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NPABUTENbCTBO POCCUUCKOW ®EAEPALUN

NMOCTAHOBIEHUE
ot 17 anpens 2024 r. N 499

O BHECEHUU I/I3MEHEHMI;1V .
B NOCTAHOBJIEHUE NMPABUTEJNIbCTBA POCCUNCKOU ®EOEPALINA
OT 6 AMNPENSA 2021 I'. N 545

MpaButenbcTBo Poccunckon denepawmm nocTaHOBNSAET:

1. YTBepauTb npunaraemble U3MEHEHUs, KOTOpble BHocATCA B [lpaBuna npuobpeteHns nekapCcTBEHHbIX
npenapaToB U MEAULMHCKNX U3OENUA ANs KOHKPETHOro pebeHka C TAXENbIM XU3HEYrpOXatoLWmMM 1 XPOHNYECKUM
3abonesaHveM, B TOM yucrne peakum (opdaHHbIM) 3abonesaHmem, Nnnbo Ans rpynn Takmx geTen, yTBepXaeHHble
noctaHosrneHunem NpasuTtensctea Poccuiickon ®egepauun ot 6 anpensa 2021 r. N 545 "O nopsiake nprnobpeTteHus
NneKapCTBEHHbIX NpenapaToB, MEeAWUMHCKUX U3den i U TEXHUYECKUX CPeAacTB peabunutauum NS KOHKPETHOro
pebeHKka C TSXKenblM XU3HEYrpoXaloWmM M XpPOHUYeckuM 3abonesBaHveM, B TOM 4ucne pegkum (opdaHHbIM)
3aboneBaHvneM, nMbo ansa rpynn Takmx geten” (CobpaHue 3akoHopaTensctBa Poccuiickon ®enepauun, 2021, N
16, c1. 2771; 2023, N 1, cT. 251).

2. Hactoswee noctaHoBneHue Bctynaet B cuny ¢ 1 masa 2024 r.

Mpencenatens MNpaBuTenscTBa
Poccuiickon ®eaepaunn
M.MANLWYCTWH

YTBEPXOEHDI

noctaHoBrneHuem lMpaBuTtenscTea
Poccuiickon ®eaepaunn

ot 17 anpens 2024 r. N 499

MU3MEHEHMUA,

KOTOPbIE BHOCATCA B NPABUINA NMPUOBPETEHUA NEKAPCTBEHHbIX
NMPEMAPATOB U MEOULUMHCKUX U3OENUA ONA KOHKPETHOIO PEBEHKA
C TAXENbIM XXU3HEYTIPOXAIOLLMM U XPOHUYECKUM 3ABOJIEBAHUEM,

B TOM YUCIIE PEOKUM (OP®AHHbLIM) SABOJIEBAHUEM,
NUBO OnA reynn TAKUX OETEX

1. MyHkT 3 nocne cnoB "B uUensx He3amMeanuTenbHOro obecnevyeHns nekapcTBEeHHbIMU npenapatamm”
OOMOMHUTL CrIOBOM "HeornpeaeneHHon".

2. MMyHKT 6 U3nNoXuTb B creaytoLlen pegakuuu:

"6. OpraHusaumm-nonyyarenn He MoO3gHEe OOHOro paboyero OHA CO OHSA MOSyYeHMs1 JIeKapCTBEHHbIX
npenapaToB, BKNIOYEHHbIX B nepeyveHb N 1, B TOM 4yMcne NekapCTBEHHbIX NpernapaToB, B OTHOLUEHWUU KOTOPbLIX B
COOTBETCTBMM C MYHKTOM 3 HacTosAwmx [paBun NpuvHATO pelleHne o opMUpOBaHUM pe3epBa fNeKkapCTBEHHbIX
npenapartoB, BKIHK4YEHHbIX B MNepeyeHb N 1, B Uendax He3amepnuteribHoro obecnevyeHus JleKapCTBEHHbIMU
npenapatamu HeonpedeneHHoN rpynnbl AeTel ¢ opdaHHbIMKM 3aboneBaHUsiMU, MPUHUMAKOT JIEKaPCTBEHHbIE
npenapaTbl Ha y4eT M He3amMeanuTenbHO obecneymBaloT B COOTBETCTBUM C TpebOBaHWSIMU 3aKOHOOATENbCTBA
Poccuiickon ®epepauun Hagnexaiime ycrnoBusi X XpaHeHWsi, COXPaHHOCTb, @ TakKe HamnpasrieHue Nno ueneBomy
HasHa4YeHWo B COOTBETCTBUM C NyHkTamn 12 - 15 HacToswmx Mpasun. OpraHu3auum-nonyyvaTeny obecneynBaroT
060COBNEHHbIN YYET NEKapCTBEHHbLIX NPenapaToB, BKIMOYEHHbIX B NepedeHb N 1, B OTHOLLEHMM KOTOPbIX MPUHSITO
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pelleHne o HOPMUPOBAHUM pe3epBa JIeKapCTBEHHbIX MpenapaToB B LENsSX HesamMeasMTenbHOro oGecneyeHus
nekapCcTBEHHbIMU NpenapaTamMn HeonpeaeneHHo rpynnbl AeTei ¢ opdaHHbIMK 3aGoneBaHnsMK.".

3. MyHKT 10 M3noXunTb B cneayoLlen pegakuuu:

"10. OpraHusauuu-nony4yatenu He no3gHee oAHOro paboyero AHA CO OHS MONYyYEHUS NEeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NnepedyeHb N 2, B TOM 4YuCrie NeKapCTBEHHbIX MpenapaTtoB, B OTHOLLEHWU KOTOPbIX B
COOTBETCTBMU C MYHKTOM 8 HacToswmx [paBun NpuHATO pelleHve o dOpMUPOBAHMM pe3epBa JleKapCTBEHHbIX
npenapaToB B LENAX He3aMeanuTenbHoro obecneyeHusi NekapCTBEHHbIMW MpenapaTtamu HeonpeaerieHHON
rpynnel geten ¢ opdaHHbiMM 3aboneBaHUAMU, U MEOULUMHCKUX W3OEeNWKr, BKIYEHHbIX B nepeveHb N 2,
NPUHMMAIOT UX Ha YYeT U He3ameanuTenbHO obecneumBaloT B COOTBETCTBUM C TpeboBaHMAMM 3akOHO4ATENLCTBA
Poccuiickon ®epepauun Haanexalime yCcrnoBus Mx XpaHeHusi, COXpaHHOCTb, @ TakKe HamnpasreHue no uenesomy
Ha3HayeHWo B COOTBETCTBMU C nNyHKTamn 12 - 15 Hactoswux Mpasun. OpraHusauumn-nonyyatenu obecneumsatot
060CcOBNEHHbIN yYeT NekapCTBEHHbIX NpenapaTos, BKIOYEHHbIX B nepedeHb N 2, B OTHOLLEHMM KOTOPbIX MPUHSTO
peleHne o opMMpOBaHMM pes3epBa NeKapCTBEHHbIX MpenapaTtoB B LEeNsX HesameanuTenbHoro obecneyeHust
nekapcTBEHHbIMU NpenapaTamy HeonpeaeneHHon rpynnbl AeTer ¢ opdaHHbIMK 3aboneBaHuamn.”.

4. AB3au nepBbI NyHKTa 12 nocne crnoB "nekapcTBeHHbIX NpenapaTos,” AONOMNHUTL CroBaMu "B TOM 4ucne
M3 pesepBa fekapCTBEHHbIX MpenapaTtoB, CHOPMMPOBAHHOIO B UeNsX HedameanutenbHoro obecneyeHus
nekapCcTBeHHbIMU NpenapaTamy HeonpeaeneHHon rpynnbl AeTer ¢ opdaHHbiMK 3abonesaHuamu,".

5. MyHkT 12(1) gononHnTb crioBamm "(ganee - MHOPMaLUMOHHBIV pecypc)”.
6. JononHnTtb nyHkTamu 12(2) n 12(3) cneaytowero cogepxaHus:

"12(2). WcnonHuTenbHble opraHbl cybbekToB Poccuickon depepaumm B cdepe OXpaHbl 300pOBbs U
MeOMUUMHCKME OpraHu3auuun, noaBefoOMCTBEHHble doedeparnbHbiM OpraHamMm WCMONHUTENbHOW BriacTu B cdepe
3[paBOOXPAHEHUs, EXEeMecsa4HO, He nosgHee 5-ro umcna, cnegyrollero 3a OTYETHBIM MECHALEM, BHOCAT B
MH(OPMALIMOHHBIN pecypc cBefeHust 06 OTnycke NEeKapCTBEHHbIX MpenapaToB, B TOM 4YWUCME NeKapCTBEHHbIX
npenapaToB, B OTHOLUEHWM KOTOPbIX MPUHATO pelleHre 0 (hopMUpoBaHNM pe3epBa fiekapCTBEHHbIX Npenaparos,
BKIIOYEHHBbIX B nepeveHb N 1 n nepeveHb N 2, B Lensax HesamennuTenbHOro obecneyeHusi NekapcTBEHHBIMM
npenapaTamv HeonpeaeneHHoW rpynnbl AeTen ¢ opaHHbIMM 3ab0NeBaHNSAMU, MEAULMHCKUX U3AENUNA, a Takke
06 nx nepegade 3akOHHOMY npefcTtaButento pebeHka ¢ opdaHHbIM 3aboneBaHneM unm pebeHka ¢ opdaHHbIM
3aboneBaHnem, gocturwiero Bospacta 18 net, nubo o BBeAeHMM (NMPUMEHEHMM) NEKAPCTBEHHOro npenapaTta
pebeHky ¢ opdaHHbIM 3aboneBaHmemM unu pebeHky ¢ opcaHHbIM 3aboneBaHmem, gocturiiemy Bo3pacta 18 ner,
Npuv Ne4YeHnn B CTauMOHapHbIX YCNOBUSX.

12(3). B cnydae OTCYyTCTBMS Y WCMOMHUTENBHOrO opraHa cybbekta Poccunckon depepaumm B cdepe
OoXpaHbl 300pOBbA NN MEANLIMHCKOW OpraHm3auuu, nogseJoMCTBEHHOW dhefeparibHbiM opraHam UCMOMHUTENBHOWM
BMNacTun B cpepe 3ApaBOOXPaHEHUS, TEXHUYECKOW BO3MOXHOCTH Nepefayn B MHPOPMaLMOHHbLIA pecypc CBeaeHUN,
npeaycMoTpeHHbIX NyHkTamu 12(1) n 12(2) Hactosawmx MNpaBun, ykasaHHble cBefeHus HanpaenawTca B PoHA Ha
ByMaXHOM HocuTene NocpeacTBOM NOYTOBOM CBA3WM NMOO MO 3alUMLLEHHOMY KaHany CBA3W.".

7. JononHntb NyHKTOM 17 cnefytowero coaepKaHus:

"17. WcnonuutenbHble opraHbl cyObekToB Poccuiickon ®epepaumm B cdepe OXpaHbl 300pOBbsS U
MeOMLMHCKMe opraHusauun, noaBeaoMCTBeHHble defeparnbHbiM opraHam MCMOMHUTENbHOW Bnactu B cdepe
30paBOOXPaHEHUsl, HeCyT OTBETCTBEHHOCTb B pamKax CBOMX MOMIHOMOYMMA 3a MCNONb30BaHWE MO LEeneBoMy
Ha3HayYeHWIo NekapcTBEHHbIX NpenapaToB U MeAULMHCKUX U3aenvin.".
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