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Mocksa

06 yrBep:kaenuu ¢GopMbl 3asiBJIeHHS O BKJIIOYEHHH BHAa MeIMIHHCKOr0 H3Je/IH sl
H (HJIH) rPyNNbl cHeNHATM3HPOBAHHBIX NPOAYKTOB JIe4e0HOro NMTAHHUSA
B NepevYeHb MeJHIHHCKHX H31eJHH, cIelHaIn3HPOBAHHBIX NPOAYKTOB Jie4eOHoro
NMHTAHHA, HEOOXOAUMBIX /ISl HA3HAYCHHA NALUHEHTY 10 MeAHIHHCKHM
NoKAa3aHHSAM (MHAUBHAYAIbHAs HeNepPEeHOCHMOCTb, MO }KH3HEHHBIM NMOKA3AHHSAM)
Mo pellieHNI0 BpaueOHOH KOMHCCHH, KOTOpPOoe (pUKCHpYeTCs B MeAHUHHCKOMH
JAOKYMEHTAIHH NANHEHTA H KypHaJie BpaueGHOil KOMHCCHH, B ONIHCAHHH KOTOPBIX
[PH OCYLIECTBJICHHH 3aKYNOK AJIfl FOCYyAapCTBEHHBIX H MYHHUHNIAJIbHBIX HYXK]
JOMYCKAeTCH YKa3aHHe HAa TOBaPHbIii 3HaK, H (pOpMbI 3aABJIeHHA 00 HCKIIOYeHUH
BH/a MeIHIHHCKOro H3ieJINs H (MJIH) rPyNNbl cCnenHalIH3HPOBaHHbIX NPOAYKTOB
JieueOHOro MUTAHHA H3 YKa3aHHOIO NepevyHs

B coorBercTBHM ¢ myHKTOM 6 IlpaBun ¢opMupoBaHus mepevyHs MEIULIMHCKHX
U3IENHi, CHeNUaIM3HPOBAaHHBIX MPOAYKTOB JIeueOHOro ITUTaHHs, HEOOXOAMMBIX
i1 Ha3HadeHWs MalWeHTy [0 MENULMHCKUM II0Ka3aHUAM (MHAMBHAYyaJlbHas
HETNEPEHOCHUMOCTb, 10 XHU3HEHHBIM IMOKa3aHUSAM) MO pEIICHUI0 BpayeOHOM KOMHCCHH,
KOTOpOoe (HUKCHpPYeTCs B MEAMLMHCKOH [JOKyMEHTaUMH IalMeHTa H JKypHaie
BpayeOHO KOMHCCHHM, B OIIMCaHMM KOTOPHIX IIPH OCYIHECTBJIEHHH 3aKyIOK
IUI TOCYNApCTBEHHBIX ¥ MYHHMIMIIAIBHBIX HYXKI JOMyCKAaeTcs yKa3aHHE Ha TOBapHBIA
3HaK, YTBEpPXKIEHHBIX mocTaHoBneHueM IIpaButensctBa Poccuiickoii Penepauuu
ot 22 aBrycta 2023 r. Ne 1368, npu ka3 bl Balo:

1. YTBepauTs:

¢opMy 3asBiieHHs O BKIIOYCHHH BHa MEOUIUHCKOIO M3JENHS U (WIH) TPyNIbl
CTHeLHAH3HPOBAaHHBIX MPONYKTOB JICUeOHOr0 NHTAaHUSA B I€peYeHb MEIUIIHHCKHX
U3NENHi, CIeNUaIM3MPOBaHHBIX IPOAYKTOB JIeYeOHOro ITUTaHHA, HEOOXOIMMBIX
JUIA HasHAUYeHWs MalMeHTy 00 MEeJWIMHCKHUM TOKa3aHHAM (MHAMBUAYyalbHas
HENePeHOCUMOCTb, 110 JKM3HEHHBIM [I0Ka3aHMAM) [0 PelICHHIO BPaueOHOH KOMHCCHH,
KOTOpoe (HUKCHpPYeTCd B MEOMLMUHCKOW JOKyMEHTallMd NalueHTa H >KypHaie




Bpa4eOHOH KOMHCCHH, B OIMCAHMM KOTOPBIX IIpH OCYIIECTBIIEHUH 3aKYIOK
AUIA TOCYapCTBEHHBIX ¥ MyHHIMNATIBHBIX HYX HOITYCKAeTCs yKa3aHWe HAa TOBAPHBIA
3HaK, COIIacHO MPHIOXKeHHIo Ne 1;

$opMy 3asBiIeHHs 06 UCKITIOYEHHH BHa MEAMLMHCKOTO H3/ENHs | (unu) rpynmeI
CIICLMATI3UPOBAHHEIX IIPOAYKTOB JIEYEOHOrO INHUTAHHA B MNEpPEYEHb MEIULHHCKHX
M3[€NUH, CeLUAIH3NPOBAHHEIX NPOJYKTOB JeYeOHOr0 MUTAHUS, HEOOXOMUMBIX IS
Ha3sHAYCHUA  NAUMEHTY 1O  MEAMUMHCKMM  [IOKa3aHMAM  (MHIHBUAYaIbHAs
HEIIEPEHOCHMOCTS, 110 XH3HEHHBIM [IOKa3aHUSM) 10 PEIIeHHIO BpauyeOHOH KOMUCCHH,
KOTOpoe (UKCHpyeTCA B MENMUMHCKOH JOKyMEHTAaUMM TMalMeHTa W XKypHaie
BpayeOHOH KOMHCCHH, B ONHCaHMA KOTOPHIX IIPH OCYILECTBIIEHHH 3aKyIIOK

AL TOCYNAPCTBEHHBIX M MYHMIIMIANBHBIX HYXJ JOMyCKAaeTCs YKa3aHWe Ha TOBAPHBIN
3HaK, COIIacHO MPUIIOKEHHIO No 2.

2. Hacrosmmii npukas BCTymaeT B CHIY cO JHS, CleAylolmero 3a aHeM '
€ro OQUIMATEHOTO Oy GIMKOBAHHS.

Munuctp M.A. Mypaiko




ITpunoxenne Ne 1
K npuKa3sy MHHUCTEpCTBA 3ipaBOOXpaHEHUS
Poccuiickoit ®enepanuu

oT «7/4 » WW 2023 1. Ne 5574

B MCXBCIOMCTBECHHYIO KOMHCCHIO

1o ($hopMHUpPOBaHUIO [IepeYHs
MEIUIHHCKUX U3 IeHiH,
CHeIUaTUu3UPOBaHHBIX MPOJYKTOB
JIe4yeOHOro IIMTaHHs, HEOOXOAUMBIX
VIS Ha3Ha4YeHH MALAEHTY

o MeAMLMHCKAM MOKa3aHUSAM
(MHOUBUAYyallbHAs HEMePeHOCHMOCTb,

no XU3HEHHBIM MMOKa3aHUSIM)
IO pElIeHHIO BpauyeOHOH KOMHCCHH,
KOTOpOE ¢ukcupyercs

B MEOULUUHCKOM  JOKyMEHTalHHu
nalyeHTa © KypHajle BpaueOHOM
KOMHCCHH, B OIUCAHUH KOTODPBIX NpHU
OCYILIECTBICHUU 3aKyIoOK Jitié:
roCy/IapCTBEHHBIX M MYHHULMIIAIBHBIX
HY X JIoITycKaeTcs yKa3aHHe
Ha TOBapHBIN 3HAK

3ASIBJEHHUE
0 BKJIIOYEHHH BHa MEAHIHHCKOI0 H3/1eiHs H (HJIH) IPynibl CIeHATH3HPOBAHHBIX
NPOAYKTOB Jie4e0HOro NHTAHUSA B epeYeHb MEAHIMHHCKHX H3IeJInii,
CHEeNHAHIHPOBAHHBIX MPOAYKTOB JIeYeOHOr0 MHTAHHUS, HEOOXOAUMBIX /ISl HA3HAYEHHS
NalMeHTY N0 MeAHIHHCKAM NOKA3aHHAM (HHAMBHAYAJbHAas HENMEPEHOCHMOCTD,

MO KH3HEHHBIM NOKA3aHHAM) N0 PelleHHI0 Bpa4eOHOH KOMHCCHH, KOTOpoe
¢uxcHpyeTcs B MeAHIIHHCKOM JOKYMEHTANMH NALHEHTA M XKypHaJe BpauyeGHOM
KOMHCCHH, B OITHCAHHH KOTOPLIX NPH OCYIECTBJICHHH 3aKYNOK AJIl FOCYAaPCTBEHHBIX
H MYHHIHNAJIbHBIX HYKA JOMYCKA€TCH YKa3aHHEe HA TOBAPHBIH 3HAK

[Ipennaraercs BKIIOYUTH ,

(Yxazame Ons MeOuyuncko2o usdeaus - koo euda’, naumenosanue euda;
- ONIAL CReYUANUUPOBAHHBIX NPOOYKMOB 1e4eGHO20 NUMAHUS - 2PYNNY CREYUANUIUPOBAHHBIX NPOOYKMOE
ne4ebHo20  NUMAHUA,  NpUMeHAeMYI0  ONS  JedeHus  3a00Ne6AHUN, C  YKA3AHUeM  KoOd
no  Meojcoynapoonou  cmamucmuyeckod  knaccugpuxayuu 6onesweli  u npobnem, CeA3AHHLIX

€0 300p0o8bem)

KOTOPO€ HAa3HAYACTCA MALUCHTY 10 MCAHUIIMHCKHAM ITOKa3aHHUIM (I/IHlII/lBI/IIlyaJIBHaﬂ HCIICPEHOCUMOCTD,
10 JXKU3SHCHHBIM r[oxasa}maM) IIpa JICYCHHHU

(yxazamv  3aboneeanue  (cocmosHue)

! Tlpukas Munuctepcrsa 3apasooxpanennsa Poccuiickoit ®enepamuu ot 6 mons 2012 r. Ne 4u «O6 YTBEPKACHAH

HOMEHKJIATYPHOHM KIaCCU(UKALMH MEIHMIMHCKMX M3IeHi» (3aperucTpupoBad MHHHCTEPCTBOM IOCTHIMH Poccuiickoif
®enepauun 9 mona 2012 r., peructpauuonubiii No 24852) ¢ u3sMEHEHMAMH, BHECEHHBIMH NpHKa3aMu MUHMCTEpCTBaA
3apaBooxpanenus Poccuiickoii @enepauun ot 25 centabps 2014 r. Ne 5571 (3apernctpuposaH MUHHCTEPCTBOM IOCTHIIMH
Poccuiickoit Penepaunu 17 nexabpsa 2014 r., perucrpaudoHusii Ne 35201) u or 7 wons 2020 r. Ne 686H
(3apeructpuposan MunucTepcTBoM locTuumm Poccuiickoii ®enepauuu 10 aBrycra 2020 r., perucTpaluonHslii Ne 59225).
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u coomeemcmeylowguti emy ko0 no MedcoyHapoouoti cmamucmudeckou knaccugpuxayuu 6onesued,
npuU NeYeHUU KOMOpPO20 NpUMeHAemcs MeOUYUHCKoe u30eiue, Komopoe Kaaccuguyupyemcs
COOMEEeMCmeYIouWUM BUOOM MEOUYUHCKUX u30enutl u(unu) koo no MedxcoyHapooHol cmamucmuveckou
kraccuguxayuu bonesneti u npobneM, CEA3AHHLIX CO 300P06bEM, NPU JeYEHUU KOMOpOo20
NpUMEHAEMCs  Cneyuanu3upoBanHblli  NPOOYKM  N1e4ebHO20 NUMAHUA, 6X00AWuUl 6 2pynny
CNeYUanu3UpoOBAaHHbIX NPOOYKMO8 1e4ebH020 Numanus)

HUndopmanus o 3asaBuTEIC

3asBUTEND

AJpec (MECTO HAXOXKICHMS)
TenedoH, daxc
AJipec 3MEeKTPOHHOM NOYTH
OTBETCTBEHHOE JIUIIO, JOKHOCTH (IJIs1 FOPHANYIECKUX JIUI)

Cnez[emm, 000CHOBBLIBAIOIHE BKJIIOYEHHE BHIA MEAHINHCKOr0 H3/1e/JITHs
H(HJIH) rpyunmnbl CiCHAINIHPOBAHHBIX NIPOAYKTOB Je4eOHOro NATAHHUS B NEPCIYCHb

CBeaeHHs 0 MEIWNHHCKOM W3/AEIHH, CICHHAIM3MPOBAHHOM MPOJAYKTE JieueOHOro MUTaHU,
OTHOCHIIETOCS K COOTBETCTBYIOLIEMY BHAY MEIMIMHCKOrO W3AENHA, TPyNIle CICHHATU3HPOBAHHBIX
IPOAYKTOB JICYeOHOrO MUTAHMUS C yKa3aHHUEM TOBapHOTO 3HaKa ;
(01151 MeQuYuHCKUX U30eNull — yKasamov C8e0eHUs 0 20CYOapCmMEeHHblll pecucmpayuu
8 Poccuiickoui Qedepayuu; 0nsl Cneyuaniu3upoOBanHHbulx NPOOYKMmMo8 n1eyebHo20 NUManUs — c6e0eHUs
0 20Cy0apcmeenHol pecucmpayuu 8 nopsoKe, YCmaHOBNEHHOM MEXHUYECKUM PeSlaMEHMOM
Tamoorcennoeo cow3sa «O be3onachocmu nuwyesoil NPOOYKYuu»)

CBegenns o Hamuun OO oTCcyTcTBHHM pemeHHs DemepanpHoit ciyxObl 110 Haasopy B cdepe
3[paBOOXpaHEHUs] IO pe3ynbTaTaM IpOBEACHHUS (eAepaIbHOrO TrOCYJapCTBEHHOTO KOHTPOJIS
(Ham3opa) 3a oOpaleHreM METUIIMHCKUX H3JEITHHA O MPHOCTAHOBJIEHHH NPUMEHEHHS MEIHIIMHCKOTO
H3IETAS WIA U3BATHA U3 00palleHHss MEIMIUHCKOIO M3JENHAsA, OTHOCALIErocs K COOTBETCTBYIOLIEMY
BUJTy METUI{HHCKOTO M3/IENHs

’

O6ocHOBaHHE BO3MOXHOCTH HA3HAUEHHS TMAIMEHTY MEIUIMHCKOTO M3NCIHA  W(HiM)
CHENHATH3HPOBAHHOIO MPOAYKTA J1e4eOHOro MUTaHHS, OTHOCSIIEroCs K COOTBETCTBYIOLIIEMY BHIY
MEIHMIUHCKOTO H3JeNus, TIpynne CIelHaTu3HpoBaHHBIX TPOAYKTOB JiIe4eOHOTO MHUTAHHS,
N0 MEIOWIMHCKAM  TNOKa3aHWAM  (MHAMBUAYaIbHAs!  HENCPEHOCHMOCTb, IO  JKM3HEHHBIM
MMOKa3aHUsM)

.
b

(c npunosicenuem nOOMEePI’COAIOWUX OOKYMEHMOE, 8 MOM YUCEe
BLINUCOK U (UNU) KONULI MEOUYUHCKOU OOKYMEHMAYUY)

IMToanuce 3asasuTens

Hara




IMpunoxenne Ne 2
K IIpHKa3y MUHHCTEpCTBA 3ApaBOOXPaHEHHUS
Poccuiickoit ®enepanuu

OT « /4 » W 2023 r. Ne 552 1/

B MEXBCIOMCTBCHHYI0O KOMHCCHIO

1(¢) ¢$bopMUpPOBaHHUIO nepeyHs
MeQUIMHCKUX HU3JICIIHM,
CIeI[HaTU3UPOBaHHBIX TIPOAYKTOB
ne4eObHOro IHUTaHMS, HEeOOXOJHMBIX
IS Ha3HAYEeHHA MAAEHTY

1o MEAUIHHCKHM MOKa3aHUAM
(VHAMBUAYaNbHAsT HEMEPEeHOCHMOCTH,

o KH3HEHHBIM ITOKa3aHHIM)
[I0 pElICHHIO BpaueOHOH KOMHCCHH,
KOTOpoe ¢dbuxcupyertcs

B  MEIWIUHCKOH  JOKyMEHTaluH
MalMEHTa M KypHaJe Bpa4yeOHOH
KOMHUCCHH, B ONIMCAaHWU KOTOPBIX IpH
OCYILIECTBJIEHUH 3aKyIOK A
roCyJapCTBEHHBIX H MYHHMIMIAJIbHBIX
HYX], JIoIlyCKaeTcs yKa3aHue
Ha TOBapHBIM 3HAK

3ASBJIEHNE
00 MCKJII0UeHNH BH/A MEAHIHHCKOT0 H3/Ae/iud H (MJIH) rPpynnbl CIeNHaJIH3HPOBAHHBIX
NPOAYKTOB Jie4eGHOro MUTAHHUA B NlepedeHb MEIHIHHCKHX H3/1eJIni,
CeIHANM3HPOBAHHBIX MPOAYKTOB Jie4eGHOro NHTAHHA, HEOOXOAUMBIX VISl HA3HAYEHMSI
NANMERTY 10 MEAHIHHCKHM NMOKA3AHNAM (HHAMBHAYAIbHAA HeNepPeHOCHMOCTD,

0 )KH3HEHHBIM [I0KA3aHHAM) 110 PpelIcHHIO BpaueOHOH KOMHCCHH, KOTOpoe
UKCHpyeTCsi B MeIHIHHCKOM TOKYMEHTAIHH NAIHEHTA H )XKypHaje BpayedHoi
KOMHCCHH, B ONIHCAHHH KOTOPBIX HPH OCYIIeCTBJICHHH 3aKYNOK I FOCYAapCTBEHHbIX
H MyHHIMIAJIBHBIX HYXKJ A0NyCKaeTcs YKa3aHHe Ha TOBapHbIi 3HaK

IIpennaraercs UCKIIOYHTH ,
(ykazamv 01 MeOUYUHCKO20 U30ENU - KOO euda’, naumenosanue suda;

ONA CREYUANUIUPOBANHbIX NPOOYKMOE Ne4eOHO20 NUMAHUSA - 2PYNNY CREYUATUSUDOBAHHBIX NPOOYKMOB

NeyebHO20  numanus, npumeHseMylo  OnA  JledeHus  3abonesawutl, ¢  yKazawuem  K0Od

no MeoicOynapodnoii cmamucmuueckoti knaccuguxayuu 6onesned u npobnem, C6A3AHHbIX

€0 300po6bem)

! Ilpukas MunuctepcTsa 3apaBooxpaHenusi Poccuiickolt ®enepawym ot 6 mons 2012 r. Ne 4u «O6 yTBepXICHHH
HOMEHKIATYPHOH KIaCCHpUKAUMU MEIMUMHCKAX M3AENuil» (3aperncTpupoBaH MuHMCTepcTBOM locTHUME Poccuiickoi
depepamnn 9 mona 2012 r., perncTpauyoHHblii Ne 24852) ¢ M3MEHEHWIMH, BHECCHHBIMH NpHKa3aMH MunucTepcTBa
3apaBooxpaHenus Poccuiickoii ®enepauwu ot 25 centabps 2014 r. Ne 557u (3apeructpupoBaH MUHHCTEPCTBOM KOCTHLMHA
Poccuiickoii ®enepauun 17 nexabps 2014 r., peructpaumonssii Ne 35201) m ot 7 wmions 2020 r. Ne 686H
(3aperncTpupoan MunnicTepcTBoM ocTLmK Poccuiickoit denepatun 10 asrycra 2020 r., perucTpauioHHbIH No 59225).
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KOTOPO€ Ha3zHAYaACTCA IMALUCHTY IT0 MCAWIHHCKAM IIOKa3aHUsAM (mumnnnyanbnax HECMICPECHOCHUMOCTD,
IT10 XKHU3HCHHBIM HOKaBaHI/ISIM) IIPpH JICUCHHUH

(yxazamo 3abonesanue (cocmosinue)
u coomeemcmeylowuti emy k00 no MeoicOynapoonoi cmamucmuyeckol kraccuguxayuu bonesnetl,
npu NleYeHuu KOmopozo NpUMeHAemcs MeOUYUHCKOoe u30eiue, KOmMopoe Kiaccuguyupyemcs
COOMBeMCMBYIOUUM 8UOOM MeOUYUHCKUX u30enull u(unu) ko0 no MedxicoyHapoOHoU cmamucmu4eckou
kraccugurxayuu GonesHeli u nNpobrem, CBAIAHHLIX CO 300pP0BbeM, NPU JNeYeHuu KoOmopo2o
NpUMeHsemcs.  CReyuanusupoGaHHvlli NpoOYKm  1e4ebHO020 Numanus, 6X00Awutl 6 2pynny
CReYUanU3UPOBAHHBIX NPOOYKMOB 1e4ebH020 numans)

Nudopmanus o 3agBHTeEIe

3asBUTEND

Axpec (MecTo HaXOXKICHHS)
TenedoH, daxc
Azpec 3eKTPOHHOM MOYTHI

OTBETCTBEHHOE JIUIO, JO/DKHOCTD (U1 FOPUAMYIECKIX JIMI)

Crenennsi, 060CHOBBIBAIOMME HCKJIIOYEHHE BHAA MEIHIIMHCKOT 0 H3/IeIHs
H(WJIH) rPyNnbI CNeMHAIH3HPOBAHHLIX POAYKTOB JiedeOHOro MUTAHHA H3 MIEPEHs

O6ocHOBaHKEe HEOOXOAMMOCTH UCKIIIOYEHHA BUAA MEAUIIHHCKOTO W3eHA H(UJIH) TPYIIIIbI
CHEeNMaTM3HPOBAHHBIX MIPOAYKTOB JIEUeOHOTO MUTAHHUSA U3 IIEPEUHs

Ilopnuce 3asBuTENS

Jara




