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MockBa

O BHeCEeHHH H3MeHEHHH
B MeToauuecKne yKa3aHHs N0 OCYIleCTBJICHHI0 OpraHaMu rocyapcTBeHHOM BJIaCTH
cy6nexToB Poceniickoii @enepaunn nepelaHHbix NMOJTHOMOYHH M0 OPraHH3aNHH
obGecrneyeHHs IPaxaaH, BKIIOYCHHBIX B @enepabHblil pErucTp JIHI, HMEIOIHX
npaBo Ha NoJIyYeHHe rocyAapcTBeHHOli COLHAILHOMN MOMOLIH, JeKAPCTBEHHLIMMU
npenapaTamMi, MeJHUHHCKHMH H3/1e/THAMH, 2 TAKKE creHHaJIH3HPOBAHHbIMH
NpoAyKTaMH Jie4eOHOro MHTAHHS 15 fereli-HHBAJINI0B, YTBEPKIEeHHbIC IPHKA30M
MHuHHCTEPCTBA 34PaBOOXPAHECHHS Poccuiickoii @eaepanun
ot 23 okTs6ps 2019 r. Ne 877w

B COOTBETCTBUH C IyHKTOM 2 4acTH 7 CTaTbH 4.1 denepanbHOro 3aKoHa ot 17 uons
1999 r. Ne178-®3 «O TrocyJapCTBEHHOH —COLMANbHOW —MOMOLIM> (CoOpanue
zaKoHOmaTenbcTBa Poccuiickon denepanni, 1999, Ne 29, ct. 3699; 2017, Ne 52, cT. 7930)
u nyHktoM 1 Ilonoxenus o MUHHCTEPCTBE 3PaBOOXPAHCHUS Poccuiickoii DeepaLn,
yTBEPXKJIEHHOrO MOCTAHOBJICHHEM [IpaBuTebCTBA Poccuiickoit @enepauy OT 19 uroHs
2012 r. Ne 608 (CobOpanue 3aKOHOJATENBCTBA Poccuiickoii ®epepannn, 2012, Ne 26,
cT. 3526; 2013, Ne 45, c1. 5822), npuKa3 bl Balo:

VTBEepAHUTH MPUIaracMble H3MEHEHHs, KOTOPbIE BHOCATCA B MeTtoau4eckue yKa3aHUs
1O OCYLICCTBIEHUIO OpraHamMu roCcyIapCTBEHHON BIIACTH cyOonekToB Poccuiickoit
degepany  NepeJaHHBIX [IOJTHOMOYHMI [0 OpraHW3aluu oOecrevyeHus TIPaxaH,
BKTFOUYCHHBIX B elepanbHblii DPErucTp JHMI, HMEIOMMX IIpaBo  Ha MOJIy4YeHHE
rocyJapCTBEHHOH COLMAbHOH TIOMOLIH, JNIeKapCTBEHHBIMH TIpenapaTaMy, METULIUHCKUMA
W3NENMAMH, a TaKKe ClNEeNUHaTH3UPOBAHHBIMA - NPOIYKTaMH ne4yeOHOro IUTAHMS

A [eTeil-MHBAIMAOB, YTBEPX/ICHHbIE [PHKA30M MuHKCTEPCTBA  3/iPaBOOXPAaHEHU
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MuHucTepcTBoM  foctuliid  Poccuiickoit  @enepauuu 16 ampens

peructpanronHbiil Ne 58109).

Poccuiickoit ®epmepanuu ot 23 oktaops 2019 r. Ne877H (3apeructpupoBaH

2020 r.,

MuHucTp ( M.A. Mypaiiko




VY TBepKAECHBI
nprKa3oM MUHUCTEPCTBA 3APAaBOOXPAHEHHUS
Poccutickon ®Oenepauuu

or 29 . 0F 2000r. Ne /P02«

H3Menenusi, KoTopbie BHOCATCH B MeTogu4ecKHe yKa3aHHS
MO OCYIIECTBJIEHHIO OPraHaMH rocyAapcTBEHHO BIaCTH CyObeKTOB
Poccuiickoii ®exepanuu nepeIaHHbIX NOJTHOMOYHI N0 OpraHu3aluy obecreyeHus
rpa;aaH, BKI4YeHHbIX B PefepajbHbIH PErHCTp JHL, HMEIOLIHX NPABO
HA MOJIyYeHHe rocyJapcTBEeHHO coHaIbHOM OMOIIH, JIEKAPCTBEHHBIMH
npenapaTamMu, MeAHHHHCKHMH H3eTHAMH, 2 TAKIKe CNeNHATH3HPOBAHHBIMH
NPOAYKTAMH JieueGHOro MUTAHHS /IS AeTelH-HHBAIN/IO0B, YTBePHK/IeHHbIe MPHKAa30M

Munncrepcrsa 3apaBooxpaHenns Poceniickoit ®@eaepauuu
ot 23 okra6ps 2019 r. Ne 877n

1. CHocky 1 K myHKTY 3 W310XKHTh B CIIEAYIOLIEH PEeAaKLIUK:

«1C06paHHe 3aKoHOAaTenbcTBa Poccuiickoit Menmepanuun, 1999, Ne 29, ct. 3699;
2020, Ne 29, cT. 4516.»

2. B nmynkre 17:

1) myHKT 17 U3I0XKUTE B CIEAYIOLIEH PEIaKIUH:

«17. Tpaxnane, BkioyeHHole B DenepanbHbIi  perucTp, 0OECHEYMBAIOTCS
JIeKapCTBEHHBIMH TIpenapaTaMu B 00beMe He MEeHee, YeM 3T0 NPeLyCMOTPEHO MEPEYHEM
KU3HEHHO  HEOOXOOMMBIX M BaXKHEHIIMX  JIEKApCTBEHHBIX  IPEMNaparos,
c()OpMHUPOBAHHEIM B cOOTBeTCTBAU ¢ DenepanpHbM 3akoHOM OT 12 ampens 2010 r.
Ne 61-03 «O6 o6Gpamennn JieKapCTBeHHBIX cpelcTB» (CobpaHue 3aKOHOAATENbCTBA
Poccuiickoit ®epmepauuu 2010, Ne 16, cr. 1815; 2020, Ne 29, Ne 4516), a Takxe
MEIUIMHCKUMH M3IeTHIMH M CHEIHAIN3MPOBAHHBIME IIPOLYKTAMH JIeueOHOro MUTaHHsI
IUIs [eTeii-HHBAIMAOB, B COOTBETCTBHH C TMEPeYHEM MEIULMHCKUX M3JENHMA, ITepeuHeM
CIELMATIM3UPOBAHHBIX POAYKTOB JIEYEOHOT0 IIMTAHUS JJIs JeTeii-HHBATHIOB .»;

2) cHOCKY 9 K nyHKTY 17 U3/I0KUTh B CIACAYIOIIEH peNaKIUN:

«Tlyuxt 1 yactu 1 1 9acts 2 crateu 6.2 GenepanbHoro 3akoHa Ne 178-03.».

3. ITyHkT 19 U3N0XUTH B CIEAYIOUIEH PEIaKIUH:

«19. O6beM MMOCTABOK JIEKAPCTBEHHBIX IIpenaparoB, MEAWLMHCKUN W3IEINH,
a TaKXe CIEIMATM3HPOBAHHBIX TMPOJAYKTOB JIe4eOHOro MUTaHHUs Ui AeTed-UHBAIH/IOB
dopMHpyeTcs MCXOAs W3 HOpMaTHBa (UHAHCOBBIX 3aTpaT B MeCAIl HAa OJHOIO
rpakJaHMHa, MOJNYYaloOLIero TOCYJIapCTBEHHYIO COLHMAJIBHYIO TMOMOLE B BHIAC
COLMANbHOM YCIyTH MO OGECTIeYeHHI0 B COOTBETCTBHH CO CTaHIApTaMH MeAULHHCKOMH
oMol Mo penentam Bpada (dempauiepa) JI€KapCTBEHHBIMM — NpenapaTaMu
IS MEAULHMHCKOTO  NPHMEHEHWs, MEIWIMHCKAMHM  U3JeNWsMH, a  TaKke
CHELUATH3UPOBAHHEIMYM [POAYKTaMU JIeueOHOrO INHTaHus Juisl JAeTed-MHBaJU/IOB,
ycTaHapiuBaeMoro exerogHo IlpasurtensctBom Poccuiickoii dezepaluu, a TaKkke



JTMMHTOB OIODKETHBIX 00s3aTeNbCTB, NOBEACHHBIX MHUHHCTEPCTBOM 3PaBOOXPAaHEHUS
Poccuiickoii ®enepaliid 10 YIOTHOMOYEHHBIX OpPraHOB TOCYJApCTBEHHOW BJIACTH
B COOTBETCTBHH ¢ NMyHKTamH 3 ¥ 4 [TpaBun mpenocTapieH:s CyOBEHIMMA. ».



