INPABUTEJBCTBO IPUMOPCKOI'O KPAHA

ITOCTAHOBIJIEHHE

06.10.2025 r. BnaguBocTtok Ne 763-nn

O0 obecneyeHHH J1eKAPCTBEHHBLIMH NpenapaTaMH
OTAEJbHBIX KATeropuii rpakaaH ¢ HCNOJb30BAHHEM
3JIeKTPpOHHOro ceptudukara B IIpumopckom kpae

Ha ocHoBanuu ¢enepanbHbix 3akoHOB OT 17 uions 1999 roma Ne 178-03
«O rocygapcTBeHHOH coupalbHON momoim», ot 12 ampens 2010 roma Ne 61-@3
«O6 obpalieHNH NeKapcTBEHHBIX cpeAcTB», oT 30 mekadbps 2020 roma Ne 491-@3
«O mpuoOpeTeHHH OTHENBHBIX BHJIOB TOBApOB, pabOT, YCIyr ¢ HCIOJb30BaHHEM
BIIEKTPOHHOTO  cepTHHUKaTa», TMoOcTaHOBIeHUs IlpaButenbcTBa Poccuiickoit
Oepnepauyn ot 23 anpens 2021 roma Ne 631 «O dopmupoBaHUU U yTBEPXKACHUU
NepeYyHed OTHAEIbHBIX BHJOB TOBAapoB, paboT, yciIyr, nOpuoOpeTaeMbIX C
UCIIOJIb30BAHUEM DJJIEKTPOHHOro cepTudukara 3a cueT OIOJKETOB OFODKETHOM
cucteMbl Poccuiickoit @enepauun», npukaza MuHHCTEpPCTBA 3APaBOOXpAaHEHHS
Poccuiickoit ®enepanuun ot 2 HosuOpa 2024 roma Ne 596n «OO0 yTBepKIaeHHH
MeTtoau4ecKuX YyKa3aHWi MO OCYIIECTBICHHUIO HCIIONHUTENFHBIMH OpraHaMM
cyobexToB Poccuiickoit ®denepanuy mnepeJaHHBIX MOJHOMOYHH MO OpraHM3aLuu
obecriedyeHUs] rpaxkJjaH, BKIIOUEHHBIX B DenepalbHblii PErHCTp JIHI, HMEIOIIUX
[IPaBO Ha IMOJNyYEHHE [OCYIJAPCTBEHHON COIMAIIbHON TIOMOIIHM, JICKApCTBEHHBIMH
npernaparamu JJisi MEJULMHCKOTO MPUMEHEHHUS, METULIMHCKUMH U3IETHUAMH, a TAKKe
CHELHAIU3APOBAHHBIMU MIPOAYKTAMH JIe4eOHOr0 MUTAHUS IS JIeTel-UHBAIUIOB, B
TOM YHCJIE€ C HCHOJIB30BaHMEM JJIEKTPOHHOrO ceptudukaray IIpaBUTENBCTBO
ITpuMopcKkoro Kpasi TIOCTaHOBIISAET:

1. YTBepauts npuiaraemeie:

1.1. Tlopsimok mpeAcTaBle€HHs TpaXAAHUHOM 3asABJCHHUS Ha MPHOOpeTeHHE
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JIEKapCTBEHHbIX IIpenapaToB Ui MEAMLMHCKOrO MNPUMEHEHHS, MEIUIMHCKUX
U3JIEJIUM, a TAKXKE CIeUaTU3UPOBaHHbBIX TPOAYKTOB JiedeOHOro MUTaHUus Ui JeTek-
MHBaJIMJOB C HCIOJb30BaHUEM BIIEKTPOHHOIO CepTU(HUKATa;

1.2. Ilopsanok onpeneneHuss npeneabHON CTOMMOCTH €IUHMIIBI (IIPEAEeTBEHOTO
pa3Mepa OIUIaThl) JIEKApCTBEHHBIX IpenapaToB Uil MEIULIMHCKOTrO IpHUMEHEeHHs,
MEIULUHCKUX H3IEIHH, a TaKke CHEUUAIU3UPOBAHHBIX MPOAYKTOB JIeUeOHOTO
HNUTaHUs A JeTed-UHBAIMIOB, PUOOpETaeMbIX C MCIOJIb30BAHUEM 3JICKTPOHHOTO
ceprudukara.

2. OmpenenuTs MHHUCTEPCTBO  3ApaBooxpaHenus [lpumopckoro  kpas
YIOJIHOMOYEHHBIM  HMCHOJIHUTENBHBIM  opraHoM Ilpumopckoro  kpas  mo
(GOpMHPOBaHMIO M YTBEPXKICHHIO IepeuHeidl JIeKapCTBEHHBIX IIpernaparoB Jis
MEIULMHCKOr0 IPUMEHEHHU S, MEIULIMHCKUX U3JEJINH, a TaKXXe ClelHATH3HPOBAHHBIX
OPOAYKTOB Jie4eOHOro MHUTaHUA Ui JeTeH-WHBAJIMIOB, IPHOOpPETaeMBIX C
UCIIOJIb30BaHHUEM 3JIEKTPOHHOTO cepTUdUKaTa.

3. MunucrepctBy 3apaBooxpaHeHuss IIpuMmopckoro Kkpasi oOpraHu30BaTh
obecrieueHre TrpaxAaH JIEKQPCTBEHHBIMH IpenapaTaMHd UIS  MEOUIIHHCKOTO
IPUMEHEHUS], MEIMLMHCKMMH H3ACNIUAMH, CIEeHUATU3UPOBAHHBIMH MPOAYKTaMH
NUTaHUs JUIs JeTeH-UHBAJIMIOB C HCIIONb30BaHUEM JJIEKTPOHHOTO cepThU(dHKaTa, B
TOM YHCJIE:

3.1. YTBepauTh mnepeyeHb JIEKApPCTBEHHBIX NpernapaToB IS MeIAMIMHCKOIO
IIPUMEHEHHs, MEAMIUHCKUX H3IENINHM, a TaKKe CHEelHaTM3UPOBAHHBIX IPOIYKTOB
NUTAaHUS Ul JeTeH-UHBAUAOB, IPUOOPETAEMBIX C HUCIIOIB30BAHHEM 3JIEKTPOHHOIO
ceprudurKara;

3.2. O6ecneynTh IpenoCTaBICHHE MEIUIIUHCKUMHU OpraHu3alusiMu
MHpOpMalMM TIpaXJaHaM O BO3MOXHOCTH oOecreuYeHHs JIeKapCTBEHHBLIMH
mpenapartaMd  JUls  MEOWLMHCKOTO MPUMEHEHUs, MEIULHHCKUMH H3SIHIMH,
CIIELIHAIM3UPOBAHHBIMY  MPOAYKTAaMM  NHWTaHUA IS JeTel-UHBAIHIOB  C
HCIIOJIb30BaHMEM 3JIEKTPOHHOTO cepTU(HKATA;

3.3. Obecnieunts  B3aumojeiictBue ¢  Ympasienuem — ®emepalbHOro

KasHayeiicTBa 1o [IlpuMopckoMy Kpalo C Uedbl0 pealu3aldd MexaHHu3Ma
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obecrnieueHHs] JIEKapCTBEHHBIMU MpenapaTaMyd il MEIULMHCKOrO IpPHMEHEHHS,
MEIVMLMHCKUMH H3ACIHUSIMH, CHEUUaTU3UPOBAaHHBIMM NPOAYKTaMH NHTaHUS JUIs
JeTei-UHBAIUOB C UCIIOJIb30BAaHUEM DJIEKTPOHHOIO cepTU(HUKATA.

4. lenaptaMeHTy  MH(pOpPMalMOHHOH  nNoJUTHKH IlpuMopckoro  kpas

obecrneynTh O(bI/IIII/IaJIbHOe 0Hy6J'[I/IKOBaHI/Ie HACTOAIICTO NOCTAHOBIICHHU .

Iepssiii Buie-ry6epHaTop [IpuMopckoro kpas —

IIpencenarens [IpaBuTenbcTBa
IIpumopckoro kpas %W B 1llepbuna



YTBEPXIEH

MOCTAHOBJIICHUECM

IIpaBurensctBa [Ipumopckoro kpas
or 06.10.2025 N 763-nn

IMOPSAOK
NpeaACTABJICHHSA FPAKIAHHHOM 3asiBJIeHHS HA NpHOOpeTeHHE
JIeKapCTBEHHbIX NPeNnapaToB 1JIs MEAMLIHHCKOro MpHMeHeHHU,
MeAHUHHCKHX H3[e/Hil, a TaKKe cnelHaJIH3HPOBAHHBIX
NPOAYKTOB JieueOGHOro NUTAHHSA AJIA [leTeli-HHBAJIH/0B
¢ HCMOJIb30BAHHEM JIeKTPOHHOIO cepTudHKaTa

1. Hactoamuii Ilopsimok ycraHaBivBaeT MNOPSAOK oOecleueHus TrpaxiaH
JIEKapCTBEHHBIMU IIpernaparamu Uisi MEOJULHUHCKOTO NMPUMEHEHHUSI, MEIUUHUHCKUMHU
U3JIENUSIMH, CHEIAAIM3UPOBAHHBIMY MTPOAYKTAMH TUTAHUS JJis AeTeH-WHBAIUAOB C
UCIIOJIb30BAHUEM DJIEKTPOHHOIO cepTU(HKaTa, B TOM YHUCJIE TMOPSAOK MOJAYH
3asBlI€HUS HA INPEAOCTaBIEHHE COOTBETCTBYIOLIEH Mepbl MOJACPXKKH B
MHUHHCTEPCTBO 31paBooxpaneHus [ IpumMopckoro kpas (aanee - MUHUCTEPCTBO).

2. I'paxnane, BinoueHHble B DeepaibHblil perucTp Jull, UMEIOIINX MIPaBo Ha
MOJly4YeHHEe TOCYJapCTBEHHOM COLMANBbHONW IIOMOLM, W HE OTKa3aBIIHeCs OT
NIOJIy4YeHHs COLMAIBHOMN YCIYrH MO 00ECeueHHI0 B COOTBETCTBHH CO CTaHIapTaMH
MEJUUMHCKOM MOMOIIM HeoOXOAMMBIMU JIEKApCTBEHHBIMH IIperapaTtaMu Jyis
MEIHMIIMHCKOro IIPUMEHEHHUS B 00bEME HE MEHee, YeM 3TO MPEAyCMOTPEHO MepeuHeM
’KM3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB MO pelenTam
Ha JIEKapCTBEHHBIC IIpenaparhl, MEAULUWHCKUMH H3JENUSAMU MO pelentaMm Ha
MEIMLIMHCKHE H3JENIMA, a TaKXKe CIELUATU3UPOBAHHBIMA MNPOIYKTaMHU Jie4eOHOro
IUTaHUs IJI JeTel-UHBanuAoB (Janee - MeaepaibHblii pErucTp), UMEIOT TIPaBO Ha
obOecrieyeHne JIeKapCTBEHHBIMU [pemapaTaMy IUis MEIHUIHUHCKOTO MpPUMEHEHMS,
MEIULUHCKUMH H3OCNHUSAMH, CIELHATU3UPOBAaHHBIMU MPOAYKTAMU MUTAHUS IS
NeTed-UHBAIUIOB C UCIIOJIb30BaHUEM JJIEKTPOHHOrO cepTUdHKaTa.

3. JlekapcTBeHHBIe Ipenaparhl AJisi MEIULIMHCKOTO PUMEHEHHUS], METULIMHCKHE
u3zenus, Clelalu3MpOBaHHble TPOAYKTHl NUTaHUA IS JeTeH-MHBAIUAOB (Hajee -

MEIMLMHCKasl NpPOAYKLHs) Ha3HA4YalOTCsA TIpakJaHaMm, OOpPATHUBIUMUMCA IO MECTY



KHUTEIBCTBA HIIM MPUKPEIUIEHHS B MEIMLUHCKYIO OpraHM3aliio, OKa3bIBAIOLLYIO
MEPBUYHYI0 MEIMKO-CAaHMTAapHY!0 TmomMowb. Ilpu ofpaieHud TrpaxaaHHHA B
MEIUILMHCKYIO OpraHU3aLMIO JIeYalllHii Bpad, OCYIECTBISIOIUN IPUEM:

Ha3HayaeT MeAULHUHCKYIO MPOAYKIHIO B COOTBETCTBMHM CO CXEMOI JIe4eHHUs U
odopmisieT peuent B (GopMe 3JEKTPOHHOTO JOKYMEHTa C HCIIOJb30BaHHUEM
rocyJapCcTBEHHOW HWH(POPMALMOHHONH CHCTEMbI B cdepe 3ApaBOOXPaHEHHMs
IMpumopckoro kpas (nanee - [MC3);

HHGOPMHUpPYET IpaxkJaHWHHA O BO3MOXHOCTH obecrieueHHs JeKapCTBEHHBIMU
npenaparaMd A8 MEIUUUHCKOTO NPUMEHEHMS, MEIULHUHCKUMH H3JENUIMH,
CHEUATM3UPOBAHHBIMH  NPOAYKTaMH  IHTAaHUSA i1 ACTeH-UHBAIUAOB  C
HCIIOJIb30BaHUEM AJIEKTPOHHOTO cepTUudHUKara.

4. 3asBneHue Ha ofecredyeHHe JIEKApCTBEHHBIMM Ipernapatamu  Uis
MEIUIIHHCKOTO MPHUMEHEHHs, MEIUIIMHCKUMH H3ICIHHAMH, CleHUATU3HPOBAHHBIMH
OPOAYKTaMH TIHTaHWs s JAeTel-WHBAIMIOB C HCIOJNH30BAHHEM 3JIEKTPOHHOTO
ceprudukata (mamee - 3asBiIeHHE) [OAAETCH TIpakaaHaMu (3aKOHHBIMH
IpeACTaBUTENSIMH) M3 YKCJIa JIML, YKa3aHHBIX B MyHKTe 2 Hacrtosiero [lopsaka, B
MHHHCTEPCTBO JIMYHO dYepe3 MEAMLMHCKYI0 OpraHu3alyio, Y4YacTBYIOUIYIO B
peau3aliii | eppUTOpPHANIbHON  MporpaMmbl  TFOCYIHApCTBEHHBIX  TapaHTHH
OecIIaTHOrO OKa3aHW IrpakJaHaM MeIUHUHCKO# nmomMoiu B [IpuMopckoM kpae, 1o
MECTy OJKHTENbCTBa WJIH MpPUKpEIUIeHUs JubO0 TocpeAcTBOM (enepalibHOM
rocy1apCTBEHHOI HWHGMOpMaIoHHON cucTemMbl « EQUHBIN TOpTa)l rocy1apcTBEHHBIX
H MYHUIIUNATBHBIX YCAYT (QYHKUUA)» (Dajiee - eIuHBIA mopTa).

3asiBiieHME MMOAAETCS B OTHOLIEHHH Ka)KJOTrO Ha3HAY€HHOTO B COOTBETCTBHH C
pelenToM JIeKapCTBEHHOro  mpemnapara [Jii  MEIUIHUHCKOro  IPUMEHEHHH,
MEIUIMHCKOTO H3JeHs, CIEeUUaIM3UPOBAaHHOIO MPOJAYKTa ITUTaHHS I JeTei-
WHBAIHJIOB.

5. 3asiBNeHHe NOJKHO CONEPKATh CIIeIyIOUINEe CBEACHUS:

a) pamMmius, WMs, OTYECTBO (TMOCTEeAHEee - MPH HAIWYMH) IPaXKIAaHHHA,
BKIIIOUeHHOTO B De/iepaibHbIi PETUCTD;

0) aapec perucrpalldd rpaxiaHuHa, BKJIIOUeHHOro B MeepanbHbIil perucTp,
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10 MECTY XHUTEIHCTBA WK MO MECTY MpeObIBaHuS;

B) CTPaxOBOM HOMep WHIUWBUIAYaJBHOIO JIMIEBOIO CyeTa TIpa)KJAaHHHA,
BKJIIO4eHHOro B (elepanbHblid PErdcTp B CUCTEME 00A3aTENbHOr0 MEHCUOHHOTO
CTpaxOBaHUS;

') HOMep noJyinca 00583aTebHOr0 MEIMLIMHCKOTO CTPaxXOBaHHUS;

1) aDOHEHTCKHUI HOMEep IpaKJaHWHA, BKJIIOUeHHOro B MenepalibHbI perucTp
(ero  3aKOHHOTO  TpPEeACTaBUTENS), BBIJEIEHHBIA  ONEPaTOpPOM  MOABMKHOMU
paguoTreneOHHON CBA3U (MTPU HATMYUH );

€) HOMEp HAlMOHAJILHOI'O TJIATEXXHOI0 UHCTPYMEHTA TpaXKJaHuHa (IJI1aTeXHOU
kapThl «Mup»), BrIoueHHoro B DenepanbHblii peructp (ero 3aKOHHOTO WIH
YIIOJITHOMOYEHHOT'O MPEACTABUTENS );

) HOMep peLenTa.

6. CBeneHusst ©0 peLenrte InepenaloTcs MHUHUCTEPCTBOM B «EmuHyio
rocyIapCTBEHHYIO0 HHPOPMAIHOHHYIO CHCTeMY B cepe 31paBooxpaHeHus» (Hajee -
EI'1C3), roe peuenty NpuCBaMBaeTCsl YHUKaJIbHbIN HACHTU(PHUKATOP, CBEACHHUS O
kotopoM nepenatorcs B [ UC3.

7. MUHUCTEPCTBO B TEYE€HHE CeMH paboOuyux OHEH, CIeOYIOImMX 3a JHEM
MOCTYIJICHHUS 3asBJICHUS:

a) OCyLIECTBIIIET MNPOBEPKY HalU4yus HHGOpMAIMH O JHIE, yKa3aHHOM B
3asBJICHUH, B Ka4ECTBE MOIy4aTelNis COUMaIbHOM yciyru, B DenepalibHOM perucrpe,
HoMepa peuenta B ETUC3;

6) PacCYMTHIBAET NPEAETbHYIO CTOMMOCTh eIMHULbI OTAENBHOr0 BUAA TOBApa
(lekapCTBEHHOro Impenapara il MEIULUHCKOrO TNPUMEHEHHS, MEIUIIHHCKOTO
U3JleNus, CIeLUHMAIM3UPOBAHHOTO TMPOJAYKTA MHTAHUA JUIS JeTeH-WHBAIMIOB),
npuobpeTaeMoro NOCpeaCTBOM IEKTPOHHOTO cepTU(dUKaTa, C HCIIOJIb30BAHUEM

NEpPEeYHsl JIEKAPCTBEHHBIX MpenapaToB MAJii MEIMIIMHCKOTO TpHMEHEHHS,
MEIULMHCKUX HW3AENIHMA, CIEUUaTU3UPOBAHHBIX NPONYKTOB NHUTAHUS MJis JeTei-
WHBAJUIOB, NPHOOpPETAEMBIX C MCIIOJB30BaHUEM JJIEKTPOHHOro ceprudHKara,
YTBEPXKAEHHOTO MUHUCTEPCTBOM;

Nopsiika OIpEacICHUs HpeﬂeHBHOﬁ CTOUMOCTH CIWHHILIbI (HpeﬂeHLHOFO
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pa3Mepa OIUIaThl) JIEKAPCTBEHHBIX TNPENapaToB I MEIUIMHCKOTO TIPUMEHEHHUS,
MEIOULMHCKUX H3ACNUH, a TaKkKe CIelHaJM3UPOBAHHBIX MPOAYKTOB JIe4eOHOrO
OUTaHUs IJIs JIeTeH-MHBAIMIOB, MPUOOpETAEMBIX C HUCIOJIb30BAHHEM 3JIEKTPOHHOIO
ceptudukara, yrsepxaeHHoro [IpasurensctBoM [Tpumopckoro kpas;

B) IpMHKMaeT pemeHue 00 ofecneyeHWH TpaxAaHHHA METULMHCKON
HOpoAyKLKEH C HCNOIBb30BaHHEM 3JIEKTPOHHOIO CepTH(HKATA.

8. Pemenne 006 ob0ecrieyeHHH TpaXKAaHHWHA MEIHULMHCKON NpPOAYKLIHEH ¢
HCIIONIb30BaHUEM JJIEKTPOHHOI'O CepTH(HKATa HAMpaBISETCd MHHHCTEPCTBOM H3
I'C3 B l'ocynapctBeHHyro  HHQPOPMAIIHOHHYIO CUCTEMY «Ennnas
LEHTpallu30BaHHas LudpoBas rardpopMa B coluanbHou chepe») (manee - T'MC
ELI) ¢ npuioxxeHHueM clieIyIOIMX CBEICHHI:

a) CTpaxoBOW HOMEp HHAMBHAYAIBHOTO JIMIIEBOTO CHETa MPpaXKIaH1Ha,

0) aboHeHTCKHIT HOMep rpaxJaHHHa (ero 3aKOHHOTO TMPEeJCTaBUTENS),
BbIJIEJIEHHBIH ONIepaTopoM MOABMXKHOM paaroTenedOHHOM CBI3U (MPU HAJIUYHUH ),

B) CBeleHUA 00 OpraHe, KOTOPbIH Ha3HAYUII MEpPY COLHANIBHOM MOAEPHKKHY;

r) KoJ1 OI0/KeTHOHR Kiaccupukauuu;

1) Koj Mephl conuanbHoil moanepxku (manee - MCII) no knmaccuduxaropy
Mep COLMaTIbHON NOAEePKKH;

e) kog MCII no nokanbHO# cucTeMe Mep COLHAILHOM MOANEPIKKH;

K) JlaTa Hadaja JelCTBUS 3JIEKTPOHHOro cepTuduKaTa;

3) AaTta OKOHYaHHA JeHCTBHS 3NEKTPOHHOTO cepTHU(HKaTa,

1) HoMep mnarexHoi kaptel MUP;

K) THII DJIEKTPOHHOTO CepTU(HUKATA;

1) KO MPOrpaMMbl JIEKTPOHHOTO cepTH(HUKATA;

M) KOl BUJla TOBapa;

H) HaMEeHOBaHNe TOBapa,

0) npejenbHas CTOMMOCTD €UHHIIBI TOBApa;

I1) KOJIMYECTBO €UHHUI] TOBapa,;

p) YHUKaNBHBIH HoMep penienita B [ IC3.

9. MunucrepctBo, nony4yus yepe3 ['MC3 HoMep 3eKTpOHHOro cepTudHKara,



B Te4YeHHe JBYX pabouMx MOHEH cO JAHSA TOJYy4YeHUs] HOMepa 3IEKTPOHHOIO
ceprudukaTa GopMUpyeT 3asBKy Ha KacCOBBIM pacxoj (IJIaTeXHOe IMOpy4YeHHE),
KOTOpPBIM O0€eCIIeYHBAETCsl HAlpaBieHHe IEHEKHBIX CPEICTB IO JJIEKTPOHHOMY
cepTudukary.

3agBka Ha KacCOBBIM pacxoj (IUlaTexxHoe IOpy4YeHHE) Iepenaercs
MHHHCTEPCTBOM B YmpamieHue PenepanbHoro kasHauelictBa no lIpumopckomy
Kparo C LIEbI0 HCTIOJIHEHHUS 3asBKU Ha KaCCOBBIA pacxoj (IU1aTexHoe Nopy4eHHUE).

10. MHHHCTEPCTBO B T€UEHHE ABYX pabouuX JHEH CO AHS NPUHSATHS PELICHHS,
yKa3aHHOTO B MTOAINYHKTE «B» NMyHKTa 7 HacTosulero [lopsaxa:

HaIpaBiiseT rpaXJaHHHY crocoOOM, YKa3aHHBIM B 3asBJIEHHH, CBEJCHUS 00
aKTHBAIlMM D3JIEKTPOHHOIO CepTU(HUKaTa, €ro HOMHHajle U BO3MOXHOCTSIX €ro
HCIIOJIB30BaHUS IS IprHoOpeTeHrs He0OX0UMOM TPOAYKIIMH MO PELENTY;

uHpOpMHUpYeT rpaxaaHuHa o GopMupoBaHUU (00 U3MEHEHHUHU) BIEKTPOHHOTO
cepruduKara ¥ COAEp)KaIUXCS B HEM CBEJIEHUH ITOCPEICTBOM BbIJIadM BBIMUCKH U3
peecTpa 3JEeKTPOHHBIX CepPTH(HUKATOB, B TOM YHCJIe C HCHOJIb3OBAHUEM €JIUHOTO
noprajga, IIOCjl€ pa3MelIeHUs YKa3aHHbIX CBEAEHHMH B  IOCYJapCTBEHHOM
uHbopMmaLMoHHOHN cucteMe «EnuHas uLeHTpanu3oBaHHas uudposas miardpopma B
COLIMANIBHOM chepe».

11. Ins npuoOpereHHss MEAMIMHCKON MPOAYKUHH C HCIOJb30BAaHHEM
3JIGKTPOHHOTO cepTU(HKaTa IpaXAaHHUH OOpalljaeTcsd B aNTEeYHYK OpraHW3aluIo,
3aperucTpupoBaHHyo B ['ocynapcTBeHHONH HHPOPMALIMOHHOH CHCTEME 3JIEKTPOHHBIX
cepTHU(HUKATOB.

12. UnpopMupoBaHHe  IpaXJaHWHA O  HAIMYMM  COOTBETCTBYHOIIEH
MEIMIMHCKOM MNpPOJAYKLMH, BapUaHTaX TOPrOBBIX HAWMEHOBAaHUM MEIUIIMHCKOM
OpPOAYKLHUH, YCIOBUSX M clocob0ax oOIUlaThl  OCYIIECTBISAETCS  aANTeYHOM
opranusalyei Ha oCHOBaHUHU nony4yeHHoro u3 ' MC3 BeinucaHHOro penenra.

B caydae jxenaHus Trpak[JaHUHAa OIUIATUTh MEIULIMHCKYIO MPOAYKUHIO C
HCIIOJIb30BAHHEM 3aBEpEHHOr0 cepTHU(HKaTa OH YBEAOMISET 00 ITOM aNTEYHYIO
OpraHu3aluio.

13. MuHHCTEpCTBO  OcyllecTBiseT HHGQOpPMHpOBaHHE TIpaKAaHHHA 00
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MCIIOJIE30BaHUH DJIEKTPOHHOIO cepTHdhHUKaTa.

14. I'paxxmaHiH MOXKET OTKa3aTbCcd OT NpUOOpEeTEeHUs MEIULMHCKOM
NPOOYKIMH C HCIOJNB30BAaHUEM JJIEKTPOHHOrO cepTudukata mMyTeM MOAa4Yu
COOTBETCTBYIOILETO 3asBICHHS, B KOTOpPOM YKa3bIBaeTCsl CIOCOO HampaBiIeHUs
rpaxaaHuHy HWHGOpMaMd O  OJIOKHPOBAaHHMH  BBIIAHHOTO  DJIEKTPOHHOTO
cepTudukara.

3asBieHHe 00 oOTKa3ze OT TNPHOOpETEHHS MEAMIMHCKON MNPOLYKLUUU C
HCIOJh30BaHUEM 3JIEKTPOHHOTO cepTHU(UKaTa NOAAaeTcs IpaxcIaHWHOM (3aKOHHBIM
NpeacTaBUTe]IeM) B MHHHUCTEPCTBO JIMYHO uepe3 MEIMIMHCKYH OpraHH3aluio,
y4acTBYIOLIYI0 B pealu3alud TeppHTOpHAIBHOH NpOrpaMMbl TI'OCYAApCTBEHHBIX
rapaHTui OecIIaTHOrO OKa3aHUs Ipa)<aHaM MeJULIMHCKOW roMolly B I Ipumopckom
Kpae, 1O MECTY J>XMTEJNbCTBA WU NPUKPEIUICHUS JUOO MOCPEJCTBOM €IUHOrO
noprana.

3asBieHUe MoAaeTcsi B OTHOLIEHHH KaXJOro Ha3HA4eHHOro MO peLenTy Buia
MeIULIMHCKOHN NpOLyKIHH, KOTOPBIA NPpUOOpETaeTCs C UCIOJIb30BaHUE DJIEKTPOHHOTO
ceprudukara.

15. MuHHUCTEPCTBO B T€YEHUE TpeX AHEH CO OHS MOCTYIUIEHMS 3asiBIeHUst 00
OTKa3ze OT TMpHOOpeTeHHs] MEIUIMHCKOH NPOAYKIMH C  HCIONB30BAaHHEM
3JEKTPOHHOrO cepTU(dUKaTa:

NPUHUMAET pelleHHe 00 OTMeHe ofecreueHus rpaxJaHuHa MeIULUHCKON
HIPOAYKIMEHN C UCTIOIb30BaHUEM DJIEKTPOHHOTO CepTH(HUKATA;

HaIpaBiseT cBeleHUs 00 oTMeHe olecliedeHHs TpaKAaHWHA MEIUIUHCKOH
NPOAYKIUEH C HCMOJIB30BaHMEM DJJIEKTPOHHOrO cepTudukara (GIOKHpOBaHHE
anekTpoHHoro ceptuduxara) B 'UC ELIIT u nanee 'MIC3.

16. MuHHCTEpCTBO B Te€ueHUE OAHOro pabodero AHs co AHS OIOKMPOBAHHUS
3JIEKTPOHHOTO cepTU(UKaTa HamnpapisieT IPaXIaHHHY COOTBETCTBYIOLIHE CBEACHHS
cnocoOoM, yKa3aHHbIM B 3asiBJIEHMM 00 OTKa3e OT NpHOOpETEeHHUs MEIULIMHCKOM
OPOAYKLMH C UCTIOJIB30BaHUEM IEKTPOHHOIO cepTUdHKaTa.

17.B ciy4yae ecid TrpaXJaHWH MOIYYHWJI MEIUUUHCKYIO IMPOLYKUHIO B

arnTe4yHoOU opraHusaluu 0e3 HCHOJIBL30BaHUS JJCKTPOHHOI'O CepTI/I(bI/IKaTa 1o



pelenty, B OTHOLIEHHH KOTOPOTO pacCMaTpUBaeTCs 3asBIEHUE Ha IMOJyYeHHe
AJIEKTPOHHOTO cepTU(HKaTa WJIM B OTHOLIEHHU KOTOPOro BBbIJAAH 3JIEKTPOHHBIH
cepTU(HUKaT, TO Ha OCHOBaHHHM HHPOpPMAIMH O TMOJYYEHHH TIPaXKIaHHUHOM
MEAULIMHCKONH TMpOAyKUUU ©Oe3 HCIONb30BaHHUS JJIEKTPOHHOTO CcepTudHKaTa,
chopmupoBanHoit B ['MC3, odopmiueHre  3neKTpOHHOro  cepTHdUKara
npeKpallaeTcs, a paHee BbIIaHHBIN 3JIEKTPOHHBIN cepTUdUKaT GIIOKUPYETCs.

18. DnekTpoHHBIN cepTUUKAT AEHCTBYET He Oojee cpoka NEHCTBHS pelenta
Ha JIEKapCTBEHHbIE IpemnapaThl IJii MEAULMHCKOTO NPUMEHEHUs, MEIULUHCKUE
U3JIeNIU, a TaKkKe CrellMalu3MpoBaHHble NMPOAYKThI JeueOHOro NUTaHUs A JeTei-
MHBAJIUJIOB.

19. Onnara nexapcTBEHHBIX MHpenapaToB I MEIULHUHCKOrO NpUMEHEHHs,
MEAMIIMHCKMX M3JeNIMi, a TakkKe CHeLMaTU3UPOBAHHBIX MPOAYKTOB Jie4eOHOro
NUTaHUA Ui JeTel-UHBaIWJOB OCYLIECTBISIETCS HAa OCHOBaHHU CBEIEHUIA,
COJIEpXKaIIUXCsl B JJIEKTPOHHOM cepTHU(HKaTe, B pa3Mepe, He MPEeBBILIAIOIIEM
IpeleNbHyl0 CTOMMOCTh JIEKApCTBEHHBIX IpenapaToB JJisi  MEIUIMHCKOTo
IIPUMEHEHHS, MEAULIMHCKUX H3JeIHil, a Takke ClelLHaTu3dpPOBaHHBIX MPOAYKTOB
JNe4eOHOro MNHUTaHUsA Uil JAeTeH-UHBAJIUAOB, YCTAaHOBJICHHYIO B JJIEKTPOHHOM
cepTuduKare.

20. B cinyuae ecny cTOMMOCTD JIEKAPCTBEHHBIX MTPEeNapaToB A MEIUIIHHCKOTO
NpUMEHEHHS, MEAMIIMHCKUX H3JENUH, a TaKkkKe CNelUaTU3UPOBAHHBIX MPOLYKTOB
JeuyeOHOro MUTaHHUA Ui AeTel-MHBAIUAOB, NMPUOOpPETaeMBIX C HCIOJB30BaHHEM
3JIEKTPOHHOTO CepTH(UKaTa, MpeBhIIIAET NpPEIeIbHYI0 CTOMMOCTh JIEKAPCTBEHHBIX
npenaparoB Ui MEIHULUHCKOrO MPUMEHEHHUs, MEJMLMHCKHX H3JeTuH, a Takke
CIELUAIM3UPOBAHHBIX MPOJYKTOB JIe4eOHOro MUTaHUA [UIs JeTei-HHBAUIOB,
YCTAaHOBJIICHHYIO B JJIEGKTPOHHOM cepTU(MKaTe, TIpaXXIaHUH, BKIIOYCHHBIA B
QDenepanbHblii PErucTp, €ro 3aKOHHBIM NpeACTaBUTENb, BIpPaBEe OCYIIECTBUTH
J01JIaTy A0 UX (PaKTUYECKOH CTOMMOCTH 3a CYeT COOCTBEHHBIX CPENCTB.

21. B ciay4ae ecnu CTOMMOCTD JIEKAPCTBEHHBIX MTPeNapaToB AJIsl MEIUIITHCKOTO
NPUMEHEHNs, MEAULMHCKUX M3JIENHMHA, a TaKKe CIELUaTH3UPOBAHHBIX IIPOJYyKTOB

JIe4eOHOro IHTaHusA AJ1d ﬂeTeﬁ-HHBaJIHHOB, HpI/IO6p6TaeMBIX C HCIIOJIB30BaHUEM
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3JIEKTPOHHOTO cepTU(HKaTa, HUXKE MpeAeIbHOM CTOMMOCTH JIEKapCTBEHHBIX
MpernaparoB JJjisi MEJULMHCKOrO NPUMEHEHMS, MEIMLUMHCKUX H3JEIIHH, a TaKkKe
CHELHATU3UPOBAHHBIX MPOAYKTOB JIe4eOHOro TMHTaHUs [l AEeTeH-HHBAIHMIOB,
YCTaHOBJICHHON B JJIEKTPOHHOM CepTU(HKAaTe, TIpaXJaHWH, BKIIIOYEHHBIA B
®denepanbHblii perucTp (€ro 3aKOHHBIM MPEACTaBUTEND) OCYLIECTBISIIOT OIUIATY IO
uX (axkTudeckoii cTouMocTd. PasHuma Mexay ¢(aKTudeckod CTOMMOCTBIO U
YCTAaHOBJICHHOH B  JJIGKTPOHHOM  cepTU(HKare MpeleibHOH  CTOMMOCTBIO
JIEKapCTBEHHBIX IMpenaparoB Uil MEOUUMHCKOrO IPUMEHEHHs, MEIUIUHCKHX
H3JICJIMH, a TaKXKe CIeIHATM3UPOBaHHBIX MPOIYKTOB JIeUeOHOro NMUTAaHUS ISt ACTEH-
HHBaJIUJIOB, TpakJAaHHHY, BKIIIOUeHHOMY B DenepanbHblii peructp (ero 3aKOHHOMY

HpC}ICTaBI/ITeJ'IIO), HE BO3MCIACTCH.




YTBEPX/EH

NOCTAHOBJICHUEM
IlpaButensctBa [IpuMopckoro kpas
or 06.10.2025 & 763-nn

MOPSIAOK

onpeJejieHUs NpeaeSibHONH CTOMMOCTH eTHHHIIbI
(npeaesbHOro pazmMepa onJaThi) JJeKapCTBEHHBIX
npenapaToB AJisi MEAHUHHCKOI0 NpUMeHEeHHsI, Me I IIHHCKHX
H3JeJIHH, a TAK)Ke CHeNHAJTH3NPOBAHHBIX NPOAYKTOB
JIe4eOHOro NUTAHUA AJIsl AeTeH-HHBAIHI0B, IPHOOpeTaeMbIX
€ HCNOJIb30BAHHEM 3JIEKTPOHHOTO cepTHHKATA

1. Hacrosimuit  Ilopsiok  ycTaHaBNMBaeT OCOOEHHOCTH  OIIpeldesieHHs
IpeAe/bHOM CTOMMOCTH €IMHMLBI OTAEJBHOIO BHIAa TOBapa, NMpHOOpeTaeMoro ¢
HCIIOJI30BAaHKUEM JJIEKTPOHHOTO CEepTH(UKATa 3a CUEeT CPeACTB KpaeBoro OI0KerTa,
UCTOYHUKOM KOTOpPBIX sBiIseTcs cyOBeHuuss u3 deaepaipHOro OmoIKera, H
ornpenenseT MOPsIAOK ONpeaeacHUs NpeiebHON CTOMMOCTH:

JIEKapCTBEHHBIX IIpeNapaToB ISl MEAULIMHCKOTO TPUMEHEHHS;

MEIULMHCKUAX U3EIHH;

CHELUAIU3UPOBAHHBIX [TPOYKTOB JIe4eOHOTO MUTAHUS IJIA JIeTel - HHBAJIM/IOB.

2. IIpenenbHass CTOMMOCTb JIEKAPCTBEHHOrO TMperapaTta Ul METUIMHCKOIro
IPUMEHEHNS, MEAULUHCKOTO U3JEJus, ClIeHaTIU3NPOBAHHOrO MPOAYKTa JIeueOHOro
NUTAHUA JJ1s AETEH-UHBAIUIOB (Jajlee - MEAULIMHCKAs TIPOAYKLIHS ), IPHOOPETAEMOTO
C HCIOJIb30BAHHUEM JJICKTPOHHOIO CepTU(UKaTa, ONpeneNseTcs MHUHHCTEPCTBOM
31paBooXpaHeHus [IpuMOpckoro Kpas B CpOK He NO3AHEE LiecToro pabouero mHs,
CIEAYIOLIEro 3a JHEM TNPUHATHS 3aiBI€HUS 00 oOecrie4eHHH TIpaxIaHuHa
MEIUIMHCKOHN MPOAYKLUHEHN C UCTIOIB30BAaHUEM JIEKTPOHHOTO CepTHU(HKATA.

3. IlpenenpHas CTOMMOCTb MEIOMLIMHCKOW NPOAYKIMH, NPHOOpETaeMoil ¢
UCIIONBb30BAHUEM 3JIEKTPOHHOIO cepTH(UKaTa, omnpeaenseTcs MO pe3ysbraTam
NOCIEAHEH CO BPEMEHM OCYILECTBIEHUS 3aKylDKd HMASHTUYHOIO TOBapa,
COOTBETCTBYIOLIET0 HAHNMEHOBAHMIO MEIMIMHCKON POLyKLHH, uHbopMalus o

KOTOPOM pa3sMelleHa B €AMHOH HHGpOpMalMOHHOW cucTeMe B cdepe 3aKyloK,
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NpPOBEICHHOW MUHUCTEPCTBOM 37paBoOXpaHeHUsl [IpuMopckoro kpas B MNOpsAKE,
YCTaHOBJIICHHOM 3akKoHozaTenbcTBoM Poccuiickoii @enepauud O KOHTPaKTHOM
cucreMe B cdepe 3aKynoK TOBapoB, paboT, yciayr nana obecriedeHus
roCyJJapCTBEHHBIX 1 MYHULIUMAIBHBIX HY XK.

[TocnenHet mo BpeMEHHM OCYLUECTBJICHUS 3aKyNKOM MEJUUMHCKOW MpOyKLHH
CUUTAETCs IMOCJIeAHsSA 3aBeplUeHHas MpoleAypa 3aKylKyd MEIUIUHCKON NpOyKLHH
(3aKIIOYEeHHBIA ~ MMHUCTEPCTBOM  3JpaBooxpaHeHuss  [lpuMopckoro  kpas
rocyJapCTBEHHBIN KOHTPAKT, 00s3aTeNbCTBA 10 KOTOPOMY HCIIOJIHEHBI CTOpPOHaMHU
KOHTpakTa B TIOJAHOM oObeMe) Ha JaTy MNoJadyd TpaXKIaHUHOM (3aKOHHBIM
IIpECTaBUTENIEM ) 3asIBJICHMSI.

4.B cnyuae ecium MMHUCTEPCTBOM 3ApaBooxpaHeHus IIpumopckoro kpas
3aKylKa MEOWIMHCKOM  MpONyKUIMH, MNpUOOpeTaeMOH €  HMCIOJIb30BAaHUEM
3JIEKTPOHHOrO cepTH(UKaTa, HE OCYIIECTBIANACH, THOO NpoLeaypa OCYILECTBICHUS
3aKyIKH HMAEHTUYHOTO TOBapa, COOTBETCTBYIOLIETO HAMMEHOBAHHIO MEIMIMHCKOM
NPOAYKLIMHM, HE COCTOsUlach, JMOO 3aKylnKa 3aKylNKH WIEHTUYHOTO TOBapa,
COOTBETCTBYIOIIET0 HAaWMMEHOBAHHIO MEIULIMHCKOW IPOMYKIMH, OCYIIECTBIISIACDH
Oonee yeM 3a TpH roja A0 MOAAYd TPaXTAHUHOM (3aKOHHBIM IMPEJICTABUTENIEM)
3asBJICHUSA, MpelelibHag CTOMMOCTh MACHTHYHOIO TOBapa, COOTBETCTBYIOLIETO
HaUMEHOBAaHMIO MEIMLIMHCKON TNpOAYKLMH, ONpeAensercs Io pe3yjibTaram
MOCIIENHEH MO0 BPEMEHU OCYLISCTBICHUSA 3aKyNKH OJHOPOAHOW MEIMIMHCKOH
NpoAyKUUH, HH(OpMALUs O KOTOpOW pa3MellleHa B eAUHOH HH(POpMalHOHHOMH
cucreMe B cdepe 3aKyNoOK, MPOBEICHHOM IIOObIM ApYyrHM  YIIOJIHOMOYEHHBIM
OpraHoM, pacHoJIOKEHHBIM B T1pelenax Tepputopud JlalibHEeBOCTOYHOTO
¢enepanibHOro OKpyTa.

5. B caydae ecnum YNOJHOMOYEHHBIMM OpraHamMH 3aKynka MeIUIIHMHCKOMR
NPONYKUMH Ha TeppUTOopuu J[lanbHEBOCTOYHOro deaepalbHOr0 OKpyra He
OCYIIECTBIISIaCh, JUOO Mpoleaypa OCYIIECTBICHHUs 3aKyIKd TaKOH MeIUIMHCKOM
NPOAYKIMH HE CcOCTos1ach, JHUOO 3aKyllka Takod MEIULIMHCKON NpOAYKIIHH
OCYIIIECTRJISIACh OoJiee YeM 3a TPH rojia A0 AaThl MMOJIauyd I'PaKJIAHUHOM (3aKOHHBIM

HpeIICTaBHTeJIeM) 3a5BJICHUA, npeacjibHas CTOUMOCTD COOTBeTCTByIOHleﬁ
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MEIMLMHCKON MPOAYKUUU ONpenelseTcs Mo pe3yiabTraTaM MocjieiHeld Mo BpeMeHH
OCYILECTBJICHHS 3aKyIKH OJHOPOAHOW MEIULMHCKON MPOAYKLMH, MPUOOpeTaeMoi ¢
UCIOJB30BAHUEM 3JIEKTPOHHOIO cepTU(uUKaTa, HUHPopMaIHs 0 KOTOPOU pasMellieHa B
eAUHOH WHOOPMalUMOHHOW cHUCTeMe B cdepe 3aKyloK, [POBEAEHHOH JIOOBIM
YIIOJTHOMOYEHHBIM OPraHOM, pacllOoNIOKEHHBIM B Ipenenax Teppuropuu Pocculickoit
Qenepaluu.

6. B ciydae ecnu 3aKkyIika JeKkapCTBEHHOTO IIpernapara B Npejesiax TepPHUTOPUH
Poccuiickoit  @epepauvu  HE  OCYLUECTBIAJIACh,  TpelneilbHas  CTOUMOCTH
JIEKapCTBEHHOI0 IIpernapaTra oOIlpelleiisieTcsl KaK MaKCUMajlbHOE€ 3Ha4YeHHEe LEeHBI
JIEKapCTBEHHOI0 mpemnapara IO JaHHBIM TOCYJapCTBEHHOrO peecTpa IpelesbHBIX
OTIIYCKHBIX LEH IIPOU3BOJUTENICEH Ha JIEKapCTBEHHbIE MpemnapaThl, BKIKYEHHbLIE B
HepeveHb KU3HEHHO HEOOXOAUMBIX M BaXXHEHUINX JIEKapCTBEHHBIX NPENapaToB.

7. B cnydae ecnm 3aKynka MEIULIMHCKOTO H3AENHS, CIELHATIN3HPOBAHHOTO
IpoAyKTa Je4eOHOro MHUTaHWs JUIs JeTe-UHBAIMIOB B IIpejieiaX TePPHUTOPHH
Poccuiickoii @enepanMu He OCYILLECTBIsUIaCh, TO IpeAeibHAas CTOUMOCTH
MEJMIUHCKOTO U3JENHS, CIIELHATIU3UPOBAHHOTO MPOAYKTA Jie4eOHOro MUTaHUSA s
JeTeH-UHBAJIMJIOB ONpeAeNseTcs KakK MpelaejibHas CTOMMOCTh MEIULIMHCKOTO

Hn31C€us, CIICHHAIIU3NPOBAHHOIO ITIPOAYKTA J1e4eOHOrO NMUTAHMUS - aHAJIOTA.




