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MHUHHCTEPCTBO 3JIPABOOXPAHEHUS ICKOBCKOW OBJIACTH

ITPUKA3

or 19.05.2026 Ne 412
r. IICKOB

O6  obecreyeHHH  CrHENHANA3MPOBAHHBIMMU
NPONYKTAMH  IIMTAaHWS  JeTeH-WHBAJIHIOB,
NPU3HAHHBIX ~HYXIAIOUMMHUCS B  OKa3aHWH
ITajlJIMaTHBHOU MEIUIMHCKON TIOMOIIIH,
U JETCH-WHBAIUAOB, UMEIOIIMX MEIUITHHCKUE
TIOKa3aHUs [Tl HYTPUTUBHON MOJIEPIKKHI,

Ha TeppuTopuu IIckoBckoii obmacTy

B cootserctBum co crareedt 39 denepansHoro 3akona ot 21.11.2011
Ne 323-03 «OO6 ocHOBax OXpaHbl 310pOBbS TIPaxnaH B Poccuiickoii
Qenepannn», B pamkax Ilocranoenenus IIpasutenscrsa [IckoBckol 06acT
or 30.12.2025 Ne 479 «O TeppuropuansHoil nporpamme roCyIapCTBEHHBIX
rapaHTHii  OeCilIaTHOrO OKA3aHWSl IpakdaHaM MEIMLUHCKON T[OMOIIH
B Ilckosekolt obmactu wa 2026 rog W Ha MJIaHOBBIH nepuon 2027 u 2028
roioB», B HelaX  obecreueHus — JIeTEH-MHBANMIOB,  MPH3HAHHBIX
HYXKNAOIMIUMHKCS B OKAa3aHWM NaJNIMATUBHOW  MEIMIIMHCKOW  MOMOIIM
M UMCIOIMX MEJMUMHCKHE TMOKa3aHWs s HYTPUTHUBHOM MOIIEPKKH
IIPOJIYKTaMH JIe4eOHOr'0 NMUTaHuUs, Ha TEPPUTOPUU [ ICKOBCKOM 061acTH

[IPUKA3BIBAIO:

1. YTBepmuTh:

I.1. TOpsIOK BELIAYM  CHENMANTH3UPOBAHHEIX IIPOAYKTOB JIEYeGHOrO
MATAHWA  OETAM-WHBANIMJAM, [PU3HAHHBIM HYXIAMOMUMUCSI B OKA3aHUH



NaJNIMATHBHOM MEIWIMHCKON IIOMOIIM, M AETSIM-MHBAIMIAAM, HMEIOIIHM
MEULIUHCKNE TIOKa3aHWs JUIL HYTPUTHBHOH MOJNEPIKKH, HA TEPPHTOPUH
Ilckosckolt  obmactn  (nanee — Ilopsimox) — cormacHo IPUIIOKEHH IO
K HaCTOsIIEMY TIPUKa3y.

2. T'1aBHBIM BpavyaM TOCYJAPCTBEHHLIX MEIULMHCKIX OpraHuzalui
IlckoBekol  o6nacTh, OkasbIBAIOMIMX — MEPBHYHYIO MEIHUKO-CaHUTAPHYIO
IIOMOIIb NETAM-MHBATUAM

2.1. yuureiBate TpeboBanus Ilopsjka NpM OpraHM3aLMM OKA3AHMUS
MEIULMHCKON TOMOILIM JCTCKOMY HACCJICHHIO B YacTH Kacalolencs
obecrieyenus CrenHaIn3upOBAHHBIME IIPOLAYKTAMH [IHTAHMS, YTBEPKIEHHOTO
IMYHKTOM 1 HacTosIIero nprkasa;

- 2.2. opranusoBarh paboTy 10 06ecleYeHHIO CIIELHAIH3UPOBAHHBIMH
NPpONYKTaMU IMHUTaHUs HY)KIAIOLIMXCS AEeTeH-MHBAIUMIOB B COOTBETCTBUU
¢ [opsinkom;

2.3. (opMHpPOBATH M HANPABISTH CBOJHYIO MEPCOHUDULIUPOBAHHYIO
MOTPEOHOCTL B CHEUMATM3HPOBAHHBIX MPOJIYKTAX MHUTAHHUS B ['KY3 T10
«YTpaBlleHHE  JIEKapCTBEHHOIO M MEIHUIHHCKOTO  06eCcreueHusy
10 20 nexabps exeromaHo.

3. Ho. nawupexktopa TI'KY3 TIO «VYnpasneHue 1eKapCTBEHHOTO
1 MEJUIMHCKOTO 00ECIEUeHMSI» !

3.1. opranuszoBarh paboTy MO OBGECTICYEHHIO CIELHATH3UPOBAHHBIMH
MPOJYKTaMH NMUTAHWSI NETeH-HHBAIMIOB B COOTBETCTBHH ¢ ITopsakom;

3.2, OKa3bIBATh OpraHM3alOHHO-METOJMYECKYIO MIOMOILIb
rOCYNapCTBEHHBIM ~ MEIMLMHCKUM  opraHu3anusM IIckoBckoil  o6nacTu
- IO BONpocaMm OOECIeYeH s CHEHUATH3UPOBAHHBIMEA MIPOAYKTAMU MUTAHHS
HYKIaIOIIUXCS AeTel-UHBATHIOB;

3.3. QopmupoBaTh HEOOXOMMMYIO JOKYMEHTALMIO HA  3aKyINKY
CTICUMATM3U POBAHHBIX TPOAYKTOB ITHTAHKS ;

3.4. MPOM3BOJMTE 3aKYNKY CHELUATU3NPOBAHHBIX MPOIYKTOB MUTAHMUS
3a CHET CPelCTB 00JacTHOro OIOIKETa B COOTBETCTBHU € AEHCTBYIOIIMM
3aKOHOJATENIbCTBOM;

3.5. opraHn30BaTh BbIJAYY CHELHATH3UPOBAHHBIX IIPOAYKTOB THTAHHS.

4. I'maBnomy Bpauy T'BY3 TIO «Jlerckas obiacTHas KIMHHUECKas

OOJIBHULIAY



4.1. obecrnieunTh cornacoBaHue (HeCOIIacoBaHME) OO0OCHOBAHHOCTH
IIPEJOCTABIECHUS CHEeLMaTU3UPOBAHHOTO IPOJyKTa [UTaHUS
ACTAM-UHBAIIMAM, MPU3HAHHBIM HYXIAOMIKMMUCS B OKA3aHUU Ma/UIMATHBHOM
MEIMLUMHCKON [MOMOILM, M JAETSIM-UHBAH/aM, HUMEIOMUM MeIUIHHCKHEe
MIOKa3aHus U1 HYTPUTHBHON MOJJIEPKKH, BpaucdOHOM komuccuun [ BY3 10
«Jlerckas obmacTHas knuHMuecKas GONBHHUIA» COIIACHO IIPECTABIEHHBIM
IPOTOKOJIAM Bpa4eOHbIX KOMUCCHH MEIMUHHCKUX OpraHusanuii [1ckoBckoil
00/1acTH, OKAa3BIBAIOMIMX TEPBUYHYIO MEIMKO-CAHUTAPHYIO MOMOIb ETSIM
B TE€UEHHE Tpex pabouux JHEH;

4.2. obecrneunTs HarpaBJIeHHe MPOTOKOJIA COrjlacoBaHusl
(Hecormacosanus) BpawyeOHoN kommceun IhHY3 IIO «Jletckas o6nacTHAs
KIMHAYecKas OoJbHMLA» B TEYEHUH JBYX paboumx jHeH B ajpec
I'KY3 10 «YnpapieHne JIekapCTBEHHOTO U MC/IULITHCKOTO 00eceyeHns .

5. I'maBHOMY BHEIITATHOMY OETCKOMY CHELMATUCTy MO MaIHaTHBHOMN
MEJIMLUHCKOW moMomM MunucreperBa  3upaBooxpaHeHust | ICKOBCKOI
obmacti (Hanee -— MuHMCTEPCTBO) ofOcCCmeunTh BejeHWe Perucrpa
JCTeH-MHBANIMIOB,  MPU3HAHHBIX  HYXKIAIOU(IMHUCS B NATIMAaTHBHOM
MEJMIMHCKOH MOMOILUM, W JETeH-HHBAIM/IOB, HMEIOINUX MENULMHCKUE
[OKa3aHusA Al HYTPUTUBHON TOJUIEPXKKH, 114 OCHOBAHHH [IPOTOKOJIOB
BpayeOHoM komuccun ['BY3 TIO «Jletckass obnacTHas —KJIMHHYECKas
OoJIbHULIAY.

6. 3amecruremo Munuctpa H.ILParosmiolf yunTeiBaTh TpeGoBaHMS
[Topsiika Mpy ;pOBEAEHUH MEPOTIPHITHI BEAOMCTBEHIION0 KOHTPOJIS KadecTRa
1 6€30MaCHOCTH MEIUITMHCKON JesITENEHOCTH.

7. HupexTtopy I'KY3 110 «MenuUMHCKHUI
WHQOPMALMOHHO-aHanuTHYeckuit  mentpy  A.B.  CaBuHy  pasMecTHTb
HacTOSIIIMKA MpuKa3 Ha calite MuHuCTepeTia 1T B CETEBOM pecypce

«HopmarnBHO-TIpaBoBBIe akThl [IckoBCKOiT 06 iactuy.

8. Ilpuxas Munucrepctea ot 23.12.2025 Mo 1282 «O6 obecrneyeHuu
CIIeLUaIu3U POBAHHBIMH PO IyKTaMH1 T T QHAS JETENR-UHBAIUIOB,
MPU3HAHHBIX HYKJIAIOIUMHUCS B OKa3aHWW [IL/UNIATHBHOM MeAULIMHCKOMN
[IOMOIIM, W  JETCH-WHBAIWJIOB, HMMEIOUIMX  MCAMUIMHCKHE  I[10Ka3aHUs
IJIl  HYTPUTUBHOM MOJJiepKkH, Ha Tepputopiil IlckoBckoi obaactuy

MPU3HATH YTPATUBIIUM CHUITY.



9. Hacrosmuii npukas BCTymaeT B CUJTy 11O HUCTEYCHUM OECATH IHEH
1ocIe Hst €ro 0QUIHUATBEHOTO OIyOIUKOBAHUS.

10. KOHTpOJTB MCIIONTHEHHS HACTOSIErO IPHKA3a OCTABJISIO 33 COBOIL.

Munuctp M.B.TI"apamenko

Casnonc Mapus Anexcanaposua 299-943



[Ipunoxenue x npukasy
MuHnuncTepeTBa 3MpaBooXpaHeHts
[IckoBckoit obactu

oT 19.05.2026 Ne 412

[Topsinok BBLI@YH ClIEUUATM3HPOBAHHBIX MPOJTYKTOB MUTAHUS
ACTAM-UHBATHIAM, [IPU3HAHHBIM HYKIAIOMIUMUCS B OKa3aHWHU NaJUIMATUBHOM
MEIULHUHCKOHN MOMOIIM U AETSIM-UHBAIMAAM, UMEIOIIUM MEIULIMHCKUE
MOKa3aHMsl AVl HY TPUTHBHOW TIOJICPIKKH,

Ha TeppuTopuH [IckoBekoii obiacTH.,

1. Hacrosumuit Tlopanok ompenenser mpouemypy Bbliadu MPOJYKTOB
CICLUUATM3UPOBAHHOTO NuTaHusd (Janee - Cwmecu) IeTAM-HHBAIMIAM,
NPU3HAHHBIM HYXJAIOIMIMMKUCS B OKa3aHUM IAJUIMATUBHOM MeIUIMHCKOMN
[IOMOIIK W  NETAM-UHBAIMIAM, HWMEIOIIUM  MEIMIMHCKUE [1OKa3aHus
A4 TIPOBENICHUST HYTPUTHBHON TOIJEPIKKH (Hajee - HyXIaloluecs IETH),
Ha TeppuTopuu lIckoBCckol obacTy.

2. Obecrievenne CMecsaMH HyXAAIOUMXCS JeTelf OCYILECTRISETCS,
eCJIN:

peOCHOK SIBIISIETCS HOCHTEJIEM 30H/1A UJIH FACTPOCTOMBI;

CMech sBJISeTCS eIUHCTBEHHBIN HCTOUHHK [TUTAHMUS,

peOeHOK ¢ COXpaHeHHON (YHKLMeH TIJI0TaHus, He HaXOJSIIHHCS
Ha 30HJIOBOM IHUTaHWM, HO IIPH 3TOM UMEIOIIHA MEIWLUHCKUE MOKa3aHUs
(3aboneBanust, B KIMHMYECKHX DEKOMEHJAUMAX K CTAaHIApTax KOTOPBIX
yKa3aHO  NPVMEHEHHE  CICeUUATM3MPOBAHHOIO  JIeYeOHOro  MHMTaHWUs,
OellkoBO-3HEpreTHyeckas HexpocrarouHocts 11, I CTENEHHU, KaXeKCHusl,
MaTOreHeTUYeCKas Teparnus JeUeHHUs] OCHOBHOI'O 3a00JIEBAHMS B COOTBETCTBUH
B KITUHUYECKUMH pEKOMEH AL USIMH (nmpoTokoIamu JIEYEHUS),
A npumenenust Cvecelt B oobeme ot 50% 0 100% muineBoro paupoHa.

3. OOGecneyenne MAUMEHTOB MPOAYKTAMH JI€4EOHOrO  IHUTAHUS
OCYMECTB/IACTCA 110 peIIeHUIO BpauedHoi komuccenuu (nanee — BK) I'BY3 I10
«Jlerckast obnacTHas KIMHHYECKas OOMbHULA» HA OCHOBAHHM MPOToKoia BK
MEePBHYHON MELUIMHCKON OpraHu3aliu.

4. BK neperyHON MEeIUIMHCKON OpraHn3aliii:



[IOCJI€  [pPE/IOCTAaBICHUSA  3aKOHHBIM NpeacTaBuTeIeM  pebeHka
HEOOXOMUMBIX [I0KYMEHTOB, MONTBEPKAAIOIMX HEOOXOAMMOCTh HA3HAYCH U
Cmecn, BK B teuenue nstu pabounx gHell odopmiser IIPOTOKOJ1
00  o6ocHOBaHHOCTH (HeoGocHoBanHOCTH) obecrieuenns  Cmechio
Hy)KIalomerocs pedeHka;

ompenenser o0veM Cmecn HY)XZaromemycst  peGeHKy u3 pacuera
IOTPeOHOCTH Ha OJHH MECSII] U Ha T'OJ;

B TEHYCHHC NATH pabouux OHEeH co aHs oopmIIeHHs MpoToKkoa BK
HAIIpaBIISET MPOTOKON HA COMIAcOBAHHE (Hecornacosanne) B I'BY3 [0
«/lerckas oGnacTHas knuHIYecKas OombHULAY.

5. BKT'BY3TIO «/lerckas o6acTHas KIIMHUYeCKast OOJIbHULIA !

B TCUCHHH Tpex paboumx Hell odopmiiser IIPOTOKOJI COTJIACOBAHUS
(HecornacoBanus) 060CHOBAHHOCTH TMPCAOCTABIIEHUS ClIEUMATH3UPOBAHHOIO
MPOJLyKTa IMUTaHUS JIETAM-HHBATHIAM, MPA3HAHHBIM  HYKJAIOLUIUMUCH
B OKa3aHUM MNaJIHATHBHOM MeIHI[HHCKORN [TOMOIIH, ¥ JeTAM-MHBaJIMAAM,
MMCIOIIMM METUIUHCKUE MTOKA3AHUS IS HYTPUTUBHOM MOANEPIKKY;

obecrieunBaer HallpaBJIeHHE IIPOTOKOJIA ~ COrjlacoBaHus
(HecormacoBannss) BK TIBY3 10 «[lerckas oGmacTHas KIMHMYeckas
bonbHMIIA» B Teuenuu ABYX pabo4ux OHEH B ajpec u.o. nupekrtopa ['KV3 IT1O
«YTIpaBlleHHE JIEKAPCTBEHHOTO 1 MEIMLIMHCKOTO 00ECTIeYeH S Y.

6. Ilonyyenue CHCLUHATU3MPOBAHHBIX MPONYKTOB JI€YeBHOrO MUTAHMS
OCYIICCTBIACTCS B YHKTAX JIbPFOTHOTO OTITYCKA MO peuenTam, o opMIIEHHBIM
B COOTBETCTBMH  C mpuiioskeHuemM No 14 g npukasy  MuHucrepersa
SAPaBOOXPAHCHUS M COLMANBHOTO pasBUTHA  PoccHiicKoi Deneparnn
or  12.02.2007 Ne 110 «O TIOPSANIKE  HAa3sHAYE€HWS] W BBINHCLIBAHMUS
JICKAPCTBCHHBIX  IPENapaToB,  W3NENMH  MEIMIMHCKOIO Ha3Ha4YeHUsI
1 CICHHUAIM3HPOBAHHBIX MPOYKTOB JIeYeGHOr0 MHTaHHsY,

[pn BEIITUCBIBAH MU XPOHUYECKUM OOJIBHBIM PELENTOB
Ha CIeHHAIIN3UPOBAHHEIE POIYKTBI nedebHoro [TUTaHUS
VLA IETEH-MHBANIMIOB BpauyaMm pasperiaercs YCTaHaBIMBaTh CPOK JeHCTBUS
PCUENITAa B Tpezenax [0 OAHOro rona. Bplinaua CHEHAIM3UPOBAHHBIX
MPOIYKTOB  I'€4e0HOr0  NMHUTAHWS  OCYLIECTBISECTCS 110 pasHapsixe,
COPMUPOBAHHOM B COOTRETCTBUU C SIBKAMH MELMIMHCKMX OpraHusaumii
U B 00BeMaXx MPOBEACHHBIX 38Ky TOYHBIX Mpoueayp.



