: I'OCYIAPCTBEHHAS TYMA.
PEIEPANIBHOT'O COBPAHUS POCCHICKOH (DE,HEPAHHH
HIECTOTO CO3LIBA

BBITINCKA Y3 IIPOTOKOJIA or 26.02.2015 Ne 225
3ACEJIAHUSI COBETA I'OCYIAPCTBEHHOIM JTYMBI

"26" deppans 2015T.

28. O npoekrte ¢enepanbnoro zakoHa Ne 717040-6 "O GuoMeIHMUHHCKHX
KJIeTOYHBIX NpoaykTax' - BHocHT IIpaBuTenberBo Poceniickoii ®enepaunn

IIpuusTO peluenHe:

1. HampaBuTs ykasaHHbBIH IpoekT (efepanbHoro 3akoHa [Ipesumenty Poccuii-
ckoit Penepanuu, B KOMUTETHI, KoMUccHio I'ocynapctBennoi dyMrel, dpakmuyu B [Nocy-
napcteennoii Hyme, Coser ®enepanuu PenepansHoro Codpauns Poccuiickoit degne-
pamun, IlpauTtenscrBo Poccuiickoit Menepain, CueTHyro namary Poccuiickoit ®ene-
pauuu, ObmecTReHHYO nanaty Pocculickoli denepaniy, 3akoHOIaTeIbHElE (IIpeicTa-
BHTENbHBIE) W BBICIIHE HCIOJHUTENBHBIE OpraHbl [OCY1apCTBEHHON BIACTH CYOBEKTOB
Poccuiickoit ®emepaniid 1A OOJATOTOBKM OT3BIBOB, IIPEINIOKEHWH W 3aMevyaHui, a
Taxxe Ha sakmodesre B [IpaBoBoe ynpasnenue Anmapara I'ocymapcteennoit JyMel.

HasnaguTh OTBETCTBEHHBIM B paboTe HA IPOeKTOM defepanpaoro 3akoHa Ko-
muteT ['ocynapcrseHHOH JyMpl o oxpaHe 3/10poBbA, coucnonaureneM - Komurer [o-
cynapcTBeHHOH J{yMBI 110 HayKe H HayKOEMKHM TEeXHOILOIHAM.

OT3bIBBI, MIPEANOKEHNST H 3aMedaHus HanpaBHTh B Komurer [ocynapcreeHHOH
HyMpl TI0 oxXpaHe 370poBbs Ao 28 mapTta 2015 roaa.

2. Komurery l'ocymapcTBernod IyMbl Io oxpaHe 3HOpPOBBS C YYETOM IIOCTY-
IIUBIIUX OT3BIBOB, IPENIOKEHHH M 3aMeYaHui OArOTOBHTE YK43aHHBIA IIPOEKT (ese-
pPANBHOTO 3aKOHA K paccMoTpenuto 1 ocy napcTeeHHOH [ymoit.

3. BXIIOYHTE yKa3aHHBIH MPOoeKT (GenepalbHOTO 3aK0Ha B MPHMEPHYIO IPOTPaM-
My 3aKOHOIpPOeKTHOH padorsl ['ocymapcTBeHHOH HyMBI B IEPHOA BeceHHEH ceccHH
2015 rona (anpens).

IlepBEIil 3aMecTHTETH
Ilpencenarena I ocy1apCTBEHHOH/|
®denepanpHOoro Cobpanus |

Poccuiickoii ®enepamun M. M. MensHuKoB

PECITYBJIMKE TATAPCTALL
e o Y
|-m - Fxéfff//
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I'ocynapcreennas Jyma
®enepansnoro Cobpanus

HPABUTEILCTRBO Poccuiickoit depepanyu
POCCHHCKOR OEAEPALIH

<<Qi>>%zoﬁn

o 62601112

MOCKBA

O BHECceHHH NpoekTa dheneparbHOro
3axoHa "O DUoOMeUIIHHCKHUX
KJIETOYHBIX NPOyKTax"

B coorserctBun co cratredt 104 Koncrutynuu Poccuiickoit depmepaiuu.
[1paBurensctBo  Poccuiickoit denepamid  BHOCHT  Ha  pacCMOTpPEHHE
locygpapcrrenroi dymer denepansHoro Cobpanna Poccutickoli Pepepaliud IpOeKT
dexpepansroro 3axona "O 6HOMENHIMHCKMX KISTOYHBIX ITPOAYKTax' .

Ilpunoxenue: 1.
2.
3.

4.

!

| we 3.8- 620F
u__'ﬂ__ﬂ_,é_zc:/ﬁ.‘

Ilpencenarens IlpardTenscTra
Poccutickoii Penepanuu

Texcr zakonornpoexra va 130 n.

[MoscuuTensHas 3amucka Ha 2 1.
(OUHAHCOBO-3KOHOMHYECKOe 000CHOBAHHE K 3aKOHONPOEKTY
Ha 2 1.

[Tepeuens denepanbHbIX 3aKOHOB, NOJIEXKAUINX TPH3HAHUIO
YTPATHBILHMHA CHITY, NPHOCTAHOBIEHHIO, HM3MEHEHHIO HIIH
OPHUHATHIO B CBA3H C IPHHATHEM 3aKOHOIIPOEKTa, Ha 1 1.

. Ilepeyens HOpMaTHBHBEIX NOpaBOBBIX axToB [Ipesuyenta

Poccutickoit ®enpepauwu, IlpasutensctBa Poccuiickoi
Depepanun B demeparsHEIX OPTaHOB  HCIIONHUTEILHOM
BJIACTH, NOJNEXKAIIHX HOPU3HAHHIO YTPaTHBIUUMH CHITY,
TIPHOCTAHOBICHHIO, H3MEHEHHUIO MWIH MNPHHATHIO B CBS3H
¢ TIPHHATHEM 3aKOHOIIPOeKTa, Ha 15 JI.

6. Pacnopsoxenue IlpaBurenscrBa Poccuiickoit Depepanuu o

HasHadeHuu odurpansaoro npejacrasurens llpasurenscTsa
Poccuiickoit Depepanuu no faHHOMY BoIpocy Ha | i,

Hd.MenBenen

2501270 4
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Buocurcs IlpasurenbcTrBOM
Poccuiicko#t Denepaunn

IIpoext

i E S FD T O S

GOEIEPAJIBHBIU 3AKOH

O 6MoMeTHIHHCKAX KJIeTOYHBIX IPOXYKTAX

T'naga 1. O01He NooKeHHs

Cratess 1. Tlpemmer perynnposanns HacTosiiuero MegepaisHoro
3aKO0HA

1. Hacrosmmuit  DemepanbHeiii  3ak0H  peryliupyeTr  OTHOIUEGHUI,
BO3HHKAXOUIME B CBSI3KW C pa3paboTkol, MOKIIMHMYECKHMH HCCNETOBaHMSIMH,
3KCIIEPTH30M, rOCyJapCTBERHOMN perucTpanuei, KIMHMYEeCKHUMHU
UCCIIEJOBAHUIMH, TPOH3BOICTBOM, OpOJIXeH, - XpaHeHHeM,
TPAHCUOPTUPOBKOH, NpHMEHEHUEM, YHHUYTOXEHHUEM, BRO30M B POCCHHUCKYIO
denepanmro, BBIBO30M U3 Poccuiickoit  @Peneparmu  OHOMEIHIITHCKIX
KJIETOYHBIX MNPOAYKTOB IS MNpOQHIAKTHKH, HIHATHOCTHKA M JIEUeHMS
3aborneBaHMt (COCTOHHHFI) NardenTa, COXpaHEHHsS OCpeMeHHOCTH M
MEJUIHHCKOH peabunuTanuy NalUeHTa, a TakKe B CBS3HW ¢ JOHOPCTBOM

OHONOrMYeckoro MaTepHaia B [eNsIX I[POM3BONCTBA OHOMENUITMHCKHX

KJICTOYHBIX ONPOJYKTOR.
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2. Nencraue nacrosuiero denepaTbHOro 3aKOHa HE PaclpOCTPAHSIETCS
Ha OTHOUIeHWs, BO3HUKAaMOII¥e T[pH paszpaboTke H  [POHU3BOACTBE
JeKAPCTBCHHBIX  CPEICTB W MEAUIMHCKUX  M37enudl, JOHOpCTBE WU
TpaHChIaHTallMK (mepecanke) opraHoB (uX dacTed), TKaHEHd W KIETOK
YeJioBeka, JOHOPCTBE KPOBH H €€ KOMIIOHEHTOB, OTHOHIEHHS, BO3HHUKAFOIIIHE
IpH 3a66pe U UCITOJIB30BAHUH [E€IBHON MYIIOBHHHON KPOBH YelIOBEKa, a TakKe
Ha OTHOICHUS, BO3HHKAIOLIUe HpH oOpalieHuu KIeTOK K TKaHeHd uenoBeka
B HAYYHBIX 4 00pa30BaTeNIbHBIX LEITIX.

Cratesa 2. 3akonogartenbcrBo Poccuiickoii ®exepanan

00 oOpamenun OHOMeTAMHAHCKAX KJIETOYHBIX
IIPOAYKTOB

1. 3akoromarenscTBo  Poccuiickot  ®emepatmu o0 oOpamniennn
OMOMEOUIIMHCKHX KJIETOYHBIX MOpPOIAYKTOB OCHOBBIBaeTcst Ha KOHCTHUTyLUH
Poccuiickoin ®enepaunu, denepasipHoMm 3akoHe oT 21 HosOps 2011 roma
Ne 323-03 "OO ocHOBax OXpaHbl 3J/IOPOBBS I[paXIaH B PoccHICKOH
depepanuu”" U COCTOHT U3 HacTosmero @enepanbHOro 3aKoHa, APYTHX
dbenepanbHBIX 3aKOHOB M MHBIX HOPMATHBHBIX NpaBOBBIX aKTOB Poccuiickoi
Ddeneparun.

2.Bcmm MexnyHapoaHsiM  gorosopoM  Poccmiickoi  Denepariumu
YCTAHOBJICHBI HHBIE IPABHIIA, YeM T, KOTOpEIe ITpeyCMOTPEHEI HACTOSIIHM

denepanbHEIM 3aKOHOM, HPHMEHSIOTCS MpaBHJia MEXIyHapOJHOrO OroBopa

Poccuiickoit ©egepanuu.
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Crates 3. (OcHOBHBIC HOHATHHA, HCHOJL3YeMbIe B HACTOSILEM
DenepabHOM 3aK0HE

B macrosmem DepepanbHOM 3aK0He HCIONBL3YIOTCS  CIELYIONIHE
OCHOBHEIE ITOHATUS:

1) OMOMEeIUUMHCKUI KIIETOYHBIM MPONYKT - KOMIUIEKC, COCTOSLIMA U3
KJIETOYHOM JIMHUHU (KJIETOYHBIX JIMHWHA) M BCIIOMOTraTelbHBIX BELIECTB JIHOO
COCTOSIIUMAH W3 KIeTOYHOH NHUHUM (KIETOYHEIX JIMHHH) W BCIIOMOTATENIbHRBIX
BEIECTB B COYETAHHU C 3apETHCTPHPOBAHHEIMH B YCTAHOBJICHHOM IOPSJKe
JIEKAPCTBEHHEIMH  MpermaparaMd ¥ (MIM)  METHUMAHCKUMU  U3JCIIHSIMH,
NPOU3BEACHHLIA W NpUMeHseMEIH [N9 MpoQHIAKTHKH, JIHATHOCTHUKH H
nedenus 3aboneBaHui (COCTOSHMI) MalKMeHTa, cOXpaHeHWs OepeMeHHOCTH, a
TAXOKe IS MEeTULMHCKOW peabuuTaun;

2) oOpaiienre OHOMEIUIMHCKHX KIETOYHBLIX IPOJYKTOB - pa3paboTka,
JOKJIIHHHYECKHE HCCIIe/I0BAHMA, 2KCIIEPTU3a, IOCYJapCTBEHHAS PErucTpaulys,
KIHHUYECKHe  UCCHeJOBaHHs,  IIPOM3BOJACTBO,  IpoJaxka,  XpaHeHHeE,
TPaHCIOPTHUPOBKA, NpHMEHEeHHE, YHUYTOXKECHHE, BBO3 B  PocCcuUHCKyo
Pepepanuro, BEIBO3 M3 Poccuiickol Penepauuy OHOMETHIMHCKUAX KJISTOYHBIX
IPOAYKTOB;

3) ay TONTOTHYHEIH OHOMEIHIHHCKUH KJIETOYHBIH OPOAYKT -

OUOMEIUIIHHCKAHA TIPOAYKT, CONEPKATHH B CBOEM COCTARE KIIETKU KIIETOYHOH

2412294 1.dac
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JIMHAHU OYIPEeICHHOr0 YeloBeKa U IIpeqHa3HaYeHHbIH JUIS IIPUMEHEeHUS STHM
e YeJIOBeKOM;

4) ayUIOTeHHBIH OHMOME QUITMHCKUH KJIETOYHBIH IIPOJIYKT -
OHOMeTMUMHCKUH TpOJIYKT, COJepallruii B CBOEM COCTaBe KJISTKH KJIETOUHOH
JTMHHK OnpelesleHHoro 4eJloBeKa W IIpelHasHadeHHbBId U1 NpPHMEHEHHS
TNPYTHMH JTIOJBMH;

5) KoMOMHUpPOBaHHBIH  OHOMEOUIMHCKUH  KJIETOUHBIH TIPOXYKT -
OWOMEOUIIMHCKWH KIeTOYHBIH TPOAYKT, COJepXallHii B CBOEM COCTaBe
AYTOJIOTHYHEIE W aJJIOTeHHble KJIETOYHbIE JTHHHH;

6) obpazery OUOMEITHITHCKOTO KJIETOYHOIO IIpOIyKTa -
OMOMENUIIMHCKUA KIEeTOYHBIH NPOOYKT, HOJYYEHHBIH C UENbIO H3YyYeHMS
CBOMCTB TAKOT0 OHOMEIHIMHCKOTO KJIIETOYHOTO MPOAYKTA, B TOM YHMCIE IS
OLEHKH METOHaMM KOHTpoJiI 6e30MacHOCTH OHOMEOMLIMHCKOTO KJIIETOYHOrO
poxayKTa, ero  3Q(EeKTMBHOCTH M  COOTBETCTBHR  cHeLMPUKATUH
OHOMENUIIMHCKOTO KJIETOYHOIO HPOAYKTA;

7) npuMerieHre  OHOMEMMIIMHCKOIO  KJIETOYHOro IIPOAYKTA -
HCIIOMB30BAlHe OHOMEIUUHMHCKUX KIETOYHEIX HPOAYKTOB ISl MPOQUITaKTHKH,
JHArHOCTHKH W JedeHus  3aboneBaHusi  (COCTOAHHS), COXPaHEHUA
OepeMeHHOCTH, METUIIHHCKOHN peabunuTaunu nanHeHTa OyTeM
BOCCTAHOBJNICHHs CTPYKTYp H QYHKIUH TKaHeil H OpPraHOB 4YellOBeKa,

3aMeENIeHHd KIIETOK TKaHeH | OpraHOB YEI0BeKd, aKTHBALIHNH COOCTBEHHBIX

24122941.doc



BOCCTAHOBHTEINBHLIX IIPOIECCOB OpraHM3Ma vYelOBeKa (pereHepaTHBHAs
Teparps), CO3JaHHs TKaHed W OpraHoB OHOHMHIXEHEPHBIMH METOIaMH
(TkaHeBasi HEXKeHCPHS), alpECHOH AOCTABKHM JIEKAPCTBEHHBIX 1IPenapaTos B
OpraHM3M dYenoBeKa, a TaloKe IIYTeM KOPPeKIWH MHMMYHHEIX peakiuii
Pa3snUYHOIO THIIA;

8) KneTodHasi JMHHA - CTaHgapTU3yemas TONYISAnusd OTHOPO IHBIX
KJIETOK C BOCIIPOM3BOAMMBIM KJIETOYHBIM COCTABOM, IIOJyYeHHas IyTeM
U3BATHS M3 OPraHM3Ma HesoBeKa OUOIOIHYecKOro MaTepHara ¢ 110CIe Y FOUTHM
ee  KyNbTUBHDORAHMEM BHE OpraHM3Ma ¥ MpefHasHavueHHas A
HUCMONE30BaHMA  OpH  paspaboTke,  IOKIMHUYECKHX  HCCNEZOBAHUAX,
TIPOU3BOLCTEE OHOMEIHIIMHCKOIO KIETOYHOrO OPOIYKTa;

9) IPUrOTOBIEHHUE KJIETOYHBIX JIMHUMN - IPOLecc, BKIIFOYAONIAN H3BATHE
W3 OpraHu3Ma 4YenoBeka OHOJIOIMYECKOI'e MaTepHaia, ero HccieloBaHUe Ha
GezonacHOCTH Ui 3NOPOBBA YENOBEKa M OKpyxaroHieil cpeibl, BHIICTIECHHE
KJIeTOK, WX KYJbTHBHpDOBaHHE BHE OpraHU3Ma 4YelOBeKa, HOoIMy4YeHHe
CTAHHAPTH3YEMOH MONYISsSHHA ONHOPOIHBEIX KIIETOK H OIEHKY COOTBETCTBHS
MONYJAUHMM  OJHOPOAHBIX  KJIETOK  crneuudpukannd  OHOMeIUIHHCKOro
KJIETOYHOI'O IIPOAYKTa;

10) nudbdepenupoBKka KIETOK - Ipouecc MNpHODpEeTeHUs KIEeTKaMH

CBOMCTB H XapaKkTCpPUCTHK (];)YHKHPIOHEUIBHO 3pelBlX KJIIETOK, OTHOCAUIMXCHA K
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CIENMATH3UPOBAHHOMY KIETOYHOMY THIlY M OOeclcUMBAOMINX GYHKIHH
OpTaHOB M TKAHEH OpraHMU3Ma;

11) BcrmomorarensHEIC BEHIECTBA - BEIIECTBA HEOPTAHMYECKOTO HITH
OPTaHHYECKOTO IPOHCXOXAEHHS, HCIIONB3YyeMBle B TIpolecce paspaboTkd u
IIPOM3BOJCTBA OHOMEHIHHCKOTO KJIETOUHOTO IIPOIYKTA,;

12) sKcliepUMEHTaNBHAS MOIENb - MOJIEIHPOBAHHE TATONIOTHIECKOTO
npoliecca ® (MJIM) COCTOSIHHS UEJOBEKA B OpraHU3Me JKHBOTHEIX JHOO BHe
JKHBOTO OPraHH3Ma IpH JOKITHHHYECKOM HCCIeIOBAHHM OHOMETHIMHCKOIO
KJIETOYHOI'O IPOYKTa,

13) 6uoorudyeckuii Matepual - OWOJOTHYECKHE JKHIAKOCTH, TKAHM,
KIeTKH,  CeKpeThl M MNPOAYKTBL  JKHU3HEJCATENBHOCTH  YEJI0BEKa,
(QHU3HOJIOrMYECKHE W NATOJIOTHYECKHE BBIIEIEHMS, Ma3KH, COCKOOEI, CMEIBBL,
OMONICHIHEBIN MaTepHal, IOTYy4eHHbIE OT JJOHOPa DHONOrHYecKOro MaTepHana;

14) noropcTBO OHOJIOTHYECKOI'O MATepHana - NpollecC NOCMEPTHOIO
IIPEIOCTaBIeHHsT  OHOJIOTHYECKOTO MaTepHana Ut IpOM3BOICTBA
OHOMEIHIIMHCKOTO KIIETOYHOTO IIPOJYKTA (Jaliee - IOCMEPTHOE IOHOPCTBO
OHOTOTHYECKOTO MaTepuana) MIH IPIKU3HEHHOIO IIPENOCTABIIEHUS
OHOJTOTHYECKOTO  MaTepydala  JUId  IpOM3BOACTBA  OHOMEIHIIMHCKOTO
KJICTOYHOrO TIPOAYKTa (flanee - MPIKHU3HEHHOE NOHOPCTBO OHOIOTMYECKOro

MaTepHaa);
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15) moHOp HHONOTHIECKOI0 MaTepUasia - YEJIOBEK XUBOH UMK YENOBEK, B
OTHOIIEHHH KOTOpOI‘O. KOHCTaTHPOBAHA CMEDPTL, ABIIAIOMIMHUCA HCTOTHHKOM
6MONOTMYECKOTO — Marepuana  JUii  [IPOM3BOJCTBA  OHOMEOHUHHCKOTO
KJIETOYHOIO MTPOAYKTA;

16) pelMIIUeHT ~ MAlMEHT, HY >KIAIOMMIACS B IeUeHHH OHMOMETHIIHCKAM
KJIETOYHBIM TTPOAYKTOM JIHOO MOYYUBUIMNA TaKOe JIEICHHE;

17) HopMaTHBHag JIOKyMEHTaUds Ha OHOMENHUIMHCKHH KIETOYHEBIH
MPOAYKT -~ JOKYMEHT, COIEpKAINHi nepeuets ONnpeesaeMbIX 10 pe3yIbTaraM
COOTBETCTBYIOIIMX OKCIEpPTH3 IOKasaTened kadecTBa OHOMEIUIHHCKOTO
KJIETOYHOT'O MPOAYKTa, METONOB KOHTPOJ €ro KayecTBa, YCTaHOBIIEHHBIR €ro
IPOU3BOJUTENIEM,

18) kadecTBO OMOMENHUMHCKOTO KJIETOUYHOTO MPOAYKTA - COOTBETCTBUE
OMOMEIMITMHCKOTO ~ KJIETOMHOr0 MpOOyKTa TpeboBaHMAM  HOPMATHBHOM
NOKYMEHTAIUH Ha OMOMETHUI{HMHCKIHA KIIETOTHBIH IPOIyKT;

19) 6e3onacHOCTE  OMOMEIHMIMHCKOIO  KJICTOYHOI'O — NPOAyKTa -
XapaKTepUCTHKA OMOMEIMIIMHCKOrO KJIETOYHOIO IPOJYKTA, OCHOBAaHHASA Ha
CPABHMTEILHOM aHajlu3e ero 3(QeKTHBHOCTH M pHCKAa MPHYHHEHWS Bpeja
JKU3HH H 300POBBIO YEJIOBEKA IIpH ero MPUMEHEHHH;

20) adbdexTurHOCTE OMOMEIMLUWHCKOTO  KJICTOYHOIO MPOAYKTA -
XApakTEepUCTHKA CTEeIeHH TIONOKHTENBEHOr0 BIHMIHHS OHOMEOUIMHCKOIO

KICTOYHOIoO IHNpOAYKTa Ha TEUYEeHHEe, IIPOJAOJDKHTCIBHOCTL 3abonepanu s
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(cocrosHMs) MNM  ero  IpefOTBPAILeHHe, COXpaHeHHe OepeMEeHHOCTH,
METHILIUHCKYIO peabiIHTalHIO TallueHTa;

21) cneruUKaiad  OMOMEIUIHHCKOrO  KIIETOYHOro  MPOAYKTa -
JOKYMEHT, COMlepAKaliui CBEJICHHA 0 OMOMEIHITHHCKOM KIIETOUHOM MPOJTYKTE,
IIPOILEIIEM JIOKTHHAYECKHE HCCIIe OBaHuU;

22) IPOTOKOJI ~ KIMHMYECKOTO  HCCJIEAOBAaHUA  OMOMETUMLIMHCKOrO
KJIETOYHOI'O ITPOAYKTa - JOKYMEHT, B KOTOPDOM OIIpEIeNsIoTcs IeiH, GopMEI
OpraHy3alyl M METOJONOTHA IIPOBENEeHUA KIUHUYECKOTO HCCIeJOBAHUS,
CTATHCTHYECKHE METOAR 06pabOoTKH pe3yNETATOR TAKOI'0 MCCIEHOBAHHA U
Mepbl 110 ofecriedeHNI0 0e30MacHOCTH (PU3MYECKHX JIMI], Y9acTBYIOUIHUX B
KIMHHYECKOM HCC/IE0BAaHNH OHOMENUITUHCKOrO KISTOYHOTO TIPOAYKTA;

23) bpomropa HWccIenoBaTeNns - CBOJHOE H3JIOXKEHHE pe3ysIbTaTOB
JOKTHHAYECKOTO MCCIeOBAHUS OMOMENHUIIUHCKOrO KIETOTHOTO IIPOJYKTa U
KIIMHUYECKOT0 UCCIIe[0Bania OMOMETUIMHCKOIO KIETOTHOTO IPOLYKTA;

24) perucTpaMoHHOe YOCTOBEpEeHHE . OMOMEAUITMHCKOrQ KJIIETOYHOIO
TIPOJYKTa - JIOKYMEHT, TIOATBEPXKJAOMHE  QakT rocyJapcTBEHHOH
perucTpanyu 6HOMEMULIMHCKOTO KIeTOYHOTO IIPOJIyKTa;

25) pa3paboTyuKk  OHOMEAMIIHHCKOIO  KIETOYHOTO  IpoAyKIa -
OpraHms3anysA, ofljanaiomas IIpaBaMd Ha  PE3YNBTATH  JOKIHHHYCCKHX

HCCIeqOBaHHH OHOMEIHITUHCKOTO KJIETOYHOTO TPOAYKTA, KIHHHYECKHX
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UCCNEeOBAHUH OHOMEIMIMHCKOrO KIETOYHOro mpoaykra H (MnM) Ha
TEXHOJIOTHIO IPOU3BOACTBA OHOMEIMIMHCKOTO KIIETOYHOTO IPOAYKTa,

26) IpOU3BOACTBO  OHOMETUITMHCKHX  KJIGTOYHBIX  TPOAYKTOB -
eI TeIbHOCTE TI0 TPOH3BOACTBY OHOMEIHIIMHCKUAX KIETOYHBIX IMPOAYKTOB
TPOM3BONUTENIMHA  OUOMEIUIIMHCKUX KJIETOYHEIX IIPOAYKTOB HAa OJHOH
CTAJHH, HECKOJIBKUX MJIM BCEX CTA/IUAX TEXHOJIOTHUYECKOTO [IPOLIECCa, a TaKKe
[0 XPaHCHHID M PEau3aldy IMPOM3BEJACHHBIX OMOMEIMIIMHCKIUX KIETOYHBIX
MIPOAYKTOB;

27) npousBOJUTeNs  OMOMEAMIIMHCKOTO  KJIETOYHOTO  ITPOAYKTA -
OpraHu3alus, OCYIECTBISIOMIAsY TPOU3BOACTBO OUOMEIMIIMHCKHX KIETOUHEBIX
ITPOAYKTOB B COOTBETCTBHU C NHMLEH3HEH HAa OCYyLIECTBIICHUE AESTEIIEHOCTH 10
ITPOU3BOACTBY DMOMEIHIMHCKEX KJIETOYHBIX ITPOIYKTOB;

28) mobouHoe HEeUCTBME - peaKrusg OpraHu3Ma YeNIOBEKA, CBsA3aHHAs C
OpUMeHeHueM OHOMENMIIMHCKOTO KIETOYHOrO IPOAYKTA IMPH HANJIEKAIEM

UCITONHEHHH HHCTPYKIHH 110 €70 IIPAMCHEHHIO;
29) ceppesHas HexenaTeNbHAs peakuus - HeXelaTelbHas peakKIIus
OpraHu3Ma deJIOBEKa, CBA3aHHAs ¢ [IpUMEHeHUeM OHOMEIHIMHCKOTO

KJACTOYHOI'O NPOAYKTA I[IpH HarexaleM HCIIONHEHHH WHCTPYKIHH IO €ro

OpHMEHEHHIO, JIpHBeAmads K CMEpPTH, BpPOXIASHHRM AHOMAIIMAM  HIH

BPOXICHHBIM MOPOKAM PasBHTHS HIIH NpeACTaBOmias coboit yrposy KU3HU
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yernoBeka, Tpedyrolas rocnuTaTU3aldyd NHOO OpHUBeidNias K BpeMeHHOMH
yTpaTe TPYIOCTOCOOHOCTH HWITH K HHBATHIHOCTH;

30) HenmpeaBUEHHAA HEKeIaTenbHaA PeaKIUsg - HeXelaTe/IFHA Peakius
opraHM3Ma dUeJioBeka (B TOM UHMCI€ CBSI3aHHAas C [pUMEHEHHEM
OHOMEIUITHHCKOTO KIETOYHOrO MNPOAYKTA IPH HAANEKAUIEM HCIIONMHEHHH
HHCTPYKIIUHA 10 €ro HPUMEHEHHIO), CYIIHOCTh W TSDKECTE KOTOpOH He
COOTBETCTBYIOT HHGpOpMaIM¥ © OMOMEAMITHHCKOM KIeTOYHOM IPOJIYKTe,
COIEpIKALIENCS B HHCTPYKIUH [0 €r0 IPHMEHEHHIO;

31) banbcHPHUUPOBAHHEIH OHOMEIMITMHCKHN KIETOYHBIH ITPOJIYKT -
OHMOMEIUITMHCKUMA  KJIETOYHBIH  MPOIOYKT, COMNPOBOXIAEMEIH  JTOJKHOH
HH(pOpMAIIHEH 0 ero cocTaBe H (UIH) TPOH3BOJAHTENE;

32) HenoOpOKaYeCTBEHHBIH OHOMEIUIIMHCKUI KIETOYHBIH HPOJYKT -
OMOMEIUITMHCKHI KJIETOYHBIA [POAYKT, HE COOTBETCTBYIOUIUH TpEeOOBaHUIM
HOPMAaTHBHON JOKYMEHTAIlUX Ha OUOMEIHIINHCKHH KIETOYHEIH IPOIYKT;

33) xouTpadakTHEIH  OHOMENUIMHCKUM  KIETOUHBIH  HpOJYKT -
OMOMEJMIIMHCKAH ~ KIICTOYHBIH MpOAYKT, 00OpOT KOTOporo —HapylIaeT
HCKIIFOIUTENBHOE IIPABO ero pa3padoTYAKa HITH HHOTO MPAaBOOOHaNaTe NIs;

34) QOKIMHHYECKOE HCClieJOBaHHEe OHOMEIUIIMHCKOIO  KJIETOYHOIO
HpoAyKTa - OWOnorHMYecKue, MHKPOOHONOru4YecKHe, HWMMYHOJIOIHYCCKHE,
TOKCUKOIOIHYeCKHe, (GapMaKoJIOrH4YecKue, OHUIWYECKHe, XHMHYECKHe ¢

JAPYyrue UCcCileqOoBaHHu A 6HOM€I{HHHHCKOFO KIIeTOYHOTO IMPOAYKTA, B TOM YHCIE
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UCCIIEJJOBAHHSA I10 OHKOI€HHOCTH, MyTeM [IPHMEHEHHS HAy4YHBIX METOLO0B
ONEHKH, MpeUIeCTBYIONMe KIHHHYCCKOMY HCCIeNOBAHUIO DHOMEIUIIMHCKOTrO
KJIETOYHOTO TIPOIYKTA,;

35) KIMHHYeCcKOoe  HMCCleAoBaHHE  OMOMEOUIIMHCKOTO  KIIETOYHOro
IIPONYKTA - H3YyYEHHE JHAarHOCTHYECKHMX, Je4eOHEBIX, IIPOMMIAKTHYECKUX,
(papMakoJIOTHYECKHX CBOMCTB OHOMENHIIMHCKOTO IUIETOYHOIQ IMpPOAYKTa B
nporecce ero NMpPHMEHEHHWS B OTHOMICHHH 4eJI0OBeKa, B TOM YHCJe IMPOLECCOB
BCACBLIBAHMS, pPACIIpEE/IEHUs], U3MEHCHHUS W BRIBENCHHSA, IIyTEeM NpPUMEHECHUA
HAaY4YHBIX METOJOB ONCHKH B Iienﬁx TOMYYCHHS HOKA3ATE/ILCTR O€30MACHOCTH,
KagecTBa H 3Q(HEeKTHBHOCTA OHOMENUITHHCKOrO KJIETOYHOrO MpPOIYKT4,
NaHHBIX O MOOOYHBIXK AEHCTBHUSIX H HEXENaTeJbHBIX PeaKIUsax OpraHu3Ma
YeloBeKa Ha IIpUMeHeHUWe OHMOMEIHIIMHCKOTO KIETOYHOro Ipomykra HU ob
athdekTe ero B3aUMONEHCTBUA ¢ JAPYTHMH OHOMEJUIUHCKHMU KIeTOYHBIMH
NPONYKTAMH,  JIEKAPCTBEHHBIMK  TIpermapaTamet U (WIH)  [THOIEBEIMU
IIPOAYKTAMHU;

36) MHOTOTIEHTPOBOE KJIMHHYECKOE HCCIIeOBAaHHE OHOMEIHIIMHCKOTO
KJIETOIHOro IPOAYKTa - IJIHHHYECKOE HCClIeloBaHue OHOMEHITMECKOrOo
KJIETOYHOIO NPOAYKTa, NPOBOAMMOE pazpaloTIMkoM OHOMEIHIHHCKOTO
KJICTOYHOTO TNPOAYKTa B OBYX M Oojiee MeOUIHMHCKHX OpraHuzaliix [0

€OIHHOMY IIPOTOKOJY  KIIMHHUYECKOI0  HUCCNCIOBaHHA OHOM COHIIHUHCKOTO

KIIE€TOYHOro IpoJIyKTa,
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37) MEXOYHAPOJHOE MHOTOIEHTPOBOE KJIMHHYECKOE HMCCISOBAHUE

OHOMETHULIMHCKOTO KJIETOYHOTO HPOAYKTa - KIMHHYECKOE HCCIEN0OBAHUE
OHOMEMIMHCKOTO KNETOYHOLO I[POAYKTd, IIPOBOJHMOe pa3paboTYHKOM
OHOMEIMIHMHCKOTO KIETOUHOTO IPOAYKTA B PA3NHYHEIX CTPaHAX 110 EXHHOMY

HPOTOKOIY KIHHHYECKOrd HMCCIeNOBaHHA 6HOMCI{HHHHCKOFO KIIETOYHOTO

TIPOIYKTA;
38) nocTperucTpaluuoHHoOe KJIMHAYECKO® HCCIIefOBAHHe
OHOMEMLIMHCKOTO KJIETOYHOTO YIPOAYKTa - KIIHHUYECKOEe HCCIefOBAHHE

OMOMCIMIIMHCKOIO KJISTOYHOTO IIPONYKT4, IPOBOJAMMOE IIPOHU3BOJMUTEIIEM
OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa, FPaKJaHCKHH 0060pOoT KOTOpPOTO B
Poccuiickoit  ®DejlepaliMid  OCYIHECTBJLIETCS  [10CH€  I'OCYJAPCTBEHHOH
pEerucTpalyu, B IelsX JOMOTHUTEILHOTO ¢O0opa HadHEIX O ero 0e30MacHOCTH U
3d(heKTUBHOCTH,  paCIIMpeHHs  [IOKa3aHHMH K  TPHMEHEHHIO  TaKoro
OHOMCIMIHHCKOTO  KJIETOYHOIO  TpOAYKTa, &  TakkKe  BRIABIICHUSA
HeXKeJIaTe/IbHBIX PeaKlMi opraHiu3Ma 4ejloBeKa Ha ero JeHCTBHE;

39) cybrexTE oOpainieHus OMOMEIUIMHCKHX KIETOYHBIX MPOTYKTOB -
dbu3nyeckue JIMI@@, B TOM HYHCIE HHIMBHAYANbHBIE IIpeJNpHHUMATENH,
FOPHIHYECKHE JIMLA, OCYIEeCTBIMIOL{HE NEATeIFHOCTE B cepe obpamenus

OHOMETMIMHCKUX KJIETOYHBIX TTPOJTyKTOB.
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Cratps 4. IlpHHIHNOBI OcyuIecTBJIEHHS fesITeILHOCTH B chepe
obOpaleHHst GHOMEeTHIHHCKHX KJIETOYHBIX ITPOAYKTOB

[TpUHITMNAMH  OCYIIESCTBNEHMS JeSTelNbHOCTH B cdepe obpaiieHus
BHOMEANITHHCKHX KJIETOYHBIX MTPOTYKTOB SBIISIOTCA:

1) cobniofeHne mpaB Ipaxiad B chepe obpalleHHs OHOMENUITHHCKUX
KJIETOYHBIX IIPOMYKTOB;

2} 106G pOBONBLHOCTE YYACTHS MAMEHTOB B KIMHHYECKHX HCCIEOBAHUAX
6HOMEIHI[HHCKHX KIETOYHBIX TPOLYKTOR;

3) 106poBONBHOCTE M OE3BO3ME3THOCTE  IIPEJOCTABICHUA JAOHOPOM
HHONOTHYECKOI'0 MaTepHalla CBOero OHONOTHYECKOro MaTepHaa;

4} cobrrofieHHe BpaieOHOH U HHOH OXpaHsAeMOH 3aKOHOM TaWHET,

5) opdexkTuBHOCTE M O€30HaCHOCTE OMOMENULHHCKHX — KJIETOYHBIX
TIPOTYKTOB;

6) HEJIOMTYCTHMOCTE  KYIUTH-IIPOA2XHM  OHONOTHYECKOTO  MaTepHalia,
ITOJIy4EHHOI'0 OT JIOHOpa ODHONOrM4ecKOro MarepHana;

7) HeOMyCTUMOCTh  CO3MAaHUSl 3MOpHOHAa  YejoBeka B LEJISX
IIPOU3BOJCTBA DUOMEIHIIMHCKHAX KIIETOYHBIX MPOTYKTOB;

8) HETOIYCTUMOCTD HCIIOJIB30BAHUA IS paspaboTKH, NPOU3BOACTBA H
IDpUMEHEeHHA OHOMEIHLMHCKUX KICTOYHEIX TIPOAYKTOB OHOJIOIHYECKOro
MaTepuana, IOJNYYeHHOro ¢ NpephlBAaHMEM WM HapyIICHHEM Trpollecca

Pa3BHTUA 3M6pHOHa HJIH IUIOOa YEII0OBEKA,
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9) MOCTORHOE OTHOILICHHE K TETY YMEPILEro YeI0BeKa;

10) cobmonenue TpeboBaHHH OHONOrHYecKOH Oe30IaCHOCTH C LEenbio
3aIHTH 300POBHS JOHOPOB OHOJOIHYECKOI'0 MaTepHana, NPOMEIILIEHHO~
MPOH3BOICTBEHHOTO TIepcoHala, MEAHITHHCKMX pabOTHWKOB, ITAIHEHTOR M
OKPYXAarON(EH CpEeabL;

11) 0OBEKTHBHOCTE, BCECTOPOHHOCTH M TIOJHOTA  HMCCIEIOBAHHIA,
OTBETCTBEHHOCTE (PefepalbHOr0 rocyJapCTBEHHOTO DIOMKETHOTO YUPCIKIEHH S

M DBKCIEpPTOB 3a IpOBEACHUC H KadecTBO OMOMCIULIMHCKON 3KCIIEPTH3BI
OHOMEJUIIMHCKAX KJIETOYHBIX IPONYKTOB.
Cratea 5. KieTkH JJsi NPHTOTOBJIE€HHS KJIETOYHBIX JRHBHIL,
NpeJHAZHAYEHHBIX JJIf IPOH3BOACTBA OHOMEHIHHCKHUX
KJeTOYHBIX MPOAYKTOB
1. [{nsg 1PUTOTOBIEHWS KJIETOUHBIX JIMHMM, IpeNHa3HA4YeHHBIX IS
NpPOH3BOJACTBA OHOMEIMIIMHCKHX KJIETOYHBIX IIPOXYKTOB, HCIONB3YIOTCS
HCKITFOUYMTEIPHO KJIETKH YeJIOBEeKa JKMBOrO MM 4eJOBeKa, B OTHOLIEHHUH
KOTOpOro KOHCTaTHpPOBaHAa CMEpPTh, BKJIIOYAs KJICTKHA ODONOYEeK I[110/a
JeJIOBeKa, BBIZICJICHHBIE M3 IUIALUEHTLI, BapTOHHEBA CTY/IHA IYyIIOBHHEI H
YTIOBHHHOH! KPOBHW YEJOBEKAa IIOCNE PONOB, B COOTBETCTBHH C HACTOSIUHM
depepanbHEIM 3aKOHOM.
2. Mcnone30BaHHE UHBIX KIETOK, [IOMHMO KJIETOK, YKa3aHHbBIX B YacTH 1

HACTOSIEH CTAaTbHd, B TOM YHCIC KJICTOK >KMBOTHBIX, PACTEHUH JId

[IPHUTOTOBJICHHA KICTOYHBIX HHHHﬁ, OpedHa3Ha49eHHBIX AJId [POH3BOACTBA
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OHOMEIUIHHCKUX KJIETOYHEIX MPOAYKTOB, He JOMYycKaeTcs H BiedeT 3a coboi
OTBETCTBEHHOCTh, MpeAYyCMOTPEHHYK)  3aKOHOJaTellkcTBoM  Poccuiickoi
Qenepanyu.
Crarest 6. 3anmpeineHde HOTY4YeHHS H HCIOJB30BaHHS IS
NpPOH3BOACTBA OHOMEIHUAHCKHX KJIETOUYHBIX IPOAYKTOR
OHOJIOTHYECcKOro MaTepHaJIa HeyCTAHOBIeHHBIX JINI,
KOTOpBIE IT0 COCTOAHA 3J0POBBS, BO3PACTY HIH HHBIM
NPpHYAHAM He MOFJIH COO0OWHTEL JaHHbIE 0 CBOeH
JHYHOCTH, B OTHOLIEHHH KOTOPBIX BIIOCAECTBHH
KOHCTATHPOBAaHA CMEPTh H HA MOMEHT IOJTyYeHHsT
OHOJIOrHYeCKOr0 MaTepHaia JaHHbIe 0 JIHYHOCTH He
YCTAHOBJIEHBI
1. 3arpemaercas DIOJIy4eHME M HCIHOJIB30BAHHE Ul [IPOHM3BOJCTBA
OMOMEQUIIMHCKHX  KIETOYHBIX HPOAYKTOB OHOJIOrHYECKOro  Marepyana
HEYCTAaHOBJIEHHEIX JIMI, KOTOpPEIE MO COCTOSHHIO 3IOpPOBhs, BO3pacTy WM
WHBIM T[pUYMHAM HEe MOINIH COOONIMTH JaHHBle O CBOEH JIMYHOCTH,
B OTHOIIEGHWH KOTOPBIX BIIOCIIE/ICTBHM KOHCTATHPOBaHA CMEPTh M HA MOMEHT
IOy YeHHUs! OHOTOrHYecKOT0 MaTeprasia JaHHbIe O JJMYHOCTH He YCTaHOBJIEHB!.
2. [TonyueHue M UCIIONB30BaHHE JUIS MPOU3BOJACTBA OMOMEAMLIMHCKHX
KJIETOYHLIX IIPOJIyKTOB OHOIOFMUYECKOro MaTepraga HeyCTAHOBICHHBIX JIHI,

YKa3aHHBIX B dHacTu 1 HAcTOMIMEeH CTaThH, BIederT 3a CoOOH YrOJIOBHYK

OTBETCTBEHHOCT B COOTBCTCTBHH € 33aKOHOIATEIIRCTBOM Poccuiickoit

depepannn.
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['maBa 2. TI'ocyrapcTBeHHBIH KOHTPOJIb B cepe oOpalieHHs
OHOMEIHIHHCKHX KJIETOYHBIX IPOAYKTOR

Cratess 7. T'ocygapcrBeHHBIM KOHTPOJIE B cdepe obpaleHus
OHOMeIJHITHHCKHX KJIeTOYHBIX IPOAYKTOB H
rocyJapcTBeHHbIH KOHTPOJIb 34 1efiTeIbHOCTRIO B chepe
oOpalleHHA OHOMEAHIIHHCKHX KJIeTOYHBIX IPOJIYKTOB

1. 'ocynapcTBenusIif KOHTpPOAE B chepe 06pameHHﬁ OMOMEIHIIAHCKHX
KJIETOYHBIX  TPOJYKTOB  OCyIIEeCTBIsieTcs  GdedepalbHBIM  OpPraHoM
HCITOJIHHTETEHON 'BJIACTH, OCYIIECTRILIONIAM OYHKIHHE II0 KOHTPOIIO H
HAJ30py B cepe 3IpaBOOXpaHeHHs, U BKITIOYaeT B ceds:

1) NMLIEH3HOHHBIA KOHTPOJIL IIPH OCYIHCCTBIEHHM JUIICH3HPOBAHHUS
MPOH3BOJICTBA OHOMEAMIIMHCKUX KIETOYHBIX IPOAYKTOB B COOTBETCTBHH
c DenepanpuriM 3akoHOM 0T 4 Mast 2011 roma Ne 99-D3 "O nuueH3upoBaHHH
OTNeNbHBLIX. BAIOB JIEITEILHOCTH'

2) rocyIapCTBEHHLIH KOHTPOIb 33 JIeATETLHOCTLIO B chepe obpaluecHus
OHOMEIUITMHCKHIX KIETOYHBIX IPOYKTOB.

2. TocylapcTBeHHBIH KOHTPOIb 32 JeATeNbHOCThIO B cepe obdpaleHus
OUOMETUITMHCKUX KIETOYHEIX TIPOLYKTOB OCYIHECTBISETCS B MOPSLKE,
ycraHoBineHHOM [lIpaBurenbctBoM Poccmiickoini Pemepanpy, W BKIFOYAET
B cedsi:

1) opraHH3alHo M I[IPOBEJEHHUE IIPOBEPOK COOIOUEHUS CYOBEKTAMH

oOpamieHnss OHOMEIWIIMHCKMX  KJIETOYHEBIX IPOAYKTOB  YCTAHOBJIEHHBIX

HACTOAIIHM CDC,ILCPBJIBHBIM 3aKOHOM H NpPHHATLIMH B COOTBETCTBHHM C HHM
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MHBIMH HODMAaTHBHBEIMH TIpABOBBEIMH akTaMu Poccuiickodl Deneparmu
TpeboBaHUH K JOKITHHAYECKUM MCCTIeIOBAHHAM, KINHUYECKHM
HCCIIEIOBAHUAM, IpojaXe, XPaHEHWID, TPAHCIOPTHPOBKE, YHUYTOXEHHUIO,
OpUMeHeHHIo, BBO3y B PoccHiickyio ®egepaimro, BbIBO3Y M3 Poccuiickoit
Depepanuu GHOMETUIIMHCKUX KIETOYHBIX MTPOTYKTOR;

2) opraHu3aLHIo u IIPOBEJIEHHE IPOBEPOK COOTBETCTBUS
OHOMEMUIIMHCKMX KJETOYHBIX MHPOAYKTOB, HAXOAAIIMXCH B oOparicHuH,
YCTaHOBIEHHBIM 00si3aTeIbHEIM TPeOOBaHMAM K HX KAaYECTRY;

3) npUMeHeHHE B  TOPANKE, YCTAHOBACHHOM 3aKOHONATETHCTBOM
Poccuiickoit denepanuu, Mep MO [PECEHUCHHIO BBISBIEHHBIX HapyIIEHHH
oOsmarenbHEIX TpeOOBaHMM U (MIM) YCTPAHCHUIO MOCIENCTBHA  TAaKMX
HapyILlleHHA, BEIIAYYy TIPEANHACAaHHHA 00 ycTpaHeHHH BBISBIIEHHBEIX HapymIeHHH
oOsA3aTenbHEIX  TpeOOoBaHWMH M HpHBJICYEHHE K OTBETCTBEHHOCTH JIHI,
COBEPILHMBINWX TAKHE HAPYIIICHHUS.

3. K oTHOmeHHAM, CBS3aHHBIM C OCYIMIECTBIIEHUEM TOCYIapCTBEHHOIO
KOHTPOISL 3a HeATeNBHOCTBIO B cdepe obpameHus OuoMeAHIIMHCKHX
KJIETOYHBIX TPOAYKTOR, OpraHHM3alyeidl ¥ IpoBeIeHHEM HPOBEPOK CYOBEKTOB
ofOpamreHuss OHOMEIMIMHCKHUX  KJIETOYHBIX NPOMYKTOB, TNPHUMEHSIOTCH
nonoxenus @DenepanspHoro 3akoHa ot 26 gexabpa 2008 roma Ne 294-03

"O 3amiuTe mpas IOPUIMYECKHX JTHII M WHAMBUAYAIBHBIX HTpellIpMHUMATENeH
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IpH  OCYUIECTBIEHHH  TOCY/JIapCTBCHHOrO  KOHTpons  (Ham3opa) o
MYHHALMITANEHOTO KOHTPOJIT .

4. loymkHOCTHEIe NHlla deiepalbHOro opraHa HCITONHHTENBFHOH BJIACTH,
OCYIIECTBIIIOIEro KOHTPOJb H HaI30p B cdepe 3ApaBOOXpaHEHHs, B IOPSKe,
YCTaHOBJIEHHOM SaKOHO,I[aTGH.BCTBOM Poccuiickoit demepaliuu, UMeErOT TTPaBo:

1) nomwy4aTe Ha OCHOBAaHUH MOTHBHPOBAHHBIX MUCHMEHHEIX 3allpOCOB OT
cyOpexToB oOpaineHHs OWOMETHIIHHCKHX KIETOUHEIX MPOAYKTOB CBCAEHHS,
HEOOXONHUMEIE IS TPHHATHS pelleH’il IO BONpOCaM, OTHECEHHBIM K
KOMITETEHITHH OpraHa rocy/[apCTBeHHOTO KOHTPOJS;

2) HecupelATCTBERHO O TIPEABABIEHUH CITykKeOHOr0 yJIOCTOBEPEHHs U
KODHH TIpuKa3a (pacnopspkeHHs) O Ha3HayeHWH IIPOBEpKH I[IOCEeIaTh
UCIIOITh3yEMETE KOPHIHYECKUMHA JTHLIAMH, WHIWBHITY J1b HBIMU
npearpuHAMAaTeNIMH, SIBJISTEOLIMMHCSI cybpexTaMu oOpanlerus
OMOMEHLUMHCKAX KJIETOYHBIX TPOAYKTOB, MPH OCYILIECTBICHUM CBOCH
JesITelIbHOCTH TEePPHUTOPHH, 374aHHS, IIOMEI[eHHS W COOPYXKEHHMS B LeIIX
MPOBEJIEHU S MEPOIIPUSTHH 110 KOHTPOIIO;

3) npoBogute  orTGop  OOpasyoB  OHOMENUIIMHCKHX  KJIETOYHBIX
IPOAYKTOB, NpeIHAZHAYEHHBIX JIJISI PEaM3aldi U peaiu3yeMelX CyOhexTaMu
obpamieHus OHOMEIHMIMHCKHUX KIETOYHEIX [IPOJYKTOB, NS HPOBEPKH HX
KauecTBa, IIPOBEJICHUA HCCJIEMOBAHUH, HCIBITAHHH B COOTBETCTBHM C

IpaBHIaMHu oTbopa 00pasuoB, YCTZHOBJEHHBIMU (eJepalbHbBIM OPraHoM
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UCHOHUTETLHOH BJIACTH, OCYHIECTBIIONIMM (YHKUHM II0 BHpPabOTKE H
peay3alMi  [OCY/APCTBEHHOH  NOMUTHKM W HOPMATHUBHO-IIPABOBOMY
peryiupoBaHuio B chepe Al 3[paBOOXpaHeHUA (gamee - YHNOIHOMOYEHHEIH
GenepankHEIR OpraH UCITOTHUTENBHON! BRIACTH );

4) BpigaraTe cyOwpekTaM oOpanieHus OUOMENHIMHCKUX KIIETOUYHBIX
NpONYKTOB TIPENITMCAHWA O IpeKpalleHWu HapyuieHuit o0s3aTelbHEIX
TpeGOBaHUH W 00 YyCTpaHEHWH BRISBIEHHBIX HapylureHud o0s3aTesbHEIX
TpeboBaHHH;

S) HarpawJATL B YNOJHOMOYEHHEIE OpraHbl MaTepHallbl, CBS3aHHEBIC C
HAapYUIEHHUSMH 3aKOHOAATeNsCTBAa Poccuiickodt Denepanuu o6 obpariediu
OHOMEIMUMHCKHX  KJIETOUHEIX TpPOJYKTOB, JJIS PEOICHHS  BOIPOCOB

0 BO30Y>XIeHHH YTONOBHBLIX e/ IO TIPH3HAKaM IpecTyIUIeHu .

I'maBa 3. Pa3zpaborka n JoKJIMHHYECKHE HCCNeJ0BAHUA
OHOMEIHIIHHCKHX KJIeTOYHBLIX IPOJYKTOB

Crates §. Paspaborka GHOMeXHIHHCKHX KJIETOYHBIX NPOJIYKTOB

1. PazpaboTka OHOMEIMUMHCKHX KJIETOYHEIX IPOJYKTOB TIPENCTABILIET
coboit mpouecc CcoO3maHHS ~ COCTaBa M TEXHOJOTHM  IIPOU3BOJACTBA
OUOMEIUIUHCKOTO KIIETOYHOIO MPOYKTA.

2. ®uuancoroe obecrieueHre pazpadboTK OUOMEIHIMHCKHX KJIETOYHBIX
ITPONYKTOB MOYET OCYIIECTBIATHCS 33 CUET:

1) cpencTts denepanbHOTO OI0/KETa;
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2) cpencts OromKkeToB cyOBexTOB Poccuiickod Deneparinm;
3) cpenctB pazpaboTYMKOB OHOMEUIMHCKIAX KIETOYHEIX IPOAYKTOB;
4) cpejcTB npou3BOAMTENEH OMOMEIHIMHCKMX KITETOYHLIX NPOJYKTOB,
B TOM 4YHCIE IIpA BEITOTHEHHMM HAy4YHO-HCCIEJ0BATENBCKUX paboT 110
JOTOBOPY MEXKIY paspabOTUHKOM OHOMEOHIMHCKHX KIIETOYHBIX IMPOOYKTOR H
NMpON3BOAUTENEM OHOMETHIIMHCKHUX KIIETOYHEIX IPOYKTOB;

5) cpeiicTB MHEIX HE 3allpelleHHBIX 3aKOHOJAaTelbeTBOM Poccuiickoi

Degepaliii HCTOYHHUKOB.

3.IIpapa pazpaboryrka OHOMEIMIUHCKMX KICTOYHEIX IIPOAYKTOR
OXPAHSIOTCA B COOTBETCTBHY C TPaX/[aHCKHM 3aKOHOJaTeNnbCcTBOM Poccuiickoit
Degepanuu.

Craregd 9. ToxkanHHYeckOe HCcJIeNOBAHHEe ODHOMEIHIABCKOTO
KJI€TOYHOr0 NPOAYKTA

1. JoxmuHpIeckoe  HCccaeoBaHMe OHMOMETUIMHCKOTO  KIIETOYHOTO
MPOJIYKTA MPOBOJUTCS MIYTEM NPHMEHEHHM s HAYYHEIX METO/IOB OLIEHOK B MENIX
BBISBIIEHHS CIeHHQUUECKOro MexaHuaMa JeHCTBHA TaKOro IIpPOAYKTa,
IIOJTyUeHHusl JOKa3aTeNpCTB ero Oe30NaCHOCTH M KadecTBa, a Takke
3((PEeKTHBHOCTH.

2. JJoxkJIHHUYeCKOe  HCCIEAOBAHUE  OHOMEIUIMHCKOIO  KJIETOYHOTO
IIPOXYKTA  IIPOBOJHUTCA B  HAYYHO-HCCIEJOBATENBCKHX  OpraHH3aUsgX,

00pazoBaTeNbHBIX OPraHU3alMIX BEICIICTO 00pa3oBaHHs, HHBIX OpraHU3aIMIX,
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HMEIIIHUX HeOOXOAUMYH MAaTepHATbHO-TEXHHUECKYK 0a3zy U CIeHaTHCTOR,
o0MalaloIux COOTBETCTBYIONMIEH KBamudHKauHel B oNpejaeNleHHOH o0nacTH

HCCIeJOBAHHUA.

3. [loknuHAYeckoe  HCCNENOBaHHE  OUOMEIHIMHCKOrO  KJIETOYHOTO
IpOAyKTa IIPOBOAHMTCS B COOTBETCTBHM ¢ TIpaBWJIaMH  HajJexaluel
1abOpaTOpPHOR INpakTHKM H NpaBWIaMH JOKTHHHYECKHX HCCIeIOBaHUH
OUOMEJIMITMHCKHX KII€TOUHBIX IIPOAYKTOB, YTBEPKIAEMEIMH VITOITHOMOYEHHBIM
GeneparlbHEIM OPTAHOM HCIIOTTHHTE/ILHOHN BIIACTH.

4. JoXJINHAYECKOe  HCCICHOBaHUE  OHOMEIMIIHHCKOTO  KIETOYHOTO
MPOJyKTa NPOBOJUTCA Ha 3KCIEPHMEHTAIBHEIX MOJEIAX TEX NATONOrHIECKAX
IPOLECCOB M (MITH) COCTOSHWH, IpH KOTOPHEIX IPEANoaraeTcs NPHMEHATH
paspabaTeIBaeMbIi OMOMEAUITHHCKHAN KISTOUHBIH IPOIYKT.

5.1IpoBegenHe  TpOBEepOK  COOMIOJEHHMs  TPABWI  HaJIeXallueH
1adopaTOPHON NPaKTHKH H PABOBBIX HOPM HCIIONB3OBAHHA JKHBOTHEIX IIPH
MpPOBENEHUH AOKIAHHYIECKOrO UCCIeOBAHAA OHOMEIHUIHHCKOr0 KJIETOYHOTO
MPOTYKTa OCYIIECTBIAETCS (PEeNepaIbBHBEIM OPraHOM HMCIIOTHHTEIFHOH BIIACTH,
OCYINEeCTBIIAIOMMUM  (YHKUMH I10 KOHTPOJK W  Hamzopy B cdepe
3 paBOOXpPAHEHUA.

6.Ilo wuroraM TDpPOBEAEHHOTO  JOKIIMHHUYECKOTO  HCCIIGHOBaHHS
OHOMEOMIIMHCKOTO  KJIETOYHOTO TMpONYKTa  OpraHuzaliys, OpoBOIsIias

JOKJIHHHYECKOEC HCCICONOBAHHE, COCTAaBJIACT OTYEeT O IIPOBCAEHHOM
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JOKJTHHHYECKOM HCCIEeIOBAHUH OUOMEIULIMHCKOIrO KJIETOYHOIO IPOAYKTa,
colepKallluil OMUCAHHUE, PE3YILTATE] H CTATHCTUYECKUH aHAJIU3 pEe3yIbTAaTOB
TaKOr'o JOKJIHHUYECKOTO UCCIIEIOBAHHUS.

7.B Poccuiickoil ®denepaniud B COOTBETCTBUH C MEXIYHAPOAHBIMH
moroeopaMu  Poccuiickoir  ®depepauud, a B clIydyae  OTCYTCTBHSA
MexJIyHapoIHoroe aorosopa Poccuiickod Pelepallid - Ha OCHOBE IIPUHITHIIA
B3aUMHOCTH IPH3HAIOTCA  pe3yjbTaThl  JOKIMHHYECKHX HCCIeNOBaHHi

6HOMCJIHLIHHCKHX KICTOYHBIX IPOAYKTOB, IIPOBCACHHBIX 3a IpeaciiaMi

Poccuiickoit ®enepanuu.

Cratps 10. Cneundukanusi 640MeJUITHHCKOTO KJIETOYHOTO
NPOAYKTA AJiSl €r0 ToCyAapcTBeHHOH perucrpanHm

1. Ha xaxnaelii paspaboTaHHBIH OMOMENUIMHCKHE KIIeTOYHBIH MPOIYKT,

NpoLIeIIHH  JOKIHHHYECKOe HCCIeJOBaHHe, MJI1 €ro rocyaapCTBEHHOH

PErucTpaiitiy p83p360T‘IHKOM COCTABJIIACTCA cneumbm{aunﬂ 6HOMCI[PII_IHHCKOFO

KJIETOYHOTO NMPOAYKTA.

2. Cnenuduxanus OHOMeTUIIMHCKOrO KIIETOYHOTO POAYKTA BKIIOYAET B
cebs cBelleHHss O OMOMEOWIMHCKOM IJIETOYHOM TMPOIAYKTE, IIPOILeLIeM
JOKIIHHUYECKHe HccleZoBaHus. Popma creuupuKalyu ¢ I[IepeyeHb

BKIITIOYA€EMEBIX B [I€pedeHb CBEICHUH YTBEPKOAOTCA  YINOJIHOMOYCHHBIM

¢denepanbHBIM OPTaHOM HCIIOMHUTEIFHOH BIIACTH.
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['naga 4. OcyuwiecTBiIeHN e FOCYXAPCTBEHHONA peracTpanuy
OHOMEeNMIAHCKMAX KJIeTOYHBIX IPOJXYKTOR

Crarps 11. TocyaapcrBeHHasi perucTpanuasi GHOMeHUMHCKHX
KJI€TOYHBIX IIPOAYKTOB

1.B  Poccmiickoét ~ demepanuu  MOIYT  IPUMEHSTHCA  TOJBKO
3apPerucTpUPOBaHHEIS YIOJIHOMOYEHHBIM beflepalbHEIM  OpragoM
HCIIOJIHUTEJIEHOH BJTACTH OMOMEAUIHHCKHE KIETOYHEIE TIPOIYKTEL.

2.3aperucTpUpOBaHHEIH  OMOMEIUIIMHCKHH  KIETOYHBIH  ITPOAYKT
oupeneneHHOro THia (AyTOJOTHYHEIH, &UIOTEHHBIH, KOMOWHUpPOBAHHEI)
MOXeT TPOH3BOAMTHECA BIANENBIEM PErHCTPAllHOHHOTO YIOCTOBEPEHHA C
HCIIOJIBR0BAHKHEM KIIETOYHBIX. TUHME, MONYYSHHBIX OT PazIUYHBEIX JOHOPOB. B
3TOM CiTydae ero IIOBTOpHAS perHCTpanus He TpedyeTcs.

3.TocynapcTBendas  perdcTpaiiss  OHOMENMUMHCKAX — KJIETOYHEIX
ITPOAYKTOR OCYIIECTBIAETCA MO Pe3y IhTaTaM:

1) buoMeUIIMHCKON  BKCMEepTU3Rl  OMOMEIUIUHCKMX  KJIETOYHEIX
ITPOJTYKTOB;

2) 3THYECKOW OSKCHEepTH3h! BO3MOXKHOCTH IIPOBENCHHUN KIHHHIECKOro
HccHeoBaHNA OHOMETUIIMHCKOTO KJIETOYHOTO TTPOAYKTA (Hajlee - STHYECKasd
BKCIIEPTH3A);

3) KITUHHYECKHX HACCIIeIOBANHH OroMe MITHHCKUX KJIETO YHEIX

ITPOTYKTOB.
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4. TocymapcrBeHHas — perHCTpauds — OMOMEIMIIMHCKMX  KJIETOYHBIX
MPOAYKTOB OCYHIECTBIISCTCS  YIOJIHOMOYEHHEIM (peflepaibHBEIM  OpraHoM
UCITOIHUTEILHOH BJIACTH B CPOK, HE MPEeBBIIAIONINHA CTa MATHAeCATH pabouux
nHel co  JHS OpUHATHS 3adBIeHHS O TOCY/JapCTBEHHOM perdcTpaiidf
OMOMEIMIIMHCKOTO KJIETOUHOTO MPOAYKTa, MO0 B CpPOK, HE NPEeBBIIIAFOLIKEH
OBYXCOT TATHAECATH padouMx HAHEH ©0 JHA IIPUHSITAS 3agBJI€HHS O
rOCyHapCTBEHHOH perucTpalvd OWOMEMIIMHCKOro KIETOUHOrO ITPOAYKTA, B
CIy4ae IPHHATHS YHOJIHOMOYEHHBIM (pe/iepalbHBIM OPraHOM HCIIONHUTEILHO N
BJIACTH peIlleHHS O IIOBTOPHOM IIPOBEIEHHNM OHOMEIUIHHCKOH BKCIEPTH3HI
OUOMETUIHHCKOTO KJISTOYHOTO IIPOAYKTAa W (UITH) BTHYECKOH 3KCITepTH3EI B
COOTBETCTBHH cO crarbei 22 Hactosuiero PenepansHoro 3zaxona. Cpok
rOCYZIapCTBEHHOH perucTpanud OHOMEeOUIIMHCKOro KJIETOYHOro MPOoayKTa
UCYHUCIIIETCA CO JHA TPUHATHA YIOIHOMOYCHHBIM (ejlepallbHBIM OpraHoM
UCIIOTHHTEIIEHOH BJIACTH  3asgBICHWS O TOCYJapCTBEHHOH perncrpanuu
OHOMEHIIMHCKOTO KIIETOYHOI'O MPONYKTa C TPHIOKEHHeM HeoOXOOHUMBIX
JOKYMEHTOB  JIO  JHS  BHJA4A  pPErHMCTPALMOHHOIO  YIOCTOBEpPEeHHA
OMOMENHLIMHCKOrO KIETOYHOr0o NpOoAYKTa. BpeMst mpoBeneHus KIIMHHYECKOro
HCCIeI0BaHUS OMOMEIULIMHCKOTO KJICTOYHOrO MPOAYKTA HC YUUTHIBAETCH IIPH
UCYMCIICHHH CpOKa TIOCYHAapCTBEHHOMW perdcrpaiuy  OHOMEIUIHHCKOIO
KJIETOYHOI'O IIPOAYKTA.

5. He momyckaercsi TOCyfapCTBeHHAS PeruCTpaIiys:
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1) pasnuuHEIX ~ OHOMEMMIMHCKHAX  KJIETOYHBIX  INPOAYKTOB IO

OJHWHAKOBLIM TOPIOBLIM HAHMMCHOBAHHEM;

2) ogHoro OHOMEMUIIMHCKOTO KIETOYHOIO IIPOAYKTA, BEIIYCKAEMOTO
OPOU3BONMTENEM  [OJ  Pa3fIMYHBIMH TOPrOBLIMH  HAaMMEHOBAHHSMH H
[IPEJCTABJICHHOI0 Ha TOCYNAPCTBEHHYK DPETUCTPAllHI0 B BHIE ABYX U Oornee
OMOMEeAUIIIHCKUX KIeTOYHEIX ITPOIYKTOB.

6. YIoIHOMOUYEHHEIM (QeaepalibHEIM OpTaHOM HCIIONHUTENBEHOM BIACTH B
YCTAaHOBIEHHOM WM  IIOpSAKe 1[0  3ampocy cybbexra  oOpalnedHus
OHMOMENMIMHCKHX KIETOYHBIX TPOAYKTOB (B MUCHMEHHONH WA 3JIEKTPOHHOH
dopMme) JarTcsd pazbACHEHHs MOJOKECHAN TOKYMEHTAIMH, CBI3aHHOH C
FOCYJApCTBEHHOH  perucrpauuedi, a TakkKe C  JOKIHHUYECKUMH H
KJIMHHYECKHMH UCCIIEN0BaHUAMEY OUOMEIUAITUECKUX KIETOYHEIX IIPOLYKTOB.

Crareg 12. Hopaua u paccMoTpenHe 3asiBJIEHHI 0 TOCY1apPCTBEHHOM

perucTpanup 6HOMeINIBEHCKOI0 KJIETOYHOI0 POAYKTA
H npeacTaB/ieHre HE0OXOAUMBIX IOKYMEHTOB

1. s rocy1apCTBEHHOM perucTparud OHOMEIHITMHCKOTO KIETOHYHOIO
Opomykra pa3paboryuk OHOMETULHHCKOrO KJIeTOYHOTO TPOAYKTa HWHH
VIIONTHOMOYEHHOe WM JIpyroe pUindeckoe NHLO (Jatee - 3agBHATEND)
IPeJICTaR/sIeT B YOONHOMO4YeHHBIH diefepalbHEId OpraH HCIOJHUTENBHON
BNACTH 3asiBlieHHE O TOCYJApCTBEHHOH perrcrpanidd OHoMeIHIIMHCKOIO

KNEeTOYHOI'O MIPOAYKTa, a TAKXKe B ITOPANKE, YCTAHOBJIIEHHOM YIIOJIHOMOYEHHLIM

denepansHEIM OpPTaHOM HMCHOJHHUTENRHOH BNACTH, TNMO3TAlHO HeoOXomguMEbIe
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JOKYMEHTHI, H3 KOTOpBEIX (QOpMHpYETCS perucTpalMOHHOE JI0Che Ha
OMOMEIHLIIMHCKHH KJIETOYHBIH MPOAYKT (f1anee - perucTpalMoOHHOE JOCke ).

2.B 3asBneHMM 0 TOCYJAAapCTBEHHOHM PErHcTpamud OMOMEIUIIMHCKOTO
KJICTOYHOTO MPOJYKTa YKA3BIBAKOTCS:

1) HauMeHOBaHHME M a/ipeCc MECTOHAXOXKJSHUA 3adBUTENd M  (MIH)
MPOU3BOOUTEN OHMOMETUIIMHCKOTO KIeTOYHOI'0 IIPOJAYKTa, alpec MecTa
OCYUIECTBIIEHUA MPOU3BOICTBA DMOMEIUIIHHCKOI0 KIIETOYHOTO IIPOJYKTA,

2) HauMEHOBaHUe DHOMEIHIIMHCKOTO KIIETOYHOTO MPOAYKTA;

3) 110KazaHuA K [IPUMEHEHHIO0 OMOMETHIIHHCKOr0 KIETOYHOr O MPOIYKTA;

4) peKBU3UTEI JIOKYMEHTA, ILOJITBEPXIAFOIIETO (paxT YILIATHI
rOCYJapcTBEHHOW MOUUIMHBI 33 INIPOBEIEHME OKCIIEPTH3Bl OEe30ITaCHOCTH
OHOMEHILIHHCKOIO0 KJIETOYHOI'O IPOJYKTa, OKCIEePTH3bl IJOKYMEHTOB JUIA
[TONYYCHHUS paspeilleHds Ha ITpoBeJleHHe KJIWHWYECKOIO HCCIeIOBAHMS
OHOMEIUITMHCKOTO KJIETOYHOIO NPOAYKTa H STHYCCKOM 3KCNEpTH3Bl IIPH
oOpameHud  3a rocy;[apCTBeHHoffI‘ peractpanuei  OHOMETULIMHCKOTO
KJIETOYHOTO MPOIYKTA;

5) peKBH3UTH  JOKYMEHTa,  MOATBEPXKAAOINEro  (PakT  ymlaTsl
rOCYJapCTBEHHON ITOIUIMHEI 32 TMPOBEIEHHE 3KCIEpTH3bl 3(PQPEKTHBHOCTH
IpUMEHEHHA OHOMEIULMHCKOTO KJIETOYHOTrO IMpPOAYKTa M 3KCHEePTH3E
OTHOINEHUA OXHJACMOH [ONB3BI K BO3MOXHOMY PHCKY NpHMEHEHHS

OMOMETHIIMHCKOTO KIIETOYHOT O IPOAYKTA, B OTHOIIEHWH KOTOPOTO IIPOBENEHBI
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MEXIYHAPOJIHEIE MHOIOUEHTPOBEIE KIHHHYECKHE HCCIeJOBAHHS, 4HacTh M3
KOTOpPBIX IpoBejeHa B Poccuiickoit Denepaiyy;

6) PEeKBM3UTHI JIMUEH3UH Ha OCYIIECTBNEHHE NEATEIBHOCTH  JIO
POU3BOACTBY OHOMEIUUUHCKOTO KIETOYHOTO NPOIYyKTa.

3. Peructpaiuuodsoe gocke GopMUpyeTest U3 CaenyIomux JOKYMEHTOB:

1) cerudmukanusg OHOMETUITMHCKOTO KIeTOYHOrO MPOAYKTA;

2) TOKYMEHT, CcoOIepKalliMif CcBelJeHMsi O II0Ka3aTeJIsIX KavdectBa
JICKAPCTBEHHOTO IIPENapaTa M BCIIOMOraTe/IbHBIX BEIIECTB, HCNONb3yeMbIX MIpH
[TPOU3BOACTRE OHMOMEMIITHHCKHX. KIIETOYHBIX ITPOIYKTOB;

3) OpoeKkThl  MaKeTOB  MEePBUYHOHM  YIAKOBKM M BTOPHYHOM
(roTpebUTEeNnbCKOMW) YIIaKOBKE OMOMEIHLIMHCKOTO KIETOYHOT0 IPONYKTa;

4) oT4eT 0 NI POBENEHHOM JOKJTHHUYECKOM HUCCIIeOBaHUH
OHOMEOUIMHCKOrO  KJIETOYHOTO  HPOAYKTA,  COJAEPXAIMH  OonmMcaHue,
Pe3yNbTaThl M CTATHUCTHYECKMHA aHAIH3 pPe3yabTaTOR 3TOr0 IOKIHHHYECKOIO
HCCIIeJIOBAHHS,

5) mpoeKT NPOTOKONa KIHHHUYIECKOTO HCCIeqOBaHUS OHOMEHIIHHCKOIO
KJICTOUHOr O MPOAYKTA,

6) IPOEKT perjaMeHTa IIPOU3BOJICTBA GHOMEIHIHHCKOrO KIeTOUYHOro

ITPOLYKTA;
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7) uHGOPMALMOHHBIN JINCTOK NALlHeHTa - JAOKYMEHT, COoJlepXalui B
noctynuod Gopme HHGOPMALUIO, KACAOU[YIOCSA TPOBOJUMOrO KIHHHYECKOTO
HCCIIEI0BAHUS OHMOMEJIMIIMACKOTO KJIETOYHOTO IIPOJIYKTa, ero LeiH, TjiaHa |
BO3MOXHEIX PHUCKOB MCCJIE/JOBAHHSL, COCTAaBa OHMOMEJHLMHCKOTO KIETOYHOIrO
HpOJIYKTa, a TakkKe COJIepKal[ii B IMCBMeHHOH (QopMe HHGDOPMHpPOBaHHOE
JIOOPOBOJIFHOE COrJTacHe TIAITMEHTA HA YYacTHe B KIMHUYECKOM HCCIIE/IOBAHUH
MOC/Ie O3HAKOMIEHUsT ¢ OCODEHHOCTSAMU €ero IpPOBEACHHUS, HMEIUMH
3HAYCHHE JIJIS BEIPAXKEHUS TAKOTO COIJIACHUA;

8) uHbopManmMsg 0 CTPAXOBLIX BBIIINIATAX HAlMEHTaM, [PUBICYEHHBIM K
HPOBEAEHUIO KIMHUYECKOIO HCCIeHOBaHUs OHOMEIULHHCKOIO KICTOYHOTO
TIPOJIYKTa;

9)ordeT ©  pe3ynbraTaX — MEKIYHAPOAHLIX  MHOTOLEHTPOBEIX
KITHHUYECKUX HUCCIeJOBaHNH OHOMEULMHCKOrO KIETOYHOTO IPOAYKTA, 4acTh
M3 KOTOPBIX ITpoBejieHa B Poccuiickodl denepanuy;

10) mpoeKkT  WHCTPYKUHM [0  TPHMEHEHHI0  OHOMEIHIHHCKOIO
KJIETOTHOIO MPOAYKTA, coAepKalleH ciieJyrolIne CBeIeHUs:

a) HAaUMeHOBaHWe HUOMEAUIIMHCKOTO KIIETOYHOTO IPOIYKTa;

6) THIT OHOMENUIIMHCKOIO KJIETOUHOTO TIPOAYKTa (ayTOJOrHUHEBIH,

ATLTOTEHHBIHA, KOMOWHUPOBAHHEIH );
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B) HAHMEHOBAHHS ¥ KONHYECTBEHHOE cojepxanue (apMaleBTHYECKHX
cyOCTaHLME, JIEKApPCTBEHHBIX CPEJCTB H BCIIOMOTATENbHEIX BEIIECTE B COCTaBe
OHOMEIUIIMHCKOTO KJIETOYHOT O NPOIYKTA;

') HAUMEHOBAHWS METHIIMHCKUX H3JeNInid B cOCTaBe OUOMEAMIIMHCKOTrO
KJIETOYHOIO IPOYKTA,

1) NOKa3aHHs K IPHMEHEHHIO,

€) MPOTHBOIOKA3aHUA K IPHMEHEHUIO;

) peKUM H  ClocoD NpHMEeHeHHs OHOMEOUIIHHCKOTO KIETOYHOIO
TIPOAYKTA, IPOAOIDKHUTENEHOCTE JIEHEHHU S,

3) MEphl TPEJOCTOPOKHOCTH [PH IpUMCHEHMH OHOMEIHLMHCKOIrO
KJIETOYHOTrO MPOAYKTA;

U) yKa3aHHe npH HEOOXOMHIMOCTH ocobeHHOCTEH  JielcTBUA
OHOMEJHIIUHCKOTO KJIETOYHOTO TIPOYKTa IIPH [EPBOM €0 IPHUMEHEHHH;

K) BO3MOXXHBIE 1obouHbIe OeHCTBHA IpH IPHMCHEBHH
OUOMEIUITHHCKOTO KIIETOYHOIO ITPOYKTa;

JT) COYEeTAEMOCTE ¢ WHBIMH BHAAMH JIeUeHHUd, BKIIIOYas COYeTacMOCTh C
JIEKAPCTBCHHBIMHU TIpenapaTaMH, APYTUMH OHOMETHIMHCKHMMU KIJIETOYHBIMH
IIPOJYKTAMH, a TAKXKE TIHIIeBLIMH IPOIYKTaMU;

M) CPOK  TOJIHOCTH ¥  yKasaHwe  Ha  3arper  IpUMEHEHUI

6HOM6,E[HHHHCKOI‘O KIIETOHHOTO MPOLAYKTA IO HCTEHYCHHH CPOKA 'OAHOCTH,
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H) OCOOEHHOCTH MIpHMeHEHHs [N JeTel, OepeMeHHBIX XEeHIIUH U
JKeHIIUH B IIEPHO/ JTAKTAIHH;

0) AaHHBIC 110 CTAOMIBHOCTH OHOMEIHUHUHCKOrO KJIETOTHOI'O IIPOAYKTA;

IT) YCIIOBHS XpaHeHNd OHOMEIHITMHCKOTO KIIETOYHOI O IMPOAYKTA;

11) TOKyMeHTHI, I@peJACTaBAsIeMBIe B COOTBETCTBHH ~ CO cTaThei 21
Hactosnero PeaepaTbHOro 3aK0HA.

4, 3asBuTens BrpaBe 110 COOCTBEHHOW UHUIMATHBE IpPEICTABHTH
JIOKYMEHT, MOATBEPXAAMUA (QakT yIaThl roCyJapcTBEHHOH ITOIIIHHEI 3a
IIPOBEICHHE 3KCIEePTU3Rl 0OE30I1aCHOCTH OHOMEINHUIMHCKOTO  KJIETOYHOTO
NPONYKTA, OKCIEPTH3Bl JOKYMEHTOB [ TONYyYEHWS paspellieHHs Ha
IpoBeleHHe KIMHUYECKOro HCCIeAOBaHUS OHOMETUIMHCKOIO KIETOYHOTO
[IPOAYKTa W 3THYECKOH 3KCIEPTHU3Bl, JOKYMEHT, INOATBEPKAIOMIHN yIUaTy

rocyfapCTBEHHOR TIMOHUTUHEI 33 TNPOBEACHHE 3KCHEPTH3BI 5GEeKTHRHOCTH

NMPAMEHEHHst OHOMEOUIIMHCKOrQ KJI€TOYHOro TIPOAYKTAa M 3KCIIEePTH3bI
OTHOIIEHHS OXHAAeMOM TONB3BI K BO3MOXHOMY PHCKY NOPHUMEHEHUS
OHMOMeUIMHCKOTO KJIETOYHOIO IIPOAYKTa, B OTHOLIEHUH KOTOPOTO IPOBEIEHEI

MEKIOYHapOoAHEIE MHOT'OICHTPOBEIC KJIHHHYECKHE HMCCICHO0BAHHA, YacTh H3

KOTOPBEIX TipoBeieHa B Poccuiickolt ®epeparnuu, mnpu  obpanieHus 3a
roCyJapcTBEHHOH peructpaiued OHOMEIHIUHCKOT0 KIETOYHOrO IIPOJYKTA.
B c¢mydac HenmpeacTaBNneHHA YKA3aHHBIX JOKYMEHTOB YIOJIHOMOYEHHBIN

(desepabHBIA  OpraH HUCIOJHUTENLHOM BIAcTH IpoBepseT (AKT yILIaThl
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TrOCYJapCTBEHHON UTOUUIMHEI HAa OCHOBAHMU IIPENCTABIIEHHBIX 3aABHUTENCM
PEKBU3HTOB JOKYMEHTOB, INOATBEPXIAOIINX €¢ yIUIaTy, ¢ HUCHOJIb30BaHHEM
uHpopManuu 00 yIUlare rocyapCTBEHHOH IOUITHHEI, CoJepKameHhcs B
['ocynapcTBeHHOM HHQOPMALMOHHOW CHCTeMe O TOCYJapCTBeHHBIX |
MYHUIUIIANBHEIX [UIATeXax.

5.He pomyckaroTcs OONy4YeHHe, pasriallicHde, HCIOJIb30BAHME B
KOMMEPYECKMX [elnsx W B IlendX TOCYJApCTBEHHOH  perucTpanuu
OHOMETUIUHCKUX KIETOYHEIX [POLYKTOB WHPOpPMAllUM © Ppe3ymbrarax
JIOKTTMHMYECKIX U KIMHUYSCKHX HCCIeAOBaHUN OHOMEAUIIMHCKIK. KIIETOYHBIX

IIPOOYKTOB, MPEICTABICHHOI 3asgBUTENIEM IS TOCYAAPCTBEHHON pEruCcTpalyn

OHOMEIHIMHCKHX KJISTOIHBIX MPOAYKTOB, 6e3 cornacus 3asBUTENIA B TE4EHHE
IIEeCTH IeT CO [JHI TCOCYJapCTBeHHOH perucrpaniu OHOMEAHIIMHCKOIO
KJIETOYHOI'O TIPOAYKTA.

B Poccuiickoit Denepannau 3arpenacTcs HCIIOJIE30BAHHE
OHMOMEMUUMHCKHX  KJIETOYHBIX  IIPOJIYKTOB,  3aperucTPUpPOBAHHBIX  C
HapylieHueM TpeOOoBaHUM, YCTRHOBICHHBIX HACTOSIIEH JACTRIO.

Hecobmonexnue 3anpera, ycTaHOBIGHHOIO HACTOAIIEH 9aCcTBEO, BIEYET 3a

c000H OTBETCTBEHHOCTE B COOTBETCTBMH C 3aKOHOJATENLCTBOM PoccuiicKoi

denepanud.

24122941.doc



32
Crates 13. IlpAasTHE pelieHBd 0 Bhigadye 3KCNEPTHOMY
Y4peKIeHHI0 B COBETY 10 3THKe 3aJaHAH Ha NPpOBeNeHHe
IKCHEPTH3 GHOMETHITHHCKOIr0 KACTOYHOT0 HPOXYKTA

1.B Tedenue nsaru paboudmx JAHEH cO JHA NPHHATUHS 3adBJICHHSA
0 TOCYJapCTBEHHOW perucrpaniuu OHMOMEeIUIIMHCKOTO KJIIETOYHOIrO NpPOJIyKTa
VIIOTHOMOYEHHBIH (QeJepaJbHEI OpraH HCIIOMTHHTENBHOU BITACTH TPOBOMUT
MpPOBEPKY ITOMHOTEL ®  JOCTOBEPHOCTH  CBEIEHWI, CcoZepKalluXcs B
NpEeACTaBJIEHHBIX 3asfBUTENIEM JOKYMEHTaX, M IPUHUMAET pellleHue O BhIJaue
3afaHus Ha IpoBeAcHHeE:

1) GHOMEIUITUHCKOW  BKCIEPTH3RI  OHOMETUIUMHCKHX  KIETOYHBIX
IIPOAYKTOB B  YacTH  3KCIEPTH3R  0e30I1aCHOCTH  OHOMEIUIHMHCKOrO
KJIETOYHOrO TIPOAYKTa, BKJIOUAs 3KCIEPTH3Y COCTaBa 0Opa3loB M METOJOB
KOHTPONS KadecTBa OMOMEIUIMHCKHX KICTOYHEBIX IIPOOYKTOB, 3KCIIEPTH3BI
MOKYMEHTOB Ul IIONMYYeHHS paspellelds Ha TMpOBeJeHUe KTHHHYECKOro
ACCTeNOBAHUA OHOMEMHLMHCKOrO KJIETOYHOI'O TPOAYKTA M ITHYECKOH
SKCIIEPTU3B! HA OCHOBAaHUM AOKYMEHTOB, yKa3aHHBIX B myHkTax 1, 3 - &, 10
yactu 3 ctathi 12 rHacrosniero denepatrHOro 3aK0Ha;

2) OMOMETHIIMHCKOR ~ OKCIEPTH3bl  OHOMEJUUMHCKUX  KIETOYHBIX
MPOAYKTOB B YacTH  HKCHEPTH3B  9Q(EKTMBHOCTH  NPUMCHEHUH
OMOMEIUIMHCKOro KJIETOYHOTO MHpOoAyKIa U 9KCHEepTH3hl OTHOIIEHHS
OKHITACMON TIOJIB3BI K BO3MOXXHOMY PHUCKY ITPHMEHEeHHH OHOMETHITMHCKOrO

KJICTOYHOTID IIPpOAYKTA, B OTHOUICHHH KOTOpPOTrO MNPOBCHCHEI MCXIAYHAPOAHEIE
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MHOT'OII€HTPOBBIC KJIIMHUYECKHME UCCIENOBAHHUA, YaCTh M3 KOTOPHBIX [IPOBeIeHA
B Poccuiickoit Penepalidy, Ha OCHOBAHUM AOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1 -5, 9 ¢ 10 yactn 3 crareu 12 vactrosuero PegepalbHOr0 3aK0HA.

2. YionHoMOUYeHHBIH (pefepanbHBli OpraH  HCIOJNHUTEIBHON BIIACTH
YBEIOMJISSET B THUCEMEHHOW (QopMe 3ajdBHUTEIAd O [OPUHITOM pELIeHUH,
a B Clly4ae OTKAa3a - ¢ yKa3aHWeM MPHYHH TAKOT0 0TKasa.

3. OcHOBaHWEM [ OTKa3a B OpFaHH3ailHi- DKCIIEPTH3, YKA3aHHBIX
B 4acTH 1 HacTosieH CTaThLH, SBIACTCH:

1) npeacrasiedne B HEIMOMHOM o0BEMe JOKYMEHTOB, Ha OCHOBAHUU
KOTOPBIX B COOTBETCTBUHM C 4YaCThIO 1 HACTOSINEH CTarbM MPOBOJATCS
SKCIEPTH3BI, WM JOKYMEHTOB, COMIEPMAIEX HEJOCTOBEPHEIC CBE/ICHA;

2) orcyrcTBHe  MHQOpMAUMM, IIOATBepXKIAromed  (PakT  yIJIaThl
IrOCYJapCTBEHHON I[IONUIMHEI 3a IPOBEINEHHE DOKCICPTH3El 0Oe30macHOCTH
OUOMEIMIIMHCKOTO KJIETOYHOTO IIPOAYKTa, HKCIEePTH3B! JOKYMEHTOB IS
IIOMYYEHUs paspelicHUs Ha NPOBEAEHHE KIMHHYECKOTO HCCIECIOBaHUS
OUOMEJUIIMHCKOTO KIIETOUHOrO IPOJYKTA M HTHYECKOH SKCIIEPTH3EL, a TakKe
COCYJapCTBEHHOH MONUIMHBL 3a IIPOBEIEHHE BKCIEepTH3El 3(Q(EeKTUBHOCTU
OpUMeHeHUs OMOMCIUUMHCKOrO KIETOYHOrO IIPOAYKTAa M BKCIIEPTH3BI
OTHOﬁIeHHH OXHJaeMOM TONB3Bl K BO3MOXHOMY PHCKY MNPHMEHCHUSA
OHOMETMIMHCKOTO KIIETOTHOrO MPOAYKTA, B OTHOMIEHHH KOTOPOT'O MPOBEJICHB]

MEXAYHAPOAHbIC MHOI'OLCHTPOBBIE KIHHHYECKUEC HMCCIICNOBAHHA, YacTh H3
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KOTOpBIX TpoBefeHa B Poccuitickoit ®emepanuu, npu obpaireHun 3a
rocyIapcTBEHHON perucrpanuded 6MoMe THIMHCKOrO KIIETOYHOrO MPOJAyKTa.

Crathsi 14. @epepalibHoe FOCyIapcTBeHHOE OIOJKETHOE

yupemxkaenne N0 NPOBEeIeHHK OHOMeHIHHECKOH
IKCNEPTHIbLI OHOMeIHIHHCKHX KJIeTOYHBIX NPOAYKTOB

1. buoMeoHIIMHCKass  »Kcuepru3a  OMOMEIUIIMHCKUX  KIETOUYHBIX
IIPOAYKTOB TIPOBOAWTCS (delepaibHEIM TOCYJapCTBEHHBEIM  OHODKETHBIM
yupexieHneM, HaxO[ASIMMCS B BEJeHHH YIOIHOMOWYEHHOIo QejepaibHoro
oprasa HCIOJIHUTENLEHON BJIACTH, CO3JaHHBEIM B COOTBETCTBHHU CO CTaTheit 15
depepanbHOTO 3akoHa oT 12 ampesst 2010 roga Ne 61-®3 "0O6 obpameHuu
JIEKApCTBEHHBIX CPeaCTB", nisi obecriedeHUs MCIOTHEeHHS MTOJIHOMOYHA 3TOTO
¢denepanbHOro OpraHa Mo BBIJade paspelleHHH Ha MpOBeIcHHE KTHHHYECKUX
HccIeoBaHul  OMOMEJHLHHCKHX KIETOYHBIX TNPOAYKTOB W (WiIH) 110
rocygapcTBeHHOH perucTpanuid OMOMETULIMHCKHX KIETOUHBIX IPOAYKTOR
(manee - BKCIIEPTHOE YIPESKICHHE).

2. DopMHpOBaHHE TIOCYJApPCTBEHHOIO  3afaHMA TI0  [POBEJICHHIO
OMOMEIUIIMHCKON OKCHEepTH3H OUOMEIULMHCKUX KIETOYHRIX [IPONYKTOB
SKCIEPTHOMY YUPSXKIEHHIO M (huHaHCOBOe obecrmeueHHne BBIMOTHCHUS 3TOrO
3aJaHUsi OCYILUECTBILAIOTCA B TIOPsJIKE, YCTAHOBIEHHOM 3aKOHOJATE/]ECTBOM

Poccuiickon @enepanunu.

24122941.doc



35
Crarps 15. OpraHrzanus NpoBeJeHAst GHOMETAIHHCKOM
JKCHEPTH3LL OHOMEINIHHCKHAX KJIeTOUYHBIX TPOIYKTOB
B [eJIX HX I'OCyAapCTBEHHOHR perucTpanu

1. buoMeguiIHHCKass  SKclepTHsa  OMOMEOUIHHCKHX  KIIETOYHEBIX
MIPOJIYKTOB TIPOBOJUTCHS KOMHCCHEH 3KCIEPTOB 3KCIEPTHOTO YYPeKACHUS,
Hasﬁaquﬂqﬁ PYKOBOJIUTEIEM 3KCOEpPTHOrO YUpeXK/eHHs, Ha OCHOBAHHH
3afaHUA Ha TMpOBeleHHe OHOMEIHIIMHCKOH BKCIePTH3EI EHOME TUITAHCKIX
KJIETOYHBIX IIPOTYKTOR, BELTAHHOTO YIIOJIHOMOYEHHEIM (ellepaTbHEIM OPTaHOM
UCIIOJIHUTENBHON  BilacTH.  PYKOBOJUTENE  BKCHEPTHOIO  YUYpEeXXIeHHs
oDecliednBaeT HaJexallee IPOBCICHHE OMOMEHIIMHCKON 3KCIICPTHIEI
OHOMENUIIUHCKIX KJIETOYHELIX IIPOAYKTOB B COOTBETCTBHH C 33jJaHHEM,
BBIJAHHBIM YIIOJJHOMOYEHHBIM (QelepalbHEIM OpPraHoM  HCIIONHUTENIBHON
BJIACTH, H OpPraHU3yeT ITOATOTOBKY CBOJHOrO 3aKIOYEHHS KOMHCCHH
3KCIIEPTOB 3KCIEPTHOrO YUPEKICHH. B cocTap Takoi KOMUCCHH T10 PEINEHHIO
PYKOBOIUTENR 3KCIIEPTHOTO YUPEXKIEHHS MOryT OBITE BKJIFOUEHH] B KaueCTBE
SKCIIEPTOB JIMIA, He paboTaroluHe B 3TOM 3KCIEPTHOM YUPEKACHUH, eClIH HX
crelMagbHble 3HAHWUS HeoOXOMWMBI IS TPOBENEHUN HIKCIEPTHIEI M TaKhe
3KCHEPTHL OTCYTCTBYIOT B 3TOM 3KCIISPTHOM YUPEKICHUH.

2.1lpu npopegeHHH OHOMEIUIIMHCKOM IKCIIEPTH3B OHOMETUIHHCKHUX
KJIETOYHBIX IIPOJYKTOB 3KCIIEPT HE BIIPABE CAMOCTOSTENBHO HCTpeOOBarhb
y 3asgBHUTEII JNOKYMEHTHl (MaTepHaibl), HeoOXOIHMEBIE [Uis IIPOBejeHUs

DKCNEPTHUIEL. B ClIyqaC HENOCTATOHUHOCTH MpelOoCTaBJCHHBIX JKCICPTY

24122941.doc



36

NOKYMEHTOB (MaTepHaTOB) U Aa4M 3aKIIOYeHUs 3KCIEPT BTIIpaBe [OCTABUTH
BOMPOC © MPEJOCTABIIeHHH HX €My Teped PYKOBOJMUTENEM B3KCHEepTHOIO
yapexjIeHns, KOTopeld obpamjaercd ¢ npockboil 06 3TOM B yIIOITHOMOYEHHEIR
denepanbHBIf OpraH MCIOIHUTENBHOW BIAacTH, BBIJABINUN 3alaHue Ha
MpoBe/lcHHEe OHOMEAUIMHCKON OSKCIEpPTH3El OMOMEIHIIMHCKUX KIeTOYHBIX
MPOAYKTOB. YNOTHOMOYEHHEIH dhegepalbHbId Opral HCIIOJHUTEIBEHON BIacTH
B TedeHWe [gTH pabogmx gHeH  HAIpaRIsdeT 3asBUTENIO  3arpoc
O IIPENOCTAaBJICHHH MNOTOIHUTCTBHEIX JOKYMEHTOB (MarephanoB) 4 (WiH)
HEOOXOAMMBIX  JaHHBIX B AJIEKTPOHHOH WK MHMCBMEHHOH ¢opme ¢
YBeIOMIIEHHEM O ero MOIydYeHHH. 3asBUTeNb 00s13aH B CPOK, HE IIPEeBEINTAIOIIH
mecTugecsaTd paboynx AHEeH co JAHsA MOJYY9eHMs 3alpoca YHOIHOMOYEHHOTO
denepanbHOrO OpraHa MCILOJIHHUTENBHOH BIIACTH, NPEAOCTaBUTE 3allpOLISHHEIS
JOKYMEHTHI (MaTepHalbl) ¥ (WiIHM) HEoOXONMUMEIC HaHHBIE THOO ODOCHOBATH
HEBO3MOXKHOCTE MX [IpefocTaBleHus. BpeMs co AHA OTIIpaBiIeHUS 3amipoca U 10
MONydeHUs YIIOMHOMOYEHHBIM (eepalbHBIM — OpraHOM — HCIOIHMTENBHON
BIIACTH OTBETa 3agBUTENS Ha 3allpoc He YYHTHIBAETCS IIPH WCYHCIEHHH CpOKa
rOCYJapCcTBEHHOU pPErHCTpaliMi OUOMEIUITMHCKHUX KIIETOYHBIX TIPOTYKTOB.

3. PesyneraTtel  OHOMEOHUIMHCKOW  3KCHEPTH3Bl  OHOMETHIMHCKHUX
IJIETOYHBIX TPOAYKTOB O(QOPMIIIOTCA 3aKIIIOYEHHEM KOMHWCCUH 3KCIIEPTOR
DKCHEPTHOTO yUpexeHusa. B 3aiiioueHud KOMHCCHU 3KCIICPTOR 3KCIEPTHOrO

VYUIpOKACHUA YKa3bIBalOTCA II€pPCYEHb HCCJ’[GI[OB&HHﬁ, 00BEM ITpOBECACHHBIX
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Ka)KJIbIM DKCIIEPTOM HCCIIeJOBAHUM, YCTAHOBICHHBIE K& XKIEM M3 HUX QaKTEl A
CleNTaHHBIE B PE3YJbTaTe HCCAEIOBAHUN BEIBOMBI. DKCIEPT, MHESHUE KOTOPOTO
HE COBIAJAeT C PEIICHUEM KOMMCCHH J3KCIIEPTOB 3KCIIEPTHOTO YUPEKICHUS,
BIIpaBe BBIPA3HTh CBOE MHEHHE B ITUCEMEHHOM (opMe, KOTopoe NMpHobInaeTcs
K 3aKTIOYEHUIO KOMUCCHU 3KCIIEPTOB.

4. DKCIEpTHl, BXOJAIINE B COCTAB KOMHCCHU 3KCIEPTOB 3KCIEPTHOrO
YUpeXJAeHHA, NpeAylNpexiarTcs 00 OTBETCTBEHHOCTH B COOTBETCTBHH C
3akoHodarensCcTBOM  Poccuiickoli  Depepanuid 3a fJady  3aKTIOYeHU,
cofepxaero HeoOOCHOBaHHBIE MM GanbCHGUIIMPOBAHHEIE BHIBOABI, O YeM
OHM JAKOT MOAITHCKY.

5. Onpeneneﬁne YPOBHS NPOMECCHOHATLHON MOAIOTOBKY 3KCHEPTOB H
aTrecTallisd HMX Ha IIpaBO MPOBeAeHHS OHOMEIMUMHCKOH HSKCIEpPTH3E
OHOMENUIMHCKHX ~ KJIETOUHBIX MPOAYKTOB OCYUISCTRISIOTCS 3KCIEPTHO-
KBAMMPUKAIUOHHEIMH ~ KOMHCCUSIMH B IIOpSJKe,  YCTAHOBJIICHHOM
YHOJHOMOYEHHBIM (hellepaTbHEIM OPraHOM HCIOMHUTENBHON BIacTH. Y POBEHB
npohecCHOHAIBHOR ~ TIOAIOTOBKHM — 3KCIEPTOB  IOMIEKHT  IepecMoTIpy
YKa3aHHBIMH KOMUCCHSIMH HE PEXe 4eM OIMH pa3 B MATh JIeT.

6. lIpaBuna IpOBENEeHAS EUOMEXALMHCKOHK AKCIEPTH3EL
OHOMEOULIMHCKUX KJICTOYHBIX MPOJYKTOB W (opMa 3aKMOYeHHs KOMHCCHH
DKCIEPTOB JKCIEPTHOrO YUPEKICHWUS YCTAHABIHBAKOTCS YIOMHOMOYEHHBIM

dbenepanbHBIM OPraHOM HCIOJIHWTEIHLHON BJIACTH.
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Cratest 16. TpeboBaHusn, npexLaBiAsieMble K IKCIIEpTaM OPH
NpoBeJeHAA ODHOMeAHIIHHCKOI 3KCIIEPTH3bI
OHOMeIHIIMHCKHAX KJIeTOYHBIX NPOAYKTOB, (pasa
H 0053aHHOCTH 3KCOEPTOB
1. OkcneproM 110 IpOBeNEHHI0  OHOMEAMUMHCKOH  3KCIEPTH3BI
OHOMEIUIIUHCKIX KIETOYHBIX [IPOTYKTOB SIBJSACTCH aTTECTOBAHHLIH pabOoTHHK
SKCIEPTHOIO  VUPEXIEHMS, KOTOpHIH HMeeT BEICIIEe  MeJHIMHCKOE,
(bapMaUeBTHYECKOE, BETCPHHApDHOEC, OHONOrHYecKOoe MIH XHMHYECKOe
obpazoBaHue, obnafaeT HEOOXOAMMBIMH 3HAHUSIMH W OIIBITOM U TIPOBOIHUT
OHOMETHUUMICKYIO 3KCIIEpPTH3Y OHOMEIHIMHCKUX KIETOYHBIX MPOOYKTOB B
MOPAAKe UCTIONHEHNA CBOMX HOJDKHOCTHBIX 00s3anHOCTE.
2.1lpun npoBeleHVHH OHOMEIHUMHCKOH BSKCHEPTH3B! OHOMETHITHHCKHX
KJIETOYHEIX IPOMYKTOB 3KCHEPT HE MOXKET HaxXOAUThCS B  Kako#H-mHbo
3aBUCHMOCTH OT JIMIId, HA3HAUYHBINErO 3TY 3KCIEPTU3Y, WUIH APYIHX ITHII,
3aHHTEPECOBAHHEIX B pe3ysnbTarax  OHOMEIOUIIMHCKOH  SKCIIePTH3EI
OHOMETHIIUHCKHAX KIIETOYHEIX MPOJIYKTOB.
3.0kcrnepT  0Opd  OpOBeLeHUH — OHOMENHMUIMHCKOH  3KCIICPTH3EI
6HOMETHUHHCKUX KIIETOUHBIX IPOAYKTOB 00sI3aH:
1) mpoBecTH ITOJIHOE HCCIEHOBaHHE IIPCACTABIEHHBIX €My OOBEKTOB,
MaTepHanoB, METOJOB KOHTpOmnsd Oe30IacHOCTH, Harbk ODOCHOBaHHOE H

O0OBEKTUBHOE 3AKIOYEHHUE [I0 IIOCTABJIICHHBIM nepen HHM BOllpocaM HITH

MOTHUBHPOBAHHOC JAKJIHOYIEHHE 9 HEBO3MOXKHOCTH [IpOBENCHHUA HM
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OHMOMETUIIHHCKON 3KCIEePTH3EI OMOMEIUIITHCKHX KICTOYHEIX IPOAYKTOB, ECITH
[IOCTABIIEHHBIC BOTIPOCHI BEIXOJAT 3a ITPE/ICIbl CrIeHAIBHBIX 3HAHUM 5KCIIepTa,
OOBEKTHl HCCIENOBAHMH M MaTepHalsl HElPHTOJHBI WJIM HEAOCTATOYHBl IS
pPOBENEHHUS UCCICHOBAHUH M JadH 3aKI0YeHus MO0 COBPEMEHHBIH YPOBEHb
Pa3BUTHA HAYKH HE MO3BOJISET OTBETHTH HA IIOCTABIEHHBIE BOIIPOCHI,

2) Be pa3riauiark CBEIEHHs, KOTOpPHEIE CTUIM eMy H3BECTHEI B CBS3H C
mpoBefeHrneM OMOMENUIIMHCKON 3KCIEpTH3Bl OHOMENHIIMHCKUX KJIeTOYHEIX
IIPOAYKTOB, a TaKXKe CBEACHHSA, COCTABJAIOUIHE TOCYJAPCTBCHHYVIO,
KOMMEPYECKYIO HIIH HHYIO OXPaHIEMYIO 3aKOHOM TalfHy;

3) obecTeYHTs COXPAHHOCTh NIPENCTABICHHBIX OOBEKTOB HCCIIEOBAHMIMT
W MaTEPHANOR.

4. DKCIIEpT He BrpaBe:

1) mpoBOOUTE OHOMETHITHHCKYTO BKCIIEPTHIY OHOMETHITHHCKHX,
KJIETOYHBIX [POAYKTOBR 10 OOpamieBHIO HEIIOCPELCTBEHHO K  HEeMY
FOPUAHMYCCKHX WITH (PUIMIECKUX JIHII;

2) caMOCTOSTENBHO cobuparts MaTepHalIbl A8  [IPOBEIEHUS
OHOMEIUIMHCKON 3KCIIepTH3El OHOMEHMIIMHCKUX KIETOYHBIX TIPONYKTOB;

3) MPOBOIUTS OHOMEOUITMHCKYKD — JKCIIEPTH3Y  OHOMETHIIHHCKUX
KJIETOYHBIX TPOAYKTOB B Ka4eCTBE HErOCYyHapCTREHHOTO KCIIEPTa;

4) IpoOBOAMUTH KOHCYJBTAIlHU B obrracTa npodeccHoHanbHOA

ACATCILHOCTH BHE CHY)K66H01"0 3agaHus.
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5. B cny4ae HeOOXOMUMOCTU 3KCHEPT BIPaBC X0JATAUCTBOBATE Iepen
PYKOBOJIMTENIEM 5KCIEPTHOTO YUYPEKACHHS O IIPUBICYEHUH K IPOBEICSHHUIO
OMOMENHUITHHCKON HKCIIEPTU3hl OHOMEIMIIMHCKMX KJIETOYHBIX TPOIAYKTOB
IPYyIHX OKCIEPTOB, €CHH HX CHENUHANBHEIE 3HAHHS HEOOXONUMEI IS
ipoBeieHnss OMOMENUUMHCKOM 3KCHepTH3bl OHOMEIUIMHCKHX KJIIETOYHBIX
IPOAYKTOB.

6. Kaxxaplii 3KCIepT, BXOLAMMH B COCTAaB KOMHCCHHM 3KCHEPTOB
HKCIIEPTHOI'O YUPEXNJ(EHHS, KOTOPOH HOPYYeHO NPOBeAcHUE OHOMETUIHHCKON
AKCTIepTU3bl  OUOMEIUUUMHCKHAX KIIETOYHBIX TPOAYKTOB, HE3aBHCHMO W
CaMOCTOSATENILHO  TPOBOJNUT  MCCIENOBAHUS,  OLGHUBAGT  Pe3yJIbTATHI,
MOJYYEHHBIC MM JIMYHO H APYIHMH 3KCIMEpPTaMH, W (dOPMYITHPYeT BLIBOJIHI
OTHOCHTEJLHO [IOCTAaBICHHBIX BOIPOCOB B TpPeHeNiax CBOWX CICHHATbHEIX
3Hadgu#.

Cratesa 17. JTHYecKkas 3KCllepTH3A

1. DTHYeckas 3KCHEPTH3a POBOJUTCS B IIEAX BEIIAYHM 3aKIIOYeHUs 00
3THYeCKOH OOOCHOBAHHOCTH  BO3MOXKHOCTH TIPOBEAEHMS  KIHMHHYECKOIO
yccrenoBaiud OHOMEIUIIMHCKOTO KJIETOYHOTO MPO/IYKTa COBETOM 1[I0 STHKE,
CO3MaHHEIM B TMOPAJKE, YCTAHOBJIICHHOM YTIOJHOMOYEHHBIM (denepaibHEM
OpTaHOM HCIIOJIHUTENILHON BJIACTH.

2. OKcIrlepTaMH  cOBeTa [0 3THKE MOIyT OBITE [IpeacTABUTENH

MEIHIWHCKUX, HAYYHBIX OpPTaHH3aliuii, oO0pa3oBaTeNbHBIX OpPTraHM3aIHid
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BRICUIErO 0OP230BAHHKS, a TAKIKE MPEeACTABHTENH ODIIECTREHHBIX OpraHUu3aluuii,
PEIUIHO3HBIX OPraHU3alWil M CPEACTB MAaCCOBONH MHMOPMALUH. OTH BKCIICPTEI
HE JOJKHEI HaXOIUTHCA B KaKOW-THO0 3aBHCHMOCTH
OT 3asBHTENS H APYrHX JHI[, 3aMHTEPECOBAHHBIX B pe3yjbTaTax 3THYECKOH
3KCIIEPTH3EL.

3. Omnara yciuyr 3KCIEpPTOB COBETa MO 3THKE OCYUIECTBISETCHS Ha
OCHOBAHUHM JOrOBOPA, 3AKIIOYEHHOTO MEXAY YIIOIHOMOUYEHHBIM deaepalibHBIM
OpPraHcM HCIIONIHUTE/IBHOH BJACTH, KOTOPHIM CO3JaH COBET 110 3THKE, W
OKCIIEPTOM COBETa [0 3THKE, 3a cderT OIO/XKEeTHLIX ACCHTHOBAHHIA,
0pegyCMOTPEeHHEIX VIIOJIHOMOYEHHOMY bemepaiEHOMY opray
HMCHOJIHUTEIILHON RBJACTH, CO3JaBUIEMY COBET IO 3TUKe, B (eJepajIbHOM
OromKere Ha COOTBETCTBYIONIIMU rof Ha ofeciedeHHe ero HeATelbHOCTH,
¥ B pazMepax, ycTaHoBIeHHEBIX 1lpasuTenscrBom Poccuiickoil denepanui.

4. DKCrepTsl COBETa 1O 3THKE HECYT OTBETCTBEHHOCTB B COOTBETCTBHH
¢ 3aKoHOJaTenkcTBOM Poccutickoit Qenepaliuu.

5. CocraB copeTa 10 3THKE, MONOXKeHWEe 00 3TOM COBETe, IOpSIOK ero
NesSTeNpHOCTH, TpeOOBaHUA K KBUTH(DHKALIWY W ONEITY paboTH! 110 3KCIIEPTHOR
OLIEHKE HAaYYHBIX, MEIOUIMHCKUX H ITHUYESCKHUX aCIEKTOB KIUHHYECKHX
HCCNEeN0BaHMH OHOMENMIMHCKMX KIJIeTOYHBIX IIPOOYKTOB, NPEeABbABIAEMEIEC K
3KCIIEpTaM COBETa I10 ATHKE, MOPAJOK OpraHH3alMK M IPOBEACHHS 3THUECKOH

IKCOEPTHU3EI, (bopMa JaKJIIOYCHHA COBETA MO 3ITHKE YCTAaHaBIIHMBAROTCHA
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VIIOJIHOMOYEHHBIM (deNepalbHblM OpraHoM HCHOJIHUTENBLHONW BracTu. Yucno
IIpeACTaBUTENIel MENUUMHCKHX M HAYYHBIX OpraHuzauuil He MoxKerT
OpeBEIIIATE OJIOBUHY 00IIeTO YHCiIa 3KCIIEPTOB COBETA IO 3THKE.

6. Madopmanuss 0 cocrage COBETa 10 ATHKE, [JIaHax ero paboTel u
TEKYIIEH NeITCNEHOCTH pasMelaeTcs Ha obUUHATBEHOM canTe
YOOJIHOMOYEHHOTO  deqepanbHOro OpraHa HCHOJHHWTEEHOH BIaCTH B
HHOOPMAIMOHHO-TeTeKOMMYHUKaNMoHHoH cety "MaTepuer" (manee - cers
"MurepHeT") B yCTAHOBIIEHHOM UM IIOPSIKE.

7. DTHYecKas 3KCIEPTH3a, COCTABJICHUE COBETOM IO 3THKE 3aKIIIOYeHHH
O  BO3MOXHOCTH  HJIM  HEBO3MOXHOCTH  IIPDOBEJIEHUS  KJIHHHYECKOIrQ
HCCIEeTOBAHTA OMOMENHIIMHCKOrO KJIETOYHOTO NPOAYKTa U HallpaBlleHHe 3THX
3AKOYeHUH B YIOJTHOMOWYEGHHBIH defepaibHEId Opral  HCIOJHUTETEHOH
BJIACTH OCYILECTRIAIOTCA B CPOK, HE IpeBblIaromui cta pabodux qHeit co aHs
[IOJLY4EHMs COBETOM I[IO0 ATHKE 3alladHA YIIOJHOMOYEHHOrO (ellepalbHOro
OpraHa UCIOJIHUTEBHONW BIACTH C IpHIIOXKEHHEM HeOOXOMUMBIX JOKYMEHTOR,
yKazaHHRIX B nyHkrax 1, 3-8, 10 wactm3 cratem 12 HacToOAIEro
PeneparTEHOTO 3aKOHA.

8. JJokyMeHTEl, cofepxamuecs B PErHCTPallMOHHOM  JOChe H
MOCTYIHBINHE B COBET I10 3THKE JJIS OCYILECTRIIEHHS 3THYECKOH IKCIIEPTH3EI B

nendax HOny4deHHs paspellicHHA Ha [NpOoBEIEeHHE MIHHHYECKOro HCCIeNOoBATHA
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OHOMEIUUUHCKOTO  KJIETOYHOI'O  IIPOAYKTa,  MOJIeKAT  BO3BPATY B
YIIOJIHOMOYEHHBIA (enepanbHblil opradH HCIIOTHUTENBHOR BIACTH.

Cratps 18. Tlopsmox HpoBeNeHHs 3KCIEePTH3bI 6€30MACHOCTH
OHOMeTHUHHCKOIO KJAeTOYHOr0 NPOAYKTa H DKCIePTH3 b
JOKYMEHTOB [UISl IOJIYYeHHd pa3perreNnst Ha
MpoBeeHHe KITHHAYEeCKOTo HecleZ0BARMS
OHOMEIUHHHCKOrO0 KJIEeTOYHOI0 HPOOYKTA

. buoMeauuuHcKas  BKCHEpPTH3A OHOMEIHUIHHCKHX  KIETOYHBIX
IIPOJIYKTOB [MPOBOAHUTCS MO3TAIHO CIIEIYOIIUM 0Opa3oM:

1) Ha mepBOM oTame - SKCIEPTH3A 663011_;310Hocm OHOMEIUITHHCKOT'O
JJIETOYHOI'O MTPOAYKTA U HKCHEPTH3A JIOKYMEHTOB 718 ITOTYYEeHHSA Pa3perieHls
Ha IpOBEeAEHHE KIMHHYECKOTO HCCNIEIOBaHHUS OHOMEIHITHHCKOro KIETOYHOTO
NpOJIYKTa, 3a HCKIoYeHHeM OWOMEIUIMHCKUX KIETOYHEIX TPOAYKTOB,
B OTHOIIEHHH KOTOPBEIX MPOBENEHBl MEKIyHApOIHBIE MHOTOIIEHTPOBEIE
KJTMHAYECKHE HCCTE/IOBAHMS, YACTh M3 KOTOPHIX HpoBeaeHa B Poccuiickolf
Degepanuy;

2)Ha BTOpOM D3Tale - >BKclepTuza PQPEeKTHBHOCTH IPHMEHEHHUS
OHOMEIUIIMHCKOTO  KJIETOYHOrO IIPOAYKTA H  3KCIepTH3a OTHOMIEHHS
OKHUIAEMOH TOJB3El K BO3MOMXHOMY PHCKY IIpHMEHEeHHs OHOMeIHIUHCKOTO
KJIETOYHOI'O TpOAYKTa, OCYINECTBISEMBIE NOCTE IMPOBCAEHHUS KIHHHYECKOIO
HCCIe0BaHMA DHOMETHUITMHCKOTO KIIETOUHOTO TPOAYKTA.

2. DxcrnepTH3a 6e30MacHOCTH OMOMEIUIIHHCKOro KIIETOYHOTO MPOXYKTA,

DKCIIEpTH3a NOKYMEHTOB AJId IIONYYEHHA pa3peHicHusA Ha IPOBCIACHHC
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KJIIMHUYECKOI'0  HCCIIEIOBAaHUA OHMOMEAUIIMHCKOrO KJIETOYHOroe HpPOJIyKTa,
COCTABJIEHHE KOMHUCCHEHN BKCIEPTOB SKCIIEPTHOIO YUPEKACHHSA 3AKTFOYSHHHR 0
BO3MOXKHOCTH MM HEBO3MOXHOCTH I[IPOBEJEHHS TAaKOTO KIHHUYESCKOIO
HCCJIEJIOBAHUS U HalpaBlieHHE 53THUX 3aKIloYeHUd B YIIOJTHOMOYCHHBIH
deepanbHBI OpraH UCIIOJHUTENBHOW BIIACTH OCYILECTBISIFOTCS B CPOK, He
NpPEeBBIIIAFOIINE  cTa padodux [JHeH c¢O0 JHS [OIYYeHHS OSKCIEePTHEIM
VUpexAeHHeM  33JaHust  YIOJHOMOUYEHHOro  defepajlbHOIo opraHa
UCTIOJIHUTENIEHOW  BJIACTH. ¢ NPWIOKEHHEM HeoOXOAMMEBIX JOKYMCHTOB,
ykazaHHpIX B nyHkrax 1, 3-8, 10 wactu3 cratem 12 HACTOSAIIETO
PeiepanbHOTO 3aKOHA.

3. B TedeHue naTHAAUATH pabouuX AHEH CO JIHA NOIYYCHHSA 3asBUTEIIeM
YBEOOMIIEHUA OSKCIEPTHOIO YUPEXIEHHUS O I[IONYYeHHH MM  33JaHusd
YIOIMHOMOYEHHOI0  (efepalbHOrO  OpraHa  HCIOJHUTENBHOH — BIIACTH,
VKa3aHHOI'O B HacTH 2 HacTOdAlIed CTaTbH, 3asgBHTEIL TpPEICTAaBIsACT B
AOKCHEPTHOC YYpeXICeHHE IS I[IPOBEACHMS BKCHEpPTH3Bl 0e3011acHOCTH
OMOMEIMIMHCKOIO  KIETOYHOr0 IPOoAYKTa obpasusl OHOMeIHIIHHCKOrO
KJIETOYHOTO IIPOAYKTa, 0Opaslbl KJIETOUHBIX THHHHA, MEAHIMHCKHAX HM31EIH,
JIEKAPCTBEHHEIX IIperapaToB, dapMaleBTHYECKHUX CyOCTaHUMH, BXOASIUMX B
COCTaR  OMOMEOWUMHCKOIO  KJIETOYHOrO  IPOAYKTa, B  KOJIWYECTBE,

H606X0,ZLHMOM AN1d BOCHPOHU3BCACHHA METOJOEB KOHTPOJIA 0€e30M0acHOCTH
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OMOMEIMIMHCKOTO  KJIETOYHOIO IMPOAYKTa, B MOPAAKE, YCTAHOBIEHHOM
VIIOJIHOMOYEHHEIM (PelIeparlbHEIM OPTaHOM HCIIOJIHUTENBEHOH BIIACTH.

4. DKCTIEpTHEIM yupexkeHHeM H3 00pa3NoB KJIETOYHOH JIMHUK H JIPYIHX
KOMIIOHEHTOB OHOMEIHIIMHCKHX KJIETOYHBIX IPOIYKTOB, IPEJACTABICHHEIX Ha
SKCTIEPTH3Y, COCTaBJAeTCH KOJUIEKI[US ITOCTOSHHOTO XpaHeHWs o00pa3nos
KJIIETOYHBIX JIMHUH, & TaKke ApPYyTHX KOMIIOHEHTOB, BXOIAIHX B COCTaB
OHOMEIUUMHCKEX KIETOYHEIX IIPOAYKTOB, QOPMHUPOBAHHE, UCIIOIL30BAHHE H
XpaHeHHe  KOTOPOH  OCYIIECTBISIOTCS B TIOPsJAKE, YCTAHOBJIEHHOM
IIpasutenscTBOM Poccuiickoit dDejrepauni.

5. JJOKYMEHTEI, CcOAepKamiMecss B  pPerHCTPallMOHHOM  JOChe U
NOCTYIUBIIAE B SKCHEPTHOE  YUpeX)JIeHHe UL OCYLISCTBIICHMS
COOTBETCTBYIONIUX HKCIIEPTHU3 B LEITX HOJIYUCHUS paspenleHUs Ha [IPOBEACHHE
IUTHHHYECKOTO  HUCC/IeIOBAHUS OMOMENUIMHCKOTO KJIETOYHOrO IIPOIYKTA,
nojiexar — BO3BpaTy B YIIOJHOMOYEHHBIH  QenepalpHBIH  Oprad
UCTIOJIHUTEIEHOM BJIACTH OJHOBPEMEHHO ¢ 3aKIIOYECHHUSMHU COOTBETCTRYIOIIUX
BKCHEPTH3.

Crares 19. Ilonydenne pazpeiueHUsl HA HPOBeleHHe KIAHAYECKOTO
HAcc/leIOBAHAA OHOMEJHHHHCKOI0 KJIeTOYHOI0 IPOAYKTa

1. B cpok, He npeBrlalomui MaTH paboyux MHEH cOo JHS ITOJLydYeHUs
3aKIMIOYEHUH KOMMCCHM SKCHEPTOB 3KCHEPTHOI'C YYPEXNEeHUd, YKa3aHHEBIX B

qacT# 2 cTarby 18 HacTosmero PeyepalbHOrO 3aKOHA, M 3aKTIOYEHHs COBETa
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O OTHKE, YKa3aHHOTO B 4acTH 7/ cTaThd 17 HacTosmero @PenepalbHOro
3aK0HA, YIOOJHOMOYEHHBIH (efepalibHBIH OpraH HMCOOJHUTCILHOH BIACTH
OCYIIECTBISIET OLEHKY NOCTYIHBIIUX 3aKJIOYEHUH IS ONpeleeHHs HX
COOTBETCTBUA 3aJaHMAM HA NPOBEICHHE COOTBETCTBYIOILMX OSKCIEPTH3 U
VBeJIOMIIieT 3asBHUTENiA B TIMCEMEHHOW ¢QopMe © TIpencTaBieHHBIX 110
pe3ymbTaraM IPOBEACHHEIX 3KCHOEPTH3 3aK/FYEHHUIX O BO3MOXKHOCTH HIH
HEBO3MOXKHOCTH ITPORENEHUs KIMHMYECKOTO HCCIeA0BaHUI OHOMEIHIIMHCKOTO
KJIETOYHOIO IIPOAYKTA.

2.1lpr nogydeHMM 3aKIIOUYEHHH KOMHUCCHHU 3KCUEPTOB BKCIIEPTHOTO
YUYpEXKJEHUA H COBETa 10 3THKE O BO3MOKHOCTH IIPOBEINEHUS KIIMHHYECKOTO
UCCIeJOBAHUA OMOMEIHIIMHCKOTO KIETOYHOI'O IPOAYKTA YIIOJHOMOYEHHEIN
dbenepanbHEI OpraH UCIIOMHUTENHHON BIACTH NPHOCTAHABIMBACT IIPOBEJEHHE
roCyJapCTBEHHON PErucTpaniH OMOMEIHUIIHHCKOTO KNEeTOYHOI'O MPOAYKTA JI0
Moja4Yy  3adBHTElEeM B VYIIONTHOMOYEHHBIH  delepalbHEI oprau
WUCIIOJIHATEILHOR B/IACTH 3aABJEHUS O BO30DHOBIEHWH TOCYIapCTBEHHOMH
perucTpanuy OHOMEIHIITHCKOTO KIIETOYHOTO TIPOIYKTA.

3.1lpy momydeHMM 3aKFOUEHHH KOMHMCCHHM OKCIIEPTOB 3KCIIEPTHOTO
YUpEeXIEHHA MM COBeTa II0 3THKE O HEBO3MOXHOCTH IIPOBEACHHA

KIIMHHYECKOI0 HCCIIenoBaHusA 6HOM€IIHIIHHCKOT‘O KJIETOHHOro TMNpOAYKTA

YIIOJTHOMOYEHHEIA (PepepalbHBA OpraH UCIOMHHTENEHOM BIACTH IIPUHHMAET
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pemieHue O UpeKpalleHHH polenypbl TOCYIAPCTBEHHOH perucTpalydu
OHOMEIMUHMHBCKOrO KIIETOYHOro NPOAYKTA H YBEJOMIILET 00 3TOM 3asBHTEN.

Cratpa 20. Pemredne o Bhiade pazpeiieHds Ha NpoBe/eHHe

KJIHHHYECKOT0 HCCIe0BaHHA HHOMEIHUHHCKOI0
KJIEeTOYHOI 0 POIYyKTa

l. JIna 1oIydeHUs paspellleHds Ha  IIPOBEJeHHE  KIHHUIECKOrO
cChedoBaHust  OUMOMENMIMHCKOIO  KIETOYHOrO  YIPOAYKTA  3asBHUTENb,
NOIyYHMBIIMH B  COOTBETCTBMH ¢ dYacThio | craTeu 19  HacTosaniero
DefepanbHOro 3akoHa YBEJIOMJIEHHME O BBIHECEHHH KOMHCCHEH 3KCIepTOB
HKCIIEPTHOrO YUPEXIEHUS H COBETOM II0 3THKE IO Pe3yibTaTaM 3KCIEepTH3,
yKa3aHHBIX B IIyHKTe | yactu 1 craren 18 Hacrosmuero PegepaabHOIo 3aKOHa,
U 3THYECKOH AKCIEePTH3Bl 3aKIFOYeHMH O BO3MOXHOCTH IIPOBEJICHHSA
KIMHHYECKOr0 HMCCIEA0BAaHUS OHOMEHIMICKOrO KIETOYHOro MPOJIYKTA,
IpeCTaB/sIeT B YHOJHOMOYEHHBIH QefepaTbHBIl OpraH HCIOTHHTEIbHOH
BJIACTH:

1) 3aszeileHde O BEjIaYe paspellieHds Ha MpoBeieHHe KIMHHYECKOrO
HCCNenoBaHus OHOMEIUITMHCKOrO KIETOYHOIO TIPOIYKTa;

2) MPOeKT MpOTOKOIA KIMHWIECKOTO HCCIe[OBAHUS OHOMEIHLHHCKOrO
KJIETOYHOI'O TIPOAYKTA;

3) ceegenusa o6 omblTe paboTEI HccnenoBaTeslel 110 COOTBETCTBYIONIMM

CIENHAJILHOCTAM H HX OIBITE pa60n,1 Mo IIpOBEACHHID KNMHHHYECKHX

KCCIIeJOBAHUM OMOMETHIIMHCKHX KIETOYHBIX IIPOJIYKTOR;
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4) KOTIAU JIOTOBOPOB 00A3aTEJIBHOIO CTPAaxXOBaHMS JXMU3HHU, 3/0POBHS
TIAIIMeHTOB, YYAaCTBYIOIIMX B KIUHHYECKOM HMCCNENOBAaHHHA OHOMEIULIHHCKOIO
KJIETOYHOTO MpomyKTa (Zanee - HOroBOp 00s3aTelNBHOTO CTPaxOBaHHUSA),
3aKJIOYEHHOIO B COOTBETCTBHHM C THIOBBIMH HpaBHIaMH 00S3aTENbHOTO
CTPaxXOBaHHWs JKHU3HH, 3J0pOBBS IALMEHTA, YYaCTBYIOIICTO B KIHHHUYECKOM
HACCIIEIOBAHUH OUOMEMIIMHCKOIO KIETOYHOrO TIPOJIYKTa, YTBEepPXKIaeMBIMH
ITpasurenscTtBoM Poccuiickoit Pemepanun (manee - THUIIOBBIE IIpaBHUIIA
0043aTeNBHOTO CTPAaxXORaHHs), C YKa3aHHEM B [OroBope 00S3aTeNLHOro
CTPAaxOBAHHSA TNpeJeNLHON YHCIEHHOCTH [IaMEHTOB, YJacTBYIOLIUX B
KIHHAYECKOM UCCIIeTOBAaHHY OHOMETUIIMHCKOTO KﬂéTquoro POTYKTA;

5) cBejIeHUs O MEIUIIUHCKIX OPraHU3alMsIX, B KOTOPBIX IIPEAIoIaraeTcs
HpPOBEJEHUE KIHHUYECKOrO HCCHeJOBAaHUS OHOMEIHIIHHCKOTO KIETOYHOIo
OpoaykTa (IIOJIHOE M COKpallleHHOEe HaHMEHOBaHHe, OpraHH3aliMOoHHO-
1IpaBoBas opMa, MECTOHAXOXKJCHWUE, MEeCTO OCYUIECTBIICHUS NeATeNLHOCTH,
TenedoH, Tenedakc, ajpec 3JIEKTPOHHOI MOYTEL);

0) cRefleHMs O TMpefnojiaraeMbIX CpoKaxX IpOBEJeHHS KIHHHYECKOrQ
yccneoBaus OHOMEAUIIMHCKOTO KJIeTOYHOro MPoAYKTa;

7) PEKBHU3UTBl  JAOKYMEHTa,  IIOATBEPXJAIONIero  ¢akr  yIuiaThl
rOCyJapCTBEHHOH TOWINMMHEI 32 BRAYY paspelieHuss Ha [IPOBEJeHUe

KITHHHYECKOIC HCCIICOOBaHH 6HOMGI{HHHHCKOFO KNETOYHOI O INPOAYKTA.
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2.B cpok, He NPEeBBIAOIIUH IATH pabodux OHed co IHHS TPUHSATHA
YKa3aHHBIX B YacTH | HacTOAWEH CTAaTbH 3aABjICHUA M JOKYMEHTOR,
YIIOJIHOMOYEHHBIH (efepalbHbIi OpraH HCIIONHUTEIBHONW BIACTH:
1) npoBogMT TPOBEPKY [OJHOTEI H  JOCTOBEPHOCTH  CBENEHHH,
COHepXKALHXCA B MPEACTABIICHHBIX 3aIBUTEIIEM MaTepHaliax;
2) IpHBUMaeT pellieHHe O Bbigade paspenieHHds Ha [poBefcHHE

KIHHHYECKOI'O HCCJIEAOBAHHWA 6HOMEHHHHHCKOFO KNETOYHOIo mpoaAyYKTa WITH

06 oTKa3e B BEIaUe YKa3aHHOI'O paspelieHUs;

3) yBeAOMJIAET B ITUCBMEHHOH dopMe 3asiBUTEIA O TPUHATOM pPEINeHUU
(B ciTygae OpHHSATHS pellcHus o6 OTkase - € yKasaHHeM [IPHYMH TaKoro
0TKaza);

4) BEIDaeT paspelleHHMe Ha IIPOBEACHHE KIHHHYECKOI'O HCCIEeNOBAHHA
OUOMEIMIIUHCKOIO KJIETOYHOIO MpPOAYKTA B IOpPAAKE, YCTAHOBICHHOM
YIIOJHOMOUYEHHBLIM (eaepaTbHbIM OPFaHOM HCTIOHHTEIbHON BIIACTH.

3. OcHOBaHMSIMM IS OTKAa3a B BEgAaye paspelleHud Ha IIPOBEHCHHE
KITHHAYECKOI0 HCCHENOBaHUS OHOMENHIUHCKOIO KIJIETOYHOIO ITPOAYKTa
SABIIAIOTCS HENpeNCTaBJICHHE B [TOJIHOM o0ObeMe NOKYMEHTOB, YKa3aHHLIX B
gacTH 1  HACTOAIEH  CTaThd, W (MIH)  HECOOTBETICTBUE  COJAEPIKAHHS
ITPeICTABIEHHFIX JOKYMEHTOB TpeOoBaHMsAM HacTosmero denepanbHOro

3aKOoHa.
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Crarps 21. Dxenepruia 3¢ deKTHBHOCTH HPHMEHEHHS
OHOMEIHIIHHCKOTO KJETOYHOI0 NPOAYKTA H 3KCHEePTH3A
OTHOLUIEHHUS 0XKUAAEMOMH M0JIb3bl K BO3MOXKHOMY PUCKY
TIpHMeHeHN S OHOMEAUIMHCKOr0 KJIeTOYHOI0 NPOAYKTA

1. Okcriepruza  3¢GGEKTHBHOCTH  NpUMEHEHUS  OHOMEIHIMHCKOrO
KJETOYHOr0 IPOAYKTa M OSKCIEPTH3a OTHOLIECHHMA OXUIAeMOH TIONb3Bl K
BO3MOXXHOMY PHCKY NpHMEHEHHS OMOMEAMIMHCKOTO KJIETOYHOTO IPOXYKTa
[IPOBOAATCA TI0 pe3yibTaTaM IPOBEJECHHOTO KIHMHHYECKOTO HCCIeIOBaHMsA
OMOMEIUIIUHCKOrO KJIETOYHOrOo IMPOAYKTA B CpPOK, HE TIpEeBHIIIAXOINHIT
JIBaIUATH NATH pabodyuX JHEW CO JHSA MOJYYEHHUA 3KCIEPTHBIM yUpeXXKIeHHEM
COOTBETCTBYIOLEr0 3aJaHHA  YIOJHOMOYEHHOro denepansHoro opraHa
HCIIOJIHUTEIBHOH BJIACTH ¢ JOKYMEHTaMH, YKa3aHHBIMH B NyHkTax 1 - 3,91 10
yacTU 3 crarbk 12 Hactosamero PeaepaibHOro 3aKkoHa, M OTYETOM O
MPOBEACHHOM KIHHMYECKOM HCCNIeAOBAHHH OHOMEIUIIHHCKOrO KJIETOYHOr0
MPOOYKTA.

2. Insi ipoBeJleHUs YKA3aHHBIX B YacTH | HacTOsUIeH CTATbH 3KCIEPTH3
3asBHTeNlb  NpPEIACTaBIASET B  YNOJNHOMOYEHHBIH  (enepanbHblii  Opran
HCIIOJIHUTEJIFHOM BJIACTH:

1) 3agsBiedHe ©O BO30OOHOBJIEHWHM TIOCYIJApPCTBEHHOH  perucrpaidf

6HOM6HHHHHCKOF0 KJICTOYHOI' O NpOAYKTa N NPOREACHHH YKa3aHHBIX B YaCTH 1

HACTOALIEH CTaTbH 3KCOEPTH3;
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2) IpOEKTHl ~ MAaKeTOB  NEpPBUYHOW  YMakOBKM W BTOPHYHOM
(DOTpebUTENBCKON) YITAKOBKA OMOMETHITHHCKOrO KIETOYHOTO MPOIYKTAa;

3) oTuer o NPOBEIEHHOM KIIMHUYECKOM HCCIEN0BAHHYT
OHOMEIHIUHCKOrO KIETOTHOTO TPOITYKTa;

4) IpOEeKT UHCTPYKIMH 110 IPUMEHEHHI0 OHOMEAUIIMHCKOTO KIETOYHOrO
OpOAYKTa, AopaboTaHHBEIM IT0 pe3yibTaTaM MPOBEAEHHOI0 KIHHHYECKOrO
HCCITeIOBAHYS;

5) PEKBU3HTEL  JOKYMEHTa,  MOJTBePXIAIOIEro  ¢akr  ymwiars
TOCYAapCTBEHHONW IMONDIMHEL 3a MpOBENeHUE 3KCIEPTU3HI 3(b¢>eKTHBHocTH
IPUMCHEHHSE OHOMEIHIUHCKOrO KNETOUHOIO NPOAYKTA M  3KCIIEPTHRHI
OTHOLUCHHS OXUJaeMOH TONB3bI K BO3MOXKHOMY PHCKY HIPHMEHEHHS
6HOMETUIUHCKOTO KIETOYHOIO MPOLYKTa IPH FOCYJAPCTBEHHON PeruCTpaIii
DHOMEIUIIMHCKOro KIETOYHOIO NPOAYKTA. 3assBUTENb BOpaBe MO cODCTBEHHOM
HHUI{AATHBE  TpPEJCTABHATHL  YKa3aHHBIH  JOKyMeHT. B cioywae  ero
HeNpeACTARJICHUS YHOJHOMOYEHHEIH (emepanbHblii OpraH HCIOTHATETBEHON
BﬁaCTH mpoBepseT (PaKT yIUIaThl OCYJIAPCTBEHHOMN TONUIMHBI HAa OCHOBAHUH
NIpeCTaBICHHBIX 3a8BUTENIEM PEKBH3HUTOB JOKYMEHTA, NOJTBEPKIAIOIIEro ee
YINaTy, ¢ MCHONb30BaHMeM pHOOpPMAIME 06 yIlate TocyaapCTBEHHOM
MONUTHHEL, copepxamelics B [locynapcTBeHHod HWHQOPMAIMOHHON cHCTEME

O rocyqapCTBCHHBIX H MYHHUITUITAITBHBIX ITIATEXKAX.
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3.B cpok, He NpeBBIAIOIOHNA MATH paboyMX AHEH CO IHA NPHHSATHA
3aABIICHUA o BO30OHOBIEHUH rocyJapCTREHHOH PETHCTPALNH
OHOMENUITHHCKOTO KJIETOYHOrO IIPOXYKTa ¢ HOKYMEHTaMH, YKa3aHHBEIMHU B
yacTaX 1 ® 2 HacTosileH ©TaTbH, YUOJTHOMOYEHHEIH (elepalbHBIR opraH
HUCHOJIHUTENBHOH BITACTH:

1) 0pOBOIOUT.. MpPOBEPKY MOMHOTEL W JOCTOBEPHOCTH  JAHHEIX,
colepykaluxcs B [IPEJCTABIIEHHOM 3afBHTEJIEM OTYeTe O M[POBEICHUH
KJTMHHYECKOTO HCCIIeNOBAHU S OHOMENMITHHCKOTO KIIETOYHOI'O TIPOYKTa;

2) npyHAMAaeT  pelieHMe O  BO30OHOBICHWU  TOCYJapCTBEHHOMN
perHCTpaliMy  OHOMEIMIMHCKOIO XJIETOYHOrO MPOAYKTa H IIPOBEHCHUH
YKa3aHHBIX R 4YacTU 1 HacToAmIeH CTaThbd BKCNEpTHZ WIH 00 OTKaze B
BO30OHOBIIEHUHA IOCYHApCTBEHHOM  perucTpanuu OMOMEIUITTHCKOTO
KJIETOYHOTO MPOJYKTa H NPOBEIEHUN TAKUX DKCIEPTH3;

3) yBenoMisieT B IHCBMEHHOH (GopMe 3adBUTENS O IPUHATOM pellcHHYU
(B ciiydae TIpHHATHSA pelllcHHA 00 OTKaze - ¢ yKa3aHHeM TPHYHH TaKOro
0TKa3a).

4. OcHOoBaHWeM MU OTKa3a B BO300OHOBIIEHHMH TOCYIapCTBEHHOM
perucTpauMd OHOMENWILIMHCKOI0 KIETOYHOTO NpPOJXYKTa M IPOBEACHUH
YKazaHHLIX B JacTH | HacToAmIEH CTAaTBU 3KCIEPTH3 SBISCTCS MPENCTAaBICHHE
JOKYMEHTOB, YKA3aHHBIX B 4acTAX 1 U 2 HACTOAWEH CTAaTbH, B HEITOJTHOM

obreMe, a Taoke OTCYTCTBUE MHQOPMALUH, NOATREPXAA0ONIeH hakT yriaThH
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TOCYapCTBEHHON I[OUUIMHEL 3a NPOBEJEHHE 3KCHEepTHU3H 3(PPEeKTHBHOCTH
IpUMeHeHNs OHOMEIMIMICKOTO ~ KIETOYHOI'¢ NPOAYKTA M 3KCIEpPTH3b
OTHOLUEHHS OMHIAEMOH TIONB3BI K BO3MOXHOMY PHCKY IIPUMEHEHHS
OHOMENHIIMHCKOTO KIeTOYHOTO IPOAYKTA NIPH IOCYJAPCTBEHHON perucTpalay
OMOMEIHIMHCKOTO KIIETOYHOTO IIPOAYKTA.

Cratea 22. llopTopHoe nponegeHne GHOMeIHUIHHCKOH 3KCIIEPTHI LI

OHOMeNHIHHCKOI0 KJIeTOYHOI 0O IIPOAYKTA H 3THIECKOF
IKCIEePTH3bI

1. B cnyuyae HauIHs B 33KINFOYEHHH KOMHCCHH 3KCIEPTOB 3KCIEPTHOTO
YUpexXJeHHs WIH COBETa 110 3THKE NPOTHBOPEYHBEIX JaHHEIX, (QasibCH(HKaIpH
BBEIBOJIOB OHMOMEJUIIHHCKOH OKCHEPTHZE OHMOMEIHIIUHCKOTO KJIETOYHOI'O
MpONyKTa ¥ (MITH) 3THYECKOH 3KCIEPTH3BI, COKPBITHA OT YHONHOMOYEHHOTO
dbenepankHOro OpraHa HCIONHUTENBHOM BIACTH OCHOBAaHUM JiId OTBOJA
3KCMepTa  BCIEACTBHE €0 3aMHTEepPecOBAHHOCTH B pe3ylibTaTax
COOTBETCTBVIOIIEH DKCHEepTH3El M HAIWYAA JAHHEIX O I[OpaMoM JIHOO
KOCBEHHOM BMEIIATEILCTBE B IIPOIECC COOTBETCTRBYIOIIEH SKCTIEPTURE! JIHLI, He
YYaCTBYIOIIIMX B c¢e IIpOBEeJEHHM, HO OKAa3aBIIWX BIMSHHE Ha [OpoIecc H
pe3yneTaThl €€ IPOBENEHHS, YHOOIHOMOYEHHBEIM dellepalbHEIM  OPTaHOM
UCIIONHUTEIEHOW ~ BJIACTH  HAa3HAYaeTcs  MOBTOPHas  OuoMenuUMHCKas
SKCTIEPTH3a OHOMETUUIMHCKOTO KneTqubro IPONYKTa W (WIH) STHYecKas
skcneptrza. OObeM MOBTOPHOM 3IKCIEPTHA3H OMNpeAeNSeTcs YIIOJHOMOYEeHHEBIM

demepallbHEIM OpraHoOM HCIIOIHUTENNBHOH BIIACTH.
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2. IToBTopras  OWOMENMIMHCKAs  3KCHEepTH3a  OMOMENWLMHCKOTO
KJIETOYHOTO IPOAYKTA [IPOBOIUTCS B CPOK, YCTAHOBICHHBIH YIIONIHOMOYEHHLIM
benepaTbHBIM OPraHOM HCIIONHMTEIRHOH BJaCTH M HE NPEBBIUAOUIHH CTa
pabouux nHeH Co JHS MOTYYCHHS ODKCIEPTHBIM YUpexJeHHeM 3alaHHdg Ha
IIPOBENEHHE MOBTOPHONK OHOMEIMIMHCKON 3KCHepTH3Bl OHOMEIUIMHCKOTO
KJIETOUYHOTO TIPOJYKTA, a TOBTOPHAasT 3THYECKad SKCIEPTH3a - B CPOK, He
MpeBBIMIAFOIIMH MATHAAIATA pabouHXx AHEH CO JHA TOTYUeHHS COBETOM II0
BTHKE 331aHMs Ha TPOBEJCHUE [TIOBTOPHON 3THUECKOH 3KCIEPTH3EL.

3. DKCIIepThl KOMHCCHM 3KCIEPTHOIO YYPEIKIAEHMUS M YIEHBl COBETA II0
HTHKEe, B OTHOIIEHHU KOTOPBIX YCTAHOBICHBL OOCTOSATENBCTBA, YKAa3aHHBIC B
YacTH 1 HacTosALEeH CcTarbd, HE JOIYCKAIOTCH K IPOBEJCHUIO TOBTOPHBIX
DKCITEPTH3.

4. [Topsinok GUHAHCOBOTO OGECIIEYCHHSI MOBTOPHON OGHOMEIUIHHCKOM
BKCMEPTH3Bl OHOMEIUIMHCKOrO IJIETOYHOrO IIPOJYKTA YCTAHABIHBAETCH
YIOAHOMOYEHHBIM  (efepalbHBIM ~ OPraHOM — HCHOJHUTEABHOH  BIACTH.
®dunancoBoe obecreyeHre IMOBTOPHOTO  BHINOJHEHUS OHOMEIHIHAHCKOMN
BKCIEPTU3bl OHOMEIMIIMHCKOrO KIETOYHOrO TMpOAYKTa 34 CYEeT CpPeAcTB

denepanpHOro O10KETa He OCYLIECTBIISIETCH.
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Crares 23. Peuwredie o rocygapcrBeHHoii perncTpanuy
ODHOMeTUIHHCKOrO KJIETOYHOT0 OPOAYKTA

1. B cpox, He NpeBBIUAINHE NATH paboYuX SHEH CO AHA NOIYYEHHUS
3aKJIFOYeHUH KOMHCCHHY 3KCIIEPTOB 3KCIIEPTHOTO YUYPEXIEHHA 10 pe3yJibTaTaM
3KCIepTH3bl 3(Q(QeKTHBHOCTH NpHMEHEHHs OGHOMEIHIIMHCKOTO KIETOUHOO
OPOAYKTA H BKCIEPTH3Bl OTHOWIEHHS OXHJAEMOM HONBE3BI K BO3MOMKHOMY
PHCKY IIPHMEHEHH S OHOMEMHITHHCKOTO KJIETOIHOTO IPOIYKTa,
YIIOJTHOMOUYEHHEIH (he/lepalbHbIH OpraH HCNOMHHTE/IHHONE BIIACTH:

1) ocymiecTBIACT OLEHKY IOCTYIHBIIHX 3aKJIFOYEHHH IO pe3yibTraTamM
IIPOBENIEHHS YKa3aHHBIX- - 3KCIIEPTH3 I OIpEle/IeHHS HX COOTBETCTBHSA
3aJaHMI0 HA TIPOBEIEHHE 3THX 3KCIIEPTH3;

2) IIpUHUMaeT peleHne 0 rocyJapcTBEHHOM pPETUCTPALHHA
OHOMEIUIMHCKOTO KIeTOMHOIo NPOAYKTa MK 00 0TKase B rOCYAapCTBEHHOM
perucTpaniy 6MOMeIMIHHCKOIO KIIETOYHOTO IIPOJIYKTa;

3) BHOCHT NpH TPHHITHH pelIcHUs O IOCYNapCTBCHHOM PErHCTpalMH
OHOMEMIHHCKOTO KJIETOYHOro IIPOOYKTa JaHHBEE O 3aperHcTpHPOBaRHHOM
OMOMEJMITMHCKOM  KIIETOYHOM TIPOJAYKTE B TOCYHApCTBEHHBIH  peecTp
OMOMETUIIMHCKUX  KJAGTOYHLIX  IPOAYKTOB B BbIJACT  3aABHTEIIIO
PETHCTPAIHOHHOE YAOCTOBEpEHHE GHOMEIMIHHCKOTO KJETOYHOIO NMpOJyKTa,
dbopMa KOTOPOro yTBEPKIAeTCH YIOIHOMOYEHHLIM (elepalbHEIM OpraHoM

HCHOIHUTEIEHOHR BJIaCTH, COrJlaCOBaHHLIC CHGHH@HK&HH}O 6I/IOMC,[LHL[HHCKOFO
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KITETOYHOTO TPOAYKTa, HHCTPYKUHUIO IO TPUMeHeHWI0 OHOMEJIHIIHHCKOTO
KICTOYHOTO MPOAYKTA FJIM B CiIydae MPHHATHA pelieHHs o0 OTKasze B
rOCyNapCTBEHHOHN pervcTpauuy OMOMEIMIMHCKOIO KJICTOUHOIO [POAYKTA
yBesoMIsieT 00 3TOM 3asBHTEIA B NMUCEMeHHOH dopMe ¢ yKazaHHeM IIPHUYHH
TaKoOro OTKas3a.

2. OcHoBaHHeM /I8 OTKasa B TOCYIOAPCTBEHHOHM  perucrpaiuyd
OMOMeTUITMHCKOTO KSIETOUHOIO NpOAyKTa SIBJISICTCS pelicHne
YVIIQJIHOMOUYEHHOI'0 elepalIbHOr0 OpraHa MCIOJHHTEIFHOM BJACTH O TOM, 4TO
3 PEKTUBHOCTE PErUCTPUPYEMOTO OHUOMEIHIIMHCKOrO KJIETOUHOrO IMpOIyKTa
He TOATBepX/IeHA MOXYYEeHHBIMH JAHHBIMH MJIM PHCK IPHYHHEHHS Bpena
300POBBI0 YEJIOBEKa BCIENCTBHE IIPUMEHEeHHs] OHOMEIUIHHCKOrO KIeTOYHOIO
MPOLYKTa MpeBbIliaeT 3QHEeKTUBHOCTE er0 IPHUMCHEHHS.

Crarpg 24. PerucTpauHOHHOE YAOCTOBepeHne OHOMEIHIHHACKOIO
KJIeTOYHOIro NpoAyKTa

1. PerucTtpalldoOHHOE y/IOCTOBEpEHHE OWUOMEIHIIMHCKOTO KJIETOYHOI'O
IpoLyKTa Ha BIEpBBEIE perucTpupyemeiec B Poccuiickoit Pepepariuu
OHOMENMIMHCKHE KIeTOUHEIE IPOAYKTh! BBIOAETCS Ha MSTE JIeT.

2. 1lo HcTedennH yKa3aHHOTO B 4YacTH | HacTodllel cTaTbM CcpoKa
BBIaeTCH OecCpoYHOE PEerMcTpalHOHHOE YAOCTOBEpeHHEe OMOMEIWLIHHCKOTO
KJIETOYHOTO MPOAYKTa IPHW YCIOBHH MOATBECPXAEHUS €ro rocydapCTBEHHOH

perucTpanyH.
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3.B ciyyae BHeceHHWs B COOTBETCTBHH CO CTraTkeit 26 HacTosero
DenepaikHOr0  32akoHa H3MEHEHHMH B JIOKYMEHTEHI, CcoOjep)Kalguecs B
PETUCTPAIIMOHHOM  JIOChe, 3aTparHBarOlIMX CBEJICHHS, OTpakeHHbBIE B
PErUCTPAllMOHHOM YAOCTOBEPEHHU OMOMEIUIMHCKOTO KIIETOYHOI'o IPOAYKTA,
YIIOJHOMOYeHHBIH denepalbHElil OpraH UCIMONHHTEIBHOH BIACTH BEITAET
HOBO€ pETrMCTpPaliOHHOE YAOCTOBEpeHHEe OHOMETUIIHHCKOIO KIETOUYHOro
IIPOAYKTA C YIETOM H3MEHEHUH.

4.3a BbJady pErucTpPalMOHHOIO YIOCTOBEpeHHs OHOMETHIIMHCKOTO
KJIETOYHOTO MPOJYKT2 B3UMAacTCsl FOCYNApCTBEHHAs TMOILIMHA B pasMepe U
MOpsIKe, KOTOPhIE YCTAHORIIEHE! 3aKOHOAATeNLCTROM Poccuitckoit Menepanun
0 Haorax u c¢bopax.

5.B cnydae yTpaTkl, HOBPEXKEHUS PErHCTPAUHOHHOIO yAOCTOBEPEHHUS
OUOMETUIMHCKOT0 KJIETOYHOTO MPONYKTa II0 THACEMEHHOMY 3a5113nermio
BJIALEJBIA PErHCTPAIMOHHOTO YIOCTOBCPEHHS WIH YHOJHOMOYEHHOIO UM
M@ O Belgave Jybnukara  yHmoJHOMOYEHHBRIH  denepanbHBIH  OpraH
HCIIOJIHUTENIHHOM BIIACTH B CPOK, HE IIPEBEIIAIOIIHAN AeCATH pabodux JHEH COo
JIHS MOCTYIUIEHHS TAakOoro 3asfBJIEHUS, BEIIaeT AyOJMKAT perucTpaliHOHHOrO
yJIOCTOBEPEHHST OHOMEIUIUHCKOIO KJIETQUHOIO TPOJIyKTa. 3a Bhigady
Ny6IHAKaTa perucTpalioHHOr0 yAOCTOBECPEHHS OHOMEIHIIHHCKOI0 KIETOYHOT O

ITPOIYKTa B CBAZH C €I'0 yTPaToH, HOBPEXKASHHEM B3UMAETCS rOCY1apCTBEHHAS
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MOIIJIMHA B pasMepe W MOpsIKe, KOTOphle YCTaHORJICHEI 3aKOHOATEIBECTBOM
Poccnitckoit @enepannn o Hanorax u cbopax.

Cratbs 25. TloaTBep:KAeHHE rocyapcTBeHHOH PerHcTpalHu
OHOMEIRUHHCKOT0 KJIeTOYHOr0 HPOayKTa

1. IlonTRepKneHHe TOCYNAPCTREHHOM perucTparudd OHOMEIUITAHCKOIO
KIETOYHOI'0  HPOAYKTa  OCYHIECTBISIETCS TIpH  BpIIade  OecCpovHOTo
PErHCTPallHOHHOTO YAOCTOBEPEHHs! OHOMEIUIIMHCKOrO KIeTOYHOTO MIPOIYKTa
B CIy4ae, YKazaHHOM B 4acTH 2 cTaTbd 24 HacTosmero denepalbHOro 3aKoHa,
B CPOK, He IMpeBnlmaroluii copoka miTH padodyux JHed co IJHS nonytieHHH
yHONHOMOYEHHEIM  ¢ellepallbHBIM ~ OPraHoM  HUCIOJHHTENBEHOM  BJIACTH
3ASIBIIEHHUS 0 IO TBEPKICHHUHU rocyIapCTBEHHOM perucTpanyu
OUOMENUIIMHCKOTO KJIETOYHOrO NPOAYKTA, oqiopMneHHoro B COOTBETCTBHH
¢ nyHKTaMmH | -3 wactu 2 craTeH 12 HacTosuero @egepadbHOro 3aKoHA,
C YKa3aHWeM B HEM PEKBHU3UTOB JOKYMEHTA, IIONTBEPXAAMIEro (akT yrnaTel
rOCYyJapCTBEHHOH NONUTAHE! 3a  NOJATBEPXIEHME  TOCyJapCTBEHHOH
perucrparnvu OMOMEUIIHHCKOIO KIETOUYHOIO IPOoYKTa.

2. TloaTBEepXKOCHHE roCyJapCTBEHHOH perucTpanud OUOMEeJHIHHCKOTO
KIIETOYHOIO HpPOAYKTa OCYLECTBILETCS [10 pe3ynabTaraM  3KCIIEPTU3EL
JOKYMeHTa, coJepalllero  pe3yNbTaThl  MOHHTOpPHHTZ  He30MacHOCTH
6Homeﬂuup;HCKoro KIETOYHOIO  MPOAYKTA, IIPOBOAHUMOTO  33aSBHTEJICM,

B CpaBHCHHH ¢ JaHHLIMH MOHHTOPHHIA OE30HaCHOCTH OHOMEITHITHHCKOTO
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KIIETOYHOTO IpPOAYKTA, [[POBOIAMOTO (henepanbHBEIM OpraHOM
UCTIONIHUTENIBHON BACTH, OCYLIECTBISIONMUM GYHKIMH [0 KOHTPOJIKO H
Hajg30py B cdepe 30paBOOXpaHEHMA, B COOTBETCTBHM CO CTaThei 49
HacToAero PeyepanbHOro 3aKoHa.

3. K 3zasgBneHH0 O [OATBEpPXK/JCHHH IOCYHAPCTBEHHOH perucTpanuu
OHOMEIUIIMHCKOIO  KJIETOYHOIO  NpOAYKTa  IIpujaraercs  JOKYMEHT,
COICPXKaIlMi pe3ysbTaTel MOHHTOpPHHIa O€30IMacHOCTH OHOMEIUIIMHCKOIO
KIIETOYHOI'0 NpOoAYyKTa, NPOBOAHMOTO 3asBUTENeM, 110 (GOpMe, YCTAHOBICHHOH
YIIOSTHOMOYEHHEIM (hellepanbHEIM OpraHOM HCIIOJNHHUTEIRHOH BIIACTH.

4. C 3asBIeHHEM O IOATBEPXKJCHHHA TOCYIAPCTBCHHOM perucrpalun
OHOMEIUIMHCKOTO KJIETOYHOIO MpORYKTA 3asBUTENb BIpaBe M0 coOCTBEHHOM
HHHIHATHMBE [pPeACTaBUTh JIOKYMEHT, HOJTBeKIA0ILMA (hakT yOJiaThl
rOCYAapCTBCHHOH — HOUIMMHBI 332  LOATBEPXIACHHE  TOCYHNAapCTBEHHOM
perucTpanud  OHMOMEIHIIMHCKOrO  KJISTOYHOIO  Ipoaykra. B ciydae
HEeNpeJCcTaB/IeHHus YKA3aHHOTO NOKYMEHTa YIIOJHOMOHYCGHHBIH GelnepaibHbIH
Oprad HCIOJHUTEJIEHOH BJIACTH HAa OCHOBAHUU MpeCTaBJICHHBIX 3aiBHTEIIEM
PEKBU3UTOB TAKOI'O IOKYMEHTa IIpoBepser (akT yIUIaTsl roCcyZapCTBEHHOHR
[IOUITMHEl ¢ HCHOJB30BaHWEM HWHbopManum o0 yIulaTe TOCYAapCTBEHHOH
MOLUUIMHEI, coaepxauleiics B ['ocynapcTBeHHOR MHPOPMAITMOHHOR CHCTEME O

rocylapCTBCHHEBIX. H MYHHITHITIATIBHBIX IJIATCKAX.
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5.B teuyenue JnecaTH pabodMX JHEH CO JHS TPHHITHS 3asBICHHS
0 MOATBEPKIEHHWH TIOCYapCTBEHHOH  pPEerHCTpalMM  OHOMEAMUMHCKOIO
KJIETOYHOrO MPOAYKTa H JOKYMEHTa, COflepKallero pe3yibTaTbl MOHHTOPHHTIA
6e30MmacHOCTH  OHOMEHUIIMHCKOTO  KJICTOYHOTO IIPOJYKTa, NPOBOAUMOTO
3asBUTEJIEM, YITOTHOMOYeHHBIH deeparsHblit OpraH UCIIOIHUTEIBHON BITaCTH
TIPOBOJIAT ITPOBEPKY IMONHOTHL U JIOCTOBEPHOCTH CBEJEHHH, cOAepXKalIUXCs B
TIPeICTABIICHHBIX 3aSBUTE]IEM MaTCpHANIax, U c Yy4eTOM JAaHHBEIX MOHHTOPHHTA
GesomacHOCTH ~ CHOMENHIMHCKOrO  KI€TOYHOTO  [POXYKTA, ITPOBOLMMOTO
demepaTbHBIM  OpPraHOM  MCHOJIHUTENBHOM  BNACTH,  OCYIECTBISFOIIUM
QYHKUMH 10 KOHTPONO ¥ HAaA30py B cepe 3IpaBOOXPAHEHHS, B COOTBETCTBHH
co craThed 49 Hacrosmero degepanpHOro 3akoHA, TPUHHUMACT peHIeHHe O
TOATBEPXKIEHUH  [OCYJapCTBEHHOH  perucrpamuu  OUOMeIHIMHCKOro
KJIETOYHOTO NPOyKTa WK 00 0TKa3e B ee MOATBEPIKACHUH, O YeM YBEAOMIISET
B IIUCEMEHHOH dopMe 3asiBHTENA.

6. OcHoBaHueM [ OTKa3a B IMOATBEPKIEHAH IOCYNapCTBEHHOM
perucTpani OHOMEUIMHCKOr0 KIETOYHOr0 MPOOYKTA SBIISCTCS OTCYTCTBHE
B TIPEICTaBICHHOM JOKyMEHTe, colepKalleM pe3ylIbTalbl MOHHTOpPHHTA
Oe3omacHOCTH  OHMOMEIHIHHCKOTO KJIETOYHOLO [pPOAYKTa, IIPOBOIMMOLO
3asIBUTEJIeM, HCUEPIIBIBAIOLINX CBEAEHUH, KOTOpEIE JOMKHEI OBITH OTPasKEHEI B
HeM, a TalKe HaIMYHEe AaHHBIX O TOM, 9T0 3(GdeKTHBHOCTE ITPMMEHCHUS

OMOMEAMIUHCKOTO KJIETOYHOI'0 NpPOAYKTa HE IIOATBEpXieHa u (WIH) pucK
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NPpUYHHEHHA  BpeAa  3MOPOBBKD  YeNlOBEKa  BCHCACTBHE  IIPHMEHEHHA
CHOMEIHUMHCKOTO KIETOYHOrO IMpPOJYKTa ITpeBBIuaeT 5hEEeKTHBHOCTE €ro
MTPUMEHCHUS. |

7. B nepuof 1poBefeHHs IpoLedyphl IIONTBEPKICHIS IOCY AapCTBEHHOM
perucTpaiyy  OHOMEIHIMHCKOrO KIETOYHOTO TIpOAYKTa ero obpalienye
B Poccuiickoit Pepepaiiny npoaoIiDKaeTes.

Crates 26. BHeceHHe n3MeHeHHI B JOKYMEHTRI, COJePKAUIHECH
B PerACTPANHOHHOM J0Che

1.B nendx BHecCHHMS H3MEHCHHA B JIOKYMCHTBI, CONEpIKAUIHECS B
PerucTpallHOHHOM [JOCEe, 3agBHTENb [PEACTABISET B  YIIOJIHOMOYCSHHBIH
degepanbHBIHl OpraH HCHONHHTENBHOH BJIACTH 3asiBIIEHHE O BHECSHHH
HM3MEHEHHH 110 (OpME, YCTAHOBITEHHOH YIIOJHOMOYEHHBIM GedepanbHbiM
OpPraHOM HCIIOJIHHUTENbHOH BJIACTH, U TpHIIaraeMple K HEMY W3MEHEHHS,
KOTOpPEIE BHOCATCA B YKaszaHHBIC JOKYMEHTBI, a TakKXke JOKYMEHTHI,
[IOITBE P TAOUINE HEOOXOHMOCTE BHECEHH L TaKUX M3MeHeHui, 3a BHECeHHE
YKa3aHHBIX HM3MEHEHUI B3MMaeTCs TocyJapCTBeHHas MONUTMHA B pa3mMepe
IOPsAJAKE, KOTOPBIE YCTAHOBIIEHBI 3aK0HOJaTeNLCTRBOM Poccuiickoi Menepanuu
0 Hasiorax u cbopax.

2. B cinyvae BHECEHHS M3MEHEHHM B XapaKTepPUCTHKH OMOMEIHAITHHCKOIO
KJISTOYHOI'O TIPORYKTa, CoJepiKallMecs B CIHEHUDHUKAIUH OHOMeNHIHHCKOr O

KTIEeTOYHOI'O IPOOYKTa, HIH HHCTPYKIIWIO TI0 ITPHMEHEHHIO 6KOM€,E[PII_IHHCKOI‘O
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KICTOYHOIO  IPOAYKTA B  OTHONIEHHMM  CBEJEHHMH,  YKa3aHHBIX B
rmoanyHkTax "s" - "o nyHkra 10 4gactu 3 cTaTed 12 HACTOSAIIETO
denepa’dbHOTO 3aKOHA, IIPOBOAMTCS BKCIEPTH3a AOKYMEHTOB JI8 NOTyYeHUs
paspelieHds Ha MPOBEJEHHE KIHHHUYCCKOro HCCIeA0BaHHs OHOMETUITUMHCKOTO
KJIETOYHOTO IPOAYKTa, 3THYeCKas B3KCIepTH3a, KIMHHYECKOe HCCIef[0BaHHE
OHOMEIUITHHCKOTO KIETOYHOrO IPOIYKTa W MO ero Pe3yibTaTaM 3KCIepTH3a
3¢QhexTHBHOCTH NpHMeHeHHs OHOMEIUIIMHCKOIO KIeTOUYHOro IPOAYKTa H
JKCIEPTH3a OTHOINEHHS OXHIAeMOH [ONB3Bl K  BO3MOXHOMY  PHCKY
OpUMeHeHHs  OHOMEOUITWHCKOTO  KJIETOYHOTO  NpOXyKTa.  YKa3aHHbIE
OKCTIEPTU3BI U KJIHHHYECKOE HCClIeloBaHHe OHMOMEIHIMHCKOrO KJIETOYHOrO
MPOJYKTa OCYLIECTBISIOTCS B IOPS/KE, HAa YCJIOBHSIX W B CPOKH, KOTOpPHIE
Ipe;iy cMOTpeHBl HacTOsuM DenepalbHBIM 3aKOHOM IS UX [POBENEHUS B
Mensx TOCYyAapcTBEHHOM  pPEeTHCTpPAanMH  OUOMEJHMIMHCKHX — KJIeTOYHEIX
npoayktoB. IIpH HEOOXOZUMOCTH BHECCHHs H3MEHEHHH B CBEJEHHS O
3aperucTpUPOBAHHOM OUOMEAUIIMHCKOM KIETOYHOM NPOXYKTE B OTHOIICHHH
UHBIX CBeJCHUH, coAcpXalluxcsd B cHelH(UKAIAd OHOMETHIIHHCKOTO
KJIETOYHOrO NpPOJYKTa H HHCTPYKIHH IO TIPUMEHEHHI) OHOMEIHIIMHCKOrO
KJIETOUHOrO IPOJYKTA, YKA3aHHBIC SKCIEePTH3H H KIIHHHYECKOE HCCTeJ0BaHRe
HUOMCIHIITHCKOTO KIIETOYHOTO ITPOAYKTA HE TIPOBOJSITCS.

3. B menax BHECeHHS M3MEHCHUH B XapaKTepUCTUKH OUOMETHIMHCKOTO

KJIETOYHOT O IPOAYKTA, coliepKalIyecs B crrenu UKy
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338PErHCTPUPOBAHHOIO  OHOMETUIMHCKOIO  KJICTOYHOIO MNPOAYKTA, WK
HHCTPYKIHIO [0 NPHMEHEHHI0 OMOMEIMUHHCKOIO KJICTOYHOrO IPOJYKTa B
OTHOLICHWH CBECHUH, YKa3aHHBIX B Mojirynkrax "B" - "o" mynkra 10 gacru 3
cratbi 12 macrosuiero PefepanbHOro 3aKoHa, 3adBUTE/IEM IO3TATHO
NpPEJICTABSIOTCS PEKBU3HTEL:

1) noKyMeHTa, IOATBEPKIAIONIEr0 YIUTATY FOCYAapCTBEHHOH MOIIIHHAL
332 BHECEHHE  HM3MEHEHHH B CHEUMQHKALHIO  3aperHCTPHpPOBAHHOIO
OMOMETHLMHCKOIO KJIETOYHOI0 IPOAYKTA B CBA3H ¢ IPOBEAeHHEM DKCIIEPTU3H
JOKYMEHTORB [JIf IONYYeHHS paspelleHHs Ha MpOoBeAcHHEe KIHHHYECKOIro
HCCNENOBAHMUA  OHOMEIUIIMHCKOTO  KIETOYHOrO  IPOXYKTA M STHYECKOH
DKCIEPTHUILI;

2) TOKyMeHTa, MOJATBEPXAAOIIEr0 YIUIaTy I'OCYHAApPCTBEHHOH MOLLIHHAI
33 BHECEHHE H3MEHEHHH B  CNElNMQHKAIHIO  3aperHCTPUPOBAHHOIO
OHMOMETHIIUHCKOTO KIETOYHOTO IIPOAYKTA B CBA3H C MPOBeJICHHEM DKCIICPTHIEL
3)PeKTHBHOCTH NpUMEHEHHs OHOMEJUIIMHCKOIO KIETOYHOr0 OpoayKTa M
DKCIIEPTH3Bl OTHONIEHHSA OXKMUJAaeMOH INONb3bl K BO3MOXHOMY PHCKY
MPHMEHESHIS OHOMEIHIIUHCKOT O KJIETOYHOI'O MPOIYKTa,;

3) NOKYMEHTa, NOATBEPXKAAOMICro yOlaTy rocyAapcTBeHHOR ITOTLIIAHEL
3a BHECEHHWE B HHCTPYKUHMIO II0 [pPUMEHEHHIO 3aperucTpUpOBaHHOIO
OHOMEMHIIHECKOTO KIIETOYHOI0 IPOJAYKTA U3MEHEHH B OTHOIUEHHH CBEIEHUM,

gys) B6_YIO IIHX NpOBEACHHA DKCIICPTH3EL JOKYMCHTOB A IIOJTYHEeHHA
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paspeilleHns Ha NpOoBelcHUe KIMHMYECKOTO UCclIedOBaHUd OHOMETHUIMHCKOTO
KJIETOYHOT'O [TPOJIYKTa H 3THYECKOH 3KCIIePTH3HI,

4) moKyMeHTa, IOATBEPIKIAINIEr0 YIUIATy IOCYJapCTBEHHOH NOULTHHEI
33 BHECEHHEC B WHCTPYKIHIO [0 T[IPHMCHEHHMIO 3aperucTpUpPOBAHHOTO
OMOMEIUITMHCKOTO KIIETOUHOT 0 NPOAYKTa UBMEHEHUH B OTHOUICHUM CBEIeHHH,
TpeOYIOIIUX  [IpOBEHEeHUS  SKCHEepTH3bl  S((EKTHBHOCTH  IpUMEHEHHS
OMOMENUIIMHCKOTO  KJIETOYHOTO IIPOJAYKTd H  3KCIEepTH3bl  OTHOIIEHHS
OXHaeMOH TIT0JIB3Bl K BO3MOXXHOMY PHCKY NPHMEHEHHS OHOMEIUIMHCKOTO
KJIETOYHOTO [IPOLAYKTa;

5) AOKyMeHTa, MOATBEPXIAOHIEr0 yIUIaTy T'OCYJApPCTREHHOH MOIIIUHE
33 BHECEHHE B JOKYMEHTHI, COJlep)KallHecs B DPETHCTpallHOHHOM JiOChe,
W3MEHCHHMI B  OTHOINGHHH CBeNeHHH, He TpeOyIOIMX UpoBeJecHUS
buoMe AMITUHCKOH BKCIIepTU3hl OMOMEIUIIMHCKOIO KIETOYHOI'O IIPOJYKTa H
3THYECKOU BKCIIEPTH3EL

4. 3asBUTenk  BOpaBe 110 COOCTBEHHOH WHHUIMATHBE IIPEACTABHTEH
JIOKyMEHTBI, YKa3aHHble B 4acTH 3 HacToflled cratbM. B  cioydae
HENpEeACTABICHUA  3adBHTEIEM  JTHX  JOKYMEHTOB  YIIOJHOMOYEHHBIH
dbenepanbHbli Opral HCIOJIHUTEILHOH BIIACTH Ha OCHOBAHUH NPECTABIEHHAIX
3asgBHTEIEM HX PEKBU3HUTOB IpoBepseT $akT YIUIATBl TOCyJapCTBeHHOH

NOIUIHHE ¢ HCIONB30BaHMEM WHpOpMald o0 ymnaTe rocydapCTBEHHOM
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HOUINHHEL, COAep:Kalleiicss B [ ocyaapcTBeHHOH HH(DOPMallMOHHOH CcHCTeMe
0 FOCY/JapCTBEHHEIX U MYHHIIHIIANBHBIX J1aTEXKaX.

5.B cpok, He mpeRblNAROMKE HATH pabodux AHEeH co JHA NONYIeHHS
3alUTFOYEHMST [0 pe3ynbTraraM 3KcnepTH3nl 3((eKTUBHOCTH HPHMEHEHHs
OUOMEMUUUHCKOTO KJIETOYHOrO IpOJAYKTa ¥ SKCHEepTH3Bl OTHOLUICHHS
OJKHUJaeMOH I10IB3B] K BO3MOXHOMY PUCKY NpHMeHEHMs! OHOMEeJHIHMHCKOIO
KJIETOYHOI'0  NpOAYKTA B  OTHOILIEHHH  IHpPeNJIOKEHHBIX  U3MEHEHHMH,
YIIONHOMOYEHHbIH deaepalibHbIHN oprau HMCIIOJIHUTENLHOH BIIACTH:

1) npuHMMaeT pelmieHHe O BHECEHHH M3MEHEeHHH B JOKYMEHTHI,
COAEPIKALIKECA B PETHCTPAIHOHHOM [OCke, Hi1d 00 0TKa3e BO BHECCHHH TaKUX
U3MEHEeHHH;

2) BHOCHT B TOCYAapCTBEHHEBIH peecTp OWOMETHUMHCKHX KIETOYHBIX
IIPOJIYKTOB HAa OCHOBAHWM pelIeHHA O BHECCHHU H3MCHEHHH B JIOKYMEHTHI,
cofiepaKalecs B PerHCTPAlMOHHOM J0Cke, HeoOX0/IMMble H3MEHEHHS;

3) BBLAACT HOBOE DErHCTPAIHOHHOE Y 0CTOBepeHrHe OMOMEIHIIMHCKOTO
KJIETOYHOI'0 NPOAYyKTa B Cilydyae U3MEHEHHS COIEpIKalluXCst B HEM CBEIleHMH,
[IPU 3TOM CTAPOE¢ PerUCTPALMORHOE Y10CTOBEPEHHE U3BIMAETCS.

6. OcHOBaHWeM JiIs OTKa3a BO BHECEHHH H3MEHeHHH B cHelH(pHKAIHIO
OHOMEIUIIMHCKOTO KJIETOYHOIO NpONYKTAa MM MHCTPYKIMIO IO HPHUMEHEHUIO
OHOMEZIMIIMHCKOrO  KJIETOYHOro TPOAYKTa  SBIMETCS  3aKjIlodyeHue o

Pe3yJIbTaTaM S3KCIEepTHM3Bl 3(Q(QEKTHBHOCTH IIpUMeHeHHs OHOMEeIMIIHHCKOrO
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KJICTOYHOIrO TIPOJYKT2 M 3KCHEPTHU3LI OTHOIUCHHS OXXHAAEMOH NOJIB3BI
K BO3MOYXHOMY PHUCKY IPHMEHEHHS OHOMEJHUIMHCKOIO KIETOYHOI'O IPOAYKTA
O BO3MOXHOCTH CHWDKeHHs OesomacHocTH M (W) 230 QeKTHBHOCTH
GUOMEIUIIHHCKOTO KJIETOYHOrO IMPOAYKTAa B CIyYae BHECEHMS TAKHX
H3MEHEHHH.

7. Ilpuasitie pelieHHMs O BHECEHMH H3MeHeHWH wiu 06 oTKase B HX
BHECEHHH B JOKYMEHTEI, COJepXXallHecss B PEerucTpPallMOHHOM JIOChE, B
OTHOLIEHHU CBeleHHH, He TpeOYOMMUX NPOBENEHUS SKCIIEPTHU3, YKA3ZAHHBIX B
4acTH 2 HacTos el CTAaThH, Hu KJIMHHYECKOTOo HCCIIEe0BAHNUS
OUOMENUIIMHCKOTO KJIETOYHOIrO IPOAYKTa, a4 TAKKe BHECeHHe H3MeHeHUH
B rOCYNapCTBEHHEIH peecTp OHOMEHHIHMHCKMX KIETOYHBIX [POIYKTOB
OCYUIECTBIISICTCS B CPOK, HE INPEBLIIIAILIHA Tpmmam paboyux gHe# co IHSA
NPUHATHA YIIOJTHOMOYEHHBIM eJIepaILHEIM OPraHOM UCIIOTHHTE/TBHOH BIACTH
3asBIIEHMS O BHECCHUM TaKUX H3MEHEHHH.

8. Homyckaercs obpaufeHue OHOMEIMIIMHCKOro KIIETOYHOro IpOXyKTa,
[IPOU3BEJIEHHOr0 [0 NPHHSATHA YIIOIHOMOYEHHBEIM (EAepaTbHEIM OpraHoM
HCITOJIHHTEILHOH BiTaCTH pelIeHds O BHECEHHH H3MEHEeHHH B JOKYMEHTHI,
cofep)Xalluecsi B PEruCTPallMOHHOM [l0Che, B TEYEHHE CTa BOCBMHIIECHTH
KaIGHOAPHBEIX [HEH I[1ocie IIPHUHATHS YIIOMHOMOYEHHEIM (enepaibHBIM

opraooM UCIIOTHHUTEIIEHON BINACTH YKa3aHHOTI'O pelieHHA.
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Cratest 27. OTMeHa rocyapcrBeHHOH perdCTpaUdH
OHOMEIHUHHCKOI0 KIeTOYHOI0 NPOAYKTA

Pemrenne 06 oTMeHe TocyZapCTBEHHOM perucTpanyd OHOMETUIIMECKOTO
KJIETOYHOTO HIPOAYKTAa H HUCKIIOY9CHUH OHOMEIHIHHCKOTO KIETOYHOTO
IpOAYKTa M3 TOCY/IapCTBEHHOrO peecTpa OHOMEIHUMHCKHX KIIETOYHELX
MPOAYKTOB  IPUHHMAETCS  YIOJHOMOYEHHEIM  (elepalibHBIM — OPraHom
HCITOJIHUTENILHO BJIACTH B CITyYae:

1) npencTapnenust (elepaNbHLIM OpPraHOM HCIIONHHTENBHOH BIACTH,
OCYWIECTBIBIIONIEM  QYHKIIHH 10 KOHTPOJIIO W  H3I30pYy B cdepe
3ApaBOOXpAHEHUs, 3AKIIOYEHHUS O PHUCKe MW 06 yrpo3e 310pPOBEIO, XH3HU
yeJoBeKa IpH NpPUMEHEHHH 6H0M§nHuHHCKoro KJIETOYHOTO  ITPOOYKTA,
NPEBRITHAIOIMAX ero 3(PGEKTHBHOCTE, [T0 pe3yibTaTaM OCYIISCTBISEMOT0 UM
MOHHTOPHHIA 6e30MacHOCTH OMOMEIHIIHHCKOT'O KIIETOYHOTIO NPOAYKTa;

2) mofladyd  3afBUTENeM 3agBieHHs 00 OTMeHe TroCyIapCTBeHHOMH
perucTpanuy SHOMEIHITHHCKOTIO KJIETOYHOTO [TPOYKTA;

3) HempexncTaBICHHS 3asABUATENEM HHQOPMAIHH, KOTOpad MOXET IIOBJIEYE
3a coboil HeoOXOOUMOCTH BHCCEHUS HW3MCHEHHH B XapaKTepPHCTHUKH
OHMOMEIUIIMHCKOTO KIIETOYHOrO IPOJAYKTa, COJIepKaiiuecs B clenudUKaluu
OHOMeTHIMHCKOTO KJIETOYHOrO MPOAYKTA, HITH HHCTPYKIHIO I10 MPUMEHCHUIO

OMOMEIHI{HHCKOTO KIJIETOYHOTO IIPOAYKTA B OTHOIICHHMH CBeJleHHH, yKa3aHHBIX

"

B nojamyHkrax "B" - "0 nyHkra 10  4vacTtH 3 cTaTed 12  HacTosiero
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MenepanbHOr0 3aKoHa, B TedeHHE TPUALATH pabodnmx JHed co  JuA
BO3HUKHOBEHHS HEOOXOOUMOCTH BHECEHUS TAKHX H3MECHEHHH;
4) BRIHECEHHS CYIOM pPEIeHHs O HapyIUeHHH NpaB MpaBoobnanarens Ha
pe3yIbTaTHl HHTEIUIEKTYATIBHOH JEATENBEHOCTH npH obparenun
OHOMENNIIMHCKUX KJIETOYHBIX NMPOJAYKTOB.

Crartes 28. T'ocypapcTBeHHBLIH peecTp OMOMeXHIMHCKHX KJIETOYHBIX
NPOIYKTOB

1. F'ocymapcTBeHHBIH peecTp OMOMEIUIMHCKHX KIETOYHEIX MPOIYKTOB
BeJETC YIOJTHOMOYEHHBIM (heaeparisHBIM OpraHoM HCIIOJIHUTEILHOM BIIACTH.

2. T'oCylapCTBEHHBI peecTp OHOMEOUIUHCKHX KIETOYHBIX NMPONAYKTOB
COJIEPXKHT MepeyeH: OHOMENULHMHCKUX KIETOYHBIX MNPOAYKTOB, IpOINe/IINX
rocyAapcTBEHHYIO PETHCTPALMIO, B CIEAYIONY 0 HHPOPMAIHIO:

1) HauMeHOBaHHE OMOMENUIIUHCKOTO KIIETOUHOTO MPOYKTa;

2) Tun OHOMENULMHCKOrO KJIETOYHOro MpoAyKTa (ayTONOTHYHEIM,
ATIOr€HHBIH, KOMOHHMPOBAHHBIH );

3) HaumeHoBanue  pa3paboTuuka  OHOMEIHIIMHCKOTO  KJIETOYHOTO
MPOJYKTA;

4) HauMeHOBaHAE U ajJipec NPOoU3BOAUTENs] ob6pa3na OHOMEIHITMHCKOTO
KJIIETOUYHOTO NIPOAYKTA;

5) konoBoe o00O03HAYEHHE KIETOYHOH JIHHHHM, BXONSLIEH B COCTaB

HUOMETUIIMHCKOTO KJIETOYHOIO MPOIYKTa;
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6) HauMeHOBaHHe hapMalleBTHUECKHX CyOCTaHNMi, BXOAIIHX B COCTAB
OMOMEAHIOMHCKOrO  KJIETOYHOTO  NPOAYKTa, HAUMEHOBaHHE H HOMEp
HOPMaTHBHOH JIOKYMEHTallHY;

7) HauMEHOBaHUe JIEKapCTBEHHBIX IIPEIapaToB, BXOASLMX B COCTAaB
OHOMEIHIIMHCKOTO — KIETOYHOTO  IPOAYKTa, HAHMEHOBAaHHE H  HOMEp
HOpMaTHBHOHN JOKYMEHTAallHH;

8) HaUMEeHOBaHHe MEJULMHCKOIO H3JeNHs, BXOJMIMNEro B COCras
OHOMEIUIIMHCKOrO  XJIETOYHOrO NpOAYKTa, HaHMEHOBAHHE H  HOMeEp
HOPMAaTHBHOH JOKYMEHTAIlHH;

9) cpok rogHOCTH OMOMEINLIHCKOI'0 KIIETOYHOr0 MPOXYKTa;

10) ycrnoBus XpaHeHUs] OHOMEIMUMHCKOrO KJIETOYHOIO NPOLYKTa;

11) noxazanus 10§ NPOTHBOIIOKA3AHISA U1 IIPMMEHEHHA
OMOMEUITHHCKOrO KJIETOYHOTO IIPOAYKTA;

12) noSouHble NeHCTBUS GHOMEULIHHCKOTO KJIIETOYHOTO MPOAYKTa,

13) ceppe3Has HexeNaTeIbHas peaklus OpraHu3Ma;

14) HenpeABUIeHHAS HeXXellaTeJbHasg peaklius OpraHu3ma,;

15) nata rocyjapcTBeHHOH perncrpaiiud OHOMEIHIMHCKOTO KJICTOYHOrO
[IPOJIYKTA H €r'0 perucTpalMOHHEIM HOMED.

3. ITopsioKk BeneHuss TOCYHAApCTBEHHOro peectpa OHOMEIMIMHCKHX
KJIETOYHEIX ITPOAYKTOB YTBEPKIAETCs YIIOJHOMOYEHHBIM (dejiepallbibIM

OpranomM HCIOJIHHTENBHOM BIIACTH.
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Cratba 29. IloBTOpHOE HpejcTaBIeHHe OHOMETHITHHCKOI O
KJIETOYHOTO YIPOAYKTA, He HPOIeero
roCyAapcTBEHHYIO PErdcTPaRUio GHOMeHIHHCKHAX
KJIETOYHBIX HPOJAYKTOB, HA roCyiapcTBeHHYIO
peracTpannio OHOMeAHHHHCKHX KJIEeTOYHBIX IPOXYKTOB
IlosTOpHOE mpencTaBieHde B YIOJHOMOYEHHBINH delepalbHBIH oprau
UCIIOJIHATETBEHOW BJIACTH  OMOMEIMIHMHCKOrO KJIETOYHOI'0 ITPOAYKTA, He
[IPOLIENIIEro rocyIaPCTREHHYIO PeTHCTpalHi0 OHOMEIUITUHCKOTO KIeTOYHOT O
NPOAYKTA WM I[IOJYYMBIIEro OTKa3 B YKa3aHHON perucTpauuH, COCTaB
KOTOPOrO BIIOCIIEICTBUH MOABEPrcsa HM3MEHCHHIO, DACCMATPUBACTCH Kak
Npe/ICTaBJICeHUE Ha rocy 1apCTBEHHYIO PETHCTPALUIO HOBOTO
OHOMEIUUHUHCKOrQ KINETOYHOI'0 IIPOAYKTA HE3aBUCHMO OT COXPaHEHHS ero
TIepBUYHOI O HAUMEHORAHHUA.
Cratest 30. O6:kanoBauue peureHnst 00 0TKa3e B Bbigade
pa3pelreHds1 HA NMPoBefeHHe KIMHAYECKOT 0
HCCJIeTOBAHUS OHOMEJHIHHCKOTI0 KJIeTOYHOT0 MPOAYKTA
HJIH peuwieHust 00 0TKa3e B roCyapCTBeHHOM
perucTpaniaH OHOMeTHIHHCKOr0 KXETOYHOI0 MPOAYKTAa
Pemenne ynomHOMOYEHHOTO (e/IepalbHOTO OpraHa HCIIONHUTENIBHON
BJIaCTH 00 OTKase B BBIJade pa3pelleHdud Ha IpOBeNeHHe KIMHWYECKOro
MCCIENOBaHUs OHOMENHIIMHCKOrO KIETOYHOTO TNPOAYKTAa WU pelleHHe ob
OTKa3¢ B TOCYJApCTBCHHOK PDErucTpauuyd OUOMENMIIHMHCKOrO KJIETOYHOIO

NpoayKTa  MOMXKET OFBITE 00XKaTOBAHO B cyne B COOTBETCTBHH G

3aKoHomaTeIscTBOM Poccuiickoit Penepaiuu.

2412294].doc



71
Crareg 31. HadopManus, cBA3aHHAA ¢ OCYIIECTBIIeHHEM
rOCyIapcrBeHHOH perucTpalnid 6HOMeTHIHHCKOI0
KJIETOYHOIQ NPOJYKTa, HHPOPMALHAA O
3aperdCTpHPOBAHHBIX GMOMEIHIHHCKAX KIETOIHBIX
IIPOAYKTAX A OHOMEeIHUHHCKHX KJIeTOYHBIX IPOAYKTAX,
HCKJIIOYeHHBIX U3 FOCy/1apcTBeHHOIo peecTpa
OHOMEIMIHHCKAX KJIeTOYHBIX IPOIYKTOB
1. Yoonsomouenssii (defepaTbHbId OpraH HCHOTHHTENBHOM BIIACTH
pasMemzaeT Ha CRoeM oQUIMAnbHOM caifite B cetu "HMutepuer" uHdopmanmio,
CBA3AHHYIO c OCYILIECTBIIEHUEM rOCyAapCTBEHHON PETHCTPALHH
OHOMEMUIIMHCKUX KJIETOYHBIX IIPOAYKTOB, B TOM 4YHCIIE C IPOBENEeHHEM
OHOMEUITMHCKOR OSKCITePTH3bl OMOMEIUIIMHCKHX KJIICTOYHBIX MPONYKTOB H
BTHYECKOH BKCIIEPTHAHI, uHbDOpMALITI® O 3apEernCTPUPOBAHHEIX
OMOMEIUITMHCKHAX KJIETOYHEIX NPOAYKTaX U OUOMETUUMHCKHX KIIETOUHBIX
NPOAYKTaX, MCKIOYEHHBIX W3 TOCYJApCTBEHHOr0 peecTpa OMOMERHMIMHCKHX
KJIETOYHBIX TMPOAYKTOB, HE I103/(HEE UeM depes IusITh pabouux jHed co IHs
[TONYYEHHUsT YIOJHOMOYEHHBIM (elepallbHEIM OpPraHoM HCTIIOJIHUTEIBHOH
BJIACTH 3asBJIEHMS O TOCYIAPCTBEHHOHM perucrpanud OMOMEIHITMHCKOIO
KJIETOYHOTO MPOIYKTA.
2. 1lopsAjlok pasMereHus YKa3aHHOM B yacTM 1| HAcTOgIIed CTaThH

HHQOPMAUUM YCTAHABIMBAETCS YIIOJIHOMOYEHHBIM (QelepaTbHbIM OpraHoM

HCTOJIHUTENEHOHN BIACTH.
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I'imana 5. Knuanyeckne nccaeJoBaRAasa OHOMeTHIITHHCKHX
K1eTOYHbIX IPOJIYKTOB

Crateg 32. Opravnzanusg ¥ Hposejedde KIHHHYeCKHX
HcexeJOBAHWH OHOMeIHIHHCKHAX KIeTOYHBIX NIPOAYKTOB

1. Kommpnueckue HCCIeJOBaHHA OHOMEHLIHHCKHUX KJIETOYHEIX
IIPOAYKTOB, B TOM qHpcie MEXXyHapOIHEIE MHOTOIIEHTPOBEIE,
TIOCTPEruCTPallHOHHEIE, TIPOBOSITCA OJHON HIIM HECKOJBKAMH MEAUIMHCKUMHU
OpraHu3alidsMH B COOTBETCTBHHM C IIpaBHIAMH Ha/Jlexaiei Kﬂﬁﬂnqécxoﬁ
OPaKTHKH, YTBEPXKAEHHBIMHM YIOJHOMOYCHHBIM (elepalbHbIM  OPraHoM
HMCIIONHHTENLHOM BIIACTH Jiisgi rOCYJJapCTBEHHOH ~  perucTpaluu
OHOMEIHITMHCKUX KJIETOYHBIX ITPOJAYKTOB H MHBIX LieJlell, 4 HallpaBJIeHbl Ha:

1} ycTaHoBnenue De30macHOCTH BHOMEAHLIMHCKHUX KJIeTOYHEIX
IIPOAYKTOB JJISi 3JOPOBEIX J0OpPOBOJNBIEB H (M) HepeHOCHMMOCTH MX
3JOPOBEIMH AOOPOBONTEIAMHM, 32 HCKITIOHCHHUEM NPOBEASHHBIX 3a NpeAeiiaMu
Poccuiickolt  Depepanuyd  HecNeAOBAaHHM OHOMENMUIIMHCKHMX  KJIETOYHBIX
IIPOOYKTOB;

2) noadop ONTUMAIBHBIX HO3MPOBOK OHMOMEIUIIMHCKOIO KJIETOYHOTO
HPOXYKTA M KypCOB JIEUeHHU TAlTHEHTOB C ONpeJieNeHHRIMHU 3200 e BaHHAMH;

3) ycranonnenre ©GesonacHocTy H 9QGdEKTHBHOCTH OHOMEIUUHHCKHX

KJICTOYHBRIX TNpOAOYKTOB 1A ITAUHMEHTOR € Olipede/IeHHBIMH 3&60H€B&HHHMH;
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4) u3yueHHE BO3MOXXHOCTH PACIIHPEHHs MOKA3AHUH I7IA MeJMLIMHCKOIo
[IPUMEHCHHSA 3aPEIHCTPHPOBAHHBIX OHOMETHIIMHCKIX KIETOYHBIX [POLYKTOB
151 BBI.HBJIE:HHG HX MOoOOYHEIX NeHCTBUIH.

2.Ylpy momydeHHH OMOMEIWIIMHCKOIO KIETOYHOIO NpPOAYKTa I
KJTMHHYECKOIO  HMCCIIEIOBAHMS  MCIONBRYeTC  TEeXHOJIOTHSA, HACHTHUHAS
TEXHOJIOTHH, C IOMOILUB KOTOPOI OBUT MOMyYeH MPOIUeUIHE JOKTHEUYECKOE
McceoBanke OHOMEIMIHHCKHI KIETOYHbI IIPOAYKT W KOTOpas OITHCAHA B
OTYETE O IIPOBENEHHH AOKIMHHYECKOIO MCCIIENOBaHASA OHOMEIUIMHCKOTO
KJIETOYHOT'O TPOJYKTA W €T0 PerucTPallMOHHOM J0CHE.

3. Opranuzaiumo [IpOBEJIEHUA KIMHUHECKIX yicciIe 0BaHuH
OMOMETUIMHCKHX KIIETOYHBIX MPOAYKTOB BIIPaBe OCYLIECTBIIATE!

1) pazpaboTyuK  OHOMETUIMHCKOTO  KJIETOYHOrO0  INPOJYKTa  HIH
YIIOJIHOMOYEHHOE UM IOPUIHYECKOE JINLO;

2) 06pa3oBaTeNbHBIE OpraHmu3aldd BhICIIEro oOpasoBanus ¥ (MIH)
OPTaHM3alMH TOMOTHUTETHFHOIO MpodeCCHOHATIEHOIC 00pa3oBaHHs;

3) HayYHO-HCCIIEOBATENHCKHE OPTAHH3ANH.

4. KnpHudeckue HCCIIeJ0BaHuA OMOMEIHLIHHCKIX KJIETOYHBIX
NPOAYKTOB [POBOIATCA Ha OCHOBAHMHM pa3pellleHus Ha [pOBEAEHHE
KJIMHHYECKOTO HCCIeAOBAaHMS OHOMEIHIMHCKOrO KIETOYHOIO TNPONYKTAa,
BBITAHHOT'O B IIOPSJKE, YCTAHOBIEHHOM CTaThaMU 19 m 20 HACTOSULEIO

QPeneparbHOr0  3aKOHA,  YIIOJHOMOYEHHEIM  QefepalbHEIM — OpraHoM
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HUCTIONHHTEILHOR BIACTH, B COOTBETCTBUH C IEJISAMH, YKa3aHHLIMUA B 4acTH 1
HacToAueH cTaTeH. YIIOTHOMOYEHHBIH (helepaTpbHbIH Oprad UCIOJHHTEeNTBHON
BIIACTH BEIET peecTp BLIAAHHBIX Pa3pelIeHHH Ha IIPOBENEHHE KIHHIECKAX
UCCIIeNOBAHHH OUOMENHIUHCKAX KJIETOYHBIX IIPOLYKTOB, COJEPIALIni
YKa3aHHe Ha WX [eJb HIH LIEeJ1, B YCTAHOBIECHHOM STHM OPrasoM TOpsIIKe.

5.B  ciaygae ocyLHGCTBﬁeHm rOCYJZapCTBEHHOH  perdcrpaiyuu
OHOMEUIMHCKOr0 KIETOYHOrO IMPOAYKTa TIOCY/lapcTBEHHAs TOUUTHHA 3a
NPOBEAEHHE OKCHCPTH3Bl OE30MaCHOCTH OHOMEIHUHHCKOTO KJIETOYHOTO
NpOAYKTa, OSKCIEePTH3Bl JOKYMEHTOB ULl IIOJYYeHHS paspelieHHs Ha
[POBEICHHE KIMHHWYECKOro HCCIeIOBAHUS OHOMETHUHHCKOrO KIETOYHOIO
OpOAYKTa M 3THYECKOH 3KCIEepPTH3Bl YILTa9HBACTCS OMXHOKPATHO IIPH
oOpameHHH  3a  TOCY/IapCTBEHHOH  perucrpayueil  OHoOMeIHIIHHCKOIO
KJIETOYHOTO TIPOJIYKTA.

6. K  opraHMzauu¥  OpOBEJEHMS  KIMHUYECKHX  HCCIeNOBaHWH
OHOMEIUIMHACKHEX KIIETOYHBIX NPOAYKTOB MOTYT IIPHBIIEKATECS HOPHIHIECKHE
JHUa JIF0O0H OpraHH3alMOHHO-IPaBOBOH (OPMEL, HMCIOIHME THUEH3HIO Ha
OCYLUECTB/ICHHE | METUIIUHCKOH AeATEeNBHOCTH, aKKpeJUTOBaHHEIE
YIIOMTHOMOYEHHBIM  (PefepalibHBEIM ~ OpraHOM  HCIHOJNHHTENLHOH — BIACTH
B fopajKe, ycraHoBiaeHHoM llIpaButensctBoM Poccuiickoil ®epepaunu, nopH
yCIoBUM oOecredeHHs: COOTBETCTBHS 3THX HCCIENOBaHUH TpeboBaHHIM

HACTOAIIEIO CDG,I[GPEU'IBHOI"O 3aKOHa.
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7. 1lepevyens MENMIMHCKHX OpraHH3alWi, HMEOIX IPaBo TIPOROIHTE
KIMHMYECKHE HCCIIeJOBAHHA OHOMEIUIUHCKAX KJIeTOYHEIX IMPOAYKTOB, H
peECTp BBIJAHHBIX paspeuieHHH Ha NPOBENEHHE KIMHMYECKUX WCCICHOBAHUMA
OHOMENUIMHCKIX KJIETOYHBIX IPOJYKTOB PAasMell[aloTCcs YIOIHOMOYEHHEIM
denepanbHEIM  OPraHoM HCIIOJIHMTENBHOH BJIACTH B YCTAHOBJIEHHOM MM
nopanKe Ha cBoeM orHUuHansHoM caiite B ceTu "HuTeprer".

8. B Poccuiickoii denepaiii B COOTBETICTBHH € MEXIYHAPOIHEIMH
aoroeopaMu  Poccuiickoiik  ®Pexpepauum, a “B cliyyae  OTCYTCTBHA
MeXIyHapoauoro porosopa Poccufickolf ®enepanyy - Ha 0CHOBe NPUHIUIIA
B3aMMHOCTH,  IIPU3HAIOTCH  pE3YJBTaThl  KIHHUYECKUX  HCCIeJOBaHUH
OHOMEIMIIMHCKHX KJIETOYHBIX IIPOAYKTOB, TPOBEIEHHBIX 3a IpeleilaMu
Poccuiickoit @enepanum.

Crarpes 33. MexayHapoaHoe MHOTOLEHTPOBOE KIIHHHYeCKOe

HCCefoBaHNe OHOMEeTHIIHECKOI0 KI€TOYHOTO HPOAYKTA
ILTH AOCTPErHcTPARIHOHHOe KIIHHAYECKOe HecJeJoOBaAHNe
OHOMeXHIHHCKOr0 KIeTOYHOr0 NPOAYKTa

1. MexxnyHnapoHoe MHOIOUEHTPOBOE  KJIIMHUYECKOE  HCClIefOBaHHe
OHOMEIMIHCKOTO KIIETOYHOro IIpojiykra B Poccuiickol Depepannn Hmu
TTOCTPErHCTPAlIAOHHOE  KJIMHUYECKOE  HCCIefOBaHHe  OHOMEOUI{HHCKOIO
KJIETOYHOTO HPOAYKTa NPOBOAUTCS HA OCHOBAHHUM Pa3pellleHHsA Ha [IpOBEICHHUE

KIPHUYECKOT0 HCCICOOBAHUSA 6HOMC}IHHHHCKOFO KJIETOHYHOIO IIpOAYKTA,

BBIIAHHOI'O0 YyNOJMHOMOYEHHBIM (eJepaIbHEIM OPIdHOM UCITOTHHTENIbHOMH
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BJACTH II0 Ppe3ynbTaTaM 3KCIepTH3h De30IacHOCTH OHOMEIHIIHHCKOrO
KJIETOYHOTO TIPOAYKTA, 3KCTIEPTH3E JOKYMEHTORB AJIsi NONYy4YEHHS Pa3peHIeHHs
HAa  [pPOBEACHHE  MEXIYHApPOIHOTO  MHOIOUEHTPOBOIO  KIHHHYECKOI'O
HCCIIeTOBAaHUS OHOMETUITHHCKOIO KIIETOUYHOTO MPOYKTA WITH
MTOCTPETUCTPAIMOHHOTO  KJIHHHYECKOTrO MCCHEeOBaHMA OUOMEIUIHHCKOIO
KJIETOYHOTO MMPOAYKTA, U 3TUIECKOH 3KCIEPTUSEL.

2. /10 rmonydeHHs paspelieHHs Ha IIpOBEAeHHe MEXJIYHapO HOTO
MHOTOIEHTPOBOIO KITHHUYECKOro HCCIeTOBAHUSA OUOMEIUIIMHCKOTO
KIETOYHOTO  IMPOJYKTa MU [MOCTPETHCTPALHOHHOIO  KIMHUYECKOI'O
HCCIEIOBAHMA OMOMEIUIMHCKOI0 KJIETOYHOTO TIPOAYKTAa B YIIOJIHOMOYEHHEBIH
demepanbHEIM oOpra#d HCIONHUTEIBLHOH BIACTH 3asdBUTENbL IIPEACTABIISET
CNEeAYIOMHe JOKYMEHTEl M CBEIEHHS:

1) 3asBeHHe O BhIZAYe pa3pelleHiss Ha TIPOBEREeHHE MEXXAYHAPOIHOIO
MHOI'OLIEHTPOBOIO KJIMHAYECKOTrO UcclegoBaHud  OHOMEIUIMHCKOrO
KJIeTOYHOro  INpOOyKTa  HMAH  HOCTPEerucTPAlHOHHOrO  KIMHHYECKOIO
HCClIefoBaHHA OHOMEHITHHCKOrO KIETOYHOT'O TIPOXYKTA;

2) peKBH3HUTH! JOKYMEHTA, TTONTBEePIKIAI0IIEro YIUIaTy rocyAapCTBEHHOMN
NONUIMHBL 33 BBRIJA4Yy pa3pellleHHss Ha [IPOBEJCHHE MEXTYHapOAHOIO
MHOT'OIIEHTPOBOIO KJIUHHYECKOTO HCCIIETOBAHUAS OUOMETHIITHCKOTO

KJIETOYHOro IipoAyKra WM 34 BblAAYY pa3pellucHusd Ha IpOoBEOEHHE

ITOCTPErUCTPAIMOHHOI'0  KIITHHHYCECKOro  HCCICHJOBAHHA 6HOM6)IHI.[HHCKOI‘O
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KIETOYHOr0 TMpojyKTa, NMbo camM B3ToT HOKyMeHT (o coOGCTBeHHOM
WHULFATHBE). B cioyvae HenpejacTaBlIEHUS  YKa3aHHOTO  JOKYMEHTa
YIIOTHOMOYEHHBI  (QefepasbHBIi  Opral  MCIIONHHATESIBHOW  BJIACTH  Ha
OCHOBaHHHK NpEACTABICHHEIX 3asBHTEIEM DEKBH3UTOB OTOTO JOKYMEHTa
npoBepseT ¢aKT YINATBl TOCYJAPCTBEHHOW TIOUUIUHBEI € HMCIONL30BAHUEM
uHGopMauru o0 yrnare rocyJapcTBEHHOM TOIUMHEL, cojepxamnlefics B
T'ocymapcTBeHHOW  MHGQOPMALMOHHONR  CHCTEME O FOCYJapCTBEHHBIX U
MYHHMLHTIANBHEIX TTJIaTeXax;

3)oTdeT O  HOKJIMHHYECKHX  HCCIIENOBaHHAX  OHOMEIMIIMHCKOIO
KJIETOYHOTO TIIPOAYKTa M OT4YeT O [IPOBEIEHHBIX paHee KIHHEIECKHX
UCCIeNOBAHISIX OMOMETMIIMHCKOTO KIETOYHOr0 MPOAYKTa (P HAMYHH );

4) 11poexT MIPOTOKONIA MEX[YHAPOLHOTO MHOTOLIEHTPOBOTO
KIMHWYECKOr0 HMCCHEeNOBaHMS OMOMENHIIMHCKOIO KISTOYHOTO IIPOYKTa WU
MOCTPErHCTPANMOHHOIO  KIIMHMYECKOr0 HMCCNeNOoBaHUsA OHOMEIUIMHCKOTO
KJIETOYBOro NPOAYKTa;

5) Opourropa  HccilefoBaTeNs, COAep)Kamias CBOJHOE  HM3JIOXKEHHUE
pe3yJ/IbTaTOB JIOKIMHUYECKOTO HCCIeAOBaHUA OHOMEIMIIMHCKOTO KJIETOYHOTO
MPONYKTA ¥ er0 KIIMHUYECKOro HCCIIE[OBAHMS;

6) “HOOPMALMOHHEIN JIMCTOK MalHeHTa, YYacTBYIOero B KITHHHIECKHX

HUCCIIENOBAHMAX 6HOMC}IHL{HHCKOFO KJIIETOYHOTQ IpOAYKTA,
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7) ceenenust 06 onpliTe paboOTBI HCCIeJOBATENEH 10 COOTBETCTBYHOUIMM
CHEUMANIFHOCTAM H  HX ONBITe paboTel 0O [POBEJEHHIO KIMHHYECKHUX
HACceqOBaHHK,

8) cBeJeHUst 0 MEIUIHHCKHX OpraHH3aldAx, B KOTOPBIX MPeQIaraeTcs
HPOREIEHHEe KITHHUYECKOTO HCCIIeI0BaHUs OHMOMEIULHHCKOTO KJIETOTHOrO
npogykra (1OJHOE H  COKpalleHHOEe HAaHMEHOBAaHUS, OpraHH3aluOHHO-
npaBosas (hopMa, MECTOHaXOXICHHE U MECTO OCYUICCTBIEHHUS JIEATEIIbHOCTH,
tenedon, Tenedaxc, agpec MEKTPOHHOH MOYTH MEAUITMHCKON OpraHu3aium);

9) npeanosaraemMele CpoKW INPOBENSHHA KIIHHHYECKOIQ WCCIeI0BaHus
OHOMEIUITHHCKOTO KJIETOYHOTO NMPOAYKTA;

10) xonus  goroBopa 0053aTeNIbHOrQ CTPAaxXOBaHHUS, 3AKIFOYEHHOTO B
COOTBETCTBHH C THIIOBBIMH TIpaBHIaMu 00S3aTeNBHOrO CTPaXOBaHHA, C
YKa3aHMEM TNpefeNlbHOH  YHUCIEHHOCTH  IIallMeHTOB, YYACTBYIOIHX B
KJIMHAYeCKOM HCCTeN0BaHHH OHOMENHIHHCKOTO KIIETOMHOrO IPOAYKTa;

11) uadopmanns o cocTaBe OHOMEIMIMHCKOTO KIETOYHOIO MPOAYKTa;

12) DIOKYMEHT, COCTABIIEHHBIA IMPOHM3BOAUTENEM OHOMEIUIIHHCKOIO
KJIETOYHOTO TMpOAYKTa M COAEpX AW [TOKa3aTenH (XapaKTepHCTHKH)

6HOMG,I[HLIHHCKOFO KJIE€TOYHOTO MpOAYKTa, NMPOHU3BEACHHOIO AJIA IPOBEIXCHHA

KITHHHYECKHX HCCHCI{OB&HHIL:I.
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3. B cpok, He npespimaronmi nATH paboyMx AHEH CO JHSA NPHHATHS
YKa32HHBIX B YacTH 2 HACTOSIIEH CTaTe¥ JOKYMEHTOB M  CBEIEHMII,
YIOOJIHOMOYEHHEIH (elepalbHbIA OpraH HCIIOIHUTEILHON BIIACTH;

1) mpoBOAUT TIIpOBEepKY [ONMHOTHL M  JOCTOBEDHOCTH — CBEJEHUI,
COJEPKALIUXCS B TIPE/ICTABIICHHLIX 3asABUTENIEM JOKYMEHTAaX,

2) NpyHMMaeT pelIeHHEe O IIPOBEJEHUH OJKCIIEPTH3bI 0e3011aCHOCTH
OHOMEIHITHHCKOrO KJIETOUHOTO IIPOJAYKTa, DKCIIEPTH3hl JIOKYMEHTOB JUIS
IIOITy4EHU sl pa3pelIeHHsi Ha IIPOBEAEHUE MEXIyHapOAHOI'O MHOIOLEHTPOBOTO
KITHHUYECKOT0 MCCIeNOBAaHHs OHOMENUIMHCKOTrO KII@TOUHOr0 IMPOAYKTA HIIH
MTOCTPETHCTPAMOHHOIO KITHHHYECKOr0 HCCIIEJOBAHHS OHOMETHIIMHCKOTO
KJIETOYHOTO IPOAYKTa H 3THYECKOH 3KCIepTH3E! THO0 00 OTKase B IIPOBEICHUH
YKa3aHHBIX 3KCIIEPTH3;

3) yBeZOMIIeT B MMCBMEHHOM dopMe 3asiBHTENA O IIPHHATOM pelieHuH
(B ciTyyae NpUWHSTHS pellieHus 06 0TKa3e yKaspIBaeT IPHYHHEI TAKOTO OTKA3a).

4. B cnydae BEISBIIEHHS HEIOCTOBEPHOCTH CBEAEHHH, COAEPKAIIMXCA B
IIpe/ICTAaBIIEHHLIX 3asBUTENEeM JOKYMEHTaxX, YIIOJHOMOUCHHEIH delepallbHbIH
OpraH HCIOJHUTENLHON BIAcTH HANpaB/LieT 3assBUTEIIO 3aMpoc 00 YTOUHEHUHA
YKasaHHEIX  cBeldeHui.  JlaHHBI  3ampoc  MoOXeT  OBITE  mOepemaH
YIIOMTHOMOYEHHOMY [IPENCTABUTENIO 3asBUTENs JIMYHO [I0J paCIHCKY,
HAIIpARJEH II10 ITOYTe 3aKa3HEIM IIMCBMOM WITH IMEepelaH B JJIEKTPOHHOH (opme

Mo TEJICKOMMYHHWKAITHOHHBIM KaHallaM CBA3H. B CJIy4ac HAllpaBJIEHHA JaHHOI'O
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3alpoca MO TOYTe 3aKa3HBIM ITHCEMOM OH CHHTAETCA I[IOJ[yYEHHBIM [0
HUCTeYeHUH IIeCTH JHel cO JHS HAllPABICHUS 3aKa3HOro TTHChMA.

5. 3asBUTens 00g3aH NpPeICTaBHTh OTBET HA 3aIlpOC YIOTHOMOYEHHOTO
(emepanpHOro opraHa HCIOJHHTETFHOM BIACTH B CPOK, He IPERBILAFOINUM
aeBAHocta pabouywx mHed co JHA TIONy4YeHHs JaHHOro 3ampoca. Cpok,
YKa3aHHBIA B YacTU 3 HACTOALIEH CTAaThH, IPUOCTAHABIMBAETCA CO JHA
HallpaBlieHHs 3agBUTENIIO 3alpoca YIIOJHOMOYEeHHOTo GenepalbHOrO OpraHa
UCHOJIHUTENLHON BIIACTH A0 J(Hs ITONYYEHHA OTBETA Ha JAHHBIH 3arpoc d He
YYUTHIBAETCA IIPA  HCYHCICHHW  CpOKa TIPHHATHSA  YIIOJIHOMOYEHHBIM
denepaIbHBIM OpPTAHOM HCIIOJIHUTETBHOR BIIACTH pelleHHs O IPOBEICHHH
BKCNEPTU3El JOKYMEHTOB [UIsl MOJYy4YEHHs paspeuleHHs Ha IIpOBefcHHUE
MEXIYHAPOLHOTO MHOTOLIEHTPOBOTO KNAHHYECKOIO UCCIIeNOBAHMS
OHOMEIMITMHCKOTO  KJIETOYHOr0 IPOAYKTa WA  IOCTPETHCTPAIMOHHOIO
IJTUHHYECKOTO HCCNeAOBAHUA OHOMEIHIUHCKOTO KIETOYHOI'O TIPOAYKTA.

6. OcHORaHMEM M7I1 OTKa3a B IIPOBEJEHUH OHKCIEPTU3Hl 0e30MacHOCTH
OHOMEMUIIMHCKOTO KJIETOYHOTO TIPOJIYKTa, JKCIEPTH3El JOKYMEHTOB Uit
MONYYeHHS pazpelieHus Ha MpOoBeeHHe MeXIYHAPOIHOTO MHOIOLEHTPOBOTO
KIMHHYECKOTO HUCCIIeNOBAHUA OUOMEIUIUHCKOrO KJIETOYHOIO IPOJAYKTa HIIH
FIOCTPErHCTPAIIMOHHOTO  KNMHHYECKOTO HUCCIIeNOBaHWA OHOMEIUI[HHCKOIO
KIETOYHOTO MPOAYKTa M 3THYECKOHW 3KCIEepPTH3BL ABISETCS IIpeNCTABIICHHE

JIOKYMEHTOB H CBEICHUH, IIPeIyCMOTPCHHBIX YacThIO 2 HACTOJINEH CTaThH,
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B HENIOMHOM 00BeMe b0 OTCYTCTBHE B HpeACTaBICHHBIX JOKYMEHTAX
cBeAeHUH UMM WHAQOpPMAILHU, KOTOPHEIE AOJDKHEI OBITH OTpPaXKEHBI B HHX B
COOTBETCTBHH C YACTHIO 2 HAaCTOsIIEH cTaThh.

7.1lposenenue  skcllepTussl  OezomacHocTH  OHOMETHULMHCKOIO
KJIETOYHOTI'O NPOIYKTa, 3KCIIEPTH3El JOKYMEHTOB IS IIOTYYEHUs pa3spelleHHs
HA  OpOBEAEHHE  MEXIYHAPOTHOrO  MHOIOIEHTPOBOTO  KIMHAIECKOTO
HCCIIeJOBaHHA OMOMEIHITHHCKOTO KJIETOYHOI'O IPOJIyKTa WA
OCTPErHCTPALHOHHOIO  KIMHHYECKOIO  HCCIECJIOBAHUA  OHOMEIHIHHCKOIO
KJIETOYHOTO IPOJYKTa U 3THYECKOH 3KCIEpPTH3Bl W BBIJAYa pa3pelleHus Ha
IIPOBEJEHHE MEXTYHAPOJHOTO MHOTOLIEHTPOBOIO KITHHH9IECKOTO
HCCIIeOBAHMUSA OHOMeNHITHHCKOTO KJIETOYHOTO MpoIyKTa UIH
MOCTPETHCTPALIMOHHOTO  KIIMHWYECKOTO  HCCJIEN0OBAHUA OHOMEIUIHHCKOIO
KJIETOYHOT'O TMPOJYKTa OCYIECTBISIFOTCS B COOTBETCTBHU €O cTaThiMHu 18 - 20
Hactosinero GeaepanbHOro 3aK0HA.

8. Perrenus 06 oTKase B NPOBEACHHH 3KCIEPTH3EL 0Oe30TacHOCTH
OMOMENUIIMHCKOIO0 KNETOYHOrO IMPOAYKTa, SKCHEPTH3H HOKYMEHTOB IUIA
JIOTy9eHUs Pa3pelleHuss Ha NPOBEJeHHE MEXAYHAPOAHOIO MHOTOLEHTPOBOIO
KIIHHMYECKOI'0 HCCIeIOBaHUA OMOMEIUIMHCKOrO KIETOYHOTI'O TPOAYKTa HIIH
IIOCTPErUCTPAallMOHHOIO  KIWHHYECKOI'0 HCCNneJoBaHUA OWOMENHIIHHCKOIO
KJIETOYHOIO TIPOAYKTA ¥ OTHYECKOW 3KCIEpTH3bI W B BhIave paspellleHus Ha

HPOBEACHHC MEXAYHAPOIHOT'O MHOI'OIIEHTPOBOIO KITHHHYECKOI'O
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HCCIIeTOBAHUSA OHOME TUITMHCKOI'O KJIETOYHOTO MpORYKTA HUTH
TIOCTPETrUCTPAIHOHHOIO  KJIIMHUYECKOTO HCCHeNoBAHUS OHOMETHITHHCKOrO
KJIETOYHOTO IPOJAYKTa MOTYT OBITh OOXATOBAHBI B MOPSAOKE, YCTAHOBICHHOM
3aKoHo/aTenbeTBOM Poccuiickoi Deneparnuu.

Crates 34. TlpoBenenne KINHHYECKOTO ACCIEeNOBAHUS
OHOMEAMIMHCKOT0 KJAEeTOYHOTO IPOAYKTA

1. PyxoBogurens MENUIIMHCKOW OpraHM3amyd, KOTopas IIPOBOIUT
KIHHUYECKOe HCClefOBaHue OHOMETUIIMHCKOIO KIETOYHOr'0  IIPOIYKTA4,
HA3HA4YaeT  HCCHeoBaTeNs, OTBETCTBEHHOr0 3a IPOBEAEHHE  TAKOrO
HCCHACNOBAHMA, HMEIOIEro JedeOHYH CIeNHalbHOCTh, COOTBETCTBYIOIIYIO
npodbumo 3aboneBaHHs (COCTOSHUA), IS JIEHEHHS KOTOPOTO Ipe/HazHaueH
OHOMETUITMHCKHH KIETOUYHEBIH IIPOAYKT, B OTHbmeHHH KOTOPOTro HPOBOIUTCS
KIHHAYECKOE HCCIeAOBAHWEe, H CTAX padOTH MO MpOorpaMMaM KITHHHUYSCKUX
HCCIIeTOBAHAH HE MeHee 4eM IATH JeT (Jalee - HCCIIENOBaTeNb), W IO €ro
OPEIIOKEHUIO Ha3zHayaeT CcoucclIenoBarellel H3  4YHCeiIa Bpadyed BoToH
MEIMIMHCKOM OpraHu3aryu (fanee - COUCCIe0BATEIH).

2. UccrmenoBarens OCyUIeCTBAsET BHIOOp MANUEHTOB, KOTOpBIE MO
MEIUITHHCKUM  IOKa3aHdgM MoryT OpBITh [OpHBIEYEHBI K YYacTHIO B
KITHHHYECKOM HCCISTOBAaHUH OHOMEIULIMHCKOTO KISTOYHOTO IIPOIYKTA.

3. UccnenoBatens W COHCCIEN0BATEIH HODKHBI OBITE O3HAKOMJIEHEBI C

pe3yabTaraMy HQOKNHHHWYCCKOI'O HCCIICIOBaHNA 6I/IOM6}1HHHHCKOF0 KJIIETOYHOIO
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IPOLYKTA, COACPKAMUMHUCSA B crielHPUKaUU OMOMEANIIMHCKOT0 KIETOYHOIO
OpOAYKTa W OTYeTe¢ O MPOBCACHHM IOKIMHHYECKOIO  HCCIIeNOBAHMA
OHOMEIHIIHHCKOTO KITETOYHOTO IPOAYKTA, POEKTOM [IPOTOKOIA
KIMHHYECKOTO HCCHIeJOBAaHHUS OHOMEIHIITHHCKOTO KIETOYHOrO MPOAYKTA,
pa3zpaboTaHHBIM  pa3padoTYHKOM OHOMEIUIIHHCKOTO KJIETOYHOIO MPOLYKTa
HITA HHBEIM IOPUIHYCCKAM JIHITOM, IIPUBIEKAEMBIM K OpraHU3alliy IPOBEACHUA
KIHHHYECKOT0 HCCIIeNOBaHUS OHOMEIUIIMHCKOTO KJIETOYHOrO IpOAYKTa, H
JPYTHMH MaTepHaAIaMH TAKOTO HCCITeJOBaHMUS.

4. PykoBoguTens MEIMLIHHCKOW OpraHM3aiud, KoTopas [IPOBOIHT
KIHHUYECKOE HCCIenoBaHue OMOMEMUITMHCKOrO KIIETOYHOIo TMPOAYKTa, B
CpOK, HE MpPEeBLINIAINHI Tpex pafouux jJHeH co AHS Havana [pOBEICHHS
KJIMHUYECKOTO HMCCIEeNOBaHUS OHOMEIUITHHCKOTO KIETOYHOTO IIPOJYKTA,
HaIlpaBJsieT COOOHIEHHE O HAYale MMPOBEACHHA KIHMHHYECKOIro HMCCIeNOBaHUA
OMOMENHITHHCKOTI'O KIIETOYHOrO IIPOAYyKTa B YIIOJTHOMOYEHHHIH denepanbHbIN
OpraH WHCHONHUTENbHO} BAacTH, BBAABIWIKNA paspellleHHe Ha NOPOBEJeHUE
TAKOI'0 HCCNeAORAHHUs, 10 YCTAHOBIEHHON UM QopMe.

5. Kniuauyeckoe HCcIeqOBaHue OMOMENMITMHCKOrO KIIeTO4YHOI'O
IPOAYKTa MOXeT OBITH MPUOCTAHOBIEHO WM MPEKpal[eHO, eCH B IIpoliecce
€ro NpoBefieHHsT OOHApYKEHAa OMNMACHOCTH ISl JKU3HH, 3MOPOBBI TAIMEHTOB.
B cnyyae BO3HHKHOBeHHMS OITACHOCTH [JI JKH3HH, 3J0pOBBS IIAlUEHTAa,

YHaCcTBYOIETO B KIIMHHUYECKOM HCCIICIOBaHHH 6HOM6,I[HHHHCKOI‘O KJIETO4YHOTO
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npoaykra,  WcclejoBaTens ©@  (WIH)  coMcclepoBaTend  00s3aHEI
npouHbGOPMHpPOBaTE 00 BTOM PYKOBOAMTENS MEOUIIWHCKOW OpraHu3alnH,
MOJIYIUBIIEH paspellleHHe Ha OpoBeJeHHE KIHHWYECKOr0 HUCCHCIOBAHHSA
6HOMEIUIIMHCKOTO KIEeTOUHOrO NHpOAYyKTa. PellleHWe o NOpHOCTAHOBJICHUM
KJIFHMUECKOTO UCCIeAOBaHUS OHOMEIUIMHCKOTO KIETOYHOIO IIPOAYKTa
TPUHHAMAET PYKOBOIMUTENb MEOUIMHCKOH  OpraHH3aiWH, NONy4HBUIeH
pa3pelIeHHe Ha MpOoBeleHue KIIMHUYECKOI0 HCCIeqOBaHU S OUOMeJUIIHH CKOTO
KJIETOYHOTO NPOAYKTa, pellleHue O IIPeKpalleHWHd TAKOro HCClel0BaHus
I[PUHYMAET YIIOJHOMOYeHHBIH denepambHbIii Opral UCIOIHUTEIIEHON BIACTH
Ha OCHOBAHHMH COODILUEHHS B MHCbMEHHOH GOpMe PYKOBOIUTEIA MEAHIIHHCKOH
OpraHM3alMM, [ONYYMBIIEH paspelieHAe Ha TIPOBEJEHHEe KIMHUYECKOIO
HccIeqOoBaHusA OMOMETUIMHCKOTrO KIETOYHOTO IPOAYKTA.

6. B cpok, He MpeBBHNAIIIAN ST pabouylx IHe#l co [HS 3aBepllleHusd,
MPUOCTAaHOBIEHNWS  WIM  IIpeKpalleHUus  KIMHHYECKOI0  HCCIEJOBaHUA
OHOMENMITMHCKOTO KJIETOYHOro MpoAYyKTa, coobImenne o0 3TOM HanpaBIsieTCs
MeIUITHCKUMUY Opra’u3alHsIMH, OCYIIECTBIBIFOIIUMH TIpOBEACHUE
IJIMHHYECKOTO HCCHeOBaHMA OHOMENHIHHCKOIO KIETOYHOI'O MPOLYKTa, B
YTIOJHOMOYEHHBIH  delepaibHelii  OpraH HUCHOJHHATENBHOM  BIAacTH IO

YCTaHOBJEGHHOH UM opme.
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7. DopmMa cooOmeHUS O 3aBepUleHUH, NIPUOCTAHOBIEHHH  HIIK
LIpeKpareHuy KIHHHYECKOTO HCCIeNOBaHUs OHOMEIMIIHHCKOTO KIETOYHOIO
IpOAYKTA JOJDKHA COAEPIKaTh:

1) undopMmarmio 0 MENUIUHCKOH  OpraHusauv  (METHIPHCKMX
OpraHU3aLHUsIX ), TPOBOIUBINEH HCCIIE[OBAHUE;

2) naTy ¥ HOMep pa3peluieHHs Ha MPOREeICHHE UCCIEIOBAHUS,

3) daxTUIecKHe HaTHI HAYalla U OKOHYAHHS HCCIEMOBAHUS;

4) onmcaHue UCcCliefOBAHNS;

5) manHEe 06 MccienoBaTese ((haMILIHsL, HMS, OTHECTBO, MECTO PabOTH,
3aHUMaeMad  JIOJDKHOCTE, CIEHHAIBHOCTH, CTaX paboTEl Mo IIporpamMmam
KIHHUYECKHX HCCICI0BAHUH, NepeveHs KIMHUYECKHX HCCIeNoBaHHi (B TOM
qucile OMOMENUUMHCKHX KIETOYHLIX NPOAYKTOB), B KOTOPHIX OH IIpHHUMAT
yyacte  (epHOABl  y4acTHsA) B KAyeCTBE  WCCHENOBarens  HIH
COUCCIIENOBATENSA);

6) pe3ynpTaTel HCCaeJOoBaHUs (3aBeplICHHe, IPHOCTAHOBICHHE HWIH
[IpeKpalleHne HCCIeJOBaHUI C YKasaHHeM MPHYHH, CTeleHb HOCTHKEHUI
pe3yNbTAaTOB, 00mas OIleHKA pUCKAa H OXHIAEMOH ITONB3El OT NPHUMEHEHHUS
HCCNENYEMOT0 DHOMEIUITMHCKOTO KIIETOYHOTO ITPOIYKTA).

8. YrosrHoMo4eHHBIH denepansHbif OpraH HCIONHUTEIBHOM BIACTH
pasMeniaer Ha cBoeM odundatbHOM cailite B cerm  "HMaTepHer"

COO6H_ICHH6 0 3aBCPHICHHH, HpUOCTAaHOBJIEHHH HITH peKparcHuH
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KJIMHUIECKOTO HCCJIG;ILOBaHHH OHOMCOULIMHCKOIO KJIETOYHOIr0 MPOAYKTa B
CPOK, He TpeBBINIAIONIMA NATH pabounx RHEH €O JHA ero IONyYeHHs,
B YCTAHOBNEHHOM UM [OPSJIKE.

9. YrioiHOMO4YeHHEIH  (defepanbHBIH OpraH UCIOJHUTENLHOR BIIACTH
OCYLICCTBISET BeJeHHEe peecTpa HCCHeJoBaTe/iell B COOTBETCTBHH C
YIBEPKACHHEIMA MM [PaBHIAMH H Da3Mel[aeT ero Ha CBOeM OQHUIHAILHOM
caifte B ceTH "HMHTepHeT" B yCTaHOBIICHHOM MM IOPs/IKe. YKa3aHHBIM peecTp
COIepXKHT WHPOPMALHIO, NPEYCMOTPEHHYO IIYHKTOM 5 dJacTH 7 HacTosei
CTaThH.

10. OTtuet 0 pe3ynbTaTax KIIHHHYECKOI'0 UCCIIeNOBAHHUS
OHOMEIMIIHHCKOrO KJIETOYHOIO IIpOAYKTAa COCTABILIETCS OpraHu3aliei,
OCYILECTBIBIFOIIER OpraHU3allHi IIPOBEIEHUS KIMHUYECKOrO HCCIIeOBAHHUS
OHOMENHUUHCKOIO IJIETOYHOIO IIPOJyKTa, HA OCHOBAHHHA 3aKJIFOYCHHH
MEIUIMHCKUX  OpraHd3alyid, [POBOAMBIUMX 3TO  HCCIEHOBaHHE, U
TIpeACTaBIsieTCst B YHOJIHOMOYEHHHH (denepantHpId opraH WCIOJNHUTEIBHOM
BJIACTH, BBRIJABIIHH paszpelieHHe Ha IPOBENeHHe 3TOr0 UCCIENOBaHus, B CPOK,
He MPEBLIMIAIOIIMI TpeX MECSIeB CO JHs €r0 3aBEepLUCHHS, TPHOCTAaHOBIECHHS
HJIM  [OpeKpalleHus, B IOpsgjKe, YCTaHOBJIICHHOM  YIIOJHOMOYEHHBIM
delepanbHbIM OPraHOM UCIIOIHUTEILHON BIIACTH.

11. Hapyumierde 1npaBmil  Hamlexauled  KJIMHUYECKOM — [PaKTHKH,

banscupurauus pe3ynsTaToOB KITHHUYECKOTO HCCHeN0BaAHHUS
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OHOMEAMIUHCKOrO KNETOTHOTo MPOAYKTA BIEKYT 3a cOBOH OTBETCTBEHHOCTE B
COOTBETCTBHHU C 3aKOHOJATeILCTBOM Poccuiickoit @enepariui.

12. llpy tpoBeneHWH KIWHHYECKOrO HCCIIEOBAHUA OHOMEIUITHHCKOIO
KJIETOYHOIO  IIPOAYKTA  JOMYCKAaeTcs B MHOPSJKe,  YCTAHOBJIEHHOM
IlpaBuTenscTBOM Poccuiickoi Denepanuy, zabop y raedTa
OHOMOrHYEeCKOro MaTepHasla IS ero H3ydeHHsa B Poccuifckoil Pepepariuu
u (dnu) 3a  upepenaMH  PoccHiickoii  @efepaldH B LENIX  HAHHOIO
KIHHHUYECKOI'o HCCIEeJOBAHHS.

13. Ilopsamok  BeIBO3a U3 Poccuiickoit Pepepannu  OHOTOTHYSCKOTO
MaTepualla, IOJYYEHHOI'O IIPH IIPOBEAEHHH KIMHWUYECKOro HCCIeNOBaHUsA
OMOMEJIMIIHHCKOTO KJIETOYHOI'0 IMPOMYKTa B COOTBETCTBHH ¢ 4YacThio 12
HacTOsWENH  cTaThH, ycraHaBnusaerTcsa lIpaButenscTBomM  PoccHHCKOH
Denepanuu.

CraThs 35. BHeceHHe H3IMEHEHHH B IIPOTOKOJI KJIXHHYECKOTO
HceleJoBaHAsE OHOMEe/HIIHHCKOT0 KNeTOYHOro NPOAYKTA

1. Opranusanuy, OCYLIECTBISIFOLIME  OpraHu3alyio  [OpoBeHeHUud
KTHHUYECKOTO  HMCCIENOBaHUST OHOMEIHIHHCKOr0 KIeTOYHOro MpPONYKTZ, B
cIydyae HeOOXOIMMOCTH BHECEHHs MW3MEHCHHH B IIPOTOKON KIMHHYECKOro
MCCeqOBaHHA OMOMEIHIMHCKOI0 KIETOYHOTO IMPOoAyKTa coobmarT 06 3ToM B

YIIOJIHOMOYEHHEIH (eflepanbHEId OpraH HCIMONHHTENBHOH BNACTH, BEIJIABIIHI
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paspelleHye Ha IPOBejleHHEe TaKoro HCCIeJOBAaHUS, O YCTAHOBJIEHHOH MM
dopme.

2. ®opma cooblieHHs © BHECEHMH  HM3MEHEHHMH B [IPOTOKOI
KTMHMYECKOTO  MCCHeOBaHUA OHOMENUIMHCKOTO KJI€TOYHOTO IIPOIYKTA
IOJDKHA COAEPIKATE CNEeIYIOINUE CBeAeHMS:

1) HauMenoBadue, UASHTHOHUKAIMOHHBIL HOMEP M JaTa IIPOTOKOJIA
KIIHWHUYECKOTO UCCIIC/IOBAaHU OMOMETMIMHCKOTO KIETOYHOTO TIPOIYKTa;

2) naTa BHECEHHsA M3MEHCHUH B IIPOTOKOJ KIMHHUYECKOIO HCCIeTOBAHHUS
OHOMEIUIIHHCKOr0 KJIETOYHOTO IIPOAYKTa;

3) HaUMEHOBAHHE Y MECTOHAXOKICHUE 3aBUTEIIA;

4) HaUMCHOBaHUe  OPraHMU3allky, ocymccmnﬂ}bmeﬁ Opragu3al U
IIpoBe/IeHUs KITMHUYECKOTO HCCIIEHOBaHUS OHOMENULIHHCKOTO KIETOYHOIO
poaykra (TpyH HATHYHH );

5) HAUMCHOBAHHE H MECTOHAXOXCHHE MEAHUMHCKOH OpraHu3aliMy
(MeAMLWHCKUX  OpraHM3anuit), B chTopofi [IPOBOJUTCA  KJIMHHYECKOE
HCCIleJoBaHUue OMOMEIUIIHHCKOTO KJIETOYHOrO IIPOIYKTa;

6) nata  BBIJAYH  pa3pellieHHs Ha  [POBEACHHE  KIIWHHYECKOIO
MCcCIefoBalus OHOMEOUIHHCKOTO KJIETOYHOTO TPOYKTa M HOMEp BTOTO
pa3pelIeHNs;

7) U3MeHeHHA, BHOCHMBIE B IIPOTOKOJ IJIMHMYECKOTO MCCIIeOBAHUA

OHOMETUIIMHCKOI'0 KIETOYHOTO TIPOYKTA;
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&) MOTUBHPOBAKHOE obocHOBaHHe He0OXOAMMOCTH BHECEHUS
W3MeHEHHUH B [POTOKOJ KIWHHYECKOTO HCCIeNOBaHHA OHOMEIHIIHHCKOTO
KJIeTOYHOT'O TIPORYKTA.

3.B cpok, He HOpeBBNNAlOMMH Tpuanatad pabounx pHed co JHA
TONTYYEeHHsT YKa3aHHOTO B  4YacTH | HacTosmied  CTaTh®  cooONeHusd,
VIOJHOMOYEHHBIH  (QeNepalbHBIA  OpraH  HCHOJHMTENILHOH  BJIACTH
paccMaTpHUBAaET 3TO COOOILEHUEe B YCTAHOBIECHHOM MM IMOPSAKE H HPHHUMAET
pEIlleHHE O BHECEHWH U3MEHEHHH B IPOTOKOJ KIMHUYECKOTO HCCIIENOBAHNA
OHMOMEHIIMHCKOTO KJIeTOYHOTO MpOIyKTa WM 06 0TKaze BO BHECCHHWU TAKHX
H3MEHEHHH C YKazagueM npHYuH oTkaza. OCHOBaHMEM [UI [pPUHATHA
peiicHHA 06 OTKa3e BO BHECEHHUM HM3MEHEHHH B IIPOTOKOJ KIMHUYECKOTO
HCCIIeOBAHUS 6H6M€1{HL{HHCKOP0 KJIETOYHOrO  MPOAYKTA  SBJIAETCH
TpENCTABIIEHHE CBENCHUM, VYKAa3aHHBIX B 4YacTH 2 HACTOMIeHd CcTaThkH, B
HENOIHOM 0ObeMe, HAIUYHE pUCKA NPUYHHEHHS Bpeda 3N0POBBIK) MAI[HEHTA,
Y4YaCTBYIOULEro B KIMHUYECKOM HCCIETOBAHHWH, BCJIECTBUE H3MEHEHUA

YCIIOBHH €0 IIPOBEICHUA.

Crares 36. JoroBop o NpoBefeHHH KIHHHYECKOTO HCCTeJOBAHES
OHOMEIHIUHHCKOI0 KIEeTOYHOI0 IPOAYKTA

1. Kiitmaudeckoe HUCCIIeIOBAHHE OHOMENMIIAHCKOT O KJIETOYIHOTO
NpOoAyKTa [pOBOAUTCY B COOTBETCTBMH C JOTOBOPOM O [IPOBEIEHUU

KJUHHYCCKOI'0 HCCIICAOBAHHNA 6HOM€ﬂHHHHCKDF 0 KJIETOYHOro IMnpoaykra,
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3aKTI0YaeMBIM  MEXAY — OpraHdsalueyi, TMONy4YHBINEH  paspelieHHe
YIOJTHOMOYEeHHOro delnepalsHOTO opraHa HWCIOJHHTENBHOH BJIACTH  Ha
NpoBeldeHHe TaKoro HCCISNOBaHUA, M MEIUUHMHCKON  OpraHH3alyei,
OCYHIECTBIIAOIEH NIPOBEIeHHE TAKOTO HCCIIEIOBAHUA.

2. JoroBop 0 IPOBEACHUH KJIHHHYeCKOT 0 UCCIeIOBaHHA
OHOMEIMIIMHCKOTO KJIETOYHOI'O NPOAYKTA NOJIKEH COAEPHKATh!

1) yCJIOBHS M CPOKH TIPOBENICHHS HCCIIEIOBAHUS;

2) onpenenenne oOmeH CTOMMOCTH TPOTPpaMMBI  HCCIEHOBaHHUA ¢
YKAa3aHHEM CYMMBI, MpelHasHayaiomeics 1S BHILIAT HCCIASHOBATENSAM,
COHMCC/ECIOBATENIAM;

3) onpenenenue GOpPMBI NpeACTaBIEHUA Pe3yNbTaTOB HCCIENOBaHUA B
OpPTaHH3aIIHI0, MONYYHBLIYK) pa3pellieHHe YTMOJIHOMOYEHHOro ¢enepalbHOTO
OpraHa HCHONHHUTENBHOM BIacTH Ha MPOREIEHHE HCCeJOBaHMA.

Cratea 37. POuHaHcoBOe o0ecneyeHHe KIHHHYECKOro HeC1eq0BaHHA
OHMOMEeIRNHHCKOI0 KJI€TOYHOI0 IPOAYKTa

PuHAHCOBOE obecnieuenue KJIHHHYECKOTO HcclleOBaHUs
GHOMEIUITHHCKOTO KJIETOYHOTO TPOAYKTa OCYLIECTBIIAETCA 3a CUET:

1) cpencTB MENUIIMHCKHX OPTaHM3allMi, MOJYYHMBUIUX pa3pelIcHHE Ha
OpraHH3alUI0 NPOBEACHHA KIMHUYECKOro HCCleZloBaHUA OHOMeIUUHHCKOTO
KJIETOYHOTO NMPOAYKTa, B COOTBETCTBHU C YCAOBHAMH JOTOBOPA O NMPOBENCHUH

TAKOTO HMCCIENOBAHUS;
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2) uHBIX ~ HCTOYHMKOB, He  3alpeNieHHBX  3aKOHOJATEeNBLCTBOM
Poccutickoit ®enepaiu.

Crares 38. IlpaBa naumeHTa, YYaCTBYIOIEro B KIIHHHYECKOM
HCCIIEOBAHAYE OHOMEIHIHHCKOTO KJIeTOYHOT0 IPOYKTA

1. Yuacrie manmedTa B KIMHUYECKOM HCCNEIOBAaHUH OMOMEIUIIMHCKOTO
KJIéTOtIHOI‘o NpOAYKTa ABNsgeTcs J0OPOBOILHBIM.

2. JTanMeHT WM ero 3aKOHHBIA NPeACTaBHTENb JIODKEH  OBITEH
uH(GOpPMUIPOBaH B THCEMEHHOH opme:

1) o BuoMeIUIMHCKOM KIETOYHOM MPOAYKTE H CYIIHOCTU KIMHHYECKOTO
HCCIIeNOBAaHUs OHOMEIUIIMHCKOIO KIIETOYHOT O IPOAYKTa;

2) o GezomacHOCT# GUOMEMUIMHCKOTO KIETOYHOIO NPOAYKTA U CTEICHH
pHCKAa IS TAlHeHTa KIHHHYECKOr0 MCCIeAOBaHUs OHOMEIUIIMHCKOIO
KJIETOYHOTO  HOPOJYKTa, a  Take  oxupaeMoH  aqdexTHBHOCTH
6H0Me,unuuﬁcmro KJIETOYHOTO IPOAYKTA;

3)ob6  ycIOBHAX ~ ydacTus B KJIMHUYECKOM  UCCIIeJOBAHUU
OUOMETHITHHCKOTO KIETOYHOIO NPOTYKTa;

4y0 UeM U TPONOIDKMTENBHOCTH KJIMHHUYECKOTO MCCIeHOBAHMA
OHOMEMUITHHCKOTO KIETOYHOTO ITPOIYKTa;

S)o jgelcTBHAX TmamMeHTa B Ciydae HenpeIBHJIEHHEIX sdbdexTon
BIIUAHUSA OUOMEIUUHMHCKOIO KJIETOYHOTO TIPOAYKTAa HA COCTOSHHE ©€ro

3II0POBLS;
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6) 06 ycrnoBusSX 00A3aTENLHOIO CTPAaxOBAaHUS JKM3HM H  3IOPOBBA
MAIUEHTA;

7)o rapaHTHsIX KOH(QUICHIMATEHOCTH  y9acTus nanueHTa
B KJIMHWYECKOM MCCIEeJOBAHUN OMOMe IUITMHCKOTO KJIETOYHOTO MPOIYKTa,

3. JlobpoBosibHOE corjacue IIAHUEHTA Ha Y4acTHe B KIMHAYSCKOM
HCCIIEIOBAHHH ODHOMEIHIIHHCKOTO KIETOYHOTO NpPOJyKTa MOATBEPIKIAeTCS €ro
TOAMHCEK) WM TIOATIMCBIO  €ro  3aKOHHOr0  IIPE/CTABUTeNns  Ha
HH(OPMAITHOHHOM JHCTKE ITAI[MeHTA.

4. [Tauwent (ero 3aKOHHBIM OpPEACTAaBUTEIb) UMEET IIPABO OTKA3aThCSI OT
yYacTHs B KJIHHAYECKOM HCCICAOBAHUN OHOMCIHLIMHCKOIO KJIETOYHOTO
OPOAYKTA Ha JIFOO0H CTaTUX MPOBEJLCHUA TAKOTO HCCIE/IOBAHHA.

5.TIpoBenenne  KJIMHAYECKOTO  UCCIEOBAHUS  OMOMETMLIMHCKOTO
KJIETOYHOrO NMPOAYKTa C YYaCTHEM B Ka4eCTBe NAITHEHTOB JAETEeH HOMMyCKaeTCs
TOPKO C JOOPOBONBLHOTO cOrjlacHs B IHCHBMEHHO# dopMme WX popureneit
(ycelHOBHTENEH). JleTH MOTYT paccMaTpUBaThCA B KadvecTBe MAIMEHTOB
TAKOI'0 HCCIIEIOBAHHA B CIy4ae, €CIM €ro MpoBeleHHe HeoOXOTUMO it
dedenust 3aboneBaHHd Yy HAaHHONO pebeHka. B aTux ciaydasx Takoe
WCCIIEJOBAHUE  MOXKET  OCYUIECTBIATHECS  HAa  OCHOBAHWM  peLICHUS
KOHCIJIMyMa Bpadei, CO3TaBAEMOr0 B COOTBETCTBAY ¢ (eepaTbHBIM 3aKOHOM
oT 21 HosOpa 2011 romga Ne 323-03 "6 ocHOBAaX OXpaHE! 3T0POBES TPKIAH B

Poccuiickoit @egepaiiiu’, O BO3MOXHOCTH Yy4acTHs peDeHKa B [JaHHOM
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KTHHHYECKOM HCCJIeOBaHUH U IIPH YCIIOBHH, YTO JAHHOMY HCCIEeNOBAHHIO
MpeaIeCTBOBAIO HCCHEOBAaHHE JaHHOro OHOMEIHIHHCKOTO KIIETOUYHOIO
NpPOJIyKTa Ha COBEPUICHHONETHUX IpaXkIaHax.

6. JonyckaeTcs NpOBelIeHHe KTHHHYECKOTr O HCCIIeTOBAHMA
OHOMEJUIIHHCKOI'O KJICTOYHOI'O IPOAYKTa ¢ yJ9acTHeM B KadyeCTBe TallHeHTa
AYa, NPHU3HAHHOIO B YCTAHOBJICGHHOM 3aKOHOM TMOpSAKe HedeecloCOoOHBIM
WM OTPaHUYEHHO JeeclocoOHBIM, ¢ MHCEMEHHOIO JODPOBOMBHOTO COIIAcHs
ero 3aKOHHOIo TMpeJjcTaBuTens. B 3TUX cay4asx HCCHeJOBAaHHE MOMKeT
OCYILUECTBIIATHECS Ha OCHOBAHHMHM PCHICHUS KOHCWJIMYMa Bpadel, yKa3aHHOTO B
qacTH 5 HacTosuleil crarku, mo npodumro 3aboreBaHHsl YKazaHHOIO JIHLA O
BO3MOXXHOCTH YYaCTHA B JIAHHOM KJIHHHIECKOM HCCIIENOBaHHH.

7. 3anpeuraercs IIpoBeJIeHHe KJTHHHYECKOTO HCCIIeJIOBaHUS
OHOMETHUIIHHCKOTO KIeTOYHOIO MIPOYKTa C YYACTUEM B KauecTRe MaIlHeHTOB:

1) metelt-cupoT u AeTel, ocTaBUIMXcsA 6e3 TONMeUeHHs poanTeel;

2) >KeHUIUH B TIepHoj OepPeMEHHOCTH, JKEHIIMH B MEpHO] I'PYIHOIO
BCKapMJIUBAHUA,

3) BOGHHOCTYKAMKX, 32  HCKIIOYeHHeM  CAy4aeB  [POBENESHHS
KJIMHUYEeCKOTO HCCJIENOBaHHWS OHOMEIMIIMHCKOIO KIETOYHOTO NPOAYKTA,
CIIeUHaTEHO paszpaboTaHHOrO JUIsl MPUMEHEHHS B  YCJIOBUAX BOEHHEIX
JIeACTBMI, Ype3BbMafHEIX CUTYalui, IpodUNAKTHKH U JedeHHs 3aboneBanui

M TIOpayKeHWH, TIOIYYEHHBIX B Pe3yjbTaTe BO3IeHCTBHSA HeOIar olpHATHRIX
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XUMHYECKUX, OHONOTHYEeCKHX, pagUuandoOHHEIX (akTopos. FITMHHYeckoe
HCCIIEIOBAHNE TaKoro OWOMEOMUUHCKOrO KJIETOYHOTO MMPOAYKTA MOXKET
ITPOBOJINTLCA € Y4YacTHEM B KayeCTBE I[IANHEHTOB BOSHHOCITY)XKAINHX, 3a
WUCKJIIOYEHHEM BOEHHOCHY)KAIlMX, IIPOXOAANIUX BOEHHYH clyx0y o
NMpH3EIBY, ¢ cobmopeHueM TpeOOBaHMH, YCTAHOBIEHHBIX HACTOSILHM
denepabHEIM 33KOHOM B OTHOILIGHUH I'DAXTAHCKUX JIHL;

4) cCOTpyIHHKOB ITPAaBOOXPaHUTENBHEIX OPraHOB;

5) nun, oTOBIBAKOIIMX HaKa3aHHE B MeCTaX JIHIICHHS CBOOOMEL, a Takke
JTHI, HAXOQAIIUXCS MO CTPaXked B CIEACTBEHHBIX H30JIATOPaX.

Cratea 39. ObsizaTeJbHOE CTPAXOBAHHE )XH3HHA, 3[0POBbA

MAIMEHTA, YH4ACTBYOHIET0 B KIIHHAYECKOM
HCCTeTOBAHUHA OHOMeAHIUHCKOT0 KJeTOYHOr0 MPOAYKTA

1. Opranm3anys,  UOAYYMBINAA  paspelleHHe Ha  OpPraHu3anuio
NPOBEJICHHAA KIMHHYECKOTO HMCCIEeN0BAHHS GUOMEIHIHHCKOrO KIETOYHOIO
MpoAyKTa, 00s3aHa B KavyecTBe CTPaXoORaTels CTPaxoBaTh PUCK NIPUIHHEHUSA
Bpeaa JKH3HH, 3JOPORBIO DAUHEHTa B pe3yJsibrare IPORENCHHS KIMHUYECKOTO
MCCIeOBaHUs OHOMEIHIIMHCKOIO KJIETOUYHOIO IPOJYKTa 3a CBOH CUeT myTeM
3AKITFOYEHUs JIOTOBOPa 00A3aTeMBEHOTO CTPAX0BaHHsI.

2. O6BexTOM 0643aTeJIFHOTO CTPaxOBaHUs ABIAETCA HUMYIICCTBEHHBIH
HHTepec MalfieHTa, CBA3aHHL ¢ IpUYMHEHHEeM Bpe/la JXH3HH WIH 300POBBIO
MAfMeHTa B  pe3ylbTraTe [OpOBEHSHUS  KIHHHYECKOTO  HCCIIeIOBAHHSA

OHOMETHIIHHCKOro KJIETOYHOTO NPOIYKTa.

24122941 .doc



95

3. CTpaxoBeIM clydaeM II0 JAOTOBOPY O00S3aTeNBHOTO CTPaxOBaHUs
ABJIAETCA CMEpPTh NalMeHTa UM yXyALIeHHEe €ro 3J0pOBbi, B TOM 4HCJe
BIEKyIuee 3a co0Oi yCTaHOBJIEHHWE WHBANTWAHOCTH, MPOU30LIEIINE B II€PUO/]
NpOBeleHUs KIIMHUYECKOTO HCCIEeIOBaHUs OMOMEIHIIMHCKOrQ KIETOYHOTO
IIpOAYKTa HMIH B TEYEHHE He MEHEee OJHOro Toja IMoclIe OKOHYaHUS
NPOBEACHUS KIMHHYECKOr0 HCCeI0BaHusd OHOMEAHIUHCKOIO KIETOYHOro
NpOAyKTa, [PH  HAIMYMH  [OPUYMHHO-CIIEACTBEHHOH  CBS3W  MeXIy
HACTYIUIEHHEM JTOro coOBITHS MW y4acTHEM [aldeHTa B KIHHHYECKOM
yiccreJOBAaHUM OMOMEJULMHCKOrO KJIETOYHOTrO NPOAYKTA.

4. TpeboBaHus K BO3MEUICHUIO BpeAa, NPUYHHEHHOrO JMXU3HH HIIH
3/10pOBBIO MMAllUeHTa, NPEABIBIIOTCS B TEYCHHE CPOKOB HCKOBOIl NaBHOCTH,
YCTAHOBIIEHHBIX I'DAXKIAHCKUM 3aKOHOJATEIBECTBOM.

5. PasMep cTpaxoBoit CyMMBI 110 JOrOBOpY 0043aTENLHOrO CTPaxoBaHHA
COCTaBJISICT ABa MHJUTHOHA pyOieit.

6. Pazmep cTpaxoBoil  BBHUIATBI MO  JOrOBOpPY  0OsA3aTeIBHOTO
CTPaxOBaHMA COCTaBIIACT:

1) B ciiydae cMepTd mauMeHTa - JBa MHIJUIHOHA pyOsiell Ha KaKOoro
NayeHTa, y9acTBOBABUIETO B KIIMHUYCCKOM HCCIIEIOBAaHUM OMOMEIUIIMHCKOTO
KJIETOYHOTO NMPOOYKTa,

2) npH yXyAUIeHHH 300pOBEA NAlMEHTa:
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a) noBnekueM 3a coboif yCTaHOBNeHHe WHBATMOHOCTH [ rpynunbl - O UH
MHIUIMOH TISTBCOT TBICAY pyOaed Ha KaXKIOro MAMEeHTa, YJAacTBOBABUIETo
B KJIMHHYECKOM HCCITEIOBAHMH ODMOMENUITMHCKOTO KIETOYHOTO ITPOAYKTA;

6) moeneximenM 3a cobol yCTaHOBIEHHE UBBATUAHOCTH I rpynnel - ouH
MWUIHOH pyOJIed Ha KaXJ0oro NalueHTa, YJacTBOBABUIETO B KIHHHUYECKOM
HCCIeOBAHUU OHOMEHITHHCKOI'O KIETOYHOI'O IPOAYKTA;

B) ITOBJEKIIEM 3a coboii ycraHosnmeHWe MHBamupHocTd III rpymmer -
OATBCOT  THICAY  pyOnell Ha  KOKAOro  MAaIldeHTa, yYacTBOBABIIErO
B KJIMHHYECKOM HCCIIeTOBAHUH OHOMETHITHHCKOIO KIETOYHOIO IPOIYKTA;

r)He TOBIeKIIeM 3a coOof yCTaHOBIEHHE UHBATHAHOCTH HJIH
[IOBJIEKIIEM  YBeJIMYEHHE CTElCHU  OrpPaHUYCHUS  IKH3HEAeATEeNhHOCTU
HHBANNHNa 0€3 M3MEHEeHHs IPYIIEl HHBATHAHOCTH - He Oojiee 4YeM TpHUCTa
TeIcAd pyOliell Ha KaXJZoro NaldeHTa, yJYacTBYHOIEro (yJacTBOBABIIIEIO)
B KJIMHMYECKOM HCCIeJOBaHHU OHOMETUIMHCKOIO KJIETOYHOIO NOpOAYKTa,
UCXONSl U3 HOPMATHBOB, OTPAXAOU[UX XapakTep U CTeleHb IOBPEXICHHUS
3J0pPOBBS, a Takke (akTHYeCKH ITOHECCHHBIX MAaIlMeHTOM pacXOJ0B Ha
MEIHITUHCKYH IIOMOIb, IPHOOpETeHHE JIEKapCTBEHHEIX CPENCTB, PaCcXOJO0B,
CBSI3AHHEIX C MOBPEXKIASHUEM 3/I0DOBE.

7. PasMep cTpaXOBBIX BEITUIAT MOXKET OBITE YBEIHYEH HAa OCHOBAHHUU

PEILEHHS CY/Ia.
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3. JloroBop 00s3aTeNbHOTO CTpaxoBaHHS 3aKTIOYAeTCs HA  CpOK,
OXBATHIBAOU[MH  NIEpPHOA  MPOBEAEHUS  KIMHHUYECKOT0  HUCCHEHOBAHHA
OMOMEIUIUHCKOI0 KIeTOUHOI0 NPOIYKTa, H He MeHee deM Ha OJHH TOX [ocie
OKOHYAHHSI IIPOBEJCHUA KIHHHYECKOrO MCCIIIOBaHUA OHOMEIUIIMHCKOIO
KJIETOYHOTO IPOIYKTA.

9. YcnoBus goromopa 0B 3ATENEHOTO CTPaxOBaHWs, B TOM HUHCIIE
CTpaxoBkIe  Tapudel 00  00sS3aTeNBHOMY  CTPaxXxOBaHUIO,  [epedyeHb
HEOOXOAUMBIX JOKYMEHTOR VLA OCYLIECTBICHHS CTPaxoBOM  BBIILIATEI,
OPSATIOK YCTaHOBJIEHMSI cTpaxoBaTesieM WHIHBHYAITBHOTO
UACHTUGUKAIMOHHOI0  KOJa  MalMeHTa, NOPAgoK  HHPOPMUpPOBAHHA
CTpaxoBaTeJeM  CTPaxXOBHIMKAa O  OPHBJICHEHHBIX K  KTHHUYECKOMY
HCCIIeJOBAaHHUIO OHOMEIUUHHCKOrO KIETOTHOIO IMPOIYKTA MAIHeHTOR, MOPIIOK
YIJIAThI CTPaxOBOM IPeMHUH, MOPANOK peanu3anyi ONpelNeeHHBIX HACTOSAIIHUM
QejlepalbHEIM 3aKOHOM M APYIMMH  (QeaepalbHRIMH 3aKOHAMM INpaB H
00s3agHOCTEd CTOpPOH, HOPMATHBBEI, OTPAKAIOIIUME XapakTep M CTENCHb
[IOBPEXKACHHUSA  3/I0POBBS MO  JOYOBOPY  0OA3aTENBHOrO  CTPaxXOBaHHS,
YCTaHaBIMBAIOTCH THIIOBLIMU NTPaBHWIaMK 00s3aTeNbHOr0 CTpaXOBaHUS KU3HH
M 3J0pOBbSA MAHUCHTA, YYACTBYIOHICEIO B KIMHHMYECKOM MCCIEIOBAaHHH
OHOMEIMIMHCKOIO KIIETOYHOrO HPONYKTa, YTBepKAaeMeule [IpaBUTENLCTBOM

Poccuiickoit Penepanui (ganee - THIIOBBIE IPAaBHUIA).
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10. B cy4ae mpuUuYMHEHHS Bpela >KU3HM IJallMEHTa, YYaCTBOBABIIETO B
KITHHAYECKOM HCCJICTOBAHUH OHOMEJIMUIMHCKOIO KJIETOYHOI'O IIPOAYKTAa,
BBIFOIONIPHOODETATENAMHA [I0  JOrOBODPY  OOS3aTeNbHOIO  CTPAXOBaHHA
ABJIIOTCA I'paijlaHe, UMEIOLUe [IPAaBO Ha BO3MEIEHHE Bpela B Cllyvyae CMepTH
KOPMWJIBLHA B COOTBETCTBHUM ¢ [PAXKTAHCKHM 3aKOHOJATE/NHCTBOM, IIPH
OTCYTCTBUH TaKUX rpamﬁaﬁ - POJMTENH, CYIIPYTH, ACTH yMEPUIEro MaldeHTa,
Y9aCTBOBABIIEI0 B KIIMHHUECKOM  HCCIEIOBAaHHM  OHOMEIMIMHCKOIO
KIETOYHOTO IPOAYKTa, B cCiydae CMEpPTH MMaUHMeHTa, YYaCTBOBABIIEFO B
KITMHUYECKOM HUCCIIC/IOBAHHH OMOMEIUIIMHCKOTO KJIETOYHOI'O IIPOJAyKTa W He
MMEBIIIEr'0 CAMOCTOSTENRHOTO AOXO0Ma, - MPaxiaHe, Ha WAJIMBCHUH KOTOPHIX
Haxo[UNCcsA MalMeHT, IPH BO3MEHIEHHWU pacXoJoB Ha [orpebeHHe MalfueHTa,
YUYACTBOBABIIEI0 B KIMHHUYECKOM  HCCIEJOBAHUH  OUOMETULIHHCKOIO
KJIETOYHOTO IPOAYKTa, BBHIIOJONpHOOpeTaTeIeM 110 JOroBOpY 00A3aTenbHOI0
CTpaxoBaH¥us ABISCTCS IO, TOHECIIIEE TAKUE PACXOIRI.

11. CTpaxoBas RBEIIUTaTa B CYeT BO3MELIEHHS Bpela, NPHIAHEHHOrO
JKHM3HM  TIAlHEHTa, Y4YacTBOBABIIEIO B  KIMHHUYECKOM  HMCCIICJOBAHHUH
OHOMEUIIMHCKOrO  KJIETOHHOIO  IPOAYKTA,  paclpedesiieTcs — MEXIy
BBEIT'OAONPHOOPETATEIIMH TTPONOPLHOHANTBHO UX KOTHYECTBY B PABHBIX JOMSX.

12. [TpA HacTyMJIEHUH CTPAXOBOIo Clydas MALMEeHT, YIACTBOBABIIHH B
KJTMHUUECKOM HCCIIeJOBAaHMNA OMOMETHIMHCKOIO KJIETOYHOTO IIPONYKTA, HIH

BRITOIOTIpHOOpETATEN: MO JOCOBOPY 00S3aTENBHOrO CTPAXOBAHHUS BIIPaBe
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IPEeILABUTE HEIIOCPEJCTBeHHO CTPaxOBIUUKY TpeOOBaHHE O BO3MEIICHUH
NpUYMHEeHHOro Bpexa. CTpaxoBas BRIUTATA OCYIIECTRIAETCS CTPAXOBIIHKOM B
TedeHHEe TPUAUATH JIHeH CO MHA NpPeJcTaBIeHHS HeOOXOMUMBIX HOKYMEHTOR.
IMTaumenT, yyacTBOBABIIMMA B KJIMHHYECKOM HCCIEOBAHMH OHOMEIHUHHCKOrO
KJIETOUHOTO  IPOAYKTa, UM BBEITOJOUpHOOpeTaTeNls O  JOTOBOPY
o0sA3aTesIbHOTO  cTpaxoBaHMsa o0s3aHBl  COOOLIMTH  CTPAXOBIMUKY I
OCYLUECTBIICHUS CTPAXOBOH BEIMJIATE HHAMBHAIYATHHEIN Mg HTHQHKAHOHHEIH
KOJ MalUeHTa, YCTAHOBIEHHBIH CTpaxoBaTeleM B COOTBETCTBHH ¢ THIOBBIMH
MpaBHIIaMU 00A3ATEIIEHOIO CTPAXOBAHUS.

13. JTo mojHOro ompejeiieHus pasMepa MOIEXANIEro BO3MEIIEHHIO
BpE/Ia CTPaxOBIIUK 110 3aABICHHIO TAHEHTA, YYACTBOBABIIErO B KIIMHHIECKOM
HCCIIEOBAHHE OMOMETHIMHCKOTO KJIETOYHOTO IIPOJIYKTd, HIIM 3asBICHHUIO
BRITO/[ONpHOOpETATENT BIIpaBe OCYIIECTBUTH YacTh CTPAaxOBOH BBIILIATEIL
COOTBETCTBYIOWYIO (GAKTHUECKH OTIpe lesIeHHOW YacTH NPHYNHEHHOTO Bpea.

14. CtpaxoBasg BHIUIATA B COOTBETCTBHH C JOTOBOPOM 00S3aTElNBHOTO
CTPaxXOBAHUA OCYIIECTBIAETCS HE3aBUCHMO OT BHIIUIAT, IPUYUTAIOIIUXCA IIO
JIPYTUM BH/IAM CTPaxX OBAHUA.

15. He nomyckaercss y4acTHe MalMeHTa B MPOBEAEHHH KIHHUYECKOTO
HccleloBaHUS OHOMEIHIUHCKOTO KJIETOUYHOrO INPOJYKTa IIPU OTCYTCTBHHU

JIOroBopa 00A3aTeIbHOTO CTPAaXOBaHHUA.
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16. KonTpone  3a  WCHONHEHHEM  OpraHH3aluei,  IIoJdy4UBUICH
paspelnieHHe Ha NPOBEJACHUE KIIMHUYECKOTO HUCCIEHOBAHMS OHOMETHIIHHCKOIO
KJIETOYHOTO MpPOYKTa, YCTAHOBJICHHOH HACTOSALUEH cTaTheil 0OS3aHHOCTH [0
CTPAXOBAHMIO JXM3HH, 3N0POBES MAlHEHTa, Y4acTBYIOLIEro (yJacTBOBABIIErO)
B KIMHHYECKOM HCCIEIOBAHUH OHOMETUIIMHCKOrO KJIETOYHOrO TIPOAYKTA,
OCYIIECTRIISIETCS YITOJTHOMOYEHHBIM (De/lepaltbHEIM OpPraHOM HCTIONHHTEIbHOM
BJIACTH, BHIAABIUMM pazpellerue Ha NpoBe/ieHNe KITHHUYECKOro HCCIe0BAHUS

OUOMEIHITHHCKOTO KIIETOYHOIO NMPOAYKTA.

I'naBa 6. IMonydenne 6HONOTEYECKOro MaTepHaNa I
OpPOH3BOACTBA DHOMEAHHHCKOI0 KJIETOYHOT 0
POYKTA

Crates 40. YcjaoBUA HoIyUeHHA OHOJIOTHYECKOT0 MaTepHAalia
y JoHOPpa AJId HPOH3BOACTBA OHOMETHIIHHCKOTO
KJIETO9HOI0 IPOIYKTA

1. IToryyenue  Ouojiordyeckoro Marepvala Tpd  NPHXA3HEHHOM
JIOHOPCTBE OCYIIECTBIIAETCA!

Dy COBEPILEHHOIETHErO neecrocobHoro mya mbo
HECOBEPIICHHONETHETO JTHIIA, OOBABIEHHOrO B YCTAaHOBIIEHHOM 3aKOHOM
NOpAAKEe  IONHOCTBIO  JEeCHOCOOHBIM, — MPOIIEHIIEr0  MEIUIIMHCKOE
obcnegoBaHte W BHIPA3UBUICTO HHGOPMUPOBAHHOE 10OPOBONBHOE coriacue B
NHCBEMEHHOW QopMe ©0e3BO3ME3JHO TIpH JKM3HM  [IPelOCTABHTH CBOH
BHONOrHYeCKHI MaTepHuaT AJA MPOU3BOACTBA OMOMEIUIIUHCKOTO KIIETOYHOIO

TIPOLAYKTAa;
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)y HECOBEPUIEHHOJETHETO JINIA, 3a HCKITKOYEHUEeM
HECOBEPIHEHHOJETHero JIMIa, yKa3aHHoro B MyHKTe | wactm 1 HacTOfmEeHn
CTATBH, a TarKe JIHHA B YCTAaHOBJIEHHOM 3aKOHOM MOpPAAKE, IPU3HAHHOTO
HeleecnocOOHbIM WM OTPAHHYEHHO  JEeCHOCOOHBIM, [pH  HAHYHH
UH(pOPMHPOBAHHOIO AOOPOBOJBHOTO COTJIACHA B MUCEMEHHOH (GopMe OJHOro
U3  poOuTesed  UNM  ero  3aKkoHHoro - npeacrasutensa.  [lomyuenme
OHOIIOrHYEecKOro Mareprana NOpd  [PHXUIHEHHOM qonopcﬁe y ML,
YKa3aHHBIX B HaCToOslleM IIyHKTe, NOIycKaeTcd TOJBKO B clydyasx, Korjaa
OHOMEIMIIMHCKUN KIIETOYHBIH NPOAYKT IIpefHazHadeH [yIi NpHUMEHEHHA
HCKJIFOYUTEIBHO Y 3TUX JIMIl HJIH Y MX POACTBECHHHMKOB - OHOJOTHMYECKHX
ponurenel (poOLHBIX NeTel, pOJHLIX OpaTheB H POJHLBIX cecTep).

2. JIuno, ykazaHHoe B ITyHKTe 1 wacTH 1 HacTosmeld cTaThy, ITPU KHU3HU
MOXXET BEIPA3HTE CBOE BOIIEU3BSBICHUC O COITIACHH HIIM HEcOrJacHH Ha
MIPeIOCTaBICH)HE ero OHOJOTHYecKOro MaTepHaia Mocle ero CMepTH A
IIPOM3BOACTBA OHOMEIUUMHCKOrO KJIETOYHOTO IIPOAYKTA MHUCEMEHHO B (opMe
3aABIIEHUS, COCTABIEHHOTO B IBYX SK3EMIUIIPAX, 3aBEPEHHBIX DYKOBOJUTEIEM
COOTBETCTBYIOILEH MEOUOUHCKOW OpPraHM3aliié WM YIIOTHOMOYEHHBIM 3THM
PYKOBROAHWTEEM JTULOM JUOO HOTAPHANBHO, U XPaHsIIUXCS COOTBETCTBEHHO y
JJAa M B €ro MEJUIUHCKOW JOKyMEHTAllMH B IIOPAIKE, YCTaHOBIIEHHOM
YIIOTHOMOYEHHBIM (efepalbHBIM OPraHOM HCITOTHHTEILHOHR BiIacTH.

3.llonygyenne  OHOJIOIHYECKOro  MaTepHasia AJIS  NPOH3BOICTRA
OHOMEUIIMHCKHUX KJIETOYHBIX MNPOAYKTOB I[IPU IOCMEPTHOM JIOHOPCTBE HE

JOMycKaeTcs, eciM I[pu JKU3HHM JIHIO, yKazaHHoe B nyHKTe | wactu 1
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‘HACTOsNIeH CTaThH, BEHIPA3WIO CBOE BOJIEUIBSBICHME O HECOrJIAaCHH Ha
OpefoCTaBIeHHe ero OHOJOrHYecKOro MarepHaia TIoclie CMepPTH s
NPOH3BOACTBA OMOMEIHMIMHCKOIO KJIETOYHOrO IPOAYKTA B YCTHOH ¢dopme
MEIUIIMHCKUM pabOTHHKaM MEJUIMHCKOH OpraHu3alMd B HPUCYTCTBHH
CBHIETeNeH M JAaHHbie 00 3TOM BHECEHHI B METUIMHCKYIO [MOKYMEHTAIHIO
rpaXJaHHHA B MOpPsKe, YCTAaHOBICHHOM YIIONMHOMOYEHHEBIM delepanTbHuIM
OPraHOM HCITOJIHHUTENLHOH BIIACTH.

4. B cnydae OTCYTCIBHUS BEIPAXEHHOTO IpH MKU3HHA BOJICU3BSBIICHHUS
Tuna, yKa3aHHOrO B ITyHKre 1 dactH | HacTosIeH CTATEH, B OTHONIEHHH
MOCMEPTHOTO AOHOPCTBA IHONYYEHHE ero OHOIOTMYEeCKOro Marepuaa mocie
CMEpPTH JifId NPOM3BOACTBA OMOMEIMIIMHCKOIO , KIIETOYHOIO IpPOAYKTa
JIOMyCKaeTCs IPH HATTHYHH  COrTACHS Cynpyra yMepluero, a IIpd ero
OTCYTCTBHH - OJHOTO M3 POJICTBEHHHKOB ([ETH, POJUTENH, YCEIHOBIECHHEIE,
YCHIHOBHMTENH, pPOJHBIE Oparhs H pOAHBIC CECTPEl, BHYKH, IEAyIIKA WU
6abymika), BEIPAKEHHOIO IUCEMEHHO B (OpME 3afBJIEHHs, 3aBEPEHHOI0
PYKOBOOMUTEIIEM MENUIIMHCKOH OpraHuzaiuyd WM VIIOJHOMOYEHHBIM 3THM
DPYKOBOAHTEIEM JIHITOM JTUO0 HOTapHATIBHO.

5.1lpy HanmMYMH BONEU3BABIIEHMS yMEpUIEro JHIa, YKa3aHHOTIO B
oyHkre | yacTH 1 HacTosAlleHd CTaThby, BLIPAXKEHHOIO MM IPH XKHU3HH, O
COrJIACMHd WIIM HEeCOITIaCMH Ha IpeJoCTaBleHHe ero OHOJOru4YecKoro
Marepuata Iociie CMEPTH UL IPOH3BOACTBA OHOMEIHITMHCKOIO KIIETOYHOTO
NMPOAYKTA M 3asBJIEHHUS CYNIPYyra yMepiero U060 poACTBEHHUKOB, YKa3aHHBIX B

HacTH 4 HACTOsIIeH CTATBH, HE COBNAAAIONINX Mexay coloi, mpu pemieHHH
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BOMpPOCA O BO3MOXHOM [JOHOPCTBe OHOJNOTHYECKOIO MaTepHana  JJis
ITPOU3BOACTBA OHOMEIUUHMHCKOrO KIETOYHOIO MPOJYKTa NPHOPHTET HMeEeeT
BOJIEU3bABIICEHHE YMEPIIEro IpaxJaHnHa.

6. IHopsinox menuumHCcKOro obcnenoBanmus JOHOpa OHONOTHYECKOTO
MarepMaia s BBUIBJCHHSI — [POTHBONOKA3aHWNW  [UIA  HOIy4YeHHs
OHONOTHUECKOTO MaTepdalia B IeNigX [POH3BOACTBA OHOMETHIMHCKHX
KIIETOUHBIX  IIPOJAYKTOB, BKIOYas TECTHPOBAHHME Ha  HOCHTENHCTBO
HHQEKUHOHHBIX areHTOB, W IepevdeHh NMPOTHBONOKA3aHHA (aOCOMOTHRIX H
OTHOCHTENBHBIX) IS HOJTyYeHU S OHONOTHYECKOTO MarepHana
B LeIX  NPOM3BOACTRA  OHWOMEIMIIMHCKHMX  KIIETOYHEIX  HPOIYKTOR
YTBEPXKIArOTCH YIIOJHOMOUEHHBIM (ellepalbHEIM OpPraHOM HCIOTHUTENBHOMR
BJIACTH.

7. ITosry4enne BHONOTHYECKOro Marepyalla MpH MOCMEPTHOM JOHOPCTBE
HE JOMyCKAaeTCs:

1)y yMepmuero HecOBEPIIEHHONETHEr0 JIMIA, 332 UCKHOYeHUEM
yKa3aHHOIO B IIyHKTe 1 wacTu | HacTosme# cTaThy, WM NHIA, TPU3HAHHOTO B
YCTAHOBJIEHHOM 3aKOHOM MOPAAKE HeJeecnoCOOHBIM;

2) IpH OTCYTCTBUH OQHOBPEMEHHO BOJICHM3BSBIICHUA, BEIPAKEHHOIO IIPH
SKH3HH TANOM, YKa3aHHBIM B IIYHKTe 1 yacTH 1 HacTOMINEH CTATRH, O COTNIACHH
Ha ﬁpe}IOCTaBHEHHG ero OHOJIOrHYecKOoro MarepHasia II0CTe CMEepTH IS
IIPOM3BOACTBa OHMOMEIUUMHCKOIO KIETOYHOrO IPOAYKTA K COIVIACHU €ro
cynpyra (Cymnpyrd), a 0OpH HX OTCYTCTBHH - OHHOIO H3 POJACTBEHHUKOB,

YKA3aHHBIX B YacTH 4 HACTOSAINEH CTAaThH.
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8. ®opma MHGOOPMHPOBAHHOTO JOOPOBOJIBHOTO COMJIACHA  JOHOpA
IpCJOCTABUTE  CBO#f  OMonorudveckdif  marepwan [ig  [POHM3BOJCTBA
OHOMEIHIIMHACKOIO KJIETOYHOIO IIPOJAYKTa, ¢opMa cONIAcHsi 3aKOHHOTO
IIPEACTABHTENS HECOBEPUICHHOJIETHENO JIMOA M JIMIA, NPHU3HAHHOTO B
VCTAHOBJIEHHOM  3aKOHOM  IIOpSJIKE HEACeCIOCOOHBIM, B  OTHOIUEHHH
[IPeNOCTABNEHUs  OHMOJOTHHYECKOrOo  MaTepdala  JAAf  [NPOH3BOJACTBA
OHOMEIHIIMHCKOrO KIETOYHOIO MPOAYKTa B CIIy4Yasdx, YKa3aHHBIX B 4acTax 1 U

4 pgactosmied CTaThH, YTBEPXNKJAIOTCA YIIOJHOMOUYEHHEIM (eaepaibHLEIM

OpraHom HCOOJHUTEIBHOM BIIACTH.

Crates 4]1. IIpaBa n 06513aHROCTH TOHOPA GHOOTHYECKOT 0
MaTepHaJa NPH IPHKH3HEHHOM /IOHOPCTBe,
poxuTeleH H HHBIX 3AKOHHBIX NpeAcTaBHTe el ToHOpa
OHOJIOTAY9EeCKOI'0 MATEePHAJIA

1. JoHop OHMOTOTHYECKOro Marepuata MpU HPIKHM3HEHHOM JOHOPCTBE
WJIH €ro 3aKOHHBIA [Ipe/ICTaBUTENh HMEET 1IPaBo:

1) Ha uHQOPMHpOBaHHEe B JOCTYNHOH ¢opMe © OHOMEHHITUHCKOM
KJIETOYHOM TPOAYKTE, Mg ITPOU3BOACTBA KOTOPOTO HPEeJOCTABIACTCA
OHONOTUYECCKHM  MaTepHan, I[IOpsAKe TIONy4eHUs W  HCIOJIB30BAHHA
OHONMOrH4ecKoro MaTepHalia JOHOpPa, BO3MOXHBIX IOCHEACTBHAX H3BATHI
OHOJOrHYeCKOTro MaTepHuana Uil 300pOBhs IOHOPA;

2) 3aj1aBaTh MKOOBIE BONPOCHL, CBA3AHHEIE ¢ HPEJCTOSIIHM MEIHITHHCKIM

BMCHIATENIBECTBOM, H IIOJYYATL Ha HUX IIOJIHEBEIC OTBCTEI,
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3) oTKkazaThes B MHOG0H MOMEHT [0 Ha4alia M3BATHA OHONOrHYIecKOoro
MaTepHala OT ero npenoCTaBIICHUA.

2. Jonop Ononorudeckoro Marepuajia Mpu OPHKAZHEHHOM JOHOPCTBE
(ero 3aKOHHBIH MpeACTABUTEIIR) 0053aH COODIHUTS:

1) M3BECTHEIE €My CREJICHUS O MePEeHEeCeHHBIX JOHOPOM H UMEIOIIUXCH Y
JloHOpa 3a00NNeBaHUSX

2) 06 ynorpebienun JOHOPOM HApKOTHYECKHX CPENCTB, ICHXOTPOITHBIX
BEIIECTB, JICKAPCTBEHHBIX [IpErapaTos;

3) MHYIO HHPOPMAIHIO, TPSACTABIAIONIYIO 3HAYeHHEe NN obecredeHus
Hez0macHoTo JOHOPCTBAa OMONOTHYSCKOro MaTepHaa.

2. JloHOp OHWOJIOTMYECKOTr0 MaTepHana [pU IPKH3HEHHOM ITOHOPCTBE
00g3aH NPOWTH MEIHUHHCKOE 00CNenOoBaHHe, BKIOHYAsd TECTHPOBAaHHWE HA
HOCHTENHCTBO MHPEKIMOHHBIX areHTOB.

3. loHOp OMONOTrMYecKOTO MaTepHalia MpH [PKH3HEHHOM JOHODPCTBE
(ero 3aKOHHBIN IIpeACTABHTENb), YMBILUIEHHO CKPHIBIIMH HJIH HCKa3UBIIUH
U3BECTHBIE €MY CBEJIEHUS O COCTOSHHH 370POBBS AOHODA NIPH OCYILECTBIICHAM
UM NPIKH3HEHHOTO HOHOPCTBA, B pe3yNbTaTe Yero IpHYHHeH Bpel 370POBBIO
B OKHM3HM [afUCHTa, MEJMIHHCKHX pabOTHUKOB, WHBIX JHI, HeceT
OTBETCTBCHHOCTh,  YCTAHOBJIICHHYIO  3aKOHOZATEILCTBOM  PoccHiickoH

Penepanuu.
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Crarps 42. OpraHu3alHi, B KOTOPBIX 0CYIIeCTBJIsIeTCH MOJIydeHne
(n3psATAE) OHOJIOTHYECKOT'0 MaTepHaja JJIst
NPONU3BO/IcTBa OHOMEIUIMHCKHEX KJI1eTOYHBIX HIPOAYKTOB

1. Ilomyuerne (u3bATHE) OMONOTrHYECKOro MaTeépHala OT JOHOpA
OHONOrHYECKOro MaTepHaia JJisd MPOU3BOACTBA OMOMETHIIMHCKHX KIIETOYHEIX
TPONYKTOB, MEIUUHHCKOE 0OCNEIOBAHHE B CBA3M C 3THM AOHOpa B LiENAX
BEISBIEHHS TPOTUROIOKA3aHUHU IUIA [TOTy4YeHHS (M3BATHA) OGHOJIOIMYECKOYO
Marepuaia, BKIIOYAsd TECTUPOBaHUE Ha HOCHTENBCTBO WHQEKIIHOHHEBIX
AreHTOB, OCYUISCTBISIOTCA B OPraHH3amUsX, HMEIOIIWX JUUEH3WIO Ha
METUUHHCKYIO NeATeTbHOCTE.

2. OpraHuszanus, B KOTOpPOH OCYIIECTBIETCA IONydYeHHEe (H3IBATHE)
6AOOrHYEcKOro MaTepuaia JUis [POU3BOACTBA OHOMEIMUNHCKUX KIETOYHBIX
IIPOTYKTOB, PErHCTPUPYET B CHEUWATEHOM SKypHATe KaKIBI cioydai
monydeHHss (H3BATUA) Ouomnoruyeckoro wmartepraita. PopMa d  IMOPAMOK
BEJICHHS TAKOTO JKYpHANA YTBEPKIAIOTCA YIIOJHOMOYEHHEIM (e/lepanbHbIM
OPraHOM HCIIOJIHUTETEHON BIIACTH.

3. Ionydenne (M3bATHE) GHONOIHYECKOIO MaTepHAIa A TIPOU3BOICTRA
OHOMEMIIMHCKHX KJIETOYHBIX TPOAYKTOB OCYIHECTBISIETCS B COOTBETCTBHH
C UpaBUTaMH  OpraHH3agud  I[POM3BOACTBA W KOHTpONd  KauecTsa
GHOMETUITHHCKIX KITETOYHEIX MPOJYKTOR, YTBEPK/IACMBIMHI YITOJTHOMOYCHHBIM

denmepalbHEIM  OpPraHoM — HCHOJIHMTENBHOH — BacTH  (Jiajiee - MpaBmiia
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Opradu3aluy [IpOM3BOJICTBA M  KOHTPONS KadecTBA OHOMEIMIIHHCKHX
KJICTOYHBIX IPOJIYKTOB).

4. [Toyuenue (u3psaTHe) OMOTOTHYECKOTO MaTEPHANTA [T TIPOU3BOICTRA
OMOMENHIIMHCKUX KIETOYHBIX IPONYKTOR, MEIHLUHCKOE O0OC/IeoBaHUE B
CBA3H C B3THM JIOHOpa AJIA BBISBICHUS MNPOTHBOIOKA3aHUM JUIL MOJIYYeHHUS
(M3bATHA)  OMOMOTHYECKOTO  MaTepHana, BKIOYas TeCTHPOBAaHHE  Ha
HOCHUTENbCTBO  MH(pEKUMOHHBIX  aleHTOB,  XpaHeHHe W [epegada
OHONOrMYEeCKOro MaTeprana [POU3BOAUTEINIO 6H0MenHuHH¢KHx KJIETOYHBIX
IIPOAYKTOB  OCYWIECTBIFOTCA 3a CUeT MpOM3BOAHTENS OHONOIMYecKUX
KJIIETOYHBIX IIPOJYKTOB Ha OCHOBAaHHHM JIOTOBOpa MEXJy OpraHHU3alluei,
UMEIOIEH JHUEH3HI0 Ha OCYILIECTBIEHHE MCIUIIMHCKON [IeATENBHOCTH,
¥ [pOU3BOAMTENEM OHMOMEIUIIUMHCKMX KISTOUHBIX TPONYKTOB.

I'maBa 7. IIpouzBoscTBO H MapPKHUPOBK2 OHOMEHIAHCKHX
KJICTOYHBIX NPOAYKTOB

Crares 43. IlpoA3BOACTBO M NMpOJAXKA GAOMeTHIAHCKHAX KAeTOYHBIX
NPOAYKTOB

1. IIpousBojacTBO OHMOMETUIIUHCKIAX KIETOYHEBIX NPOAYKTOB
B Poccuiickoin degepalid OCYLIECTBISETCA OpPraHU3aIIMsAMH, UMEIOUIMMHU
JMULEH3XAI0  HAa  OCYIUECTBIEHHE  OEeATENBHOCTH MO  IPOMU3BOACTBY
OHOMe TUITHHCKHX KIETOYHBIX NMPOAYKTOB (Janee - MPOU3BOAHTEIIHN).

2. ObsA3aTenEHEIM — YCIOBUEM npenocTaBlIeHus TTAITEH3UH Ha

OCYILIECTBIICHHEC JCATENBHOCTH 1o NpOHU3BOACTBY 6HOMG,U;HLIHHCKHX
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KJIETOYHBIX TPOAYKTOB SABJISICTCS IPUIOXKCHHE K 3a9BICHUIO0 COMCKATENs
JIMIEH3UH, B KOTOPOM yKasmﬁaeTCﬁ TAOD OUOMENUIIMHCKOrO KJIeTOYHOI'O
OponyKTa (ayTONOTHYHBEIA, AUIOTeHHBIH, KOMOMHHpPOBAHHEIH), KOTOPHIA
IIPOURBOJIMTENE  OHOMEOUIIMHCKOTO  KJIETOYHOIO — ITpOAYKTa  HaMmepeH
MIPOMU3BOIUTE.

3. He momyckaeTcs NPOU3BOAMTENSMH OHOMEIUIMHCKHX KIETOUHBIX
IPOTYKTOB NPOUIBOMCTBO HE 3aperHCTPHAPOBAHHEIX B Poccuiickoit Pemepanun
OHOMEOMIMHCKHUX  KJIeTOYHBIX [PONYKTOB, 233 HCKINOYEHHEM CIydaes
MPOU3BOJACTBA OHOMEIUIIMHCKMX  KJIETOYHBIX HOPOAYKTOB  ONsS  Hemneid
JOKIUHUYECKNX U KIIHHUYESCKUX. HCCIeTOBaHMM.

4. ITpousBoacTBO OHOMETHITHHCKHAX KJIETOYHEIX MPOAYKTOR
OCYHIECTRJIeTCH ¢ coOmojieHHeM TpebOBaHUH  perfnamMeHTa, KOTOpPHIA
YTBEPIKJIA€TCS PYKOBOJUTEIEM IIPOU3IBOOUTENST OMOMEIUIIMHCKIX KIIeTOYHBIX
MPOAYKTOB M BKJIIOUAET B ce0s mepedeHhb HCIONb3YeMEBIX KJIETOUHLIX JIMHHH,
dbapManeBTHYCCKHX CyOCTaHLmil, MeTHIWHCKUX U3AeNTHH W BCIIOMOraTeIBEHbIX
BEIECTB ¢ YKa3aHHEeM KOJTHYECTBa KakA0TO U3 HHUX, JaHHEIE 00 UCIIONB3yeMOM
000pyAOBAHHH, OITHCaHHe TEXHOJOTHYECKOro HpoIecca W METOAOB KOHTPOJIS
Ha BCeX 3Taax IPOU3BOICTBA OHOMEIVUIHHCKIX KIETOYHBIX NPOJIYKTOB.

5. ITpou3BoACTBO OHOMENHUIMHCKHX KJIETOYHBIX MPOOYKTOB OJDKHO
COOTBGTGTBo;BaTB NIpaBHIIaM OPraHW3alUH IIPOHU3BOJICTEA M KOHTPOJII KadecTBa

OHOMEHIHUIMHCKUX KJIETOYHEIX ITPOTYKTOB.
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6. 3anperraeTcs OPOU3BOJICTRO:

1) OHOMEeIMUMHCKUX  KJIIETOYHBIX TIPOAYKTOB, HE BEJIIOUCHHBIX B
rOCYJapcTBEHHBIH peecTp OHOMEIMUMHCKMX KJIETOYHBEIX MPOAYKTOB, 3a
UCKITFOUeHHEM OMOMEIUIMHCKUX KIETOYHBIX MPOAYKTOB, MPOU3IBOAUMEBIX IS
reneil JOKTHHHISCKUX U KITMHUYIECKHAX UCCIeNOBAHUA;

2) hanecuGUIMPOBAHHBIX OHOMEIUIMHCKUX KICTOYHEIX TIPOJTYKTOR;

3) OHOMEIUUMHCKHX  KJIETOYHBIX TNPOOYKTOB 0Oe3  JIMIICGH3IWH Ha
OCYLICCTBIEHUWE  NEATEeIFHOCTH MO TIPOM3BOJACTBY  OHMOMETUITMHCKHUX
KJIETOUHBIX IIPOJIYKTOR;

4) OMOMETUIMHCKUX KJIETOYHBIX IPOAYKTOB C HapyUIEHHEM I[PaBUIl
OpraHM3alMM IIPOU3BOACTBA M KOHTPONA KA4ecTBa OHOMETUIIMHCKHX
KJIETOYHBIX MPOIYKTOB.

7. 1lpu BROZE OMOMENUNMHCKHUX KJICTOYHBIX NPOIYKTOB B IPaXAaHCKHH
000POT YIONHOMOYECHHOE JTHIIO NTPOU3BOIUTENA DUOMEIHIHHCKUX KIeTOYHBIX
MPOAYKTOB OCYIHECTBIIAET MOATBEPKICHUE COOTBETCTEHS OHOMEIMI{HHCKHX
KJICTOYHBIX ~ TPOAYKTOB  TpeOOBaHMAM,  YCTAHOBICHHEIM  IIpH  HX
rOCYI@pPCTBEHHOW PpErucTpalyy, W TapaHTHPYeT, YTo OHOMEIHMIIHHCKHE
KJIETOYHbIE NpONYKTBI IIPOM3BEJEHBl B COOTBETCTBHH ¢ TIPaBHIIAMH
TIPOH3BOJICTBA ¥ KOHTPOJIA Ka4ecTBa OHOMEIUIMHCKUX KIICTOYHBIX TIPOLYKTOR.

&. YIOomTHOMOYEHHEIM THIOM MPOU3BOUTENS OUOMENAITMHCKAX
KJIETOYHBIX HPONYKTOB  SABJIAeTCA ero padOTHHUK, aTTeCTOBAHHLIA B

YCTaHOBTIEHHOM YIIOTHOMOYEHHHBIM (efepanbHbIM OpraHOM HCHOIHUTETBEHOMR
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BIIACTH ITOPALKE, HMEIOIHH BrhIciuee 0OpazoBaHyue COOTBETCTREHHO 10 OJHOU
U3 crienpagrHocTell U (MITH) ONHOMY U3 HAJIpaBIeHUH IMOATOTOBKH (OHOOTHY,
OUMOTEXHOJIOTHsI, BeTepHHapud, (apmanus, GQyHIaMeHTaIbHad MEIMUUHA,
XUMHYecKas TEeXHONOTHSI) M Npomequii obydeHwe IO JONOJHHUTENBHOMH
npodecCHOHATEHOM TiporpaMMe TOBBIIIEHHS KBaTH(MUKALWKH IO BONpOcam
HpﬁmeHeHHH OHOMENUUMHCKUX KITETOYHEIX TTPOAYKTORB.

9. IlpousBomuTend OUOMEIMIIHHCKUX KIETOYHBIX IIPOJYKTOB MOIYT
OCYUIECTBIIATE IPOAAKY OHOMEOMUMHCKHX KIETOYHBIX ITPOAYKTOR HIJIH
repesaBaThk uX:

1) IpyruM TIpOH3BOAMTENAM OHOMEIMUIHHCKHX KIICTOYHBIX ITPOAYKTOB
ZJIS IPOM3BOJICTBA ODHOMENMITUHCKHX KIETOYHBIX HPOAYKTOR;

2) HAY9HO-UCCIEOBATEIECKUM OPraHU3aIIM TSt HAYYHO-
HACCIIeI0BaTE)IECKOR paboTHI,

3) METAITHHCKHM OPraHu3allHuiIM, AMEIOIIHM THUEH3UH Ha
. OCYIIIeCTBIIEHHE METHITMHCKOH JeATeIbHOCTH MO OKAZAHHIO COOTBETCTBYIOIHX
yCIyT (BRIMOJHEHHIO PaboT).

10. IIparuita HpO,ILa}KH U MOPSIAOK Mepeadd OHoMe JUITHHCKHX, KIIETOYHBIX

IpOIYKTOB ycraHasnuBatores I IpasurensctBoM Poccuiickoit denepatiuu.

Craresa 44. MapkupoBKka O0HOMeIHIHHCKHX KJI€TOYHBIX IPOAYKTOR

1. BHoMenuIMHCKHEe KIIETOYHBIE IIPOJYKTHL IMOCTYIAIOT B oOpalneHHe,

ECITHL
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1) Ha HX DEpBHYHOI YIIakOBKe XOpPOLIO YHTAEMBIM IUPHPTOM Ha
PYCCKOM S3BIKE YKA3aHBL:

a) HaHMeHOBaHHE OHOMEIHIIMHCKOrO KJIETOTHOTO MPOJIyKTa;

0) HOMEp PEerHCTPALMOHHOIO YI(OCTOBEPEHUS;

B) IPOU3BONHTENE C YKa3aHHEM HAUMCHOBAHMS, €TI0 MECTOHAXMKICHHA U
MecTa [IPOU3BOACTBA OHOMEUIIHHCKOTO KINETOYHOI0 MPOJYyKTa;

') HOMEp CepHH;

1) 1aTa BBIIYCKA;

€) CPOK F'OABOCTH;

JK) YCJIOBUS XpaHEHHS,

3) TUII M XapakKTepUCTHKA COJIEPIKALIMXCS KIETOK, WX KOJIUYECTBO HIIH
KOHLICHTPALUs;

H) CII0cO0 NpUMEHEHHS,

K) THIT OHOMEJHIIMHCKOIO KJIETOYHOTO TNPOJyKTa (AyTONOrHYHEBIH,
ATTOTeHHBIH, KOMOMHUPOBAHHEIH );

1) 06BEM, pé3M6p U KOJIM4eCTBO J103;

M) TIOKA3aHHUS K IIPUMEHEHHIO;

H) OTCYTCTBME (HalH4He) TeCTUPOBAHHBIX HH(DEKIIHOHHEIX areHTOB;

0) OHoJIOrUYecKHe XapaKTePUCTHKH OHOMEJHIIMHCKOrO — KJIeTOYHOIO

IpoaykTa (B ciiy4ae HeoOXOAUMMOCTH );
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1) NpeRynpeguTeNbHbe HAITUCH;

2) Ha UX BTOPUYHOH (MOTpeOHTENECKOH) YIAKOBKE XOPOINO YHTAEMBIM
pHdTOM Ha PYCCKOM SA3BIKE YKa3aHb:

a) HauMeHoBalHe OMOMEIUIIHHCKOrO KIETOYHOr0 MPOIYKTA;

©) HOMep perucTpaHOHHOTO YIOCTOREPEHHS;

B) NIPOU3BOAUTENL C YKa3aHMEM HAaWMEHOBAHUS, €TI0 MECTOHAXO0XKICHUT H
MeCTa IPOM3BOICTRA GHOMEIUIIMHCKOIO KIIETOYHOIO NPOAYKTa;

I') HOMEp CEPHY;

1) naTa BEHITYyCKa;

) CPOK rOIHOCTH;

) YCIHOBHS XPaHCHU;

3) THIT- M XapaKTepHCTHKA COAEepPXKAIIUXCs KJIETOK, WX KOJMYECTBO HIH
KOHIIEHTpals;

H) cIoco6 MPUMEHEHHUS;

K) THIL OHOMENHIIMHCKOIO KIETOYHOIO HPOAYKTa (ayTONOrHYHEIH,
AJUIOTeHHEIH, KOMOMHUPOBAHHEH );

) 06peM, pazMep U KONUYECTBO NO3;

M) TTOKa3aHus K IIPUMCHEHNIO;

H) OTCYTCTBUE (HAITMYHE) TeCTHPOBAHHBIX HHOEKUNOHHEIX areHTOB;

0) OHONOTHYECKHE XAPAKTePHCTHKH OHOMEIHIHHCKOTO KJIETOYHOIO

npoaykra (B cnydyac HCOOXOIMMOCTH);
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) IpeylpeuTeNEHEIE HATMHCH.

2. Ha 1epBHYHY0 YIAKORKY M BTOPHYHYIO (IOTPeOHTEIIBCKYIO)
YIAKOBKY OHOMEJMIMECKHX KIIETOYHBIX NPOJAYKTOB HAHOCHTCA HAJIIIHChH
"AYTONOTHUYHEIR OMOMEIHLIWHCKUI KIETOYHBIR Mpoaykr", uinu "AJuloreHHbIH
OMOMEJUUUHCKAN  KHeTouHeH  upoaykr', wunu  "KoMOUHHpOBaHHEBIH
OMOMEAUUMHCKH Y KIIeTOUHBINH MPOTYKT".

3.Ha mnepBHYHYKW YIOaKOBKY W BTOPHUYHYHO (TOTPeOHTENBCKYIO)
YIAKOBKY OMOMEIHIMHCKHX KJIETOYHBIX NPOAYKTOB, TMpelHa3zHAUeHHBIX ISt
KIMHHYECKUX HCCIeJOBaHMM, HaHocuTcs Hamamucs "I  KNMHUYECKHX
HcclIeoBaHuH'".

4.Ha TpaHCHOpPTHYIO Tapy, KOTOpas He IpejHazHadeHa I
rotpeduTeneif M B KOTOPYI TIoMelieH OWOMEAMIIMHCKUH KIeTOYHBI
IIPOIYKT, HAHOCHTCS HHGQopManus o HaiMeHOBaHWH,
cepud  OMOMEJHIMHCKOTO  KJIETOYHOrO  MPOJyKTa,  jaTe  BBITYCKa,
KOIMYEeCTBE BTOPHUYHBIX (TOTpeOHTENbCKUX) YHAKOBOK, TIPOH3BOIHATENC
OUOMEIHIMHCKOTO KJIETOYHOTO MPOJAyKTa ¢ yKa3laHHeM HaWuMCHOBAHUS,
ero  MEeCTOHaxOXIEHUs M  MecTa IpPOM3BOACTBA  OHOMEIHI[HHCKOTO

KJIeTOYHOro IpoAyKTa, a Takke HHPOpMaUMs O CpOKe TOJHOCTH

OHoMe U IMHCKOT O KJIETOYHOTO MPOIYKTA, 00 YCIIOBHAX ero
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XpaHeHUsd ¥ TPAHCHOPTHPOBKH, HeoOXOAUMBIE NPEeAyNpeuTeNhLHEE HAMITHCH
U MaHUIYJISTOPHEIE 3HAKU.
5.Ha BTOpuuHYIO (IIOTPEOHTEIBCKYK)) YIIAKOBKY OHOMEIHIMHCKOTO
KJIETOYHOTO NIPOJAYKTA HAHOCUTCS IITPHXOBOH KOJI.

['rraBa 8. TpaBncnopTrHpoOBKa, XpaHeHHe H YHHUYTOKEHHAE
OHOMOTHYECKOr0 MaTepHaaa, DHOMEAHIIMHCKOT 0
KIeTOYMHOI0 NPOAYKTA
CraTtes1 45. TpaHcHOPTHPOBKA H XpaHeHHE ODHOJIOTHYECKOro
MaTepHAaIa, KJIeTOK AT IPHTOTOBICHNA KIeTOYHBIX
JIMHHH, TpeJHa3HaYeHHBIX /I IPOU3BOJCTBA
OHOMEIHIHHCKOT O KJIETOYHOTO MPOAYKTA, a TaKKe
OHOMEXHITHHCKOT 0 KJIETOYHOT O TPOAYKTa
1. buosiornyeckdit MaTepHal, KIETKH IS IIPUCOTOBJIIEHUA KIIETOYHBIX
TUHHH, MpefHA3HAYEHHBIX IS [MPOM3BOJACTBA OHOMEIUUMHCKOTO KIETOYHOTO
NPOAYKTa, & TalKe OHOMEIMUHHCKUH KJIETOYHBIH [POAYKT JOJDKHEI
TPAHCIIOPTHPOBATECA U XPAHUTBCA B YCJIOBHSIX, 00ECIICUNBAONINX COXPAHEHHE

AX OHOJIOTUHYCCKHX CBOHCTB H [IpenoTBpallaroiX HX 3arpsi3HecHHE

XAMHYCCKAMH BeleCTBaMU U UHQHIIUPOBAHHE.

2. lIpapuna TpaHCIOPTUPOBKU M XpaHEHHS 6H0nornquK0fo Marepuana,
KJIETOK JJI TIPUTOTOBICHUS KJIeTOYHBIX JUHUHK, Tpe/JHasHaYeHHBIX s
ITPOM3BOACTBAE OHOMENHIHHCKHX KJIETOYHEIX [POAYKTOB, OHOMEIHIMHCKAX
KJIETQUHBIX IIPOANYKTOB, YCTaHaBIUBAIOTCA YIIOJIHOMOYEHHHIM (elepaabubiM

OpTaHOM HCIIOJTHUTEIFHON BJIACTH.
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Crarbst 46. YHHYTOXKeHHe OHOJIOTHYECKOT0 MaTepHaa,
HeBOCTPeOGOBAHHBIX KJIETOK JUIA IPATOTOBICHHS

KJIETOYHBIX JHHHAR, pefHAIHAYEeHHBIX JIIf
IPOH3BOACTBA OHOMEIHITHHCKOTO KJIETOYHOT 0
NPOAYKTA, 2 TAKKe OHOMEIMIHHCKAX KJIeTOYHbIX
OPOAYKTOR

1. HeBocTpeGoBanHbIA OHOTOTHYECKUH MaTepuall, HeBOCTpeOOBaHHEIC
KIIETKH JIJIS IIpUIOTOBIEHHS KJIETOYHBIX JIMHHM, MpeJHa3sHAYeHHBIX IS
IIPOU3BOACTBA OMOMEITHIIMHCKOIO KIETOYHOTO NMPOAYKTa, HEBOCTpeGOBAHHEIH
OHOMEMIUHCKUN KITETOYHEINA OPOAYKT HE MOTYT OBITh MCIIOIB30BAHBI B HHBIX
LUeIsaX, 4eM IIpelycMoTpeHo B Hactosiem DegepabHOM 3aKOHE, H ITOJJIEKAT
00s3aTeIRHOMY YHUYTOKEHHUIO B HOPSJIKE, YCTaHOBNEHHOM
3aKoHonarenscTBoM Poccuiickoi Pegepalnu.

2. banbcuUITUPOBaHHBIC WU HEJIOOPOKAYECTBEHHEIE OUOMETUITHHCKUE
KJIETOYHBIE ITPOAYKTHl MNOIEKAT HIBATHIO M3 TIpaxIdaHckoro obopora H
OOCNIEAYIONIEMY  YHHUYTOKEHHMI0 Ha OCHOBAaHHM pEIIeHHs  BJIaJ(Eablla
OHOMEAUITHHCKUX KIIETOYHEX ITPOAYKTOB U (JUTH) penIeHUs YIOTHOMOYEHHOTO
(dbeepansHOro OpraHa UCIIOJHHTEIBHON BIIACTH WITH pEllleHUA Cyia.

3. Konrpadakrable OHOMETUIIMHCKHE KIIETOYHbBIE IMPOAYKTHI ITOJIENKAT
H3BATHIO U3 MPAKIAAHCKOT0 000POTa H YHHUTOKEHHIO 110 PEIICHHIO CY/14.

4. IMopsimok YHHAYTOXEHMS dhranscHuHUIPOBAaHHBIX,

He10OpOKadeCTBEHHBIX H KOHTpahaKTHEIX OHOMEAMIHHCKMX KIIETOYHBIX

npoaykToB ycradasnupaercs [Ipasurenscteom Poccutickoit @eneparmu.
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5.Pacxonpl, cBA3aHHBIE C YHHYTOXKEeHHEM GaTbCHPULUPOBAHHBIX,
HeAOOPOKAYECTBEHHBIX W KOHTpa(akTHBIX OHOMEJUIHHCKUX KIETOYHBIX
HNPOAYKTOB, BO3MEILAKOTCSA UX BJIAJENBIEM.

6. Bnageney OHOMEAMUWHCKOrO  KJIETOYHOIO  TPOAYKTA  HOIDKEH
NpelcTaBUTh B YIHNOTHOMOYEHHEIH denepanbHBIl OpraH HCIOJIHHUTENIbHOH
BJIACTH JOKYMEHT, MOATBEPKAAIIMHA (aKT YHHYTOXKEHHS OMOMEIULIUHCKOTO
KJIETOYHOTO TIPOAYKTAa, MM €r0 3aBePEHHYIO B YCTAHOBIEHHOM MOpsIKe
KONHIO.

7. YnonHoMOueHHBIH (¢elepanbHBlii OpraH MCHOONHHTENbHOH BJIACTH,
NpPUHSIBIIMI pelieHHe 00 YHHYTOXEHUH OHOMEAHIHMHCKOIO KJIETOYHOTO
NPOAYKTa, OCYIECTBIACT KOHTPOJIb 32 €70 YHHUTOXEHHEM.

I'napa 9. IIpumMenenne GHOMeMIHHCKHX KJIETOYHBIX NPOAYKTOB

Crates 47. MeauMnHHCKAas NOMOING ¢ NPAMEHEHHEM
OHOMEAHIHMHCKHNX KJIeTOYHDLIX MPOXYKTOR

1. MegunuHckas NOMOIb C IpUMeHeHHEM OHOMEIUIITHCKHKX KIETOYHBIX
IPOAYKTOB OPraHHU3yeTCs H OKa3hIBaeTCd B COOTBETCTBHH C IIOPSAAKOM
OKa3aHHMsg MEeJUUMHCKOH T[OMOIIM, O00s3aTeNbHBHIM [N HCIOJHEHHs B
Poccuiickoli denepauun BceMH MEIUIIMHCKHMH OpPrasHv3alMsMH, a TakKe Ha

OCHOBE CTaHaapToOB MEIULIHHCKOH HOMOIITH.
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2. IIpumenenue OMOMEJIUITHHCKHAX KJTETOYHEBIX ITPOAYKTOR
OCYUICCTBISIETCA B OpraHU3alMAX, MMEIOIIUX JNHMIECH3UIO Ha MeJHIUHCKYIO
JAEATETEHOCTE.

3. MeIMIMHCKYXY ~ MOMOIIL ¢ MpUMEHEHHEM  OMOMETHIIMHCKHX
KJIETOUHBIX [POJAYKTOB MOI'YT OKa3biBaTh TOJBKO MCAMIUHCKHE PabOTHHKH,
npouemye 06y4eHue 10 JONOJIHUTENBHON MpodeccnoHaNbHOM IporpaMme
TIOBEBIIIEHHSA KBaNMQHKALUUKM [0 BOMPOCAM IpPHUMEHEHHs] OHOMeIMLIMHCKUX
KJIETOYHEIX IIPOAYKTOB. LIpHMMEpHBIE MOIOJIHMTENBHBEIE MNPOdECCHOHANLHEIE
IIpOrpaMMBl  TIOBBIUICHUS KBaIM(pHUKAIUMM 1O  BONPOCaM  [IPUMCHEHHS
OHOMEIMIMHCKHX KIIETOYHBIX IPOAYKTOB YTBEPXKIAKOTCA YITOTHOMOUEHHEIM
heslepanbHBIM OPraHoM UCIIOIHUTCIBHON BIaCTH.

4. MenulMHCKasA TOMOIIE ¢ TpAMEHEHHeM OHOMEIULHHCKHUX KIeTOYHBIX
NpOJAYKTOB OKA3BIBAETCH NMPH HATWYHH HHOOPMHUPOBAHHOIO j10OPOBOJBHOIO
COTJIACHS MAalMeHTa, JaHHOrO B IOPSOKe, YCTAHOBIEHHOM YIOJHOMOYEHHEIM
dbenepabHEIM ~ OpraHoM  MUCHOJIHHTENBHOH  BIACTH, HA  OCHOBAaHUH
HHQOpMallMK, yKazaHHOH B dactu | ctaTem 20 DepepanbHOro 3aKoHa
oT 21 Hosb6ps 2011 roga Ne 323-03 "O6 ocHOBaX OXpaHb! 3/10POBbA rpax/iad B

Poccuiickoit depepaumn” u cojepxamedl B TOM 4MClIe CBEICHHA O

OPUMEHAEMOM OHOMEMITUHCKOM KIETOUHOM HPOAYKTE.
5. CaMoCTOSTENIEHOE — NIPUMEHEHHe  NalHeHTOM  OHOMEIUIIMHCKHX

KJIETOYHBIX IIPOAYKTOB HE NOIIYCKAETCs.

24122941.doc




118

6. BHOMeUIIHCKUE KITETOYHEIe IIPOXYKTH, B COCTAaB KOTOPLIX BXOJST
KJIETOYHBIE JIMHHM, [ONYYeHHBIE H3 OMONOrHYEecKOr0 Marepuata JoHOpa
OHOTOrHYECKOr0 MATEPHATA, UMEIOIIEro MPOTHBOMOKA3AHHNS, BXIIOYEHHLIE B
rnepedeHb IIPOTHBOMOKA3aHWHM  (AOCOMIOTHBIX M OTHOCHTEJBHBIX) A
MOy4eHUs GHOJIOIHYECKOTO MaTeprana JUisi [POU3BOJCTBA OHOMEHHIIMHCKHX
KIIETOUHBIX MIPOAYKTOB, MOTYT OBITE IPUMEHEHBI I TedeHHUs TOJIEKO CaMoro
JIOHOPA 3TOTO GUOTOrHYecKOro MaTepHala (ayToJOrHYHOe [IPHMEHEHUE).

I'mapa 10. HMudopmanus o OHOMeTHITHHCKUX KJIETOYHBIX
NpoAYKTAX

Crates 48. WndopManusa o OHOMeTHINHCKAX KJIeTOYHBIX
NPpoOAYKTax

1. Unbopmanusa o OHOMENUIIMHCKHX KIIETOYHBIX MPOOYKTaX JOJDKHA
COAEpPKAThCS TONBKO B CHEUHAIM3UPOBAHHEIX H3JAHUAX, B TOM YHCIIE
MOHOTpadUsiX, CIPABOYHUKAX, HAYYHBIX CTAThiX, MJOKJAJIAX Ha KOHIpeccax,
KOH(MEpeHIMAX, CHMIIO3UyMaX, HAYYHBEIX COBETaX, HA CHEIUATM3HPOBAHHEBIX
cadtax B ceTw "HMHTepHer", a TaiKe B HMHCTPYKIHSIX [0 NPHMEHEHHIO
OHOMEIMIIMHCKMX KJIETOYHBIX IIPOJYKTOB H JAPYTHX HHGOPMALMOHHBIX
Marepuaax, npejHa3zHaYeHHBIX 11 MeTHIHHCKIX paOOTHHKOB.

2. JlomyckaeTcd UCIOJB30BaHHE NHOOBIX MATEepHAIBHBIX HOCHTEIEH,
[O3BOJAIOIIMX ~ XpaHUTh, [€pefaBaTb M  HUCMOJIB30BaTh  HHGOPMAIHIO

0 DHOMETHUIHHCKMX KJICTOUYHBIX HPOAYKTAaX 6e3 HCKaKeHHH.
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[napa 11. Ofecunedenne He30macHocTH IPHMEHEHH
OHOMEeJHIHHCKHX KJIeTOYHBIX POAYKTOB

Crarps 49. MouutopuHr 0€30I0acH0CTH OHOMEIHITHHCKHX
KJIETOYHBIX ITPOXYKTOR

1. bBuoMenuuuHECKHe KIETOUHEBIE TPOAYKTEL, HAXOAAUIHECH B ObpaleHn
B Poccuiickoit denepaliiy, MOAIEXAT MOHUTOPUHTY O€30MACHOCTH B IEIAX
BBIABIICHHS BO3MOXKHBEIX HEraTHBHBIX  ITOCHENCTBHH HX  IIPHMEHEHHS,
OPEAYIPEXKTCHUS  pPCHUOUCHTOB M HMX  3alIUTBl  OT  [pHUMEHEeHUs
OHOMEMUIMHCKHUX  KIIETOYHBIX  UPOAYKTOB,  BJIEKYIHHX  HACTYIUIEHHE
HETATHBHEBIX [1OCJIIEACTBUH U PEUHIIMEHTOB.

2. MOHATOPUHT 0€30MacHOCTH OMOMENUIIHHCKHX KISTOYHBIX IPOXYKTOB
OCYLUECTBISACTCH Ha BceX 3Tanax Hx oOpauieHHs O(egepallbHBIM OPTraHOM
HCIIONNHUTEILHON  BJIACTH, OCYLIECTBIAKIMM GYHKIMM 110 KOHTPOJIK) H
Haa3opy B chepe 3[ApaBOOXpaHCHH, B TOM YHCIle HA OCHOBAHWM pe3yJILTAaTOB
MOHMTOpUHra ©Oe30nacHoCTH OHOMEOHMIHHCKOIO KJIETOUHOIO IIPOAYKTA,
IIPOBOAMMOTO 3asgBHUTENIEM B IIEJIMX HOATBEPXAEHHST TIOCYyJapCTBEHHON
PerucTpanu OHOMETUITMECKOTO KIIETOYHOTO IPOYKTA.

3. Opranusanuy, MIPHEMEH IO IIHE OHOMeTUIIMHCKHE KII€TOUHLIE
ITPOAYKTHI, TPOU3BOAKTETH OUOMEUIMHCKMX KIETOYHBIX IPOIYKTOB O0S3aHEI
coobUlaTe B YCTaHOBJIGHHOM YIIOJHOMOYEHHBIM (eaepalbHEIM  OpPraHoM
HCIIONHATENBHON BIACTH NopsaKe 0o Bcex cliydasx moOOYHEBIX AeHCTBHH, HE

COOTBETCTBYHIIIIHYX CBEOCHHSAM O 6HOMGHHHHHCKHX KIETOYHBIX MpOAYKTAX,
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CONEPXALMMCA B  HHCTPYKUMAX IO IIPUMEHCHHIO OHOMEIUIIHHCKHX
KJIETOUHBIX MPOAYKTOB, O HEIMPEIBHUIACHHBIX HEXKEIATEILHBIX PEeaKIUuIX H
CepbE3HBIX HEXeNaTeNbHBIX PeaKlusx IpH INPUMEHEHHH OHOMENULIMHCKHX
KJIETOUHBIX IPOJYKTOB, B TOM YHcle 00 0cobeHHOCTSX B3aUMOJCHCTBUS
OJHUX OHOMETHILIHHCKHX KJIETOUYHEIX [TPOAYKTOB C APYTUMH
OHOMEIUITHHCKUMM KIICTOYHBIMM TPOAYKTAMH, a TaKXKe ¢ JeKapCTBEHHBIMH
CpEeACTBAaMHU U MEIULIMHCKUMH HU3JIETTHUAMH.

4. Opra"u3alfiid, OKa3bIBAloUIMe MEAHIIHHCKYIO TTOMONIIhL OepeMeHHBIM
WEHIMHAM, POXEHHMIAM, pOJWIBHALAM W HOBOPOKACHHBIM, OOsA3aHEI
coobmiaTk B YCTAHOBJIEHHOM YITOMTHOMOYEHHEIM (e/lepallbHEIM OpraHoOM
UCITONIHUTENLHOR BJIACTH TopAfake 000 BCeX clyuasx pOXICHUS JeTel c
BpPOXIEHHBIMH 3a00JIeBaHUSIMH ¥ BpPOXJICHHBIMU TIOPOKAMH Pa3BUTHA B
Cllydae, ecJId B OTHOUIEHHH OJHOTO U3 ponuTencH paHee IpH MeZUIMHCKOM
BMENIATENLCTBE IPUMEH SITUCE 6HOM€HHHHHQKHG KJISTOYHBIE PO YKTHL.

5.3a HecooOmIeHHe MIH COKPHITHE CBEICHHH, MIPeNyCMOTPEHHBIX
YacTsIMHU 3 U 4 HACTOsIOEH CTaTbH, JHOA, KOTOPBIM OHHU CTaJHd U3BECTHBI IO
poay HuX OpodecCHOHaNbHOH HEeATENbHOCTU, HECYT OTBETCTBEHHOCTH B
COOTBETCTBHH C 3aKOHOJaTeNbCcTBOM Poccuiickoit deneparun.

6. lopanok OCYIIECTBICHHSA MOHUTOPHUHTA 0e30rmacHOCTH
OHOMEIMUWHCKIX KICTOUYHEIX MPOJAYKTOB, PErHCTpaIlii NOOOYHEIX AeHCTBHH,

HENIPEABUIACHHBIX HEXKEIATC/IBHBIX pCaKL[Hﬁ H CEPBE3HBIX HEXEIaTeIbHBIX
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peaKiHi [IpH IpUMEHEHHH OHOMENUIIMHCKHX KJIETOYHEIX MPOIYKTOB, BEJTFOUYAs
npeicTaBicHHe HHOOPMAIMH O MODOYHEIX JEHCTBHAX, HEpeIBHISHHEIX
HEXeJIaTeJIbHBIX PEeaklMAX M CePhE3HBIX HEeXEeTATeNBHEIX PEaKIHsIX IPH
NPUMEHEHMH OMOMENHIHHCKUX KIIETOYHBIX NPOYKTOB, a TAKKe HHPOPMAITHU
O CiIydasx pOXIeHus JeTel ¢ BpOXICHHBIMH 3a00JIEBAHHAMH U BPOXKIEHHBIMH
[IOPOKAMM DPa3BUTHs, YCTAHABIIMBAETCH YIIOMHOMOYEHHBIM (eepaTbHbIM
OpraHOM UCITONHUTEITEHON BIIACTH.

7. PaspaboTunKy, INPOH3BOJMUTENH  OHOMEIUIIMHCKHX  KIETOYHBIX
TMPOAYKTOB U OpPTAHH3AIMY, [PUMEHSIOIHAEe OHOMEMUIIMHCKUE KIETOYHBIC
TIPOJIYKTEI, BIIPaBe MTPOBOIUTH MOHHTOPHHI 0O€30MacHOCTH OHOMEHIHHCKUX
KJIETOUHBIX TPOAYKTOB Ha OCHOBAHMH HMEWINeHcs B HX PACHOPSHKEHHH
UHPOpMAUMH O TODOYHBIX AEHCTBUSX, HENpPeIBUASHHLIX HEXKeTaTenhHBIX
PEAKIMAX M CEPBhE3HBIX HEXEeNATEeNbHBIX PpeaKIUsax TpH [IPUMEHCHUH
OHOMEIHLIMHCKUX KIIeTOYHBIX TIPOIYKTOB.

Crarps 50. [IprocTanoBiieHue IPUMEHEHUST OHOMETHIHHCKOTO
KJEeTOYHOTI'0 TPOAYKTA

Ilpy 1onydenun wuHDOpMAUM © ciydasx [10OOUYHBEIX HACHCTBUH,
HE YKa3aHHBIX B WHCTPYKIMH IO IPHUMEHEHW) ODHOMEIHIHHCKOrO KIIETOYHOTO
[IPONYKTA, HENPEeIBUOCHHBIX HEXETaTelbHLIX pPEeaKuHsax W Cepbe3HBIX
HEXKeNaTeIbHBIX PEeaKUUAX TNpPH MPUMEHEHUH OHMOMETUIIHHCKOTO KIEeTOYHOro

NpoAyKTa, 00 OCODEHHOCTSX ero B3aHMOJCHCTBHSI C JIeKAPCTBEHHBLIMH
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CPE/ICTBAMH H MEIHIIMHCKUMHA H3JIeNUAMH, KOTOpPbhle MOTYT [pPEICTaBIIsTh
yrpo3dy  340pOBBKO W KH3HM  ITAUEHTOB, a TakkKe  CBEJeHHi,
He COOTBETCTBYHONIMX CBEICHHAM O OHOMETHMIMHCKOM KIETOYHOM IpPOIYKTeE,
coJiepXKalliMCcs B HHCTPYKUMH 10 [IPUMEHEHH) OHOMEIUIHMHCKOTO
KJIETOYHOTO TpoayKTa, (ejepalbHBIl OpraH UCIOTHUTENBHOH BIACTH,
OCYNIECTBIISFOIMH  GYHKUMM IO KOHTPOJIO W Hau3opy B  chepe
31paBOOXPaHEHHs, pacCMaTpHUBaeT BOIIPOC O BO3MOKHOCTU IIPHOCTAHOBIICHUSA
IMpUMeHeHHs OHOMENHIMHCKOrOo  KIETOYHOrOo  MpOJyKTa B  IOPSIKe,
YCTAHOBIEHHOM YITONMHOMOYEHHBIM (efepallbHbIM OPraHOM UCITOIHUTEIILHOM
BJIACTH.

Cratpa 51. Hudopmanns o pe3yasTaTax MOHHTOPHHTA
0€30HACHOCTH OHOMEJHIIHHCKHAX KJIeTOYHLIX NPOAYKTOB

QengepalbHBIMI  OpPraH  MUCIIOJHUTENBHOM BNACTH, OCYIIECTBIIAKOIHN
GYHKIIMHU ITO KOHTPOJIFO U HAA30pY B cdepe 3ApaBoOXpaHeHHs, [0 pe3yJIbTaraM
MOHMTOpHHIra Oe3onacHoCTH OHMOMEJMIIMHCKHX  KJICTOYHBIX HPOJTYKTOB
pasMmeniaeT Ha cBoeM oduIMansHOM calite B ceTd "HMHTepHeT" HHPOPMAIHIO
O [pPHHATBEIX PpemIEHUAX O BHECEHHH M3MEHEHHH B MHCTPYKIHIO II0
IIPUMCHEHUIO OHOMETUIHHCKOIO KIETOYHOrO MPOAYKTa, O IPHOCTAHOBIICHHU
IIpHMEHEeHUs. OHOMENUIIMHCKOTO KIETOYHOrO IIPOAYKTa, O TpeKpalleHiH
pHMEHEeHMs OHOMEIHULIMHCKOTO KIETOYHOIO IIPOJYKTa, O BO30OHOBJICHUH

OpHMEHCHKA 6HOM€JIHHHHCKOI"O KICTOYHOI'O MpoAYKTA.
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I'masa 12. BBo3 r Poccmiickyo @egepanuio u BEIBO3 H3
Poccuiickoit ®egepanna OHOMeANIHACKAX KIETOYHEBIX
NPOXYKTOR
Cratest 52. [Topsimox BBo3a B Poccmiickyro @enepanuro ¥ BLIB0O3a
H3 Poccriickoii @egepanuu 6HOMeTHUHHCKHAX
KJIEeTOYHBIX OPO/JYKTOB

1.Broz B Poccuiickyro @epepannto OHOMEIMIMHCKAX KIETOYHBIX
IIPOJYKTOB OCYWIECTBIIACTCS B MOPSJKE, YCTAHOBIGHHOM IIpaBHTENBCTBOM
Poccniickoit Megepanuy, B COOTBETCTBHA ¢ TAMOKEHHBIM 3aKOHOAATENLCTBOM
TamoxeHHOro o032 B paMKax EBpasuiiCKOTO 9KOHOMHYECKOro Co0dMIecTBa
W (unm) 3aKOHOAarenseTBOM Poccriickolt Pegepanyn 0 TAMOKEHHOM Jelic.

2. Brozumeie B Poccuiickyro ®enepanuo OHOMeIUIHHCKHE KNETOYHEIS
TPOAYKTEL  JOJDKHEI  OBITE  BKIKOYEHBL B TOCYJAapCTBEHHBIH  peecTp
OHOMe MUMHCKHUX KIETOYHBIX IPOYKTOB.

3.B Poccuiickyro Pepepalvid MOXKHO BBO3HTE OHOMCHHIIHHCKUE
KJIETOYHBIE MPOYKTH], KadyecTBO KOTOPHIX IIOATBEPKIECHO CEPTU(PUKATOM
IIPOU3BOJUTENA OMOMETHIITHCKOTO KJIETOUHOIO IIPOAYKTA, YIOCTOBEPSIOIETO
COOTBETCTBHE. BBO3HMEIX  OMOMETUIIMHCKHX  KJICTOYHBIX  IIPOAYKTOR
TpeOOBaHUAM HOPMATHBHOMN JOKYMEHTA[UH.

4. lorryckaetcs BBo3 B Poccuiickyro Penepaunio KOHKPETHOH MapTHH

HE3apeTHCTPHPOBAHUBIX 6HOM€,HHHH HCKHUX KIICTOYHLIX IIPOAYKTOB,

mpefHa3HAYCHHBIX IS UX NOCYJAPCTBEHHON pEerucTpaidy, B TOM 4Ucie AJIA
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IpOBENeHHsT OMOMEIULIMHCKON HKCIepTU3hl W NpPOBeNeHHsS KIHHUYeCKHX
HCCNeOBAHHUM, 110 PaspelIeHHI0 YIONHOMOYCHHOr0 helepalbHoro opraHa
HUCIIOJIHUTENEHON BIACTH [0 3asBACHMSM JHI, YKa3aHHLIX B CTaThe 53
HacTosuiero @eliepanbHOro 3aKOHA. PaccMOTpeHHME TAKOro 3agBlieHUs ¢
OpUHATHE pEeIIeHds] O BhJAa4e paspelieHUuss Ha BBO3 OHOMEIHIMHCKHMX
KJIETOYHBIX IIPOTYKTOB nMuO0 00 OTKaze B BBIJAYe YKA3aHHOTO pa3peileHHUs
OCYINECTBIIAIOTCS HA OCHOBAHWU NPHJIOKEHHOH K 3asBIICHHIO CIENHGMUKAITHH
OHOMEIUITMHCKOTO KIETOYHOrO MPOIYKTA B CPOK, HE IIPEBRINIAIONUHA AECATH
pabouux nHed. [I1aTta 3a BEIAa9y YKazaHHOYO pa3pellelis e B3UMaeTCH.

5. 3anpemaercst BBO3 B Poccuiickyo ®enepanuio QambcuGHIHPOBAHHBIX
6 HOME TULITHCKHAX KITETOYHEBIX IIPOIYKTOB, Heﬂ06p0Ka‘IIBCTBeHHBIX
OUOMEIUITMHCKHX KIIETOUHEBIX IIPOMYKTOB, KOHTPaQaKTHEIX GHOMEIUIHHCKHX
KIIETOUHEIX IIPOJYKTOR.

6. BeIB0o3 OHOMEAMIIMHCKMX KJIETOYHBIX IIPOAYKTOB M3 POCCHHCKOMN
demepaniu OCYIIECTBIAETCS Oe3 NMPUMEHEHHS OTPaHNUYeHHH, YCTAHOBISHHBIX
TAaMOXEHHBIM  3aKOHOJATeNbCTBOM  laMo)keHuoro  cormsa o (Win)
3aKOHOJATeNbCTBOM  Poccuiickoii  Pefmepanin 0 rocymapcTBEHHOM
peryJiupOBAHWH BHENIHETOPrOBOU JNIEATENBHOCTH. BEBIBO3 OHOMEIUUHHCKUX
KIICTOYHEIX TPOAYKTOB, IIPEHAHA3HAUCHHBIX JJIS T['YMaHWTAPHOM I[OMOILA

(conmeiicTrHS) VITH ITOMOIIHA npu Ype3BhIYaAlHEIX CHUTYyaIlUAX,
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u3 Poccuiickoii Pemepaunnn OCYHIECTBIAETCS B IOPSJKE, YCTAHOBIEHHOM

[IpaButenscTBoM Poccutickoit Menepanyy.

Cratea 53.  MOpugmdeckue JUIa, KOTOPLIM pa3penieH BBO3
OHOMEIHIMHCKHX KJIETOYHBIX HPOAYKTOB

buomeqUIIMHCKIE KIETOYHBIE NPOLYKTH MOI'YT BBO3UTE B POCCHICKYIO
Denepanuio CIEAYOUIME FOPHIMICCKHE THALA:

1) npon3BOATENE OHOMEIMIHHCKOIO KIETOYHOIO MPOJIyKTa JUIS IieeH
COOCTBEHHOTO NIPOU3BOACTBA OHOMEIHIIHHCKOTO KIIETOWHOTO TPOAYKTA;

2) pazpaboTyiK  OHOMENUWLMHCKOTO  KJIETOYHOro  I[POTYyKTa  HIIH
YIMOJHOMOYEHHOe  HM  FODHAWHYECKOe  JIMIO I8 OCYLIECTBJICHUSA
rOCYNapCTBEHHON perHCTpalid OMOMENHIIMHCKOTO KIETOYHOTO IIPOAYKTa;

3) opraHmzanu  BpICIero oOpasoBaHHs M (WIH)  OpraHd3aluu
JOIMONHHUTENBHOr0 IpodecCHOHANREHOTO 00pa30oBaHUs, YHACTBYIOIUIHE B
OpraHM3alWy I[POBENEHHUS HNH MPOBOMALIME KIMHHYECKHE HCCIEAOBAHUA
DHOMEIMLIMHCKOTO IIETOYHOTO TIPOAYKTA;

4) MHple OPraHHU3aliH, YYACTBYIOUIHE B OPraHU3alHH NPOBENEHHS HITH
ITPOBONANIME KITHHHYECKHME HCCICIOBAHUS OHOMEIUIIMHCKOrO KIIETOYHOIO

[IPOAYKTA.
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Crarbst 54. JOKYMERTBI, NpeACTABIAEMBIC B TAMOKEHHBIE OPraHbI
Poccniickoit @exepannu npd BBO3e OHOMeTHIHHCKHX
KJIEeTOYHBIX IPOXAYKTOB

1. TIpu BBO3C ODHOMEIUIMHCKHUX KIETOYHBIX OPOLYKTOB B TaMOXEHHLIE
opransl Poccuiickoft ®degepanuy HapsAly ¢ JOKYMEHTaMM, IIpeJcTaBIIeHUE
KOTOPHIX MpefyCMOTPEHO TaMOXXEHHBIM 3aKOHOIATENBCTBOM TaMOKeHHOTo
coroza W (M) 3akoHoAarenbcTBoM Poccuiickoit Penepariit 0 TaMOXEHHOM
Jiesie, IPeICTABIAOTCS CIeIyIOUNe JOKYMEHTHL:

1) cepruduxar  IpoU3BOIUTENS ~ OUOMEJUIHUHCKOIO  KIETOYHOTO
NPOAYKTa, YIOCTOBEPSIOLIMH COOTBETCTBHE BBO3ZUMOIO OHOMEIUITHHCKOTO
KJIETOYHOT O IPOAYKTa TPpeOOBAHWAM HOPMATHBHOM JOKYMEHTAIHH;

2) crienu KA OHOMEIUITHHCKOI0 KJISTOYHOIO TPONYKTA;

3) paspentenye YIIOJTHOMOYE HHOT'O benepansHOro opraHa
HCIIOJTHUTEJIBHON BJIACTH HA BBO3 KOHKPETHOW NapTHH OHOMEIUITHHCKOIO
KJIETOYHOIO TIPOAYKTA B CIyHasX, YKa3aHHBIX B YaCTH 4 CTaThb¥ 52 HACTOSIHEIO
DegepankHOIO 3aK0OHA.

2. JloxyMeHTBI,  yKasaHHBle B  4acTH |  Hacrosmiel  CTaThbH,
MIPEACTABIIAIOTCA B TaMoKeHHsle oprausl Poccuiickoit ®Pepepauuud 1pH
npuORITAX  OHOMENUIUHCKAX IJIETOYHBIX IIPOJYKTOB B  Poccuiickyro

DenepallHro.
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Crates 55. CoTpyarngecTBO pejiepaibHOro opraua
HCHOJHHTEJIBHOH BJACTH, YIOJJTAOMOYEHHOTO B 001aCTH
- TAMOJKEHHOI'0 JeJia, H YHOJHOMOYEeHHOro geepajibHOTO
oprafa HCHOJHUTEIbHOH BJIACTH
1. YnonHoMoueHHBIH (denepatbHeld  OpraH HMCMOJIHUTETHHOH BJIACTH
peOoCTaBigeT B pACHOPsDKeHUE (e epaTbHOI0 oOpraHa UCIIOIHUTEIBHOU
BJIACTH, YIOJHOMOYEHHOTO B O0JIACTH TaMOXXGHHOIOQ Jea, IOCY1apCTBeHHbIA
peecTp OHOMEAMUUHCKHX KIETOYHBIX MPOAYKTOB, a TaKKe HHPOPMALHIO

0 BBIAAHHBIX PA3PEHICHHAX Ha BBO3 KOHKpCTHOﬁ napTuu 6HOM6,I(HHHHCKHX

KJIETOYHBIX IMPOAYKTOB B  CHAydasx, YKa3aHHBIX B d4acTU 4 CTaThy 52

Hacroslero PenepanbHOro 3aKoHa.

2. QenepanbHBIA OpraH UCHONHHUTEILHOM BJIACTH, YNOJHOMOYEHHBIA B
ofJIacTH TaMOXEHHOro Jiena, HHPOPMUPYET YIOJIHOMOYEHHEIH ¢eaepanbHbli
OpraH HUCMOJHUTEILHOH BIACTH © BBO3e¢ OHOMEJHIIMHCKHX KIETOYHBIX
nponykToB B Poccuiickyio @epepanidio ¥ BbIBO3e  OHMOMETHIHHCKHX
KJIETOYHEIX NMPOIYKTOB U3 Poccuiickoit ®Pegepanud no ¢GopMe H B NOPAJAKE,

KOTOphIe ycTaHasnuBaroTcs [pasaTenseTBoM Poccutickond Penepanun.
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I'mapa 13. OTBeTcTBeHHOCTH 32 HApYIIeHHE 33KOHOaTeJILCTBA
Poccuiickoit Megepannn 006 odOpaniennn
OHOMEeITHIAHCKUX KJIeTOUYHBIX TPOJIYKTOR
A Bo3MellleHHe Bpe/la, MPpAYAHEHHBOI0
3/I0POBBIO IPaKaaH BCIEACTBHE IPUMEHEHH
OHOMEeXHNHHCKHX KAeTOYHBIX IPOJYKTOB

Cratpa 56. OTBeTCTBEHHOCThH 3a HApYIIeHHe
3akoHoAaTeNbecTBA Poccuiickoil Menepanun
00 obpamienan OHOMeTHIHHECKHAX
KJIETOYHBIX MPOIYKTOB
Hapymenue 3akonogatenbera Poccutickoil ®enepalivu 06 obpameHuu
OHOMETHIIMHCKUX KJIETOYHEBIX MIPOAYKTOR BITCYET HACTYTUIEHHUE
OTBETCTBEHHOCTH B COOTBETCTBHH ¢ 3aKOHOAATENLCTBOM Poccuiickoit
Denepaiuu.
Crarbst 57. Bo3meniende Bpena, IpHUHHERHOI0 3MOPOBBIO IPAKI2H
BCJIEICTBHE MPAMEHEHHsT OMOMEJNUHHCKHX KJIeTOUHBIX
NPOAYKTORB
1. TlpouzBoauTe/ b OUOMETUIUHCKOTO KJIETOYHOTO IMpomykra obhA3an
BO3MECTUTH Bpeil, IPHYAHEHHBIH 3TOPOBHIO TPAXKAAH BCIIEACTBUE IIPHMEHESHUS
HHUOMEeTHIIMHCKOr0 KIIETOYHOr0 NPOIYKTa, €I JOKAa3aHo, 9TO:
1) buoMeTUIMHCKUH KIETOYHBIH HPOIYKT HPHUMEHSUICA 10 HasHade HHEO
B COOTBETCTBUH € MHCTPYKIHEHM 1O IPUMEHEHHIO OHOMEIUIIMHCKOI'O
KJETOUYHOTO HPOJAYKTa U MPUYMHOH Bpe/ia SBUIICS BROJ B IPAXIAAHCKUM 000pOT
He100poKauecTBEHHOTO OHOMEUITMHCKOrO KIIETOYHOTO TPOAYKTa,

2} Bpel 30OpOBBIO TIPHYMHEH BCIENCTBUE HEJIOCTOBEPHOH HHMOPMALIHH,

collepyKallecss B  HHCTPYKLIMH I10 TIPHMEHEHHIO  OMOMEIMIIMHCKOTO
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KJIETOYHOTO IIPOAYKTa, H3MaHHOH TIpOH3BOIUTENEM DUOMEIMIIMHCKOIO
KJNETOYHOr0 OPOAYKTA.

2. Oprasusanus, B KOTOpoH IpuMensieTcs OMOMEAUIIMHCKUH KITeTOYHEIH
MPOAYKT, o0O0s3aHa  BO3MECTHUTH  BpEl  3J0POBBI0  TIOCTPANABINEMY,
TIPHYAHEHHBIH  BCIEACTBUHE IpHUMEHEeHHS OHOMENHIIMHCKOrO KIETOYHOIO
[IPOAYKTA, €CiIM JOKAa3aHO, YTO Bpel 3J0POBLI0 HAHECEH H3-3a NpHUMCHEeHUS
OHOMENMIIMHCKOIO KIIETOYHOTO TIPOAYKTA ¢ HECOONIONeHHeM UHCTPYKIIHH [10
ero MPUMEHEHHIO.

3. BozMenieHde Bpena, [IPUYMHEHHOTO 3J0POBEI0 YEIIOBEKA BCIIEICTBUE
TpUMeHeHus OHOMEMUIIMHCKOTO KIETOYHOrO MNPOAYKTAa, OCYIIECTBIAETCA
B COOTBETCTBHMH C 3aKOHOAaTensECTBOM Poccuiickoi Menepalinm.

Crartpsg 58. Berymineraue B ciiny Hacroaniero PegepalibHoOro 3aKoHa

1. Hactosmuit denepanbHBId 3aK0H BCTymaeT B CcHIy ¢ 1 sSHBapd
2016 roga.

2. Co mHA BCTYIUIGHHS B CHITY HACTOALUIErO PefepaslbHOrO 3aK0oHa U 110
31 nekabpsa 2018 ré,ua BKJIFOYMTEIBHO  OCYHIECTBIIAETCA  Iepexon K
TIPOM3BOACTBY OHOMENUIMHCKHX KIETOYHEIX MPOJYKTOB B COOTBETCTBHH C
IpaBUNaMH  OPraHu3aljid  [POU3BOACTBA M KOHTPONS  KadecTBa
OHOMEIUIIMHCKUX KJIETOYHBIX IIPOJTYKTOB, YKa3aHHBIMH B YacTH 5 CTaTthku 43
Hacroaulero ®enepanbHoro 3akoHa. Cpokd nepexofa K NPOUIBOJCTBY

6HOM6ﬂHHHHCKHX KJIETOYHBIX TIPOAYKTOR B COOTBETCTBHHU ¢ KOHKDPETHLIMH
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TpeOOBaHHAMY  YKa3aHHBIX  [IPaBHJI,  BKJIIO4Yasi CPOKM  aTTeCTAlHH
VIIOMTHOMOYEHHBIX JIHI, YKa3aHHBIX B HacTax 7 M 8 crarbu 43 HacTosIIero
PenepanpHOTO 3aKOHa, YycTaHarnHBaroTcsd IlpaButenscTBoM  Poccuiickon
denmepaliiu.

3. Co pmHs BCTYIUIEHHS B CWIy HacTosero denepanipsHoOro 3aKkoHa H I10
31 nexabps 2016 roja BKIIOYHTEIBHO JOIYCKAECTC IIPOBEACHHE IKCIIEPTH3LI
OUOMEJIMITMHCKUX ~ KIETOYHBIX  IPOAYKTOB  BKCHOEpPTAaMH  BKCMEPTHOTO
YUPEXKIESHHA IO IPOXOXKIEHUA HUMHU aTTecTauuu B IIOPS/AKE, YCTAHOBJIEHHOM
YIIOTHOMOYEHHBIM (heliepasTbHbIM OpraHOM HCTIOTHUTENHHOM BIIACTH.

4. Memunuackie pabOTHHKH, YKa3aHHBIE B 4YacTH 3 crarhu 47
HacTosmiero PenepaJbPHOIO 3aK0HA, NPOXOAAT COOTBETCTByROUIee oOyueHHe
10  JIOTIONMHHUTENBHOH  DpodeccCHOHATFHOH  TIPOTpaMMe  TOBBINIEHHS

KBaTH(OHUKAIUKA 110 BOIIpOCAM IPHMEHEHHS OHOMEIUIMHCKHX KIeTOYHBIX

npoaykros 1o 1 auBaps 2017 roxa.

Tipezupent
Poccuiickoit Penepanuu
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INOACHHUTEJBHAS 3ATTHCKA

K poekTy (enepansHOro 3aKoHa
") 6HOMEAAHHCKAX KJIETOIHBIX MPORyKTax"

[Ipoext denepancroro 3akona "Q OGUOMETUIMHCKUX KIETOYHBIX MPOAYKTAX"
(nanee - 3aKOHOIPOEKT) IOATOTOBIEH C YYETOM aHATU3A MEXIYHAPOIHOIO OIBITA,
3apy0exHOH MpaBONPUMEHUTENBHOM NpPAKTHKH M HANpAaBIeH Ha perylHpOBaHue
OTHOMIEHHAN, BO3HHKAIOUIMX B CBA3M C pa3paboTkof, JOKIHHUYECKUMH
HCCIIEOBAaHUAMH, 3KCIEPTHU30H, TOCYAApCTBEHHOM perucrpauueif, KIHHHIECKUMHU
MUCCIIeOBAHKAMHU, IIPOU3BOJACTBOM, I[IpOJaXeil, xpaHeHWeM, TpPaHCIOPTHPOBKOIA,
IPUMEHEHHEM, YHUYTOXEHUEM, BBO30OM B Poccuiickyro (enepalldro, BEIBO3OM H3
Poccuiicko#t  Depepanui  OHOMENHMIHHCKHX  KIETOYHBIX  IIPOAYKTOB  JJiA
npo)HIaKTAKY, AHArHOCTHKW U JedeHus 3abolieBaHuil (COCTOAHHI) MallMeHTa,
coXpaHeHHA OepeMeHHOCTH M MENUIMHCKOH pPeadMIIMTALIMA IalMeHTa, a TaKKe
C  JOHOPCTBOM  OHOJTOTMHMECKOI0  MaTepHala B LeISX  IIPOU3BOACTHa
OroMe IMIIMHCKHX KIIETOYHEIX IPOLYKTORB.

Briepsele  Ha  3aKOHOJATENBHOM  YPOBHE  OMNPENENArOTCH  IOHATHA
"OGUOMETUIIMHCKHN KIeTOYHLIH MpoayKT", "kietouydas muuus", "nuddepeHnupoBKa
KieToK", "HoHOp OHOIOTHYECKOTO MaTepHana', "6e30MmacHocTs OHMOMEIUIIMHCKOIO
KJIeToOYHOro  npoaykra”, '"sddekTHBHOCTE  OHOMEJMUMHCKOrO  KIETOYHOIQ
IIpOAYKTa" W JApYUHC IOHATHS, IPUHIIMIIMANTEHO BaXXHBIE IS OCYIIECTBIEHUS
oOpanieH!s OHOMETHIIMHCKOTO KIIETOUHOTO IIPOIYKTA.

3aKOHOIIPOEKT OrpejeNseT IIpaBa W OO0S3aHHOCTH CyOBEKTOBR OOpalueHus
OMOMEIMIIMHCKHAX KJIETOYHEIX TPOSYKTOB - (UIHYeCKHX JHIL, B TOM 4YHCIE
HHJMBUAYANBHBIX MOpEANpHHUMATENeR, W IOPHJAHYECKHX JHIl, OCYIUECTBAAIOIINX
JAeATENHHOCTE [IpH 00paleHHy OMOMETHIMHCKHX KIETOUHEIX IPOIYKTOB.

3aKOHONIPOEKTOM I[PENYCMOTPEH TOCY/APCTBEHHLIN KOHTPONb (HAa30p) B
chepe obpalieHHsT OUMOMEOUIMHCKUX KJIETOYHBIX NPOAYKTOB, KOTOPEIH BKIIIOYA4€T B
cebs NMOEH3WOHHBIH KOHTPOJE B cdepe TPOUIBOACTBA OUOMEAMIMHCKHX
KIETOYHEIX DTPOAYKTOB ¥ emepalbHBIi TI'oCyAapCTBEHHEIH Ham3op B cdepe
oOparueHus OMOMEIUIIMHCKIX KJICTOYHBIX TIPOTYKTOB.

bBuomenunuHckuil KneTOUYHBIM NDPOOYKT OyAeT MCIONB30BATHCH B LENgx
IWATHOCTHKH, JedeHUAd H TpoduNakTUKu 3a0oieBaHui ¢ HEMOCPEACTBEHHBIM
BBEJIEHUEM B OPTaHM3M JelIOBEKa, UTO JIPH HEeNPABUIEHOM HCIIONB30BARHHH MOXKET
MIPUBECTHY K CYINECTBEeHHOMY VIuepOy [Ng 370poBbA dYelnoBeka. B Temsax
obecnedeHus 0e3omacHOCTH # 5Q(OEKTHBHOCTH NpPWMEHeHHs OHOMEIHIHCKOro
KJTETOYHOTO OpOayKTa 3aKOHOIIPOEKTOM IIpeqyCMOTPEHO NpoBEASHUE
OHMOMETUIHMHCKON 3KCIIEPTU3bI OHOMEIMLIMHCKOTO KIETOYHOT'O ITPOTYKTA.
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IIpx 3TOM 3KCIIEPTHOMY YUYPEXKISHHIO U COBETY I10 ITHKE JaeTCd KOHKPETHOE
3aaHie€ Ha IIpoBeJeHUe OHOMEIWIIMHCKOH OKCIepPTH3bl OHOMETHUIHHCKUX
KJIETOYHBIX IPOAYKTOB B paMKaxX BBIIIOJHEHHS TOCYJapCTBEHHOTO 3aNaHug Ha
IIPOBE/ICHUE COOTBETCTBYIOUIMX paboT. DYHKUMH BKCIEPTHOrO YIPEKITEHHS 110
I POBEICHUIO SKCHEPTH3BI 6HUOMe THIHHCKOIO KJEeTOYHOr' O IPOAYKTA
[IpefIioaaraeTcs BO3JIOKHUTE Ha HeHCTRyIolee ¢eNepaIbHOe TOCYOapCTBEHHOE
OI0KeTHOC - YUpEXICHWE, YTO IIO3BOJIMT MHUHHMH3UPOBATE 3aTPaThl  HA
OPraHM3alHKIO CIEIHMATEHEIX YCIOBUH U ITPOBEJEHUE SKCIIEPTUSEL.

B 3akoHoIpoekTe BBejCH 3allpeT HAa Co3JanHe 3MOpHOHA YeTOBEKa B IENAX
IPOU3BOICTBA  OMOMENUIMNCKOrO  KIETOYHOTO  TIPpOAYKTa, a Takxke Ha
UCNOIB30BaHue IS Pa3paboTKH, MPOM3BOACTBA W LPUMEHCHHS OHOMEIUIIMHCKHX
KJICTOYHBIX IIPOAYKTOB OHOMarTepHana, IOIYyYeHHOTO ¢ IIPePBIBAHUCM  HJTH
HapylleHHeM IIpoliecca PAa3BATHA SMOPHOHA U IUIOA YEI0BEKA.

3aKOHOMPOEKTOM  BBOMATCS  HOPMEI, [IO3BOJAIOIIHE IPOM3BOAHTE U
HMCIONB30BATE B MeTHLIHHCKOMH neaTeIEHOCTH IIepCOHUHUIHPOBAHEIE
(ayromorudsble) — OHOMEIUIMHCKHE  KJIETOYHBIE  HIPOOYKTBEL,  colepikaliue
cOoOCTBEHHEIE KIIETKY alUeHTa.

3aKOHOMPOEKTOM  ONPEHeNAIOTCS  YCNOBHS IOMYyYeHHS OHOIOIMYecKoro
MaTeprala y JOHOpa UM MPOM3BOACTBA ODHOMEIUIHHCKOTO KIETOYHOIO IPOAYKTA.
I'pu 5TOM OJHHUM U3 MPHHIMIIOB OCYIIECTBISHUS AeATENHHOCTH B chepe oOpalleHus
OHOMEUIIMHCKWK  KIIETOYHBIX  INPOAYKTOB  ABJIAETCS  NOOPOBOIBHOCTE U
0e3B03Me3THOCTE MpPeJOoCTABIeHUS TOHOPOM CBOEro OHONIOrHiecKoro MaTepraia.

3aKOHOIIPOEKTOM YCTAHOBJIEHO, YTO NOHOPOM OWOJOIHYEcKOIo MaTepuala
SABNAETCA AeecriocOOHEIM COBEPIICHHONETHWH TrpaxgaHUH. B cioywae ecau
[payXJaHUH SABNACTCH OrPaHMYEHHO [eecloCcOOHBIM, HeAeeclocoOHBIM — TuOO
HECOBEPIICHHONETHEM, TO €ro OHOIOTMYEeCKMd MaTepual MOXKET HCIIONB30BATHCA
TONBKO [UIS ayTOJOTHYHOIO [JOHOpCTBA. [laHmoe orpaHudeHMe BBOJHUTCA IJIA
MPeAYIpPeKAeHAS HEe3aKOHHOTro o0opoTa OMOIOrMYecKOro MaTepHaia B IEIAX
IPOU3BOACTBA OMOMEIUIIMHCKAX KIETOYHBIX MTPOIYKTOB.

[IpuHsATHE 3aKOHOIPOEKTA W IPOBENEHHE KOMIIIEKCa MEpONpPHATHHM MO ero
pealuzalii HalpaBlICHEL Ha DPa3BUTHE CEeKTOpa OMOMEIHIIMHCKUX TeXHONOIMH B
Poccuiickoit Oepepannn.
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PHHAHCOBO-DdKOHOMHYECKOE OBOCHOBAHHE

K IIPOEKTY (heiepaibHOT0 3aK0Ha
") 6HOMeNHIHHCKHAX KJIeTOYHBIX NPpoayKrax'

[Ipoekt deaepansyoro zakona "O GHOMETUIMHCKHAX KIIETOYHBIX MPOTYKTaX"
(manee - 3aKOHOMPOEKT) HANMpPABIIEH HAa peryiHpOBaHue OTHOIIEHMH, BO3HHKAOUIHX
B CBA3M C pa3pabOTKOH, IOKIMHUYECKHMH UCC/IEMOBAHUAMHY, 3KCIEPTH3OMH,
rOCYZapcTBEHHOMR pervcrparnuei, KIIHHUYECKHMH HCCIE0BAHMIMH,
NIPOU3BOLCTBOM, HpoJaXeH, XpaHeHHEM, TPAHCIOPTHPOBKOH, IpHUMEHEHHEM,
YHUYTOXEHUEM, BB0o3oM B Poccutickyro PDenepauuro, BBIBO30M #3 Poccuilickolt
Qenepanyu OHOMEIMLMHCKMX KIETOYHBEIX MPONYKTOB JIsE  TPOQUIAKTHKH,
JIMarHOCTUKH M JiedeHus 3aboneBaHuifl (cocTosAHUM) NalMEHTa, COXpPaHEHHN
OepeMEeHHOCTH M MEIMIIMHCKON pealMIUTAllMK IIANMEHTAa, a TaKkKe JOHOPCTBOM
OMOJIOTUYECKOI'0 MaTeprasa B [elsfX MPOH3BOJACTBA OHOMETUITMHCKMX KICTOYHBIX
[IPOIYKTOB. ;

3aKOHOIIPOEKTOM  IIpelycMaTpUBaeTcs  IIpoBeJieHUe  OHOMEIUIIMHCKOMN
BKCTIEPTU3BI OUOMEIUITMHCKIX KJIETOYHEIX MPOAYKTOB M 3THYECKOW BSKCIEPTH3EL,
OCHOBAHHEIX HAa ITPUHIUIIAX 3aKOHHOCTH, COOJIFOJeHHS TipaB U cBoOOM YeroBeKa U
rpaXJaHuHa, Npas IPHANYECKOro JULa, He3aBHCUMOCTH 3KcepTa, 00 BEKTHBHOCTH,
BCECTOPOHHOCTM U IIOJIHOTHI MCCIENOBAaHUM, NPOBOAMMBEIX C HCITOJIB30BaHHEM
COBPEMEHHEBIX JIOCTYIKCHUM HayKd M TEXHUKH, OTBETCTBEHHOCTH (QEeIepallbHOTO
rocyZapcTBEHHOr0 OIOMKETHOTO YUPEXACHHS I10 NMpOBeleHHI0 OMOMENMIUHCKOH
3KCITEPTHU3bI OHOMEULMHCKUX KIETOYHBIX TIPOILYKTOB U 3KCIIEPTOB 33 [IPOBEAEHUE U
KadeCcTBO BKCITEPTU3LL

PuHaHCcOBOE olecledeHHE MCPONPUATHH, CBA3AHHEIX C OpraHU3alMed H
GYHKITHOHHpOBaBHEM (eepansHOrO rocyIapCcTBeHHOro OrKETHOIO YUPEeKASHHT
[0 [POBEIEHUID OHOMEIUIMHCKOH 3KCHEpPTU3El OHOMENUIMHCKUX KJIETOYHBIX
IPONYKTOR, OyNeT OCYIECTBIATECA B paMKaX YTBEpPKICHHOTO OoOBEMa pacXodOB
(heAepaTEHOTO Orof)keTa  Ha  pecypcHoe o0ecrieyeHne  MEPOIPHATHH
rocyHapCTBEHHOM IpOrpaMMBbI Poccwuiickoit Denepanuu "PazBuTHe
3paBOOXpaHenHus’.

Peanusanus cOOTBETCTBYIOMUMHA (PeepalbHEIMH OpradaMH UCITOJHUTEIRHOH
BJIACTH [JOIIONHHUTENBHEIX [OJNHOMOYMH, IIpeycMaTPUBAaeMBbIX 3aKOHOIPOCKTOM,
OyHeT OCYILIEeCTB/MIThCS B IIpedenax yCTaHOBIeHHOU [IpasurenscTBoM Poccuiickoi
QenepauM¥  OpeAesbHOM  YHCIGHHOCTH  pabOTHUKOB  COOTBETCTBYIOIIMX
(dbelepalhbHEIX  OpPraHOB HCHOTHHTEIRHOM  BJIACTH, a TakKke OODKETHEIX
ACCUTHOBAHWH, NpEAyCMOTpeHHBIX B (denepathHOM OrOJpKEeTe Ha DPYKOBOICTBO U
yIpaslieEue B cdepe ycTaHOBIEHHBIX GyHKui. @OuHaHCOBOE obecrederue
MEpPOIPUITUH, HalpaBJIeHHbIX Ha MOTyIeHHE JOTIOJIHHUTENIBEHOr O
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npoheCCHOHANEHOTO 00pa30BaHUA 10 BOIPOCAM IPHMEHEHHS OHOMEIHULIMHCKUX
KIETOYHBIX TPOAYKTOB, OYHET OCYIIECTBIATHCS B PAMKAX [PEXYCMOTPEHUEIX B.
denepanpHOM BrOMKeTe ACCHTHOBAHET 33 CUET HepelpobHIHpPOBAHIL (IIepecMOTpa)
IIPEMEPHAIX ITPOIPAMM JIONOIHUATEIIFROTO PO eCCHOHATEHOTO 00pa3oBaHHUs.
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OHEPEYEHDBD

¢egepanbHBIX 3AKOHOR, MO/IIE/KANINX NPHIHAHHIO YTPATHBIIHMH CHITY,
HPHOCTAHOBJICHHIO, H3MEeHEeHHIO HJIH IPHHATHIO B CBA3H ¢ MPHHATHEM
PegepanbHOro 3akona 'O SHOMeHIHHCKHX KJIETOYHBIX HPoIyKTax"

|. Ilpunatne @epepansroro 3axkoHa (O OHOMEIUMIIMHCKUX KIETOYHBIX
NponykTax" He NOTpedyer NIpH3HAHUA YTPATHBIIMME CHITY, TIPHOCTAHOBICHHUA HIIH
IIPHHSTUS UHBIX QeepalbHEIX 3aKOHOB.

2. llpunstue ODepepansnoro 3akoHa O OHOMEIUIMHCKUX KIIETOYHBIX
npoaykrax” roTpedyeT BHECEHUS M3MEHCHHUH B!

Kopeke Poccutickoii @enepaliuy 00 agMUHHCTPAaTHREBIX [IpaBOHADYIUCHHAX;

Hanorogreiii koxeke Poccuiickolt Denepanuy (JacTe BTOpas);

YronoBHeY koJeke Poccufickoi Depepanuy,

Denepatpnbiii 3akoH "OO6 0CHOBAX OXPaHB! 3J0POBBI rpaxaH B PoccHilckoi
Pepepanun’;

GenepanpHeii 3akoH "O NTHIEH3UPOBAHUH OTICILHEIX BUIOB AeATENEHOCTH",

DenepanbHbri 3aKoH "O 3alyUTe NpaB IOPUAHIECKAX JTUI M HHIMBHTY AThHEBIX
IIpeIOpPHHHMAaTenel NpH OCYIIECTRIEHHH rOCYAapCTBEHHOrO KOHTpOIsA {(Haj30pa) H
MYHUIHIAJIBHOTO KOHTPOJIA .
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NEPEYEHD

HOPMATHBHBIX NpaBoBbix akToB Ilpesugenta Poccriickoil Megepauns,
MpaenteasctBa Poccniickoil Penepaunn 1 ¢penepatbHbiX OPraHoB HCIOIHHTEILHOH BARCTH,
HOMIeXKALIHX PH3HAHHK YTPATHBINHMH CHJIY, HPHOCTAHOBJICHHIO, H3MEHEHHIO H/IH NPHHATHIO
B CBSAI3H ¢ npHHATHeM Pegepanbnoro sakona "O GHOMEIHUHHCKHX KIETOYHbIX NpoayKTax"

IlpunstHe denepansHoro 3akoHa "O OHOMEIMIMHCKHUX KIIETOYHBIX NPOAYKTax" mnoTpeOyeT BHECEeHHS W3MEHeHuH B
[lonoxenue o MuHHcTepcTBe 3nparooxpaHeHus Poccuiickoii Penepanum, yTBepkKAEHHOE ITOCTaHOBIEHHeM [IpaBHTenncTBa
Poccuiickoit ®enepanun ot 19 mons 2012 r. Ne 608.

[lpunstue ®enepansHoro 3akoHa "O OHOMETHUIIHHCKHX KIIETOUHAIX NPOIyKTax" He NoTpedyeT NpH3HaHHUS YTPATHBIIHMH CHILY,
HPHOCTAHORNIEHH S, U3MEHEHUS M IIPUHATHSA HOPMaTHBHLIX NpaBoBbIX akToB [Ipesunenta Poccuiickoit @enepaun.

[lpunsatne PenepaibHOro 3akoHa "(O OHOMENHIMHCKHMX KJIETOYHBIX OPOAYKTax'

notpedyeT NpHHATHA CIeAYIOIIHNX

HOPMATHBHBIX NIPABOBEIX akToB [IpaBuTenscTBa Poccuiickolt enepaluu U (eaepanbHbIX OpraHOB HCIONHHTEIBHOH BIACTH:

IlpumepHBbIi Crenenus o emepansHEIX
ObocHopanHe -
CpPOK IIOJITOTOBKH OpraHax HCMONMHHTENBHOR
Ne HammMenosanse npoexra HeoBX0nUMOCTH Kpatkoe ouscanue poeKTa 6
/n HOPMaTHBHOI'O 3KTa [IOJITOTOBKH ITPOEKTa 11poe HOPMATHBHOTO 4KTa BIIACTH JIHDO Oraiusalliix -
P . Horp - HOpPMAaTHBHOTO TOIOBHBIX HCIIOJIHHTENAX
HOPMATHBHOTO aictd aKTa H COHCIIOJIHUTENAX
Axtrl [IpaBurensctBa Poccriickolt Qegepannn
1. O nopsaxe omnater yeuyr skcineproB  Yacte 3 crated 15 1I kBapran 2015 r. YcranosieHHe pasMepoB OILTaTEI MuHzapae Poccun

COBETa 110 ITHKE, CO3[[AHHOTO
MHuHHCTEPCTBOM 31paBOOXPAHERHS
Poccuiickoli Qenepanuu B

25012707.doc

IIPOEKTa YCILYT 3KCIIEPTOB COBETA IO ITHKE,
¢enepansHore CO3MAHHOTO MHHHCTEPCTBOM
3aKOHa 3ppaBooxpaHenns Poccuiickoit



HaunmeHoranue npoekTa
HOPMAaTHBHOI'O aKTa

(bocHoBanHe
Heo0XomMMoCTH
ITOACOTOBKH MPOEKTA
HOPMATHBHOIO AKTa

[TpumepusIit
CPOK LOJTOTOBKH
TPOeKTa
HOPMaTHBHOTO
aKTa

KpaTkoe onucanye npoexra
HOPMATHBHOIO aKTa

cOOTBETCTBHH ¢ DellepanbHEM
3ak0HOM "O BHOMEOIIIIHHCKITY
KJIETOYHBIX TPOAYKTaX"

2. 00 yrBep»iacHHH NOpAIKa
(hopMHpPOBaHHA, HCIOJIB30BAHHY H
XPAHEHHR KOJUIEKIHH JIOCTOSHHOIO
XpaHeHHd 00pa3los KICTOYHEIX
JIHHUI, KJI€TOK, HCIOJIE30BaHHBIX 15
NPHIOTOBJIEHUA KJIETOUHEIX JIMHHIA,
ApPYTHEX KOMIMOHEHTOB, BXCASIIIX B
cocraB OHOMEAHIHHCKHX KIETOTHBLX

MpOOYKTOB

3, O6 yTBep»IEHHH THIIOBBIX IIPABHIT
00533aTeILHOT0 CTPAaXOBAHHS HKH3HH,
3[10pOBES NAIHEHT], YIACTBYIOLIEro B
KJIMHAYECKOM HCCNeNoBaHiIR
BHOMEHIMHCKOI0 KIETCYHOT O

[OPOAYKTa

25012707.doc

Hacts 3 cTateu 18
MpPOEKTa
denepansHOTO
3aKOHA

Iyuxr 4 yacte |
crarsH 20 npoexra
drenepaneHOro
3aK0Ha, YacTh 7
crateu 39

III xBapTanm 2015 1.

IIT xBapran 2015 r.

(De,uepauHH B COOTBETCTBHH C
DepnepalbHBIM 3aKOHOM
") OHOMETHIIHHCKEX KJIETOUHEIX

npoaykTax"
YcTaHoBIEHHE TOpAdKa Munsapas Poccrn
dopMHpOBaHHs, HCIOIE30BAHUS H

XPaHeHHA KOJUIEKIHH OCTOAHHOTO

XpaHeHHs 06pa3oB KIETOYHBIX

JIHHTAI, KJIETOK, HCTIOJIB30BAHHBIX I

NPHIOTOBNEHHS KIETOTHBIX THHHIH,

APYTHX KOMIIOHCHTOB, BXOAALIAX B

coCTAB OHOMEHIHHCKHX KIETOYHEIX

IIPOJTYKTOB
YTeepiIeRIe THIIOBBIX ITPaBHI Munsapas Poccun
00g3aTENEHOTO CTPAXOBAHHS XKU3HT,

3/l0POBBS MALMEHTA, yHaCTBYIOLIEro B

KIHHAYECKOM HCCIeIOBAHKH

DHOMEHIIHHCKOYO KIETOYHOI O

HPOIYKTa

Ceenenns o ¢epepanbubx
Opranax HCIIOHHTENBHOR
BJIACTH JIHOO OPraHHU3aIMUsX -
FOJIOBHBIX HCTIOTHHTENAX
1i COHCITOJIHHTEJIsTX



©HOIIOrMYECKOTO MaTepUana s ero
usyuenns B Poccutickoli denepaniun
H (1w1H) 3a npegenaMu Poccuiickoit
(DeJicpalMy H NOPALKA €T0 BHIBO3A H3
Poccuiickoii {dexepaiinu

6. O npasHnax mpogaxu
OHOMETHIMHCKHX. KIICTOYHBIX
HIPOIYKTOR

7. O nopsanxe BBo3a OHOMEIUIIHHCKHX
KJICTOYHBIX NPOAYKTOB B PoCCHHCKYIO
®epepanHio

25012707.doc

Yacte 8 crarbr 43
IpocKTa
jenepansHOro
3aKOHA

Yactp | cTatel 53
IpoeKTa
denepansHOTO
3aK0HA

IV xBapran
2015r.

IV xpapran
2015 .

IIpameprbrit Caenenus o delepanbHbx
ObocHoBanHe pAMEp A Genep ;
CPOK MOATOTORKH OpraHax HCIONHATENLHOH
Ne Haumenopanne npoexra HeODXOIHMOCTH Kparkoe onmucanne npoekTa
IpoeKTa BJIacTH AH00 OpraHH3aluIx -
n/n HOPMAaTHBHOTO aKTa HOJNTOTOBKH MPOEKTa HOPMATHBHOTO aKTa
HOPMATHBHOTO TOJIOBHBIX HCIONIHATEX
HOPMAaTHBHOTO aKTa
axta H COHCIIOJIHHTEIAX
4. 06 yreepIeHHH MOPAIKa UYacts 7 craten 32 1l xBapran 2015 r. Yeranosnenue Munznpas Poccun
aKKpEIHTALNH METHITHACKHUX [IpoeKTa NOpAAKa aKKPEAUTALIHE
OpraHH3alHH, [IPOBOJAIIHX tenepanbHOro METHIHMHCKHX OpraHu3anui,
KJIMHHYECKHE HCCIIEIOBAHHS 3aKOHA HPOBOIAINMX KITHHHYCCKHE
OHOMECTHITHHCKHX KIETOYHEIX HCCICIOBaHAS OHOME THITAHCKIAX
IPOAYKTOB KJICTOYHBIX MIPOIYKTOR
5. 06 yreepxaeHHH nopsaaka 3abopa npr Yacru 12, 13 Il xsapran 2015 r. YcranosieHue nopsAaka 3abopa npd  Muu3apar Pocenn
DpPOBEACHHH KIMHHYECKOTO cTaThH 34 npoekTa IIPOBEACHHH KIHHHYECKOTO
HCCIIENOBAHNA DHOMETUIHHCKOTO jeneparsHOTO Hecae10BaHus OHoMe THITHECKOTO
KIETOYHOTO NPOYKTa ¥ NAlHEHTA 3aKOHA KJIETOYHOTO IIPOJYKTA Yy NAlHEeHTa

fuonoruyeckoro MaTepHaa U €ro
n3ydenns B Poccuiickoit Qeaepanun
o (wim) 3a npenetaMu Poccuiickoit
(Dejepaliiu # IIOPAAKA €ro BHIBO3A H3
Poccuiicxof ®enepanmu

YCraHoBICHHE Mumzapas Poccun
IPaBHN HPpoJaxH OHOME IHIHHCKHX

KJIETOTHEIX NMPOIYKTOB

YcTaHOBIICHHE NOPAIKa BBO3A Munzapar Poccru

GHOMEIHUMHCKHX KIIETOTHEIX
npoxyktoB B Poccriickyto
e pepaiuio



4

CrepeHis o QeflepalbHEIX
Oprafax HCIIOMHUTEIBHOH
BNACTH JTHOO OpraHu3alfHsax -
FOJIOBHBIX HCIIOITHTEIAX
H COHCIIONTHHUTEISX

(enepalbHOMY OpraHy
HCIOJIHMTENILHO BITACTH,
OCYIIECTBIAIOIIEMY BEAEHTIE
rocyIapcTBEHHOTO peectpa

25012707.doc

Obochopanne Upimepubili
Ne HanMenoBaHiie IpoekTa HEOOXOZHMOCTH CPOK MOATOTORKH KpaTtkoe onncanne npoekra
an p gl P P
n/m HOPMAaTHBHOTO aKTa IOATOTOBKH MPOEKTa fpockia HOPMATHEHOI'C aKTa
HOPMAaTHBHOTO
HOPMAaTHBHOTO aKTa
axKTa
8. OO yTeepxicHHH MOpAIKa Yacts 6 craTel 53 IV kBaptan YCTaHORIEHHE
YHHYTOXEeHHA QanbCHHIIPOBAHHEIX I[POEKTa 2015, MOPAIKA YHHYTOKEHHS
EHOMETHIHHCKHX KJIETOYHBIX desiepanpHOro pankCHHIHPOBAHHBIX
MPOAYKTOR, He100pOKadeCTBEHHBIX 3aKOHa OHoMeHIHHCKHX KIIETOYHBIX
OHOMEAHIHHCKHK KIIETOYHBIX. IPOIYKTOB, HeFOOPOKaueCTBEHHBIX
OPOAYKTOB, KOHTpadakTHBIX OHOMEMIIHHCKHX KIFeTOYHBIX
OGHOMETHINTHCKHX KIIETOYHEIX IPOAYKTOB, KOHTPadaKTHRIX
IPOJIYKTOB OHOMETHIMHCKHX KIFETOSHBIX
MPOIYKTOB
9. O nopsiaxe HHQOPMHPOBaHHA O BBO3e  YacTh 2 cTareH 56 IV kBapran YcraHOBACHIE IPABHIT
DHOMENHIHHCKHX KJIETOYHBIX NIpOeKTa 2015 T. pefocTaBIeH s HHpopManiy o
npoxykros B Poccuiickyro Peaepaunio denepaisHOro BBO3€ DHOMEIHITHCKHX KIIETOYHEIX
H BBIBO3€ OHOME THLHHCKHX 3aKOHa nponyxToe B Poccuiickyro
KIIETOUHEIX IPOTYKTOB H3 PoccHickoH denepannio ¥ BEIBO3E
deneparnn OHOMEMHIIHHCKHX KIIETOYHBLX
npoaykros U3 Poccuiickoit
Qepeparnu
10. O mpenocraenednn (enepaisHEM YacThk 2 cratey 56 IV xsapran O npenocrasneHHH $edepalbHbIM
OpraHOM HCIIOTHUTEIbHOI BIIACTH, IIpOEKTa 2015 . OpraHoM MCHOTHHTENLHOH BJIACTH,
YIIOJIHOMOYEHHBM B 0bJiacTu (henepanbHOro YTIONHOMOYEHHEBIM B 00J1aCTH
TAMOIKEHHOTO €N, HHQOPMAITHH 38KOHa TAMOXEHHOTO 1e1a, HHGOpMAIiH

(peepankHOMY Oprany
HCIIOJTHHTEIILHOI BNACTH,
OCYUIECTBILAIOLICMY BESHHE
rocyZlapcTBEHHOIO peecTpa

Munzgpas Poccun

Munsapas Pocernn

Mrun3zgpas Pocenn



[IpuMepHbIH Caezienns o dejlepalbabIX
O6ocHoBaHUe pHMEp A Geztep 9
CPOK NOITOTORKH opraHax HCHOJHHTENBEHOH
Ne HanmeHoBaHEE [IPOEKTA HEOOXOAHMOCTH Kparxoe onncanue npoexTa
[IpOEKTa BNACTH MO0 OpraHH3alusXx -
n/n HOpPMaTHBHOI'O 2KTa MOATOTOBKH NPOEKTa HOPMAaTHBHOICQ aKTa
HOPMAaTHBHOTO TOJIOBHBIX HCIIQIHUTEIIAX
HOPMATHBHOIC aKTa
aKTa H COHCTIOJIHHTEJITX
DHOMEMHITHHCKEX KIETOYHEIX DroMeTMUMHCKAX KIeTOYHBIX
HpPOAYKTOB, 0 BBO3€ DHOMEAHIIMHCKHX [POAYKTOB, O BBO3¢ OHOMEIHUIIHHCKHX
KIETOYHBIX IPOAYKTOB B PoccHHCKYHO KJIETOYHBIX [IpOAYKTOR B Pocchiickyio
(enepaiHio H BLIBO3E (enepallyio U BEIRO3E
DHOMENHIMHCKHX KIIETOYHEIX OHOMEAUIIMHCKHX KIIETOUHBIX
nponykro H3 Poccuiickoit denepanun IpoAyKToB u3 Poccuiickoi

Qegepanuu

AXTH! (pefiepaTbHEIX OpraioB HCIOAHHTEIBHON BIACTH

1. OO yrBepxaeHHH npaBui Hapnexamed Yacte 3 crathu 9 IV kBaptan VTRepxaeHHe npaBun Haanexamedn  Muuigpas Poccun
nab0opaTopHOA NPaKTHKH IpoeKTa 2015 r. 11200paTOpHO# TPAKTHKH
OHOMEHHIIHHCKHX KIETOYHBIX tenepanbHOro OHOME THUMHCKHX KJIETOMHBIX
IPOTYKTOB 3aKOHA IpOIYKTOB
2. Ob yTBep:XKIOECHHK NPaBHLI YacTb 3 craThe 9 IV kBaptan YTBepKAeHUE IPaBHl Menzapas Poccan
LOKIHHHYECKHX HCCNIEI0BAHUR IPOEKTa 2015r. JOKTHHHYECKHX HCCIeT0BaHHH
OHOMETHIHECKHX KIIETOUHEIX denepanbEOro OHOMEMIIMHCKHX KIeTOYHEIX
HPOYKTOB 3aKOHa IPOIYKTOB
3. OO0 yTeepxacHHH npaswi Haylexamed Yacte 1 cTathi 32 IV xBapran YTBepKICHHUE [IPaBHI Munznpae Poccnu
KIMHHYCCKOH NTPaKTHKH IpoexTa 2015r. JOKTHHHYECKHX HCCIEAOBAHHHI
denepansHOro OHOME THITHHCKIX KIETOYHEIX

33aKOHA HpOIYKTOB

25012707.doc



IpumepHbrit Chenenus o denepans
ObocroBane c oxpno II‘)OTOBKH o , berep BD”(
raHax
Haumenosauue npoekra HEODX0HMOCTH P A KpaTtkoe OnHcaHHe IIpoeKTa p HCTIOJHHTENLHOH
IpOeKTa BJACTH JIH00 OprauH3anusx -
HOPMaTHBHOI'0O aKTa TIOATOTORKH ITIPOEKTA HOPMATHBHOI'O aKTa
: HOPMAaTHBHOI'O TOJIOBHBIX HCITOTHUTENAX
HOPMATHBHOIO aKTa
aKra I COUCTIONHHTENAX
O% yTeepIeHHH (OPMBI Yacts 3 crarsy 10 IV kBapran VTeepxieHue opmel cenu$uxanuy Muazapas Pocciu
CTIEIHQUKALHE OHOMEIHITHHCKOTO IPOEKTa 2015, OHOMETHIHHEGKOTO KJIETOUHOTO
KIETOUYHOTO MPOAYKTA H IIPABHIT (enepansHoro TPOAYKTa U IIPABHII 3al10NBEHHSA
3aNIOJIHEHHS GOPMEBI ClIeHHKAIHE ~ 3aKOHa (hOPMEI crielHQHKAITHE
DHOMEIMLIMHCKO0 KJIETOYHOTO OHOMENHITHHCKOTO KIIETOYHOTO
IPOAYKTa POOYKTa
O BHeceHHH H3MEHEHHH B yCTaB Crarpa 13 I1I kBapranm 2015 r. Buecenue uzMeHeHUl B yCT4B Munznpas Poccun

(eaepanbROro rocyAapcTBEHHOTO
GIOMKETHOTO YUPEKACHHA

00 yTrep:KICHHH NOpAIKa
OlIpeACHEeHUA YPOBHA
pothecCHORATBHOI IOATOTOBKH
9KCIIEPTOB H HX aTTecTallHH Ha IpaBo
npoBeAeHHa ONOMETHITHHCKOH
SKCOEPTH3EI OHOMETHIIHHCKHX
KJICTOYHBIX [IPOAYKTOB B TIEJIAX HX
T'OCYAapCTBEHHOH perucTpanuu

OG6 yTBepIKJICHHH TTPaBIUl [IP0OBeICHUA
BHOMe IHIIMHCKOH SKCIIEPTH3b
OHOMETHITHHCKUX KIETOUHBIX
OPOAYKTOB H GOPMB 3AKIIFOUEHHA
KOMHCCHH JKCIIEPTOB SKCIEPTHOrO

YapeXIeHHA

25012707.doc

Yacts 11 ¢rateu 14
IIpOEKTA
tenacpansHOroO
3aKOHA

YHactp 12 craTen 14
NPOEKTa
denepaibHOrO
3aK0oHa

IV xBapran
2015 T.

11T xBapran 2015 1.

dedepaATEHOTO TOCY IaPCTBEHHOTO
OFO/IETHOTO YUPEXAEHNA

YceranosneHHe OpsAKa olipeeneHns Munsapas Poccuu
YPOBHA IIPOQeCcCHOHATEHON
MOArOTOBKH 3KCIIEPTOB H HX
aTTecTallHH Ha IpaBo IpOBEJeHH
OHOME THITHHCKOH IKCIIEPTH3EL
HHOMETHITHACKHX KICTOUHBIX
MPOIYKTOB B LIEJBIX IX
TOCYAApCTBEHHOI perHCTPAITHI
YcraHoBIeHHE TpaBIWI posenenns  Munzupas Poccun
OHOMEHITHACKOH 3KCIEPTH3E]

OHOMEINTTHHCKYX KIETOYHEIX

IPOAYKTOB H QOPMEI 3aKTHOIeHUS

KOMMCCHH HKCIIEPTOB SKCIEPTHOrO

yUpexKIeHH



TpenCTaBieHHs JOKYMEHTOB, H3 IpoexTa
KOTOPBIX OpMHpYeETCS denepanbHOrO
pErMCTPALHOHHOE J10Che Ha 3aK0Ha

OHOMEQHUMHCKUH KNETOYHBIH MPORYKT
JU1S TOCYIapCTBEHHON perucrpannH
OHOMETHIHHCKOTO XIETOUHOTO

TIPOLIYKTA

2501270%.doc

MpeAcTaB/eHUs NOKYMEHTORB, H3
KOTOPEIX popMHpYyeTCs
PETHCTPALHORHOE JOCHE Ha
OHOMEQUIIHHCKHH KJICTOYHEIR
NpOIYKT U1 rOCYAapCTBEHHON
perHCTpailid OHOMEHITHHCKOrO
KJIETOYHOTO IpOJIyKTa

[pumepupni Caenenns o thenepabEEX
Obocropanue PiMep denep )
CPOK IIOATOTOBKH OpraHax HCIIOJIHHTENbHOIT
Ne Haumenosanue mpoekTa HEOOXOIHMOCTH Kparkoe onHcanHe npoeKTa
[IpOEKTa BIAcTH JIHOO OpraHH3amHIx -
n/m HOPMAaTHBHOTI'O aKTa NOATOTOBKY [IPOCKTA HOPMATHBHOI'O aKTa
HOPMATHBHOI'O TOJIOBHBIX HCIIQTHHTEILIX
HOPMaTHBHOTO aKTa
aKra H COHCIIQJIHHUTEIIIX
8. (O cocrase coseTa 110 3THKE, 06 Yactu 1, 5 ctatem 15 [V kBapran VYcraHoBIeHIE cOCTaBa COBETA [0 Munszgpas Poccun
YTBEPJICHIH TIOJOKEHHA O COBCTE 10 IIPOCKTA 2015 1. OTHKE, IIONIOKEHHA O COBETE IO DTIKE
9THKE B cepe obparmenus peaepaabHOrO B cdepe obpamenns
OHOME/THUIHCKHX KIIETOYHBIX 3aK0Ha OHOMENUIHHCKHX KJIETOYHBIX
IPOJIYKTOB, 00 YTBEDNKIEHHH IIOPAIKA TIPOJIYKTOB, 00 yTBePHKIEHHH NOPAIKA
OpTraHH3alHA H IPOBEASHIS dTHIECKO OpraHH3alHH H [TPOBE/ICHIT
SKCIIEPTH3BI BOBMOXKHOCTH 11 pOBEACHIIs IKCIEPTH3BI BOIMOMKHOCTH
KIIHHHYECKOI'0 UCCIIE/I0BAHMS IIPOBEJICHHA KJIHHHYECKOI0
OHOME/IHIHHCKHX KJIETOYHBIX . HCCNeJOBaHHAA OHOMEUIITHCKHX
MPOJYKTOB H QOPMBI 3aKITOUEHHSA KJIETOYHBIX [IPONYKTOB H HOpMBI
COBeTa IO 3THKE 33KJIFO9eHHS COBETA 0 3THKE
9. OO yrRepXIeHHH OPIAKA YaeTp 6 cTaThy 15 IV xBapTan YcraHoBIeHHe NOpsKa pasmemenns Mun3sapas PoccHu
pasMelneHns Ha OPHIIHATLHOM cafiTe B [IPOCKTa 2015, Ha oQHIHANBHOM caliTe B CETH
cer "HMurepuer" HHOpMALIHE 0 denepanpHOrO "MurepHer" nu{oOpMalHH O cocTase
COCTABE COBETA 10 ATHKE, IUIAHAX M0 3aK0Ha COBETA 10 3THKE, IIIAHAX eT0 paboTsl
paboThr H TeKyUIeH NesTeLHOCTH H TeKyIIeil NeATENbHOCTH
10. 06 yTeepxeHHN NOpsAaKa Yacts | ctaren 16 I kBaprar 2015 r. Ycranopaenue ropaaxa Munszpas Poccuy



Ne Haumenosanue npoekra
a/m HOPMAaTHBHOTO aKTa

11, Ob6 yrBeps/ieHHH TOPAKA BELIAYH
paspelueHus HA NpOBEAeHIe
KIHHHYECKOIO HCCNEeJOBAHIIS
OHOMEIMUHECKOTO KIETOYHOTO

IpOIYKTa

12. 06 yrBep:IeHUH HOPMbI
PETHCTPALTIOHHOTO YIOCTOREPEHHS
OIOMe THIMHCKOTO KIIETOYHOTO
HPOJIYKTa

13.  O6 yTBepKACHHH QOPMEI JIOKYMEHTE,
COJIEPHKAIIETO Pe3YIBTATH
MOHITOPHHTA BesonacHocTd
HpHMEeHeHHs DHOMEIHIHHCKOTO
KJIETOYHOTO MPOAYKTa, B 1[EIIAX
TOTBEPRJICHHS €T0 roCY HAapCTBEHHOH
PETHCTPAITIH

14. Q0 yreepxaeHn GOPMEI 3a5BICHHA O
BHECEHHH H3IMEHEHHH B JTOKYMEHTEL,
COoJICpXalnHeca B PETHCTPALHOHHOM
JIOCHE HA 3apETHCTPHPOBAHHLIH
OroMe IHUMHCKHH KITETOYHEBIL NPOAYKT

25012707, doc

ITpumeprrtii
Ob6ocuopanne PIEMEP
CPOK TICLATOTOBKH
HEOOXOMHMOCTH
IpoeKTa
IOATOTOBKH [IPOEKTa
HOPMATHBHOTO
HOPMATHBHOI'O aKTa
aKTa
IlyuxT 4 actu 2 I kBapran 2015 1.
crathH 20 npoexTa
reepaTbHOrO
3aK0HA

[IynkT 3 qacts 1 I xsapran 2015 1.
CTaThH 23 NpoexTa
¢enepansHoOro

3aKoH4a

IV ksapran
2015 .

Yacte 3 cTaThH 23
NpoeKTa
denepansHOTO
3aKoHa

IV xeapran
2015 .

Yacte 1 crated 26
npoeKTa
denepanpHOTO
3aK0HA

Kparkoe onncanne npoexkTa
HOPMAaTHBHOTO aKTa

Caenenns o ¢enepatbHbIx
Oprafax NCHOJHHTENBHOR
BJIACTH JIMOO OpraHH3alugX ~
TOJIOBHBIX HCIIOJIHHTEISX
H CONCIIOJTHHUTEIAX

VYeranopnenune nopsyKa BbLIATH
paspemeHns Ha IpoBe/IeHHE
KITHHHYECKOI'0 HCCNIE[OBAHMSA
HHOMEAHIHHCKOTO KIETOYHOTO

NpOIyKTa

Yieepaenne GopMer

PETHCTPAlHOHHOIO Y OCTOBEPEHHS

BHOMEIHITHECKOTO KIeTOSHOTO

IIPOAYKTA

VceranoBienne GopMBI JOKYMEHTA,

COHEPXAIEro Pe3yIhTATh
MOHHTOpHHTA Oe30MacHOCTH
NpUMeHEHH A OHOMeTUIHECKOTO
KIETOYHOTO TIPOJIYKTa, B [EIK
HOATBEPKACHHS €ro
rocyJapCTBEHHOM perHcTpaliy

VYeranosneHHe (hOPMEI 3aSBACHHS O
BHECEHHH H3MCHEHHH B IOKYMEHTEL,
COAIEPMKAITHECA B PEIHCTPALHOHHOM

JIOChe Ha 3aperHCcTPHpOBaHHEIN
OHOME JHUHHCKHH KTIeTOMHBI

HPOIYKT

Munr3apas Poccun

Munsnpas Poccuu

Munz3apas Poccun

Mimznpas Poccun
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TIpuMepHEIi Crenenus o
ObocHoBaitHe c oxp 0 pOTOBKH a dJeHepam’HHi(
OpraHax uc
Ne HawmeHoBanue npoekra HeoOX0HMOCTH P o oIg;cTa Kparkoe onucakue npoexTa BJIp Haxg TOJHHATC/IEHOR
acT 0 -
n/n HOPMATHBHOI'O aKTa NOATOTOBKH IIPOEKTa P HOPMaTHBHOI'O aKTa JTHOO Opranm3alHix
HOPMAaTHBHOTO FONIOBHBIX HCHOMHHUTENIX
HOPMAaTHBHOTO aKTa
aKra # COHCIIOJHHTENAX
15. OO0 yrBepKIeHHH IOpS/IKa BEIEHHS Yacts 3 crateu 28 [l kBapTan 2015 r. Y1BepxzeHUe Mumnsgpae Poccun
rOCyJapCTBEHHOTO PEECTpa IIpocKTa IOPSIKA BEACHHS rOCYJapCTBEHHOTO
HHOMEMLEHCKHX KICTOYHEBIX ¢enepansHOTO peectpa OHOMeHIHHCKEX
NPOAYKTOB 3aKoHa KJIETOYHBIX IIPOIYKTOB

16. 06 yTBepXICHHH OPS/IKA H CPOKOB
pasMemerHa AHQOpMAITHH, CBA3aHHOM
C OCYIIECTBNIEHHEM FOCYAapCTBEHHOM
pErHCTpalBy OHOMEULIHHCKHX
KJIETOYHBIX TPOAYKTOBR, HHGpOPMAIHH 0
3aperuCTPHPOBAHHBIX
OHOMEIHIIHHCKHX KIETOYHbBIX
IPOAYKTAX, HCKJIFOUEHHBIX H3
roCyXapcTBEHHOIO peecTpa
OHOMEAHITHHCKHX KJICTOYHBIX

IPOAYKTOB

17. Q6 yTBepXICHHH MOPAIKa BeICHHA
peecTpa BELAHHBIX paspelleHKR Ha
MPOBEJIEHHE KITHHHYECKIX
HCCIeTOBaHHE OHOMEINIMHCKHX
KJIETOYHBIX IPOYKTOB

25012707.doc

Yacte 2 crateh 31
IIpoexTa
tenepansHOro
3aKOHA

Yacthb 4 cTathu 32
[IpPOEKTa
tenepanpuoro
33K0HA

I xBapran 2015 r.

III xBapran 2015 1.

YcraHoBieHHE IOpAAKa Munzapas Poccuu
H CPOKOB Pa3MelLCHUS HHPOPMALHY,
CBA3aHHOH C OCYLIECTBIICHHEM
FOCYNApCTBEHHOH PerHCTpAlHH
DHOMEIHIMHCKHX KICTOYHBIX
IPOTYKTOB, HHbOPMALHH O
3aperHCTPHPOBAHHBIX
OHOMEIHIHHCKHX KJIETOYHBIX
IPOAYKTaX, HCKITHOYECHHBIX U3
rocy/IlapCTBEHHOTO peecTpa
OHOMETHITMHCKHX KAETOYHEIX

IPOJYKTOB

YcraHoBIeHHe IOPAIKa BeIeHHT Munzpas Poccuu
peecTpa BRIMAHHEIX Pa3pemeHHH Ha

TIPOBE/ICHHE KITHHMYESCKIX

HCCIEJ0BaHHHA OHOMETHIIMHCKIX

KJIETOYHEIX MPOILYKTOB



1750l

18.

19,

20.

10

HaumeHnosanue poekta
HOPMATHBHOTO aKTa

(ObocrnoBanHe
HeoOXOOHMOCTH
ooaAroTOBHKH HpO@KTa
HOpMaTHBHOFO axKTa

lIpumepHeii
CPOK ILOATOTOBKHM
IpoeKTa
HOPMATHBHOTO
aKTa

KpaTkoe onHcaHAe IpoeKTa
HOPMaTHBHOTO aKTa

CrelieHHs o (eliepalbHbX
Oprasax HCIOJHUTENBHOH

BNacTH MO0 OPraHH3ALHIX -

rOJIOBHBIX HCIIO/IHHTEAX
H COHCIIOJTHHTEIIIX

06 yreepxieHiH nopsAIKa

pasMeIneHHs Ha opHLUHATBHOM caifTe B

cetd "MHTepHeT" nepeyus
MEJMTHHCKHX OpraHH3aIui,
UMEIOUIHX TIPARO TPOBOIUTE
KJIMHIYECKHE HCCIeIoBaHHA
OHOMEOHITHHCKIX KIETOYHBIX
IPOJAYKTOB, H peecTpa BBIHAHHBIX
pa3pelueHHil Ha IPOBECHHE
KITHHHYECKIX HCCIET0BAHMI
OHOME THIHHCKIX KICTOUHEIX

MPOIYKTOR

O6 yTBepIeHHI POPMET COOOICHIA

0 34BCPUICHITH, OPHOCTAHOBJICHHM HIIIH

HPEKpaIlieHHH IIHHHYECKOT O
HCCIIEOBAHHA OHOMETHIIMHCKOTO
KIETOYHOTO POIYKTa

OO0 yTBepIEHUH NOpAIKa
OTIYOJNIMKCBAHUA M pasMelieHus Ha
ohHUHATLHOM cafiTe B ceTH
"Harepaer" coolmenuil o
3aBEPIIEHHH, TPHOCTAHOBICHHIH HITH
MPEKpaliCHHH KIIHHHIECKOTO
HCCJIEIOBAHAS OHOMETUIIHHCKOTO
KJIETOYHOTO IPOJyKTa

25012707.doc

Yacts 8§ crarbu 32
IpoeKTa
(penepaybHOTO
3aKoHa

Yacty 6, 7 ctatey 34 111 kBapran 2015 1,

IIPOEKTA
{eneparsHoro
3AK0HA

YacTe 8 cTaTen 34
MpOeKTa
denepabHOTO
3aKOHa

I1I xBapran 2015 r.

I xapran 2015 r. YcranorieHHe

LOPSAAKA PasMEIlIEHH Ha
O(pHLHATTEHOM cailic B CeTH
"NurepHeT" nepewis MeHIHHCKITX
OpraHH3aili, HMEWIIUX TTPaBo
IIPOBOMHTE KITHHIYSCKHE
HCCIIEICBAHMS OHOMETHIIHHCKHX
KJIETOYHBIX IPOAYKTOB, H peecTpa
BEIOAHHBIX pPa3peIileHAHA Ha
POBEACHHE KIHHHYECKHX
HceneqoBanuii OHOMEIHLIMHCKRX
IJIETOYHEIX NPOAYKTOB

YcranosneHre GOpMBI cOODMERHs O
3aBepIOeHHH, IPHOCTAHOBIICHHH HITH
NPEKPAITEHHN KIHHHIECKOTO
HCCIE/(OBAHHA OHOMEULIIHCKOTO
KIETOYHOTrO IPOIYKTa

YcTaHOBIEHHE TTOPAIKA
onyONIMKOBAHHA I pasMeIneHus Ha
OpHIHATEHOM calTe B CeTH
"Hureprer" coobieuHit o
33BEpIICHMH, IPHOCTAHOBIICHHH T
NpeKPAleHHH KTHHIHECKOTO
Heee[0BaHug OHOMEIHIIHHCKOTO
KJIETOYHOTO HPOIYKTa

Mur3apas Poccnu

Munzupas Poccru

Muuzapas Poccun
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OBocHoBaHHE ITpumepHEbLA CBenenns o Q)eﬂepam,ﬂwu{
Ne HammeHoBaHHe npoekTa HeoGxomumocty | (POK MOATOTORKH KpaTkoe crnHcanse npoekTa OPTaHAX HCILIOHATELHOH
n/u HOPMaTHBHOIO aKTa [HOATOTOBKH HPOEKTA fpoekra HOPMATHBHOTC aKTa BIIACTY 1460 OprAH3AIMAX -
P HOPMATHBHOI'O FOJIOBHEIX HCHONHHATESX
HOPDMATHBHOIO axTa
aKTa H COMCIIONHHTEILIX
21. OO yrBep>»IeHHH NPABLT BeAeHHS Yacte 9 ctaten 34 11l kpaptan 2015 r. YTeepxaeHde npaBua BeqeHHS Muuzapae Poccuu
peectpa HecneaoBaTelefi, IpoBoASIIHX IPOEKTa peectpa HccneaoBarened,
HJIH [IPOBOJHBINNX KITHHHYECKHE denepanpHOTO HPOBOJAIIMX HITH IPOBOIHBIIHX
HCCHeNoBaHUS O HOMEMIHHCKOTO 3aK0HA KJIIMHHYECKHE HCCNeT0BaAHHSA
KJIETOUHOIO NPOIYKTA ¥ pasMellieHHS OHOMe IMITHHCKOr0 KJIETOUHOTO
€rc Ha OQHUHANEHOM caliTe B CETH IIPOAYKTA M pasMeNicHus ero Ha
"Untepret” OpHUIMATLHOM cafiTe B CETH
"HUatepreT"
22. O yreepxaeHUR NOpAaKa Yacts 10 craTteu 34 1V xBapran VYcTanoBneHHe NOpA/IKa Munzapas Poccnu
IpeICTABACHHS [IpoeKTa 2015 r. TIpe/CTaB/IeHAS
B YTIOJHOMOYEHHbIH (heacpaIbHbLl denepambHOrC B YIOIHOMOYCHHBIA dheneparbHELH
Oprad UCIIONHHTENILHOH BIACTH, 3aK0HAa OpraH UCIIQIHUTEILHOH BIACTH,
BBIABINKH paspelleHue Ha BBUIABINHE pa3pelicHHe Ha
NPOBEAEHHE KIIHHHIECKOTO TIPOBENCHHE KITMHHYECKOTO
HCCIICNOBAHHA OHOMEHIHECKHX HCCeNoRaHAA OHOMEIHIIHHCKHX
KJIETOYHEIX IPOYKTOB, OTYETA O KJIETOYHEIX IPOXYKTOB, OTYETA O
PEe3yNBTATAX 3TOTO HCCJIeJOBAaHHA Pe3yNETATaxX 3TOrC HCCeNOBAHMA
23.  O6 yTBepKAECHHH NOPAIKA Yacte 3 crareu 35 Il keaptan 2015 r. YcranoBneHHe nopsaka Munznpar Poccun

PacCMOTpeHKA COODIEHHS O
HEOOXOIUMOCTH BHECEHHA H3IMeHEHUH
B HPOTOKOJ KIIHFHHYIECKOIO
HCCNEAOBAHHA OHOMEAMITHHCKHX
KJIETOYHAIX IIPOXYKTOB

25012707.doc

IIpoexTa
(denepanpHOro
3aKOHa

PaccMOTPEHHA COOOIIEHHA O
HEOOXOMHMOCTH BHECEHHUA
HM3MEHCHHH B IIPOTOKOJ
KTHHHEYECKOrO HCCIeIOBAHMSA
OHOMENHIMHCKEX KIETOYHBIX

HPOIYKTOB
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OBocHOBANHE HpumepHbri Cregenus o d)e,uepanmmf
Ne HaumMenoBanHe mpoexrTa HEe0DX0UMOCTH CPOK IIOMTOTOBKH Kpatkoe omicanue mpoekra OPraHax HCIOJHHTENLHOH
n/m HOPMAaTHBHOIO aKTa MIOACOTOBKH POEKTA Hopr;.f:'ri{l;[:oro HOPMAaTHBHOI'O AKTa BJ:‘?;:BJ:[I:E{OHC::}:I r:f:;::ﬂ“;‘ )
HOPMAaTHBHOIO aKTa
aKTa H COHCTIONTHUTE X
24, OO0 yTRepKACHHHM NOPSJIKA YUYCTa H Yactu 2, 3, 4 IV kgapran YcTaHOBIEHHE IOPAIKA YUETA U Musuznpas Poccun
XpaHeHHd B MEAHIMHCKOR crateH 40 npoekTa 2015 . XpaHeHHs B MEIHIHHCKOM
JNOKYMEHTAIIHH BOJIEH3bSBICHUA deaepansHoro JOKYMEHTAHH BOJNCH3bABICHUS
COBEPHICHHONETHETO JeeciocobHOor0  3akoHa COBEPIIECHHONETHETO ACECIIOCOOHOTO
TPXIAHHHA O COITACHH HIIH TPAX/IAHHHA O COITIACHM HITH
HECOIIACHH Ha NMPelNOoCTaBIeHHE ero HECOTJIACHH Ha NPeNOCTARICHHE €ro
BHONoru4Yeckoro MarepHana 1ocie OHOTOTHYECKOro MaTeprana rmocie
CMEPTH, 3asBICHHA HHBIX JIAI B CMCPTH, 3asBJICHHH MHBIX JIHI[ B
OTHOIHNEHHH MOJYICHHS OTHOINEHHH NOJYYEHHA
HHOIOrHTecKOro MaTepHana YMEepLIEro BHONOrH9ecKoro MaTepHaia
INA IPOH3BOACTEA OHOMETHITHHCKOTO yMepIIEro Ui IPOH3BOACTBA
KJIETOYHOTO MPOAYKTa OHOMEIUITYHCKOr0 KJISTOYHOIr0
IIPOIYKTA
25. Q6 yrBepxJECHHH IIPARKI Yacts 6 crate 40  UI xBapran 2015 r. YcranoBneHHe NpaBHI Mun3apas Poccun
MEeIHIIMHCKOro obciefoBaHuA IOHOpA MpOeKTa MEIMLHHCKOro 0bCaenoBaHHs JOHOpa
BHOMOrHYeCKOro MaTEpHANA JUIH thenepaneHoro buonorugeckoro Marepuana s
BBISBICHHA IIPOTHBONOKA3AHHH IS 3aKOHA BELIBJICHHS [IPOTHBOLIOKA3aHHH IS

NOIy4YeHHs OHOTIOTAYECKOTo
MaTepHaja i [I[PpOU3BOJICTBA
OHOMEIHITHHCKHX KIE€TOIHBIX
IIPOTYKTOR H IIEPEYHA
MPOTHBOTIOKA3aHNH (abCOMIOTHLIX U
OTHOCHTEJILHEIX ) JJIT MONYyYeHHSA
BHOMOrH4IeCKOro MaTepHana Jyis
TIPOH3BOJCTBA OHOME IULHHCKHX
KIIETOUHBIX MPOXYKTOBR

25012707 doc

MOTy4eHHA OHOJOTHYIECKOTO
MaTepHaia JUIi HpOH3BOJCTBA
OHOMEIUIIMHCKHX KNETOUHBIX
IIPOAYKTOB H IEPEYHA
HIPOTHBOIMOKA3aHKH (a6CONIOTHRIX H
OTHOCHTENBHBIX) UL [IOYYEHUA
OHOIOTHUCCKOTO MaTepHata s
NPOH3BOACTBA OHOMETHIIMHCKHX
KIETOYHEIX [IPOJYKTOB
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TpuMepBEIi CezeHus o QeaepanbHbx
ObocHoBanue PHMEP % henep -
CPOK HOATOTOBKH OpraHax MCHOOJHHTENbHOR
Ne Haumenopanwe npoexra HeoOXOIUMOCTH Kpatxoe onHcanue rpoexTa
npoekTa BJIACTH JUOO OPraHU3aiHsiX -
o HOPMATHBHOTO aKTa TIOATOTOBKH [IPOEKTa HOPMaTHBHOI'O aKTa
HOPMaTHBHOTO FOJOBHBIX HCIIOJIHHTENSIX
HOpMAaTHBHOTI'O aKTa
aKTa M COHCTIOJIHHTENAX
26. OO yrBepkaeHHH QOPMEI Yactb 8 crateu 40 [T kBapran 2015 r. Ycranosnenue opMsl Munzzapar Poccun

HHG$OPMHPOBAHHOT 0 HOOPOBOJILHOTO
corjacus INpHAM3HEHHOTO OHOpPa
[IPeIOCTaBHTh CBOH OHONOrHYEeCKHH
MaTepyal JUld HpOH3BOACTRA
OHOMETHIHHCKOTO KIETOYHOTO
[IPOJTYKTA, poAdTenei HiH HHBIX
3AKOHHEIX [IpPEACTABHTENEH
HECOBEPILEHHONSTHUX HITH JIHLI,
NPH3HAHHBIX HEAEeCTOCO0HRIMH B
YCTAHOBIIEHHOM 3aKOHOM IIOPSIKE,
HHEIX JTHL B OTHOLICHHH
NpeJOCTABIEHHS DHOMOrHYECKOoro
MaTepyana Il IPOH3BOACTRA
OHOMEIHMUMHCKHX KIECTOUHBIX

MIPOIYKTOB
27.  Ob yrBepxacHUH GOPME] KypHaila
PETHCTPAIIMH HONYYCHRA (H3DATHS)
OHONOTHYECKOrO MaTEpHANA JIJId
I POH3BOACTBa OHOMEIHIHHCKHX
KJICTOYHBIX TPOSYKTOB H [TOPAOKA €TI0
BEICHHA

25012707.doc

nmpoekTa
denepanbHOrO
3aKOHa

Yacts 2 cTaThH 42
TIpOCKTa
denepaasHOro
3aKoHa

I xpapran 2015 .

HH($OPMHPOBAHAOTO 10OpOBONEHOTO
COIIaCHA [IPHXH3IHEHHOTO JOHOpa
OpenoCTABHTE CBOH GHosiorudeckmii
MaTepHai i IpOH3BOACTBA
OHOMEXHIIHHCKOTO KIIETOYHOrO
MPOAYKT4, POXHTENEH HITH HHBIX
3aKOHHBIX NpeACTaBHTENEH
HECOBCPIICHHONETHHX HJIH NHL,
TIPU3HAHHEBIX HeeecmoCcOOHRBIMH B
yCTaHOBIEHHOM 3aKOHOM IMIOPATIKE,
HHBIX JIHI] B OTHOINCHWH
[HpEIOCTaBICHHUA OHONIOTHYIECKOTO
MaTtepuana U1 IpoH3BOICTBa
OHOMEIMIIHHCKUX KJIETOYHBIX

OPOIYKTOB
Y1eepxkneaHe GopMbl KypRana Munzapas Poccun
PETBCTPalMH IONYICHUS (M3BATHS)

GuonorgYeckoro Matepyaia s

TIPOH3BOACTBA OHOME IHLIHHCKHX

KIETOYHBIX IPOAYKTOB H IMOPSIKa €T0

BeJICHHS
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/i

28.

29.

30.

31.

HauneHoBanHE fipoeKTa
HOPMaTHBHOIQ aKTa

ObocHoBaxne
HeoOXOAUMOCTH
NOArOTOBKH [POCKTa
HOPMAaTHBHOTO aKTa

TIpumMepHBIi
CPOK TOArOTOBKH
MpOEKTA
HOPMaTHBHOIO
aKTa

Kparkoe onucanie npoekra
HOpMAaTHBHOTO aKTa

CrefeHus 0 (ejiepabhbiX
OpraHax HCHONHHTEJLHOI
BiIacTH JIHOO OpraHH3aIHAX -
FOJIOBHBIX HCHOTHHTENAX
i COHCHOTHHTENAX

OO0 yTBep)ueHIH NPaBUN MOTyYelHs

{(13BaTHA) O1ICNOrHYECKOT0 MaTepHana

JULA IPOH3BOACTBA OHOMEHLIHHCKIHX
KIICTOYHLIX ﬂpOﬂ}’KTOB

O6 yTBEPKACHTH NPABIIT OPranu3aliii

TIPOM3IBOACTBA H KOHTPONSA KayecTsa
OHOMETHIIHHCKHXY KIETOYHBLX
NPOEYKIOB

O6 yTBepHIEHHH ITPABILI
TPaHCIIOPTHPOBKH H XpaHeHHA
HHONOTHYECKOTO MATEpliana, KIeToK
JU1 IPHTOTOBIICHHS KIIETOTHBIX
TUHHH, npeJHa3HAYEHH DX JUIA
[IPOM3BOACTRA HHOMENMIHHCKIIX
KJIETOYHBIX POAYKTOB,

OHOME AHIIHHCKUX KIETOYHBIX

NPOIYKTOB

06 yTBEpKAEHHHE MOpAiKa
OCYIIECTBAEHHA MOHHTOPHHTA
fe300aCHOCTH NPHMEHEHILA
OHOMEANIMHCKIIX KNETOYHBIX
[IPOIYKTOB, perHeTpalHi noHouIHbIX
AEHCTBHIl, venpeaBHIEHHBIX

25012707.doc

YacTts 3 cTaTeu 42
[IpoeKTa
denepanspHoro
3aKOHA

Yacts 5 cTathu 43
IpOeKTa
penepansHOTO
3aKoua

YacTb 2 ctaTel 45
npoexkTa
thenepansHoro
3aK0oHa

YacTs 6 crathu 50
IpoCKTa
denepansHoOro
3aKOHa

IV xBapTan

2015T.

IV kBapran
2015,

IV kBapTai
2015 .

[V xBapran
2015 .

YceraHoBneHue IIpaBull NOJyHeHiis
(rm3BsTiiA) GHOOTHYECKOTO
Marepiana Ui IpoH3BOACTBA
SHOMEMUMUHHCKHX KJICTOYHEBIX
TIPOTYKTOB

YTBep#ACHHE MPaBHI OpraHH3alH
[POH3BOACTBA H KOHTPOJIA KauecTBa
OHOMEHLHHCKAX KNETOYHBIX

[POJYKTOB

YeTaHoBneHUe TpaBHI
TPAHCAOPTHPOBKH H XpaHEHHA
OHOMOrHYECKOr0 MaTePHaNa, KIETOK
JJL4 IPHTOTOBJIEHUSA KJICTOYHBIX
NYHUI, NpeaHasiadyeHnbIx IS
NPOH3BOACTBA DHOMEAHLHHCKHX
KJIETOYHLIX IPOIVKTOB,
OHOMEAHIIHCKIX KIIETOYHBIX

NPOIYKTOB

YcTaHOBAEHHE IOPAAKA
OCYIICCTBIICHHA MOHUTOpPHHIa
6e300aCHOCTH NIPHMEHCHIINA
BHOMENHUHHCKHX, KIIETOUHBIX
OpOAYKTOB, PErHCTPaIiH 10O 0HHEIX
JeflcTBHIT, HETpenBHACHHBIX

Munszpas Poccnu

MuunpomTopr Poccuu

Munszpas Poccnn

Muusapas Poccun
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ObocHopauue

[IpamepHbi

CPCK [IOATOTOBKHY

Creneuns o deliepanbHbIX
OpraHax HCOoJHHATENLHOI

Ne HamntenoBsarinte npoekra HEOOXOMHMOCTH Kpatkoe onsucanue npoexra
n/m HOPMATHBHOTO AKTd NOATOTOBKI IPOEKTA Hpocita HOPMATHBHOrO aKTa BAACTH J1HGO OPraHH3AIMAX -
HOPMATHBHOFO AKTA HOPMaTHBHOIO FOJIOBHAIX MCIIOTHMTEILIX
aKTa H COHCIIONHHTEILX
HEKEJIATEeNbHEIX PEAKLT H cephe3HbIX HeXemaTeTbHbIX peaKIliil 1
HEXETATeNIbHBIX PEAKUHit NpH CepbEe3HbIX HEXEJIATEbHbIX PeakIlii
prMeHeHHH OHOMEHLHHCKUX pH TPHMEHESHHH OHOMEIHLIMHCKIX
KJIETOYHBIX [1POAYKTOB, BKIIIOUAS KJIETOUHBIX TIPOLYKTOB, BKIIIOYAA
npejcTapnerie HHQOpPMaLHH 0 IIpeICTABIEHIe HHPOPMALHI O
noboTHAIX JeHCTBHIX, noGogHbIX OeficTBHAX,
HeNpeIBH/IeHHBIN HEXeNaTeNbHBIX HETIPEABHICHHBIX HEXENATEIEHBIX
PEAKITHAX H CePbE3HBIX PEAKIHIX U CepPhe3HBIX
HEMEeIaTe IbHBIX PEaKIHIX PH HEXeNATENbHBIX PEaKIHAX MPH
apiUMeHeHRH OHOMETHLITHCKIX IpHMEeHEeHHH BHOMERHITHHCKHX
KJIETOUHBIX NPOAYKTOB, HH(MOPMALIHH O KJIETOYHBIX NMPOAYKTOB, HHGOPMAIHH
CIyHafx poXIeHHA AeTeli ¢ O CHYHAAX POXKIECHUS ReTcii ¢
BPOXIEHHBIMH 3a00JIeBaH IIAMY H BPOXNEHHBIMH 3a00JIEB2HHAMH H
NOpOKAMH pa3BHTHA NOPOKaMHI PA3BUTHA
32. OO0 yTBEepIEHHH NOpAIKA Crares 51 npoexra IV kBapTan YCcTaHOBJICHIE TTOPSIKA Minzapas Poccun

TPHOCTAHOBJIEHHA IPIIMEHEHHA ¢eneparbHOro 20151, NPHOCTAHOBIIEHHS TPUMEHEHTIA
OHOMEUIHHCKOrO KIETOYHOro 3aKOHa OHOMEHLITHCKOTO KIETOYHOTO

npoayKra

23012707.doe

5

HPOYKTa




IIPABUTEJICTBO POCCHHCKOM ®EJIEPATTA
PACITOPAXEHHWUE

ot 5 deppang 2015 r. Ne 160-p

MOCKBA

1.Buectn B Tocymapereennyo Hymy @epepansHoro Cofpanus
Poccutickofi @enepargdu npoekt denepansHoro 3akoHa 'O GHOMETMIHMHCKUX
KJIETOYHBIX IPOAYKTax'".

2. Hazna4gurs crarc-cexperaps - 3aMECTHTENT Musnctpa
3npaBooxpaHeHuss  Poccuiickofi  Demepaumn  Kocremnukosa — JIMHTpuA
BsauecnaBoeuya 0QUIIMANBHEIM Npencrapurenem [lpaButenscTBa Poccuiickoit
Degepanyd P . paccMoOTpeHuH . ranaramMu  @Degepansuoro  Cobpanus
Poccutickoit Menepanuu npoekra genepalbHOro 3akona "0 GHOMeHHLLHHCKHx
KJIeTOUHBIX IPOLYKTax .

IIpencenarens [Ipasryfx

Poccuiickoi Dend JI.Mensenen

2558104
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