MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA

ITOCTAHOBIIEHHUE
ot 17 anpens 2024 r. Ne 499

MOCKBA

O BHeceHnu M3MeHeHUi B moctaHoByieHue [IpaBurenbcTBa
Poccuiickoit @enepanuu ot 6 anpess 2021 r. Ne 545

[TpaBurenscTBO Poccuiickon @enepaiuy NOCTAaHOBJA S €T !

l. YrBepauTs  mpunaraeMple = U3MEHEHUs,  KOTOpPbIE  BHOCSTCA
B IlpaBmma mnpuoOpeTeHust JEKApCTBEHHBIX TMpENapaToB W MEIUIMHCKUX
U3JIETTUN ISl KOHKPETHOTO  peOeHKa ¢ TSOKENBIM  JKU3HEYTPOKAIOIIUM
U XpOHUYECKUM  3a00JieBaHHEM, B TOM 4YHCle peakuM (opdaHHBIM)
3a0o0seBaHueM, MO0 I TPYII TaKUX JACTEH, yTBEP>KIECHHBIE MOCTAaHOBICHHUEM
[IpaButensctBa Poccuiickoii ®enepaunn ot 6 amnpens 2021 r. Ne 545
"O mopsiike MPUOOpPETEeHUsS JICKAPCTBEHHBIX MPENapaTroB, MEIUITUHCKUX
U3JIETTUH U TEXHUYECKUX CPEACTB peaOWIUTAIlMU JJi1 KOHKPETHOrO pedeHKa
C TSDKEJIBIM JKU3HEYTPOKAIOIMIMM U XPOHHYECKUM 3a00JIeBaHUEM, B TOM YHCIIC
penkuM (opdaHHbIM) 3a00eBaHuEM, OO aJist rpynm Takux nerei’” (CoOpanue
3akoHojiatenbcTBa Poccuiickoit @eneparuun, 2021, Ne 16, ct. 2771; 2023, Ne 1,
ct. 251).

2. Hacrosuiee noctaHoBiieHHE BCTynaeT B cuity ¢ 1 mas 2024 r.

[Ipencenarens [IpaBurenscrBa
Poccniickon @enepanun M.MuyctruH



YTBEPXIEHDbI

nocraHoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanuu
ot 17 anpens 2024 r. Ne 499

N3MEHEHMUA,

KoTOpbIe BHOCATCH B IIpaBmiia npuodpereHust JeKapCTBEHHBIX IPENApPaToB U
MeIMIMHCKUX U3/1eJIHi VI KOHKPETHOr0 pe0eHKAa ¢ TIKeJIbIM
JKM3HEYTPOKAIIMM M XPOHUYECKUM 3a00J1eBaHUEM, B TOM YHUCJIE
peaxuM (opPpaHHbIM) 3200/1eBaHKEM, JTM0O0 JIS1 TPYII TAKHMX JIeTel

I. Ilynkr 3 mocne cioB "B LEISIX HE3aMEIJIUTEIIBHOTO OOECIeUeHUs
JIEKAPCTBEHHBIMH IIPENAapaTaMu’ TOMOJIHUTD CJIOBOM ''HEOIPENEIICHHON .

2. IIyHKT 6 U3JIOKUTH B CICIYIOUIEH PEIAKIINN:

"6. Opranuzanuu-noay4yaTes M He MO3JHEE OJHOTO paboyvero JHS CO JHS
MOJTYYEHHUsI JICKAPCTBEHHBIX MPEnapaToB, BKIIOYEHHBIX B miepedueHb Ne 1, B ToMm
YHUCJie JICKAPCTBEHHBIX MpernapaTtoB, B OTHOIIEHUU KOTOPHIX B COOTBETCTBUU
¢ MyHKTOM 3 Hactosmux [IpaBun npuHsATO pemieHue o GopMHUPOBaHUU pe3epBa
JIEKQpCTBEHHBIX IMpernapaTroB, BKIIYEHHbIX B mepedeHb No 1, B memsx
He3aMeIJTUTETLHOTO obecrnieueHus JIEKapCTBEHHBIMU npernapaTamu
HEOMpeAeTICHHON rpynnbl AeTeid ¢ opdaHHBIMU 3a00JICBaHUSAMM, MPUHUMAIOT
JIEKAQpCTBEHHBIC TMpenaparbl Ha Yy4yeT M He3aMeIJIUTEIbHO O00ECIeYnuBaIOT
B COOTBETCTBUU C TpeOOBaHUAMM 3aKOHoOJaTeabcTBa Poccuiickoit denepanuu
HaJJIeKAIIMe YCIOBUS WX XpaHEHUs, COXPAHHOCTh, a TakKXKe HaIlpaBJICHHUE
IO 1I€JIEBOMY HA3HAYEHHWI0 B COOTBETCTBUM C IMyHKTamu 12 - 15 HacTosimux
[IpaBwi. OpraHuzanuu-noayyaTread oOecrneurBalOT 000COOJCHHBIA — ydeT
JIEKAQpCTBEHHBIX TMpEeNapaToB, BKIOYEHHBIX B MepeueHb Ne 1, B OTHOIICHUU
KOTOPBIX MPUHATO pelieHue o GopMUpPOBAHMM pe3epBa JIEKaApPCTBEHHBIX
npenapaToB B LENAX HE3aMEIJIUTENIbHOr0 o0ecredyeHus: JIeKapCTBEHHBIMU
npenapaTaMu HEOTNpeIeIeHHON TPYIIbI AeTel ¢ oppaHHBIMU 3a00JIeBaHUSIMU. "

3. IIyHkT 10 U370KUTH B CACAYIOIIEH peaaKIINu:

"10. Opranuzanuu-noaydaTeian He MO3IHee OJJHOTO paboyero JHs CO JHS
MOJIyYeHUS JIEKAPCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B MepedueHb No 2, B TOM
YUCJIE JICKAPCTBEHHBIX IPENApaToB, B OTHOLICHHH KOTOPBIX B COOTBETCTBHUH
¢ myHkToM 8§ Hactosiuux [IpaBun npuHsTo peuieHrue o GOpMUPOBAHUU pe3epBa



JICKapCTBEHHBIX IMpenaparoB B IEJSIX HE3aMeMJIUTEIbHOr0 00ecreueHus
JIEKapCTBEHHBIMU TperapaTaMyd HEONpeeIeHHOM TPyl JeTel ¢ ophaHHBIMU
3a00JIeBaHUSIMUA, M MEIUIMHCKUX W3JCNIUNA, BKIIOUEHHBIX B mepedeHb No 2,
OPUHUMAIOT UX HA Y4eT M HE3aMEeIJIUTEIbHO OOECHeuYMBalOT B COOTBETCTBHUU
c TpeboBaHUsIMU 3aKoHonarenbcTBa Poccuiickoir denepanuu HaaaexKaliue
YCIIOBUSI MX XPAaHEHHUs, COXPAHHOCTh, a TAKXKE HaMpaBJieHUE MO LEJIECBOMY
HAa3HAUYEHUIO B COOTBETCTBUM C TyHKTaMu 12 -15 wnactosmux [IpaBui.
Opranuzaruu-noiydarean 00ecrneuyrnBaoT 000CO0IEHHBIN yUeT JeKapCTBEHHbIX
[penaparoB, BKIIOUEHHBIX B mepeueHb Ne 2, B OTHOIIEHHMH KOTOPBIX MPHUHSTO
pemieHue 0 (HOPMUPOBAHMM pe3epBa JIEKAPCTBEHHBIX MPENapaToB B LEIAX
HEe3aMeIJTUTEIHLHOTO obecrieueHus JIEKapCTBEHHBIMU npenaparamu
HEONpeIeJICHHOM IPYIIIbI AeTeH ¢ OppaHHBIMU 3200JIEBAHUIMU. .

4. AG3zar niepBbIil yHKTa 12 mocine cioB "JIeKapCTBEHHBIX MpernapaTos,”
JOTIOJTHUTBH CJIOBaMU "B TOM YHCJIE U3 PE3epBa JICKAPCTBEHHBIX MPEMapaToB,
chOpMHPOBAHHOTO B EesX HE3aMeJIUTEHLHOTO obecrieueHus
JIEKapCTBEHHBIMU TperapaTaMy HEONPEEICHHONW TPYIIbI JeTeil ¢ ophaHHbIMU
3a001eBaHUsIMY, "

5. Hynxr 12" momonsuts cnoBamu "(anee - HHGOPMALMOHHEIIT pecypc)".

6. JloronuanTs myHkTamu 12% 1 12° crexyromero cogepkanmust:

"12°. McronHUTEIbHbIE OpraHel cyOBbekToB Poccumiickoit ®emeparun
B cepe oxpaHbl 370POBbS U MEAUIIMHCKAE OPTaHU3aIUU, TTOJBEIOMCTBEHHBIC
dbenepalibHBIM OpTraHaM HUCIOJHUTENLHON BIIACTU B cepe 37apaBOOXpaHEHHUS,
©KEMECSYHO, HE TO3JHee S5-TO YHMCIa, CIEAYIOIIETO 3a OTYETHBIM MECSIIEM,
BHOCSAT B HMH(OPMAIMOHHBIM PECypc CBEACHHsS 00 OTIYCKE JIEKapCTBEHHBIX
penaparoB, B TOM YHCIIE JICKAPCTBEHHBIX MPEMapaTOB, B OTHOIICHUH KOTOPHIX
NPUHATO perieHrue o (GOpMUPOBAHMM pe3epBa JIEKAPCTBEHHBIX MPENapaTos,
BKJIFOUCHHBIX B repedeHb Ne 1 u mepedenp Ne 2, B 1ensix HE3aMeTUTEIHLHOTO
oOecrieueHus JICKapCTBEHHBIMH TIpenapaTaMu HEOIPEACICHHON TPYIIbI IeTen
c oppaHHBIMU 3a00JICBAaHUSAMH, MCIUIMHCKMX M3JSIUH, a Takke 00 wux
nepeaade 3aKOHHOMY MPECTaBUTENI0 peOeHKA ¢ Op(paHHBIM 3a00JICBaHHEM WIIH
pebeHka ¢ opdaHHBIM 3a00JCBaHHMEM, IOCTUTIIETO Bo3pacta 18 mer, mmbo
0 BBEJICHUM (MMPUMEHEHUN) JICKAPCTBEHHOTO TIpernapara peOeHKy ¢ ophaHHBIM
3a0oyieBaHueM WM peOEHKY ¢ opdaHHBIM 3a00J€BaHHEM, JOCTUTIIEMY
BO3pacta 18 jer, mpu JieueHnr B CTAIlMOHAPHBIX YCIOBUSX.

12°. B ciyyae OTCYTCTBHMSI Y WCIONHHMTEILHOIO OpraHa CyObekTa
Poccuiickoit ®enepani B cdepe OXpaHbl 3I0POBbS WIH MEIUIIMHCKOU
OpraHu3allid, TOJBEIOMCTBEHHON (elepalbHbIM OpraHaM HCIOJHUTEIHLHOM
BIACTH B cdepe 3apaBOOXPAHCHHS, TEXHUYECKOW BO3MOXXHOCTH TEpeIavn



B HH(POPMALHOHHBIH Pecypc CBEACHHMIH, IPeyCMOTPEHHBIX myHKTamu 12" n 12
Hactosamux [lpaBwi, yKa3aHHbIE CBEACHUS HampaBisitorcss B DoHA
Ha OyMa)>XHOM HOCHTEJIE MTOCPEICTBOM MOYTOBOM CBSI3H JIMOO MO 3aIIUIEHHOMY
KaHaJly CBSI3M.".

7. JIOMOJHUTH ITYHKTOM 17 CIEayIOIIEero COACpKAHUS:

"17. UcnonHuTenbHbIe OpraHbl cyObekToB Poccuiickoit deneparuu
B cepe oxpaHbl 370POBbI U MEAUIIMHCKUE OPraHHU3allMH, MOJABEIOMCTBEHHbBIC
dbenepalibHBIM OpraHaM HUCIIOJIHUTENLHON BIACTU B cepe 3apaBOOXpaHEHHS,
HECYT OTBETCTBEHHOCTh B pPAaMKaX CBOHUX IIOJIHOMOYMU 3a HCHOJIb30BAHUE
[0 LEJIEBOMY HA3HAYEHUIO JIEKAPCTBEHHBIX MPENAapaToB M MEAULMHCKUX
n3nenuit.".




