[TPABUTEJIbCTBO PECIIYBJIMKU ThIBA
IHOCTAHOBJIEHUE

TBIBA PECITYBJIMKAHBIH YA3AA
JTIOKTAAJ

ot 26 despaiisa 2025 r. Ne 66

r. Ke3pun

006 yrBep:xxnenuu [lopsinka npeaocTaBjieHus1 Mep
COUMATBHON MOJAEPKKH OTACJIbHBIM KATErOPpUIM
rPaskaaH 3a c4eT CPeACTB Pecny0JIMKAHCKOT 0
oromkera PecmyOsimkn ThiBa ¢ HCIOJIb30BaHHEM
3JIEKTPOHHOIO cepruduKara

B coorBerctBum ¢ myHkToMm 2 yactu 7 cratbu 4.1 ®denepanbHOro 3aKkoHa OT
17 nrons 1999 r. Ne 178-03 «O rocyaapCTBEHHOW COLMATBLHON MTOMOILNWY, ITYHKTOM
3 gactu 5 crateu 3 @DenepanbHoro 3akoHa ot 30 mexabps 2020 r. Ne 491-03
«O mpuoOpeTeHur OTACNBbHBIX BHUAOB TOBApPOB, padOT, YCIYr C HMCHOJIb30BAaHUEM
AIEKTPOHHOTO cepTudukaray, nocraHorieHueM lIpaBurensctBa Poccuiickoit dene-
parum ot 23 ampenst 2021 r. Ne 631 «O popmupoBaHuM U YTBEPXKICHUHU TIEpEeUHEH
OTJIEJBHBIX BUOB TOBApOB, padOT, YCIYyT, MPUOOPETAEMBIX C UCIOJIL30BAHUEM DJIEK-
TPOHHOTO cepTudHrKaTa 3a CUET CPEACTB OOHKETOB OFOMHKETHOUM cuctembl Poccuii-
ckor Penepanun», B LENAX peaau3allid MEp COLUMAIBHON MOANEPKKUA OTACIIbHBIM
KAaTerOpusiM TPaKJaH C MCIOJb30BAHUEM JJIEKTPOHHBIX cepTudukaroB [IpaBuresns-
ctBO Pecniy0nuku Teisa [IOCTAHOBJISAET:

1. V1Bepauth npunaraemsliii [Topsiiok npenocTaBieHus Mep COLIMATIBHOM MO/~
JEP’KKU OTAEJIbHBIM KaTErOpusiM Ipak/iaH 3a CUET CPEJICTB PECyOIMKaHCKOTO 0101
xeta PecrryOnuku ThiBa ¢ MCIIONB30BAHUEM AJIEKTPOHHOTO cepTU(UKaTa.

2. Onpenennts MUHHCTEPCTBO 3apaBooxpaHeHus PecyOiuku ThiBa ynosiaHo-
MOYEHHBIM HCHOJHUTENIBHBIM opraHoM PecnyOnuky ThiBa 10 MpeaOCTaBICHUIO MEP
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COLIMAJIbHOM MOIIEPKKN OTAEIbHBIM KATETOPUSAM I'PAKIAH C UCIOJb30BAHUEM DJIEK-
TPOHHOTO cepTu(UKaTa, yka3aHHbIM B TyHKTE 3 yactu 5 ctaThil 3 deaepanabHOro 3a-
koHa oT 30 nexabpst 2020 r. Ne 491-03 «O mproOpeTeHuu OTACIbHBIX BUAOB TOBA-
pOB, paboT, yCIYT C UCTOIB30BAaHUEM JIEKTPOHHOTO CEPTH(PHUKATAY.

3. Hacrosiiiee moctaHoBiIeHHE BCTyHMaeT B CHIIy CO JIHSA €ro O(QUIIMATBHOTO
OMyOJIMKOBaHUS U PACHPOCTPAHSIET CBOE JACHCTBHE HA MPABOOTHOIICHHUS, BOSHUKIIINE
c 1 suBapsa 2025 r.

4. PazmecTuTh Hacrosimiee noctaHoBileHHne Ha «OQHUIMATEHOM HHTEPHET-
nopTaye npaBoBoi uHpopManuu» (Www.pravo.gov.ru) u opuiuaibHom caiite Pec-
nyonuku TeiBa B nHpOpMAIMOHHO-TEIEKOMMYHUKAIIMOHHOMN ceTn «HTepHeT».

5. KoHTpoJ1b 32 MCMIONHEHNEM HACTOSILIETO MOCTAaHOBJICHUS BO3JIOKUTH Ha 3a-
mectutens [Ipencenarens [IpaButenscTBa PecnyOnuku ThiBa, KypHUpyIOIIETO BOIPO-
Chbl COLIMATIBHOU CephI.

['maBa Peciy6nuiku ThiBa B. XoBaisbIr

0B ¥ apXuBa

yNpaBneHus
AOKYMEHTAUMOHHOTO
obecneyenns




YTBepKICH
nocTta”oByieHueM [IpaBurenbcTBa
PecniyOnuku TriBa

ot 26 ¢eBpans 2025 r. Ne 66

MOPAJOK
MIPEIOCTABIICHUS MEP COIMATIBHOM MOIIEPIKKH
OTJCIBHBIM KaTETOPHUSIM IPaKIaH 3a CUET CPECTB
pecnyonukanckoro Oromketa Pecryonuku TriBa
C MCIIOJIh30BaHUEM JJIEKTPOHHOTO cepTH]HKaTa

1. OO01He MOJIOKEHUS

1.1. Hacrosammii Ilopsanok onpenenser yciaoBus NMPEIOCTABICHUS MEp COILH-
QIBHOW TMOAJIEPKKUA OTACIBbHBIM KAaTETOPUAM TpaklaH 3a CUET CPEACTB PecIyOu-
KaHCKOTo Oro/xeTra PecryOnuku ThiBa ¢ MCIONB30BaHUEM 3JIEKTPOHHOTO CEPTH(U-
kata (nanee — [lopsiaok).

[loHsATHSA M TEpMUHBI, HCTIOJIb3yeMbIE B HacTosuleM [lopsake, MpUMEHSIOTCS B
3HAUEHUAX, NpeaycMoTpeHHbIX DenepanbHbiM 3akoHOM oT 30 gexabps 2020 r.
Ne 491-03 «O npuobpeTeHnn OTEIBHBIX BUIOB TOBAPOB, pabOT, YCIYT C UCIIOIb30-
BaHHMEM DJIEKTPOHHOTO cepTudukaTay (nanee — OeaepanbHblil 3akoH Ne 491-D3).

1.2. DnexTpoHHbIN cepTUdUKAT MpeTHA3HAUCH [JIsi MPUOOPETEHHUsS 3a CYUeT
cpenctB Owmkera PecryOnuku ThiBa OTAENBHBIX TOBapoOB, paboT, yCIyT, omnpese-
JICHHBIX TEPEYHSIMU MPUOOPETaeMbIX TOBApPOB, PAdOT, YCIYr C HCHOJIb30BAaHHEM
AJIEKTPOHHOTO cepTU(UKaTa, YTBEPKAAEMbIX B COOTBETCTBUU ¢ Hactosumm [lopsia-
KOM MpH peaiu3alid Mep MOJJIEPKKH, YCTAHOBICHHBIX MYHKTOM 1.3 HacTosIilero
[Topsnxka.

DJIEKTPOHHBINA CepTUPUKAT COEPKUT CIACAYIONTUE CBEACHUS:

1) peructpalOHHBIN HOMED;

2) naThl HaYajga U OKOHYaHUS CPOKa JIEUCTBUS AJIEKTPOHHOTO CEpTU(PUKATA;

3) HOMEp HALMOHAIBHOTO MJIATEXKHOTO UHCTPYMEHTA MOTPEOUTENS;

4) cTpaxoBOM HOMEpP MHIMBUIYAIBHOI'O JHUIIEBOTO CUETa MOTPEOUTENST B CHU-
CTeMe 00s13aTeJIbHOTO IEHCUOHHOTO CTPaxOBaHUS;

5) aboHeHTCKUI HOMep moTpeduTens (ero 3aKOHHOTO WJIM YIOJTHOMOYEHHOTO
MIPEICTABUTEINSI), BBIJCICHHBIA OMEPATOPOM TMOJBIKHON pPanIuOTENCPOHHON CBSI3U
(TTpu HAJIUYUMN);

6) undopmanus 06 opraHe, NPeAOCTABISAIONIEM MEpPY MOICPKKHU, BKIIOYAIO-
IIyI0 KOJ M HaMMEHOBAaHHE B COOTBETCTBUU C PEECTPOM YUACTHUKOB OIOIKETHOTO
npolecca, a Takke IPUINYECKUX JIHI, HE SBJSIONIMXCS YYaCTHUKAMU OFOJIKETHOTO
npoiiecca, UACHTU(DUKATMOHHBIA HOMEp HAaJOTOIIATENbIIMKA U KOJ MPUYMUHBI TO-
CTAHOBKM Ha y4€T B HAJJOTOBOM OPTaHE;

7) npenenabHas CTOUMOCTb €IUHHUIIBI (MIPEACNIbHBIA pa3Mep OIUIAThI), KOJIUYe-
CTBO €IMHHII (MMPU HEOOXOAUMOCTH) U KOJ| OTJEIBHOTO BUa TOBapa, paboThl, YCIYrU
(K0obl OTJAEIBHBIX BUIAOB TOBAPOB, padOT, YCIYT), BKIIOUEHHBIX B MEPEUYEHb, MPEIy-



CMOTpEHHBIN YacTbio 6 ctatbu 3 denepanbHOro 3akoHa Ne 491-D3;

8) muas mndopmanus, onpeneinsemas [IpaBurenasctBoMm Poccuiickoit denepa-
LUH.

dopMUpOBaHUE WM U3MEHEHHE JJIEKTPOHHOTO cepTUdUKaTa, a TaKKE HC-
M0JIb30BAHUE 3asIBUTEJIEM DJIEKTPOHHOTO CEpTU(PHUKATAa OCYIIECTBISIOTCS B COOTBET-
ctBuU ¢ DenepaibHBIM 3aKOHOM Ne 491-D3,

1.3. Mepsb! conmanbHON MOINEPKKH, MPEIOCTABIIIEMBIE 32 CUET CPENICTB pec-
nyOnukaHcKoro Oropkera Pecybnuku ThiBa ¢ MCMONIB30BaHUEM 3JIEKTPOHHOTO Cep-
TuguKara:

JIeKapCTBEHHBIE MpemapaThl Al METUIIMHCKOTO MIPUMEHEHUs B 00beMe HE Me-
HEe, YeM 3TO MPETyCMOTPEHO NepeyHeM )KM3HEHHO HEOOXOIUMBIX U BaKHEHIIIHX Jie-
KApCTBEHHBIX MPEnapaTroB, cPOPMUPOBAHHBIM B cCOOTBeTCTBUU ¢ DenepalibHbIM 3a-
koHOM OT 12 ampenst 2010 r. Ne 61-®3 «O06 obparieHnn JTeKapCTBEHHBIX CPEICTBY,
0 pelienTaM Ha JIEKapCTBEHHBIE MTPENapaThl;

MEIMLIMHCKHAE U3JEIUS 110 PEENTaM Ha MEAUIIUHCKUE U3/IEIINS;

CHeIUAIN3UPOBAHHBIC MPOIYKTHI J€UEOHOTO MUTAHUS IJIsl JIeTeH-UHBAIUIOB,
onpenensiemsie [IpaBurensctBoM Poccuiickoit Denepanum.

1.4. Tlo BBIOOpPY rpakaaH U3 YKCiIa KaTerOpuii, ykazaHHbIX B crathe 6.1 Dene-
panbHOrO 3aKoHa oT 17 urons 1999 r. Ne 178-D3 «O rocynapcTBEeHHOM COIUATIBHON
nomoun» (manee — PepepanbHbii 3akoH No 178-D3), monyyeHHe COUHAIBHBIX
yCIIyT, MPeayCMOTpeHHBIX MyHKTOM 1.3 Hactosimero Ilopsiaka, MOXKET OCYIIECTB-
JSTHCA C UCIIOJIB30BAaHUEM DJIEKTPOHHOTO cepTUdUKaTa ¢ yueToM noJjioxkeHuit dene-
panbHOro 3akoHa Ne 491-@3.

1.5. [IpaBo Ha MoOJy4Y€HHUE JIEKTPOHHOTO cepTU(UKaTa MPEAOCTABIAETCS JU-
1aM, yKa3aHHbIM B IyHKTe 1.4 Hactosimero Ilopsinka, mpy HaIMYUK JEUCTBYIOIIEH
OAHKOBCKOMW KapThl, MOAKIIOYEHHON K HAIMOHAIBHOMW MJIATEXXHOU cucteMe «Mup».

1.6. IlpenenbHbIN pazMep JIEKTPOHHOTO CepTU(HUKATa OTPAHUYECH pa3MEpPOM
MPEAOCTABISIEMON MEPbl COUMAIBHOW MOJJIEPKKH, YCTAHOBJICHHBIM 3aKOHOAATENb-
CTBOM Ha COOTBETCTBYIOIIUI (DMHAHCOBBIN TOJ] M HA IJIAHOBBIN MEPUOI.

1.7. OGecrnieyenne NpeOCTaBICHUS MEP COLMAIBHON MOIIEPKKU C UCIIOJIb30-
BaHMEM DJIEKTPOHHOTO cepTudukara, ykazaHHslx B myHKTe 1.3 Hacrosmero [lopsia-
Ka, OCyIecTBIsieTcs MUHUCTEPCTBOM 3/IpaBooxpaHeHus: Pecrryonvku TriBa.

1.8. DnexTpoHHBIN cepTUDPHUKAT SBISICTCS OAHUM U3 CIIOCOOOB MOITYYEHUST MEP
COLIMAJIBHOM TOJICPKKH W MCIIOJIB3YETCS 3asBUTENIEM NpPH €ro BhIOOpE B paMKax
MPEIOCTABIIEHUSI COOTBETCTBYIOIIMX FOCYJAPCTBEHHBIX YCIIYT.

1.9. CpokoM Hauaja KUCIOIB30BaHUS JIEKTPOHHOIO cepTudurKaTa AJjisi Iproo-
peTeHusi TOBapoB, padOT, YCIYT B paMKax MpPelOCTaBICHUS! TOCYJaPCTBEHHBIX YCIyT
o MepaM MNOJAEP>KKH, YKazaHHbIM B myHKTe 1.3 Hactosmero Ilopsigka, sBisercs
1 suBaps 2025 r.

1.10. Cpokom nercTBUS AIEKTPOHHOTO CEPTH(HUKATA SBIACTCS CPOK JIEHCTBHS
BBINIMUCAHHOTO peleNTa Ha JEKapCTBEHHbIE MpenapaTsl JjIsl MEAUIMHCKOTO NpUMEHE-
HUSI, MEIUIIMHCKUE HU3JIENUsA, & TAKXKE CHEIUATIU3UPOBAHHBIE MPOAYKThI JE€YEOHOTO
MUATAHUS JJIs1 I€Te NHBAJIUOB.

1.11. Uudopmarus o mpeaoCcTaBiIeHUN IEKTPOHHOTO cepTrudukaTa pa3menia-
eTcsl B TOCyAapCTBEHHOW HMH(OpMalMOHHOW cucteMe «EnuHas LeHTpaaTu30BaHHAs
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udpoBas mIaTGopma B COLUANTBHON ceper.

Pa3melienue u noiyyeHue ykazaHHOM MH(pOpMaluu B roCyAapCTBEHHOW MH-
¢dopmanmonHon cucreme «EnnHas neHtpanusoBaHHas nudposas miarpopma B co-
UAIBbHON cdepe» OCYIIECTBISAIOTCS B COOTBETCTBUM ¢ DenepalibHbIM 3aKOHOM
Ne 178-@3.

1.12. TlpenenbHbIil pa3Mep OIUIATHI OTAEIBHBIX BUAOB TOBapoOB, padoOT, yCIyT,
IpUOOPETAaEMBIX C HCIIOJIB30BAHUEM DJIEKTPOHHOTO cepTHU(UKaTa 3a CUET CPENCTB
oromxera Pecmyonuku ThiBa, onpenensieTcss B OTHOIICHUU Mep MOJIICPKKH, yCTa-
HOBJICHHBIX TyHKTOM 1.3 HacTtosiiero [lopsinika, B KOJIMUECTBE U 1O BBIOOPY MOJTyda-
TeJsl ¥ OTPaHHYEH IPEAETbHBIM pPa3MEpPOM JJIEKTPOHHOTO CEepPTHU(HUKATA, YCTaHOB-
JeHHoro myHkToM 1.6 Hactosero [lopsiaka.

1.13. ®opmupoBaHHE U YTBEPKICHHUE NEPEYHEN JIEKAPCTBEHHBIX MPENApaTOB
JUISl MEIUIIMHCKOTO MPUMEHEHHS, MEIULIMHCKUX W3JETIUi, a TaKKe CIelUuaIn3upo-
BaHHBIX MPOAYKTOB JIEYEOHOIO MUTAHUA Ui JETEH-UHBAIUAOB, IPUOOPETAEMBIX C
UCIIOJIb30BAaHUEM JJIEKTPOHHOTO cepTU(UKaATa, OCYLIECTBiIsieTcs MUHHCTEPCTBOM
3apaBooxpaHeHus Pecriyonuku TwiBa B cooTBeTcTBUM ¢ [IpaBuiamu ¢popMupoBaHus
U YTBEP)KJEHUS MEepeUyHEN OTIEeNbHBIX BHUJIOB TOBAapoOB, paboT, yciyr, nmpuoOperae-
MBIX C HMCHOJb30BAaHUEM 3JIEKTPOHHOIO CepTU(UKATa 3a CYET CPEIACTB OOJKETOB
cyonrekToB Poccuiickoit denepariun 1 O10IKETOB TEPPUTOPHAIBHBIX TOCY/1apCTBEH-
HBIX BHEOIO/KETHBIX (POHJIOB, YTBEP)KICHHBIMU IOcTaHOBiIEHHEM [IpaBuTenbcTBa
Poccniickon @enepanuu ot 23 ampens 2021 r. Ne 63 1.

1.14. Onnara nekapCTBEHHBIX MPENapaTroB JJsi MEIULMHCKOrO MPUMEHEHHS,
MEIULMHCKUX U3/ICNIUN, a TAKXKE CIEeUUATN3UPOBAHHBIX MTPOTYKTOB JIEYEOHOIO MUTa-
HUS U1 I€Te-UHBAIUIOB OCYILIECTBIISIETCSI HA OCHOBAHUM CBEJICHUMN, COAEPKAILUX-
Csl B DJIGKTPOHHOM cepTHU(UKaTe, B pa3Mepe, HE MPEBBIIAIONIEM NPEACIbHYIO CTOU-
MOCTb JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOIO MPUMEHEHUs, METULUHCKUX
U3JIENINN, a TAKXKE CIIEHUATN3UPOBAHHBIX TPOAYKTOB JIEYEOHOTO MUTAHUSI JIsl JeTe-
WHBAJINJIOB, YCTAHOBJIEHHOW B JIEKTPOHHOM CcepTU(UKaTE.

1.15. B ciydae, ecny CTOMMOCTb JIEKAPCTBEHHBIX NPENAPATOB JUJISl MEIULIMH-
CKOT'O MPUMEHEHHU, MEIULIMHCKUX U3JENHM, a TAKXKE CIEUUATN3NPOBAHHBIX POy K-
TOB JIe4UeOHOT0 MUTAHUS JUIsl JeTeH-UHBATUI0B, IPUOOPETAEMbIX C HCIIOIb30BAaHUEM
AIIEKTPOHHOTO CepTH(UKATa, MPEBHIINIAECT MPEACIbHYI0 CTOUMOCTH JIEKapCTBEHHBIX
penaparoB JAJI1 MEIULUMHCKOTO MPUMEHEHHNS, MEAULMHCKUX U3JEIHM, a TaKkKe cIe-
UAJIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAHUS JJIsSl JETEH-UHBAIUIOB, YCTAaHOB-
JICHHYIO B JJICKTPOHHOM CepTU(UKaTe, Tpa)KAaHNH, BKIJIIOUYECHHbIN B DenepanbHbIil
pEerucTp rpaxaaH, UMEIOIMKA NpaBo Ha oOecleueHre JIEKapCTBEHHBIMU TIpernapara-
MU, MEIULIMHCKUMU U3JEIUSIMU U CIEUUATU3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO
MATAHUS 32 CYET OIOJKETHBIX aCCUTHOBaHMM (eliepanbHOro OroKeTa U OFOIKETOB
cyobekToB Poccuiickoit @enepanuu (€ro 3aKOHHBIN MPEICTABUTEND) (Janee — rpaxk-
JTAHWH, BKJIFOUECHHBIN B DeepalibHblil pETUCTp), BIIPABE OCYIIECTBUTH JIOIUIATY A0 UX
(haKTHYeCKOM CTOMMOCTH 32 CYET COOCTBEHHBIX CPEJICTB.

1.16. B ciyuae, eciau CTOMMOCTbH JICKAPCTBEHHBIX MPENapaToB i MEIULIMH-
CKOT'O MPUMEHEHHU, MEIULIMHCKUX U3JENHM, a TAKXKE CIEUUATN3UPOBAHHBIX POy K-
TOB JICYEOHOTO MUTAHUS JJIS IeTeH-UHBATUAOB, MPUOOPETAEMBIX C HCIIOIb30BAaHHEM
AJIEKTPOHHOTO cepTU(HKaTa, HIXKE MPeleIbHOW CTOMMOCTH JIEKapCTBEHHBIX Iperna-
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paToOB Il MEIUIIMHCKOTO NPUMEHEHUS, MEIULIUHCKAX U3JEINN, a TAKKE CIECIUAIIN-
3UPOBAHHBIX IPOAYKTOB JIUEOHOT0 MUTAHMS JJIs IETEH-UHBAINOB, YCTAHOBJIECHHOM
B 2JIEKTPOHHOM cepTu(uKaTe, rpakJaHUH, BKJIIOUEHHBI B PenepanbHblil peructp,
OCYILECTBISIET OIUIATY MO MX (PaKTUYECKOW cTOMMOCTH. PasHuma mexny Qaxtuue-
CKOM CTOMMOCTBIO U YCTAHOBJIEHHOM B 3JIEKTPOHHOM cepTU(UKATE MPEAENIbHOMN CTO-
MMOCTBIO JIEKAPCTBEHHBIX IPENapaToB I MEIULMHCKOTO IMPUMEHEHUs, MEAULIVH-
CKUX HM3JEJINN, a TaKKe CHEeUUAIN3UPOBAHHBIX IMPOAYKTOB JIEYEOHOTO MUTAHUS AJIs
NeTeN-uHBAJINAOB, TPaXJIaHUHY, BKIOUeHHOMY B DenepanbHblii peructp (ero 3a-
KOHHOMY IPEJCTABUTEIIIO), HE BO3MEIAETCSL.

2. [lopsinok mogauu rpak1aHuHOM
3asBJICHUS Ha MOJY4YEHHE COLMAJIBHOM YCIIyTH
C MCIIOJIb30BaHUEM JJIEKTPOHHOIO CepTH(UKaATa

2.1. OcHOBaHUEM I TPENOCTABICHUS MEpP COLMAIBHOW MOJIACPKKH C HC-
I0JIb30BAaHUEM DJJIEKTPOHHOTO cepTU(UKaTa 3a CYET CPEICTB PECIyOJMKAHCKOTO
oromkera PeciyOnuku ThiBa sIBsieTCS 3asiBICHHE JIMIA U3 YUCIIA JIUI, YKa3aHHBIX B
nyHkTe 1.4 nactosimero Ilopsiaka.

2.2. T'paxnanuH, BKIIOYeHHBIM B DenepanbHbli perucTp, ooOpaimaercs 3a
Ha3HAYEHUEM MEp COLMAIIbHOW MOIAEP)KKHU, YKa3aHHbIX B MyHKTE 1.3 HacTOSIIEro
[Topsinka, myTeM mojayu 3asBieHUs, OPOPMIIEHHOTO MO (PopMe COTIIACHO MPUITOKE-
Huto k Hacrosmemy Ilopsinky, B MunucrepcTBo 31paBooxpaHeHust Pecyonviku Toi-
Ba JIMOO MEIUUMHCKHE OpraHu3alliM, MOJBEIOMCTBEHHble MUHHUCTEPCTBY 3/1paBoO-
oxpanenusi Pecniyonuku TriBa (ajiee — MEIUIIMHCKUE OpPraHU3AIMKU), B OTHOIIICHUHN
KQKJI0r0 Ha3HAYEHHOTI'O IO PELENTy JEKAPCTBEHHOIO IIpenapara sk MEIUIUHCKOTO
NPUMEHEHUS, MEIUIUHCKOTO M3ENHs, CIeHHAIU3UPOBAHHOIO MPOAYKTa JIEYEOHOIrO
MUTAHUS JIJIs JeTeH-UHBAINIOB, B TOM YHCIIE C UCIIOIh30BaHUEM (eepalibHOM ToCy-
JTapCTBEHHOW MHGOPMAIIMOHHONW cucTeMbl «EAWHBIA MOpTas rocynapCTBEHHBIX H
MYHUITUTIATBHBIX YCIYT ((DyHKIINN)Y.

B ciyyae nomaum 3asBi€HUSI Ha MPENOCTABIECHUE COOTBETCTBYIOLIEH MEpHI
NOAJACPKKU B MEJIUIIMHCKHE OpraHu3aliu, JOJKHOCTHOE JIMIO, MPUHSBIIEE 3asiBIie-
HUE, B TEUEHUE OJHOr0 pabodero JHs HAMpaBISICT 3asBIICHUEC U1 IPUHSTHUS pellie-
HUs B MUHHCTEPCTBO 37paBooxpanenus Pecryonuku ThiBa.

2.3. 3asBIIeHUE IOJHKHO COJEPKATh CIACAYIOITUE CBEICHUS:

1) damwimio, uMs, OTYECTBO (NIPU HAJTMYWHU) TPaKIAaHWHA, BKIFOUYCHHOTO B
denepanbHbIi pETUCTD;

2) ajpec perucTpalyy rpaxaaHuHa, BKIOYCHHOrO B denepalibHbIi perucTp,
M0 MECTY KHUTEJIbCTBA WJIH [0 MECTY MPEObIBAHMUS;

3) cTpaxoBOi HOMEp WHAMBHIYaJIbHOT'O JIIIEBOTO CUSTA IPAXKIAHWHA, BKITIO-
yeHHOro B MDezepanabHbIl PETUCTP B CHCTEME 00s3aTEIbHOTO NEHCHOHHOTO CTPaxo-
BAHUS;

4) HoMep ToJTca 005A3aTEIbHOTO MEAMIIMHCKOTO CTPAXOBaHMSI;

5) aboHEHTCKUI HOMEp Tpa)kIaHWuHA, BKIOYEHHOTo B DenepanbHbIil peructp,
BBIJICJICHHBIN OTEPaTOPOM TOABIKHON paaroTeaeOHHOU CBsI3U (TP HATTUYWH ),
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6) HOMEep HAaIMOHAIBHOIO IUIATE)KHOTO MHCTPYMEHTA IPaKAaHHWHA, BKIIOYEH-
Horo B dejepaibHbIi perucTp (ero 3aKOHHOTO WIIH YIIOJTHOMOYEHHOTO TPE/ICTaABHUTE-
nst);

7) HOMEp pelienTa.

3. HOpHI[OK MpcaoCTaBJICHUA U OTKAa3a
OT IIPCAOCTABJICHUA 3JICKTPOHHOTI'O CepTI/I(i)HKaTa

3.1. MunuctepctBo 3apaBooxpanenus PecnyOnnku TeiBa ocymiecTBiseT mpo-
BEPKY:

HaMM4uusl HHGOPMALIMU O JIUIE, YKa3aHHOM B 3asBJICHHH, B KAUeCTBE IMOJIyda-
TeJsl COLMAIBHON yCiiyrH, B dDenepaabHOM PETUCTPE TPaXaaH, UMEIOIIUX MMPaBO Ha
oOecrieyeHue JeKapCTBEHHbIMU MperapaTaMu, MEAUIIMHCKUMH U3ACIUAMHU U CIELH-
ATM3UPOBAHHBIMU MPOAYKTAMU JICYEOHOTO MUTAHUS 32 CUET OFO/IPKETHBIX aCCUTHOBA-
HUl (enepaibHOTrO Or0KETa U 010/ 1KeTOB cyOBekTOB Poccuiickoit denepanui;

HOMEpa pellenTa Ha JIEKAPCTBEHHbBIC MPENapaThl I MEIUIIMHCKOTO TTPUMEHe-
HUS, MEAUIIMHCKUE W3JIENHUs, a TaKXKe CICeHHAIU3UPOBAHHBIC MPOIYKTHI JIEYEOHOTO
MUTAHUS JUIs I€TeH-UHBAIUIOB B PETMOHATIBLHON MH(GOPMAIIMOHHOM cucteMe B cepe
3IpaBOOXPaHEHUS.

3.2. MunuctepcTBO 31apaBooxpanenus PecnyOnuku ThiBa MOCpPEACTBOM CHU-
CTEMBI MEXBEJAOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJICMCTBUS MEpPENaeT B rocyaap-
CTBEHHYI0 HMH(pOpMalMOHHYI0 cucteMy «EauHas neHTtpanu3zoBaHHas uUudpoBas
maTdopMa B coruanbHOM cepe» B CPOK, HE MPEBBIIAOIINN ceMU pabouux AHEH,
CO THS TIOJIayd 3asBJICHHS TPakJIaHWHOM, BKIIFOUCHHBIM B DenepalibHBIN perucTp,
CJIEIYIOLIUE CBECHUS:

1) cBeneHUs, YKa3aHHbBIC B 3asBJICHUN B COOTBETCTBHMH C moamyHkrtamu 1, 3, 5
u 6 mynkra 2.3 Hacrosmero [lopsaka;

2) naThl HaYaIa ¥ OKOHYAHHS JCHCTBHS JIEKTPOHHOIO CEPTU(HKATA;

3) undopmarmo 00 opraHe, MPEAOCTABIAIONIEM MEPY MOIICPKKHU (COIHAb-
HYIO YCIIYTy), BKJIIOYAIOIIyl0 KOJ M HauMEHOBAHHE B COOTBETCTBHM C PEECTPOM
YYaCTHUKOB OIOPKETHOTO TpoIlecca, a TaKXKe IOPUANYECKUX JIUI, HE SBIISTFOITUXCS
y4aCTHUKaMU OFO/PKETHOTO TpOIecca, WASCHTU(UKAIIMOHHBIA HOMEp HaJoToIIa-
TEJIBIINKA U KOJ MPUYHHBI TOCTAHOBKH HA YYET B HAJIOTOBOM OpPTaHe;

4) mpeneNbHYI0 CTOMMOCTh CIMHUIIBI (TIPEACTbHBIA pa3Mep OILIaThl) JeKap-
CTBEHHOTO MpernapaTa JJjisi MEIULMHCKOTO MPUMEHEHHUs, MEAUIMHCKOIO M3JEeus, a
TaK)Ke CIEUUATU3UPOBAHHOTO MPOAYKTa JIEYEOHOr0 MUTAHUA JUIsl €Tl -UHBAIUIOB,
KOJIMYECTBO €JIMHUIL JIEKAPCTBEHHOIO Mpenapara A MEIUIUHCKOTO MPUMEHEHHS,
MEIUIMHCKOrO M3JENusl, a TAKKe CHEUUATU3UPOBAHHOIO MPOAYKTA Je4eOHOTo Mu-
TaHus [ JeTel-UHBAINAOB, KOJI JEKapCTBEHHOIO IMpenapara A MEIULIUHCKOrO
MPUMEHEHUS, MEUITMHCKOTO M3/CIINS, CIICIHATM3UPOBAHHOTO MPOIYKTA JIEYeOHOTO
MUTaHUS JUISl JIeTeH-WHBAIUIOB, BKJIIOYEHHOTO B COOTBETCTBYIOIIMMA TEpPEUYCHD,
IPELYCMOTPEHHBIN YacThlo 6 cTatbk 3 PenepanbHOro 3akoHa Ne 491-@3.

3.4. CBenenus, pa3MeIlleHHbIE B TOCYIapCTBEHHONW HH(DOPMALIMOHHON cucTeMe
«Enunas nenTpanm3oBaHHas 1udpoBas miargopMa B COMHAIBHON cdepey, MOoCTy-
natoT B ['ocynapcTBeHHYI0 HHPOPMAIIMOHHYIO CUCTEMY AJIEKTPOHHBIX CEPTU(UKATOB
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B Topsake, ycranoBieHHOM [lomoxkennem o ['ocymapcTBeHHOU WHGMOPMAIMOHHON
CUCTEME DJJIEKTPOHHBIX CEepPTU(HUKATOB, YTBEPKICHHBIM TMocTaHoBieHueM [IpaBu-
tenbcTBa Poccutickoit deaeparuu ot 23 anpenst 2021 r. Ne 630.

3.5. MunucrepcTBo 31paBooxpaHeHus: Pecyonuku ThiBa nomydaetr unpopma-
110 0 (OPMHUPOBAHUU DIIEKTPOHHOTO cepTUdHUKaTa, TPUCBOCHHOM €MY PErUCTpallu-
OHHOM HOMepe (J1ajiee — HOMep dJEKTPOHHOTO CepTU(UKATA) MOCPEACTBOM rocyaap-
CTBEHHON wuH(MOpMaIIMOHHONW cuctembl «EnuHas ueHTpanu3oBaHHas LU(poBas
wiatopma B COIHAILHOM chepey.

3.6. MunuctepctBo 3apaBooxpanenus PecryOnmuku TwiBa, MONyduB HOMED
AJIEKTPOHHOTO cepTH(]UKaTa, B CPOK, HE MPEBBIMIAIONIUN Tpex padouux aAHel, dop-
MHUpPYET pacnopsikeHue (3asBKy Ha KacCOBBIM pacxoj WM IUIATEXKHOE MOPYYEHUE),
Ha OCHOBAaHUHU KOTOPOro 00ECIEeYnBAETCA HANPABICHHUE IEHEKHBIX CPEJICTB MO DJIEK-
TPOHHOMY cepTu(dUKATy, U HampaBiseT ero B YnpasieHue denepanbHOro kazHaue-
ctBa o PecnyOnmke ThiBa.

3.7. MunuctepcTBo 37paBooxpanenusi PecnyOnuku ThiBa B TedeHHE OHOTO
paboyero 1HA O AHS MOIY4YeHHsI HHPOpMaLMKU 00 UCTIOIHEHNUN PACTIOPSKEHUS U O~
Jy4eHHUs CTaTyca JEKTPOHHOTO cepTudukaTa «akTUBUpoBaH» U3 ['ocynapcTBeHHOM
UH(POPMALIMOHHON CHUCTEMBI AJIEKTPOHHBIX CEPTU(GUKATOB MEPENaeT CBEACHUS O
(GOopMUpPOBAHUN 3JEKTPOHHOrO cepTU(UKATa, COAepXKalluecs B TOCYAapCTBEHHOU
uH(pOPMaILlMOHHOM cUcTeME B cepe 31paBooxpaHeHus cyobekra Poccuiickoit dene-
pauuu, B OenepanbHblil perUCTp TpaXxaaH, UMEIOIIKX MIPAaBO Ha 00ecrieueHue JeKap-
CTBEHHBIMHM TIperapaTaMu JJisi MEIUIMHCKOTO MPUMEHEHUSI, METUIIMHCKUMU W3/CITHU-
AMH, a TaKXKe CHEIUATM3UPOBAHHBIMM MPOAYKTAMHU JI€UEOHOTO MUTAaHUS 32 CYET
OIOJIPKETHBIX aCCUTHOBaHUM (enepanbHOro OrojkeTa U OrKETOB CyOBheKkToB Poc-
culickoit Denepanuu, a TakKe OCYIIECTBISIET MHPOPMUPOBaAHUE TpakIaHUHA, BKITIO-
yeHHOro B DenepasibHbli perucTp, o cOpMUPOBAHHOM JJIEKTPOHHOM cepTu(uUKaTe,
€ro HOMHHAaJIE€ ¥ BO3MOKHOCTH €r0 MPUMEHEHUs, C UCTIOJIb30BaHUEM JIMYHOTO KaOu-
HeTa (enepalibHON TOCYIapCTBEHHOW MH(POPMAIMOHHON CUCTEMBbl «EMMHBIA MmopTat
rOCyJapCTBEHHBIX M MYHUIIMTIAIBHBIX YCIYyT (PyHKIUN)» (Hanee — eqUHBIA MOpTan)
WU TIOCPEICTBOM BBbIAAUM Tpa)KJaHWUHY, BKIIOYEHHOMY B DefepalibHbI pEeructp
(ero 3aKOHHOMY TIPEACTABUTEINIO), BHITUCKU U3 PEECTpa dIECKTPOHHBIX CEPTUHUKATOB
Ha OyMa)XHOM HOCHTEJIE, MOANMCAHHOW YCUJICHHON KBaJU(UIIMPOBAHHOM AJIEKTPOH-
HOM MOJINMKCBHIO YIIOJIJHOMOYEHHOI'O HA IOANMCAHUE TAKOTO JOKYMEHTA JOJKHOCTHO-
ro JIMua.

3.8. I'paxxnanuH, BKItOUEHHBIH B DenepanbHblii PErHCTp, BIPaBE OTKA3aThCs
OT MPUOOPETEHHUS JIEKAPCTBEHHBIX MPENapaToB AJI MEIUIIMHCKOTO TPUMEHEHUS, Me-
JTUIUHCKUX W3/ENUi, a TaK)Ke CIIeHUaTu3uPOBAHHBIX MPOIYKTOB J€YEOHOIO MUTAHUS
JUISL IeTeH-UHBAJIUAOB C MCIOJb30BAHUEM 3JIEKTPOHHOrO cepTU(UKaTa B TEUCHHE
CpOKa ero JeicTBuUsA, HO HE Oojiee Cpoka JIEUCTBUS pelenTa Ha JEKapCTBEHHbIE Mpe-
napathl JUisi MEIUIIMHCKOTO MPUMEHEHUS, MEIUIIMHCKUE U3ENHs, a TAKKE Clelua-
JM3UPOBAHHBIC MPOAYKTHI JICUSOHOTO MUTAHUS IS JeTEH-UHBATUIOB.

3.9. MunucrtepcTBo 3apaBooxpanenus Pecryomvku ThiBa i OCyIIECTBICHUS
BHECEHUS] M3MEHEHHUS B PaHEE CO3JAaHHYIO 3aIlMCh 3JEKTPOHHOrO ceptudukara (mna-
jee — OJIOKUPOBKA 3JEKTPOHHOTO cepTU(UKATa) MOCPEICTBOM CHUCTEMBI MEXKBEIOM-
CTBEHHOT'O 3JIEKTPOHHOTO B3aMMOJCHCTBHS MEPENAET B rOCYAapCTBEHHYIO HH(OpMa-
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IMOHHYIO cucTeMy «EnuHas 1meHTpanu3oBaHHas IUQpoBas miaThopMa B COUAIb-
HOU cepe» s mocneayromei nepeaadnd B ['ocynapcTBeHHYI0 MH(GOPMAIIMOHHYIO
CUCTEMY DJIEKTPOHHBIX CEPTU(PHUKATOB B YCTAHOBIEHHOM TOPSAJIKE CBEACHUS 00 OTKa-
3¢ TpaKJaHWHA, BKIOYeHHOTO B DenepanbHblii perucTp, OT NMpUOOpeTeHus JeKap-
CTBEHHBIX IpenaparoB A MEAUIIMHCKOTO MPUMEHEHHS, METUIIMHCKUX U3JEIHM, a
TaK)Ke CIEeUATU3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO MUTAHUS ISl JE€TEH-UHBAIUIOB
C MCIOJIb30BaHUEM JJIEKTPOHHOTO CepTU(PHUKAaTa HAa OCHOBAaHMHU OOpaIleHHs Tpaxia-
HUHA, BKIOYeHHOro B denepanbHblii pErucTp (€ro 3aKOHHOIO MPEICTAaBHUTENS), B
CPOK HE MO3/IHEee CJIEAYIONIEro pabodero JHS MOCie MOTyYeHHUs TAKOro OOpalieHusl.

3.10. MunwuctepcTBO 3npaBooxpaHeHuss PecyOommku TriBa moydaeT uHOpP-
MaIuio 0 OJOKHPOBKE 3JEKTPOHHOTO cepTU(dUKaTa MOCPEACTBOM TOCYAAPCTBEHHOM
nHpopMarimoHHoi cuctembl «EnuHas meHTpanin3oBaHHas nudpoBas 1iatdhopma B
COLIMAJIBHOM cepey.

3.11. MunucrepcTBo 31paBooxpaHeHus Pecryonuku ThiBa B TeU€HHUE OJHOTO
pabodero IHS HepefaeT CBEACHHUS O OJIOKMPOBKE 3JIEKTPOHHOrO cepTUdukaTa, CO-
JieprKalecs B PETMOHANBbHOW MH(GOPMALMOHHON cUCcTeME B cdepe 3paBoOXpaHe-
Husl, B PenepasibHbIl perucTp rpaxaaH, UMEIOIIUX MpaBo Ha oOecrieyeHue Jekap-
CTBEHHBIMHM IIpEnapaTaMu JJisi MEIULIUHCKOTO IPUMEHEHHUS], METUIMHCKUMU U3/EIIH-
SMU M CIIEUUATU3UPOBAHHBIMU IPOAYKTAMHU JIEUEOHOTO MUTAHUS 3a CUET OIO/IKeT-
HBIX aCCUTHOBaHUU (enepanbHOro OrKeTa U OI0KETOB CyOBheKTOB Poccuiickoii
denepanuu, a TAKKe OCYIIECTBISIET THPOPMHUPOBAHUE IPAKIaHUHA, BKIIOYEHHOTO B
®denepanabHbIi pErUCTp, O OJIOKUPOBKE SJIEKTPOHHOTO CEPTU(PUKATA C UCTIOIb30BAHH-
€M JMYHOro KaOWHEeTa €IMHOI0 MopTajlia WIA MOCPEACTBOM BbIIAYM TPaKIAaHUHY,
BKJIIOUEHHOMY B DeqiepalibHbIi PETUCTP, PEIICHUS O OJOKUPOBKE JIEKTPOHHOTO Cep-
TU(UKATa U3 PEecTpa ANEKTPOHHBIX CEPTUPUKATOB HA OYMA)KHOM HOCHUTENE, MOANH-
CaHHOM YCUJICHHOW KBAJIM(PUIIMPOBAHHON JIEKTPOHHOU MOJIMUCHIO YITOJTHOMOYEHHO-
IO Ha NOJAINKMCAHKUE TAKOTO JTOKYMEHTa JOJDKHOCTHOIO JIMLA.

3.12. MunuctepcTBO 31paBooxpaneHusi Pecyonuku TriBa monydaet uHbOp-
Mauio o Qgakte NpuoOpeTeHHs TpakJaHUHOM, BKIIIOUEHHBIM B DenepanbHbI pe-
TUCTp, JIEKAPCTBEHHBIX MpPEeNapaToB JJiI MEAUIIMHCKOTO MPUMEHEHHUS, MEAUIUHCKUX
U3JIENINN, a TAK)Ke CIIEHUaTN3UPOBAHHBIX MTPOAYKTOB JIEYeOHOTO MUTAHMS AJIs JeTeil-
MHBAJIUJIOB C HMCIIOJIb30BAHUEM JJIEKTPOHHOTO CEepTH(HUKATa MOCPEACTBOM rocyaap-
CTBEHHON wuWH(MOPMAIIMOHHONW cucTteMbl «EnuHas 1eHTpanu3oBaHHas IudpoBas
miaTgopMa B coluaibHOU cheper.

3.13. MunuctepcTBo 3apaBooxpaHeHus PecnyOnuku ThiBa yBegoMsieT
rpakJaHuHa, BKIOUYeHHOro B DenepanbHblii perucrp, Ha €AUHOM IMOpTale U
HarpagsJisieT cBesieHusa B DenepalibHbI PErucTp rpaxkaaH, UMEIOLUX IpaBo Ha obec-
NEYEHUE JIEKAPCTBEHHBIMM MpenaparamMu s MEAUIMHCKOTO MPUMEHEHUs, Meu-
HUHCKUMHU M3ACIUSIMH U CIEUUATU3UPOBAHHBIMHU MPOAYKTAMH JIEYEOHOTO MUTAHUS
3a cueT OIO/HKETHBIX AaCCUTHOBAHMM (peiepaIbHOTO O0KeTa U 010 IKETOB CyOBEKTOB
Poccuiickoii ®@enepanun o (akte NpUOOPETEHUs JIEKAPCTBEHHBIX MPENapaToB s
MEIULIMHCKOIO MPUMEHEHHU S, MEIULIMHCKUX U3/EJIUI, a TAK)KE CIIEHUaTu3UPOBAHHbIX
IPOAYKTOB JICUEOHOTO MUTAHUS JIJIs AETEH-UHBAIUIOB C UCIOJIB30BAHUEM AJIEKTPOH-
HOTO cepTH(HUKaTa B TEUEHUE OJHOTO paboydero JHs CO AHS €0 MPUHSITHSL.

3.14. MunuctepcTBo 31paBooxpaHeHus Pecybonuku ThiBa mpUHUMAET perie-
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HUE 00 OTKa3e B MPHOOPETEHUH JIEKAPCTBEHHBIX MPEMApaTOB, MEAUIIMHCKUAX H3e-
JM, a TakXke CIeNUaIN3uPOBAHHBIX MPOAYKTOB JICUCOHOTO TUTAHHS ISl JIETEH -
WHBAJHMIOB C UCIOJIB30BaHUEM AJICKTPOHHOTO CepTH(HKATA U BBIIACT TPAKIAHUHY,
BKIITOUeHHOMY B DeiepanbHBIN peTucTp, penieHrne o0 oTka3e B MPUOOPETCHHH Jie-
KapCTBEHHBIX IMPENapaToB, MEIUITMHCKUX U3JCIHA, a TakKe CIEeIHaTu3UPOBAHHBIX
MPOAYKTOB JICYEOHOTO MUTAHUS VISl ICTeH-UHBAIHMIOB C UCIIOJIB30BAHUEM AJICKTPOH-
HOTO cepTH(HKaTa ¢ yKa3aHHEM MPHYWHBI TAKOTO OTKa3a B OopMe JIOKyMEHTa Ha
OyMa)XHOM HOCHTENE WIH YBEAOMIISIET 00 0TKa3e B (OpME AIIEKTPOHHOTO TIOKYyMEHTa
C MCTIOJIb30BAHUEM JIMYHOTO KaOMHETa eMHOT0 opTalia B CIASAYIONINX CITyqasiX:

1) oOparieHne JHIl, He OTHOCSIIUXCS K KaTCTOPHUH 3asBUTENCH (32 MCKITIOYe-
HUEM CJIy4yaeB OOpalleHHs 3a MOJyYE€HHEM COOTBETCTBYIOLIEH TOCyAapCTBEHHON
yCIyTH Yepe3 MpeICTaBUTENeH);

2) TNpeaoCTaBICHHE COOTBETCTBYIOIICH rOCYAapCTBEHHOM YCIYTH MHBIM CIIO-
co0oM (0e3 UCTIONIb30BaHMS DJIEKTPOHHOTO cepTuduKara);

3) HempeaCcTaBlICHHE 3asBUTEIEM CBEJACHHUNH O HOMEPE HAIMOHAIBHOTO ILia-
TEXHOTO MHCTPYMEHTA, MPEyCMOTPEHHOTO 3aKoHoAaTebcTBOM Poccuiickort depe-
palyu 0 HaIIMOHAJLHOM MJIATEKHON CUCTEME;

4) cymMa MpeBBIIIaeT KBOTY 0 3JICKTPOHHBIM cepTH(UKaTaM;

5) oOpaiieHue 3asBUTENSA 32 IPEIOCTABICHUEM TOCYIapCTBEHHON YCIYTH MPH
HAJIMYHUU IEUCTBYIOIIETO MM PEAIM30BAaHHOTO AJIEKTPOHHOTO cepTuduKaTa Ha COOT-
BETCTBYIOIIYIO TOCYIapCTBEHHYIO YCIIYTY;

6) mnpeacTaBlieHUE 3aABUTEICM HEJJOCTOBEPHBIX U HETMOJHBIX CBEICHUM.

4. Tlopsnok onpeaeneHus IpeaeIbHON CTOMMOCTH ¢THHHIIBI
(mpenenbHOTo pazMepa orlaThl) TEKapCTBEHHBIX MIPenapaTos,
MEIUITMHCKUX U3JICINHI, a TAKXKE CTICITHATM3UPOBAHHBIX
MPOIYKTOB JICUEOHOTO MUTAHUS JJIs JIeTeH-UHBAIUIOB
C UCTIOJIb30BAaHUEM DIIEKTPOHHOTO cepTU(HUKATa

4.1. MunuctepcTBo 31paBooxpaHeHus: PecryOnmku ThiBa €XeroHO MO COCTO-
SHUIO Ha | Jexaldpsi TeKyIero roja OmpenesseT MPeAesbHYI0 CTOMMOCTh JeKap-
CTBEHHOI0 Mpenapara Ijii MEIUIMHCKOTO MPUMEHEHHUs (l1ajiee — JIEKapCTBEHHBII
npenapar), MEAUIMHCKOTO M3JIeNUs, & TAaKKe CIEeUaTIN3UPOBAHHOTO MPOIYKTa Jie-
4eOHOTO MUTAHUSA JUIS IeTeH-UHBAMI0B, MPUOOPETAEMOT0 C UCIIOJIH30BAHUEM DJICK-
TPOHHOTO cepTudUKara.

4.2. IlpenenvHas CTOMMOCTH JIEKQPCTBEHHOI'O Mperapara, MEIUIMHCKOTO W3-
JeNus, a TaKXKe CIeIUaTu3UPOBAHHOTO MPOAYKTA JE€YEOHOTO MUTAHMS IS JeTei-
WHBAJIUJIOB, TPUOOPETAEMOT0 C UCIOJIb30BAHUEM AJIEKTPOHHOTO cepTudUKaTa, onpe-
JIENIAETCS TI0 Pe3yJbTaTaM IMOCIEIHEN MO BPEMEHM OCYIIECCTBICHUS 3aKYIKH UICH-
TUYHOTO (KOHKPETHOT0) TOBapa, COOTBETCTBYIOMIETO0 HAUMEHOBAHUIO JIEKAPCTBEHHO-
ro Ipernapara, MEIMIMHCKOIO U3JENHSA, a TAKXKE CIEUUAIU3UPOBAHHOIO MPOAYKTa
7e4eOHOr0 TUTAHUS I JeTeH-MHBAINA0B, HHGOPMAIS O KOTOPOH pa3MeIieHa B
eAMHONW WH(POPMAIMOHHON cuUcTeMe B cdepe 3aKyIlok, MPOBEACHHOW MUHHCTEp-
CTBOM 31paBooxpaHeHusi PecyOnmku TwiBa B mopsiake, YCTAaHOBJICHHOM 3aKOHOA-
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TeascTBOM Poccuiickoii denepariuu 0 KOHTPAKTHOM cHCTeMe B cepe 3aKyIoK TOBa-
POB, paboT, yCIyT JiJisi 00€CTeUeHUs TOCYJapCTBEHHBIX U MyHUITUTIATBHBIX HYK/I.

4.3. Tlocneaueit Mo BpEMEHU OCYIIECTBICHUS 3aKYMKOW JIEKApCTBEHHOIO Tpe-
napara, MEJUIIMHCKOTO U3JIEIHs, a TaKKe CHEeMaAIM3UPOBAHHOIO MPOJIyKTa Jieueo-
HOT'O MUTAaHUs ISl IETe-UHBAIMI0B CUUTAETCS MOCIENHS 3aBEPIICHHAs IPOLIeaypa
OCYILECTBJICHUSI 3aKYIKH JIEKQPCTBEHHOI'O Mpernapara, MEOULUHUHCKOTO W3JEIus, a
TaKXKe CHEHAIN3UPOBAHHOIO MPOAYKTA JICUEOHOTO MUTAHUS IS JETell MHBAIUIOB
(3aKIrOUeHHBIE MUHHCTEPCTBOM 31paBooXpaHeHus: PecnyOnuku ThiBa KOHTPAKT,
00s13aTeNbCTBA MO KOTOPOMY HCIIOJIHEHBI CTOPOHAMU KOHTPAKTa B MOJHOM OOBEME
10 COCTOSIHUIO Ha | J1ekadpst TEKyIIero roaa).

4.4. B cyuae, eciii MuUHHCTEpCTBOM 3ApaBooxpaneHust Pecriyonuku TeiBa 3a-
KyIIKa JIEKapCTBEHHOr0 Ipernapara, MEIUIUHCKOTO U3ENHs, a TAKKE CIEeHUaIn3upo-
BAHHOI'O MPOAYKTA JIEUEOHOr0 MUTAHUA IS JeTEH-UHBAIUAOB HE OCYLIECTBIISIACH,
a100 mpolesypa OCyIIECTBICHHS 3aKyNKU UJIEHTUYHOTO (KOHKPETHOT0) TOBapa, COo-
OTBETCTBYIOIIETO HAMMEHOBAHUIO JIEKAPCTBEHHOTO Ipernapara, MEIULIUHCKOrO U3Jie-
M, a TAKKE CIEHUAIN3UPOBAHHOTO MPOAYKTa JIe4eOHOTr0 MUTaHUs 1Sl JIeTe UHBa-
JUJI0B, HE COCTOSAJIACH, JIMOO0 3aKyIKa UAEHTUYHOrO (KOHKPETHOr0) TOBapa, COOTBET-
CTBYIOLIIETO HAUMEHOBAHHUIO JIEKAPCTBEHHOI'O Ipenapara, MEIULIMHCKOTO U3IENHs, a
TaK)Ke€ CIELUAIU3UPOBAHHOTO MPOAYKTA JIEYEOHOTO MUTAaHUs AJIsl IeTel NMHBAJIN/OB,
OCYILIECTBIIsIach OOJIee YeM 3a TpH roja A0 JHS MOoJaud IpakJaHUHOM, BKJIIOUYECH-
HbIM B DeiepanbHbIil perucTp, 3asiBieHuss 00 00ecleueHnn JIEKapCTBEHHBIM Ipemna-
paToM, MEAUIIMHCKUM U3JIEJUEM, a TAKKE CIECHUATM3UPOBAHHBIM MPOAYKTOM Jieueo-
HOTO TUTaHUS ISl JAETeH-UHBAIMJIOB, MPUOOPETAEMBIM C HMCHOJb30BAHHEM JJICK-
TPOHHOTO cepTU(UKaTa, NpeAebHAsI CTOUMOCTh UAEHTUYHOTO (KOHKPETHOIO) TOBa-
pa, COOTBETCTBYIOLIEI0 HAMMEHOBAHUIO JIEKAPCTBEHHOIO IpernapaTa, MeIULUHCKOrO
U3JIeTHs, a TaKKe CINEeHHATM3UPOBAHHOIO MPOIYKTA JIeUeOHOTr0 MUTaHUs AJIs JAeTeil-
WHBAJIMIOB, ONPENEISAETCS N0 PE3YNIbTATaM ITOCIEIHEN IO BPEMEHH OCYILECTBICHUS
3aKyTKH JIEKAPCTBEHHOIO MperapaTa, MEAULUHCKOIO U3ENHs, a TaKKEe CIICHHATN3HU-
POBAHHOT'O MPOJYKTa JIEYeOHOTO MUTaHMS 1JIs JeTeH-UHBATUA0B, HH(OpMaLUs O KO-
TOpOHM pa3MelieHa B eAuHOW MH(OPMAIMOHHON CHUCTeME B cepe 3aKyIok, mpoBe-
JIEHHOM JIFOOBIM JPYTUM YIOJHOMOYEHHBIM opraHoMm Culupckoro QenepaibHOTo
OKpyra.

4.5. B cnyuae, eciy ynmoJIHOMOYEHHBIM opraHoM CHOUPCKOTO (eaepanbHOTO
OKpyTra 3aKyllKa JIEKapCTBEHHOTO IpernapaTa, MEAUIIMHCKOTO U3JENHs, a TaKXKe CIie-
UAJIM3UPOBAHHOTO MPOJYKTa JIEUeOHOr0 MUTAaHUS AJiA AeTe-MHBAJIUAOB HE OCY-
HIECTBIISUIACH, JMO0 TpoLEeaypa OCYUIECTBICHHUS! 3aKYNKH TAaKOrO JIEKAPCTBEHHOIO
npenapara, MEAMIIMHCKOTO M3JENHs, a TaKXKe CIEeHUaTM3UPOBAHHOTO MPOAYKTa Jie-
4eOHOr0 MUTAHUS Jis JAeTeH-UHBAIMIOB HE COCTOSUIACh, JIMOO 3aKyIlKa TaKoro Jje-
KapCTBEHHOI'O MpernapaTa, MEIUIMHCKOTO U3/ENHs, a TAaKKe CIEeLHAIU3UPOBAHHOTO
IPOAYKTa JIedeOHOTO MUTAHUS Ui AeTeH-UHBAINIOB OCYIIECTBIISIACH OoJiee YeM 3a
TPU roja A0 AaThl NOJAa4Yu TPakIaHUHOM, BKIIIOUEHHBIM B (DenepanbHblii peructp,
3asgBlIeHUs1 00 0OecTeYeHNH JIEKaPCTBEHHBIM MPENapaToM, MEAUIIMHCKUM U3IEITHEM,
a TaKXKe CIEUUaJTU3UPOBAHHBIM TMPOAYKTOM JIEYEOHOrO MUTAHUS M JeTei-
WHBAJIUJIOB, IPUOOPETAEMBIM C UCIOJIB30BaHUEM 3JIEKTPOHHOTO cepTu(uKara, mnpe-
JieIbHasi CTOUMOCTh COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O MperapaTa, MEIUIUHCKOIO
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W3JIeTHs, a TAKKE CICIHATM3UPOBAHHOTO MPOIYKTA JIEUeOHOTO TMUTAHUS IS JeTei-
MHBAJIHUJIOB ONPENEIAETCS MO Pe3yibTaTaM MOCIEIHEN MO BPEMEHHU OCYLIECTBIICHUS
3aKyIIKM OJHOPOAHOTO JIEKAPCTBEHHOI'O Mpenapara, MEAULIUHCKOTO U3IEIus, a TaK-
kKe CIEeNUATM3UPOBAHHOTO MPOAYKTA JIEUeOHOTrO MUTAaHUS s JIeTe-UHBAINU]IOB,
NPUOOPETAEMOr0 C HUCIOJIb30BAaHUEM DJIEKTPOHHOTO cepTudukaTta, uHGopmanus o
KOTOpOH pa3MellieHa B eIuHON nH(pOpMaIMOHHOM cucTteMe B cepe 3aKyIoK, MpoBe-
JIEHHOM JI00BIM YIIOJIHOMOYEHHBIM OPraHOM, PACIOJIOKEHHBIM B MpejiesaX TeppUTO-
puu Poccuniickon @enepanun.

4.6. B ciydae, eciam 3aKynka JEKapCTBEHHOTO IMpenapara, MEAUIMHCKOTO W3-
JIeNns, a TakXKe CHEeNHMaTU3UPOBAHHOTO MPOAYKTa JeueOHOro MUTAHUA IS JIeTei-
WHBAJIMIOB B YacTH JIEKapCTBEHHOrO Mperapara B MpeAenax Teppuropun Poccuii-
ckor denepanuu He OCYLIECTBIBUIACH, TO 33 MPEAEIBHYI0 CTOUMOCTb JIEKAPCTBEHHO-
ro mpenapara NIpUHUMAETCs MaKCUMaJIbHOE 3HAYEHHUE LIEHBI JIEKAPCTBEHHOIO Mperna-
para o JaHHBIM TOCYAAapCTBEHHOT'O peecTpa MPEAENIbHBIX OTITYCKHBIX LIEH TPOU3BO-
JUTENEeN Ha JIEKApCTBEHHbBIE MpernapaTthl, BKIIOUEHHbBIE B TIEPEUCHb KU3HEHHO HEOO-
XOJIUMbBIX U BOKHEHUIINX JIEKAPCTBEHHBIX IIPENapaToB.

4.7. B ciydae, eciu 3aKyIka CHeHAIU3UPOBAHHOTO TIPOYKTa JIEYEOHOTO TH-
TaHUs Ui JEeTeU-UHBAIUAOB B mpeaenax teppuropun Poccuiickon @enepanuu He
OCYILECTBIISUIACH, TO 3a MPEIEIbHYI0 CTOMMOCTH CHEHUAIU3UPOBAHHOTO MPOIYKTa
Je4eOHOro MUTAaHUS ISl JETeH-UHBAJIUAOB MPUHUMAETCS NpeleibHas CTOMMOCTD
CHEUATN3UPOBAHHOTO MPOAYKTA JIEYEOHOTO MUTAHUS — aHAJIOra.
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