IPABUTEJBCTBO MATAJJAHCKOM OBJIACTH

NOCTAHOBJIEHHUE

0T «28» Hos10pst 2025 1. Ne 613-nin
r. Maranau

O nexapcTBeHHOM 00ecniedeHHH OTAEJILHBIX KATErOpHii rpaxkIaH
€ HCNOJIb30BAHHEM JIEKTPOHHOTr0 cepruduKara
B MarajaaHcko o0Jiactu

Ha ocnoBanuu crateit 4.1 u 6.2 @enepansHoro 3akoHa ot 17 wurons
1999 r. Ne 178-®3 «O roCcy/IapCTBEHHOM COLMAIBHON MOMOIIM», CTaThu 62
®enepansHoro 3akoHa oT 12 ampens 2010 r. Ne 61-O3 «O6 obpamieHuu
JIEKapCTBEHHEIX CPEICTBY, YaCTH 2 U IIyHKTa 3 4YacTH 5 CTaThU 3, YaCTH 3 CTaThU
7 ®enepanbroro 3akoHa ot 30 gexadps 2020 1. Ne 491-03 «O mpuobperenun
OTIENBHBIX BHIIOB TOBapoB, paboT, YCIYT ¢ HCIIOJIB30BAHUEM 3JIEKTPOHHOIO
ceprudukara», nocranopnenus IlpaBurenscTBa Poccuiickoit @enepaiuu
ot 23 ampens 2021 r. Ne 631 «O ¢opmypoBaHUM M YTBEPXKACHHUH IEepEeUHEN
OTHENBHBIX BUIOB TOBAPOB, paboT, yCIyT, MIPHOOPETAEMBIX C UCIIONB30BAHUEM
3JIEKTPOHHOIO cepTH(dHKATa 3a CUET CPeACTB OIOKETOB OI0/KETHON CHCTEMEI
Poccuiickoit  ®enepauun», npHKaza MuUHUCTEPCTBA 3APaBOOXpaHEHUS
Poccuiickoit ®exnepanuu ot 2 HosOpst 2024 r. Ne 596H «OO0 yTBepKIeHUH
MeTrogu4yeckuX  yKa3aHUHM 10 OCYIIECTBIEHHIO  HCIOJHUTEIBHBIMU
opranamu cyObekToB Poccuiickoit Pepepanum nepefaHHBIX IIOJIHOMOYHI
10 Opra"u3anuu obecredeHus Irpa)/iaH, BKIIOYEeHHbBIX B DPenepaibHbIi PETUCTP
JIUI], UMEIONIVX MPABO Ha IMOJy4YeHUE IOCYJapCTBEHHOM CONHaIbHON IIOMOIIIH,
JIeKapCTBEHHBIMH  IperapaTramMd Ui MEAULIMHCKOTO  IPUMEHEHHUs,

MCIHIIMHCKHUMH HM3ACITUAMH, a TaKXC CIHCOUATIH3UPOBAHHBIMH IIPOAYKTaAaMH
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J1e4eOHOro MUTaHus IS MeTeH-UHBAIUAOB, B TOM YHUCJIE C HUCIOIB30BaHHEM
3NEKTPOHHOIO cepTudHKaTa», B LEIIX pealu3alldd Mep COLUaIbHOR
NOAJIEPKKU  OTACIBHBIM  KATErOpUsM  TIpaxiaH TIo  OOeCHeueHHIo
JIEKAapCTBEHHBIMM  lIperaparaMd  JUIsi  MEIULUHCKOrO  IPUMEHEHUS,
MEAMLMHCKUMH H3JEUsAMH, ClIeUUAIN3UPOBAaHHBIMU MPOAYyKTaMU Je4eOHOro
NUTaHUs IS HéTeﬁ—HHBaHHIIOB C  HCIOJIb30BaHUEM  DJIEKTPOHHBIX
cepruduxatoB [IpaBurenscTBo Maraganckoi objlacTi NOCTaHOBJA A € T:

1. YTBEepAUTH NpHIIaraeMble:

1.1. Tlopsmok mnpenocTaBlI€HUs TIPaXJaHMHOM  3asABIEHUA  Ha
obecreyeHne JIeKapCTBEHHBIMH MIpeltapaTaMy JUIsi MEAULIMHCKOIO IPUMEHEH U,
MEAVIMHCKUM H3IEHIMH, CIEUUATU3NPOBAHHBIMUA IMPOAYKTaMH JIe4eOHOro
NUTaHUS IS JeTeW-WHBAJUAOB €  UCIOJIB30BAaHUEM  BJIEKTPOHHOIO
cepTudHUKaTa; |

1.2. Tlopsimox ompenencHuss MpPeNeNbHOM  CTOMMOCTH — €AMHHIIBI
(npenenpHOrO pa3sMepa OIUIaThl) JEKAPCTBEHHBIX IIPENaparoB, MEAUIUMHCKHUX
U3EIN, a4 TaKKe CHelUalIU3UPOBAHHBIX IMPOJAYKTOB JIeueOHOIro ITMTaHUs
JUTSL e Ted-UHBAIM/IOB C UCIIOJIB30BAHUEM JIIEKTPOHHOTO CEPTU(HUKATA.

2. Onpenenurs MHHHUCTEPCTBO 3paBOOXPaHCHUS 51
aemorpaduyeckoii MmoJMTHKH MaraJaHckoil o0JacTH  yIOJHOMOYEHHBIM
UCIIONIHUTENLHEIM ~ OpraHoM  Marafganckoit ofnacTd 10 OpraHM3anuu
obecrieueHus OTIEIBHBIX KATeropui Ipa)/iaH JIEKapCTBEHHBIMU IIperapaTamMu
JUIS. MEIUIMHCKOTO TIPUMCHEHUS, MEIULUHCKUMHU U3JEIUAMH, a TaKxKe
CHELMATU3UPOBAHHBIMUA  TPOAYKTAMH JieueOHOro NHUTaHWs JUIs  JeTel-
HHBAJINOB C HCIIOIL30BaHHEM 3JIEKTPOHHOTO cepTH(HUKATA.

3. Hacrosmee mocraHoBJeHHME BCTyllaeT B CHIy CO [JHI €ro
OQUIHAIBHOrO  OIyONIMKOBAaHHUS W paclpocTpaHseT CBOE  JEHCTBHE

Ha IIPaBOOTHOIIEHHUs], Bo3HUKIIKE ¢ 1, sitHBaps 2025 roxa.

I'yb6epHarop

Maranauckoi odiactu C.K. Hocos




INPUWJIOKEHHUE Ne 1
YTBEPXIEH

nocranosJjieanem IlpaBurenncrea
Maraganckoi o6J1acTu

oT «28» Hosiops 2025 r. Ne 613-nn

MNMOPAAOK
NPeAOCTABJICHHS I'PAXKAANUHOM 3asiBJICHUS HA ofecnedenue
JIEKAPCTBEHHBIMH NIPeNapaTaMHu st MCIUIMHCKOrO PUMENCHUS,
MEJHIHHCKHAM H3JeJIHSIMH, CHIELHAJIN3HPOBAHHBIMH NPOAYKTAMH

Jie4eOHOro NUTAHUA AJIs AeTeii-HHBAJIMI0B C HCIOIb30BAHACM

3JIEKTPOHHOIO ceprudukarTa

1. Hacrosimuit Ilopsinox mnpefocraBienus TIpakIaHHHOM 3asBICHHS
Ha ofecriedeHre JIEKapCTBEHHBIMU IIperapataMyd Ui MEAUIMHCKOIro
IPUMEHEHHS, MEAULUUHCKUM U3JICIUAMH, CIICHUATN3UPOBAHHBIMHU MPOTyKTaMHU
JIe4eOHOr0 MUTAHUS I JeTel-HHBAIMAOB (fajee — Mephl CONMATLHON
NOJAEPAKKH ), YCTAHOBICHHOTO IMyHKTOM | yactu 1 crathu 6.2 denepaibHOTO
3akoHa oT 17 wmions 1999 r. Ne 1783-03 «O rocynapCTBEHHOUW COIMAIbLHON
TTOMOLIIU» (nanmee — @enepanpublii 3akoH Ne 178-D3), ¢ uCHOJIB30BaHHEM
JJIEKTPOHHOTO cepTUUKATA ONPEACIIET MEXaHW3M TMOJauU TPaXTaHUHOM,
IIPOXHUBAIOIIMM Ha Teppuropur MarajgaHckoi o0JacTh M HE OTKa3aBIIMMCS
OT TIOJy4Y€HHUs Mep COIMANTBHOU MOIEPKKH C UCIIONB30BAHUEM DJIEKTPOHHOTO
ceprudHUKara.

2. IlpaBo Ha mnpuoOpereHHE JNEKApCTBEHHOrO Ipenapara JJis
MEIMLMHCKOrO IIPUMEHEHMsS] 110 pElENTaM Ha JEeKapCTBEHHBIC IIPENaparThl,
MEJULMHCKOrO0 M3Me/MUs IO perentaM Ha MEJUUUHCKUAE HU3JIEeNUs, a TakKXKe
CHEIMAIU3UPOBAHHOTO TIPOIYKTa J€4Y€OHOTO MUTAHUS ISl JEeTeH-MHBAIK/OB
(namee — MeAUUMHCKAs TPOAYKLMS) C HCIOJAB30BAHUEM JJICKTPOHHOTO
cepru(ukaTa UMEIOT rpaxjaHe, BKIIOUeHHbIe B (DenepanbHBI peecTp JHII,
UMEIOIIUX TPaBO Ha IIOJYYECHHE TOCYIapCTBEHHOH COIHUAIBLHOM IMOMOIIU

(nanee — @enepalibHBIA PETHCTP).
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3. I'paxxmanuH (M1 ero 3aKOHHBIN IIpeICTaBUTENb) IIPH BbIOOpe criocoba
MOMYy4YeHUS! MEIMIMHCKOW TMPOAYKIMH C MCIONIB30BAaHUEM 3JIEKTPOHHOIO
ceprudukaTa oQoOpMIIsLET B IMCBMEHHOM (opMe 3asBIeHHE Ha IIOIYyYEHUE MEPHI
COLMATbHOU TOJJIEPKKH C MCIIONB30BAaHUEM 3JIEKTPOHHOrO cepTUdUKarta
(nanee — 3asBieHue) mo GopMe COIVIACHO MPUIIOKEHHMIO K HaCTOSIEMY
ITopsiaky.

3asBiaeHHE  MOAaeTCAd  IpaXJaHWHOM  (WIM  ero  3aKOHHBIM
IpefiCTaBUTENIEM) B MHUHHCTEPCTBO 3[PaBOOXpaHEHHS U JeMorpaduyeckoi
MOJIMTUKKM MaraIaHcKo# 001acTd Ha JMYHOM MIpHUeMe, TOCPEICTBOM IT0YTOBOM
CBSI3WM, a TaKKke IOCPENCTBOM OJJIEKTPOHHOW mmouThl minzdrav@49gov.ru,
CrI0co00M, MO3BOJISAIONIUM MOJTBEPANTE (HAKT U 1aTy OTIPaBIICHUS.

3asgBieHUE TIOAeTCs B OTHOLIEHUH KaXXI0r0 Ha3HAYEHHOTO 10 peLeNTy
BHJIa MEIUUMHCKON MPOAYKIUH, KOTOpas IpUOOpETaeTCsl ¢ UCIOIb30BAHUEM
3JIEKTPOHHOI0 CepTU(hUKATA.

B 3asBneHun yka3pIBaloTCs CJIELYIOUINE CBEACHUS:

1)  daMumus, ums, 0T4ECTBO (NIPH HAJTMYHN );

2)  a#gpec perucTpalud TIpaxJaHHMHA [0 MeCTy OKUTEJIbCTBA
WJIY IO MECTY TIpeObIBaHMUS;

3)  crpaxoBoit Homep mHAMBUAYanbHOro nuuesoro cuyera (CHUJIC)
rpaXXIaHHa,;

4)  HOMep noJjrca 00s3aTeIbHOTO METUIIMHCKOTO CTPaxOBaHHUS;

5)  aboHeHTCKMI HOMep rpa)/aHrHa (ero 3aKOHHOro IpeCTaBUTeNs),
BBIJJAHHEIA OIIepaTopoM MOIBUXKHOHN paanoTenepOHHON CBS3U (TIpY HATTUYHUH);

6)  HOMEp HAUUOHAJILHOrO IUIATEXXKHOIr0O HHCTPYMEHTa IpakJaHHHA,
IpeLyCMOTPEHHOTO 3aKOHO/1aTE€JILCTBOM Poccutickoit Ddeneparnuu
0 Ha{HOHAJILHOM IIaTeXXHOH cucteMe (Kapta «MHUP»);

7)  HOMeEp pelernTa;

8) cmoco6  MHOOPMUPOBAHMS  rpaxnaHMHa 00  aKTHBaLUH
SJIEKTPOHHOI'O  cepTU(HUKAaTa, €ero HOMUHAJE U  BO3MOXHOCTAX €ro

HUCIIOJIB30BaHMUA JIA HpI/IO6p€TeHI/IH MGIIHHI/IHCKOﬁ IIpOAYKIINM IIO PCICIITY,



00 HCIIONIB30BaHUH JIEKTPOHHOrO cepTUdukaTa, 0 OJIOKUPOBKE IIEKTPOHHOTO
cepTH(dHKaTa B CBA3M C OTKA30M OT 3JEKTPOHHOrO cepTuduUKaTa.

4, 3asBurens (ero 3aKOHHBIM Ipe/CTaBUTENb), BIPABE OTKA3aThCA
OT PUOOPETEHUS MEULIMHCKON TTPOAYKIUHU C UCIIONB30BAHUEM 3JIEKTPOHHOIO
ceprudukara B TeYCHHE CPOKa ero JEHCTBUS C Mojadyeil COOTBETCTBYIOILEIO
3asBJIEHUS] B MUHUCTEPCTBO 3[PAaBOOXPAHEHUS U JeMOrpapu4ecKod MONUTHKH
Maramanckoit o0nacTi Ha JIMYHOM IIpUEME, MOCPEACTBOM IIOYTOBOM CBS3H,
a TaK)Xe MOCPEJCTBOM JJIEKTPOHHOH MouThl minzdrav@49gov.ru, B KOTOPOM
yKa3BIBaeTCsl CIIOCO6 HanpaBieHHs TPaXAaHUHY MHQPOpMalLUU O OIOKUPOBKE

BBIJIAHHOI'O 3JICKTPOHHOI'O CCpTI/I(l)I/IKaTa.




NPUJIOKEHHUE

K NpeJ0CTABJICHHS IPaKIaHHHOM
3asiBJieHHsl Ha o0ecneyenue
JIEKapCTBEHHBIMH NpenapaTaMu
IS MEAHIMHCKOr0 NIPHMEHEeHNs,
MeJHUNHCKAM H3AC/JIHAMH,
CHEIHAJTU3NPOBAHHBbIMH
NPOAYKTAMH JIe4eOHOro NMHTAHUSA
JJIsl IeTeil-UHBAJIH/I0B €
HCHO0JIb30BAHHEM JIEKTPOHHOYO
ceprudukara

dopma

3ASBIEHUE

Ha OJIyYeHHEe MEPbI COIMAIBHOM IIOIIEPIKKH C UCIIONb30BaHUEM
3NIEKTPOHHOr0 cepTUdHKara, PefyCMOTpeHHOM IyHKToM 1 gacTu 1 crarsu 6.2
denepanpHOrO 3aKoHa OT 17 urons 1999 . Ne 178-®3
«O roCcyIapCTBEHHOM CONMAnbHOM ITOMOILKY, C HCTIOB30BaHNEM
3]IEKTPOHHOTO CepTU(HKATA C YUETOM NONOKEHHA DeiepalbHOro 3aKOHa
ot 30 gexabps 2020 . Ne 491-03 «O npruobpereHun OT/CIBHBIX BUIOB
TOBapOB, PaboT, yCIYT ¢ UCIIOIH30BaHUEM JIEKTPOHHOIO CEPTU(HHUKATA

(thamumsa, UM, OTUECTBO (NIPH HATMUUK)

CTpaxoBO HOMEP MHAMBUAYaJBHOIO NuieBoro cuera (CHUJIC)

aGOHEHTCKYI HOMEP FPAXIAHMHA (€70 3aKOHHOTO IIPEICTABMTENA), BbLAEICHHbIH ONEParopoM NOABIKHOH
panrorencoHHOM CBA3M (NMPU HAMYMH)

HOMEDp 1oJiuca 0043aT¢ALHOIO MEAULIMHCKOTO CTpaxoBauus

HOMEp HALMOHANBHOIO MIATEXHOr0 UHCTPYMENTA, TIPEYCMOTPEHHONO 3aKOHOAATENLCTBOM Poccniickok Qeaepauuu 0
HalMOHANEHOM [11aTeXHOl cucTeme (kapra MUP)

CBelCHMA © MecTe IpeObiBaHus ((PAKTHUECKOro TPOKMBAHMA)

HOMED peuernTa

Crioco6 MHGOPMHPOBAHHUS IPAXKIAHMHA O PE3YIbTaTax PACCMOTPEHHS 3asBICHUs (HYKHOE
MOJTYCPKHYTH): ‘



«

1o tenedony

I10 3J'ICKTpOHHOI71 IIOYTC

» I.

Homep TenedoHa rpaxianuna

aJpec MEKTPOHHON MOUTHI IpaX/[aHuHa

(dD.l/I.O., MOUIHCH TPaXKIaHHHA)




NIPUJIOKEHUE Ne 2
YTBEP)KIEH

nocranos/jienuemM IlpapurtenncrBa
Maraaganckou o0JacTu

oT «28» nosiops 2025 r. Ne 613-nn

MNOPAAOK
onpeae/ieHUus npeaeabHoi CTONMOCTH e IHHUIbI
(npeaesbHOro pazmepa oIIATHI) JIEKAPCTBEHHBIX IPENapaTos,
MeAMIHMHCKAX HU3/e/HH, 4 TAK)Ke CleNHATH3HPOBAHHBIX
IPOAYKTOB Jie4eOHOro NUTAHUS /IS leTeH-HHBAJIHA0B
€ HCIOJIb30BaHUEM JICKTPOHHOTO cepTH(HKATA

1. Hacrosimmuit  Ilopsimox  ycraHaBiuBaeT croco0 — ompeliesieHus
IpeeNIbHOM CTOMMOCTHM €AMHHUIIBI OTACIBHOIO BH/a TOBapa, H§Ho6peTaeMoro
C HCIOJIb30BAHUMEM 3JIGKTPOHHOIO ceprudukara, B O00JaCTH OKa3aHUS
rOCyapCTBEHHOM coIMajbHOM IIOMOLIM B YacTH obOecnedyeHus Trpaxial,
BKIIIOYEHHBIX B DefiepalbHBINA PErUCTp JMI], UMEIONIUX [PaBO Ha IOJIYYEHHE
rOCyAapCTBEHHOM couuanbHoit nmomomm (nanee — @DenepanbHblil peructp),
B BUJIC:

JIEKapCTBEHHOTO IIpernapara I MEJMIIMHCKOTO MpUMEHEHUs B oObeMe
HE MeHee, YeM JTO IIPEeIyCMOTPEHO IepedyHeM >KM3HEHHO HEOOXOIMMBIX
U BOKHEUIIKX JIEKAPCTBEHHBIX MMPENapaToB, CHOPMHUPOBAHHBIM B COOTBETCTBUHU
¢ ®enepanbubiM 3akoHoM oT 12 ampenst 2010 r. Ne 61-®3 «O6 obpanienun
JIEKapCTBEHHBIX CPE/ICTBY;

MEJIUIIMHCKOTO HU3JICNIUSl B COOTBETCTBUM C HEPEYHEM MEAUIIMHCKHUX
U3JIeTIUH, OTIIyCKaeMBIX II0 pelelTaM Ha MEeIUIMHCKAE W3NS IIpu
IIPEOCTaBIEHUH Habopa COIHAaNbHBIX YCIYT, YTBEPKIEHHBIX PAcIlOPsHKEHHUEM
IIpaBurenscTBa Poccuiickoit Meneparuu ot 31 nexadbps 2018 r. Ne 3053-p;

CIELMAIU3UPOBAHHOTO TIPOAYKTa JieueOHOro INUTaHus JUIsl JeTei-
MHBAJIUJIOB B COOTBETCTBHUHM C IEPEYHEM CIEIHATU3MPOBAHHBIX IPOJIYKTOB
JedeOHOTro MUTAHUs JUIS JIETeH-UHBAIUIOB, YTBEPKICHHBIM PacloOpsKEHUEM

IIpaButensctBa Poccuiickoit denepannu ot 11 nexabps 2023 r. Ne 3551-p.
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2. MUHHUCTEPCTBO 3IpaBOOXPaHEHUs MU AeMOrpaduyueckod INOIUTUKU
Marananckoit obnactu (nanee — MunH3apaB Marajganckoi 00J1acTH) €XeroaHo
Mo coCTOSHUIO Ha 1 jekabps TEKylero roja ONpeleiseT IpeleibHYIO
CTOMMOCT JIEKAPCTBEHHOTO Mperapara s MeMIIMHCKOTO IpUMEHeHus (najee
- JICKapCTBEHHBIM  Ipermapar), MEJULMHCKOro  M3JeNHs, a  TaKxKe
CHELMATU3UPOBAHHOrO MPOAYKTa JIeYeOHOI0 MUTaHUs IJIsl eTed-UHBAIUIOB,
IpHOOPETaEMOr0 C MCII0JIHb30BaHHEM JJIEKTPOHHOTO cepTUdUKaTA.

3. IlpenenbHas CTOMMOCTH JIEKAPCTBEHHOI'O IIpelapara, MEAUIUHCKOro
U3JENNsA, a TaKKe CIEIHAIM3UPOBAHHOI0 IPOAYKTa JIedeOHOro IHUTaHUA
JUIsl JleTed-UHBAJIM/IOB, [PUOOPETAEMOr0 C HCIOJIb30BAaHHEM 3JIEKTPOHHOIO
ceprudukara, OIpeleNseTcs [0 pe3yjpraraM I[OCIeIHEH 110 BpEMEHHM
OCYILECTBIICHUS 3aKyNKH UJEHTUIHOTO (KOHKpETHOTO) TOBapa,
COOTBETCTBYIOILLETO HAaWUMEHOBaHHUIO JIEKapCTBEHHOIO npenapara,
MEIUUUHCKOrO M3JEJIHs, a TAK)Ke CIeLIMATU3UPOBAHHOIO IPOyKTa JIedeOHOro
[IUTAHHUSA TS leTeH-UHBAIUI0B, HH(OPMAIUs O KOTOPOH pa3MeIleHa B €IMHOM
UH(POPMAIMOHHON cHucTeMe B cdepe 3aKyloK, NpOBeAeHHOH MuHsgpasom
Marananckoit obyiacT B IOpSIIKE, YCTAHOBJIEHHOM 3aKOHOAATEILCTBOM
Poccuiickoit degepariyt 0 KOHTPAKTHOM cucTeMe B cdepe 3aKyIllOK TOBApoOB,
pabort, yciyr Juist o0ecIeueHus ToCy IapCTBEHHBIX U MYHUUUITAILHBIX HYXI.

4. TlocnemHel Mo BpEeMEHHU OCYILECTBIEHUS 3aKyIIKOM JI€KapCTBEHHOIO
Tpenapara, MeJMIIMHCKOTO M3/Ie/IHs, & TAKXKe CIENHATU3NPOBAHHOTO IIPOLYKTa
Ne4eOHOro TTUTAHUS JUJIS JIeTeH-UHBAIUA0B CYUTACTCS [TOCIIEAHA 3aBEpIICHHAs
IpoUeaypa  OCYIIECTBICHHS  3aKyNKH  JICKAPCTBEHHOIO  IIpernapara,
MEIUUUHCKOIO M3JIENHs, a TAKKE CICIHATN3MPOBAHHOTO IIPOIYKTa JiedeOHOro
[UTAHUS JJIsS JeTel-HHBaTH/I0B (3aKiIOueHHbIH MunH3apaBom MaragaHckoi
00JIaCTH KOHTPAaKT, 00s3aTeNbCcTBA I10 KOTOPOMY HCIIOIHEHBI CTOPOHAMH
KOHTPAKTa B [TOJJHOM 00'beMe 110 COCTOSHHIO Ha 1 Jilekabps TEKyIIEro roaa).

5. B cnyuae, eciu Mun3apaBoM Marajganckoil o0iacTH  3aKyIKa
JIEKapCTBEHHOI'0  IIperapara,  MEIMIMHCKOrO  HU3JEIHs, a  TaKxke

CIICHHMATIM3UPOBAHHOTO ITPOAYKTA 71e4e0HOro MUTaHUSs J171 JeTeH-UHBAJIMI0B HE



OCYHIECTBIISANACh, MO0 MpOoLeAypa OCYIISCTBICHUS 3aKyNKM HIEHTUYHOTO
(KOHKPETHOI0) TOBapa, COOTBETCTBYIONIEr0 HAMMEHOBAHHMIO JIEKAPCTBEHHOTO
npenapara, MEAMIMHCKOIO U3/IeHs, & TAKXKE CIeLUAIU3UPOBAHHOTO ITPOAYKTa
eueOHOro MUTaHMS JUIS JeTed-WHBAIUIOB, HE COCTOSJIACh, JUOO 3aKylKa
HJIIEHTUYHOrO (KOHKPETHOT'O) TOBapa, COOTBETCTBYIOLIEO HAaWMEHOBAHHUIO
JEKapCTBEHHOrO  IIperiapara,  MEJIUIIMHCKOrO  HM3JEIus, a4  TaKxe
CIEUHMAIU3UPOBAHHOIO MPOAYKTA JIEUeOHOI'0 MUTAHUS IS JeTei-UHBAIUIOB,
OCYLIECTBIIATIACh Ooyiee YeM 3a TPU roaa 10 JAHS IOJa4YM TIPaXKIaHHHOM
(ero 3aKOHHBIM MpEACTaBUTENIEM), BKIIOYEHHBIM B (DelepalibHbIM PErucTp,
3asBJIEHUS] Ha IMOJIy4eHHE Mepbl COLMAIBHOMN MOMJIEPKKH C WCITONb30BAHUEM
JJIEKTPOHHOIO  cepTuduKara, IpejaeibHas  CTOUMOCTh  HACHTHYHOIO
(KOHKPETHOr0) TOBapa, COOTBETCTBYIOUIEr0 HAUMEHOBAHHUIO JIEKAPCTBEHHOTO
npenapara, MEAMLUHCKOTO U3/eJUsl, a TAKXKe CIIeIIMaTu3UPOBAHHOTO IIPOAYKTa
71e4eOHOro IMUTaHUs IS JeTeH-WHBAIUIOB, OMpesessieTcsl MO pe3yJbTaTaM
NOCJIeIHEN 110 BpEMEHHM OCYILIECTBICHUS 3aKyIIKU JIEKAPCTBEHHOTr'O Mperapara,
MeULIMHCKOrO U3/IeNHsi, a TAKXe CIelHaTu3MPOBaHHOrO MPOAYKTA JeueGHOro
MIUTaHUA JJIS IeTeli-nHBAJIUI0B, HH(POPMAIIUI 0 KOTOPOH pa3MelleHa B ¢ITHHON
UHGOPMAITHOHHOM cHcTeMe B chepe 3aKyIoK, IMPOBEJACHHON JIIOOBIM JIPYTUM
YHOJIHOMOYEHHBIM OopraHoM JlarpHeBOCTOYHOTO (e/iepalbHOro OKpyra.

6. B ciyyae ecinud yIoOJHOMOYEHHBIM OpraHoM JlaJIbHEBOCTOYHOTO
¢denepanbHOro OKpyra 3akKyrka JIEKapCTBEHHOIrO Ipernapara, MEIUIMHCKOrO
M3JIeNUs, a TaKXKe ClelHUaIu3uPOBaHHOrO MPOJYKTa JIe4eOHOro MUTaHUS IS
NeTeH-UHBAJIUIOB HE OCYIIECTBISUIACh JUOO TMpoleaypa OCylleCTBIECHUS
3aKyIKH TAKOT'O JIEKapCTBEHHOIO Hperapara, MeJIMIIMHCKOTO U3eus, a TakKe
CHEUATM3UPOBAHHOIO TPOJIYKTA JICUEOHOr0 MUTAHUS IS IeTeH-UHBaIIUAOB He
COCTOSJIACh, TUOO 3aKyIKa TaKOro JIEKAPCTBEHHOIO NpenapaTta, MEAULMHCKOTo
W3JIeNHs, a TakKe CIeIHAIN3MPOBAHHOTO TIPOAYKTa JIedeOHOro MNUTaHUs
JUISE e TeM-UHBAIIM/IOB OCYIIECTBIISIACEH OoJiee 4eM 3a TPH rojia JI0 J1aThl [101aun
rpaxgianidoM  (WUIM  €ro  3aKOHHBIM  IPCICTaBUTENEM), BKIIOYEHHBIM

B QDenepaipHBIl PerucTp, 3asBICHUS HA IMOJYyYECHHE MeEpBl COIHAJIbHON
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TIOJIEPKKU € HCIIOJNL30BAHMEM JJIEKTPOHHOIO cepTU(UKaTa, IIpeiesibHas
CTOMMOCTBH COOTBETCTBYIOLIEro JIEKAPCTBEHHOI'O Iperapara, MEQULIMHCKOIro
H3JlelIMs, a TaKXKe CHEeNUaTU3UPOBAHHOIO MPOJYKTa JICYECOHOTO MUTAHUS IS
NEeTEeH-UHBAIMIOB OIpenensieTcs I10 pe3yjibTaraM IOCHAeAHEH IO BpPEMEHH
OCYIIECTBJICHUA  3aKylIKM  OJHOPOJHOIO  JIEKQpCTBEHHOI'O  IIpemnapara,
MEJUUMHCKOIO U3JeJINsl, a TaKXe CIEeHUAIN3UPOBaHHOrO MPOAYKTa Je4eOHOro
[IUTaHUs JUIS  JIeTeli-WHBAJIHJ0B, NpHOOpEeTaeMoro ¢ HCIIOJIb30BaHHEM
JJIEKTPOHHOIO cepTudukara, HHPoOpMaLUs O KOTOPOH pa3MellleHa B €UHOMN
MH(POPMAITMOHHONW cucTteMe B cdepe 3aKkyloK, MTpOBEAEHHOH J0OBIM
YIIOJTHOMOYEHHBIM OpPraHOM, paclojIOKEHHBIM B NOpeAenax TeppUTOpUU
Poccuiickoii Genepanumu.

7. B ciydae ecnu 3aKyIka JIEKAPCTBEHHOIr'O Ipernapara, MEAULMHCKOIO
U3JIeNUs, a TakKXXe CIIeIHaJTU3UPOBAHHOr0 IPOJAYKTa JiedeOHOro IUTaHUS
I JIeTeH-MHBAIMAOB B YacTH JIEKAapPCTBEHHOTO IIperapara B Iipeleiax
tepputopuu Poccuiickoii denepanuy He OCyECTBISIACH, TO 3a NMPEAEIBHYIO
CTOUMOCTH JIEKApPCTBEHHOIO IIpenapara IpUHUMAETC MaKCUMaJIbHOE 3HAUYEHHE
LEHbl JIGKApCTBEHHOIO Ipemnapara II0 JaHHbIM TIOCyAAapCTBEHHOIO peecTpa
IIpeNeNbHBIX OTITYCKHBIX LIEH TPOU3BOAUTENIEN Ha JIEKApCTBEHHBIE IIPEapaThl,
BKJIOYCHHBIC B I€pevYeHb IKU3HEHHO HEOOXOAMMBIX U  BaXHEHIIHMX
JIEKapCTBEHHBIX MIPEIapaToB.

8. B ciyuae eciu 3aKyIka CIELHAIU3UPOBAHHOTO IIPOAYKTa JIEe4eOHOTOo
NUTAHWS JJI JIeTeH-uHBANIUJO0B B IIpefenax TeppuTopuu Poccuiickoit
QPenepauvd  HE  OCYUIIECTBISIACh, TO 33  IPEAEIBHYIO  CTOMMOCTH
CTIEIMANM3HPOBAHHOIO MPOJIyKTa Je4eOHOro MUTaHus s JeTeH-HHBAINI0B
NpPUHUMAETCsl MpeJeNibHas CTOMMOCTb CIELUAIU3UPOBAHHOIO IIPOAYKTa
Jie4eOHOro IMUTAHUS - aHaJIora.

9. TIlpenencHass CTOMMOCTH EAMHHUIGI TOBapa, MPHOOPETaEMOro
C WCIOJIE30BAHHUEM DJJICKTPOHHOI'O cepTU(HKaTa, HE MOXET TIPEBBIIATE
roJIOBOH HOPMATHB (DUHAHCOBBIX 3aTPAT B MECSI] HAa OLHOIO TpaXkJaHHHA,

MMONIY4Yaromero rocyaIapCTBEHHYKO COIMAJIBHYIO IMOMOIIL B BUAC COHHaJIBHOfI



YCIyTH 110 OOECIEYEHHIO B COOTBETCTBHH CO CTaHAaPTAMH MEIUIMHCKON
IIOMOIIIM 110 pelienTaM Bpaya (¢enpiepa) JeKapcTBEHHBIMU MperapaTaMu I
MEJULUHMHCKOIO  INPUMEHEHHUs, MEJULUHCKHMH HW3JENIHAMH, a TakkKe
CHEIHAIN3UPOBAHHBIMU  NPOAYKTaMM JiedeOHOro IMTaHUS JUIS  JeTeii-
HHBAlIMJOB, YCTaHaABIMBacMbIil exerogHo IlpaBurensctBOM Poccuiickoi
Denepannn  (paccyuThIBa€TCS YMHOXEHHEM 12 MecsleB Ha HOpPMAaTHB
(GMHAHCOBBIX 3aTpaT B MecCsAll Ha OJHOrO TIpaK[AaHWHA, IOyYarOIIero
rocylapCTBEHHYIO COLMAJIbHYIO IIOMOHLIb B BHJIe Habopa COLHMANBHBIX YCIYT,
IIPEeyCMOTPEHHbIX 4YacThio 1 cratbu 6.2 denepanpHOro 3axkoHa ot 17 wurois

1999 r. Ne 178-®3 «O rocyaapcTBEHHOU COLMATILHON TOMOIINY).




