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Mocksa

06 yrBepxeHun (popMbl 3asiBJICHHS O BKJIIOYEHHH BHAA MEAHIHHCKOIO H31eJIHs
H (WJIH) rpynnbl cNeHHAJIN3HPOBAHHBIX POAYKTOB JIe4eOHOro NHTAHUA
B NepeYeHb MeANIHHCKHX H3[1eJHH, CIeHadn3HPOBAHHBIX NPOAYKTOB JieueOHOro
NHTAHHSA, HeOOXOAMMBIX /IS HA3HAYEHHUA NMALHEHTY MO MeAUIHHCKHM
NoKa3aHUsAM (HHIAMBHAYAJbHAS HENEPEHOCHMOCTb, 110 dKH3HEHHBIM MOKA3AHUAM)
MO pellieHHI0 Bpa4eOHOH KOMHCCHH, KOTOpPOe (pHKCHPYyeTCs B MEAHLUHHCKOM
AOKYMEHTAIMH NANHEHTA H 3KypPHAJle Bpa4eGHOi KOMHCCHH, B ONHCAHHH KOTOPBIX
MPH OCYHIECTBJIECHHH 3aKYNOK AJIfl FOCYAAPCTBEHHbIX H MYHHIHIIAJIbHBIX HYK/
JAONYCKAETCH YKa3aHHE Ha TOBAPHBLIii 3HAK, H (opMbI 3asiBJIeHHS 00 HCKIIOYEHHH
BHIAa MEeIHIIHHCKOro H3/ejus U (MJIH) rpynnbl CenHaaH3upoOBaHHbIX NPOAYKTOB
JieueOHOro NUTAHHUSA H3 YKA3aHHOIO NepeYHs

B cootBercTBUM ¢ myHkTOM 6 IlpaBun ¢dopmupoBaHUs THepedyHs MeIUIUHCKHX
U3JIENIUH, CHEelHATH3UPOBAHHBIX TMPOAYKTOB JIeYeOHOrO IHMTaHUs, HEOOXOAMMBIX
Ui Ha3sHA4YeHHs TMaldeHTy M0 MEIWIMHCKUM TIOKa3aHuAM (MHAWBHIYajbHas
HENEepeHOCUMOCTb, 10 KH3HEHHBIM ITOKa3aHUAM) 10 PELICHUI0 BpaueOHONW KOMHCCHH,
KoTopoe GHUKCHpYeTCs B MEOWIIMHCKOW JOKYMEHTallMM IallMeHTa M KypHaie
BpauyeOHON KOMHCCHHM, B OIHCAaHWM KOTOPBIX TIPH OCYINECTBIEHHHM 3aKyIIOK
IUIS TOCYJApPCTBEHHBIX H MYHHITUIIAIBHBIX HYXXI JOIMYCKaeTcs yKa3aHUE Ha TOBapHBIN
3HaK, YTBEpXIEHHBIX MocTtaHoBieHHeM IlIpaBurensctBa Poccuiickoin ®enepauuu
ot 22 aBrycta 2023 r. Ne 1368, npu ka3 s Balo:

1. VrBepauTs:

¢dopMy 3asBlieHHs O BKIIOYCHUHM BHIAa MEOHLIUHCKOTO M3JENUA U (WIH) TPyNIIbL
CINEeLMATU3HPOBAaHHBIX TMPONYKTOB JieueOHOro MHUTAHHSA B IepedeHb MEIULMHCKHUX
U3ENHii, CHENUATH3UPOBAHHBIX TMPOAYKTOB JIe4eOHOr0 THTaHUSA, HEOOXOIMMBIX
JUIs Ha3HA4YeHHUsA TMalMeHTy [0 MEeJUIMHCKUM TOKa3aHusIM (MHAMBUAYaJIbHASA
HENepeHOCUMOCTb, 110 JKM3HEHHBIM TIOKA3aHHSM) [0 PELIEHHIO BpaueGHON KOMHCCHH,
KOTOpoe (HUKCHpPYeTCS B MEIUIIMHCKOW JOKYMEHTalliM NalueHTa M KypHaie




BPaYeOHONH KOMHCCHHM, B OIMCAHHM KOTOPHIX IIpH OCYIIECTBIIEHUN 3aKYIIOK
UL TOCYIapCTBEHHBIX W MYHMIMNAJIBHBIX HYX] JOMyCKAeTCs yKa3aHWE HA TOBAPHBII
3HaK, COTJIaCHO NPUJIOXKEHHIO Ne 1;

$hopMy 3agBleHHS 00 HCKITIOUEHHH BHIA MEAHLHHCKOTO M3/eTHS H (unu) rpymIEL
CICLMATN3UPOBAHHBIX IPOAYKTOB JIEYEOHOTO MHTaHHUA B IEpedeHb MeTHIIHHCKHX
M3NEUH, CIelUaIi3UPOBAHHEIX NPOAYKTOB JEYeOHOro MHTAHHMS, HEOOXOMUMBIX IS
HasHA9CHHA  MAlWEHTy MO0  MeIULUMHCKMM  IIOKAa3aHUSM  (MHAMBHIyalbHAs
HETICPEHOCHMOCTD, 10 XXKH3HCHHBIM [I0Ka3aHUSM) MO PeIIeHHI0 BpaueOHOM KOMUCCHH,
KOTOpoe (GHKCHPYEeTCS B MEIMUMHCKOM JOKyMEHTAlWH TAalUeHTa u XKypHaie
BpayeOHON KOMHCCHHM, B ONMCAaHAM KOTOPBIX IIpH OCYILECTBIEHUU 3aKyIOK
UL TOCYapCTBEHHBIX U MYHHMIIMIANBHBIX HYX]] JOIMYCKAETCs yKa3aHWe Ha TOBAPHBIN
3HaK, COIJIaCHO MPUIOKEHHIO No 2.

2. Hacrosmumi mnpuka3 BCTymaeT B CHIy CO JHS, CIEIYIOUIer0 3a JHEM
€ro oHIHAIBHOIO Oy OIMKOBAHHS.

Munuctp M.A. Mypamiko

v




IIpunoxenue Ne 1
K Ipukazy MuHHCTEpCTBa 34paBOOXPaHEHHS
Poccuiickoit ®enepaunn

OT «74 » Wm 2023 1. No 5574

B MCXBCIAOMCTBCHHYIO KOMHUCCHRO

o (hopMHpPOBaHHIO MIepeYHs
MeIULIMHCKUX W3 IEIUH,
CHeUATH3UPOBAHHBIX POAYKTOB
JIeyeOHOro IMTaHus, HeOOXOIUMBIX
IS Ha3HAYECHHU MAI[AEHTY

1o MEAULUHCKUM MOKa3aHUAM
(MVHOUBUOYanbHAs HENEPEeHOCHMOCTb,

o YXKU3HEHHBIM MTOKa3aHUAM)
IO pEelICHUI0 BpayeOHOW KOMHCCHH,
KOTOpOe ¢bukcupyertcs

B MEQUUHUHCKOM  JOKyMEHTalllH
nalyeHTa MW OJKypHaje BpadyeOHOU
KOMUCCHUH, B OIIUCAHUU KOTOPBIX IMpPHU
OCYLIECTBJICHUH 3aKyHoK IU1s1
TOCY/JapCTBEHHBIX M MYHHIIMTIIAIBHBIX
HYX] JoIycKaeTcs yKa3aHue
Ha TOBapHBIA 3HAK

3ASIBJUEHUE
0 BKJIIOYEHHH BHa MEAHIHHCKOI0 H3/1eus B (HJIH) rPyNibl CHeNHATH3HPOBAHHBIX
NPOAYKTOB Jie4eOHOro NUTAHUSA B NepeYeHb MeJHIMHCKHX H3/1e/THIH,
CHEHAJTH3HPOBAHHBIX POAYKTOB JIeue0HOro NUTAHHS, HEOOXOAMMBIX IJIsl HA3HAYEHH S
HAIMEHTY 10 MeIHIHHCKHM NOKA3aHHAM (HHANBHAYAJILHAS HENMEPEHOCHMOCTD,

M0 )KM3HEHHbIM MOKA3aHHAM) N0 PelIeHHI0 Bpa4eOHOH KOMHCCHH, KOTOpOE
($uxcHpyercs B MeJHIHHCKON JOKYMEHTAIMH NALHEHTA U XKypHaJie BpayeOHOMH
KOMHCCHH, B OTHCAHMH KOTOPBIX NPH O0CYLIECTBJICHHM 3aKYNOK AJIfl FOCYAAPCTBEHHBIX
H MYHHIUIAJLHBIX HYKA A0NYCKaeTCs YKa3aHHe HA TOBAPHBIH 3HAK

IIpennaraercs BKIIOYUTH

’

(Ykazame 0N MeOUYUHCKO20 U30eaus - ko0 euda’, naumenosanue uda;
- Ol CReYUaNU3UPOBAHHBIX NPOOYKMOE N1e4ebH020 NUMAHUS - 2DYNNY CReYUQIUSUPOBAHHBIX NPOOYKMOE
newebHo20  numawus,  nNpuMeHsemylo  OnA  Nledyenus  3aboneéanuil, C  YKA3aHueM  KooOa
no  Medicoynapoonoii  cmamucmuveckou  kraccupuxayuu  Goneswed U npobnem, CEA3AHHLIX
€0 300p0o8bem)

KOTOPO€ HazHA4YacCTCA NAIMUCHTY 110 MCAHIMHCKUM [IOKAa3aHUIM (I/IHI[I/IBI/II[yaJIBHaﬂ HCIICPEHOCUMOCTD,
10 KHU3HCHHBIM HOI(EBaHI/ISIM) OpHa JICYCHHHU

(ykazamv  3abonesanue  (cocmosnue)

! Tlpukas MunucrepcTsa 3apaBooxpanenus Poccuiickoii denepay ot 6 mons 2012 r. Ne 4u «O6 YTBEPKICHAH

HOMEHKJIaTYPHOH KIaccu(ukalmy MeIHLIUHCKHX M3ICNIHIY» (3aperdcTpHpoBaH MHMHMCTEPCTBOM IOCTHIMHA PoccHifckoit
®enepatnu 9 mona 2012 r., peructpauronHbiii Ne 24852) ¢ W3MEHEHMAMH, BHECEHHBIMH MpHKa3amMu MMHHMCTEpCTBA
3apaBooxpaHeHus Poccuiickoii @enepauun ot 25 centa6psa 2014 r. Ne 5570 (3apernctpupoBaH MUHHMCTEPCTBOM KOCTHINH
Poccuiickoit ®enepaumu 17 pexabps 2014 r., perncrpaudonseiii Ne 35201) u or 7 moms 2020 r. Ne 686n
(3apeructpupoBaH MUHHCTEPCTBOM IocTHLMH Poccntickoit Genepaumu 10 asrycra 2020 r., peructpauuornsii Ne 59225).




u coomgemcmeyiowuii emy k00 no Medacoynapoonoi cmamucmuieckoi xknaccuguxayuu 6onesued,
npu  JleYeHuu KOMOpo20 NpPUMeHSemCcs MeOUyuHckoe usoeiue, Komopoe Kiaccuguyupyemes
COOMBEMCMBYIOUWUM BUOOM MEOUYUHCKUX U30eaull u(unu) koo no Medcoynapoonoi cmamucmuyeckou
knaccuguxayuu 0OonesHe u npobieM, CBA3AHHLIX CO 300P0BbeM, HNPU JeHYeHUU KOMOpOo20o
NpUMEHSeMCA  CReYUAnNU3UpoOBaHHbilli  NPOOYKmM  Jle4ebHo20 NUMAanus, 6X00Swuti 6  2pynny
CReyuanu3upoBaHHbIX NPOOYKMOoE leyebH020 NUManus)

Nndopmanus o 3aaBurtene

3asBuUTEIb

Anpec (MeCTO HaXOXKICHUA)
Tenedon, daxc
AJpec 31EKTPOHHOM MOYTHI
OTBeTCTBEHHOE JIULO, JODKHOCTD (11 FOPUINYECKUX JIHIT)

CBe}.'leHﬂﬂ, 000CHOBBIBAIOIAE BKIIOYEHHE BHAA MEINIIHHCKOI0 H31eJIHNA
H(HJIH) rpyunimsl CliCeHAIUINPOBAHHLIX ITPOAYKTOB Je4eOHOro NUTAHUA B NnepeICHb

CBemeHM O MCOUIMHCKOM W3JICIHH, CHEIHATM3HMPOBAHHOM IPOJYKTE JIeYeOHOro MHTaHMS,
OTHOCSIIIIETOCS K COOTBETCTBYIOIIEMY BHIY MEIHIIMHCKOTO H3JENHA, TPyNIE CHEHHATH3UPOBAaHHBIX
MIPOJYKTOB JIe4eOHOT0 MUTAHUS C YKa3aHUEM TOBapHOTO 3HAaKa ;
(0151 MeQUYUHCKUX U30eNUll — YKA3amb C8e0eHUs. 0 20CYOApPCMBEHHbLI pecucmpayuu
6 Poccutickoti @edepayuu; 0N Cneyuaniu3uposanHvlx NPOOYKMos jleyebHo20 NUMaHus — céeQenust
0 20CY0apcmeeHHol pecucmpayuu 8 NOPAOKe, YCMAHOBLEHHOM MEXHUYECKUM Pe2lamMeHmOoM
Tamooncennozo corosa « O b6e3onacnocmu nuwesoti NPOOYKYuu»)

CBenenuss 0 HammuuH JHOO OTCYTCTBHM pemeHHs DenepansHoil ciyxObl Mo Hag3opy B cdepe
3[[paBOOXpPAHEHHS] IO pe3yJbTaTaM IPOBEACHUS (peaepaIbHOTO TOCYIapCTBEHHOTO KOHTPOJIS
(Hag3opa) 3a oOpaleHHeM MEAWIIMHCKAX W3/ENHI O MPHOCTAHOBJICHHH NPHUMEHEHHS MeIULIHHCKOTO
U3JETAS WM U3BATUA U3 0OpalieHuss MeINIUHCKOTO H3JEJHs, OTHOCSAIIETocs K COOTBETCTBYIOLIEMY
BUJTy MEIMIIMHCKOTO H3JICNUS :

’

O6ocHOBaHHE BO3MOXHOCTH HA3HAUE€HHSA MANUEHTY MEIWIIMHCKOTO W3Ieius  U(WIIH)
CHENHATN3UPOBAHHOTO MPOAYKTA J€YeOHOro NMUTAHHS, OTHOCSIIEroCs K COOTBETCTBYIOHIEMY BHIY
MEIMIMHCKOTO M3IeNHs, TpyNNe CIENUaTH3UPOBAHHBIX IPOJAYKTOB JICUEOHOTO NHTaHUS,
N0 MEQUIMHCKMM  MOKa3aHWsAM  (MHAUBHIYyalbHas  HENEPEHOCHMOCTh, IO  JKU3HEHHBIM
MMOKa3aHHUAM)

.
b

(c npunodcerHuem nOOMEePIHCOAIOWUX OOKYMEHMOB, 8 MOM HUC/Ie
BbINUCOK U (UNU) KONUL MEOUYUHCKOU OOKYMEHMAYUU)

ITonnuce 3asBurtens

Hara




[Mpunoxxenue Ne 2
K IIpUKa3y MUHUCTEpPCTBA 3IpaBOOXPaHEHHS
Poccuiickoit ®enepanuu

oT « /4 » W 2023 1. Ne 55 2

B MEXKBCIOMCTBCHHYIO KOMHCCHIO

o (GbOopMHPOBAHHUIO nepeyHs
MEIUIIMHCKHX U3ACTINH,
CHEeHATN3UPOBAHHBIX TIPOJYKTOB
ne4yeOHOro MHTAaHUd, HEeOOXOIMMBIX
IS Ha3HAYEeHHUA MaUEHTY

1o MEIUIIMHCKUM MOKa3aHUAM
(MHOMBUOyalTbHAsE HENEPEHOCHMOCTH,

1o KHU3HEHHBIM MOKa3aHHSIM)
[0 pelIeHHI0 BpauyeOHONW KOMHCCHH,
KOTOpOe ¢bukcupyercs

B MeIULHHCKON JOKyMEHTaluH
NalMeHTa H OJKypHaJle BpaueOHOH
KOMHCCHH, B OIIMCAaHUM KOTOPBIX NpPH
OCYILLIECTBJICHUHU 3aKyIIOK s
rOCyJapCTBEHHBIX M MYHHMIMIAIbHBIX
HYX]] JIOITyCKaeTcs yKa3zaHue
Ha TOBapHBIN 3HaK

3ASSBJIEHMNE
00 MCKJII0YeHHH BHAA MEAHIIHHCKOT0 H31e/Iis U (WIH) rPyIbl CIeNHAJIH3HPOBaHHBIX
NPOAYKTOB Jie4eGHOr0 MUTAHMS B NepevyeHh MEeIHIHHCKHX H3/Ie/THi,
CIIeNMAJIM3HPOBAHHBIX MPOAYKTOB J1e4eOHOro MHTAHHS, HEOOXOAHMBIX IS HA3HAYCHHSA
NANHEHTY 0 MeAMIHHCKAM NOKA3AHHAM (MHIMBHIYaJbHAA HENMEePeHOCHMOCTh,

110 JKH3HEHHbIM OKA3AHHAM) [0 pPellleHHI0 Bpa4eOHOH KOMHCCHH, KOTOpoe
¢uKCHpyeTcs B MeHIUMHCKON J0KYMEHTAIIHH NAIMEHTa H )KypHaJe BpaueOHo#
KOMHCCHH, B ONNHCAHMH KOTOPBIX NPH OCYLIECTBJICHHM 3aKYNOK JJIfl FOCYapCTBEHHBIX
H MYHHIHHAJbHBIX HYXKI JONYCKaeTcsl yKa3aHHe Ha TOBAPHbLIH 3HAK

IpemnaraeTcs HCKIIIOYUTH ,
(yKkazamo 015 MeOUYUHCKO20 U30enUs - KOO euoa’, naumenosanue euoa;

OIS CHeYUANUZUPOBAHHBIX NPOOYKIMOE eueOHO20 NUMAHUSA - 2PYNNY CReYUANUSUPOBAHHBIX NPOOYKIMOE

neuebno20  numawus, npumensemyilo  OnA  Jledenus  3aboneeanuti, ¢  yKkasanuem  Kood

no Mescoynapoonoii cmamucmuyeckol Kidccuguxayuu Gonesweii u npobiem, CEA3AHHbIX

€0 300po6bem)

! Tpuxas MunucTepcTBa 3apaBooxpaHeHns Poccuiickoit ®enepauun ot 6 mons 2012 r. Ne 41 «O6 yTBEpKACHHH
HOMEHKNIATypHOH KiaccupuKaliMy MeAULMHCKHX H3JIenuil» (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHUHH Poccuiickoii
®enepaumu 9 mons 2012 r., perucTpauoHnbiii Ne 24852) ¢ u3MeHEHWSIMH, BHECCHHBIMH MpHUKa3aMH MunuctepcTea
3apaBooxpanenus Poccuiickoii ®enepanuu oT 25 cenTabpsa 2014 r. Ne 557 (3apernctTpupoBaH MUHHCTEPCTBOM IOCTULMK
Poccuiickoit ®enepaumn 17 nexabps 2014 r., permcTpanmoHHbli Ne 35201) m or 7 wmons 2020 r. Ne 636H
(3aperucTprposal MunucTepcTBoM focTHLiK Poccniickol ®@enepaumu 10 asrycra 2020 r., perucTpaudOHHEIA Ne 59225).




KOTOPO€ Ha3HA4YACTCA NAUCHTY MO MCIUIIUMHCKUM ITOKa3aHUAM (I/IHlII/IBI/IIIyaIIBHaSI HCTICPEHOCUMOCTD,
I10 )KU3HCHHBIM HOK%&HI/IHM) IIpu JICUCHUH

(yxazamo 3abonesanue (cocmosanue)
u coomeemcmeyrouul emy k00 no Mescoynapoonoi cmamucmuyeckoll kraccuguxayuu 6onesnetl,
npu  leYenuu KOmopo20 NpumeHsemcs MeOUYuHckoe u3lenue, Komopoe Kiaccugpuyupyemcs
CO0MEeMCmeyIouuM 8UOOM MEOUYUHCKUX U30enull u(unu) koo no Medxcoynapoonou cmamucmuyeckou
knaccupuxkayuu 6GonesHel u npobnreM, CEAIAHHLIX CO 300pO6beM, NpU JeHeHUU KOmOpo20
NPUMEHSIEMCS.  CREYUANUUPOBAHHbIIL  NPOOYKM  1e4eOH020  NUMAHUs,  6X00AWUl 6  2pynny
CReyuanu3upOBaAHHbIX NPOOYKMOE ieyebHO20 NUMAanus)

Nudopmanus o 3agBuTEIC

3asBUTEND

AJpec (MECTO HaxXOXKICHHS)
Tenedown, pakc
Azpec 3IeKTPOHHOM MOYTHI

OTBeTCTBEHHOE JIUIO, AOJDKHOCTD ()1 IOPHINYESCKIX JIUII)

CBeenns, 000CHOBBIBAIOIIHE HCKIIOYeHHE BUAA MEJHIIMHCKOTO H3/1eJIMs
H(NIH) rPYHNbI CHENUAIH3HPOBAHHLIX NPOAYKTOB Je4eOHOro MHTAHNSA U3 HepeYHst

O6ocHOBaHHE HEOOXOAMMOCTH HCKIIIOUEHHS BUIa MEIUIIMHCKOTO H3AEINsS U(HUJIN) TPYIIIbI
CHeLMaTU3UPOBAHHBIX TPOAYKTOB JIeYeOHOTO MUTAHHS U3 TIEPEUHS

Iloanwucey 3agBuTeNs

Jlata




