HosicHUuTEIbHASA 32N CKA
K npoekty nocranojieHusi [IpaBurenncrBa Cankr-IlerepOypra
«0 J1ekapCcTBEHHOM 00ecleYeHUH OT/AeIbHBIX KATEeroOpuii rpaxaan
€ HCIO0JIb30BAHMEM 3JIEKTPOHHOI'0 cepTUH(RUKATAY

Hacrosmuit npoekt [locranosnenus (ganee — [IpoekT) moAroToBIIEH B CBSA3H C BCTYINICHUEM
B cuity ¢ 01.01.2025 nonoxenuii mynkra 3 yactu 5 crateu 3 denepanbHoro 3akona ot 30.12.2020
No 491-®3 «O npuoOpeTeHHH OTIEIBHBIX BHJIOB TOBAapOB, padOT, YCIYr C HCIOJIb30BaHHUEM
AJIEKTPOHHOTO cepTtudukaray, wu3MEHEeHHH B mocTaHoBleHue lIpaBurtenbcTBa Poccuiickoii
Oenepannn ot 23.04.2021 Ne 631 «O hbopMupoBaHUHU U YTBEPKIACHUHU TIEPEUHEH OTACIBHBIX BUIOB
TOBapoOB, paboT, YCIYyT, MPHOOPETAEMBIX C UCIOJIL30BaHUEM 3JIEKTPOHHOTO cepTHdHKaTa 3a CYET
cpencTB OrOKEeTOB O KEeTHOHM cucTeMbl Poccuiickoit deaepanuny», mpukaza Munsapasa Poccun
or 02.11.2024 Ne 596m «OO0 yrBepkIeHMH METOIMYECKUX YKa3aHUH IO OCYIIECTBICHUIO
UCIIOJTHUTENIbHBIMU OpraHamMu cyOwnekToB Poccuiickoit @enepaiyl nepeaHHbIX MOJTHOMOYUN IO
opraHu3aiu odecreueHus rpaxaan, BKIIOUEHHbIX B DeepanbHbIi PEruCTp JIUI, UMEIOIINX IPaBO
Ha I[OJIy4YEHUE TOCYAApCTBEHHOM COLMAIbHOM IOMOINM, JIEKAPCTBEHHBIMU IIperapaTaMu JUist
MEIUIIMHCKOTO TPUMEHEHHUS, MEIUIMHCKUMHU W3ACIUSIMH, a TaKXKe CIeIHaIM3uPOBAHHBIMU
OPOAYKTaMU JIe4eOHOTO MUTAHUS [UIS JETEeH-UHBAIMIOB, B TOM 4YHUCIE C HCIOIb30BAHUEM
AJIEKTPOHHOTO CepTU(UKATA», B IEISIX COBEPIICHCTBOBAHUS OpPTaHHW3AIMM O0SCIICUYCHUS TPaKIaH,
BKJIIOUEHHBIX B DenepalibHblii PErucTp JIMI, UMEIOLIMX [PAaBO HA MOJyYEHHE TOCYAapCTBEHHOU
COIIMAIbHOM TTOMOIIM, U HE OTKA3aBIIUXCS OT MOJYyYEHHUS COLUUAIBHON yCIyTd, MPEAyCMOTPEHHOM
nyHktoMm 1 wyactu 1 crarbu 6.2 ®enepanbHoro 3akoHa or 17.07.1999 Ne 178-®3
«O ToCynapCTBEHHOM COIMATBHOM MOMOIINY, JEKAPCTBEHHBIMHU MperapaTaMu IJisi MEAUIIMHCKOTO
NPUMEHEHHUs, MEAUIMHCKUMHM U3JIEIUsMH, a TakXKe CHEIUAIN3UPOBAaHHBIMU IPOJYKTaMHU
7e4eOHOr0 MUTAHUS JIJIS ACTeH-UHBATHIOB.

CornacHo nyHkty 6 crarbu 6.3. @enepanbHoro 3akoHa «O rocyAapCTBEHHOM COLMAIbBHOM
MTOMOIIIH» TI0 BBIOOPY TpaKIaH M3 YKCIia KaTeropHil, YKa3aHHBIX B CTaThix 6.1 u 6.7 Hacrosmiero
®denepanbHOrO 3aKO0HA, MOJYYEHHE COLMAIbHBIX YCIYr, NPEIYyCMOTPEHHBIX MYHKTOM | yactu
1 cratebu 6.2 Hactosimero deaepasbHOrO 3aKOHA, MOXET OCYIIECTBIATHCS C HMCIOIb30BAHHEM
AIIEKTPOHHOTO cepTudukara ¢ yuerom mnonoxenuit denepanpbHoro 3akoHa «O mHpUOOpETECHUH
OTJIENIbHBIX BUOB TOBAPOB, padOT, YCIYT C UCTIOIb30BAaHUEM AJIEKTPOHHOTO CepTHU(HUKATAY.

B cootBerctBum ¢ mynkrom 1 IIpoexta IlpaButenbctBo Cankt-lIletepOypra yTBepikaaeT
[Topsiiok momauyum 3asiBJICHUM Ha MPEAOCTaBICHUE JIEKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO
NPUMEHEHUS, MEIULMHCKUX W3AENui, a TakkKe CHEeHATU3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO
MATAHUA JJIS I€TEH-UHBAIMJIOB, C MCIIOJIb30BAaHUEM AJIEKTPOHHOTO cepTUuduUKaTa.

[Tynkt 1 IIpoekTa pa3zpaboTaH B COOTBETCTBHH C 4acThio 2 cTtaThu 3 DenepanbHOro 3aKoHa
«O mpuobpereHnHu OTIETHHBIX BUJIOB TOBAPOB, padOT, YCIYT C HCIOJIB30BAHHEM SJEKTPOHHOTO
ceptudukaTay, COTIACHO KOTOPOMY TPEIOCTaBICHHE Mephl TOIIACPKKA MO 00eCIeYeHHIO
MEIUIIMHCKOW TPOAYKIIMEH C HCIOIB30BAHUEM JJIEKTPOHHOTO CepTU(HUKATA OCYIIECTBISICTCS
10 3asBJICHUIO FPAKJIaHWHA, TOJAHHOTO B OPTaH, MPEJOCTABISIONIUNA MEPhI MOEPKKH, B MOPSAKE,
onpeneneHHoM [IpaBurenscTBoM Poccniickoit @enepanny WK BBICIIAM OPraHOM HCIOJHUTEIBHON
Biactu cyonrekta Poccuiickoii deneparu.

[Ipunoxxennem Ne 1 ITpoekTa onpeaeneHa npoueaypa noaadn rpaXxJaHUHOM, BKIOUYEHHBIM
B DenepalibHbId PETUCTP JHI, UMEIOLUIUX MPaBO HA MOJYYEHHE TOCYIAPCTBEHHOW COIMAIbHOU
MOMOIIH, JTUOO €ro 3aKOHHBIM TPEICTABUTENIEM, 3asBJICHHUsS Ha TMPEIOCTaBICHUE JIEKAPCTBEHHBIX
npenaparoB  JUisi  MEIMLIMHCKOTO  NPUMEHEHMs, MEIMLUMUHCKUX  HW3JAeNuid, a  TaKke
CTIEIUATU3UPOBAHHBIX TPOIYKTOB JIEYEOHOTO THWTAaHWUSA JUIA JCTCH-MHBAIUIOB (mamee -
MEAHMIIMHCKAs MPOAYKIUS), C UCMOIB30BAaHNEM DIIEKTPOHHOTO CepTU(UKATA, U TPUHSATHUS PELICHHUS
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0 MPeOCTaBICHNUU WK 00 OTKa3e B MPEAOCTABICHUN MEAULIMHCKON MPOAYKIMH C UCTIOIB30BAHUEM
3JIEKTPOHHOTO cepThu(dHKaTa.

DONeKTpOHHBIA cepTu(uUKaT OQOpPMIISETCS IO BBIOOPY TpaKIaHHHA JUIS TPUOOPETCHHS
[0 peuenTtaM Bpaya MEIULUHCKOM NPOAYKLHH, BKIIOUEHHOW B II€PEYEHb JIEKapCTBEHHBIX
[pernapaToB s MEIUUUHCKOTO  IPUMEHEHHUs, MEIUUMHCKUX  M3JEJIUH, a  TaKke
CHELMATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO MUTAHMs s AeTeH-MHBAIUA0B, IPUOOpEeTaeMbIX
c HCI0JIb30BAHNEM AJIEKTPOHHOTO cepTudUKaTa, YTBEPKAAEMOTO Komurerom
0 3/IpaBOOXpaHeHMI0. OMH 3JIEKTPOHHBIHN cepTuduKaT 0(hOopMIISIETCS HA OJJUH PELIET.

OTmycKk MEAMIMHCKOM MPOIYKIMH MO 3JIEKTPOHHOMY CepTU(UKATy COTJIACHO PELeNTYy,
o(opMIIECHHOMY BpauoM, OyA€T OCYIIECTBIATHCSA U3 aTEK, 3apEerUCTPUPOBAHHBIX B YCTAHOBIEHHOM
HOpsi/IKE B TOCYAAPCTBEHHON HMH(MOPMAIIMOHHON CHUCTEME AJIEKTPOHHBIX cepTHU(UKaTOB. Pemenue
0 paboTe C NEKTPOHHBIMU CEPTHU(PHUKATAMU alITEYHbIE YUPEKACHUS IPUHUMAIOT CAMOCTOSATEIIBHO.

B cootBerctBum ¢ mynkrom 2 Ilpoekta IIpaButensctBo CankT-lIleTepOypra yTBepikaaeT
ITopsnok  ompeneseHuss MNPEACIbHOM  CTOMMOCTH — €IMHHUIBI  JIEKAPCTBEHHOIO  IIpernapara
JUISL MEIULMHCKOTO IPUMEHEHMs, MEIULMHCKOIO W3JeNMsl, a TaKXkKe CIEeHUaTIu3upOBaHHOIO
OpOAYKTa JIEUeOHOro MNMTaHUS JUIsl JIeTeH-MHBAJIUAOB, NPUOOPETAEMbIX C HCIOJIb30BaHUEM
AIIEKTPOHHOTO cepTHdHKaTa.

ITynkr 2 IIpoekta pa3paboTaH B COOTBETCTBUM C YacThiO 3 CTaThU 7 U YACThbIO 2 CTAaThU §
QenepanbHoro  3akoHa «O TPHOOpPETEHWH OTACIBHBIX BHIOB TOBAapoOB, paboOT, yCIyr
C UCMOJIb30BAaHUEM 3JIEKTPOHHOI'O CepTH(HKATa», COrJIACHO KOTOPOMY BBICIIMN HCHOJHUTENbHBIN
OpraH TOCYJAapCTBEHHOW BlacTH cyOwmekTra Poccmiickoii Denepanuyi yCTaHABIMBACT TOPSIOK
OIpeNieNIeHus] NpPeAEIbHONM CTOMMOCTH €IMHHUIBI OTIAEIBHOITO BHJA TOBapa, paboThl, YCIyru
(MemUIMHCKOW MPOAYKIIMHK), MPUOOPETAaeMBbIX C HCHOJIBb30BAaHHEM OJJICKTPOHHOTO cepTudukara
3a cueT CpeAcTB OroakeToB cyObekToB Poccuiickoil denepannu U OHOKETOB TEPPUTOPUATBHBIX
roCy/1apCTBEHHBIX BHEOIOIPKETHBIX (POH]IOB.

Envnanna MeaMuMHCKON NPOAYKLIMH — 3TO €JUHUIA U3MEPEHUs, YCTAaHOBIEHHAs KaTaloroM
TOBapoB, paboT, yciyr [uisi oOOeCHedYeHHs TOCYAApCTBEHHBIX U MYHULHUIAIBHBIX HYXK]
(1 TabneTka, 1 TecT-momocka, 1 garumk, 1 mi, 1 go3a, | ME u T.11.).

[IpenenbHas CTOMMOCTh  €IMHMIBI  MEIMIMHCKONM  NPOAYKIIUH, nprodperaeMoit
C HUCIIOJIb30BaHUEM 3JIEKTPOHHOTO cepTu¢ukara, onpeaensercs KoMuterom no 31paBooXpaHEHUIO
10 pe3yJIbTaTaM OCYIIECTBIEHUS 3aKYIKH UIEHTUYHOTO (KOHKPETHOr0) TOBapa, COOTBETCTBYIOLIETO
HalMEHOBAHUIO MEIUIIMHCKON NpoayKuMH, HHPOpMalus O KOTOpOH pa3MelleHa B eIUHOMN
MH(OPMallMOHHON cHucTeMe B cdepe 3aKyloK, MPOBEIEHHOW B TEKylleM TOoAy WIM 3a JBa
IIPEIUIECTBYIOIUX T'Ofa, B MOPSIIKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanyn
0 KOHTPAaKTHOM cucreMe B cdepe 3aKylmoK TOBapoB, paboT, yciayr i oOecredyeHus
rOCYIapCTBEHHBIX U MYHHUIUIAIBHBIX HYXKI.

[TocranoBnenne BcTynaet B cury ¢ 01.01.2026.

[IpenocraBienne MEIUIIMHCKON MPOIYKIIMH C UCIOIb30BAHUEM JIEKTPOHHOTO cepTH(HKaTa
OCYIIECTBIISIETCSI C  HCIIOJIb30BAHMEM  TOCYJapCTBEHHOW  MH(GOPMAIMOHHOH  CHCTEMBI
Cankr-IlerepOypra  «PervoHanpHblii  (parMeHT  €IMHOW  TOCYAAPCTBEHHOM  CHCTEMBI
B chepe 3npaBooxpanHeHus» (manee — PEI'M3). ®@yHknuoHan, mpegycMaTpUBarOIIMMA
npueM  3asdBICHUN  TpakaaH, INepeAadyy M MOJy4eHHe  HeoO0XoauMoi  uHpopMmanuu
n3 ['MC «Egunas nentpanu3zoBanHas mudpoBas miatgopMa B COUANBHON cdepey, B HACTOAIIEE
Bpemss B PEI'M3 He peanuzoBan. PaboTsl mo peanuzanmm ykasanHoro ¢ynkuuonana B PEI'M3
3aruiaHupoBanbl 10 KoHma 2025 ropa. Ilo nmanHoi npuumHe [IpoekToM ycCTaHOBJIEHA aara
BCTYIUIEHUS B CHily npaBoBoro akra ¢ 01.01.2026.

JononuutensHoro (QuHancupoBanus IIpoektr He Tpedyer. ObecrnedeHne TpaxaaH
MEIUIUHCKON MPOIYKIMEH C UCIOIb30BaHUEM AJIEKTPOHHOIO cepTH(dukara OyneT opraHu30BaHO
3a CUeT W B IIpe/iesiaX CPe/ICTB CYOBEHITNM, TOCTYIAIINX U3 (perepanbHOro OropKeTa.



Peanuzanus IlpoekTa mo3BOJMT rpaxkJaHaM BbIOMPATh CIOCOO MOJIyYEHHS JICKApCTBEHHOTO
npenapara, MEAMLMHCKOrO M3JEeNUs WK MPOJyKTa J1e4eOHOro MUTAHUA: U3 3amaca, 3aKylJICHHOTO
KomuTteroM 1o 31paBoOXpaHeHuIO, JIUOO MO 3JIEKTPOHHOMY CEpTU(PHUKATY B aITEUHOM YUPEKACHUU
U3 TOBApHOIO 3aIaca anTeqHOIro YUpeKACHUS C BO3MOXKHOCTBIO JIOIUIAThl 32 KOHKPETHOE TOProBOE
HAaUMEHOBAHME MEIULMHCKON MPOAYKLHH, B TOM YHCIE B CilIydae, €Ciau MEAULMHCKAs IMPOAYKLUS
HE MpeycMOTpeHa K 3aKkynke KoMuTeToM 1o 31paBOOXpaHEHHUI0, JIMOO M0 KaKUM JIM00 IpUYMHAM
3aKyIKH HE IIPOBEEHBI UIH HE COCTOSUINCH.

BpemeHHO MCITOTHAO M A
005I3aHHOCTH TpeaceaaTeast
Komurera 1o 31paBooxpaHeHuo A.M.Capana



