IHosicHuTeAbHASA 3aNKCKa
K npoekTty nocranosiienus Ilpasurenscrea Cankr-IlerepOypra
«0 mepax no peasuzauuu PenepajsbLHOr0 3aKOHA
«O npnolGpereHuN OTAEJbLHBIX BHAOB TOBApOB, padoT, ycJayr
€ HCIN0JIb30BAHHEM JJIEKTPOHHOIO cepTH(uKaTa»

Hacrosimmii  mpoekt IlocTaHOBIEHHS MNOATOTOBJIEH B CBA3M C BCTYIUIEHHUEM B CHIY
¢ 01.01.2025 nonoxenuit mynkra 3 4vactu 5 crateu 3 @PexpepanbHoro 3akoHa ot 30.12.2020
Ne 491-®3 «O npuoOpeTeHHH OTIEIBHBIX BHJIOB TOBAapOB, padOT, YCIYr C HCIOJb30BaHUEM
AJIEKTPOHHOTO cepTudukara» (mamee — DenepanbHbii 3akoH Ne 491-D3), wuzMeHeHHA
B nocraHoBieHue IlpaButensctBa Poccuiickoir ®enepammu ot 23.04.2021 Ne 631
«O QopMHpPOBaHUH U YTBEP)KACHUM TIE€PEUHEH OTIENbHBIX BUIOB TOBApOB, pabOT, YCIYT,
NpUOOpETAEMBIX C HCIOJIB30BAaHUEM JJICKTPOHHOTO cepTU(HKATa 3a CUET CPEACTB OOJKETOB
OromkeTHO cuctembl Poccuiickoii ®Dexepanun» B IENAX COBEPUICHCTBOBAHUS OpTraHU3AIUH
ofOecrieueHHs TpaKIaH, BKIIOYEHHbIX B DenepanbHbIi PErUCTp JHI, HMEIOIUX IPaBO
Ha IIOJy4YEHHE TIOCYJapCTBEHHON COLMAIbHONW IIOMOIIM, JIEKAPCTBEHHBIMHU IIpenaparaMmy JUisl
MEJUIUHCKOTO TPUMEHEHHS, MEIULUMHCKUMHU M3JCIUSAMH, a TaKkKe CHEeHUaJIu3upOBaHHBIMU
MPOAYKTaMHU JIe4eOHOTO MUTAHUS IS IeTEeH-MHBATUIOB (Jlaiee — MEIUITMHCKAs MPOYKITHS), B TOM
YHUCIIE ¢ MCIO0Jb30BAHUEM JJIEKTPOHHOIO cepTuduKara.

CornacHo nmyHKTy 6 cratbu 6.3. ®enepanpHoro 3akoHa «O rocylapCTBEHHOW COLMAIIbHOMN
MOMOIIU» TI0 BBIOOPY TpakIaH M3 YUCIIa KaTeropuid, YKa3aHHBIX B CTaThsiX 6.1 u 6.7 HaCTOSAIIETO
@enepallbHOTO 3aKOHA, IMOJIYYEHHME COLMAIBHBIX YCIYyTr, NPEAYyCMOTPEHHBIX IYHKTOM | wyacTu
I crarbm 6.2 Hacrosmero denepalbHOTO 3aKOHA, MOYKET OCYIIECTBISATHCS C HMCIOJIb30BAHUEM
AIIEKTPOHHOTO CcepTH(HKaTa ¢ ydyeroM mojoxeHuil PenepansbHoro 3akoHa «O mnpuoOpeTeHUH
OTJIeIbHBIX BUJIOB TOBAPOB, pabOT, YCIYT C UCIOJIB30BaHUEM JIEKTPOHHOTO cepTUhUKATAY.

Cornacho vactu 3 craThil 7 1 4acThio 2 cratbu § denepanbHOro 3akoHa «O MpruodOpeTeHnn
OTJIEIbHBIX BUJIOB TOBAPOB, pabOT, YCIYT C HCIOJIB30BAHUEM AJIEKTPOHHOTO CepTU(UKATA) MOPSA0K
OTIpeNieNIeHus] TPEACTbHON CTOMMOCTH €OUHMIBI OTAENBHOTO BHJA TOBapa, pabOThl, YCIYTH
(mpenenpHOTO pa3Mepa OIvlaThl OTACIBHBIX BHJIOB TOBApoB, pabOT, YCIyr), MpUOOpEeTaeMbIX
C MCIIOJIb30BAaHUEM AJIEKTPOHHOTO CepTU(HUKATA 3a CUET CPEACTB OI0KETOB CyOBhekTOB Poccuiickoit
Qenepaniii ¥ OIOKETOB  TEPPUTOPUANBHBIX TOCYHAPCTBEHHBIX BHEOIOJKETHBIX (OHJIOB,
YCTaHABIIMBAETCS BBICIIUM HCIOJTHUTEIBHBIM OpPraHOM TOCYNAapCTBEHHOW BJIACTH CyOBEKTa
Poccuiickoit deneparumu.

Cormacho  mynkty  3.8.  IlocranoBnenuss  IIpaBurensctBa  Cankr-IlerepOypra
oT 27.12.2013 Ne 1070 «O Komurere mo 3apaBooxpaHeHHio» KomuTer mo 3apaBOOXpaHEHHUIO
OpraHM3yeT B COOTBETCTBUU ¢ yacThio 1 crateu 4.1 denepanpHoro 3akoHa «O rocyaapcTBEHHOU
COLIMATILHOM MOMOUIM» oOecreuYeHrne TpaxkIaH, BKIIOYEHHBbIX B DenepasbHBI peructp Jul,
MMEIOUIMX TPaBO Ha IOJYyYEHUE TOCYJAapPCTBEHHOM COLIMAIBHOM MOMOIIM, W HE OTKA3aBIIUXCS
OT TIOJYyYEHHUS COUMAIBHOM YCIYrd, TMPEeIyCMOTPEHHOM B mnyHKTe 1 wyactu 1 cratbu
6.2 ®enepanpHoro 3akoHa «O ToOCyIapCTBEHHOM COLMAIbHOW IOMOUIW», JIEKAPCTBEHHBIMU
npenaparamM, H3ACNMSAMU  MEAULIUMHCKOTO HAa3HA4YEHUs, a TakXke CHeUUaJIu3upOBAHHBIMU
MPOYKTaMHU JI€UeOHOTO MUTAHUS JJIs ACTeH-UHBATHIOB.

B nHacrosmee Bpems Komurer 1o 34paBOOXPAaHEHHUIO OCYIIECTBISAET IOJHOMOYMS
Poccuiickoit ®enepannu B 001acTH OKa3aHUS TOCYAAPCTBEHHOW COIMATBHON MOMOIIM B BHIE
Habopa CONIMANbHBIX YCIYr, B 4YacTH OpraHU3aluu oOOecCHeueHusi TpaxIaH, BKIIOYEHHBIX
B QenepalbHbI PETUCTP JIUL, UMEIOIIUX IIPAaBO HA IIOJIYy4YEHUE TIOCYAApPCTBEHHOM COLMAIBHOU
nomoutu (nanee - denepanbHblil PETUCTP), U HE OTKA3aBIIUXCS OT MOJYyYEHUS COLUATBHON YCIYTH
no OOECIEeYeHHI0 B COOTBETCTBHHM CO CTaHIApPTaMH MEAMLIMHCKOM MOMOIIM HEOOXOIMMBIMH
JIEKapCTBEHHBIMHU TpenapaTaMu JUIsli MEIUIMHCKOTO MPUMEHEHHUS B O00beMe HE MEHee, YeM 3TO



MPEyCMOTPEHO MEPEYHEM KU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB,
c(hOpMHUPOBAHHBIM B cOOTBeTCTBHH ¢ DenepanbHbIM 3akoHOM oT 12 ampens 2010 roma Ne 61-D3
«O0 oOpallleHuu JIEKapCTBEHHBIX CPEICTB», IO pelenTaM Ha JEeKapCTBEHHbIE Ipenaparsl,
MEIUIMHCKUMU  U3JENUSMHU 1O  peuentaM Ha  MEIUUMHCKUE  M3JeNus, a  Takke
CHEIMAM3UPOBAaHHBIMU  MPOAYKTAaMH  JIe4eOHOTO OUTaHUs  JUIsl  JeTel-WHBaJIUIO0B,
0e3 HCIOJIb30BAHNS JJIEKTPOHHOIO cepTuduUKaTa.

Lensro TAHHOT'O ITocTanoBneHus SIBJISIETCS co3JaHue MPaBOBOM OCHOBEI
JUTSL TIPEAOCTABJICHHSI MEp TMOAJEPKKH B COOTBETCTBHH C HOBBIMH TpeOOBaHUSMHU (perepabHOTO
3aKOHOJATEIbCTBA.
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