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Mpuka3 MuHucTepcTBa 3gpaBooxpaHeHUsa PP ot 13 okTabpsa 2023 r. N 551H "O6 yTBepxaeHun
chopmMbl 3asiBNEHUsA O BKIIHOYEHUU Buaa MeAULIMHCKOro usaenua u (unu) rpynnbl
cneuunanu3npoBaHHbIX NPOAYKTOB Ne4YebHOro NnUTaHUA B NepeyeHb MeAULIMHCKUX U3[enun,
cneumManu3anpoBaHHbIX NPOAYKTOB fie4eGHOro NMTaHUs, Heo6XoAUMbIX ANA Ha3Ha4YeHus
nauMeHTy No MegULMHCKUM NnokKa3saHUAM (MHaOuBUAyaribHasi HernepeHoCUMOCTb, No
XXU3HEHHbIM NoKa3aHUAM) NO peLleHUIo BpayeoHoM KoMUccuu, Kotopoe hukcupyercs B
MeaAULIMHCKOM AOKYMEeHTauum naumeHTa u xXypHane Bpa4yebHom KOMUCCUU, B ONUCaAHUKU
KOTOPbIX NPU OCYLLECTBIIEHMUN 3aKYMNOK AJ1sl FOCyAapCTBEHHbIX U MyHULMNaNbHbIX HYXA
OOornycKaeTcs yKazaHue Ha TOBapHbIN 3HaK, u..."

B coorBerctBuM ¢ MyHKTOM 6 TlpaBun GopMHUpOBaHUsSI TEpeYHs MEAWIMHCKUX —H3JICIIHH,
CTHECIUAM3UPOBAHHBIX TPOAYKTOB JICUeOHOTr0 THTAHWS, HEOOXOAWMBIX JJIsi HA3HAUEHHWS NAalWueHTy II0
MEIUIMHCKAM TTOKa3aHUsAM (MHIWBUAyalIbHAs HEMIEPEHOCHMOCTb, 10 YKM3HEHHBIM TOKa3aHHUAM) IO PEIICHUI0
Bpa4ueOHON KOMHUCCHH, KOTOpOoe (GUKCHPYETCS B MEIUITMHCKOW JOKYMEHTAIIUY TIAI[eHTa U )KypHaje BpadeOHOH
KOMHUCCHH, B ONHCAaHUM KOTOPBIX IPU OCYHIECTBICHHM 3aKyIOK A TOCYyJapCTBEHHBIX M MYHHIIMIAIbHBIX
HY)X]J JOIyCKaeTCsl yKa3aHWE Ha TOBAPHBIM 3HAK, YTBEPKICHHBIX [OCTaHOBIieHWeM IlpaBurenscTBa
Poccuiickoit @enepanuu ot 22 aprycra 2023 r. N 1368, npuka3zbiBao:

1. YTBepauTs:

(dhopMy 3asBIeHUS O BKIIOUECHUH BHJIA MEAULMHCKOTO M3AEIHA U (WIN) TPYIIBI ClEMaTU3HPOBAHHBIX
MPOAYKTOB JICUeOHOT0 NHTAaHHS B MEPEYeHb MEAMLMHCKHX HW3JENUH, CIeNUaIu3HPOBaHHBIX MPOIYKTOB
JeyeOHOrO MUTaHUS, HEOOXOAWMBIX JUISI Ha3HAUYeHUS TALWEeHTy 10 MEIUIMHCKUM IOKa3aHUSIM
(MHOMBHIyaNbHAas HENEPEHOCHMOCTh, [0 JXM3HEHHBIM IOKa3aHWsAM) IO PEUICHUIO BpaueOHOH KOMECCHH,
KOTOpoe (HUKCHpPYeTCS B MEIUIMHCKOW JOKYMEHTAlUW NalueHTa W JKypHaje BpaucOHOW KOMHCCHH, B
ONMHMCAaHUM KOTOPHIX IIPH OCYIIECTBIEHHUH 3aKyNOK sl TOCYIJApCTBEHHBIX M MYHHUIMNAIBHBIX HYXKIT
JIOTyCKaeTCs yKa3aHUe Ha TOBAPHBIN 3HAK, coryiacHo npunoxexHuo N 1;

dopMy 3asBreHHMS 00 HWCKIIOYEHWHM BHAAa MEIWIMHCKOTOo u3fenus ©  (WIM) TpyHmsl
CIECLUATU3UPOBAHHBIX  IPOJYKTOB  J€4eOHOrO  INUTAHUS B  IIE€PEUCHb  MEIULMHCKUX  W3JENui,
CIELUAIM3UPOBAHHBIX MPOAYKTOB JICUeOHOr0 NMTAaHWs, HEOOXOAMMBIX MJIS HA3HAuYeHWs IALUEHTy II0
MEAWIMHCKUM MOKa3aHUsIM (MHANBUAYaIbHAs HENEPEHOCHMOCTD, 110 JKU3HEHHBIM ITOKAa3aHMSAM) 110 PELICHHIO
BpaueOHON KOMHCCHH, KOTOPOe (PUKCHPYETCS B MEAULUHCKON TOKYMEHTALMH NAlMEHTa U JKypHaJle BpaueOHOM
KOMHUCCHH, B ONHCAaHUM KOTOPBIX NPU OCYIIECTBICHMM 3aKyNOK IJs TOCYJapCTBEHHBIX M MYHHMIMIAIBHBIX
HYX]I TOIyCKaeTcsl yKa3aHHe Ha TOBAPHBIN 3HAK, COTJIACHO NPUoxerHuo N 2.

2. Hacrosmmii mpuka3 BCTymaeT B CHWIy CO JHS, CICAYIOIIEr0o 3a JHEM ero OmuuMarnbHoro
onybnukosaHus.

MuHuCTp M.A. Mypaniko

3apeructpupoBano B Muntocte P® 20 oktsopst 2023 .
Perucrpanuonnsiit N 75663

T'APAHT:  Cwm. naanyo (oopMy B pemaktope MS-Word

MpunoxeHune N 1

K npukasy MuHucTtepcTBa 3apaBoOXpaHeHUs
Poccunckon ®egepaumnu

oT 13 okTa6ps 2023 r. N 551H

B MEXBEeOOMCTBEHHYI KOMMCCUIIO

1o QOPMMPOBAHMI I[I€pedHd
MEeOUUMHCKUX M3OeJINN,
CIleLMaJIM3UPOBAHHEIX [IPONYyKTOB
JIeueDOHOT'O NMTaHMA, HeODXOIMMEIX
IOJiS Haz3HAUeHUS MalMeHTy

10 MeIMLMHCKMM [NOKasz3aHUIM
(MHOVMBMIYyaJIbHASA HEIepeHOCHMOCTh,
10 XM3HEHHHM IIOKAa3aHMUAM)

10 pPelleHu BpadeOHOM KOMMCCUU,
KOTOpoe OdukcHupyeTcsa

B MEeIMUMHCKOMN HOOKYMEeHTaluM
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nIauMeHTa M XypHajle BpauebHOMU
KOMMCCHUM, B OIIMCaHMUM KOTOPEIX IIPU
OCYWECTBJIEHUNM 3BaKyIOK IJsg
TOCYIaPCTBEHHEIX UM MYyHMIMIIAbHBIX
HYXI IOIlyCcKaeTcs yKasaHue
Ha TOBAPHBIM 3HaK
SAABIJIEHVE
O BKIJIOUEHNVM BlMIa MeIMIMHCKOI'O M3OeJIMAa U (MHM) T'PYIIIBL
ClIelMaJiM3VPOBaHHBIX TIPOOYKTOB JIeueOHOT'O MNMTaHuS B IepedeHb MEeIOMUIVHCKMX
U3nenunii, ClIeuMajM3MPOBAaHHEIX MNPOIYKTOB JIedueOHOTO NMTaHMS, HeOOXOIVMEIX IJIid
Has3HaYeHMs [alMeHTy 10 MeIMLMHCKMM [IO0Ka3aHMAM (MHIMBUIYyaJIbHAS
HENepeHOCUMOCTb, IO XM3HEHHBM IIOKa3aHMAM) I[I0 PelleHMI0 BpadeOHOM KOMMCCUM,
KOTOpoe @chmpyech B MGHMHMHCKOﬁ JOKYMEHTAalUMM IalVeHTa M XypHalJle
BpaHGGHOﬁ KOMMCCUM, B OIIMCaHMM KOTOPEIX IIPM OCYHWECTBJIEHUM 3aKYIIOK IJIA
TI'OCYIHOApPCTBEHHEIX VM MYHMIMIIAQJIBHBIX HYXI HOOIIYyCKaeTCHd YyKa3adHMe Ha TOBapHHﬁ

3HAK
[lpenmaraeTcsa BKJIOUUTH ’
(yxazaTpe OJ9 MEeOIMLMHCKOITO MBIOesMud — KoI Buia (l), HauMMeHOBaHME BMUIA;

IOJI CIeUMaJM3VPOBAHHEIX NPOOYKTOB JIedeOHOT'O NUTAHUSA — TPYIIy

CIeMaJIM3MPOBAHHEIX [NPOOYKTOB JIeUueOHOT'O NUTaHUSL, [IPUMMEeHsSeMyl IJiS JIeUeHUS
3aboJieBaHMM, C yKa3aHMeM Koma O MexIyHapoIlHOV CTaTUCTUUECKOMU
kJaccubukauum OoJjie3Hey M npobJeMm, CBA3aHHEX CO 3I00POBbLEM)

KOTOpOE HaszsHaudvaeTCd MNalMeHTy N0 MeIMUMHCKMM I[IOoKa3aHuAM (MHOMBMIyAaJibHAaSd
HEIIEePEeHOCUMOCTE, IIO XM3HEHHHM I[IO0KA3aHMAM) [OPU JIEUeHUMU

(yxkazaTe zabojsieBaHue (COCTOSHUE)
M COOTBETCTBYKUMM eMy KOI IO MexOyHapOIOHOM CTATUCTMUECKOM KJaccuduxkaumm
OoJie3HEeV, IpM JIeUEHMM KOTOPOI'O NPMMEHSETCS MeIOMUMHCKOE M3IeJre, KOTopoe
KJIaccudbmumMpyeTcss COOTBETCTBYIMMM BUIOM MEIMLUMHCKUX UIIENUM U (MJIM) KOI IO
MexIyHapOIOHOM CTaTUCTUYUYECKOM kKJaccubuxaumm OoJie3HeM U npobjemMm, CBS3aHHBIX
CO BIOOPOBLBEM, IPM JIEUEHUM KOTOPOT'O MNPUMMEHSETCS CHEeLUMaJIM3UPOBAHHHM NPOIYKT
J1eue®HOTO NMUTaHMUS, BXOOAWMM B TPYIIY CIeMaIN3UPOBaHHEIX IPOOYKTOB
JIeueOHOT'O IMUMTAaHUSI)

VHbopMaluysa O BasaBuUTesie

3aaBUTEJIb

Anpec (MeCTO HaAXOXIEHUS)
TenedoH, odakc

Anpec 3JIEKTPOHHOM I[IOYTEHL
OTBETCTBEHHOE JIMIO, JOJIKHOCTHL (OJIS KPUIMUECKMUX JIMII)

CBenmeHusa, OOOCHOBHIBAKIME BKJIOUEHME BMIA MEIMLMVHCKOIO M3Oenmsa U (MUIJn)
TPYIMNIE CIEeUMalIM3MPOBAHHEIX IPOOAYKTOBR JIedeOHOTO NMUTAaHMA B IIepedeHb

CreneHus o MeIULMHCKOM u3nenmnu, CreluMalIn3UPOBaHHOM OpOOyKTE
Jeue®HOTO NUTAaHUA, OTHOCHAINETOCS K COOTBETCTBYyWIEMY BUIOY MEIULMHCKOI'O
n3nenms, TpyIle CIHeuMalu3UMPOBaHHEIX IPOIOYKTOB JJeuye®HOTO OMTAHUS C
yKaszaHyeM TOBAapHOI'O 3HakKa ;
(OJ18 MEeIMUMHCKUX MU3ITEeNUM — yKasz3aTb CBeIeHUS O I'OCYyINapCTBEHHEBIM
perucTpauumu B Poccumckon demepaluy; OJIS CHEeLMAJIM3UPOBAHHBIX NPOOYKTOB
JIeueDHOT'O NMTaHMA — CBEeIOeHMS O I'OCYHAapCTBEHHOM permcTpaluyM B HOPAIKE,

YCTAHOBJIEHHOM TEXHWUECKMM pPeTrjlaMeHTOM TaMOXeHHOTO cownza "O 6e30macHOCTHU
numeBoM nponykumm')

CBemeHMs O HamuuuM JubOO OTCYTCTBMM pemeHus demepalibHOM CJYyXOH IO HaI30pYy

B cbepe 30PaBOOXPAHEHMSI 1o pesynbTaTraM IPOBENEHUSA benmepanpHOTO

TOCYOApPCTBEHHOT'O KOHTPOJIA (Hazm3opa) 3a obpalleHMeM MeOUMUMHCKMX MI3OeJIuM O

IIPMOCTAHOBJIEHUM [IPMMEeHEHMS MEeNUUMHCKOTO M3OeNUS MM UIBATUS U3 oOpalleHUd

MEeOVLUMHCKOTO M3IOeJIMs, OTHOCHIUETOCS K COOTBETCTBYWOIEMY BUIY MEIMULIMHCKOTO

u3nenmsa ;
OBocHOBaAHME BOSBMOXHOCTM HalHAUEHMS [DAUMEeHTY MEeIMLMHCKOITO MI3IeJinud
U (MIK) CHeuMaJM3UPOBAHHOTO NPOAYyKTa JiedeDHOI'O NOUTaHULg, OTHOCHAWEIOoCS K

COOTBETCTBRYyIEMY BUIY MEeIULUMHCKOTO WU3OeJus, Tpylle CIeuraJu3UPOBaHHEIX
IPOOYKTOB JIeUeOHOT'O NMUTAHMSA, IO MEIMUMHCKMM I[IOKa3aHMAM (MHOMBMIYyAJIbHAA
HEeINepeHOCUMMOCThL, I10 XM3HEHHBIM IIOKa3aHUAM) ;
(c mpuioXeHMEeM IIOATBEPXIAIMX INOKYMEHTOB, B TOM 4YMCIIEe

BEINIMCOK M (MJIM) KONMUM MEIOMLMHCKOM OOKYMEHTALM)
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[Ioonmce 3agBUTENS
ITaTa

' Mpukas Munncrepcrsa 3apaBooxpanenns Poccuiickoit denepauu ot 6 urons 2012 . N 4u "O6
YTBEPXKICHUN HOMEHKIATYPHOW KilacCH(PHUKAIMU MEAULIMHCKUX M3enui" (3aperucTpupoBaH MHUHHCTEPCTBOM
roctuiun Poccuiickoii @enepanyu 9 uronst 2012 r., peructpanuionHbii N 24852) ¢ n3MeHEHUSIMU, BHECEHHBIMH
npukazamMu MuHHCTEpCTBa 3apaBooxpaneHus Poccuiickoit @enepauun 0T 25 ceHTabps 2014 r. N 557H
(3apeructpupoBan MunuctepcTBoM 1octuiinu Poccutickoit @enepanuu 17 nexabps 2014 r., perucTparmoHHbIH
N 35201) u ot 7 wona 2020 r. N 686H (3apeructpupoBaH MHHHCTEPCTBOM FOCTHLIUMU Poccuiickoi
®enepanmu 10 aBrycra 2020 r., peructpaunonsslii N 59225).

IF'APAHT:  Cwm. gannyio popMy B peaaktope MS-Word

MpunoxeHwne N 2

K npukasy MuHucTepcTBa 34paBOOXpaHeHUs
Poccunckon ®egepauumn

oT 13 okTa6ps 2023 r. N 551H

B MeXBeOOMCTBEHHYI KOMMCCHIO

no GopMMUPOBaHMI [IepeUuHs
MEeIMUMHCKUX WU3OeJUM,
CIIeUMaJIM3UPOBAHHEIX IPONYKTOB
J1leueBHOTO NUTAHMUSA, HEeODXOIMMEBIX
IJig HaszHadYeHMs [NalMeHTYy

10 MEeIUIMHCKMM I[IOKas3aHMAM
(MEOVMBMAOyaJIbHAs HENEePEeHOCUMOCTh,
IO XM3HEHHBIM [IOKAa3aHMAM)

IO pelleHu0 BpadebHOV KOMUMCCUU,
KOTOpoe QuKCHUpyeTCH

B MEIMUMHCKOM INOKYyMEeHTaluK
nauMeHTa M XypHajle BpadeOHOU
KOMMCCHUM, B ONMCaHMM KOTOPBIX IIPU
OCYWECTBJIEHUNM 3aKyIOK IJg
TOCYIapPCTBEHHEIX M MYyHMIIMIIAJEHBIX
HYXI IOOINyCKaeTCs yKasaHUue

Ha TOBapHHM 3HAK

SAABIIEHVE
00 MCKJIIOUEHUM BMIA MEOMLUMHCKOIT'O MI3OEeNMS U (MHM) T'PYIIIEL
ClIeumMaJiMm3MPOBaHHEIX TIPOOYKTOB JJ1euyeOHOT'O NMTAaHMUS B IIepedYeHb MEOVMUVMHCKMX
MBHeHMﬁ, CIIeIMaJiM3MPOBAaHHBIX IIPOOYKTOB J1euyeOHOT O InmMraHmu4a, HeOOXOOMMEIX NIOJIS
Ha3Ha4YeHMA I[MalMeHTYy 10 MEeIMUIMVMHCKMM I[IOKa3aHMAM (MHHMBMHyaHbHaH
HellepeHOCMMOCTL, I1O0 XVM3HEHHBIM IOKa3aHUAaM) II10 pelmeHMIo Bpaqe6Hoﬁ romMmccuum,
KOTOpOe @MKCMPYGTCH B MEIMLIMHCKOMN JOKYMEHTalUuVM IaluVveHTa ¥V XypHalJle
Bpaqe6Hoﬁ KOMMCCUM, B OIIMCaHMM KOTOPEIX IIPUM OCYHWECTBJIEHUM 3aKYIIOK IOJIA
TOCYIOApPCTBEHHEBIX VM MYHMUIMIIAJIBHBIX HYXIO HOOIIYyCKaeTCHd YKa3aHMEe Ha TOBapHHﬁ

3HaK
[IpenyaraeTcd MCKIIOUMTDH ,
(yxaszaTps Ojda MeOIMLUMHCKOT'O M3IOesMda — Kon Buna(l), HavMMeHOBaHME BMIA;
OJI4 CHeUMalM3MPOBAHHEX MNIPOOYKTOB JIeUeOHOT'O NUTAaHUA — TPYIIY

CleluMaJM3UPOBAHHEX [NPONYKTOB JIedueOHOT'O NUTAHUSA, NPUMMEHSeMyl IJIS JIeUeHUS
3ab0JiIeRaHMUM, C YyKa3aHMeM KoIa O MexIyHapOIHOM CTaTUCTUUIECKOM
Klaccubmxkauum OoJie3HeM M NpobJieM, CBA3AHHEIX CO 3I00POBLEM)

KOTOpOEe HaszsHadvaeTCcd HNaluMeHTy O MEeIMUMHCKMM I[IOKa3aHMAaAM (MHOMBMIYyAJIbHALA

HEeINepeHOCUMMOCThL, 10 XMB3HEHHBIM IIOKas3aHUAM) IIPU JIeUeHUU

(yxazaTre zabojsieBaHme (COCTOSHUE)
Y COOTBETCTBYKRUMM eMy KOI N0 MexOyHapOIHOM CTAaTUCTMUUECKOM KJaccuduxaumum
foJie3HEV, IPM JIeUEeHUM KOTOPOI'O NPMMEHSEeTCH MeIMLMHCKOe M3OeJirMe, KOTopoe
KJIaccudmumpyeTcsa COOTBETCTBYKIMM BMIOM MEIMLUMHCKUX M3TEIUM M (MJIM) KOI IO
MexIyHapOOHOM CTaTUCTUYECKOM kJaccubpmxaumm OoOJie3HEeM U npobiemM, CBSA3aHHEIX

07.10.2025 Cucrema TAPAHT 3


http://ivo.garant.ru/document/redirect/70199586/0
http://ivo.garant.ru/document/redirect/70829234/531
http://ivo.garant.ru/document/redirect/74492493/1000
http://ivo.garant.ru/document/redirect/4100000/0

Mpuka3 MuHucTepcTBa 3apaBooxpaHeHns PO ot 13 oktabps 2023 r. N 551H "O6 yTBepxxaeHUM hopMbl

CO BHOOPOBbEM, IIPM JICUEHUM KOTOPOTO MNPMMEHSETCS CIEeLMaJIM3MPOBaHHBM NPOIOYKT
Jleue®OHOT O nmMraHm4a, BXO,JIHLLU/[ﬁ B I'pyIlnny CrlieuMaJinsrnpOBaHHBIX IIPOOYKTOB
JIeueOHOT'O IMUTAaHUSI)

VHbopMaluysa O BasaBuUTesie

3aaBUTEJIb

Anpec (MeCTO HaAaXOXIEHUS)

TenedoH, odakc

Anpec 3JIEKTPOHHOM I[1OYTEHL

OTBETCTBEHHOE JIMIIO, JOJIKHOCTHL (OJIS KPUIMUECKMUX JIMII)

CBenmeHusa, OOOCHOBHIBAKIME MCKJIOUEHME BMIA MEIMUMHCKOIO M3Oeus U (MJIm)
TPYMNIE CIEeUMalIM3MPOBAHHEX IIPOOAYKTOB JIeueOHOTO NUTAHUA U3 [IepeuHsd

OBoCHOBAHME HeODOXOIMMOCTM MCKJIIIUEeHMS BUIA MEeIMUIMHCKOTO mMl3Jejud u (uim)
TPYIIE CIEeUMANIM3UPOBAHHEX IPOAYKTOB JIeUueOHOT'O MUTAHUS U3 INepeuHs

[Ioonmce 3agBUTENS

ITaTa

(1) MNprkas MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanyu ot 6 utons 2012 r. N 4u "O0
YTBEPKIACHUH HOMEHKJIATYPHOH KIacCU(pHUKANN MEAULIUHCKUX M3Ienuil” (3apeructpupoBad MUHHUCTEPCTBOM
roctunun Poccuiickoit @enepanmu 9 uronst 2012 1., peructpanuoHHbI N 24852) ¢ N3MEHEHMSIMH, BHECEHHBIMH
npukazamu MUHHCTEpCTBa 37paBooxpaHeHus Poccuiickoit @enepauuun 0T 25 ceHTabpa 2014 r. N 557H
(3apeructpupoBad MunucTepcTBOM rocTHIMU Poccutickoii denepanuu 17 aexadps 2014 r., perucTpariioHHbINH
N 35201) u ot 7 wona 2020 r. N 686H (3apeructpupoBaH MHHUCTEPCTBOM IOCTHIMH Poccuiickoit

®enepanuu 10 aBrycra 2020 r., peructpannonssiii N 59225).

07.10.2025 Cuctema F'APAHT
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