IHNPABUTEJBCTBO HEPMCKOI'O KPAA
NOCTAHOBJUEHHUE

17.07.2025 576-n

06 yrBep:xkaenun Ilopsinka oprmmsamm.1
ofecneveHns rpa:kiaH, BKIIOYEHHbIX

B @enepabHBIA PErucTp JIML, HMEIOUUX NPaBO
Ha MOJIy4eHHe FoCyAapcTBEeHHOH CONHAJIBLHOM
NOMOIIIH, JeKAPCTBeHHBIMH NpenapaTamMu

AJS MeANIHHCKOr0 NPHMeHeHH A, MeIHIIHHCKHMH
H3JeJUSIMH, 2 TAK/Ke CIIeIHAJTH3HPOBAHHBIMHA
NPOAYKTAMH Jie4eOHOr0 MUTAHHUS JJIS JeTeH-
HHBAJHIOB C HCNOJIb30BAHHEM 3JIEKTPOHHOI0
cepruduxarta B [lepmckom kpae

B cooTtBetrcTBUM ¢ iyHKTOM 2 Yactu 7 ctaThu 4.1 @enepanbHOroO 3aK0Ha
ot 17 mrona 1999 r. Ne 178-®@3 «O rocyapCTBEHHOH COIMAIBHOW ITOMOIINY,
nyHKToM 3 "acte 5 crateu 3 DenepanbHoro 3akoHa oT 30 mekabps 2020 r.
Ne 491-®3 «O mpuoOpeTeHMH OTHENBHBIX BHIOB TOBapoB, paboT, yciyr
C WCIIOJIb30BaHMEM DJIEKTPOHHOTO cepTH(duKaTa», Mpuka3oM MHUHHCTEpCTBa
3mpaBooxpanenus Poccwuiickoit ®@eneparmu ot 02 HosiOps 2024 r. Ne 596H
«O6  ytBepxaeHuH MeTooMUeCKMX  YKa3aHHMM 1O  OCYIIECTBIICHUIO
HCIIOJTHUTENILHBIMU OopraHamMu cy0pexToB Poccuiickoii denepaiiny nepenaHHbIX
IIOJITHOMOYMM 10 OpraHW3alMd OOecledeHus] TpaxJaH, BKIIOYEHHBIX
B @elepanbHBI pEerHCcTp JIMI, HMEIOIMMX IPaBO Ha  IOJIydYeHHE
rOCYJapCTBEHHON COIMAIbHOM MOMOINM, JIEKapCTBEHHBIMH IIpeNapaTaMu
IS MEIWIMHCKOTO HPHMMEHEHHsS, MEIUIMHCKUMM M3JeIUAMHA, a TakKKke
CIEeMaN3UPOBaHHBIMU TIPOAYKTaMU J€4eOHOro IUTaHWs Uil JeTel-
WHBAJIMIOB, B TOM YHCJIE C HCIIOJIE30BaHIEM JIEKTPOHHOTO CepTU(HKATAY

IIpaBurensctBo Ilepmckoro kpas IIOCTAHOBJIAET:

1. YBepaute npunaraemsld [lopsgok opranuzanuu — obecrieueHUs
rpakgaH, BKIIOYEHHbIX B DenepanbHbIl perucTp JHI, HMEIONMX IIPaBo
Ha TIONyYeHHE TOCyAapCTBEHHONM COIMAJIbHONW ITOMOINM, JIeKapCTBEHHBIMU
mpernaparaMi M MEAMLIMHCKOTO NPUMEHEHWs, MEIULIMHCKAMHU W3IeNHUIMHU,
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a TaKXXe CIeIUaIM3UPOBAHHBIMH MIPOIYyKTaMHU JIe4eOHOrO TUTAHUS i JIeTel-
WHBAJHUAOB C UCIIOJIb30BAaHMEM JIIEKTPOHHOrO cepTudukara B Ilepmckom kpae.
2. Hacrosiiee moctaHoBlIeHUe BCTyHaeT B cuity depe3 10 aHeit nocne gus
ero opUIMaILHOTO OyOITMKOBaHHUS.
3.KoHTposmb 32  HCIOJTHEHHEM ITOCTaHOBJICHUS BO3JIOXKUTH
Ha 3aMmecTHTels npeacenarens [IpaBurenscta Ilepmckoro kpas (o Bompocam
COLMATBHOM 3aIlUTH U 3/[PAaBOOXPAHECHMUS).

; E 7 J.H. Maxoxnun

['ybepuatop Ilepmckoro xpast



YTBEPX/JEH
IIOCTaHOBJICHUEM
IIpaButensctBa Ilepmckoro xpas
oT 17.07.2025 Ne 5°76-n

MOPSITOK

opraHusanum odecrnevyeHust rpaxian, BRIIYEeHHbIX B DenepanbHbIi
perucTp Juu, MMEIOUIMX NPaBo HAa NOoJIy4YeHHe roCyAapCTBEeHHON
COIIHAJILHON MOMOIIH, JIEKAPCTBEHHBIMHU NpenapaTaMu AJs MeJHIHHCKOI0
NpHMeHeHHs, MEAUIIHHCKHMH H3JeJHsIMH, a TaKKe
CIeNHUAJTN3MPOBAHHBIMY NPOAYKTAMH Jie4eOHOr0 NUTAHNS JJIA JeTeii-
HHBAJHOB C HCMOJIHL30BaHNEM 3JIeKTPOHHOro ceprudukara B Ilepmckom
Kpae

1. Hacrosmumii Tlopsimox ompefnenseT YCIOBUS M CPOKH OpraHHU3aliu
obecrieueHrs TpaXkaaH, BKITOUECHHBIX B DefepanbHblil perucTp JINL, UMEIOIIUX
IpaBO Ha  IIOJIy9eHWE  TOCYHApCTBEHHOM  COIMANbHOM  IIOMOILH,
JeKapCTBEHHBIMH  IpenapataMd  JIi  MEAWLUHCKOIO  IIPUMEHEHUS,
MEIUIMHCKAMHA W3ICIUIMH, a TakXke CIeIHaIN3UPOBaHHBIMY IPOAYKTaMU
JIe4eGHOTO MUTAHUS IS JeTeH-HHBAIMA0B C HCIONb30BAHHEM 3JIEKTPOHHOTO
ceprudukara B [lepMckoM Kkpae.

2. ITo BEIOOPY I'paXJaHWHA, BKIIOYEHHOro B DeepanbHblii peruCTp Jull,
HMEIOIUX IIpaBO Ha IIOJIy4YeHWE TIOCYIapCTBEHHOM COLUAIBHOM ITOMOIIH
(mamee — @enmepalbHBIA pPETUCTP), HE OTKA3aBHIEroCs OT IIOJNy4YeHMs
colpaJbHOM  yciIyrw, ofecmedeHue  JIeKapCTBEHHBIMH  IIperaparaMu
JUIL  MEOUITMHCKOTO IIPUMEHEHUS, MEAUIUHCKAMM H3JIEIUsIMH, a TakKkxKe
CIENHATN3NPOBAaHHBIMA  IPOAYKTAMH JIeueOHOro TMHTaHWs M JeTel-
WHBAIUIOB B paMKax IIOJNIy4eHHs] MM COIMAIBHOM YCIyTH  MOXET
OCYILECTBISATECS C KCIIONb30BAHHEM JJNEKTPOHHOTO CepTH(HKATA C Y4ETOM
nonoxeunii ®PenepanpHoro 3akoHa ot 30 mekabps 2020 r. Ne 491-03
«O mproOpeTeHUH OTIEIHHBIX BUIOB TOBAPOB, PaboT, yCIYT ¢ UCIOIb30BAHUEM
3JIEKTPOHHOTO cepTrduKara» (nanee — enepanbHblil 3akoH Ne 491-D3).

DJIeKTPOHHBIN CepTH(UKAT AecTByeT He Oojee cpoKa NeHCTBUS pererTa
Ha JIEKAPCTBEHHBIEC MIperapaThl 11 MEAUIMHCKOIO IPUMEHEHMS, MEIUIIMHCKHIE
U37IeNns, CIENHAIN3UPOBaHHbBIe IPOAYKTHI JIe4eOHOro IMTAaHUA IS JeTei-
HHBAJIUJIOB. |

3.TonoBoii 00BeM CpencTB, HA KOTOPBIA I'PAXIAHUH MOJXKET IIOJIyYHTh
JIeKapCTBeHHbIE IIpenaparbl I MEIULMHCKOIO IIPYMEHEHHs, MeIUIUHCKHE
U3JENNs, CIENHaIN3UpPOBaHHble MPOXYKTHl JIe4eOHOro NUTAHUA Ui JieTel-
WHBAJIUIOB C HCIIOIB30BAaHMEM 3JIEKTPOHHOTO cepTudukara, OIpeneseTcs
MCXOMA M3 HOpMarTuBa (MHAHCOBBIX 3aTpaT B MECALl Ha OJHOIO IpaXkIaHWHA,
II0JIy9alOIIero TOCYAapCTBEHHYIO COIMANbHYI0 IIOMOIIbL B BHJIE Habopa
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COIMANBHBIX  YCIOyr, ycraHoBieHHoro IIpaBuTenbcTBOM  Poccuiickoit
Denepanuu.

4. O0ecrieuenne JIGKapCTBEHHBIMHU IIperapaTaMy Uil MeIUIMHCKOTO
NPUMEHEHHS C HCIIONIb30BAaHUEM DJIEKTPOHHOTO cepTudHUKaTa B paMKax
MPEIOCTaBIEHUS] TOCYAAPCTBEHHOW COIMaNbHOM IMOMOIIM B Buae Habopa
COLIMATBHBIX YCIYI OCYIIeCTBIseTcs B o0ObeMe He MeHee, YeM 3TO
IpPEeIyCMOTPEHO IIepeYHeM JKU3HEHHO HEOOXOIAWMBIX W  Ba)KHEWIHMX
JEKapCTBEHHBIX  Ipemnaparos, CGOpPMUPOBaHHBIM B COOTBETCTBUHU
¢ ®enepanbHbM 3akoHOM OT 12 ampens 2010 r. Ne 61-®3 «O6 obparnienun
JIEKapCTBEHHBIX CPEZICTBY, IO PEIeNTaM Ha JIEKapCTBEHHBIE IIperapaThl.

ObecneueHrie MEIULIMHCKUMU U3AENHASIMHU 10 pelienTaM Ha METUIIUHCKAE
U3JeNUs C HCIOJB30BAaHWEM JJEKTPOHHOIO cepTHHKaTa B  paMKax
MIPEeIOCTaBIIeHNs] TOCYJApCTBEHHOM COUMaIbHOW TOMOINM B BHAe Habopa
COIMAITBHBIX YCIYT OCYHIIECTBIAETCS II0 TEPEYHI0 MEIWIMHCKUX W3JIeNHi,
yrBep)aeHHoMy lIpasurenbcTBoM Poceniickoit @enepanmm.

OOecrieuenne CrieNMaIN3UPOBAHHBIMEA IPOAYKTaMU JIe4eOHOTO THUTaHUA
IS AeTe-UHBAIMIOB C UCITOJIb30BaHAEM JIEKTPOHHOTO cepTudUKara B paMKax
NpeoCTaBIIeHs] TOCYJapCTBEHHOM colManbHOM NOMOIIM B BHAe Habopa
COIIMANIBHBIX YCIYT OCYIIECTBISETCS IO IEPEedHI0 CHEeIMaIn3UPOBAHHBIX
IPOAYKTOB  JiedeOHOTO  THWTaHWSA, yTBepkAeHHoMy [IpaBurenbcTBOM
Poccutickoit @enepaivu.

5. 3asgBieHre Ha TOJy4YeHHWE COIIMAIBHOM YCIYTH C HCIIONb30BaHUEM
AJIEKTPOHHOTO cepTUdHUKara (majgee — 3asBlIeHHE) IOMAETCA TPa)KTaHUHOM,
BKIIOUeHHBIM B DenepaibHBIi perucTp (ero 3aKOHHBIM TPEJCTABUTEIIEM),
B OTHOIIICHUM KaXXJIOTO Ha3HAYEHHOTO IO pelenTy JeKapCTBEHHOIo Ipernapara
TULSE MEJUITTHCKOTO IIpUMeEHEH NS, MEeJIUIIUHCKOTO u3zenus,
CIIeLMaTN3UPOBAHHOTO MPOAYKTA Je4eOHOTr0 MUTaHus Ui eTed-NHBaINI0B.

3asBNeHue TOoJaeTcs B MEAMIIMHCKOW OpraHM3allM MO0 MECTY OKa3aHWs
IIEPBUYHOM MEIUKO-CAaHHTAPHON IIOMOIM B paMKax TEePPUTOPHAIBHON
IIpOTpaMMBbl TOCYAQPCTBEHHBIX TapaHTUH OECIIaTHOTO OKa3aHWs MEIULUHCKON
IIOMOIIM TIpakgaHaMm, IPOXUBAIOIMM Ha TeppuTopuu llepmckoro xpas

(manee — MenuuUMHCKas opraHu3anys). MeaunuHcKas — OpraHU3alus
OCYIIECTBIISIET HampaBlieHHe 3asBleHHs B MUHHCTEPCTBO 3/IpaBOOXpPaHEHUS
Ilepmckoro kpas (manee — MuHucrepcTBo) nocpeactsoM  EnuHoi

MHGOPMAIIMOHHON cHCTEMBI 3[IpaBooxpaHenus Ilepmckoro kpas.

6. 3asBieHUE TOMKHO COJIEPIKATH CIEAYIONINE CBEACHHUS:

6.1. pamunmio, wuMs, oT4ecTBO (IpM  HAIWYHMHA) TpaXJaHUHA,
BKIItOYeHHOTO B DefiepabHbIN perucTp;

6.2. apec perucTpalliy TpaxKAaHWHA, BKIoueHHoro B MdenmepanmbHBIiHA
PETUCTP, TI0 MECTY JKUTEIbCTBA WM IO MECTy ITpeObIBaHN;




6.3. cTpaxoBOif HOMEp HHAWBUIYaTHHOTO JIUIEBOTO CUeTa IpakJaHUHA,
BKIITOUeHHOTO B DefiepalibHbIN PETUCTp B CUCTEME 0053aTeIbHOI0 IIEHCHOHHOTO
CTpaxOBaHHUS;

6.4. Homep nomrca 00s3aTETFHOT0 MEUIIMHCKOTO CTPaXoBaHMs;

6.5. aOOHEHTCKUIT HOMEp TpaXIaHWHA, BKIOUYeHHOro B DenepanbHBIH
peructp (ero 3aKOHHOTO TIPEJCTaBHUTEN), BBIIEIEHHBIN  OIEPaTOPOM
MOABMXXHOU paanroTeneoHHOH CBA3M (IIPH HAIUYWN );

6.6. HOMep HAIHOHAIBHOTO IUIATE)XKHOTO WHCTPYMEHTa TpaXKIaHHWHA,
BKIIToUeHHOTO B DeiepalibHBINA perucTp (ero 3aKOHHOTO HITH YIIOJTHOMOYEHHOTO
MIpEeACTAaBUTEIA);

6.7. HOMep pellernTa.

7. MuHHCTEpCTBO B CPOK, YKa3aHHBIM B ITyHKTe 8 Hactosmiero [lopska,
OCYILIECTBIISIET IIPOBEPKY:

7.1. Hanuuus uHQGOpPMALMK O JHIle, YKa3aHHOM B 3asBJIEHUH, B KaueCTBE
HOJTy4aTelNs COlMalbHON yeiayru B PenepaibHOM PETUCTPE;

7.2. HOMepa pellenTa Ha JeKapCTBEHHBbIE Mpenaparhl IS MEAUIIMHCKOTO
NPUMEHEHUs, MEIULMHCKUE U3/IeNUs, a TaKXKe ClellnaIn3upOBaHHbIe IPOTYKTHI
JedeOHOr0 NUTAHHSA I JeTCH-WHBAJINAOB B €IUHOW TIOCYIapCTBEHHOM
nH(POPMalLMOHHOM cucTeMe B cepe 3[paBOOXpaHCHHS;

7.3. Hamuuua JIEKapCTBEHHOIO IIpemapara Ml MEIWIIMHCKOTO
OpUMEHEHUsT B IepedyHe O KM3HEHHO HeOOXOOMMBIX U  BaKHEHIHMX
JEKapCTBEHHBIX  IIpenaparos, CGOPMHPOBAaHHOM B COOTBETCTBHH
¢ ®enepanbHbM 3akoHOM OT 12 ampena 2010 r. Ne 61-®@3 «O6 obpamenun
JIEKapCTBEHHBIX CPEICTBY; "

HaJIu4¥sl MEJWLWHCKOTO0 H3JeNdd B IepedYHe MEIUIHMHCKUX H3EIIHi,
yTBepkieHHOM I IpaButensctBoM Poccuiickoit @enepanym;

HaJM4Ms  CNEeLHMATU3UPOBAHHOTO TPOAYKTa JIeUeOHOTrO  NHUTAaHHS
Ui JeTe-WHBaIN/IOB B MEepPeUHe CIEeIHUATH3UPOBAHHBIX POIYKTOB JIe4eOHOTO
nuTaHus, yreepxkaeHHoM IIpasurensctBoMm Poccuiickoit @enepanuy;

7.4. IpeeIbHONR CTOMMOCTH €OUHMIEI (IIpeNelbHOr0 pa3Mepa OILIATHI)
JIEKapCTBEHHOTO Tperapara IJisi MEIUIUHCKOTO TpPHMEHEHHS, MEIUIIIHCKOTO
U3JIeNNs, CIIEITMaTU3UPOBAHHOTO MIPOIYKTA JIe4eOHOTO MUTAHUS.

8. MuHHCTEPCTBO ~ TIOCPEJICTBOM  CHCTEMBI  MEXBEIOMCTBEHHOTO
AIIEKTPOHHOTO B3aMMO/ICHCTBUS nepenaeT B rOCyJJapCTBEHHYIO
uadopmanuoHHyl0o  cucreMy «EauHas  ueHTpanmzoBaHHas — mm¢poBas
wiaTgopMa B colManbHON cdepe» B CPOK, He MPEBBIMAIONIMIA CeMH pabodnx
IOHEeH co AHS MoAayd 3asBJICHUS TPaKIaHUHOM, BKIIOYEHHBIM B DemepaibHblii
perucTp, (ero 3aKOHHBIM IIPEJCTABUTENIEM) CIIEYIOIIUE CBEICHHMS:

8.1. cBenenus, yka3zaHHBIE B 3asBIeHHM B nyHkrax 6.1, 6.3, 6.5, 6.6
HacTosero [Topsika;
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8.2. naTeI HaYala ¥ OKOHYaHUS JEeHCTBUA 3JICKTPOHHOTO cepTU(HKaTa;

8.3. undopmaruro 0 MUHHCTEPCTBE, BKIFOYAIOLLYIO KOJ M HaHMEHOBaHHE
B COOTBETCTBHHM C PEECTPOM YUYAaCTHHKOB OIO/DKETHOTO IIpoliecca, a TaKXKe
IOPUIHUECKUX JIUL, He SBILIONIUXCA YYacTHUKAMU OIOMKETHOTrO IIpolecca,
HUIeHTH(DUKAIIMOHHBIN HOMEep HaJIOrOILIaTeNbIIUKa U KOJ IIPUYUHEI TOCTAHOBKU
Ha y4eT B HAJIOTOBOM OpTraHe;

8.4. mpemeNpHYI0 CTOMMOCTD €IWHHIEI (IpeleNbHBIM pa3Mep OILIATHI)
JIEKApCTBEHHOTO IpenapaTta A MEAULIUHCKOTO INPUMEHEHUs, MEIUIUHCKOrO
U3NENNd, a TakkKe CIEIHAIN3UPOBAHHOTO MPOAYKTa Jie4eOHOrO IHUTaHMs
IUIs  eTeH-WHBAINIOB, KOJMYECTBO €IWHUI] JIEKapCTBEHHOIO IIpernapara
UIS  MEIMIHMHCKOTO MpPHMEHEHHS, MEIUIUHCKOIo W3IeNnus, a TaKke
CIELHAIN3UPOBAHHOTO MPOAYKTa JeueOHOT0 MHUTAHUS Ui JleTel-HHBAIUIO0B,
KOJ  JIGKapCTBEHHOrO  IIperapara Ui ~ MEAWIHHCKOTO  NPUMEHEeHUS,
MEIMIMHCKOIO M3ENHS, CIIEIHATH3NPOBAHHOTO MPOAYKTa JIeueOHOro MUTaHUs
Ui JeTeH-WHBAJIWIOB, BKJIIOYEHHOTO B COOTBETCTBYIOIIUN II€PEYECHD,
IIpeayCMOTPEeHHBIN YacThio 6 ctathi 3 DenepanpHoro 3akoHa Ne 491-03.

9. MuHHCTEPCTBO ~ ToNy4daeT  HMHGopMammio O  (OPMHPOBAHHUU
SIIEKTPOHHOTO CepTH(UKaTa, NMPUCBOCHHOM €My PperuCTpalliOHHOM HOMeEpe
(manee — HOMep 3JEKTPOHHOrO CepTH(UKaTa) MOCPEACTBOM I'OCYIApCTBEHHOH
uH(opMaIOHHOM cucTeMbl «EAnHas IeHTpain30BaHHas [udpoBas miardopma
B COIMATBHOHN Cepe.

10. MMHHCTEPCTBO, TIONYYHMB HOMEp JIJIEKTPOHHOIO CcepTU(UKATa,
B TedYeHHE Tpex pabouymx IHEH, ¢GopMHpyeT 3asdBKy Ha KacCOBBIH pacxon,
HAa OCHOBaHHMH KOTOpOro oOecrednBaeTcs HampaBieHHE ACHEXHBIX CPEICTB
[0 DOJIEKTPOHHOMY CepTHOUKATy, H HampaBiseT €ro B YIpaBleHHE
Ka3HauelcKkoro mcmonHeHus Oromxera MunucrtepcTBa ¢uHancoB IlepMckoro
Kpas 10 MecTy o0cTykuBaHuss MUHUCTEpPCTBA.

11. MuHHCTEPCTBO B T€UEHHE ONHOTO pabodero AHA CO JHS MOJNyYEHHUS
uHpopMalud 00 WCIONHEHWH pPAaclopsDKeHHs W IONydeHHs cTaTyca
DJIIEKTPOHHOTO  cepTH(dHKaTa  «aKTHBHpPOBaH»  u3  locynapcTBeHHOU
HHGOPMAITMOHHON CHCTEMBI 3JIEKTPOHHBIX CEPTU(PUKATOB NepelaeT CBEACHHUA
0 (opMHUpOBaHHMH 3JIEKTPOHHOTO cepTU(duKata, copepkamuecs B EnuHoii
WHQOPMAIMOHHON  cHcTeMe  3ApaBooxpaHeHus  Ilepmckoro Kpas,
B @enepalbHBIA perucTp, a TakKe OCYIIECTBIAeT HHGOPMUPOBAHUE
rpaxaaHuHa, BKIIOYeHHOTO B DenepanbHbiif peructp, o cHopMUPOBaHHOM
AJIEKTPOHHOM CepTHUKATE, €r0 HOMHUHAJIE U BO3MOXHOCTH €ro IPUMEHECHUS
C HCIIONb30BaHMEM JIMYHOTO KaOwHeTa (enepaibHOil TrocyaapCTBEHHON
uHGOpMallMOHHOK  cucteMbl  «EmuHBIE  TOpTam  rocyJapCTBEHHBIX
¥ MYHHUIMNATBHBIX YCIyT (GYHKIHR)) (Ianee — e AMHBIA IopTa).
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12. MuHuCcTEpCTBO ToNydaeT HHPopMmammio o (akte mHproOpeTeHUs
IpaXIaHWHOM, BKIIOYeHHBIM B @DenepanbHbIii perucrp, JIeKapCTBEHHBIX
IpenaparoB Il MEIUIIMHCKOTO MPUMEHEeHUsI, MEAULIMHCKUX M3AeNuil, a TaKxKe
CTCIMATU3UPOBAHHBIX MPOIYKTOB JIeueOHOrO NMUTAHUS Ul AeTeH-NHBAIUAOB
c HCIOJIb30BaHUEM 3JIEKTPOHHOTO ceptuduKara IIOCPEACTBOM
roCy/apCTBeHHOH HHQOpMaIMoHHOM cucteMbl «EnuHas LeHTpaln30BaHHAS
1 poBas maTdopMa B COIHAIBHOM chepey.

13. MuHHCTEPCTBO yBeAOMJISIET rpaXkJaHvHa, BKJIFOUYEHHOT'O
B DenepanbHbIA perucTp (ero 3aKOHHOTO MPEJCTaBUTENS), HA €UHOM IOpTale
¥ HampaBisger cBeleHns B DenmepaibHblii peructp o (akre mpuoOpeTeHus
JIEKapCTBEHHBIX TpernapaToB ISl MEJUIIMHCKOTO IPHUMEHEHUS, MEIUIUHCKHX
U3JIENINA, a TakkKe CIeNHaTN3UPOBAHHBIX IPOIYKTOB Jie4eOHOTrO MHUTaHUA
UL eTeW-WHBAJIKAOB C HCIIONB30BAaHMEM SJIEKTPOHHOIO cepTH(uUKara
B T€UeHHE OJHOTO paboyero JHS CO JHS €ro IPUHSITHS.

14. I'paxxnanvH, BKIOYeHHBIA B DenepalbHBIA PErucTp, BIpaBe
OTKa3aThCsl OT MPHOOPETEHUS JeKApCTBEHHBIX MPenapaToB A MEAULIMHCKOIO
NPUMEHEHUS, MEIUIMHCKUX U3JeNuii, a TaKKe CHeNUaJIu3UpOBaHHBIX
TIPOAYKTOB JIedeOHOTO MHTaHUSA IS AeTed-WHBAIUIOB C HCIIONb30BaHUEM
AIIEKTPOHHOTO CepTH(HKATa B TEUCHHUE CPOKa ero AeWCTBUs, HO He Goliee cpoka
NEeHCTBUSA pellenTa Ha - JIEKAPCTBEHHBlE IIpernaparbl [ MEAULMHCKOIo
IIPUMEHEHNS, MEANIIMHCKUE U3/IeTNS, a TaKXKe CIIeLIUaTu3UpOBaHHbIE POILYKTHI
Je4eOHOro TIUTaHUSA [ JeTeH-MHBAJIMAOB B  OTHOLIEHMM KaXIOTO
Ha3HAYEHHOTO II0 perenTy JIEKapCTBEHHOTO IMpemnapara IS MEAULMHCKOTO
IIpUMEHEHHUS, MEIUITMHCKOTO U3JEeNMsl, CHelUaTU3UpPOBAHHOIO IIPOAYKTa
neueGHOro MUTaHUs U1 JieTei-NHBaINI0B.

3asgBreHHWe Ha OTKa3 IOoJaeTcd B MEUIMHCKONM OpraHu3alyi.
MenuupHCKas  OpraHu3alysl  OCYLIECTBIISIET HaHpaBJIevHI/Ie 3asBIICHUSA
B MuHuCcTepcTBO mocpeAcTBoM EnuHONH  MHQOPMAMOHHOW  CHCTEMBI
3npaBooxpaHeHus [lepMckoro kpasi.

15. MuHHUCTEPCTBO IJIsi OCYIIECTBIICHHS BHECEHHUS HU3MEHEHHUS B paHee
CO3JAHHYIO 3aIlUCh OJJICKTPOHHOTO cepTu¢ukara (maisee — OJIOKUPOBKA
AJIEKTPOHHOTO CepTHU(HMKATa) B T€UeHHE OJHOTO pabouero IHs, CIEIYHOIIETO
3a JHEeM ITONydeHHs 3asBJIeHHs 00 oTka3e rpakJaHuHa, IOCPEACTBOM CUCTEMBI
MEXBETOMCTBEHHOT'O BIEKTPOHHOTO B3aUMOJICUCTBHUSA nepenaer
B roCyJapcTBeHHYI0 MH(opMannoHHyI0 cucteMy «EnmHasi 1eHTpamn3oBaHHAS
udpoBas miaThopMa B COLMANbHON chepe» cBelleHus 00 oTKaze rpaxaaHuHa,
BKIIIOYeHHOTO B DelepaibHBI perucTp, OT NPUOOPETEeHHUS JeKapCTBEHHBIX
mpermapaToB Ui MEAWIHWHCKOTO TNPUMEHEHMs, MEIUIMHCKUX H3eNuH,
CIEIUANA3NPOBAaHHBIX MPOAYKTOB JIeUeOHOTO NMHUTaHUA M AeTel-WHBAIHUIOB
C HCIIOJB30BAaHUEM OJJICKTPOHHOTO cepTH(HKaTa Ha OCHOBaHHU OOpamieHus
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IrpaXX[IaHWHa, BKIIOYeHHOro B MenepanbHbli peructp (ero 3aKOHHOTO
MIPECTaBUTES ).

16. MuHHCTEpCTBO NOMy4YaeT HHGOPMAITHIO O OJIOKHPOBKE IIEKTPOHHOIO
cepTHU(UKaTa MOCPEACTBOM TOCYJAPCTBEHHONH HH(MOPMAIMOHHON CHCTEMBI
«Enunas nenTpanu3oBanHas mudpoas mwiatdpopMa B COLMATBHOM cheper.

17. MuHHCTEpCTBO B T€USHHE OJHOTO pabodyero MHS MmepeaaeT CBEACHUS
0 OJOKHpOBKE OJJIEKTPOHHOrO cepruduKarta, coaepxaipecs B ExuHoi
nH($OpMaLTHOHHOH cucreMe 31paBOOXpaHeHus ITepMmckoro Kpas,
B @ezepalbHBIl perucrp, a TakkKe OCYIIECTBISET HWHPOPMHUPOBAHHE
rpakJaHuHa, BKIIOYeHHOro B DenepanbHBIl perucTp, O OJOKUPOBKE
3JIEKTPOHHOTO cepTU(UKAaTa C HCHOJIH30BAHHUEM JIUYHOTO KaOWHETa €IHHOTO
noprarna. '

18. ®opmupoBaHue ¥ yYTBepXKACHHE TepedyHeM  JIeKapCTBEHHBIX
IPENapaToB I MEJUILMHCKOr0 MPUMEHEeHUS, MEIULIMHCKUX U3MICTTUH, a TakKe
CHELUAIU3APOBAHHBIX IIPOAYKTOB JIe4eOHOTO NUTaHUS I JeTeli-MHBAIUIOB,
npuoOpeTaeMBIX  C  HCIONB30BAaHMEM  JJIEKTPOHHOTO  cepTH(dHKaTa,
ocyuiecTsisiercss MHUHUCTEPCTBOM B COOTBETCTBHHM ¢  [IpaBmiamu
(GopMHPOBaHUS U YTBEP)KACHUS IepeuHell OTAENBbHBIX BHIOB TOBapoOB, pabor,
YCIIYT, IPHOOPETaeMbIX C UCIIOJIB30BaHUEM JJIEKTPOHHOTO CepTH(HKATa 3a CUeT
cpencts OromxeroB cyOpekTtoB Poccuiickoit ®@enepanun u - GIOIKETOB
TEPPUTOPUATTBHBIX roCyAapCTBEHHBIX BHEOIOIKETHBIX dboH0B,
YTBEpXKAEHHBIMH MocTaHoBienueM IlpasutenscrtBa Poccuiickoit ®@enepanuu
or 23 ampensa 2021 r. Ne 631 «O dopMHUpOBaHUN M YTBEPXKICHUH IEPEUHEH
OTIEJIBHBIX BHUJIOB TOBapoOB, paboT, YCIyT, MPHOOPETAEMBIX C MCITOIE30BAHUEM
3JIEKTPOHHOIO cepTu(UKaTa 3a CYeT CPeACTB OIOKETOB OOKETHOM CHCTEMBI
Pocculickoii @eneparum».

19. Onpenenenve npenenpHOM CTOMMOCTH e€IWHUIGI  (IPENEIBHOIO
pasMepa  OIUIaThl) JICKAPCTBEHHBIX  MpEnaparoB Ui MEIUIIHHCKOrO
IIPUMEHEHHUs, MEJULIMHCKUX W3JeNui, a TakkKe CIEUATH3UPOBAHHEIX
IPOXYKTOB JIe4eOHOrO IHTaHUA M JeTeH-HMHBAIUAOB, MPHOOpPETaEMBIX
C HCIOJB30BAaHUEM JJIEKTPOHHOIO cepTHU(HKATa 3a CYET CPEACTB OIOMKETOB
cyovektoB  Poccmiickoit ®@enmepanuu u  GIOMKETOB  TEPPHUTOPHATHHBIX
rOCYJApCTBEHHBIX BHEOIOMKETHBIX (DOHJIOB, OCYIIECTBIIAETCS MUHHUCTEPCTBOM
€)XXETOJIHO I10 COCTOSIHUIO Ha IIepBoe AeKabpsl.

IlpenensHas CTOMMOCTB JIEKAPCTBEHHOTO TIpernapara, MeEIUIMHCKOTO
U3JIENIAA, a TaKXKe CIEIUANU3UPOBAHHOTO TPOAYKTA JIeUueOHOr0 IUTAHHMS
IJIs JeTel-VHBAIUIOB, IPHOOPETaeMOTrO C HCIOJBb30BAHHEM DJIEKTPOHHOIO
ceprudHKaTa, OIpelNeNseTcss IO pe3yibTaTaM MOCIHEIHEH II0 BpPEMEHH
OCYIIECTBICHUS 3aKyTIK{ UICHTUYHOTO (KOHKpETHOTO) TOBapa,
COOTBETCTBYIOIIETO HaVMEHOBaHHIO JIEKapCTBEHHOTO npenapara,
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MEAULIMHCKOTO M3JIENUs, a TaKKe CIEHUATN3UPOBAHHOIO MPOAYKTa JIeUeOHOTO
NUTaHMS I AeTeH-MHBAAIOB, MHPOPMAIMI O KOTOPOH pa3MelleHa B eIHHOM
nH(POPMAIIMOHHOH crucTeMe B cdepe 3aKyIloK, IMpoBeneHHOW MUHUCTEPCTBOM
B TIOpsAIKe, YCTAaHOBJICHHOM 3aKOHOAATenbcTBOM Poccuiickoit ®Deneparum
O KOHTpPakTHOH cucTeMe B cdepe B3aKymoK TOBAapoB, padoOT, YCIyr
11 00eCTIeUeHNs TOCY IapCTBEHHBIX ¥ MYHHUITUITATBHBIX HYX]I.

IMocnenHe#t MO BpeMEHHM OCYIIECTBIICHUS 3aKyNKOM JIEKAPCTBEHHOTO
npermapaTa, MEAUIUHCKOTO M3AENHs, a TaKXKe CIEHAaTH3UPOBAHHOTO MPOAYKTa
Ne4eOHOTO TTUTAHUS IS IeTeH-UHBAINIOB CUUTACTCS TTOCIEAHSS 3aBepIICHHAS
mpolleAypa  OCYIIECTBICHWS  3aKyNKH  JIGKAPCTBEHHOTO  Iperapara,
MEIWIIMHCKOTO M3JENHS, & TAaKXKe CHEIHATU3UPOBAHHOIO MPOIYKTa JIeueOHOro
NUTaHWS IS JeTed-MHBAIUIOB (3aKIIOYeHHBI MHWHHCTEPCTBOM KOHTPAKT,
0053aTeNbCTBA IO KOTOPOMY HCIOJHEHBI CTOPOHAMM KOHTPaKTa B ITOJIHOM
obweme 1o coctosiHuro Ha 01 nexadps).

B ciydae ecnim MunucTepcTBOM 3aKylKa JIEKApCTBEHHOTO Iperaparta,
MEIULIIHCKOTO M3/, a TakXkKe CIEIHATH3UPOBaHHOTO TIPOAYKTa JeueOHOTO
OUTAHUS JUIA  JleTeld-MHBAJNAOB HE OCYIIECTBIIach, JTHOO Mpoleaypa
OCYIIECTBIICHHUS 3aKyIIK{ HUIEHTUYHOTO (KOHKPETHOT0) TOBapa,
COOTBETCTBYIOLIETO HalMEHOBaHHIO JIeKapCTBEHHOTO Tperapara,
MEIULIUHCKOTO U3JeINs, & TakXkKe CIEUATH3NPOBAHHOIO MPOAYKTa JIeUeOHOTO
OUTAaHUS Ui JeTei-WHBAIMIOB HE COCTOSIach, JIMOO 3aKymnKa HAEHTUYHOTO
(KOHKpPETHOT0) TOBapa, COOTBETCTBYIOIIETO HAWMEHOBAHHIO JIEKAPCTBEHHOTO
mpernapara, MeIUIIHCKOTO M3MeNHsA, a TAKKe CHEeIHaTH3UPOBAHHOIO POIYKTa
J1e4eOHOT0 MUTAHUSA IS JIeTeH-UHBAIUAOB OCYIIECTBIIACH OoJiee UeM 3a TpH
rofia 0 THS MOAaYM TpakIaHWHOM, BKIIOUECHHBIM B DelmepanbHBIH perHucTp,
€ro 3aKOHHBIM TIpeJicTaBUTENIeM 3asBlieHUS 00 oOecleueHNH JieKapCTBEHHBIM
IpenapaTroM, MEIULHUHCKAM H3IeTHeM, a TakXke CIeIHaTH3HPOBAHHBIM
OPOAYKTOM JIedeOHOTO THTaHWUSA IS JeTeW-WHBAIUIOB, NPHOOpETaeMBIM
C HCIONB30BaHUEM DJJIEKTPOHHOTO CepTH(HKATa, NpeAeibHas CTOUMOCTB
UIEHTHYHOTO (KOHKPETHOT0) TOBapa, COOTBETCTBYIOMIETO HAUMEHOBAHHIO
JeKapCTBEHHOTO  Iperapara,  MEAMIUHCKOTO  W3Henus, a  TakXKe
CHEIMAM3UPOBAHHOTO MPOAYKTa JIEYeOHOro NUTAHWS I JieTei-MHBaIUIOB
ompefenseTcss IO pe3yiJpTaTaM IOCJeHEH 10 BPEMEHH OCYIIECTBIEHUS
3aKyInKd JIEKapCTBEHHOTO TMIperapara, MEIUIHHCKOTO M3JIENHs, a TakKe
CHELHAIM3UPOBAHHOTO TIPOAYKTa Je4eOHOr0 IUTAHUA U IeTei-HHBAUIOB,
pHpOpMaLUs O KOTOpOH pa3MellleHa B €AMHOM HHQPOPMAIMOHHOM CHCTEME
B cepe 3aKyIoOK, IPOBEIEHHOM JIOOBIM APYTMM YMOJHOMOYEHHEIM OPraHoM,

PaCIIOJIOKEHHBIM B MpeAciiax TEPPUTOPUU HpI/IBOJDKCKOl"O (bez[epamaﬁoro-

OKpyTa.



B ciywgae ecnm MuHHCTEpCTBOM 3aKymlKa JIeKapCTBEHHOrO IIpemapara,
MEIUIMHCKOTO M3JeNNs, a TaKXKe CIEeIHAIN3UPOBAHHOTO MPOIyKTa JIeueOHOTO
NUTaHWS Ui JeTel-uHBamuaoB Ha Teppuropuu [IpuBomxkckoro denepansHOro
OKpyra He OCYyIIeCTBIIIach, JUOO Tpolenypa OCYIISCTBICHHS 3aKyIKH
TaKoro JIEKapCTBEHHOIO IIpemapara, MEOULHMHCKOTO H3Ienus, a Takke
CHELMAaJU3UPOBAHHOTO MPOAYKTa JIeYeOHOro MHUTAHMS I JeTeh-UHBAIHIOB
HE cocTodnach, JuOO 3aKyllka TakKoro JIeKapCTBEHHOTO TIIpernapara,
MEJIMIIMHCKOTO M3/JeNus, a TaKkKe CHEeIl[MaM3UPOBAHHOIO MPOAYKTA JIeYeOHOTO
IUTaHUs Ui JeTei-WHBANUAOB OCYILIECTBISIach Oollee 4YeM 3a TpH Trofa
0 JaThl II0Ja4ydl T[paXXJaHWHOM, BKIIOUeHHBIM B DenepalibHBIA perucTp,
€ro 3aKOHHBIM IIpeACTaBUTENIEM 3asBJIeHUS 00 0OeCIeYeHHH JIeKapCTBEHHBIM
IIperaparoM, MEIWLIUHCKAM U3JAENIHeM, a TaKke CIeIUaTN3UpOBAHHBIM
IPOAYKTOM Jie4eOHOro WWTaHWUA A JeTeH-WHBAIUAOB, NPHOOPETaeMBIM
C HCHOJIb30BaHHEM DJIEKTPOHHOTO cepTudUKaTa, MOpelenbHas CTOUMOCTH
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Iperapara, MEAMIIMHCKOTO U3JeNus,
a TaKKe CICNUAIN3UPOBAHHOTO NPOAYKTa JiedeOHOTO MHUTaHUSA O JeTei-
MHBAJIUIOB ONpeAensercs @0 pe3yiabTaTaM IIOClIeNHe 1o BpeMeHU
OCYILECTBIIEHMS  3aKylKH  OJHOPOOHOTO  JIEKApCTBEHHOTO  IIperapara,
MEIUIMHCKOrO U3/ENHMs, a TaKKe CHEIMalM3UpOBAaHHOIO MPOIYKTa JIe4eOHOTOo
IUTAaHUS Ui JE€TeH-UHBAIWAOB, MPUOOpPETaeMOr0 C  HCIOJIh30BAaHHEM
3JIEKTPOHHOTO cepTH(UKaTa, MHGOpMAIMI O KOTOPOH pa3MellleHa B €TUHOM
MHQOPMALIMOHHOW cucTeMe B cdepe 3aKyloK, IPOBEIEHHON MOOBIM
YIOJIHOMOYEHHBIM OPIraHOM, pAacHOJOXKE€HHBIM B IpefieNlax TeppUTOPUH
Poccuiickoit @enepanym.

B ciywae ecnum 3akyllka JIEKapCTBEHHOTO IIpemapara, MeIHIIHHCKOTO
HU3JENNs], a TakXKe CIEeNUAIM3APOBAHHOIO NPOJyKTa JieueOHOTO IUTAHUS
Ul JeTeW-UHBAIUAOB B YacTH JIEKapCTBEHHOIO IIipenapara B Ipefenax
Tepputopun Poccuiickoit @enepanii He OCyHIECTBISIACH, TO 3a MPEIEBHYIO
CTOMMOCTB JICKapCTBEHHOIO IIperapara NPUHUMAETC MaKCUMAIbLHOE 3HAYECHHE
IIEHbl JIEKApCTBEHHOIO IpernapaTa MO AAaHHBIM TOCyAapCTBEHHOTO peecTpa
IIpPENEIbHBIX OTIIyCKHBIX LIEH IPOM3BOAUTENECH Ha JIEKapCTBEHHEIE Iperaparkl,
BKJIIIOYCHHBIE B I[IepEeYeHb JKU3HEHHO HEOOXOJAWMBIX M  BaXKHEHIIIHMX
JIEKapCTBEHHBIX NPENIapaToB.

B ciyuyae ecnm 3aKynka CHELMAIM3MPOBAHHOTO IPOAYKTa JI€4eGHOro
OUTaHWS I JeTed-WHBAIUIOB B Ipefenax Teppuropun Poccuiickoi
Qenepani  He  OCYIIECTBISIACh, TO 3a MPEAETIbHYID  CTOMMOCTH
CIEeLUAIM3UPOBAHHOTO MNPOAYKTa JIEYeOHOro MUTAHHS OIS JeTeH-WHBAIHAIOB
IPUHMMAETCSA MpefiefibHas CTOMMOCTh CIEIUAIM3HPOBAHHOTO IIPOAYKTA
ne4eOHOTO MUTaHMS — aHaJlora.




20. Omnata  JIeKapCTBEHHBIX  NpEMapatoB  Uii  MEIUIIMHCKOIrO
IPYMEHEHNS, MEIMIMHCKMX I3JIeNHil, a Talkke CHEHMATU3MPOBAHHBIX
IPOAYKTOB JIeYeOHOrO TUTaHWS IS JeTel-MHBAWIOB OCYIIECTBISIETCS
HAa OCHOBAaHUH CBEIEHHUI, COJEpXKalMXCsi B DJICKTPOHHOM CepTHU(HKATE,
B pa3sMepe, He IMPEBHILIAIOIIEM TMPEAEIbHYI0O CTOMMOCTb JIEKAPCTBEHHBIX
TIperapaToB i MEIUIIMHCKOTrO MPUMEHEHMSI, MEAULIIMHCKUX U3ACIUH, a TaKKe
CHEITHATM3UPOBAHHBIX IPOAYKTOB JIedeOHOro MHUTAaHWA Uil JeTeH-UHBAINIOB,
YCTaHOBJICHHYIO B SJIEKTPOHHOM cepTU(UKATE.

21.B cmydae ecnu  CTOMMOCTh  JIEKQpPCTBEHHBIX  IIpENapaToB
IUISE  MEIUIIMHCKOTO TIpUMEHEHWS, MEJULMHCKUX U3JeNuid, a TaKxKe
CTELMAIM3UPOBAHHBIX TIPOAYKTOB JIe4eGHOr0 HMHTAHMS IS JeTeii-HHBATHIOB,
IproOOpeTaeMBIX C HCIOJIB30BAHHUEM 3JICKTPOHHOTO cepTU(dUKaTa, MPeBHIIIAeT
IPeJeIbHYI0 CTOMMOCTE JIEKAPCTBEHHBIX IIpernaparoB A MEJULIHUHCKOrO
IPUMEHCHHS, MEIUIIMHCKUX W3AeNui, a Takke CIeHUaIU3MpPOBaHHbIX
IPOAYKTOB JIe4YeOHOTO THTaHWs JUIsl JAeTed-MHBAIWIOB, YCTaHOBICHHYIO
B DIEKTPOHHOM cepTH(dUKare, TpakIaHWH, BKIIOYeHHbIH B DenepanbHblil
peructp (ero 3aKOHHBIA IpeACTaBUTENb), BIpPaBe OCYIIECTBUTH MOOILIATY
10 UX (paKTUIeCKOH CTOMMOCTH 3a CHET COOCTBEHHBIX CPEZICTB.

22.B ciaywae ecnm = CTOMMOCTH  JIGKQpPCTBEHHBIX  IIpenapaToB
Ans  MeJUIMHCKOrO NPHMEHEHHUsS, MEIWIMHCKUX H3JeNud, a TaKke
CHEeNMATU3UPOBAHHBIX TPOAYKTOB JIe4eOHOTO MUTAHUSA AJIs JeTel-MHBAIUIOB,
IPUOOpPETaEMBIX C WCIOJNB30BAHWEM 3JICKTPOHHOTO CepTH(HKATa, HIDKE
NpefeNbHOM CTOMMOCTH JIeKAPCTBEHHBIX IIPEerapaToB Al MeIUIMHCKOro
OpPUMEHEHHs, MEAUIMHCKAX U3JeNui, a Takke CHelHaTU3UpPOBaHHBIX
MPOAYKTOB JIe4eOHOTO MHTAaHUS M JeTel-MHBAJUAOB, YCTaHOBIECHHOM
B DJICKTPOHHOM cepTUGUKaTe, TpaXIaHWH, BKIIOYEHHBIA B DenepalbHbIN

peructp (ero  3aKOHHBIM  MPEACTAaBUTENb),  OCYIIECTBISIIOT  OIUIATY

Mo uX (QaKTUdecKoi cromMocTH. PasHmuia mexny (pakKTUYecKOll CTOMMOCTBIO
U YCTAaHOBJEHHOW B OJJIEKTPOHHOM cepTH(UKaTe IIpeAelbHONH CTOMMOCTBIO
JIEKapCTBEHHBIX IIPenapaToB AN MEIMIMHCKOIO NPUMEHEHHS, MEIULHUHCKHUX
U3MICNHA, a TakXKe CIelUaJIU3UPOBaHHBIX IPOIYKTOB JIeYEOHOTO NHTAHUA
JUIS TeTeH-UHBAIMAOB TpakJAaHWHY, BKItoueHHOMY B DenepanbHblil peructp
(ero 3aKOHHOMY TIPEICTABUTEINIO), HE BO3MEIIAeTCsl.

23. MuHUCTEPCTBO OTKa3bIBaeT TpaXIaHuHY, BKJIFOUYEHHOMY
B DenepanbHBIN PETHCTpP, B BBIaUe JIEKTPOHHOTO CepTHU(UKATa B CIEAYIOLUINX
clIydasx:

mpefenbHas CTOMMOCTh JIEKQpCTBEHHOIO IIpernapaTra, MEIUIMHCKOro
U3MEIHd, a TakXke CIEIHAIM3UPOBAHHOTO TMPOAYKTa JiedeOHOro THUTaHUA
A JeTe-WHBaIuIOB M (MIM) CyMMa paHee BBIIaHHBIX DJIEKTPOHHBIX
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CepTU(UKATOB IPEBLIMIACT TOJIOBON O0OBEM CpEICTB, YKa3aHHBIA B IyHKTE 3
Hacroswero [lopsanka;

OTCYTCTBHE WMHGOpMAIMHM O JIMIle, YKa3aHHOM B 3aSBJIEHHH, B KA4eCTBE
IIOJTy4aTensi COLMAIbHOM yciayru B PefepalbHOM PETUCTPE;

OTCYTCTBHE peLENTa Ha JIEKApCTBEHHBIE MpernapaThl ISl MEIULUHCKOIO
IIPUMEHEHUS, METULIMHCKIE U3IENHS, 4 TAKXe CIEHAATA3UPOBAHHBIE ITPOTYKThI
Je4yeOHOTO THTaHWS [N JeTeH-WHBATUAOB B €IWHOW TOCYJIapCTBEHHOM
MHGOPMAITMOHHOM cUcTeME B cepe 37paBOOXpaHEHNUS;

OTCYTCTBUE JIEKApPCTBEHHOI'O IIpernapara A MEeJUIIMHCKOTO IPUMEHEHHUS
B IEpEeYHE IKU3HEHHO HEOOXOAMMBIX M BaXHEUIINX JIeKapCTBEHHBIX
npenapaToB, cHOPMHPOBAHHOM B COOTBeTCTBUH ¢ DenepaibHBEIM 3aKOHOM
ot 12 ampesns 2010 1. Ne 61-®3 «O6 obparteHunn JTeKapCTBEHHBIX CPEACTBY;

OTCYTCTBHE MEAMIIMHCKOTO M3JENHs B MepeyHe MEeIULIMHCKUX W3eHi,
yTBepxkaeHHOM I IpaBurensctBoM Poccutickoit denepaunu;

OTCYTCTBHE CIEHHAIM3UPOBAHHOTO TIPOIYKTa JIEUeOHOTO ITHTaHUS
JUIS IeTeA-VHBAIUIO0B B NMEPEUHE CIIEHUATM3UPOBAHHBIX ITPOIYKTOB JIeYeOHOTO
IIATaHus, yrBepKaeHHoM IIpaBurensctBoM Poccuniickoit @enepanum.

Otkaz B  BbIJau€  DJEKTPOHHOro  ceptudukara ¢dopMmupyercs
MuHuCTEpCTBOM B CpPOK, HE NpEBHINAOIUNA cemMu pabodymx AHEH co AHA
[IOIAYN TPaKJAHUHOM, BKIIOYEHHBIM B DeepanbHbI peructp, 3asBICHUA
Ha BBIJAuy dJEKTpoHHOro ceptudukara. MHpopMmaius o6 oTkase B BbAade
3JIEKTPOHHOTO cepTudukara HampaBiIsieTcs MUHHCTEPCTBOM ITOCPEIACTBOM
€MHOrO MopTana.



