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06 ymeepacoenuu Ilopadxa npedocmaenerus

2passcOAHUHOM 3AABNEHUA HA NONYyYeHUe

coyuanvHou yenyau no obecneueHuro

JIEKAPCMBEHHBIMU NPENAPAMAMU NSl MEOUYUHCKO20 NPUMEHEHUA,
MEOUYUHCKUMY UI0ETUAMY, A MAKICE CNEYUATUIUPOBAHHLIMYU NPOOYKMamu
JeuyebHoz0 numanus Ona demeli-uHeanuoos

C UCNONIL306AHUEM INEKMPOHHO20 cepmuguxama

u 3asnenenus 06 omkaze om npuobpemeHus

JIEKAPCMBEHHBIX NPENAPAMO8 ONIA MEOUYUHCKO20 NPUMEHEHU,
MeOUYUHCKUX U30eNUll, A MAKIHCE CREYUANUIUPOBAHHBIX
npooyxmoe nevebro20 numanus ons 0emei-uHeanuoos

C UCNONBL306AHUEM 3NIEKMPOHHOZ0 cepmuguxama

B coorBerctBun ¢ PepepanbHpiM 3akoHOM 0T 30 nmekabps 2020 roma
Ne 491-®3 «O mnpHoOpeTeHHWM OTAENBHEIX BHJOB TOBapoB, pabor, ycmyr
C HCIONB30BaHHEM 3JIEKTPOHHOIO cepTH(uKaTay, crathaMu 83, 84 KoHcTHTymH
Pecniy6muxu Kpemv, cratesmu 14, 20 3axona PecryOmuxu Kpbmm ot 19 wmrons
2022 ropa Ne 307-3PK/2022 «O6 ucnoymmuTensHbIX opranax Pecmy6mvku Kpsmvy

Coset munucTpoB Pecrry6imuku Kpsiv mocraHoBseT:

1. VYTBepauts mnpunaraemsiii lIopsfgok NpeOCTaBICHHS I'PAXKIAHHHOM
3asdBICHUSA HA NOIXyJYeHHe COLMAIBHOMN YCIyIrH no obecnedeHHio JIeKapCTBEHHBIMH
mpenapaTtamMd I MEIUIMHCKOTO IIPUMEHEHHS, MEOWIHHCKAMH H3JNeTHIMH,
a TalKe CICHUATH3HMPOBAHHBEIMH IIPOAYKTaMH JIedeOHOTO NHTAHMA [UIA JIeTEi-
WHBAIHJOB C UCIIOJB30BaHUEM JJIEKTPOHHOTO cepTH(PHKATA U 3asABIICHHs 00 OTKase
OT NMpHOOpeTeHHs JIEKapCTBEHHBIX IIPerapaToB MJIA MEJULMHCKOIO IIpUMEHEHH,
MEIUIMHCKUAX M3IENNH, a TakKe CICLHAIH3UPOBAHHBIX IPOAYKTOB JieueGHOro
MUTAHUSA I AeTeH-UHBANHIOB C UCIIONB30BAHUEM DIIEKTPOHHOTO CepTH(HUKaTA.



Ilpencenarens CoBera

Pecnybaukn Kpeim 10. TOHAHIOK




Ilpunoxenue

K IIOCTaHOBJIEHHIO

Cogeta MunuctpoB Pecniy6imxu Kps,
OT « o(-#»/ / 2024 roma Ne f j 2

Hopsaxok
NPEROCTABJICHHs IPAaKA2HHHOM 3afiBJICHHS HA MOJIyYeHHe COHANLHON yeiayru
no ob6ecneyeH o JIeKaPCTBEHHbIMM HPenapaTamMu A8 MeAHIHHCKOIro
NpHMeHeHHA, MEAHUHHCKUMH H3eIHAMH, a TAKHKe CHeNHATH3UPOBAHHBIMH
NPOXYKTAMH JIe4eOHOro NHTAHHUA [JIsl AeTeH-HHBAHAOB
€ HCMOJIL30BAHHEM 3/IeKTPOHHOrO cepTH(HKATA
H 3asiBJIeHHR 00 0TKa3e oT npHOOPeTeHHs IeKapCTBEHHbIX NPENapaToB AN
MEAHIHHCKOr0 NPUMEHEeNHsl, MEAHIIMHCKHX M3ACHIl, a TaKKe
CNeNHANTHIUPOBAHHBIX IPOAYKTOB Je4e0HOTr0 MUTAHUA JJIN AeTel-UHBAIH/I0B
€ HCIIOJIL30BAHHEM DJIeKTPOHHOI 0 cepTHPHUKATA

1. O0Me mos10KeHust

1.1. Hacrosmuit Ilopsanok pa3zpaboraH B COOTBETCTBHH C HAacTBIO 2 CTAaThH 3
@enepansHoro 3akoH ot 30 nexabps 2020 roma Ne 491-03 «O npuobperennu
OT[ENBHBIX BHIOB TOBapoB, paboT, yCIyr C HCHONB30BAaHHEM DJIEKTPOHHOrO
ceptudukata» (ganee — PenepanbHbld 3akoH Ne491-D3) u onpenenseT MOpALOK
IIPEAOCTABNICHUA IPAXKIAHUHOM 3asBJICHHS Ha MOJyYCHHE COLHAIBHOM yCIyrd 110
obecrieyeHHI0 JNeKapCTBEHHBIMH IIpenaparaMH IS MEeOULMHCKOI0 MpPHMEHEHU ,
MEIULIUHCKUMHA W3ACNMAMY, a Takke CHeHUaIM3VMpOBaHHBIMU MNPOAYKTaMHM
Jle4eOHOro MHUTaHUA IS HeTei-UHBAJIUAOB C HCIOJIB30BAaHUEM 3JIEKTPOHHOIO
cepTuduKaTa, a TaKKe 3asiBICHUSA 00 OTKaze OT NMPHOOpPETEHHS JIeKapCTBEHHBIX
NpenapaToB i MEIUIMHCKOrO MPUMEHEHHs, MEIUUMHCKMX H3JeNui, a TaKKe
CIIEI[MAJIM3UPOBAHHEIX TIPOJYKTOB JIe4eOHOro NHTaHUA IS JeTeH-HHBAJIMIOB C
HCIIOJIE30BaHHEM AJIEKTPOHHOrO cepTU(dHUKaTa.

1.2. IlpaBo Ha ImONy4YeHHE COLMATBHOH YCIOYTH MO OOeCHeYeHHIO
JIEKapCTBEHHBIMH TpenapaTaMH JAJsS MEQHLIMHCKOTO MPHMEHEHHS, MEIUIIMHCKHMU
H3IENHSIMH, a TaKXKe ClelHaJTH3UPOBaHHBIMH MPONYKTaMH J1e4eOHOro MUTaHMs JJIs
IeTeii-MHBAJIMIOB C HCIOJB30BAHMEM JJIEKTPOHHOIO CepTHQHMKaTa HMEIOT
rpaxxaaHe, yka3aHHbple B 4acTu 4 crtateu 3 PepepanpHoro 3akona Ne 491-P3,
BmodeHHble B MenepanbHpIil perucTp JMI, HMEIOUIUX -[IPaBO Ha IMOJydeHue
rocyJapCTBEeHHOH conuansHOM nomomu (nanee — denepanbHbli PErHCTp), U HE
OTKa3aBIIHECHd OT IIOJyYeHHSI COLHAIBHOH YCIYyrH 1o o0ecrnedeHHIO B
COOTBETCTBHH CO CTaHAapTaMy MEAMIMHCKOM ITOMOIIM  HEOOXOIUMBIMH
JIeKapCTBEeHHEIMH INpelrapaTaMH Ul MEIUIMHCKOrO IpUMEHEHHs B oOBbeme He
MeHee, YeM ITO IPeJyCMOTPEHO NepeyHeEM KHU3ZHEHHO HEOOXOMUMBIX U BaXKHEHIINX
JleKapCTBEHHBIX IpernaparoB, cHOpPMHUPOBAHHBIM B COOTBETCTBHM ¢ DenepalibHbIM



3akoHOM OT 12 ampess 2010 roma Ne 61-®3 «O6 obpaieHun JieKapCTBEHHBIX
CPENCTBY», O pelenTaM Ha JieKapCTBEHHEIE NpenapaTsl, METHUUHCKHMH H3IETHSIMU
Mo peuentaM Ha MEAUNMHCKHE H3ACIMSA, a TaKkKe CHeHHAIM3HPOBAHHBIMH
IIPOJYKTaMH Jie4eOHOro MHMTAaHHMA JUI JeTei-UHBaNMIOB (Jajee — CcOIMaIbHasd
yciiyra), B TOM YHCJIE C HCIIO/Ib30BAHHEM EKTPOHHOTO cepTHhHUKATA.

2. HpeIIOCTaBJleHHe rpaxKAaHUHOM 3asIBJICHHSI HA MOJIy4YE€HHE COLHAJILHOH
YcCiayra ¢ HCnoJib30BaHUEM 3JIEKTPOHHOI'O cemebmcaTa

2.1. 3asdBneHHe Ha MNONyuYEHHE COLMAIBHOM YCIAYrH C KCIOJB30BAaHHEM
SNEKTPOHHOro cepTudHKaTa (falee - 3asBIeHUE) MNOAAETCA IPaAXTAHHHOM,
BKIIOYEHHBIM B DelepalbHBIA perHcTp (ero 3aKOHHBIM MpEACTaBHTENEM) B
MuHuctepcTBo 3apaBooxpaHeHHs Pecrmy6muku KpbIM, B OTHOMIEHHH Ka)XIOro
Ha3HAYEHHOrO0 [10 peUeNnTy JIEKapCTBEHHOro Iperiapara UIs MEIULHCKOro
IIPUMEHEHH, MEIHLIMHCKOrO H3/eJIHs, ClIENHAIM3HPOBAHHOTO MPOAYKTa Jie4ebHOoro
NMTaHUA 1A JeTed-HHBaIUIOB 110 GopMme cornacHo IIpuioxeHuto 1 k HacTosAEMY
Ilopsanky.

3astieHHEe MOXET OBITh HalpaBIeHO B MMHHHUCTEPCTBO 3IPaBOOXpPaHEHHs
Pecnybnmuxu KpelM ¢ ucnons3oBanueM  ¢QenepalibHOM  rocyIapCTBEHHOM
uHpopMalMOHHOH  cucreMbl  «EfuHbBIf mopranm  rocygapcTBEHHBIX U
MYHHIHUTIATBHBIX YCIYT (QYHKIUN)».

2.2. 3asABieHHE JOJKHO comepiKarh CICAYIOIIHUEC CBEACHHUA !

1) damunus, uMs, OTYECTBO (MPH HAJIUYMH) IpaKIaHHWHA, BKIIOYEHHOIO B
®enepanbHbIi perucTp;

2) agpec perMcTpalliy rpaKAaHHHa, BKIIoueHHoro B DenepalbHblil peructp,
10 MECTY >KHTEIbCTBA HIIH 110 MECTY ITpeObIBaHNUA;

3) crpaxoBoii HOMep WHIUBHAYAIBHOrO JIMI[EBOrO CYeTa TIpaXKIaHWHA,
BKIIOYeHHOro B PDenepanbHblii perucTp B cucreMe 00A3aTENFHOTO HMEHCHOHHOTO

CTpaxOBaHH;
4) HoMep moJiuca 06543aTeNBHOr0 MEAUIIMHCKOIO CTPaxoOBaHUS;

5) aGoHeHTCKUN HOMep rpakJaHuHa, BKIOYeHHOro B MenepayibHbIH perucTp
(ero 3aKOHHOTO TMPEACTABUTENS), BBIJSNCHHBIH ONEpaTOpoM  MOJBHIKHOI
panuoresieOHHOH CcBs3U (IpY HAIUYUH);

6) HOMep HAUHWOHAIHHOrO IUIATEXXHOI'O HHCTPYMEHTa TrpakllaHHHA,
piorioueHHOoro B depepalbHbI perucTp (ero 3aKOHHOIO HJIH YIOJIHOMOYEHHOIO
IpeACTaBUTEIN);

7) HOMEp penenTa.



2.3. MunucTepcTBO 31paBoOXpaHeHust Pecrmy6nuku Kphim OCYUIECTBJISET
[IPOBEPKY: '

1) Hanuuua MHQOPMAIMH O JHIE, YKa3aHHOM B 3asBICHMH, B KauyecTBe
HOJTy4aTeNs COUHaNbHOM ycayry, B @efepanbHOM perkcTpe;

2) HoMepa pelenTa Ha JIEKApCTBEHHbIE MNpenapathl JUIL MEIUIMHCKOTO
NPUMEHEHUA, MEJULUHCKME W3JENHA, a TaKKe CIeLHalH3UPOBaHHBIE MPOLYKTHI
ne4eOHOr0 TMWTaHWA JUIs  JeTeH-HHBAIHZOB B €IMHOM IOCYHapCTBEHHOIM
HHPOPMALHOHHOH cHcTeMe B cepe 3apaBOOXPaHEHHUS.

- 3. IlpeaocTaB/ienune rpaskIaHHHOM 3asiBJieHHA 06 oTKa3e OT npHoGpeTeHus
JIEKAPCTBEHHBIX NPENapaToB A MEAHNHHCKOrO NpUMeHEHHs, MEAHIHHCKHX
H3JEJIHH, 2 TAKKEe CTICHHAIH3HPOBAHHbIX POAYKTOB JieueOHOro NUTANHA AJSA

JAeTeH-HHBAJINIOB C HCNOIb30BaHHEM JIEKTPOHHOTO cepTHPHKATA

3.1. I'paxxnanuH, BKMOYeHHBIH B DefepabHbI PerucTp, BIPaBE OTKA3aTHCS
OT NPHOOpETEHHUs JIEKapCTBEHHBIX IPENapaToB IS MEJUIMHCKOrO MPUMEHEHHS,
MEIULIMHCKHX H3JENHH, a TaKkKe CHeHUATM3UPOBAHHBIX IPOAYKTOB Je4eOHOro
MIUTaHHUA Ui JETEH-UHBANMIOB C UCIONB30BAHMEM JIEKTPOHHOTO cepTH(dUKaTa B
TEYEeHUE CpOKa ero peicTeusi, HO He Oonee cpoka JAeHCTBHS penenta Ha
JIEKapCTBEHHBIE IIperaparbl IS MEAMIHHCKOrO IpPHUMEHEHHS, MEIUIMHCKHE
H3[EeJIUA, a TAaKXKe ClIeUaTU3UPOBaHHbIE ITPOAYKTHI JIeUeOHOTO MUTAHUS JJIS AeTEH-
MHBAJIMJOB, B OTHOLIEHHM KaXKIOr0 HA3HAYCHHOro IO peLenTy JIEKapCTBEHHOro
mpenapara IUIi  MEJMUOMHCKOIO  NPUMEHEHHs, MEIHLHUHCKOrO  U3JICIHS,
ClIeHAIM3UPOBAHHOTO IPOAYKTA JIeYeOHOr0 MUTAHUS JUIS AeTe-HHBAIHJIOB.

3.2. 3agBinenne 06 oTKase OT MPHOOPETEHHUs JIEKAPCTBEHHBIX MpenapaToB s
MEIHITHHCKOIO TIpUMEHEHHS, MEIHUIHHCKHX W3OEITUH, a TaKxe
CIEIHANM3UPOBAHHBIX TPOLYKTOB JieueOHOrO MHUTaHUSA IS JETeH-HHBAJIUIOB C
HCII0JIF30BaHUEM D3JIEKTPOHHOrO cepTHHKara (Jajee — 3asBileHHe 00 oTKaze OT
[IpHOOpETEHHs) TMOAAaeTcs TIpaXJaHUHOM (ero 3aKOHHBIM I[IPEACTaBHTENIEM) B
MunucTepcTBo  34paBooxpaHeHus Pecrny6invku KpeiM mo ¢opMe cornacHo
ITpunoxenuto 2 k HacToswemy Ilopsaaky.

3agBnenue 06 oOTkaze OT NpHOOpeTeHHA MOXeT OBITh HaIpaBlicHO B
MuHucTepcTBO 3ApaBooxpaHeHus Pecnyonuku KpeiM ¢ Hcnonb3oBaHueM
denmepansHOit rocyrapcTBeHHON HHpopmanuoHHON cucTeMbl «EnuHBIE Nopran
rOCyIapCTBEHHBIX ¥ MyHHUIIUNANBHBIX yCIIyT (PyHKIM)».

3.3. Ha ocHOBaHHH 3asBICHHA IpakKgaHuHa (ero 3aKOHHOTO MPEeICTaBUTEIIN)
MununcrepcTso 3apaBooxpaHeHus PecnyOmmuku KpeiM B cpok, He mo3jHee
cnexyiomero pabodero HHS IOci€ MOJNYy4EHUS TAKOrO 3adBIICHHA, C LIEJBIO
OCYLIECTBJICHHS. BHECEHHS HM3MEHEHHs B paHee CO3JaHHYIO 3alHCh 3JIEKTPOHHOTO
cepTU(HKaTa HOCPEACTBOM CHCTEMBI  MEXBEJIOMCTBEHHOIO  3JIEKTPOHHOIrO



B3aMMOJECHCTBMSI IIEPENAET B TOCYAapCTBEHHYI0 HHOOPMALMOHHYI0 CHCTEMY
«EnuHas UeHTpanu3oBaHHas M@poBas IiarhpopMa B COUHMANBHON chepe» s
rocienyromed mepexadyn B [oCymapcTBeHHYI0 HHOOPMALMOHHYIO CHCTEMY
DJIEKTPOHHBIX CEPTHGHUKATOB B YCTaHOBJIEHHOM I[OpAAKE CBEJEHHS 00 oOTKaze
rpaXxJaHvHa, BKMO4YeHHOro B DefepanpHbIi perucTtp, OT MpPHOOpeTEHHs
JIEKApCTBEHHBIX MpenapaTroB i MEIULMHCKOrO [PUMEHEHHH, MEeIHLMHCKHX
H3AENUM, a Takke CHELUATH3UPOBAHHBIX MPOAYKTOB JiedeOHOTO NHMTAHHMA IS
JieTe-HHBATHIOB C UCIIOJIB30BaHHEM 3JIEKTPOHHOIO cepTHHUKATA.



[Ipunoxenue 1

K IMopsinky [IpeaOCTaBJICHUs
TPaXAaHHHOM 3asABIE€HHA Ha IIOJIy4YEHHE
COLHANBHON yCIyrd Mo obecrne4yeHuIo
JIEKapCTBEHHBIMH  IpenapaTtaMy  Jyid
MEIULUHCKOI'O NpUMEHEHHA,
MEIHLMHCKMMHA H3JEIIHAMH, a TakKxe
crie{Manu3upOBaHHBIMH MPOAYKTaMH
JeyeOHOro  NHTaHHA  JUId  JleTeii-
HHBaJIUOB c HCIIONB30BaHHEM
3JIEKTPOHHOIO CEpTH(QHUKATA M 3asBICHUS
06 OTKaze oT npuobpeTeHus
JIeKapCTBEHHAIX IpenapatoB s
MEIULIMHCKOro IIPUMEHEHHS,
MEOUIMHCKUX  M3AEeNHH, a  TaKke
CrieliMaIu3UPOBAHHEBIX IIPOYKTOB
Je4ye6HOro NUTaHUS  JUIL  JeTei-
UHBAJIKJIOB c HCIOJIB30BaHUEM
BJIEKTPOHHOTO cepTH(}HKATa

3asiBaienue
Ha MoJiyYeHHe COIHMAIBHOH YCIIyry o o0ecne4eHHI0 JIeKaPCTBEHHbIMHU
npenapaTamMu AJIs MeJIHIHHCKOro NPAMeHEeHHsl, MeIMUHHCKHMH H3JAC/IHSIMH,
a TaKkKe CHeHAJTH3HPOBAHHBIMH NPOJYKTAMH JIe4eGHOr0 MHTAHHS
AJisi AeTel-HHBAJIMAOB ¢ NCMOJIH30BAHHEM 3JIEKTPOHHOIO cepTHPHKATA

B MHHHCTEpPCTBO 3APaBOOXPaHEeHHS
PecnyGiuku Kpoim

r. Cumdeponons, np. Kuposa, 1

(bamunun, ums, omuecmeo (npu Hanuwuw) 2parcOaHUNHA, 8xNI0YeRHO20 8 PedepanvHutii pezucmp)

(adpec pezucmpanuu Zpaxcoanuna, GKNo4enHo20 6 Pedepanvhblil pezucmp, no MECMY JCUMENbCMBA UNU no Mechy
npeburganus)

(cmpaxo8oil Homep UHOUBUOYANLHO20 IUYEE02Q CHEMA 2PANCOAHUNA, GRIIOYeHH020 8 Dedepansnuiil peucmp &
cucmeme 06R3aMeNbHO20 NEHCUOHHOZO CMPAX0BAHUR)

(Homep nonuca obsizamenbHO20 MEOUYUHCKO20 CIPAXOBAHUR)

(abonenmckuil Homep 2padcOaHUHA, BKNIOYEHHO20 8 PedepansHeill pezucmp (e20 3aKOHHO20 npedcmasumens),
8b10eNeHHbIT OnepamopoM ROOGUIICHO paduomenepoHHOY cGa3u (npu Hanuwuu))



«

(HOMep HAYUOHANLHOZ0 NIAMENCHO20 UHCIMPYMEHMA ZPANCOAHUHA, BKAIOYeHHO020 6 Pedepanshutii pecucmp (e20
3QKOHHO20 UNU YNORHOMOYEHHO20 npedcmagumens))

(nomep peyenma)

» 20 _ 2

(nodnucs)



Ipunoxenue 2

K Ilopsiaky npenocraBiieHHS MpaXKHaHMHOM
3ajdBJIEHUS Ha MOJNy4YeHHE COLHAIbHOH
YCIYTH 1o obecrnedeHuio IeKapCTBEHHBIMU

npenaparaMmu JJIA MEIHIHUHCKOro
IIPpHMCHEHHUA, MEIUIHHCKHMH H3ICIIUAMU,
a TaKXE CHICIHAJIU3UPOBAHHBIMHU

OPOAYKTaMH JiedeOHOro MHTaHHs JUIA
JeTeli-HHBAJIMAOB C  HCHOJIE30BaHHEM
3NIEKTPOHHOTO CepTU(HKATa M 3asABJICHUA
006 OTKaze oT npuobpeTeHus
JIeKapCTBEHHBIX npenaparos bl €
MEAULUHCKOrO MPHMEHEHHUS, MEAULIMHCKHX
U3JENUi, a TaKke CHeLHATM3UPOBAHHBIX
IPOAYKTOB JiedcOHOro MUTaHUA IS JieTe -
UHBAJIUIOB C MCIIOJIE30BaHUEM
9JIEKTPOHHOIO CepTH(HKATa

JasBenne
00 oTKa3e oT NpHOGpPeTEeHHUs JIEKAPCTBEHHBIX IPENaPATOB AJIs MEJHLHHCKOr0
NpHMEHEeHHS, MeHITHHCKHX H3[eJIHi, a TaK)Ke CIelHATHIHPOBAHHBIX
NPOXYKTOR Je4eGHOr0 MUTAHMS AJH AeTeii-HHBAJIHIOB ¢ HCIIOAb30OBaAHHEM
3JIEKTPOHHOTO cepTHdHKaTa

B MHHHCTEpPCTBO 3ApaBOOXPaHEHHA
Pecnybiuxu Kpbim

r. Cumdeponous, np. Kuposa, 1

(amunus, ums, omuecmeo (npu Hanuuuy) epa’icOaHUHa, exniodenHo2o ¢ Pedepansiblii pezucmp)

(adpec pecucmpayuu zpadicoanuna, exkniouenno2o 8 edepanvHuili pecucmp, O MECMy JHCUMeNbCMEa Wik 1O Mecmy
npeboigarusn)

(cmpaxosoii Homep UHOUBUOYANLHO20 IUYEBO20 CHEMA 2PANCOAHUNA, BKNIOUCHHO20 8 Dedepanvhblii pezucmp 6
cucmeme 0bA3amenbHO20 NEHCUOHHO20 CIIPUX08AHUS)

(pexsusumer anexmponHo20 cepmupuxama)

OTKa3bIBalOCh OT IPHOOPETEHHUS JEKapCTBEHHBIX IIpEapaToB AJIS MEIUIHHCKOIro
IPUMEHEHUs, MEIUIUHCKHUX HM3AENUi, a TakXe CIEeIHAIU3UPOBAHHEIX NPOAYKTOB
neye6HOrO MHTaHUA JUIA JAeTeH-HHBAJIUAOB C HCIIOJIF30BAHUEM IJIEKTPOHHOIO
cepTudukara.
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