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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 17 ANPENA 2024 T'. Ne 499
MOCKBA

O BHECEHUWN M3MEHEHWNIN B MOCTaHoBeHMe MNpaBnTenscTBa Poccninckon Pegepaumm ot 6 anpens 2021 r. Ne
545

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBepANTb NprnaraemMble N3MEHEHNS, KOTOPbIe BHOCATCS B [paBuia NpuobpeTeHns nekapCTBEHHbIX
npenapaToB 1 MeAULNHCKUX U3LEeNNA AN KOHKPETHOro pebeHKa C TSXKeNbIM XU3HeYr POXaoLWLNUM 1
XPOHNYECKNM 3ab0NeBaHNEM, B TOM YnCe peakum (opdaHHbIM) 3aboneBaHuem, nnbo aAna rpynn Takmx
LeTeln, yTBepXAeHHble nocTaHoBNeHeM [MpaBuTtenscTBa Poccunckon ®egepauum ot 6 anpensd 2021 r. Ne
545 "0 nopagke npnobpeTeHns nekapCTBEHHbIX NPenapaToB, MEANUNHCKMNX N34EeJIMA U TEXHUHYECKUX
CPencTB peabunntaumm gns KOHKPETHOro pebeHkKa C TSXKENbIM XN3HEYrPOXKAOLWMM 1 XPOHUYECKUM
3abonesaHneM, B TOM 4yucse peakmm (opdaHHbiM) 3abonesannem, nnbo ona rpynn Takmx geten”
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®depepaunn, 2021, Ne 16, cT. 2771; 2023, Ne 1, cT. 251).

2. HacToslee nocTaHOB/IeHWe BCTyMNaeT B cuiy € 1 mas 2024 r.

MNpencenatens MpaBuTenscTea
Poccuinckon ®epepaummn M.MuwwycTnH

YTBEPXXZEHbI

nocTaHoBNeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 17 anpens 2024 r. Ne 499

N3MEHEHWA,

KOTOpble BHOCATCA B [paBusia NprmobpeTeHns neKapCTBEHHLIX NPenapaToB 1 MEAULNHCKUX U3LeNnin ans
KOHKPETHOro pebeHKa C TSXKENbIM XN3HEYrpoOXKaloLWNM 1 XPOHNYeCKUM 3aboneBaHMeM, B TOM Yucie
penkum (opdaHHbIM) 3aboneBaHnem, MnMbo ANng rpynn Takux OeTen

1. MyHKT 3 nocne coB "B LEeNsSX He3aMeLIMTeNbHOro obecneyeHns nekapCTBEHHbIMU NpenapaTamu”
LOMONHUTL C/I0BOM "HeonpeaeneHHon".

2. TIyHKT 6 U310XXNTb B CedyoWen pegakuymm:

"6. OpraHm3auum-nony4yaTenn He nosaHee ogHoro paboyero AHA CO OHS NOSYYEHUS NEKAPCTBEHHbIX
npernapaTtos, BKJIOYEHHbIX B NepevyeHb Ne 1, B TOM 4uMcC/ie JIeKapCTBEHHbIX MpenapaTos, B OTHOLLIEHUN
KOTOPbIX B COOTBETCTBUY C MYHKTOM 3 HaCTOALWMX [paBu NPUHATO peLleHmne 0 (popMUpPOBaHUN pe3epBa
NeKapCTBEHHbIX MpenapaToB, BKOYEHHbIX B nepeyeHb Ne 1, B Llensix He3ameanuTensHoro obecneyveHms
NeKapCcTBEHHbIMW NpenapaTaMun HeonpeaeeHHoN rpynnbl geTen ¢ opdaHHbIMU 3abosieBaHUaMY,
NPVHUMAIOT SIeKapCTBEHHbIE NpenapaThl Ha Y4eT 1 He3aMeanuTensHo obecneynBaloT B COOTBETCTBUN C
TpeboBaHNAMM 3aKOHOAATENbCTBA Poccuinickon ®efepaunm Hagnexalumne ycaoBus UX XpaHeHuns,
COXPaHHOCTb, @ TaKXXe HarpasJ/ieHue Mo LesieBoMy Ha3Ha4YeHMo0 B COOTBETCTBUY C MyHKTamm 12 - 15
HacToawwmx MNpasun. OpraHusaunn-nonyydaTenn obecneymnsatoT 060Co06EHHbIN YH4ET NEKAPCTBEHHbIX
npenapaTos, BKJIOYEHHbIX B NepeyeHb Ne 1, B OTHOLLEHUN KOTOPbIX MPUHATO peLleHne 0 (hopMMpoBaHni
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pe3epBa JIeKapCTBEHHbIX NMPENapaToB B LieNsX He3aMeaNTeNbHOro obecneyeHns IeKapCTBEHHbIMU
npenapaTaMun HeONpPeAeNeHHON rpynmnbl AeTen ¢ opdhaHHbIMK 3aboneBaHmaMu.".

3. MyHKT 10 n310XXUTb B CnepnyloLen pegakumm:

"10. OpraHusaummn-nonyyaTenu He nosgHee ogHOro paboyero AHS CO AHA NONYYEHNS NeKapPCTBEHHbLIX
npenapaTos, BKJIOYEHHbIX B nNepeyeHb Ne 2, B TOM YKC/e IeKapCTBEHHbIX NpenapaTos, B OTHOLEHUN
KOTOPbIX B COOTBETCTBUM C MYHKTOM 8 HacToAWMX lNpaBuna NPpUHATO peLleHmne o (popMUpoBaHUN pe3epBa
NEeKapCTBEHHbIX MPenapaToB B Lienax HesamMeanuTenbHoro obecneyeHns nekapcTBEHHLIMY NpenapaTaMu
HeonpeaeneHHoN rpynnbl AeTel ¢ opdhaHHbIMK 3a601€BaHNAMI, U MEANLIMHCKNX N3AENNIA, BKIIIOYEHHbIX B
nepeyeHb Ne 2, NPUHMMAIOT X Ha YYeT N He3aMeannTensHo obecneynBatoT B COOTBETCTBUN C
TpeboBaHAMY 3aKOHOAATENLCTBA Poccunckon ®efepaumy Hagaexallme ycaoBus X XpaHeHus,
COXPAHHOCTb, @ TakXXe HanpasJieHWe No LesIeBOMY Ha3HaYeHUI0 B COOTBETCTBMM C NYHKTaMn 12 - 15
HacTosawwmx Mpasun. OpraHm3aunn-nonydaTenm obecne4msaioT 060C06NEHHBIN YHET NEKAPCTBEHHbIX
npenapaToB, BKJOYEHHbIX B NepeyeHb Ne 2, B OTHOLLEHUN KOTOPbIX MPUHATO peLleHne o hopMmMpoBaHni
pe3epBa SIeKapCTBEHHbIX NPenapaToB B LeAsx He3aMeaanTensHoro obecnevyeHns nekapCTBEHHbIMU
npenapaTtaMu HeonpeaeneHHoN rpynnbl 4eTen ¢ opdaHHbIMK 3aboneBaHmnamn.".

4. Ab3aL, nepBbI MyHKTa 12 nocsie CNoB "NeKapCTBEHHbIX NpenapaTos,"” 4ONOJIHUTL C/I0BaMuK "B TOM Yucie
13 pe3epBa IEKapCTBEHHbIX NpenapaTos, CHOPMUPOBAHHOMO B LEeNaX He3aMeanuTebHoro obecneyeHns
JIEKapPCTBEHHbIMU NpenapaTaMmn HeonpeaeeHHON Fpynnbl AeTen ¢ opdaHHbIMK 3aboneBaHmamm,".

5. MyHKT 12 1 gononHnTL cioBamu "(panee - HOOPMaLMOHHbIA pecypc)".

6. JononHNTb NyHKTamm 12 2 n 12 3 cnegyowero Coaep»XXaHms:

"12 2 . icnonHuTenbHble opraHbl CybbekToB Poccuinckon ®egepaum B chepe oxpaHbl 340p0BbS U
MeLMWLMHCKME OpraHu3aLmm, NoaBeOMCTBEHHbIE hefiepanbHbIM OpraHaM UCNOJIHUTEIbHON BNacTu B
chepe 34paBOOXPAHEHUS, EXXEMEeCAYHO, He No34Hee 5-r0 Ynuca, CelyroLlero 3a 0TYETHbIM MecsLEeM,
BHOCAT B MH(OPMALMOHHbIN pecypc cBeaeHns 06 0TnyCcKke neKapCTBEHHbIX NPenapaTos, B TOM 4ucie
JIeKapCTBEHHbIX NPenapaToB, B OTHOLLEHNW KOTOPbIX NMPUHATO pelleHne 0 (hopMUpoBaHUM pesepsa
JleKapCTBEHHLIX NpenapaToB, BKIOYEHHbIX B NepedeHb Ne 1 1 nepeyeHb Ne 2, B LiensiX He3aMe4/IMTEbHOr0
obecneyeHns nekapcTBEHHbIMK NMpenapaTamMm HeonpeaeseHHOW rpynnbl geTen ¢ opaHHbIMK
3aboneBaHNAMN, MEONLIMHCKUX N3LENNNA, @ TakXe 00 ux nepefaye 3akOHHOMY NpeacTaBuTento pebeHka ¢
opthaHHbIM 3aboneBaHneM unn pebeHka ¢ opaHHbIM 3aboneBaHnem, gocTuruero Bospacta 18 net, nnbo o
BBEAEHWNM (MPUMEHEHNN) NIEKapPCTBEHHOM O NpenapaTa pebeHky ¢ opdaHHbIM 3aboneBaHneM nnm pebeHky ¢
opaHHbIM 3ab0neBaHmeM, LOCTUrLLEMY BO3pacTa 18 neT, npu nevyeHnn B CTaLMOHaPHbIX YCI0BUSX.

12 3. B cnyyae OTCYTCTBUSA Y UCNOJIHATENBHOIO opraHa cybbekTa Poccuiickon ®enepaumm B chepe
OXpaHbl 340P0BbSA WM MEQULMHCKON OpraHu3aunm, NoLBedOMCTBEHHOW hefepasibHbIM OpraHam
NCNONHUTENbHOW BACTU B chepe 34paBoOOXPaHEHNS, TEXHUYECKON BO3SMOXHOCTY nepeaayn B
NHMOPMaLIMOHHbLIV PeCypc CBEAEHUN, NPeAYyCMOTPEHHbIX MyHKTamMn 12 1 n 12 2 HacToAwmx Mpaswnn,
yKa3aHHble CBefeHNa HanpasaaoTca B ®oHA Ha ByMa)kHOM HocuTene NocpeACTBOM NOYTOBOMN CBA3M 16O
no 3alnWEeHHOMY KaHany cBs3n.".

7. DonoNHUTL NYHKTOM 17 cfiefylowero coaepXXaHus:

"17. cmonHuTenbHble opraHbl cybbekToB Poccuinckon depepaunm B chepe oxpaHbl 340pPOBbA U
MeONLUHCKME opraHu3aumy, noaBeloMCTBEHHble (hefiepalibHbIM OpraHaM UCMONHUTENIbHOW BNacTu B
chepe 34paBOOXPaHEHNS, HECYT OTBETCTBEHHOCTL B paMkax CBOMX MOJSIHOMOYUIA 33 UCMO/b30BaHUe no
LesIeBOMY Ha3HaYeHMI0 JIeKapCTBEHHbIX NPenapaToB N MeANLNHCKUX n3genmn.".
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