[TPABUTEJIbCTBO PECITYBJIMKY ThIBA
IMMOCTAHOBJIEHHE

THIBA PECITYBJIMKAHBIH YA3AA
TOKTAAJI

oT 26 ¢eBpans 2025 r. Ne 66

r. KbI13pin

00 yrBepxkaenun Hopaaka nperocraBiieHus Mep
COIHALHOH MOUIEPKKH O0TACTBHBLIM KATETOPHAM
Ipa)iIaH 3a CYET CPeACTB pecny0THKAHCKOTO
oromxkera Pecny6ianku ToiBa ¢ HCNOIB30BAHHEM
IEKTPOHHOI0 ceprudurara

B coorBercTBHH ¢ IyHKTOM 2 dacTu 7 crated 4.1 deaepaikHOrO 3aKOHA OT
17 wroms 1999 r. Ne 178-®3 «O rocyaapcrseHHON COLHAILHOH IIOMOIIHY, ITYHKTOM
3 yactu 5 crarsu 3 Demepanpnoro 3akona or 30 gexabps 2020 r. Ne 491-03
«Q 1puoBpPETEHHH OT/ETBHBIX BHJOB TOBApOB, paboT, YCIYT € HCIIOJIL30BAHHCM
JIICKTPOHHOTO cepThhHKaTay, nocTaHoBicHueM IIpasuTenscrea Poccuiickon Desie-
pammm ot 23 anpens 2021 r. Ne 631 «O dopMupoBanMM W YTBEPXKACHUH MepeHHEH
OTHEIbHBIX BUOB TOBAPOB, PaboT, YCIIyT, IPHOOPETAEMBIX ¢ UCIIOIB30BAHHEM JIIEK-
TPOHHOTO CEpTU(HKATA 32 CUET CPEACTB OrojkeToB GromKeTHON cHcTeMs! Poccuii-
ckoii Menepanuy, B UEIIX PEAIH3AIHME MEpP COLMAILHON IOICPKKH OTACIBHEIM
KATETOPUSM IPAXJ(@H ¢ MCIOIb30BAHHEM ICKTPOHHLIX cepTu(uKkaros IIpaBUTEIL-
ctBo PecnyGmiku Tria [IOCTAHOBJIAET:

1. VrBepmuTh npuiaraeMsii [Topsaok npegocTaBiaeHns MEp COLMAILHON MO~
JEPKKA OTIEIEHEIM KaTCTOPUsAM IPaXKAAH 33 CHET CPEACTB peciybIuKancKkoro Oros-
xera PecrryOmuxy ThiBa ¢ UCIIONB30BAHHEM 3TEKTPOHHOIO cepTH(HKATA.

2. Onpeacnuts MunvcTepcTBo 3apaBooxpanenns Pecuybmikn TriBa yronHO-
MOYEHHEBIM HCIIOJIHMTENLHEIM opranoM Pecnybmmky ThiBa 10 nperocTaBIeHUIO Mep
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COIIMANBHOM MOANEPHKH OTAEIBHBIM KAaTETOPHSIM IpaXxIaH ¢ UCIOJNb30BaHUEM 3JIeK-
TPOHHOIO cepTH(HUKaTa, YKa3aHHBIM B IMyHKTe 3 9acTH 5 ctathu 3 PenepansHoro 3a-
koHa oT 30 nexabps 2020 r. Ne 491-®@3 «O npHoOpeTeHHH OTAENBHBIX BHIOB TOBa-
POB, padboT, YCIIyT ¢ HCMOJIB30BAHUEM IEKTPOHHOTO CepTHHUKATa».

3. Hacrosiiee mocTaHOBJIEHHE BCTYNAeT B CHIIy CO JIHA ero O(pHUHaNbHOro
OITyOITUKOBaHMS M PaclipoCTpaHAeT CBOE JelcTBHE HA MPABOOTHOMIEHHUA, BO3HUKIIINE
c 1 auBaps 2025 r.

4. Pa3zMmecTuTh HacTosllee nocraHoBieHHe Ha «OQHUUANBHOM HHTEPHET-
nopTajie MpaBoBOM HHGOpMAIMK» (WWW.pravo.gov.ru) 1 opunuansHoM caiite Pec-
my6nuky ThiBa B MHGOPMAIIHOHHO-TEIEKOMMYHHKALIHOHHOH ceTH «IHTepHeT».

5. KonTponb 3a UcnolHeHHEM HacTOALIEro MOCTaHOBIEHHSA BO3JIOXKHMTE Ha 3a-
Mectutens [Ipencenarens [Ipaputenscrea Pecniybnrkm ThiBa, KypHpYOMIEro BOIPO-
Chl COLIMANTBHON ChepHl.

I'maBa Pecrry6nuku Teisa B. XoBansir




YT1BepxaeH
nocradosiicHueM [IpaBuTenscTBa
Pecry6nuku TeiBa

ot 26 deBpais 2025 1. Ne 66

MMOPSAJOK
IpeJOCTABICHUA Mep COLUATBHOM TIOIePKKH
OTAEJILHBIM KaTerOpHAM IrPakJaH 3a CUET CPEICTB
pecnybnukanckoro 6romkera Pecirybnuku TriBa
C HCIIONIB30BAHUEM JIIEKTPOHHOTO CEpPTH(HKATa

1. Ob1ire nonoxeHus

1.1. Hactosnmii 1lopsaok ompenensieT yCioBHA IPEIOCTABICHHS MED COLM-
aZbHON TIOMICPXKKH OTJEIbHBIM KaTerOpHsM T'paKAaH 3a CUeT CPEACTB peciyOiH-
kaHckoro Oromkera PecnyGnuku ThiBa ¢ HCONB30BAHUEM 3JIEKTPOHHOIO cepTHhH-
kara (nanee — Iopsinok).

[ToHsITHA U TEpPMHHBL, HCTIONAB3yeMble B HacTodleM [lopsaske, MpUMEHSIOTCA B
3HAUEHMAX, TNpPeLyCMOTpeHHBIX DemepansHbM 3akoHOM OT 30 mexabpa 2020 r.
Ne 491-®3 «O npuoOpeTeHHH OTAEILHEIX BUIOB TOBAPOB, PafoT, yCIYyT ¢ UCMONB30-
BaHHEM JIEKTPOHHOTO cepTH(uKaTay (nanee — Oenepansusril 3akoH Ne 491-D3).

1.2. DnexTpoHHBIH cepTHOHKAT MpeAHa3HadeH Juisl [IpHOOpeTeHHA 3a CUeT
cpenctB Owmxera Pecriybnuku TeiBa OToENnbHBIX TOBapoB, paboT, yciuyr, ompeje-
JTeHHBIX TIEPEYHSAMH IPHOOpEeTaeMBIX TOBapoB, paboT, YCIyr C HCHOJIB30BaHMEM
3NIEKTPOHHOTO CepTH(HUKATA, YTBEPXKIAEMbIX B COOTBETCTBUM C HacTosuM Ilopsan-
KOM [IpH pealM3alMd Mep NOAACPXKKH, YCTAHOBJIEHHBIX ITYHKTOM 1.3 HacToAiIero
ITopsinka.

DIEKTPOHHBIA cepTUGHKAT COAEPIKHUT CIEeIYIOIIHE CBEICHHUS !

1) perucTpaliMOHHEIR HOMED;

2) naThl Havana U OKOHYaHHUS CpoKa JeHCTBHSA 3JeKTPOHHOTO CEPTHQUKATA,

3) HOMep HaHOHANTBHOTO MIIATEXXHOTO HHCTPYMEHTA OTPeOUTENS,

4) cTpaxoBOi HOMEpP HHAWBUIYATHHOIO JIMILEBOTO cdeTa NOTpeOMTENs B CH-
cTeMe 00513aTebHOrO IEHCHOHHOTO CTPaXOBaHHS;

5) aboreHTCcKUi HOMep NMoTpedUTENs (ero 3aKOHHOIO HIHM YIIOJHOMOYEHHOro
NpeJICTABUTENA), BIICICHHBIH OIEpaTopoM MOABIXHOH paguoTeneOHHON CBA3H
(NpY HAJTHYHH );

6) uadopmamusa 06 opraHe, IpeAOCTABRIAIONIEM Mepy MONIEPXKKH, BKIIIOYAIO-
IIy}0 KOJ W HauMeHOBaHWE B COOTBETCTBHH C PEECTPOM YUACTHHKOB OIOKETHOIO
npolecca, a TakKe IOPHANIECKUX JTHII, He SBSIOMIUXCH YYacTHUKAMH OI0IKETHOIO
npoLecca, WICHTU(HUKAIMOHHBIH HOMEP HAJOromuiareNblliuKa B KOI NPHYHHBI 110-
CTaHOBKH Ha y4eT B HAJIOTOBOM OpTaHe;

7) nipeeNbHAs CTOMMOCTH eAWHHIEI (MPEeNeNbHRIN pa3sMep OILIATHI), KOIHYe-
CTBO €IMHUI (TIpH HeoOXOAMMOCTH) H KOJ OTAEIBHOTO BHJa TOBapa, paboThl, yCIyrH
(KOZBI OTAENBHBIX BUOB TOBapoB, paloT, yCIyT), BKIIOYEHHBIX B IIEPEYCHb, IPEAy-



CMOTpPEHHBIH YacTeio 6 crathi 3 @enepansHoro 3akona Ne 491-@3;

8) unas uHpopMarms, orpenenseMas [IpasurenscTBoM Poccuiickoit ®enepa-
L{HH.

MopMHpPOBaHKE HITH W3MEHEHHE 3JEKTPOHHOTO CepTH(HKaTa, & TAKXKe HC-
TTOJIE30BaHHE 3aBHTEJIEM EKTPOHHOTO CepTHQHKAaTa OCYIIECTBIAIOTCA B COOTBECT-
¢ty ¢ OenepanbHBIM 3aK0HOM Ne 491-03.

1.3. Meps!I collalibHOM TOANEPXKH, TPENOCTaBIIeMbIE 38 CYET CPEACTB pec-
my6nukaHckoro 0romkera Pecrmybnuku ThiBa ¢ HCIOAB30BAHHEM JJIEKTPOHHOTO Cep-
THUKaTA!

JleXapCTBEHHBIE MpenapaThl i1 MEAUIIMHCKOTO MPUMEHEHHS B o0beMe He Me-
Hee, YeM 3TO IPeayCMOTPEHO NepeyHeM XU3HEHHO HeOOXOJUMEBIX M BAXHEHINHX Jie-
KapCTBEHHBIX MperapaToB, cPOPMUPOBAHHBIM B COOTBETCTBHM ¢ (DenepaibHbIM 3a-
koHOM OT 12 ampens 2010 r. Ne 61-®3 «0O0 obpameHuH JIeKapCTBEHHBIX CPEACTBY,
IO pelenTaM Ha JeKapcTBeHHbIE [IpenapaTrhl;

MEIHLMHCKHE W3/eTHs 110 pelienTaM Ha MEAUIIMHCKHE H3IEIU;

COCUMATU3NPOBAHHBIE NPOAYKTHI Je4eOHOro MUTAHUS s JeTeH-WHBATHAOB,
onpenenseMsle 1IpaButenscTBoM Poccuiickoil Peneparum.

1.4. Tlo BeIOOpY rpaxkaaH U3 YKCiIa KaTeropui, yka3aHHBIX B cratke 6.1 Mene-
panbHOTrO 3akoHa oT 17 urons 1999 1. Ne 178-®3 «O rocymapcTBeHHON COIHAIBHOM
nomowm» (nanee — Oecpepanbhbiii 3akoH Ne 178-03), monydyeHue colHaTBHBIX
YCILyT, NPeAyCMOTPEHHBIX TyHKTOM 1.3 Hacrosuero [lopsnaka, MOXeT OCYIIECTB-
JATHCA ¢ MCIIOAb30BaHUEM DJIEKTPOHHOIO cepTH(HKATA ¢ yieToM monoxenud Dene-
palibHOTO 3aKoHa Ne 491-D3,

1.5. IlpaBo Ha monyyeHHe INMEKTPOHHOTO CepTH(HKATA MPENOCTABIICTCS JIH-
1jaM, YKa3aHHbIM B IyHKTe 1.4 Hacrosuuero Ilopsaka, npH HalWMYHH OEHCTBYIOLNEH
0aHKOBCKOH KapThl, MOJKIIOUYEHHOH K HAIIHOHATBHOH IHIaTe)XHOMH crucTeMe «Mupy.

1.6. IlpeneneHnlii pasMep 3NMEKTPOHHOIO CepTH(HUKATAa OTPaHHYECH pPa3sMEpOM
IPENOCTABIIIEMOH MEphl COLMANbHOH NOAIEPKKH, YCTaHOBIEHHBIM 3aKOHOIATENb-
CTBOM Ha COOTBETCTBYIOLIMHA (QUHAHCOBBIH I'OJl H Ha IUIAHOBBIH [TEPHOJ,

1.7. ObecnieueHre MpegOCTaBIEHUS Mep COLMANIBHOR MOJAEPXKKU ¢ UCTIONB30-
BAHHEM 3JICKTPOHHOrO cepTH(HUKATa, YKa3aHHEIX B myHKTe 1.3 Hactosmero [lopsaa-
Ka, ocyulecTBiseTcss MUHHCTEpCTBOM 3/ipaBooxpaHeHus Peciybnvku ThiBa.

1.8. DneKTpoHHBIH cepTU(HUKAT ABIIETCS OJHHM M3 CIOCOOOB MONYYEHHS MEp
COLMAIBHON TOANEPXKH M HCIIONB3YETCH 3asABHUTENEM IIPH €ro BeIOOpe B paMKax
NPEJIOCTABICHYs] COOTBETCTBYIOLIUX IOCYapCTBEHHBIX YCITYT.

1.9. CpokoM Hauana MCIONB30BAHMS 3JIEKTPOHHOTO ceprudukara 1 Mpruos-
peTeHus TOBapoB, paboT, yclyr B paMKax MpeaocTaBlIeHHs TOCYAapCTBEHHBIX YCIyT
M0 MepaMm MNOICPKKH, yKa3aHHbIM B myHKTe 1.3 HacTogdmero Ilopsanka, sBnsercs
| suBaps 2025 .

1.10. CpokoM neHCTBHA 3JEKTPOHHOIO CepTH(hHUKATa IBIAETCS CPOK IEHCTBHA
BEINMMCAHHOTO PELENTa HA JICKAPCTBCHHBIC MpeIapaThl A1 MEeTUIIHHCKOTO pUMeHe-
HYsI, MEJMLIAHCKHE H3JelHs, a TaKKe ClCIUATH3HPOBaHHbIE MPOLYKTHI JiedeOHOTO
MATAHUA JJIA JIeTed HHBAJIUJOB.

1.11. Undopmarus o mperocTaBieHHH MIeKTPOHHOTO cepTH(HKATA pa3Mela-
€Tcs B rocy/lapcTBeHHOH HMHGpOpMalUOHHOH cucteme «EnuHas neHTpaid3oBaHHAsA



1udposas mwiatdgopMa B colManbHOH cdeper.

Pa3MenieHue ¥ nonyveHue yKazaHHOH WHGOpMAUHMU B rOCyJapCTBEHHOH HH-
dopmarnmonHoli cucteMe «EguHad 1eHTpanu3oBaHHas Lu¢poBas miuatdopMa B CO-
LUHaIbHOH cdepe» OCYIIECTBIAIOTCA B COOTBETCTBHMM ¢ (DenepalbHBIM 3aKOHOM
No 178-®@3.

1.12. IlpenenbHblii pa3Mep OMIaThl OTAEIBHBIX BUAOB TOBApoB, paboT, ycuyr,
npHoOpeTaeMbIX € HCIIONH30BAHUEM DJIIEKTPOHHOIO cepTH(dHKATa 3a CHET CPEACTB
bromxera Pecnybnuky TeiBa, onpenenseTcs B OTHOIIEHHH Mep NMOMIEPKKH, ycTa-
HOBJIEHHBIX NIYHKTOM 1.3 Hactosiero [Topsinka, B KoNM4YecTBe U MO BEIOOPY AOTy4a-
Telsl 1 OrpaHUYeH MpeleNbHbIM pa3MepoM 3JIEKTPOHHOrO cepTruduKara, YCTaHOB-
NeHHOro NMyHKToM 1.6 Hacroswero IMopsaka.

1.13. GopMupoBaHHe H yTBEpXKICHUE MepeyHER JIEKAPCTBEHHBIX IIPENapaToB
AN MeJUILMHCKOIO IPHMEHEHH, MEIHUIIMHCKIX HW3JENUH, a TakKe CIeLHaTH3Npo-
BaHHEBIX [IPOAYKTOB JIe4eOHOro MUTAaHHA IS JeTei-HHBAJIHAOB, IpHOOpeTaeMbIX C
HCIIONIB30BAHUEM 3JIEKTPOHHOIO CepTH@HKaTa, OCYIIeCTBIAETCH MUHHCTEPCTBOM
3apaBooxpaHeHus Pecriybnuku TeiBa B cooTBeTcTBHH ¢ [IpaBunamu dopmupoBanus
U YTBEPX/EHHs NepeyHed OTAeNbHBIX BHAOB TOBapoB, pabot, yciyr, npuobperae-
MBIX C HCIIOJIb30BAHHEM 3JIEKTPOHHOIO cepTHdUKaTa 3a cHeT CpeAcTB O10MKeTOB
cy6bexToB Poccuiickoit Denepaliuu U G10MKETOB TEPPHTOPHANEHBIX NOCYJapCTREH-
HBIX BHEOIOKETHBIX (POHAOB, YTBEP)XXICHHBIMH MOCcTaHOBJeHHeM [IpaBUTeNnbCTBA
Pocculickoit @enepaunu ot 23 anpens 2021 r, Ne 631.

1.14. OnnaTta nexapcTBEHHBIX IpenapaToB IS MeJUIMHCKOro NpHMeHEeHHS,
MEIMUHHCKHX H3JeNHH, a TaK)Ke CeLHaTH3UPOBAHHBIX NPOAYKTOB JieueOHOro nuTa-
HHS A JeTeH-HHBAJIMJ0B OCYILIECTBIsAETCA Ha OCHOBAHHUH CBEACHMH, COepkalHX-
Cs B JJICKTPOHHOM CepTH¢HKATE, B pa3Mepe, He MPEBbIILAIOIEM MPeJesIbHYH CTOU-
MOCTE JIEKAPCTBEHHbIX NPENapaToB A1 MEAULMHCKOrO MPUMEHEHHS, METHIMHCKUX
H3JICJIMH, a4 TAKKe CIeLHATH3UPOBAHHBIX NMPOAYKTOB JIeYeOHOro MATAHHA AN JeTeH-
MHBAH/IOB, YCTAHOBICHHOH B JIEKTPOHHOM cepTHQHKaTe.

1.15. B ciyuae, ecau cTOMMOCTh JIeKApPCTBEHHBIX MpENapaToB [ MeAMLIHH-
CKOTO ITPUMEHEHUsl, MEAULIMHCKUX M3JENHH, a TakKe CIeHAIU3UPOBAHHBIX IIPOIYK-
TOB J1e4eOHOrO NUTaHUA Ul AeTeH-HHBAIUIOB, MPHOOPETAEMbIX C HCITOJIb30BAHHEM
3JIEKTPOHHOIO CepTH(HKATA, MpeBbIIaeT NpeAelbHYI0 CTOMMOCTE JIEKAPCTBEHHBIX
IpenapaToB Uil MeJIULMHCKOIO MPUMEHEHHS, MEANLMHCKUX H3JENHiH, a TaKXkKe crie-
LIHATH3UPOBAHHBIX [IPOAYKTOB Je4eOHOro NUTaHUs 1)1 JeTei-UHBATHAOB, YCTAHOB-
JICHHYIO B 3JIEKTPOHHOM cCepTH(HKaTe, MpaXAaHuH, BKIKOYeHHbIH B @enepanbHbii
PETHCTp I'paxIaH, UMEIOLIUH NpaBo Ha ofeclieueHue JIeKApCTBEHHBIMH Ipernapara-
MH, MEJUIMHCKUMH HM3IEeNHAMH YU CHEelMalH3UPOBAHHBIMH MPOLYKTAMH JledeOHOro
NMTaHHA 3a cyeT OIO/PKETHBIX acCHTHOBaHHH denepalbHOro OromkeTa U 6I0IKETOB
cyonpekToB Poccuiickolt Menepaliuu (€ro 3aKOHHBIH NMpeIcTaBUTEND) (anee — rpax-
[aHHH, BKIOYEHHBIH B DeiepalbHBIM perucTp), BIpaBe OCYLLIECTBUTE JOIUIATy A0 UX
(haKTHYECKOH CTOMMOCTH 3a cYeT COOCTBEHHBIX CPeJICTB,

1.16. B cirydae, ecid CTOMMOCTE JIEKApCTBEHHBIX NMpENapaToB I MEIHIUH-
CKOI'0 MPHMEHEHHUA, MEAULIHHCKHX U3JeNUH, a TaK)Ke ClelIHAIU3HPOBAHHbBIX IIPOIYK-
TOB JIeueOHOro NMUTAaHUS 1A AeTeH-UHBAIUI0B, IPHOOPETAEMEBIX C UCTIONB30BAHUEM
JNEKTPOHHOTO cepTUdHKaTa, HHXKE IpelleIbHOH CTOHMMOCTH JIeKapCTBEHHBIX Mpera-
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PaToOB UL MEAULUHCKOTO TPUMEHEHHS, MEIULIMHCKHUX H3JEIINH, a TaAKXKe CIelHalu-
3UPOBAHHBIX MPOAYKTOB JieueOHOro MUTAaHUA JNA JeTeld-UHBAIUI0B, YCTaHOBICHHOM
B 3JIEKTPOHHOM CEPTU(QHKATE, TpakJaHNH, BKIIOYeHHBIH B PenepanbHblid peruacTp,
OCYIIIECTBISET OMATY 1O MX (haKTHYeCKOH CTOMMOCTH. Pa3HWIla MexAy ¢akTHde-
CKO# CTOMMOCTERIO M YCTAQHOBIEHHOH B SIIEKTPOHHOM cepTH(dHKATE IIpeJiebHON CTo-
HMMOCTBIO JIEeKapCTBEHHBIX NPENaparoB Ui MEAULMHCKOIO MPUMEHEHHS, MeIHUIINH-
CKHX H3JeNHH, a TaKkkKe CHelHATH3HPOBAHHBIX MPOLYKTOB JieueOHOrO MUTAHUS A
HeTeH-UHBAIMAOB, IpakJaHuHy, BKIoYeHHOMY B ®enepanbHblii peructp (ero 3a-
KOHHOMY NPEACTaBHTEIIO ), He BO3MEIAETCH.

2. Ilopsaok nogayu rpaxxJaHUHOM
3aABJICHHA Ha ITOJYYECHHE COLMAIBHON YCIyrd
¢ UCTIONIb30BaHHEM 3JIEKTPOHHOTO cepTU(dHKaTa

2.1. OcHoBaHMEM I MPENOCTABICHHUS MEp COLMHAIBHOM MONJEPKKH C HC-
NOJB30BAHUEM JJIEKTPOHHOIO cepTH(UKaTa 3a CYeT CPeACTB peclyOIMKaHCKOro
6romxkera Pecrrybnuku TriBa siBisieTcs 3asBICHHE JTHIA H3 YHCTIA JTHI], YKA3aHHBIX B
nyHkre 1.4 Hacroswero [opsiaxa.

2.2. I'paxnaHuH, BKMOYEHHBIH B PefepalbHBIA perucTp, oOpaiiaercd 3a
Ha3HAYCHUEM MEpP COIMAIBHON MOAJEP)KKH, YKa3aHHbIX B IMyHKTe 1.3 HacTosliero
[opsiaka, myTeM nojaym 3asBleHHs, oQPOpMICHHOr0 O (POPME COITIACHO ITPHIIONKE-
Huro k Hacrosmemy Ilopsaaky, B MunuctepcTso 3apaBooxpanenus PecrryOmuku ThI-
Ba JHO0 MEIUIIWHCKHE OpPraHW3alliH, TO/[BEAOMCTBeHHbIe MHHHCTEPCTBY 3APABO-
oxpaHeHus PecrniyOnuku ThiBa (ganee — MeAMLMHCKHE OPTaHH3allMH), B OTHOIICHUH
KaKIO0r0 Ha3HAYEHHOIO IO PEelENTy JIEKapCTBEHHOro Npenapara A1t MeIULHHCKOIO
NPUMEHEHHUS, MEAULIMHCKOT0 U3JeNUs, CTIeliHa Iu3UPOBAHHOIO NMPOAYKTa JeueOHOro
NUTaHUA 1A JeTeH-HHBAIUIOB, B TOM YHCIE C UCIIONB30BaHHEM (efiepalIbHOM Tocy-
IApCTBeHHONM HHGOpMalMOHHON cucTeMbl «EQuHBIA mopran rocynapcTBeHHBIX M
MYHHALMITANBHBIX YCIyT ((PYHKLIHN ).

B cnydae nmopaud 3agBieHMS Ha INpeNOCTaBIEHHE COOTBETCTBYIOLIEH Mephl
NOAAEPXKHA B MEIHLMHCKHE OPTAHHU3AIUH, JODKHOCTHOE JIMLO, [IPUHABIIEE 3asBIIe-
HHE, B TEYEHHE OAHOro pabouero OHA HampapisieT 3aspleHHE JUIA TIPUHATUS pellle-
HUs B MHUHHMCTEPCTBO 3ApaBooxpaHeHus Pecnybnuku TriBa.

2.3. 3asiBIeHHe JJOJDKHO COAEPKATh CIENYIOIHE CBEICHHS:

1) dbamunuro, UMA, OTU4eCTBO (TPH HAIMYMK) TPAXIAHHHA, BKJIIOYCHHOrO B
DenepanpHbIf perueTp;

2) ajpec perncTpaldd rpaXkaaHWHa, BKIIOUYeHHoro B ®enepanbHbIi perucTp,
10 MECTY JKHUTeIbCTBA UIIH 110 MECTY NpeOLIBaHNS;

3) cTpaxoBOH HOMep HHIHBHMIYallbHOIO JIMIIEBOTO CUETa Ipa)cllaHMHa, BKITHO-
yeHHOro B MejepanpHblil perucTp B cucTeMe 00s3aTeNFHONO MEHCHOHHOTO CTPaxo-
BAHUS;

4) nomep nosnuca 0643aTeNbHOTO MEIUIIMHCKOTO CTPAXOBaHH;

5) aboHeHTCKMIT HOMep TpaXJaHUHa, BKIOYeHHOro B PeaepanbHblil peTUCTp,
BbIJIENIEHHLIH OIIEPATOPOM NOABHXHOHU paauoTene@oHHOH CBI3U (MIPH HATHYHH );
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6) HOMep HallMOHAJIBFHOT'O IUIATEXXHOr0 MHCTPYMEHTA IpaXIaHHHA, BKAIOYEH-
Horo B PefepanbHbli peructp (ero 3aKOHHOIO HJIM YIIOJHOMOYEHHOTO MPEACTABUTE-
nst);

7) HoMep penenTa.

3. IlopsaioK NpeoCTABIEHHS U OTKa3a
OT TIPEJIOCTABIEHHS MEKTPOHHOTO cepTH(hHKATA

3.1. MunucTepcTBO 3paBooxpanenns Pecmy6miku TriBa ocylecTBaser 1npo-
BEPKY:

HaJIM9KkA HHGOPMALUH O JIWIE, YKa3aHHOM B 3aiBJICHHH, B KaueCTBE IOIydYa-
TeNs COLUMaIbHOM yciyry, B QeiepallbHOM perHcTpe IpaXJaH, HMEIOIMX NpaBo Ha
obecrieyeHNe JIEKapCTBEHHBIMU TIpenapaTaMy, MeAHLHHCKHMH H3JEIHAMH M CIELH-
ATH3UPOBAHHBIMH MIPOAYKTaMH JIe4eOHOT0 MHTaHHA 34 cHeT OHKETHBIX ACCUTHOBA-
HUH enepansHOro O0mxeTa 1 610/pkeToB Cy0BekTOB Poccuiickoit @enepanuy;

HOMEpa peLenTa Ha JIeKapCTBeHHbIE NpenapaTs! A8 MeAULUHCKOrO IpUMeHe-
HYS, MEAUIMHCKHE W3NENNs, a TakKe CrelHalu3MpoBaHHble TPOAYKTH JiedeOHOro
NUTaHUA JUI JeTel-UHBAIWAOB B perHoHaIbHOH HHGOPMAIIMOHHON cHcTeMe B cdepe
3PaBOOXPAHCHUA,

3.2. MunucrepctBo 31apaBooxpaneHus PecryOnwky TeiBa mocpencTBoM cH-
CTEMBI MEXBEIOMCTBEHHOIO IEKTPOHHOrO B3aHMMOJEHCTBUA NepejaeT B rocyaap-
CTBEHHYI0O HMH(QOPMALUOHHYIO cHcTeMy «EnWHas neHTpanuzoBaHHas IH$poBast
nnatdopMa B COUHANBHON cdepe» B CPOK, He MPEBBILIAIONMHA CeMH pabodnX JHEH,
CO AHA IO0Ja4y 3asBICHHS I'PaXTaHWHOM, BKIIOUEHHBIM B DenepallbHBIN perucTp,
CIIEIYHOLIHE CBEJICHHU:

1) cBefieHns, YKa3aHHbIE B 3asBICHHH B COOTBETCTBHM C MOAMyHKTamy 1, 3, 5
u 6 nyHkra 2.3 Hactosawero [lopanka;

2) naTel Hadana U OKOHYaHUS JefCTBUS MIEKTPOHHOTO cepTH(hHKATA;

3) undopmanuo 06 opraHe, IpeIOCTABISIOMIEM MeEPY TOLNEPKKH (COLHATH-
HyI0 YCIIYry), BKJIIOUAIOIIYI0 KOJA M HAaUMEHOBAaHUE B COOTBETCTBHH C PEECTPOM
YyUaCTHUKOB OFOIPKETHOTO Ipoliecca, a TaKkKe IOPUAWYECKHX JIHL, He ABJAIOIIUXCS
y4acTHHKaMu OMOIKETHOro Tpolecca, HIeHTU(PUKAIMOHHBIH HOMEp HAJIOroIia-
TEJILIUMKA U KOJ IIPUYMHBI IOCTAHOBKU HA Y4eT B HAJIOrOBOM OpraHe;

4) TIpefeNnBHYIO CTOMMOCTH €IWHULIBI (NpelenbHbIH pasMep OIUIaThl) JIeKap-
CTBEHHOIO TpenapaTa I MeIHIHHCKOTO MpHMEHEHHU, MeJAULHHCKOTO H3AEIHA, a
Takxke CeqUai3MpOBAHHOIO NIPOAYKTa JIeUeOHOro NUTaHUA 1A AeTel-HHBAIHUIOB,
KOJMYECTBO €IWHHI JIEKapCTBEHHOIO Mpenapara Jii MeIWIHHCKOTO ITPHMEHEeHHS,
MEeIULHHCKOTO H3IENHS, a TaKXKe CHeIMATH3HPOBAHHOTO NMPOAYKTA JIedeOHOTO ITH-
TaHWA NS AeTeH-HHBAIUIOB, KOJI JEeKapCTBEHHOIO npenapara s MeIUIIHHCKOTO
NPUMEHEHHS, MEJUUMHCKOTO H3/CNus, CIelHaTH3dPOBAHHOTO IPOAYKTa J1edyedHOro
MHTaHus [ JeTel-UHBaIMJ0B, BKIIOYEHHOTO B COOTBETCTBYIOINHH IepeveHb,
TIPEAyCMOTPEHHBIN 9acThio 6 cTaThH 3 MenepansHoOro 3akoHa Ne 491-@3.

3.4. Ceenenns, pasMelleHHbIe B TOCyAapcTBeHHON MH(POPMAaLMOHHOM cUcTeMe
«Ennnas nentpanuzoBaHHas nugposas riargopMa B CONMANLHOR cdepe», MocTy-
narT B ['ocyapcTBeHHYIO HHQOPMAIMOHHYIO CHCTEMY JIEKTPOHHBIX CepTHHKATOR
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B ropsake, ycraHoBneHHOM IlomoxenueMm o ['ocynapcTBeHHOH WHOOPMaHHMOHHOH
CHCTEME 3JIEKTPOHHBIX CepTU(MKATOB, YTBEPKICHHbIM NocTaHoBjieHHeM [IpaBu-
tenbeTBa Poccuiickoit @eneparun ot 23 anpens 2021 r. Ne 630.

3.5. MuuKcTepcTBO 3apaBooxpaHerns PecyOmmku TriBa nomryyaet HHGOpMa-
M0 0 GOPMHPOBAHHH 3JIEKTPOHHOTO CepTH(UKATa, IPUCBOCHHOM €MY PEerucTpal-
OHHOM HOMepe (Jajiee — HOMEp IEKTPOHHOIO CepTH(HKATa) NOCPEACTBOM rocyaap-
CTBEHHOM HH(OpMaUMOHHOM cucTeMbl «EnMHas ueHTpanW3oBaHHas UH(posas
rnatdopma B COLHANIEHOMN chepen.

3.6. MuHHcTepcTBO 3apaBooxpaHeHus Pecrmybnuku ToiBa, MOJYyYHB HOMEP
3JIEKTPOHHOTO CepTH(hHKATa, B CPOK, He MpeBbIIAIIE Tpex pabouux AHel, ¢op-
MUpPYET pacropsikeHHe (3asBKY Ha KAacCOBBIH pacxoj HIH ILIATEXHOE IOPYUYEHHE),
Ha OCHOBAHUM KOTOPOro obecleynuBaeTCs HalpaBIEHHE ACHEXHBIX CPENCTB IO 3IEK-
TPOHHOMY CepTHGHUKATY, U HarpasiuseT ero B Yrpasienue denepanbHOro KkasHayek-
crBa o PecniyGnuke TriBa.

3.7. MunucrepcTBO 3ApaBooxpaHeHHs Pecrybnuku TeiBa B TedeHue OJHOro
pabouero JHA co AHs MONy4eHUs MHGopManuyu o6 UCIIOIHEHHH PACTIOPXERHA U T10-
NTY4YEHHs CTaTyca 3JIEeKTPOHHOTO cepTH¢HKATa «aKTHBUPOBaH» U3 [ ocyaapCTBEHHOMH
HMH}OPMALMOHHONR CHCTEeMbl 3NCKTPOHHBIX CepTU(UKATOB IepelacT CBEAEHHUA O
(GOopMHUPOBaHMH 3NEKTPOHHOIO CepTH(HKaTa, coAepXalMecs B TOCyAapCTBEHHOH
nHbopMalLMOHHOHR cucTeMe B cdepe 3apaBooxpaHeHus cybnsexra Poccuiickoil Oene-
patu, B QenepalbHblil perucTp rpaxaaH, MMEIOIUX [IpaBo Ha odecleueHue eKap-
CTBEHHBIMH IIpenapaTaMy AJs MEAULHUHCKOTO IPHMEHEHUS, MEAUHHUHCKUMU H3JeNH-
MM, @ TaKkKe CIeLHaNU3MpOBaHHBIMU NPOAYKTaMU J1e4eOHOro NMUTaHUS 3a cyer
OIO[KeTHBIX acCUTHOBaHUH (penepansHoro Oromkera U O10keToB cyOBekTOB Poc-
cuiickolt Peniepaliuy, a Takxke OCYILECTRIAET HHPOPMUPOBaHUE IPAXIAHHHA, BKIIIO-
yeHHOro B ®enepatbHBINA peructp, o chOpMHUPOBAHHOM 3IEKTPOHHOM cepTH(HKaTe,
€ro HOMHHalle H BO3MOXHOCTH ero NpUMeHeHHs, C UCTIONB30BaAHHEM THYHOTO Kabu-
HeTa (heepanbHON rocynapcTBeHHOH MHGOPMaLMOHHOH cHcTeMbl « ENUHBIA opTal
rOCyJIapCTBEHHBIX U MyHHLMNAIBHBIX YCIyr (GyHKIUH)» {nanee — eAdHblH nopTan)
WM TIOCPEACTBOM BBIJAYM IpaXIaHHUHY, BKIIOUCHHOMY B (DefiepallbHBIH pPErucTp
(ero 3aKOHHOMY IpeCTaBUTENIO), BHITUCKU U3 peecTpa IJIeKTPOHHBIX CepTUHUKATOB
Ha OyMaXHOM HOCHTele, NOANIHCAHHOH yCUIEHHOH KBANUGUIMPOBAHHOH 3JIEKTPOH-
HOH MOJNHUCBHIO yNOJHOMOYEHHOIO Ha NMOANKCAHHE TaKoro JOKyMEHTa AOKHOCTHO-
O JIMLA.

3.8. 'paxkpanuH, BKIOYEHHBIH B @efepanbHBlil perucTp, BIpaBe OTKA3aThCsA
OT NpHoOpeTeHHUs JEeKapCTBEHHBIX TIPENapaToB AN MEAULMHCKOTO IIPUMEHEHHS], Me-
JUIHHCKHAX U3EHH, @ TAKXKE CICIHATM3HPOBaHHBIX MPOAYKTOB Ne4yeOHOr0o MUTaHKA
JUISL AeTeH-MHBAIUAOB C MCIIOAb30B3aHUEM IEKTPOHHOrO CepTHU(HKATa B TEUEHHUE
CpoKa ero AeHcTBHs, HO He Oonee cpoka AelicTBUA pelieniTa Ha JEKAapCTBEHHBIE Tpe-
napathsl AN MEIULMHCKOTO NPMMEHEHUs, MEeIULIUHCKHE M3ENHUs, a TaKXkKe clelua-
TU3UPOBAHHEIE TIPOLYKTHI JIe4eOHOro MUTaHKA J1s [eTei-UHBAHOB.

3.9. MunHcTepCTBO 3jpaBooxpaHenus PecrryOnuku Teisa Ans oCyILeCTBIEHHS
BHECEHHS MU3MECHEHHS B paHee CO3JaHHYIO 3aIllCh JJEeKTPOHHOro cepThudukara (Ja-
nee — GIOKHPOBKA 3IEKTPOHHOIO cepTH(HKaTa) NOCPEICTBOM CHCTEMBI MEXBEIOM-
CTBEHHOrO 3JeKTPOHHOTO B3aUMO/IECTBUSA MepesiaeT B rocyJapcTBeHHYI0 HHbOpMa-
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HHOHHYI0 cucTeMy «EIWHas neHTpaiu3oBaHHas Hudpopas miartdopMa B COLUANL-
HOI cdepe» WA mocnenyouied nepefayy B I'ocyfapcTBEeHHYHO MH(POPMALMOHHYIO
CHCTEMY JICKTPOHHBIX cepTHQHKATOB B yCTAHOBJIEHHOM TIOPsJIKE CBeACHHUS 06 OTKa-
3¢ IpaXKJaHWHA, BKIIOYEHHOro B (DefiepalbHbli PEerucTp, OT MPHOOPETEHUs JeKap-
CTBEHHBIX MMPENapaToB A MEJULUHCKOTO IPUMEHEHHS, MEIUIMHCKUX H3MENNH, a
TRKKe CHELHATH3HPOBAHHEIX MPOMYKTOB JTe4eOHOro NUTAHMS Ul JeTeH-HHBAIHIOB
C UCMOJIB30BAHHEM 3JIEKTPOHHOTO CEPTU(MKATA Ha OCHOBAaHMH OOpallleHHs rpaxa-
HMHa, BKIIoYeHHoro B PenepalibHBlil perncTp (ero 3aKOHHOTO IIPEACTABHTENS), B
CPOK He [103]IHee CIIeAYIomero paboyero AHs I0Cie MOJIydeHHs TaKoro obpalnenus.

3.10. MunucTepcTBO 3apaBooxpanenus Pecrry6nuku TriBa nomydaeT wHpoOp-
Marluo 0 GIIOKUPOBKE 3JIEKTPOHHOTO CepTH(PMKATa MOCPEACTBOM TOCY JApCTBEHHOM
MHpOpMAaIMOHHOM cHcTeMsl «EnuHas HeHTpanu3oBaHHas uubpoBas miatgopMa B
COLMAILHOH chepen.

3.11. MunuctepcTBO 3apaBooxpaneHus Pecny6nuku TeiBa B Te4eHHE OJHOTO
paboyero OHS IepeaeT CBeJeHUS O ONOKHPOBKE 3JIEKTPOHHOrO cepTH(UKaTa, co-
JepXKALIAECs B PerHoHaibHON HHGOPMALMOHHOH CHCTeMe B cdepe 3IpaBoOXpaHe-
Husi, B OenepanbHblil perucTp rpakiaH, UMEOIIMX NpaBo Ha obecneueHWe JieKap-
CTBEHHBIMH NIpenaparaMu I8 MEAUUHHCKOTO MPUMEHEHHUA, MEAHITHHCKAMH H3/IC/TH-
SMH U CIEIUATH3UPOBAHHBIMU MPOAYKTAMH JiedeOHOro MUTaHUA 3a c4eT OrKet-
HBbIX aCCUTHOBaHWM ¢enepanvHoro Oromkera U OrokeToB cyOBeKkTOB Poccuiickoi
®enepanum, a TakKe OCyHIeCTBIAET HHPOPMHPOBaHHE TpakIaHHHA, BKJIIOYEHHOIO B
OenepanbHbId pErucTp, 0 OJIOKUPOBKE 3IEKTPOHHOrO cepTHdhHKaTa ¢ NCTIONB30BaHH-
eM JHYHOro xabWHeTa eNWHOro IOopTajia WM IIOCPEICTBOM BBEIJAYH TpaXRaHHHY,
BK/MOUeHHOMY B DejiepalibHBIH PErucTp, pelleHHA O OJOKHUPOBKE 3IMEKTPOHHOTO cep-
TH(UKATa U3 peecTpa MeKTPOHHBIX CEPTHOHKATOB Ha OyMa)KHOM HOCHUTeNE, MOAMH-
CaHHOM YCHJIEHHOH KBaJTU(QHULHUPOBAHHON 3JIEKTPOHHOK MOJNUCHIO YIIONTHOMOUYEHHO-
IO HA NOANKCAHKE TAKOTO JOKYMEHTA JJOMKHOCTHOTO JIHLIA.

3.12. MunuctepcTBO 3apaBooxpaHeHus PecnyOmuky ToiBa nmomydaer uHQOp-
MaIliio0 O (aKTe NPHOOpeTeHHS TPakIaHHHOM, BKITOYeHHBIM B PelnepanbHbIl pe-
THCTP, JICKAPCTBEHHBIX MPENAPATOB JUIst MEIUIIMHCKOTO MPUMEHEHUSI, METULIMHCKHAX
u3enuil, a Takke CnelMaaTu3UPOBAHHBIX [IPOJYKTOB JIe4eOHOrO MUTaHUA A JeTei-
VUHBIW/IOB C UCIOJIB30BAHUEM 3JJIEKTPOHHOIO cepru(yKara MOCPeCTBOM Irocyaap-
CTBEHHOH WH(GOPMANMOHHON cucTeMbl «EnnHas ueHTpanu3oBaHHas Iu¢poBast
nnatgopMa B cOUANBHOM cdepey.

3.13. MuHHuCTepcTBO 37ApaBooxpaHeHHs Pecmybnuku ThiBa yBenoMIIfeT
rpaxaaHvuHa, BKmMoveHHOro B DejepanbHbIi perucTp, Ha €AWHOM I[OpTale H
HanpasisgeT cBeneHUs B OenepabHEBIN perucTp rpakiaH, HMEOIHX paBo Ha obec-
TIEYEHHE JIEKApCTBEHHBIMH IIpenapaTaMi ISl METUIHAHCKOIO NPUMEHEHHHA, M-
LUHCKUMH W3ENTUSMH U CHe[HaIM3UPOBaHHBIMA NMPOAYKTAMH JIeYeOHOTO NMHUTAHMUS
3a cueT OI0KETHBIX aCCUTHOBaHUI (eiepanbHOro Oro/KeTa U 610KETOB CyOBEKTOB
Poccuiickoit ®enepannu o daxkTe npHOOpeTeHHS JIEKapCTBEHHBIX IPernapaToB A
MEJUIMHCKOrO IIPUMEHEHU A, MEIUIIHHCKUX U3/IENHil, a TaKkKe CIeyani3ipOBaHHbIX
OPOAYKTOB Jle4yeOHOr0 MUTAHUS IS AeTeH-HHBAIMIOB C KCTIOIB30BaHHEM 3JIEKTPOH-
HOTO CepTH(UKATA B TCUCHHE OZHOrO pabodero AHs CO JHS ero NPHHSATHS.

3.14. MuHuctepcTBO 3ApaBooxpaHenus PecnyOnuku ThiBa MpUHUMAET pellle-
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HHe 00 OTKase B NPHOOPETEHHH JICKAPCTBEHHBIX NPENapaToB, MEIHIMHCKHX H3jie-
NMUH, a TaKKe CIIeLHAIW3HPOBAHHBIX MPOAYKTOB JeueOHOro NMTaHHUA A JAeTeH-
MHBAJIWJIOB C UCIIONB30BAHHEM JIEKTPOHHOTO CEPTH(HHKATA H BBIAAET IPaXIaHKHY,
BKJIIOYeHHOMY B (DenepanbHbIil perucTp, peiueHue o0 oTkaze B NpHOOPETEHUHM Jie-
KapCTBEHHBIX MPEnapaToB, MEAUIIHHCKUX HM3AENTHH, a TaKXe CINEeLHATH3HPOBaHHBIX
NPOAYKTOB JIe4eOHOro MUTaHUA I JeTeH-UHBaIHA0B C HCIONB30BaHHEM JJIEKTPOH-
HOTO cepTH(HKaTa ¢ yKa3aHHeM MpPHYWHBI TakOro OTKasa B ¢opMe NOKYMEHTa Ha
OyMaXXKHOM HOCHTele UK yBeJoMIseT 06 oTkase B hopMe 3JIEKTPOHHOTO AOKyMEHTa
C UCTI0JIL30BAHUEM JIMYHOrO KabOHHETa €AUHOrO NOpTaNa B CACAYIOUIHNX CIyyasnX:

1} ofpaiienue null, He OTHOCAILIMXCH K KaTeropHu 3asBuUTeNei (3a HCKIIOUe-
HHEM CiIydaeB obpallleHHs 3a IOJY4Y€HHEM COOTBETCTBYIOLIEH TIoCyAapCTBEHHOH
YCIIYTH 4epe3 NpeacTaBuTenei);

2) TNpenoCTaBICHHE COOTBETCTBYIOILEH rOCyAapCTBEHHOH yCIIyTH HHBIM CIIO-
coboMm (Oe3 Hernonb30BaHUA INEXKTPOHHOTO cepTUdHUKATa);

3) HenpencTaBlieHHe 3aABHTENEM CBEIEHHI O HOMepe HaUMOHAIILHOIO Iia-
TEKHOIO MHCTPYMEHTA, [IpelyCMOTPEHHOIo 3aKoHoAaTenbcTBOM Poccuiickoit ®ene-
pallMK O HAlMOHAJIBHOM IIJIaTEXHOM CHCTEME;

4) cyMMa [IpeBBILIACT KBOTY IO 3NIEKTPOHHBIM cepTUdUKATaM;

5) obpalenne 3adBHTENS 32 NIPeIOCTaBIeHHEM roCyAapCTBEHHON YCIYTH MPH
HATHYHY JIEACTBYIOLIETO HJIH PEalH30BaHHOIO JIEKTPOHHOIO cepTH(PHKaTa Ha COOT-

BETCTBYIOLIYIO FOCYAAPCTBEHHYIO YCIYTY;
6) npeacTaBleHHE 3asBHTENEM HEJOCTOBEPHBIX H HEMOJHBIX CBEJCHHHI.

4. llopsanok onpezneneHus NpeAenbHON CTOMMOCTH €AMHHLBI
(npenensHOTO pa3sMepa OIUIaThl) JIEKAPCTBEHHBIX MIPENAapaToB,
MEIHLHHCKHX H3E/IHH, a TAaKXKe CIeUHATH3HPOBAHHBIX
NPOAYKTOB JIe4eOHOr0 MUTaHUS IJIA JeTei-HHBAIH0B
C MCIIOJIb30BAaHUEM 3JIEKTPOHHOTO cepTH(HKaTa

4.1, MunncTepcTBO 31paBooxpaneHus PecnyGnuku TriBa exeroaHo 1o cocTo-
AHHUI0 Ha | mekabps Tekyllero roja onpenenseT MpeAelbHYK) CTOHMOCTh Jiekap-
CTBCHHOTO Npenapara i MEIHLUHCKOTrO NMpUMeHeHus (Haliee — JieKapCTBEHHBIH
npenapar), MEAHIMHCKOTO M3IENUs, a TaKkKe CHelHAIM3HPOBAHHOTO TPOAYKTA Jie-
4eOHOro NUTaHUA AJs JeTeH-HHBANMIOB, NPHOOPETaEMOro ¢ UCMOIb30BAHHEM 3JIEK-
TPOHHOTO CepTH(]HKaTa.

4.2. IlpenenpHasd CTOMMOCTB JIEKapCTBEHHOI'O IperapaTta, MEIUIIMHCKOro u3-
JeJinsl, a TaKKe CIELHAIM3UPOBAHHOro NpOoAYyKTa Je4eOHOro MUTaHus IJis JeTeii-
HHBAIM/0B, MPHOOPETAaEMOro C HCIIONIL30BaHHEM JIEKTPOHHOTO CepTHHKATA, OTIpe-
JeNACTCS MO pe3ynbTaTaM IMOCHeJHEH N0 BpEMEHH OCYIIECTBIEHHUA 3aKyNKH HIEH-
THYHOTO (KOHKPETHOI'0) TOBapa, COOTBETCTBYIOIIErO HAHMEHOBAHHIO JIEKAPCTBEHHO-
ro mpenapara, MEJHIMHCKOIO H3JeNHs, a TaKXKe CIeLHaTH3UPOBAHHOTO MPOIYKTa
ne4ebHOro MUTaHHA Ui JeTeH-HHBATHAOB, HHPOPMALIHA O KOTOPOH pa3MelleHa B
eIMHOW MH(POPMALIMOHHON CHCTeME B cdepe 3aKyNoK, MPOBeAeHHOM MuHHCTep-
CTBOM 37ApaBooxpaHeHus Pecnybnuku TeiBa B mopsgke, yCTAHOBJIEHHOM 33KOHOZA-
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tenscTBOM Poccuiickoit @enepanuu 0 KOHTPAKTHOH CHCTeME B cepe 3aKyTIoK TOBa-
poB, paboTt, yciyr 1 obecrieueHHs rOCYAaPCTBEHHBIX U MyHULIMIIATBHBIX HY XK.

4.3. Tlocnenneii Mo BpeMeHH OCYIIECTBACHHS 3aKyNKOH JeKapcTBEHHOIO Ipe-
naparta, MeIUIHHCKOrO M3MENHus, a TaKxke Clelyualu3upOBaHHOTO IPONyKTa Jieyed-
HOTO [TMTaHHWA JJis1 JIeTel-WHBAIM/IOB CUUTACTCS IIOCAEAHAA 3aBepllicHHas Ipoeaypa
OCYUIECTBIICHHS 3aKYIIKH JIEKapCTBEHHOIo IIpelapara, MEeIHIMHCKOro H3Jeiud, a
TaKXe CHEeLHaTH3MPOBAHHONO MPOAYKTa NedyeOHOro MUTaHHs s AeTel MHBAIHAOB
(3aKmoueHHBIH MuHKCTEPCTBOM 31paBooxpaHeHHs PecrmyOnuku ThiBa KOHTPAaKT,
0653aTeNbCTBA N0 KOTOPOMY HCIIONHEHBI CTOPOHAMH KOHTPAaKTa B IIOJNHOM OOBeme
110 cocTOSHHIO Ha 1 nexabps Tekyiero roja).

4.4. B ciaydae, ecii MUHHCTEPCTBOM 3/ipaBooxpaHeHus Pecriybnuku TriBa 3a-
KYIIKa JIeKapCTBEHHOTO NpenapaTa, MEAHLIMHCKOTO U3JIENHA, 4 TAKKe CCLHATM3UPO-
BAHHOTO TIPOAYKTA JieueOHOrO NMUTAHHUA JUIs JeTeH-HHBAIMAOB HE OCYIISCTBIIANACE,
nu6o TIpoIeaypa OCYIHeCTBIEHHS 3aKyNIKH HASHTHYHOTO (KOHKPETHOrO) ToBapa, Co-
OTBETCTBYIOIIEI0 HAUMEHOBAHHIO JIEKAPCTBEHHOTO TIpenapara, MEAHIMHCKOro H3ze-
KA, @ TAKXKE CHelHaTH3UPOBAHHOTO MPOIyKTa JeueOHOro MUTaHusl IUId JeTeld HHBa-
JIULIOB, HE COCTOSIACK, JTUOO 3aKyNKa HACHTHIHOIO (KOHKPETHOTO) TOBapa, COOTBECT-
CTBYIOLIEr0 HaMMEHOBAHHUIO JIEKapCTBEHHOrO Mpenapara, MEAULIMHCKOro H3/Ieaus, a
TaKKe CIICUUAIM3UPOBAHHOIO NPOAYKTa JIe4eOHOrO NUTAHUA A JeTeH HHBAIHIOB,
OCyIIecTBIsLIack Oollee ueM 3a TpH roja M0 AHA NOJAYH I'PAXKIAHWHOM, BKIFOYEH-
HeIM B QeiepalibHBIH PETUCTp, 3aBICHAS 00 00eCIeueHHH JEKapCTBEHHBIM IIpela-
pPaToM, MEIHLIMHCKAM H3JEIHEM, A TAKKe CTeIHAIH3HPOBAHHEIM MPOIYKTOM Jieued-
HOTO MUTaHWA A1 AeTel-UHBaIUOB, NPHOOPETAaeMBIM C HCIIOJIB30BAHHUEM 3JIEK-
TPOHHOTO cepTH(HKATA, NMpeleNbHast CTOHMOCTh HIASHTHYHOTO (KOHKPETHOI0) TOBa-
pa, COOTBETCTBYIOLEr0 HAMMEHOBAHHUIO JIEKAPCTBEHHOTO IIPENapaTa, MEIHITHHCKOrO
H3JIeNHsA, 8 TaKKe CTelHaTH3UPOBAHHOTO MIPOAYKTA JeueOHOTo NUTaHuA AJIA JETCH-
HHBAJIKAJOB, ONPELENSETCS 110 pe3yNbTaTaM MOCNeAHEHN 10 BpeMEHH OCYILECTBICHHs
38KYIIKH JISKaPCTBEHHOTO TMpenapaTa, MeTULMHCKOro H3/IeNus, a TakKe ClielHalu3 -
POBaHHOrO NPOAYKTa JleueOHOro NUTaHuA AN AeTEH-UHBAJIUI0B, HHPOpMAIH O KO-
TOpOH pa3MellleHa B eIHHOH HWHPOPMAIMOHHOM CHCTeMe B cdepe 3aKyloK, MpOBe-
JICHHOH JIIOORIM JIPYrUM  YITOJTHOMOUEHHBIM opraHoM Cubupckoro denepanbHOro
oKpyra.

4.5. B ciydae, eclld yTIOJHOMOYEHHBIM opranoM Cubupckoro ¢enepaibHOro
OKpyra 3aKylKa JIeKapCTBEHHOTrO IpernapaTra, MEOULIMHCKOTO H3JCIHs, a TaKXKe CIle-
[IMAJTU3MPOBAHHOTO TPOAYKTa NedeOHOrO MUTaHHA I AeTel-HHBalIM0B HE OCy-
IeCTBIIAIAck, TUG0 Mpolefypa OCYLUCCTBICHHS 3aKyIIKM TaKOTO JIEKAPCTBEHHOIO
Ipenapara, MEIUIIMHCKOTO H3eNHs, a TaloKe CIIeNUaTH3HPOBAHHOIO MPOJAYKTa Jie-
4eOHOTO MUTAHHA I AeTeH-WHBAIKIOB HE COCTOSIIAcCh, JHMOO 3aKynKa Takoro Jie-
KapCTBEHHOTO Ipenapara, MEIHIIHHCKOrO H3/eNHs, a TaKkKe CHeqUHaln3HpPOBAHHOIO
IpOayKTa JedeOHOro NUTaHUs Ui AeTeli-UHBAIHAOB OCYlIecTBIsUack 6oJee YeM 3a
TpU roja A0 NATHl MOJaYd TPaKIAHMHOM, BKIIOUEHHBIM B DeflepalbHbId PETHCTD,
3asBIeHUS 00 obecriedeHIH JIeKapCTBEHHEBIM TperiapaToM, MEeTUIMHCKUM H3/CIHEM,
a TaKxe CrhelHaln3UpOBaHHBIM MPOLYKTOM JieyeOHOro nHTaHUA U1 JEeTel-
MHBAJIKJIOB, IPHOOpeTaeMbIM C HCIONB30BaHUEM AJIEKTPOHHOTO cepTuduKaTa, Ipe-
JeNpHasi CTOMMOCTB COOTBETCTBYIOIIErO JIEKapCTBEHHOIO Npernapara, MeAHIIHHCKOrO



10

W3MENHS, a TAKXKE CIELMATH3UPOBAHHOrO NPOAYKTa JiedeOHOTO ITMTaHMA A NeTeH-
HHBAIH0B OTNPEAeNsSeTcs MO pe3ynbTaTaM MOCIeIHEH 110 BpEMEHH OCYIIECTBIICHHA
3aKYNKH OJHOPOJHOrO JIEKapCTBEHHOIO Mpemnapara, MeJUUUHCKOTo H3ACINA, a Tak-
e Crendaln3HpOBaHHOro IPOAYKTa JedeOHOro NUTAHHMs Ui JeTeH-HHBAIUIOB,
PHOGPETaeMOro ¢ MCIOJB30BAHHEM 3JIEKTPOHHOTO cepTuduKara, uHopMauus o
KOTOpOH pa3MellieHa B eMHOM WHQOPMALOHHOH CHCTEME B clepe 3aKyIloK, NpoBe-
JEHHOM N00BIM YIIOJTHOMOYEHHBIM OPTaHOM, PACHOJIOKEHHBIM B IIpeAieniaX TEPPUTO-
puu Pocculickoi Pengepany.

4.6. B cnydae, ecny 3aKylKa JeKapCTBEHHOI'O Mpernapara, MeIUIIMHCKOTO H3-
Jelisl, a TAKKE CHELHANM3MPOBAHHOIO NMPOAYKTa Je4yeOHOro NMUTAaHHusS I/ LCTeH-
HHBAIHOB B UACTH JIEKAPCTBEHHOro Ipenapara B Mpejenax TeppHTOpHH Poccui-
ckod Defiepalliyl He OCYIIECTBIAIACH, TO 3 HPENEIBHYI0 CTOUMOCTD JICKAPCTBEHHO-
ro npemnapaTa NIpUHUMAaeTCd MaKCUMAaIbHOE 3HAYEHHUE LIEHBI IEKAPCTBEHHOTO Mpena-
paTta no JaHHBIM rOCyIapCTBEHHOTO peecTpa NpeJeibHBIX OTIYCKHBIX IIEH IMPOU3BO-
aUTeNel Ha JIEKapCTBEHHBIE MPENapaThl, BKIIOYEHHbIC B NepedeHb KHU3HEHHO HEO0-
XOAMMBIX U BKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB.

4.7. B ciydae, eclid 3aKyIika CIICUHATH3UPOBaHHOTO ITPOAYKTa jedeOHOro mu-
TaHUs JUIS JeTel-UHBATUZOB B Ipefenax Tepputopud Poccuiickon ®epepanuu He
OCYLLUECTBIANACh, TO 34 HPEAEIBbHYI0 CTOMMOCTE CHEIHATM3HPOBAHHOIO MPOAYKTa
neyeOHOTO NHUTAHHMA IS AeTEeH-MHBAUAOB IPUHHUMAETCA MpeAeiIbHas CTOHMOCTh
CHELAAIM3UPOBAHHOrO MIPOAYKTA JieueOHOro NUTaHH — aHAJIOra.




Ilpunoxenue
K Hopsaky npenocTaBiieHHs Mep COLHAIBHOMH
MOJAEP KK OTIENbHBIM KaTEerOPHAM IpaXkiaH
3a cueT cpelcTB Owomxera Pecniydinkn TriBa ¢
HCIMOJTE30BAHUEM 3IIEKTPOHHOIO CEpTH(UKATA

®opma

SAAABJUEHHE
Ha MOJIyUeHHE COLMAIBHBIX YCIyT, IPe yCMOTPEHHbIX
nyHKToM | yactu | crateu 6.2 PepepansHOro 3akoHa
ot 17 mons 1999 r. No 178-03 «O rocynapcTBeHHOR
COLIMANIBHOM MOMOILK», ¢ HCIIOIB30BAHHEM BIEKTPOHHOTO
cepTH(HUKaTa ¢ yIeToM NoNoXeHni MeaepalbHOro 3aKOHa
ot 30 nexabps 2020 r. Ne 491-®3 «O npuobperennu
OTIEJILHBIX BUJIOB TOBApOB, paboT, yCIyr
C HCIIONIB30BAaHUEM JJIEKTPOHHOTO CEpTUPUKATA»

1. ®amunusg

2. Ums

3. OtyecTBO (NpH HATUYHH)

4. CTpaxoBOil HOMEp UHAUBUAY-
aTEHOTO JIMIEBOTO CHeTa ITOTpebHTeNns

B CHCTeMe 00513aTeIbHOT0 EHCHOHHO-
ro crpaxoBanus (CHUJIC)

5. AboHeHTCKHH HOMEp MoTpe-
OuTens (ero 3aKOHHOT'O MPEeACTaBUTE-
7s1), BBIJENEHHBIN ONepaTopoM Mo-
JABWKHOH pasroTeneOHHOM CBA3U
(MpH HAJTMYUH)

6. Homep nomuca o6s3areasHoOro
MEIALHUHCKOTO CTPaXxOBaHHSA

7. HoMep HaUMOHBANBHOTO 1Ia-
TEXHOT'O UHCTPYMEHTA, TIPEyCMOT-
PEHHOT0 3aKOHOAATEIBCTROM POCCHIl-
ckoll Deniepaliuy 0 HALTHOHAIBHOM
TUIaTexHoM cucteMe (kapra MUP)

8. Ceexenus o Mecte npeObIBa-
HUSA (QaKTHIECKOTO MTPOKHBAHHA )

9. Homep peuenra




