POCCUMCKAS ®EJIEPALIUA
TIPABUTEJILCTBO KAPAUAEBO-UYEPKECCKOM PECITYBJIMKU

HOCTAHOBJIEHHE
16.12.2025 r. Yepkecck Ne 286

O nexapcTBeHHOM oOecrHeueHNH OTHENbHBIX KaTeropwil rpaXaaH C HCIOJb-
30BaHHEM dJIeKTpoHHOro ceprudukara B KapauaeBo-Uepkecckoit Pecybiike

Ha ocHoBanmm crateéi 4.1, 6.2 ®@enepansHoro 3akoHa oT 17.07.99
Ne 178-03 «O rocynapcTBEHHOH COUMANbHOH MOMOIIWY», YacTH 2 U MyHKTa 3
yacTH 5 crateu 3, yacTh 3 crateu 7 @enepanpHoro 3akona ot 30.12.2020
Ne 491-03 «O mnpuoOpeTeHUM OTHAENBHBIX BHUAOB TOBApoB, paboT, yciuyr c
UCIIOJIb30BaHUEM 3JIEKTpOHHOro ceptudukara», [Ipukaza MuHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®@enepanun ot 02.11.2024 Ne 5961 «O6 yTBep-
KIAECHUM MeToanu4ecKux YKa3aHHW [0 OCYIIECTBJIEHHIO HCHOJNHUTENbHBIMH
opranamMu cyObekToB Poccuiickoii denepauuy nepegaHHBIX MOJHOMOYHH 110
opranmuzaliu oOecnedeHus IpakIaH, BKIIOYEHHBIX B DenepanbHbIil peructp -
ML, HMEIOIIKX [IPaBO Ha MOJYYEHHE TOCYJapCTBEHHON COLHAIBbHOH MOMOINH,
JeKapCTBEHHBIMH IIpenaparamMu JJii MEIULIUHCKOro IpUMEHEHHs, MeIu-
IUHCKUMH U3IETUIMH, a TAK)Ke CIIEHaIA3UPOBAHHEIMY NIPOAYKTaMH JIedeOHOTO
IMUTAHUS 75 IeTel-WHBAIUI0B, B TOM YHCIIE€ C UCIIOIB30BaHUEM 3EKTPOHHOTO
ceptuduxara» [IpaBurensctBo KapauaeBo-Uepkecckoii Pecry6nuku
ITOCTAHOBIAET:

1. YTBepauts:

1.1. ITonoxxenue o Ilopsaake mpegocTaBieHus IPaXXIaHUHOM 3asBJICHUS Ha
obecrieyeHne JIEKApCTBEHHBIMH IIpenapaTramMy Ui MeJUIIMHCKOTIO IpUMeHeHus,
MEIMIIMHCKUME H3IEITUSIMH, CIeHaIM3UpOBaHHBIMH IPOAYKTaMH JiedeOHOro
IUTAHHUA JJIA eTeH-HHBATUAOB C MCIOJIb30BaHHEM 3JIEKTPOHHOTO cepTH(UKaTa
COIJIACHO NMPHUJIOKEHHUIO 1.

1.2. ITonoxxeHne o mopsiike oNpeeNeHus NpeaenbHOH CTOUMOCTH €IMHH-
16 OTAEIHLHOr0 BIA TOBapa, IpUoOPETaeMOro C UCIIOJIb30BaHUEM JIEKTPOHHOTO
cepTu(dHUKaTa COTIaCHO, PHIIOKEHHUIO 2.

2. YCTaHOBHTb, 4YTO YNOJHOMOYEHHBLIM MCHOJHUTEIBHBIM OpPraHOM
KapauaeBo-Uepkecckoit Pecy6nuku no opraausauuu obecriedyeHus OTAEIbHBIX
KaTeropuil rpaxiaH JIeKapCTBEHHBIMH IIpelapaTaMHM [ MEIHIIHHCKOTO
NpUMEHEHHs, MEIULMHCKUMU H3IEIUSAMH, a TaloKe CIEeNMaIM3UPOBAaHHBIMU
NPOAYKTaMH Jle4eOHOro NHTaHUA I ACTEH-HHBAIMIOB C MCIOJIb30BaHHEM
3NEKTPOHHOrO cepTHduUKara sBisgeTcd MHHHUCTEPCTBO 3APABOOXPAaHEHHSA
KapavaeBo-Uepkeccko#t Pecriy6nukn.
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3. MunucrepcTBy 3apaBooxpanenns KapagaeBo-Uepkecckoit PeciyOnnku
OopraHu3oBaTh ofeclieueHue OTIAEIbHBIX KAaTErOpHil IpakJaH JIeKapCTBEHHBIMH
npenaparamMu s MEAUIUHCKOTO NPHUMEHEHHS, MEAUINHCKUMH H3OENHAMH, a
TaKXe CIeNHaJU3MPOBAHHBIMH IPOAYKTaMH JedyeOHOTro MUTaHHS Ui AeTei-
MHBAJHMJIOB C HCIIOJF30BaHUEM 3JIEKTPOHHOTO CepTU(dUKaTa, B TOM YHUCIE:

YTBepAUTh MEepedeHb JIEKapCTBEHHBIX INPENapaTroB Il MEIUIMHCKOro
IpUMeEHEHH s, MeJUIINHCKUX U3ENHH, a TaKXKe CIIeUaTN3UPOBaHHbBIX IPOAYKTOB
JTe4eOHOro MATAaHUS AJIs JeTeH-UHBAINAOB, IPHOOpETaEMBIX C UCIOIb30BaHUEM
3JIEKTPOHHOTO cepTUuduKara.

OOecnieyuTh NpeAOCTaBlieHNe METUIMHCKAMHU OpTraHH3alUsMU HHGOp-
Malli¥ TpaxJaHaM O BO3MOXXHOCTH oOecredeHHs JIeKapCTBEHHBIMM IIpenapa-
TaMH IS MEIMLMHCKOrO NMPUMEHEHUS, MEOUIIUHCKAMH H3AENHUSIMH, a TaKXKe
ClelIMaIA3HPOBAHHBIMH TPOAYKTaMH JIe4eOHOTO MUTAHUS IS leTel-MHBAIUOB
C HCIIOJIb30BaHUEM JJIEKTPOHHOTO cepTU(]UKaTa.

ObecneunTth B3auMozeiicTBue ¢ YnpasieHueM PenepanbHOro Ka3Haden-
ctBa o KapadaeBo-Yepkecckoit Pecnybnuke ¢ 1enpio peann3alud MexaHU3Ma
JeKapCTBEHHOT 0 00ecleyeHus ¢ UCI0Ib30BaHNEM IEKTPOHHOTO CepTHU(UKATA.

4. MuHHCTEpCTBY TpyZa U connanbHoro pa3sutus Kapauaeso-Uepkecckoit
Pecny6nuku ofOecneunTh NOpeOCTaBICHHE OpraHU3alUsIMH  COLUAIBHOTO
o0cTyXuBaHHA HH(POPMAIIUH I'paxkIaHaM O BO3MOXXHOCTH oOecriedeHH s JIeKapCT-
BEHHBIMH IpernapaTaMd il MEIUIMHCKOrO0 MPHUMEHEHHUs, MEOUIMHCKUMHU
U3JIeNTUSMH, a TaKXkKe CIeNUATU3NPOBAHHBIMUA NMPOIYKTaMHU JIe4eOHOro MUTaHUS
JUTs IeTeii-UHBAIIUAOB C HCTOJIb30BaHUEM 3JIEKTPOHHOTO cepTUdUKaTa.

5. KoHTpOob 32 BBINOTHEHHEM HAaCTOSALIEr0 HOCTAHOBJICHHS BO3JIOKHUTH Ha
3amectutenss  IIpeacemarens IIpaButensctBa  KapauaeBo-Uepkecckoii
Pecny6nyku, KypupyoIiero Bonpochl 3ApaBoOXpaHeHusl.

6. Hacrosmee mocTaHOBIEHUE BCTYNAET B CHILY CO JHS €ro OQUIIHAIBLHOTO
OmyONMKOBaHUA M PpACIpPOCTpaHsSieTcsl Ha IPaBOOTHOIINEHUS, BO3HUKIIKE
¢ 01 suBaps 2025 roaa.

M.O. ApryHosB




IIpunoxxenue 1 x mOCTaHOBJIEHHUIO

IIpaButenscTBa KapauyaeBo-Uepkecckoii
Peciy6nuxu ot 16.12.2025 Ne 286

MOJOXEHMUE
0 IOpAAKE MMPE€AOCTABJICHUS I'PAXAaHUHOM 3asBJICHHA Ha obOecreyeHne
JICKApCTBCHHBIMM IIp€HapaTaMi 4J1s1 MCAUILIMHCKOI'O IPUMCHCHU A,
MCAUIUHCKUMH U3OCITUAMH, CIICOHUAIA3UPOBAHHBIMH IIPOAYKTaMH J1Ie4eOHOr0
NUTAHUS JIs JeTe-UHBAIIMIIOB C HCIOJIBb30BAaHUEM AJICKTPOHHOI'O cepm(bHKaTa

1. Hacrosmee IlonokeHue ycTaHaBIMBaeT MOPSAOK MPENOCTaBICHUS
rpaxIaHHHOM 3asBJIEHUA Ha oOecrieueHue JIEKapCTBEHHBIMH IIpernapaTaMH I
MEIULIHMHCKOTO NPUMEHEHHS, MEAUIMHCKAMH H3JETUSIMH, CHEUaIU3HpPOBaH-
HBIMM TIPOAYKTaMH JieYeOHOro NWTAaHUSA M AeTeH-WHBAJIMIOB C HCIIOJb-
30BaHHEM 3JIEKTPOHHOI'O CEPTH(HUKATA.

2. I'paxpnane, BKioYeHHble B DelepanbHbIl PErHCTp, UL, UMEIOUTHX
[IpaBO Ha IOJy4YeHHEe IOCyNapCTBEHHOW CONWAJIbHON MOMOIUM, ¥ HE OTKa3aB-
IIKECS OT MOJTYYEHHUs] COUHUATIBHON yCIyTH, IPeAYCMOTPEHHON MyHKTOM 1 yacTu
1 crateu 6.2. MemepanbHoro 3akoHa ot 17.07.99 Ne 178-®3 «O rocymaper-
BEHHOI coliabHON moMommy (ganee - MeaepalibHbIA PETUCTpP), UMEIOT MIPABO
Ha ofecreueHne JIEKapCTBEHHBIMH IpenapaTamMu Il METUIIMHCKOrO IpHMe-
HEHHS, MEAULIIMHCKIUMH HU3ACIHIMH, a TaKKe CHEeNUATU3UPOBAaHHBIMU HPOIYK-
TaMH Jie4eOHOro THUTaHHSA [N JAeTed-MHBAIMIOB C  HCIOJIb30BaHHEM
3JIEKTPOHHOTO cepThuduUKara.

3. JlexapcTBeHHBIE IpenapaThl AJII MEIULIUHCKOTO NPHUMEHEHHS, MEIH-
IIUHCKUE W3JeNus, CIelUalu3upOBaHHble MPOAYKTHI Je4eOHOro MUTAHUS IS
HneTel-UHBANUAOB (Jajee TakKe - MEIULMHCKas MNpPOAYKIHS) Ha3HA4aroTCs
rpaxkzgaHaMm, OOpaTHBIIMMCS IO MECTY J>XHTEJIbCTBA WJIM IPUKpENJIECHUS B
MEIUIHAHCKYIO OpraHU3alHti0, OKa3bIBAIOIIYIO0 IEPBUUYHYIO MEeIUKO-CaHUTAPHYIO
nomous. [Ipu obpamennn rpaxxjaHiHa B MEQUIIMHCKYIO OpraHU3aLHtIo JIedalui
Bpay, OCYLIECTBIISIFOIUN MPUEM:

Ha3Ha4YaeT MEAMIIMHCKYIO MPOAYKIIHIO B COOTBETCTBUHM CO CXEMOI JIeYeHM
1 odopmiser peuent B ¢popMe 3NEKTPOHHOTO JOKYMEHTa C HCIOJIb30BaHHEM
roCyHapCTBEHHOH WHGOpPMAallMOHHOH CHCTEMBI B cepe 31paBOOXpaHEHHS
Kapauaeso-Uepkecckoii Pecy6iuku (nanee - TMC3);

HHGOPMHUPYET TpakJaHMHAa O BO3MOXXHOCTH oOecrnedeHHs JI€KapCTBEH-
HBIMH IIperapaTaMd Uil MEIULHMHCKOro IPUMEHEHHS, MEIHLHMHCKUMHA
U3JIEMAMH, A TAKKe CIEIHAM3UPOBAHHBIMH NMPOAYKTaMH JIeYeOHOTO MUTAaHUS
IS JeTeH-UHBATHIOB C HCIOIb30BaHHEM JIEKTPOHHOIO cepTU(dUKATA.
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4. 3asBneHne Ha oOecreyeHWe JEKapCTBEHHBIMU IIpemapaTtaMd IJis
MEIUIIUHCKOTO0 NPUMEHEHHS, MEIUIUHCKUMHU HU3JIETUSAMH, CHelUaM3upOBaH-
HBIMH [NPOAYKTaMHU JieueOHOro NMUTaHHWS AN JeTeH-WHBAJIUAOB C HCIOJIB30-
BaHHEM DJIEKTPOHHOTO cepTu(UKara (ajnee - 3asBlieHNE) IOAAETCA I'pakiaHaMHU
(3aKOHHBIMH TIPEACTAaBUTENSAMH) M3 4YHCIA JHL, YKa3aHHBIX B IYHKTe 2
HacTosimero IlonoxkeHHs, B OTAeN JIEKApCTBEHHOro obOecredeHHs W
rOCyapCTBeHHBIX 3aKynok MHuHHCTepcTBa 3lpaBooxpaHeHus KapadaeBo-
Yepxecckoit Pecniybnuku (zanee — MuHHCTEpCTBO) JIMYHO JTUOO MOCPECTBOM
denepanbHOl rocynapcTBeHHON MHGOpMaIlMOHHO#M cucTeMbl «EquHbIi mopran
rOoCyJlapCTBEHHBIX M MYHHMIMNAIBHBIX YyCiayr (QyHkuuii)» (manee - Enxunbrii
opTain).

3asBiieHHe MOJaeTcs B OTHOIIEHHWH KaXIOr0 Ha3HA4eHHOTO B COOTBET-
CTBUH C pelellTOM JIEKapCTBEHHOTO Ipenapara Iisl MeIUIIMHCKOTO IPUMEeHEHHS,
MEIUIUHCKOr0 U3AENUs, CIEeNUaIN3APOBAHHOr0 NMPOAYKTa JIe4eOHOr0 MUTaHUS
IUTsI NeTel-MHBaJIUOB.

5. B 3asBNe€HNHU yKa3bIBAIOTCS CIEAYIOLINE CBEICHUSA:

(haMuIHs, MM, OTYECTBO (IPU HAJIMYUH ) TPAXKIAAHNHA;

aJipec PeruCTpalyy rpaXJaHNHA, BKIIOYeHHOTo B DeepaabHblil perucTp
10 MECTY >KMTeJIbCTBa WM I10 MECTy peObIBaHUS;

CTpaxoBOoi HoMep HMHAMBHAyalbHOro nuneBoro cuera (CHHUJIC)
rpaXKIaHNHa;

HOMeEp MoJjiica 06513aTeIbHOr0 MEIUIIUHCKOTO CTPaxOBaHHUS,

aOOHEHTCKUH HOMep TpaxJaHWHA (3aKOHHOTO  TIPEICTaBHUTENs),
~ BBIJIeJICHHBIH OllepaTOpOM MOJABWKHOM paaroTenedhoHHOM CBA3U (TIPH HAIHYHH );

HOMEp HAIlMOHAIBHOIO IUIATEXHOT0 HHCTPYMEHTa TIpaXKIaHHHA,
BKaueHHOro B DenepanbHblii perucrp (€ro 3aKOHHOTO UM YIOJHOMOYEHHOI'O
IpeICTaBUTENA);

HOMeEp pelLenTa.

6. Ceenenus o penente nepeaarorcs MununcrepctsoM B Enunyto rocynap-
CTBEHHYI0 HMH(GOPMAIIMOHHYIO CHCTeMy B cdepe 3apaBooxpaHeHus (mayee -
ETMIC3), raoe penenty NpUCBauBaeTCs YHUKAILHBIA HACHTHQUKATOD, CBEAECHHUS O
KoTopoM nepenatorcs obpatao B T'C3.

7. MUHHCTEPCTBO:

7.1. OcymiecTBIsIeT IPOBEPKY NpaBa IpakiaHuHa Ha 0oQOpMIIEHHE JJIEKT-
POHHOrO cepThu(UKaTa, NpoBepKy Hanu4us penenta B [YC3.

7.2. PaccunThIBaeT NpenelbHyI0 CTOUMOCTh €IMHHIBI OTAEIBHOTO BHJAA
ToBapa (JIeKapCTBEHHOro mpenapara MJii MEOUIMHCKOTO INpUMEHECHHUS,
MEIMIMHCKOI0 H3JENHs, CIeHaTN3UPOBAaHHOTO MPOAYKTA JieYeOHOTr0 MUTaHUS
JUIS  IeTeli-HHBAJIMIOB), NMPHOOpPETaeMOro ¢ HCIOJNb30BaHUEM 3JIEKTPOHHOIO
cepTH(HKATa, C HCIIOJIB30BAHUEM:

IIepeyHs JIEKapCTBEHHBIX Ipe€naparoB A MEAWINHHCKOTO NPHMCHCHH,
MEIMIMHCKMX H3JEJIHi, a TaKKe CHEMUATH3HPOBAHHBIX IIPOAYKTOB JeU4eOHOTO
IUTAHUs /I JeTeH-UHBATUAOB, IPHOOPETaEMBIX C UCIIOJIb30BAHUEM 3JIEKTPOH-
HOro cepTH(UKaTa, YTBEpP)KIEHHOI0O MHUHHCTEPCTBOM 3ApPaBOOXPaHEHUs
KapauaeBo-Uepkecckoit Pecriyommku;
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MOpSIIKA OTpeNeeHUsT NpeeNbHO CTOMMOCTU E€OUHHUIBI OTIEIHHOTO
BHJla TOBapa (JIEKapCTBEHHBIX MpeNnapaToB AN MEIWLHUHCKOrO IPHUMEHEHUS,
MEAUIHHCKAX W3JeNAN, CelHaIu3ipOBaHHbBIX IIPOAYKTOB JeueOHOro MUTaHUs
VIS TeTe-WHBAJNAOB), NpUOOpeTaeMoro ¢ MCHOJIb30BaHUEM JIIEKTPOHHOIO
ceprudukara, yreepxaerHHoro IIpasutensctBom KapauaeBo-Uepkecckoit Pec-
nyOIuKH.

8. MuHUCTEpPCTBO, B CPOK HE NMpEBHIIIAIONINI ceMU pabouuX AHEH, co HA
NOJIaud 3asBJIEHUS T'PXIAHNHOM, BKIIOYEHHBIM B DefepalibHblil perucTp, ero
3aKOHHBIM ITpeJCTaBUTENEeM IepelaeT B I ocyaapcTBeHHYIO WHGOPMAIMOHHYIO
cucteMy «EnuHas neHTpanu3oBaHHas nudposas miuaTpopMa B COLHAIBHOM
cdepe» (nanee - ' UC ELII]) cnenyromue cBeqeHu:

CTpaxoBOH HOMep HHAMBHAyallbHOro iuneBoro cuera (CHUJIC)
noTpeduTens;

aOOHEHTCKUH HOMep TIpaxAaHMHA (3aKOHHOTO  IPEACTaBHTENA),
BbIJIEJICHHBIH OIIEpaTopoOM MOABMKHOM panuoTesieoHHOM CBA3M (MIPH HATMYHH );

CBeleHus 00 opraHe, KOTOpPbIi Ha3HAYMI MEPY COLIMABHON MOIIEPXKKH;

KoJ OrOIKeTHOH Kiaccu(uKamy;

KOJ] Mephl COI[HATBHON MOJAEpKKH (Ianee - MCH) o KjaccupukaTopy
Mep COLMAJIbHOMN NONEPIKKH;

ko1 MCII no siokanbHOM cHCTEME MEP COLUATIBHOM MOEPIKKH;

JlaTa Hadaja AeHCTBHS 3JIEKTPOHHOTO cepTU(HKATa;

JlaTa OKOHYaHHUS JIedCTBUS 3JIEKTPOHHOTO cepTU(dHUKaTa,;

HoMmep KapTel MUP;

THUI 3JIEKTPOHHOTO CEPTHPHKATA;

KOJ IPOrPaMMBI 3JIEKTPOHHOTO cepTH(hHUKATa;

KoJ BuAa ToBapa (paboTel, ycimyrn) (naiee - TPY);

HauMeHoBaHue TPYVY;

npeneabHas CTOUMOCTDb eAMHULBI TPV

Konu4decTBO equHuIl TPY;

YHUKaIbHbIN uaeHTudukarop peuenta B [ C3.

9. MuHucTepcTBo, nonyyus depe3 I'IC3 HoMep 311€KTpOHHOTO CepTHRH-
KaTa, B TEYCHHE IBYX AHeH popMHUpYeT 3asBKY Ha KacCOBBIH pacxo/] (MIaTexHoe
NOpyYeHHe), KOTOPhIM O0ecreYuBaeTCsl HalpaBlieHHE AEHEeXHBIX CPEACTB IO
3NIEKTPOHHOMY CepTHU(UKATY.

3asBKa Ha KacCOBBIH pacxo[ (IU1aTexHOe Nopy4yeHne) nepenaercsa Munuc-
TepcTBOM B VYmpasienue DexnepanbHoro KasHaueidictBa no Kapagaeso-
Yepkecckoit PecniyOnuke ¢ Henblo MCIONHEHUS 3asBKH Ha KacCOBBIA pacxon
(mnarexxHoe MopyyeHue).

10. MHHHCTEPCTBO B TE€YeHHE OJHOrO JHS CO JIHS TPUHATUS pEIIEHHUS,
YKa3aHHOTO B MOJANYHKTE 7.2 myHkTa 7 Hacrosiero Ilonoxenus:

1) mampaBisieT rpaXJAaHHHY CIOCOOOM, yKa3aHHBIM B 3asBJI€HUHM Ipa-
JaHMHA, CBeJeHHs 00 aKTHBAIlMH 3JIEKTPOHHOrO cepTH(HKaTa, €ro HOMHUHAJIE U
BO3MOXHOCTSX €ro HCIOJb30BaHUSA Ui INpPHOOpETeHHS MEIULIMHCKOM
IPOLYKIHH 1O PELENTY;

2) obecrneunBaeT HanpaBjieHue HHPOpMaIH 00 aKTUBALUHU 3JIEKTPOHHOIO



ceprudukara uz 'MMC3 B @enepalibHbIi perucTp.

11. Insa mpuoOpereHus MEeAMUMHCKON HPOAYKHHMHM C HCIONB30BAaHHUEM
3JIEKTPOHHOI0 cepTUdHKaTa rpaKAaHUH oOpaniaeTcs B aTEUYHYIO OpraHu3alluio,
3apeructpupoBanHyo B [ IC 3C u B ®poHT-0duC 37€KTPOHHBIX CEpTU(HUKATOB
HanmoHanbHOM cucteMbl MiatexHbix kapt (HCIIK), kaccoBble ammapatbl
koTopoii noaxmodensl k HCIIK.

12. UadopmupoBanue rpakjaHiHa 0 HAJIMYUHA COOTBETCTBYIOIIEH MeIu-
IIMHCKOH NPOJYKIMH, BapHaHTaX TOPrOBBIX HAMMEHOBAaHUN MEAMLIHMHCKOM
IPOAYKLHMM, YCIOBHAX H crnocobax omjaThl OCYIIECTBISETCS alTe4HOM
opra"m3ainneil Ha ocHoBanuu noiryueHHoro u3 EI’'MC3 BelmucanHoro penenta.

B ciyuae jxenaHus rpaXJaHWHA OIUIATUTh MEIMIMHCKYIO NPOAYKIHIO C
ACIIOJIb30BAaHMEM JJIEKTPOHHOTO cepTU(dUKaTa OH YyBEOOMJIIET 00 3TOM
anTe4YHYIO0 OpPraHU3aIHIo.

13. MuHHCTEpCTBO OCYIIECTBISIET MHPOPMUPOBAaHHE TpaKAaHUHA 00
VICIIOJIb30BaHMH JIEKTPOHHOTO CEpTU(PHKATA.

14. T'paxpaHMH MOXeT OTKa3aThCi OT MpHOOpeTeHUS MeEAUIMHCKOMH
OPOAYKIHH C HCHONB30BaHHEM »JIIEKTPOHHOTO cepTH¢HKaTa C mnojayei
COOTBETCTBYIOIIIEr0 3asBJIeHUs, B KOTOPOM YyKa3bIBaeTcs CIOCOO HampaBlieHUS
rpakIaHuHy HMHGOpMAaU¥¥ O ONOKHPOBAHMH BBIJAHHOTO 3JIEKTPOHHOTO
cepTuduKara.

3asBlieHHe 00 OTKa3e OT MPUOOPETEHUS MEAUIUHCKON TNPOAYKUHH C
UCIIOJIb30BaHHEM  DJJIEKTPOHHOTO cepTU@HKaTa mMoJaeTcs TIpakJaHUHOM
(3aKOHHBIM TpejcTaBUTENEM) B MHUHHCTEPCTBO JUYHO JIMOO NOCPEICTBOM
Enunoro noprana. )

3asBlieHHE IONAETCA B OTHOIIEHHH K)KIOTO BUIA MEIUIUHCKOMN TIPOIYK-
IIUH, KOTOpBIE MPUOOPETAIOTCA C UCIIOIB30BaHUEM IEKTPOHHOTO CepTU(HUKATA.

15. MuHHCTEpCTBO B T€UEeHHE TpeX THEeH cOo IHS MOCTYIUICHHS 3asBICHHUS
00 oTka3ze OT NpHOOpETEeHUS MEAMIMHCKONH NPOAYKIMH C HCIOIb30BaHHUEM
3JIEKTPOHHOTO cepTu(uUKaTa:

1) mpurmMaer pemieHne 00 oTMeHe oOecniedeHHs NpUOOpeTeHus
rpaXJIaHHHOM MEIWIUHCKON TNPOAYKUMH C HCIIOJIL30BAHUEM BIIEKTPOHHOTO
cepTuduKara; '

2) HampaBiseT CcBeAeHHsA 00 OTMeHe ofecneyeHus HpHOOpeTeHUs
rpaXIaHHHOM MEJHULUHCKON NIPOAYKUHMH C HCIIOJIB30BAHUEM 3JIEKTPOHHOIO
ceptudukara (61oxkupoBanue nekTponnoro ceptudukara) B [MIC ELIII u nanee
B 'NC OC.

16. MUHHCTEPCTBO B T€UeHHE OTHOTO JHS CO JHS OIOKHPOBAHMS 3JIEKT-
POHHOI'O CcepTH(UKaTa HampaBisieT I'paXAaHHHY COOTBETCTBYIOINUE CBEICHHUS
CrocoOoM, yKazaHHBIM B 3asBJIEHUH 00 OTKa3e OT NPHOOpETEeHUsI MEIUIIMHCKOH
IIPOIYKIHH C UCIOJIB30BaHAEM 3JIEKTPOHHOTO cepTH(HKaTa.

17. B city4yae eciu rpakiaHiH NMOJIYy4HI MEIUIIUHCKYIO IPOAYKIMIO B all-
TEYHOM OpraHu3alliu 0e3 WCIONB30BaHMA IEKTPOHHOIO CepTHQHKATA IO pe-
LIENTY, B OTHOIIEHMH KOTOPOT'0 pacCMaTPHUBAETCS 3asBJICHHE Ha I10JIyYeHHE 3JIEK-
TPOHHOI'O CepTH(HKATa UM B OTHOLIEHHH, KOTOPOTO BELIAH 3JIEKTPOHHBIHN cep-
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TAQHUKAT, TO HHPOpPMALKS O MOJyYeHUH T'pakJaHUHOM MEIUIMHCKON MpoayK-
uu 0e3 MCIONb30BaHMS 3EKTPOHHOTO cepTHU(HKaTa B peXUMe, OJIM3KOM K pe-
anbHOMy BpemeHH, orpaxkaercsi B ['MC3. B ykazanHoM ciydae odopmiieHHe

BJIEKTPOHHOr0 cepTHdHKaTa MpeKpallaercs, a paHee BBIIAHHBIA JIEKTPOHHBIIH
cepTUdHUKAT OIOKUPYETCH.
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IIpaButenncTBa KapauaeBo-Uepkecckoit
PecrmyOnuku ot 16.12.2025 Ne 286

NHNOMNJOXEHHUE
0 MOPSIKE ONpeIeIeHHs] IPEACeIbHON CTONMOCTH €IUHHIII
OTAENBLHOTO BUIa TOBapa, IpuoOpeTaeMoro ¢ UCIOIb30BaHHEM
3NIEKTPOHHOTO cepTUduKaTa

1. Hacrosiee IlonoxeHue ycTaHABIMBACT MOPAJOK ONpEAEIICHUs IIpe-
JeNbHOH CTOMMOCTH €IHWHHUIBI OTHENHHOrO BHIA TOBapa, IpHoOpeTaeMoro ¢
HCIIOJIb30BaHUEM 3JIEKTPOHHOTO cepTH(HKaTa:

JIEKapCTBEHHBIX MIPENapaToB I MEAULIMHCKOTO IPUMEHEHUS;

MEIUIUHCKUX U3CIINM;

CHEUATM3UPOBAaHHBIX IMPOAYKTOB JieueOHOTO NHWTaHUA A JeTeid-
MHBAJIUOB.

2. IlpenenpHast CTOMMOCTB JIEKAPCTBEHHOIO IIperiapara A1 MEIUIIHHCKOTO
IPUMEHEHNS, MEOUIUHCKOr0 M3JeNUsl, CIEeHUATU3UPOBAHHOIO MPOAYKTa
ie4eGHOro MUTAHUSA JJIS JAeTel-UHBAIUIOB (ajlee - MEIUIIMHCKAsA [IPOAYKIIHS),
npruoOpeTaeMoro ¢ MCIOIb30BaHAEM IEKTPOHHOIO cepTU(dHKaTa, onpeaensercs
MunucrepcTBoM 31paBooxpaHeHus KapauaeBo-Uepkecckoit Pecny6nuku (vm
Tapu(bl ¥ LEHbI) B CPOK He mo3faHee 1 paboyero aHA, CIEAYIOLIEro 3a JHEM
IpUHATAS UM 00 obecledeHUW rpaxJaHWHa (3aKOHHOTO IIPEICTaBHUTEN)
JIeKapCTBeHHBIMH  MpenapaTamMd  JJ  MEIULIMHCKOrO  NPHUMEHEHHS,
MEIWUUHCKUMH HU3JeNIUAMH, CHeNHATH3UPOBaHHBIMU IPOAYKTaMH JiedeOHOro
[UTaHUS IS TeTeH-NHBAIMIOB C HCNIOJIb30BaHUEM 3JIEKTPOHHOTO cepTUPHUKATa
(masee - 3asBIEHUE).

3. IIpenensHas CTOMMOCTh MEJUIIMHCKOHM NPOXYKIMH, HpuodpeTaeMoil ¢
JICIIOJIB30BAHUEM 3JIEKTPOHHOTO CEpTH(HKATa, ONpeAesaeTcs N0 pe3yibraTam
HoCIeqHe#H M0 BpEMEHH OCYIECTBIIEHHS 3aKyIIKH HACHTHYHOro (KOHKPETHOTO)
TOBapa, COOTBETCTBYIOIIET0 HAWMEHOBAHHIO MEIMUMHCKOM IPONYKIUH,
uH(OpMalMd O KOTOpO# pa3MelleHa B eIWHOH HHGOPMALMOHHON CHCTEME B
cepe 3akymok, NMpoBeAeHHOM MHUHHCTEPCTBOM B IOPSAAKE, YCTAHOBIEHHOM
3aKOHOJIaTeILCTBOM Poccwmiickoii deepaniny o KOHTPaKTHOH cucteMe B chepe
3aKyIOK TOBapoB, paboT, yciayr mns obecnedeHHs TOCYyJApPCTBEHHBIX H
MYHULIHUIIBHBIX HYX].

IMocnenueii mo BpeMEHM OCYIIECTBIEHHS 3aKyNKOH MEIUIMHCKON
NPOAYKIHH CUUTAETCS MOCJEIHss 3aBEpIICHHAs Mpoledypa OCYIIEeCTBICHUS
3aKyNKH MEIULMHCKON NPOAYKIUH (3aKIIOYEHHBIH MUHHUCTEPCTBOM KOHTPAKT,
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00s3aTeNbCcTBa MO KOTOPOMY HCIIOTHEHBI CTOPOHAaMH KOHTpaKTa B IIOJIHOM
o0beMe Mo cocTosHMIO Ha 1 mexaOps roja, mpeAmecTBYIOMIEro roxy Mmoaadd
TpaXTaHUHOM (3aKOHHBIM NpEeJCTaBUTENIEM ) 3asBICHHS).

4. B cny4ae ecni MUHUCTEPCTBOM 3aKylKa MEIUIIUHCKOW NPONYKIWHU HE
OCyIIecTBIsIach, OO mnpouexypa OCYIIECTBIEHUS 3aKyNKH HIEHTHYHOTO
(KOHKpETHOTO) TOBapa, COOTBETCTBYIOIIEr0 HAaWMEHOBAHHMIO MeAMIUHCKOU
HPOLYKIIMH, HE COCTOSIACh, TMO0 3aKylka HAEHTUYHOIO (KOHKpETHOr0) TOBapa,
COOTBETCTBYIOIIET0 HAMMEHOBAaHUIO MEIUIMHCKOM MNpPONYKUUH, OCYIIECT-
BIssIack Gojiee yeM 3a TpU roja A0 OHA NOAayd TpaXJaHUHOM (3aKOHHBIM
NpeJCTaBUTENEeM)  3asBlIEHUS, IpelenbHas  CTOMMOCTb  HJEHTHYHOTO
(KOHKpETHOTr0) TOBapa, COOTBETCTBYIOIIEr0 HaWMEHOBAHHMIO MEIMIMHCKOM
IPOAYKIMH, OHpexenseTcs IO pe3ylbTaraM HOCIeAHeH 10 BpeMEHHU
OCYIIECTBJIEHUS 3aKYNKH MEIUIMHCKOM NpOXYyKIWH, HHPopMaums o KOTOpOii
pasMellleHa B eIHHOW HMH(OpPMAUMOHHONW cHcCTeMe B cdepe 3aKkymoK,
IPOBEEHHON MFOOBIM APYTUM YIIOJTHOMOYEHHBIM OpPraHOM, PacloJIOKEHHBIM B
npenenax Tepputopun CeBepo-KaBkasckoro ¢enepanbHOro okpyra.

He pomyckaeTcsi MCIOJNB30BaHHE VIS ONMpEIENIeHUs IpeNelbHOH CTOH-
MOCTH €UHHIBI TOBapa, paboThl, yCIyTH, NPHOOPETaeMBbIX C HUCIOJIb30BaHUEM
3JIEKTPOHHOTO cepTU(UKaTa, 3aKyloK OXHOPOAHOTO TOBapa, paboThl, yCIyTH, B
OTHOLIEHUU KOTOPBHIX HPUMEHSIIUCH aHTUACMIIMHIOBBIE MEPBI B COOTBETCTBHH C
3aKOHO/ATeNbCTBOM Poccuiickoii Penepalid 0 KOHTPAKTHOM CHCTEME B chepe
3aKyHOK TOBapoB, paboT, yciyr s oOecliedeHHs TIOCYJapCTBEHHBIX W
MYHHUITUNIATIBHBIX HYX]I.

5. B cnydae ecmi MUHHCTEPCTBOM 3aKylKa MEIUIIMHCKON MPOAYKIUHU Ha
tepputopun Cesepo-KaBkasckoro ¢enepaibHOr0 OKpyra He OCYIIECTBJIAIACK,
nubo mpornexypa OCyIIECTBICHHS 3aKyNKH TaKOH MEAWLIMHCKON MPOAYKLUHH HE
cocTosutach, 00 3aKylnKa TakoW MEIUIUHCKOH NpOAYKIUH OCYIIEeCTBIANIACh
b6onee 4yeM 3a TpHM roja OO JAaThl MOAA4Yd TpaXIaHUHOM (3aKOHHEIM
NpeICTaBUTEIeM) 3asBJIEHUsA, HpeleibHas CTOMMOCTh COOTBETCTBYIOIIEH
MEIWIIMHCKOW MPOAYKIHH OIpeAeNsercs 10 pe3ylbTaTaM IOCIeAHEeH 110
BpPEMEHH OCYIIECTBIEHHs 3aKylNKd OJHOPOJHOH MeINNMHCKOH INpoAyKIWH,
IpruoOpeTaeMoli C KCIIOJIb30BaHNEM MIEKTPOHHOTO cepThdUKaTa, THPOpMaLUs O
KOTOpO# pa3MellleHa B eAMHON MHQPOPMAIIMOHHOH cuUcTeMe B cdepe 3aKymok,
IIPOBEIEHHO JIFOOBIM YIIOJIHOMOYEHHBIM OPIaHOM, PacllOJIOKEHHBIM B IIpeaernax
tepputopun Poccuiickoit denepaunm.

6. B ciydae eciu 3aKkynka JIEKapCTBEHHOTO Ipenapara, MEAHULHMHCKOrOo
U3JENHUsA, @ TAKXKe CIElHATM3MPOBAaHHOTO MPOAYKTAa JIe4eOHOro NMUTaHUA AJL
JeTei-HHBaJIUI0B B YaCTH JIEKQPCTBEHHOTO IIpenapaTa B peeiaX TEpPpUTOPHH
Poccuiickoit ®demepannu He OCYIIECTBISUIACh, TO 3a MpPEACIbHYIO CTOMMOCTh
JIEKapCTBEHHOTO Iperapara INpPHHUMAaeTcs MAaKCHMalbHOE 3HaueHHe IEHBI
JISKapCTBCHHOTI O IIpenaparTta 110 JaHHbIM rocyaJapCTBEeHHOTO peecTpa IPEACIBHBIX
OTIIyCKHBIX IIEH POU3BOAMTENEH Ha JIeKapCTBEHHBIE ITpeNapaTthl, BKIIOUCHHEBIE B
HiepeveHb )KU3HEHHO HeOOX0IUMBIX M BaXHEHINHX JIEKAPCTBEHHEBIX MIPENapaTos.




7. B ciydae eciim 3aKyIKa CIelHaTH3NPOBAHHOTO MPOAYKTA JeueOHOro
HUTaHUS 171 AeTeli-HHBaJIUIOB B Npeenax Tepputopun Poccuiickoit @enepa-
I[HH HE OCYIIECTBIIANACEH, TO 33 IPeNeIbHYI0 CTOMMOCTD CIENHalIA3HPOBAHHOIO
IPOIYKTa jieueOHOro MMTaHus U1 NeTeH-HHBaIUI0B IPHHUMAETCs Npe/ieNlbHasl
CTOMMOCTbH CIIEHHATH3HPOBaHHOr0 NPOAYKTA JIe4ueOHOro NUTaHUS - aHAJIOTa.




