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MNoctaHosneHue Mpasutenscrea PO ot 15.05.2024 N 600
"O BHeCeHWU U3MeHeHW B nocTaHoBneHue MpaBuTenbcTBa Poccuiickon
depepa...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 22.05.2024

NPABUTENbCTBO POCCUUCKOW ®EAEPALUN

MOCTAHOBIJIEHUE
oT 15 masa 2024 r. N 600

O BHECEHUU U3SMEHEHUA
B NMOCTAHOBINEHMUE MPABUTENLCTBA POCCUUCKOW ®EOEPALIUU
OT 19 UIOHA 2012 . N 608 U MPU3HAHUU YTPATUBLLMUMU CUNY
OTAENbHBLIX MONOXEHUW HEKOTOPBLIX AKTOB MPABUTENLCTBA
POCCUUCKOW ®EOEPALIUMN

MpaButenbcTBo Poccunckon denepawmm nocTaHOBNSAET:

1. YTBepauTb npunaraemble W3MEHEHWs, KoTopble BHOcATCA B [lonoxeHne o MwuHucTepcTee
3gpaBooxpaHeHnst Poccuinckon ®depgepaumu, yTBepXAeHHoe mnocTaHoBneHunem [lpaButenbctBa Poccuickon
®egepaumn ot 19 umoHa 2012 r. N 608 "O6 yTtBepxgeHun [MonoxeHns o MwuHUCTepcTBe 30paBOOXpPaHEHUSs
Poccuiickon ®epepauun” (CobpaHue 3akoHoaaTtensctBa Poccuiickon ®enepaunn, 2012, N 26, ct. 3526; 2015, N
23, c1. 3333; 2017, N 7, cT. 1066; N 40, cT. 5864).

2. Peanusauus MOMHOMOYUNA, MPEOYCMOTPEHHbIX HACTOALWMM MOCTaHOBMEHNEM, OCYLLIEeCTBNSEeTCA B
npegenax ycrtaHoBneHHow [lpaButenbctBom Poccuiickon ®egepauumn npegenbHOW YUCIIEHHOCTM pPabOoTHUMKOB
MwuHnctepctBa  3gpaBooxpaHeHust  Poccuiickon  depepaumu, a  Takke  GHOOKETHbIX  aCCUrHOBaHWMN,
npegycMmoTpeHHbIXx MuHucTepcTBy B dedepanbHOM OloogKeTe Ha pykoBOACTBO W ynpaBrneHue B cdepe
YCTaHOBMEHHbIX DYHKLUMINA.

3. NpusHaTb yTpaTMBLUUMUK CUY:

ab3aubl BTOPOW W NSATbIM - CeAbMOW MOANYHKTa "e" MyHKTa 2 W3MEHEHWW, KOTOpble BHOCHATCS B aKThbl
MpaButenbctBa Poccuiickon ®denepauun, yTBEPXKAEHHbIX MocTaHoBneHnem [paButensctBa Poccuiickon
®epgepaumm ot 3 mioHa 2015 r. N 536 "O BHeceHUU U3MeHeHU B HekoTopble akTbl [paButensctBa Poccuinckom
depepauymn” (CobpaHne 3akoHoaatenscTea Poccuiickon Pegepaumm, 2015, N 23, cT. 3333);

KoHcynbTaHTlntoc: npumedaHue.
ABG3. 3 n. 3 Bctynaet B cuny ¢ 01.09.2024.

ab3ay TpeTun noanyHkta "e", nognyHkTbl "n", "n" n "0" NyHKTa 2 M3MEHEHWN, KOTOpble BHOCHATCA B aKThbl
MpaButenbctea Poccuiickon ®denepauun, yTBEPXKAEHHbIX MocTaHoBneHnem [paButensctBa Poccuiickon
®epnepaumn ot 3 uioHa 2015 r. N 536 "O BHeceHUU U3MeHeHU B HekoTopble akTbl [paButensctBa Poccuickom
depepauymn” (CobpaHne 3akoHoaatenscTBa Poccuiickon Pegepaumm, 2015, N 23, cT. 3333);

KoHcynbTaHTlmoC: npumeyaHue.
AB3. 4 n. 3 BcTynaet B cuny ¢ 01.01.2026.

NYHKT 3 U3MEHeHW, KoTopble BHOCcATCA B [lonoxeHne o MwuHuCTepcTBe 3apaBooxpaHeHus Poccunckon
depepauuu, yTBepKAEHHbIX nocTaHoBneHveM [NpaButenbctBa Poccumckon ®enepaunn ot 2 dpespansa 2017 r. N
124 "O BHeceHun uameHeHun B [lonoxeHne o MwuHuCTepcTBe 3apaBooxpaHeHus Poccuiickon $epepauyunn”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaunn, 2017, N 7, c1. 1066).

4. HacTosilee nocTaHOBMEHWE BCTynaet B CUily CO [OHA ero OCbMLJ,I/IaJ'IbHOFO Oﬂy6ﬂMKOBaHMﬂ, 3a
NCKIMKOYEeHneM:

ab3aua TpeTbero nNyHkTa 3 HaCTOSILLEro NMOCTaHOBMEHWs, NMyHKTOB 1, 2 (B YacTW NpuU3HaHMS yTpaTUBLUUMU
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cuny noanyHkToB 5.2.148 n 5.2.148(2) MNMonoxeHns o MuHucTepcTBe 3apaBooxpaHeHns Poccuinckon deaepaumm,
YyTBEPXXAEHHOrO noctaHoBneHnem [lpaButensctBa Poccuiickon ®egepaumm ot 19 moHsa 2012 r. N 608 "O6
yTBepxaeHun [lonoxeHna o MuHucTepcTBe 3apaBooxpaHeHust Poccuiickon ®Pepepaumn”), 3, 8 (B 4actu
Npu3HaHusa yTpatmBwuM cuny noanyHkta 5.2.155 ykasaHnHoro [Mlonoxewus), 10, 12, 13, 15, 19 (B 4actu
AononHeHnsa ykasaHHoro [lonoxeHus noanyHktom 5.5.23(5)) u 20 u3MEHeHMNn, YTBEPXAEHHbIX HaCTOSALWUM
NMOCTaHOBIIEHNEM, KOTOPbIE BCTyNatoT B cuny ¢ 1 ceHTabpsa 2024 r.;

NyHKTOB 4 (B 4acTu MpU3HaHUSA yTpaTMBLUMM cuiy nognyHkta 5.2.150 ykasaHHoro [lonoxenus), 6 u 16
N3MEHEHWN, YTBEPXKAEHHbIX HACTOSALWMM NOCTAaHOBIIEHMEM, KOTOpble BCTynatT B cuny ¢ 1 aHBaps 2025 r.;

ab3aua 4eTBepTOro NyHKTa 3 HAacCTOSAWEro MOCTAHOBIEHUS W MNyHKTa 14 U3MEHEHWW, YTBepXOEHHbIX
HaCTOALLMM NOCTaHOBMNEHUEM, KOTOpbIE BCTynatoT B cuny ¢ 1 aHBapsa 2026 r.

Mpencenatens MNpaBuTenscTBa
Poccuiickon ®eaepaunn
M.MULLYCTUH

YTBEpPXKOEHDI

nocTtaHoBrneHvem NpaBuTenscTBa
Poccuiickon ®eaepaunn

ot 15 masa 2024 r. N 600

M3MEHEHMWA,
KOTOPBLIE BHOCATCS B MOJIOXKEHUE O MUHUCTEPCTBE 3IPABOOXPAHEHUA
POCCUUNCKOU PEOEPALINA

KoHcynbTaHTlmoc: npumeyaHue.
. 1 Bctynaet B cuny ¢ 01.09.2024.

1. NoanyHKT 5.2.142 n3noxuTb B cneyloLwen pegakumu:

"5.2.142. nopsgoK NpPMOCTaHOBMNEHMS OENCTBMS PErncTpauuoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata WNM OrpaHUYeHUss MPUMEHEHUS NEKapCTBEHHOro npenapata Ans MeAWUMHCKOro MNPUMEHEHUS B
cnyyasx, NpedyCMOTPEHHbIX YTBEPXAEHHbIMMU EBpa3nMNCKO 9KOHOMUYECKOW KOMUCCUEN NpaBuiiaMmn perncTpawmm
M 3KCNepTu3bl JeKapCTBEHHbIX CpPeacTB ANS  MeAWUMHCKOrO MpUMEHeHus,, WU BO30OHOBMNEHMS [AencTBuA
perncTpaumoHHOro yOoOCTOBEPEHUS NEeKapCTBEHHOro npenapata WNu  CHATUS  OrpaHUYeHus nNpUMeHeHUst
nekapcTBeHHOro npenapara Ansg MeanUMHCKOro NpuMeHeHus;".

KoHcynbTaHTlntoc: npumevanune.
. 2 (B yacTn npusHaHua yTpatmeLummu cuny nn. 5.2.148 n 5.2.148(2)) sctynaet B cuny ¢ 01.09.2024.

2. NognyHkTbl 5.2.148 - 5.2.148(2) npu3HaTtb yTpaTUBLLMMU CUITY.

KoHcynbTaHTlmoC: npumeyaHue.
. 3 Bctynaet B cuny ¢ 01.09.2024.
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3. MoanyHKT 5.2.148(3) n3noxutb B criegyoLlen pegakuum:;

"5.2.148(3). opma 3asABMneHMS O MpPU3HAHUW NEKAapCTBEHHOro npenapata opdaHHbIM NeKkapCTBEHHbIM
npenapatom;".

KoHcynbTaHTln0C: npumevaHue.
. 4 (B yacTv npusHaHus yTpatmsLumm cuny nn. 5.2.150) sctynaet B cuny ¢ 01.01.2025.

4. MognyHkTbl 5.2.148(4) - 5.2.148(6) 1 5.2.150 npu3HaTb YTpaTMBLLMMUK CUNTY.
5. ononHntb noanyHktamm 5.2.151(4) n 5.2.151(5) cnegytowero cogepxaHus:

"5.2.151(4). nopsgok npeactaBneHus no 3anpocy PepepanbHon cnyxObl Mo Hags3opy B cdepe
3[paBOOXPAHEHUs CBEOEHWUA O NeKapCTBEHHbIX CpeacTBax ANs MEOWUUHCKOrO MpUMEHeHMs (B TOM 4ucre B
criyyae ecnvM TakMe CBEAEHUS COCTaBMST KOMMEPYECKYID TalHy) B paMKax MEeXBEeOOMCTBEHHOMO
NH(OPMALIMOHHOIO B3aUMOLENCTBUS;

5.2.151(5). nopsgok npeacTaBneHns no 3anpocy MuHncTepcTBa NPOMbILLNEHHOCTU 1M TOProenn Poccumnckomn
degepaummn cBegeHUNn 0 NekapCTBEHHbIX CPeACTBax AN MEOULMHCKOTO NMPUMEHEHUS (B TOM YuCre B Criydae ecnm
Takve CBedeHMst COCTaBMSAT KOMMEPYECKYld TanHy) B pamKax MeXBeAOMCTBEHHOrO WH(OPMALMOHHOIO
B3aMmoaencrTeus;".

KoHcynbTaHTlntoc: npumedaHue.
. 6 Bctynaet B cuny ¢ 01.01.2025.

6. JononHuTtb nognyHkTom 5.2.152(1) cnegytowero cogepXaHus:

"5.2.152(1). cdopmMa BbINUCKN U3 FOCYOapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeAcTB Ans MeAULMHCKOro
npuMeHeHus:;".

7. MopnyHKT 5.2.154 nocne cnos "rocygapCTBEHHOW perncTpaunn” AoNosHUTL cnosaMmn "unu permctpauun”.

KoHcynbTaHTlmoc: npumeyaHue.
. 8 (B yacTv npusHaHus yTpatmeLumm cuny nn. 5.2.155) sctynaet B cuny ¢ 01.09.2024.

8. MoanyHkTbl 5.2.155 1 5.2.156 npusHaTb yTpaTMBLLUMMU CUNY.

9. B nognyHkTe 5.2.158 cnosa "nmerowmx npaso NpoBoAUTL" 3aMeHUTb COBOM "NpoBoAALLNX".

KoHcynbTaHTlmoC: npumeyaHue.
1. 10 BcTynaet B cuny ¢ 01.09.2024.

10. MNognyHkT 5.2.163 npusHaTb yTpaTUBLUNM CUTY.

11. B nognyHkTe 5.2.169 cnoBa "B cenbCkux MoceneHusix" 3aMeHUTb CrnoBamu "B CenbCKUX HaceneHHbIX
nyHKkTax".
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KoHcynbTaHTln0C: npumevaHue.
. 12 sctynaet B cuny ¢ 01.09.2024.

12. MoanyHKT 5.2.171 n3noxunTb B crieaytowen peaakumm:

"5.2.171. npaBuna xpaHeHusi NeKapCTBEHHbIX CPEACTB ANs MEANLIMHCKOrO NpUMeHeHns;".

KoHcynbTaHTln0C: npumevaHue.
. 13 Bctynaet B cuny ¢ 01.09.2024.

13. MoagnyHkT 5.2.172 npn3HaTb yTpaTUBLLMM CUyY.

KoHcynbTaHTlntoc: npumedaHue.
. 14 Bctynaet B cuny ¢ 01.01.2026.

14. MoanyHkT 5.2.173(1) npu3HaTb yTpaTUBLLMM CUITY.

KoHcynbTaHTlmoc: npumeyaHue.
. 15 Bctynaet B cuny ¢ 01.09.2024.

15. B nognyHkte 5.5.16(1) cnosa "npv rocygapcTBEHHOW pernctpauun” NCKNioYnTb.

KoHcynbTaHTlntoc: npumedaHue.
. 16 Bctynaet B cuny ¢ 01.01.2025.

16. JononHuTe nognyHkTom 5.5.20(1) cnegytowero cogepxaHusi:

"5.5.20(1). BHeceHVMe WU3MEHEeHWA B paspelleHns Ha npoBeJeHne KIWHUYECKUX uccnegoBaHumn
nekapcTBeHHbIX NpenapaToB AN MeAULNHCKOro NpUMeHeHus;".

17. TMopnyHkr 5.5.23 pononHWTbL crioBamu ", NOATBEPXAEHWEe rocydapCTBEHHOM peructpauun
NEeKapCTBEHHOro npenapata And MeAWUUMHCKOrO MNPUMMEHEHUS,, BHECEHUE W3MEHEHUN B  OOKYMEHTHI,
cofgepxawjmecs B PernctpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbLIM  JIEKApCTBEHHbIA npenapaT  ang
MEeLMLMHCKOrO NPUMEHEHWS, BKITHOYEHNE B FOCYAapPCTBEHHbIA PEEeCTP NEKAPCTBEHHbBIX CPEACTB AJ19 MEAULIMHCKOro
npuMeHeHns dapMaLeBTUYECKON CyOCTaHUuuK, NPOU3BEOEHHOW [Onsi peanu3auuu, W UCKIIOYeHMe ee un3
rocyapCTBEHHOro peecTpa nekapCTBEHHbIX CPEACTB AN MeAULMHCKOro NpUMeHeHns".

18. B nognyHkte 5.5.23(1) cnosa "perMctpaumio IeKapCTBEHHbIX CpPeAcTB, MNpeAHas3HadYeHHbIX Anis
obpalleHnss Ha oOLEeM pblHKE IeKapCTBEHHbIX CPeacTB B pamkax EBpasmMnckoro 3KOHOMMYECKOro Ccor3a”
3aMeHWTb crioBamMu "permctpaumio, noarBepXaeHve pervctpaumy (nepeperucrpaumio), BHECEHNE WU3MEHEHUN B
pernctpaumoHHoe JocCbkbe, a Takke NpoBedeHne npoueayp, CBA3aHHbIX C peructpaumnen”.

KoHcynbTaHTlm0C: npumeyaHue.
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M. 19 (B wactn gononHeHus nn. 5.5.23(5)) sctynaet B cuny ¢ 01.09.2024.

19. JononHuTb noanyHktamu 5.5.23(4) n 5.5.23(5) cneaytoLlero cogepxaHus:

"5.5.23(4). paccmoTpeHue obpalleHus 3assutena o6 ocobor 3HaYMMOCTM MEeKapCTBEHHOro npenaparta ¢
LUenbio BO3MOXHOCTU TMPUMEHEHUSI YCKOPEHHOW 3KCNepTM3bl MpM  OCYLLECTBIIEHMM €ero peructpaumm B
COOTBETCTBMM C MpaBuiamMyv perncTpauum u SKCNepTU3bl JeKapCTBEHHbIX CpeacTB ANns  MeOULMHCKOro
NPUMEHEHWs, YTBEpPXAeHHbIMW EBpPasvMiCcKOn 3KOHOMMYECKOW KOMUCCUEW, WNU  OTKIMNOHEHME YKa3aHHOro
obpalleHus;

5.5.23(5). Bblgady paspeleHnss Ha MpuMMeHeHMe OUOTEXHOMOIMYEeCcKoro JieKapCTBEHHOrO npenapara,
npeaHasHadeHHOro Ansi MPUMEHEHUs B COOTBETCTBUM C MHOMBMAYyaAllbHbIM MEOULMHCKUM Ha3Ha4YeHUem U
crneumanbHO W3roTOBIIEHHOrO AN KOHKPETHOro nauuMeHTa HemnocpeAcTBEHHO B MEAMLUMHCKOW opraHus3auuu, B
KOTOPOW MNPUMEHSAETCS Takon OMOTEXHOMNOrMYECKUn fekapCTBEHHbIN npenapaTt, MMEKWMA B CBOEM COocTaBe
COEeQVHEHUs, CUHTE3MPOBaAHHbIE MO pe3ynbTataM FeHEeTUYEeCKMX MWCCneaoBaHui Martepuarna, MNofy4YeHHOro oT
naumeHTa, Ans KOTOPOro U3roTOBIEH TakoW BMOTEXHONMOMMYECKUIA NEKapCTBEHHbIN Npenapar;"”.

KoHcynbTaHTlmoc: npumeyaHue.
. 20 sctynaet B cuny ¢ 01.09.2024.

20. MognyHkT 5.5.28 gononH1UTbL NognyHKTOM "e" creayowero cogepaHusi:

"e) He3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX CPEACTB, NpeAHa3HayYeHHbIX Ansi pa3paboTku nekapCTBEHHbIX
CPeAcCTB, NPOBEAEHMS HAayYHbIX U MHbIX UCcneaoBaHun;".

21. MoanyHKT 5.9 n3noXxnTb B criefytoLlen pegakumnm:

"5.9. ocyuwiecTBNgeT opraHM3auuio U BedeHue rpaxgaHckon obopoHbl B MuHWCTEpcTBe, npoBedeHue
MEpONPUSATUIA MO FpaKgaHCKOM OBOpOHe, a Tawkke KOHTPOMb M KOOpAMHAUMIo AesTenbHocTn B obnactu
rpakgaHckon o6opoHbl OpraHM3aumi, NoaBegoMCTBEHHbIX MuHmucTepcTsy;"”.
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