HosicHUuTEIbHASA 32N CKA
K npoekty nocranoJjieHusi [IpaBurtenncrBa Cankr-IlerepOypra
«O BHECEHUHY U3MEHEHHMM B TOCTAHOBJIEHUE
HHPABUTEJIBCTBA CAHKT-IIETEPBYPI'A
OT 27.12.2013 Ne 1070»

Hacrosiuii  npoekT MOCTaHOBJIICHHUS TMOJATOTOBJIEH B CBSI3M C BCTYIUIGHUEM B CHIY
¢ 01.01.2025 nonoxenuid nmyHkra 3 4vactu 5 cratbu 3 DexpepanbHoro 3akona ot 30.12.2020
Ne 491-03 «O mnpuoOpereHHHM OTIEIBHBIX BHJOB TOBapoOB, paboOT, YCIYr C HCIOJIb30BAHUEM
3JIeKTpOHHOTO cepTudukaray (mamee — DexepanbHbiii 3akoH No 491-D3), wuzmeHeHui
B nocraHoBieHue [IpaButenbctBa Poccuiickoit  ®epepanun ot 23.04.2021 Ne 631
«O ¢opMupOBaHMM U YTBEPXKICHHHM TMEpeYHEil OTAEIbHBIX BHJIOB TOBapoOB, padOT, YCIYT,
MPHOOPETAEMBIX C WCIOIH30BAHUEM DJIEKTPOHHOTO CepTU(UKATa 3a CUYET CPEACTB OFOJKETOB
OromxeTrHoil cuctembl Poccuiickoit ®denepanun» B LENSX COBEPIICHCTBOBAHUS OpraHU3AINU
obecrieueHusT TpaxaaH, BKIIOUCHHbIX B DefepanbHbId PETHCTp JHI, HMEIOIUX MPaBo
Ha [OJIyYEHUE TOCYAapCTBEHHOM COLMAIBbHOM IOMOINM, JIEKAPCTBEHHBIMU IpernapaTamMu Uit
MEIUIIMHCKOTO TPUMEHEHHUS, MEAUIMHCKUMHU W3ACIUSIMH, a TaKXe CIeIHAIU3UPOBAHHBIMU
MPOJAYKTaMHU JIe4eOHOT0 MUTAHUS IJIs IeTeH-UHBAIUIOB (J1ajee — MEIUIIMHCKAs POIYKIHUs), B TOM
YHUCJIE ¢ MCTO0JIb30BAHUEM JJIEKTPOHHOIO cepTuduKara.

K mnonnomounsam Poccuiickoit @enepanii B 007acTH  OKa3aHHUS TOCYAApCTBEHHOM
COIIMAJILHOW IOMOIM B BHUJEC HA0Opa CONHMANBHBIX YCIYT, TEPEAAHHBIM MJIS OCYIICCTBIICHUS
WCIIOJTHUTENIbHBIM OpraHaM CyOBEKTOB, OTHOCSTCS CJEAYIOUIME IOJTHOMOYHUS [0 OpTraHU3aluU
obecrieueHus rpaxk/iaH, BKIIOYCHHBIX B DeepanbHbId PETUCTP U HE OTKA3aBIIUXCS OT MOJy4EHUS
COLIMAIIbHOM  YCIyTW JIGKQpCTBEHHBIMM NpenaparamMd Uil  MEAMIMHCKOIO MPUMEHEHMUS,
MEIUIIMHCKUMU U3JIETUAMHU, a TAKXKE CICIUATN3UPOBAHHBIMH TIPOIYKTAMU JIEY€OHOTO MUTAHUS JIJIS
JeTe-nHBATUIOB (J1anee — nepeJaHHbIe TOTHOMOYHS):

1) ocymiecTBieHHE 3aKymokK (B TOM YHCIE OpraHU3alMs OIpeACNIeHUs] TOCTaBIIUKOB)
JIEKAPCTBEHHBIX MPENapaToB ISl MEIULIHUHCKOTO MPUMEHEHHUs, MEAUIMHCKUX M3, a TaKxke
CIEIUATU3UPOBAHHBIX MPOJAYKTOB JIEYCOHOTO MUTAHUS JIJIs IETEH -UHBAIIUIOB;

2) opraHuzanus oOecledyeHHs] HaceleHHUs JeKapCTBEHHBIMH TMpernaparamy [isi MEAUIMHCKOTO
NPUMEHEHHUS, MEAUIMHCKAMHA U3JIeTUsSIMHA, a TakKe CHEeIHATN3UPOBAHHBIMH  TPOJAYKTaMHU
Je4eOHOTo MUTAHUS AJIS IeTeH-UHBAINIOB, 3aKYIIEHHBIMHU IO TOCY/IAPCTBEHHBIM KOHTPAKTAM.

B macrosmee Bpems Komurer 10 31paBOOXpAaHEHHIO OCYIIECTBISET TMOTHOMOYHUS
Poccuiickoii denepaiiuu B 00IacTH OKa3aHUS TOCYNApPCTBEHHOW COIMANLHOW MOMOINM B BHJE
Habopa COIMAIBHBIX YCIYr, B 4YacTH OpraHU3alMH OOeCredYeHUs TPaKIaH, BKIFOUECHHBIX
B DenepalbHbIi PETUCTp JMI], UMEIOLUIUX MPAaBO Ha MOJYYEHHE TOCYIAPCTBEHHOW COIMATIbHOU
nomotnu (nanee — denepanbHBIA PETUCTP), U HE OTKA3ABIIMXCS OT MOJIYICHHS COIUATBLHON YCIyTH
no O00ECleYeHHI0 B COOTBETCTBHHM CO CTaHJApTaMd MEAMIIMHCKOW TOMOIIM HEO0OXOIUMBIMU
JIEKAapCTBEHHBIMU TIpenapaTaMu JIsi MEAMIIMHCKOTO TPUMEHEHUs B o0beMe HE MEHee, YeM 3TO
MPEyCMOTPEHO TEePEYHEM KHU3HEHHO HEOOXOIUMBIX M BaXKHEHUINUX JIEKAPCTBEHHBIX MpPENapaTos,
chopMUpOBaHHBIM B cooTBeTcTBHM ¢ DenepanpHbiM  3akoHOM 0T 12.04.2010 Ne 61-®3
«O06 oOpaleHuu JIEKapCTBEHHBIX CpPEICTB», IO pelenTaM Ha JIEKapCTBEHHBbIE IpenapaThl,
MEIUIIMHCKUMHU ~ U3JCTUSMHA 10  perenTtaM Ha  MEAWIMHCKHE  M3JCIus, a  TaKkKe
CHEHUAM3UPOBAaHHBIMA  TPOAYKTaMH  JIe4eOHOTO NUTaHUS s JeTel-uHBAJIU/IOB,
0e3 1CcnoJib30BaHUs 3JIEKTPOHHOIO cepTuduUKaTa.

Lenpt0 [AaHHOTO TIOCTAHOBJIEHUS  SIBJSIETCA  CO3/IaHUE TPABOBOM  OCHOBBI  JJIA
MPEIOCTaBICHUS MEp TOMJEPKKH B COOTBETCTBHM C HOBBIMH TpeOOBaHHSAMHU (enepabHOTO
3akoHoAarenbeTBa. Onpenenenue Komurera mo 31paBoOXpaHeHUIO B KAU€CTBE YIOJTHOMOYEHHOTO
opraHa OOYCJOBJIEHO TE€M, YTO OH Y)K€ OCYILIECTBJSET IMepeAaHHble MOJHOMOYMS B 001acTu



OKa3aHUs TOCYJAapPCTBEHHON COIMANBHON MOMOIIM M 00JIajacT HeoOXOJUMOW KOMIETCHIIHEeH st
OpraHMU3aly U peain3alii HOBOTO MEXaHU3Ma MPeOCTaBICHUS JIbIOT.

B cootBercTBUU ¢ MpoeKTOM NOCTaHOBIIeHUSI KOMUTET 1O 37paBOOXPAHEHUIO ONPEACIISIETCS
VIIOJHOMOYEHHBIM OpraHoM Ha (OPMUPOBAHHE U YTBEPXKICHHE IEpeUyHEel JIeKapCTBEHHBIX
MpernapaToB JUisi MEIUIIMHCKOTO TpPUMEHEHUs B o0beME HE MEHee, YeM 3TO TMPEIyCMOTPEHO
MEePEeYHEM KU3HEHHO HEOOXOMMBIX M BaXKHEUIINX JIEKaPCTBEHHBIX MpernapaToB, cHhOpMUPOBAHHBIM
B coorBercTBUH ¢ @egepanbubiM 3akoHOM OT 12.04.2010 Ne 61-®@3 «O06 obpameHnn
JICKapCTBEHHBIX CPEJCTB», MO peleNnTaM Ha JIEKapCTBEHHbIE Mpernaparbl, MEAUIIMHCKUE W3IEIus
MO perentTaM Ha MEAWIMHCKHE W3JCTHsS, a TaKXKe CIeHUaTN3UPOBAHHBIC MPOIYKTHI JICUEOHOTO
NUTaHUS Ui JeTel-uHBaIuaoB, onpeaenseMmble [IpaButensctBom Poccuiickoin ®denepanuu
B COOTBETCTBMHM ¢ NyHKTOM | wactu 1 crareu 6.2 @enepanpHoro 3akona ot 17.07.1999
No 178-®3 «O rocymapCTBEHHOM COIMAIBHOW ITOMOIIMY MPUOOPETAEMBIX € HCIOJIb30BAHHEM
3J1eKTPOHHOT0 cepTuduKara 3a cuer cpencts 0ropkera Cankr-IlerepOypra.
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