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ITPABUTEJIBCTBO CBEPIJIOBCKOMN OBJIACTU
MHWHHUCTEPCTBO 3IPABOOXPAHEHMUSI CBEPJJIOBCKOM OBJIACTH
(Mun3sapas Creppiorckoii 06/1acTH)

ITPUIKA3

30. 07, 2025 e SIS -1T

r. Exarepunbypr

O enecenuu uzmenenuii ¢ cocmas Komuccuu Munucmepcmea 30pasooxpatenus
Ceepdnosckoii o61acmu no oyexke 060CHOGAHHOCIU HA3HAYEHLS NO HCUSHEHHbIM
IIOKA3aHUSIM /1IEKAPCMEEHHBIX NPenapamos, MeOUYUHCKUX usdeauii u
Cneyuanu3UpoeaHHbIX NPOGyKmMos neveGH020 NUMAHUA, He 0LLedUILX 6
2ocydapcmeenHbiii 3aka3 Ceepdnoeckoii 06aacmu na obecneyenue /leKapcmeeHHbIMU
npenapamamu, MeOUYUHCKUMU U3deAUsIMU U Cneyuanu3upoeaHHbIMU NPodyKmamu
/1e4ye6HO20 NUMAHUSI OMOeAbHbIX Kamezopuii 2padxcdaH, npoxcuearowjux é Ceepodnosckoii
o6acmu, umeroUUX NPago Ha nosyyeHue 20cydapcmeeHHoll coyuansHoll noMowu &
6ude Habopa coYUANbHBIX yCiayz, ymeepicoeHHbILl npukazom MuHucmepcmea
30paeooxpanenus Ceepdnoeckoli o6aacmu om 19.01.2015 Ne 35-n

B cootsercTBuu co crateeit 101 O6nacTHOro 3akoHa ot 10 mMapta 1999 rozma Ne 4-03
«0 npaBoBbIX akTax B CBEp/IOBCKOM 061acT»
ITPYKA3BIBAIO:

1. Buectu B mpuka3 MuHucTepcTBa 3paBoOXpaHeHus CrepanoBCcKoil obmactu
01 19.01.2015 Ne 35-m «O6 yTBepKieHHU NopsAAKa HUHAUBUAYANILHOTO obecrneuyeHus
JICKAPCTBEHHEIMU  MperapaTamMyl, MeAMIMHCKAMA H3JeNHAMH W CrHeljuaTi3HpOBaHHBIMU
MPOAYKTaMU JIe4eOHOTO TUTaHUs TPakaH, TPOXKUBAOIUX B CaepayioBckoii 06iacTy,
MMEIOIHX IPaBO Ha IOJyYeHHe rOCYAapCTBEHHOM COIHATBHOM MOMOIM B BHie Habopa
COLUMANBHEIX  yeryr»  («OQUUManeHelii  MHTEDHeT-TIOPTan  MPaBOBO UH(OpMaITHH
Cpepanosckoil  obnactu»  (www.pravo.gove6.ru), 2015, 16 centsabps, Ne 5774) c
MSMEHEHUsIMH, BHECEHHBIMH TIPMKa3aMi MUHKCTePCTBa 37paBooxpaHenus CBepIIOBCKOL
obnacti ot 15.09.2015 No 1370-m, or 19.06.2019 Ne 1209-m, ot 30.03.2022 Ne 638-m
(mamee — ITpHKas), creAyrOLMe H3MEHEHHS:

1) B npeambyne cnosa «IIpuKasom MunncTepeTRa 3apaBooxpaHenust Poccuiickoii
®egepauuu ot 14.01.2019 Ne 4u «O6 YTBEDKAEHHH TOPAJKa Ha3sHAYeHUs 1eKapCTBeHHLIX
Tpernaparos, (OPM pPELEeNnTypHbIX O/AHKOB Ha JeKapCTBEHHBIe TIpenaparel, TOPSIKa
oopmieHns yKasaHHBIX GIaHKOB, X y4eTa u XPaHeHUsA» 3aMeHUTh CI0BaMM «[IpuKazom
MunucreperBa 3apaBooxpaneHus Poccuiickoit ®epepauuy ot 24.11.2021 Ne 1094n «O6
YTBEPHKJEHMM TIOpA/KA HA3HAUeHHUs! JIEKADCTBEHHBIX [IPenapaToB, (opm peLenTypHBIX
071aHKOB Ha JleKapCTBEHHbIE MpeTapaTsl, MOpsiKa O(OPMIIEHUST YKa3aHHBIX O/IaHKOB, WX
ydeTa W XpaHeHUs, (GopM O/IaHKOB DPEIeNTOB, COJEPXKALIMX Ha3HAUCHHe HapKOTHYECKHUX
CPEACTE WM MCHXOTPOTHBIX BeINeCTB, MOPAJKA WX H3COTOBIEHHS, paCIpe/eseHus,
PECHCTPALAK, y4eTa U XPAHEHHs, a TAKKe [1PaBUT 0OPMIIEHHS G/IaHKOB PELleIToB, B TOM
uncie B hopMe 37eKTPOHHBIX JOKYMEHTOB»;

2) B niyHKTe 2 coBa «Bapcaesoii E.A.» HCKITIOUNTS:

3) npunoxenue Ne 1 M3/I0XKATE B HOBOI! peaKiuu (npunaraetcs).

2. Buecrn B ITonoxxeuue o Komuccuu MuHucTepcTBa 3/ipaBooxpanerust CBep/I0BCKOi
0b/acTH TI0 oueHKe O0OOCHOBAHHOCTY HA3HAUCHUSI [10  SKUSHEHHLIM MOKa3aHHAM
IEKAPCTBECHHEIX NPETApaToB, MeAULIMHCKAX W3/EMMH M CIeHaIi3HPOBAHHBIX MPOJYKTOR
neyebHOro MUTaHKs, He BOLICAUIMX B IOCY/JAPCTBEHHDIA 3aKa3 CaepzuioBcKoit 0bnacti Ha

OrneyartaHo Ana MuHncTepcTea 3gpaBooxpaHeHus Ceepgnosckon o6nactu, 3akas Ne2480108, Tupak 18116 aKa.



obecrieyeHHe  JIeKapCTBEHHBIMK lIpeniapaTaMy,  MeJULUHCKUMH  M3JeNuaIMH = |
CHENHUATM3NPOBAHHBIMU MPOJYKTAMH JIeueOHOIO MHTAHUS OT/e/IbHBIX KaTeropuil rpakiax,
MpoxuBarolyx B CBepANOBCKOM  06/MacTH, WMEIOIUX TMpaBo  Ha TIo/IyueHue
TOCY/JapCTBEHHOM COLUa/IbHOM TIOMOIIU B BHje Habopa COLMANEHBIX YCIYT, YTBeP)KIEHHOE
Tlpukasom, cileyrome U3MeHeHHs

1) JOTIONHUTE MTYHKTOM 3.4 CIeIyIOIIero Cofep KaHHs:

«3.4. llpumsteie pemexust KoMucCHM yuuThIBAOTCS BpaueOHBIMU  KOMUCCHUIMU
MEAHINHCKMX OpraHu3aliuii [ BbIHECEHUs peIleHUs O HasHAYeHHU JTIeKapCTBeHHbIX
HpEnapaTos, MeJHLUUNHCKUX H3/Ie/MH, CHeLMani3ipOBaHHBIX [POAYKTOB  NIeuefHOTo
TIUTaHNUA. »,

2) TIYHKT 5 U3JIOXKUTE B CIIeAYIOIeH peJaKuuu:

«5. [lna yuvactusi B 3acefaHusx Komwmccun [IPUBAEKAIOTCH TIPOQUILHLIE IJIaBHbLIE
BHEIITATHBIE CrIeManucTl MUHKHCTepeTRa 3paBooxpaHenus CBepIUIOBCKOM 06/1acTu [t
PaccCMOTpeHHd 3asgB/IeHHH IT0 NPOMU/ILHBIM 3a00/IeBAHMSIM.

3. Buectu B ITopsijoK MHAUBUAYATBHOIO 06ecreueH s JIeKapCTBEHHLIMU TIpeTiapaTamH,
MEAULMHCKHMH HU3/Ie/IMAMH M CIIeLHaTM3MPOBaHHBIMU TIPOAYKTaMH JTeueGHOr0 MUTaHHUS
TPOKIAH, NpOXUBAOIMX B CBepAIOBCKOW 007acTH, MMEINUX MpaBo Ha IoJIy4eHHe
TOCYAapCTBEHHOH COLMANbHOW TIOMOLIM B BHJE Habopa colManbHBIX yCIyr (manee —
Ilopsifok), yTeepAeHHbIH [IpuKasoM, cre/IyIoNe H3MeHeHus:

1) NyHKT 1 UCKITIOUNTE;

2) TIHKT 2 U3I0KUTB B C/IeAYIOLIei peaKiiu:

«2. Hacrosiiuuii ITopsajiok NpiMeHsieTcs Mpu HeoGXO0qUMOCTH 06ecIIeye s rpakziaH,
OpoKHBAOWMX B (CBepAJIOBCKOW — 06nacTv, HMEIONMX TpaBo  Ha HoJIyueHue
TOCYAapPCTBEHHOW COLMAMLHON NOMOK B BH/e Habopa COL[HATBHBIX YCAYT, JIeKapCTBeHHBIM
penapaToM (MeAWLUHCKMM W3/Ie/IEM, CrelUali3sipOBaHHbIM MPOAYKTOM JleuebHOro
TIUTAHUS) B MHAUBHYATBEHOM TIOPSIKE.»;

3) myHKThI 3.1.1 1 3.1.2 U3N0KUTH B CeAyIOMeit peaKL|u:

«3.1.1. [Ona wHAUBUAyanbHOTO obecreyedus JIeKapCTBEHHBIM  IIperapaTom
(MEAULMHCKMM H3[ieieM, CrielMa i3HpOBaHHbIM NPOAYKTOM JieyeOHOTO MUTaHUA), He
BKTIOUYEHHBIM B T'OCY/JapCTBeHHbIH 3aka3 CBepAoBCKOM o6macTd Ha obecreuenue
JIEKapCTBEHHBIMHU  TIPETIapaTamMi, MeQULUHCKUMM H3JeNUAMH W CrieluaIu3upOBaHHbIMU
TPOAYKTaMK JIe4eOHOro IIHTAaHUS OTAE/bHBIX KaTeropuii TpaKaH, NPOKUBAKOIIUX B
CeepiyIoBcKOH 06/1aCTH, MMEIOIUX TIPaBO Ha TO/yYeHHe rOCY/IaPCTBEHHOM COLMAIbHOMH
TIOMOLIH B BH/Ie Habopa COLHabHBIX YCIIVT:

3adBlIeHME  MEJUUMHCKOH oOpranMsalu¥ Ha obecriedyeHHe TIpakKjaHuHa B
HH/AHUBHAYaNbHOM MOPA/Ke [10 YCTaHOB/IeHHOH (opme (mpunoskeHne Ne 1 K Iopsagky);

KOTIMA 3aK/IFOUEHUs! TIaBHOT'0 IITATHOTO (BHEIITATHOTO) Crieljia/icTa MuHICTepCTBa
30paBooxpaHenuss  CBepANIOBCKOM  o6macTé o0 Ue/ecooBpasHOCTM — Ha3HauyeHwst
JIEKAPCTBEHHOrO  TIperiapara, MeJUIUHCKOT0 W3/je/usd, CIIelHalu3uPOBAHHOTO IIPOAYKTA
nedebHoro nuTaHus (mpunokenue No 3 K Iopsanxy);

coracre rpakJaHnHa Ha 06paboTKy MepCOHANBHBIX JAHHBIX (IpHIoKenue No 2 K
opsiaky);

VHbIE OKYMEHTBI O Ha3HAYCHHH JIEKAPCTBEHHOTO TIperiapara, Me/JUL[UHCKOTO H3/IeIusl,
CTIeL{HaTM3NPOBAHHOTO TIPO/YKTA JIeueBHOro IMUTaHUS;

3.1.2 [na UHAWBWAyaIbHOrO  obecreueHus JIEKapCTBEHHLIM  IIpernapaTroMm
(MEAUITMHCKUM U37e/HeM, CHeUaTM3UPOBAHHBIM TIPOAYKTOM JIeueOHOr0 ITMTaHWs) TIOJ
KOHKDETHBIMH TOPTOBBIMA HAUMEHOBAHUSAMH T10 YKMU3HEHHEBIM [TOKA3aHUSIM:



3afB/EHHE  MEIMIMHCKOH  OpraHusalud Ha  obecriedeHue TPaKIaHUHA B
MHIMBUAYA/TLHOM IIODS/IKE T10 yCTaHOB/IEHHOU (opme (ipunoxkerye Ne 1 k [Topsaky);

KOIMA 3aKIIOYeHNsT TJIaBHOIO LITATHOrO (BHEIUTATHOIO) crierjanucra MunucTepcrsa
3ApaBooxpanenuss  CBepyioBckoM — ofnact 0 11e1ecoobpasHOCTH — Ha3HAUEHHS
JIEKAPCTBEHHOTO  TIperiapaTa, MeJHLMHCKOTO W3Je/ins, CIelUaIn3upOBaHHOIO IPOJyKTa
neyebHOro ruTanus (mpunokerue Ne 3 k ITopsanky);

BBINUCKA W3 MeJULIMHCKON KapThl aMOy/1aTOPHOTO GO/IBHOTO, 3aBepeHHast TTOITTHCHI0 1
TIe4aTbl0  Bpaua, IIeUaThIO Me/IMI[MHCKOM Opranmsaluy, B KOTOPOM 3aduKcUpoBaHa
HeI(PQEKTUBHOCT,  W/HIM  MHAUBHIYAlbHAas peaklUss HerepeHOCHMOCTH —Ha paHee
HAa3HAUeHHBIH  JIEKADCTBEHHBIM — Tpemapar  (Iperaparbl), MeJWIMHCKOE — W3/elue,
CHIeLMaIM3UPOBAHHbBIN IPOAYKT Ae4eOHOr0 ITUTaHNs;

COTJIACHe I'DaXKTAaHMHA Ha 00paboTKy IepCOHAMLHBIX JAHHBIX (TpuaokeHne Ne 2 K
ITopsiaky);

KOTsT KAPTBI-U3BEIIeHUs O TI0L03peBaeMol Heb/1aronpUaTHON 1T060YHOM peakiy Ha
paHee Ha3HauYeHHbIU JIeKapCTBEHHbIH npernapar (MeIUITMHCKOe usjienue),
3aperuCTPUPOBAHHON B PernoHa bsHOM 1jeHTpe MOHUTOPHHTa 6e3011aCHOCTH JIeKapCTBeHHLIX
cpeacte MunucrepeTBa 3ipaBooxpanenus CBepANOBCKOM 00/1aCTH B COOTBETCTBUM C
IlopsinkoM coobujenuss MeJULMHCKUME OpraHusanusaMu  CBepaIoBCKOH ofsact o
BBIAB/IEHHBIX HEOJIAronpUATHRIX TOOOYHBIX PEAKIMAX Ha JIeKapCTBEHHBIE CpeAcTBa U
MeUIMHCKIE W3AeNus], YTBEDKIEHHBIM IIPUKa3oM MUHUCTEPCTBA 3/paBOOXPAHEHHS
Ceepaytosckori obsactn or  02.04.2013 Ne 403-n «O6 opraHwsaiyy MOHWTOPHHIA
0e30macHOCTH JIeKAPCTBEHHBIX CPEJCTB W MEMIMHCKHX MU3JeNdii B  MeTuIMHCKUX
opranusanuax CBepAJIOBCKOM 001acTv», WK Harpas/ieHHOH B MefepaibHyo ciyxGy 1o
HaJ30py B cdepe 3//paBoOXpaHeHus II0CPeICTBOM aBTOMATH3MPOBAHHON MH(OPMALMOHHOI
cucTeMel PocspaBHaasopa uimm sakmouenre 'AY3 CO «KnMHUKO-{HUarHOCTHUYeCKIH TIeHTp
«OxpaHa 3/10poBbst MaTepy W pebeHKa» 00 WHAMBUAyaNbHOM peakuuu W/
HEMepeHOCMMOCTH Ha paHee Ha3HAYeHHBIM CrelUalu3UpOBaHHBIA TIPOJYKT jeuebHOro
MTHATaHA;

MHbBIE TOKYMEHThI O Ha3HAYEeHMH JIEKAPCTBEHHOI'O IIpeliapaTa, MeUIMHCKOTO W3/1e/11s,
CHeryanM3upoBaHHOrO IIPOAYKTa /ieuebHOr0 MATaHUA»;

5) IyHKT 3 JOIIO/HUTE ITOATYHKTOM 3.4 CJIYIOLIEro CoepyKaHus:

«3.4. Ilocie morydeHua IPOTOKO/IA 3aceqanus Komuccun B TeueHne 3 pabouux aHed
OpraHu3yer TMpOBeJeHre 3acefaHus BpadeOHOH KOMUCCHM Uil TIPUHSITHS DEILeHUs O
Ha3HaUeHW! JIeKaPCTBEHHOI'O MperapaTa, MeJULIMHCKOI0 U3/e/Iusl Y CIIeIMaIu3uPOBaHHOIO
MPOAYKTA 1euebHOTO NMUTaHKA TIPY HaIM9UM MeJUIIMHCKUX [0KA3aHWM (MHAUBUIyaIbHast
HeNepeHoCUMOCTb, 110 KU3HEHHBIM TOKa3aHWsM) U B Tedyenue 1 pabouero [JHs HarpasiseT
KOIIMIO TIPOTOKO/IA 3acefaHys BpaueOHONH KOMUCCHM B ST€KTPOHHOM BHJE, TIOCPeACTBOM
3aUUIIEeHHON CeTH mepefaun faHHbIX ViPNet cetb Ne 1317 Ha ampec JeoBOH MOUTLI
Munucrepcrsa 3apasooxpaHenns Ceep/moBcKoi obmactu «02_02_daiin NCKII0OUeHHs»;

0) NyHKTHI 4.2, 4.4, 5 UCK/IFOUNTE;

7) NYBKT 6.2 U3/I0KUTE B CJIeIYIOITeH pefakiuu:

«6.2. Ilpya¥MaeT 3aKyIl/leHHble B HHAWBW/IYanbHOM TIODPSAZKE JIeKAPCTBEHHLIE
TIpernapaTh! (MeJULIMHCKYe U3ens, CIIelMaNlu3upPOBaHHbIe TIPOAYKTEI JIe4e0HOTO TATAHMs)
W TIOCTaBIAET B IIPUKPEIIEHHYH arTeYHyI OpraHu3alliio II0 MeCTY JKUTeILCTBA

TCPaK/JaHUHA»;
8) nyHKT 10 HM3M0KHTh B CeYIOMIEH pe/JaKiiu:
«10. ['naBHbIE IITaTHele  (BHEIITaTHbLIE) CIIe[Ua/TUCTEI MunucTepcTBa

3apaBooxpaHenus CeepAnoBCcKOi 061acT 0(pOPMISIIOT 3aK/IFOUEHHs O 1ie/1ecoobpasHoCcTH



4

HA3HAUEHUd JIeKapCTBEHHOTO TIpenapaTa, MeJHIUHCKOTO W3/IeNus, CTIeLIHATM3HPOBAHHOTG
NpoAyKTa J1e4eBGHOTO MUTAHKS B TeUeHMe 5 pabounx nHelt ¢ MoMeHTa obparrenus IalueHTa
II0 HAarpaB/IeHHI0, O(QOPMICHHOMY MeAULMHCKOM OpraHu3auuell 110 MeCTy JKUTe/lLCTBa
TIallHeHTa, WIH [aThl TIOCTYIUIEHHMS JOKYMEHTOR s TPOBEJEHHA SKCIEePTU3bl ¢
KOHTAKTHBIMK =~ JaHHBIMU  TIALIMEHTa, HAmNPAB/IEHHBIX MeJULMHCKOM OpraHu3zanuei c
COIPOBOAUTENBHBIM MHCBMOM 3@ MOAIHCHH) DYKOBOUTEISL ».

2, KonTposb 3a ucronHeHuem Hactosero IIPUKa3a BO3JIOXKUTh Ha 3aMeCTUTe s
MpunucTpa 3a1paBooxpaHeHust Caepanosckotii obnactu E.A. Bapcaegy.

3amectutens ['ybeprartopa

Caepaorckoii obacty —

MuHUCTD 3ApaBOOXpaHeHHs

CeepzoBcKoit 0b6macTu T.JI. CaBunoBa



[punoxenue
K Ilpukasy
Munucrepcrsa 31paBooxpasenyst

Caepaosckoii obactu
orS0 OF 2025 r. Ne/SF/

Ipunoxenne Ne 1

K lIpukasy

MuHyCcTepCTBa 31paBOOXpaHeHNsT
CeepaioBckoii o61actu

ot 19 suBapst 2015 r. Ne 35-i1

Cocras Komuccuu MuHHCTepCTBA 31paBooXpaHeHus CreppnoBckoii 001acTu
0 OLjeHKe 000CHOBAHHOCTH HA3HAYEHMS 0 XU3HEHHBIM MOKA3aHUsAM

/IEKAPCTBCHHBIX NMPENAPATOB, MeIHIIUHCKHX U3/le/THi U CHeHa/Iu3UPOBaHHBIX

NPOAYKTOB /ie4efHOr0 MUTaHKA, He BOINEAIINX B IOCY/JapCTBEHHBIH 3aKa3

CeepproBckoii 06/1acTi Ha oGeciieyeHne JIeKap CTBeHHbIMHE npernapaTamu,
MEAHIHHCKHUMH H3/1e/THAMH H CTIeIHa/TM3HPOBAHHBIMH POAYKTAMH JIedeGHOro

MUTAHHSA 0TAENLHBIX KaTeropHi rpak/iad, NpoXKuBaomux B CBep/IoRcKoil o6/acTy,
UMEIIHX NPaB0 HA NO/IyYeHHEe rocyAapCTBEHHOH COnHaIbLHON
NOMOIIH B BH/le Habopa COMHAIBHBIX YC/IyT

ITpepcenatens komuccuu:

1.  bapcaesa Exarepuna — 3amecrurens MUHHCTPA 3ApaBOOXpaHeHHS
AnartonbeBHa Ceepanosckoii obactu

3aMecTUTe/b npegcenaressa KOMUCCHH,

2.  Tonopkosa Upuna — 3aMecTuTe/h HaYaAbHUKA OT/ie/la OpraH13al{iH
HukonaerHa nexapcTBeHHoro obecrieyenys U
(apmareBTHUeCKOM esSTeTbHOCTH
Munucrepcrsa 3/jpaBooxpanenust CBepI0BCKOi

obmactu
UJieHb! KOMHCCHU;
3. byxupeBa — HauanbHuk oT[)ena oprasu3ariuy nepBUYHOM
Enena AHaTonbeBHa MeJHIMHCKOM TToMoIy MUHUCTepeTRa

3apapooxpaHeHuss CBepA/IOBCKOH 061acTu

4. BuHorpagos — ['7aBHBIN BHEIITATHBIN CTICIHAUCT MO Teparun
AJeKcas/p Munucrepcrea 3apaBooxpatHesus CBepZI0BCKOM
Brnaguvuposuy obnacry;

5.  Hsmoxeposa — IJIaBHBIH BHEIITATHBIA CITeI[UA/IUCT —

Hapexxga Bnagumuposna KIMHUYECKUH hapMakosior MunucTepersa
3paBooxpaHeHus CBep//IOBCKOM 061acTi

6. Manamora — [I'naBHbI BHeMITATHBIN CrIEI{MAINCT — neauaTp



JIroboss Hukonaesua

CagenbeBa
Enena BukroposHa

Cronun
Anekcell Bnagumuposuy

MunicTepcTa 3ipaBooxpatenus CBep/noBCKoil
obnactu;

HavambHuk oT/iena OpraHusaiy Me quIHHCKOM
[IOMOIIM MaTepsM U JeTsM MuHUCTepCTBa
37paBooxpaHenus CBep/IoBCKOH o6aacTu

Hauanbhux otzena opranusaimm
CrierHanusupoOBaHHON MeIMLIUHCKOMN ITOMOMTH
MunvicrepcTBa 3apaBooxpaHenys CBepaTOBCKOM
obactu



