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IIOCTAHOBIEHUWUE
AI, 05 L0785 Ne 72%

r. I'po3Hsrit

00 oprannsanuu oGecrneyeHus rpaxaaH, BKINOYEHHLIX B DegepalibHbIA
perucTp JInl, HMEIOWUX NPaBo Ha NoJy4YeHHe IrocyJapCTBeHHOM CONHAIbHOH
NIOMOLIH, JIEKAPCTBEHHbIMH NpenapaTamMmy JJisi MEAHIMHCKOro NpUMeHeHHs,
MeIHUHMHCKHMH H31eJHAMHU, a TAK)Ke CieuHaJIu3HPOBAHHLIMH NPOAYKTAMH
Jie4e0HOro MUTaHUA JJISl AeTel-HHBAJIHA0B ¢ HCN0/Ib30BaHHeM 3JIeKTPOHHOIO

ceprudukara B Yeuenckoi Pecnybiauke

B cootBerctBun ¢ ®epmepansHbiM 3akoHoM oT 30 npexabps 2020 roxa
Ne 491-@3 «O npunobpeTeHHrH OTHENBHBIX BHIOB TOBapoB, paboT, yclyr c
HCIIOJIb30BaHUEM BJIEKTPOHHOT'O CepTH(HUKaTa», IoCcTaHOBIeHUEM [IpaBuTenscTBa
Poccuiickoit @enepamuu ot 23 anpens 2021 roga Ne 631 «O ¢opmupoBanuu U
YTBEPXIEHHHU NEPEYHEN OTAENBHBIX BUIOB TOBApOB, paboT, yCIIyT, IPHOOPETaeMBbIX C
HICTIONIB30BAHUEM IEKTPOHHOTO CepTH(HUKATA 38 CUET CPEACTB OFOKETOB OI0KETHON
cucremsl Poccuiickoll @enepanumny, rnpukazoM MUHHCTepCTBa 3ApaBOOXpaHEHUS
Poccuiickoit ®@epepauun ot 2 Hosa0ps 2024 roga Ne 596H «OO0 yTBep)AeHHU
MeToguuecKkuX YyKa3aHMHA IO OCYLIECTBICHUIO HCIOJHUTEIBHBIMH OpraHaMu
cybsextoB Poccuiickoit Qemepannu nepefaHHBIX MOJHOMOYHI MO OpraHU3alHH
obecrieueHnss rpaxiaH, BKIIOYEHHbIX B DelepanbHbI PErucTp JIML, WMEIOIIHX
IpaBO Ha MOJyYEHHE OCYJapCTBEHHOM COLMAIbHOM MOMOILIY, JIEKapCTBEHHBIMU
npenapatamMy Ui MEAMLUHCKOTO NPUMEHEHHUS, MEIULMHCKUMU H3LEIHUIMH, a
TaKXXe CIEeUHaAJIU3UPOBAHHBIMU IIPONYKTaMH JieueOHOro IHTaHHSA MO HOeTeld-
VHBAIHAOB, B TOM YHCIE€ C HCIONB30BaHUEM 3SJIEKTPOHHOTO cepTUdHKaTay
[IpaButenscTBO YeueHckoi PeciryOnuku mocTaHO B S € T:

1. YTBepauTs:

a) Tlopsmox mogayy rpakaaHUHOM 3asBIEHHA Ha 00eCrieveHre JIeKapCTBEHHBIMHU
npenapaTaMM  JUIsl MEOWLIMHCKOrO INPUMEHEHMs, MEAULHMHCKUMH H3LCIHsIMH,
CeLMaTU3UPOBAHHBIMY IIPOAYKTAMH JIeueOHOTO MTUTAHUS s AeTei-UHBaJIUIOB C
HCIIOJIE30BAHUEM 3JIEKTPOHHOIO CepTU(PUKaTa, COrTIaCHO IPUIToXKeHUIo Ne 1;

6) Ilopsanok ompeneneHus NpeleNbHOR CTOMMOCTH €IHHHLEI OTHAEIBHOIO
BUAA TOBapa, IPHOOPeTaeMOro ¢ HCIIOIH30BaHHEM 3JIEKTPOHHOIO cepTHdHKara,
COINIaCHO MPHITOXKEHUIO Ne 2.
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2. YCTaHOBI/ITB, YTO YIIOJJHOMOYEHHBIM HCIIOJIHUTCIIBHBIM OpraHoM IIO

Opranu3aluy obecreyeHus OTACIBHBIX KﬂTCFOpI’Iﬁ rpaxaaH JEKapCTBCHHBIMHU
npenapaTtaMi Uil MEOWLHHCKOTO NPHMEHEHWS, MEOULUHCKAMH H3JeNUsIMH, a
TaKKe CIELUaNlu3NpPOBaHHbBIMU IPONYKTaMK JiedeOHOrO MHUTAaHUA i1 JeTei-
MHBAINAOB C HCIIONBE30BAHHUEM OJJIEKTPOHHOrO cepThdukara B YedeHcKon
Pecny6inuke sBnsercs MUHHCTEPCTBO 3apaBooxpaHenus YedeHckoit PecyGnuky.

3. MuHucrepcTBy 3apaBooxpaHeHHs YeueHckod PecryOnuku B mpenenax
npeqyCMaTpUBaeMbIX OIO/DKETHBIX aCCUIHOBaHMHM Ha YyKasaHHble LelNd Ha
COOTBETCTBYIOLIUH (HHAHCOBBI TOJ OpraHU30BaTh OGECIIEYeHHE OTAEILHBIX
KaTeropuil TpakJaH JIeKapCTBEHHEIMH IpernapaTaMd Uil  MEIUIIUHCKOIro
NPHUMEHEHNA, MEOUUUHCKUMH U3OENUAMH, a TaKke CIleUyaln3upOBaHHBIMU
TIPOAYKTaMH JIe4eOHOr0 TUTaHUsA sl JeTei-HHBAIHIOB C
HCIIOIE30BAHHUEM 3JIEKTPOHHOIO CepTU(HKATA, B TOM YUCIIE!

YTBEpAUTH IIepeYeHb JIeKapCTBEHHBIX IMpernapaTroB s MEIULHUHCKOIOo
NPUMEHEHUS], MEAULIMHCKUX M3IENIUH, a TaKXe CIel[UaN3UPOBaHHbBIX MPOAYKTOB
ne4eOHOro MUTaHUs IJIs AeTed-MHBaJHUAOB, NPUOOpPETaeMBIX C HCIOJIb30BAHUEM
3JIEKTPOHHOr'0 CEpPTU(HKATE;

o6ecreunTs MpefoCcTaBIeHHe MEIUIIMHCKUMHU OpraHu3alusIMy HH(OopMaIuy
rpakJjaHaM O BO3MOXHOCTH oOecrieuyeHus JIeKapCTBEHHBIMHU IIpenapaTaMK [jis
MEOMLMHCKOTO  INPUMEHEHMs, MEeOULMHCKUMH  U3JENUsAMU, a  TaKxe
CrIeLMaIM3UPOBAHHEIMY IIPOAYKTaMH JIedeOHOr0 IMUTaHUs 1)1 AeTEeH-UHBATUIOB C
MCIIOJIE30BAHMEM DIIEKTPOHHOI0 CepTU(HUKATA,

obecrieuuTs B3auMogeiicTBre ¢ YrpasneHueM PellepalbHOro KazHadeidcTsa
no Yeuenckoit PecmyGnrke ¢ Lienplo peanu3allid MeEXaHH3Ma JIEKapCTBEHHOI'O
00ecneyeHus ¢ UCII0IB30BaHIeM JIEKTPOHHOTO cepThdHKaTa.

4. KoHTponb 3a BBINOJIHEHHEM HACTOSLIEr0 ITOCTAHOBJIEHUS BO3JIOXKHUTH Ha
samecrurens  Ilpencenmatens  IlpaButensctBa  YeweHckoit — Pecmy6mukwy,
OCYIIECTBIIAIOLIETO ITOJTHOMOYHSA 1o KOOpAUHALIUU JEATEIBHOCTH
MCIIOJIHUTEIBHOT O oprana YeueHckol Pecriy6nuku B o6nacTy 3apaBooxpaHeHusl.

5. Hacrosuee mocraHoBneHMe BCTyaeT B CHITY CO AHS €ro OHLHATBEHOTO
OnyOJIMKOBaHHUS.

3amecturens [Ipencenarens [Npasutesft
YeueHckoit Pecrrybnuku — MUHHCTD
3KOHOMHYECKOI0 U Tegpm*o HaJILHOT
pasBuTHa YeueHckoi PecrryGmuku

P.P. lllantykaeB
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aHoBIEeHHEM [IpaBuTenbCTBa
HCKoH Pecry6nuku

9«53. P8, ROZL5” Ne 4

Ilopsgok

noaavM rpaxiaHHHOM 3asiBJICHHA HA obecrieyenue JIeKapCTBC€HHBLIMH
npenaparamMy AJit MEAHIITMHCKOTO npumeﬂeﬂmg MEANINHHCKHMHA H3JCJINAMH,

CIeNHA/TH3IHPOBAHHBIMH IIPOAYKTAMH JICHCOHOIr0 MHTAHHUS AJIsI aeTe-
HHBAJ/IMAOB ¢ HCIIOJ/Ib30BAHHEM DJIEKTPOHHOI'O ceanquaTa

1. Hacrosimuit Tlopsimok ycTaHaBnHMBaeT IpaBHiIa IOAAYM TI'PaXkKAaHHHOM
3aABJIEHU Ha oOecIleueHHe JIeKapCTBEHHBIMU IIpeliapaTaMy Al MEAULUHCKOIo
NPUMEHEHHS, MEIULIMHCKUMHU W3AEIUAMH, CIEUHAIH3HPOBAHHBIMH IIPOIYKTaMH
ne4e0OHOro IMTaHMA U [JeTel-WHBAJHIOB C HCHONB30BaHHEM DIIEKTPOHHOTO
ceprudukxara.

2. I'paxnane, BxioueHHble B @enepanpHblil perucTp UL, UMEIOLIHUX I1PaBo
Ha II0JIyY€HHEe TOCYAapCTBEHHOM COLMAJIbHOM IOMOILM, X HE OTKAa3aBIUHECS OT
MOJIlyYeHHUsI COLMAJIBHOM YCIyTH, IpeXyCMOTpeHHOH myHKToM 1 wactu 1
cTateu 6.2 DenepanpHoro 3akoHa ot 17 .umoms 1999 roma Ne 178-03
«O rocynapcTBeHHOH coluanbHON momouw» (nanee — DemepalbHBIN PErHCTD),
MMEIOT NIPaBO Ha obecreueHre JeKapCTBEHHBIMHE perapaTaMy AJIs MeJULHHCKOTO
NPUMEHEHHA, MEIUIUHCKUMH H3OENUsIMH, a TakkKe CIeHHAIH3UPOBaHHBIMU
NPOAYKTaMH Jie4eOHOro IHTaHHA I JeTeH-HHBaJIWAOB C HCIONB30BaHHEM
3JIEKTPOHHOTO cepTU(HUKaTA,

3. JlekapcTBeHHble  mperapatbl JUI1  MEIOUUHHCKOrO  IPUMEHEHHS,
MEIUIIMHCKHE U3MEINHsl, ClIeUHaTH3HPOBaHHbIE IPOLYKTHI JIE4eOHOTO MUTAHKS IS
HeTed-MHBaNMI0B (fajee — MEOUIHHCKas IIPOMYKIIHS) HA3HAYAIOTCS IpaxaaHaM,
o6paTMBLIIUMCS B MEJUIMHCKYIO OPraHH3alUI0 II0 MECTy JKUTENbCTBA WM
NPUKPEIUICHHS, OKa3bIBAIOIYI0 IEPBUYHYI0 MEOHKO-CAaHHUTApHYI0 Iomolub. [Ipu
ofpallleHMH TpaXXIaHWHA B MEOULMHCKYIO OpraHH3allMi0 Jiedalluii Bpad,
OCYILLECTBIISAIOIIUN IPUEM:

a) Ha3HayaeT MEJUIHHCKYI0 IPOAYKUHIO B COOTBETCTBHM CO CXeMOf
neyeHHus W odopmuser penent B (GopMe BJIEKTPOHHOTO [JOKyMEHTa ¢
HCIIOJIB30BAHHEM TOCYHAapCTBEHHOH HH(MOpPMalMOHHOH CHCTeMBl B cdepe
3apaBooxpaHeHus YeueHckoit PecnyOnuku (ganee — 'MC3 UP);

6) uHGOPMUPYET Ipa>kIaHKHa O BO3MOXKHOCTH OGeCIieueH s JIeKapCTBEHHBIMH
nperaparamM I MEIULUHCKOTO INpPHMEHEHMs, MEeAMLMHCKAMH H3JeNUsIMH, a
TaKXe CHEeLMaIN3UpOBAHHBIMUA IPOAYKTaMH JIe4eOHOro IMTaHus Uil AeTel-
MHBAJIM/IOB C MCIIONB30BaHUEM NIEKTPOHHOIO CEPTUPUKATA.

4. 3asgBieHue Ha oOecrieyeHue MeOUIHHCKOH HPOXYyKUHEH c
HCTIONB30BAHUEM 3JIEKTPOHHOrO cepTuduKaTa (Hanee — 3asBICHHE) IIOAAETCA



rpaxaanaMu (BaKOHHBIMI/I Hpe,ZLCTaBHTeJUIMI/I) U3 4YHCa JIHIL, YKa3aHHBIX B

nynkre 2 Hactosmero [lopanka, B Munuctepetso 3apaBooxpanenns YedeHcKol
Pecy6nuku (manee — MUHHCTEPCTBO) Yepe3 MEAHLMHCKYIO OpPTraHH3aLHIO IO
MECTY JKUTEJIbCTBA WM IIPUKPEIUIeHHs, OKa3blBAIOLIYI0 IEPBUYHYIO MeIUKO-
CaHHTApHYIO IIOMOILLB, JINYHO JTUOO0 IoCpeACTBOM (eAepalbHOM rocyJapCTBEHHON
MHGOPMAIMOHHOM cHcTeMBI «EAMHELA OPTAT TOCYAAPCTBEHHBIX U MYyHHLHITAIBHEIX
yenyr (Qysxuuii)» (nanee — Equnsiit mopran). 3aspieHne MOXAETCS B OTHOLISHUH
Ka)XAOT0 HAa3HAYEHHOI'O B COOTBETCTBHH C PELIENITOM JIEKapCTBEHHOrO IpenapaTa
A7 MEJULIMHCKOTO MPHUMEHEHUS, MEJUIHHCKOrO U3JeJIHs, CIIeLHaIH3HPOBaHHOTO
NpOAYKTa Je4e6HOro MUTaHKA I AeTel-HHBaIHIOB,

5. B 3asBJIEHNH yKa3bIBAIOTCS CIIEAYIOIINE CBEACHHU:

a) GaMuIus, UMs, OTYeCTBO (TIPH HAJIMYUK) FpaKIaHHHa;

6) agpec MecTa IPOXXMBaHUS IpaxAaHUHA (MECTO XXKHTEJIHCTBA HIH MECTO
npeObIBaHu);

B) CTpaxOBOH HOMep uHAuBHAyanbHoro Jjuuesoro cuera (CHIJIC)
rpaXKaHUHa;

T) HoMep nonuca 00s3aTelIbHOr0 MEAULUHCKOTO CTPaxOBaHMUs;

n) abOHEHTCKMH HOMep TIpaxHaHWHa (3aKOHHOTO  IIPeACTaBHUTENS),
BBIJIEJIEHHBIHA OIIEPaTOPOM MOJBIDKHOM paanoTesieOHHON CBA3H (IIPU HAIUYHUH);

€) HoMep HaLMOHAIBHOI0 IUIATEXHOrO HHCTPYMEHTA, IPeLyCMOTPEHHOIO
3aKOHOJaTeNbCTBOM Poccuiickoit ®exepauun 0 HaLMOHAJIBHON IUIATEXHOH
cucreme (kapta «MUP»),

’K) HOMep pelenTa.

6. MHHUCTEPCTBO OCYILECTBIISET IIPOBEPKY:

a) Hanuuusg HHGOpMalMM O JHIE, YKAa3aHHOM B 3asBICHHM B Ka4yecTBe
ToJTy4aTelis COLUAIbHOM yciyry, B DenepanbHOM perucTpe;

6) HoMepa peLienTa Ha MEAULHHCKYIO poaykuuio B TVIC3 UP.

7. MuHHCTEPCTBO TIOCPELCTBOM CHCTEMBI MEXBEZOMCTBEHHOI'O
9JIEKTPOHHOT'O B3aUMOJEHCTBUS NepefiaeT B TOCY JapCTBEHHYIO HH(POPMALUHOHHYIO
cucreMy «EnvHas LeHTpanu3oBaHHas LudpoBas ILaTopMa B COLUUAIBHOM
chepen (manee — I'MIC ELIT) B cpok, He MpeBHIIAIOIIMI ceMH paGounx JHEH co
RHS TOAa4YM 3asBJICHHs IPaXAaHMHOM, BKIIOYEHHBEIM B DelepanbHBId peructp,
€ro 3aKOHHBIM IIPEJICTaBUTeNeM, CIIEAYIOLINe CBENESHHU:

a) CBEIEHU, YKa3aHHble B IOMIYHKTaX «a», «B», «IO» H «e» IYHKTa 5
Hacrosiero [Topsika;

6) maThl Hayaa ¥ OKOHYAHHUS AEHCTBHUS 3JIEKTPOHHOTO CepTHHKATa,

B) nHQopManuio 0 MUHHCTEPCTBE, BKIIOYAIOILYIO KOA M HAaHMEHOBAaHHE B
COOTBETCTBHM C PEECTPOM YYaCTHHKOB OIOKETHOI'O IIpoLecca, a Takxke
IOPUAWYECKUX JIMI, He SBISIOLIMXCA Y4YacTHUKaMH OIO/DKETHOro IIpolecca,
uAeHTI(HUKAIMOHHBI HOMEp HaJoroliaTesbIiyKa U KOJ IPUYHUHBI IIOCTAHOBKH
Ha y4eT B HAJIOTOBOM OpraHe;

I) IpelieNIbHYI0 CTOUMOCTh eOUHULBI (TMpeleNbHBIA  pa3sMep OIUIaTh)
MEUMUMHCKON NPOMYKIMH, KOJHYECTBO €JUHHL MEIULUHCKOM NpPOAYKUMH, KOZ
MEIULHMHCKOM TIPONYKUHM, BKIIOYEHHBIX B COOTBETCTBYIOLIMM IepeyeHb,




MpeayCMOTPEHHEIH yacThio 6 crathit 3 @enepanbHoro 3akoHa oT 30 jgexabps

2020 rona No 491-03 «O mprobpetenny oTIETLHEIX BULOB TOBAPOB, PAdOT, YCIyT
C UCIIOJIB30BaHUEM 3JIEKTPOHHOTO CepTH(HKATAN.

8. MUHHCTEpCTBO B TedeHHe OJHOro pabouero HHs CO JHA INOJYyYECHHUS M3
['ocynapcTBeHHOH WH(GOPMAUMOHHOM CHCTEMBl 3JIeKTPOHHBIX CEpPTHU(HKATOB
(manee — I'MC OC) wundopmamuu 0 cTaTyce SJIEKTPOHHOro cepTudukara
«aKTHBHPOBAaH» OCYILECTBIAET MHPOPMHUPOBAHHE TpaXXAaHHMHA, BKIIOYEHHOIO B
OenepanpHplii perucTp, 0 chOpPMHUPOBAHHOM 3JIEKTPOHHOM CepTHU]HUKaTe, ero
HOMHH&Jl€ H BO3MOXXHOCTH €ro IPUMEHEHHs, C HCIIOJIb30BaHHUEM JIMYHOIO
xkabuHeTa Ha EauHOM mopTane HIH IIOCPEACTBOM BBIAYU TIpakAaHHHY,
BKMoueHHoMy B DegmepanbHblii peructp (ero 3aKOHHOMY IIPEJCTABHUTEIO),
BHIIUCKM M3 pPEecTpa SJIeKTPOHHBIX CepTUPUKATOB Ha OyMaXHOM HOCHUTEJIE,
HOANHCAaHHOM  YCHJICHHOM  KBAIMQHUUUPOBAHHOM  3JIEKTPOHHOH  IOAIMHCHIO
YIIOJITHOMOYEHHOI'0 Ha IOAIHMCaHue TAaKOro JOKyMEHTa JO/DKHOCTHOIO JIKIA.

9. MuHHCTEPCTBO, NOYYHUB HOMED 3JIEKTPOHHOTO CEpTU(HUKATa, B CPOK, HE
NpeBLILIAIOIINI Tpex pabodrx AHel, GopMHpyeT pacTiopsbKeHHe (3asBKy Ha KaCCOBBIMH
pacxom WM IUIaTEXHOE IOpy4YeHHe), Ha OCHOBAHHH KOTOPOro 00ecreuydBaeTCs
HaIIpaBJIeHUE AECHEXHBIX CPELCTB I10 AJIEKTPOHHOMY CepTH(HKATy, U HaIpaBJsgeT
ero B Yrpasinenue QenepanpHoro kasHauelictsa o UeueHckoit Pecrybiuke.

10. I'paxxmanus, BiItodeHHbIH B PenepanpHslil peTUCTp, BIIpaBe 0TKAa3aThCH
OT NpPHUOOPETEHHs MEAUIMHCKON MPOAYKIMU C HCIONB30BaHHEM 3JIEKTPOHHOIO
cepTHQHKaTa B TeUeHHE Cpoka ero nedcTBusi, HO He Ooyiee cpoka AeHCTBUS
peuenTa Ha MEAULIMHCKYIO PO KIHIO.

11. MHMHHCTEPCTBO B TEUEHHE TpeX AHEH co IHS NOCTYIUIEHHs 3aiBIeHus 00
OTKa3e OT MpHOOpPETeHHs MEIMIMHCKOM NpPOAYKUHH C HCIOJIb30BaHHEM
3JIEKTPOHHOT'O CepTU(HKaTa;

a) MPHHIMaeT peleHre 00 oTMeHe o0ecIieueH s NPHOOPETEHHA TpaXKIaHHHOM
MEAHULMHCKOM IIPOAYKLIHH C UCIIONB30BAHUEM DIIEKTPOHHOTO CEPTUPHUKATA;

6) HanpaBILieT CBeAeHMI 00 OTMeHe 00ecTieYeH s IPHOOPETEHNS MPaXKIAHHHOM
MEAHLHUHCKOM TMPOAYKUMHM C HCIIONB30BaHUEM DIEKTPOHHOIO cepTUHKaTa
(6noxupoBanue 3nekTpoHHOrO ceptudukara) B 'MIC ELIT u nanee 8 'MIC OC.

12. MMHHCTEpCTBO B Te4eHHEe OJHOrO JHS CO JHA OJIIOKHMpOBaHHS
OJIEKTPOHHOTO  CEPTH(HUKATa HAampaBiIsieT TIPaXIaHWHY COOTBETCTBYIOLIME
CBENEHMs CIOCOOOM, YKa3saHHBIM B 3asBJ€HHH 00 OTKa3e OT IPHOOpPETEHHUS
MEAHUUMHCKOM MPOAYKLHHU C UCIIONB30BaHHUEM IEKTPOHHOTO cepTH(dHKATA.

13.B ciryyae ecnmum rpaxZaHHH HOJNYYHJI MEAMLMHCKYIO MPOAYKLHIO B
alTeYHONW OpraHu3anuu 6e3 HCIIONb30BaHHA 3IIEKTPOHHOTO CepTH(UKaTa I10
peuenTy, B OTHOLUEHHH KOTOPOTO paccMaTpHBaeTCs 3asBICHHE Ha IOMy4YeHHe
9JICKTPOHHOI'O CepTU(HKATa UIH B OTHOLIEHHH KOTOPOTO BBIJAH 3JIEKTPOHHBIN
CepTH(HUKAT, TO HHGOpMalHs O TMONYYEHHH TpaXXJZAaHUHOM MEeIUIHHCKON
NpooyKUMy 0€3 MCIONB30BAHUS JIEKTPOHHOTO CepTH(UKAaTa B pexuMe, OIIU3KOM
K pealpHOMY BpeMeHH, oTpaxaercs B [MC3 YP. B ykazaHHOM ciy4ae
0DOPMIICHNE DIIEKTPOHHOIO CepTHQUKATA MpPEKPalllaeTcsi, a paHee BBIIAHHBIMN
3JIEKTPOHHBIN CepTU(DUKAT OIOKUpPYETCH.




HOBJIEHHEM [IpaBUTENLCTBA
rHCKOM Pecrry Gy

) 13,05 2025 N 72Y

Iopsinok

OnpeaeeHMs NpeJelbHONH CTOMMOCTH eXMHMIbI OTAEJBLHOI0 BHAA TOBapa,
npuoGperaemMoro ¢ UCNOJAb30BAHHEM JIEKTPOHHOIO cepTH(PHKaATa

1. Hactosamuit ITopsimok ycranaBmuBaeT NpaBuila ONpeAeNeHUs IpeJeIbHON
CTOMMOCTH €VHHUIIBI OTJEIBHOrO BHA TOBapa, IPHoOPEeTaeMOro ¢ UCIIONb30BaHHEM
3JIEKTPOHHOTO CepTH(HUKaTa, JIEKAPCTBEHHBIX IIPerapaToB IS MEIULHHCKOIo
NIPUMEHEHHUs, MEOULMHCKUX H3JeNul, CIeUUaIN3UpPOBAHHBEIX INPOAYKTOB
ne4e6HOro MUTaHUA I JeTel-HHBAIKIOB (Iajiee — MeQUIIMHCKas [IPOAYKIH).

2. IlpepenbHasl CTOMMOCTh MEAHLMHCKOM IIPOXYKLHMH, NpuobpeTaeMoi ¢
HCIIONIb30BAHHEM DJIEKTPOHHOrO cepTH(MKaTa, Ompelessercs MHUHHCTEPCTBOM
3npaBooxpaneHus UeueHnckoii Pecry6nuku (qanee — MUHHCTEPCTBO) €XEroAHO II0
COCTOSIHHIO Ha 1 mexabps.

3. IIpenenpHass CTOMMOCTH MEIULMHCKOW IPOXYKLHH, IpHoOperaeMoil ¢
MCIIOJIb30BAHUEM DIIEKTPOHHOTO CepTHU(HKATa, ONpelesseTcs II0 pe3yJbTaTaM
MOCJIEHEH IO BPEMEHH OCYIIECTBIEHHS 3aKyNKH HIASHTHYHOro (KOHKPETHOTIO)
TOBapa, COOTBETCTBYIOLUETO HAUMEHOBAaHHIO  MENULMHCKOH  IPOAYKILHH,
uHpOpManusa O KOTOPOH pasMelleHa B eOUHOM HHGMOPMAILMOHHOM CHUCTEME B
cdepe 3aKynox, npoBeAeHHOH MUHHCTEPCTBOM (YIIOJTHOMOYEHHOM OpraHu3alnueit)
B TOpPsJOKe, YCTaHOBJIEHHOM 3aKOHOAATeNsCTBOM Poccuiickoit ®Denepanuu o
KOHTPaKTHOM CHCTeMe B cdepe 3aKyIoK TOBapoB, paboT, yCiryr mjis obecredyeHus
rOCYAapCTBEHHBIX U MYHHUIUITAIBHBIX HY X,

4.B cmyyae ecnu MuHHCTEPCTBOM (YIIOJIHOMOYEHHON OpraHu3aluei)
3aKylKa MEIUIUHCKOM IpONyKUMH He OCYLIeCTBIsIach, OO Ipouenypa
OCYLUECTBJIEHHSI 3aKyITKH HISHTUYHOro (KOHKPETHOrO) TOBapa, COOTBETCTBYIOLLErO
HaHMEHOBAaHHMIO MEIULUHCKOM IPOAYKLMH, HE COCTOsAIach, JHOO 3aKyIka
MIEHTHYHOrO (KOHKPETHOro) TOBapa, COOTBETCTBYIOLIETO HAMMEHOBAHHUIO
MEIULUHCKOM NPOLYKLMH, OCYLIeCTBsIack Oojiee ueM 3a TpH roja IO AHA
MOJAYd TIPaKAaHUHOM (3aKOHHBIM IPEACTaBUTENIEM) 3asBJICHHs, NpeaenbHas
CTOMMOCTH MAEHTUYHOIO (KOHKPETHOr'0) TOBapa, COOTBETCTBYIOIEr0 HaUMEHOBaHHIO
MEeIULMHCKON MIPOLYKIHH, ONPeAeNseTcs 10 pe3ysbTaTaM MOCIeIHEH 110 BpeMEeHH
OCYILECTBJIEHHS 3aKyIKH MEAULUUHCKON NpOAyKUHH, HHPOpMalUs O KOTOpPOMH
pasMellieHa B €JUHON HH()OPMALIMOHHOI cucTeMe B cdepe 3aKyIoK, IpOBeAeHHOM
mo6BIM  IPYTHM YIOJIHOMOYEHHBIM OpraHOM, pacIOJIOKEHHBIM B IIpejenax
tepputopun CeBepo-KaBkasckoro dheaepanbHOro oxpyra.




5.B cinyyae ecnmu MunucrepcTBoM (YyIOTHOMOYEHHOH oOpraHusanuei)

jaKymka MeIMUMHCKod mnpoaykuuu Ha Tepputopuu  Ceepo-KaBkasckoro
(henepanbHOrO OKpyra He OCYyLIeCTBILUIAcCh, MO0 IpoLemypa OCyUIECTBICHUs
3aKYNKH TaKOH MEIMLIMHCKOM IpOJYKIMH He COCTOsUIach, JHOO 3aKyIlka TaKoif
MEIULMHCKON INpPOLYKLMHK OCYILECTBILIach Oojee 4eM 3a TpU roja A0 [JaThl
MOJa4Yd TIpakAaHMHOM (3aKOHHEIM IIPEACTABUTENEM) 3asBICHHUs, IpelenbHast
CTOMMOCTb COOTBETCTBYIOLIEH MEOUIMHCKOH IPOAYKIHMH OHpelessieTcsl II0
pesyabTaTaM IOCIeOHeHl IO BpEeMEHHM OCYLIECTBICHMS 3aKyNKH OIHOpPOIHOM

MEeIUUMHCKOH IpOXYKLUMH, IpHOOpeTaeMON C MCIIOIL30BaHUEM 3JIEKTPOHHOIO
ceprudukara, HHGOpPMaIWs O KOTOPOH pasMellleHa B eAUHON HH(POPMAIOHHOM
CHCTeME B cdepe 3aKyIoK, IPOBEACHHOM JIOOBIM YIIOJIHOMOYEHHBIM OPraHoM,
pacmojIoXKEeHHEIM B Ipeenax tepputopun Poccuiickoit @enepaiyy.

6.B cnygae ecnu 3akymka MeOULMHCKOM INPOAYKUHMH B  YacTH
NIeKapCTBEHHOI'0 Mpernapara B npefenax tepputopun Poccuiickoit Denepanuu He
OCYILIECTBIANACh, TO 3a IPEAE/IbHYI0O CTOMMOCTEL JIEKApCTBEHHOI'O Ipernapara
IIPUHUMAETCA MaKCHMAaJIbHOE 3Ha4yeHHWe LEHBl JIEKapCTBEHHOro IIpernapara IIo
OaHHBIM  TOCYIapCTBEHHOIO  peecTpa  INpEelelbHBIX  OTHYCKHBIX  LEH
NPOU3BOJUTENIEH Ha JIEKApCTBEHHBIE IIpernapaThl, BKJIIOYEHHBIE B IIEpEUYEHb
)KM3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIeKapCTBEHHBIX IIperapaToB.

7.B cmydae ecam 3akynka CIELMalIU3HPOBAHHOIO IIPOMYKTa JIe4eOHOro
NIUTaHUs AJIs JeTeH-HHBAIUIOB B Npefenax Tepputopun Poccuiickoit ®enepanuu
He OCYILECTBIANACh, TO 34 IpPeAeIbHYI0 CTOMMOCTEH CIELUAIU3UPOBAHHOIO
NPOAYKTa JIe4eOHOro MUTaHUA Ui JeTel-MHBAJIMIOB IPHHUMAETCS IpeebHas
CTOMMOCTb CIELMAIN3UPOBAHHOTO NTPOAYKTa JeueOHOro MUTaHUs — aHAJIOTa.

8.I'omoBoif 00BEM cpencTB, Ha KOTOPHIM TIpaKHaHUH MOXET IONYy4YHUThH
MEIULHUHCKYIO TNPOAYKIMIO, ONpPEAEIIeTCs HUCXOAS U3 HOpMaTHBa (HHAHCOBBIX
3aTpaT B MECALl HAa OJHOr0 TIpaXAaHWHA, IIOJYYalOLIEro roCyAapCTBEHHYIO
COMaJNbHYIO IIOMOIIL B BHAE COLMAJIBHON  YCIYyIH, BIIE
[IpaBurenscTBoM Poccutickoit ®epepanuu.
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