DdepepanbHbIV 3akoH oT 30 nekabpsa 2021 r. Ne 482-®3
“O BHeceHUu nsmeHeHu B ®egepanbHbiv 3aKkoH “O6 ocCHOBax oxpaHbl 340POBbLA
rpaxgaH B Poccumnckon ®epnepaumn’

MpuHaT MocyoapcteeHHon Oymon 22 fekabpsa 2021 ropa
OpobpeH CoBeTtom depepaunn 24 gekabpa 2021 roga

Cratbsa 1

BHectn B ®epepanbHbiii 3akoH oT 21 Hosbps 2011 roga N 323-®3 "O6 ocHoBax oOxpaHbl 340POBbSI
rpaxgaH B Poccunckon ®degepaumn” (CobpaHune 3akoHogatenbctBa Poccuickon Pepepaumm, 2011, N 48,
CT. 6724; 2013, N 27, cT. 3477; N 48, cT. 6165; 2016, N 27, cT. 4219; 2017, N 31, cT1. 4791, 2018, N 53, cT. 8415;
2019, N 10, cT. 888; 2021, N 27, cT. 5143, 5159) cnepnyowme namMmeHeHus:

1) cTtaTbto 20 4ONONHUTE YacTblo 12 cneayoLero coaepX)XaHus:

"12. B cny4ae okasaHuA HeCOBEpLUEHHONETHEMY MeAMLMHCKOM MOMOLWM nevawuin Bpad o06sa3aH
NpovHOPMMPOBaTbL HECOBEPLUEHHOMNETHEro, OOCTUrIEro Bo3pacTa, YCTAHOBMEHHOrO 4acTbld 2 cTatbn 54
HacTodawero deagepanbHOrO 3akOHa, OAHOMO M3  poauTene’ WM MHOTO  3aKOHHOro  npeacTaBuTenst
HecoBepLUEHHOMNETHEro, He AOCTUrLLEero 3Toro Bo3pacTa, O NPUMEHAEeMOM IeKapCTBEHHOM npenapaTte, B TOM
yucre nNpMMEHSEMOM B COOTBETCTBUM C MOKa3aTeNdAMU (XapakTepucTukamu) NeKapCTBEHHOro npenapaTa, He
YKa3aHHbIMW B WMHCTPYKUWM MO €ro NpuMeHEeHuto, 0 ero 6e3onacHoCcTH, oxugaemon 3dEKTMBHOCTU, CTEMNEHU
pucka ONnd naumMeHTa, a Takke O [OEeWCTBUAX MauueHTa B Ccriyyae HenpeaBuaeHHbIX 3ddEKTOB BMMSHUS
neKkapCTBEHHOro npenapaTta Ha COCTOsIHUE 340POBbs NaumeHTa.";

2) ctatbio 37 QONONHNUTL YacTblo 14.1 cnefyoLero cogepXaHus:

"14.1. B cTaHgapTbl MEOMUMHCKOW MOMOLWM AeTAM W KIMHUMYECKMe pekoMeHgaumm [onyckaetcs
BKIIIOYEHNE 3aperncTpMpoBaHHOro Ha Tepputopun Poccuiickon ®egepaumm nekapCTBEHHOro npenapara,
NPUMEHSIEMOr0 B COOTBETCTBUM C MOKasaTensamu (XapakTepucTukamu) HneKkapCcTBEHHOro mnpenapaTa, He
YKa3aHHbIMW B WHCTPYKUMM MO €ro NpUMEHEHMUIO, B ClydYae COOTBETCTBMS TaKOro fEeKapCTBEHHOro npenapaTta
TpeboBaHuaM, ycTaHoBrneHHbIM [lpaButenbctBoM Poccuiickon ®epepaumn. [lepeyeHb 3aboneBaHui wunu
cocTosAHMIM (rpynn 3aboneBaHW WAM COCTOSHWM), MPWU KOTOPbIX AOMYCKAeTCH NPUMEHEHWe feKkapCTBEHHOro
npenapaTta B COOTBETCTBMM C MOKasaTeNsAMU (XxapakTepucTnkaMmm) nekapCTBEHHOro npenapara, He yKas3aHHbIMU B
WHCTPYKLUMM NO ero NnpMMeHeHuto, yctaHasnunaaeTtcd [pasutensctsom Poccunckon ®egepauun.”;

3) ctaTblo 54 gononHUTL YacTsiMu 4 1 5 cnefyoLWero cogepXXaHus:

"4, HecoBepLIEHHONETHUM MPU OKasaHUM WM MEOUUMHCKOMW MOMOLWM MOryT ObiTb Ha3HaYeHbI
nekapcTBeHHble nNpenaparbl, BKMYEHHble B CTaHZapTbl MEOULUMHCKOM MNOMOLWM AeTAM W KIMHUYECKue
pekomMeHZauMnm u MpUMEHsSIeMble B COOTBETCTBUM C MokasaTensaMmy (XapakTepUCTMKaMu) JeKapCTBEHHOro
npenapaTa, He yKasaHHbIMW B MHCTPYKUMM MO €ro MpUMEHEHUI0, B COOTBETCTBMU C 4acTbio 14.1 cratbm 37
HacTosilero ®egepansHOro 3akoHa.

5. Jlnua, ctpagatowme 3aboneBaHMAMU WU COCTOSHUSAMW (rpynnamu 3aboneBaHun UNU COCTOSHUN),
BKIIOYEHHbIMU B NepeyveHb 3abonesaHuni nnm cocTtosHui (rpynn 3abonesBaHuMn M COCTOSHUN), YCTaHOBMEHHbIN
YNOMMHOMOYEHHBIM heaeparnbHbIM OpraHOM WCMOSTHUTENBHOM BACTW, NPU OOCTWKEHUU UMW COBEPLLUEHHONETUS
BMpaBe A0 AOCTWXEHMS UMW BO3pacTa [[BajuaTu OJHOro roga HabnwaaTtbCs U NPOAOMKaTb JlevyeHue B
MELMLIMHCKON OpraHusaumn, okasbiBaBLLUE/ UM A0 OOCTWKEHUS COBEPLUEHHONETUS MEAULMHCKYIO MOMOLLb Mpu
Takux 3aboNeBaHNAX UM COCTOSTHUAX (rpynnax 3aboneBaHWn Unn CoCTOSHMIA).".

CraTba 2
HacTtosiwmn ®enepanbHbIll 3aKOH BCTYNaeT B CUITY MO UCTEYEHUN CTa BOCBMUAECATU OHEN MOcne AHSA ero
odmumansLHOro onyonmMKoBaHus.
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