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MockBa

O BHeCEeHHH H3MeHEHHH
B MeToan4yecKne yKa3aHHs MO OCYIeCTB/ICHHIO OpraHaMu rocyiapcTBEeHHOM BJIACTH
cyonexToB Poccuiickoii ®enepauus nepejanHbIx NOJIHOMOYHIA 10 OPraHH3alHH
obecneyeHUs rpakiaH, BKJIIOYEHHbBIX B @enepaibHbli PErucTp JHl, HMEOLIHX
npaBo Ha NoJIy4ueHHe rocyaapcTBeHHOH COLHANIbHOl NOMOILH, JeKaPCTBEHHBIMH
npenapataMi, METHUHHCKHMH H3/1ETHAMH, 2 TAKIKE crenHaJn3HpoOBaHHbIMH
NPOAYKTAMH Jie4eOHOr0 MHTAHUSA IS neTeii-HHBAJIMA0B, YTBepKIeHHbIE NPHKA30M
MuHHBCTEPCTBA 3A1PABOOXPAHEHHUS Poccuiickoit @enepauus
ot 23 okTs6ps 2019 r. Ne 877u

B COOTBETCTBHAH C IYHKTOM 2 yacTH 7 cTaTbi 4.1 PenepansHOro 3akoHa or 17 urons
1999 1. Ne178-®3 «O rocynapCTBEHHOH commanpHoii nomoum» (Cobpanue
sakoHonarenbeTBa Poccuiickon Pepepanni, 1999, Ne 29, ct. 3699; 2017, Ne 52, cT. 7930)
n nyHktoM 1 Ilonoxenus o MUHUCTEPCTBE 3PaBOOXPaHEHUS Poccuiickoii ®enepalyy,
YTBEP)XAECHHOTO MOCTaHOBJICHHEM [IpasutensctBa Poccuiickoit Pdenepauuy OT 19 urons
2012 r. Ne 608 (Cobpanue 3aKOHOIATEIHCTBA Poccuiickoii ®epepaunu, 2012, Ne 26,
cT. 3526; 2013, Ne 45, ct. 5822), npU K a3 bl Ba 10

VTBEepIHUTH MPUIIaraeMble U3MEHEHHs, KOTOPbIC BHOCATCA B MeTtoauyecKre yKa3aHUus
O OCYIIECTBIEHHUIO OpraHaMu rocyJapcTBEHHOM BJIACTH CyOBEKTOB Poccwuiickoii
denepauyu IMepeaHHbIX [IOJIJHOMOYMii IO OpraHu3aiuu obecreyeHus TpPaX/aH,
BKIIOYEHHbIX B eJepalbHbIi PErucTp JHl, HMEIMX INpaBo Ha MOJTy4EeHHE
FOCY/IApCTBEHHOM COLMAIBbHOM NOMOIIM, JTeKapCTBEHHBIMH npernapaTaMy, MEIMLIHHCKUMH
W3eNMAMH, a TaKkKe CIElHalM3MpPOBAHHBIMU  TPOAYKTaMH JIe4eOHOro MUTaHHUs

WIS AeTeH-MHBAIMIOB, YTBEPXICHHbIE NPHKA30M MuHKCTEpCTBA 3PAaBOOXpaHEHHS
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Poccuiickoii ®enmeparuu ot 23 okraops 2019 r. Ne877uH  (3apeructpHpoBaH
MunuctepcTBoM  foctuumu  Poccuiickoit  @emepanmm 16 ampens 2020 T,

peructpauuonHsiii Ne 58109).

MuHuCTp : | M.A. Mypaiuko




Y TBepXKAECHBI
MprKa3oM MuHHCTEpCTBA 3PaBOOXPAHEHHUS
Poccutickoii ®enepanuu

or 22 . 0F 2000r.Ne /P08~

H3menenusi, KoTopbie BHOCATCH B MeToan4ecKkne yKasaHHsl
N0 OCYIIECTBJIEHHIO OPraHAMH rocyIapCTBEHHO# BJIACTH Cy0HEKTOB
Poccuiickoii ®enepanuu nepefaHHbIX NOJIHOMOYHI 10 OPraHU3aluH obecnieueHHs
rpaaaH, BKIo4YeHHbIX B @etepanbHblil PErucTp JHi, HMEWLIHX NPaBo
HA MOJIy4eHHe rocy1apcTBeHHO# COLMAIbHON NOMOIIH, JJeKapCTBeHHbIMH
npenapaTamMi, MeAHIHHCKHMH H3e/IHSMH, 2 TAKKe CHIEeHATH3HPOBAHHBIMH
NPOAYKTAMH JIeueGHOT0 MHTAHMS ISl AeTeli-HHBAJIM/I0B, YTBEPKAeHHbIE IPHKA30M

MunncrepcTsa 3apaBooxpaHenus Poccniickoiit ®@exepanun
ot 23 oxrabps 2019 r. Ne 877n

1. CHOCKY 1 K MyHKTY 3 M3JI0KHMTB B CIACAYIOLIEH pEAAKLIUK:

«1C06paH1/Ie 3akoHOZaTenbcTBa Poccuiickoii ®enepanun, 1999, Ne 29, ct. 3699;
2020, Ne 29, ct. 4516.»

2. B mynkre 17:

1) myHKT 17 U3N0XKUTE B CIEAYIOIIEH pelaKI|H:

«17.Tpaxnane, BKmoueHHsie B @efepalbHEI PETHCTP, O0ECIEYHBAIOTCS
JIeKapCTBEHHBIMH NpenapartaMu B 00beMe He MeHee, 4eM 3T0 MIPEeyCMOTPEHO MEpEeYHEM
KU3HEHHO  HEOOXOAMMBIX H  BaXHEWINMX  JIEKAapCTBEHHBIX  IpEnaparos,
c(OPMHPOBAaHHEIM B COOTBeTCTBHM ¢ (DelepanbHbIM 3akoHoMm OT 12 ampens 2010 r.
Ne 61-@3 «O6 ob6pamieHuu JieKapcTBEHHBIX cpelcTB» (CobpaHue 3aKOHOAATENbCTBA
Poccuiickoii ®emepauun 2010, Ne 16, ct. 1815; 2020, Ne 29, Ne 4516), a Taxxe
MEeIMLMHCKAMH H3AETHAMHI ¥ CIEMUAIM3HPOBAHHBIMU [IPOAYKTaMH JIe4eOHOro MUTaHusI
U1 AeTeii-WHBAIUAOB, B COOTBETCTBHH C MEPEYHEM MEIMLMHCKUX U3JEIIHiA, IIepeYHEM
CIELMAIM3UPOBAHHBIX NIPOYKTOB JIEY€OHOrO MUTAHMS IS JeTeli-HHBAIIHIIOB .»;

2) CHOCKY 9 K myHKTY 17 H3II0XKHTh B CICAYIOIIEH pelakiiuu:

Tlyrxr 1 wactu 1 u gacts 2 cratsu 6.2 PenepansHoro 3akoHa Ne 178-D3.».

3. ITyHKT 19 U310XXUTH B CIEAYIOLIEH pelaKuu:

«19. O6beM MOCTABOK JIEKAPCTBEHHBIX MpPENapaToB, MeIULHUHCKUHA H3aenui,
a TaKKe CIEIMATM3MPOBAHHBIX MPOJAYKTOB JIeUeGHOrO MUTAHUS Ul JeTeH-UHBATHIOB
dbopmupyeTcs ucxons W3 HOpMaTHBa (UHAHCOBBIX 3aTpaT B MeECALl Ha OJHOIO
rpaXJaHMHA, [MOJYYAIOLIEro TIOCYJapCTBEHHYI0 COLMaJbHYIO IIOMOWIb B BHAC
COLMAIBHOM YCIyrH Mo 0GECTeYeHHIO B COOTBETCTBHH CO CTaHapTaMM MeIULUHCKOMH
oMol N0 peuentaM Bpada ((denpAmiepa) JIEKapCTBEHHBIMH — NperaparamMu
IS MEAULUHCKOTO  NPUMEHEHHs, MEAMIMHCKMMH  HM3JCIUsMH, a  TaKke
CIHELHATH3HPOBAHHBIME  TIPOAYKTAMH Jle4eGHOro IHTaHus Ui JeTeii-MHBaJIU/IOB,
ycTaHapiuBaeMoro exeroguo IlpaButensctBom Poccuiickoit ®Denepaiuu, a Takxke
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JIMMHUTOB OIOIKETHBIX 00S3aTENbCTB, JOBEACHHBIX MHHHCTEPCTBOM 3ApPAaBOOXPAaHEHHS
Poccuiickoii ®efepaiid 10 YIOJHOMOYEHHBIX OPraHOB TIOCYJAapCTBEHHOW BIIACTH
B COOTBETCTBHH C IyHKTaMH 3 U 4 [IpaBui npenocraBieHus cyOBeHIHI.».




