IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
ot 15 mas 2024 r. Ne 600

MOCKBA

O BHeceHMH M3MeHeHHUI B nocranosaenne [lpaBurenscrBa
Poccuiickoit @enepannu ot 19 urons 2012 r. Ne 608 n npusHannu
YTPATUBIIUMH CHIIY OTAEJIbHBIX MOJI0KEeHH HEKOTOPBIX AKTOB
[paBureascrBa Poccuniickoit @exepaumu

IIpaBurtenscTBO Poccuiickon @enepaimn N0 CTAHOBJA A €T :

l. YTBepauTh  mnpuiaraeMble  M3MEHEHHUS,  KOTOpbIEe  BHOCSTCS
B [lonoxenne o Munucrepcrse 3apaBooxpaneHus Poccuiickon denepanum,
yTBEPKAECHHOE TMocTtaHoBiieHWEM [IpaBurenscrBa Poccuiickon @Penepanun
ot 19 urons 2012 r. Ne 608 "O6 yrBepxknenuu llonoxenuss o MunucrtepcTse
3npaBooxpaHeHus Poccuiickoit ®enepauun" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit ®@eneparuu, 2012, No 26, ct. 3526; 2015, No 23, cr. 3333; 2017,
No 7, ct. 1066; Ne 40, ct. 5864).

2. Peanuzanus MOJIHOMOYUH, IPEAYCMOTPEHHBIX HACTOAIIAM
MOCTAHOBJIEHUEM, OCYIIECTBIISIETCS B npeenax YCTaHOBJICHHOM
IIpaButensctBOM  Poccuiickonn  @enepanyu  OpeACTbHOM  YUMCICHHOCTH
pabotHukoB MuHHcTepcTBa 31paBooxpaHeHusi Poccuiickoit  dDenepanuu,
a Takke OIO/DKETHBIX AaCCUTHOBAHMM, TMPEAYyCMOTPEHHBIX MUHUCTEPCTBY
B penepasibHOM  OrOJKETE€ Ha PyKOBOJCTBO U  YIpaBiieHHE B  cdepe
YCTaHOBJICHHBIX (DYHKIUH.

3. [Ipu3HaTh yTpaTUBIIUMU CUITY:

a03a11bl BTOPOW | TATHIN - CEABMOM MOJMyHKTa "e" MyHKTa 2 U3MEHECHUH,
KoTOpele BHOcATCS B akThl [IpaBurensctBa Poccuiickonn ®Denepanuu,
YTBEpKIAEHHBIX nocTaHOBIeHHEM IlpaBurensctBa Poccuiickonn denepanuun
or 3 utoHs 2015 1. Ne 536 "O BHeceHUM HU3MEHEHHM B HEKOTOPBIE AaKTHI



[IpaButensctBa Poccuiickoit ®eneparuu” (Cobpanue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2015, Ne 23, ct. 3333);
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W3MEHEHUW, KOTOpble BHOCATCSI B akThl [IpaBurenbctBa Poccuiickon
QPenepanuu, YTBEpPKIACHHBIX ITocTaHoBieHHeM lIpaBurenscrBa Poccuiickon
®enepanuu oT 3 uroHg 2015 1. Ne 536 "O BHeceHMM U3MEHEHUU B HEKOTOPHIE
akthl [IpaBurensctBa Poccuiickoii ®@enepanuu" (CoOpaHue 3aKOHOAATENIHCTBA
Poccuiickoit @eneparuu, 2015, Ne 23, ct. 3333);

MYHKT 3 U3MEHEHUH, KOTOpble BHOCATCA B [lonoxxenne o MuHucrepcrse
3npaBooxpaHeHusa Poccuiickoii @enepanuu, yTBEPKIACHHBIX MOCTAHOBICHHUEM
[IpaButensctBa Poccuiickoit ®eneparuun ot 2 depans 2017 1. Ne 124
"O BHeceHnn u3MeHeHud B [lomoxkeHue o MHHUCTEpPCTBE 31paBOOXPAHEHUS
Poccuiickoit  ®epepanuu”"  (CoOpanue  3akoHOJATENbCTBA  Poccuiickoit
Oenepanyu, 2017, Ne 7, ct. 1066).

4. HacTosimiee TOCTAHOBJIEHHE BCTyHNaeT B CHIYy €O JHA €ro
opUIMATBHOTO OITyOJIMKOBAHUS, 32 UCKITFOUCHUEM:

ab3ara TpeThero MyHKTa 3 HACTOSIIETO MMOCTAHOBJICHHS, MyHKTOB 1, 2
(ByacTH TIPU3HAHUS YTPATHBIIUMHU CHIYy NOANYHKTOB 5.2.148 wm 5.2.148?
ITomoxenuss o Munucrepcrse 3apaBooxpaHeHust Poccuiickon @Penepanuu,
YTBEP)KJAEHHOIO TMocraHoBiieHueM IlpaBurtensctBa Poccuiickonn @Penepanun
ot 19 urons 2012 r. Ne 608 "OO6 yrBepxaeHuu Ilonoxxenuss o MunucTepcTBe
3npaBooxpaHeHusi Poccuiickoir ®enepanuu"), 3, 8§ (B 4YacTu mNpU3HAHUS
yTPATUBLIMM CHIIy OAyHKTa 5.2.155 yka3zannoro [lonoxenwus), 10, 12, 13, 15,
19 (B uwactu pgomnojHEeHHs ykazaHHoro IlonoskeHust mOAMYHKTOM 5.5.23%)
n 20 U3MEHEHUM, YTBEPKACHHBIX HACTOSIINM TIOCTAHOBJIEHUEM, KOTOPHIE
BCTyMNaroT B cuity ¢ 1 centsiopst 2024 r.;

MYHKTOB 4 (B 4acCTW MpU3HAHUSA YTPATHUBIIMM CUJy noAmyHkTa 5.2.150
ykazanHoro Ilomoxxenus), 6 u 16 u3MeHEHUH, YTBEP)KICHHBIX HACTOSIIUM
MTOCTAHOBJIEHHEM, KOTOpPbIE BCTYMAIOT B crily ¢ | stHBapsa 2025 r.;

ab3a1ia 4eTBepTOro MyHKTa 3 HACTOAIIETO MOCTAHOBIICHUS W MyHKTa 14
M3MEHEHHM, YTBEPKICHHBIX HACTOSIIIUM MOCTAaHOBIEHUEM, KOTOPBIE BCTYIIAKOT
B cuity ¢ | ssuBaps 2026 T.
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 15 mas 2024 r. Ne 600

M3MEHEHMU/I,

KoTopblie BHOCcATCA B [Tos10:keHne 0 Munucrepcrse
3apaBooxpanenus Poccuiickoii @enepaunu

1. IToanyHkT 5.2.142 U310KUTH B CIAEYIONIEN PEIAKIIUN:

"5.2.142. nOpAIOK  MNPUOCTAHOBJICHUS JEUCTBUS  PETUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IMpenapara WIM OTrpaHWYEHUs HPUMEHEHUS
JIEKapCTBEHHOI'0 Mpenapara i MEAUUUMHCKOTO MPUMEHEHUS B Ciydasx,
IPEIYCMOTPEHHBIX YTBEPKIACHHBIMU EBpPa3UiCKON SKOHOMUYECKOW KOMUCCHUEN
OpaBWJaMH  PETUCTPAlMM W JKCIEPTHU3bl  JIEKAPCTBEHHBIX  CPEJICTB
JUI. MEJTMIIUHCKOTO TIPUMEHEHUS, U BO30OHOBIIEHHSI JEMUCTBUS PErUCTPALIMOHHOTO
YAOCTOBEPEHUSI JIEKAPCTBEHHOrO IIpenapara WA CHATHS OTPaHUYCHUS
IPUMEHEHUS JIEKAPCTBEHHOTO Tpernapara Jyisi MEIUIUHCKOIO IPUMEHEHHUS;" .

2. IoanyukTer 5.2.148 - 5.2.148? npu3HaTh yTPaTUBLINMH CHUILY.

3. IoamyskT 5.2.1483 U3/10KKUTE B CIEAYIOMIEH PEIAKIIIH:

"5.2.1483. popma 3asBiIEeHUS O MPU3HAHWU JIEKAPCTBEHHOI'O Iperapara
op(haHHBIM JIEKapCTBEHHBIM IpenapaTom;".

4. Tlognyukter 5.2.148*% - 5.2.148% u 5.2.150 npusHaTh yTpPaTHBIIAMH
CUITY.

5. Jomonuuts mognyHkramd  5.2.151* wm  5.2.151° cuenmyrormiero
COJICp/KAHMUS:

"5.2.151%. mops ok mpeacTaBieHus o 3amnpocy PenepanbHoi CIIyKObI 110
HaA30py B cdepe 3ApaBOOXpPAHEHUS CBEJIEHUNM O JIEKAPCTBEHHBIX CPEJCTBAX
JUTSL METUIIMHCKOTO MPUMEHEHUs (B TOM YHUCIIE B CIy4yae €Cju TaKue CBEICHUS
COCTABJISIIOT ~KOMMEpPYECKYyl0 TallHy) B paMKaxXx MEXBEJIOMCTBEHHOTO
MH(OPMAITMOHHOTO B3aUMOJICHCTBUS;

5.2.151°. mopsiI0OK ~ MpeJaCTaBJIeHUs 1O 3ampocy  MUHHCTEpCTBa
MPOMBIIIUIEHHOCTA W Toproeim  Poccuiickon  denepanuu  CBEACHUU
O JIEKAPCTBEHHBIX CPEACTBAX MJI1 MEIULIMHCKOIO NMPUMEHEHHUS (B TOM YHCIE
B ClIy4ae €CJIM TaKhe CBEJIEHUS COCTaBJISIIOT KOMMEPUYECKYIO TallHy) B paMKax
MEXBEJJOMCTBEHHOTO MH(OPMAIITMOHHOT'O B3aUMOAeHCTBUS;" .



6. Jloonuuts moanyHkroM 5.2.152! cnemyromero comepixkaHust:

"5.2.152'. ¢hopma BBIITUCKU u3 roCyAapCTBEHHOIO peectpa
JIEKapCTBEHHBIX CPEACTB AJII MEIULIMHCKOTO MPUMEHEHHUS;" .

7. llogmynkr 5.2.154 mocne cnoB '"TocyIapCTBEHHOM perucrtpanuu’
JOTIOJTHUTH CJIOBaMH "WJIM PETUCTPALN'".

8. [lonnmynktsl 5.2.155 u 5.2.156 npu3HaTh yTpaTUBIIUMH CUITY.

9. B moanynkre 5.2.158 cioBa "MMEOMMX NpaBO MPOBOAUTH" 3aMEHUTH
CJIOBOM '"MIPOBOJISAIIMNX .

10. ITogmynkT 5.2.163 npu3HaTh YyTPATUBIIUM CUITY.

11. B noanynkre 5.2.169 cimoBa "B CENbCKUX MOCENEHUAX" 3aMEHUTH
CJIOBaMHU "B CEIIbCKUX HACEJIEHHBIX IMYHKTax".

12. TloanmyHkt 5.2.171 U3M0KUTH B CIEIYIOMIEH PEJAKIINAN:

"5.2.171. npaBuna XxpaHeHUs JEKAPCTBEHHBIX CPEACTB JUISI MEAULIMHCKOTO
IIPUMEHEHUS; "

13. Ilognmynkt 5.2.172 npu3HaTh yTPATUBIIUM CUITY.

14. Tloamyskt 5.2.173! npu3HaTh yTPATUBIINM CHITY.

15. B mommynkre 5.5.16' cmoBa "mpu rocymapcTBEHHOW perucrparmn’
UCKITFOUHUTb.

16. lomonHuTh nOAMyHKTOM 5.5.20! cnemyromero coaepikaHust:

"5.5.20!. BHeCeHME W3MCHEHHMI B  paspelieHUs] Ha  [POBEICHHE
KJIIMHAUYECKUX HCCIEAOBAHUI JICKaPCTBEHHBIX IMPENnapaToB s MEIULIMHCKOTO
IIPUMEHEHUS; "

17. llognyskr  5.5.23  1ONMONHUTH  CIOBaMH ", TIOATBEPKICHHE
rocyJapCTBEHHOW pPErUCTPALMH JIEKAPCTBEHHOTO Mpenapara Ijs MeIULMHCKOTO
NPUMEHEHUsI, BHECEHHWE W3MEHEHHH B  JOKYMEHTBI, COJEpIKalluecs
B PETHCTPALlMOHHOM JIOChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT
JUISl MEIMUIMHCKOTO NPHMEHEHMS, BKIIOUYEHHE B TOCYJApPCTBEHHBIN peecTp
JICKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHS (papMarieBTUIECKOM
cyOCTaHIMM,  TPOW3BEACHHOM 1O  peaju3alud, ©  HCKIIOYEHHE
€€ U3 IOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB ISl MEIULUHCKOTO
IIPUMEHEHUSA "

18. B moamynkTe 5.5.23! cioBa "perucTpalinio JeKapCTBEHHBIX CPEJCTB,
npeIHa3HauYeHHBIX JJIs1 0OpallieHrs Ha oO0IIeM PBIHKE JIEKapCTBEHHBIX CPEICTB
B paMmkax EBpa3smiCKOrO 3KOHOMHYECKOIO COr03a" 3aMEHUTh CIIOBaMU
"peructpanuio, MOATBEPKIECHUE pErucTpauuu (IepeperucTpaiuio), BHECEHUE
M3MEHEHUH B PEruCTPAllMOHHOE J0ChE, a TAaKXKE MPOBEIACHUE MPOUEAYp,
CBSI3aHHBIX C PETUCTpAaLUEn".



19. lononuuth  moamyHktamu  5.5.23* wu  5.5.23° cnenyromero
COJIEp/KAHMUS:

"5.5.23% paccMoTpenue oOpareHus 3asABUTEIs 00 0CO00W 3HAYMMOCTH
JIEKapCTBEHHOI'O MpEnapara C LENb0 BO3MOXHOCTH NPUMEHEHHS YCKOPEHHOU
DKCHEPTU3Bl NPH  OCYIIECTBICHWH €r0 PErucTpauivd B  COOTBETCTBUU
C TMPaBWIAMH PErUCTPallMd M  OKCHEPTU3Bl  JIEKAPCTBEHHBIX  CPEJICTB
U1 MEIULUHCKOIO IIPUMEHEHNS, YTBEPKACHHBIMU EBpasutickoit
PKOHOMHUYECKON KOMUCCUEH, WIIK OTKJIOHEHHE YKa3aHHOTO 0OpaIieHus;

5.5.23°. Belmauy paspelicHus Ha NPUMEHCHHE OHOTEXHOIOTMYECKOTO
JEKapCTBEHHOI'0  IIperapara,  OPEeAHa3HAYEHHOro i1 IPUMEHEHUs
B COOTBETCTBUM C  MHAUBUAYAJIBHBIM  MEIMLUMHCKUM  Ha3HAuCHHEM
U CHEUMAJIbHO M3TOTOBJIIEHHOTO JUII KOHKPETHOIO IMAllMEHTa HEMOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JIEKApPCTBEHHBIN Mpernapar, UMEIOLINil B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3YJIbTaTaM I'€HETUYECKUX MCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOM
OMOTEXHOJIOTHYECKUN JICKapCTBEHHBIN mpenapar;".

20. [TognyHkT 5.5.28 [ONOJHATH NOANYHKTOM '"€"  CIEIyIOIIEro
COJIEp/KAHMUS:

") He3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX
IUIsL pa3pabOTKM JIEKaPCTBEHHBIX CPEACTB, IMPOBEACHUS HAYYHBIX M HMHBIX
HUCCIICIOBAHMI;" .

21. IToanyHKT 5.9 U310KUTh B CIEAYIOWIEN peAAKIIUN:

"5.9. ocymiecTBIsET OpPraHM3alMI0 M BEACHHE TPAXTAHCKOW OOOPOHBI
B MuHHUCTEpCTBE, NPOBEACHHE MEPOIPHUATHIA 10 TpakJaHCKOH 00OpoHe,
a TaKXe KOHTPOJb M KOOPAWHALMIO JEATEIbHOCTH B O0JAacTH TIpa)kAaHCKOMN
00OpOHBI OPraHU3AIIHH, TTOIBEIOMCTBEHHBIX MUHUCTEPCTRY;" .



