PECIIVBJIMKZE I[ETAT UPHICTOH-AJIAHUWBI XUIIAVA]]
YRBIHAD®E

IIPABUTEJIBCTBO PECIIYBIIMKU CEBEPHAS OCETHUSA-AJIAHUA

IIOCTAHOBIEHHMNME

otr 9 centsiOps 2025 r. Ne 352

r. Bnagukaskas

~ OO6 opranuszauuu obecneveHus: rpaxiaH,
BKJII04YeHHBIX B PeepaibHblii perucTp Jaui,

HMEIOLIHUX NPAaB0 HA MOJY4YEeHHE rocyJapCTBEeHHOH colHAJIbHO# MOMOIIH,
JieKapCTBeHHbIMH NpenapaTaMH VI MeAHIMHCKOr0 NpUMeHEeH s,
MeIMUMHCKHMH H3AeJTHAMH, a TAK)KE CIIeIHAJTH3HPOBAHHBIMH NPOAYKTAMH
JIe4eOHOIr0 NUTAHUA JJI5 AeTeH-HHBAJIHI0B, B TOM YHC/Ie
€ HCNOJIb30BAHUEM DJIEKTPOHHOIO cepTH(hPuKaTa,

B Pecniy6sinke CeBepHast OceTusi-Asianus

B cootBerctBUM ¢ DepepansHbIM 3akoHOM o1 17 wmona 1999 ropa
Ne 178-®3 «O rocynapCcTBEHHOM COLMAIBHON IIOMOIUM», PenepaabHbIM
3akoHoM oT 12 anpens 2010 roga Ne 61-®3 «O6 obpaienun JeKapCTBEHHBIX
cpencte», ®enepanbHbiM 3akoHOM OT 30 nexabpst 2020 roga Ne 491-03 «O
NpHOOpPETEHUH OTIENbHBIX BUIOB TOBAapoB, paboT, YCIYr ¢ HCHOJIb30BaHUEM
3JIEKTPOHHOTO cepTuduUKaTa», rnocraHoBieHueM [IpaButenscTBa Poccuiickoi
®eneparun ot 23 anpens 2021 roga Ne 631 «O dopMupoBaHuU U YTBEPXKICHUN
nepedHedl OTAENbHBIX BUJIOB TOBAapoB, paboT, yciyr, mnpuodpeTraeMblX C
UCII0JIb30BaHHUEM 3JIEKTPOHHOIO CepTH(HKaTa 3a CUYET CpPEeACTB OIOIKETOB
6romxeTHoM cucteMmbl Poccuiickoit ®enepanuu», nprukazoM MuHHcTepcTBa
3npaBooxpaHeHus Poccuiickoit ®enepanun ot 2 Hosa0ps 2024 roga Ne 596
«O6  ytBepxaeHun MeTogWYeCKHX ~ YKa3aHMW IO  OCYIIECTBIICHUIO
HCITOTHUTENIbHBIMU opraHaMu cyO0bekToB Poccuiickoit @enepaunu nepegaHHbIX
IIOJTHOMOYMI 10 oOpraHu3anuu obecledeHUss TIpakiaH, BKIIOYEHHBIX B
®depepanbHBI PerucTp UL, UMEIOIUX MPaBO Ha MOJNy4YeHHe rocyqapCTBEHHOR
COIIHANBHON ITOMOINY, JIEKAPCTBEHHBIMH IpenapaTtaMyd MAJS MeOWLUHCKOTO
MpUMEHEHUs, MEIUIIMHCKUMH H3JENUsAMH, a TaKXKe CHelUaTN3UpOBaHHBIMU
MPOAYKTaMU JedeOHOro NHUTaHWs [l JeTeld-MHBaJIMAOB, B TOM UYHCJIE C



WCIIOJIb30BaHUEM 3JIeKTpOHHOro cepTudukaray [lpaButensctBo PecmyOmuku
CeBepHas OceTusa-ANaHUAI MO CTAHOBJI A € T:

1. Onpenenuts MunucTepcTBO 3apaBooxpanenus Pecrry6mmku CeBepHas
Ocerus-Ananus OpPraHOM HCIIONTHUTENbHOM BiacTH PecrmyOnuku CeBepHas
OceTus-Ananusi, ynoJHOMOYEHHBIM Ha OpraHM3aIiio oOecledyeHHs TI'paxaaH,
BKJIIOUCHHBIX B DelepalbHBIA PErucTp JIUL, UMEIOUIMX IPaBO Ha IOTydeHHE
rOCyJapCTBEHHON COLIMAIBHOM ITOMOIIM, JEKapCTBEHHBIMH IIpernapaTaMy s
MEQUIMHCKOIO IPUMEHEHMS, MEJULHUHCKUMH WM3ACNHUSIMH, a TaKxKe
CINELAAIM3UPOBAHHBIMA  MPOAYKTAMH  JISYeOHOrO0 TWUTAHUSA N JeTel-
WHBAJINAJIOB, B TOM YHCII€ C UCITOJIb30BAHUEM 3JIEKTPOHHOTO CepTH(hHUKATA.

2. YTBepauTs npuiaraeMole:

[IpaBmiia mnojayum  TpaXTaHWHOM  3asBJIEHUS Ha  oOecreueHue
JICKapCTBEHHBIMU  IIperaparaMM I METUIMHCKOTO  TPHUMEHEHHs,
MEIWIUHCKAMHA U3ASNTUAMH, CIEIHATA3UPOBAHHBIMUA TPOIYKTaMH JIe4eOHOTO
OUTaHUs Ui JeTe-WHBaJIWAOB C  HCIOJB30BaHUEM  DJIEKTPOHHOIO
cepruduxara,

ITonoxeHue o MOpsAAKe OMpEnesIeHUs IMPeAesIbHON CTOUMOCTU €IUHUIIBI
OTAENBHOTO BHZA TOBapa, HPHOGPETAEMOTO C MCIOIB30BAHHUEM 3JIEKTPOHHOTO
ceprudukata, B PecryOnnke CeBepHast OceTus-AaHus.

3. MuHuctepcTBy 3apaBooxpaHeHuss Pecmybmuku CesepHas Ocerus-
AnaHus:

1) yTBepAHUTb PErMOHANBHBIM ITepedeHb JIEKAPCTBEHHBIX IpEerapaToB IJis
MEIOUITMHCKOIO0  TPUMEHEHMsS,  MEOUUMHCKUX  HM3JEeNHi, a  TaKxKe
CHEeLMATM3UPOBAHHBIX IIPOYKTOB JIeueOHOT0 MUTaHUs JUIs JeTei-uHBaINIOB, B
TOM YHCJIE C UCIIOIb30BaHUEM JIEKTPOHHOTO cCepTU(UKATa;

2) opraHu3oBaTh oOeclieueHrne Ipak[aH, BKIIOYEHHBIX B PenepanbHbIi
pPErucTp JHl, UMEIOUINX NpPaBo Ha NOTy4YEeHUE I'OCYAApCTBEHHOH COLMAIBHOM
IIOMOIIY, JIEKAPCTBEHHBIMHU IIpernapaTaMu i1 MENUIMHCKOro INpPUMEHEHHH,
MEIUIMHCKUMH H3JENUSIMUA, a TaKXKe CIEeNUaTu3uPOBaHHBIMU IPOTYyKTaMU
JIe9eOHOTO THUTAaHWS IS JAeTeH-MHBAIMAOB, B TOM YHUCJE C HCIOJIb30BAHUEM
AJIEKTPOHHOTO CepTU(UKATA;

3) mpencrtaBnaTh B MUHHCTEPCTBO 3ApaBOOXpaHeHUs Poccuiickoi
®denepanun exeKkBapTaibHO, He no3aHee 10-ro gucia Mecana, cieIyroero 3a
OTYETHBIM KBapTAIOM, OTYET O pacxojax peciyOiIMKaHCKoro OromKera
Pecrry6nuku ~ CeBepHast ~ OceTusi-AnaHus, HCTOYHHKOM  (HHAHCOBOTO
obecrieyeHHs KOTOPBIX SBJISETCS CyOBeHIUs, B cooTBeTCTBUH ¢ [IpaBuinamu
IpeIOCTaBlIeHNs CyOBeHILI U3 denepaabHOro OlomKeTa OomKeTaM CyOBeKTOB
Poccumiickoii ®eneparuu u OromkeTy 1. ballkoHypa Ha (UHAHCOBOE
obecIieueHre OKa3aHUs OTAENbHBIM KaTerOpUsSM rpakIaH COLMAJIbHOM YCIyru
o oO0ecHevyeHWIO JIEKAPCTBEHHBIMHM IIpernapaTaMd [l  MEIULIMHCKOIrOo
IPUMECHEHHs II0 pelenTaM Ha JIEKapCTBEHHBbIE IIpEenaparhbl, MEOUIMHCKHMHA
W3JENIHAMH, a TAKKe CIIECLUaTN3NPOBAHHBIMH IIPOIYKTaMH JIe4e0HOro NMUTAHUA
JUIS  JeTei-MHBAJIHIOB, YTBEPXKICHHBIMH ITOCTaHOBIeHHWEM IIpaBuTenncTBa



Poccuiickoii ®enmeparuu ot 27 amrycra 2014 roma Ne 865 (mo dopwme,
YTBeP)KAEHHOW IpHKa3oM MHUHHCTEpPCTBAa 3/[PaBOOXPaHCHHS Poccwuiickoit
®enepauun ot 15 aBrycra 2018 roma Ne 533n).

4. MunncTepcTBy 3apaBooxpaHenus PecrmyGmuku CeBepHas Ocerus-
Anannn, MuHECTCpCTBy Tpy4a ¥ COLMANLHOrG pasBuTug PecnyGuuEH
CeBepHast Ocerus-Ananus 00eCEYUTh OPTraHU3alUI0 B ITOJBEIOMCTBEHHBIX
MEIUIMHCKIX OpPTaHM3alMsIX W OPTaHU3allMiX COLHMAIBHOIO OOCITYXKUBaHUA
COOTBETCTBEHHO MH(GOPMHUPOBAHMS IPaXIaH, MMEIOMIUX IIPaBO Ha IMONydeHHE
rOCyIapCTBEHHONW CONWAJIBHONW IOMOINHM, O BO3MOXHOCTH 00OecreueHus
JeKapCTBEHHBIMU  TNpernaparaMu g METUIUHCKOTO  IPHMEHEHWS,
MEIUIIMHCKUMH H3IENMsAMH, a TaKXe CIEeMHATU3HPOBAHHBIMU IPOIYyKTaMU
Je4eOHOT0 TIMTaHUSA Ui JeTeH-MHBAIMIOB C HMCIIOJIb30BAaHHEM 3JIEKTPOHHOTO

ceprudUKara.
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VTBEP)X/IEHEI
NOCTAHOBJICHHEM HpaBI/ITeJIBCTBa

PecnyOniku CeBepHas Ocerns- AnaHus
oT 9 cenTa0Ops 2025 r. Ne 352

ITPABHJIA
nogavdu rpaxxiaHuHHOM 3aABJICHHUSA HA obecrneyeHHne JIEKAPCTBCHHBIMH
npenapaTaMH AJit MEJUHIIHHCKOIo IpMMEeHEeHHH, MEAHIIHHCKHMH H3C¢JIHHMH,
ClI¢NHAJH3HPOBAHHBIMH NMPOAYKTAMH JiedyeOHOro NHTAHUS JJIS JeTeH-
HHBAJINI0B € HCIIOJIb30BAHHEM JJIEKTPOHHOI'O cean(anaTa

1. Hacrosimue IlpaBuna ycTaHaBIHUBAIOT MOPSNOK MOAAYH IpakHaHUHOM
3asBJICHHs Ha oOecrieueHHe JIeKapCTBEHHBIMH IpernapaTtaMy IJIsi MeIUIUHCKOIro
IIPYUMEHEHHUs, MEAULIMHCKUMH H3JENHUAMH, CIelUaTH3UpOBaHHBIMU NPOLYKTaMH
ne4yeGHOro MUTaHHs Il AeTei-MHBAIMIOB C HCMOJNB30BAHHEM 3JIEKTPOHHOIO
cepTHdHKara.

2. I'paxxnane, BxiIodeHHble B DefepalibHBI perucTp JIUi, UMEIOIIHUX NPaBo
Ha MOJIyYeHHE TOCyJapCTBEHHOM CONUAIBHON MOMOIIM M HE OTKa3aBILIHECS OT
HOJIyYEHUs] COLMAIBHON YCIYIH, IPeAyCMOTPEHHOH MyHKTOM 1 4actu 1 craThH
6.2 ®enepanpHoro 3akoHa ot 17 utonsg 1999 r. Ne 178-d3 «O rocynapcTBeHHOM
couuanbHoOit momomu» (nanee - PemepaibHBI perucTp), MMEOT IIPaBO Ha
obecrieueHHne JISKApCTBEHHBIMH MpernapaTaMy IJii MEeAHUIMHCKOrO IpHMEHEHHS,
MEAULUMHCKUMH M3OENUAMH, a TakKke CIeHUaTN3HPOBAHHBIMH MNPOAYKTaMH
Je4yeOHOro NUTAHUS AN JeTei-WHBAIMIOB C HCIOJNB30BAaHHEM JIEKTPOHHOIO
cepTu(duUKaTa.

3. JlexapcTBeHHble Ipenapatsl s MEIMIMHCKOrOo  IPHMEHEHHS,
MeIULHHCKHE U3AENns, CTIeHUaIN3NpOBaHHEIE TIPOAYKTHI JIe4eOHOrO IMUTAHUS I
neTei-uHBaNNIOB (najiee — MeJUIMHCKas NPOAYKIH) Ha3HA4aloTCs IpaXKaaHaM,
oOpaTUBIIUMCSL IO MECTYy JKUTENBCTBA WM IIPUKPEIUVIEHUS B MEIHUI[MHCKYIO
OpraHU3alMI0, OKA3bIBAIOIIYI0 HNEPBUYHYI0 MEAHMKO-CaHMTapHYyro momoib. Ilpu
ofOpamieHuy rpaxnaHMHa B MEOUIMHCKYIO OpraHM3alMio Jieyalllud Bpay,
OCYIIECTBIAIOIIMN npHeM:

1) HazHavyaeT MEOULMHCKYIO MPOAYKIUIO B COOTBETCTBUH CO CXEMOM
nedyeHuss u odopmisieT peuent B (GoOpMe 3IEKTPOHHOTO JOKYMEHTa C
UCIONB30BaHHEM TOCYJapCTBeHHOW uWHGpOpManuOHHOH cucTeMsl «Exunas
MeIUILMHCKas HH(OopMalMOHHO-aHanuTHIecKas cucteMa Pecrmy6iukn CeBepHas
Ocetns-Ananus» (ganee — FTC «kEMUAC PCO-Ananus»);

2) uHQOpPMHpyeT TpaXKIaHHHA O  BO3MOXHOCTH  oOecredyeHus
JIEKapCTBEHHBIMH TIperapaTaMy JUIsi MEIUIIMHCKOrO MPUMEHEHHUs, MEAUIIHHCKMMHU
H3ETUAMH, a TaKXkKe CHEeLUAIH3NPOBAaHHBIMH IPOAYKTaMH Je4eOHOro MUTaHMS
IUIsL IeTeM-MHBATHIIOB C HCIIOJIE30BaHUEM BIIEKTPOHHOTO CepTH(RUKATA.

4. 3asBneHue Ha oOecredyeHue JIEKAPCTBEHHBIMHM MpemapaTaMu [js
MeIUIIMHCKOT0 IIPHMEHEHN, MEANIHHCKUMH U3[EJIUIMH, ClelHaTi3ipOBaHHBIMU



IPOAYKTAMH JiedeOHOro NHMTaHUSA XN AeTeH-WHBAIUAOB C MCIIONB30BaHHEM
JNIEKTPOHHOrO ceprHdukara (manee - 3asdBJeHHE) TIIOAAETCS TIpakIaHaMHU
(3aKOHHBIMH IIPEICTaBUTENSIMU) U3 YUCIIA JIUL, YKa3aHHbBIX B MMyHKTe 2 HACTOSAIINX
IlpaBun, B MuHucrepctBo  3apaBooxpaHeHHs PecrnyOnuku  CeBepHas
Ocetus-Ananus J1U4HO NGO ¢ HCIOIB30BaHHEM (elepalbHOM roCyaapCTBEHHOM
HHpopManuOHHOH  cucreMsl «EAuHBIN  mOpTanm  rocylapcTBEHHBIX  H
MYHUIMIIATIBHBIX YCIyr» (naiee - EquHbIil mopran).

3asBIeHKE NOAAETCS B OTHOLIEHUH KaXXIOT0 Ha3HAYEeHHOIO B COOTBETCTBHU
C PpeLEenTOM JIEKapCTBEHHOro Ipemapara JJis MEeIULHHCKOTO IpUMEHeHH,
MEIUIHCKOrO H3JeNus, CHeHHATU3HPOBAHHOIO MPOAYKTa JIe4eOHOro MHTaHHS
IS IeTei-NHBATTUIOB.

5. B 3asBNeHHUH yKa3bIBAIOTCA CIEAYIOLIUE CBEICHHS:

1) dbamunusi, uMs, oT9eCcTBO (IIPH HAJTHMYHHN) rPaXKIaHHHA,

2) ampec MecTa NMPOXUBAHUA TpakAaHHHA (MECTO JKHUTENbCTBA HIIU MECTO
IpeObIBaHu);

3) crpaxoBoif HoMep HHAMBHAyalbHoro Junesoro cdera (CHUJIC)
rpa)<iaHuHa,

4) HoMep noJnuca 00513aTeIbHOI0 METUIIMHCKOTO CTPaxOBaHHS;

5) aboHeHTCKMIi HOMep TpaXIaHHHa (3aKOHHOTO HpeINCTaBUTENs),
BBIJIEJICHHBII ONIepaTOpoM HMOABHXKHOM paguoTenedoHHOM cBA3U (MIpHU HATHYHH);

6) HOMep HaIlHOHAJIBHOTO IUIATE)XHOTO HHCTPYMEHTa, IMPEIyCMOTPEHHOIO
3aKoHoJaTeNbcTBOM Poccuiickoit @Denmepanyi 0 HALMOHAJIBHONW INIATEXXHOH
cucreMe («kapta MUP») (nanee - kapra MUP);

7) HoMep peLernTa;

8) ymoOHbI#i mis rpaxnaHuHa crioco6 Iepenadd CBeJeHUH 06 akTHBaUMU
3JIEKTPOHHOTO cepTH(HKATa, ero HOMHHAIE 1 BO3MOXHOCTSAX €r0 MCIOJIb30BaHHA
IUTst IpUOOpeTeHUs: METUIIMHCKOH MPORYKIIHH IO PEeLEnTy.

6. Csemenumss o peuente nepepaiotes IBY3  «Pecmybmukanckui
MeIULMHCKUI ~ HWHPOpPMAIlMOHHO-aHAIMTHYECKUH  HeHTp»  MUHHCTepCTBa
snpaBooxpaHeHuss PecnyOmuku CeBepHas Ocerus-Ananus B DenepanibHbId
peecTp JBrOTHOTO JIeKapCTBEHHOro obecniedeHuss EnuHOM rocynapcTBEHHOH
UH(poOpMallMOHHON cHucTeMsl B cdepe 3apaBooxpaHenus (manee — DPILIIO
ET'MIC3), rae penenty npucBanBaeTcs yHUKAIbHBINK HACHTU(HUKATOP.

7. MunuctepctBo 3apaBooxpaHeHus PecnyOnuku CesepHas OcetHs-
Ananus B TeueHue 7 pabouux nHeil co QHS MOCTYIICHUS 3asBICHHUS:

1) ocymecTsiseT NpoBepKy InpaBa TIpaxIaHWHa Ha oQopMIeHHe
3JIEKTPOHHOro cepTH(HKaTta U mpoBepky Hammuus penenta B TMIC «EMHAC
PCO-Ananusy;

2) pacCUHTHIBAE€T MpPENENIbHYI0O CTOUMOCTh E€IOWHHUIBI OTIEIBHOrO BHAA
ToBapa (JEeKapCTBEHHOro IipemapaTta Ui MEAHUHHCKOrO  IPHUMEHEHHS,
MEIUILMHCKOr0 M3IeNHs, CIeIHATH3UPOBAHHOIO IPOAYKTa JI€4eOHOro IHTaHHS
Ui IeTed-MHBAIHIOB), IpHoOpeTaeMoro ¢ HCIONb30BAHHEM JJIEKTPOHHOTO
cepTu(dUKaTa, C UCIOIH30BAHUEM:!



IepedHsl JIEKAPCTBEHHBIX IIPeNapaToB MAJI MEIHIIMHCKOIrO IpUMEHEHHS,
MEIUIUHCKUX H3JeNuH, a TakKe CIENUAIM3UPOBAaHHBIX IPOAYKTOB JieueGHOro
NUTAaHUSA AN JeTeli-MHBAJIMJOB, INPHOOpETaeMBIX C  HCIOJB30BaHHEM
3JIEKTPOHHOTO CepTH(HKaTa, YTBEPKACHHOr0o MUHHCTEPCTBOM 3/PABOOXPAHEHHS
Pecniy6nuku CeBepHast OceTHs-AJaHus;

NIOpsiZiKa OIpeZeIeHUs TpeNebHOM CTOMMOCTH €QUHMIIBI OTAECTBHOrO BHAA
TOBapa (JIEKapCTBEHHBIX IIpenaparoB Ui  MEAMIMHCKOTO IpPUMEHEHUs,
MEAVLMHCKUX H3AENHH, CrenuaJn3MpOBaHHBIX HPOAYKTOB JieueOHOTO ITHTaHUS
IUIsL  JeTel-MHBAIMAOB), NpUOOpEeTaeMoro ¢ HCHOJb30BAaHHEM 3JIEKTPOHHOIO
cepTH(HKATa;

3) npuUHMMaeT pelleHHe O MPHOOPETEHUH TIpaKIaHMHOM MEIMIIMHCKON
IPOAYKIIUH C HCIIOJIb30BaHHEM 3JIEKTPOHHOTO CepTU(HKATA.

8. Pemenne o nmpuoOpeTeHHH rpa)dqaHHHOM METULMHCKOW MPONYKLIHHU C
UCIIOJNB30BaHUEM JJIEKTPOHHOTO CepTH(HKATa HanpapifeTcs MHHUCTEPCTBOM
3apaBooxpaHenuss PecnyOmukn CeBepnas Ocerus-Ananus uz TMC «EMHAC
PCO-Ananus» B TocymapcTBeHHyr0 HH(OpMalMoHHyI0 cucreMy «EauHas
IeHTpalln3oBaHHas UubpoBas miarhopma B couuanbHoi chepe» (manee - THC
ELII) B Teuenue 1 pabouyero OHA cO MAHS €ro MNPHHATHA C IPHIIOKEHHEM
CIELYIOLIHUX CBEACHUI:

1) crpaxoBoif HOMep HHAMBHIAyaldbHOro JjuueBoro cuera (CHMIIC)
notpeburens;

2) aboHEHTCKMIi HOMep TpaxgaHuHa (3aKOHHOTO IIpeACTaBUTENA),
BBIZIEJIEHHBIH OIIEpaTOpOM IIOBHXHOMN panroTeneOHHOMN CBA3U (IPH HATHYHH);

3) cBeneHus 06 opraHe, KOTOPbIH Ha3HAYHUI MEPY COLMANbHOM MOANEPIKKH;

4) xon GromKeTHOI KnaccHbHKaIMy;

5) xom Mepr! colHansHOi moxnepxku (manee - MCII) no knaccudukaTopy
Mep COLIMaNBEHOH MOANEPIKKH;

6) xog MCII no nokanbHOI cCTeMe Mep COLMAaNbHOM MOIEPIKKHY,

7) aTa Havaya NeHCTBUSA SJIEKTPOHHOTO CEpPTU(HKATA,

8) naTa OKOHYaHMs HEHCTBUS NIEKTPOHHOIO CEpTU(HUKATA;

9) Homep kapTel MUP;

10) Timn 3nexTpoHHOrO cepTU(HKaTa;

11) kox mporpaMMEI 3JIEKTPOHHOTO CepTH(HKATa;

12) ko Buza ToBapa (paboTsl, ycryru) (naiee - TPV);

13) nannmenoBaHue TPY;

14) npenenbHas CTOUMOCTE €AUHULEI TPY;

15) xonuyectBo egunul TPY;

16) yuukaneHeli wunentudukatop peuentra B I'MIC «EMHAC PCO-
Ananusy.

9. MunnctepcTBo 3apaBooxpaHeHuss Pecrmy6nuku CesepHas Ocerhs-
Ananns, momyuuB uepes [MIC «EMUWAC PCO-AnaHus» HOMEpP 3JIEKTPOHHOTO
cepTudHKaTa, B Te4eHHe 2 pabouux qHel GpopMupyeT 3asBKy Ha KaCcCOBBIH pacxof
(nnarexxHoe MOpydeHHe), KOTOpHIM o00ecnedHBaeTCs HalpaBlieHHE NEeHEXHBIX
CPEACTB II0 JJIEKTPOHHOMY cepTH(UKaTy. 3asBKa Ha KacCOBBIA pPacxoX



(mnaTexxHOe MOpyyeHUe) nepeaaetcs B YnpasiieHue @enepaabHOro ka3HayecTsa
no Pecnybnuke CesepHast OceTus-AnaHus C UENbIO HCHOJMHEHHs 3asgBKH Ha
KaccoOBBIl pacxo (IaTexHoe MOpYUYEHHE).

10. MunncrepctBo 3apaBooxpaHenus PecmyOnuku CesepHas Ocetus-
AnanHus B TeueHue 1 pabouero AHsS CO MHA NPUHATHSA PELIEHHUs, YKa3aHHOTO B
IOoAIYHKTEe 3 mMyHKTa 7 HacTosmux IIpaBun:

1) HampaBnsfeT TrpaxIaHUHY CBeleHHA OO0 aKTHBAUH 3JIEKTPOHHOIO
cepTU(HKaTa, €ro HOMHMHAJIEe U BO3MOXHOCTSX €ro HUCIOJIb30BaHUA MJA
IpuoOpeTeHNsE MEAULIMHCKOM MPOAYKIMH 110 PELENTY C UCIO0JIb30BAaHUEM JIMYHOTO
kabuHera EnguHoro mopraja MWiIM MOCPEACTBOM  BBIAAYM  TI'PAXIAHHHY,
BKIoyeHHOMY B DepepanbHblit peructp (ero 3aKOHHOMY IIpeJCTaBUTEIIO)
BBIIICKH H3 peecTpa 3JIEKTPOHHBIX CepTH(UKATOB Ha OyMa)XHOM HOCHTEJe,
IIONMTHCAHHOH  YCHJIEHHOH KBAJU(HIHMPOBAHHOH  BJIEKTPOHHOH  IOAIHCHIO
YTIOJTHOMOYEHHOI0 Ha MOATNKCaHKUe TaKOro JOKyMEHTa JODKHOCTHOTO JIMLIA;

2) obecneunBaeT HampaBiieHHe WH(opMauuu o6 aKTHUBALUHM 3JIEKTPOHHOTO
ceprudukara us 'MC «kEMHUAC PCO-Ananus» B @enepansHelil perucTp.

11. ns mnpuobpereHUss MEOULUUHCKONH IPOAYKIMH C HCIOIb30BaHUEM
3JIEKTPOHHOTO cepTHU(HKaTa rpakAaHUH obpalljaeTcs B anTe4YHYIO OpraHH3aluIo,
3aperucTpupoBaHHyio B [ocymapcTBeHHOM  HMH(OpMalMOHHOH  cUcTeMe
anekTpoHHBIX cepTHdukaToB (ganee - ['TIC OC) u Bo PpoHT-0dhKCE INEKTPOHHBIX
cepTH(HKATOB HALIMOHATIBLHOM CHCTEMBI IUaTeXHbIX kapT (nanee - ®OC HCIIK),
KaccoBble anrapaThl Kotopoil nojkmodens! kK @IC HCIIK.

12. HudbopmupoBaHHEe TIpaxIaHWHa O HaIMYUH COOTBETCTBYHOILLEH
MEIUIIMHCKON TNpOAYKLIHH, BapHaHTaX TOProBBIX HAaHMMEHOBaHUH MeAHMUMHCKOM
IPOAYKIMH, YCIOBUSX H crmocobax OIUIaThl OCYWIECTBIAETCA AalTEeYHOMH
opraHu3anyeil Ha ocHoBaHuu monydenHoro u3z @®P JIJIO EI'MIC3 BeimucaHHOro
penenTa.

B cnyvae ’xenaHus rpaXAaHWHA OMJIATHTh MEIUUMHCKYIO HPOAYKLHIO C
HCIOJIb30BaHUEM 3JIEKTPOHHOTO cepTHU(UKaTa OH yBeAOMIIseT 00 3TOM aNTeqyHYIo
OpraHU3aIHuIo.

B ciydae ecnu CTOMMOCTB JIEKapCTBEHHBIX NPENapaToB ISl MEAMIMHCKOIO
IpUMEHEHHs, MeIUIMHCKUX H3eNIuH, a TakkKe CHelHaIN3UpPOBaHHbIX NPOIYKTOB
nedeOHOro MUTAHUA JUIs AeTei-WHBANIUAOB, NPUOOPETAEMBIX C HCIIOJIb30BaHHEM
3JIEKTPOHHOTO cepTU(UKaTa, MpeBHIIAeT NPEACeNbHYI0 CTOUMOCTh MEIULHUHCKOM
IPOIAYKLUH, YCTAHOBJIEHHYIO B 3JICKTPOHHOM cepTH(HUKaTe, rpaxaaHHH (ero
3aKOHHBIH IIpeACTaBUTENb), BKIIOYEHHBIH B DenepalbHBI DPETUCTP, BIIpaBe
OCYLIECTBHTh AOIUIATY A0 WX (paKTHUecKoHd CTOMMOCTH 3a CHET COOCTBEHHBIX
CpeICTB.

B ciyuae ecii CTOMMOCTH JIEKapPCTBEHHBIX IIpENapaToB I MEAMLIMHCKOIO
MpPUMEHEHHs, MEUIIMHCKIX H3EHi, a TaKkKe CIEelHAIN3UPOBAHHBIX MPOTYKTOB
7e4e0HOr0 MUTAHUS AN NeTei-MHBATHUAOB, NPpUOOpPETaeMBIX C HCIOJIB30BaHHEM
3NIEKTPOHHOr0 cepTu(dUKaTa, HMXE TNpefelNbHOH CTOMMOCTH MEAMLUHCKOH
NpOAYKLNM, YCTAaHOBJIEHHOH B 3JIEKTPOHHOM CcepTH(HKaTe, IpaXJaHUH (ero
3aKOHHBIA  TNIpeACTaBHTENb), BKIIOYEHHbIH B  DemepainbHbBlii  PETHCTD,



OCYIIECTBIIAET OIUIATY MO HMX (aKTu4ecKoit crommoctH. PasHuna Mexay
(aKTHYeCcKOH CTOMMOCTBIO M YCTAHOBJIEHHOH B 3JIEKTPOHHOM CEpTH(HUKATeE
IpefEeNbHOM  CTOMMOCTBIO  MENUIIMHCKOH  NPOAYKUHH TIpaXOaHHHY  He
BO3MeEIIaeTcsl.

13. Munncrepctso 3apaBooxpaHeHuss PecmyOnuku CeBepHas Ocerus-
Ananus ocymecTBiseT HH)OpPMHpPOBaHHE TIpaXAaHHHAa 00 HCIOIB30BAHHH
3NIEKTPOHHOTO cepTH(UKaTa B TedeHHe 1 pabodyero AHA CO OHA MOJYYEHHS
nHpopManuu o ¢axTe npHOOpeTeHHS TIpaXTaHHWHOM, BKIIOYEHHEIM B
QenepanbHBll  perucrp, JIEKapCTBEHHBIX TMpeNapaToB MO  MEIHIHHCKOro
IIPUMEHEHHs, MEAULMHCKUX H3JENHiA, a TaKXe CeHaTU3UPOBAHHBIX NMPOAYKTOB
neyebHOro MUTaHUS s AETeii-HHBAJIMIOB C HCIOJIE30BaHHEM 3JIEKTPOHHOTO
ceptudukara nocpeacrsom I'YIC EIII.

14. T'paxzaHuH MOXET OTKa3aTbCA OT IpHOOpeTeHHs JeKapCTBEHHBIX
IpenapaToB UL MENUIMHCKOTO IPHUMEHEHHs, MEOULUUHCKUX H3LeNui,
CHeLIMaIM3UPOBaHHbIX IMPOAYKTOB JIe4ueOHOrO NHUTAHUS Ui JeTel-WHBAJIHIOB C
HCIIONIb30BaHHEM 3JIEKTPOHHOIO cepTH(HUKaTa B TeYeHHE CpOKa ero AeicTBHs, HO
He Oosee cpoka MeiicTBHS pelleliTa Ha JIeKapCTBEHHblE IIpenapaThl JAJsd
MEIUIMHCKOIO TNPHUMEHEHHUs, MENMIUHCKUX H3JAeNuil, CIelHalu3upOBaHHbIX
HpPOAYKTOB  JiedeOHOro  NHUTaHUSA AN JAeTel-UHBAJMAOB C  IoAayei
COOTBETCTBYIOLIEr0 3asBJIEHHs, B KOTOPOM YKa3bIBaeTCs CIOCOO HamlpaBJIEHHS
rpaxigaHuHy uHbopMamu o OJOKHMPOBAaHWH  BBIAAHHOIO  JJIEKTPOHHOIO
cepTudHKaTa.

3asBneHne 00 OTKa3e OT NPUOOPETEHUS MEAMIIMHCKOX IPOLYKUIHH C
HCITOJIb30BAaHHEM 3JIEKTPOHHOTO CepTH(HKATa HOAAETC MPpaXXIaHHHOM (3aKOHHBIM
npeAcTaBUTENeM) B MHUHHCTEpCTBO 3ApaBooxpaHeHus PecmyOmuku CeepHas
Ocetus-Ananus n1u4Ho 1160 nocpeacTsoM Equnoro noprana.

3asBneHHe TMOJaeTcs B OTHOMIEHHMM KaXAOro BHAA MEAHIHHCKOH
NPOAYKIMH, KOTOpble NpUOOpETaloTcsi C  HCIOJIB30BaHHEM  3JIEKTPOHHOIO
ceptudukKara.

15. MunucrepctBo 3napaBooxpaHeHuss Pecrmybnuku CebepHas Ocerus-
Ananus B Teuenue 1 paboyero mAHs cO J{HS IOCTYIIEHUS 3asBIIeHHs 006 OTKase OT
npuobpeTeHNss MEOULUHCKOM MPOAYKIMH € HCMHOJIb30BAHUEM 3JIEKTPOHHOIO
cepTHdHKara:

1) npunumaer pemeHne 00 oTMeHe ofecredeHHs NpHOOpeTeHHs
rpaXJaHUHOM MEAUIUHCKOM INpOAYKIMHM C HCIHOJNBE30BaHMEM 3JIEKTPOHHOI'O
cepTuduUKara;

2) HampaBiseT cBefeHHs o006 oTMeHe ofecmeueHus NpHOOPETEHHS
rpaXJaHMHOM MEIULUHCKON NpPOAYKIHHM C HCIOJIb30BaHHEM JJIEKTPOHHOIO
ceprudmkara (GnoxupoBaHHe 3jekTpoHHOro ceptudmkara) B I'MC ELII ans
nocnenyomeit nepegauu B 'C 3C.

16. MunucrepctBo 3apaBooxpaHeHus Pecrmy6muku CeBepHas OceTHs-
AnaHus B TedeHHe 1 AHA co AHA OJOKHMpOBaHHS 3JIEKTPOHHOro cepTH(HKaTa
HamnpaBiIgeT TpaXTaHHHY COOTBETCTBYIOIIHE CBEACHHMA C HCIIOJIB30BaHUEM
au4Horo kabuHera EmmHoro moprana WM IOCPEACTBOM BBITAYM IpakIaHUHY,



BKJIIOUeHHOMY B @enepanbHblit peructp (ero 3aKOHHOMY IpPEeACTaBUTEIIO)
BBIINCKU H3 peecTpa JJIEKTPOHHBIX CepTHU(PUKATOB Ha OyMa)KHOM HOCHTEIE,
HNONMUCAaHHOH YCHJIEHHOM KBaJMGUUIUPOBAaHHOM 3JIEKTPOHHOH  IOANMCEHIO
YIHOJIHOMOYEHHOTI'0 Ha NOAINUCAaHUE TaKOI'0 JOKYMEHTa JODKHOCTHOTO JIMLA.

17. B cmyyae ecn¥ rpaxXaHHH IOJIY4YHJI MEIUIMHCKYIO NPOAYKLMIO B
anTevyHOU opraHu3auuK Oe3 HCIIOJNB30BaHUS JJIEKTPOHHOTO cepTH(HKaTa IO
pelenTy, B OTHOIIEHHH KOTOPOTO pacCMaTpHBAaeTCsl 3asfBJICHHE Ha IIOJy4E€HHUE
3MIEKTPOHHOTO cepTU(HKaTa WIH B OTHOIIEHHHM KOTOPOrO BBIIAH 3JIEKTPOHHBIH
ceptudukart, HHpopMalHUs O MOTyYeHUH I'paXKIaHHHOM MEIULMHCKOHN IIPONYKIMH
0e3 HCMOJIB30BaHMS 3NEKTPOHHOro cepTu(dukaTa B TeueHHe 1 pabouero nHs
orpaxaercsi B TUC «EMHUAC PCO-Ananus». B ykaszanHoM ciyyae obopmieHHe
3JIEKTPOHHOTO cepTH(HUKaTa IpeKpallaeTcs, a paHee BbIJAHHBIM 3JIEKTPOHHBIN
ceptuduKat OJIOKHpYETC.
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ITOJIOKEHHUE
0 NopsiiKe onpeneeHus NpeaeJTbHOH CTOUMOCTH eJHHHIbI OTAEJbHOI0 BHIA
TOBapa, NpHOOPETAEMOro ¢ HEMOJIb30BaHHEM 3JIeKTPOHHOr0 cepTH(HKATA,
B Pecniy6ninke CeBepHasi OceTusi-Ananus

1. Hacrosmee IlonokeHune onpenensietT NOPsa0OK ONpenesieHUs NpeaeabHoH
CTOMMOCTH  €AMHHLBI OTACNBHOTO BHJa TOBapa, IpHoOpeTaeMoro ¢
HCIOJIE30BaHUEM 3JIEKTPOHHOTO cepTH(HUKATA:

JIEKapCTBEHHBIX  IIpernapaTtoB  JJIT  MEAMIIMHCKOrO  IpHMEHEHHS,;
MEIVIUHCKUX H3ENIHit;

CHEL[MAIM3UPOBAHHBIX IHPOAYKTOB JIe4eOHOro IIMTaHUSA MJIg JieTei-
MHBAJIUOB.

2. IlpenensHast CTOMMOCTD JIEKAPCTBEHHOIO Ipenaparta sl MEAHIIMHCKOro
HpUMEHEHHUs, MEeJUIMHCKOr0 H3JeNus, CIelUalu3UpOBaHHOIO  MpPOAYKTa
Je4eOHOro MHTaHHA IJIS JOeTeH-HHBaIUIOB (majee Takxke - MEJUIHMHCKAs
HpOJAYKIHUs), TpHOOPETaeMOro ¢ KCIOJH30BaHHEM 3JIEKTPOHHOTO CepTH(UKaTa,
ompenensercs MMHHUCTEPCTBOM 3apaBooxpaHeHuss Pecnybmuku CeBepHas
OceTus-Ananus.

3. IlpenenbHasi CTOMMOCT MENHMIIMHCKOM IMPOAyKIUH, IpHoOpeTaeMoil ¢
HCITOJIb30BAaHHEM 3JIEKTPOHHOrO cepTH(HKAaTa, ONpenessercs IO pe3ylbraraM
TIOCIIEZIHEM 10 BPEMEHH OCYIUECTBJIEHHS 3aKyNKH HIEHTHYHOTO (KOHKPETHOIO)
TOBapa, COOTBETCTBYIOIIEr0 HAWMEHOBAHHUIO  MEIULMHCKOH  NPOMYKIIUH,
uHbopMalds O KOTOpOH pa3MellleHa B €AMHOM HHGOPMALMOHHOM CHCTEME B
cepe 3aKymoK, B IOpsAKE, YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM PoccHiickoi
denepanuy 0 KOHTPAKTHOH cucTeMe B cepe 3aKyIOK TOBapoB, paboT, yCIyr Ajis
obecIeyeHHst FOCYAapCTBEeHHBIX 1 MYHUIIUIIAIBHBIX HYXI.

[MocnenHeli 10 BpeMEHH OCYLIECTBJIEHHS 3aKyHKOM MEAHMLMHCKOH
MPOAYKIMHM CYUTAeTCs IIOCJIEAHsS 3aBeplLIeHHas Ipouenypa OCYIIECTBICHHS
3aKyNKH MEIUIIMHCKON IMPOAYKUIMH (3aKIIOUeHHBI KOHTpakT, 00s3aTeIbCcTBa IO
KOTOPOMY HCIIOJIHEHEI CTOPOHAMH KOHTpaKTa B IOJHOM o6beMe Ha JaTy Iohayu
rpaXIaHUHOM (3aKOHHBIM IIpeJICTaBUTeIIEM) 3asiBICHUS).

4. B cnydae ecid 3aKylka MEIUIUHCKOM NpOAYKHUH HE OCYIIECTBIIAIACE,
6o mpolieaypa OCYIIECTBIEHUS 3aKyNKH HAEHTHYHOro (KOHKPETHOIO) TOBapa,
COOTBETCTBYIOLIEr0 HAMMEHOBAaHHIO MENUIIMHCKONH IpPOAYKIHH, HE COCTOAJACH,
nu6o 3aKymka MOEeHTHYHOro (KOHKPETHOrO) TOBapa, COOTBETCTBYIOLIETO
HalMEHOBAHMIO MEIUIMHCKOM MpOJYKIIMH, OCYIIECTBIsUIach Oosee 4eM 3a TpH
roa 10 OHA TNOJaYyd TpaKIaHMHOM (3aKOHHBIM IpeACTaBUTENeM) 3asBIECHUA,
TIpefebpHas CTOMMOCTE HAEHTHYHOIO (KOHKPETHOI0) TOBapa, COOTBETCTBYIOIIETO
HaHMEHOBAaHUIO MEIMIIMHCKOW MPOAYKIUH, OIpeAeNseTcs I10 pesyJbTaTaM



IIOCTETHEN IO BPEMEHH OCYIIECTBICHUS 3aKyNKH MEIUIMHCKON IpOayKIIMH,
HHQOpMalus O KOTOpoH pasMelleHa B €AMHOW HH(OPMALHOHHON CHCTEME B
chepe 3aKymnoK, NpOBENCHHOH IIOOBIM APYrMM YIIOJHOMOYEHHBIM OpPraHOM,
pacrosIoXeHHbIM B INpenenax Tepputopun Cesepo-KaBkasckoro denepalbHOTO
OKpyTa.

5. B cimyyae ecnu 3akynka MEIUIIMHCKOH IPOAYKLHMH Ha TEPPHTOPUH
Cesepo-Kaska3sckoro ¢eepaibHOro oKpyra He OCyIIECTBIISIACE, 00 IpoHeaypa
OCYIIECTBJICHHS 3aKyNKH TaKOH MEOUIIMHCKOH IPOAYKLHH HE COCTOsIach, JTHOO
3aKyIKa TaKoM MENUIMHCKON MPOAYKIMH OCyLIecTBANAch 60jee YeM 3a TpU roaa
IO JaThl MOJA4Yd TIpakKJaHHMHOM (3aKOHHBIM IIpeJICTaBHTE]IEM)  3asBJICHHUS,
mpefenbHass  CTOMMOCTh  COOTBETCTBYIOLIEH ~ MEZHMUUHCKOM  IPOAYKUHU
ompenesseTcs Mo pe3yabTaTaM IocaeqHeN 10 BpeMeHH OCYINECTBIEHHUS 3aKyIKU
OJHOPOOHOM MEIULUHCKOM NpOAyKLHH, NpuodOperaeMod € HCIOIb30BAaHUEM
3JIEKTpOHHOTO cepTUdUKaTa, MHPOpPMaLUS O KOTOpOH pa3MelleHa B eAHHOM
HHpopManMOHHON cucTeMe B cdepe 3aKyloK, IPOBEJEHHOH JIHOOBIM
YHOOJIHOMOYEHHBIM  OpPraHoOM, pacloNIOXEHHBIM B  IIpefelaX TEeppUTOPHH
Poccuiickoit @enepanuu.

6. B cinywae ecnu 3akymnka JIEKapCTBEHHOTO Ipernapara, MeIHLMHCKOTrO
H3JENUA, a TakXkKe CHEeHATH3HPOBaHHOIO INPOAYKTa JIe4eOHOro ITHTaHHS I
JleTe-UHBAINIOB B YacTH JIEKQPCTBEHHOIO Ipernapara B Ipefenax TEpPUTOPHH
Poccuiickoit ®Depnepan¥ He OCYILECTBIANACh, 3a IPEAENBbHYI0O CTOMMOCTb
JIeKapCTBEHHOr0 Ipenapara IpUHUMAEeTCs MaKCHUMalbHOE 3HayeHHe IEHEI
JIEKapCTBEHHOTO Iperapara 1o JaHHBIM rocyapCTBEHHOI'O peecTpa NMpeaesbHbIX
OTIYCKHBIX LIEH IPOU3BOAUTENEH Ha JIeKapCTBEHHBIE IIpenapaThl, BKIIOYEHHEIE B
HiepeveHb )XU3HEHHO HeoOXOUMEIX ¥ BaKHEHINHX JIeKapCTBEHHBIX IpeNnaparos.

7. B ciy4yae ecnu 3aKymka CIEUaIH3HPOBaHHOrO IIPOAYKTa JiedeOHOro
ITUTaHUs 1Jis JeTel-WHBAIKWAOB B NpefAenax tepputopuu Poccuiickoit denepanmu
He OCYIIECTBIAIACH, 32 NPEACIbHYIO CTOUMOCTD CIIEHHaIH3HPOBAHHOIO MPOIYKTa
JeueOHOro MUTAHMA Ui AeTel-HHBaJIU0B NPUHUMAETCS IpefeabHasi CTOUMOCTh
CHENUAIU3UPOBaHHOTO NMPOJYKTa JIeueOHOro MUTaHUs — aHaJIora.




