IIPABUTEJILCTBO POCCHIICKOMN ®EJIEPALINU
ITOCTAHOBJIEHUE
ot 17 anpensa 2024 r. Ne 499

MOCKBA

O BHeceHMH M3MeHeHHUI B nocranosaenne [lpaBurenscrBa
Poccuiickoit @exepannu ot 6 anpess 2021 r. Ne 545

ITpaButenbcTBO Poccutickon denepaii MO CTAaHOBJA S €T ©

l. YTBepauTs  mpuiiaraeMble = WU3MEHEHMs,  KOTOpPhIE  BHOCSTCS
B llpaBuna mnpuoOpeTeHHs] JEKApCTBEHHBIX MPENapaToB W MEIUIMHCKUX
U3JIeTUN ISl KOHKPETHOTO pebdeHKa C  TSOKENbIM  KU3HEYTPOXKAIOIINM
U XpOHMYECKUM 3a0ojieBaHWEM, B TOM 4Hcile peakuM (opgaHHBIM)
3a0oseBaHueM, MO0 JJiA TPy TaKUX JAETeH, yTBEp>KAECHHbIE TOCTAaHOBICHUEM
IIpaButenbctBa Poccuiickoit @enepaunu ot 6 ampens 2021 r. Ne 545
"O nopsimke MOpHOOpPETEHUs] JICKAPCTBEHHBIX IIPENaparoB, MEIUIIMHCKHUX
U3JIETUNH U TEXHUYECKUX CPEACTB peadMIuMTaluu JUisi KOHKPETHOrOo peOeHKa
C TSDKEJIBIM JKU3HEYTPOKAIOIIUM U XPOHUYECKUM 3a00JIEBAaHUEM, B TOM YHUCIIE
penxkum (opdaHHBIM) 3a001eBaHKeM, 100 s rpynn Takux aereit” (CoOpanue
3akoHomarenbcTBa Poccuiickoit @eneparun, 2021, Ne 16, cr. 2771; 2023, Ne 1,
cT. 251).

2. Hacrosimiee mocTaHoOBJIECHHUE BCTyMaeT B cuity ¢ 1 mast 2024 r.

AOKYMEHT TOAMWCAH
SNEKTPOHHOWM NOANUCHIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 17 anpens 2024 r. Ne 499

N3MEHEHMUA,

KOTOpbIe BHOCATCS B [IpaBiwiia nprnodpereHus JieKAPCTBEHHBIX NMPENapaToB U
MeIMUIMHCKUX U3/1eJTHi VI KOHKPETHOr0 pefeHKAa ¢ TSKeJIbIM
SKM3HEYTPOKAIIIMM U XPOHHMYECKUM 3200/1eBAHNEM, B TOM YK CJIE
peaxuM (oppaHHbIM) 3200J1€eBaHNEM, JTH0O0 JJIs1 TPYII TAKHMX JAeTel

1. [Tyakr 3 mocne cimoB "B IENAX HE3aMENIUTEIBHOTO OOeCIeUeHHUs
JIEKapCTBEHHBIMH IpenapaTaMu’” IOMOJIHUTh CJIOBOM "HEONPEIeIEHHON "

2. ITyHKT 6 U3JI0KUTH B CIEIYIONIEH peIaKIin:

"6. Opraau3anuu-moydaTeIn He MOo3JHee OJHOTO pabodvero JHsS CO JTHS
MOJYy4YEHHUsI JICKAPCTBEHHBIX MpEnapaToB, BKIIOYEHHBIX B niepeyeHb Ne 1, B ToM
YHUCJie JIEKApCTBEHHBIX IIPENapaToB, B OTHOILICHUH KOTOPHIX B COOTBETCTBUU
¢ MyHKTOM 3 Hactosmux IIpaBui npuHATO pemieHre o GOPMUPOBAHUU pPe3epBa
JIGKapCTBEHHBIX TPENapaToB, BKIIYEHHBIX B TmiepedyeHb Nel, B 1emsx
HE3aMeIJIUTEIBbHOIO obecrieueHUs JIEKapCTBEHHBIMU npenapaTaMu
HEOIPECICHHON TpynIbl JeTei ¢ opdaHHBIMU 3a00JI€BaHUAMHU, TPHUHUMAIOT
JeKapCTBEHHBIE TMperapaTbl Ha Yy4YeT M He3aMeUIUTEIbHO 00eCIeYnBaIOT
B COOTBETCTBHUU C TpeOOBaHHMAMHU 3aKOHOMATeNbcTBAa Poccuiickoit deneparumn
HaJJIeKalllMe YCJIOBUA WX XPAHEHUs, COXPAHHOCTh, a TaKXKe HalpaBJICHUE
T10 11€JICBOMY HA3HAYEHHUI0 B COOTBETCTBHMM C IMyHKTaMH 12 - 15 HacTosux
[IpaBun. Opra"uzanuu-noyyyarend oOecleyuBalOT 000COOJIEHHBIN — y4eT
JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B IepeueHb Ne 1, B OTHOIIEHUU
KOTOPBIX TPHHATO pelieHne o GopMHpOBaHUHU pe3epBa JIEKApPCTBEHHBIX
IpernapaToB B I1EIAX He3aMEIJIUTEIIbHOr0 00ecTeYeHUs JICKapCTBECHHBIMU
mpernapaTaMy HeOoNpeIeJICHHON IPYIIIbI IeTel ¢ opdhaHHBIMH 3a00JICBaHUAMU. "

3. ITynkt 10 U310KUTH B CHEAYIONIEN PEAAKLINU:

"10. Opranuzanuu-noxydaTead He MO3/IHEEe OJJHOT0 paboydero JHS CO JTHS
MOJYy4YEHHUsI JICKAPCTBEHHBIX IpenapaToB, BKIOYEHHBIX B MepeueHb Ne 2, B ToM
YHUCJie JIEKApCTBEHHBIX IIPENapaToB, B OTHOILICHUH KOTOPHIX B COOTBETCTBUU
c nyHktoM 8 HacTosmux [IpaBui npuHATO penieHre o GOpMUPOBAHUU pe3epBa



JEKapCTBEHHBIX IMpenaparoB B LENSIX HE3aMEMIUTEIbHOr0 o0ecredeHus
JICKapCTBEHHBIMU TpenapaTaMy HEOMPeIeIeHHON TPYIIIbI JeTei ¢ ophaHHBIMH
3a00JICBaHUSMA, W MEIWIIMHCKUX W3JCIINNA, BKIIOUYCHHBIX B TepedeHb Ne 2,
NPUHUMAIOT UX HA y4YeT M He3aMeJIMTENbHO 00eCredYnBarOT B COOTBETCTBUU
c TpeboBaHUsAMHU 3aKoHOAaTenbcTBa Poccuiickoit denepanuu HaamexKamme
YCIOBHSI MX XPaHEHHUs, COXPAaHHOCTh, a TaK)XE HANPABICHUE MO IIEJIEBOMY
HAa3HAYEHUIO B COOTBETCTBUM C NyHKTamMu 12-15 Hacrosammx Ilpasuir.
Opranuzanuu-noiaydaTenn 00ecrednBaroT 000COOIEHHBIM YUeT IeKapCTBEHHBIX
MpenapaToB, BKIIOUEHHBIX B nepeueHb Ne 2, B OTHOIIEHUH KOTOPBIX MPUHATO
pemienne o (HOPMHUPOBAHHM pe3epBa JIEKAPCTBEHHBIX MPEMapaToB B MLEJAX
HE3aMeJIUTEIbHOr O obecriedeHus JIEKapCTBEHHBIMU npenaparamu
HEONPEIETICHHOU IPYIIIbI AeTeH ¢ OppaHHBIMU 3a00J€BAHUSIMU.".

4. A63ar miepBeIii MyHKTa 12 mocie cinoB "NMeKapcTBEHHBIX MpemapaTos,”
JOTIOJHUTH CIIOBaMU "B TOM YHUCJE W3 PE3epBa JIEKAPCTBEHHBIX MPENApPaTOB,
c(hOpMHUPOBAHHOTO B LEeTAX HE3aMeIJIUTENbHOTO oOecrieueHus
JICKapCTBEHHBIMU TpenapaTaMy HEOMPeIeICHHON TPYIIIbI JeTei ¢ ophaHHBIMH
3a0071€BaHUsAMH," .

5. [ynkr 12! momomuuts coBamu "(nanee - uHGOPMAMOHHBIN pecypc)".

6. JlononHuTh myHKTaMu 122 1 123 cnemyromiero coaepKaHust:

"122. UcnionHuTeNbHBIE Opranbl cyObekToB Poccuiickoit ®deneparuu
B cpepe oxpaHbl 310pOBbS M MEIUIMHCKHE OPTraHU3alliH, MOIBEJOMCTBECHHBIC
benepanbHBIM OpraHaM HCIOJHUTENIBHON BIacTH B cdepe 3IpaBOOXpaHEHUS,
€KEMECSYHO, HE MO3JHEe S5-T0 YHhCia, CIEAYIOUIEr0 3a OTYETHBIM MECSIEM,
BHOCAT B HMH(OPMALMOHHBIN pecypc CBEACHHS 00 OTMYCKE JIEKAPCTBEHHBIX
MpenapaTroB, B TOM YHCIIE JIEKAPCTBEHHBIX MPENapaToB, B OTHOIIEHUH KOTOPBIX
OPUHATO pelieHre O (OPMHUPOBAHUHU pe3epBa JIEKAPCTBEHHBIX IPEmapaTosB,
BKJIIOYEHHBIX B nepedeHb Ne 1 n mepedens Ne 2, B memsax He3aMeMIUTEIBHOTO
oOecriedeHus JIGKapCTBEHHBIMH TIpeTapaTaMyu HEONpeAeNeHHOW TPYMIbI eTei
c oppaHHBIMU 3a00JICBAHUSIMHU, MEIMUIIMHCKUX U3JIENUNA, a Takxke 00 ux
nepeaye 3aKOHHOMY TMPEJICTaBUTENIO peOeHKa ¢ oppaHHBIM 3a00JICBAHUEM WJTU
pebeHka ¢ opdaHHBIM 3a00JIeBaHUEM, IOCTHUTIIETO Bo3pacta 18 mer, mmbo
0 BBEJICHUH (MPUMEHEHHH) JIEKAPCTBEHHOTO Ipenapara peOeHKY ¢ Op(paHHBIM
3a0oneBanueM WM pPeOCHKY ¢ opdaHHBIM 3a007eBaHUEM, JOCTHUTIIEMY
BO3pacTta 18 jeT, npu JIeUeHNH B CTAlMOHAPHBIX YCIOBUSAX.

123. B ciydae OTCYTCTBUSL y HCIOJHUTEIBLHOTO OpraHa CyObekTa
Poccuiickoii ®enepanmu B cdepe OXpaHbl 3I0POBbS WIH MEIUIIMHCKON
OpraHu3alliM, IOJABEJOMCTBEHHON (eaepalibHbIM OpraHaM HMCHOJHUTEIbHON
BJIaCTU B c(epe 3apaBOOXPAHEHHS, TEXHUYECKOM BO3MOXHOCTH Meperadn



B HH(POPMAIMOHHBII pecypc CBEACHUI, MPEIyCMOTPEHHbBIX MyHKTamu 12! u 122
Hacroamux IlpaBwi, ykazaHHble cBeAcHUs Hamnpasisorcs B DoHI
Ha OyMa)>XHOM HOCHTEJIE TOCPEICTBOM MOYTOBOM CBSA3M JMOO IO 3alUILIEHHOMY
KaHally CBs3H.".

7. JIOOMTHUTE TyHKTOM 17 CHeAyIOIIEero CoaepKaHus:

"17. UcnionautenbHble opranbl cyObekToB Poccuiickoit ®enepanuu
B cpepe oxpaHbl 310pOBbS M MEIUIMHCKHE OPTraHU3alliH, MOIBEJOMCTBECHHBIC
benepanbHBIM OpraHaM HCIOJHUTENIBHON BIacTH B cdepe 3IpaBOOXpaHEHUS,
HECYT OTBETCTBEHHOCTh B pPaMKaxX CBOMX ITOJJTHOMOYHMM 3a HCHOJIb30BAHUE
[0 IEJEBOMY HA3HAYCHHMIO JIEKAPCTBEHHBIX IIPENapaToB M MEIULHUHCKHAX
u3nenun.".




