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O MNonoxeHun o MeXxxBeaoOMCTBEHHON
KOMUCCUM NO POPMUPOBAHUIO NEPEYHA
MeaULIMHCKUX u3aenuu

YBaxaemble konneru!

B pononHeHne K nucbMmy [denaptameHTa duHaHcoB KypraHckon obnacTtu
oT 21 ceHTabpsa 2023 roga UCX. 21-2461/23 «O6 yTBEpXAeHUM NpaBun hoOpMUPOBaHUS
nepeyHs mMeausgenunin, HeobxoanmbiX ANsi Ha3HaAYeHWs nauneHTy Mo MeAULUHCKUM
nokasaHuam» cooblyaem cneayoLlee.

Bo wucnonHenne nocTtaHoBnexwua [lpasutenbctBa Poccuiickon Penepaumu
ot 22 asrycta 2023 roga Ne 1368 «O6 yTeepxaeHuu [Mpasun popMrMpoBaHUA NepeyHs
MEAULMHCKUX WU3AENWUA, Cheuvanu3MpoBaHHbIX MNPOAYKTOB neyebHoro nutaHus,
HEOGXO,D,VIMI:IX and Ha3Ha4veHund naymneHTy no MeanUMHCKUM nokasaHusam
(MHaMBMAyanbHas HENepPeHOCMMOCTb, MO XW3HEHHbIM MOKa3aHWAM) MO PELUEHUIO
BpayebHOW KOMMUCCUM, KOTOpoe (hukcupyeTcs B MEAMLIMHCKON OOKYMEHTaUUU naumeHTa
N XypHane BpayeOHOM KOMWUCCUW, B ONUCAHMW KOTOPbLIX NPW OCYLLUECTBNEHWUN 3aKymnoK
AJi8 TOCYAApPCTBEHHbIX M MyHUUMNANbHbIX HYX OOMNYCKAETCHA yKasaHue Ha TOBapHbIN
3Hak» npukasom MuHucTepcTBOM 3apaBooxpaHeHus Poccuiickon  depepauun
oT 13 okTa6psa 2023 roga Ne 550H «O6 yTBepxaeHun MNonoXxeHus o MexseL0MCTBEHHOM
KOoMuUccum no QoOpMUPOBAHNIO NEPEYHA MEOULMHCKUX U3AENUA, Crneunann3npoBaHHbIX
NPOAYKTOB  feyebHOro nuTaHuda, HeoOXOoAWMbIX ANA  HasHaYyeHua  nauueHTy
No MeAUUMHCKUM MoKasaHuaMm (MHAVMBUAYanbHAA HEMepeHOCMMOCTb, MO XU3HEHHbIM
nokasaHusm) No peLleHno BpadebHon KoMUCCKK, KOTopoe OMKCUPYETCA B MEAVLIMHCKON
AOKYMEHTaUMN naumMeHTa 1 XypHane spadebHON KOMUCCUW, B ONUCaHWUWU KOTOPbIX Npw
OCYLLIECTBNEHUN 3aKYMNOK ANA roCyfapCTBEHHbIX U MyHULUMNANbHbIX HYXA fonyckaeTcs
yKasaHue Ha TOBapHbLIA 3HaK» YTBEPXAEeHbl npasuna paboTbl MeXBefoOMCTBEHHOW
Komuccun, kotopasa byaeT popMupoBaTh NepeyeHb MeguUUMHCKNX U3genuin n nevyebHoro
nUTaHWsa, HasHayaeMblX nauueHTam B WHAMBUAYaNbHOM nopsgke (fanee — npukas

Muxsgpasa Poccum Ne 550H).
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Mpukas MuHsapasa Poccumn Ne 5504 npegycmaTpuBaert:

1. CocTtas KoMuUccuu, BKMIOYaKOLWMIA NpeacTaBUTENei:

MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickoit degepauum;

MuHUcTEPCTBa NPOMBILLINEHHOCTU 1 ToproBnu Poccuiickon depepauuu;

®enepanbHOWU aHTUMOHONOMLHOW CIYXObl;

®efepanbHoO cnyx0bl Mo HaA3opy B chepe 34paBoOXpPaHEHUSA;

®epepanbHon cnyxObl No Haasopy B cdepe 3alWThl npas noTpebuteneil
n 6ﬂaFOHOﬂyHMH YEerioBeKa.

Komuccns MoXeT npusBnekaTtb K cBoel paGoTte npegcraBuTeneil  MHbIX
besiepasibHbIX OPraHoB UCMONHUTENBHOMN BNACTU U UCMOMHUTENbHbBIX OPraHOB CyOLEKTOR
Poccuiickoin  ®epepauumn B cdepe OxpaHbl 340POBbS, [MaBHbIX BHELUTATHBLIX
cneyunanuctoB MuHucTepcTBa 3apaBooxpaHeHus Poccuiickont depepauuu, rnaBHbIX
BHELUTaTHbIX crneunanucToB MuHuctepctsa 3apasooxpaHeHuss Poccuiickoin ®epepavumm
B dhedepanbHbIX OKpyrax W rfaBHbIX BHELUTATHbIX CNEeLuanucToB WMCNOMHUTENbHbIX
opraHoB cyobekToB Poccuiickon ®efepaumm B cepe oxpaHbl 300pOBbS, CNELManncToB
Hayu4HbIX, 0Opa3oBaTenbHbIX U MEAULMHCKMX OpraHn3auuii.

2. [NonHoMOYWSi YNIEHOB KOMUCCUK, MOPSIAOK MPUHATUS U OPOPMNEHUS PELLEHUI MO
pesyrnbTaTtam OUEHKWN 3anaBreHUi.

3. ®opmy 3aKMioYeHWUs [NaBHOrO BHewTaTHOro cneuuanucta MuHucTepcTBa

34paBooxpaHeHus Poccuiickoi depepayum o] LenecoobpasHoCcTU
UNn HeuenecoobpasHOCTU BKIKOYEHUA U3OEeNus Unu cneuvannavpoBaHHOro npoaykra
B NepeyeHb.

Kpome Toro, npukasom Munsgpasa Poccunm Ne 550H yTeBepwaeHa copma
3asB/IEHMA O BKIOYEHUW BWMAA MEAWULMHCKOro u3genuss u cneuuanvuampoBaHHbIX
NPOAYKTOB Ne4edHOro nNUTaHns B ykasaHHbI NepeyeHsb.

B uensx HeJonywWEHWA HapyleHUd HOPM 3aKOHOAATeNbCTBA O KOHTPAaKTHOW
cucteme B cepe  3aKynoK MNpocUM  yu4uTbiBaTb  [aHHyl  MHAOpMaLmio
W PyKOBOACTBOBaTLCA MPW MNOATOTOBKE W OCYLLECTBMEHUU 3aKYMOK, a Takke AOBECTU
AC cBeAeHWs MOABEAOMCTBEHHbLIX YyupexaeHWn (NpeanpusaTuid) npu  Hanuuum,
OCYLECTBNALWMNX  3aKynkm B cooTBeTCTBMM C  depgeparnbHbiM  3aKOHOM
ot 5 anpens 2013 roaa Ne 44-03 «O KOHTpaKTHOW cucTeMe B cdepe 3aKynok TOBapoOB,
paboT, ycnyr ana obecneyeHns rocyAapCTBEHHbIX Y MyHULMNANbHBIX HYXOY.

MNpunoxeHue: Ha 8 n. B 1 3K3.

WcnonHstowmin o6sa3aHHOCTU gupekTopa = 2
HenaptameHTta chuHaHcoB KypraHckoi obnactu | Kdzeenzz” AW, Tonowanos

baparosa TatbaHa HukonaeeHa
(3522) 42-93-84
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MHUHHCTEPCTBO 3JPABOOXPAHEHHWH
POCCHUCKOH ®EJIEPALUH

(Mumn3apas Poccun)

IIPHUKA3
/3 oxms Lro 2083 % __ 3B On

Mocksa

06 yreep:kaenuu Iooxenus 0 MeKBELOMCTBEHHON KOMUCCHH
10 (GOPMHPOBAHHIO NEPEYHA MeTHIHHCKHX H3JeJIMH, ClIeNHaIH3HPOBAHHBIX
NPOXYKTOB JIe4eOHOT0 MHTAHMSA, Heo0X0AMMBIX IS HA3HAYHHS NanHenTy
110 MEAHIHHCKHM NOKA3aHHAM (MH/IMBHIYAIbHAS HEIePEeHOCHMOCTD,

10 KH3HCHHBIM IIOKA3aHMSIM) I10 PeLIeHHI0 BpayeOHoi KoMuCCHH, KOTOpoOe
(HKCHpYeTCH B MeHUMHCKON JOKYMEHTAIAN NAIMEHTA 1 AKypHaJje
Bpa4e0HOH KOMHCCHH, B ONHCAHHHA KOTOPBIX HIPH OCYLUECTBIEHHH 3aKYNOK
AT TOCYAAPCTBEHHBIX H MyHHIMNAALHBIX HYX/ J0IYCKACTCA YKa3aHHe
Ha TOBAPHLIH 3HAK

B coorserctBHu ¢ myHkTOM 2 ITpaBui (GOpPMHPOBAHUSA MEPEUHS MEIUITUHCKHX
H3IENHH, CIeLHaTH3HPOBAHHBIX MPOAYKTOB JIEYEOHOrO NHMTAHUS, HEOBXOIUMBIX
AT HAa3HAYCHHA NAaUHEHTY @0 MEIHLMHCKUM TIIOKA3aHUSIM (MHIMBHIYaTbEHAS
HCNICPEHOCUMOCTB, IO JKU3HEHHBIM IOKa3aHUAM) TI0 PEIEHHIO BpadeGHOM KOMHCCHH,
KOTOpO€ (HUKCHPYETCH B MEIHLIUHCKOIL AOKYMEHTAllMM [AaLHMEHTa M JKypHaje
Bpa4eOHOH KOMHCCHHM, B OIHCAHHH KOTOPBIX = IIDH  OCYIIECTBICHHH 3aKyIIOK
AUTA TOCYNApCTBCHHBIX M MyHHUHMIIAIBHBIX HYXI JOIYCKAETCA yKa3aHHE Ha TOBApPHEIH
3HaK, YTBCPXKICHHBIX TIOCTaHOBIeHHeM IlpaBurenscTtea Poccuifckoii Deeparun
oT 22 aBrycta 2023 r. Ne 1368, np H kK a 3 BI B a 1o:

1. YrBepaure mnpuiaaraemoe Ilonoxenue o MEXBEJJOMCTBEHHOH KOMHCCHH
10 HOPMHPOBAHHIO NIEPEYHS MEUITHHCKHIX M3/ICNHH, CIIELHATU3HPOBAHHBIX IPOAYKTOB
Ne4eOHOro NHTaHHs, HEOOXOOMMBIX I HA3HAYEHHS NaUEeHTy NO MeIMIMHCKUM
NOKa3aHUAM (MHOUBHAYyaIbHASA HENEPCHOCUMOCTb, MO JKU3HEHHBIM IIOKA3aHHSM)
0 pEIICHUIO BPavYeOHOH KOMHCCHH, KOTOpOE uxcupyercss B MemuuHHCKOI
AOKyMCHTALIMH TNALHEHTa K XKYpHAle BpayeOHON KOMHCCHH, B OHCAHHH KOTOPBIX IpH
OCYIIECTBICHHH 3aKyIIOK JUIS TOCYNapPCTBEHHBIX M MYHHIUIATbHEIX HYXI JOIyCKaeTcs
yKa3aHH€e Ha TOBapHEIH 3HAK.

2. Hacrosmmii npukas Berymae
€ro O(HIUATEHOTO OIYOIHKOBAHHS.

B CHIIYy CO . JHA, CICAYIOIEro 3a [JHEM

Munuctp M.A. Mypamko



[Ipunoxenue
K npuKa3y MHHHCTepCTBa 31paBOOXpaHEeHUs
Poccuiickoit Menepanyn
ot « 74 » 2, / 2023 r. Ne 5401/

Ilon102keHHE 0 MEKBEIOMCTBEHHOH KOMHCCHH 110 ¢opmMupoBaHHIO Nepeyns
MEAHUHHCKHX H3/1eJIHH, ClIeLHAIH3HPOBAHHBIX NPOAYKTOB JIe4eGHOro NHTAHHSA,
He00X0AMMBIX /15 HA3HAYEHHUS NANHEHTY N0 MEAHIHHCKHM NMOKA3aAHHAM
(AHAHBHAYa/IbHAS HENEPEHOCHMOCTE, 0 KH3HCHHBIM NOKa3aHMAM) 10 pelleHHI0
Bpa4eOHOH KOMHCCHH, KOTOpOe (PUKCHPYeTesl B MEIHIHHCKO AOKYMEHTAUHH
NaUHEHTA U XKypHAJIe BPa4e0HOil KOMHCCHH, B ONIHCAHHH KOTOPbIX
TPH OCYLIECTBJICHHH 3aKyNOK AJISl FOCYAaPCTBEHHBIX H MyHHIHNAALHBIX HY XA
AOIYCKAETCH YKa3aHHE HA TOBAPHBI 3HaK

I. MexBenoMCcTBeHHAsA KOMHCCHS TIO (POPMHPOBAHHIO IEpEeYHs MEAULHHCKUX
M3JeIHH, CIeUHAIM3HPOBAHHBIX MNPOAYKTOB JIe4eGHOro MUTaHUS, HEeoOXOMMMBIX
AJIA Ha3Ha4YeHUA IMauMCHTY MO0 MEAHLHHCKHM IIOKa3aHHAM (PIH,IIHBHI[YBIIBHHH
HENIEPEHOCUMOCTD, O XH3HEHHBIM [OKa3aHHAM) MO pellleHHIo BpaueGHOH KoMHCcCHH,
KOTOpoe (HUKCHpyeTCss B MEIUIMHCKOM AOKYMEHTAllUH MalHMeHTa M JIKypHalle
BpayeOHOH KOMHCCHHM, B OIHMCAHHH KOTOPBIX TIPH OCYIIECTBJIEHHH 3aKyINoOK
AR TOCYNApCTBEHHBIX U MyHULMNAIBHBIX HYXJ[ JONYCKAeTCs yKa3aHHe Ha TOBAPHBIN
3HaK (manmee — Komuccnsa), cosmaetcs npu . MuHHCTEpCTBE  37paBOOXpaHEHHS
Poccuiickofi ®enepaunu u PYKOBOJICTBYETCS B CBOEH HeaTenbHocTH KoHCTHTYmueit
Poccuiickoit  @egepauun, HOpMamu MEXyHapOAHOrOo TpaBa, (eaepajbHLIMH
KOHCTHTYLIMOHHBIMH 3aKOHaMHy, (bE,[[epaJIBHBIMH 3aKOHaMH, aKTaMH HpCSH}.ICHTa
Poccuiickoit ®enepanyu u IlpaBurenncrsa Poccuiickoii ®Denepaiuu, BeJOMCTBEHHEIMU
HOPMaTHBHBIMH NMPaBOBbIMH aKTaMH, a TAKXKE HACTOALIAM [10JI0KeHHEM.

2. B coctaB  Kommccuu  Bxomsr hpenc*raamenn Munucrepcrsa
31paBooxpaHeHus: Poccuitckoit Menepauuu (nanee — Munucrepcteo), MunucrepcTsa
POMBIIIICHHOCTH ¥ ToproBnu  Poccuiickoii  ®enepauuny, DenepalbHOM
aHTHUMOHOMNONBHOH  ciyx6bl, ®DenepanbHoit cayxObl MO Ham3opy B coepe
31paBooXpaHenus, ®elepalbHOH CIyK OB 1[I0 Ham30py B chepe 3zawuTEl IIpaB
notpebureneii U 61aronoIy4ns Yenoseka.

3. Cocras Kommcenn onpenensietcs npukasoM Munncrepcrea. Komuccus
MOXET NpHBIICKATh K CBOeH paboTe mpe/icTaBHTeNell MHEIX (egepanbHBIX OpraHoB
HCIIONHUTENIGHOM BIACTH M MCHONHHTE/LHBIX opraHoB cy0wsekToB Poccuiickoii
Qenepauun B chepe OXpaHBI 3/0POBbS, TINABHEIX BHEINTATHEIX CINEeLHAIMCTOB
MunncrepcTBa 31paBooxpanenus Poccuiickoi Denepalyy, INaBHBIX BHEIITATHBIX
CIIEL{UAIIUCTOB MunucrepcTsa 3ApaBOOXpPaHEHUS Poccuiickoii Denepannun

B d)E,E[epaJILHBIX OKpyrax H TIJIaBHBIX BHEIITATHBIX CIICTHAIUCTOB HCIOJHHUTEIBHBIX
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opraHoB cybwsexToB Poccuiickoii Qeniepanun B cdepe oxpansl 310POBbS, CHEIHATHUCTOB
HaYYHBIX, 00pa30BaTeNbHBIX U MEAHLUHCKHX OpraHM3aLuif.

4. B coorBercTBUHH ¢ IlpaBunamu  dopmuposanus NEepeYHss MEIULHAHCKUX
U3/IeNINH, CNeUHATH3MPOBAHHBIX IIPOAYKTOB JIe4eOHOro NUTaHUA, HEOOXOTHUMEBIX
IJIA HAa3HaAyYeHUus naunen’ry II0 MCEOHIITMHCKHM IMOKa3aHUugaM (HH,I[HBH,I[)(&J‘IBH&H
HENIEPEHOCHMOCTD, 10 JKH3HEHHBIM NOKa3aHUAM) 1O peIleHHI0 BpauebHOi KOMMCCHH,
KOTOpoe (QUKCHPYETCS B MeIMIIUHCKOI AOKYMEHTallHM TaLHeHTa W KypHale
BPayeOHOH KOMHCCHM, B ONHCAHMH KOTOPBIX  IIDH  OCYILECTBNEHHM 3aKyIIOK
JUIL TOCYNapCTBEHHBIX ¥ MYHHIHIAIBHEIX HYX AOIYCKAeTCs yKazaHHE Ha TOBApHbIii
3HAK, YTBEPXKACHHBIMH MOCTaHOBNCHueM IlpaBuTenscTBa Poccuiickoli ®epepanuu
ot 22 asrycra 2023 r. Ne 1368, KoMuceus:

a) OCYIUECTBIACT pAacCMOTpeHHE H OLCHKY 3afBIICHMH O BKJIIOYEHHH BHa
MEAULIHHCKOr0 W3Memus' ¥ (WIM) IpymmE] CTICHATM3HPOBAHHEIX [IPOAYKTOB JICYeOHOTO
[IATaHWUs B NepedeHs (fajiee — 3asBlieHUE O BKIIOYEHUM) JIHOO 06 HCKIIOYeHHH BHa
MEIHLIMHCKOTO H3MeNus U (MITH) IpyIE] CIICOHAIN3NPOBAHHEIX MIPOAYKTOB JIEYeHHOro
IINTaHUA U3 MepeyHs (Hajee — 3asBiicHHE 06 HCKITIOYEHHH) U 3aKTIOYeHuH TJIaBHBIX
BHCIITATHBIX  CHEIMAIMCTOB Munucrepctea o uenecoobpasHocty  ubo
HELENeCO00Pa3sHOCTH BKJIFOYEHHs BHa MELUIMHCKOrO H3eNus M (WIH) TIpyNEl
CIEUHANTA3NPOBAHHOTO NPONYKTAa J1e4eGHOrO  I[IHTAHMS B IIepeYeHbE B CBA3M
¢ MX BOSMOXHEIM HAa3HaYEHHEM 10 MEIMLMHCKHM TOKA3aHHSM (MHOMBUYaNbHAS
HENIEPEHOCHMOCT, 110 JKU3HEHHBIM II0Ka3aHHsIM) (faTee — 3aKIIOYEeHHUE);

0) NpHHHUMAaeT OgHO U3 CIeAYIOINUX PEeIICHHIHA:

O  BKIOYCHMH  BMAA  MENHMUMHCKOTO  M3/e/IHs ¥ (WIH)  Tpymnmsl
CICIHATH3HPOBAaHHAIX IPOTYKTOB J1e4e6HOrO MHTAHKS B IIEpeyveHs;

O HE BKIIOYEHHH BHUJA MEIMUMHCKOTO W3Neldsi u (amM)  rpynmsl
CICIHATM3HPOBAHHBIX MIPOAYKTOB 1€4e6HOr0 MUTAHMS B nepeyeHs;

00  MCKmoYeHMH Buna MCIOHIMHCKOTO — M3#enus | (WiIH) TPYIIBI
CTIELHATH3HPOBAHHBIX POAYKTOB JIEYeOHOr0 TUTAHUS U3 nepeyHs;

00 OTCYTCTBMM OCHOBaHHIl NS HCKIFOYEHHS BUla MEIWUUHCKOTO W3JENHs
¥ (HJIH) PyIIbI CHCLHANTH3NPOBAHHBIX NIPOIYKTOB JIE4eGHOIO MUTAHKS M3 TepeqHs,

5. B cocraB Komuccnn Bxomur He MEHEe NATHAAUATH YeNIOBEK, BKIIOYas
Npeacenarend, Tpex 3aMecTHTeleit fIPCACE/ATeNs, OTBETCTBEHHOIO CeKpeTaps
Y yneHoB Komuccuu.

! Mpukas Munncrepcrea 3paBooxpaneHus Poccuiickoit ®enepaunu ot 6 mons 2012 r. Ne 4u «O6 ymsepxaennu
HOMCHKIIATYPHOH KIacCHOUKALMKN MeMUAHCKHX W3aeuiy (3aperucTpuposan MunucrepetsoM focTHuMK Poccuiickoii
®enepaumn 9 mona 2012 r., PETHCTPaUMOHHBIH No 24852) ¢ M3MeHeHMAMM, BHECEHHBIMH NpHKasaMd MuHHKCTEpCTRA
3paBooxpaHenua Poccuiickoii denepauun ot 25 ceHTA0pa 2014 r. Ne 557n (3apeructpupoan MuuncrepersoM ocTHMu
Poccutickoit ®epepaunn 17 Aekabps 2014 r., perucTpauroHHBIH Ne 35201) u or 7 wons 2020 r. Ne 686H
(3aperucTpupoBaH Munucrepctsom roctHImK Poccuiickoii Denepaunn 10 aBrycra 2020 T., PerMCTPalMOHHBIA Ne 59225),
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6. Ilpexacenatens Komuccun (B cyuae ero oTCyTCTBHS — OJWH U3 3aMeCTHTeNeH
npencenarens Komucennu no nopyuenmro npencenarens Komuccun):

1) ocymecrenser o6mee PYKOBOJZICTBO M OPraHH3aLHIO NeATETEHOCTH Komuccun;

2) onpenensier nathi 3acenanmii Komuccny;

3) yTBepKmaeT noBecTKy 3acenanus Komuccuu;

4) MOANVCEIBAET POTOKOJIBI 3aCE AR Komuccuy;

5) IpHHHMaeT pelnenue o CO3Manud B coctaBe Komuccuum mogxomuccuii
(mpu HeobxomMMOCTH).

7. UYnenst Komuccun:

1) y4acTByioT B 3acenanmsx Komucenn, B ToM uncne muerannmonno s pexume
BUJICOKOH(DEPEHLIHH;

2) HanpamnsoT OTBETCTBCHHOMY CEKpETaplo IIPeMNIOKEHHS 110 BOIIpoCcam
opranu3anuu paboter Komuccuu.

8. Or1BercTBeHHBI cexperaps Komuccuu ocymecrsiger:

1) cbop nocrynusimx B Munucreperso 3agBnenuii o BKJIIOYEHHUH, 3aBJIEHHI
00 ucKroYeHuy, 3aKJIFOYEHHIH;

2)  HampaBlieHMe KOIHMH 3asBIEHUS O BKIIIOYCHHH B TeueHHe 3 paGouux aueii
CO IHA ero mony4eHHs NPOGUILHOMY [IaBHOMY BHEIUTaTHOMY CHELMAHCTY
MuHnucrepcerpa 3ApaBoOXpaHeHuss Poccwuiickoii Qenepauun o COOTBETCTBYIOLIIEH
CHCLHAIBHOCTH B LEJISAX MOJNYYEHUS 3aKTI0OYeHIs (pexoMeHnayeMbrit obpaser npuBeneH
B IIpUIIOKEHNH K HacTosweMy ITonoxenuio);

3)  mocne monydeHus 3aKTIOYEHHS B TeUeHHe 3 paboumx AHel HanpasieHHe
€T0 BMECTE C 3asBJICHHEM O BKJTIOYEHHH Ha paccmotpenne Komuccenn;

4)  HampaBneHue 3asBneHHs 06 HCKIIIOYCHHH B TeyeHHe 3 paboumx nmeif
CO [IHA €To MOMYYEHHS Ha PACCMOTpPEHHE Komuccuu;

5)  pacchuiky wieHam Komuccuu AIOKYMEHTOB, yKa3aHHBIX B MOANYHKTaX 3 U 4
HACTOALIEro IMyHKTa, BMECTE ¢ NpHIVALIEHHeM Ha 3aceiaHie Komuccnu u nosecrkoii
HE Io3nHee 4eM 3a 2 pabo4MX IHS 10 Hayaia O4YepenHoro 3acemanus Komuccuu
B 3JIEKTPOHHOM BHJI€ C MCIIOJIb30BAHHEM CHCTEMEI MEKBELOMCTBEHHOIO 3JIEKTPOHHOIO
AOKyMeHTOOOOpoTa. JlononHUTebHO AOKYMCHTBI, yKa3aHHbIE B IOANYHKTax 3 u 4
HACTOSMIIEro MyHKTa, NMPHITIAIeHHe Ha 3acefande KoMuccHn u IIOBECTKA MOTYT OBITE
HalPaBJICHBI 1/IEHaAM KOMHCCHH I10 3JIeKTPOHHOI noyre;

6)  BemeHue, cornacosamme u obecriedeHre mogmUcaHus IIPOTOKOJIOB
3acenanuii Komuccuu;

7)  pasmemeHue MH)OpMALIMK O IPUHSTEIX Ha 3acenannu Komuccun permenusx
Ha OQHLHMaTBHOM caiiTe Mumnncrepcrsa 3NpaBooxpaHeHus Poccuiickoii Denepanuu
B HH(OPMAaIMOHHO-TeTeKOMMYHUKAIHOHHOH cetH «MHTepHeT» B Teuyenue 3 pabouux
AHEH CO IHA NPOBEACHHS 3aCCIaHHUS Komuccuy;

8) yBemomnenue sasurens s CPOK HE nosnnee 5 paboyux aHeir co jms
TMpOBCAcHNsA 3aceqanus Kommccun o npumsToM o pe3ynbTataM paccMOTpeHus
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/IOKYMCHTOB, YKa3aHHBIX B TONMYHKTaXx 3 H 4 Hacrosmero NyHKTa, pelIeHHH
KoMuccuu;

9) momrotoBky ¢ yuerom TNPUBATEIX Ha 3acenanmm Komuccuu permenmii
O BKIIOYEHHM BHMIA MEIULMHCKOTO H3enus W (win) TPYNIIBl  CHELHATH3HPOBAHHBIX
TIPOAYKTOB JIEYCOHOr0 MUTAHUA B IEpedeHt JTHO0 06 HCKITFOYCHHH BH/IA MEMIIMHCKOrO
W3l M (WIM) TPYNNE!  CICHHATH3HPOBAHHBIX TMPOTYKTOB  JIeYeOHOTO MHTaHMs
13 TIEPEYHA COOTBETCTBYIOLUETO NpoekTa axta IIpaBuTenscTsa Poccuiickoit ®eneparun.

10) mmpe dynkumm no mopywemmio mpencenarens Komucenu, mi6o numa,
HCTIONTHAIOLIETO ero 0013aHHOCTH. -

9. 3acemanus Komuccuu TIPOBOZATCS MO MeEpe IOCTYIJICHHS 3asBiICHHI
O BKIIOYEHHH W (WIM) 3asBNEHHH 06 HCKIIOYeHMM BHJa MEIULUHCKOIO M3eus
M (M/IM) IPYNIBI CHELMATH3HPOBAHHEIX NPONYKTOB JIe4€0HOTO MHTaHHS M3 IepeyHs
M He mosgHee 3 paboumx gHeH co aHS NIOTYY€HUA NOKYMEHTOB, YKa3aHHEIX
B IIOATIYHKTax 3 u 4 myHkTa 8 HacTosmero ITo1oKeHus..

10. 3acepanus Komuccuu MOTYT NPOBOAUTBECA OYHO MM AUCTAHLIMOHHO
B peXHMe BHIEOKOH(pepeHum.

3acenanne KoMuccuu ssisercs NMPaBOMOHBIM, €CNH Ha HEM MNpPHUCYTCTBYIOT
HEC MEHEE 4YeM JIBe TPETH OT OOIIEro YHC/iIa YWICHOB Komuccuu, npu ycnosun yuacrus
OT KaXZ0ro (eepanbHOro OpraHa HCIONHHTEIBHOM BJIaCTH, YKa3aHHOTO B IyHKTE 2
HacTosimero IlonoxeHus, He MeHee ommoro NPENCTaBHTENS, ABIAIOLIErOCS YIEHOM
Komuccuu,

Unen Komuccun, OTCYTCTBOBAaBIIMH Ha 3acelaHuU Komuccuu, BIIpaBe
o 3acenanus Komuccun npencrasuts cBoe MHeHHe Mo paccmaTpuBaeMoMy Bompocy
B MIMCBEMEHHOM BH[E, KOTOPOE MOMJIEKUT o0s13aTeNLHOMY NPHOOIUEHHIO K IIPOTOKOJIY
3acenanus Komuccuu, '

Komucecnst npunumaer pemenus OTKPBITBIM TOJIOCOBaHMEM (KOJJIErHAIBHO
IPOCTBIM OONBIIMHCTBOM T'OJOCOB WIEHOB Komucenn, B ToM wncne YYacCTBYIOLMX
B 3aC€NlaHNy TUCTAHUMOHHO B PEXHME BHIECOKOH(EPEHIIHH).

Ilpu paBenctse romocos TMPUHATBIM ~ CYMTACTCA pElIEHHe, 3a KOTOpOe
Tiporonocosan npeaceparens Komuccun wnm 3amectarens npeacenarens Komuccuu
(B oTCyTCTBHE NpeacenaTens Komuccun).

Ynen Komuccuu o6s3an me TO3/1Hee eM 3a oauH paboumii JeHb 10 3acenaHus
Komuceun wsBectuts orBercTBeHHOrO cekpetaps KoMHCCHM 0 HEBO3MOXHOCTH
€ro NpUCYTCTBHS Ha 3aceqaHuu Komuccuu.

11. B xoge 3acenanus Komuccun BEIETCA MPOTOKOJI, KOTOPLIH MOAIKCHIBACTCS
pelceiaTeneM, 3aMECTHTE/IAMHM TpeiCefaTeNli M  OTBETCTBEHHBIM ceKpeTapeM
Komuccun.

B ciyqae Hecormacus ¢ NMpUHATBIM Ha 3acenaHnuu Komuccun pemenviem wien
Komuccun Brnpase wusnoxuts B nuchmenHod Gopme cBoe MHenme, KOTOpoe
IIpAnaraeTcs K IpoToKoNy 3acenanus KoMuccuuy.



12, Opranmsannonso-rexanyeckoe obecnieyenre nesTenpHOCTH Komuccun

ocymecTBisercs JlenapraMentom PErynupoBaHus o6p

AlICHHUSA JIEKAPCTBEHHEIX cpeacrts
H MeIUUHHCKHX H3ICTHIH.



IIpunoxenne
x ITonoxenuio o Mexse0McTBEHHOI
KOMHCCHH 110 (JOPMHUPOBAHHIO MepeyHs
MEUIMHCKHX U3JEIIHH,
CIIeHAH3HPOBAHHLIX IPOAYKTOB
1e4e¢OHOr0 MHTAHKA, HEOOXOIUMBIX A
Ha3sHA4YCHHA MalMEHTY [0 METUIIMHCKUM
NOKa3aHWAM (MHIMBUILYaIbHAsN
HENICPCHOCHMOCTD, 10 JKU3HCHHBIM
ITOKa3aHHUsAM) [0 PELCHMIO BpauebHOit
KOMHCCHH, KOTOpOe (PHKCHPYETCH
B MEJMLHHCKOH JOKYMEHTAHH MalHeHTa
4 )KypHaJe BpaueOHOH KOMHCCHH,
B OIIHCAHHM KOTOPBIX NPH OCYIIECTBIEHHH
3aKYIIOK JJIsl FTOCYAapCTBEHHBIX
H MYHHMIMIAJIBHBIX HYX]{ JOMYCKAETCs
yKa3aHHWe Ha TOBAPHBIN 3HAK

PexomeHmyemsiii 06pazen

3aknmouenne
TJIaBHOTO BHEIUTATHOTO crielaiicTa MUHKMCTEpCTBA 3ApaBOOXpaHEHHS
Poccuiickoit ®enepanuu o 1enecoodpasHocTH 6o Helenecoo0pa3HOCTH BKIIOYEHHS
BHJIa METHIMHCKOT'0 H3/CMHsl ¥ (MIIK) IPYNIbI CIEHHATH3HPOBAHHEIX [IPOLYKTOB
JIe4e0HOro MUTaHUs B IEPEUEHB MEAULIMHCKIAX M3/ENHif, CTICIIHATH3HPOBAHHEIX
NPOAYKTOB JIe4eOHOro NMTaHKs, HEOOXOIUMBIX JUIS Ha3HAYEHHs ALHEHTY
110 MEAMLMHCKHM NOKa3aHMAM (MHIMBHIyallbHAsl HEMEPEHOCHMOCTE, I10 )XU3HEHHBIM
TNOKa3aHUsM) 110 PELEHHIO BpaueGHOH KOMHUCCHH, KOTOpOe QUKCHpYeETCS
B MEAHLMHCKOH JOKYMEHTAIMHM NalMeHTAa U )XypHaJle BpaueGHOM KOMUCCHH,
B OIIMCaHMH KOTOPBIX IMPU OCYIIECTBIEHHH 3aKYIOK JUIS FOCYAAaPCTBEHHBIX
M MyHULMIIAIBHBIX HYX/I JIONYCKAeTCs yKa3aHHe Ha TOBapHLIH 3HAK B CBA3U
C HX BO3MOXXHBIM Ha3HAYEHHEM I10 MEJIUMIMHCKUM MTOKa3aHUAM (MHIHBHIYIEHAS
HeNePeHOCHUMOCTD, I10 )KHU3HEHHBIM IOKa3aHHsIM )

ITo pe3ynpTaTam pacCMOTPEHHS 3aiBJICHUA O BKIIOYEHUH
. (ykasamv  6ud’  meouyunckozo
us0enus u (Wiu) epynny CReYUuanusupo6antbix npooyKmoe 1e4ebHO20 RUMAHUA 6 nepeyens)

B MEpeieHb MENMLUHHCKMX H3JEeJIMH, CICLHATU3UPOBAHHBIX IPOAYKTOB Je4eOHOTro
MHTaHUs, HEOOXONUMBIX s Ha3HAYEHWs MALMEHTY 110 MEOMIMHCKHM IIOKa3aHHSIM
(MHAMBUIYalbHAs HENEPEHOCHMOCTh, IO JKH3HEHHBIM IIOKA3aHHAM) M0 pelIeHHIO
Bpa4yeOHOH KOMHCCHH, KOTOpoe (HKCHpyeTci B MEIMIMHCKOM JOKYMEHTALHH

! Ipukas MunncrepcTsa 31paBooxpanenus Poccuiickoit exepauuu ot 6 wmous 2012 r. Ne 4u «06 YTBEPAKACHAH
HOMEHK/IATYPHOH KIaCCHHKAUHKH MEIHUMHCKHX M3ienuit» (3aperncTpupoBad MHHMCTEPCTBOM ocTHUMH PoccHifckoit
Genepamyn 9 mons 2012 r., peructpaumonHsiit Ne 24852) ¢ W3MeHEHHAMY, BHECEHHBIMH TpHKa3aMH MHHHCTEpCTBa
sapaBooxpanenns Poccuiickoli @enepauyu ot 25 centabpa 2014 r. Ne 557u (3aperucTpupoBa MMHHCTEPCTBOM IOCTHIHH
Poccuiickoit ®enepaunn 17 nexabpa 2014 r., peructpaumonssii Ne 35201) u or 7 wmions 2020 r. Ne 686u

F p—— mnomanan Munusrmancronus ineruimn Paccuticvnii Menenanuu 10 aarvera 2070 r nerucTnanunuanis No §97295)



MallMeHTa U XypHaile BpaueGHOi KOMHUCCHH, B OIHCAHUH KOTOPBIX IIPH OCYILECTBIEHUH

3aKyNOK UL rOCYNapCTBEHHBIX M MyHHMUMIATBHBIX HYX] NOITyCKaeTcsl yKazaHue
Ha TOBAPHBIM 3HAK (Jajee — NepeueHs), MOCTYIHBLICTO OT

(vkasame 3aseumens)
coobmaro o uenecoobpasHOCTH (HelenecoobpasHOCTH) BKIFOYEHMS ero (ux)

(ykazamo neobxooumoe)

B [I€peYeHb.

HpCJJUIal"aeTCH BKIIIOYHTE B IICPEYCHB. (3anonnsemcs & Ciywae npuuamus pewenus
0 YenecooOpAIHOCMu BKNOYEHUS BUOA MEOUYUHCKO20 U30eUs U (unu) epynnor CHeYUAnU3UPOBAHHbIX
npooykmos neweGHo20 NUMAHUs 6 nepeyenn) '

Kon Buna B HoMeHk1aTy pHOI KJIACCHOUKALHNY MEAUIMHCKHX H3HETHI
HaumeHoBaHue BUIa MEAULHHCKOIO M3 Ie 1S
Kon mexzaynaponuoii knaccudukanuu GonesHeit

I'pynna cnenuanimsupoBaHHBIX MPOAYKTOB Ne4e6HOr0 MUTAHUS
Kon mexnynapontoi knaccuduxaryu 6onesneit

OGocHoBaHHE BO3MOKHOCTH Ha3HAYCHHS [IALMEHTY MEeJULHHCKOro M3nenus u(umm)
CITEIIHATTH3HPOBAHHOT O IIPOAYKTa JieyeOHOoro MMHTaHHA, OTHOCALLErocs
K COOTBCTCTBYEOIIIeMy BHAY MCIOHUILIMHCKOI'O H3IEITHA, rpyi1ime CHCHH&HHSHPOB&HHBIX
NPOAYKTOB JIEYEOHOTO IHUTAHMA, MO MEIHUMHCKUM TOKA3AHHAM (MHIUBUAYabHAas
HENEPEHOCHMOCTB, I10 KU3HEHHBIM NIOKa3aHUAM)

O6ocHoBanue Heuenecooﬁpa?.Hocm BKJIIOYCHHUSA B II€PEYCHb (3anonnsemcs & ciayuae

NPUHAMUS EWERUA O HeyenecoobpasHOCMU 6KII0YeHUs 6U0a MEOUYUHCKO20 u3denus u (unu) epynnu
CREYUanusuposanto2o npooykma newebHo20 numanus 6 nepeyens)
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