[Ipoexr

006 yrBep:xnennu (popmMbl 3aiBJIEHUS 0 BKJIIOYEHNH BUIA MeUIIUHCKOTO M3/1eTUs
U (MJIM) TPyNbI CHENUATU3MPOBAHHBIX MPOAYKTOB JIeYeOHOI0 MUTAHUSA
B lIepeYeHb MEeAMIUHCKUAX M3/1eJIMi, CTIeUATU3UPOBAHHBIX IPOAYKTOB Je4e0HOr0
NUTAHUA, HCOOXOAUMBIX /ISl HA3HAYCHHUS MANMEHTY 10 MeJUIMHCKUM
NMOKA3aHUAM (MHAUBUAYAIbHAS HENEPEHOCUMOCTD, M0 KU3HEHHBbIM MOKA3AHUSSM)
10 PellIeHUI0 Bpa4eOHOM KOMUCCHH, KOTOpoe (MKCHpYyeTCsl B MeAUIIMHCKOM
AOKYMEHTAIIMM NMANMEHTA U ’KyPHAJIe Bpa4eOHOH KOMHCCHHU, B ONIMCAHNM KOTOPBIX
IPU OCYIIECTBJICHUHU 3AKYIOK /ISl TOCYIAPCTBEHHBIX U MYHUIMIIAJIbHBIX HYK/
JHOIYCKAeTCsl YKa3aHWe HAa TOBAPHBIN 3HAK, U GopMbI 3asiBJIeHUS 00 HCKJIIOYEeHNH
BH/Ia MEUIMHCKOT0 U31e/usl U (WIH) rPYNIbl CIeMAJIN3UPOBAHHBIX IPOAYKTOB
JIe4eOHOI0 MUTAHUSA U3 YKA3AHHOI'0 MepPeYHs

B cootBercTBUM ¢ myHKTOM 6 IlpaBui popmupoBaHus NEpedHs MEIULIUHCKUX
U3JIeTUH, CHEeUAIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAaHUS, HEOOXOAMMBIX
JUIS HAa3HAUYEHUs TMAlMEHTy MO0 MEIUIUHCKUM [OKa3aHusAM (MHIUBUAYaJIbHAS
HENEePEHOCUMOCTh, MO JKU3HEHHBIM MOKA3aHUSM) [0 PELIEHUI0 BpaueOHON KOMHUCCHH,
KOTOpO€ (PMKCUPYETCsl B MEIULIMHCKOM TOKyMEHTALlMU MallMeHTa U )KypHaye BpaueOHOH
KOMHUCCHH, B ONIMCaHUH KOTOPBIX npu OCYILIECTBJICHUH 3aKyIOK
JUISl TOCYJTapCTBEHHBIX U MYHULUINAIBHBIX HYXJ JOMYCKAeTCs YKa3aHUE HA TOBApHBIN
3HAK, YTBEPXKJACHHbIX mnocTaHoBieHueM IIpaButenscrBa Poccuiickoir ®eneparuu
or 22 asrycra 2023 1. Ne 1368 (OdwurnmanbHblii HHTEPHET-MOPTal MPABOBOM
uHpopmanun  www.pravo.gov.ru, 2023, 24 asrycra, Ne 0001202308240001),
NPHUKaA3BIBaI:

YTBepaUTh:

(dopMy 3asBICHUS O BKIIOYEHUU BHJIA MEIUIIMHCKOTO M3AENUS W (WJIK) TPYyMIIbI
CHEUATN3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO0 MUTAaHUA B MEpPEYEHb MEAUIIMHCKUX
U3JIeTUH, CHEeHAIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAaHUSA, HEOOXOAUMBIX
JUISL Ha3HAYEeHHMs] TAUUMEHTy 10 MEIUUMHCKUM IOKa3aHUsIM (MHIMBHIyalbHas
HENEePEHOCUMOCTh, MO JKU3HEHHBIM MMOKA3aHUSM) MO PELIEHUIO0 BpaueOHON KOMHUCCHH,
KOTOpO€ (PMKCUPYETCs B MEAULIMHCKON TOKYMEHTALIUY NAIlMeHTa U )KypHaje BpaueOHO



KOMHCCHH, B ONUCaHUU KOTOPBIX npu OCYILIECTBICHUU 3aKyIOK
JUJISl TOCYJTAPCTBEHHBIX U MYHUIUIMAIBHBIX HYXJ JOMYCKAETCS YKa3aHUE HAa TOBapHbIN
3HAK, COTJIaCHO NPHIOKEHUIO Ne 1;

dbopmy 3asBiIeHNUS 00 UCKIIOUCHUH BUIA METUIIMHCKOTO U3EHS U (UJTN) TPYTIIHI
CHEIUATN3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO0 MUTAaHUS B TMEPEYCHb MEIUIIMHCKUX
U3JIeTUH, CIEUUATU3UPOBAHHBIX MPOIYKTOB JEYEOHOro MUTAHUS, HEOOXOAUMBIX IS
Ha3HAUCHUs  MAMEeHTYy 10  MEAUIMHCKUM  [OKa3aHUAM  (MHIMBHIyalbHas
HEMEPEHOCUMOCTD, 10 JKU3HECHHBIM TMTOKA3aHUSIM) TI0 PEIICHUI0 BpadyeOHOW KOMUCCHH,
KOTOpoe GUKCHPYETCS B MEIUIIMHCKOM TOKYMEHTAIIMY TAIMEHTa ¥ KypHaJie BpaueOHOM
KOMHCCHH, B ONUCaHUU KOTOPBIX npu OCYILIECTBIICHUU 3aKyIOK
JJIs TOCYJTAPCTBEHHBIX M MYHUIIUMAIBHBIX HYXJ JOIMYCKAeTCs YKa3aHUE Ha TOBAPHBII
3HaK, COTJIACHO MPUJI0KEHUIO No 2.

Munuctp M.A. Mypamiko



IIpunoxenue Ne 1
K NpuKa3zy MHUHHCTEPCTBA 3paBOOXPAHEHUS
Poccniickon @enepanun
OT «___ » 20231. Ne

B MexBe10OMCTBEHHYIO KOMUCCHUIO

1o (opMHUPOBAHUIO IEPEUHS METULIUHCKUX
U3JICNNH, CTICIIMATTM3UPOBAHHBIX MPOIYKTOB
Je4eOHOro MUTaHUs, HEOOXOAUMBIX JIs
Ha3HAYEHUS MALUEHTY 110 MEAUIIMHCKUM
MOKa3aHUsM (MHAWBUyalbHAS
HENePEHOCUMOCTb, 10 KU3HEHHBIM
MOKa3aHUsIM) TI0 PEIICHUI0 BpauyeOHOM
KOMHCCHH, KOTOPOE (PUKCHPYETCS

B MEIMIIMHCKON JOKYMEHTAIMH MalieHTa
¥ JKypHaJie BpaueOHONH KOMHUCCHH,

B OMKMCAHUU KOTOPBIX MPHU OCYIIECTBICHUU
3aKYIOK JUIS TOCYJapCTBEHHBIX

Y MYHUIIUTIAIBHBIX HYXK] JOMYyCKaeTCs
yKa3aHue Ha TOBAPHBIN 3HAK

3ASBJTEHUE
0 BKJIIOYEHHMH BH/Ia MEJUIIUHCKOT0 M3/1eJIis U (MJIM) TPyNNbI CHeHAJIN3UPOBAHHBIX
NPOAYKTOB J1e4e0HOr0 NUTAaHUs B NepeYeHb MeIMIMHCKUX U3/1eJIHi,
CHeNMATU3UPOBAHHBIX NPOAYKTOB Je4e0HOr0 NUTAHUsl, He00XOAMMBIX /IJIs HA3HAYEHUS
NAUMEHTY M0 MeIMIMHCKUM MOKa3aHUAM (MHIMBUAYAJIbHASI HENEPEeHOCUMOCTD,

110 ’KU3HEHHBIM IOKAa3aHUSIM) 10 PelICHNI0 BpauyeOHOH KOMUCCHH, KOTOpoe
(puxcupyercsi B MEAHIMHCKON JOKYMEHTAIMN ALMEHTA U )KypHaJie BpaueOHOMH
KOMMCCHH, B ONMCAHNH KOTOPBIX NP OCYLIECTBJEHUH 3aKYNOK /ISl TOCY/AapPCTBEHHBIX
U MYHUIMIAJIbHBIX HYK] I0IyCKAETCH YKAa3aHHE HA TOBAPHbIN 3HAK

[Ipennaraercsa BKIFOUUTH

(vkazamo 011 MeOUYUHCKO20 uz0enus - Koo suoat, naumenosanue euoa;
OJ151 CNeYUATUZUPOBAHHBIX NPOOYKMOG 1e4eOH020 NUMAHUSL - 2PYNNY CNEeYUATUIUPOBAHHBIX NPOOYKMOG
J1e4ebH020 NUMAaHUsL)

KOTOPO€ Ha3HAYaCTCA MalUCHTY IO MCAUIIUHCKHUM ITOKa3aHUAM (I/IHI[I/IBI/IHyaJ'H)HaSI HETMICPCHOCUMOCTD,
110 KHU3HCHHBIM HOKEBE[HI/ISIM) npu JICUCHUU

(vkasamov  3aboneséanue  (cocmosiHue)
u coomsemcemayowuti emy K00 no MexcoyHapooHou cmamucmuyeckol Kiaccugurayuu bonesnel, npu
JIeYeHUU ~ KOMOPO20  NPUMEHSAemcs  MeOUYUHCKOe — uzdenue, KOMopoe  KIACCUDUUUpPYemcs
COOMBEMCMBYIOWUM BUOOM MEOUYUHCKUX U30eull U(uiu) Koo no MexxcoyHapoOHOU cmamucmu4eckou
Kaaccugpuxayuu OonesHell u npodem, C8I3AHHbIX CO 300P08bEeM, NPU JIeHeHUU KOMOPO20 NPUMEHSeMCsL
CReyuanu3upoBaHHslll NPOOYKm J1e4ebH020 NUMAHUS, 6X00AWUll 6 2PYNny CHeyuaru3upoB8aHHbIX
npOOYKMOo8 ieueOH020 NUMAarusL)

! TIpukas Munucrepctia 3paBooxpanenus Poccuiickoit Denepamuu ot 6 mions 2012 1. Ne 4u «O6 yTBEp*)IEHUN

HOMEHKJIATYPHOM KJlacCU(HUKALMK MEAUIMHCKUX W3JeNui» (3aperucrpupoBaH MuHHCTEpCTBOM rocTHIMHM Poccuiickoid
@enepanyu 9 mrong 2012 r., peructpaunonHbii Ne 24852) ¢ M3MeHEHUsIMH, BHECEHHBIMH IpUKa3zaMH MHHHUCTEpCTBa
3apaBooxpanenus Poccuiickoit @enepanun ot 25 centsiops 2014 r. Ne 557u (3aperucrpupoBan MUHHUCTEPCTBOM FOCTHLIUH
Poccwuiickoii deneparyn 17 nexabpst 2014 r., perucrpaunonssiii Ne 35201) u ot 7 utonsg 2020 r. Ne 6861 (3apeructpupoBaH
MunuctepcTBoM rocturmu Poccuiickoit @eneparuu 10 aprycra 2020 r., peructpannoHHbiidi Ne 59225).



HNudopmanus o 3agaBuTe1e

3asgBUTEND

Anipec (MECTO HaXO0XKJICHHUS )
Tenedon, daxc
AJipec 3IEeKTPOHHON MTOUTHI
OTBETCTBEHHOE JIUIIO0, TOJDKHOCTD (JIJ1s1 FOPUINYECKUX JIHII)

CBenenusi, 000CHOBBIBAIONIHE BKJIIOYEHNE BHIA MEIUIMHCKOT0 H3/1eJ U
H(MJIM) TPYNIBI CHIENUATU3UPOBAHHBIX NPOAYKTOB JIe4eOHOT0 MUTAHUSA B NepevyeHb

CBenmeHuss 0 MEIUIMHCKOM W3JCIHUU, CHCHUATU3UPOBAHHOM MPOJYKTE JIEYeOHOTO THTAHUSA,
OTHOCSIIETOCS K COOTBETCTBYIOIIEMY BHIY MEIUIIMHCKOTO W3JEINUs, TPYIIIe CHeHI/IaJII/I3I/IpOBaHHBIX
MIPOYKTOB JICUSOHOTO MUTAHUS C YKa3aHHEM TOBapHOTO 3HAKA ;
(01151 MEOUYUHCKUX U30eNULl — YKA3amb C8e0eHUsl 0 20CYOAPCMBEHHbIU peLUCmpayuu
6 Poccutickoii @edepayuu; 0ns cneyuanuzupo8aHHulx NPOOYKmMo8 1e4eOH020 NUMAHUSL — CE0eHUs.
0 20CY0apCMBEHHOU pecucmpayuu 6 NOpsoKe, YCMAaHOBLEeHHOM MEeXHUYECKUM Pe2laMeHmos
Tamooicennozo coroza «O bezonacnocmu nuweso NPOOYKYUu» )

Cenmenusi 0 Hamu4uu JIMOO OTCyTCTBHH pemieHus DenepanpbHON CIy:KObI TO Ham30py B chepe
3JIPaBOOXPaHEHHS TI0 pe3yIbTaTaM MPOBEACHUs ellepaIbHOr0 roCy1apCTBEHHOTO KOHTPOJIS (HAA30pa)
3a O6paHI€HI/ICM MCIUIIMHCKUX I/I3IIGJII/H>'I O IMMPHUOCTAHOBJICHUU NPUMCHCHHA MCIUITUHCKOI'O U3ACIINA UITN
U3BATHS W3 OOpalleHWss METUIIMHCKOTO HU3JENUsl, OTHOCSIIErocs K COOTBETCTBYIOIEMY BUAY
MEUIIUHCKOTO U3/ICITUS ;

O6ocHOBaHME BO3MOKHOCTH HA3HA4YeHHs] TMAIMEHTY MEIUIIMHCKOTO U3Jenust U(WiIn)
CHETIMATM3UPOBAHHOTO MPOJYKTA JICYEOHOTO MUTAHUS, OTHOCSIIETOCS K COOTBETCTBYIOIIEMY BHIY
MEAUIIMHCKOTO  M3JeNus, TpyHne CHeNHATU3UpPOBAHHBIX MPOAYKTOB JIeUeOHOTO  MHUTAHMUS,
M0  MEIUIMHCKAM  TIOKa3aHWsM  (MHAMBHAyaJbHAs  HENEPEHOCHMMOCTh, TI0  KU3HECHHBIM
MOKa3aHUsIM) ;

(c npunosicenuem nOOMBEEPAHCOAOUWUX OOKYMEHMOB)

Iloanuce 3asBUTENS

ara

Ilpumeuanue. 3anonnenue 6cex no3uyull Hacmoswe20 3asaenenus ovazamenvro. Ilpu omcymcmeuu
c8edenUti NPoCmassAIOmMcs NPO4epKu.



[Tpunoxenue Ne 2
K NpuKa3zy MHUHHCTEPCTBA 31paBOOXPAHEHUS
Poccniickon ®@enepanun
OT«_ » 2023 1. Ne

B MexBe10OMCTBEHHYIO KOMUCCHUIO

110 (POPMUPOBAHUIO IEPEUHS MEAULIUMHCKUX
W3/CIIAH, CIICHUAIN3UPOBAHHBIX IPOJLYKTOB
71e4eOHOro MUTaH!s, HEOOXOJUMBbIX IS
Ha3HA4YCHMS NALUEHTY 110 MEAULUHCKUM
IIOKa3aHUAM (MHIUBHyaIbHAs
HEIIEPEHOCUMOCTD, 110 KU3HEHHBIM
NOKa3aHUSAM) 110 PEIIEHUI0 BpaueOHOM
KOMHCCHH, KOTOPOE (PUKCHPYETCS

B MEJMIIMHCKON JOKYMEHTAIMH [TallUEHTa
¥ JKypHaJie BpaueOHONH KOMHUCCHH,

B ONMCAHNUU KOTOPBIX IPU OCYILECTBICHUU
3aKyIOK I TOCYJapCTBEHHBIX

Y MYHULMIIAIBHBIX HYXK] JOIyCKacTCs
yKa3aHue Ha TOBApHBIN 3HAK

3ASBJTEHUE
00 MCKJIIOYeHHMH BHAA MEAULMHCKOT0 U3/1e/Iusl M (MJIM) TPYNIBI CIIeHAJIN3MPOBAHHBIX
NPOAYKTOB J1e4e0HOr0 NUTAaHUs B NepeYeHb MeIMIMHCKUX U3/1eJIHi,
CHeNMATU3UPOBAHHBIX NPOAYKTOB Je4e0OHOr0 NUTAHUS, He0OXO0AMMBIX /IJIS HA3HAYEHUS
NAUMEHTY N0 MeAUIMHCKUM MOKa3aHUSAM (MHIAMBUAYAJbHAs HellepeHOCUMOCTb,

110 ’KU3HEHHBIM IOKAa3aHUSIM) 10 PelICHNI0 BpauyeOHOH KOMUCCHH, KOTOpoe
(puxcupyercsi B MEAHIMHCKON JOKYMEHTAIMN ALMEHTA U )KypHaJie BpaueOHOMH
KOMMCCHH, B ONIMCAHNH KOTOPBIX NP OCYIIECTBJEHUH 3aKYNOK ISl TOCY/AapCTBEHHbIX
U MYHUMIMIAJbHBIX HYK] I0IMYCKAETCS YKa3aHUE HA TOBAPHbIH 3HAK

[Ipennaraercsa UCKITIOYNUTH

(vKazams 071 MEOUYUHCKO20 U30eNus - KOO 6UOG%, HauMeHo8aHue 6Udd;
OJ1s1 CNeYUATUIUPOBAHHBIX NPOOYKMOB 1e4eDHO020 NUMAHUSL - 2PYNNY
CReyuanu3uUpoOBaAHHbIX NPOOYKMOS JleueOH020 NUMAHU)

KOTOPO€ Ha3HAYaCTCA MalUCHTY IO MCAUIIMHCKHUM ITOKa3aHUAM (I/IH}II/IBI/IHyaHBHaﬂ HETMIECPCHOCUMOCTD,
10 ) KU3HCHHBIM HOKaSaHI/IHM) IIpu JICUCHUU

(vkasamo 3abonesanue (cocmosinue)
u coomsemcemayowuti emy Koo no Mescoynapoouoli cmamucmuieckotl Kiaccuguxayuu oonestet, npu
JIeYeHUU ~ KOMOPO20  NPUMEHSAemcsi  MeOUYUHCKOe — uzdenue, KOMopoe  KIACCUDUUUpyemcs
COOMBEMCMBYIOUWUM BUOOM MEOUYUHCKUX U30eull u(unu) Koo no MexixcoyHapoOHOU cmamucmu4eckou
Kaaccugpuxayuu OonesHell u npodiem, CeI3AHHbIX CO 300P08bEeM, NPU JIeHEHUU KOMOPO20 NPUMEHSeMCsL

! TIpukas Munucrepctsa 3apaBooxpanenus Poccuiickoit ®enepanun ot 6 mrons 2012 r. Ne 4 «O6 yTBEp*)IEHUM

HOMEHKJIATYPHOH KJlacCU(UKALMK MEAWIMHCKUX W3/enui» (3apeructpupoBaH MuHHcTepcTBOM ocTHLMKM Poccuiickoit
@enepanyu 9 mrong 2012 r., peructpaunonHbii Ne 24852) ¢ M3MeHEHUsIMH, BHECEHHBIMH IpUKa3zaMH MHHHUCTEpCTBa
3apaBooxpanenus Poccuiickoit @enepanun ot 25 centsiopst 2014 r. Ne 557 (3apeructpupoBad MUHHUCTEPCTBOM IOCTUIIMN
Poccwuiickoii deneparmn 17 nexabpst 2014 r., peructpanponssiidi Ne 35201) u ot 7 nrons 2020 r. Ne 686H (3apeructprupoBas
MunuctepcTBoM rocturmu Poccuiickoit @eneparuu 10 aprycra 2020 r., peructpannoHHbiidi Ne 59225).



CReyuanu3sUpoOBaAHHbIL NPOOYKM J1e4eOHO020 NUMAHUS, BXO00AWUL 8 2PYNNY CHeyuaiu3upo8aHHbIX
nPOOYKMO8 iedebH020 NUMAaHUs)

HNudopmanus o 3asBuTesIe

3asBUTEIb

Anipec (MECTO HaXOXKJICHHUS )
Tenedon, daxc
AJipec 3JEeKTPOHHOU MOYTHI

OTBETCTBEHHOE JIUIIO, JTOJKHOCTD (/151 FOPUIMUSCKUX JIHII)

CBeieHnsi, 000CHOBBIBAIOIIME UCKJIIOUYEHHE BIIA METUIIMHCKOTO U3/1eJIUs
H(UJIM) TPYNIIbI CHEeNMAJTM3MPOBAHHBIX MPOAYKTOB JIe4e0HOI0 MUTAHUS U3 MepPeyHs

O06ocHoBaHuE H606XO,Z[I/IMOCTI/I HCKIIIOYCHHA BHUJd MCIUIINHCKOI'O U3ACINA I/I(I/IJ'II/I) TPYIIIbI
CIICHUAJIM3UPOBAHHBIX ITPOAYKTOB J1Ie4eOHOr0 MUTAHUS U3 nepcUHsA

IToanucek 3asBuTens

Hara

Ilpumeuanue. 3anonnenue cex no3uyull HaAcMosAWe20 3aseneHus odazamenvro. llpu omcymcemeuu
c8edeHUll NPOCMAsIAIOMC NPOUEPKU.



