX NO KOHTPOIIO U Hag30py B cdpepe 30paBooOXpaHeHns, Ans
nocriefyloLLero pasmeLleH1s ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOWU ®EOEPALIUA NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
1 BOSMELWEHUWE BPEOA, NTPUYUHEHHOIO 300OPOBbLIO N’PAXKAAH
BCJNIEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPENAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuiickon ®depepauumu npwm
o6 palleH1Mn NeKapcTBeHHbIX CPeacTB

1. Hapywenue 3akoHopaTenbctBa Poccuiickon depepaumm npu obpalleHnn NeKapCTBEHHbIX CPEeACTB
BrneyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOA4aTeNnsCcTBOM Poccuiickon defepaumu.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHne NN HECBOEBPEMEHHOE NMpeacTaBreHne nHdopMmaumm u (Mnn) JOKYMeEHTOB NMbo
npeacTaBrneHMe HegoCTOBEpPHbIX WHdopmaumm U (MNn)  OOKYMEHTOB, MpPeayCMOTPEHHbIX HacTOSLMUM
depepanbHbiM  3aKOHOM, CyObekTbl 0OpalleHWsi NeKapCTBEHHbIX CPEACTB HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM Poccunckon ®enepaumn.

(vacTb 2 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeanepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Cratba 69. BoamelweHue Bpena, NMPUUYMHEHHOrO 300POBLI0 rpaxaaH BcreAcTBUE MPUMEHEHUs
neKkapcTBeHHbIX NpenapaToB

1. npOVI3BO,D,I/ITeJ'Ib NIEKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, ﬂpVI‘-IVIHeHHbIVI 300pOBbIO
rpaxxgaH scrnencrteme npnMeHeHnd nekapcTtBeHHoro npenaparta, eciim JoKa3aHo, 4YTO:

1) nekapcTBEHHbIM npenapat MPUMEHANCA MO Ha3HAYeHW0 B COOTBETCTBMM C  WHCTPYKUMEN MO
NMPUMEHEHMIO TNEeKapCTBEHHOro Mpenapata W NpUYMHOW Bpeda SBWMACS BBOA4 B rpaxaaHCKMn 06opoT
Hen06poKayYeCTBEHHOIO fleKapCTBEHHOIO NpenapaTa;

2) Bpen 300pOBb0 MPUYMHEH BCrEACTBUE HEAOCTOBEPHOWN MHGpOPMALIMK, COAepXKaLLENCsa B MHCTPYKLMM NO
NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara, U3gaHHoW NPoN3BOAMTENEM NIeKapCTBEHHOrO npenapara.
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2. B cnyyae, ecnu Bped 340POBbIO rPaxaaH MPUWYMHEH BCReACTBUE MPUMEHEHUS feKapCTBEHHOro
npenapara, NpuLeALIero B HEroOAHOCTb B pe3yrbTaTe HapyLeHUs NPaBuil XpPaHEHWUs! NIEKAPCTBEHHbIX CPEACTB,
npaBun ONTOBOW TOProBMM NEKAPCTBEHHbIMW MNpenapaTtamu, OpaBuil OTNycKa JeKapCTBEHHbIX NpenapaTos,
npaBun W3rOTOBIEHWMA W OTNycKa JlekapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeda OcCyLLeCTBnAeTCs
COOTBETCTBEHHO OpraHu3auueli ONTOBOW TOProBMnM feKapCTBEHHbIMU CPeACcTBaMW, anTeyHOW opraHusaumen,
WHAMBMAYaNbHbIM MNpegnpuHMMaTtenem, VMeWwuMn fAMUEH3NK Ha dapmaueBTUYeckylo OesaTenbHOCTb unu
MMUEH3NI0 Ha MEAVUMHCKYI0 [OeATenbHOCTb, MEAMUMHCKOW OpraHusauven, VMewWwen vueH3no Ha
hapmaLeBTMYeckylo aeaTenbHOCTb (ee 0bocobneHHbIM nogpasgeneHvem (ambynaTtopuen, denbawepckum u
denbaLepcko-akyLepCckMM NyHKTamn, LeHTpoM (oTaeneHnem) obuwen BpayebHOM (CeMenHON) nNpakTUKM),
pacnonioXeHHbIM B CEMbCKOM HAacerneHHOM [MyHKTe, B KOTOPOM OTCYTCTBYeT antedyHas opraHusauus),
AONYCTVBLUMMK NPOAaXy MM OTMYCK TaKOro fiekapCcTBEHHOro npenapara.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

3. BosmelleHne Bpena, NPUYMHEHHOTO 300POBLIO rpaxaaH BCreacTBUe MNPUMEHEHUS NeKapCTBEHHbIX
npenapaToB WM COBEPLUEHNS NPOTUBOMNPABHLIX AENCTBUN CyGbekTamn obpalleHust NekapcTBEHHbIX CPeacTs,
OCYLLIECTBISIETCA B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuickon denepaumm.

Mnaea 16. 3AKINIOYUTENbHbIE NMONOXEHUA

Cratba 70. O npu3HaHUM yTPaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MOJIOXEHUN
3aKoHopaTenbHbIX akToB) Poccuickon Penepavum

rlpVISHaTb yTpaTuBwnMn Cuny:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-d3 "O nekapctBeHHbIx cpeacTteax” (CobpaHue
3akoHoaaTtenscTBa Poccuiickon ®epepanmm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 siHBapsa 2000 roga N 5-®3 "O BHecCeHUM W3MEHEHMSI U OOMNOSIHEHWUA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun,
2000, N 2, cT. 126);

3) cratbio 40 PepepanbHoro 3akoHa oT 10 sHBapsa 2003 roga N 15-®3 "O BHeceHUM WU3MEHEHUIN ©
OOMOSNHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon degepaumm B CBS3M € 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 HApKOTMYECKMX CPEeACTB W
NMCUXOTPOMHbIX BELLeCTB W ynpa3gHsaeMblX dedeparnbHbIX OpraHoB HamoroBoM nONUUUM B CBA3UM C
OCYLLECTBIIEHNMEM MeEp MO COBEPLLUEHCTBOBAHMIO rocyAapcTBeHHOro ynpasnenns" (CobpaHne 3akoHogaTenbcTea
Poccunckon ®egepauun, 2003, N 27, ct. 2700);

5) ctateio 101 denepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeceHUN U3MEHEHUN B
3aKkoHodaTenbHble  akTbl Poccuiickon ®depepaumm 1M NpU3HaAHUM  yTPaTUBLUMMU  CUMY  HEKOTOPbIX
3akoHoaaTenNbHbIX akToB Poccuiickon denepaumm B CBA3N ¢ NpuHATUEM PeaepanbHblix 3akoHOB "O BHeceHuu
N3MeHeHnn n pgononHeHun B PepepanbHbil 3akoH "O6 0OWMX MpUHUMNAX OpraHM3auMmM 3akoHogaTeNbHbIX
(MpencTtaBuTENbHBIX) W UCMOSHUTENBHBIX OPraHOB rOCYQapCTBEHHOW Brnactu cybbektoB Poccuickon
depepaummn” 1 "O6 0oOWMX NpMHUMNAX OpraHM3auun MecTHOro camoynpasnenusa B Poccuiickon depepauunn”
(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 Poccumnckon
depepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BetynneHue B cuny Hactoswero denepanbHOro 3akoHa
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1. Hactosawmin ®enepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roga.

2. JlekapCTBEHHble CpPeACTBa, 3aperncTpvpoBaHHbE [0 [HSA BCTYNNIEHUS B CUMY HAcTOsLLEro
depepanbHOro 3akoHa, noAanexar BKIIOYEHWIO B TOCY4ApPCTBEHHbIE PEECTPbl NEKAapCTBEHHbIX CPeacTB C
BHECEHMEM YyKa3aHHblX B 4Yactm 1 cratbum 33 HacTtoswero PenepanbHOro 3akoHa cBefeHun 06 3Tux
nekapcTBEHHbIX cpecTBax 6e3 NPOXoXAeHUs1 BHOBb NPOLEeypbl FoCyAapCTBEHHON perncTpaLum nekapcTBeHHbIX
npenaparos.

3. locymapcTBeHHas peructpauusi NekapCTBEHHbIX MpenapaToB, 3a WCKIHYEHUEM NEKapCTBEHHbIX
npenapaTtoB Anst MEAULUHCKOrO NPMMEHEHMS, MpeaCcTaBNeHHbIX Ha YKa3aHHYI0 pernctpaumio 4o AHS BCTYNNeHNs
B cuny Hacrtosiwero deaepanbHOro 3akoHa, OCYLLECTBMSETCA B COOTBETCTBMM C HacToswwmMm depepanbHbiM
3aKOHOM Ha OCHOBaHWM [OKYMEHTOB W [daHHbIX, NPEACTaBEHHbIX A0 AHS BCTYMMEHWUS B CWUMY HaCTOSILLErO
depnepanbHOro 3akoHa.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHas peructpauus fnekapcTBEHHbIX MpenapaToB Ans MeOUUUHCKOrOo MNpUMEHEHWs,
npeacTaBneHHbIX Ha rocy4apCTBEHHYIO perucTpaumio OO0 OHA BCTYNNeHWs B cuny Hactosiwero depepansHoro
3aKoHa, W rocydapCTBEHHas perucTpauus nekapcTBEHHbIX MpenapaTtoB AN MeOUUUHCKOro MpUMEHeHUus,
npeacTaBneHHbIX Ha SKCMEPTU3y IeKapCTBEHHbIX CPEACTB A0 AHS BCTYMNEHUS B CUy HAcTOsILLEro
depepanbHOro 3akoHa B LUensX WX MNOCreayLwen rocygapCTBEHHOM perncTpauun, OCyLLeCcTBRATCA Ha
OCHOBaHWN AOKYMEHTOB W AaHHbIX, NPeACTaBNeHHbIX A0 AHS BCTYNNeHua B cuny Hactoswero degepanbHOro
3aKoHa, a Takxke 3asiBNeHns O rocyapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapata, npeacraBneHHOro
npoussoguTeneM fnekapcTBeHHbIX npenapaTtoB UMM YNONHOMOYEHHBIM UM NULOM B COOTBETCTBUM C HACTOSALLMM
depepanbHbIM 3aKOHOM B YMOSIHOMOYEHHbI hedeparnbHbIi opraH McrnonHuTenbHon Bnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMsa ynnaTbl rocyAapCTBEHHON MOLLUMMHbI, NPeayCMOTPEHHON 3aKoHOAaTeNnbLCTBOM Poccuimnckom
depnepaumm o Hanorax u cbopax.

(vactb 3.1 B peq. ®enepansHoro gakoHa ot 29.11.2010 N 313-93)

3.2. lNMoaTtBepxgeHne rocygapCTBEHHOW perucTpaumm fekapcTBEHHbIX npenapaToB ANs MeguuUMHCKOro
NPUMEHEHWs, MPeACTaBMEHHbIX ANA NOATBEPKAEHMS rOCYAAapPCTBEHHOM perucTpaumm 4o OHS BCTYMMEHUS B Cuny
HacTodwero ®degepanbHOro 3akoHa, W NOATBEPXKAEHME T[OCYAapCTBEHHOW perncTpauum nekapCcTBEHHbIX
npenapaToB NS MeOULMHCKOro NPUMEHEHNs, NpeacTaBrneHHbIX Ha SKCNePTU3y NeKkapCTBEHHbIX CPeACTB 00 AHA
BCTYMMEHUss B cuny Hactosiwero ®PefepanbHOro 3akoHa B LeNsX MOCneayrolwero MnOATBEPXKAEHUS WX
rocygapCTBEHHON perncTpaummn, OCyLLEeCTBASIOTCA Ha OCHOBaHUM OOKYMEHTOB W AaHHbIX, NMPEeACTaBEHHbIX A0
OHs BCTYMneHuss B cuny HacTosuwero ®PegepanbHOro 3akoHa, a Takke 3asiBMEeHUss O MOOTBEPXKOEHWM
rocygapCTBEHHON  perumcrpaumMu  flekapCTBEHHOro  npenaparta,  MpeacTaBreHHOro  MpouMsBoauTenem
NeKapCcTBEHHbIX MpenapaTtoB UMM YNOMHOMOYEHHBIM UM NIMLOM B COOTBETCTBMM C HacToswum degepanbHbIM
3aKOHOM B YMONTHOMOYEHHbIN dhefdeparnbHbii OpraH UcnosnHuTensHon Bnactu go 1 mapta 2011 ropa, 6es
TpeboBaHWs ynnatbl rOCy4ApPCTBEHHOM MOLWMHBLI, MPegyCMOTPEHHOW 3akoHopaTenbcTBoM  Poccuiickon
depepaumm o Hanorax n cbopax.

(vactb 3.2 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHNE pelleHnst 0 BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAepXalluecs B perMcTpaumoHHOM JOCbe
Ha 3aperncTpMpOBaHHbLIN NIEKAPCTBEHHBIN Npenapar Anst MEAULMHCKOTO NPUMEHEHWSA U NPeACTaBleHHbIE 0 OHS
BCTYMNeHUs B cuny HacTosiwero defepanbHOro 3akoHa, M MPUHATUE peLleHMS O BHECEHUW WU3MEHEHWW B
OOKYMEHTBI, COAepalleecs B permcTpaumMoHHOM J4OCbe Ha 3aperncTpupoBaHHbIN NIEKAapCTBEHHBIN Npenapar Ans
MEeOULMHCKOTO MPUMEHEHUS U NPEeACTaBleHHble Ha KCNEepPTU3y NeKapCTBEHHbIX CPEACTB OO0 OHS BCTyMNieHus B
cuny Hactosiwero defepanbHOro 3akoHa, OCYLIECTBNSATCA Ha OCHOBaHUM [OKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 AHS BCTYNneHus B cuny Hactoswero PefeparnbHOro 3akoHa, a Takke 3asiBNneHus o
BHECEHUN W3MEHEHUN B [OKYMEHTbI, COAEpXallMecs B PerMcTpauMoOHHOM [OCbe Ha 3apermcTpuypOBaHHbIN
nekapCTBEHHbIV Npenapar Anst MegUUUHCKOro MPUMEHEHUS, NPEACTaBIEHHOIO MPON3BOANTENEM JTIEKAPCTBEHHbIX
npenapaToB WM YMOMHOMOYEHHBIM WM JIMLUOM B COOTBETCTBMM C HacToawum PegeparnbHbIM 3aKOHOM B
YMNOSIHOMOYEHHbIV befepanbHbli OpraH ucnonHutensHom Bnactu o 1 maprta 2011 ropa, 6e3 TpeboBaHus
ynnaTbl rocyaapCTBEHHOW NOLUMMHbI, NPeAyCMOTPEHHOM 3akoHodaTenscTBom Poccuickon ®egepauun o Hanorax
n cbopax.
(vacTb 3.3 B peq. PenepansHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Boligaya paspelleHnii Ha nNpoBedeHne KIMHUYECKNX MCCregoBaHni nekapCTBEHHbIX npenapaToB Ans
MeOULMHCKOrO NPUMEHEHMUS No 3asBneHnsaM, NoAaHHbIM OO AHA BCTYMNEHUS B cuny HacToswero degepansHoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3aKOHa, a Takke Mo 3asBMNeHUsIM, NogaHHbIM MOCNe OHA BCTYMNEHUSA B cuny Hactosiwero denepanbHOro 3akoHa
Ha OCHOBaHWM 3KCMEPTWU3, MPOBEAEHHbIX OO0 AHSA BCTyNneHus B cuny Hactoswero defepanbHOro 3akoHa,
OCYLLECTBMSAETCH B COOTBETCTBUM C HacTosAwmm degepanbHbIM 3aKOHOM Ha OCHOBaHUM OOKYMEHTOB M AaHHBbIX,
npeacTaBneHHbIX UK NOMYYEHHbIX 4O OHSA BCTYMNMEHUs B cuny Hactoswero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMUU nNpeaBapuUTENbHOrO AorosBopa 00s3aTeNbHOro CTPaxOBaHUS >KU3HW, 300POBbSA MALMEHTOB,
y4acCTBYOLLMX B KITMHUYECKOM UCCNeaoBaHMM NEeKapCTBEHHOro npenapara Ans MeauuUHCKOro NpUMeEHeHUs, Unm
Konum poroBopa 00s3aTenbHOr0 CTPaxoBaHWUsSl XXM3HWU, 300POBbS NALMEHTOB, YYaCTBYHOLMUX B KIMHUYECKOM
nccrnegoBaHUM NEKapCTBEHHOrO npenapata Ansg MeauUMHCKOro MpUMEHeHus, nnbo npeacTaBreHHON Komvu
Jorosopa 0683aTeNbHOro CTPaxoBaHuWsl, 3aKMYEHHOrO B COOTBETCTBMM C TUNOBbIMU NpaBunamu obsisatenbHOro
CTpaxoBaHUs, C yKa3aHUeM npeaesibHOM YMCNEHHOCTM NALMEHTOB, YHACTBYHOLMNX B KIMHUYECKOM UCCNEeA0BaHUN
NeKkapcTBEHHOro npenapaTta And MeauUMHCKOro npuMeHeHus, 6e3 TpeboBaHMa ynnaTbl rocyaapCTBEHHOWN
NOLUNMHbI, MpegyCcMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon defepaumm o Hanorax n cbopax.

(vacTb 3.4 B peq. PenepansHoro gakoHa ot 29.11.2010 N 313-93)

3.5. BapernctpupoBaHHble B MHOCTPAHHOW BantoTe A0 OHA BCTYNNEHUs B cuny Hactosiwero degepanbHOro
3aKkoHa npefenbHble OTMNYCKHble LUEeHbl WHOCTPaHHbIX MNPOM3BOAUTENEN Ha HeKapCTBEHHble npenaparthbl,
BKMIOYEHHbIE B NepeveHb >XU3HEHHO HeobXoOoMMbIX M BaKHEWLUMX NeKapCTBEHHbLIX NpenapaToB, noanexar
nepecdety B pybmm no kypcy LleHTpanbHoro GaHka Poccuiickon ®Pepepaumm Ha gaTy, YCTaAHOBIEHHYH
MpaButenbctBoM Poccuiickon Pepepaummn, 6e3 npeactaBneHns 3asiBNEHUs O nepecyeTe LeHbl C BHECEHVEM
COOTBETCTBYIOLLUNX M3MEHEHUN B FOCYAAPCTBEHHbIA PEECTp MpeAenbHbiX OTMYCKHbIX LIEH MPOM3BOAUTENEN Ha
NeKapCTBEHHbIE NMpenaparthl, BKMIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOAUMbBIX U BaXKHENLUMX NIEKAPCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

3.6. 3apervctpupoBaHHble 0O OHSA BCTyMNneHus B cuny Hactoswero ®defepanbHOro 3akoHa npefernbHble
OTMNYCKHblE€ LIEHbl POCCUMCKMX NPOW3BOAMTENEN Ha JEeKapCTBEHHblIE NpenapaTbl, BKMOYEHHbIE B MNepeveHb
XM3HEHHO HeobXOAMMbIX U BaXHEMNLUMX NeKapCTBEHHbIX NpenapaTtos, nognexaTt nHaekcaumm ¢ 1 Hosbpsa 2010
roga mcxogs u3 NporHO3Mpyemoro ypoBHS MHGMAUMK, ycTaHOBNEHHOro PedeparnbHbIM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O denepanbHomM brogkete Ha 2010 rog n Ha nnaHoBbl nepunog 2011 1 2012 rogos” Ha
2011 rog.

(vacTb 3.6 BBegeHa depeparnbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNocne 1 mapta 2011 roga He ponyckalTca NPou3BOACTBO M BBO3 B Poccuiickyio depepauuio
NeKapCTBEHHbIX MpenapaToB B yNakoBKaxX C MapKUPOBKOW, KOTopas Obina HaHeceHa OO OHSI BCTYMNEHUS B CUMY
HacToswero ®efepanbHOro 3akoHa. 10 MCTEYEHMM yKa3aHHOrO CpokKa AaHHblE MeKapCTBEHHble MpenapaThbl
MOTyT OTMNyCKaTbCH, peann3oBbiBaTbCH, NepeaaBaTbCs U NPUMEHATLCSA 40 UCTEYEHUSA MX CPOKa rOOHOCTMW.

(B pea. PegepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co pHa BCTynneHus B cuny Hactosiwero ®epepanbHoro 3akoHa u no 30 anpens 2011 ropa
BKITHOUMTENBHO [JOMyCKaeTCA MNpPOBEAEHUE 3KCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB 3JKCMEpTaMu 3IKCMEPTHOro
YUpeXOeHMs OO0 NPOXOXAEHUS UMW aTTecTauum B nopsigke, YCTAHOBIIEHHOM YMOJTHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOSTHUTENBHOW BNacTu.

5. Co pHs BcTynneHnus B cuny Hactosawero ®depepanbHoro 3akoHa M no 31 pgekabpsa 2013 roga
BKITHOUYMTENBHO OCYLLECTBMSETCA MNEepexod K MPOW3BOACTBY JIEKAapCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaeunaMmyn opraHnsaumm Npou3BOACTBaA N KOHTPOSI Ka4ecTBa JIEKAapCTBEHHbIX CPEACTB, YKa3aHHbIMU B YacTu 1
ctatbn 45 Hactoswero ®egepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexoga MNpOM3BOACTBA
NeKapCTBEHHbIX CPEeACTB K UX MPOM3BOACTBY B COOTBETCTBUMU C KOHKPETHbIMU TpebOOBaHUSMWU OaHHbIX Mpaswun,
BKMOYasd CpOKM aTTecTaumm YNONHOMOYEHHbLIX MWL, YKasaHHbIX B 4actax 6 u 7 cratbn 45 HacTosiero
depnepanbHOro 3akoHa, yctaHasnmeatoTcs lNMpaButenscTtBoM Poccunckon ®enepaumn.

6. JIueH3un Ha NpoM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHble 00 1 aHBaps 2014 roga, OencTByrOT
nocne 1 aHsaps 2014 roga 4o UcTedeHus cpoka Ux AerCTBUsS NPY YCNOBUKN COOTBETCTBUS NULEH3naTa npasuniam
opraHusaumm npousBoACTBa M KOHTPONS KayecTBa NekapCTBEHHbIX CPEeACTB, yka3aHHbIM B YacTn 1 crtatbu 45
HacToswero PegepanbHOro 3aKoHa.

7. ®opmMuMpoBaHME roCyQapCTBEHHOTO 3adaHuWA Ha NPOBEdEeHWe OSKCMEepTU3bl MeKapCTBEHHbIX CPeacTs
denepanbHOMy rocyaapCTBEHHOMY GOIKETHOMY YYPEeXOEHUIo MO MPOBEAEeHUI0 3KCMEepPTU3bl NeKapCTBEeHHbIX
cpeacTB 1 oMHaHCcoBoe oGecneyeHre BbINoNHEeHNUs 3TOro 3aAaHns OCYLLECTBNAITCA B NOPAAKe, YCTaHOBNEHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 24.07.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 09.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

denepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-903 "O HekoMMepYeCcKnx opraHnsaumsx"”.
(4acTb 7 BBeaeHa PeaepanbHbiv 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuinckon ®egepauum
O0.MEOBELOEB
Mockea, Kpemnb
12 anpens 2010 roga
N 61-03
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