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BBEJIEHME

Coanyio HHGOpMAIIHIO 0 pe3ylbTaTaX PacCMOTPEHHS CYJaMH e O BO3JIO0KEHUHU 00s13aHHOCTH Ha
pEeTHOHANBLHBIE OpTaHBl 3PAaBOOXPAHCHUA 0O0CCeUUTh JeTeH-MHBAIHUIOB, MOTYYHTL HEBO3MOXKHO,
MTOCKONBEKY OHa HUT/IE He mydmukyeTcs, BepxoBusii Cyn Poccuiickoit denepariu He aenan o030pa MpakTHKH
M0 TNPUMEHEHUID 3aKOHOJATENbCTBA, PEryJMpyronero odecnedeHue JeKapcTBEHHBIMM IpenaparaMu
WHBAIWJIOB, HECMOTPA Ha TO, YTO KOJIMYECTBO OOpallleHHi B CyJ ¢ TAKHMH MCKaMH BEJIMKO, M TOJ OT roja
CTaHOBHTCA Bee OOJbIIE,

Cyzpl, B MOJaBIAONIEM OOIBITHHCTBE, BEIHOCAT PEIICHUA, YIOBICTBOPSIONIHE TpeOOBaHUA UCTIIOB,
U TaKHe pelIeHus IOYTH BCeTIa 00KATYIOTCS OTBeTIMKAaMU. BHINMO MOATOMY MOJIOKUTEIBHBIC PELICHHS He
OepyTesa B moAdopkH cydeOHOM MpaKTHKHU pa3padoTUMKaMU CIIPaBOYHBIX IPABOBBIX CHCTEM, KOTOPBIMH
MOJIB3YKOTCA KOPUCTBI NMPHU IOJArOTOBKE Jel K PAacCMOTPEHHIO B CyJax, M CYJbH, Belb ANEILIAIHOHHBIX
pelleHnil HeT, €CTh TOJbKO BCTYIMBIIHE B 3aKOHHYK) CHIIY PELIEHHMS CYJOB NEPBOM WHCTAHIIMH, a 3TOT
dopmat pazpaboTunkaMm He HHTepeceH. Takue pelleHHs He MYOJHKYIOTCA M Ha caiitax cynoB. OTka3HbIe
peIleHNs WIH aNeJULAIMOHHBIC OIMpeNeiIeHHs BCeraa O0XKaNMyoTcsa HCTIAMH B cyAeOHBIE KOJUICTHH
PErHOoHANBHBIX CYAOB. BOT 3TU-TO ame/IAIMOHHBIE OIpPEAe/ICHHS H IO0INAaJaloT B CIPABOYHBIE CHCTEMBL
[Tocne 3HakoMCTBa ¢ cy1eOHOM MPaKTUKOM 10 jenaM 00 obecrieueHun OONbHBIX JieTel HeoOXOIMMBIMH IS
MX W3HU MperapaTaMy B MpaBoBeIX cucteMax KoHcynbTanT+, ["apaHT, CJI0KUIOCH BIEYATIEHUE, YTO CY/IbI
npuMepHo B 80% ciryyaeB 0TKa3bIBAIOT B YAORIETBOPEHUH UCKOBBIX TpeboBaHMil. Ho 3T0 He Tak.

Mp&I He TIpeTeHAyeM Ha cOo3[IaHue TOJHOH 0asbl pemieHHi Mo paccMOTPEHHIO Iea 00 obecredeHUH
WHBATHIOB JKU3HEHHO HEOOXOOMMBIMH JIeKapCcTBaMHM M Ha aHaIW3 Bcell cyneOHO# TMpakTUKW, HO Od
HCCIIeIOBaHMs y HAc ecTh Xopoumii Matepuan. MBOO «Xantep-CHHIpom» BlaleeT YHHKAILHBIM 0aHKOM
CyIeOHBIX pelIeHHi o qeinaM o6 odecledeHHH HYXIAONINXC IeTeH B IeKapcTBaX, MOCKOIBKY B CBA3H CO
CBOei ycTaBHOM JesATeTbHOCTHIO 3alUINAeT HHTEPECHl MallMeHTOB. B ocHOBY 1O00pKH CYIeOHBIX peIIeHHH
IUIS 5TOTO aHal3a B3ATHI 34 pelieHis, OCTalbHBIE — U3 CIPABOYHEIX NIPABOBBIX CHCTEM U apXHBa CYIeOHBIX
pelieHuit geTckoro npaso3anmTHoro npoekTa «[latporyc» AHO «llentp [IpocTpancTBo 001IeHUAY,

@dakTHUecKue 00CTOATENLCTBA BCeX CY/IeOHBIX UCTOPUI OJMHAKOBHIL: y peOeHKa BBIABIACTCH PEJIKOE
FeHEeTU4eCKoe 3a00JeBaHME WM WHOE TXelnoe 3a00leBaHMe, KOHCHIMYM Bpadel ¢eaepalbHbIX
MEIUIIMHCKUX IICHTPOB Ha3Ha4yaeT Ipernapar I0 >KU3HCHHBIM IoKasaHuAM. [IpemapaT, kak mnpaBuio,
OTCYTCTBYET B IIEPEUHAX JIEKapCTBEHHBIX CPEICTB, MHOTAA [a)XKe HE 3aperHCTPHPOBAH Ha TEPPHUTOPHH
Poccuiickoit @eneparnuu. KpoMe Toro, mpemapaT He BXOJUT B CTaHAapThl JieueHHsA 3a0oJieBaHMi, THOO
CTaHIAPTHl JieueHWs He pa3zpaboranel. Pomurenu 00NbHBIX AeTeil oOpamarTcs B perHOHANbHBIC OPTaHbl
3/IpaBOOXPAHEHHS, OJHAKO MOJYYAKT OTKa3 B JiedeHUH. [IpenaTcTBUA B MOJYYEHHH IPENApaTOB YHHAT U
Jeyarniye Bpaud Ha MecTax, BpaueOHble KOMUCCHH I PEIIeHHs BOMPOCa O JeUeHU! JIMO0 He coOMparoTcH,
b0 UX pelleHHe TMPOTHBOPEUHUT 3aKIIOUEHUIO KOHCHIMYMa denepaibHoro yupexaeHus. Kak mpapmio,
peruoHajabHbBIE MUHUCTEPCTBA, AeNapTaMEHThl H KOMHTETHl 3paBOOXPAHEHUSA OTKA3bIBalOT B OKa3aHHUHU
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MEJUIIMHCKOH TIOMOIIM B BHJI¢ olecriedyeHus peOeHKa NeKapCTBEHHBIM mperiapaToM. [IpHYMHEBI OTKa30B
pa3IMYHBL, U3 OCHOBHBIX: OIOMKET Tepamuu OJHOro 00IBHOTO MHOTAA JocTHraeT 30 MHUITHOHOB pyOuiei B
rol, Ipoleaypa IMOJY4YeHHs pa3pellieHUs Ha BBO3 He3aperHCTpPHUpOBaHHOIO Iipenapara B P® croxkHa,
OI0MKEeTOM perHoHa He MPeIyCMOTpPEHBI cpelacTBa i odecrneueHHs OONLHBIX HE3aperHCTPHpPOBAHHBIM
MpenaparoM, OJHAKO OTKa3bl BEIHOCATCA MO (OPMATbHBEIM OCHOBAHHMAM. 3aKOHHBIC MPEICTABUTENH JAeTel-
WHBAJIAJIOB, MO0 TPOKYPOpPHl B MHTEpecax JeTel BBIHYXKJEHBI o0pamathcs B CyJI  3a 3alUTOH Mpas,
MPEIOCTABJIEHHBIX 3aKOHOM, HO HE HWMEIONIHMX peaTu3aliil B aIMUHUCTPATHBHOM anmapare cyObekTa
Poccuiickoit @enepanumu.

[fo MHEHHIO IOPHCTOB JIETCKOTO TpaBo3aniuTHOro mnpoekta «[latpoHyc», OCYIIECTBISIONUX
JIeATEIBHOCTh M0 3alllUTe CEMEH, BOCIHUTHIBAIOIINX JETEH-WHBAIU/IOB, 3a MOCIESJIHHE NATh JIET CIOXKHIACH
Kpemkas cyneOHas mpakTuka BepxoBHoro Cyma P®, peruoHadbHBIX W pailOHHBIX  CYIOB,
CBUACTEILCTBYIONIAsE O TOM, UYTO 3aKOHOJATEILCTBO 00 oOecreueHUH [eTei-HHBAIMIOB IOCTATOYHO
cchopMHpoBanoch, 00palnieHus B CYIbl, HHUIIMMPOBAaHHEIE MAIMEHTCKUMH, POIUTEIILCKHUMH 00MICCTBEHHBIMU
W UHBIMM OPraHUu3alUsAMU, TPAXKIAHAMHA, CTAJIM UCUHCIIATHCSA COTHAMMU.

[Ipexae, 4eM O3HAKOMHTBCA C JIETAIAMH IIPUMEHEHHsA CyJaMHM 3aKOHOJATeNIbCTBA, Ipejiararo
MOCMOTPETh NMPUJIOKEHUE | K HACTOAINIEMY aHAIM3y MPAKTHKH, U3 KOTOPOro CIEAYET, YTO TMOJIaBJIAOINIEe
OONBIIMHCTBO pelIeHUit MOCIeAHUX JIeT MOJOKHUTENbHBL. M3 aHamiza cyneOHOH NpPaKTHKH, CIETAHHOTO
IIpaBoBOil cucTeMoil «l'apaHT», XOpOILIO BHIHO, ¢ KAKUMH BOIIPOCAMM, B OTHOIICHUH KaKUX IIpernapaTos,
obpamiaoTes B cyObl HCTIEL MBI cUHTacM BO3MOKHEIM IIPOaHAIH3HpPOBATE B JToit padoTe pemlIeHHd,
KOTOPBIMH OBLTO OTKA3aHO JETAM-WHBAIA/IAM B OKa3aHUH KaueCTBEHHOM MEIHUITHHCKOH MTOMOIIIH, TIOCKOJIBKY
AHAIN3 BBIABUT JIe(heKThl MPUMEHEHHUA 3aKOHO/ATEJIbCTBA PErMOHAIBHBIMH OPraHaMU 3/PAaBOOXPAHEHUA H
CTIOCOOBI JIJIS 3aIIUTHI IPAB JIeTeH-UHBAJIU/IOB.

Opdorpadus B UTaTax peuieHuit cyaoB Mo THHHAs.

Korja ananu3 npaktuku 0s11 yxe roTtoB, [pesnanymom BepxoeHoro Cyna Poccuiickoit @eneparum 17
utoHsa 2020 r. mpursit OB30P INTPAKTUKW PACCMOTPEHUA CYIAMHWU HEJI ITO CIIOPAM,
CBSI3AHHBIM C PEAJIM3ALIMEN MEP COLIMAJIBHOM 1O IIEPXKKH OT/IEJIbHbIX KATEI'OPUI
I'PAJKJIAH, kyna Bouun onpeneneHus BepxosHoro cyna PO, npuBoguMbIe HAMH B HACTOAIIEM JIOKYMEHTE.



1. TIpoueccyanbHsiii popmar

Cyapl paccMOTPeTH HECKOIBKO MCKOBBIX 3asBJIEHWH, COCTOANIMX M3 JIBYX TPeOOBaHMIl: O MPU3HAHUH
HE3aKOHHBIMH JeHCTBHH (MM Oe3leilcTBUsA) pernoHaIbHOTO OpTaHa 3/paBOOXPAHEHUS M O BOIOKEHHUH
0053aHHOCTH Ha Hero o0ECHeUMTh MCTIA JIEKAPCTBEHHBIM npernapatoM, u 6osiee 30 MCKOBBIX 3asdBIIEHUH,
COCTOANMX W3 TPeOOBaHUA O BO3JIOKEHHWH 00A3aHHOCTH (TPU W3 HHUX COIEpXanu emné TpeOoBaHHE O
IpU3HAHHKE ITpaBa Ha JeKapcTBeHHOoe o0ecTeueHne ), U 3 3asBiIeHs ObUTH IoJaHe! B opsake riasel 25 [TIK
P® 00 ocnapuBanum pemieHuid, neiicTBuit (0e3melicTBHA) OPraHOB MECTHOTO CaMOYIIpaBICHMUI,
BBIPA3UBIINXCS B 0TKa3e B 00eCIeUCHHH 3asABHTEIA JIeKapCTBEHHBIM CPEICTBOM.

[Ipu paccMOTpeHMM 3asABJIEHWH ¢ JBYyMA TpeOOBaHHMAMHM, CYJBI pacCMaTpPHBAIU Jelia B TOPAIKE
MCKOBOTO TIpon3BojcTBA. Kak mpaBHMIO, Yy CYJIOB He BBI3BANO 3aTPYIHEHWIl OMNpelneNeHue BHIA
CYJIOTIPOM3BOJICTBA (MCKOBOE HUIH TIO JIellaM, BOHHMKAIONIMM W3 MyOJIMYHBIX MPABOOTHONIEHUI), B KOTOPOM
IOJJIeKAT 3alfiTe IIpaBa H CBOOOALI TpaykIaHKUHA, HEe COTVIACHOTO ¢ pelieHueM, AeiicTBrueM (Oe3nelicTBHEM)
OpraHa MeCTHOTO CaMOYTIPABJICHUS.

B penieHun cynabl MOYTH HUKOTZAA HE YKa3bIBalM, [MOYEMY OHU IPUILIH K BLIBOAY O HEOOXOIUMOCTH
NMpU3HAHKUA JeicTBUA (Oe3nelicTBHA) HEe3aKOHHBIM, Ja)e He Jealid CChIJIOK Ha COOTBETCTBYIOIINE CTaThbH
ITIK P®, nmpusHaBad AEHCTBUSA OPraHOB 3APABOOXPAHEHMSA HE3aKOHHBIMH, HO BBIBOJ O BO3JIOXKEHHH
o0sA3aHHOCTH Bcerga Obwl  oOocHoBaH. Tem He MeHee, MMM YCTaHaBIMBAJIACh NpPaBHJIbHasA
[0CIEeI0BATeILHOCTL TPeOOBaHMH ¢ y4eTOM NPUYHHHO-CICICTBEHHLIX CBA3€il M IpU OTOM HE HMEI0ChH
IIPOTHBOpPEUHii TpeboBaHMAM IIpolleccyanbHOH (OpMEL, M paccMoTpeHHe 00ouxX TpeboBaHUil He ABIAIOCH
MPENATCTBHEM /I IIPaBUILHOTO pa3penieHus 1ea.

Jlvnie Ba cy/ne0HBIX TOCTAHOBIEHUS 3aC/TYKHBAIOT TOTO, YTOOBI 00PaTHTh HA HUX BHUMaHHE B YTOH
riiaBe.

AnemnsmuonHoe onpeneneHue Hikeroposackoro obnactHoro cyrma ot 18.09.2013 mo peny N 33-
7830/2013 comep HT MO3UIMIO CyIa, IPHU KOTopoi TpedboBaHue 00 obecrieueHUN OOILHOTO MpenapaToM He
cleyeT paccMaTpHBaTL B MCKOBOM IPOU3BOJACTBE. Y Ka3aHHBIM ale/UIAIMOHHBIM ONPEacICHHEM pellicHue
Huxeroponckoro pationHoro cyaa r. H. Hoeropoaa ot 16.04.2013 rona, ynoenerBopusiiee TpeboBaHUE
MCTIA, OBLIO OTMEHEHO, B TOM YHCIIe, U [0 YKa3aHHBIM BBIIIE OCHOBAHUAM. BEUTO BEIHECEHO HOBOE pEllieHHE,
KOTOPBIM B YIOBIETBOPEHUH 3asABICHHUS HCTIA OBIJIO OTKA3aHO.

Cynebnasgs KoJUleTHss B OIpeAeNeHMHM yKazana: «/[ug  npasuishozo  onpedenenus — 6uUod
CYOOnPOU3800cmea (UCKOBoe Ul HO 0endaM, GO3HUKAIOWUM U3 NYOIUYHBIX NPABOOMHOUIeHUT), 8 KOMOPOM
nooaexcam 3awume npasa U c60000bl 3aseumens, Cyoy C1ed06an0 UCXO00Umb U3 Xapakmepa
NPagoOMHOUEHUI, U3 KOMOPBLIX ebimekarom mpebosarus LIV H.

B dannom cayuae cyoom nepeoii uHCmanyuu HeNPAGUILHO ORPEOeeH XapaKkmep NpagoOmMHOWEeHUL, U3
Komopuvix ewvimexarom mpeboeanus [IILH.H., umo npueeio K HenpasuibHOMy HPUMEHEHUK) HOPM
MAMEPUATLHOZO U NPOYECCYATbHO20 NPAsd, U HEeNPAGUIbHOMY ONPEeOeNeHU0 IOPUOUYeCKU 3HAYUMbBIX
06CmOoAMenbeme NPu PacCMOMpeHUU YKA3AHHbIX MPeOO8aHUIL.

Hz mamepuanoe dena crnedyem, umo 3asg6umenv OCRApusaem OeucmeUus Op2aHd 20CYO0apCmeeHHou
enacmu cyovexma Poccuiickoit @edepayuu - Munucmepcmea 3opasooxpanenus Hudcezopoockoii obracmu,
sulpazusuinecss 6 omkasze 6 NpedocmdagieHul aeKapCcmeeHno20 npenapama <OoanHole U3LAMbI>, YMo
ABISIEMCA GIACMHBIM Goneusvsenenuem Munucmepemesa 30pasooxpanenus Huoweeopodckoii obaacmu u
nopooicoaem nPasosole NOCIeOCMBUs Ol 3ASGUMENS, d MAKICE NPOCUM YCMPAHUms OORYUeHHOe HapyeHue
npas u c6oo00 sassumens - o00azamv Munucmepemeo 30pasooxpanenus Humxcezopoockou obaacmu
opeanuzoeams obecneuenue LI WU .H. ykazauHbimM 1eKApPCMBEHHLIM NPERAPamoM.

Takum obpazom, mpebosaHus 3aA6UMens 6bIMEKAM U3 HYOIUYHBIX NPAGOOMHOUIEHUN, He HOCAM
UCKOBOIUL Xapakmep, NOIMOMY O0IICHbl  PACCMAMPUBAMbC 6 NOpAOKe Npoussoocmea no  Oenam,
BO3HUKAIOWUM U3 NYOIUYHbIX npagoomuoutenuti (2aaevl 23 u 25 I'TIK P®).

B oannom cayuae cvo nepgoti uHCmaHyu HenPaguIbHO Onpeodeau 810 CVOonpoU3eo0cmed Kak UCKogoe,
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