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IIPABUTEJILCTBO ACTPAXAHCKOM OBJIACTU
ITIOCTAHOB/IEHUE

27.02.2026 Ne 4911

"06 OT/AEJbHBIX BOIMpPOCaX HpHOﬁp;lTeHHﬂ JIEKapCTBEHHBIX NPENapaToB AJIS Me-
AUUHHCKOTO NIPHMEHEHHA, METUITHHCKHX H3EIMH, CHEeIHATH3HPOBAHHBIX [PO-
AYKTOB JICYEOHOrO IMMTAHHA JUIA ACTeH-HHBAIHIOB C MCMONB3OBAHHEM IJTEK-
TPOHHOrO cepTHHKATA

B cooTBercTBEE ¢ MenepanbHbIM 3aKOHOM OT 30.12.2020 Ne 491-@3 «O npuob-
PETCHHH OTAENIBHBIX BMAOB TOBApOB, paboT, YCIYT ¢ HMCIOIb30BAHUEM OSJNEKTPOHHOIO
CepTH(HKaTay, IpuKa3oM MHHHCTepcTBa 3apaBooxpanenus Poccuifckoit ®enepaunu ot
02.11.2024 Ne 5961 «O6 yTBepMIeHHN METOAMYECKHX YKA3aHHil MO OCYLIECTRIIEHHIO
HCIIOJIHUTENBHBIMA OpranamMu cybnexToB Poccufickoii depepaunm nepefaHHLIX MOTHO-
MOYMH 110 OpraHu3aluu obecTicyeHHs rpaXkiaH, BKIIOYEHHBIX B (DeepanbHblil perucTp
JM1l, UMEIOUIMX IIPaBO Ha HOJy4Y€HHE rocyJapCTBEHHOH COLHanbHOH MOMOLUH, JeKap-
CTBEHHBIMH [IpeNapaTaMH A1 MEIHMLEHCKOrO NPUMEHEHHUS, METHITHHCKAME W34~
MH, a T3KK€ CINCHHAIM3IHPOBAHHBIMH NpPONYKTaMH lle4eOHOro MHUTAaHHA ANA AETel-
MHBAJTHIOB, B TOM YHCJIE C HCIIONb30BAHUEM IEKTPOHHOTO CEPTHMKATAY
IIpaBrTrennctBo AcTpaxanckoit o6macru IIOCTAHOBILAET:

1. YTBepauTs npunaraeMeie:

- Tlopsinok mojauH 3af4BNEeHUs Ha NpHOSpeTeHHe HasHAYEHHBIX IO PelEnTy Je-
KapCTBCHHBIX IIpeNaparoB 11 METHUIMHCKOrO NPHUMEHEHWA, MEIUIMHCKHX H3IENHUiA,
CHECUHANU3APOBAHHBIX MPOXYKTOB JIe4eOHOTrO IMUTAHHA [yl AcTeH-HHBAIMIOR C UCIIONE-
30BaHHEM JIEKTPOHHOTO CEPTHDHKATA;

- [TopAnok ompenenenus NpeAeAbHON CTOMMOCTH €IMHHLEI OTACIBHOIO BHAA Jie-
KapCTBEHHOI0 Mpemaparta JI1 MEGUUMHCKOTO MPpUMEHEHHS, MEOUIHHCKOrO H3NENHM,
COEUHATH3UPOBAHHOTO NPOAYKTA JIe4e0HOro MATaHUA I JeTeH-HHBAIUAOB, IpHOOpe-
TaC€MbIX ¢ HCHQ/Ib30BaHHEM IEKTPOHHOTO CEpPTH(UKATA.

2. OnpenenyTs  yHOTHOMOYCHHBIM HCIIOIHMTENBHEIM OPraHOM ACTpaxaHCKoiH
00J1aCTH MO OpraHM3alMH NPHOOPETEHUsS JIEKAPCTBEHHBLIX MPENaparoB IS MeTHIHH-
CKOro MpHMEHERHA, MEJNIHHCKHX H3[IC/IHH, a TAKKE COCHHATH3HPOBARHHEIX MMPOIYKTOB
ne4eGHOTO MUTAHMS JUIA JeTelf-HHBAIMIOB C HCTONB3OBAHHEM IEKTPOHHOTO CepTUDH-
KaTa MHHHCTEPCTBO 3pasooOXpaHenns AcTpaxaHckoif odiacTu.

3. IlocTaHOBNEHHE BCTyMaeT B CUITy CO OHA €ro OQHIMANBHOTO OMyOIMKOBaHHAA.

Buue-ry6epHarop — npeacenarein Ynpasnesne
ITpaBuTenncTBa AcTpaxasckoil oOactTu ROKYMEHTALMORHOrO H.A. Adanacsen

oBecneveuun
W XOHTPONA




YTBEPX/IEH
NMOCTaHOBIIEHHEM
[IpaBuTenbcTBa
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Hopaznoxk
NOJIa4H 3asABIICHUA Ha pHoOpeTeHHe Ha3HAYEHHBIX 10 pelenTy
JIeKapCTBEHHBIX NPenaparoB IS MEAHIIMHCKOTO IIPUMEHEHUN, MEAMITMHCKHX
U3AENHH, CHEeHANTH3HPOBAHHBIX TPOAYKTOB JIe4eOHOro MUTaHHsA
IU1s JeTeH-MHBAHAOB ¢ HCIIONB30BaHHEM NIEKTPOHHOTO
ceptudukara

1. Ilopsanok nopavun 3asBIcHHS Ha IMpHOOpeTeHHE Ha3HAY€HHBIX IO PEIENTy
JMSKapCTBEHHBIX NpenapaToB Ui MEAMIMHCKOr0o NMPHMEHEHHs, MeANLIHHCKHAX H37ie-
JIMi, COCUUATH3UPOBAHHLIX POAYKTOB NedyeGHOro MUTaHus JJIs NeTeH-HHBANHIOB C
HCTIONE30BaHUEM 3JIEKTPOHHOro cepTuduKkara (nanee — [lopsnok) onpenenser mpa-
BHJIa FIOJIa4H TPaXKIaHaMK U3 YHC/IA KaTeropHid, yCTAHOBIEHHBIX YacThio 4 CTaThH 3
®enepansHoro 3akosa ot 30.12.2020 Ne 491-®d3 «O npuoGpereHHH OTAEIBHBIX BH-
JIOB TOBapoB, paboT, YCAYT ¢ MCIONB30BaHMEM 3JICKTPOHHOrO CepTH@UKaTa», Mmpo-
XHUBAIOIUMH Ha TeppuUTOpHu AcCTpaxaHCKOM 00IacTH, cBelleHHN O KOTOPBIX BKIIIO-
qeHbl B PenepanbHblil pEriCTp NHL, HMEIOLIMX NPaBO Ha HONMy4YeHHe TocyapCTBeH-
HO¥M COLHANBHOH NOMOILH (Tanee — PenepanbHbIH PETHCTp), H HE OTKa3aBIIMMHUCH OT
NONMY4YeHU:A TOCYIAApCTBEHHOH COLMANbHOM MoMOMM B BuAe Habopa COLMAaNBHBIX
YyCOYr B YacTH COLMANBHOM YCIyrH, mNpegycMOTpeHHO#H myHkToM 1 dwactm 1
crated 6.2 MepepansHoro 3akoHa ot 17.07.99 Ne 178-®3 «O rocynapcTBEeHHOH
COLMATBFHON NOMOLIM» (Aanee — 3aABUTENh, COLHMANBHAA yCAYTa), 3asdBJIEHAA Ha MIPH-
oOpeTeHne JIEKapCTBEHHBIX NPEapaToB IS MEAMLUHCKOrO NPUMEHEHHA B obbeMe
He MeHee, YeM 3TO NPeJyCMOTPEHO MepevHeM XHU3HEHHO HeoOXOAMMEIX H BaXKHEH-
IIHX JIEKAPCTREHHBIX MPENnapaToB, COPMHUPOBAHHEIM B COOTBETCTBHM ¢ Penepann-
HbM 3aK0oHOM 0T 12.04.2010 Ne 61-®3 «O6 obpainieHuy 1eKapCTBEHHEIX CPEICTBY,
IO pEIENTaM Ha NEeKApCTBEHHBIE Npenaparsl, MEOULIMHCKHAX H3AENHH 10 peLenTaMm
Ha MEOHIMHCKWE W3[eNus, a Takke CIEIUAIH3NPOBAHHBEIX  IPOAYKTOB
ne4eDHOTo MUTaHWA M JeTei-MHBAIWMIOB, onpeaeisemsix IIpasutensctBoM Poc-
cuiickoi Pefepallid B COOTBETCTBHH ¢ MyHKTOM 1 uacTi 1 cTathu 6.2 @enepanpHo-
ro 3axoHa ot 17.07.99 Ne 178-®3 «O rocyapcTBeHHOH colanbHON ImoMomm» (Ia-
nee — JEKAPCTBEHHBIE MpenapaThl, MEAHLIMHCKHE H3IENHsA, ClelMali3HpOBaHHEIC
NPONYKTH Ne4eOHOro IMTaHWs), C MCIONB30BaHMEM 3JIEKTPOHHOTO CEPTH(QHKATa,
a Taxxke 3adBIeHMA 00 oTKase OT npHOOpeTeHHs JeKapcTBEeHHBIX IIpernapa-
TOB, MEIMUMHCKUX H3ACIHH, CIEUHATH3UPOBAHHEIX IIPOAYKTOB JIe4eOHOTO
NATaHHS C HCTIONB30BaHUEM HIEKTPOHHOrO CEpTU(UKATa (Aanee — 3adBICHHE 0D OT-
Kaze).

2. OunaHCcoBOe obecreyeHre IMEKTPOHHEIX CEPTHGHKATOB OCYIIECTBIAETCS 34
CYET CPEACTB, PEIYCMOTPEHHRIX 3aKOHOM AcTpaxaHckoit oGnacty o 6romkere Act-
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paxanckoil obnacty, B popMe cyOBeHUHH H3 demepansHOro OlOMKeETa Ha COOTBET-
CTBYIOIUHH IOJl Ha OKa3zaHWe rpaxjaHaM, BKMO4eHHEIM B DefepalbHbIi perucTp,
COLIMAIbHOM YCIYTrd B NpefieNiaX THMHTOB OIO/KETHBIX 00A3aTeNbCTB, KOTOPHIE A0-
BOOATCS MHHHMCTEPCTBY 3ApaBOOXpPaHEHMA ACTpaxaHCKOH oOnactu (fanee — MHMHH-
CTEPCTBO) Ha 1ieJIH, YCTaHOBNEHHEIe MyHKTOM 1 Hactogiero Ilopsaaxa.

3. T'onoBoit 06BEM CpPELCTB, Ha KOTOPHIH 3asBHTENs MOXET IOMYYHTh JIeKap-
CTBEHHRIE IpErapaThl, MEAMIHHCKUE H3AETIHS, CTIEIMaIM3HPOBAHHEIE TIPOXYKTHL Jie-
4eOHOro NMUTaHKUs, ONPeNeNIeTCS UCXOAS U3 HOPMATHBA PUHAHCOBBIX 3aTPaT B MeCAL
Ha OAHOIO rpaXiaHWHa, BKIIOYEHHOro B (PejepanbHBli perucTp, MOIY4aroLUero
roCyJapCTBEHHYHO COLMANLHYIO NOMOLIs B BHAE COLMAlbHOH YCIYTH, YCTAHOBIICH-
Horo IlpaButensctBoM Poccuiickoit @enepaunu.

4. C Hcronb30BaHHEM 3IEKTPOHHOrO CepTH(QHMKATA MOTYT IpHOGCpETaThCs
Ha3Ha4eHHbIE MO pElENTy JIEKapCTBEHHbIE TIpenaparhbl, MEAUIIHHCKHE H3AEHs, clie-
UHAM3HPOBAHHBIE TPOXYKTH Je4eOHOrO IHMTaHHN, BKIOYEHHBIE B IIEPEYEHb,
YTBepXACHHEIH IpaBOBEIM aKTOM MHHHCTEPCTBA.

5. Jlns nomy4eHUs JEKApCTBEHHBIX MpENaparoB, MeIMIIHHCKMX W3eAui, ciie-
OUaTH3HPOBAHHAIX NPOAYKTOB J1€4e0OHOr0 MUTAHHS C HCIIONB30BAHHEM 3IIEKTPOHHO-
ro cepTHUKaTa 3a9BUTENS (IPEACTABHTENRD 3aABUTENS) MIPEACTABISET B MHHHCTED-
CTBO CNOCOGOM, YKa3aHHEIM B IyHKTe 6 HacTosAwero ITopsaxa, 3asBleHHE Ha PHO6G-
peTeHHe Ha3HAUeHHAIX 10 PELENTY JIEKapCTBEHHEIX IPENapaToB OJIA MEAULMHCKOTO
NpHMEHEHHA, MEAMIUHCKHX M3JCIIUMH, CIeHHaANTH3HPOBaHHbIX POAYKTOB AeYyeOHOoro
NUTaHHA 1% JeTed-HHBAJIHAOB ¢ MCHOJIb30BAHHEM DJIEKTPOHHOIO CEpTH(QHMKATA TIO
dopme cornacHo npunoxeHnio Ne 1 x Hacroamemy [opsaaky (naee — 3agBleHHe) B
OTHOLIEHHMH KaXI0ro HasHAuYeHHOTO I10 pellenTy JeKapcTBEHHOTO Npenapara, Me/Iu-
IUHCKOIO M3IENHus, CIENHANH3HPOBAHHOIO MPOXYKTa IeYeOHOro MUTAHHMS, 8 TakKe
CHeYIOLHE NOKYMEHTHI:

- CBHIETENBCTBO O POXKIEHMH 3asBHTEN, He JOCTHTLIEro Bo3pacta 14 nert, u
€ro HOTApHABHO YIOCTOBEPCHHBIN IIEpeBOJ Ha PYCCKMH fA3bIK (B CNy4ae BBIAAYH
CBHIACTENBECTBA O POXACHHH 3adBHTENIA KOMMETEHTHHIM OPraHOM HHOCTPaHHOIrO
rocynapcTsa);

- OOKYMEHT, NIOATBEPX A0 IpoXuBaHHe 3aABUTENS Ha TepPUTOPHM ACT-
paxaHcko# obnacTH (Zoropopa HaiiMa, apeH/Ib], TIOJIB30BAHMS KHIIBIM TTOMEILEHUEM)
(B cy4ae OTCYTCTBMS pErHCTpallul 3asBHTENs HA TEPPUTOPHH ACTpaxaHCKOMH obna-
CTH).

6. 3asBieHMe M JAOKYMEHTEHI, yKasaHHBIE B IyHKTe 5 Hactosiuiero Ilopazxa
(nanee — HOXyMEHTEI), NPEACTABIAIOTCA B MMHHUCTEPCTBO ONHHM M3 CHEHYIOLIHMX
Coco00B:

- B 3JIEKTPOHHOM BHIE ¢ HCMOIB30BaHHeM deaepanbHON rocyRapCTBEHHOH
HHGOPMALIKOHHOH cHCTeMBbl «EAMHEIA mopTai rocyaapCTBEHHBIX ¥ MYHHIMITANLHBIX
yeayr (@yHKumi)» (nanee — equHbIH nopran) (IpH HAIHYMM TeXHUYECKOH BO3MOXK-
HOCTH);

- JIM4HO.

7. B cimy4yae nonauu 3aABJIEHUA H JOKYMEHTOB IIOCPELCTBOM €AMHOIO MOpTaia
dopmupOBaHHE 3a4BICHUA OCYLIECTBIAETCA IIyTEM 3AMOTHEHHA WHTCPAKTHBHOM
($opMEI Ha eJHHOM Topraie 6e3 HEOOXONMMOCTH JOMOHUTENBHON MOJaYH 3asdBiIe-
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HMA B Kakoif-nu6o MHo# ¢opme. Yka3aHHOE 3aiBIEHHE TIOJANHCHIBAETCA MPOCTOH
3IEKTPOHHOH moAnUchio. JIOMycKaeTcs MCIONB30BAHKE YCHJIEHHOH KBAIH(QHIMpO-
BaHHOH 3NeKTpPOHHOH noxmucu. JJOKYMEHTHl HalpaBIAIOTCS B BHAE 3JIEKTPOHHBIX
06pa30B.

8. B ciyvae momavuy 3asABleHHMS ¥ JOKYMEHTOB JIMYHO 3aABMTENbG (IpeICTaBH-
TENb 3a4BHTENA) TAKOKE NPEACTABIAET JOKYMEHT, YAOCTOBEPRIOIMHA ero JHYHOCTE B
COOTBETCTBHH C 3aKOHOAaTeNsCTBOM Poccuiickoii ®enepaituu.

B cmygae mopmauu 3asBieHMS H JOKYMEHTOB NpeACTaBUTENEM 3aiBHTENS OH
AONOIHHTENLHO NPECTABIAECT JOKYMEHT, TOATBEPXAAI0MUHA NOJIHOMOYHE IpPEHCTa-
BHTENA 3a8BHTENA.

JIOKyMeHTB!, IpeACcTaBIeHHbIe B MUHUCTEPCTBO JIHYHO, B TOM YHCIIE JOKYMEH-
THl, YKa3aHHble B a03allax NepBOM, BTOpPOM HACTOAINEIO IIyHKTa, NpeACTaBIIAIOTCH
BMECTE€ C OpMI¥HalaMH i MPOBEPKH NpPEeACTABICHHBIX KONHH Ha COOTBETCTBHE
OpHIrMHaNaM 100 B 3aBEepeHHOM BHAE B COOTBETCTBHH C 3aKOHOHaTeNbcTBOM Poc-
cuiickoit Qenepauun. B cayyae npencTaBieHHs JOKYMEHTOB, YKa3aHHBIX B HAacTOf-
IieM ITyHKTe, B BUJIe KOIIHii, 3aBepeHHEIX B COOTBETCTBHHM C 3aKOHOAATeNbCTBOM Poc-
cuiickoit denepaiuu, MpeACTaBIeHNE OPHTHHANIOB COOTBETCTBYIOIMX JOKYMEHTOB
He Tpebyercs.

9. MUHHCTEPCTBO B A€HB MOCTYIUIEHMS 3aiBJIEHHMS H AOKYMEHTOB PEIHCTPH-
pyerT HX, MpoBepseT Ha KOMIUIEKTHOCTh ¥ COOTBETCTBHE TpeOOBaHUAM, YCTAHOBIIEH-
HBIM IMyHKTaMmu 5, 7 Hactosero [lopsazaka (B cmyvae monadu 3asaBiieHdsA H JOKyMEH-
TOB 4epe3 eOMHBIA NopTai), lIyHkTaMH S, 8 Hacrosmero [lopsaxa (B caydae nmogayu
3adBIeHHA ¥ JOKYMEHTOB JIHMYHO) M 10 pe3yIbTaTaM IPOBEPKH:

- B ClTy4ae Npe/JCTaBlIeHHa HENOJHOTO NaKeTa JOKYMEHTOB H (HIH) HX HECOOT-
BeTCTBHA TpeOOBaHMSAM, YCTaHOBNEHHBIM TyHKTamu 5, 7 Hactosmero [lopsaxa (B
cAy4ae MOAa4H 3aABJIEHHA W JOKYMEHTOB Yepe3 eIWHBIH NOpTan), MyHKTaMH 3, 8
Bactosdwero ITopsaaka (B ciydae NofauM 3asBleHHs U JOKYMEHTOB JIMYHO), B Tede-
HHUe Tpex pabodux ZHEH cO AHA perucTpallMM 3asiBleHHs M JOKYMEHTOB BO3BpalllaeT
3aABUTENIO 3aiBJIEHHE H NOKYMEHTHI ClIoCOOOM, yKa3zaHHEIM B 3asBJICHUH, C YBEJOM-
JIEHHEM O BO3BpaTe 3asBJICHHA H JOKYMEHTOB C YKa3aHHEM OCHOBaHHWA BO3BpaTa. 3a-
SIBUTENb, KOTOPOMY BO3BpallieHHI 3ajABlIeHHE U AOKYMEHTHl 110 OCHOBAaHHSM, YCTa-
HOBJICHHRIM HacTosaluM ab3alieM, Bipase NOBTOPHO NPEACTABHTH 3asABICHHE H JO-
KyMEHTH B MHHHCTEPCTBO II0CJI€ YCTPaHEHHS OCHOBAHMH A BO3BpaTta 3adBlCHUA H
JOKYMEHTOB;

- B Cllyyae IMpeACTaBleHHUs [IOJHOTO IlaKeTa JOKYMEHTOB, COOTBETCTBYIOLIHX
TpeOOBaHNAM, YCTAHOBIEHHBIM IMyHKTaMH 5, 7 macroguero Ilopsaaka (B ciydae mo-
Jlauul 3asBJICHUS H JOKYMEHTOB Yepe3 eRHMHBIH NOpTail), IyHKTaMH 5, 8 HACTOAILETO
IMopsiaka (B ciayyae moONadyW 3adBliEHHS M JOKYMEHTOB JHUYHO), MMHHCTEPCTBO
Hanpaslger B YIIOMHOMOYEHHEIC rOCYAapCTBEHHbIE OpraHbl H HHbI€ OpPraHM3alluH, B
PACIOPSHKEHHH KOTOPHIX HAXOATCA COOTBETCTBYIOLUME IOKYMEHTH (CBEIEHHS),
MEXBEIOMCTBEHHEBI 3anpoc, B TOM YHCNIE ¢ HCHONB30BaHHEM €IHHOH CHCTEMEI
MEKBEJOMCTBEHHOI0 3JIeKTPOHHOTO B3aUMOAEHCTRHS, O IIPEICTABICHHH:

CBeAeHHH, IOATBEPKAAIOMIMX PETUCTPALIMIO 3asBHTENA 110 MECTY XKHTEIbCTBA
Ha TEPPUTOpUH ACTpaxaHCKOH obnacT;

CBEACHHIH O BKIIIOYEHHH 3aiBHTeNA Ha JeHb oOpauieHHs B DeaepalnbHbIi pe-



THCTP;

cBeeHUR 06 OTKase npuoOpeTeHHs JeKapCTBEHHRIX IIpenaparoB s Me.H-
OHUHCKOIO MPHMEHEHHs, MEIUIIMHCKHX H3LeNHH, a TaKkke CNelHATH3HPOBAaHHBIX
HPOXYKTOB Jie4eOHOr0 MUTaHMUA 1A AeTeH-UHBAIMAOB C HCTIONB3OBAHMEM 3NEKTPOH-
HOT'O CepTH(HKaTa,;

CBEIeHHMH O HOMepe pellenTa Ha JIeKapCTBEHHBIE NPENapaThl, MEAULMHCKHE
H3JIENHs, CTIELHANU3HPOBAaHHBIE NPOAYKTHI eyeOHOro NMHTaHUA B €IUHON rocyaap-
CTBEHHOH HH(OPMalHOHHOH CHCTeMe B chepe 3ApaBoOXpaHEHHS.

3asBUTEND BNpaBe NPEACTABUTH CBEAeHM M (WIH) AOKYMEHTEI, NOAJIEXKAallne
NOJIYy4EHHUIO B paMKaX MEXBEIOMCTBEHHOTO HH()OPMAIMOHHOI'O B3aUMOIEHCTBHI,
yKa3aHHBI€ B HACTOSIIEM ITYHKTE, IO COOCTBEHHO#H HHHLHATHBE.

10. MUHHCTEpCTBO He NOo3/Hee IecTH paboumx JHel ¢O JHA perHcTpalHi 3a-
ABJICHHS M JOKYMEHTOB IIPUHHMMaET pellleHHe O NpHeMe 3afBJIeHHA H JOKYMEHTOB
nubo 06 oTKase B NpHeMe 3asBICHHSA M AOKYMEHTOB, O YeM yBEJOMIISET 3asBUTENS
Cnoco0oM, YKa3aHHHM B 3a1BIICHHH.

B cityyae npuaaTus pemmeHus o6 oTKase B OpUeMe 3adBNEHHS M TOKYMEHTOB B
YBEJOMJICHHM yKa3hIBAIOTCA OCHOBAHMS ANA NPHHATHA pelieHuda o6 oTkase B mpHeMe
3ajBJIEHHA H JOKYMEHTOB, YCTAHOBJIEHHBIE MyHKTOM 11 Hactosmero IMopsaka.

B cny4ae npHHATHSE peileHHs 06 OTKa3e B NpHEMe 3asBICHHA H JOKYMEHTOB
N0 OCHOBAHMIO, YCTAHOBIEHHOMY ab3aleM 4eTBepThiM NyHkTa 11 Hactosmiero [To-
pazKa, yBEeIOMJICHHE HE HalpaBIsieTcs.

11. OcHOBaHHAMH JNA NPHHATHA peuleHHs o6 OoTKase B NMpHEME 3ajABIECHUA U
JOKYMEHTOB SBIISAIOTCSA:

- HECOOTBETCTBHE 3aiABUTENA TpeOOBaHUAM, YCTAHOBJICHHBIM ITYHKTOM 1
Hactosmero [Topsaaka;

- HaJIHYHeE B 3asBIICHUH HETIONHbIX MIIH HEJIOCTOBEPHAIX CBEICHHI;

- CMEpTH 3aABUTENA.

B cnyyae ycTpaHeHHs OCHOBaHUS I NPUHATUS pellieHHd 06 oTKase B npHeMe
3ajBICHAA H JIOKYMEHTOB, YCTAaHOBIEHHOro ab3aleM TPEThUM HACTOSILETO IYHKTA,
3aj4BHTENP BIpaBe NOBTOPHO NPEICTaBHThH 3ajiBJieHHE M JOKYMEHTHl B IIOPAIKE,
YCTaHOBJICHHOM HacToAMM Hopsakom.

12. B ciayyae NpHHATHA peLIeHUA O NpHEME 3asiBJEHHS H HOKYMEHTOB MHHH-
CTEPCTBO He Io3JHee ceMH pabouux JHel co AHA perucTpalWH 3asBIE€HHS U JOKY-
MEHTOB TNOCPEACTBOM CHCTEMBI MEXBEIOMCTBEHHOIO 3JIEKTPOHHOIO B3aMMOJEH-
CTBHA NepefiacT B FOCYJapCTBEHHYIO HHQOpPMalHOHHYIO cHcTeMy «Emunas ueHTpa-
nu30BaHHas UupoBas IIATPOPMA B COLMANBHOM chepey» cBeleHus, IPeIYCMOTPEH-
HbI€ MMyHKTOM 31 MeTtoauveckux yka3saHHil [0 OCyUIECTBIEHHIO HCIIONHUTENbHAIMH
opranamu cyOnexToB Poccuiickoit ®enepaunn nepenaHHbIX NOTHOMOYMI 10 Opra-
HU3aUMK obecnedeHus rpaxiaH, BKIOUYeHHEX B DeaepalbHblil perucTp JHm, UMe-
IOLIHX [PaBO Ha MONy4YeHHE I'OCYAAPCTBEHHOH COUMANBHOM MOMOILM, NeKapCTBEH-
HBIMU IIpenapaTaMH JUid MEAMLIHHCKOrO IPpUMEHEeHUA, MEAULMHCKUMHE U3ZENHAMH, a
TAKXXE CHELHATH3HPOBaHHBIMH MNPOAYKTaMH Jie4eGHOrO IHTaHUA JJd Aere-
WHBJINJOB, B TOM HHClie ¢ MCIONb30BAHMEM 3JIEKTPOHHOrO cepTudHKara, yTBEp-
XIEHHBIX [IpHKa30M MuHHCTEpCTBa 3paBooxpaHennsa Poccuiickoit ®enepanuu ot
02.11.2024 Ne 596H.
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13. MuHHCTEPCTBO B TeYeHME OQHOTO pabouero AHS CO AHA MOMyYEHHS H3
TocymapcTBeHHONR HHQOPMALMOHHON CHCTEMBI 3JIEKTPOHHEIX CEPTHHKATOB HH-
GopmalkK O NOMyYEeHUH CTAaTYCa 3MEKTPOHHOIO CEPTHPUKATA KAKTHBHPOBAH)» HH-
dopmupyer 3asBuTens (UPEACTABHTENS 3a7BUTENN) O CHOPMHUPOBAHHOM NEKTPOH-
HOM CepTH(HKaTe, €r0 HOMHUHAE U BO3MOXXHOCTH NMPUMEHEHHS ¢ MCTIONB30BaHUEM
eAHHOr0 Noprana (TpH HAIHYHH TEXHUYECKOH BO3MOXKHOCTH) HIHM IOCPEACTBOM BBI-
Jla4H 3a9BHTENIO BBIIMCKH H3 PEECTpa 3JIeKTPOHHBIX CEPTH(MKATOB Ha GyMaxHOM
HocuTeNe (B 3aBHCHMOCTH OT Criocoba, ykazaHHOTO B 3asiBJIEHHH).

14. 3asBuTens BIpaBe OTKA3AThCS OT NPHOOPeTeHMs JTeKapCTBEHHBIX Iperapa-
TOB, MEIUUWHCKHX HM3JIENHH, creNHaIU3HPOBAHHBIX NPOXYKTOB Je4eOHOTO MUTaHHU
C MCIIOJIE30BaHMEM 3JEKTPOHHOIO CEPTH(HUKATA B TeUeHHE CPOKa €ro AeHCTBHA, HO
He §onee Cpoka AefiCTBHA pelenTa Ha JIeKapCTBEHHEIE penapaThi, MEIULIMHCKHE H3-
ACIIAA, CEUMATH3HPOBaHHEIE POAYKTHI J1e4eGHOTO MHTAHHS,

15. na oTkasa oT NpUOGPETEeHUs TeKapCTBEHHBIX IpenapaToB, MEIMIMHCKHX
U3jeMi, CleHaNH3MPOBAHHBIX IPOAYKTOB JIeYeOHOro MUTAHHS C HCIIONb30BAHHEM
3NEKTPOHHOIO CepTU(UKATa 3asBHUTENb (IPEICTABHUTENh 3aSBUTENA) HANPABIAET B
MHMHHCTEPCTBO MTHYHO NHOO ¢ HCTIONB30BAHHEM eIUHOTO NOpTaNa (IpH HAIMYHH TeX-
HUYECKOH BO3MOXXHOCTH) 3asdBieHHE 00 oTKase Mo (opMe COrNacHO MPHUIOKEHHUIO
Ne 2 x Hactosmemy ITopsnky B OTHOLIEHHH K&KAOrO HA3HAYEHHOIO 110 PELEnTy Jie-
KapCTBEHHOIO Npernapara, MeIHLMHCKOT0 H3/JIe/Ius, CTIELHATH3NPOBAHHOIO MIPOAYKTa
ne4eGHOro NUTaHuA.

B cnydae nonaun 3asBneHns o6 oTkase JHYHO 3asBUTENL (IIpeCTABHTENb 3a-
ABUTENA) TAKKE NpPe/CTaBiseT AOKYMEHT, YAOCTOBEPAIOWHI €ro JHYHOCTh B COOT-
BETCTBHH C 3axoHoAaTeNbcTBOM Poccuiickoit @epepanuu.

B ciryqae nogaqu 3asBneHus 06 0TKase MpeACTABHTENEM 3assBHTENS OH JOION-
HHUTEJILHO NPEACTaBNgeT JOKYMEHT, NOATBEPHAAIONIHN IOMTHOMOYHE NIPEACTABHTENS
3aABUTEILA.

JIOKyMEHTBI, IPEACTaBIEeHHEIE B MUHHCTEPCTBO JIMYHO, YKa3zaHHbE B ab3anax
BTOPOM, TPETBEM HACTOSAILETO ITYHKTa, NPEACTABIAIOTCS BMECTE C OpPHTHHAIAMH AT
NpOBEpKH NpPEACTaBJCHHRIX KONHMH Ha COOTBETCTBHE OpHTHHajaM JHOO B 3aBEpeH-
HOM BUJIE B COOTBETCTBHH ¢ 3aKOHOAATeNLCTBOM Poccuiickoit enepaiuu. B cinyuae
TIPEeCTaBACHUSA JOKYMEHTOB, YKa3aHHBIX B HACTOAIIEM IyHKTE, B BHAE KOIMHIA, 3aBe-
PEHHBIX B COOTBETCTBHH ¢ 3aKOHOJATeNnbCcTBOM Poccuiickoit ®enepaimy, npeacras-
JieHHe OPHIMHANOB COOTBETCTBYIOIMX JOKYMEHTOB He TpebyeTca.

16. MMHHCTEPCTBO PEFMCTPUPYET 3aABlIeHHE 00 OTKase B TedeHHe OJHOIO pa-
Ooyero AHs CO JHA €ro MOCTYIVIEHHS B MHHHCTEPCTBO H HE MO3JHEE CIERYIOIIEro
pabouero AoHfA HepefaeT B rocyJapCTBEHHYH) HHGOPMALHOHHYIO cucreMy «Eauuas
IEHTpPAIM30BaHRas LMbpoBas rnardopMa B conHanbHOM chepey O nocneayioumei
nepefadu B ['ocyapcTBEHHYIO HHOOPMALMOHHYIO CUCTEMY IEKTPOHHBIX CepTHOMR-
KaToB CBEACHHA 00 OTKa3e 3asABHUTEJA OT NPHOOpETeHHS IeKAPCTBEHHBIX MPEIapaToB,
MeIMUHHCKHX M3[e/IHi, a Taloke CelMalIu3HpOBAHHEIX NPOAYKTOB Jie4ebHOro nuTa-
HHsl C HCIOIb30BAaHHEM 3JIEKTPOHHOTO cepTH(dUKaTa.

17. B Teuenue omnoro pabowero AHA cO OHA NONYYCHHA HHOODMALHH H3
rocyAapCTBEeHHOH HHGOPMaLHOHHOM cHcTeMs! «EQMHAd LeHTpalM30BaHHAA LH(PO-
Bad IuiardopMa B COLMaNbHOM cdepe» 0 GNOKHPOBKe SIEKTPOHHOTO CEpTH(HKATA
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MHHHCTEPCTBO MHGOPMHpYET 3aiBHTENA (NPeACTABHUTENS 3aABUTENS) O GIOKMPOB-
K€ 3JIEKTPOHHOIC CepTH(HUKATa C HCTIONB30BaHHEM EIHHOIO HopTana (Mpy HalHYWH
TEXHHYECKOH BO3MOXHOCTH) HJIM IIOCPEACTBOM BEIJAYH 3a9BUTENIO (TIpeJCTABHTEIO
3ajBUTENA) PELIEHUs O OIOKHPOBKE 3IEKTPOHHOTO CepTHOHKATA M3 PEeecTpa 3iek-
TPOHHBIX CEPTU(HKATOB Ha GyMaXXHOM HOCHTese (B 32BMCHMOCTH OT Cocoba, yKa-
3aHHOTO B 3asBIIEHUH).



Ilpunoxenne Ne 1
K Ilopaaky

B MHHMCTEPCTBO 3/IPaBOOXPAHECHUS
AcTtpaxaHcko# obnacTy

3agsnenne
Ha nipHoOpeTeHKe Ha3HAUYeHEBIX 110 PELIENTY JEKapCTBeHHBIX IIPenapaToB I Me-
DHLMHCKOTO NMPHMEHEHHS, MEQMITMHCKHX W3/Ie/THH, CIeNHaNTH3APOBAHHBIX TPOXYK-
TOB JIe4eOHOro NMUTAHUA JIA JeTei-HHBANK/IOB C HCIIONL30BAHHEM DJIEKTPOHHOIO
ceprudukara

(bamumus, MM, OTYECTBO (MOCAEHEE ~ MPH HAIMYMK) MPpaXXJaHHHA, BKIIOUEHHOro B Pemepann-
HBIH PErHCTP JHL, HMEIOLIMX MMpaBO Ha NONYYEHHE roCyJapCTBEHHOH COMMAanbHOM nomoum (na-
nee — PenepanbHBIH PETHCTD), B HE OTKa3aBIIerocs OT NOMyYeHN IrocyJapCTBEHHOM COLIHANBHOM
TIOMOIIH B BHJie Habopa COLHMANBHBIX YCIYT B YaCTH COUMANBHOH YCIYTH, IpeyCMOTpeHHOH!
nyHkToM 1 qactd 1 cTateu 6.2 PeaepansHoro 3akoHa oT 17.07.99 Ne 178-®3 «O rocynapcrseH-
HOH COLMANTbHOH NOMOIIH» )}

(ampec perscTpalvy rpaxxJaHKHa, BKIIO9eHHOro B delepanbHbIi PErucTp, 10 MECTY XKHUTENbCTBA
HIIH IO MecTy npeQhIBaHus)

(cTpaxoBoi HOMEP HHAHBHAYAILHOTO JIMIIEBOTO CYETa rpaKAaHUHA, BKHOYEeHHOro B Oeaepais-
HEIH perucTp, B cHeTeMe 0683aTeNIsHOT0 NEHCHOHHOIO CTPaxOBaHus )

(HoMep monuca 00g3aTEEHOTO MEANIMHACKOrO CTPAXOBAHAS )

(aboHeHTCKHI HOMED IpaOXIaHHHA, BKIIOYeHHOTO B DelepanbHelil perucTp (€ro 3aKOHHOTO Ipe-
CTaBHTE/IA), BEENCHHLIH OJIEpaTOPOM MOJBKXKHOH paanoTenedoBHoH cBA3M (IpH HATHYHA)

(HOMep HAIIHOHAIBHOTO ILTATEKHOTO HHCTPYMEHTa IPAXIaHKHE, BKIIOYEHHOr0 B PefepanbHbIi
PErHCTp (€ro 3aKOHHOTO MIPEACTABUTENS)

(oMep pelenTa Ka JeKapcTBEHHBI MpenapaT Ajii MeJUIUHCKOTO NPUMEHERHS, MERBIRHCKOE K3-
Jenye WiH CIIeUHaTU3HPOBaHHbLE MPOAYKT JiedyeSHOro MATAHKA /UL feTeH-HHBAIKHIOB)

B cootBetcTBHM ¢ DenepanbHbiM 3ak0HOM OT 27.07.2006 Ne 152-®3 «O nep-
COHANBHEIX JAaHHBIX» JaK corjacue Ha o6paboTtky (cbop, cucreMaTH3alioO, HAKOII-
neHHe, XpaHeHHe, YTOYHEeHHe, HCIONb30BaHHe, pacpocTpaHeHue (B TOM YHCIE Ite-
penady), obesanuuuBaHue, OTOKMPOBaHHE, YHHUTOXCHHE) CBEACHMH, YKa3aHHBIX B
HaCTOsIEM 3agBICHMH H NPHIAaraeMbix AOKyMeHTax.



Halo cornacue Ha MojlydeHHe MMHHCTEPCTBOM 37paBOOXPAHEHHS ACTpaxaH-
cko¥ obyacTu B pamMkax MEXBEJJOMCTBEHHOTO MH(OPMAIMOHHOTO B3aUMOIECHCTBHA
CBEJIEHUH.

YBenomienue o npueMe (00 OTKaze B NpUeMe) 3asdBICHMA U JIOKYMEHTOB,
YBEAOMIIEHHE O TMOJYYEHHH CTaTyca 3MEKTPOHHOIO cepTH(HKaTa «AKTHBHPOBaH»
TIPOLLIY HANPaBWUTh:

(yka3piBaeTca MpeAnOUMTaeMBLil cocot HHPOPMUPOBAHHA)

[Ipunoxenue:

(yKa3BIBAIOTCA JOKYMEHTEI, IPHIIaraeMBIe K 3aABIIEHHIO)

« » 20 r.

(moamucs)



[punoxxerue Ne 2
K [Topspky

B MHHHACTEPCTBO 3paBOOXPAHEHH
AcTpaxaHCKo# obnacTH

3agBnenne
00 OTKaze OT MPHOOPETEHHA JIEKAPCTBEHHBIX [IPenaparoB A MEIULIMHCKOTO IpH-
MEHEHHUs1, MeUIIHHCKMX U3LENHH, a TaKXKe CIIeUHATN3HPOBAHHBIX IPOAYKTOB Jle-
4yeOHOT0 NUTAHUA I AeTeH-MHBAIHAOB C HCTIONBE30BaHHEM 3NEKTPOHHOTO CepTH-
¢duKara

(dpamumms, HMA, OTIECTBO (MOCHeHEE — P HAIMYMHA) [PAXIaHKHA, BKIOYeHHOTO B (Penepalb-
HBI# PErucTp JHL, HMEIOMMX OpaBo Ha IOIy4YeHHE roCyAapCTBEHHON COIMATLHON TOMOMIIH
(manee — @enepanbHbIi perucTp), H HE OTKA3aBIUEr0Cs OT NONYyYEHHS FOCYAapCTBEHHON COLHANID-
HO#M MOMOIIM B BHAE Hab0pa COMANLHBIX YCIYT B YaCTH COUMANIBHON YCIIYTH, NPEAYCMOTPEeHHOMH
nyHKToM 1 dactu 1 crates 6.2 @enepansHoro 3akoHa ot 17.07.99 Ne 178-@3 «O rocyaapcTbeH-
HOH COLHANBHOH IIOMOIIM»)

(agpec perucTpaildy rpaXaaHiHa N0 MECTY JKHTENBCTRA HiH IO MeCTY npeOriBana)

(cTpaxoBoii HOMEpP HHANBUAYAIBHOTO THLEBOTO CYETa MPaXJaHHHA, BKIHOYEHHOT0 B Penepans-
HBIH perucTp, B cucTeMe 06g3aTeNLHOTO NEHCHOHHOTO CTPaXOBaHHA)

(PEeKBH3HTH! 3NEKTPOHHOTO cepTH(MKATA U penenta {(Co CPOKOM ero AeHCcTBHA)

OTKa3bIBalOCh OT HpUOOpEeTeHHS JieKapCTBEHHHIX IpenapaToB Ui MEOHIHMHCKOIO
NpUMEHEHHs, MEUIIMHCKHUX M3JeNuH, a TakkKe CHelHaIU3MPOBAaHHBIX HPOIYKTOBR
neye0HOTo NUTAHUA A4 JAeTeii-MHBATMIOB C MCMONL30BAHHEM 3IIEKTPOHHOIO Cep-
TH(UKATA.

B cootBercTBHE ¢ PenepanbHbM 3axkoBOM 0T 27.07.2006 Ne 152-03 «O nep-
COHANBHBIX AAHHBIX)» AAK corniacHe Ha o0pabotky (cOop, cHCTeMaTH3aHIO, HAKON-
JeHHe, XpaHeHWe, YTOHHEHHE, MCIOJNB30BaHHE, paclpocTpaHEeHHE (B TOM YHCIe
nepenady), o6e3nHUUBaHUE, OTOKMPOBaHHE, YHHUTOXKEHNE) CBEEHUH, YKa3aHHbIX B
HACTOAIIEM 3asgBIICHUH M MPHJIAraéMbIX JOKYMEHTaX.

VBenomieHne © ONOKHPOBKE  3JEKTPOHHOrO  CepTH(HKATa  MPOLIY
HalpaBHTh:

(yKa3eIBaeTcs [IpeanoYHTaeMElii ciocob HHPOPMHUPOBAHHMS)

(moamuce)

obecnevenus
H KOKTpONA




YTBEPXIEH
[IOCTAHOBNECHHEM
IIpaButenscTBa
ActpaxaHcko#t 061acTH

oT 27.02.2026 ¥ 49-II

Iopsanox
OIpe/ICNICHUS NpeeNsHOM CTOMMOCTH €AHHHUIIE! OTAEJIEHOTO BUA JIEKAPCTBEHHOT0
IIpenapara i MeIUIHHCKOro NpUMEHEHHA, MEMHULIMHCKOTO H3IeTHA, CIIeHaIN3HU-
POBaHHOIO MPOAYKTA Je4eGHOro MUTaHK AJ14 AeTel-UHBaNHAOB, IPHOOPETAEMEIX C
HCITOJIE30BaHUEM DIIEKTPOHHOIO cepTHdHKaTa

1. ITopsinox onpeneneHus MpeaeNsHON CTOMMOCTH €MHHLIBI OTJAEIBHOr0 BUAA
JeKapCTBEHHOTO Ipenapara i MEeJHIIMHCKOrOo NpHMEHEHHs, MeAMIMHCKOro H3Jie-
n¥d, CIElManu3HPOBRAHHOTO NMPOAYKTa JedeOHOro MUTaHHs A8 JeTeH-HHBaTH/IOB,
NpHOOpeTaeMBIX C HCMONb30BAaHHEM OSJIEKTPOHHOIO cepTH(HKATa, YCTaHABIHBACT
IpaBWia OlpeAeNeH!s Mpeae/bHOH CTOMMOCTH €IHHHLELI OTACJABHOrO BHIA JIEKap-
CTBEHHOr0 IIpenapara AJf MEIWIMHCKOTO NpUMEHEHHWd, MERHUIIMHCKOrO HM3JemHsd,
CIICLHAM3NPOBAHHOIO TPOZYKTa JeueOHOro IDMTaHMS MJIA JeTed-HHBAMUIOB
(manee — nekapCTBEHHBIE IpenapaThl, MEIUIIMHCKHE U3/IeNH, CIeLIHANH3UPOBaHHbIC
NPOAYKTHI 1IeueGHOTO MUTaHKA), IPHOGpeTaeMBIX IpaklaHaMH H3 YHCId KaTeropu,
YCTAHOBJIEHHBIX 4acThio 4 cTaThH 3 MenepansHoro 3akona ot 30.12.2020 Ne 491-03
«O npuoOpeTeHHH OTAENBHBIX BHIOB TOBapoB, paboT, YCIYT C HCNONB30BAHUEM
3NEKTPOHHOTO CepTH(MKATAY, IPOXKHBAIOLIMME Ha TEPPUTOPHH AcTpaxaHCKoH 06-
JIaCTH, CBEACHHSA O KOTOPHIX BKIO4YeHbl B DenepalbHbili PErHCTP JIML, HMEIOMMX
IIpaBO Ha MOJIyYEHHE I'OCYJapCTBEHHOM COLMANBHOH noMomH (nanee — Penepais-
HBIM PErHCTp), H He OTKAa3aBilIAMMCS OT MOJIyd9eHHS TOCYJapCTBEHHOH COLMAIbHOMU
NOMOIIM B BuAe HaGopa COUMANBHBIX YCIYT B YaCTH COLIMAIBHOM YCIYrH, Hpeny-
cMoTpeHHOM nyHkToM 1 gactH 1 cratem 6.2 PemepamnHoro 3akona or 17.07.99
No 178-@3 «O rocyzapcreeHHOM colyanbHOH NoMoln» (Janee — CoLHalbHas ycIry-
ra), ¢ HCIOJH30B2HHEM 3JIEKTPOHHOrO CEpTH(MKaTa 3a CueT CPeACTB, MPeAyCMOT-
PEHHEIX MMHHCTEPCTBY 3ApaBOOXpaHeHus AcCTpaXaHCKOH obnacTd (Jajiee — MHHH-
CTEpPCTBO) 3aKOHOM ACTpaxaHCKoil o6yacTH o Olokere AcTpaxaHCKol obnactH, B
dopme cyOBeHuuE U3 deaepaibHOro 010KeTa Ha COOTBETCTBYIOINMM MO/l HA OKa3a-
Hue MpakaaHaM, BKIOUeHHEIM B DeiepanbHElif perucTp, COHANBHOR yCIyTH.

2. TlpenensHas CTOMMOCTh €AMHHKIIB! JIEKapCTBEHHOrO Iperapara, MEeIHIUH-
CKOTO H3J€NIHs, CTIeLHAIM3MPOBAHHOr0 MPOXYKTa JieyeOHOro NMHTaHM, Ipuobperae-
MOT'O C HCIIOJb30BaHHEM 3JIEKTPOHHOTO CEpTH(HKATA, ONpEAe/seTCs NPaBOBbIM aK-
TOM MHHHCTEPCTBA B CPOK He MO3HEee OJHOro pabodero AHs, CeTYIOWEro 3a THEM
NPHHATHA PellleHHA O NpHeMe 3adBlIeHH] Ha IpHoOpeTeHre Ha3sHaYeHHBIX N0 pelen-
TY JIEKAPCTBEHHEBIX MpeapaToB JUIA MeJHIMHCKOrO NMPUMEHEHH], MEHIHHCKHX H3-
Zeluil, CIIeIHATH3MPOBaHHEIX IPOAYKTOB JIe4eGHOro IMUTaHus I AeTei-HHBAIHI0B
C HCIONL30BaHHEM 3IIEKTPOHHOr0 cepTH(dHKaTa B coOTBeTCTBHH ¢ Ilopsankom nopayn
3agBlieHHsA Ha MPHOOpeTeHHEe Ha3HAaYe€HHBIX 10 PELIENTY JIEKapCTBEHHBIX MpenapaToB
I8 MENUIMHCKOro MPUMEHEHHH, MENMUMHCKHX H3AENHi, CNelHaIH3HPOBaHHBIX
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NPOAYKTOB JIeueOHOro MHTaHUs JUIA AeTed-HHBATMAOB ¢ KCIOIb30BAHUEM JIEKTPOH-
HOTo cepTH(HKaTa, YTBEP>KAEHHBIM HACTOSALIHM IIOCTAHOBJICHHEM.

3. [IpenenbHas CTOMMOCTE €IMHULBI JIEKAPCTBEHHOTO Mperapara, MeIUIHHCKO-
IO H3NENUs, CIEUHAIM3HPOBAHHOIO NPOAYKTA fedeOHOro NUTaHus, NpHobpeTaeMoro ¢
HCII0NIE30BAHNEM 3J1IEKTPOHHOTO CEPTU(PHKATA, ONPEUEIAETCA MHHUCTEPCTBOM TIO pe-
3yJbTaTaM MociefHed NO BpeMEHH OCYLUECTBIEHHA 3aKYNKH ONHOPOJHOrO TOBAapa,
COOTBETCTBYIOLIET0 HAMMEHOBAHHIO JIEKapCTBEHHOTO TIperapara, MEIUIMHCKOTO M3-
Aenusl, CTelHaIM3HPOBAHHOIO MPOAYKTa Ne4eOHOro NMUTaHHA, IIPHOOPETaEMOro ¢ MC-
TONBL30BAHHEM 3JIEKTPOHHOTO cepTU(HKaTa (Ranee — OTHOPOAHEIA TORap), HHpOpMa-
Mg O KOTOPOH pa3MeIlleHa B eAMHOM HH(OPMALMOHHONA CHCTEME B cdepe 3aKyNoK H
KoTopas NpoBeAeHa MHHUCTEPCTBOM B NOPAJKe, YCTaHOBIEHHOM 32KOHOAATENLCTBOM
Poccuiickoit Qesepaliu 0 KOHTPaKTHOH CHCTeMe B cdepe 3aKYIIOK TOBapoB, paborT,
YCIYT Ans obecrneuyeHus rocyapCTBeHHBIX 1 MyHHIMNAIBHEIX HYXKA.

4. B ciaydae ecinM MHHHCTEPCTBOM 3aKynKa OJHOPOJHOTO TOBapa He OCY-
IIeCTBIANaCh, IHO0 MponeAypa OCYLIECTBIEHHS 3aKYNKH OJHOPOZHOTO TOBapa He
COCTOSLIACK, MO0 3aKyNKa OJHOPOJHOro TOBapa OCYIIECTBIIack Oojiee YyeM 3a TpH
roga A0 AHA 1OAaYM TpakZaHMHOM, BKMO4YeHHHIM B DenepanvHpiii peructp (ero
NpeCTABHTENEM), 3adBieHHs Ha NpHOOpeTeHHe Ha3HAYeHHBIX 10 pelenTy JeKap-
CTBEHHBIX MpenapaTosB sl MEIUIHHCKOr0 IMPUMEHEHHS, MEIUIHHCKHUX M3AeHi,
CTeLHaIN3UPOBAaHHBIX NMPOAYKTOB NIe4eOHOro NuTaHua [ NeTeii-HHBaJIHIOB ¢ MC-
TNONBE30BaHUEM JNIEKTPOHHOIO cepTHdUKaTa (fanee — 3asBNeHue), nmpefenpHas CTOM-
MOCTb €IMHHLIBI JIEKAPCTBEHHOTO INpeflapaTa, MEAHIMHCKOTO H3AEJIHA, CICLHANH3U-
POBaHHOIO MNPOAYKTa Jie4yeOHOro MNHUTaHHs, NpHOOpETaeMOro ¢ HCHOJs30BaHHEM
3JIEKTPOHHOIO CepTHOHKATA, ONpelelaeTcd N0 pe3yJbTaraM MocneAHel Mo BpeMeHH
OCYLUECTBNICHHS 3aKyNKH OJJHOPOIHOIO TOBapa, HH(OpMaLHi O KOTOpOoH pa3MellieHa
B eJHHOH HH(OPMAaLIMOHHOMH cicTeMe B cepe 3aKynoK, NPOBEIeHHOH HCTIOTHHUTEMh-
HbIM OpraHOM (rocyJapCTBEHHBIM yYpeXIeHHEM), PacroIOXeHHBIM B IIpefieNax Tep-
putopud IOxHOro denepanbHOrO OKpyra, OCYLIECTBIAIOINMM (GYHKLHH rocyaap-
CTBEHHOro 3aKa3udHKa NO 3aKylnke ToBapoB, paloT, ycnyr mjif rocyAapCTBEHHBIX
HyX/l, HanpaBlleHHBIX Ha obecrieyeHHe OTASNbHBIX KaTeropuil rpa)KaaH JieKapcTBeH-
HBEIMH NpenapaTaMH Ans MeJULMHCKOIO NPUMEHEHHS, MEAULIMHCKUMH H3JSTHAMHU U
CNEeNHATH3UPOBAHHBIMH MIPOXYKTaMH JiedeOHOTO MUTaHUA JJIS JeTeH-HHBATHIOB.

5. B cimyyae ecnu 3aKyIka OJTHOPOAHOIO TOBapa Ha TeppuTopHH KOxHoro deae-
PAILHOTO OKPYyra He OCYIIEeCTBAANACh, 10 Npoueaypa OCyecTBIeHUs 3aKyTIKH OfI-
HOPOJIHOTO TOBapa He cocTosiach, 1ubo 3aKylka OJHOPOJHOTO TOBapa OCYILECTBIA-
nack 6oJiee 4eM 3a TPHM rofa 10 [aThl NOJIa4d IpaKAaHWHOM, BKMOYEHHEM B Dene-
paNbHBIH PETHCTP (€ro NpeACTaBHTENEM), 3aABICHH, NPeAcIbHaA CTOMMOCTD €IHHH-
1ibl JIEKAPCTBEHHOIO fpenapara, MEAULMHCKOrO M3JIe/Iii, CREHATH3UPOBAHHOIQ IPo-
IyKTa neueOHOro mMTaHus, NpHOOPETaEMOro ¢ HCIOIb30BAHHEM JIEKTPOHHOIO Cep-
TH(QHKATa, ONpeeNserca no pe3ylbTaTaM NociegHed MO0 BpeMEHH OCYILECTBICHUSA
3aKYIIKH OJHOPOIHOTO ToBapa, HHGOpMalHs O KOTOpOi pa3MelleHa B eAHHOH HHPOP-
MAallHOHHOM CHcTeMe B cdepe 3aKyNOoK M KOTopasi MPOBeJeHA HCTIOHUTENBHBIM Opra-
HOM (roCyNapCTBEHHBIM YUYpe)kJACHHEM), PacloJIOKEeHHBIM B Ipedenax TEppPHTOPHH
Poccuiickoli @enepaliiy, OCyIIECTBIAIOINHM QYHKIHH IOCYXapCTBEHHOTO 3aKa3qyHKa
HO 3aKyNKe TOBapoOB, paboT, yCIyr A FOCYJapCTBEHHBIX HYXKZ, HANpaBIeHHBIX Ha
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obeclnedenrie OTACNBHBIX KATErOpHH I'PaKAaH JeKapCTBEHHBIMH MpenapaTaM¥ Uit
MEIHLIMHCKOr0 MIPHMEHEHH, MEJIMIIMHCKHMH H3JENUAMH U CIeLMaaH3HpOBaHHbIMK
NPOMYKTaMH JIe4eOHOTO NHUTAHUs JUId AeTeH-UHBANUIOB.

6. B ciyuae ecnu 3akynka OZHOPOAHOTO TOBapa, COOTBETCTBYIOLIETO HauMe-
HOBZHHIO JIEKapCTBEHHOIO Iiperapara, IpuAo0peTaeMoro ¢ HCIOIB30BAaHHEM JIEK-
TPOHHOTO cepTH(]uUKaTa, B Hpenenax Teppuropuu Poccuiickoii ®enepauun He ocy-
HIECTRIANACh, TO 3a NpeAeNbHYI0 CTOHMOCTh €JUHMIL JIEKAPCTBEHHOro Iipenapara
NPYHHMAaeTCs MaKCHMalbHOe 3Ha4YeHHE LIEeHBI JIEKapCTBEHHOIO INpelapara o AaH-
HBIM TOCYJAapCTBEHHOI'O peecTpa IpelesbHBIX OTIYCKHBIX LeH MpoH3BOAWTENCH Ha
JeKapCTBEHHEIE Npenaparhbl, BKIIOYEHHEIE B MepedeHb KU3HEHHO HEeOOXOAMMEBIX H
Ba)XHEHIINX TEKapCTBEHHBIX NIPEenapaTos A1 MEJULIMHCKOTO NpHMEHEHHs, CPOPMHU-
POBaHHOTrO B COOTBeTCTBHH ¢ PepepalbHEIM 3aKoHOM 0T 12.04.2010 Ne 61-®3 «0O6
06palleHUH TeKapCTBEHHBIX CPEACTBY.

7. B ciydae ecnu 3aKylKa OJHOPOJHOIO TOBapd, COOTBETCTBYIOLIEIO HaUMe-
HOBAHMIO MEIHIIMHCKOIO H3JeNKd, NpHoOpeTaeMoro ¢ MCMONb30BAHUEM 3JIEKTPOH-
HOTO cepTU(HKAaTa, B Npenenax tepputopud Poccuiickoii Pdesepalii He OCYLIECTB-
nsack, TO 33 MPENeNbHYI0 CTOMMOCTb EJWHHIB MEAHWIMHCKOIO M3JE/IHs NPHHUMA-
eTCs Tpezie/ibHas CTOMMOCTh METHLIMHCKOTO U3IeNHA — aHaJIora.

8. B cnydyae ecnm 3aKkynka OJHOPOAHOIO TOBapa, COOTBETCTBYKOIIErO HAKMe-
HOBaHMIO CHELMATH3HMPOBAHHOIO NPOAYKTA JeuyeOHOTro MUTaHus, NpHoOpeTaeMoro ¢
HCIONb30BaHHEM JJIEKTPOHHOrO ceptudukata ANs JeTeld-HHBANKAOB, B Ipejenax
TepputopHl Poccutickod ®enepaliiiy He oCcyIECTRIAIACH, TO 32 NIPEAENBHYIO CTOU-
MOCTb €IHHHIBI CIEeLMany3MpOBaHHOTIO NPOMYKTa JeueOHOro NMUATaHKA A JeTei-
MHBAJMAOB [IPHHHUMACTCA MpeleNibHas CTOMMOCTh CHEIHANU3HPOBAHHOIO NPOIYKTa
neyebHOro MUTAHHA — aHAJIOTA.

9. B ciay4ae eciii CTOMMOCTh €OHHHIIB JIEKAPCTBEHHOTO MpernapaTa, MeJHLIKH-
CKOIo H3JICNHA, ClieURaNU3HPOBAHHOIO NPOAYKTA Ne4eOHOro nuTaHus, npuodperae-
MBIX ¢ KCIIONB30BAaHUEM 3JEKTPOHHOIo cepTH(HKaTa, NpeBbIIaeT UX MNpeaeabHYIO
CTOMMOCTD, YCTAHOBIEHHYIO B 3JIEKTPOHHOM cepTH(HKaTe, rpaXIaHHH, BKIIOYEH-
Helli B ®enepanbHblii perucTp, BIpaBe OCYMIECTBHTEH JOIUIATY A0 HX (paKTH4ecKoi
CTOMMOCTH 32 C4eT COOCTBEHHEBIX CPEACTB.

' AOKYH&HTOI&HOHHOI’O

obecnevenua
i KOHTpONA




