IMPABUTEJBCTBO OMCKOMN OBJIACTH
ITOCTAHOBJ/JEHMUME

20 gosa6ps 2025 ropa Ne 588-n1

I. OMck

O nexapcTBEHHOM OOECIIeUeHUH OTACNBHBIX KaTeropuil rpakian
C MCIIOJIb30BAaHUEM 3JIEKTPOHHOTO cepTuduKaTa
B OMCKoO# 00J1acTH

B cooTtseTcTBUM C uwacThiO 2 cTaThu 3, 4acThio 3 crarthu 7/ DeaeparbHOro
3akoHa «O TpHOOpEeTeHMH OTACNBHBIX BHUIOB TOBApoOB, paboT, YCIyT
C WCHOJB30BaHUEM 3NeKTpoHHOTo cepTudukaray IlIpaButensctBo OmMcKoi
00JacTH MOCTAHOBIIAET:

1. Y1Bepauts:

1) IHopsimox moayu 3asBI€HUS O IPUOOPETEHNUU HA3HAYEHHBIX IO pELenTy
JIEKapCTBEHHBIX IIPENapaTtoB Ui MEAMIMHCKOIO IIPUMEHEHHUS, MEeIWULIUHCKHUX
H3MIEIHH, CHSIHAM3UPOBAHHBIX IPOXYKTOB JIe4eOHOTO NHUTaHWA i JeTeH-
WHBAJIUJIOB C UCTIONBE30BAaHUEM 3IIEKTPOHHOTO cepTudukaTa (npunoxenne Ne 1);

2) lopsnok omnpeneneHus NpeNeNbHOd CTOMMOCTH €IUHULEI (IPeNeIbHOro
pa3Mepa OIUIaTHl) JIEKAPCTBEHHBIX TPENaparoB IS METUIMHCKOTO MPUMEHEHMS,
MEIQUIIMHCKUX H3AENUH, CIeIHaIN3MpOBaHHBIX HPOIYKTOB JIedeOHOr0 MHUTaHUs
IS JeTel-UHBAIUIOB, MPUOOPETAEMBIX C HCIIOJNIB30BAHUEM DJIEKTPOHHOIO
ceptudukara (npuioxenue Ne 2).

2. Hacrosiiee moctanoBienne BCTynaeT B cuiny ¢ 1 mapra 2026 rona.

Ucnonusromuii 00513aHHOCTH
Ilpencenarens [IpaButenbcTBa
OmMckoit obnactu

J1.B. VmakoB



ITpunoxenue Ne 1
K nocranonenuto [Ipasurenscra OMcKolt odnactu
oT 20 Hos0ps 2025 rona Ne 588-mm

IIOPAJIOK
IIOJIa4M 3asIBJICHUS O IPUOOPETeHNH Ha3HAYEHHBIX 110 PeLieNTY JIeKapCTBEHHBIX
IIPEnapaToB AJs METUIIMHCKOTO IIPUMEHEHNS, MEAUIUHCKIX U3eTIHH,
CHEeUAIU3UPOBAHHBIX IPOAYKTOB JIe4e0HOI0 MUTAHUS IS
IeTeH-UHBATUIOB C UCIOTH30BAHUEM 3JIEKTPOHHOTO
ceprudukara

1. Hacrosumuii Ilopsaok ompenenseT IpaBuiia MOAAYH TI'PAKIAHUHOM
Y3 YuCila KaTeropuil rpaxaaH, onpeneieHHbix B yacTy 4 crateu 3 DenepanabHOTO
3akoHa «O mnpuobpeTeHHMH OTIENBHBIX BHIOB TOBAapoB, paboT, ycIyr
C MCIIOJB30BaHUEM DIIEKTPOHHOIO cepTUdUKaTa», CBEICHUS O KOTOPOM BKIIFOUCHBI
B DenepanbHBIM PETUCTD JIMI, UMEIOIMMX IIPaBO Ha IOJNyYeHHUE rOCyJapCTBeHHON
conyagbHON oMol (nanee — OenepanbHbI PETUCTP JIMII), U HE OTKA3aBIIAMCS
OT IIOJy4eHHs COLUAJIbHON YCIYyrH, NpeXyCMOTPEHHOH NyHKTOM 1 dacté |
cratbu 6.2 ®enepanbHoro 3akoHa «O rocyapCTBEHHON COIMAIBHON ITOMOIIKDY
(naslee — conuanbpHas yciyra), 3asBlICHHS O MNPHOOPETEHUH JIEKAPCTBEHHBIX
IpenaparoB s MEIWLHUHCKOIO IIpUMEeHeHMs B o0beMe He MeHee, YeM 3TO
IPEAYyCMOTPEHO  IIEPEYHEM  SKU3HEHHO  HEOOXOMMMBIX W BaXKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB I MEIUMIUHCKOIO NMPUMEHEHUS, COPMUPOBAHHBIM
B cooTBercTBUH ¢ PegepanbHbIM 3aKoHOM «(O0 oOpalieHHH JIeKapCTBEHHBIX
CPEICTB», IO peLelTaM Ha JIeKapCTBeHHbIE IpenapaThi, METUIUHCKHX U3eIUil 110
perenramM Ha MEIMLAHCKHE W3JENusi, a TakKe CHeNHaIH3HPOBAHHBIX IPOIYKTOB
Je4yeOHOro INUTaHUA M JAeTelH-WHBAIMIOB, oONpeaenseMblx I[IpaBUTENbCTBOM
Poccuiickoii ®Denepaniui B COOTBETCTBHM C IYHKTOM | wactd 1 crateu 6.2
Qenepanpgoro 3akoHa «O TrocyZapCTBEHHOH CONMANBHON  IOMOIIMY, C
WCIIONIb30BAaHUEM  3JIEKTPOHHOrO  cepTudukara (masiee —  3asgBIEHHE O
IIPHOOPETEHNUHN ).

2. C HUCIONB30BaHUEM DJIEKTPOHHOIO CepTH(UKATa MOTYT IPHOOpeTaThCS
Ha3HA4yEHHBIE II0 pEeLEeNTy JIEKApCTBEHHbIE IMpemnaparbl IS METUIMHCKOIO
IIPEMEHEHUS, MEAULMHCKNE U3CTIUs, CIIEITHATU3UPOBAHHbIE MTPOIYKThI IE4eOHOTr0
NMUTaHUA JUI JETeH-UHBAIWIOB, BKIIOYEHHBIE B IIEpEUYeHb, YTBEPIKIACMBIH
MuHucTepcTBOM 3IpaBooxpaHeHus OMcKoi obnactu (nanee — MHHHCTEPCTBO)
B coorBercTBud ¢ IlpaBuinamu QOpMHpOBaHMS U YTBEPXKICHHS IIepedHei
OTJENbHBIX BUIOB TOBApOB, paboOT, yCIOyT, MPHOOpPETAEMBIX C HCIIOIb30BAHUEM
UEKTPOHHOIO cepTU(UKaTa 3a CUET CPEACTB OIOKETOB cyOBeKTOB Poccuiickoit
Qenepanun U OOMKETOB TEPPUTOPUATBHBIX TOCYAAPCTBEHHBIX BHEOIOKETHBIX
doBIOB, yIBepXKHEHHBIMU IHocTaHoBIeHMeM IlpaBurtenbctBa Poccmiickoii
Oenepanun o1 23 anpens 2021 roga Ne 631.

3. 3asBieHUe 0 IpUOOpeTeHUH [I0/1aeTCs rpaXXJaHuHOM
(ero mpeacraBuTesneM) B MUHUCTEPCTBO B OTHOIIIEHUH KaXXIOr0 HA3HAYEHHOI'O I10
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pelenTy JIEKapCTBEHHOIO TIpemapaTa [N  METUIMHCKOIO  IIpUMEHEHUS,
MEIUIIMHCKOTO HU3MEIHs, CIEeLHaIN3UPOBAaHHOIO MPOAYKTa JIEYeOHOIO NUTAHHSI
IUTS IeTe H-MHBATHIOB.

4. 3asBneHne 0 NPUOOPETEHUH TOIKHO COIEPHKATh CIEIYIOIIUe CBESICHYS:

1) bamuus, uMs1, 0TIECTBO (TIPH HAJIMIHMK) TPaKIaHIUHA,

2) agpec perucTpalyy TpaKIaHWHA IO MECTY JKHTEJIhCTBa HUIH IO Mecry
IpeObIBAHUS;

3) cTpaxoBOI HOMEP UHANBUAYAIBHOIO JMIIEBOTO CUETa TPaKIAHUHA;

4) HoMep noJuca 00s3aTeIFHOI0 METUITMHCKOTO CTPaXOBaHMUS,

5) aboHEHTCKUM HOMep TpaXjJaHuHa (ero IpeNCTaBUTENs), BBIJCICHHBIN
OIIepaTOPOM MIOJBMKHOU pasivoTeneOHHON CBA3HM (Y HATUIHH ),

6) HoMep OaHKOBCKOW KapThl, SIBISIOIICHCS HAIMOHAIBHBIM ILIATEXHBIM
MHCTPYMEHTOM TpakIaHuHa (ero MpeacTaBUTeNs );

7) HOMEp pelenTta Ha JEKapCTBEHHBLIN Tmpemapar s MeIHIIHCKOIO
IpUMeHeHUs (MEeAMITMHCKOE M3Jeue, CIelMaTn3uPOBaHHbIN TPONYKT JICIeOHOTO
NUTAHUS IS JeTeH-UHBaTHI0B).

@opma  3asBIEHHS O  NPUOOPETEHUWH  YTBEPXKIACTCA  IIPUKA30M
MunucrepcTBa.

5.1lpu momade 3asBieHHS O NPUOOPETEHHMH NPEACTABIAETCS NOKYMEHT,
YIOCTOBEPSIIOIIMH JIMUHOCTh TpaXJaHWHA, WM JOKYMEHT, YyIOCTOBEPSIOIIUE
JUYHOCTh, M JOKYMEHT, IIOATBEPXKIAIOLIMHA IONTHOMOYMS IMpeACTaBUTENI
rpaXxmaHvHa (B cilydae MHOJaud 3asBICHUSA O NPHOOPETEHUH MNPEACTABHTEIEM
rpak1aHNHA).

6. 3asiBNeHNEe O NPUOOPETEHHH MOXET OBITh MOJAHO TPaXKIAHWHOM (ero
IIpefcTaBUTeIeM) B MUHHUCTEPCTBO JWYHO, ITOCPEACTBOM IIOYTOBOHM CBS3H
CIIOCOOOM, TIO3BOJISIOIIUM TOATBEPIUTE (PaKT M JATy OTHPABICHH.

3asgBleHHEe O IpUOOpeTeHHMH B (opMe DBICKTPOHHOTO JOKYMEHTa
(moanucaHHOro 3JEKTPOHHOM IOANMCHEI0O B COOTBETCTBHU C (peaepaibHBIM
3aKOHONATENBCTBOM) MOXKET OBITH IPEACTaBlIeH0 B MUHHCTEPCTBO C
HCIONIb30BaHKUEM (enepanbHOl TrocyIapCTBEHHON HHGOPMAIIHOHHON CHCTEMBI
«Enunapll mopTral TroCyJapCTBEHHBIX M MYHHLUMDATBHBEIX YCIyr ((QyHKIH)»
(nanee — EnunbIi mopTan).

7.B ciaydae HEMOCPENCTBEHHOIO IPEACTABICHUS TIpakIaHUHOM (ero
npencraBuTeneM) B MUHUCTEPCTBO 3asBICHHUS O IPHOOPETEHHUH U JTOKYMEHTOB,
yKazaHHBIX B IyHKTe 5 Hactosmero Ilopsaka, cmemmamuctr MunMCTEPCTBa,
OTBETCTBEHHBIN 3a IpuUeM NOKYMEHTOB, M3IOTABIMBAaCT U 3aBepsieT HX KOIHUH.
OpurrHanel IpPEACTaBICHHBIX JOKYMEHTOB HE3aMEITUTENbHO BO3BPAIIAIOTCS
TPaXIaHUHY (ero MPEICTABUTEINIO).

Komnu  nokyMeHTOB Ha  OyMaXXHOM  HOCHUTENe  IPENCTaBISIOTCS
IpaXkIaHUHOM (€ro IpeICTaBUTENIEeM) C IPeAbsIBICHUEM OPUIUHAIIOB JOKYMEHTOB
VUTH KOTIHM, 3aBEPEHHBIX B YCTAHOBICHHOM 3aKOHOJATEIHECTBOM IIOPSAKE.

IIpy HampaBieHMM 3adBlIEHUS O IPHOOPETEHWM IOCPEICTBOM IIOYTOBOU
CBSI3W NOIJTMHHOCTH MOJIHUCH TpakJaHWHA (ero INpeJCTABUTENA) Ha 3asSBICHHU O
NIpHOOpETeHNY, a TakoKe IIpuiiaraeMele K HEMy KONMHH NOKYMEHTOB (C y4ETOM
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nyHkTa 5 Hacrosuero [lopsaka) NOMKHBI OBITH 3aBePEHEI (3aCBUIETETHCTBOBAHEI )
B YCTAHOBIICHHOM 3aKOHOJATEIbCTBOM MOPSJIKE.

8. 3asBieHHE O IPUOOPETEHUH PETUCTPUPYETCS B TEUEHUE OJHOTO pabouero
IHS CO NIHS ero mnpeacrasieHus B MuHucrepcTtBo. llox mHem mnpeacTaBieHUs
3asBIICHUA O MprHOOpeTeHUH B MUHUCTEPCTBO B HacTosmeM llopsike moHuMaercs
JIeHb JUYHOr0 oOpallleHus TpaklaHWHa (ero mpeacTaBuTelnss) B MUBHCTEPCTBO C
3asBJICHUEM O NPHOOpEeTeHHH, a TakkKe JeHb IMOCTYIUIeHHS B MUHHCTEPCTBO
3asBJICHUs] O IPUOOPETEHUHM OT IpaXKJaHuHa (€ro HPeNCTaBUTENS) MOCPEICTBOM
IIOYTOBOM CBsI3W, ENMHOro moprana Wid CIeAyrolmui pabouwii neHh B ciIydae
IOCTYIUICHUS 3asBIEHUSI O MPHOOPETEHHH TOCe OKOHYAHUS YCTaHOBJIEHHOI'O B
Munucrepctse pabodero BpeMeHU.

9. MUHKCTEPCTBO B TeYeHHe TpeX paboumx OHEH cO JHA DPerucCTpalyu
3asBJICHUS O MPUOOPETEHNH OCYIIECTBIIAET IIPOBEPKY:

1) Hamuuus uHQOpPMAIUM O TpaXJaHWHE, YKa3aHHOM B 3asBJICHHH O
IpUOOpETEHNH B KauecTBe IOJydaTellsi COLUalbHON yciuyrd, B (DenepaibHOM
perucTpe Jull;

2) HoMepa pelenTa Ha JEeKapCTBEHHBIM Mpernapar is MEIUIMHCKOIo
IpUMeHEeHHS (MEeIUUMHCKOE H3IeNue, CIelUaIn3upPOBaHHbINA IPOIYKT JIeUeOHOro
IUTaHUS Ul JIeTeH-UHBAJINWIOB) B €IWHOU IOCyNapCTBEHHOM HH()OPMAIMOHHOM
cucteMe B chepe 31paBOOXPaHEHHUS.

10. He nozmsee opHOro pabodero IHS €O JHS OKOHYAHHS TIPOBEPKH,
yKazaHHOM B IyHKTe 9 mHacrosumero llopsnka, MuHUCTEpCTBO omnpezenser
IpeNeNbHYI0 CTOUMOCTD €IMHULBI (TIpeAeNbHEIN pa3Mep OILIaThl) JIEKaPCTBEHHBIX
IpernaparoB Ui  MEOUIUHCKOTO IPUMEHEHHSA, MEIUIHUHCKAX  M3JeTHH,
CIEHUAIN3UPOBAHHBIX IPOAYKTOB JIEYeOHOrO NUTAHUS A OeTeH-WHBaHOB,
IIPUOOpEeTaeMBbIX C UCIIOIB30BAaHUEM MIEKTPOHHOIO CepTHU(HKATA.

11. B cpok, He IpeBBIIAIOIIAN ceMH pabouux NHEH CO IHS perucTpaluu
3asgBI€HAA O  NpHOOpeTeHWH, MUHUCTEPCTBO  TOCPEACTBOM  CHCTEMBI
MEKBEJOMCTBEHHOI'O AIIEKTPOHHOTO B3aUMOJICHCTBHS nepenaer B
rOCYJapCTBEHHYI0 HH(OPMAaIlMOHHYIO cucTeMy «EnmHas eHTparu3oBaHHas
mudpoBas miargopMa B COLMAIBHON cdepe» (nanee — emunHas nudposas
riaThopMa) CBENEHUs, IIPETYCMOTPEeHHbIe MyHKTOM 31 MeToaudeckux yka3zaHui
II0 OCYHIECTBIECHHMIO MCIOJHHUTEIBHBIMA OpraHaMu CyOBsekToB PoccHiickoi
Qenepanyy NepeNaHHBIX IOJHOMOYMM IIO OpPraHU3aluU OOeCIeueHUus TIpaXkiaH,
BKIIIOUEHHBIX B DenepanbHblii perucTp JIUL, JIEKapCTBEHHBIMM IpenapaTtaMu JJIs
MEIUIIMHCKOTO  IPUMEHEHMsS,  MEIUINUHCKHUMH  H3OCIUIMH, a  TaKxKe:
CIELUATU3UPOBAHHBIMHU TPOIYKTAMU JIeUeOHOTO MUTAHUS IS eTeH-HHBAIHI0B,
B TOM YHCJIE C HCIOIB30BAaHHEM 3IEKTPOHHOIO CEepTU(HKATA, YTBEPKICHHBIX
npukaszoM Munucrepcrsa 3apaBooxpanenus Poccutickoit @eneparum ot 2 HOAOPs
2024 roma Ne 596m.

12. MUHHCTEPCTBO B CPOK, HE MPEBBIMIAIONINN TpeX padodmnx JHEH C JaThl
IIOJIy4YeHHUS ITOCPEJCTBOM EIUHOM HM@POBOH INaT(GOpMBI PETHCTPANHOHHOTO
HOMepa 3JIeKTPOHHOIO cepTudukara, (GopMUpyeT paclopsskeHue (3asBKy Ha
KAacCOBBI pacxoJ WM TIUIATeXKHOE IOPYYCHHE), Ha OCHOBAHHHM KOTOPOIO
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obecrieurBaeTCs  HaIpaBI€HHE  JICHEXXHBIX  CPEIACTB 1O  3JIEKTPOHHOMY
cepTuduxary.

PacnopsokeHne (3asBKa Ha KacCOBBLH pacxo]] WM ILTATEXHOE MMOPYUYCHUE)
B LIeNIAX MCIOJHEHHs nepenaercss MuHucTepcTBoM B Ynpasienue DeneparbHoro
ka3HaueHcTBa mo OMCKOH obracTy.

13. MunucTEpCTBO B TE€YEHHE OAHOIO pabodyero AHS CO JHS IONydYeHHUs
uHQOpManuyu 00 UCIONHEHHHM pacHOPSDKeHUs, YKa3aHHOro B INyHKTe 12
Hacrosiuero Ilopsnka, ¥ o craTyce 3JI€KTPOHHOIO cepTUdUKAaTa «aKTHBHPOBAH»
nocpencTBoM ['ocynapcTBeHHOM MHGOPMAIMOHHOM CHCTEMBI  3JIEKTPOHHBIX
cepTU(UKATOB:

1) mepenaer cBeneHus O (OPMHMPOBAHUU dJICKTPOHHOrO CepTUHKATA,
colepXalecss B TIOCYNapCTBEHHOM WHOOpPMAllMOHHON cucteMe B cdepe
3apaBooxpaHeHuss Omckoi obnactu (manee — IMIC3), B ®enepanbubiii peructp
I'paK[aH, HMEIOIIUX IIPaBO Ha 0OecHeyYeHre JIEKapCTBEHHBIMH IpenapaTaMu JiIst
MEeIULIUHCKOTO IPUMEHEHUS, METUITHCKAMH U3JISTTSIMA "
CIENMANN3APOBAHHBIMU IPOIYKTaMU JIEUeOHOTO THTAHMS 3a CUeT OFODKETHBIX
acCUrHoBaHull ¢enepanpHOoro OromKeTa W OFODKETOB CyOBEKTOB Poccuiickoit
denepannu;

2) HampaBnsieT TIpaXJaHWHY CHOcoO0OM, YKa3aHHBIM B 3asMBIEHHH O
nproOpeTeHny, CBeleHHs 00 aKTUBAIlMKM JJIEeKTPOHHOrO CepTU(HKATa, €ro
HOMMHAJIE ¥ BO3MOXXHOCTSX €T0 IIPUMEHEHHS AT MPHOOpeTeH s Ha3HAUYEHHEIX 110
pelienTy JIeKapCTBEHHBIX IIperapaToB [UIs MEAMIUHCKOIO  NPUMEHEHWS,
MEIUIUHCKUX H3AENHM, CleHaIu3UPOBaHHBIX MPOAYKTOB jeueOHOro ITWTaHUA
IUISL IeTel-nHBaJInI0B.

14. Ins npuoOpeTeHust NeKapCTBEHHBIX NpernaparoB M MeEIULHMHCKOIO
OpUMEHEHHsA, MEAMLMHCKUAX H3JeNUH, CHeIMaNu3UPOBAHHBIX  IPOIYKTOB
Ne4eOHOro IMTaHUs Ui JeTed-WHBAIUAOB C HCIOJIB30BAaHUEM BIIEKTPOHHOTO
ceprupuKaTa  TpaXxJaHMH  oOpamiaercs B anTeYHYI0  OpraHU3alluio,
3aperuCcTpUpPOBaHHy0 B locymapcTBeHHOW  MHGOPMAIMOHHON  cHCTEME
JJIEKTPOHHBIX CEPTH(PHUKATOB U B Iporpamme «DpOHT-0QHC DIEKTPOHHBIX
cepTu(HUKATOB» HAIMOHANBHON CHUCTEMBl IUIATEXXHBIX KApT, KACCOBHIE aIllapaTh
KOTOPOI MOAKIIOYEHBl K HAI[MOHAIBHOW CHCTeMe IUIATeXHBIX KapT (naree —
anTevYHas OpraHu3aIys).

15. UadopmupoBanme TpaxIaHWHA O HAJIHYHH  COOTBETCTBYIOLIHX
JC€KapCTBEHHBIX IIPEeNapaToB NN MEIUIMHCKOro IPUMEHEHMS, MeIHIHHCKHAX
U3NENul, CHEelUaIU3UPOBAHHBIX NPOAYKTOB JIeUeOHOTO IHTAaHMS 1S JeTei-
UHBAJIAJOB, BApUAHTaX TOPrOBBIX HAMMEHOBAHUY IEKApCTBEHHBIX IPENapaToB i
MEJWLUHCKOIO TIPUMEHEHHs, MENULMHCKUX M3AEIHH, CHelHaTH3HPOBAHHBIX
IIPOAYKTOB JIe4eOHOTO IHUTAHMS AN JAeTed-MHBATUAOB, YCIOBHSX M CIIOCO0aX
UX OILUIaThl OCYHIECTBISETCS aNTeYHOW oOpraHu3aldedl Ha  OCHOBAHHHU
BBIIMCAHHOTO peLeNTa, MOJIyYeHHOTO TIOCPEIACTBOM EIWHOM IOCYNapCTBEHHOM
UH(OPMAITHOHHON CHCTEMEI B cdepe 3IpaBOOXPAHEHHUS.

B ciydae Hanuuusg y TpaXJaHWHA >KeNaHUS OIUIATUTH JIEKApCTBEHHBIE
npenapaThl A8 MEIMIMHCKOTO — IPUMEHEHMS, MEIWIUHCKHAE  H3/EIIHs,
CHEINATN3UPOBaHHBIE HPOAYKTHl JIe4eOHOrO IHTAHUs Ui JeTeH-HHBAJIMIOB
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C MCHIOJIb30BAaHHEM OJJIEKTPOHHOIo cepTudukara OH YBEIOMIET 00 3TOM
alTeYyHYyH OPraHu3aIuIo.

16. I'paxganuy  BOpaBe OTKa3aTbCsi OT IIPUOOPETCHHS JIEKaPCTBEHHBIX
IpernaparoB Ul  MEOULUMHCKOTO NPUMEHEHMS, METUIIMHCKHX  H3IeIul,
CIELMaIM3UPOBAHHBIX IIPOAYKTOB JIeUeOHOr0o IHUTAHMS OIS JAeTeH-MHBAINMIOB
C MCIIOJB30BAHUEM BIEKTPOHHOIO CepTHU(UKATa B TEUCHHWE CPOKA €ro IeHCTBHS,
HO He Oonee Cpoka IeHCTBHS COOTBETCTBYIOLIETO pellenTa Ha JIeKapCTBEHHBIM
mpenapar i MEIUIUHCKOIO  HNpUMeHeHHs  (MEOWIIMHCKOEe  H3JeNue,
CHEeLMaIM3UPOBAHHBIA NPOLYKT Je4eOHOro MUTAaHUs I NeTeH-HHBAITHIOB).

17. Ind oTka3a OT NpHOOpeTeHHs JeKapCTBEHHBIX IpenaparoB s
MEULMHCKOIO TNPUMEHEHMs, MENUIMHCKHUX WU3JeNull, CHeHUaIu3UPOBAHHBIX
IIPOAYKTOB JieueOHOTO MHUTaHWA JJIs JAeTeH-WHBAJIMIOB C MCIONL30BAHUEM
3NIEKTPOHHOIO CcepTH(UKaTa TIpaXAaHWH (ero IpeiCTaBHTENb) MOAeT B
MuHHCTEPCTBO JIMYHO, IIOCPEICTBOM IIOYTOBOW CBSI3H CIIOCOOOM, MMO3BOJISIOIIUM
HOATBEPAUTs (GakT W JaTy OTNpaBIeHHI, JUOO C HCIONb30BaHMeM EauHoro
HopTaja 3asBlIeHHe 00 OTKa3e OT NPHOOPETEHHS JIEKAPCTBEHHBIX TIPENapaToB s
MEIULMHCKOrO MNPUMEHEHUSA, MEOULMHCKUX U3IETHH, CIenUualu3upOBaHHbIX
HPOIYKTOB JEUYeOHOr0 MUTAaHUS [UIS JAeTel-UHBAIUOOB C HCIOJL30BAHUEM
JJIEKTPOHHOIO cepTuduKara (majee — 3asBicHHE 00 OTKase) B OTHOILIEHMH
KaXIOr0  Ha3HAYEHHOIO II0 pelentTy JIeKapcTBEHHOro Impernapara s
METUIUHCKOIO IPHUMEHEHH, MEIUIUHCKOrO H3LENHus, CICHHATA3UPOBAHHOIO
IIPOJIyKTa JIeYeOHOTO MUTAHUSA JUIS IeTeH-UHBATHIOB.

dopma 3asgBIEHNS 00 OTKa3e yTBEPXKIAeTCs IPHKa3oM MUHHCTEPCTBA.

18. MuHHUCTEPCTBO B TeUeHHE ONHOIO pabodero MHS CO MHS IMOCTYIICHHS
3asgBlieHUsd 00 OTKase B MUHHCTEPCTBO PETHCTPUPYET €ro H He IO3JHEee
Clenyrolero pabodero IHS IIOCPEICTBOM CHCTEMEl  MEXBEIOMCTBEHHOI'O
BNIEKTPOHHOIO B3aUMOJEHCTBH IIepeacT Ha eUHYI0 HGPOBYIO iaThopMy Iis
nociuenyromerd neperayn B [ ocymapcTBeHHy:0 HMH(DOPMAIMOHHYIO CHCTEMY
3JE€KTPOHHBIX cepTuduKaToB CBEICHUA 00 OTKaze rpaKJaHuHa
OT IpHOOpeTeHHs JIEKapCTBEHHBIX IIPENapaToB Ul METULIHCKOTO NPUMEHEHNS,
MEIUIMHCKUX HU3IENUH, CIEIUAIM3UPOBAHHBIX NMPOMYKTOB Je4eOHOrO MUTAaHUA
JUIsL IeTeN-UHBAIUIOB C HCIIOJIB30BaHUEM IIEKTPOHHOTO CEPTH(HUKATA.

19. MHHUCTEPCTBO B TeYeHHE ONHOro pabouero MHA CO JHS OIOKHPOBKH
JJIEKTPOHHOIO CepTU(HKAaTa IlepellaeT CBEJCHHS O Takol OIOKHpOBKe,
cogepxammecs B [ YIC3, B ®enepanpHblil PErHCTp IPpaxIaH, UMEIOIINX TPaBO Ha
obecnieyeHre JEKapCTBEHHBIMH IIperapaTtaMy Uil MEIUIMHCKOrO NPUMEHEHHS,
MEIULIMHCKUMY M3LENMAMHA U CIEeLUAIM3HPOBAHHBIMU TPOAYKTAMHE JieueOHOIro
IUTaHUA 3a CUeT OIOMKETHBIX AaCCUTHOBaHWU (enepanibHoro OomKeTa U
OromxeToB cyOobekToB Poccuiickoit denepanyy, a Takoke HAIPABIAET IPAKIAHARY
COOTBETCTBYIOIIUE CBEICHUS CIIOCOOOM, YKa3aHHBIM B 3asSBICHIM 00 OTKa3e.

20.B cny4ae ecnu TpakIaHUH IIOMYYWJI JIeKapCTBEHHBIM Npenapar s
MEJMLUMHCKOIO MpHMeHeHHs (MEeIUILMHCKOe H3JeNiie, ClelHaTu3upOBaHHbIi
IPOAYKT JIe4eOHOro NMUTAaHUS IJIsS JeTeH-MHBAIMIOB) B aNTEYHOH OpraHM3alUu
0e3 HCIONB30BAHUSA 3JIEKTPOHHOrO cepruduKaTa MO pPelenTy, B OTHOIIEHUH
KOTOPOr'0 pacCMaTpUBAeTCs 3asiBiIeHHEe O NPUOOpPETeHHH HIH B COOTBETCTBHM C
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KOTOPBIM  BBIIAH DJEKTPOHHBIA cepTudukar, oQopMmieHre 3JISKTPOHHOIO
cepTudUKaTa IpeKpallaeTcs, a paHee BBIIAHHBIM JJIEKTPOHHBIA cepTHdUKAT
OnmoKupyeTcs.

Nudopmariist 0 oIydeHUH IpakIaHUHOM JIEKapCTBEHHOIO Iperapara s
MEIUIIMHCKOTO IPUMECHEHMS (MEIUIMHCKOrO W3HENUs, CIeNUaIu3upPOBAHHOTO
NPOAYKTa JIe4eOHOro NHUTaHUS Ui JeTeH-UHBaIMIOB) 0€3 HCMOIb30BaHUA
3NEeKTPOHHOTO ceprudukara orpaxaercsa B [ IC3 B pexxume peaibHOr0 BpeMEHH.

21. T'onoBoii 00beM CPENCTB, B COOTBETCTBUY C KOTOPBHIM IPAKIAHUH MOXKET
IONyYUTh JIEKAPCTBEHHBIE MpenapaTsl UIsi MENMUIHMHCKOTrO TNPUMEHEHHUS,
MEIUITUHCKUE U3AENUs, CIeINAIU3NPOBAHHbIC MPOAYKTHI JIe9eOHOTO MATAHMS IS
JeTeH-UHBAIUIOB C UCIONB30BAHUEM JJEKTPOHHOIO CepTH(UKATA, OUPEASIIIeTCS
WCXOJII W3 HOpMaTvBa (UHAHCOBBIX 3aTpaT B MECSAIl HA OJHOIO TIpakIaHWHA,
MIOTYYaroIIero rocyJapCTBEHHYIO COLMANBHYIO ITOMOINh B BHUIEC COLUAIBHOU
yCcIyrH, ycraHaBnusaeMoro IIpasurenscteoMm Poccuiickoilt ®enepanum.

22. DJIeKTpOHHBIN cepTUPUKAT AeHCTByeT He Ooliee Cpoka IeHCTBHS
peuenta Ha JIEKapCTBEHHBIM Ipernapar s MEAUIMHCKOTO NPUMEHEHHUS
(MemuIIMHCKOE M3MENue, CIeNHaAIU3UPOBAHHBINA TIPOIYKT JIe4eOHOr0 IMATAHUS IS
neTel-UHBATUIOB).

23.B ciy4ae ecIH CTOMMOCTBH JIEKQpPCTBEHHBIX IIpernapaToB s
MEIULMHCKOIO NPUMEHEHUS, MEIULMHCKAX W3JEIUH, CHeuaIu3upPOBaHHBIX
OPONYKTOB Je4eOHOro NHTaHUS Uil JeTeH-WHBAIHIOB, IPHOOpETaeMBIX
C HCHONB30BaHMEM 3IEKTPOHHOIO cepTu(UKaTa, IPEBBINAET IPeNeibHYO
CTOMMOCTh €IMHHUIBI (MIpefiebHBIA pa3Mep OILIaThl) JeKApCTBEHHBIX IPENapaToB
IUI MEIUIMHCKOIO MPUMEHEHNs, MEJUUUHCKAX H3IENHH, CIelUaTU3uPOBAHHBIX
IIPOAYKTOB JIe4eOHOro MUTaHHUS U1 JeTel-WHBAIWIOB, YCTAHOBIEHHYIO B
JJIEKTPOHHOM  CcepTU(UKaTe, TpakIaHUH (ero TpeICcTaBHUTENb)  BIpaBe
OCYIIIECTBUTH JAOIUIATy A0 WX (PaKTUUECKOHW CTOMMOCTH 3a CUeT COOCTBEHHBIX
CPEACTB.

24.B ciy4ae eciad CTOMMOCTH JIGKAPCTBEHHBIX IpEMaparoB s
MEIULUHCKOrO NPUMEHEHUs, MEIUIMHCKUX W3IeNul, CHelUaTu3upOBaHHBIX
IPOAYKTOB JIeYeOHOrO TNHTaHWS MUl JeTeH-WHBaIUAOB, HPUOOpPETaEeMBIX
C HWCHONB30BaHHEM 3JIEKTPOHHOTO CepTH(HUKATa, HIDKE IPeaeHbHON CTOMMOCTH
eIUHULEl (IIpelleIbHOr0 pasMepa OILIaThl) JIeKapCTBEHHBIX IIperapaToB g
MEIMIMHCKOIO IPUMEHEHMs, MEIULMHCKAX HW3AeIHi, CrhenuaIn3upoBaHHbIX
OpPOOYKTOB JIe4eOHOTO TNWTaHUSA I JeTeH-UHBANMIOB, YCTAHOBJIIEHHOH B
JIEKTPOHHOM cepTUdUKaTe, TpaxIaHWUH (ero IPEACTaBUTENb) OCYILECTBIISIET
omary ux (pakTUdecKoi cromMocTd. PazHuua Mexny GpakTHUecKOW CTOMMOCTEIO
Y YCTaHOBJIEHHOH B D3JEKTPOHHOM CepTU(UKATe TMPeNeTbHON CTOMMOCTBIO
€NUHUIB! (IpeIebHBIM pa3MepoM OIIaThl) JIEKApCTBEHHBIX MPENapaToB s
MEUIUHCKOr0 INPHMEHEHHMs, MEIUIUHCKAX W3ACIUH, CHeHHAIN3HPOBAHHBIX
IPONYKTOB JIEUEOHOIO0 TNMTaHUS Uil JeTeH-WHBAIMIOB TpaXIaHHHY (ero
IIPEACTaBUTENIO) HE BO3MEIACTCH.

—
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TTOPAJIOK
ompeneseHus IpeaeIbHON CTOMMOCTH eIMHUIE (IPEeaeNEHOro pa3Mepa OIIaThl)
JIeKapCTBEHHBIX NPENapaToB Al MEAULUHCKOIO IIPUMEHEHUS, METUITUHCKUX
U3MIeNIUHN, CTIeNAATU3HPOBAHHBIX IIPOIYKTOB JIeUeOHOTO MUTaHUS
IUTSE TeTeH-MHBAINIOB, IPHOOPETAEMBIX C HUCIIONB30BaHIEM
AJIEKTPOHHOTO cepTuduKara

1. Hacrosimumii 11opsinok ycTaHaBiIuBaeT IpaBuia OIPeNelIeHUs IPEeNeIbHOM
CTOMMOCTH eJMHHUILI (IIPENENBHOr0 pa3sMepa OIUIaThl) IIPUOOPETAEMBIX C
HCIIOJB30BaHUEM JJIEKTPOHHOTO CepTHU(HMKaTa 3a CYeT CpPEeJCTB 00JacTHOrO
Or0KeTa JEKaPCTBEHHBIX MMPENapaToB Ui MEAULIMHCKOTO NMPUMEHEHH B 00beMe
HE MeHee, 4eM OTO NPeIyCMOTPEHO TepeyHeM KU3HEHHO HEeOOXOIUMBIX U
BOXHEUIIIMX JIEKAPCTBEHHBIX NIPErapaToB IS MEIUIIMHCKOrO NPHMEHEHNS,
chOopMUPOBaHHEIM B COOTBETCTBUHM ¢ DemepanbHbIM 3akoHOM «OO6 obpamieHnn
JEKapCTBEHHBIX CPEJACTB», II0 pelentaM Ha JIeKapCTBEHHbIE IIpenapartsl,
MEJUITUHCKUX U3JEeNUH MO pelenTtaM Ha MEIWIVHCKHE HW3AeNus, a Takke
CHEIMATN3UPOBAHHBIX HPOAYKTOB JEUeOHOrO MUTAHUS IS JeTeH-WHBAIUIOB,
onpenensemMeix IlpaBurtensctBoM Poccuiickoli @Denepaiii B COOTBETCTBHM C
nyHktoM 1 dactu 1 crareu 6.2 ®epepanpHOro 3akoHa «O rocyaapCcTBEHHON
COITMAJIEHOMN TToMOIIW» (JIajiee — TOBap).

2. IlpenenpHas CTOMMOCTE €NUHUIBI (IIpeAeNbHBIA pa3Mep OILTaThI) TOBapa
onpenensercs MUHHCTEpCTBOM 3apaBooxpaHeHHs OMckoii obmactu (maiee —
MuHHUCTEpCTBO) B CPOK HE IIO3AHEE OJHOI0 pabodero IHS CO JHS OKOHYaAHHS
NIPOBEpKH, YKazaHHOU B yHKTe 9 npunoxkenus Ne 1 «Ilopsnok nonaum 3asBieHUs
0 npuoOpeTeHNy Ha3HA4YeHHBIX I10 PELENTy JIEKapCTBEHHBIX MpenaparoB ULl
MEJIUIIMHCKOTO TNPUMEHEHHS, MEIHLMHCKUX H3JeIMH, CIenuaiu3upOBaHHbIX
IIPOYKTOB JIEYEOHOTO IMTAHUS [UIS JAeTed-WHBAIKWIOB C HCIOJIB30BAHUEM
BIIEKTPOHHOIO CcepTU(HKaTa» K HACTOSIIEMY IIOCTaHOBICHMIO, HPOBOANMOHN B
TeUeHHe TpexX pabouyux NHEH cO JHS PEerucTpalliél 3asBICHHUS O NMPHOOPETEHUHU
TOBapa C  HCIOJb30BaHHEM  JJIGKTPOHHOIO  cepTH(HKATa,  IMOJAaHHOIO
TPOKIAHUHOM, oOIpelerleHHbIM B uyactu 4 crtatbu 3 DefepalbHOrO 3aKOHA
«O mpuobpeTeHun OTIETBHBIX BUAOB TOBApOB, paboT, YCIYT C HUCIONB30BaHHUEM
AIEKTPOHHOTO cepTU(UKaTa», CBEIEHUI O KOTOPOM BKIIOYeHBI B DenepaibHbINd
PEruCTp JIML, HUMEIOIIUX IMPaBO Ha IOJIy4YeHUE TOCYJapCTBEHHOM COLMAIBHOU
IOMOIIM, ¥ HEe OTKa3aBIIUMCS OT I[IOJy4eHHS COLUAIbHOH  YCIYyTH,
npeaycMoTpeHHoM myHkToM 1 wactm 1 cratem 6.2 dexepalbHOro 3aKoHa
«O TOCymapCTBCHHOW COIMANBHOM HOMOIIK» (ero Ipe[cTaBUTeNeM) (najiee —
3asBIEHUE O MPHOOPETEHUN ).

3. IIpenenbHast CTOMMOCTS eNMHUIIB! (IpeAenpHBIA pa3Mep OIUIaThl) TOBapa
ompezensiercs MUHHCTEPCTBOM II0 pe3yibTaTaM IOCIeniHed 10 BPEMEHH
OCYIIECTBICHH 3aKylNKH OIHOPOIHBIX TOBapoB, HHQOpMamus O KOTOPOH
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pasMeleHa B e IMHON WH(OPMAIMOHHON cucTeMe B cdepe 3aKyIIoK, IPOBENCHHON
Ka3eHHBIM yupexjeHueM Owmckoil obnactu «Jlupexuus Mo oOCIyXHBaHUIO
rocyIapcTBEHHOH cHCTeMBl 37paBooxpaHeHuss OMckoil obmactu» (namee —
Jupexuus), kazeHHbIM yupexaeHneMm Omckoi obactu «LIeHTp 3aKynok TOBapoB,
pabor, yciayr» (mamee — ILlemTp 3akymok) g HyxZ MHHHCTEPCTBA,
OCYILECTBISIIONIETO PYHKIIMU FOCYJapCTBEHHOTO 3aKa3yuKa 10 3aKyIIKe TOBApOB B
IIOpsAIKe, YCTAaHOBIEHHOM 3akKoHozaTelnscTBOM Poccmiickoit ®enepauuu o
KOHTPaKTHOU CUCTeMe B c(epe 3aKylmoK TOBapoOB, paboT, YCIYT s 00eCIeUeHUsS
rOCYyZapCTBEHHBIX U MyHHUIIMIIATBHBIX HYXI.

4.Tlocnennesi Mo BpPEMEHM OCYILECTBIECHUS 3aKyIKOM TOBapa CUYUTAETCS
NOCIIeHA 3aBeplIeHHas MpoleAypa OCYLIeCTBIEHMS 3aKyIKd TOBapa,
B paMKax KOTOpOM o0g3aTensCcTBA MO 3aKIIOYEHHOMY TOCYIapCTBEHHOMY
KOHTPAKTy HCIIOJIHEHBI CTOPOHAMH TaKOro KOHTpakTa B TMOJNHOM OObeMe Ha JaTy
NOJayy TpaXJZaHUHOM (ero IpencraBuTeNeM) B MUHHCTEPCTBO 3asSBICHUS O
NIPUOOPETEHUH.

5.B cunyuae ecnu [upekuueil, lleHTpoMm 3aKkymok 3aKkylika ToBapa He
OCyIleCTBIIsLIaCh,  JHOO  IIpollefypa  OCYIUIeCTBIEHHsS  3aKylKH  TOBapa
HE COCTOsNAach, TMOO0 3aKyIlKa TOBapa OCYIIeCTBIIACH OoJee YeM 3a TPU roma 1o
JaThl NOJA4Yy I'PakKJaHUHOM (ero IpencTaBUTENeM) 3asABIEHUS O MPUOOPETEHNUH,
IpenenpHasl CTOMMOCTh €IUHUIBI (IpefeNbHbIM pa3Mep OIUIaThl) TOBapa
oIpenesseTcs 0 pe3yibTaTaM INOCIeIHeH IO BPEMEHU OCYIIECTBIIEHUS 3aKyIKH
OIHOPOJHOIO TOBapa, uHGpoOpMamusi O KOTOPOM pa3MelleHa B  eIUHOM
nHGOPMAIIMOHHON CHCTEME B cepe 3aKyIoK, IPOBEACHHOM HCIOIHUTENBHBIM
OpraHoM (TroCyIapCTBEHHBIM yupexJeHueMm) cyowrekTa Poccmiickoit ®enepaliuy,
PaclonoXXeHHOro B Ipenenax Tepputopunr Cubupckoro QenepalbHOTO OKPYra,
OCYLIECTBIISIOINM (DYHKIIUY I'OCYIapCTBEHHOTO 3aKa39MKa 110 3aKYIIKe TOBAPOB.

6.B cmygae ecmu 3akynka ToBapa Ha Tepputopuu CrHOHPCKOro
(benepalbHOr0 OKpyra He OCYIIEeCTBIsIach, JHOO Mpoleaypa OCYIIECTBICHU
3aKyIKU TOBapa He COCTOsIACh, TUOO0 3aKyIKa TOBapa OCYINECTBIIAIAChL Oollee YeM
3a TPU Tojia 10 JaThl OAAYU IPaXITaHWHOM (ero MpeiCcTaBUTENIeM) 3asBICHHS O
NPAOOPETeHUH, TIpe/ieNbHasi CTOMMOCTD eXUHUIbI ([IPpeNeIbHBINA pasMep OILIaThI)
TOBapa OIpeleNdercss N0 pe3yibTaTaM IOoCIefHed IO BpeMEHH OCYINeCTBICHMS
3aKyNKHd OJHOPOJIHOIO TOBapa, MH(POpMaIMs O KOTOpPOW pasMelleHa B €IUHOM
UHQOPMAIIMOHHOH cHCcTeMe B cepe 3aKyIoK, IPOBENEHHOM MCIIONHUTEIbHBIM
opranoM (roCyZIapCTBEHHBIM YUpESKICHHEM) JI000ro cybobekTa Poccuiickol
Qenepanuy, OCYIIESCTBIAIONMM (YHKIMH TOCYyIapCTBEHHOTO 3aKa3uyMKa IIo
3aKyIIKe TOBapOB.

7.He gomyckaeTcs MCIONB30BaHUE IUISI ONPEHNENECHUS IpeNeiIbHOM
CTOMMOCTH €IMHHMIBI (IpelenbHOro pa3Mepa OIJarhl) ToBapa 3aKyIOK
OIHOPOJHEIX TOBAPOB, B OTHOILIECHUH KOTOPBIX NPUMEHSINCH AHTHIEMITHHIOBLIE
MEphl B COOTBETCTBUM C 3aKOHOIATENBCTBOM Poccuiickoit ®enmepaiup o
KOHTPaKTHOU CHCTEME B cepe 3aKylOK TOBapOB, paboT, yeiuyr nis obecredeHns
IOCYTapCTBEHHBIX ¥ MYHUALIMIATBHBIX HYXI.




