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Veaxcaemas Upuna BnagumuponHa!

ITpodunsHas xomuccuss 1O cHenuanbHOCTH  «JlMeTonorus» DKCHEpPTHOTO COBETa IO
3apaBooxpaHeHuI0 MuHucTepceTBa 3/ipaBooxpaHeHus Poccuiickoit @enepanuu paccmotpena Barie
obpamenne ot 24.06.2026 Ne 391 o6 oueHke JOMYCTMMOCTH HCHOJb30BaHKsA [lepeys
CTIELMAM3UPOBAHHBIX MPOJAYKTOB JIeueOHOro MNHTaHMS MAJs JAeTed-MHBAJIUAOB, YTBEPIHKASHHOIO
pacnopsuxkenreM IlpasutensctBa Poccuiickolt @epepaumu ot 11.12.2023 Ne 3551-p (manee -
Ilepeuenr Ne 3551-p), B KadecTBe YHHBEPCANBHOTO YCIOBHS JOMYCKa TNPOAYKIMH TPH
OCYILLECTBICHUH 3aKyIIOK U cO00IIaeT clieAyolee.

Ilepeuenr Ne 3551-p uMeeT cCreLMalibHOE HO30JIOTMYECKOE M COILMAIbHO-TIPaBOBOE
HasHayeHre. OH copMupoBaH B MOpPSJKE, YCTAHOBJICHHOM TIOCTaHOBJIEHWEM [IpaBuTeNnbCTRBA
Poccuiickoit @epepauun ot 09.04.2015 Ne 333, mns obecriedyeHuss B pamMKax rocyaapCTBEHHOM
COLMANLHON MOMOLIM B BHJe HabOpa COLMANBHBIX YCIyr [AeTeH-HHBAJIUAOB C KOHKPETHBIMH
3aboneBaHMAMY, NPELYCMOTPEHHEIMU NpaBuiamMu (GopMupoBanus [lepeursi, W pacrnpoCTPaHAIOTCS
MCKJIFOUUTENIEHO HA ONpeJe/IeHHbIe HO30JIOTUM.

ITpopyktel, BrmoueHHble B Ilepeuenr Ne 3551-p, npenHasHauyeHsl [Jisi AMETOTEPAIIHMU
KOHKPETHEIX  HACJEICTBEHHBIX HapylleHMd oOMeHa BeIleCTB M HMEeT IieJIieHaNpaBIeHHO
MOAMGUIMPOBAHHEIH aMHHOKHUCIOTHEIN cocTaB. B 3aBucHMocTH OT 3a60sieBanus Takue NPOAYKTHl HE
comepxar aubo cojepkar B CTPOro OrPaHHYEHHOM KOJIMUECTBE OTHEJIBHBIE HE3aMEHHMBIC
aMMHOKHCIIOTBI, B YacTHOCTH (PeHHJIAJIaHWH, THPO3WUH, METHOHMH, JIEMUWH, W30JIeHIMH, BalHH U
ApYrue BelecTa, MeTab0aM3M KOTOPBIX HApyIIeH Yy MAlMeHTOB ¢ COOTBETCTBYIOUIMM I'€HETHYECKUM
3aboseBaHueM.

B cBa3su ¢ 3TUM DNPOAYKTHI C OrpaHMYEHHBIM AMHMHOKHMCJIOTHBIM COCTABOM HE MOTIYT
paccMaTpuBaThCA KaK YHMBEPCANbHOE IOJIHOLEHHOE JHTEpalibHOe MUTAHWE MJIS JeTel ¢ HHBIMHU
3a00/IeBaHUAMM M COCTOAHMAMH. MX HasHauyeHWe M 3aKylnKa JOJDKHBI OBITE CTPOrO CBSI3aHBI C
COOTBETCTBYIOLIEH HO30I0rMeH H MHAMBHIYaIbHEIMU MEMIMHCKUMH TTOKA3aHHSAMH.

CuenosarenbHo, cebliika Ha [Tepeuens Ne 3551-p kak Ha ocHOBaHME Ha3HAYEHMST MM 3aKYTKH
KOHKPETHOTO TPOJYKTa JOMYCTHMa WCKIIOUUTENBHO NMpPHU HANM4YMKM Yy pebeHKa COOTBETCTBYIOLIErO
3abosieBaHus U obecrieyeHuy ero B paMkax Habopa coluaibHBIX yeayr. PacnpoctpaHeHne yka3aHHOIO
OCHOBaHHUsI Ha WHBIe 3a00JIeBaHUS, COCTOSIHMSI M MeXaHU3MBl (DMHAHCHPOBAaHUS HE COOTBETCTBYET
LeneBoMy HasHaueHuto [lepeunss M HapyiiaeT ycTaHOBIEHHBIH mocTaHoBiIeHWeM IlpaBuTenbcTBa
Poccuiickoit @enepanuu ot 09.04.2015 Ne 333 nopsinok ero npuMeHeHHs..

B coorBercTBuM co cTaThell 37 DepepanpHoro 3akona ot 21.11.2011 Ne 323-@3 Bribop
ae4eOHOro W SHTEPaJBHOTO MUTAHHA JIOJDKEH OCYLIECTBISITBCS HAa OCHOBE KIMHHYECKHMX
peKOMeHJalMi U C Yy4eTOM CTaHJApTOB MEIMIMHCKON MOMOLIM, BO3pacTa pebeHKa, OCHOBHOIO U
COMNYTCTBYIOLIMX 3a00/ieBaHuUil, XapakTepa HyTPUTUBHOM HEJI0CTATOYHOCTH, TOTPEOHOCTH B SHEPTHH U
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NHIIEBBIX  BellecTBaX, (YHKUMOHAJIBHOIO  COCTOSIHHMSL  JKEJIYJOYHO-KHILEYHOro TpakTa U
VHJUBUyalbHOM MEPEHOCUMOCTH MPOAYKTA.

Taxkum obpazom, Ilepeuens Ne 3551-p He ABnseTcs yHHBEpCAJbHBIM MepeuHeM JieyeOHOro uiu
9HTEPANILHOTO TUTAHUS M JeTedl ¥ He MOXET MCHOJIb30BaThCi Kak o0s3aTesbHOe YCIOBHE IpPH
3aKynKax s NallMeHTOB, He UMEIOIIHUX NMPeJyCMOTPEHHOH UM HO30JI0THH 00 obecneyuBaeMbIX BHE
MexaHu3Ma Habopa COLMaNBHBIX YCIyr. 3aKynoyHas mOTPeOHOCTE JIOJDKHA OMNpenesnsaThes
MeJULIMHCKUMHY MOKa3aHMAMH U KIMHUYECKH 3HAYMMBIMU XapaKTepUCTHKaMU TIPOAYKTa, a He JakToM
ero BmoueHus B [lepeuens Ne 3551-p.

I'maBHBIN BHEIITATHBIM CHIeAAIUCT-IHETOIOT
MunsgpaBa Poccun,

IIpencematens npoduIbHOW KOMHUCCHI

110 CIIEHUAIBHOCTH «IUETOJIOTH I

UL B.A. Tytenssn



