POCCUVCKAS ®EIEPALINSI
®EJEPAJBHBINA 3AKOH

O BHeceHnH u3mMeHeHni B ®eepanbHblid 3ak0oH «O6 0CHOBAX OXpaHbI
340poBbs rpa:xkaan B Poccuiickoil ®eaepanun»

[Tpunst N'ocy napctBenHoit Jymoii 22 nexabps 2021 roga
Omo6pen CoBeToM depepaliuu 24 nerabpsa 2021 roma
Cratps 1

Brectu B @epepanbhblii 3akoH oT 21 HosOps 2011 roma  Ne 323-03
«O6 ocHOBax oXpaHBb! 370poBbs rpaxiaaH B Poccuiickoit ®enepanuun» (Cobpanue
3akoHozparesnbcTBa Poccumiickonn ®enepaunm, 2011, Ne 48, cr. 6724; 2013, Ne 27,
cT. 3477; Ne 48, c1. 6165; 2016, No 27, ct. 4219; 2017, Ne 31, ct. 4791; 2018, Ne 53,
cT. 8415; 2019, Ne 10, ct. 888; 2021, No 27, c1. 5143, 5159) cnepyronire H3MeHEHH:

1) crateio 20 qOMOMHUTE YacThIO 12 ClieAYIOMErO COAEPKAHMS:

«12.B ciy4yae oka3aHHS HECOBEpPIICHHOJETHEMY MEIUIMHCKOH HMOMOIIH

Jeqammui Bpau 00s13aH HpOI/IH(i)OpMI/IPOBaTB HCCOBCPHICHHOJIETHET O, AOCTUITIETO

[
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BO3pacTa, yCTaHOBJIEHHOI'O YacThio 2 cTaThi 54 HacToswmero OenepaibHoro 3akoHa,
OJHOTO W3  pOAMTeNed  MAM  HWHOTO  3aKOHHOTO  TIPEACTaBUTENA
HECOBEPIIEHHOJIETHEr0, HE MJOCTHUILIET0 3TOr0 BO3pacTa, O IPUMEHIEMOM
JEKapCTBEHHOM Ipenapare, B TOM 4YHCJIE IPUMEHSIEMOM B COOTBETCTBHHU
C HIOKa3aTeIAMHU (xapaKkTepUCTHKaMH) JIEKapCTBEHHOI'0 npenapara,
HEe YKa3aHHBIMH B MHCTPYKIMH [0 €ro MPHUMEHEHHI0, O €ero 0e30IacHOCTH,
0XHJaeMoi >(QPEeKTHBHOCTH, CTENEHH pPUCKa IS MAIMEeHTa, a TaKKe O AeHCTBUAX
HNalkeHTa B clydae HeNnpeIBUACHHBIX d(PQEKToOB BIMSHHSA JIEKAPCTBEHHOTO
npenapara Ha COCTOSIHUE 3[0POBBS MALAECHTA.»;

2) cTaThio 37 JOMONHUT YacThio 14" Clie/yIOImero coaepKaHus:

«14'.B  cTaHZapTHl MeJMIMHCKOH NOMOLM JeTSM M  KIMHHYECKHe
PEKOMEHIAUN JOIyCKaeTcs BKIOYEHHE 3apeTUCTPUPOBAHHOTO Ha TEPPUTOPUM
Poccuiickoit ~ ®epepanyu  J€KapCTBEHHOTO  Ipenapara,  IPUMEHSIEMOIo
B COOTBETCTBUM C IOKa3aTeNIMH (XapaKTepUCTHKaMH) JIEKapCTBEHHOTO Ipernapara,
HE yKa3aHHBIMU B MHCTPYKLMH I10 €r0 IPUMEHEHHUIO, B ClIy4ae COOTBETCTBUS TaKOro
JIEKapCTBEHHOT0 Iperapara TpeOOBaHUAM, YCTaHOBIEHHBIM IIpaBHTENHCTBOM
Poccuiickoii Oenepaliuy. [Tepeuens 3a00JIeBaHUM WIH COCTOSHUHU
(rpynm 3a0oeBaHMil WM COCTOSHHIA), NMpPU KOTOPBIX AOIYCKAeTCs IpHMEHEeHHe
JEKapCTBEHHOTO MpernapaTa B COOTBETCTBHU € IOKA3aTeIMH (XapaKTepHCTHKAMH)
JIEKapCTBEHHOIrO Ipernapara, He YKa3aHHBIMH B MHCTPYKLMH 11O €r0 NPHMEHCHHIO,

ycranaBnuBaetcs [IpasurensctBoM Poccuiickont ®enepanun.»;



3) craTpio 54 JOMOTHUTH YacTAMHU 4 U 5 CleYIOUIero COAepKaHus:

«4. HecoBepIleHHONIETHUM [IPU OKa3aHNUHM MM MEAMLIMHCKON ITOMOIIU MOTYT
ObITh Ha3HA4YeHBl JIEKAPCTBEHHBIE IMpenaparbl, BKIIOYEHHBIE B CTaHAApPTHI
MEIUIIMHCKON MOMOINU OETAM W KIMHUYECKHE PEKOMEHAAlMM W IPUMEHSEMBIE
B COOTBETCTBHMH C MOKa3aTeNIAIMH (XapaKTepHCTHKaMHK) JeKapCTBEHHOIO Ipenapara,
He yKa3aHHBIMH B MHCTPYKUMH 110 €r0 NPHMEHEHHIO, B COOTBETCTBUU C YaCTHIO
14! craten 37 HacTosumero GenepanbHOro 3aKkoHa.

5. Jluma, cTpanarompe 3ab0NeBaHMSAMH WM COCTOSHUAMHU (TpynmaMu
3a00J€eBaHMid WJIM  COCTOSHHI), BKIIOYCHHBIMH B IiepeueHb 3aboseBaHuii
Wi coctosHMd (Tpymn  3a0oneBaHMi WIM  COCTOSIHHWI), YCTaHOBJICHHBIN
YIIOTHOMOYEHHBIM  (efepalbHbIM OpPraHOM  HCIOJIHMTENLHOM  BJIACTH, IIpH
JOCTH)KEHHH MMH COBEPUICHHOJETHS BIpaBe [0 [TOCTIKEHHWS HMH BO3pacra
IBaJIaTH OJHOTO TojAa HabMoJaThCs M MpPOJOJKATh JIEYCHHE B MEAULMHCKON
OpraHu3aliy, OKa3bIBaBIIEeH UM N0 JOCTH)KEHMS COBEPLICHHOJIETHA MEIULIUHCKYIO
HOMOIIb TPH TaKuX 3a00M€eBaHHAX WM COCTOSHUSX (rpynmax 3aboreBaHHit

WA COCTOSIHHIA).».



Crarbs 2
Hacrosamuii @epnepanpHbii 3aKOH BCTymaeT B CHIy IO MCTEYEHHH

CTa BOCEMH/IECATH JHEH 1ocie JHA ero oQUIUaIbHOro oIy OUKOBaHHUS.

B.Ilytun

Mocksa, Kpemib
30 nexabps 2021 roga
Ne 482-03



