IIPABHTEJILCT_BO XABAPOBCKOI'O KPASA
NOCTAHOBJIEHHUE

12 epans 2026 I. N 33-np
r. Xabaposck

O6 yreepxaernu Ilopsazka MoZa4u TpaxaaHaMyl, BKIIOUCHHBIMY B DenepanbHBIH
PErHCTp JHI, HMMEIOIUMX NpaBo Ha IIOMYYCHHE rOCYNapCTBEeHHOH COLMANIBHOM .
TIOMOTLIH, 3asBACHYA 00 00eCTIeUeHIH JIEKaPCTBEHHEIM IPENapaToM i MEMIHCKOro
TIPUMEHEHWS, MEULITHCKHM H3JE/IHEM, & TAIOKE CIeNUaTH3HPOBAHHEIM IIDOXYKTOM
eueOHOr0 THTAHHA I NeTeH-MHBAIUAOB C HCHIOJB30BaHWEM 3JICKTPOHHOTIO
ceprudukara Ha TeppuTopun XabapOBCKOro Kpad M ITopsiaxa ONpeHEICHHS
IpeRebHON CTOMMOCTH EIMEMIIEL JEKapCTBEHHOrO NpEnapara il MEAHIMHCKOro
TIPUMEHEHYS, MEIHULIMHCKOTO H3AEIHS, CIeLHaTM3APOBAHHOTO MPOIyKTa neyebHoro

(¥}

WTaHuA s NeTel-HHBATHA0B, IPHOOPETAEMEIX ¢ HCIIOIB30BAHUEM BICKTPOHHOIO
cepTudHKaTa

B coorBerctBHH ¢ PefepanbHsmM 3akosoM oT 30 aexabps 2020 r. Ne 491-@3
"O nproOpeTeHuH OTHACIBHBIX BHAOB TOBapOB, paloT, YCIyT ¢ KCIONB30BAHUEM
3MEKTPOHHOTo ceprudukaTa”, MeTOnUIeCKAMY YKa3aHUAMI IO OCYINSCTRIICHMIO
MCIIONHMTENBHEIME OpragaMu cybbekToB Poccuiickoii defepamuy MepeaHHbX
TIOJTHOMOYHMIL TTO OPraHH3aHH 00eCneueHIs rpaXiaH, BKITOICHHBIX B DeepanbHEId
PETHCTp JIMI, MMEIOIMX [PaBO Ha IIOJIy9eHHE rOCYJapCTBEHHOM COLMANBHOH
TOMOIIH, JIGKAPCTBEHHEIMH IIpemaparaMi Il MEIUIMHCKOro IIPUMCHCHI,
MeIHALIMHECKAMHE M3SIHAMY, 8 TAIOKe CIISLHaTi3HPOBAHHBIME IIPOTYKTAMH neqefHOro
[ATaHMs IS AeTeli-MHBANMMAOB, B TOM YHCIE C HCHONBE30BAHHEM SICKTPOHHOIO
cepTH(uKara, YTBEPKIECHHBIMH IIPUKA30M MHuHHCTEPCTBA  3/IPaBOOXPAHEHHA
Poccuiickoit ®enepannu ot 02 gos6ps 2024 1. Ne 5961, IIpaBUTeIECTBO Kpasi
[IOCTAHOBJIAET:

VTBepIUTH IIpUIaraeMsle:

TlopsaKoK MoAgaHH IpaxaHaMH, BKIIOUCHHBIMH B deneparlbHBIA PErHCTD JIHIL,
MMEIOIIMX ITpaBO Ha IMOJNYydYCHHE FOCyHapCTBEHHOH CONMAIBHON IIOMOIIH,
sasBIeHES 00 OBechedeHHH JEKapCTBEHHEIM IPEeNapaToM Ul MEIUIIAHCKOTO
NpYMEHEHHS, MEULIMHCKIM H3IETAEM, 8 TAIOKS CIIEBATM3HPOBAHHEIM IIPOTYKTOM
NeqeGHOTO MWTAHWS [UIA ASTel-HHBAJIUIOB C HCIONBE30BAHNEM 3JIEKTPOHHOTO
cepTudHKaTa HA TEPPUTOPHH XabapoBCKOT0 Kpasd;

[JopsIOK OTpezeNeHys Npe/enbHOd CTOMMOCTH SIMHHIEL IeKapCTBEHHOTO
iIperapara JJIA MEIUITHHCKOIO IIpUMEHECHHA, MeOQUITMHCKOT'O H3OeInd,
ClIeNMATH3NPOBAHEOTO PONYKTa Je4eCHOro MUTAHHA UL neTel-mHBAITHIOB,
niproBpeTaeMEIX ¢ HCTIONE30BAHHEM JIIEKTPOHHOTO cepTHHUKATA.

['yGepHatop,
pezcenarens [IpaBUTENLCT!

IIT po1882



VTBEPXIEH

IIOCTaHOBJIEHHEM
IIpaBuTenbcTBa
XabapoBckoro kpad

ot 12 despansg 2026 r. Ne 33-mp

TTOPAJOK

MOfa4y rpaknaHaMHK, BKIIFO4€HHEIME B OeNepalbHELH PErrCTp ML, HMEIOIHX
IPABO HA MOJIyYEHUE rOCyIAPCTBEHHOM COLMAILHOM [TIOMOLIH, 3asBISHHA
06 obecrnieyeHNH JTeKapCTBEHHBIM IIperapaToM s MEIUIIMHCKOrO IPUMEHEH!H,
MeIMIMHCKAM M3JIENTHEM, a TAKKE CHENHATH3HPOBAHHBIM IPOyKTOM JIeue6GHOro
MUTAHUA U NETEH-UHBATUIOB ¢ UCIIOIB30BAHHEM SNIEKTPOHHOrO CepTH(UKATa
Ha TEPpUTOpHH XabapoBCKOro Kpas

1. Hactosmmit Ilopsmox ompepenser mpasuia NOJa4d TIpaxiaHaMH
W3 YHCJIa KaTeropyii, onpele]eHHEIX B yacTH 4 cTated 3 PenepalbHOIO 3aKOHA
ot 30 gexabpsa 2020 r. Ne 491-®3 "O npuobpereHHUH OTACTBHEIX BHAOB TOBApOB,
paboT, yciayr ¢ HCIONB30BaHMEM D3JIEKTPOHHOIO CcepTUUKaTa", CBEeJcHHA
O KOTOpHIX BKIIOUeHbl B @DenepanbHBI pErucTp JuIl, HMEOIIMX IIPaBoO
Ha IONydYeHHe ToCyJapCTBEHHOH coUHanbHoN nomom (nanee — PemepalbHbIN
perucTp), HM He OTKa3aBIUMXCA OT TOMY4YeHHs COLHAJIBHOH  YCIyIH,
npeaycMoTpeHHo# myHKTOM 1 uactu 1 crateM 6.2 denepanbHOro 3aKoHA
or 17 mwong 1999 r. Ne 178-®3 "O rocyaapcTBeHHOH conuanpHOi momomm"
(nanee — rpaxnanut, Oenepanbubiii 3akoH Ne 178-03 cooTBETCTBEHHO), 3asBICHHUA
06 obecneyedny TeKApCTBEHHBIMHU MpenaparaMy I MEAULIMHCKOTO IPHMEHEHHA
B 00beME He MeHee, YeM 3TO MPEAyCMOTPEHO NEpPeYHEM XKHU3HEHHO He0OXOAUMBIX
H BaKHEMIIMX JEKApCTBEHHBIX MpenaparoB, ¢OPMUPOBAHHBIM B COOTBETCTBHH
¢ DenepanbHeiM 3akoHoM oT 12 ampens 2010 r. Ne 61-03 "O6 obpamennn
JIeKapCTBeHHBIX CpeAcTB", IO peleNnTaM Ha JIEKapCTBEHHBIE Ipenaparsl,
MEJHIHMHCKUMH H3IeIHSAMM TO perenTtaM Ha MeJULMHCKHE M3IeNnd, a Takxke
CIEIHATH3UPOBAHHBIMH TIPOJYKTaMH JedeOHOro TUTaHMs JJi JeTeH-UHBANHIOB,
onpenenseMeiMi [IpaButensctBoM Poccuiickoii @Penepanund B COOTBETCTBHH
¢ myektom 1 wacte 1 cratem 6.2 ®emepambHoro 3sakoHa Ne 178-@3,
C HCIIONB30BAHUEM 3JIEKTPOHHOIO cepTH(HKaTa (nanee — 3asiBICHHE).

2. RasBneHHe MONAETCA TIPaXKAAHHHOM (€r0 3aKOHHEIM IIPe[CTaBUTENIEM)
B MHHHCTEPCTBO 3[paBooXpaHeHus XaGapoBcKoro kpas (Hajee — MHHUCTEPCTBO)
yepe3 MeTUUMHCKYI0 OpraHM3alliio, OKa3BIBAIOILYI0 €My  ICPBHIHYIO
MeIMKO-CaHHTApHYIO OMOLIE (Janee — MeTULHHCKad OPTraHu3allus):

1) Ha GyMakHOM HOCHTeNe IO (opMe, YTBEPXKICHHOW MHHHCTEPCTBOM,
pasMelleHHol Ha oHUHaNBHOM calite MuHucTepeTsa (https://zdrav.khv.gov.ru).

a) IpH HEMOCPEACTBEHHOM 00pallleHHH;



6) mocpencTBOM NOYTOBO CBS3H CIOCOGOM, MO3BONAIOLUIUM MOATBEPAHTH
¢dhakT U ZaTy MOYTOBOTO OTIIPABJICHH.

2) B 3NIEKTPOHHOM BHJIE C MCIIONB30BaHUEM (enepanbHOil rocyapcTBEHHOM
HHQOPMAITHOHHOH CHCTEMBI "EnuHbIH nopTan rocyJapCTBEHHBIX
M MYHHULHMNANBHBIX ycnyr (¢ynkuuii)" (www.gosuslugi.ru) (manee — emuHBIif
IIOpTAaI).

3. K 3a4BneHUI0 NpUNararoTes CASAYIONIHEe JOKYMEHTHI:

1) xomua fOKyMeHTa, YAOCTOBEPSAIOIErC JINYHOCTE 3aBUTENS;

2) Konus JOKYMEHTa, YIOCTOBEPAIOUIErO JIMYHOCTb, H KOIHS JOKYMEHTa,
TIOATBEPKAAIOLIEr0 CTATYC NpeAcTaBUTeNd (3aKOHHOTO IpeACTaBHTeNA) (B TOM
YHCIlE CBHIOETEILCTBO O POXIEHHH, aKT OpraHa ONeKH M IIOIEeYHTENIECTBa 00
YCTAaHOBJIEHWW ONEKH ([IOMEeYUTENsCTBA), [OTOBOP O IIPHEMHOM  CeMbe,
IOBEPEHHOCTB), - B Cllydyae, eciiH obpaliaercs MpeICTaBUTENb 3asiBUTEIIS;

3) cornacue Ha 006paboTKy ITepcOHANBHEIX JaHHEIX 10 opMe, yTBepKASHHOH
MHHHUCTEPCTBOM ((popma cormacus Ha o0O0pabOTKy NepcoOHANbHBIX JaHHBIX
pa3MellieHa Ha oHIHATEHOM calite MuHHcTepeTBa (https://zdrav.khv.gov.ru)).

Ipu HampaBIEHUH 3asABIEHUA U JOKYMEHTOB [1OCPEJCTBOM IIOMTOBOH CBA3H
HANpABIAIOTCA  KONMHH  JOKYMEHTOB, 3aBEPEHHBIE B  YCTaHOBJICHHOM
3aKOHOAATENIECTBOM PD mopsizke, opUrHHANEI JOKYMEHTOB He HallpaBIIAIOTCA.

4, 3asBnenue odopmnsercd B OTHOIUGHHMH KaXAOTO HA3HAYEHHOIO
M0 pEUENTy JeKapCTBEHHOro Ipemaparta I MEAMUMHCKOTO HNPUMEHEHHS,
MEIULIMHCKOr0 M3E/IHA, CIICHATIN3UPOBAHHOIO IIPOIYKTA JIe4eOHOTO ITMTaHU AT
JIETeH-HHBAMHAOB (Aanee TakxKe — MEIUIIMHCKas IPOTYKIHA ).

5. MegMuHHCKas OpraHu3alpg O0ecleuMBaeT PEerucTpaluio 3asBJICHHSA,
BHECEHHE VYKAa3aHHBIX B 3a9BIEHHH CBeJeHHH B  TOCYIJapCTBEHHYIO
UH(OOPMALIMOHHYIO cHUCTeMy "PervoHailpHas MeIUUMHCKas HHOOPMaIHOHHAA

cHCTeMa 3hpaBooxpaHeHuss Xabaposckoro xpas" (mamee Ttaxxe -— IHC
XabapoBckoro Kpas) B JeHb IIOCTYIUIGHHMS 3asiBJI€HHd B MEIUIIMHCKYIO
OpTaHU3aIHIo0.

6. MeauuuHCKas opraHusanys B redeHre 3 pabouux nHeH co AHSA BHECEHH
yKa3aHHBIX B 3asBneHun cBemeHuit B [MIC XabapoBckoro Kpas OCYIIECTBIAET
IIPOBEPKY:

- HanuyMs MHQOpMAaIMM O JHIE, YKA3aHHOM B 3asBICHHM B Ka4yecTBe
NOIy4yaTess COMHANbHON yciryrd, B PenepanbHOM PErHCTPE, 4 TAKKe CBEICHHH
O PErUCTPALIHHE 110 MECTY JKUTENBCTBA MK MECTy TpeOrIBanHs YKa3aHHOrO JIMIIE,

- HalM4yHA peLeNTa Ha JEeKapCTBEHHBIH Npenapar i MEXHIMHCKOIO
IPHMEHEHHSA, MEJAULHHCKOE H3/IENHE, CTIENHATH3HPOBAHHBIH MPOAYKT JIe9e6HOTO
nHuTaHus uis gereii-uaBannioB B TMC XabapoBckoro Kpasd H €ro HoMepa.

7. MeayMiMHCKas OpraHW3allid B CIy4asdx IOCTYIIIEHHS HEJOCTOBEPHBIX
¥ (MIH) HENONHEIX CBeJCHHWIl M (WIH) NpeBBhINIEHHs CYMMEI, CKIaIbIBAIOIICHCH
3a 12 MecsAneB M3 yCTaHaBidBaeMoro exeroaHo I[IpasurenscTBoM PoccHiiCKOH
degepaud B COOTBETCTBHH cO cTaThelt 4.1 PemepanpHoro sakoHa Ne 178-®3
HOpMaTHBa (PUHAHCOBBIX 3aTpaT B MECAIl Ha OAHOIO IpaJaHWHA, BKIFOUYEHHOIO
B DeepanbHblil perucTp, B TedeHHe 3 pabouux AHEH Mocie OKOHYAHHS IPOBEPKH,



YKa3aHHOH B NyHKTe 6 HACTOAWIEro NOpsjiKa, IpUHHMAaeT pelicHHe 00 OTKase
B IpUOOpeTeHHH MeIHLMHCKOH INPOAYKIMH C HCIONB30BAHHUEM 3JIEKTPOHHOIO
ceptudHuKara.

MenuuMacKkas  opraHM3allif  BBIJ@aeT TPAXAAHHHY, BKIIOYSHHOMY
B ®enepanbHBIl PEerucTp, (ero 3aKOHHOMY INPEACTaBHTENIO) pelleHue o0 oTKasze
B TMPHOOPETEHUM MEIHLMHCKON MPOAYKIHH € WCHOIB30BAHHEM 3JIEKTPOHHOTO
ceptuduKaTa ¢ yKa3aHUEM NOpPUYHMHBI TaKOro oTkaza B (dopMe JOKyMeHTa Ha
OyMaXHOM HOCHTelle WM B opMe BIeKTPOHHOIO JOKYMEHTa C MCIIOb30BAHNEM
JIMYHOTO KabuHeTa EAUHOIO MOpTaia B TeUeHUE 3 paboyux nHEH CO AHA NPUHATHA
yYKa3aHHOTO pelIeHHUs.

[locne ycTpaHeHHA TIpUYHH OTKa3a B MNpHOOPETEHHH MEIHLIMHCKOH
TIPOAYKIIMK C HCIIONB30BaHUEM 3JIEKTPOHHOIO CepTU(QHKaTa, 3asBHTENb BIIpaBe
MTOBTOPHO 0OPaTHUTECH C 3asBICHHEM,

8. MenunuHcKas opraHusalys MOCpeICTBOM CHCTEMBI MEXBEIOMCTBEHHOTO
BIEKTPOHHOTO B3aHMOJIEHCTBHSA NepeiaeT B roCYAAPCTBEHHYIO HHGOPMALMOHHYIO
cucteMy "EnuHas eHTpanusoBaHHas uudposas miatdopMa B COUHUANBHON chepe”
B CpPOK, He TmpeBBIIaompi 7 pabouux OHeEH, cO AHA TOJA4YHU 3asgBICHHA
rpakJaHHUHOM, BKIOuUeHHOro B @encpanpHblf peructp (ero 3aKOHHBIM
TIPENICTABUTENEM), CIEQYIOIINE CBEACHMA:

1) damunus, ¥M4, OTHECTBO (IIpM HATWYHM) I'PAXKIAHHHA, BKIIOUCHHOIO
B PenepanbHBIl PErHCTP, CTPAXOBOM HOMEP HHAHBHAYAJIBHOI'O JIHLIIEBOIO CHETa
rpaXKJaHuHa, BKIOYeHHOro B (DeqepaibHBIl PErHCTP B CHCTEME 0043aTENBHOIO
IIEHCHOHHOTO CTpaxoBaHHd, aO0OHEHTCKHH HOMep TpaXX[IaHWHA, BKJIIOYEHHOTO
B MepepansHeiii perucTp (ero 3aKOHHOTO TIPEACTABHTENA), BBIAEIECHHBIN
OIepaToOpoM MOABIXKHON panuoTenedoHHOH CBA3H (IpH HaIM4MH), HOMEp
HAl[MOHAIBHOIO  IIATEXKHOTO  MHCTPYMEHTa TIpaXIaHHHE,  BKJIIOYEHHOTO
B DenepanbHEI perucTp (ero 3aKOHHOTO HITH YIIOTHOMOYEHHOIO NIPEACTABUTENA);

2) AaThHl Hayaja ¥ OKOHIAHUS JeHCTBHA 3MeKTPOHHOTO CEpTHQHKATA,

3) uHpopMmanmio o6 oprase, IPEAOCTABIAIOIIEM Mepy MMOAICPIKKA
(COLMANBHYIO0 YCIYyry), BKTIOYAIOIIYyI0 KOJ M HaHMCHOBAHHE B COOTBETCTBHH
C peecTpOM YYaCTHHKOB OIOJDKETHOTO IIPOLIECCA, & TaKXKe HOPHUIHYECKHX JIHIL,
He SBISIOIMXCA YYAaCTHHKAMH OOMIKETHOro Tponecca, HACHTU(QHMKALKOHHBIA
HOMEP HAJIOTOIIIATENbIIMKA M KOJ NPHUYMHLI [IOCTAHOBKH Ha Y4eT B HajOroBOM
oprase; '

4) TmpesenpHYXO CTOMMOCTh CJMHHIEl JIEKApCTBEHHOro Ipernapara
I MEJUUMHCKOrO TNpHUMeHeHHMs, MEIUIMHCKOTO H3Jeidd, a TaKke
CIIELMATM3UPOBAHHOTO MPOAYKTAa Je4eOHOro IHMTaHHWA A AeTeH-UHBAIHMIOB,
KOJIMUECTBO €AMHHL JIEKapCTBEHHOIO Npenapara Ajisi MEOHIHHCKOT0 IIPHMEHEHHU,
METHLHHCKOrO M3JIeNHs, a TaKXKe CIElHAIN3MPOBAHHOIO INPOLYKTa JIe4eOHOro
NUTAHUSA  JUId  JETeH-MHBAIMAOB,  KOX  JICKAPCTBEHHOro  Ipenapara
JUTSE MEIUITMHCKOTO MpHMEHEHHA, MEAULMHCKOrO H3ACTHA, CIIeLHaTH3HPOBAHHOTO
npoiykra Je4eGHOro IMTaHMA AN OeTeH-MHBATWJAOB,  BKIIOYCHHOIO
B COOTBETCTBYIOIMIl IlepedeHb, MNPEAYCMOTPEHHBIH 4YacTelo 6 craten 3
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PenepanpHoro 3axoHa oT 30.12.2020 Ne 491-@3 "O nproOpeTeHHH OTAEIBHBIX
BHJIOB TOBapoOB, paboT, YCIJIYT ¢ UCIOJIb30BAHUEM DIIEKTPOHHOTO CepTH(HHKATA".

9. MHUHHCTEPCTBO, IONYYHB PETUCTPAI[MOHHBIE HOMEp 3JIEKTPOHHOTO
cepTU¢HUKaTa, IPUCBOSHHOTO MOCPEACTBOM TOCYAapCTBEHHONH HHGOPMALUMOHHON
cucteMs! "EnuHas NeHTpanu30BaHHasA IHMdpoBas mwiathopMa B COIHATBHOM
cdepe", B CpoK, He MpeBbIIAIOMUN Tpex pabounx AHeH, hopMHpYyeT ILIaTexHoe
HIOpydeHHe, HA OCHOBAHMH KOTOPOro OOecIedHBAacTCs HalpaBleHME ACHEKHEBIX
CPEeICTB [0 JJIEKTPOHHOMY CepTH(HUKATy, H HaNpaBiIfeT €ro B YINpaBlIcHHE
®denepansHOTo KazHadelcTBa mo XabapoBCKOMY Kparo.

10. MenuumHcKas OpraHM3allig B T€YeHHE OOHOTO pabodero MHA cO AHA
nosydeHdus uH(popMaluu o0 HCIIONHEHHH IUIATEXHOI0 MOPY4EeHHS M HOTy4YeHU
cTatyca DSJIeKTpoHHOro cepTH(dukara "aktuBupoBaH" u3 IocymapcTBeHHOH
HHGOPMAIIOHHOM CHCTEMBI JICKTPOHHBIX CEpTH(UKATOB IEpelaeT CBEIEHHA O
$hOpMHPOBAHHH 3NEKTPOHHOTO CepTU(HKaTa, coaepXkalidecs B rocyaapcTBEHHOH
HHQOpMalMOHHOM cHcTeMe B cdepe 31paBooxpaHeHHMA XabapoBCcKOro xpad,
B @efepanbHblii peracTp TpaxiaH, HMEIMUX [paBo Ha obecrnedeHue
JIeKapCTBEHHBIMH IpenapaTaMy A MEIUIHHCKOrO NPUMEHEHHS, MEIUIMHCKAMH
H3IENUIMH, & TAKKe CIEeUUANH3MPOBAHHEIME IPOXYKTAMH JiedeOHOro NMHTAHMA
3a cyeT OIO/KETHBIX ACCHUTHOBaHWH ¢enepansHoro Olomkera M OHOIKETOB
cy6bekToB Poccmiickoit Defepalii, a Takke OCYIIECTBIAET HHOOPMHPOBAHHE
rpakJaHHHa, BKIOYeHHOro B QepepalbHBIl perucTp (MIH €ro 3aKOHHOIO
NpeaCcTaBuTeNs), 0 CHOPMHPOBAHHOM BIIEKTPOHHOM CepTH(HKATE, €r0 HOMUHANE
H BO3MOXKHOCTH €ro IIpMMEeHEHH Yepe3 eIUHBIN IIOPTall WIH NOCPENCTBOM BhIIa4YH
rpaxJaHuHy (WM ero 3aKOHHOMY TIPeACTABHTENIO) BBIIMCKH M3 peecrtpa
3MEKTPOHHBIX cepTudUKAaTOB Ha GyMaKHOM HOCHTENE, IIOAIMMCAHHON yCHICHHOH
KBATH(HIMPOBAHHOM SJIEKTPOHHOH MOANMKCHIO YIOJIHOMOYEHHOIO Ha TOAIHCaHHe
TaKoro JOKyYMEHTa JOJDKHOCTHOIO JIHIA.

11. Cpok mieHcTBHS 3IEKTPOHHOTO CepTH(HKATa COCTaBILIET He fonee CpoKa
NEHCTBUSA pellelTa Ha JeKapCTBeHHBIN NpenapaT NS MEAUIHHCKOTO IIPIMEHeHH,
MEIUIMHCKOE M3JeNHe, CIENHATH3NPOBAHHBIH POAYKT JIedeOHOro NHTaHHA JJIs
JeTeH-HHBAITHIOB.

12. B ciyd4ae, eciid CTOMMOCTE MEIUIIMHCKOH NMPOAYKIMH, IpHoGpeTacMoii
C HCIONB30BAHHEM DJIEKTPOHHOTO CepTH(HKaTa, INpPeBHILAET IPEACIBHYIO
CTOMMOCTh JIEKAPCTBEHHBIX IpernaparoB Jid MEAMIHHCKOIO IPHMEHEHHs,
MEMULUUHCKHX HM3JeIHH, a TaloKe CIEeLHANM3HPOBaHHBIX IIPOJYKTOB J1e4eOHOro
nuTaHusA AN JeTeil-HHBATMAOB, YCTAHOBJIEHHYIO B JJICKTPOHHOM CepTH(HKATe,
rpaxIaHWH, BKIOYeHHBIH B @enepanbHbIi  perucTp (€ro  3aKOHHBIH
NpeCTaBUTENB), BIpaBe OCYIIECTBUTH JOIIIATY O MX (aKTHIeCKOH CTOHMOCTH
3a CYET COOCTBEHHBIX CPEACTB.

13. B cimydae, eciM CTOMMOCTh MEIULMHCKOR MPOMYKIMH, NpHOOpeTaeMoii
C HCTIONB30BAHMEM JJICKTPOHHOrO cepTUdUKaTa, HHXKE MpPEAeibHOH CTOMMOCTH
JIEKApPCTBEHHEIX IPeMiapaTroB OIS MEIULMHCKOrO IpUMEHEHUs, MEIMUHHCKHX
H3IeNHid, a TaKkKe CHEIHMATM3HPOBAHHBEIX MPOAYKTOB Ie4eOHOrO IMUTAHUA M
neTeli-MHBATHIOB, YCTAHOBIEHHOM B AJIEKTPOHHOM cepTH(HUKaTe, IpaXIaHWH,



BKIIOUeHHBIM B @efepansHBlii perdcTp (ero 3aKOHHBIM IpeCTaBUTENb)
OCYILECTBJIAIOT OIUIaTy IO uX ¢QaxKTudeckoil CTOMMOCTH. PasHuIa Mexmy
(akTU4eCKOl CTOMMOCTBIO M YCTAHOBIEHHOM B 3JIEKTPOHHOM cepTUdUKarte
NpeleNsHOH CTOMMOCTBIO JIEKAPCTBEHHBIX TIPEMapaToB Ui METHIHMHCKOIO
IPEMEHESHHA, METHLIMHCKUX M3OE/IHH, a TakkKe CIeIHATH3HPOBAHHBIX NIPOTYKTOB
neyebHOro MNHTaHUA U1 JeTel-HHBAIUIOB, TPAXJAHUHY, BKIIOYCHHOMY
B DesiepanbHLIA perucTp (ero 3akOHHOMY IIPEJICTAaBUTENIO0) HE BO3MEILaeTcs.

14. MEHHCTEpPCTBO M MEAMLMHCKAA OpTaHH3alHs MOIy4al0T HHPOPMAaLHIO O
¢dakTe nproOpeTeHUS IPaXTAaHWHOM MEAUIIMHCKOH MPOJYKLHH ¢ HCIIONb30BaHHEM
BIIEKTPOHHOro CepTHdHKaTa MOCPEACTBOM TOCYLApCTBEeHHOM HMHGOPMAIHOHHOH
cuctembl "EnuHas uneHTpanu3oBaHHas uudposas mIathopMa B COLHAIBHOH
chepe"”.

15. MeauuuHckas opranusamyi B reyenue 1 pabodero qHA co JHA NOTYYSHHS
“HbOpMaLHH 0 (hakTe npHoOpeTeHUS MEAHIMHCKON ITPOIYKIUH C HCIIONE30BaHHEM
3JIEKTPOHHOTO cepTHdHKaTa yBeAoMIgeT o0 3TOM rpaXAaHHHA, BKIIOYEHHOIO
B MepepanpHbli peructp (ero 3aKOHHOTO TIPEACTaBHTENs), NIOOBIM criocoboM,
of0ecmeuynBalOIIiM  (QUKCHPOBAaHME TaKOro YBeJAOMIEHHS, M  HamlpabideT
COOTBETCTBYIOLIHE CBeAcHHA B PelepalbHEIA peTHCTp IpakaaH, HMEIOIUX [IPaBo
Ha 06ecIIedeHHE TeKapCTBEHHBIME TIPENAPATaMH IS MEMIIMHCKOTO IPUMEHEHHS,
MEIMLIPHCKAMY H3JeTHAMH H CIelHATH3UPOBaHHBIMU IPOAYKTAMH Je4eOHOro
IIHTAHHA 33 cyeT GIoKETHBIX ACCUTHOBaHMIA efeparbHOTO OI0KeTa H OH0KETOB
cybrsexToB Poccuiickoit Pdenepany.

16. I'paxkgaHuH, BKIIOYeHHBIN B MeaepanbHBIi peructp, (MM ero 3akOHHBIH
[PEACTABHTE)b) BIPaBe 0TKA3aThCs OT IPHOOpeTeHHs JIEKapCTBEHHBIX IPENapaToB
IS~ MEIMIHHCKOTO  NPUMEHEHHS, MEAWLUHHCKHMX H3JeNHd, a  Takke
CIELHATN3HPOBAHHEIX IPOAYKTOB Jie4eOHOro IMTaHHWd MNd AeTeH-HHBAIHIOB
¢ WCIIONB30BAHHEM JJIEKTPOHHOTO cepTH(HMKaTa B TedeHHE CpOKa ero AeHCTBUA,
HO He Ooiee cpoka JeiicTBHA peLenTa Ha JeKapCTBEHHBIE IIpenaparhl Il
MeIUITHHCKOTO NpUMEHEeHNS, MEIUIUHCKHUE H3Oenn, a TAIOKe
CIEeLHAH3HPOBaHHEIE MPOAYKTHI JledeOHOro MHTAHWA M JeTeH-HHBAIHIOB
MOCPEACTBOM MOAAHHOrO B MEAHIHMHCKYIO OpraHH3allMIo 3aiBleHHsd 00 OTKase,
B TOM 4YHCJIE€ ¢ HCIIONb30BaHWEM EJUHOro I0pTana, B TEYEHHE CPOKa NeHCTBHA
3JIEKTPOHHOrO cepTu(HKara.




VTBEPXIEH

IIOCTAHOB/ICHHEM
ITpaButenscTBa
XabapoBckoro kpas

ot 12 ¢espans 2026 r. Ne 33-mp

TTIOPSIIOK

OIpefeNeHUs IPEEIIBHON CTOMMOCTH E€JIUHUIIEI IEKApCTBEHHOTO TIperapaTta I
MeAMLUHCKOTO IPUMEHEHHS, MEJUIIMHCKOTO H3/eNHs, CIelUATN3HPOBAHHOI0
NpOIyKTa JiedeOHOro MMTaHUA A/ AeTelH-UHBAIUOB, IpHoOpeTaeMBIX
C MCIIOJIB30BAHUEM 3ICKTPOHHOTO CepTHHKATA

1. Hacrosammii [lopsanok ycTaHaBnuBaET MpaBuia onpeaeieHus NpeaelbHON
CTOMMOCTH €IHHHUIIBI JIEKAPCTBEHHOTO Npenapara Aj1 MEAULIMHCKOr0o NPUMeHEHN),
MeIULHHCKOTO H3EIKs, CHEIHATH3HPOBAHHOTO IIPOAYKTA Ie4e6HOr0 MUTAHHA IS
HeTel-HHBaMHA0B, IPUOOpPETaeMBIX C  HCIOJNB30BAaHHEM  BJIEKTPOHHOTO
cepTHdHUKaTa.

2.IlpenensHass CTOMMOCTh  €IMHHMIIBI  JIGKAPCTBEHHOIO  IIpenapara
IS MeTHIMHCKOTO NPUMEHEHWs, MEIULUHUHCKOTO U3JeNHs, CIeIMaNTH3NPOBAaHHOTO
npoaykTa NedeOHOTO NHTaHHA JUis JeTel-uHBamuaoB (manee — Taoke JII, MU,
CIIIII), npuobperaeMBIX € MCHONB30BaHHEM 3JIEKTPOHHOTO CepTU(UKaTa,
YCTAHABJIMBAETCA  NPAaBOBBIM  aKTOM  MMHHCTEPCTBA  31PaBOOXpPaHEHHS
XaGaposckoro Kpas (famee -— MHHHCTEPCTBO) €XETOAHO II0 COCTOSHHIO
Ha 1 nexabps roaa, NpeAuIeCTBYIOMIETO TOAY ILIAHMPYEMOT0 0Gece e Hns rPaKaaH
JIEKapCTBEHHEIMHA IpenapaTaMH Uil MeJUUMHCKOrO NPHMEHEHHS, MEAHIIHHCKHMH
U3LEIUSIMHE,  CHElHATU3HPOBAHHBIMH  MPOAYKTaMH  JIE4YeOHOrO  IHTaHHA
JUTA IeTeli-MHBAIKIOB ¢ HCIIOIB30BaHHEM MIEKTPOHHOTO cepTH(HKaTa.

3. IlpepensHas crommocts eaununsl JII, MH, CIUII, nprobperaembix
C HCIIONB30BaHHEM JJICKTPOHHOrO cepTHdUKaTa, onpelendeTca Mo pe3yabTaTaM
THoCIeaHeH o BpeMEHH OCYIIeCTBIeHHUs 3aKynku oguopoaHoro JIIT, MU, CILIII,
HH(pOpMaIHA 0 KOTOpOii pa3MellieHa B eAHHOMH HHOPMALMOHHO#H CHCTeME B cdepe
sakynok (manee — EMC), mpoBeneHHOH KpaeBhIM TOCYAApPCTBEHHBIM Ka3€HHBIM
yupeKIeHHEM 3ApaBOOXpPaHEHHUA "MeaUIIUHCKHA WHGOPMaIMOHHO-
aHATUTHYECKUi LEHTP" MHHHUCTEPCTBa 3ApaBoOXpaHeHMs XabapoBCKOro Kpas
(manee — KI'KY3 "MMAII") B nopsake, YCTAaHOBJICHHOM 3aKOHOAATENBCTBOM
Poccuiickoit @emepanuu 0 KOHTPAKTHOM CHCTeMe B cepe 3aKyIoK TOBapoB, pabor,
YCITyT JUist o6ecniedeHHs TOCYAapCTBEHHBIX H MYHHIMIIAIBHBIX HY XK.

IMocnenseii no BpeMmeHH ocyuiecTBaeHHs 3akynkod JII, MM, CILII,
npHo6peTacMbIX ¢ MCIONB30BaHHEM 3JIEKTPOHHOTO CepTH(HKATa, CUMTACTCA
mocre/HsAsA 3aBeplleHHas NpoLeaypa OCYINecTBICHHs 3aKynku Takux JII1, MU,
CIUI, (3axmouennbiii KIKY3 "MUAIL" rocynapCTBEHHBIH  KOHTPaKT,
00653aTeNLCTRA IT0 KOTOPOMY HCITOJIHEHEI CTOPOHAMH KOHTPAKTa B ITOJTHOM 00beMe
0 COCTOSHHI0O Ha 1 gmekabps roja, IpedIecTBYIOLIEro rofdy IUIaHMPYeMOro



ofecrieyeHnss rpaxzaaH JIeKapCTBEHHBIMH MpeNnapaTaMi Mg MEAHIHUHCKOTO
MPUMEHEHHS, MEJUIIMHCKUMH H3LENUAMY, CICUHATH3HPOBAHHEIMH NPOJYKTAMH
Je4eOHOro MMTaHUA Ui AETCH-WHHBATHMAOB C HCIONB30BAaHHEM 3JIEKTPOHHOIO
cepTH(HKaTa. ).

[lpenensHas croummocts enuuunel JIII, MU, CIUII, npuoGperaeMeix
C MCIIONB30BAHMEM IEKTPOHHOTO CepTHPUKATA ONpeaeaeTCs:

1) Do MeXAyHapoAHOMY  HENATEHTOBAHHOMY HAMMEHOBAHHIO —
IJ1s1 IEKapCTBEHHBIX IPeNapaTos;

2) 6e3 ykazaHHA KOHKPETHOH TOProBOil MapKy — I MEIULIMHCKHX H3LEIHIH,
CHeLMANU3HPOBAHHBIX IPOAYKTOB JIedueOHOro MATAHKA A AeTei-HHBAIH/IOB.

4. B cmywae ecmm 3zakynka JIII, MM, CIUIII KI'KY3 "MHALL"
HE OCYILECTBIIAIACK, OO TIpoLeAypa OCYLIeCTBNeHHA 3aKynku Taxux JIII, MU,
CIIIII He cocroanack, nmubo 3axynka takux JII, MH, CIUII ocywecTBadnachk
fonee yeM 3a TpH roja II0 COCTOSHHIO Ha 1 nexabps roaa, NpeaecTBYIOUIErO Ioay
IUTaHHpyeMoro ofecrnevyeHUs TpaXKJaH JeKapCTBEHHBEIMH IIperapaTaMu i
MEIULMHCKOrO TIPUMEHEHU A, MEAUITHHCKUME H3/IeNIUAMH, CIeI[HATH3HPOBAHHBIMU
NpOAYKTaMH JIeueOHOrO INHMTaHHA Ui JeTeli-WHBAIHWAOB C HCIOJIB30BaHHEM
3IEKTPOHHOTO cepTudHKarta, npeaensHas ctoumocts equuuusl JIT, MM, CIUIL,
IpHOOpeTaeMEIX ¢ HCITONB30BaHHEM HIEKTPOHHOTO cepTU(HKaTa, onpeaenseTcs o
pe3yJabpTaTaM IMocieJHEH 10 BpEMEHU OCYLIECTBIEHHUS 3aKynKku oaHopoaroro JIII,
MU, CITJIII,, undopmanus o xotopoit pasMemieHa 8 EVIC, nposeaenHol o065
YIIOTHOMOYEHHEIM Ha OCYILECTBICHHE 3aKylKd OPIraHOM, pacIOJIONKEHHBIM B
npenenax TeppuTopuK JaEHeBOCTOUHOTO (helepabHOro OKpyTa.

5. B ciydae ecnu ynoiHOMOYEHHBIMH Ha OCYINECTBIICHHE 3aKyTIKH OpraHaMH
sakynka JI[I, MW, CIDII Ha tepputopuu J[lanmpHeBocTOoYHOrO (enepanbHoro
OKpyTa He OCYIUeCTBIBUIACH, THOO0 IIpolleypa OCcyIlecTBIeHns 3aKynky Takux JIIT,
MM, CILIIT He cocTosnack, 1ubo 3akynka takux JIII, MA, CITIII ocyiecTBiasiach
0onee ueM 3a TPH rojia o COCTOSHHMIO Ha | nekabps roaa, IpeAIecTBYIOLIETO I'oxy
IUIaHHpYyeMOro  o0ecneyeHHs  TIpaxJaH  JIEKapCTBEHHBIMH  IpenapaTaMy
JUTSI MEIUIIUTHCKOTO MIpHMEHEHHS, MeAULMHECKUMHU U3/ICITHAMH,
CHELHAN3UPOBAHHBIMHA NPOIYKTaMH Ne4eOHOro NMUTaHMA Ul AeTeH-HHBAIHIOB
C HCIIONE30BAHHEM IIEKTPOHHOrO cepTH(HKATA, IIpeeibHas CTOMMOCTE €IMHHIIB!
JITT, MM, CITJIIT, npro6peTaeMbIX ¢ HCIIONB30BaHHEM NIEKTPOHHOTO CepTH(HHKATA,
OMIpeNeNAeTCSA O pe3ylbTaTaM NOCHeAHEH N0 BPpeMeHH OCYINECTBICHMs 3aKyIIKH
oauopoguoro JIII, MU, CIUII, undopmauus o Kotopod pasmemieHa B EHC,
IpOBeAEHHOM MOOBIM YIMOJHOMOYSHHBIM Ha OCYILIECTBICHHE 3aKyIKH OpTraHOM,
pacIoOXKeHHEIM B Npefienax Teppuropun Poccniickon OenepayH.

6. B cnyyae ecnmu 3akynka JIII B npenmemax Poccmiickoit ®Penepauuu
He OCYIeCTBIANIAch, TO 3a INpeAensHylo cTouMmocts JIII, npuoGperaemoro
C WCIONB30BAHMEM 3JEKTPOHHOIC cepTHHKaTa, IPHHUMACTCA MaKCHMAJbHOE
3HayeHue UeHsl Takoro JII1 mo JaHHBIM rocyZapCcTBEHHOIO peecTpa NpeAesbHBIX
OTIYCKHBIX L€H NPOM3BOIMTENEH Ha JIeKapCTBEHHEIE IpEnapaTthl, BIIIFOYEHHBIE
B MEpeYeHs XKH3HEHHO HEeOOXOIMMBIX 1 BaKHEHIIHX JIEKapCTBEHHEIX Npenaparos.

7. B ciydae ecnm 3axynka CIUIII B mpenenax Teppuropud Poccuiickoit
denepanil He OCYLIECTBIIach, TO 3a mpefaensHyro crouMocts CILUII,



NpHoOpeTaeMoro ¢ HCIOJIL30BAHHEM 3JIEKTPOHHOTO CepTH(HKATa, IPHHHMAESTCA
npeaensHad crouMmocth CIUIII - ananora.

8. He pgomyckaercsi HCIosb30BaHME i ONpPeAeNieHHs INpeaesbHOMH
crouMocTH eguHuus! JIIT, MU, CITIII, npuoOperaeMbIX C HCIOIE30BaHHEM
3NIEKTPOHHOTO cepTUdUKaTa, 3aKynmok oAHopoAHBIX JIII, MU, CILII,
[IPOBEACHHEIX YIIOJJHOMOYEHHLEIM OPraHoM, B OTHOIIGHUM KOTOPHIX
[IPUMEHAIIHACE aHTUAEMITMHTOBEIE MEPEHI B COOTBETCTBUH
¢ 3akoHogaTenscTBoM Poccuiickoit ®enepanun O KOHTPaKTHOM CHCTEME
B chepe 3aKyNOK TOBapoB, paboT, ycIayr Ad odecniedeHus Tocy1apCTBEHHBIX
M MYHHUMITAIBHEIX HYXKI.




