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OO0 yrBep:xaennu Ilos0kenns 0 MeXXKBeJOMCTBEHHOH KOMMCCHH
10 GOpMHUPOBAHMIO IIePEeYHS METULMHCKUX H3/1eIHiH, CIeHATH3HPOBAHHDLIX
MNPOAYKTOB Jie4e0HOr0 NUTAHNS, HEO0XOAMMBbIX /ISl HA3HAYEHHUS NALUEHTY
N0 MeANIMHCKHM NMOKA3aHUAM (MHAHBH/IYAJIbHAS HENIEPEHOCHMOCTD,

10 JKM3HEHHLIM NOKA3aHUAM) 110 PeLIeHHI0 Bpa4eOHOH KOMHCCHH, KOTOpOe
(puxcupyercs B MEIMIMHCKON JOKYMEHTALMH ITALIHEHTA U )KypHaJe
Bpa4eOHOH KOMHCCHH, B ONIHCAHHHA KOTOPHIX IIPH OCYLIECTBJICHHHU 3aKYNOK
AJISl TOCYAPCTBEHHbIX H MYHHIMIAJILHBIX HYK/ A0NMYCKAaeTCH YKa3aHHe
Ha TOBApPHBLIH 3HAK

B coorBercTBun ¢ myHkToM 2 IlpaBun gopmupoBaHus mepeyHs METULIMHCKHUX
U3IENUH, CIEeUHATM3UPOBAHHBEIX TPOAYKTOB JIeYeOHOro IMHMTaHHUS, HEOOXOOUMbBIX
IUTsT  Ha3HAuYeHUSA MaIlMeHTy [0 MEAMLMHCKUM TOKa3aHusAM (MHOUBUAYaIbHAs
HETePeHOCUMOCTb, IO KHU3HEHHBIM MOKa3aHHAM) IO PELICHUIO BpaueOHOU KOMHCCUH,
KOTOpoe (UKCHpyeTCd B MEIMHIHMHCKOM JOKYMEHTAllMM TMalUeHTa M JKypHale
BpayeOHOM KOMHCCHHM, B OIIMCAaHHH KOTOPBIX TIPM OCYIIECTBIEHHUH 3aKyIOK
IUIsl TOCYAAPCTBEHHBIX M MYHUIIMIAIBHBIX HYXJ JOIYCKACTCs YKa3aHWe Ha TOBapHBIN
3HaK, YTBEPKICHHBIX mnocraHoBieHueM IlpaBurensctBa Poccuiickon denepanuun
oT 22 aBrycta 2023 1. Ne 1368, npu Kk a 3 bl B 4 10:

1. VrtBepaure npunaraemoe IlonoxeHue o0 MEXBEAOMCTBEHHON KOMMCCUU
110 (GOpPMHUPOBAHUIO NIEPEUHS MEIUIIMHCKUX U3MENUH, CTICITHATU3UPOBAHHBIX IPOIYKTOB
ne4yeOHOro NHUTaHUS, HEOOXOMUMBIX Ui HA3HAYCHHS IAlHEHTY M0 METUIIMHCKHM
IIOKa3aHWAM (MHAMBUOYAJIbHAs HENEPEeHOCUMOCTh, MO IKHU3HEHHBIM II0KA3aHHUSIM)
II0 pEMEHUI0 BpayeOHOW KOMHUCCHM, KOTOpOe (HUKCHPYETCS B MEAUIIHHCKOMH
JOKYMEHTAIlUH NAallMeHTa U XKypHaje BpaueOHOM KOMUCCHH, B OIIMCAHHH KOTOPBIX MPH
OCYILECTBIICHUH 3aKYIOK 711 TOCYAapCTBEHHBIX M MyHULIUIIAILHBIX HYX] HOIYCKaeTCs
yKa3aHUe Ha TOBapHBII 3HAK.

2. Hacrosmmidi mpuka3 BCTYIIAE
ero 0QUIHUaIbHOTO OMYOIHKOBAHHS.

B CHIYy CO [1HA, CICAYIOLICTO 3a OHEM

Munuctp M.A. Mypaniko




[Ipunoxxenue
K IprKasy MUHHCTEpCTBA 3paBOOXpaHEHHS
Poccuiickoit ®enepaiyu
ot « 74 » Dt / 2023 1. Ne 55704/

IHonoxenue 0 Me:KBEAOMCTBEHHOH KOMHCCHH 110 (POPMHPOBAHHUIO NIEPEYHS
MEAHLUHHCKHX H3eJHnH, clelHaJIN3HPOBAHHBIX NMPOAYKTOB JIe4eOHOr0o NHTAHMS,
Heo0XOAMMBIX [IJIsl HA3HAYEHUS MANHEHTY N0 MEAHIHMHCKHM NOKA3aHUAM
(MmHaNBHAYyabHAs HENEPEeHOCHMOCTD, N0 KH3HEHHBIM MOKA3aHUAM) N0 PelleHHI0
Bpa4yeOHOl KOMHCCHH, KOTOpOe (PMKCHpPYeTcH B MeJHIHHCKOMH J0KYMEHTAIHH
NalHeHTa H XKypHaJie Bpa4yeOHO#l KOMHCCHH, B OMNCAHUH KOTOPBIX
NPH OCYIECTBIEHHH 3aKyNOK /ISl FTOCYJapPCTBEHHbIX H MyHHIIHNIAJIbHBIX HYXK/
AoNmycKaeTcsl yKa3aHHe HA TOBaPHbBIii 3HAK

1. MexBeqOMCTBEHHass KOMHCCHS 1O (POPMHPOBAHHUIO MEPEYHS MEIULUHCKUX
U3JIEIMHA, CIEUAIU3UPOBAHHBIX IPOAYKTOB JIeYeOHOrO IHTAaHHA, HEOOXOMHUMBIX
JUIS Ha3HA4YeHWs TalWeHTy [0 MEAVNWHCKUM [OKa3aHuAM (MHIMBHIyaJIbHAs
HEMEPEHOCUMOCTb, IO KM3HEHHBIM II0Ka3aHUSAM) [0 pelleHHI0 BpadeOHON KOMMCCHH,
KOTOpOe (UKCHpYeTCs B MEIUIMHCKOM NOKYMEHTAI[Md [alMeHTa M JKypHale
BpaueOHOH KOMHCCHH, B OIHCAHWM KOTOPBIX IPU OCYLIECTBIECHMH 3aKyIOK
1T TOCYTAaPCTBEHHBIX M MYHHIIUIAIBHBIX HYXJ JOIMyCKAaeTcsl yKa3aHHe Ha TOBapHBIN
3Hak (manmee — Kommuccus), cosmaercs mnpu MHUHHCTEPCTBE  3APaBOOXPAHEHUS
Poccuiickoii ®Penepauun U pyKOBOJCTBYETCS B CBOeil mesATenbHOCTH KOHCTHTYLuMeEH
Poccuiickoii  ®ezmepanyu, HOpPMaMH MEXIyHApOIHOTO TpaBa, (eaepalbHBIMU
KOHCTUTYLIMOHHBIMH 3aKOHaMH, (elepalbHBIMU 3aKOHaMH, aktamu IIpesugeHra
Poccuiickoit @enepanuu u [IpaButensctsa Poccuiickoit @enepaium, Be10MCTBEHHBIMU
HOPMAaTHBHBIMH IIPaBOBLIMHU aKTaMH, a TaKXke HacTosmuM [lomoxxeHuem.

2. B cocraB Komuccuum  BXOmAT  mOpeicTaBUTENM  MUHHCTEpPCTBA
3apaBooxpaHenus Poccuiickolr ®Penepanuu (nanee — MuHHCTEpCTBO), MHUHHCTEPCTBA
IPOMBINUICHHOCTH M ToproBimM  Poccuiickoit  ®enpepaunu,  DenepaibHOi
AQHTHMOHOIIONEHOH  Cciy)0Obl, PenepanbHoil cmyx0bl N0 Ham3opy B cdepe
3apaBooxpanenus, PelepanpHoi ciayxObl MO Hag3opy B cdepe 3alMThl IIpaB
notpebuTeniell ¥ 6JIaronoIy4rs Yea0BeKa.

3. CocraB Komuccuu ompenensercs mnpukazoM Munucrepersa. Komuccns
MOXXET HPHUBIEKATE K CBOeH paboTe mpencTaBUTeNleldl MHBIX (DefepaibHBIX OpPraHOB
UCIIOJIHUTENBHON BIAaCTM M HCIONHUTENBHBIX OpPraHoB CcyOwmekToB Poccuiickoi
Denepan B chepe OXpaHBI 3[JOPOBbS, [JIABHBEIX BHEINTATHBIX CIELUAIACTOB
MunucrtepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepaliii, ITIaBHBEIX BHEILTATHBIX
CHeHHAUCTOB ~ MmuHKCTepcTBa  3apaBooXpaHeHHst  Poccuiickoit  ®emepanuu
B (elepalbHBIX OKpYrax W TJIaBHBIX BHENITATHBIX CIEIHAIHUCTOB HCIIONHUTENBHBIX



opranoB cyOonsekToB Poccuiickoit @enepauyu B chepe 0XpaHsl 300POBbs, CIICIHAATHCTOB
Hay4HBIX, 00pa30BaTebHBIX 1 MEAUIIMHCKUX OPraHU3almii.

4. B coorBerctBun ¢ IlpaBunamu (opMHpoBaHMS NEpedHs MeIUIIMHCKHUX
U3JIEJIMH, CIELHAIU3UPOBAHHbIX IPOAYKTOB JIe4eGHOrO0 INMTaHHS, HEOOXOIUMBIX
AJI1  Ha3HaYeHHs MalWEHTy II0 MEJMIMHCKMM T[OKa3aHWsIM (MHAUBHIyalbHas
HEeTIEPEHOCHMOCTb, I10 JKU3HEHHBIM II0Ka3aHHSM) 1O PEIleHHI0 BpaueOHON KOMHUCCHH,
KOTOpoe (QUKCHpYeTCs B MEIMIHHCKOH HOKYMEHTALMH TAlMEHTa M IKypHAje
Bpa4eOHOX KOMMCCHH, B OIMCAHHM KOTOPBIX [IPH OCYLIECTBIEHHM 3aKyIOK
AJIsL TOCYNAPCTBEHHBIX U MYyHHLMIIANBHBIX HYX]| JOIYCKaeTcs yKa3aHHe Ha TOBApHBIiM
3HaK, YTBepXXICHHBIMH MMoOCTaHOBIeHMEM IlpaButensctBa Poccuiickoit ®demepanuu
ot 22 aBrycra 2023 r. Ne 1368, Komuccus:

a) OCYILECTBISIET PAcCMOTPEHHWE W OLEHKY 3asiBICHMH O BKJIIOUYEHHH BHIA
MEIUIMHCKOTO M3/eNust’ ¥ (WIIK) FPYIIIb CIIeHMATN3HPOBAHHBIX IPOLYKTOB JI€4eGHOro
[MTaHKA B NEpeYeHb (Aanee — 3asBIeHHE O BKIIOYEHHH) IMO0 06 UCKIIOYEHUH BUIA
MEIULMHCKOTO U3Je/IHs U (MIIN) Pyl ClIeNHaTN3UPOBAHHBIX HPOAYKTOB J€4e6GHOro
NUTaHUS U3 TIepedHs (majiee — 3asBleHHe 00 HCKIIOYEHMH) W 3aKIIOYEHHH [IaBHBIX
BHEIUTAaTHBIX  CHEUHAIHNCTOB  MuHHCTepcTBa 0  IlelecooOpasHOCTH  JIHOO
HeLleJIecOO0pasHOCTH BKIIOYEHHMSA BHIA MEMHMIMHCKOTO W3lenus u (AIM) TIPYIIIEI
CIEeLMAIM3UPOBAHHOIO MPOAYKTa JiedeOHOro NMTaHWS B TII€PEYeHh B CBS3U
C UX BO3MOXHBIM Ha3HaYE€HHEM [0 MEJMIMHCKUM TIIOKa3aHUAM (MHIMBHIYalbHasd
HETIEPEHOCUMOCTb, 110 XXM3HEHHBIM NT0Ka3aHUAM) (Iajlee — 3aKIFOYEHME);

0) NpUHHMMAET OIHO W3 CIeAYIOMIUX PEIICHHI:

0 BKJITFOYEHUH BUJa MEIUIIUHCKOTO U30enus U (WIH) IpyIIIBI
CNEeHATM3UPOBAHHBIX IPOAYKTOB JI€4€OHOTO MUTAHKS B II€PEUEHD;

O He BKIIOYCHAM BHAAa MEJULUMHCKOTO  H3Jenus u (MIH) TPYIIIBI
CIeUHATN3UPOBAHHEIX ITPOAYKTOB JIEYEOHOIO MUTAHHUA B [IEPEUEHB;

00  WCKIIOYEHMH  BHJA  MEAMUMHCKOrO  M3fenus M (MIM)  TpyImsl
CHeHaTM3UPOBAHHBIX IIPOAYKTOB JIedeOHOro IIUTAHUS U3 TIEPEYHS;

00 OTCYTCTBUM OCHOBaHHMM /I WMCKIIOYEHMS BHAA MEIUIIMHCKOTO W3/Ie/Hs
¥ (WIIM) CPYTINIBI CHIENMATH3MPOBAHHBIX IPOAYKTOB JIe4e6HOr0 MUATAHMSA U3 IePeyHs.

5. B cocraB Komuccunm BXoOMT He MeHee NSTHAAUATH YeJIOBEK, BKIIOYAS
OpeacenaTens, TPeX 3aMECTHTENed Mpelcearens, OTBETCTBEHHOrO —CeKpeTaps
1 wieHoB Komuccuu.

! [lpukas MuuucTepcTBa 31paBoOXpaHeHHss Poccuifckoit ®enepaunn oT 6 mons 2012 r. Ne 4u «O6 yTBepXACHHH
HOMEHKIIATYPHOH KIacCUUKaUMK MEMMUMHCKUX H3JENuit» (3aperncTpupoBaH MUHMCTEpPCTBOM IOCTHUMM PoccHifckoit
@enepaunn 9 moas 2012 r., peractpaiuonHsii Ne 24852) ¢ H3MEHEHHAMH, BHECEHHBIMH npukasaMH MuHHCTEpCTBA
31paBooxpaHenus Poccuiickoit ®enepauuu ot 25 ceHtabps 2014 r. Ne 557H (3apernctpuposan MUHHCTEPCTBOM KOCTHLMHA
Poccuiickoii ®enepaium 17 nexabps 2014 r., perucrpauronssiii Ne 35201) u ot 7 wmons 2020 r. Ne 686H
(3apeructpupoBan MunuctepctsoM loctuimn Poccniickoit ®enepaumu 10 aBrycra 2020 r., perucTpauoHHbIii Ne 59225).




6. Ilpencenarens Komuccuu (B ciiydae ero oTCyTCTBUS — OIMH M3 3aMecTUTeNei
npencenaresiss Komuccuu no nopyuenuto npencenatens Komuccun):

1) ocymecTBnseT obiiee pyKOBOACTBO M OpPraHHU3alMIO JeaTeabHocTH KoMuccnn;

2) onpenenset Aathl 3aceganuii Komuccuy;

3) yTBepkaeT HoBecTKy 3acefanus KoMmuccuu;

4) moxnMcHIBaeT NMPOTOKOJIbI 3aceanuii Komuccny;

5) npuHKMMaeT pellleHHMe O CO3JaHWH B cocTaBe KOMHCCHMM HOAKOMHCCHIA
(ipu HEOOXOTUMOCTH).

7. Unens Komuccun:

1) yuactByroT B 3acefanusx Komuccnu, B ToM 4uciie IUCTAHLMOHHO B PEXHMME
BUJICOKOHepeHIIH;

2) HanpaBNfAIOT OTBETCTBEHHOMY CEKpeTapi0 IPEMIOKEHHS II0 BOIPOCaM
opranusanuu pabotsl Komuccum.

8. OrtBeTcTBEeHHBIH cekpeTaps KoMuccnu ocyiecTsiser:

1) cbop noctynuBIIKX B MUHHCTEPCTBO 3asBICHMH O BKIIOYESHHH, 3aSBICHIH
00 UCKITIOYEeHUH, 3aKITIOYEHHU,;

2)  HampaBieHHE KOIMH 3asBJICHHS O BKIIOYEHHU B TeueHHe 3 paGounx gHeit
CO [HS €ro TMOJy4YeHHs NPOQUILHOMY TIJIABHOMY BHELITATHOMY CIELHAIUCTY
Munncrepcta 31paBooxpaHeHuss Poccumiickoit ®@epmepaliiii 10 COOTBETCTBYIOILEH
CNELMATIBHOCTH B LEJIAX MONYyYEHHUS 3aKIII0UeHUs (peKOMEeHAyeMblil o0pasel] IpUBeIeH
B IIPUJIOXKECHUH K HacTosmeMy [lonoxeHuro);

3)  mocne nmomydeHus 3aKIIOYEHHs B TeueHue 3 pabGodux OHel HalpapieHHe
€ro BMeCTe C 3asBJICHUEM O BKJIIOYEHHHU Ha paccMoTpenue KoMuccnu;

4)  HampaBieHHe 3asABNeHHs 00 MCKIIOYEHMH B TedyeHHe 3 paboumx gHei
CO JIHs €ro MOJy4eHus Ha paccMoTpenue Komuccuu;

5)  pacceuiky 4ieHaMm KoMuccHM T0KyMeHTOB, yKa3aHHBIX B HOANMYHKTAX 3 U 4
HACTOSAIIETO IYHKTA, BMECTE C IPHUIJAalleHHeM Ha 3acefanne KoOMHCCHM M ITOBECTKOM
He mo3aHee 4YeM 3a 2 pabouyMx IHA O Havyajla OoYepeAHoro 3acemaHus Komuccuu
B 3JIEKTPOHHOM BHJIE C UCTIOJb30BAHUEM CUCTEMBI MEXBEIOMCTBEHHOTO DJIEKTPOHHOIO
JAOKYMEHTO060pOTa. JOMONHUTENIBHO TOKYMEHTHI, YKa3aHHbIE B MOANYHKTaX 3 W 4
HACTOSILIETro IyHKTa, NpUITIAlleHHe Ha 3acefaHue Komuccun u moBecTka MOIyT OBITH
HaIpaBJIeHb] YIeHaM KOMUCCHH 110 3JIEKTPOHHOM IOYTe;

6)  BedeHWe, cOrNacoBaHHE M OOECNEYCHHE IOMMCAHHS POTOKOJIOB
3acenanuit Komuccnu;

7)  pasMemenne HHGOPMAILHMK O IPUHATHIX Ha 3acefaHny KOMUCCHH pelleH X
Ha oduuMuansHOM calite MuHHCTepcTBa 31paBooxpaHeHus Poccuiickoit ®enepanuu
B HHQOPMAaLMOHHO-TEICKOMMYHHKAIIHOHHON ceTn «VIHTepHeT» B Teuenue 3 pabGoumx
JHeH co AHs NpoBeeHus 3aceganus Komuccun;

8) yBelomieHME 3asBHUTENs B CPOK He MO3qHee 5 paboyux mHell co JHA
npoBefieHUs 3acefaHusi KOMHCCHM O NPHHATOM IO pe3yibTaraM pacCMOTPEHHMS




NOKYMEHTOB, YKa3aHHBIX B MOAMYHKTaX 3 W 4 HACTOAIIEro MyHKTa, pPEIIeHUH
Komuccuu;

9) momroToBKy ¢ YyYeroM NPHHATEIX Ha 3aceaHud KOMHCCHH  pelleHui
O BKJIIOYEHHM BHIA MEAULMHCKOTO M3AeNHsi W (WIM) TpyNIbl CHeUHaM3HMPOBAHHBIX
MPOAYKTOB JIeyeOHOrO NMHUTaHUs B TiepevueHb JH00 00 MCKIIOYEeHHH BHIA METUIIMHCKOTO
m3ienvss W (WIM) TpYMNIbl CIENUATN3HPOBAHHBIX IMPOAYKTOB JIEYeOHOTO IMTAHHS
13 [IEpevHs COOTBETCTBYIOLIEro rpoekTa akTa I IpaButensctBa Poccuiickoit ®@eneparyu.

10) unble QyHKuMM 1O mTopydeHHWIO mpexacenarenss Komuccuu, aubo nuiia,
HCTIOHSIONIETO €ro 00SA3aHHOCTH.

9. 3acemanuss Komuccuu npoBOASATCA MO Mepe MOCTYIUIEHHS 3adBlICHHIt
O BKJIOYEHHWH U (WIH) 3asBliCHHH 00 HCKIIOYEHUH BUIA MEIMIIMHCKOIO H3Jeus
U (WIK) TpYNIbl CENUATN3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAHHS M3 MEPEYHS
U He mnosgHee 3 pabouux JHEH cO JOHA MOJNyYeHHS IJOKYMEHTOB, YKa3aHHBIX
B [IOANMyHKTax 3 U 4 myHkTa 8 HacTtosero IlonoxeHus.

10. 3acenanuss Komuccuum MOTYyT MNpPOBOJUTECA OYHO HIM JUCTAHIIMOHHO
B pexXuMe BUIeOKOH(epEeHIINH.

3acenanne Kommuccuu sBisieTcss NMpaBOMOYHBIM, €CITM Ha HEM IPHUCYTCTBYIOT
HEe MEHee 4YeM JiBe TPEeTH OT oOIero 4ucnia 4ieHoB Komuccuu, mpu yCIIOBHH Y4acTHA
OT KaXIoro ¢efepaabHOr0 OpraHa HUCIOIHUTENBHON BJIACTH, YKA3aHHOTO B ITyHKTE 2
HacTosuiero IlonoxeHusi, He MeHee OJHOrO NpEeCTABHUTENA, SABJSAIOIErOCsS YJICHOM
Komuccun.

Unen Komuccum, oTcyTcTBOBaBIIMM Ha 3acemanuu Komwuccuu, BIpase
1o 3acezanus Komuccuu npeacTaBUTh CBOe MHEHHE IO PacCMaTPUBAEMOMY BOMPOCY
B IMCHMEHHOM BHJE, KOTOPOE MOAJIEKHUT 00S3aTeIbHOMY NPHOOIEHUIO K MPOTOKOIY
3aceqanuss Komuccun.

Komuccnst mpuHHMaeT pemeHus OTKPBITHIM TOJIOCOBaHHEM (KOJUIErHAIbHO
IPOCTEIM OONBIIMHCTBOM TOJNOCOB WieHOB KommuccHu, B TOM YHCIIE€ Y4aCTBYIOIIUX
B 3aC€JlaHUH AUCTAaHUUOHHO B peXHMMe BUACOKOHGMEPEHIIUH ).

Ilpy paBeHCTBE TONOCOB NPUHATHIM CUUTAETCS pEILIeHHe, 3a KOTOPOe
nporojiocoBain mnpejacenarens Komuccun mnm 3amectutens mpeacenatens KoMuccuu
(B oTcytcTBHE TIpeacenaTens Komuccun).

UYnen Komuccnu o6s13aH He mo3qHee 4eM 3a OfuH pabouMii JeHb 10 3aceaHus
KoMuccun uH3BeCTUTH OTBETCTBEHHOro cekperaps KoMHCCHMM O HEBO3MOXHOCTH
ero MpUCYTCTBUSA Ha 3acegaHun Komuccuu.

11. B xozae 3acenanus Komuccun BemeTcss MpOTOKOI, KOTOPHIM HOANHUCHIBAETCS
npejacenaresieM, 3aMECTHTENIIMH  IIPeAcefarelii M OTBETCTBEHHBIM CeKpeTapeM
Komuccun.

B cny4ae Hecornmacus ¢ NpHHATBIM Ha 3aceqaHnd KOMHCCHHM pellleHHeM diieH
Komuccun BIpaBe HM3JI0KAUTh B NHCBMEHHOH (opMe cBoe MHEHHE, KOTOPOe
npujiaraercs K npoTokoiy 3aceganusa Komuccun.




12. OpraHu3zallMOHHO-TEXHUUYECKOE obecriedeHne AesTeNbHOCTH KoMuccHu
OCyIHECTBIsIeTCS JlenapTaMeHTOM peryupoBaHus oOpalleHus JIEKAPCTBEHHBIX CPEACTB
A MEJUIMHCKHUX H3IeTHH.




[Tpunoxenue
K IlonoxxeHu1o 0 MeXBEIOMCTBEHHON
KOMHCCHH 110 (OPMHPOBAHUIO IIEPEYHS
MEJMIIMHCKMX HU3JeNIHNH,

CIIEIHATH3HPOBAHHBIX TPOIYKTOB
se4eOHOro NUTaHusA, HEOOXOMUMBIX IS
Ha3Ha4YEHMA MalUEHTY 10 METUILIMHCKIM

HOKa3aHUAM (MHIUBHIYyaJTbHAs
HENEPEHOCHMOCTbD, TI0 JKU3HEHHBIM
MOKa3aHMsAM) 110 PEIeHUIO BpaueOHOM
KOMMCCHH, KOTOpoe (PUKCHpYeTCs
B MEIUIIMHCKOH JTOKYMEHTALUH MalyeHTa
1 XypHajie BpadyeOHOH KOMHCCHUH,

B OITMCAHHMH KOTOPBIX IPH OCYIIECTBICHUN

3aKyIIOK JIIS FOCYAapCTBEHHBIX
U MyHHIUIATBHBIX HYXI JOMYCKaeTCs
yKa3aHHe Ha TOBapHbIit 3HaK

PexoMeHayeMbIit 0Opazen

3akawuenne
IVIABHOI'O BHEINTATHOTO CHelHaiicTa MUHHCTEPCTBA 3IpaBOOXpaHEHUS
Poccuiickoii @enepanuu o 1ej1ecoo0pa3HOCTH TH60 Hellesieco0OpasHOCTH BKIIOYEHH
BUIa MEIUIMHCKOTO M3AeNus 1 (MJIM) TPYNIIBI ClIENUATU3HPOBAaHHBIX IIPOJYKTOB
Ne4eOHOro MUTaHMA B TiepevyeHb MEIULMHCKUX U3ENHM, CTIENHaTH3UPOBAHHBIX
IPOAYKTOB JIeueOHOro NUTaHHs, HEOOXOJUMBIX JUId Ha3HAYEHHS MALHEHTY
10 MEAULIMHCKUM ITOKa3aHHAM (HHIWBHYyalbHas HEEPEeHOCUMOCTD, 10 )KU3HECHHBIM
NOKa3aHUAM) 110 PEIeH IO BpaueOHOH KOMICCHH, KOTOpOe PUKCUPYETCH
B MEAMIMHCKOM JOKyMEHTAIMH MalMeHTa U )KypHaie BpaueOHOH KOMUCCHH,
B OINHCAaHHM KOTOPBIX MPH OCYIECTBIEHUH 3aKyIIOK I FOCYAapCTBEHHBIX
¥ MYHHIMITATBHBIX HYXJ JOIMYCKaeTCs yKa3aHHe Ha TOBapHbIM 3HAK B CBA3U
C UX BO3MOYKHBIM Ha3HAY€HUEM 10 MEIULIMHCKUM IOKa3aHUAM (MHIWBUy AJIbHAS
HETIEPEHOCHMOCTS, T10 XKM3HEHHBIM I10Ka3aHMAM)

IIo pe3yjabpTaTaM pacCMOTPEHU 3asIBJICHUA O BKIIIFOYCHUH
_ (ykazamv  6ud’  meduyunckozo
u30enus u (W) 2pynny CReYUANUIUPOBAHHbLIX NPOOYKMOS ledebH020 NUMAHUA 6 NepeyeHb)

B nepeHuc€Hb MEAULIMHCKHUX I/I3JICJ'II/II‘/'I, CHCIIHAIN3HPOBAHHBIX TPOAYKTOB Je4eOHOoT0
IHATAaHHA, HeO6XOI[I/IMI>IX JJIA HasHAYCHHUA MAIMCHTY 110 MEJUIWHCKUM II0Ka3aHHUAM
(I/IHI[I/IBI/IIIyaJIBHaH HENICPEHOCUMOCTE, II0 XHU3HCHHBIM l'[OKa33HI/I$IM) 1o PpCIICHUO
Bpaqe6H01‘/‘1 KOMHCCHH, KOTOpOC (bHKCPIpyeTCSI B MG,I[PIIIPIHCKOIZ JOKYMEHTaIlUH

! [Ipukas MunucTepcTBa 31paBooxpanenns Poccuiickoit @enepaumyuu ot 6 mions 2012 r. Ne 4u «OG yTBepxaeHUH
HOMEHKJIATYpHOI KnaccHu(pHKal|y MeIUUMHCKMX H3euit» (3aperucTpupoBaH MHHHCTEPCTBOM IocTHUMH PoccHiickoii
denepauuu 9 mons 2012 r., perucTpauuoHHst Ne 24852) ¢ M3MEHEHHAMY, BHECEHHBIMH MpuKa3aMH MHHHCTEpCTBa
3paBooxpanenns Poccuiickoii @enepauyn ot 25 centsops 2014 r. Ne 557u (3apeructpupoBad MHHHCTEPCTBOM I0CTHIMH
Poccuiickoit ®enepamn 17 nekabps 2014 r., peructpauvonseiii Ne 35201) um or 7 moma 2020 r. Ne 686H
(3aperucTpuposan MunucTepCTBOM focTULMK Poccuiickoii ®enepauun 10 asrycra 2020 r., peructpauoHHsIH Ne 59225).




NalMeHTa U JXXypHalle Bpa4e€OHON KOMKCCHH, B OITMCAHUH KOTOPBIX IIPH OCYILECTBICHUH
3aKyNMOK IS TOCYAApCTBEHHBIX M MYyHHMUMNAIBHBIX HYXKI JOMYCKAeTCd YKa3aHHUE
Ha TOBAapHBIA 3HaK (Hanee — NepeueHs ), MOCTYMUBIIErO OT

(ykazamw 3as6umens)
coodmaro 0 Ieaecoo0pa3’HOCTH  (HelenecooOpa3sHocTH) BKIIOYEHHS ero (ux)
(ykaszame Heobxo0umoe)

B IIEpEYeHb.

Ilpepnaraercs BKIIOYUTH B IEpPEYEHb: (3anoansemci 6 Cryyae NPUHAMUS  peuieHus
0 Yenecoobpasnocmu EKII0UEHUs 6UOA MEOUYUHCKO20 U30eIUs U (UTU) ZDYNNbL CREYUATUSUDOBAHHIX
NpOOYKmMOs ne4ebH020 NUMAHUS 8 nepeyend)

Koz BH1a B HOMEHKIIATYpHOH KIIAaCCU(PHMKALIMH METULUHCKUX U3EHA
HanMeHoBaHue BUAa MeTUIIMHCKOTO M3EITHS

Konx MexxnyHaponHo# knaccuukanuu 6ose3Hei

['pynma cnenuanu3npoBaHHBIX TPOAYKTOB JIeue6GHOTO MATAHUS
Kox mexnyHaponHoii kinaccupuxamuu 6omesHeit

OG6ocHOBaHHE BO3MOXXHOCTH Ha3zHAYEHHUS NalMeHTY MEIUUUHCKOrO HU3IeNnus H(HIH)
CIELUATIM3UPOBAHHOTO MPOJAYKTa J1le4eOHOro MMUTaHH, OTHOCALLIETOCS
K COOTBETCTBYIOLIEMY BHAY MEIHMIUHCKOIO H3JEJHUs, IPyINIe CHeHATA3MPOBAHHBIX
IIPOAYKTOB JI€YeOHOrO0 IHMTAHMS, MO MEIUIMHCKUM IOKA3aHUIM (MHIUBUITyaTTbHAS
HETIePEeHOCUMOCTb, I10 )KM3HEHHBIM MOKa3aHHIM )

O6ocHoBanye Henenecoo6pasHOCTH BKJIIOYEHHS B TepedeHb (sanoamsemcs 6 ciywae
NPUHAMUS PEULEHUS O HeyeecO00PAZHOCIUY KIIOHEH U 6UOd MEOUYUHCKOZ0 U30eNUS U (UTU) pYynnbl
CREYUANUUPOBAHHO20 NPOOYKMA Nle4ebHO20 NUMAHUS 8 nepeyeHs)

THoonucw / /

Lama




