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MOCKBA

006 yrBep:xkaennu IllpaBua popmupoBanus nepeuns
CIelHATH3HPOBAHHBIX NPOAYKTOB JieueOHOIro MUTAHUSA
AJIA JeTeli-HHBAJIHAOB

B COOTBeTCTBHM C dacThio 2 crated 6° (DeepaibHOr0 3aKoHa
"O rocynapctBeHHo couuanbHod mniomowmu" IlpaButensctBo Poccuiickoit
QenepalMM IO CTAHOBJAHAET

1. YrBepauts mpunaraeMeie  [IpaBuna  ¢dopMupoBaHHS — NEpeyHs
CITEUATU3UPOBAaHHBIX MTPOLYKTOB JIEUEOHOTO MUTAHUS JIJIs AeTeii-UHBAIUIOB.

2. MuHucTepcTBY 3apaBooxpanenus Poccuiickoit denepanyuu:

YTBEpAUTh MOJIOKEHHWE O KOMHUCCMM MHHHCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoii ®enepannu no (GOpMHPOBaHUIO TIEpEdHs CHEIHAIN3UPOBAHHBIX
IIPOAYKTOB JIeYeOHOrO MHUTAaHUS U NETeH-WHBAIMIOB M COCTaB yKa3aHHOH
KOMHUCCHH;

JaBaTh pa3bsSCHEHUs O mopsAnke npumeHeHus [IpaBui, yTBepKIEHHBIX
HACTOSIIIMM MOCTAHOBIICHHEM.

3. YcranoButs, yto B 2015 romy mnpemnoxeHus mo (HOPMHPOBAHHUIO
NepevHsl ClelHaTU3UPOBAHHBIX MPOAYKTOB JIEUEOHOr0 MUTAHUS Ui JeTei-
WHBAJIWJOB HAIPaBIAOTCI B MUHMCTEPCTBO 3ApaBooxpaHeHHs Poccuiickon
Qenepanii B TOpAnKe, MpexycMoTpeHHoM lIpaBuinamu, yTBep)KIE€HHBIMHU
HACTOSIIIUM ITOCTaHOBJIeHHEM, 110 15 mas 2015 r.

IIpencenarens [IpaBute

Poccutickoiit ®enepa H.Mensenes
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YTBEPX/JEHDbI

nocra”oieHueM lIpaButenscTBa
Poccuniickoit @enepaunu
ot 9 anpens 2015 r. Ne 333

IHIPABHUJIA

(¢opMupoBaHus NepeyHs CNieNHATH3HPOBAHHBIX NPOAYKTOB
JIe4eOHOro NMTAHUA 1JiA AeTeli-HHBAJIHAOB

1. Hactosmue IlpaBuna ycTaHaBIWBAalOT MOPSANOK (OPMHUPOBAHUS
NepeqHs CIeUaIu3UpPOBAaHHBIX MPOAYKTOB JedeOHOTO MHUTAHHUS IJIs OeTel-
WHBAJIUAOB, KOTOPHIMU OHH 00€CTIEUNBalOTCS B COOTBETCTBHU CO CTaHAAapTaMH
MEJUIIMHCKOM MOMOIIM B paMKax MOJy4YeHHS T'OCyAapCTBEHHOW COIMAIIBHON
NMOMOIM B BHAe Habopa COMHANBHBIX YCIYyr (maiee - COOTBETCTBEHHO
CIeUANIU3UPOBaHHbIE IPOAYKTHI, IEPEUYEHb).

2. IlepeveHp hopMHpYyeTCS C YIETOM CTaHIAPTOB METUIIMHCKOMN MOMOILN
U KIMHUYECKUX peKOMeHAalui (IIPOTOKOJIOB JIEUeHHsI) 10 BOIIPOCaM OKa3aHHs
MEJUIMHCKON IOMOHIM W3 CHEelHalM3MpPOBAaHHBIX MPOXYKTOB, OTBEYAOIIMX
CJIEAYIOILUM KPUTEPUSIM:

a) CIeLMATN3APOBAaHHbIA  MPOMYKT JOJDKEH TPOUTH  Mpolenypy
roCyJapCTBEHHON perucTpallid B MOpSJKe, YCTAHOBJIEHHOM TEXHUYECKUM
pernamenToM TamoxxeHHOTO coro3a "O 6e30nacHOCTH NUILEBOH MPOLYKIHU";

0) cnequanu3poOBaHHbIl  MPOAYKT  TPHMEHSETCS B KadecTBe
JIMETHYECKOro Je4eOHOro NMUTAaHUSA IPH JICYCHHH AeTeH-UHBAIHAOB, OOJBHBIX
opbaHHBIMM  3a00NeBaHUAMH -  (CHWIKETOHypHeW,  rajakTO3eMHeH,
TUPO3UHEMHUEH, FOMOLIUCTHHYpPUEH,  TIJIOTapUKalUIypHei, 60JIe3HBI0
"KJIEHOBOro CcHpomna", H30BaJIepHaHOBON anujieMueld, METHIMaJIOHOBOH
aquAeMHel, IPONHOHOBOM auuieMuei, HapylleHUsIMH OOMeHa JKUPHBIX
KHCIIOT, a TaKXe OOJBHBIX IeJIHaKuel, MyKOBHUCIHUIO30M, THCTHAUHEMHUEN
(namee - neTU-UHBAJIUIBI);

B) CHELMAIN3UPOBAHHBIA TMPOAYKT HMMEET KIMHHKO-3KOHOMHYECKOE
MPEeUMYIIEeCTBO IO CpPaBHEHUIO ¢ JPYTUMH  CIECHHATU3UPOBAHHBIMH
MPOAYyKTaMH, UCIIONB3YEMBIMU B Ka4eCTBE NUETHUECKOTO JICUeOHOTO MUTAHUS
MM JICUEHUH JeTei-UHBaIUIOB.
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3. Cneuvanu3upoBaHHbIE TIPOAYKTHI MOJIEKAT UCKIIOUEHUIO U3 NEPEeUHS
B CJIEIYIOLIUX CIy4asiX:

a) BKIIOUEHUE B TMEpeuYeHbh albTePHATUBHBIX CIECIUAIN3IUPOBAHHEBIX
IIPOJTyKTOB, obnanaroimmx JI0Ka3aHHBIMU KJIIMHUKO-3KOHOMHYECKHMH
IPEeUMYIIeCTBAMHU, KOTOpPBIE MCIIONB3YIOTCS B KadecTBE JAUETUYECKOIO
Je4eOHOro NUTaHUA IPH JICYEHUU 1ETEN-UHBAIIU/IOB,;

0) mpekpaleHue rocyJapCTBEHHON perucTpanuu Clelualiu3upOBaHHOTO
MIPOJIyKTa Ha TEPPUTOPUU FOCYIapCTB - YIEHOB EBpasuiickoro 3KOHOMHUYECKOTO
COI03a;

B) MpeKpallieHue IMPOU3BOMCTBA (M3COTOBJIEHHUS) CHEIMATU3UPOBAHHOTO
nponykra nmubo ero mocraBok B Poccuiickyro Deneparyiro u (Wiu) oTCYTCTBUE
CIIelMAIM3UPOBAHHOrO IIPOAYKTa B TIpaxpaanckoM obopore B Poccuiickoit
®enepauniy B T€YEHUE NEPHO/A, IPEBBIMLAIOIIET0 OJAUH KaleHAapHbIA roA.

4. TlepeueHb popMUpPYETCS €XKETr0JIHO.

5. ®opmupoBanue Iepedns OCYILIECTBJISAETCS o0pazoBaHHOMN
MuHucTepcTBOM 3/ipaBooxpaHeHus Poccuiickoit ®enepauru KOMHCCHEH IO
bopMUpOBaHUIO IEpeyHs (fanee - KOMUCCHS).

6. OpraHu3alMoOHHO-TEXHIYEeCKoe 00ecrieueHre AeSITeNbHOCTH KOMUCCUT
ocyirecTBisgeT MUHHCTEPCTBO 3apaBooxpanenus Poccuiickoit @enepanuu.

7.B cocraB KOMHMCCHHM BXOIAT IIpeAcTtaBuTenu MuHUCTEpCTBa
3npaBooxpaHeHuss Poccuiickoit  ®enepanun, MuHHCTepcTBa (UHAHCOB
Poccutickoit ®Penepanmu, MunHCTEpcTBa TpyAa H COLMAIBHON 3alllUTHI
Poccuiickoit ®epepauun, MunHucTepcTBA NPOMBIIUIEHHOCTH ¥ TOPrOBIU
Poccuiickoit ®enepanum, OenepansHoit ciry>xObI 110 HAA30pY B cdepe 3alUThI
npaB IoTpebuteneid u Onaromomydus uenoBeka, DenepanbHOro MeIUKO-
OMONOTUYECKOro areHTcTBa, PenepanbHOro areHTCTBAa Hay4YHBIX OpraHU3alui,
WHBIX (enepaJbHBIX OpPraHoB HMCITOJHUTENBHON BIacTH, QenepaibHBIX
rOCYJJapCTBEHHBIX 00pa30BaTeNbHBIX OpraHM3alyil BBICIIErO0 MEIHUIMHCKOTO
oOpa3oBaHus, ¢eaepalbHblX TOCYJapCTBEHHBIX MEIUIWHCKUAX HAy4YHBIX
opraHuzanui, a TaKke OOIIeCTBEeHHBIX OOBEAMHEHU, OCYIIECTBISIOIINX
JIEITENBHOCTh B cdepe OXpaHbl 3/I0pPOBBs, OOpallleHus Chelualu3upOBaHHbIX
MIPOJAYKTOB U 3aIlIUTHI IIpaB JIeTei-NHBAIUIOB.

Ha 3acenanus KOMUCCHUU MOTYT OBITh NPUIIIAIIECHB] IIPEACTABUTENN UHBIX
dbenepalbHBIX OPraHOB UCIIOJHUTEIHLHOMN BIACTH.

8. 3acenaHusi KOMMCCHUH TPaHCIUPYHOTCS Ha OQUIUaIbHOM CcalTe
MuHucTtepcTBa 3paBooxpaneHus Poccuiickoit @enepanu B HHGOPMALMOHHO-
TeJeKOMMYHUKAITMOHHOM ceTn "MHTepHeT" (Hanee - oduIManbHEI CaliT B CeTH
"UnaTepuet").
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9. CyOBexThl 00palieHus CHelUalU3HpOBaHHBIX MHPOAYKTOB M (UJIH)
OOIIleCTBEHHBlE OOBEOUHEHMS, yKa3zaHHble B INyHKTe 7 HacTosummx IlpaBun
(mamee - 3aABUTENH), HANpaBIsIOT B MUHUCTEPCTBO 3APaBOOXPAaHEHUS
Poccuiickoit ®denepanuu exerogHo, He mnosgHee 31 mapra (BKIIIOUMTENBHO),
Ha OyMa)XHOM HOCHUTENIE U B 3JIEKTPOHHOM BHUIE CJIeAYIOUIUE NPEeJIOKEHUs C
IIPUIIOKEHUEM K HUM COOTBETCTBYIOIIMX IOKYMEHTOB M CBEJICHUI:

a) IpeaJoXeHUe O BKIIOYEHUU CIEIUAIN3UPOBAHHOTO IPOAYKTa B
riepedeHb 1o GopMe COTIacHO NPHIIOXeHHIo No 1;

0) npe/uloxkeHne 00 HCKIFOYEHUM CIEHUAIU3UPOBAHHOIO IPOIyKTa M3
TIepeyHs [0 (popMe COINIacHO NMPUIIOXKeHHIo No 2.

10. IIpu HanpaBIEHMU KaXKA0T0 U3 MPEJUIOKEHUM, YKa3aHHBIX B ITyHKTE 9
HacTtosmux [IpaBun (nanee - mpenanokeHue), Mo IodTe JHEM OOpallieHUs
3asBUTENA B KOMUCCHIO CUMTACTCH JaTa, YKa3aHHas Ha IIOYTOBOM IUTeMIese
opraHuzaluu (enepalbHOM IOYTOBOM CBA3M 10 MeCTy OTIpPaBIICHHUS
HOpPEeUIOKEHUS.

11. Komuccuss B Teuenue 15 nHel co AHSA NOCTYIUIEHUS IPENJIOKEHUS
OpraHu3yeT MPOBEJICHUE JTOKYMEHTAIbHON SKCIEepTH3bl IPEeNIOKeHHs (znanee -
NOKYMEHTaIbHas 9KCIIEPTH3a).

- Ilpm  1moOKyMeHTanpHOM  OJKCIIEpTH3€  IIPOBEPSETCA  HAMIEXKallee
odopMIIeHHE TMpEeUIOKEHUS B COOTBETCTBUM C HacTtosmuMu IlpaBunamuy,
NIOJTHOTA U JOCTOBEPHOCTH IIpEeACTaBIECHHOM uHpOpMaIun 0
CIleMaIu3UpPOBAHHBIX MPOAYKTaX, B TOM YHCIE €€ COOTBETCTBHE CBEICHUSIM,
cojepxamumMmcs B EAMHOM peecTpe clieHHaTu3UpOBaHHON NMUINEBOX NIPOAYKLIMH
(cTaThs 26 TEXHUYECKOTO periaMeHTa TamoxxeHHoOro corosa "O 6e3omacHOCTH
IUIIEBOW MPOXYKIHUHK"), 10 pe3yjbTaTaM KOTOpod 0o(OpMIISeTcs 3aKIIoUeHUe
o pe3ylbTataM NPOBEIEHMS NOKYMEHTaTbHON 3KCHEpPTU3bl NIPEIIOKEHHUS IO
dopme cornacHo npusoxeHuto Ne 3 (nmanee - 3akiO4eHME IO pe3ylbTaTam
JOKYMEHTAIBHON 3KCIIEPTU3EI).

12. Ilpennoxenue OTKIOHSETCS OT JalbHEHUIIEro pacCMOTPEHUs B
CIENYIOIUX CIydasX:

a) HeHajJlexanlee opopMieHHe IPeNIoXKEeHUs M IIPUIaracMbIX K HEMY
JIOKYMEHTOB ¥ CBEICHUH;

0) OTCYTCTBHE MNpPEUIOKEHUS W IpUIaraeMbiX K HEMY [OKYMEHTOB H
CBE/IEHUH B 3JIEKTPOHHOM BUJE;

B) IIpecTaBlIeHue JOKYMEHTOB U CBEJICHUH B HETIOJIHOM O0OBEME;

T') BBISIBICHUE HECOOTBETCTBHUS MEXAY [IOKYMEHTaMH M CBEICHUSIMHU,
Ipe/ICTaBJIeHHBIMI Ha OyMa)KHOM HOCHTENE U B JJIEKTPOHHOM BHU/IE;

1) peACcTaBIeHNE HEJOCTOBEPHOM MIIM HCKa)KEHHOU HH(OpMaLUU.
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13.Ilpy OTKJIOHEHHMM KOMHCCHEH NPEINOXECHUS OT JaNbHEHIIero
paccMOTpeHus COOTBETCTBYIOIIECE 3aKJIFOYEHUE o pe3ynbTaTam
JOKYMEHTAJIBHOM 3KCHEPTU3Bl B CPOK, HE MPEBBIIAIOMINE 7 JHEW co AHSA ero
BBIHECCHMs, HalpaBiseTcs 3asdBUTeNto. [Ipw d3TOM IIpencTaBieHHBIE B
MuHucTEpCTBO 3paBooxpaHeHus Pocculickoit @Penepalldd TOKYMEHTH U
CBEJEHUS 3asIBUTEIIO HEe BO3BPALIAIOTCA.

JlopaGoTanHoe  3asgBUTENEM  TIPEMJIOKEHHE C  YCTPaHEHHBIMU
3aMEYaHUsIMY, YKa3aHHBIMU B 3aKJIIOUEHHMH IO pe3yibTaraM JOKyMEHTanbHOU
SKCIIEPTU3Bl, MOXET ObITh MOBTOPHO HAaIPaBJIICHO B KOMHUCCHUIO He IIO3HEe
1 mroHs (BKJIFOUUTENHHO) TEKYIIEro roja.

14. UudopManus o MOCTYyNUBIIMX B aApec KOMUCCHUU MPEMTOKEHUIX, B
TOM YHCJIE MPOLICAIINX JAOKYMEHTAIBHYIO OJKCIEPTU3y, pa3MellaeTcs Ha
odurmaisHOM caite B cetd "MHTepHeT".

15. Komuccuss B cpok, He MpEeBBIIAIOMMA 7 AHEH CO IHS BBIHECEHUS
MOJIOXKUTEJIBHOTO 3aKJIFOYEHHS MO pe3yJIbTaTaM JOKYMEHTAIBHOU 3KCIIEPTHU3HI,
HampapiseT NpeAioKeHUe Ha JKCIepTu3y B NpoGHIbHYIO GdenepalbHyIo
TOCYJIapPCTBEHHYIO 00pa30BaTENbHYK) OPraHH3aIldI0 BBHICIIETO MEIUIIMHCKOTO
obpazoBaHus  WiIM  (QelepalbHYl0  TOCYAapCTBEHHYIO  OpPraHU3aIlHIo
COOTBETCTBYIOLLETO JIOTIOJHUTENBHOIO MpPOo(deCCUOHAIBHOr0 00pa3oBaHUs,
OCYLIECTBJISIONIYID B KauecTBE YCTaBHOIO BHJA JEATENbHOCTH HAy4HO-
WCCIEeIOBATENIbCKYI0  AEATeNbHOCTh, JMOO0 B  MEIUIMHCKYI)  HAyYHYIO
OpraHM3alliIo, HaxOAAUIylocs B BeleHMM MUHHCTEpCTBa 31paBOOXpaHEHUS
Poccuiickoit @enepannn wim PenepalrbHOTO areHTCTBA HAYYHBIX OpraHu3alui
(nanmee - OJKcHepTHas OpraHu3anus), ¢ [peAOCTaBIeHHWEM JOocTyna K
3JEKTPOHHBIM BEPCHUSIM MpPeACTaBIEHHBIX 3agBUTEIEM JOKYMEHTOB M CBEAEHUI
0 CHEHATU3UPOBAHHOM NPOAYKTE, pa3MEIIECHHbIM B YCTaHOBISHHOM NOPSAKE
Ha oduuansHoM caiite B cetdl "MHTepHET".

16. Ilepeders 3KCHIEPTHRIX OpraHU3aluil yTBepxaaeTcs MuBUCTEPCTBOM
3npaBooxpaHeHust Poccuiickoit ®enepaiiuu 1 pasmentaercss Ha Oo¢UIIKHATBHOM
caifte B cett "MHTepHet".

17. DxcniepTr3a NpejIoKEHUs 3aKJIFOYAeTCs] B KIMHUKO-DKOHOMUYECKOH
OIIEHKE CHEIUAIN3UPOBAHHOTO TMPOAYKTa (fanee - KIMHUKO-3KOHOMHYEcKas
OLIEHKa) U MPOBOIUTCS SKCIEPTHOM opraHuzanuei B TedeHue 30 gHed co AHA
MIOJIy4YE€HHUS OT KOMUCCHHU IIPETOXKECHUS.

18. JInss npoBeneHUsT KIMHUKO-3KOHOMHMYECKOM OLIEHKU J3KCIIepTHas
OpraHM3alis CO3JaeT 3KCHEPTHYIO KOMUCCHUIO U3 CIEIUAIUCTOB C BBICIINM
MEIUITHHCKUM 00pa30BaHHUEM.

19. KnuHuko-3koHOMHMYECKass OLIEHKAa OCYILECTBIISIETCA Ha OCHOBE
HUHTETPANBHBIX LKAl KIMHUKO-3KOHOMHYECKOW OLEHKHU CIelHaIu3UpPOBaHHBIX

25021268.doc



IPOAYKTOB JIeUeOHOTO TUTAHUS TIPH TPOBEIECHUHM DSKCIEPTHU3Bl COTIACHO
npunoxxeHuro Ne 4.

20. IlpoBegeHue KIUHUKO-3KOHOMUYECKOM OLEHKU TMpeacTaBiIeHHbBIX
3asBUTENIEM JaHHBIX 00 HCCIENOBaHMUAX CIEUMATN3UPOBAHHOIO IMPOAYKTa H
000CHOBaHHOCTH MOJTYYEHHBIX NMPH UX NHPOBEJCHUH KIMHHUKO-2KOHOMHYECKHUX
XapaKTEepUCTHK, 00YCJIOBIUBAIOIITUX 11eJIeco00Pa3HOCTh BKIIIOYCHUS
(MCKITIOYEHNMS ) CIIELUATN3UPOBAHHOIO IPOAYKTa B [IEPEYEHb, OCYIIECTBIAETCS B
TOM YHCJIE Ha OCHOBaHHMM pacueTa CTOMMOCTH Kypca (roja) JUeTHYeCKOro
Je4eOHOro TMUTaHUs JeTEeH-UHBANMAOB MpeajaraeMbiM CIelHaTu3upOBaHHBIM
IPOAYKTOM IO CpPaBHEHHK CO CHEHHAIU3UPOBAHHBIMH  IIPOJyKTaMH,
BKJIFOUEHHBIMH B IEHCTBYIOILUN IEpeYeHb, UCXOAS U3 PACUETHON LICHBI.

CpaBHeHUE U OLIEHKA OCYLISCTBISAIOTCS B OTHOILIEHMM PAacHeTHBIX 1IeH Ha
3aKylaeMble CHElUaTU3UPOBAHHBIE TPOAYKTH II0 JAaHHBIM 3JEKTPOHHBIX
IUIOIIAJIOK, Ha KOTOPBIX MNPOBOIATCS JJCKTPOHHBIE AyKIMOHBI II0 3aKyIKe
CIIeLINAJIM3UPOBAHHBIX IIPOAYKTOB [Jia oOO0ecnedeHus TIOCYJapCTBEHHBIX U
MYHUIIUNIIBHEIX HYXI. Ilpy 3ToM pacdeTHas LieHa Ha CIEUHATU3UPOBAHHBIM
OPOAYKT TMpeJACTaBiiAeT COOOM CTAaTUCTHYECKYHO MeIHaHy IIeH (aKTUIeCKHUX
3aKyIOK CTIEeIMaJIU3UPOBAHHEBIX NPOAYKTOB (IIPYU HAIMYHH ).

B 1nensx nonydeHHs HeEOOXOMUMOW MOMONHUTENHRHONH HH(pOpMalUU U
YTOYHEHUS] HOPEACTABJIEHHBIX B MPEMIOKEHUM CBEACHUH  3KCIEpTHas
OpraHu3alys TNpH  [POBEACHUM  DKCHEPTU3BI  OCYLIECTBISIET  IOMCK
COOTBETCTBYIOIIEH MHGOPMAIHU 0 KIMHUKO-9KOHOMUYECKAX XapaKTepUCTUKaX
CHIEIUANTU3UPOBAHHOIO TIPOJYKTa (IIOJTHOTEKCTOBBIE NYOJMKAallMM W JIpyTHE
AUTEpaTypHbIe JaHHBIE IPHIAraloTcs K 3aKIIOYEeHHI0, YKa3aHHOMY B IyHKTe 21
Hacrosimx [IpaBun).

21.Ilo pesynbpraTtaM 3KCHEPTU3BI 3KCIIEpTHAs OpraHU3alMs COCTaBIISET
3aKTI0YEHUE IO Pe3yIbTaTaM IPOBEICHUS SKCIIEPTU3HI NPEAJIOKEHUS IO dhopme
corlacHO TIipuliokeHuto Ne S5 (mamee - 3akiIiodeHHE IO pe3ysibTaTaM
SKCIEPTU3bl) U TPEACTaBISeT €ro B KOMHCCHI0O Ha OyMa)XHOM HOCHTEJE U B
3JIEKTPOHHOM BUJE.

22. Komuccuss B TeueHue 7 AHEM cO [OHS TOJNYYEHHsS 3aKIHOUEHUS
O pe3yjbraTaM »JKCIIEpTU3bl HAIpaBisieT €ro U IPeLJIOXEHHE INIaBHOMY
BHEILTAaTHOMY CIIeLIHANIUCTY MunucTepcTBa 3paBOOXPAHEHUS
Poccuiickoit @enepaiuu (anee - rJiaBHbIH BHEINTATHBIM CIEUANINCT) C y9€TOM
npodusis ero JAeSTeNbHOCTH JUIS TOATOTOBKM HayyHO OOOCHOBaHHOM
pEeKOMEHJalMi O BKIOYEeHHH (00 HUCKIIOYeHUHM, OTKa3e BO BKIIOYEHHH)
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CIEIMaNU3UpPOBaHHOIO  INpoAykTa (mamee -  HayyHOo  OOOCHOBaHHbBIE
pPEKOMEHJallMM) B IIEpPEeYeHb C MPEeJOCTaBICHHEM JOCTyNa K 3JeKTPOHHBIM
BEpCHUAM JOKYMEHTOB M CBEJCHHH O CIeNHaTU3UpPOBAHHOM IIPOJYKTE,
pa3MeIleHHbIM B YCTAaHOBIIEHHOM TOpsAZIKE Ha O(HIMAIbHOM caiiTe B CeTH
"NuTepHeT".

23. I'naBHBle BHENITATHEBIE CIEI[MANUCTBI B TedeHUe 15 gHel co IHA
NOJNy4eHUsl 3aK/IOYEHMs 10 pe3yjabTaTaM »JKCIEpTU3bl IPEACTaBIAIOT B
KOMHUCCHIO Ha OyMa)KHOM HOCHUTEJNE U B 3JIEKTPOHHOM BHJI€ TOATOTOBIEHHBIE Ha
OCHOBE aHaJIM3a 3TOr0 3aKJIIOYeHUs] Hay4yHO 00OCHOBaHHbIE pEKOMEHAINH.

Ilpyu noaroroBke HaydHO OOOCHOBAaHHBIX pEKOMEHJALUWH TIJaBHBIE
BHEILTATHbIE CIIELMAIMCTEI B UEJAX MOJIY4YeHUs NOIONHUTENBHON HHPOpMaUK
00 3¢ peXTUBHOCTH JIeUeHHs C IPUMEHEHNEM CIIeIMalu3UPOBaHHOIO IPOAYKTa,
a TakXkKe O ero KIMHUKO-3KOHOMHMYECKHX XapaKTEePHCTHKaX MOTYT HaIpaBIITh
3arpochl B IIpoeccroHalbHbIE MEAMIIMHCKHE COOOIIeCTBa U KOMIETEHTHBIM
CHelaIiCcTaM.

24. Ilpyn Hecornmacuy TIJIaBHOTO BHEIITAaTHOTO CIENMAJINCTa IOJIHOCTBIO
WIM YacTHYHO C 3aKIIOYEHHEM II0 pe3ylbTaTaM SKCHEepTU3bl UM TOTOBATCS
3aMeYaHusl ¢ JeTaJM3UPOBAHHBIM HayYHHIM OOOCHOBaHHMEM M CCBUIKAMU Ha
nyOauKaluy O JaHHBIX [IPOBOAMBIIMXCS MCCIENOBAaHUM M  pacyerax,
000CHOBBIBAIOIIUX BBIBOJIBI, M3JIOKEHHBIE B 3aMEYaHUsIX, C MPUIOKEHUEM 3TUX
myOnuKaLuii.

25. Pemienysa mo mpemyioXKeHHWsSM IIpUHUMAaroTcs B TedeHue 30 gHed co
JHS TIPEACTaBIIEHUS B KOMHUCCHIO Hay4yHO OOOCHOBaHHBIX peKOMEHIalui Ha
3acelaHUsIX KOMHCCHHM, Ha KOTOPHIX paccMaTpUBaIOTCS 3aKJIIOYEHUs II0
pe3ysbTaTaM JKCHEepPTU3bl, IpPH 3TOM TIJIaBHbIM BHEIUTATHBIM CHELHaIUCT
IEPCOHANBHO MpEeACTaBlseT IIOATOTOBJICHHBIE KM HayyHO OOOCHOBaHHBIE
peKOMeHaIuu.

26. Ilpy HamMyuu 3aMeyYaHWU IJVIABHOIO BHEIITATHOIO CHELMAIMCTa K
3aKIIOYEHUIO0 110 pe3ylbTaTaM 3KCIEpPTH3bl Ha 3acelaHhe KOMMCCHU
NpUTJaIIaloTCs MpeACTaBUTENH SKCIIEPTHON OpraHu3alkH.

27. UadbopMmanius o NPUHATBHIX Ha 3acelaHUsSX KOMHCCHUHU pEIIeHHUSIX 0o
IpeUIOXKEHUSIM,  pe3ylbTaTax dJKCIEPTU3 M HaydyHO O0OOCHOBaHHBIX
peKOMEHAaIUsIX pa3MeliaeTcs Ha opuuaibHoM caifte B cetn "MHTepHeT".

28.1lpy BO3HMKHOBEHMM KOH(MIUKTA HHTEPECOB COOTBETCTBYIOIHE
YIeHbl KOMMCCUM HE YYacTBYIOT B HpolleAypax IIPHHSATHSA pelleHHs II0
KOHKPETHOMY IPEI0KEHHUIO.
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29. CienmanucTel HKCIEPTHOM Opra”u3aluy, y4acTBYIOLIHE
B IOATOTOBKE 3aKIIOYEHHMS 10 pe3yJIbTaTaM 3KCIIEPTU3HL, IVIaBHbIE BHEIITATHBIE
CIIELMANUCTBl ¥  4JEHBl KOMHCCHM, IPEJCTaBUBIIME HENXOCTOBEPHYIO
MHOOPMAIIMIO WIM He MpeACTaBUBIINE (HECBOEBPEMEHHO IpeJICTaBUBIIIME)
B KOMHMCCHIO MH(pOpMalHMIO 0 HAIMYUU OOCTOSTEIBCTB, CIIOCOOHBIX IIPUBECTU
K KOH(QUIMKTY WHTEPECOB MPU PACCMOTPEHUM IMPEAJIOKEHHS, MO PELICHUIO
KOMHMCCHUH OTCTPAHSIOTCS OT JajibHeHIlero ydacTus B JACSTENBHOCTH IIO
(GbopMUPOBaHMIO IIEPEYHS, a pEUIeHHE 110 NPENIOKEHUIO, IPUHATOE KOMHUCCUEN
IIpU UX YYaCTHH, IOMJIEKHUT IEPECMOTPY.

30. ITonroToBAEHHBIA MO pe3ylbTaTaM 3aceJaHUil KOMMCCHUH IIPOEKT
nepedHs, CGOPMHUPOBAHHBIA IO HAUMEHOBAHUSM CIIeLHAIU3HMPOBAHHBIX
NPOAYKTOB C YKa3aHUeM uX GopM, pazMeliaeTcs Ha OGULIMAIBHOM CaiTe B CETH
"UnTepHeT" Ha Cpok He MeHee 15 nHel.

31.1IpoekT mnepedHd TIOMJIEKUT COTJIACOBaHUIO ¢ MunHucTepcTBOM
dunancoB Poccuiickoit ®Denepanvu, MUHUCTEPCTBOM Tpyla U COLMAIBHOM
3ammTel Poccuiickoit ®Denepanmu ¥ MUHUCTEPCTBOM INPOMBINUIEHHOCTH U
toprosiu Poccutickoit @enepanuu.
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ITPJIOXKEHME Ne 1

K [IpaBunam dopMupoBaHus nepedHs
CHEIHaTU3NPOBAHHBIX IPOTYKTOB
JIe4eOHOro MUTaHMUs A AeTed-UHBAIUI0B

POPMA

NPEAJOKEHNS 0 BKIIYCHUH CHCNHAIN3HPOBAHHOI0 IPOAYKTA
Je4yeOHOro MUTAHNA B nepevdeHb CICUHAJTH3INPOBAHHBIX NIPOAYKTOB
Je4yeOHOro NNTAHUA AJIA JeTell-HHBAJH/I0B

B xomuccuro MuHnCTEpCTBA
3npaBooxpanenus Poccuiickoit @eneparmu
1o GOPMUPOBAHUIO IEPEIHS
CIEIMAIM3UPOBAHHBIX IIPOTYKTOB
ne4eOHOT0 ITUTAHUS I AeTeH-UHBAIUI0B

IIPEJJNOXEHMNUE

O BKJIIOYEHUH CIENUATH3NPOBAHHOTO IIPOTyKTa
Je4eOHOro MUTaHMS B IIEpEeUeHb CIIeIIUATTN3NPOBAHHBIX IIPOAYKTOB
Je4yeOHOro MUTAaHUS I NeTed-UHBAIIUAOB®

1. HacTosiee npeyioxeHne KacaeTcsl BKIIOUEHHUs ClelUaIu3UpOBaHHOTO
IpoAyKTa JIeueOHOro NMUTaHWSI B IepeueHb CIeHHATU3UPOBAHHBIX MPOXYKTOB
Je4eOHOro MHUTaHus [iA JeTeH-uHBATUIOB (Jajee COOTBETCTBEHHO -
CHIeIMATU3APOBAHHBIN IIPOAYKT, ITIEPEUEHB ).

2. Uadopmanus o 3asBuTee:

HayMEHOBaHME  OpraHum3aluu Wi GaMuiIus, UM, OT4ECTBO
(npy HaMW4uM) rpaxaaHuHa :

OTBETCTBEHHOE JIUII0, JOIKHOCTE ;

anpec (MeCTO HaXOXISHHS HJIH MECTO KUTEIHCTBA) ;

tenedoH (¢akc) v ;
9JIEKTPOHHAS OYTa |
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3. Undopmarius o crieuaIu3upOBaHHOM MIPOIYKTE:
HaMeHOBaHUE CHEUaIN3UPOBAHHOTO MPOLYKTa ‘ ;

;
3asiBIIEHHBbIE TIOKa3aHUs K IPUMEHEHHUIO CTIeUaM3MPOBAaHHOIO IPOAYKTa
(MepeYuncCiInTh): ;
rOoCylapCTBeHHass  pErucTpanus  CHelUaTu3UpOBAaHHOTO  IPOXYKTa
Ha TePPUTOPHUH FOCYAAPCTB - WIEHOB EBpa3uiickoro 3KOHOMUYECKOr0 COI03a:

JaTa ¥ HOMep pelleHus O TOCYIapCTBEHHOM perucTpalun ;

HalMEHOBaHKME M MECTO HaXOXIEeHHS OpraHa, MPOBOJUBILETO
roCyJJapCTBEHHYIO PETUCTPALIUIO CIENUATH3UPOBAHHOIO IIPOIYKTa, ;

JaHHBlE O TPOM3BOACTBE (M3rOTOBICHHM) CIIEHHATIN3UPOBAHHOIO
poaykTa (Ipu HATHYIUHN ) ;

npejiaraeMele K BKIIOUEHHIO B NepedeHb (GOpPMBI 3aperucTpUpOBaHHOIO
CIEIMANTU3UPOBAHHOTO MPOAYKTa (IEPEIUCTUTD)

4. CBenenusi O CHENUAIM3UPOBAHHOM MPOAYKTE, IpeAaracMoM JUis
BKJIIOYEHUS B IIepeUeHb:

Hay4HO OOOCHOBaHHBIE NaHHBIE O HEOOXOIUMOCTH M OOOCHOBAaHHOCTH
IPUMEHEHUS  CIEeHHAIW3UPOBAHHOTO  MPONYKTa,  HCIOJB3yeMOro B
KagecTBe IUETUYECKOro JedeOHOro NWTaHWs MpHU JICUCHUM IeTel-WHBaNIuIoB,
yKa3aHHBIX B moAmyHKTe "0" mynkta 2 [lpaBun QopmupoBaHus HepedHs
CHEUATN3UPOBAHHBIX POLYKTOB JIeUeOHOTO MUTAHUS Ul JeTel-UHBAIUIOB,
YTBEPXKIEHHBIX MocTaHoBieHueM IlpaBurtenscTtBa Poccuiickoil @enepanuu
or 9 ampens 2015r. Ne333 "OG6 yrBepxxnenuu IlpaBun cdopmupoBaHUs
IepeyHs CHeLUalIN3UPOBaHHBIX MPOAYKTOB JedyeOHOro MUTaHWS Ui [eTel-
uHBaUIOB" (Hanee - [IpaBuina);

HaJliyie HayYHO OOOCHOBaHHBIX [AaHHBIX O KIWHHUKO-3KOHOMHYECKHX
IPEUMYIIEeCTBaX IIPUMEHEHUS CIEUATU3UPOBAHHOTO IPOAYKTa,
UCIIOJB3YEMOI0 B Ka4yeCTBE AMETHYECKOro JiedyeOHOTro MUTaHUS NpHU JICUYCHHHU
IeTel-UHBAIUIOB, YyKa3aHHbIX B mnoxmyHkTe "0" mnyHkra2 Ilpasun, mo
CPaBHEHHUIO CO CHENUAIU3MPOBAaHHBIMU IIPOAYKTaMH, YK€ BKIIOUCHHBIMH B
[IEPEYCHb,

?

IaHHBlE O KadecTBe U O€30MacHOCTH CHENMATM3UPOBAHHOTO IMPOAYKIA,
cojepxalidecs B  IPOTOKOJAX  MCCIENOBaHMM  (MCHBITaHMU)  (aKTax
THTHEHUYECKON 3KCIepTU3bl) U 00 3¢ ¢heKTHBHOCTH JIEUeHHS C IPHMEHEHHEM
CIELHMAIU3UPOBAaHHOIO NPOAYKTa, CcoIepKaliuecs B Hay4YHBIX OT4YeTax,
3KCHEPTHBIX 3aKIIIOYEHHUIX, ;

BOCTpeOOBaHHOCTh (COLMANbHAs 3HAYUMOCTBH) CIEIHATU3UPOBAHHOTO
IpOXyKTa CHCTEMOH 3ApaBOOXpaHEHHWs W AETbMU-UHBAIHAAMH C Y4ETOM
HAJTAYIHS

.
b
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HaJn4dne (Jlokanu3arys) IIPOU3BOJICTBA (M3roTOBJICHM )
CHeNMaNu3UupOBaHHOro mpoaykra B Poccuiickoit @enepannu

5. ObocHOBaHUS [UIsl BKJIIOYEHHS CIENHATA3UPOBAHHOIO IPOIYKTa
B IIEpEUEHb:

JaHHBIE 0 KIIMHUKO-3KOHOMHYECKHX XapaKTepUCTHKaX
CIELMATIU3UPOBAHHOIO IMPOAYKTa - MOJHOTEKCTOBBIE BEPCHHM KJIHHUKO-
3KOHOMHYECKHX MCCIEIOBAaHUM (CTaThU, OTYETHl Ha PyCCKOM SI3BIKE FUTH CTaThH,
OT4eThl, IIEpEeBEIEHHbIE Ha pYyCCKWH $3BIK, 3aBEpeHHbIE 3asABUTEJIEM)
(yka3piBaloTCS ~ aBTOpHI, HAaWMEHOBaHWE  HCCIENOBaHUSA, CCBUIKA  Ha
UCCIIEZIOBaHUA, IU3aiiH HcclefoBaHUsS (PETPOCIEKTUBHOE, MPOCIEKTUBHOE),
KOJIMYECTBO MAIllMEHTOB, BKIIOYEHHBIX B HCCIIEOBAaHHUE, NEPUOJ HAOMIONEHNUS,
NOKa3aHWe K MEIULMHCKOMY NPUMEHEHHIO CIEeHUATH3UPOBAHHOTO IPOIYKTA,
KOTOpBIM H3y4alcsi B MCCIENOBaHUM, KPUTEPHUH ONEHKH 3(PGeKTUBHOCTH
JeYeHUs C MPUMEHEHHEM CHEHUAIM3UPOBAHHOTO MPOAYKTA, pe3yNbTaThl
HUCCIIEIOBAaHMsl €  yKa3aHHWEM  KOJNWYECTBEHHBIX  JAHHBIX,  3aTpParThl,
KOTOpBI€ YYHUTBHIBAINCH B UCCIENOBAHNHU, U KOJMYECTBEHHBIE 3HAUCHHUS 3aTpaT B
pybnax)**. Ilo kaxnoMy  KIMHHKO-DKOHOMHYECKOMY  HCCIEIOBAHHIO
YKa3plBaeTCd  ypPOBEHb  JOKa3aTeNbHOCTH  pe3yJbTaTOB  HCCIENOBaHUU
CIENMAIM3UPOBAHHOIO MPOAYKTa Je4eOHOro MUTAHHS, KOTOPBIA IpPHBEAEH
B npuiioxeHud Ne 4 k IIpaBunam;

IJaHHBIE O IeHE CIENUAIN3UPOBAaHHOIO IPOAYKTa M O CTOMMOCTH

TCUEHNI!

CTOUMOCTH OJIHOTO Kypca JIeYeHUs CreMaIu3UPOBaHHBIM
IIPOAYKTOM

.
2

CTOUMOCTb JIEYEHHS CICIHAIM3HPOBAHHBIM IIPOAYKTOM B TCUCHHC
OJHOTO roga

.
9

7laTa IPOBEICHMS pacyeToOB IIEHHl Ha CHEIMaU3MPOBAHHBIA ITPOIYKT
>
IIeHa, KOTOPYIO IPOU3BOIMTEIND INTAHUPYET ONpPEeIeNIHTh, ;
OaHHBIE O (aKTU4YecKuX o0beMax MpPOAaX CrIeNHATH3HPOBAHHOTO
mporykra B Poccuiickolr ®@enmepanuy 3a ron, NOpellIecTBYIOININ Mopade
MIPENJIOXKEHNA, B HaTyPaIbHBIX [TOKa3aTeNsix 1Mo ¢popMaM 3apericTpUpOBaHHBIX
CIEIUATU3APOBAHHBIX IIPOIYKTOB
JaHHBIE, IPEACTaBJICHHBIE 3asBUTENEM B WHUIMATHBHOM MOPSAKE,

.
>
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6. Ob1ee KOIMIECTBO MIPeICTaBICHHEIX JOKYMEHTOB Ha JIACTAaX.
ITonmuce 3asBUTENS / /
Hata

* 3anonHeHWe BceX ITYHKTOB HACTOSIIETO NPEANOKEHMS 06s3aTenbHo. IIpd OTCYTCTBHH
CBEIEHHH  yKasplBacTCAd  '"CBEOCHMS  OTCYTCTBYIOT". JIOKYMEHTBI W  MaTepHalsl
IIPeACTaBIAIOTCS Ha PYCCKOM si3bIke. B cirydae mpencrapneHus myOnuKaruil, TOKyMeHTOB U
cTaTell Ha HMHOCTPAHHOM A3BIKE JIONOJHHUTENBLHO IpUilaraercs IepeBelleHHOE Ha PYCCKUi
A3BIK PE3FOME YKa3aHHBIX MaTE€PUAIIOB, 3aBEPEHHOE 3aIBUTEIIEM,

** C yuerom monoxeHuit gactu 3 cratsu 13 ®DenepansHoro 3akoHa "O6 0CHOBaX OXpaHbl
310pOBbs rpaxkaad B Poccuiickoit @eneparuu’. '
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IMPYJIOXKEHME Ne 2

K [IpaBuinam hopMupoBaHus epedHs
CHEeLIMATU3NPOBAHHEIX IIPOLYKTOB
Je4e0HOr0 MUTaHWs IS JeTed-HHBaJIUI0B

POPMA

NpEaAJIOKEeHU S 00 UCKJII0YEeHNH CIICHHA/IN3NPOBAHHOI0 IPOAYKTA
JIe4eOHOro NUTAHUS H3 NNEPEIHA CIICHHANUIUPOBAHHBIX IPOAYKTOB
NUTAHHUS 1Jis1 AeTei-UHBAJHA0B

B xomuccuo Munucrepctsa
3apaBooxpaHeHus Poccuiickoil denepanyu
110 GOPMUPOBAHUIO IIEPEIHS
CIIELMaIU3MPOBAHHBIX IPOIYKTOB
JeueOHOro MUTaHUS sl JeTei-UHBATUA0B

TIPEJJOXEHUE
06 HCKITHOYCHUN CIICHHUAIIN3UPOBAHHOTIO nponyKTa

Ne4eOHOro MUTaHMs U3 NEPedHs CleNUaTn3POBaHHBIX IPOAYKTOB JIedeOHOro
TTUTaHUS I JeTed-UHBAIU OB

1. Hacrosmee TIpeINIoKEeHNe Kacaercs HCKJTIOYESHHUS
CHEeNUalNu3UPOBAHHOIO  IPOAyKTa  JiedeOHOro NUTaHWS M3  NepedHs
CHEeLMAIU3UPOBAHHBIX IIPOAYKTOB JIe4eOHOTO NWUTAHUS s AeTed-MHBAIUIOB
(mayee COOTBETCTBEHHO - CIEHUATN3UPOBAHHBINA IPOAYKT, IIEpEeUeHb ).

2. Mudopmanus o 3asiBuTeNE:

HalMEHOBAaHME  OpraHu3ammyd Wix  GaMwind, H¥Ms,  OT4ECTBO
(IIpu HaJIMYUY ) TpaXKIaHUHA ;

OTBETCTBEHHOE JINIO, JOJDKHOCTD ;

azpec (MECTO HaXOXACHUS W MECTO XXUTENILCTBA)

tenedoH (daxc) ;
3NIEKTpOHHAs [10YTa
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3. Mudopmanus o crienualn3upoBaHHOM MIPOLYKTE:

HalMEHOBaHUE CIEeHHUATN3UPOBAHHOTO MIPOIYKTa ;

3asIBJICHHBIE [T0Ka3aHUs K IPUMEHEHHIO CIEHATH3UPOBAHHOTO MPOIYKTa
(IepeYnCIuTh): 5

TOCYZapCTBEHHAs]  PErucTpalyisi  CIEeNUaNW3UPOBAHHOTO  MPOLYKTa
Ha TepPUTOPHH rOCYHapCTB - UWIeHOB EBpa3zuiickoro 5KOHOMHYECKOTO COI03a!

JlaTa 1 HOMep PelLIeHuUs 0 rocyIapCTBEHHOM perucTpalnm ;

HaUMEHOBaHWE M MECTO HaXOXIEHWS OpraHa, TMPOBOJIUBIIETO
roCyJapCTBEHHYIO PETHCTPALHIO CTIeLUATA3UPOBAHHOTI'O MPOIYKTa, ;
IpejiaraeMble K HCKIIIOYEHHIO U3 TIepedHs (GOPMEI 3aperuCTPUPOBAHHOTO
CIEeLMAIU3UPOBAHHOTO MPOIYKTa (MIEPEUUCIUTD)

4. CBeneHust O CHEIMAIM3UPOBAHHOM MPOAYKTE, IpeliaraeMoM IS
HCKJIFOYECHHS U3 IEPEUHS:

HalWYue HaydyHO OOOCHOBAHHBIX HAHHBIX O KIMHHKO-3KOHOMHYECKUX
NperMyIlecTBax  aJbTepPHATHBHOTO  CIEUHAIM3HUPOBAHHOTO  ITPOAYKTa,
OpeIaraéMoro JJjis BKIIOYEHHs B IIepedeHb, MCIOIb3yeMOro B KauecTBe
IUETUIEeCKOTo JedeOHOTro MTUTaHus NIPH JICUeHUH AeTel-HHBATNIOB, yKa3aHHBIX
B noanyHkre "6" IIyHKTa 2 ITpaBun dhopMHupoBaHHUSI TepeYHs
CHIELHATH3UPOBAHHBIX IPOAYKTOB JeueOHOro MHUTaHUS U JeTeH-MHBAUIOB,
yTBEpP)KIEHHBIX IocTaHoBieHueM IlIpaButensctBa Poccuiickolt ®enepanum
or 9 ampens 2015r1. Ne 333 "O6 yrtBepxnenuu IlpaBun QopmupoBanus
HepeyHs CleNUaIN3UpOBaHHBIX NPOAYKTOB Je4eOHOroc MUTaHWA IS JeTel-
HHBAIUIOB", ;

[IpEeKpallleHhe TOCYJAapCTBEHHONH pETHCTpalliil  CIEeNHaTN3HPOBAHHOTO
IIPOAYKTa Ha TEPPHTOPHMH IOCYIAPCTB - 4ieHOB EBpaswiickoro 3KOHOMHYECKOIO
coro3a | |

.
b

IpEKpallleHHe IPOU3BOACTBA (M3rOTOBJIEHMS) CHENUAIU3UPOBAHHOIO
npoaykTa nubo ero nocraBok B Poccuiickyro ®enepanuro u (MIIHM) OTCYTCTBHE
CHEeNHATM3NPOBAHHOIO IIPONYKTa B TIpakgaHckoM obopore B Poccmiickoit
®enepanun B TeUCHHE IEPUO/a, IPEBHIIIAIOIIET0 OJUH KaIeHIAPHBIA rof, .

5. O6ocHOBaHUS [UIA HCKIIOUEHUS CIENUATU3UPOBAHHOIO IIPOAYKTa
13 IIePEYHs:

JaHHbIE 0 KJIMHUKO-9KOHOMHUYECKIX XapaKTePUCTUKAX
CIIELMATIM3HPOBAHHOIO MPOAYKTa - IOJHOTEKCTOBBIE BEPCUH CpPaBHUTEIHHBIX
WCCIIEJIOBAHAN (CTAaTbH, OTYETHl Ha PYCCKOM S3bIKE WM IEPEBENCHHBIE Ha
PYCCKHI SI3BIK, 3aBepeHHbIe 3asBUTENIEM) (YKa3bIBAIOTCS ABTOPHI, HANMEHOBAHHE
WCCIEIOBAHMSA,  CCBUIKM HA  HCCICHOBAHMe, IM3allH  HCCIICNOBAHHS
(peTpocneKTUBHOE, IIPOCIIEKTUBHOE), KOJNUYECTBO MAIMEHTOB, BKJIIOYEHHBIX B
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VccleloBaHue, Nepuola  HabmMoAeHMs, IIOKa3aHue K  MEJUIMHCKOMY
[IPUMEHEHHUIO CHELHAIN3UPOBAaHHOIO IIPOIAYKTa, CBEACHUS O JIEKapCTBEHHBIX
IlpeniapaTax, KOTOpBLIE UCHOJIB30BAIMCh MJIS CpPaBHEHUS C IIpeiaracéMbIM
CHeIMATU3UPOBAHHEIM  I[IPOLYKTOM, 3aTpaThl, KOTOPHIE YYUTHIBATUCHL B
WCCIICIOBAHUH, U KOJIWYECTBEHHbIE 3HAUEHUS 3aTpaT B pydisax, 3¢pHeKTUBHOCTD
CpaBHHUBAEMBIX  CHEHHAIU3MPOBAHHBIX  MPOAYKTOB  (KPUTEPUU  OLIEHKHU
3 (PEeKTUBHOCTH M KONWYECTBEHHBIE 3HAUEHUS), PE3YIhTAThHl HCCIEJOBAHUS C
yKa3aHUEeM KOJIHMYECTBEHHBIX MJAaHHBIX, 3aK/IIOYEHHE, CIIMCOK JHUTeparyphl -
aBTOp, HAaVUMEHOBaHUE MCCIIeNOBAaHMUS, BEIXOJHEIC NaHHBIE )** ;

JlaHHBIE O (aKTU4YeCKHX OO0BeMax Ipoaax ClIeUaIN3UPOBAHHOIO
nponykra B Poccuiickoit ®enmepanmuy 3a roj, NpeANIeCTBYIOINUAN IIOAa4e
MpeIoKEHNUs, B HaTypaJIbHBIX TI0Ka3aTessax Mo GopMaM 3aperdcTpUpOBaHHBIX
CHeIMAIN3NPOBAHHEIX [IPOIYKTOB (U HATAIHUH ) ;

JaHHple O (aKTHYEeCKMX o0BeMaxXx NpOoJaX CIEeNHAIU3UPOBAHHOIO
nponykra B Poccuiickoit ®enepanuu 3a ropm, NpeAUIECTBYIOMMM Ioaade
IpeUIOKEHHS, B HaTypaJIbHBIX II0Ka3aTellssX o opMam 3aperdcTprpOBaHHBIX
CrieMaM3UPOBAHHEIX IPOAYKTOB (NP HATHYINH ) ;

JlaHHBle U JOKYMEHTHI, IIOATBEPXKAAIOLIME IIpEeKpallleHUe IIPOU3BOLACTBA
(M3TOTOBJIEHUS) CIIELHATM3UPOBAHHOTO IIPOAYKTa JHOO €ro TOCTaBOK B
Poccutickyro ®enepaiiviio 1 (MIH1) OTCYTCTBUE CIEHATU3NPOBAHHOTO NPOAYKTa
B rpaxngaHckoM obopote B Poccuiickoit ®dedepanuy B TedeHHE IepUOAa,

IIPEBBIILAIOIIEr0 OWUH KaJleHIapHbIN roj (Ipyu HaM4uH ), ;
JIaHHBle, IPe/ICTaBIIeHHbIE 3asBUTENIEM B HHULIMATUBHOM IIOPSIKE.

6. O611ee KOTUIECTBO MIPEACTAaBICHHBIX JOKYMEHTOB Ha JANACTAaX.
IToamuce 3asgBUTENS / /
Jata

* 3amosHeHMe BCEX ITYHKTOB HACTOAINETO IpeloXeHHs obg3arensHo. IIpEm OTCYTCTBHH
CBeIEHMI  yKaspIBacTCs  'CBENEHMA  OTCYTCTBYOT'. JIOKYMEHTHI M MaTe€pHAIbI
IpeACTABIIAIOTCS HA PYCCKOM fA3bIKE. B ciydae mpeactaBieHus nyOauKamui, JOKYMEHTOB ¥
craTell Ha MHOCTPAHHOM $3BIKE JOIOJHUTEIBLHO IIPUNaraeTcs IIEPEeBEICHHOE Ha PYCCKUH
A3BIK PE3IOME YKa3aHHBIX MaTEpHAIOB, 3aBEPEHHOE 3asIBUTEIIEM.

*% C yueroMm monoxkenuii gactu 3 crarteu 13 PenepansHoro 3akoHa "O6 OCHOBAX OXpaHb
310poBRA rpakiaH B Poccuiickod @enepanuu”.
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IMPUJIOXEHUE Ne 3

k IIpaBunam dpopmMupoBaHHs EPEUHS
CHEeNaIU3UPOBaHHBIX IPOLYKTOB
ne4ebHOro IUTaHus Ul AeTeH-UHBAIUIOB

POPMA

3aKJIIOYeHHS M0 pe3y1bTaTaM NpPoBeleHHs JOKYMEHTAJILHOMH YKCHEePTH3bI
npeAoKeHNs 0 BRIYeHHH (HCKJII0YEeHHH) CrelHaJIu3HPOBaHHOIO
NPOAYKTA JIe4eOHOro NUTAHUSA B NepevyeHb CnequaJN3HPOBAHHBIX
OPOAYKTOB JIe4e0OHOro NHTAHUS IS JeTeil-HHBAJHIOR

B xomuccuo Musucrepersa
3paBooxpanenus Poccuiickoit @enepanuu
1o GOPMUPOBAHUIO IEPEIHS
CHelMal3UPOBaHHbIX [IPOLYKTOB
71e4eOHOr0 TUTaHUs 71 AeTeH-NHBAIUIOB

JAKIIOYHEHMUWE

IO pe3ynbTaTaM IPOBEASHNUS JOKYMEHTATBHOMN 3KCIIEPTU3E]
[pEeIOKEeHHS O BKIIOUEeHUH (MCKIIIOYeHNH ) CIIeIUaTn3UpPOBaHHOIO
IIPOAYKTa JIe4eOHOro NUTaHus B IIepedeHb ClIeNaTIN3UPOBaHHbIX
IPOAYKTOB JIeueOHOTO MUTAHUS IS IeTeH-UHBATU/IOB

1. Hacrosiee 3akiItodeHUE KacaeTcsl MaTepUalloB, IIPEICTaBICHHBIX:

JUIS BIJIFOYEHMS CHEIMATU3UPOBAHHOIO NPOAYKTa JedeOHOro NHUTaHHs
B [lepedeHb CIEUUANN3UPOBAHHBIX IIPOIYKTOB JIedeOHOro MUTAHUS Il JeTel-
WHBAJIUOB;

IUISE UCKIIFOUEHUs CIeLUaIM3UPOBAaHHOIO IPOAYKTa JiedeOHOro NMUTaHuA
Y3 TepedHs CHEeUalIA3UPOBAHHBIX HPOJYKTOB Je4eOHOTro MUTaHus AJd JeTeH-
HHBAIMAOB (Jajee - COOTBETCTBEHHO CHEIHAIM3UPOBAHHBIA IIPOAYKT,
TIEpEeUEeHb ).

2. Undopmanys o crienquanu3upoBaHHOM IPOIYKTE:

HalMEHOBAHUE CIIEIMaIU3NPOBAaHHOTO IIPOAYKTa ;

IpeiaracMble K BKIIOUEHHIO B IepedeHb (GOpMBl 3aperUCcTPUPOBAHHOIO
CHeHaNU3NPOBAHHOIO IPOAYKTa (TIEPEUUCIIUTD): ;

IpeAJIaraéMble K UCKIIIOUSHUIO U3 NepedHs GOpMbl 3apErUCTPUPOBAHHOIO
CHEeHNUaTU3UPOBAHHOrO IPOAYKTa (IIePEeHUCIIUTD):

3. CpoKH JOKYMEHTAIBHON 3KCIIEPTU3EL:

c 1o

4. JloxyMeHTanbHass  J3KCHEpPTH3a  IPEJIOKEHHS O  BKIIOYCHUH
(MCKITFOYEHMH)  CHELUAIU3UPOBAHHOIO  IPOMYKTAa  JIedeOHOro  IIHMTaHHA
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B [IepeUeHb (Hanee - npeioxeHne) (B COOTBETCTBUHU ¢ MpHIoKeHUIMA Ne 1 11 2
Kk IlpaBuinam ¢GopMUpOBaHUS MEpeYHS CIEUAIU3UPOBAHHBIX IPOXYKTOB
TeuyeOHOTO IUTAHUS Ui JeTel-MHBAIUIOB, YTBEPKAECHHBIM ITOCTaHOBJICHHEM
IIpaBurensctBa Poccmiickoii @epmepanmu ot 9 ampens 2015r. Ne 333
"O6 yrtBepxaenuu IIpaBun dopMUpOBaHUS NepeyHs CHeUATU3HPOBAHHBIX
IPOIYKTOB JieueOHOTO ITUTAaHUS A7 JAeTel-nHBaATHAOB" ):

HUndopmarus o pencraBieHnn

Tpebyemrie cBeneHus .
TpeOyeMBIX CBe/leHUH 3asBUTeTIeM

1. Madopmarris o 3asBuTene TIpeICTaBJICHA B TIOJTHOM 00beMe
IpeACTaBIeHa HE B IIOJIHOM 00beMe
(mepe4ncIuTh):

HE IPEJICTaBIICHA

2. Mudopmanwst o IpEeACTaBICHa B TOJTHOM 00beMe
CHeLHATU3UPOBAHHOM IIPOAYKTE | IpEeACTaBlICHA HE B IOJIHOM 00beMe
(mepevYrCIInTb):

HE IIpEICTaBJICHA

3. Ceeznenus o IIpeJICTaBJIEHBI B IOJIHOM 00BbeMe
CHEUAIIM3UPOBaHHOM IIPOIYKTE | IPEICTaBIEHB! HE B IIOJHOM 00beMe
(epeYuciIuTh):

HE NIPEACTABJICHEL

4. TanHble, 000CHOBHIBAIOIIE IIPEJCTaBIIEHBI B TOJTHOM 00BEMeE
TIpeIIoKeHNe O BKIIFOUEHUH IIPEJICTaBIICHBI HE B IIOJTHOM 00beMe
(MCcKITIOYeHUN ) (epeyuciIuTh):

CHECIUATITU3UPOBAHHOT'O IIPOAYKTA

HC IMPEACTABIICHEI

5.3ameuanus 10O  pe3ydbTaTaM  JOKYMEHTaJIbHOM  SKCIEPTHU3BI
npeIIoXeHus (TIpH HATMYUH Hy)KHOE OTMETHTB ):

HeHajjexaiiee OoGOpMIICHHE TPEMJOKEHHS W MNPUIAraeMblX K HeMy
JOKYMEHTOB U CBEJICHUH ;

OTCYTCTBHE 3JIEKTPOHHOMN (hOPMEI IPEUIOKEHNU U NIPUJIaraeMbIX K HEMY
JOKYMEHTOB U CBEICHUM ‘

IpercTaBleHne TOKyMEHTOB M CBEJIEHHH He B IIOJHOM 00beMe ;

BBISBJICHUE HECOOTBETCTBUS MEXIY JOKYMEHTaMH U CBEIEHUSIMU,
npelcTaBIeHHEIMA Ha OyMa)XHOM HOCHUTeENle, U JIOKYMEHTAaMH W CBEIEHUSIMHU,
IIPEACTaBICHHBIMU B 3JIEKTPOHHOM BUIIE

.
b

2

npelcTaBiIeHNe HEAOCTOBEPHOM Wi HCKaXKEHHOU MH(MOpMaLun ;
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IpeJCTaBlIeHHe JOKYMEHTOB U CBEAEHMH, II0 KOTOPBIM KOMHCCHEH OBLIO
BBIHECEHO  pelleHne o0  oTkaze BO  BKIOUEHHH  (UCKITFOYEHUH)
CHeI[MaTN3UPOBAHHOTO MMPOIYKTA B IIepeUeHb,

KonxpeTtHrie 3aMedanus:

6. Pesynprar:

HaIlpaBUTh NPEJIOKEHUE Ha IKCIIEPTURY;

HaIIpaBUTh B aJpec 3asBUTENS HACTOSIEe 3aK/IIOUeHUE C 3aMEUaHUSIMU
0 HECOOTBETCTBUHU yCTAHOBIIEHHBIM TPEOOBAHUSIM.

IIpencenarens KOMUCCUT
MuHrcTepcTBa 3ApaBoOOXpaHEHUA
Poccutickoit @enepanuu
110 GOPMHUPOBAHUIO IIEPETH
CHIeUaTU3NPOBAHHBIX IPOYKTOB
neueOHOro MUTAHUS ISl 1eTei-NHBaINI0B

/

(nara) (nmoamucy, pacuudposka NOAIMCH)
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ITPHUJIOXEHUE Ne 4

K IIpaBunam GopMupoBaHus IepeydHs
CIIeLIMaIU3UPOBaHHBIX IPOIYKTOB
neueOHOro MUTaHU AJIs AeTel-MHBaIII0B

HNHTET'PAJIBHBIE NIKAJIBI

KJIMHHKO-3KOHOMHYeCKOH O eHKH
clenUaTU3HPOBAHHBIX NPOAYKTOB Je4eOHOro NUTAHUSA
IpH NPOBeIeHHH IKCIEPTH3BI

ITIkana orieaku
YpOBHEHN JOKa3aTENBHOCTU PE3YIBTATOB HCCIEIOBaHMI
CIenuaJu3UpPOBaHHOTO MPOIyKTa JIeueOHOT0 TUTaHuS*

YpoBHH [Ixana
XapakTepucTHKa UcCIeI0BaHH J0Ka3aTeNbHOCTH OLIEHKU
pe3yJIbTaToOB (6amnoB)
ParnoMu3UpOBaHHBIE OTKPEITHIE [ 10
HCCJIeI0BaHUS
OTKpBITOE HEKOHTPOINPYEMOE I 9
IPOCIIEKTHBHOE HCCIIEIOBaHUE
OnucaHue cily4aeB U CEPUH CIIydaeB I 8
MHeHue 3KCnepToB 1A% 7
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2

HlIkana oneHku
ypOBHeH yOeIUTeIbHOCTH JOKAa3aTEIbCTB UCCIeJOBAHMIH
CIIENMaNU3UPOBAHHOIO MPOIYKTA JieueOHOro muraHus™*

YpoBeHb
yOeIUTEIILHOCTH
JIOKa3aTeJIbCTB

XapaKTepI/ICTI/IKa ITI0Kas3aTejs

IIxana
OLIEHKHU
(6amnoB)

A JOKa3aTejIibCTBa y6e,Z[I/IT6JIBHBII

AMEIOTCS] BECKKE JI0KA3aTeNbCTRA IIPe1IaraeMoro
YTBEPXICHUS

3

B OTHOCHTCIIbHaA Y6€III/ITCHI:HOCTB J0Ka3aTCIIbCTB: 2

HMEIOTCS 1OCTAaTOYHBIE O0Ka3aTelIbCTBa
B I10JIb3Y TOTO, YTOOBI pEKOMEHI0BATh
IIPEAJIOKEHHBIN CHIeIHaIU3UPOBAHHBIN
HNPOAYKT JIeueOHOTO MMUTAHUS ISl BKIIFOUEHUS
(ucKITIOYEHW ) B TIepeUeHb CIEIHATH3UPOBAHHBIX
MPOAYKTOB J1e4eOHOro NUTaHUS IS JeTe-
MHBAJIMOB (J1ajee - IepeueHb)

C JAOCTaTOYHBIX JOKA3aTEJIbCTB HET:

HMCIOIIHUXCA A0KAa3aTECJIBCTB HEAOCTATOYHO AJIs
BBIHCCCHUS PEKOMEHAALNH, HO pCKOMEH AT
MOT'YT OBITH JaHBbI C YYE€TOM HMHBIX 00CTOSTENBECTB

HHTerpantHas KOTUYECTBEHHAS OIlEHKA
KayecTBa UCCJIeOBaHMs CleNaTH3UPOBAHHOTO IIPOTYKTa
‘ e4eOHOTO IMUTAHUA

YpoBeHb Yposess OO611as1 oleHKa
XapakTepuCTHUKa
JIOKa3aTeNbHOCTH | YOS AUTENBHOCTU | HUCCIEIOBaHUS
JCCIIEJOBaHUA

JTaHHBIX IOKa3aTeJIbCTB (6amoB)
PangomMusupoBaHHbIE I A ompeessercs
OTKPBIThIE KakK
HCCIEeI0BaHUs IPOU3BEIEHNE
C OJITHO3HAYHEIMU OlleHKH B Oaiiax
pe3ynbTaTaMy U YPOBHS
HU3KOH IOKa3aTeNbHOCTH
BEPOATHOCTEIO IaHHBIX U
OILIHO0K OIIEHKH
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YpoBeHb YpoBeHb OO61mas o1ieHka
JIOKA3aTeNbHOCTH | yOeTUTENIbHOCTH | HCCIeIOBaHUS
TaHHBIX J10Ka3aTeIbCTB (6baytoB)

XapakTepuCTHKa
UCCIIEI0BAHMUS

PannomMu3upoBaHHBIE II B B Oaj1aX ypOBHSA
OTKDBITHIE yOeIuTenbHOCTH
UCCIIEJOBAHUS v ZIOKA3aTeNbCTB

C HEOAHO3HAYHEIMU
pE3yJIbTaTaMH,
HU3KOU W CpeHeN
BEPOSTHOCTBIO
omuboK

OrtxpsiTOE 11 B
HEKOHTPOJIUPYEMOE
IPOCIIEKTUBHOE
UCCIIEIOBAaHME

C OJHO3HAYHBIMHU
pe3yJibTaTaM| U
HU3KOU UJIN CpeHen
BEPOSTHOCTBIO
omunboK

@

Onmcanue cirydaes, I
cepuil ciy4yaes

MHeH¥€e 3KCIEPTOB v

HccnenoBanusa I
moboro nuzaiHa 1
HHU3KOTO
METOIUYECKOTO I
KadecTBa VvV C

Q| O O O

WroroBas wWHTerpajibHas KOJNWYECTBEHHAsA OLIEHKA KayecTBa HCCIEIOBaHUA
CHENHUAIN3UPOBAHHOIO IPOAYKTa JIe4eOHOro MUTaHUS:

He MeHee 18 - g pekoMeHIallMd K BKIIOYCHHIO B IepedeHb
OpU JIEYEHUU [eTeil-WHBaNMIO0B, OONBHBIX OpdhaHHBIMU 3a00NeBaHUAMY,
yKa3aHHBIMH B IOANyHKTe "0" myHkta 2 IlpaBun ¢opMupoBaHUs IepedHs
CIeLMATIM3UPOBAHHBIX MPOAYKTOB JIe4eOHOr0 MUTAHUS AJI JeTeU-UHBAIUIOB,
YTBEPXKIEHHBIX MocTaHoBieHHeM IlpaBurenscrBa Poccuiickoit ®enepanuu
or 9 ampens 2015r. Ne 333 "OG6 yrBepxnmenun IIpaBun dQopmupoBanus
IIepeYHs CIEelUaIN3UpPOBAaHHBIX IIPONYKTOB JiedeOHOTO MHUTaHWS Ui JAeTel-
HHBAJIAJIOB"
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He MeHee 12 - 1ns peKOMeHZauuu K BKIIOYEHHIO B IE€pedeHb
IpA JE€YEHUU [AeTel-UHBAIUAOB, OOJNBHBIX OpQaHHBIMU 3a00JeBaHUAMH,
yKa3aHHBIMM B nonmyHkTe "6" myHkra2 IlpaBun ¢opMHpOBaHHS IEpPEeUHS
CHIELMATTM3UPOBAHHBIX NPOAYKTOB JIedeOHOro MUTAHUA I IeTeh-MHBATHIOB,
YIBEPXKACHHBIX IIocTaHoBiIeHHEeM IlpaButensctBa Poccuiickoit ®Denepanuu
or 9 ampens 2015r. Ne 333 "O6 yreepknenun IlpaBun dopmupoBanus
IepeYHs CHEeIUATM3NPOBAHHEIX NPOAYKTOB JiedeOHOTO IHUTAHMS IS JeTei-
MHBAIUIOB", i1 Op(QaHHOrO CHENHMATM3UPOBAHHOTO NPOAYKTa JIe4eOHOTrO
TTUTAHUS

KonuuecTBeHHas oneHKa
KIMHAYECKOH 3¢ (EeKTUBHOCTY IPUMEHEHNSI CIIeNUANTA3UPOBAHHOTO MMPOIYKTAa
Je4eOHOro MUTaHUS B paMKax HCCIIeIOBaHMMA

HocTtxenue
Orenka cTeneHn IIEJIEBOTO Pe3yibTaTa
HaHMeHOBAHME JOCTHXKEHUS IIENEBOTO C y4eToM Mxana
KpHTepHUs OLIEHKII pe3yJabsTaTa ¢ y4ETOM R S [
>bheKTHBHOCTH IIPEUMYIIECTBA IO Tepanueit (6a1108)
CPaBHEHHUIO C MPOAYKTaMHA IPOIyKTaMU
CpaBHEHUS CpaBHEHMUS
(Ipo1IeHTOB)
Hanpuwmep, IIOJTHOCTBIO JOCTUTHYT 100 10
CHIDKEHHE 1eJIeBON pe3yJIbTaT
YpOBHS (BeIcOKas 2 HEKTUBHOCTD)
(eHmnananuna YaCTUYHO JOCTUTHYT 90 9
70 [IEJICBOTO 1[€JIeBOU pe3yNbTaT 80 8
SHAUCHUA (cpensss 2pheKTUBHOCTS) 70 7
60 6
50 5
Hroro cpenHss oleHKa 3())EeKTUBHOCTH - OTHOIIIEHHE CYMMBI

0anaoB O KaXIOMYy KpUTEpHIO 3¢ (EeKTUBHOCTH
K KOJIMYEeCTBY KPUTEPHEB
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KonugecTBeHHas OLEHKA KIMHIKO-3KOHOMUYECKOH 3P PEeKTHBHOCTH
CIIEIIUATU3UPOBAHHOTO IIPOAYKTa JIeueOHOro MUTaHug

ITponenr | Ilxkaia
Kpurepuu onieHku Pesynerar oneHku OTKJIO- OLICHKH
HeHus | (6annoB)
1. IlpencraBnenHas | BbIIIE CTOMMOCTH JIEUEHUS 100 u -10
CTOMMOCTH Kypca IIPOIYKTOM CpaBHEHUS Honee
WJIY FOJI0BOT'0 30 - 100 3
Ie4eHus
CIleIManu3upOBaH- 60 - 80 -6
HBIM IIPOLYKTOM 40 - 60 -4
ne4eOHOro MUTAHUS
20-40 -2
10-20 -1
COOTBETCTBYET CTOUMOCTH He Gornee 0
JIeYeHHUs NPOIYKTOM CPaBHEHUS 10
HIDKE CTOMMOCTH JICYEHUS 10-20 +1
IPOJYKTOM CpaBHEHUS 20 - 40 0
40 - 60 +4
60 - 80 +6
u bonee
80 u Goree +8
Hrorosas oleHKa 0o 1IKane OLEHKU NPeACTaBICHHBIX 3aTpaT
2. IlpenmymecTtBa | IpUMEHEHUE 1o 20 +2
10 KJIMHUKO- CHEHANIN3UPOBAHHOTO TPOAYKTA
SKOHOMUYECKON JIe4eOHOr0 NMMUTAHUS IIPUBOAUT K 20 - 40 +4
3¢ HeKTUBHOCTH CHIDKEHHIO 00IIKX 3aTpaT
CTIeIIMaNN3UpPOBaH- | (YKa3aTh OTAENbHO NpsSMbIe 40 - 60 +6
HOTO IIPOAYKTa Y HelpsIMble 3aTPAaThl) Ha 60 - 30 43
Je4eOHOro MUTaHUS | OKa3aHWe rpakIaHaM
6onee 80 +10

C IPOAYKTaMH
CpaBHEHHUS

(110 KaXXIOMY U3
IpeICTaBIeHHBIX
WJIV HalIeHHBIX
CaMOCTOSITETIEHO
MCCJIeTOBaHMM)

MEIUIIMHCKOM TOMOIIIH

B paMKaXx IIporpaMMbl
roCcyIapCTBEHHBIX TapaHTHH
OecraTHOrO OKa3aHUsg
rpaxaHaM MeIUIHHCKON
MOMOIIU (BITHUSHUE

Ha OFOJIKET)
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Kpurepuu oneHku

Pe3y.HLTaT OLI€HKH

[TpoueHt
OTKJIO-
HEHUs

Ixana
OLIEHKH
(6annoB)

IpUMEHEHUE
CHEIMATH3UPOBAHHOTO TIPOIYKTa
J1e4eOHOTO UTaHUs He TpedyeT
YBEIMYEHUS 00X 3aTpat
(yKazaTb OTHETHHO MPsIMBbIE

W HeTpsAMEIe 3aTpaThl) Ha
OKa3aHWe MEIUITMHCKOH ITOMOIIH
B paMKax MpOorpaMMEI
roCyIapCTBEHHBIX rapaHTHH
OecmaTHOro OKa3aHUs
rpaxaaHaM MeIUIIHHCKON
IIOMOIIH (BIUSHUE Ha OIOKET)

0

[IpUMEHEHUE
CIIELAATA3UPOBAHHOIO IPOIYyKTa
Te4eOHOT0 ITMTaHUI

TpebyeT yBeNIHUeHUs 00X
3aTpatr

(YkazaTb OTAENBHO MpsSMBIE U
HeIpsAMbIe) 3aTPaThl Ha OKa3aHUe
MEIUIWHCKOW ITIOMOIIHA B paMKax
IPOrpaMMBbl FOCYAapCTBEHHBIX
rapasTui OeCIIaTHOrO OKa3aHUs
rpaxJiaHaM MeIULIHHCKON
TTOMOIIM (BIUSHUE Ha OFOKET)

1o 20

20-40

40 - 60

60 - 80

6onee 80

OlLleHKa 3aTpaT U 3¢ HEeKTUBHOCTH
(oTHOIIEHHE TTOKA3aTeILd
CHeINaTu3UpOBaHHOIO IPOTYKTa
ne4eOHOro NUTaHMs ¥ IPOTyKTOB
CpaBHEHUS)

CHIDKCHUC
IIOKa3aTeIA

+1

IIOBBIIIICHUC
IIOKa3aTCIA

Hrorosas olieHKa 10 LIKajie OLIEHKU IPEUMYILIECTB
CTIEIUATU3UPOBAHHOTO IPOAYKTA JIeueOHOT0 MUTAaHUS 110 KJIMHUKO-
9KOHOMHYECKOH 3¢ (DEeKTUBHOCTH (OTHOIICHUE CYMMBI OAJIIOB 11O

KaXKJIOMY HCCTIEJOBAHUIO K KOJIMYECTBY UCCIIeI0BaHMI)
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Ha Tepputopun Poccuiickoit Genepannn

IIpouent | Ilkana
Kpurepuu oneHku Pesynprat o1eHKH OTKJIO- OLIEHKH
HeHus  |(6amwios)
Hrorosas oneHKa KIHHIKO-IKOHOMUUECKOH 3PP eKTHBHOCTH
CIELHUATH3HPOBAHHOIO IPOAYKTa JieueOHOro NuTaHus (cyMmma 0anios
OIIEHKH TIpeICTaBIEHHEIX 3aTpaT U UTOTOBOM OLEHKH IO IIKaje
OLEHKH IIPEUMYIIECTB CIIELIHATM3NPOBAHHOTO [IPOIYKTa JI€9e0HOr0
IIATaHMUs 110 KIIMHAKO-3KOHOMHIYEecKoH 3(h(heKTUBHOCTH)
Hroropas cymma 6a1y10B KIIMHUKO-3KOHOMUYECKON OLIEHKH
IIpeUIOKeHMs (He MeHee +4) i peKOMEHIAlMY K BKIIIOYEHHIO
CIENHATH3NPOBAHHOIO IPOIYKTa JIedeOHOro MUTaHUA B IIEPEYECHD
KonmgecTBeHHas OLCHKA
JOTIOJHUTENBHBIX TaHHBIX O CHELNATIN3UPOBAHHOM IIPOIYKTE
JeueOHOro MUTaHUA
UlIxana
PesynpTar
Kpurepuu oneHku OILIEHKH
OLICHKHU
(6aynos)
Hanudue 3aperucTpupOBaHHbLIX Ha TEPPUTOPHUH na +1
roCyIapcTB - wWieHOB EBpa3uiickoro 3kOHOMHUYIECKOTO HeT 0
COr03a aHaJIOrOB CHEI[MAJIM3UPOBAHHOIO NPOAYKTa
7e4eOHOro MUTaHUs
Hanwyue mpou3BoacTBa. (M3roTOBISHUS) Ia +3
CHENUATM3UPOBAHHOrO IMPOAYKTa JeueOHOro MUTaHUs HeT 0

HToropas olleHKa ITPOYUX AAHHBLIX 110 IPEATI0KeHHIO (He MeHee +2)
I peKOMEHJAllUK K BKIIOUYEHHIO B IIEpeyeHb

* VpoBeHb JIOKa3aTeNbHOCTH PE3YIbTaTOB HCCIEOBAHNH IPUMEHAETCSA 1711 HOPMATLHOA ONEHKH
KauyecTBA OTAEIBHOIO HMCCIENOBAHUS CIEHUATH3MPOBAHHOIO IIPOAYKTa Je4eOHOTO IIMTaHHS.
Wccnenopaduit OTHOTO CIENUANTH3MPOBAHHOIO NPOAYKTa JIeueOHOro INHTAaHHA MOXKET OBITh
HECKONBKO, ¥ YPOBHH HMX IOKAa3aTeJBHOCTH B 3aBHCHMOCTH OT JH3aifHa MCCIeNOBAHMA MOT'YT OBITE

pa3IMYHEL

*x YPOBHI/I }’6G)II/ITCJILHOCTI/I A0Ka3aTeJIbCTB HCCIEeIOBaHUHU CHCUHATINSHUPOBAHHBIX IIPOAYKTOB
J1eyeOHOro NMUTaHUS MIPUMECHSAIOTCA IIPH OIEHKE COBOKYIIHOCTH YCCIIeJOBaHUM OJTHOTO H TOrO XE
CIICIHMAIM3UPOBAHHOTO IIPOAYKTa neueOHOTO IIHUTAHHA. OC}’HICCTBJ'IﬂeTC}I 0006mIenye TaHHBIX 00
YPOBHAX OOKa3aTCJIBHOCTH OTICIBHBIX )5 (oh) (9 (0] : 2215 0505 Pa3IH4YHOro KadectBa M IIPUCBAUBACTCA

OJIAH 3 3 ypoBHEH yOAUTEIBHOCTH.

25021272.doc




ITPMJIOXKEHME Ne 5

k [IpaBunam popmupoBanus IepeyHs
CHeHaTN3UPOBAHHBIX IIPOIYKTOB
ne1eOHOro NUTaHu Ak NeTeH-UHBAIUIOB

POPMA

3aKJIIOYCHUA O pe3yJdbTaTaM NMMPOBCACHHUHA IKCIEPTU3bI IPEAJIOKCHNUSA O
BKJIHKYC¢HHH (HCKJ’HO‘IGHHH) CIeuuaJU3HPOBAHHOTO ITPOAYKTA Je4eOGHOro
HUTAHHS B II€PE€ME€Hb CHICNHAJTHINPOBAHHBIX IPOAYKTOB JeyeOHOoro
NUTAHUS AJ19 JeTel-UHBAJHUA0B

B xomuccuro MunucrepcTsa
3apaBooxpanenus Poccutickoit Penepanmu
o (OpMUPOBAHHUIO IIEPEYHS
CIIEUAIN3UPOBAHHBIX IIPOAYKTOB
1e4e0HO0ro MUTaHus [Jis JeTeH-HHBATUIO0B

SAKJIIOUYEHHE

10 pe3yNbTataM IPOBeNEHNUS HKCIEPTUIHI PEIJIOKEHU O BKIFOYECHUH
(MCKITFOYEeHUH) CIIEIHaTH3UPOBAHHOIO IPOAYKTa JIeueOHOTO
IIUTAHKUS B IIEpeUYeHk CIIEIHaTM3UPOBAHHEIX ITPOIYKTOB Je4eOHOTo
MIATAHUS A7 JleTel-nHBaATU0B

1. HacTosiiee 3aKkiIIo4eHRE KacaeTcsl MaTepUalloB, IPEeACTaBICHHbIX:

IS BKIIIOYEHHMS CIIENHAIN3UPOBAHHOrO IPOAYKTa JIeueGHOro IUTaHMA
B [IepeYeHb CIeUaIU3UPOBaHHBIX IIPOIYKTOB JIedeOHOro NUTaHUS IS AeTel-
WHBAJIUIOB;

IV UCKJIFOYEHHUs CIEeNHAM3MPOBAHHOTO NPOJYKTa Je4eOHOro MHUTaHUA
U3 JIEpeUHs CHeIMaTu3UpOBaHHBIX MPOAYKTOB JeueOHOIro MUTAaHUS Ul JeTel-
MHBAIMAOB (Jlajiee COOTBETCTBEHHO - CIEHNUAIM3MPOBAHHBIN IIPOAYKT,
IIePEUEHB).

2. ndopmanius 06 sKcriepTHON KOMUCCHU:

HamMEHOBAHUE 3KCIIEPTHON OpraHu3aniu
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COCTaB JKCIIEpTHOH KOoMHCCHM ((aMHIHs, UM, OTYECTBO, HOJIKHOCTD)
;
anpec (MeCTO HaXOXKIIEHUS) SKCIIEPTHOM OpraHu3aliu ;
tenedoH (daxc) . :
3JIEKTPOHHAs [I04YTa
3. udopmanis o cieiuanu3upOBaHHOM IIPOAYKTE:
HauMEHOBaHUE ;

IpeajaraeMple K BKIIOYEHHIO WM HMCKIIOYEHUIO B IEpedYeHb (OPMEI
3aperUCTPUPOBAHHOTO  CHELUAU3UPOBAHHOIO  MPOAYKTAa  (TIEPEHUCIIUTH):

4. CpoK# IIPOBENEHUS SKCIIEPTU3BL:

c o

5. PesynpraTel  KIIMHUKO-3KOHOMHYECKOM OIIGHKH IPENIOKEHHUS O
BKJTIOUYEHUH (MCKIIOYEHWH) CIIEHUATM3APOBAHHOIO TMPOAYyKTa B IepedeHb
(manee - mpemioxeHue) (B cooTBeTcTBuM C MpriiokeHneM Ne 4 k IlpaBunam
bopMHUpOBaHUS NIEPEUHS CIENHUATIM3UPOBAHHBIX IIPOAYKTOB JIe4eOHOrO MUTaHUA
Ui NeTeH-MHBAIMUIIOB, YTBEPXKIEHHBIM IIOCTaHOBIeHHeM [IpaBUTEnsCTBa
Poccuiickoit ®@enepanuu ot 9 ampens 2015r. Ne 333 "OO yrBepkaeHUU
[IpaBun GopMupoBaHUS TEpPedHs CIELHATN3UPOBAHHEIX MTPOIYKTOB JIeUueOHOTO
IIMTAaHUA IJ1S JeTeH-UHBATHIOB" ):

Pe3ynpTarel OLEHKM KadecTBa MHCCIECIOBAaHUM CIIELMAIM3UPOBAHHOIO
IIPOAYKTa, IPEICTABIECHHBIX 3asBUTENEM M (WIN) HallIEeHHBIX CaMOCTOSATEILHO
JKCIIEPTHON KOMUCCHEN

Ob6mas
XapaKkTepucTHKa YpoBeHb YpoBeHb OLIEHKA
IIPEICTaBIEHHOTO | YOeIHUTEIHHOCTH | yOSIUTENHHOCTH
VICCJIETOBaHHUS
HCCIEHOBaHUS TTAHHBIX JI0Ka3aTeNIbCTB
(6ayoB)
1.
2.
3.
4.
5.
7§
Ap.

Hroro CpeaHeC 3Ha4YCHUE (OTHOH.ICHI/IG CYMMBI OLICHOK
HUCCJICIOBAHU K NX KOJII/I‘IeCTBY)
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Pe3ynprarel KOJIMYECTBEHHOW OIEHKHM KIMHUYECKO! 3¢ GheKTUBHOCTH
IIpUMEHEHUs CIIEUHAIU3MPOBAHHOTO TMPONYKTa B KauecTBe JUETUYECKOTO
1e4eOHOro IMUTaHWs TIpU JICUeHUH HeTed-WHBATHMIOB B paMKaX HCCIIEeNOBaHUH,

[IpENCTAaBICHHBIX 3afBUTENEM M (MJIM) BBIIBICHHBIX CaMOCTOSTEIBHO
SKCIEPTHOU KOMHUCCUEN
HavmeHoBaHue HoctmwxeHue
KpUTEpUs O1eHKa cTeneHd JOCTHKEHUS IIeIeBOTO Ouenka
OLIEHKH [[eJIEBOr0 pe3ylbTara pesynbrata | (6annos)
3¢ HEKTUBHOCTH (IpO1IeHTOB)

IL[eJIeBOM pe3yNbTaT IIOJHOCTHIO
JNOCTUTHYT
(BBICOKas 3D (HEKTUBHOCTE)

[1eJ1eBOH pe3ynbTaT YaCTUYHO
JOCTUTHYT
(cpenusst 5HEeKTHBHOCTD)

HUroro cpenHsas oneHka 3@ GeKTUBHOCTH (OTHOIIEHNE CYMMEI OalioB
10 KaXIOMYy KpHUTepHIO 3PGEKTUBHOCTH K KOIHYECTBY

KPUTEPHUEB)

PCBYJIBTaTBI KIIMHUKO-3KOHOMHYECKOM OLICHKHU MMPEOJIOKECHUA

Kpurepun onenku

PesynpraTr onieHKH

IIpoueHT
OTKJIO-

1CHHUA

Oueunxka
(6annoB)

1. IlpencraBnennas
CTOUMOCTE Kypca HUITu
T'OJIOBOTO JICUSHUSI
(nueToTepanuu)
CIeHTU3NPOBAHHBIM
IPOYKTOM

BBIIIC CTOMMOCTH JICHCHWA
CIICHHAIM3UPOBaHHbBIM
IIPOAYKTOM CpaBHEHUA

COOTBETCTBYET CTOMMOCTH
TevYeHus
CHEeHATU3UPOBAHHBIM
IPOIYKTOM CPaBHEHUS

HIDKE CTOUMOCTH JICUCHHUS
CIIeIHATH3UPOBAHHBIM
IPOIYKTOM CpaBHEHI

HMroroas oleHKa II0 HIKale MpCACTaBJICHHBIX 3aTparT

2. Ilpeumytectsa

10 KITMHHUKO-
DKOHOMHUYECKOH

3 PEeKTUBHOCTH
CrIeUanu3upPOBAHHOTO
ITPOYKTa B CPaBHEHUHU

IpHMeHEHNe
CTIEIUaTTU3UPOBAHHOTO
IIPOAYKTa IPHUBOJUT K
CHIDKEHUIO OOIIMX 3aTpaT
(vKazaTh OT/EIbHO NpSIMBIE 1
HelpsiMble 3aTPATHI)
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Kputepuu oneHku

Pesynbrat ouenku

IIponent
OTKJIO-
HEHUS

Ouenxka
(6aiI0B)

C MPOAYKTaMH
CpaBHEHHUS

(o xaxnoMy u3
IIPeCTaBICHHBIX
WIN HalJeHHBIX
CaMOCTOSITENIEHO
HCCJIeI0BaHMI)

Ha OKa3aHWe MeIUIUHCKOMN
IIOMOIIH B paMKax MporpaMMbl
rOCyIapCTBEHHBIX M'apaHTHH
OecIIaTHOTO OKa3aHus
rpaxJaaHaM MeIUIMHCKOM
IIOMOITH (BIUIHHE HA OOKET)

IpUMeHEeHHe
CIeMaJIN3HPOBAHHOIO
IpoayKTa He Tpebyer
yBEJIMUEHUS OOIIMX 3aTpaT
(YKazath OTIETBHO pSAMBIE U
HempsMBbIe 3aTPaThl)

Ha OKa3aHHe MEIUITHHCKOMN
MIOMOIIH B paMKax MPOTrpaMMBI
rOCYJapCTBEHHBIX TapaHTHI
OecIIaTHOTO OKa3aHUS
rpakJiaHaM MEeIHULUHCKON
MTOMOIIM (BIHUSHHE Ha OIOIKET)

IIpUMEHEeHHe
CICIMATH3UPOBAHHOTO
IPOAYKTa TpeOyeT YBEIHUEeHUS
obuux 3aTpart (ykas3aTh
OTIENBHO MPsIMbIE U HEeTIPSAMBIE
3aTpaThl) Ha OKa3aHHe
MEIULIMHCKOU IIOMOII

B paMKaX IpOrpaMMBI
rOCYJapCTBEHHBIX FapaHTUH
OecILIaTHOTO OKa3aHHs
rpaxkiaHaM MeAHITHCKOM
oMo (BIusSHHE Ha OI0JKET)

Hrorosas OIICHKaA 10 IKaJIC OLICHKH ITPEeUMYIIECTB
CIICIHUAIU3UPOBAHHOIO IIPOAYKTa 110 KIIMHUKO-3KOHOMHYECKOH

3¢ GEKTUBHOCTH (OTHOIIEHHE CyMMBI OAILIOB MO KaXIOMY

HCCIIEIOBAaHHUIO K KOJIMYIECTBY HCCIIEIOBaHMI)

Hrorosas onieHKa KIIMHIKO-5KOHOMUYECKOH 3D PeKTUBHOCTH
CIeI[MaTN3UPOBaHHOrO MpoAyKTa (cyMMa OaioB
OIIEHKU IIPEICTABIICHHBIX 3aTpaT ¥ HTOTOBOH OIEHKH II0 LIKAJe

OLICHKH NIPEUMYIIECTB CIIEHUATM3UPOBAHHOTO MIPOIYKTa IO KITMHHKO-

3KOHOMHUYECKOH 3¢ hEeKTHBHOCTH)
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6. P€3y.TILTaTBI SKCIICPTHU3BI IPOIHUX JaHHBIX I10 IPEAJIOXKECHUIO

Kpurepun onieHku Ornenxa
(6annoB)

Hanmuune 3aperucTpupoBaHHEIX Ha TEPPUTOPHH FOCYAapCTB-
WIeHOB EBpa3zuiickoro 3K0HOMHHYECKOI'0 COI032a aHaJIOTOB
CIIELHAAIU3UPOBAHHOIO IPOAYKTA

Hanuyne nmpousBoncTBa (M3roTOBIEHMUS) CIIELAATH3UPOBAHHOTO
IIpOAYyKTa Ha Tepputopuu Poccuiickoit Oenepanmu

Toropas oleHKa [IpOYUX JaHHBIX 10 TIPEAT0KEHUIO (He MeHee +2) A
PEKOMEHAAINHY K BKIIOUEHHUIO B IIEPEYCHb

7. ItoroBass cyMma OILEHKHM IPENJIOKEHUS U BBIBOJBl OJKCIEPTHOMH
KOMHCCHHM O  IenecoobpasHocTH — (HerenecooOpa3HOCTH) — BKIIHOYECHHA
(MCKIIIOYEHHUS) CIeNHaTU3NPOBAaHHOTO IPOIYKTa B IIE€PEUCHb:

Ilopmuce M pacHMdpoBKa MOIIHCH PYKOBOAWTENS 3KCIEPTHON OpraHu3alyy
(akcmepra) / /

8. PekoMeHanny TNaBHOTO BHENITAaTHOTO crienuanucra MUHHCTEPCTBa
3apaBooxpaHeHus Poccuiickol Oenepanun:

9. 3ameuaHHd TITABHOTO BHEIUNTATHOIO clenuanucra MuHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoi @enepanmu:

[oanucek u pacmrpoBKa NOIIHCH / /

Hara
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