06 yTBep>xaeHuu Mopsapka MapKUPOBKU NEPBUYHON U BTOPUYHOM
YNaKOBKM ayTOJIOTMYHbIX DUOMEaNLMHCKUX KJIeTO4YHbIX
NPOAYKTOB U KOMOMHUPOBAHHbLIX OUOMEANLMHCKUX KJIeTOUYHbIX
NPOAYKTOB C UCNOJIb30BAaHMEM METOA OB PaAMO4acTOTHOM
MAEHTU(UKALMU NPUHAANEXXHOCTU TaKoro 6MuoMeaMLMHCKOro
KJIETOYHOIO NPOAYKTa KOHKPETHOMY NauMUeHTy

Mpukas - Ne 800H - 0T 13.10.2017 - MMHNCTEPCTBO 34PaBOOXPaHeHNs - [lencTeyeT 6e3 n3MeHeHuin

MWHWUCTEPCTBO 34PABOOXPAHEHNSA POCCUACKOI OELEPALLAN

MPUKA3

MockBa

13 okTa6ps 2017 r. Ne 800H

06 yTBepxaeHumn MNopsaka MapKUPOBKY MNEPBUYHON U BTOPUYHON

YNaKOBKW ayTONOrNYHbIX BUOMEANLNHCKNX KNEeTOYHbIX NPOAYKTOB

N KOMBUHMPOBAHHbIX BUOMEANLNHCKNX KNETOYHbIX MPOAYKTOB

C UCMONb30BaHMEM METOLOB PAaANO4aCTOTHON NAEHTUPUKaLUN

NPVHaAAeXHOCTU Takoro 6UOMeaNLNHCKOro KNeTO4YHOro NpoayKTa

KOHKPETHOMY MaLneHTy

3apeructpuposaH MuHiocTom Poccum 16 Hoabpsa 2017 r.

PernctpaunoHHbi Ne 48927

B COOTBETCTBMM C HaCcTbio 2 CTaTby 36 PefepanbHOro 3akoHa ot 23 nioHA 2016 r. Ne 180-3 "O
BroMeaMUMHCKUX KNeTouHbIX npoaykTax" (CobpaHue 3akoHodaTensCcTBa Poccuinckon ®epepaumm, 2016, Ne
26, CT. 3849), noanyHkKToM 5.2.207-42 MonoxeHnsa o MUHUCTEpPCTBE 34paBOOXPaHEHNs POCCMCKOM
denepaumm, yTBEPXAEHHOr0 NocTaHoBNeHEM [MpaBuTensCcTBa Poccunckon ®epepauum oT 19 mioHa 2012
r. Ne 608 (CobpaHue 3akoHofaTenbCcTBa Poccuinckon ®epepaumm, 2012, Ne 26, 1. 3526; 2013, Ne 16, CT.
1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26, CT.
3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, cT. 1763; Ne 23, ¢T. 3333; 2016, Ne 2, CT.
325; Ne 9, cT. 1268; Ne 27, cT. 4497; No 28, cT. 4741; Ne 34, cT. 5255; Ne 49, ¢T. 6922; 2017, Ne 7, cT. 1066;
Ne 33, cT. 5202; Ne 37, cT. 5535), npukasbiBalo:

YTBEpAUTL Npunaraembii MopsaaoK MapKMPOBKU MEPBUYHOM U BTOPUYHON YMAKOBKMW ayTONOMMYHbIX
BroMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB Y KOMOUHUPOBAHHbLIX BOMEANLIMHCKUX KNETOYHbIX MPOAYKTOB C
MCMNO/b30BaHNEM METOLO0B PALMOYACTOTHON NAEHTUMUKALUN MPUHALNIEXHOCTN Takoro 6omMeanLMHCKOro
KNETOYHOr0 NPOAYKTa KOHKPETHOMY MaLMeHTy.

MuHncTp B.N.CkBOpLOBa

YTBEXXIEH

nprKa3oM MUHUCTEPCTBA 34PaBOOXPAHEHUS

Poccuiickon ®epepalimu

oT 13 okTa6psa 2017 r. Ne 800H

Mopsapok

MapKWPOBKUN MEPBUYHOW 1 BTOPUYHOIN YMAKOBKM ayTONOMMYHbIX

BroOMeANLIMHCKNX KNETOYHbIX MPOAYKTOB 1 KOMOUHMPOBAHHbIX

OroOMeANLIMHCKNX KNETOYHbIX MPOAYKTOB C MCMOJIb30BaHWEM METOA0B PaAno4YacTOTHON UAEHTUMKaL K
NPVHAANEXHOCTN Takoro bruoMeanLnHCKOro

KNeTOYHOro NPoAYyKTa KOHKPETHOMY MaLUeHTy

1. HacTosAwwmi NMopagok onpenenseT npasuia MapKUPOBKM MEPBUYHON N BTOPUYHON YNaKOBKM
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ayTONOrMYHbIX BMOMEANLIMHCKNX KNETOYHbIX MPOAYKTOB N KOMOMHUPOBAHHbLIX B1OMEANLIMHCKINX
KJIETOYHbIX NPOAYKTOB C UCMOJIb30BaHWEM METOI0B PaAN04aCTOTHON NAEHTMUMUKALUN NPUHAONEXHOCTN
Takoro 6oMeNLIMHCKOr0 KIETOYHOI 0 MPOAYKTa KOHKPETHOMY MaUWEHTY.

2. Mpoun3BoanTenb ayToNIOrMYHOro BIOMEeANLIMHCKOrO KNIETOYHOI0 MPOAYKTa U (1in) KOMBMHUPOBAHHOIO
H6roMeanLMHCKOro KNeTOYHOr0 NPOAYKTa (Aanee COOTBETCTBEHHO - NPOM3BOANTENb, BMOMEANLNHCKNIA
KJETOYHbIVA MPOAYKT) MOMELLAET Ha MEPBUYHYIO 1 BTOPUYHYIO YMAKOBKY 6MOMEANLNHCKOrO KNeTOYHOr o
npoayKTa, MoAJIeXallero peaamsaumnm B opraHm3aunm, oCyLLEeCTBASIOWNE MEQULIMHCKYIO AeATENbHOCTD, B
KOTOPbIX MpeanonaraeTca NnpuMeHeHne BoMeANLIMHCKOr0 KJIETOYHOI O MPOAYKTa KOHKPETHOMY NaUUeHTY
(Danee - opraHunsaums), paano4acTOTHYO METKY.

3. PagmoyacToTHas MeTKa npegHasHavyeHa A nepenayun C NoOMOLLbLI0 pagnoBOAH UHGOpMaLUN,
HeobxoanMon ANa naeHTMdnKaumm (pacno3HaBaHns) BMOMEeaNLMHCKMX KNETOYHbIX MPOAYKTOB, Ha
KOTOPbIX 3aKpenjieHbl pagno4acToOTHbIE METKN.

Mpn MapKnpoBKe BMOMEANLMHCKNX KJIETOYHBLIX MPOAYKTOB NMPUMEHSIOTCS PaAno4acTOTHbIE METKHU,
paboTatowue B gnana3oHe 860 - 960 MIu,.

MHdopMaLns HanevyaTaHHas Ha 3TUKETKE C PaAM04aCTOTHOM METKOM, 0O/XKHa COOTBETCTBOBATb
cBefeHnaMm, 3aKoanpoBaHHLIM B camon paﬂ,MOHaCTOTHOVI MeTKe.

4. Ha nepBMYHYIO 1 Ha BTOPMYHYIO YMaKOBKY 04HOr0 B1OMeANLIMHCKOrO KNeTOYHOro NPoAyKTa
Npou3BOANTENEM NMOMELLAETCA PAaANOY4aCTOTHAsA MeTKa, COAeP Kallas CBEAEHNS, KOTOPbIE MO3BOJIAT
0OHO3HAYHO MAEHTUPMLMPOBATL PAANOYACTOTHYIO METKY M KOTOPbLIE AO/IKHbI OCTaBaTbCs HEN3MEHHbIMM
Ha BCeX Cepusx, MapTUsaxX 4aHHOro 6UOMeaNLNHCKOro KAeTOYHOro NpoayKTa.

Pa,EI,VIO‘-iaCTOTHaF! MeTKa, HaHOCMasa Ha YNakKoBKY ayTOJIOrMYHOI o 6I/IOM€JJ.I/ILI,I/IHCKOF0 KJIETOYHOI 0
npoayKTa, AOJHKHa CoAep)aTh 3arfiaBHyto bykBy A, fanee yepes Apobb NOPSLKOBLIA HOMEpP, KOTOPbIN
NPMCBaUBAETCSA B XPOHOJIOTMYECKOM MOPSAAKE C MOCNEAYIOWNM YBENYEHNEM HOMEpa, fafee Yepes Apobb
HOMEep permcTpaLMoHHOro ya0CTOBEPEHNS ayTONOrMYHOro BroMeanLMHCKOro KNeTo4HOr0 NPoAYyKTa.
PagnoyacToTHas MeTKa, HAHOCKMas Ha YNaKOBKY KOMOMHUPOBAHHOIO BOMEeANLIMHCKOrO KIETOYHOI 0
npoayKTa, LOJKHa coaep>aTh 3arfiaBHyto 6ykBy K, nanee yepes opobb NOpsAKOBLI HOMEP, KOTOPbIN
NPVUCBaNBAETCSA B XPOHOJIOTMYECKOM MOpsAKe C NOCNeayoLWNM YBeINYEeHNEM HOMepa, fajee Yepes Apobb
HOMEp PermcTpaLoHHOro yaoCcToBEPEHNS KOMBUHMPOBAHHOIO BIOMEANLIMHCKOrO KIETOYHOrO MPOoAYKTa.
5. PagmoyYacToTHas MeTKa f0J/KHa ObITb 3allMLLEHa OT yAaeHuns, BO3SMOXHOCTMW ee MOBTOPHOI0O
NCMNOMb30BaHUSA, YTUIM3aUMm 1 obecnevnBaTb BOSMOXHOCTb CHUTLIBAHUS PaAN04aCTOTHON METKN B
TeyeHne BCEero CpokKa roaHoCcT BMoMeaNLNHCKOro KNeTOYHOro NpoayKTa, ero XpaHeHus u (nnwm)
TPaHCMOPTUPOBKMN.

6. MponzsoamnTens BMOMEANLNHCKOrO KNETOYHOI0 NPOAYKTa AOJKEH OCYLLECTBAATb PErMCTPaLnio B
nporpaMMHom obecneyveHny 6MOMeaNLNHCKOro KNeTOYHOro NpoayKTa, Ha NEPBUYHYIO N BTOPUYHYIO
YyMaKOBKY KOTOPOro NoMeLleHa paano4acToTHasA MeTKa, C Lenbio obecneyeHns BO3MOXHOCTY YTEHMA U
aHasiM3a NoyYeHHbIX C PaAnN0Y4aCTOTHbIX METOK CBEAEHWI.

7. CBeleHUs1 0 paAno4acTOTHON METKE, MOMELLLEHHON Ha MEePBUYHYIO 1 BTOPUYHYIO YMaKOBKY
HroMeanLMHCKOro KIETOYHOr0 MPOAYKTA, AO/KHbI NPeACcTaB/AaATbLCS NPOM3BOANTENEM B OPraHM3aLunio ons
Lenei X CBepKM C AaHHbIMU CHYMTbIBAIOLLEr0 YCTPOMCTBA NPU NPOYTEHNN PAaANO4aCTOTHON METKN Ha
nemequM n BTOpI/I‘-IHOVI ynakKoBKaX NocTtynuseLlero B opraHn3aluio 6I/IOMe,£I,I/ILI,VIHCKOFO KJIETOYHOI 0
npoaykKTa.
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