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HckoBoe 3asiBiIeHHE
00 00s13aHMM 00eCeYnTh JICKAPCTBEHHBIM NIPENAapaToM 3a cYeT CpeAcTB 0IIkKeTa

®UO,r.p., — pebeHOK-UHBAIN] B CBSI3U C UMEIOLIMMCS Y HE€ OCHOBHBIM 3a00JI€BaHUEM:
. IHBanMIHOCTh YCTaHOBJIEHA HA CPOK 10

[TocTaBneHHbIN quarHo3, a Takke ycTaHoBieHHas MHBangHOCTh @M O noarBepxkaaercs
CIIpaBKaMH (xak mpumep: PKY «I'b MCD mno KpacHomapckomy kparo» MuHTpyna
Poccun bropo Ne4(0 — punman ®KY «I'b MC3D no Kpacnonapckomy kpato» Muntpyna Poccun,
cepust MC3-2017 Ne1480314 ot 09.04.2020.)

Ha ocHoBanum mnpoTokoia 3acefaHusi KOHCHJIMyMa Bpaueil (kak mpumep: WHcTHTyTa

nequatpun umeHu FO.E. Bensrumera ®I'BOY BO PHUMY um. H.U. ITuporoBa Mun3zapasa
Poccun ot 16.12.2019 1), Ha3HaueH MPOTHUBOCYAOPOXKHBIN Mpenapar 110 )KM3HEHHBIM
NOKA3aHUSIM.
Ha ocHOBaHMM yKa3aHHOTO MpPOTOKOJNA (enepaabHOH MEIUIMHCKON OpraHM3aluu s, Kak
3akoHHBIH  mipeactaBuTenh DOUO  wHampaBmia oOpamieHne B agpec  MHUHHUCTEPCTBA
3JIpaBOOXPaHECHMUSI oOsacTH 1o (hakTy 3aKynKu
Cornmacio otBety (mommxHocTh DUMO) MuHucTEepcTBa 3)1paBooxpaHeHHs[ B 00ecrneyeHuu
HEOOXOIUMBIM NpenapaToM OTKa3aHO HAa OCHOBAHUH TOTO, YTO
JlanHbBIN OTBET paclieHHWBaK0 Kak Oe3/eHCTBHE M HApyILEHHE MpPaB MOETO pe6eHKa Ha OXpaHy
YKU3HU U 3710POBbsI 110 CIEAYIOIIUM OCHOBAHUSAM:

B coorBerctBumn co cr. 41 Koncturynuu P® kaxaplii uMeeT mpaBo Ha OXpaHy 30pOBbS U
MEIMLIHMHCKYI0 TMOMOIIb. MenUIMHCKas TOMOIIb B TOCYAAPCTBEHHBIX M MYHHMIMIIAJIBHBIX
YUPESKACHUSAX 3PAaBOOXPAHEHUS OKA3bIBACTCS TpakJaaHaM OeCIUIaTHO 3a CYEeT CpPEeACTB
COOTBETCTBYIOILIIETO OIOMKETa, CTPAXOBBIX B3HOCOB, APYrux mnocTyruieHuid. B Poccuiickoit
Oenepanu  GUHAHCHUPYIOTCS (efepalibHbIe TPOTPaMMBbl OXpPaHBl W YKPEIUICHUS 310POBBS
HACEJICHUs, MPUHUMAIOTC MEphl MO0 Pa3BUTUIO T'OCYIApCTBEHHON, MYHHULUIAIbHON, YaCTHOU
CUCTEM  3/IpaBOOXPAHEHMsI, MOOLIPSETCS JEATEIbHOCTh, CIHOCOOCTBYIOLIAsl YKPEIJICHUIO
30POBbSl UEJIOBEKAa, PAa3BUTUIO (U3MYECKOM KyAbTypbl U CIOpTa, 3KOJOTHYECKOMY U
CaHUTAPHO-3UAEMUOJIOTHYECKOMY OJIaronoyyuo.

B nenmsx peamuzanuM rocygapCcTBOM €ro KOHCTMTYLIMOHHBIX OOs3aHHOCTeH B o0nactu
3npaBooxpaneHus denepanpHplil 3akoH Ne 323-D3 "O06 ocHOBax oXpaHbl 310pOBbs I'paX/aH B
Poccuiickoit ®epepanuun" omnpenenser, B YaCTHOCTH, IPABOBbIE, OPraHU3AaLAOHHBIE W
SKOHOMHYECKHE OCHOBBI OXPaHbl 37J0POBbsI I'PaXk/laH, a TAaKXKe MOJHOMOUYHUS U OTBETCTBEHHOCTh
OpraHoB rocygapcTseHHOI Bnactu Poccuiickoii @enepanuu, OpraHoB rOCyIapCTBEHHOM BIIACTH
cyobekroB Poccuiickoit denepanuu U OpraHoB MECTHOIO CaMOYIIpaBJIEHUS B cepe OXpaHbl
3m0poBbs (. 1, m. 3 cT. 1).

Cormacio 4. 1 cr. 3 ®enepanpbHoro 3akoHa "OO OCHOBAaX OXpaHbl 3/0pPOBbsS TI'paKJaH B
Poccuiickoit ®enepanuu" 3aKOHOAATENBLCTBO B cepe OXpaHbl 310pOBbS OCHOBBIBACTCS Ha
Koncturtynun Poccuniickoit ®enepanyu M COCTOMT M3 Hacrtosmero denepajbHOro 3akoHa,



OPUHUMAEMBIX B COOTBETCTBUM C HHMM JAPYIHX (pelepanbHbIX 3aKOHOB, MHBIX HOPMAaTHUBHBIX
paBoBbIX akTOB Poccuiickoit deneparnuu, 3akOHOB M MHBIX HOPMAaTUBHBIX IPAaBOBBIX aKTOB
cyonrekToB Poccuiickoit @eneparum.

B cuny m. 5 4. 1 cr. 29 Ha3BaHHOrO 3aKOHA YCTAHOBJIEHO, YTO OPTaHU3ALMS OXPAHBI 310POBbS
OCYIIECTBIIIETCS IyTeM: B TOM YHCIE OOECIEUYECHHs OMNpPEAENCHHBIX KaTeropuil rpaxiaH
Poccniickoit @enepanny JE€KapCTBEHHBIMU IIpenaparamM, MEIWIMHCKUMH W3ACIHSIMH U
CHeLHATU3UPOBAHHBIMU NPOAYKTAMH JIe4eOHOTO MUTAHUS B COOTBETCTBHHU C 3aKOHOAATEILCTBOM
Poccuiickoit @enepanun.

B cuny cr. 13 ®epepanbHoro 3akoHa oT Ne 181-@3 «O coumanbHOW 3allMTe WHBAJIHIOB B
Poccuiickoit denepannun» OKazaHWe KBATU(DHUIIMPOBAHHONW METUITMHCKON TOMOIIM WHBAJIUIAM
OCYLIECTBIIIETC B COOTBETCTBUM C 3aKoHoHarenbCcTBOM Poccuiickot Penepauuu U
3aKOHOJATeIbCTBOM  cyObekToB  Poccuiickoii  @exepanuu B paMKax  IPOrpaMMbI
TOCYyIapCTBEHHBIX TapaHTHi OKazaHus rpaxknaaHam Poccuiickoit ®enepanuu OecriaTHON
MEIUIIMHCKON ITOMOIIH.

Bwmecre ¢ teMm, gacthio 5 ctT. 37 @enepanbHoro 3akoHa "OO 0CHOBAaX OXpaHbI 310POBbsI IPaXkIaH
B Poccuiickoit @enepanun"” ycTaHOBICHO MCKIIOYEHHE W3 OOIIEro IMpaBuia, COCTOSAIIETO B TOM,
YTO CTaHAAPT MEIULMHCKON IOMOIIY SIBJISIETCS OCHOBHBIM OPUEHTHUPOM, ONPEACIIAIOIINM, KaKHUe
JIeKapCTBEHHbIE Mpenaparbl JOKHBI UCIOIb30BaThCAd NPU OKa3aHUM MEIUIIMHCKON MOMOLIN
COIYIACHO HOMEHKJIaType. B ciydyae Hanmuyuss MEAMUMHCKUX MOKa3aHUN (MHIUBHIYaJbHON
HENEPEHOCUMOCTH, IO >KU3HEHHBIM IIOKa3aHUSIM) W 10 PEIICHHI0 BpayeOHONW KOMHCCHH
JIOIIYCKAEeTCsl UCIIOJIb30BaHUE MHBIX JIEKAPCTBEHHBIX IIPENApPaTOB YEM T€, KOTOPHIE BKIIIOUEHBI B
CTaHJapT.

[lopsanox Ha3HayeHWsT W TNPUMEHEHMS HE3apErMCTPUPOBAHHBIX IIPENaparoB YCTAaHOBIIECH
npukazoM Munsapascoupaszsutus Poccun Ne 494 «O nopsiike nmpuMEHEHUs JIEKapCTBEHHBIX
CpeACTB y OOJIBHBIX IO KU3HEHHBIM MokazaHusiM». CornacHo 1. 3 nanHoro Ilpukasza B cityuae
HEOOXOAMMOCTH MHJIUBUIYaJIbHOTO NMPUMEHEHMSI 1O KU3HEHHBIM MOKa3aHUSAM JIEKapCTBEHHOTO
CpPEICTBa HE 3aperMCTPUPOBAHHOIO Ha Teppuropuu PD, pemieHune o Ha3HAYEHUM YKa3aHHOTO
npenapara NpUHUMAETCs KOHCHIMYMOM (elepajbHOW CHEeHan3UpOBAaHHON MEAMIIMHCKOM
opraHuzanuu, oGpopmisieTcs MPOTOKOJIOM U TOANUCHIBAETCS TNIABHBIM BPayoM JIM JTUPEKTOPOM
(dhenepasbHON CrIEUATM3UPOBAHHON MEIUITUHCKON OpTaHU3aIiu.

[Topsox BBO3a JIEKAPCTBEHHBIX CPEACTB AJII MEIUIMHCKOIO IPUMEHEHUs Ha Tepputoputo PO
ytBepxkeH [locranosnenuem IlpaButenbctBa PO Ne 771 «O mopsiike BBO3a JIEKAPCTBEHHBIX
CPEeICTB ISl MEIMUIMHCKOIO IMpUMEHEHUs Ha Teppuropur PD» 1o KM3HEHHBIM IMOKa3aHUSIM,
OJHUM M3 TOJOXKEHUH Kortoporo spisercs «OOpallleHue YMOJIHOMOYEHHOIO OpraHa
UCTIOJTHUTENBHOW BiacTu cyObekTa PO B Qopme 31MEeKTPOHHOTO JOKYMEHTa, MOAMHCAHHOTO
JNIEKTPOHHOH IU(PPOBOK IMOANHCHIO, O HEOOXOAWMOCTH BBO3a HE3apErHCTPUPOBAHHOTO
JIEKapCTBEHHOT'O Ipenapara JJid OKa3aHus MEAUIIMHCKOW MOMOIIM MO KU3HEHHBIM MOKa3aHUSIM
KOHKPETHOTO MAallMEHTa C MPUJIOKEHUEM KOMMU 3aKIIOUEHUS KOHCUJIMYyMa Bpadyel YUpeKACHUs
cyobekta PD, B KOTOPOM OKa3bIBAaeTCS MEAMIIMHCKAS MOMOIIb STOMY HAIMEeHTY, O Ha3HAYCHUHU
€My HE3aperucTPUpPOBAHHOIO JIEKAPCTBEHHOIO Mpenapara JUisl OKa3aH!us MEIULIUHCKOW TOMOILU
M0 JKU3HEHHBIM IMOKa3aHHUSIM W HEOOXOAMMOCTH €ro BBO3a, MOMAMUCAHHOTO TJIABHBIM BPauoOM
(IMPEKTOPOM) WIIN JINLIOM, UCIIOJHSIOLIUM €T0 00S3aHHOCTI.

IIpyauMasi BO BHUMaHHUe, YTO JEKAPCTBEHHBIH Mpenapar , HA3HAYEeH MoeMy
pedeHKy HA OCHOBAHUM pelieHust KOHCHJINYMAa Bpauei ®enepanbHON
CHEeNHAJIU3UPOBAHHON MEIUIIMHCKONH OPraHU3alUuM 110 )KU3HEHHBIM IOKa3aHUAM, OH HMeeT
NPaBo Ha ero odecrnevyeHue UM.

B cuny m. 5 9. 1 ct. 16 @3 «O0 ocHOBax OXpaHbI 310pOBbs TpaxkiaaH Pdy», opranuzanus
oKa3zaHusi HaceneHuto cyObekTa Poccuiickoit denepauny NEPBUYHOM MEIUKO-CAaHUTAPHOU
MOMOIIH, CHEUUATIN3UPOBAHHON, B TOM UYHCJIE BBICOKOTEXHOJOTUYHON, MEAUIIMHCKON MOMOLIH,
CKOPOi, B TOM YHCJIE€ CKOPOW CHEUUATU3UPOBAHHOW, MEAUIMHCKOW MOMOIIM W MaJUIMATHBHOM
MEIUIMHCKON MOMOIIM B MEIMLMHCKUX OPraHU3ALMIX, MOABEAOMCTBEHHBIX HCIIOJIHUTEIbHBIM




OpraHaM TOCYJapCTBEHHOHN BiacTu cyObekra Poccuiickoit denmepamnuu, Takke OTHOCHTCS K
MOJIHOMOUYHUSAM cyObekTa PD.
Cornacho 4. 3 ct. 80 "OO0 ocHOBax oxpaHbl 310pOBbs I'paxkaaH B Poccuiickoit @enepanuun", npu
OKa3aHUU MEAMIMHCKOM TIOMOIIM B paMKax HpPOrpaMMbl TOCYIApCTBEHHBIX TapaHTUI
OecIIaTHOrO OKa3aHUs TpakIaHaM MEAMLMHCKON TMOMOLIM M TEepPPUTOPHUAJTIBHBIX IMPOrpaMm
rOCyAapCTBEHHBIX TapaHTHI OecCIIaTHOTO OKa3aHWs TpakJaHaM MEAMIMHCKOM MOMOIIU He
NOJUIeXKAaT OIUIaTeé 3a CYET JIMYHBIX CPEICTB Tpak[JaH, HA3HAUEHUE U IPUMEHEHHE IO
MEIUIMHCKUM TOKa3aHMUSIM JIEKaPCTBEHHBIX MPENaparoB, HE BXOJAIIMX B MepeuyeHb KU3HEHHO
HEOOXOMUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpEnaparoB, - B CIy4asX HX 3aMEHbl H3-3a
WHIUBUAYATbHON HEMEPEHOCUMOCTH, MO KU3HEHHBIM [TOKa3aHUSM.
Kpome Toro, 3akoHom ot 25 nexabps 2018 roma Ne489-D3 ycTaHOBIEHO, YTO HE MOJJIEXKAT
OIJIaTe€ 3a CYET JIMYHBIX CPEJICTB Ipa’kJaH JIEKApCTBA, KOTOPbIE XOTh U HE BXOAAT B NEPEUYECHb
KHU3HEHHO HEOOXOJMMBIX U BaXXHEUIIMX MpernapaToB, HO Ha3HAYECHbI BpauyeOHBIMU KOMUCCHIIMU
[0 YKU3HEHHBIM TOKa3aHUAM WM M3-332 MHAWBHUYyaJbHON HENEPEeHOCHUMOCTH '"pa3pelieHHbIX"
CPEACTB.
TakuMm o0pa3om, BceiieacTBHe 0e31eiiCTBHSA €O CTOPOHbI MUHHCTEPCTBA 31PABOOXPAHEHUS
00/1aCTH, CYMTAK HAPYLICHHBIM IIPABO MOero pe0eHKa Ha OXpaHy KHU3HH H
310pPOBbS.

Cornmacuo wactu 1 crareu 212 I'TIK P® cyn moxer mo mpocb0e ucTia oOpaTHTh K
HEME/UIEHHOMY HCIOJIHEHHUIO pEIIeHUE, €CIM BCIEICTBHE OCOOBIX OOCTOSTENbCTB 3aMeICHUE
€ro UCHOJIHEHMsI MOXET IMPUBECTU K 3HAUUTEIbHOMY YIIepOy /sl B3bICKAaTEeNsl UM UCIOTHEHHE
MOYKET 0Ka3aThCsl HEBO3MOXKHBIM.

B nanHOM cilyyae HEOOXOIMMOCTb HEMEUIEHHOTO HCIOJHEHMs pellieHus oOycioBIeHa
0COOBIMM  OOCTOSATENILCTBAMM, CBSI3aHHBIMH C COCTOSHUEM 30pOBbS, a IpPOMEIJICHHUE
UCIIOJIHEHMSI PEelICHUs Cyda MOXET NPUBECTU K HEBOCIIOJIHUMOMY YIIEpOy 30pOBBIO (KH3HM)
UCTILA U HEBO3MOYKHOCTBIO MCIIOJIHEHUS PEILIEHUS Cy/a.

B cuny nynkra 2 wactu 2 crarbu 333.36 HamoroBoro komekca P®, uctern wmHBamma
0CBOOOXaeTcs OT YIIaThl TOCYIapPCTBEHHOM MOIIIHHBI.

Ha ocHOBaHUU BBIIEU3II0KEHHOTO,
[mpoOUIYy:

- O6s13aTb MUHHUCTEPCTBO 3PaBOOXPAHEHUS o0J1acTu Kak yToJIHOMOYEHHBII Opraxl
rOCy/IapCTBEHHOM BIacTu B c(epe OXpaHbl 310pPOBbsI B PETHOHE, 3aKYITUTh U 00ECIIEUUTh MOEMY
peOeHKY Ha3HaYeHHBIM KOHCHIIMYMOM Bpadei (kak nmpumep: MuctutyTa nenuarpun umenu O.E.
Benprumesa ®I'6OY BO PHUMY um. H.U. [MuporoBa Munzapasa Poccun) mo >KM3HEHHBIM
IIOKa3aHMAM JIEKapCTBEHHBIM IIPENapaToM ;

- O6s3aTp MUHHMCTEPCTBO 37PaBOOXPAHEHUS obnactu u I'bY3 o0ecrieunBaTh
peuentaMM Ha JIEKAPCTBEHHBIN Iperapar IIpU €ro BBO3¢ Ha Teppuropuro PO B
COOTBETCTBUM C METUIIMHCKMMH TIOKa3aHUSAMU U B TIOJTHOM 00bEME;

- Pemienue cyna oOpaTuTh K HEMEUIEHHOMY MCIIOJIHEHMIO;

[Ipunoxenwue:

- YBe1OMIIEHMSI O BpYYEHHH KOIIMU MCKOBBIX 3asIBJICHUI OTBETYMKAM;
- Konust cipaBku 00 yCTaHOBIEHUN UHBAIMIHOCTH;

- Komnns cBuzerensecTBa 0 poxKACHUN

- Konus nporokona koHcuimyma Bpadei

- Komnns oTBETa OT MMHHMCTEPCTBA 31pAaBOOXPAHEHUS

noanmuck/d.N.0.




