TOCYIIAPCTBEHHAS TYMA
®EEPAJIBHOTO COFPAHMSA POCCHUCKOI ®EIEPALIMU
LLECTOT'O CO3BIBA
BBIIINCKA U3 ITPOTOKOJIA ot 26.02. 2015 Ne 225

3ACEJAHUSA COBETA FOCYI[APCTBEHHO

o xauuensmn i
"26" d¢eppana 2015r. 2 HAP opg5
e ({22 -1/15-0 1
28. O npoexre ¢enepansHoro 3akona Ne 717040-6 GHOMEIMIAHCKHX

KJ1eTo4HbIX apoaykTax' - BrocHT IIpasaTenscrBo Poccniickoii ®epepannn

[puuaro pemenue:

1. HampaBuTh yka3aHHBIN HpoekT ¢eaepansHoro 3akoHa Ilpesmaenty Poccuii-
cxoii Penepanyy, B KOMUTETHL, KomuccHio ['ocynapcreennoii Jymel, ¢ppakuuu B Iocy-
napcteerHoN Myme, Coser @enepaiuu Penepansnoro Cobpanns Poccuiickoit ®ene-
pauus, [lpagurenscrBo Poccuiickoit ®enepartun, CaetHyio nanaty Poccuiickoii ®ene-
pamuy, O6mecTBeHHYIO naiaty Poccuiickodl Penepanym, 3akoHoHaTeNbHbIE (IpeAcCTa-
BHUTEIbHBIE) M BHICIUIHE HCIOJHUTENBHBIE OPraHbl TOCYAapCTBEHHON BNAcTH CyOBEKTOB
Poccuiickoii ®denepaniu U1 NOATOTOBKH OT3BIBOB, NPEINOXKEHUH M 3aMedaHuil, a
Takke Ha saxpodeHue B [IpaBopoe ynpasineHHe Annapara ['ocynapcrsennoi JyMel.

Hasnauute oTBeTCTBEHHBIM B paboTe Han npoeKToM ¢enepanbHoro 3akoHa Ko-
MuteT ['ocynapcTenHol JlyMbl [0 oxpaHe 300poBhs, coucnonHureneM - Komuret I'o-
cynapcTBeHHOH JlyMBI IO HayKe H HAYKOEMKHM TEXHOJIOTHSM,

OT35IBEI, NpeANIoXeHNs M 3aMedaBys HanpaBuTh B KomureT ['ocymapcrBenHoi
HyMsl1 o oxpane 310poBea a0 28 mapta 2015 roga.

2. Komurery I'ocynapcrBeHHoll JyMBI 10 OXpaHe 3HOPOBBA ¢ YUETOM IIOCTY-
IUBIIHX OT3BIBOB, NPEeAJIOXKEHHH U 3aMeYarui MOATOTOBUTH YKa3aHHEIH IPOEKT deae-
PaJBHOTO 3aKOHA K paccMoTpeHHto I ocynapcTsenso# Jlymoii.

3. BKatoynTh yKasaHHBINA MPOEKT (eiepaNbHOT0 3aKOHA B IIPUMEPHYIO NpOrpam-
My 3aKoHonpoeKTHol pabotel I'ocymapcTBenHoii JyMbl B mepHon BeceHHEH CeccHH
2015 roga (ampens).

[NepBerit 3amMecTHTEND
IIpencenarens I'ocyAapcTBEHHO
QenepanpaOro Codpanus

Poccuiickoit Penepainu U MenbHuKOB
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MOCKBA

O BHeceHHH NPOEKTa penepansHOro
3akoHa "O 6HOMeTHLMHCKUX
KJIETOUYHBIX POMYKTaX"

B cootBerctBUU co ctatheil 104 KoHcturyuuu Poccuiickoit ®epepauuu
IMpasurenscto  Poccuiickoiik  ®enmepanmuu  BHOCHT HAa  PacCMOTpEHUe
TocynapcTenHoit Jlymer ®epepansnoro Cobpanns Poccuiickoit deaepanuy npoexT
denepanbHoro 3akona " GHOMEAULMHCKUX KIETOYHBIX MPOXYKTax".

ITpunoxenne: 1. TexcT 3akoHonpoexTa Ha 130 .

2. [ToscHuTensRas 3anyucka Ha 2 o

3. PHHAaHCOBO-3KOHOMHUYECKOE 00OCHOBAHMNE K 3aKOHOMPOEKTY
Ha 2 1.

4. Ilepeyens denepanbHBIX 3aKOHOB, MOMISKAIINX MPUIHAHHIO
YTPaTHBIUHMH CHIY, TIPHOCTRHOBICHHIO, M3MEHEHHIO MM
PUHATHIO B CBA3H C MPHHATHEM 3aKOHOMPOEKTa, Ha | J1.

5.IlepeueHr HOpMaTHBHBIX MpaBOBBIX akTOB [lpe3snaeHra

Poccuiickoii ®epepauun, [lIpaBurenscTBa Poccuiickoit -

Denepaiyl ¥ Qe/epalbHBIX OPFaHOB HUCTIQNHUTENBHOH
BIACTH, NOIeKALMX [PU3HAHUIO YTPATHBIUMMU CHIY,
o NPHOCTAHOBICHUIO, H3MEHEHMIO HIH NPUHATHIO B CBSA3H
r” 6. '20 ‘? C TIPHHATHEM 3aKOHOTIPOEKTa, Ha 15 1.
6. Pacnopskenue [lpasutensctBa Poccmiickofi Penpepainy o
00 0 2 HazHAYEeHWH oQHITHanbHoOro npeAcraBuTens [IpasurenscTna
. 19 N % Poccuiickoii ®eepauny no AaHHOMY BOHpoCy Ha 1 1.

M
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Buocurtcs IpapurenncteoM
Poccuiickoii @eanepaunu

ITpoext
ArE S FO T O S

®EJEPAJIBHBIN 3AKOH

O OnomMenHUNHCKUX KAETOMHBLIX MPOAYKTAX

I'maBa 1. Oob1mize nojioxenns

Craress 1. IIpeamet peryaupoBanus HacTosiero ®exepaibHOro
3aKOHA

l. Hacroamuii  PenepaneHbiii  3aKOH  peryiupyeT  OTHOLUCHHS,
BOZHHKAIOWIME B CBA3M C pa3paboTKo#, HOKIHHHYECKHMH HCCIIeOBAHMAMH,
3KCMIEPTH3OH, rocyapCTBeHHOM pervcTpaumei, KIHHHYECKUMU
HCCIIeRAOBAHHAMH, TIPOU3BOLCTBOM, npoAked, - XpaHEHHeEM,
TPaHCIOPTHPOBKOH, NPUMEHECHHEM, YHHYTOXEHHEM, BBO30M B PoccHifcKyro
depepanyio, BbBo3oM U3 Poccuiickoit denepaunu  OHOMEAHIMHCKHX
KIETOYHBIX MPOAYKTOB IS NpOoQUNaKTAKH, AHATHOCTHKH U JICUCHHH
saboneBaHuit  (COCTOAHMI) maUMEHTa, COXpaHEHHA OepeMEHHOCTH U
MEIMUMHCKON peabunuTalyd NalKeHTa, a TaKkke B CBA3H C AOHOPCTBOM
Ouosioryyeckoro Marepuala B LENAX [MPOH3BOJACTBA OHOMENMLIHHCKUX

KJIECTOYHEIX NMPOAYKTOB.
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2. llelictBe Hactoswero PeaepanbHoro 3akoHa He PacNpOCTPaHAETCH
Ha OTHOWICHUA, BO3HUKawOWMe 1mpu paspaborke UM OPOU3BOACTBE
JICKAPCTBEHHEIX CpEeOCTB KW MEAMUMHCKHX  W3OEIuH, [JOHOPCTBE H
TpPaHCHNAHTalMN (mepecagke) OpraHoB (WX wacTed), TKaHeH U KIETOK
4enoBeKa, JOHOPCTBE KPOBH H €€ KOMIIOHEHTOB, OTHOWICHHS, BOZHHKAIOLUE
np4 3abope M UCIOIB30BaHHH HENBHON MyNOBHHHON KPOBH YeNOBeKa, a TakKe
Ha OTHOMICHHs, BO3HUKawlUHe NMpH oOpalleHNH KIeTOK M TKaHel 4YenoBexa
B Hay4HbIX 4 0Opa3oBaTEeNbHLIX LeAsX.

Cratea 2. 3axkoHozatesibeTBO Pocchiickoii ®egepaunn

00 ofpamennn 6HOMeAHNHHCKHX KJICTOYHBIX
NPOAYKTOB

1. 3akoHogarenncTBOo  Poccufickoii  Pepepaumn 06  obpameHunu
OMOMETUIMHCKHX KIETOUHBIX NPOAYKTOB OCHOBEIBaercss Ha KoHcTHTYyUHH
Poccuiickoit ®epepanun, PenepancHom 3akone oT 21 Hoabps 2011 ropa
Ne 323-@3  "O6 ocHoBax oxpaHbl 340poBbs rpaxsad B Poccumiickoit
QDenepaliiu” U COCTOHMT M3 Hactosulero PeaepanpHOro 3aKoHa, APYTHX
¢enepanbHBIX 3aKOHOB M MHBIX HOPMATHBHBIX MPAaBOBHIX AKTOB PoccHiickoil
Denepalnu.

2.Eciu  MmexayHapoansiM  goroBopoM  Poccuiickolt  ®Penepauyu
YCTaHOBNECHBl HHEBIC NPaBHJA, YEM TE€, KOTOpPHIE HpC}IYCMOTpe;[bI HACTOMILUM
DefiepanbHbLIM 3aKOHOM, TIPHMEHAIOTCA NMpaBHIa MEXAYHApPORHOTO AOTrOBOpa

Poccuiickoi ®enepanuu.

14122941 doc
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Cratea 3. (OcHOBHBIE NOHATHS, HCHOJIL3YEMbIe B HACTOAIIEM
DeaepanbHOM 3aKOHE

B Hacrosimem PemepanbHOM 3aKOHE HCMONB3YIOTCA  ClEAYIOHIHE
OCHOBHbIC TIOHATHA:

1) GnoMeaAMUMHCKHM KIeTOYHBIH MPOAYKT - KOMIUIEKC, COCTOSHIMA U3
KIETOYHOM JIUHUK (KNeTOUHHX JKHUWM) ¥ BCIOMOTaTENBHEIX BemiecTB nubo
COCTOAMMNE U3 KJIETOYHOH NWHMM (KJIETOYHBIX JIMHMWII) U BCIOMOTATE/IBHBIX
BEICCTB B COYETAaHHH C 3apErHCTPHPOBAHHBIMH B YCTAaHOBJIEHHOM IIOpsiAKe
JICKAPCTBEHHBIMHM MpemapataMH H (MIH) MeUMLUHCKHMH H3JCIHAMH,
NPON3BEACHHBIH U TNpuUMeHAeMBIH Uis NpoQUIAKTHKM, JAHACHOCTUKH H
neqenus 3aboneBaHnii (COCTOAHHIH) manueHTa, coXpaHeHHA GepeMEHHOCTH, a
TaKXKe I8 MEAULUHCKON peaGunuTauuu;

2) obpaunieHne OHOMEAHIMHCKUX KICTOYHBIX NMPOAYKTOB - pa3paborka,
OOKIMMHAYECKHE UCCICAOBaHHA, 3KCMEPTH3a, FOCYJapCTBEHHAas peructpaums,
KJIHHHYECKHE  HCCNICAOBAaHHA,  MPOU3BOACTBO,  MNpOAAXK3a,  XpaHECHME,
TPaHCHOPTHPOBKA, IPHMEHEHHE, YHHUYTOXCHHE, BBO3 B  Poccuiickyro
®enepanio, BEIBO3 U3 Poccuiickoit Genepanyn GHoMEINLMHCKHX KIETOYHBIX '
[IPOJYKTOB;

3) ayTonoruunpiyi = OMOMENMIMHCKUI  KJIETOYHBII  MPOAYKT -

OHOMEIULIMHCKHH NPOAYKT, COAeP)KALIUI B CBOEM COCTaBE KJIETKH KJIETOYHOM

24122941 doc



4
JIMHUM OFIpEAEICHHOr0 YeNoBeKa M IpefHasHAaYeHHBIH AJid PHMEHEHHS 3TUM
e YEITOBEKOM;

4) anyoreHHBbIH OHOMEIUIIHHCKUIH KJIETOYHBIHN NpOLYKT -
OHOMEIMLMHCKUI NPOAYKT, collepXalliuif B CBOEM COCTaBe KIIETKH KJIETOYHOM
JIAHWM ONpPENENEeHHOI0 4YeNOBeKa W NpeAHA3HAYCHHBINH JIs NpHMEHEHMA
JPYrHMH JTIOJBMH;

5) KOMOHHUPOBaHHBIT OHOMEAMUMHCKHI  KJIETOYHBIH MNpPOAYKT -
OMOMENHIMHCKMH IUTETOYHBIA MPOAYKT, COACPXKAHA B CBOEM COCTaBe
ayTONOTHYHBIC H AJINOTSHHBIC KIETOYHbIE TNHUH;

6) obpazery OHOMe AMIHHCKOTO KJIETO4YHOIO [NPORyKTa -
OMOMEIULIMHCKHN KJICTOMHBI NPOAYKT, MONYYeHHbIH ¢ LEAbld H3YUYCHHs
CBOICTB Takoro OHOMENMIMHCKOTO KIIETOUHOro MPOAYKTa, B TOM Yucle IIA
OLIEHKH METOAaMH KOHTpOJ 6e3011acHOCTH OHOMEAMILMHCKOro KAETOYHOTO
OpoaykTa, ero  (pQeKTHBHOCTH M  COOTBETCTBHA  cheidHUKaLUH
OHOMEAUIHHCKOrO KIETOYHOTO MPOAYKTA;

7) npuMmeHede  OHOMEOHUMHCKONO  KJETOYHOrO  Hpogykra -
UCNONb30BaHNe OUOMEAHLIHHCKUX KIETOUHBIX TIPOAYKTOB A NPOQHIAKTHKH,
OUATHOCTHKY M JleyeHHsA  3abomeBaHusi  (COCTOSHHUA), COXPaHEHHs
OepeMEeHHOCTH, MeAULHHCKO peabunuraguu alueHTa AyTeM
BOCCTAHOBIECHHS CTPYKTYp M (YHKUHA TKaHeil W OpraHoR YesnoBeKa,

3aMELIICHUA KIETOK TKaHeH H OpraHoB 4€JIOBCKa, AKTHBALHH COOCTBEHHEBIX

24122941 doc



BOCCTAHOBHTENBLHBIX MNpOLECCOB OpraHu3Ma 4ejoBeka (pereHepaTUBHas
Tepamnus), CO3JaHMA TKaHell U OpraHoB OHOMH)XEHEPHEIMH MeETOJaMU
(TKaHeBas HHXKEHepHs), aJPEeCHOH NOCTABKY JIEKAPCTBEHHBIX IPENaparoR B
OpraHu3M YenoBeKa, a TaKKe MyTeM KOPpeKUUH HMMYHHBIX peakiui
pa3sTNYHOTO THIA;

8) KwieToyHas NUHUA - CTaHJApTH3YeMas MONYNALHA OAHOPOMHBIX
KIETOK € BOCIPOH3BOJUMEIM KIETOYHBIM COCTABOM, MONYYEHHAs IyTeM
M3LATHA U3 OpraHu3Ma YenioBexa OUONOrHYECKOro MaTepraa ¢ nocne yonmum
ee KyIbTUBHpOBaHMEM BHE OpraHM3Ma M TpeAHa3HaueHHasds Ui
HCTONB30BaHUA NpH  pa3paboTke,  JOKIHHUYECKMX  HCCIICHOBAHMIAX,
NPOU3BOACTBE OMOMEAULMHCKOTO KJICTOYHOIO MPOAYKTa;

9) IpUroToBJieHKE KIETOYHBIX THHHHA - Mpolecc, BITIOYAIOIMH HIBATHE
U3 OpraHu3Ma 4YenoBeKka GHONOrHYecKoro MaTepHalla, ero HMCCIeOBAHHE Ha
Oe3onacHOCTE UM 3JOPOBBS 4Y€NOBEKa M OKpYyXawomied cpennl, BHAC/ICHUE
KJeTOK, UX KYNBTHBHDOBAHHE BHE OpraHM3Ma 4eJlOBeKa, IIONyYEHHE
CTaHAApTH3yeMOH MOMYNALHH OAHOPOAHHIX KIETOK H OLEHKY COOTBETCTBHSA
NONYNSAUMH  OJHOPOAHHIX  KJIETOK crneuuukanud  OHOMeAHHHHCKOro
KJIETOYHOFO MPOAYKTa,;

10) nnddepeHnpoBka KIETOK - IPOLECC npnoGpe'reH-m KJIeTKaMH

CBOMCTB M XapaKTepUCTHK QYHKUMOHAIBHO 3PENBIX KJIETOK, OTHOCSIUMXCS K

24122941 .doc



6
CHELMATH3HPOBAHHOMY KJIETOYHOMY THny H o0ecneynBalOluX OYyHKIUMH
OpraHoB ¥ TKaHeH opraHusma;

11) BcmoMorareNnsHele BeleCTBa - BEIIECTBA HEOPraHMYECKOTO HIIH
OpraHHYECKOro MPOHUCXOXACHHS, HCITOJNb3yeMble B Hpollecce pa3paboTku n
IPOU3BOACTB2 OHOMEANIMHCKOTO KJIETOYHOrO MPOAYKTA,;

12) sxcnepuMeHTaNbHas MOMENb - MOAENMPOBAHHE [ATOJIOTHYECKOro
nponecca # (UIH) COCTOSAHUSA 4YellOBeKa B OpraHu3Me JKHBOTHBIX MO0 BHe
XHUBOIO OpPraHHu3Ma MpH AOKIHHHYECKOM HCCIEHOBAHHH OHOMEIMUMHCKOTO
KNETOYHOTO NPOAYKTA;

13) buonoruveckuit Marepuays - OHONOTHYECKHE XHUJAKOCTH, TKaHH,
KJIETKH, CEeKpeTHl M  TPONYKTHl  XH3HEAeATENLHOCTH  YENIOBEKa,
$HU3N0NOTHYECKHE M MATONOTUYECKHE BHIOCNCHUs, Ma3KH, COCKOOBI, CMEIBEI,
OuoncuitHbIli MaTepHan, NONYUESHHEIE OT JOHOPa CHONOTHYECKOr0 MaTepHaia,

14) nosopctBOo OHONOrHYECKOr0 MaTepuana - NPOLECC NOCMEPTHOTO
nNpeAoCTaBNeHHA  OMONOTHYECKOro  Marepuana Wi NPOH3BOACTBa
OHOMEUIMHCKOIO KACTOYHOTO IPOAYKTa (Jasee - MOCMEPTHOE JOHOPCTBO
OHOJIOrNYECKOTO MaTepualia) HIH [PHKHU3HEHHOTO npeaoCTaBNIeHNA
Ouonoruyeckoro  Matepuaga  JUIA TPOU3BOACTBA  OHOMEIUHUHCKOro
KJIETOUHOrO NMPOnyKTa (fajiee - MPHXKU3HEHHOE AOHOPCTBO OHOJIOrHYECKOro

MarepHana);

24122941 doc
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15) nonop O6HonOrHYEcKoro MarepHaia - YeoBeK KHBOH Wi 9€JIOBEK, B
OTHOLIEHHH KOTOPOrO KOHCTATHPOBaHa CMEPTh, ABJIAIOUIMIACA HCTOYHUKOM
OuONIOTHYECKOTO  MaTepHana AN JIPOM3BOJCTBA  OHMOMEAMIIMHCKOro
KHETOYHOTO TIPOIYKTA;

16) petinKeHT - MAUNeHT, HY)KJAIOLIHHCA B JIEYEHUH OHOMETUIIMHCKUM
KJIETOUHEIM NMPOAYKTOM JHG0 NONYUMBIIMIA TaKOe JIeueHue;

17) HopMaTHBHAas JOKYMEHTAlMA Ha OHOMEAMUMHCKHHA KICTOYHBIH
[PORYKT - AOKYMEHT, coAepKalinii ltlepeydcHp ONpeaeIeMEIX 10 pe3ysIbTaTaM
COOTBETCTBYIOIIMX OKCHEepTU3 TMoKasartenell xavecTBa OHOMETUUHHCKOTO
KJIETOYHOro MPOXYKTa, METOAOB KOHTPOJIA €r0 KauyecTsa, YCTaHOBICHHLIH €ro
[PON3BOHTENEM;

18) kayecTBO OHOMEAMUMHCKOTO KJIETOYHOIO MPOAYKTA - COOTBETCTBHE
GUOMEIUIIMHCKOTO KJIETOYHOTO npoAyKTa TpeOOBaHHAM HOPMATHBHOH
JOKYMEHTALHH Ha OHOMEeXHUNHCKHR KIeTOYHBIA NpOgyKT;

19) 6ezonacHOCTE  OHOMEOMUHHCKOTO  KIETOYHOro  MPORyKTa -
XapaKkTepHCTHKA OHOMEOUIMHCKOrO KJIETOYHOro IpOAYKT2, OCHOBaHHas Ha
CPaBHUTEJIbHOM aHaiu3e ¢ro >()p¢eKTHBHOCTH M pHCKa HPHYMHEHHMA Bpena
JKU3HH U 340POBBIO YeJIOBEKA MIPH €ro MPUMEHEHHH;

20) >3ppeKTHBHOCTE OMOMEIMUHHCKOrO KICTOYHOro NpoAyKTa -
XapaKTePUCTHKA CTETIEHH IOJIOKUTENBHOTO BIMAHHA OHOMEIHIMHCKOro

KJN€TOYHOrO IpoAyKra Ha TEYCHHE, MNPOACIKHTENEHOCTD 3a00JIeBaHNA

2412294\ doc



(cocTosHMA) HIM ero MNpeNOTBpallieHHe, CcOXpaHeHHe OepeMEeHHOCTH,
MEJULMHCKYIO peaOHITUTAIVIO TIAHEHTA;

21).cneup1c]mxauua OHOMEIUIIMHCKOTO  KJICTOYHOTO  TPOAYKTa -
JIOKYMEHT, COoepKallui cBeAeHHUS 0 OMOMENUIIMHCKOM KJIETOYHOM MPOJIYKTe,
MpoILe/IILIeM JOKINHUYECKHE HCCNeTOBAHNS;

22) NpoTOKOJI  KIIMHHYECKOr0  HCCAeHOBaHUA  OMOMEAULIMHCKOTO
KJETOYHOTO MPOAYKTA - JOKYMEHT, B KOTOPOM OIpEAENAITCA UeMH, PopMbl
OpraHM3alyl M METOHOJNIOTUS HNPOBEACHHUA KIMHHYECKOro HCCe0BaHus,
CTATHCTUYECKUE METOJEl 0OpaboTKH pe3yNbTATOB TaKOTO HCCHEOBAHUA U
Mepbl 1o obecredeHHo Ge30NacHOCTH (U3MYECKMX JIHIL, YYacTBYIOHIMX B
KJIMHWYECKOM HCCIIeOBAHHH OHOMENUIIMHCKOro KJIETOYHOT0 NPOAYKTa;

23) Opowrtopa HCCIEOBaTENs - CBOAHOE H3JIOKEHHE Pe3yNbTAaTOB
JOKITHHUYECKOro MccneoBaHua OHOMERHIUHCKOrO KJIETOYHOTO NMpOAYKTa H
KJIMHUYECKOro MCCIeA0BaHHA OHOMENHLIMHCKOTO KJIETOYHOro MPOAYKTa;

24) perucTpaliHOHHOE YAOCTOBepeHHe . OHOMEAUIHHCKOrO KIETOYHOro
ApOAYKTa - JIOKYMEHT, NONTBepKAAloWHi (akt rocygapcTBeHHOH
perucTpaldy GHOMEAHLMHCKOrO KINETOYHOTO TPOAYKTa;

25) pa3paboTdynk ~ GHOMEAMUMHCKOrO  KAETOYHOr0  NpoAayKra -
opraHusauus, obnajaromas NpaBaMH Ha pe3ynbTarhl  JOKIMHHYECKHX

HCCIIeIOBABHH 6PIOMC)IHHHHCKOFO KJICTOYHOIO IMpOAYKTa, KAHHHYECKHX

24122941.doc



9
UcCeNoBaHHiH OHOMEAMUMHCKOrO KNETOYHOrO TMpOAYKTa H (MIH) Ha
TEXHOJIOTHIO ITPOU3BOACTBA OMOMEIUIMHCKOTO KIIETOYHOTO NPOAYKTa;

26) NpOU3BOACTBO  OHOMEAMLUMHCKMX  KIETOYHBIX  IIPOAYKTOB -
JAeATENBHOCTD MO NPOUSBOACTBY OHOMENMUMHCKMX KIIETOYHBIX MPOAYKTOB
NPOU3BOAMTENAMH OHOMEAMIMHCKMX KJICTOYHEIX MNPOJYKTOB HAa OZIHOIA
CTaAHH, HECKOJIBKMX HITH BCEX CTANUAX TEXHONMOTHYECKOro MpolLecca, a Talkke
MO XpaHEHHIO U peanu3al|¥ NPOU3BEAEHHBIX OHOMEJUIMHCKMX KIETOYHBIX
NpPOAYKTOB;

27) npou3BoguTeNs OHOMEOMUMHCKOTO  KJIETOUHOrO MpoAyKTa -
Opraiu3aLiis, OCYLIECTBIIMONAs NPOU3BOACTBO OHOMENUITMHCKUX KIIETOYHBIX
NPOAYKTOB B COOTBETCTBUM C JIMLCH3UEH Ha OCYIIECTBIACHHE ACATENLHOCTH 110
NpOU3BOACTBY OHMOMETUIMHCKHX KIETOYHBIX IIPOAYKTOB;

28) nobounoe neiicTBHE - peaklds OpraHU3Ma YeNOBeKa, CBA3aHHas ¢
IpHMEHEHHEM OMOMEIMUMHCKOrO KICTOYHOrO MPOAYKTa NpH HaJiexKalleM
VICHIONHEHUH UHCTPYKLMH NIO €ro IPHMEHEHUIO;

29) cepbe3Had HeXenaTeNbHas peakUHs - HeXenaTedpHas peakius
OpraHu3Ma 4YelOBEKa, CBR3aHHadA ¢ INPHMEHEHHeM OHOMEIHUHHCKOro
KJIETOYHOIrO TPOAYKTA MpH HAJIeKAUleM HMCIOMHEHUH HUHCTPYKLHMH O €ro
IPHMEHEHHIO, TMpPUBEALIAY K CMEpTH, BPOXASCHHLIM AaHOMANUAM HIH

BPOXKACHHBIM MOPOKaM Pa3BUTHA WM MpPEeACTaBIAOMasA coO0li yrpo3y >KH3HH

24122941 doe
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YyenoBeKa, TpeOyowas rocnuraliusalul nudo npuBenias K BpeMEHHOM
yTpate TPYAOCNOCOOHOCTH MM K MHBAIHAHOCTH;

30) HenpeABUACHHAS HeXEAaTeABHAA PEaKIHs - HexeNaTeNbHas peakius
opraHMsMa d4efoBeka (B TOM uYHCIe CBfi3aHHas C INpHUMEHECHUEM
OMOMEHLIMHCKOIO KJIETOYHOro MNpPOAYKTAa IPH HARAEXKAIIEM HCIIOIHEHHU
HHCTPYKUMH 1O €ro HPHMEHEHHIO), CYLUIHOCTB H TKECTh KOTOpOH He
COOTBETCTBYIOT HHpOpMaUu¥ O OHOMEAHLHHCKOM KICTOYHOM MpPOAYKTE,
cofiepKaulefics B MHCTPYKUMH N0 €TI0 NPUMEHEHUIO;

31) panbcuduunupoBaHHbI OHOMEAMIIMHCKMA KJIETOYHBIH HPOJYKT -
OHOMEOULHHCKUA  KIETOYHBIH NPOAYKT, CONPOBOXKIACMBIH  JTOXKHOH
nHpopMaLueli 0 ero cocrase M (HWIH) NPOU3BOIHTENE,

32) HenoOpoKaueCTBEHHbI OHOMEIUIMHCKHA KIETOYHBIH MPOLYKT -
OMOMEIMLIMHCKUI KNeTOUHBIA NPOAYKT, HE COOTBETCTBYIOHIME TpeOOBaHHAM
HOPMaTHBHOH JOKYMEHTaLliH Ha GHOME THIHHCKHH KJIETOUHBIH TPOAYKT;

33) kouTpadakTHEIl  OMOMEAMIMHCKMHA  KIETOYHBIH  OpOLYKT -
OHMOMEOULMHCKHA  KIETOYHBI NPOAYKT, OOOpPOT KOTOpOro Hapyumaer
HCKITIOYHTENLHOE [IPaBo €ro paspaboTyrKa Wi HHOTO IpaBoodbiiafatelis,

34) noxIMHHYEeCKOe HMCCleAoBaHHEe OHOMEAMHUHCKOrO KIETOYHOrQ
npoaykra - OHonorHdyeckue, MHKpPOOGHONOrHYECKHE, HMMYHOJIOTHYECKHE,
TOKCHKOJOTHYECKHe, dapMakojoruydeckue, OGHIHYECKHE, XHMHYECKHE H

APYrue€ uccnexoBaHus GPIOMEJIHI.[HHCKOFO KJICTOYHOr0 nMpoaAyKTa, B TOM 4YHCIIC
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KCCIICIOBAHUA [0 OHKOTEHHOCTH, NyTeM MPUMEHEHHUA HayYHBIX METOJOB
OLIEHKH, TIPEAUIECTBYIOLIME KIHHHYECKOMY UCCIIEI0BaHHIO GHOMEAHIMHCKOTO
KJIETOYHOTO NPOAYKTA;

35) KIMHHYeCKOe  HCCleoBaHHe  OMOMEOMIMHCKONO  KAETOYHOrO
IPOAYKTA - HM3YUYEHHE MNUATHOCTHUECKHX, JICUeOHBIX, NpOoPHIaKTHYECKHX,
dbapMakonory4eckux CBOHCTB OHOMEIHIIMHCKOTO KIETOYHOIO MPOAYKTa B
MpoLecce €ro NPUMEHEHHS B OTHOWICHUM 4Y€JIOBEKA, B TOM 4HCHE MpOLIECCOB
BCAChIBaHHA, pacnpeAcNeHH, H3MEHECHHA H BBIBEOCHHSA, NyTeM NpHMEHEHHS
HaY4YHBIX METOJOB OLIEHKH B LIENAX NOTyueHHS A0Ka3aTeNbCcTB 6e30NacHOCTH,
kayectBa M d¢dexkTHBHOCTH OHOMEAMIIMHCKOrO KIAETOYHOro MNpOAYKTa,
IaHHBIX O NOOCOYHBIX HAEHCTBMAX H HEXENAaTeNBHBIX pPEaKLMsAX OpraHU3Ma
YyenoBeka Ha TNpuMeHeHNe OGHOMEIHIIMHCKOrO KJIETOYHOrO Npoxykra u 06
addpexte ero B3auMofedcTBUA ¢ APYTHMH OUOMENHLIHHCKHMHU KICTOYHBIMH
NPOAYKTaMH, JIEKAPCTBEHHbBIMM  TpenapataMd M (WJIH)  NHILEBHIMH
NPOJYKTaMH;

36) MHOTOLIEHTPOBOE KJIMHHYECKOe HCCNefloBaHne OHOMEAHUHUHCKOTO
KJIETOYHOTO INPOAYKTA - KJIHHMYECKOe MCC/IENOBaHHe OHOMEIUIIHHCKOIO
KJIETOYHOr0 MNpPOAYKTa, MpOBOAMMOE pa3paboTYMKOM OHOMEAULHUHCKOTO
KJIETOYHOrO NpOAYKTa B JABYX M Oonee MEOWLIMHCKMX OpraHM3alMsaX IO
eIHHOMY TIPOTOKONY KAMHHYECKOFO HCCAeJOBaHHA OGHOMENMIIHHCKOro

KJIE€TOYHOTO NPONYKTa,
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37) MexayHapoJHOe MHOMOUESHTPOBOE KIMHUYECKOE HCCIEeA0BAHKHE
OUOMETUUHHCKOTO KNEeTOYHOrOo MPOAYKTAa - KIMHHYECKOe HCCAeIOBaHUe
OMOMEHUMHCKOTO KJAETOYHOTO MpPOAYKTa, MPOBOAMMOE pa3paboTunkoM
OMOMEJULIUHCKOTO KIIETOUHOrO MPOAYKTA B PA3IHYHBIX CTPaHaX MO eAUHOMY
[IPOTOKONY KIMHUYECKOrO MWCCIeAoBaHUS OMOMEAMUMHCKOTO KIE€TOYHOTOo
ApoayKTa;

38) nocrperuc*rpeiunouuoe KJIHHUYecKoe NCCNEAOBaHUE
OHOMEIMLIMHCKOTO KIIETOYHOrO MPOAYKTa - KIHMHUMECKOe HCCIeAOBaHHE
OMOMEAMIIMHCKOTO KJIETOYHOrO MNPOAYKTA, NPOBOAUMOE HPOU3IBOAHTENEM
OUOMEAHLIHHCKOIO KIETOYHOro NMpOoAYKTa, IpaXJaHCKHI 000poT KOTOpOro B
Poccuiickoit  Degmepauu  OCyHIECTBIACTCH  MOCIE  TOCYAApPCTBEHHOM
PETHUCTPALIUH, B LENIAX JOMONHUTENLHOrO ¢Oopa JaHHBIX O €ro 6€30MacHOCTH U
3bGeKTHBHOCTH, pacUIMpeHNA MNOKA3aHHH K  IPUMEHEHHIO  TaKOro
OHOMEMITHHCKOTO  KJIETOYHOTO  MPOAYKTd, @  TAKKEe  BRISBJIEHHSA
HexXeaTeNbHbIX peakuuil opraHu3Ma 4elioBeKa Ha ero JelcTBue;

39) cyOpextrl ofpallieHdss OHOMEMMUMHCKHX KIETOYHBIX MPOAYKTOB -
dy3vyeckue JMUA, B TOM YHCNEe HHAHBHAYAIGLHblE [IpeanpHHUMATENH,
IOpHANYECKHe NHIA, OCYIIECTBIAIOWINE OEATeNBHOCTs B cdepe obpamieHus

GHOMG,I[HIIHHCKHK KIIETOYHAIX [TPOXYKTOB.
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Cratbsi 4. IIpHROHNBI OCYLIECTBICHHA AESATE/LHOCTH B cdhepe
obpauicHns GHOMEeHIHHCKHX KJAETOYHbIX NMPOAYKTOB

HpHHLmnaMH OCYIIECTBIECHHA HEATENIBHOCTH B chepe obpauieHus
OUOMERHLIHHCKHX KJICTOYHBIX MPOJYKTOB SBIAIOTCS:

1) cobmonenue npap rpaxiaaH B cdepe obpamenns 6HoMeHLIMHCKUX
KJIETOYHEBIX IIPOAYKTOB;

2) 1o6pOBOABHOCTh YYACTHS MALHEHTOB B KIIHHHYECKHX HCCIeNOBAHMAX
OHOMEAMUMHCKHX KIETOYHBIX MPOAYKTOB;

3) nobpoBonbHOCTE M G€3BO3ME3THOCTH IIPEAOCTABJICHHS HOHOPOM
Guonornueckoro MaTepHana cBoero GHONOrHYeckoro MaTepraa;

4) cobmonerne BpaueSHoH U MHOK oXpaHAeMOit 3aKOHOM TaiHbI;

5) sdpdexTuBHOCTP M Oe30macHOCTh OMOMETHIMHCKHX KJIETOYHBIX
NpOAYKTOB;

6) HEROMYCTHUMOCTh  KYIUIM-NpoAaxu O6HoJOrH4eckoro MmartepHaia,
MOy 4SHHOI 0 OT JOHOpPa OHONOrMYEeCKOr0 MaTepraa;

7) HENOMYCTUMOCTE  CO3flaHUsl  SMOpHOHA  yejqoBeKa B LEnAX
POU3BOACTBA OHOMEAHUMHCKUX KIETOYHBIX MPOAYKTOB;

8) HeAOIMYyCTHMOCTE UCIIONIB30BAHMA JUIA pa3paboTKy, NpPOH3BOACTBA U
NpUMEHEHUS OHOMEAHMUMHCKHX KIETOYHBIX MNPOAYKTOB OHONOrHYeCcKOoro

MarepHana, I[IOJYHYCHHOr0 ¢ HOpepblBAHHEM HIH HapYIICHHEM [POLICCCa

Pa3BUTHA SMOPUOHA HITH IO YeloBeKa,
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9) nocToiiHoe OTHOLICHUE K TENTy YMEPILEro YeloBeKa;

10) cobmonenne TpebopaHuii GuoNorHueckoif 6€30MacCHOCTH € LENbIO
3alUTH 300pOBbA AOHOPOB OWMOJOIHYECKOro Marepuana, NpPOMEBILUIIEHHO-
NpPOM3BOACTBEHHOTO TNepcoHana, MEOMIMHCKHX paGOTHHKOB, MALMEHTOB H
OKpY XalolLeH cpeabl;

11) 06BEeKTHBHOCTE, BCECTOPOHHOCTh H MOJIHOTA HCCJIEZOBaHHIA,
OTBETCTBEHHOCTH (e/IepaTbHOTO rOCyAapCTBEHHOTO OIOKETHOTO YUpEeX ACHHUA
M 3KCHEepPTOB 3a MpoBeAeHHEe U KayecTBO OMOMENHLMHCKON 3KCHEepTH3EI
OMOMEeINIMHCKHX KJIETOYHBIX IPOJYKTOB.

Craten 5. KieTkH 1A NPUroToBJIeHHs KJIETOYHBIX JHHHAIH,

NpeAHA3HAYEHHRBIX JJIsl NPOU3BOACTBa OHOMEAHIHHCKHX
KJIEeTOYHBIX POAYKTOB

1. Ilna npuroToBieHHS KNETOYHBIX JIHHHIA, NpegHa3HAYEHHBIX JNA
NPOU3BOACTBA OHOMEAULMHCKHX KJIETOUYHBIX MNPOAYKTOB, HCIOAB3YIOTCA
UCKJTIOYMTENIBHO KJETKH YeJIOBEKAa KUBOrO WM 4YeJioBeKa, B OTHOIIEHHU
KOTOpOTO KOHCTAaTHPOBaHa CMEpTh, BKMOUas KIeTkH obojovyek 1oga
YEJIOBEKA, BBIJCTICHHEIE W3 MJIALICHTHI, BapTOHHEBA CTYAHS IIYIIOBHHBI H
HyNOBHHHON KpOBM YesoBeKa Iocje poJOB, B COOTBETCTBHH C HACTOSIHNUM
e epalbHEIM 3aKOHOM.

2. Hcnonb30BaHHE HMHBIX KJIETOK, TIOMHMO KJIETOK, yrcasaf;umx B yacTH 1

HacToguiei CTaTbkH, B TOM YHCIHC KICTOK JXHBOTHBHIX, pac*rennifl A

NMPUrOTOBNICHUA KIICTOYHBIX J]HHHﬁ, npegjHasHa4YCHHBIX Ui IPOHU3BOACTBA
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OHOMEeOHUUHCKIX KJIeTOYHBIX NMPOAYKTOB, He AOIYCKaeTcsA U BiedeT 3a coboii
OTBETCTBEHHOCTh, MNPEOYCMOTPEHHYIO  3aKOHOAATENBCTBOM  Poccuiickoi
®enepanum.
Crates 6. 3anpeuienue monyvyeHusi H HCNOJb30BAHRS A
NPOH3BOACTBa OHOMeTHLIHHCKHX KJEeTOYHLIX NPOAYKTOB
GHOIOrHYEeCKOr0 MATEPHAJIA HEYCTAHORB/ICHHbBIX JIHIY,
KOTOpbLI€ M0 COCTOAHKIO 3X0POBbH, BOIPACTY HIH HHBIM
- NIPHYHHAM HEe MOTIJIH COOOLINTL AaHHBIE O CBOEH
JHYHOCTH, B OTHOHICHHH KOTOPLIX BNOCJACACTBHH
KOHCTATHPOBAHA CMepPThL H HA MOMEHT NOJYMeHHs
OHONOTHYECKOr0 MATEPHAJIA AAHHBIE O JIHYHOCTH He
yCTaHOBJICHbI
1. 3ampewiaercs nonydeHHe M HCMOJB30BaHHE [UIs IPOH3BOACTBA
OMOMEIULMHCKUX KJIETOYHBIX T[IPOAYKTOB OMONOTHYECKOro MaTepuala
HEYCTaHOBIICHHBIX JIMI, KOTOpBIE II0 COCTOSHMIO 30pPOBBS, BO3PacTy HIH
HHBIM MNpPHYHHAM HE MOIJIH COOOIIMTH JaHHBIE O CBOEH JINYHOCTH,
B OTHOLICHUH KOTOPBIX BIIOCIEACTBHH KOHCTAaTHPOBaHA CMePTh U HA MOMEHT
NONy4YeHHs OHONOrHYECKOro MaTepHalla AaHHbIE O MHYHOCTH HE YCTAHOBJICHEL.
2. IlonydeHHe ¥ #UCHOJIB30BaHHE AJII MPOH3BOACTBA OHOMEIHIMHCKHX
KJIETOYHBIX NMPOAYKTOB OHOJNOrHYeCKOro MaTepHala HEYCTaHOBIEHHBIX JIHLL,
yKa3aHHBIX B 4acTH | HacTosuieir cTared, BJeYET 3a COOOH YroJIOBHYKO

OTBETCTBEHHOCTP B COOTBETCTBUH C 3aKOHOAATEIBCTBOM PoCCHHCKOM

denepanmn.
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Imaa2. TocydapcTBenHbIH KOHTpOL B chepe oOpauieHHs
OHOMEIHIMHCKHX KJETOYHBIX HPOAYKTOB

Cratesn 7. TocynapcrBeHHBIH KOHTPOIL B cepe oOpanienus
OHOMEIHUHHCKUX KJETOYHBLIX APOAYKTOB H
roCyAapCTBEHHbBIH KOHTPOJIb 32 AeITEILROCTLIO B chepe
oOpamienHs GHOMeIHIHHCKHX KACTOYHBIX NPOAYKTOB

1. F'ocyaapcTBeHHBIH KOHTpOnb B cdepe obpameHns OHOMEIHLHHCKUX
KIETOYHBIX  IIPOAYKTOB  OCYIIECTBIsETCA  (eAepaibHBIM  OPraHoM
UCIOJIHUTENLHON BNACTH, OCYHIECTBASIOMINM (YHKIMH MO KOHTPOMIO H
Haa30py B cepe 34paBOOXpaHeHH s, U BIJIIOUaeT B ceds:

1) TMUEH3NOHHEIA KOHTPONE NPH OCYIUECTBJEHHH JIHLIEH3UPOBaHUs
Npou3BOACTBA OHOMEIHIMHCKHX IKJIETOYHBIX TNPONYKTOB B COOTBETCTBHH
c PepcpaneHBIM 3aKkoHOM OT 4 Masg 2011 roga Ne 99-03 "O nuneH3upoBaHHH
OTJENIBHBIX BUIOB JeATeIbHOCTH";

2) rocynapcTBeHHBIR KOHTPOJb 3a JeATENILHOCTHIO B cepe obpauieHus
GHOMENMIMHCKIX KIIETOUHBIX IPOYKTOB.

2. T'ocynapcTBeHHBIN KOHTPOSIB 3a AEATENBHOCTBIO B cepe obpaiieHH
OMOMENUUHHCKUX KIETOYHBIX IIPOAYKTOB OCYLIECTBISETCS B IOPSJIKE,
ycraHosiaeHHOM [IpasutensctBoM Poccuiickoit ®Pepepauuy, M BKIHOYAET
B cedsi:

1) oprasuzamuio ¥ npoBedeHHe NpoBepoK coOmoaeHus cybbeKTamMH

obpamienuss OHOMEIHUMHCKHX KJIETOYHBIX TNPOAYKTOB YCTAHOBJEHHBIX

HacTOAIUM (De,IlepaJ'lBHBlM 3aKOHOM H TIIPHHATHIMH B COOTBETCTBHH C HHM

24122941 doc



17
MHBIMH HOPMATHBHBIMH IIpaBOBBIMH akTamMH Poccuiickoit Penepauuu
TpeboBanui K  JOKTHHHYECKHM YiCCIIeJOBAaHHAM, KITHHHYECKIUM
YCCACNOBaHUAM, TMPOAAXE, XPAHCHHIO, TPAHCMOPTHUPOBKE, YHHUYTOXEHHIO,
NpHMeHeHUI0, BBO3y B Poccuiickyro ®enepauuio, BeiBo3y K3 Poccuiickoi
Denepannuy 6MOMeJUIIMHCKUX KIETOYHBIX TIPOIYKTOB;

2) opraHu3alHio " NpoBEACHHE NpOBEPOK COOTBETCTBHSA
OMOMEIULUHUHCKUX KICTOYHEIX MPOAYKTOB, HaxoAdlUHXcA B obpamenuwy,
YCTaHOBNEHHBIM 00s3aTeNBHEIM TPeOOBaHHAM K HX KAYeCTBY;

3) BpuMeHeHHe B NOpsAKe, YCTAHOBJIEHHOM 3aKOHOAATENHCTBOM
Poccuiickoit ®eaepanuu, Mep IO IpeceYeHHIO BHIABIEHHBEIX HapyLICHHH
00s3aTeNBHBIX TpeGOBaHUH M (WIHM) YCTPaHEHWIO MOCHEJACTBHA TaKuX
HapylUeHuH, Bhllady npeanucaHuii o ycTpaHeHHH BBISBICHHEIX HapyIICHHH
o0s3aTenbHBIX TpeGoBaHMHt M NpHBIEYEHHE K OTBETCTBEHHOCTH JIMIL,
COBEPILUMBILHX TAKHE HAPYIUEHH.

3. K oTHoweHusM, CBA3AHHBIM C OCYILECTBIEHHEM rOCYAApCTBEHHOTO
KOHTpONA 3a JeATENbHOCTEI0O B cdepe oOpallicHHA 6nomenuﬁnncmx
KACTOYHHIX MPOAYKTOB, OpraHu3auueil U MPOBEOCHHEM HPOBEPOK CYOBEKTOB
oOpalieHnss OHOMEAMUMHCKHX  KJIETOYHBIX MPOAYKTOB, MPUMEHSIOTCA
nonoxeHus PepepanbHoro 3akoHa oT 26 aekabpsa 2008 ro;ia Ne 294-93

"O 3amiire npaB IOPUAHYECKHX JIML ¥ HWHAMBUIYATBHBIX NpeanpuHUMaTeseH
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NpH  OCYLIECTBREHWH  TOCYJapCTBEHHOIG  KOHTpons  (Hag3opa) H
MYHHMLMIANEHOTO KOHTpons".

4. TomxHOCTHBIE Muua pefepatbHOTO OpraHa UCIONHUTENBHONH BAACTH,
OCYILIECTBJAOIIEro KOHTPOAb U HaJ30p B cepe 3ApaBOOXpaHEHHA, B MIOPSAIKE,
yCTaHOBIICHHOM 3aKOHOATENbCTBOM Poccuiickoit deaepaliun, UMEIOT MPABO:

1) nonyyars Ha OCHOBaHUH MOTHBHPOBAHHAIX ITHCBMEHHBIX 3aPOCOB OT
cy6bexToB OOpallieHHs OHOMEAHULMHCKHX KIETOYHBIX IPOAYKTOB CBEACHHA,
HeOOXOAMMBIE AAA NpPHHATHA pellleHdit no BonpocaM, OTHECEHHBIM K
KOMIIETEHIIHH OpraHa rocyfapcTBeHHOTo KOHTPOS;

2) GecipenATCTBEHHO IO NMpPeABABIEHHH CTYXKeOHOTO yIOCTOBEpEeHHs U
KOIIHM IIpHKasza (pacmopsDkeHdsd) O Ha3HAYEeHHW MPOBEPKH IIOCEmaTh
HCIIONIb3yEeMEIE IOPHAUYESCKUMH JIMIIAMH, MHAUBUAYANbHEIMU
NpeanpUHUMATEIAMH, ABJIAIOIIHMHUCS CyOBEKTaMH ofpalleHus
OGUOMEIHLMHCKHX KJIETOYHBIX MPOAYKTOB, NpU OCYHIECTBJIEHHH CBOei
JAEATENbHOCTH TEPPUTOPHH, 3HAaHWA, MOMEIIeHHA M COOpPYKeHHA B LENAX
IIPOBEACHHUS MEPOTIPUATHIA ITO KOHTPOIIO;

3) npooauts otOop  oOpasuoB  OHOMEAMUMHCKHX  KIETOYHBIX
MPOAYKTOB, NpelHa3HaYeHHBIX A Peald3alyi U pean3yeMbIX CyOBheKTaMH
obpaleHs OMOMEOHUMHCKHX KJIETOMHBIX MNpPOAYKTOB, Ajst IPOBEPKH MX
KauyecTBa, MPOBEACHHS MCCIEAOBaHHN, HCMOBITAHMA B COOTBETCTBUH C

IpasinaMHu 0T60pa 06p33HOB, YCTaHOBJECHHBIMH (benepanbﬂbm OpraHom
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HCIIOJIHMTENBHOH BAACTH, OCYLIECTBISIOMINMM (QYHKUMH 0O BbIpabOoTKe H
peain3al¥¥l TrOCyJApCTBEHHOH TIONUTHKM ¥  HOPMAaTHBHO-IPABOBOMY
perynupoBaHui0 B cbepe 3/paBooxpaHeHus (Janee - YINOIHOMOYEHHEIH
¢denepabHEIN OpPraH HCMOMHUTENBHOM BIaCcTH);

4) pplAaBaTe cyOnektam oOpamieHus OHOMENHUUHCKHX KJIETOYHBIX
NpOAYKTOB IMpPeANMCaHWs O HpeKpallleHHH HapylleHHH o643aTeNbHBIX
TpeOOBaHMiT ¥ 00 yCTpaHEeHHWH BBIABICHHBIX HapylIeHUi oOs3aTensHBIX
TpeOOBaHMIA;

5) HanpaBNiATh B YNMOJHOMOUYEHHEIE OpPraHbLl MaTepHaibi, CBA3AHHBIE C
HapylueHMAMH 3akoHojarenscTBa Poccuiickoil ®eaepauun 06 obpaieHHu
OUOMEIMIIMHCKHX  KIETOYHBIX MPOAYKTOB, JUIA pelIeHHS  BOIPOCOB
0 B036YXACHUHU YTOJIOBHBIX JIEJ 110 IPH3HAKAM NIPECTYIUICHHUH.

I'naBa 3. Pa3paboTka u JoKAHHHYECKHE HCCeA0BAHNAS
OHOMEIHMIHHCKHX KJIeTOUHBIX NPOJYKTOB

Crateg 8. Pazpaborka GuoMeIHUBHCKHX KACTOYHLIX NPOXYKTOB

1. PaspaboTka GHOMEOHLHHCKHX K/IETOYHBIX NPORAYKTOB NMpPEACTaBAET
coboit mpouecc Co3JaHUs COCTaBa M TEXHOJOTUH  NPOM3BOJACTBA
GUOMETUIMHCKOTO KIETOYHOTO MPOAYKTA.

2. Ounasncopoe obecreueHHe pazpaboTKy GUOMEAMLIMHCKUX KIETOYHBIX
MpPOOYKTOB MOXET OCYILECTBIIATHCA 3a CYET:

1) cpeactB dpenepanpHOrO OI0MKETa,

24122941 doc



20

2) cpencts 6r0akeT0oB cyOBnekToB Poccuiickoii ®epepauny,

3) cpencTs pa3paboTyMKOB OHOMEIULIMHCKUX KJIETOYHEIX TIPOJYKTOB;

4) cpenctB npou3BoAuTenel OMOMEINLIMHCKUX KJIETOUHBIX IPOINYKTOB,
B TOM 4HCIE NpH BBIIOJHEHHH Hay4HO-HUCCIEAOBATENbCKUX pabor mno
JIOTOBOPY MeXIy pa3paboTyukoM OHMOMENMUMHCKHX KIIETOYHBIX IPOJYKTOB U
npouspoauTeseM OCHOMENMIMHCKHUX KJIETOYHBIX IPOAYKTOB;

5) cpeACTB HHBIX He 3alpelleHHBIX 3aKOHOJaTeNsCTBOM Poccuiickoii
Denepanun UCTOUHUKOB.

3.1IpaBa paspaborynka OHOMEZUUHHCKHX KIETOYHBIX MPOXYKTOB
OXPaHSIOTCA B COOTBETCTBHH € rpaXKAaHCKHM 3aKOHOATeNbCTBOM Poccuiickoit
®enepaumn.

Cratpa 9. JoknnHHYecKoe HccliefoBaile OHoMeIHIHHCKOTO
KJIETOYHOT0 NMPORYKTA

1. Joknuuuyeckoe HccaeloBaHUe OHOMEAHLIMHCKOTO  KJACTOYHOrO
MPOAYKTA MPOBONUTCA NMyTEM NMPHUMEHEHUS] Hay4YHbIX METOAOB OLEHOK B IIEJAX
BBIAB/ICHHS CHeUH(UUIECKOr0 MEXaHH3Ma J[AeHCTBHA Takoro NpoAyKTa,
NONy4eHUsl JOKa3aTensCTB ero 0e30macHOCTH M KayecTBa, a  TakKe
3P PEKTUBHOCTH.

2. loxknunnyeckoe HcciaenoBaHue OHOMEAUIIMHCKOIO  KIIETOYHOrO
NpOJyKTa MNPOBOAMICS B  HAayYHO-UCCNECAOBATENbCKMX  OpraHM3alHsX,

Oﬁp%OB&TeﬂbHHX OpraHH3aliiiax BBICIICIO oﬁpasoaanua, HHBIX OpraHA3allnix,
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HMEIINX HeoOXOauMylo MaTepUanbHO-TEXHH4ECKYo 06a3y M CIEHHANMCTOB,
obJalaloiuX COOTBETCTBYIOMLICH KBATH(UKALHEH B onpeneNeHHON obmactu
HCCIIEAOBaHMSL.

3. JoxknuHuyeckoe HccieoBaHHE OHOMEHMLMHCKOrO  KIETOYHOIO
NpoJyKra TMpPOBOAMTCA B COOTBETCTBHH C MpaBHWJIaMM  HaJJexaliled
nabopaTOpHON NpakTHKM W NpaBHIaMH  JOKMUHHYECKHX MCCICAOBaHUMA
OMOMEAMIHHCKUX KIETOYHBIX TPOAYKTOB, YTBEPKAAEMBIMH YIIOTHOMOYEHHBIM
¢eepaibHBIM OPraHOM HCTIOJIHHTEALHOH BAACTH.

4. JokIHHHYEeCKOE HccieAoBaHHe OHOMEIHLIMHCKOIO  KAETOYHOIo
TPOAYKTa TIPOBOAMTCS HA SKCTIEPUMEHTANBHBIX MOJETAX TeX MATONOrHYeCcKAX
NpoUECcCOB M (MNM) COCTOSHMMA, NPH KOTOPHIX NpeanonaraeTcs NPHMEHATH
pa3pabatbiBaeMbIl 6HOMEIHHHHCKHH KIeTOYHBIH NPOAYKT.

5.1lposenenue mpoBepok  cOOMIOAEGHHA  NMpaBWI  HaAjIexaHied
nabopaTopHOH NPAKTHKK M MpPaBOBBIX HOPM HCIOJLE30BaHHS JXXUBOTHBIX IPH
MPOBEJNCHNH AOKIMHHYECKOTO MCCNeNOBaHUA OHOMENNLHHCKOTO KIETOYHOTO
IIPOAYKTA OCyLIECTRIsAETC PeAepanbHBM OpraHoM UCHOMHUTEABHOH BIACTH,
OCYIIECTBIAIOIMIMM (JYHKUMH 1O KOHTPOMK M  Haasopy B cdepe
3paBOOXpaHEHUA.

6.[lo wuroraMm mNpOBeNEHHOro  JOKJIHHUYECKOTO  WCCIEJOBAHUA
OHOMENMIMHCKOTO  KJICTOYHOTC MpPOAYKTa OpraHH3auusd, mnposoasulas

JOKJIHHUHECKOS  HCCIICIOBAHUE, COCTAB/ACT OTHET O HPOBCACHHOM
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JOKIIMHHYECKOM HCCEIOBaHHM OHOMEAMLHHCKOrO KIETOYHOrO IPOAYKTa,
COIEpXAILUKM ONMUCaHHWe, Pe3YNbTATHl U CTATUCTHYCCKHI aHANN3 Pe3yNbTaTOB
TaKoOro JOKJIMHHYECKOro HCCIe0BaHHUA.

7.B Poccuiickoit ®efiepaunyt B COOTBETCTBHH C MEXIYHAPOIAHBIMM
norosopaM  Poccuiickoli  ®depepanmu, a B cliy4ae  OTCYTCTBHA
MexXIyHapoaHoro moroBopa Poccuiickoit ®enepauuy - Ha OCHOBE NPUHLHUIA
B3aUMHOCTH MPH3HAIOTCS  Pe3YABTATEI  JIOKJIMHHYECKUX HKCCIACAOBaHHMH
OHOMEOHUHUHCKMX KJIETOYHBIX MPOAYKTOB, TNpPOBEACHHBIX 3a IpeAesiaMu
Poccuiickoilt Qeaepaiuu.

Cratbs 10. Cneunduxauusa GHOMeAHIHHCKOr0 KJI€TOYHOIO
HOPOAYKTA AJIf €ro rocyAapcTBeHHOH PerncTpanuu

1. Ha kaxnenit paspaGotanHbIli OHOMENHUMHCKHE KIETOYHBIH NPOAYKT,
npoueANii AOKIMHUYECKOE HCCIeloBaHNe, s €ero rocyAapCTBEHHOMH
perucrpalu paspaboTyHKOM COCTaBseTCA cnelrnpuKanis 6HOMEIHITHHCKOTO
KJIIETOYHOrO MPOAYKTA.

2. Cneunduxanya SHOMEAHIIMHCKOro KIETOYHOIO MPOAYKTa BKIOYaeT B
cebs cpeleHHs O OHOMENMUMHCKOM KI€TOYHOM MNpOAYyKTe, MNpolleAeM
NOKNIMHUYECKHEe HcciefoBaHus. Dopma cneuupukailili ¥ I[EepeqyeHb
BK/IOYAEMBIX B II€peYeHb CBEACHHH YTBEPXJAIOTCA YIOAHOMOYEHHBIM

denepanbHBIM OPraHOM HCHOIHKTEABHOM BlacTH.
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['maBa4.  OcyutecTBaeHne rocyAapcTseHHOH perucrpalng
OHOMEIHIHHCKAX K1€TOYHbIX IPOAYKTOB

Cratba 11. TocymapcrBenHnasi peracTpanns 0HoMeANIHHCKHX
K/1eTOYHbLIX IPOAYKTOB -

1.B  Poccuiickoii = Pdeftepaunt  MOIryT  IPHUMEHATHCA  TOMBKO
3aperucTpUpOBaHHbIE YIIOJTHOMOYEHHBIM ¢benepansHBIM OpraHom
HCIOHUTENBHO BAaCTH OHOMEIHIIMHCKHE KNEeTOUHbIe IPOAYKTHL.

2. 3aperuCTpHpOBaHHbI  OHOMEAWUMHCKHH  KJIETOYHBI  NPOAYKT
OnpeAcNeHHOro TUNa (ayTONOTHYHBIH, AalUIOreHHbIH, KOMOHMHHpOBaHHBI)
MOXKET MPOH3BOAUTHCA BIIAJIENbLEM PErHCTPALUOHHOTO YIOCTOBEpPEHHUA C
UCITONIF30BAHMEM KIIETOUHBIX NHHWIH, MOMyYeHHBIX OT Pa3iMyHEIX AOHOPORB. B
3TOM CJTy4Yae ero NOBTOPHAas perucTpauus He Tpebyercs.

3.TocynapcTBeHHas  perdcrpandsd  OMOMEAMUMHCKHX  KJICTOYHBIX
NPOAYKTOB OCYLUECTBNACTCA MO pe3yAbTaTaM:

1) GHoMeAMIHMHCKOR  SKCHepTH3bI  OHOMEAMUMHCKHX  KJIETOYHBIX
MPOOYKTOB;

2) 3THYECKOR 3KCIEPTH3Bl BO3MOXHOCTH [IPOBEACHUA KIMHHYECKOrO
UcceRoBaHHA OHOMERUIIMHCKOrO KIeTOYHOTO NMPOAYKTa {Janee - 3THYECKas
3KCIEePTH3A);

3) KNMHUYECKHX HCCIeNOBAHUK OMOMEIUIIHHCKHX KJIETOYHBIX

NpPOJYKTOB.
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4. TocymapcTBeHHas  peructpauus  OHOMEIMLMHCKHX — KJIETOYHBIX
MPOAYKTOB OCYIIECTBIISETCS YNOJHOMOYEHHBIM {QelepalbHEIM  OpraHoM
HCMONHUTENLHOM BJIACTH B CPOK, HE MPEeBHILAILINNA cTa naTuaecsTd pabounx
JHEH cO JHA NPHMHATHA 3aj4BlEHHR O TIOCYJApCTBEHHOH perHcTpauiu
6MOMEeIHIHHCKOTO KIETOYHOTO APOAYKTa, AHMG0 B CPOK, He INpeBbIIAIOIIM
IBYXCOT HATHAECATH pabounx aHell co JHA NPHHATHA 3aABICHUA O
roCyAapCTBEHHON pen«;c*rpauuu OHOMEAVIUMHCKOrO KJIETOYHOro MpOAYKTa, B
CJTyuyae MPHHATUSA YIIONHOMOYEHHBIM deiepalbHBIM OPraHOM HCIIONHUTEMBHOM
BJACTH pellicHUs O MOBTOPHOM IMPOBEACHHH OHOMEAHIIHHCKON 3KCHEPTH3BI
OMOMEIUIIMHCKOTO KICTOYHOrO MPOAYKT2 W (MIM) ITHUECKOH SKCNEepTH3hl B
COOTBETCTBUM cO cTatheit 22 Hactosmero ®Penepanphoro 3akona. Cpok
rocyJapCcTBEHHOR perHcrpauy OHOMEAHWUHHCKOIO KIETOYHOro npoOAyKTa
MCUYMCIAETCS CO AHA NPUHATUA YHNOJHOMOYEHHHIM (enepanbHBIM OpPraHoM
HCMOJIHUTENIbHOH BJACTH 3asBJiEHHS O TrOCYAApPCTBEHHON pEerHCTpaLiHy
OMOMEIULIMHCKOTO KJIETOYHOTO MpPOAYKTA € NPHIOKECHHEM HeoOXOIHMBIX
JOKYMEHTOB JO [JHA BbJJa4d  PErHCTPallMOHHOTO  YAOCTOBEPEHHS
OHOMEIHITHHCKOrO KJIETOYHOro nmpoAykTa. BpeMs npoBeneHus KIHHHYECKOIO
MccaeoBaHua OHOMEIHLIMHCKOrO KIETOYHOrO NpOoAYKTa HE YUUTHIBACTCA HpU
UCUHCICHHH CpOKa TOCYAAapCTBEHHOH perMcTpanuud OHOMEeIWHHHCKOTO

KJIETOYHOIO NMpOAYKTA.

5. He nmonyckaeTcs rocyiapcTBEHHAR perucTpalus:

24122941 .doc



25

1) pa3nmuyHEIX ~ OHMOMEAMIMHCKMX  KJIETOYHRIX  NPOAYKTOB 1o
OJJHHAKOBBIM TOPTrOBEIM HAMMEHOBaHUEM;

2) oaHoro OHOMEIULMHCKOrO KJIETOYHOrO MPOAYKTa, BHIIYCKaeMOIo
NPOM3BONUTENEM IOA pPasiMYHBIMM TOPrOBHIMH HAUMEHOBAaHMAMH U
MpEeCTABIEHHOr0 Ha rOCYAapCTBEHHYIO PErMCTPALMIO B BHAE ABYX W Gonee
OHOMENULHHCKHX KIICTOYHbIX IPOAYKTOB.

6. YII0OJTHOMOYEHHLIM (elepaTbHEIM OpPraHOM HCIIONHHUTENBHON BIIACTH B
YCTAHOBJIEHHOM HM Iopaike no 3anpocy cybwexta ofpaleHus
OHOMENMLIMHCKHX KIETOUYHBIX NMPOAYKTOB (B MUCHMEHHON WM JEKTPOHHON
¢opme) garoTcs pazbICHEHMs TIONOXKEHUH MOKYMEHTALHH, CBA3AHHOK ¢
TrOCY/IJapCTBEHHOM  perucrpalieil, a Takke ¢ JOKIHHHYECKHMH U
KJIMHUYECKMMH HCCIeI0BaHUAMH OHOMEUIHHCKHX KJIETOYHBIX NPOAYKTOB.

Crates 12. Ilonaua u paccMoTpeHHe 3asaBJICHHH 0 rocyAapcTBeHHOMH

perscTpaniy GHOMEAHUHHCKOro KJIETOYHOro NPpoAyKTa
H NpeAcTaB/jeHHE HEOOXOAUMbIX AOKYMEHTOB

1. Ins rocynapcTBeHHOH perucrpanuu OHOMEIHIMHCKOTO KIETOYHOTO
npoaykTa paspaboTumk OHOMERHMLMHCKOTO KJIETOYHOTO nponyx'ra WU
YHOJIHOMOYEHHOE HM JIpyroe HOpHIHYECKOe JIMNO (Janee - 3asiBUTEIIb)
NpeACTAaBIAeT B YNOJHOMOYEeHHHIH (eaepanbHblif opraH HCNONHHTEALHOM
BIACTH 3asBICHHE O TOCYAAapCTBEHHOH perucrpauun OHOMETHLIMHCKOrO

KJI€TOUYHOrO NMpoOAYKTa, a TAKXKE B NOPALKE, YCTAHOBJICHHOM YIIONHOMOYCHHBIM

¢enepanbHBIM OPraHOM HCNONMHHUTENLHOH BIIACTH, MO3TaNHO HeoOXOoAMMBIE
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HOKYMEHTBI, H3 KOTOPHIX (OpMHUpYyeTcs peruMcTpalMOHHOE JIOChe - Ha
SHOMEIUUMHCKHI KNETOUHBIH NPOAYKT (Aanee - perucTpauHoHHOE AOChE).

2.B 3asdBiIeHHH O TOCYNapCTBEHHON perucTpaurd OUOMeZHHHHCKOTOo
KJI€TOYHOrO MPOAYKTA YKA3BIBAKOTCSA:

1) HauMeHOBaHME W aApec MECTOHAXOXACHHS 3asgBHTENS M (WiIH)
APOM3BOAUTENS OHOMENUUMHCKOrO KIJIETOYHOrO MpPOAYKTa, aJpec MecTa
OCYIIECTBIICHUS MPOU3BOACTBA OHOMEUITHHCKOrO KIIETOYHOrO NPOAYKTa;

2) HauMeHOBaHHe OHMOMENHITHCKOTO KJIETOYHOrO MPOAYKTA;

3) noxazaHnA K IPAMEHEHHIO OMOMEAULIMHCKOrO KIETOYHOTO NPOAYKTA;

4) peKBU3HTHl  [OKYMEHTa, MNOATBEpXIalomero  (akT  ymiatsl
rocynapcTBEHHOH IIOUUIMHBI 33 TPOBEACHME OIKCIEPTH3L! Oe30macHoCTH
OMOMENMLIMHCKOTO KJIETOYHOTO TPOAYKTA, 3KCNEPTH3Bl AOKYMEHTOB g
NOMYYEHHs] pa3pelicHUss Ha MPOBEACHHE KAMHUYECKOro HCCIENOBaHNSA
OHOMEAHLIMHCKOTO KJIETOMHOrO MNPOAYKTa M 3THYECKOH O3KCHEPTH3BI MpU
ofpaiienysn 33  rocygapcrBeHHoif  perucTpauueil  OHOMEIUIMHCKOTO
KJIETOUYHOTO NPOAYKTA;

5) peKBU3UTBI  AOKYMeHTa, MOATBepkAaawmero ¢$akT  yniuatbl
roCyJapcTBEHHOH MOUUIWHBI 3a TNpOBeAcHHE IKCMEepTH3H 3ddexkTuBHoCcTH
NpUMEHEHHsT OHOMEAMUHHCKOTO KAETOYHOro MpOAYKTa W SKCIEepTH3HI
OTHOIIEHUA OXHWAAEMOH TMONE3BI K BO3MOXHOMY PHMCKY HpPHMEHEHUs

6HOMC,I[PII.IHHCKOF0 KJI€TOYHOr0 MpPOAYKTA, B OTHOLICHHHW KOTOPOI'® NMpoOBCACHD]
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MEXJyHApOAHBIE MHOFONEHTPOBLIE KIHMHHYECKHE WCCHEJOBaHUA, 4acTh H3
KOTOpBIX nNpoBejeHa B Pocculickoit Genepanuu;

0) peKBH3MTH! JIMIICH3WM Ha OCYIIECTBJIICHWE JAEATEABHOCTH MO
[IPOU3BOJACTBY OHOMEIHLITHCKOrO KJIETOYHOIrQ MPOAYKTA.

3. Peructpanmonnoe gocse GopMUPYETCA M3 CIEAYIOUHUX JOKYMEHTOB:

1) cnenpdukanmsa OHOMEANIMHCKOTO KJIETOYHOIO NMPOAYKTa;

2) HJOKyMeHT, cc'mepxcamﬂﬁ CBEIICHUK O IoKa3zaTtenaxX KadecTsa
JIeKapCTBEHHOTO TIpeNapaTa i BCNOMOraTeNbHEIX BEIECTB, HCIONB3YEMBIX HPH
IIPOU3BOACTBE GHOMEANLHHCKUX KIETOYHBIX NPOAYKTOB,;

3) npoekTsl  MakeTOB  IIEpBHYHON  YNMAKOBKH M BTOPHYHOM
(norpeburentckoii) ynakosky GHOMEIHIINHCKOro KIeTOYHOTO POAYKTa;

4) oryeT O  NpPOBEAEHHOM  JOKIHHHYECKOM  MCCIICAOBAHHUH
OHOMEMHUMHCKOrO  KIETOYHOrO  NPOAYKTa, cCoAepxaliuii  onucaHue,
PE3YNLTATH U CTATACTUYECKUI aHaNW3 pe3yiNbTaroB 3TOr0 JOKIMHHYECKOro
HCCNeI0OBaHNNA;

5) npoekT APOTOKON2a KNHHNYECKOro HCCIASHOBAHHSA OMOMEAHIIMHCKOro
KJIETOYHOTO NPOJAYKTa;

6) MpoeKT perinaMeHTa IMPOU3BOACTBA OHOMENHIMHCKOrQ KIETOYHOIrO

[POJIYKTA,
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7) nHpopMaLIMOHHBIH JUCTOK MAalHeHTa - AOKYMEHT, COAcpXKauluil B
aoctynHoit popMe uHpopMalIo, Kacalolylocs IPOBOAUMOrO KIHHHUYECKOTO
MccaeJoBaHUA OHOMEAUUMHCKOrO KIETOYHOrO MpPOAYKTA, €ro UeiH, IUlaHa H
BO3MOXHBIX PUCKOB HCCEIOBaHWA, COCTaBa OUOMEAMLMHCKOIO KAETOYHOrO
MPOAYKTa, a TaKXKe coAepXKalluif B MHCHMEHHOH ¢opMe HHPOPMHUPOBAHHOE
JoOpOBONLHOE COTTIacHe MallMeHTa Ha YYacTHe B KIHHHYECKOM HCC/IeAOBaHMH
nocjie O3HAKOMJIEHUS C OCOOEHHOCTAMH €ro INPOBEACHHA, HMEOILUMHU
3HAYCHHE [ BBIPAXEHHA TAKOTO COIJIaCHs;

8) undopMalus O CTPAxXOBHIX BHIIIATAX MAlUEHTaM, NPUBJICUYCHHBIM K
NPOBEJICHHIO KJIHHUYECKOTO MCCIeROBaHUS OHOMEAUIHHCKOTO KIETOYHOTO
IIPOAYKTa;

9)oTyeT ©  pesynbTaTax  MEXINYHAPOAHHIX  MHOTOLEHTPOBEHIX
KJIMHHYECKHX HCCACAOBaHNH OHOMEIHUHHCKOrIO KIETOYHOTO NPOAYKTA, YacTh
M3 KOTOphIX npoBeaeHa B Poccuiickoit ®enepauuu;

10) npoekT  HHCTPYKIMM NO  NPUMEHEHHI0  OHOMEIMIHHCKOro
KJIETOYHOrO MPOAYKTA, COAEPKAIUEH cleRyIOILHe CBeACHNA:

a) HaHMeHOBaHHE OHOMEANLIHHCKOTO KIETOYHOTO MPOAYKTa;

6) Tun  OUOMENUIKMHCKOTO KJISTOYHOTO MpOAYyKT2 (ayTONOTHUHSI,

asUtoreHHbld, KOMOMHHUPOBAHHBIH ),
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B) HAUMEHOBAHHA U KOJHUYECTBEHHOE COAEpXKaHHe (apMalleBTHYECKHX
cyOCTaHIMi, JIEKapCTBEHHEIX CPEACTB H BCHOMOTATENBHEIX BEIUECTB B COCTaBe
OHOMEIMIIMHCKOrO KIIeTOYHOro NPOAYKTa;

T) HAUMEHOBAaHUA MEXUUMHCKUX H3AeNHil B cocTaBe OHOMEQULIMHCKOTO
KIETOYHOT'O IPOJIYKTa;

Z) MOKa3aHMs K IPUMEHEHHIO;

€) NPOTHBONOKA3aHHA K MPUMEHEHHIO;

K) peKUM M cnocol® npuMeHeHHs OHOMEIUIMHCKOro KIETOYHOIO
NpOAYKTa, NPOJOIKATENEHOCTE JieUEeHHS;

3) Mepbl MPEAOCTOPOXKHOCTH MpH IPHMEHCHUH OUOMEIUIIMHCKOTO
KNEeTOUHOro MpONyKTa;

M) yKa3aHHe npH  HeobXxoaumoctH  ocobeHHocteidl  peiicTBHA
OHOMEHIIMHCKOTO KIETOYHOro MpOoAYKTa IPH NepBOM ero NpHMEeHeHHH;

K) BO3MOXHEIE noGo4HEIE neicTeus npH IPUMEHEHUH
OHOMEMLMHCKOTO KJIETOYHOTO MPOAYKTa;

) COYETAEMOCTE ¢ HHEIMM BHIAMH JICUCHHS, BKJIIOYAsA COYETAEMOCTD C
NEKapCTBEHHBIMH NpenapaTaMH, APYTHMH OHOMETHUIHHCKHMH KIIETOYHBIMHA
NpPOAYKTaMH, a TAKOKE MHILEBRIMU NPOAYKTaMH;

M) CpOK  TOAHOCTH H  yKa3aHHe Ha  3ampeT  NpPHMEHeHHA

OHOMEANIMHCKOrO KJIETOYHOTO npoaykKra 1o HCTCYCHHH CPOKa rOIHOCTH,
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H) OCOOEHHOCTH TIPUMEHEHHS ANs JAereH, OepeMEeHHBIX >KEHIUUH H
JKEHILHH B MEPHOJ JIAKTALIHH;

0) AaHHBIE TI0 CTaOMIBLROCTH OUOMEINIMHCKOTO KIIETOYHOIO IPOAYKTa;

M) yCJIOBHA XpaHeHHs OMOMeIMLMHCKOrO KIIETOYHOIO IIPONYKTa;

11) HOKyMEHTEI, TNpeACTaBIfAEMBIE B COOTBETCTBUM €O cTaThed 21
Hacroswero deaepanbHOro 3aKoHa.

4. 3agButens BrpaBe II0 coOOCTBeHHOW MHHLMATHBE IIPEACTAaBHTH
JIOKYMEHT, MOATBEPXKAAIOMUNA (akT ynnarhl roCyJapCTBEHHOH NOULIMHEL 3a
NpoBeIcHUE JKcNepTussl 0Oe30macHOCTH OHOMETHLMHCKOro KJIECTOYHOro
OPOAYKTa, D3KCNEPTH3EI AOKYMEHTOB [ MNONMy4YeHUs pa3pellcHHs Ha
NpoBeJieHNe KIMHMYECKOrO HCCieN0BaHUA OHOMEIUIIMHCKOTO KIIETOYHOTO
NPOAYKTa H ITHYECCKON B3KCHEPTHU3bl, JOKYMEHT, MOATBEPXAAIOIUH YIiaTy
rocyJapCTBEHHOM MOLUTHHEI 33 TPOBEACHHE JKCIepTu3nl 3 (PeKTUBHOCTH
IpUMeHeHHs OHOMEIUIMHCKOro KJIETOUHOro IpoAyKTa M JKCHEepTH3bI
OTHOIUCHHS OXHAAaeMOH MONB3HI K BO3MOXHOMY PHCKY HPHMEHEHHS
6HOMETHIIMHCKOTO KIHETOUYHOTO NIPOAYKTA, B OTHOILEHHH KOTOPOTO IPOBEACHE
MEX/yHapOAHbEIE MHOTOLEHTPOBhIE KIHHUYECKUE HCCIeAOBAHUA, 4acTh H3
KOTOpBIX npoBeaeHa B Poccuiicko#t @eaepauuu, npH ofpailieHHH 3a
rocyfapcTBeHHOH perucTpauuedi OMOMEXMIIMHCKONO IJIETOYHOrO MPOAYKTA.
B c¢ny4ae HemnpencraBneH#si YKa3aHHBIX HOKYMEHTOB YMOJIHOMOYEHHEIN

denepanbHelii OpraH HCIOJHHTENBHOW BAACTH mpoBepseT akT YHIaTel
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rocyJlapCTBEHHOH IIOLUIMHBI HAa OCHOBAHMHM [IPEACTaBJICHHBIX 3asBHTENEM
PEKBH3UTOB AOKYMEHTOB, IOATBEPKIAIOMIMX €€ YMNaTy, C HCMoAb30BaHHEM
uHpopMaliMu 00 ymimare rocynapCTBEHHOH HOUUIHHEL, coaep)kauniefics B
I'ocynapcTBeHHOH HHPOPDMALMOHHOM CHCTEME O rOCYJapCTBEHHEIX H
MYHHMIUTIANBHBIX TIaTEXAX.,

5.He nomyckawrcs TMONy4YeHHE, pasrialleHHe, HCHONb30BaHHE B
KOMMEpUYeCKHX 1ensX H B LeNfX TOCYyJAapCTBEHHON  perucrpauuu
GMOMENUMIHHCKHX KIETOMHBIX TPOAYKTOB HHGOpMANMH © pe3yabrarax
JOKTHHHYECKIX H KIMHAYECKHX HCCef0BaHHI OHOMEANNMHCKUX KIETOYHBIX
IPOAYKTOB, MPEACTABICHHON 3asBHTENEM IUIsl roCyAapCTBEHHON perHcTpauHy
OHOMERMUMHCKHX KIETOYHBIX NMPOAYKTOB, 6e3 coracus 3asBHTENA B TeUeHUE
IIECTH JIET CO JHA [OCYJApCTBEHHON peructpanud OHOMETHIUHCKOTO
KJIETOYHOTO NPOAYKTa.

B Poccuitckoit Pegepanun 3arnpemacTes HCTIONB30BaHHE
OHOMEIHIIMHCKHX  KJIETOYHBIX  MpPOAYKTOB,  3apeTHCTPHPOBAHHBIX C
HapylleHHeM TpeboBaHMit, YCTAHOBNEHHBIX HACTOALICH 9acThiO.

Hecobmonenne 3anpera, yCTaHOBIEHHOTO HACTOSILEH 4acThIO, BleYeT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKoHoAaTeNhcTBOM PoccHiickoii

Penepanuu.
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Crarbs 13. [IpuHsiTHe pellicHHR 0 BhIJAYe IKCNEPTHOMY
YYpexJeHHIO H COBETY MO0 3THKe 33JaHH# HA NIpoBeaeHne
IKCHEPTHS OHOMEANUHHCKOr0 KJIETOYHO0 NPOAYKTA

1.B TeueHne mATH padodyMx OHEH CO JHA TPHHATHA 3asABJICHUS
O TOCYIapCTBEHHON perucTpauud OMOMEIUHMHCKOTO KJIETOYHOIrO TNPOAYKTA
yTONHOMOUeHHbI deepanbHEIH OpraH HCIONHUTENBHOH BIACTH MPOBONUT
NIPOBEpPKY IMONHOTH M JOCTOBEPHOCTH CBeJIeHHiH, CoJep)Kalixcsi B
MPEACTABICHHBIX 3aABUTE/IEM AOKYMEHTAX, H [IPHHHMACT peLieHHe O Bblaye
3a/{aHusl Ha MPOBEACHUE!

1) GnoMenqMUMHCKOW  JIKCMEPTH3Bl  OUOMEAMIIMHCKMX  KJIETOYHBIX
NpPOAYKTOB B HacTH SKcOepTH3Bl  Oe30macHOCTH  GHOMERMLIHHCKOro
KJACTOYHOrO NPOAYKTa, BKIIIOYAs SKCIEPTH3Y cOocTaBa 0OpasuoB H METOJOB
KOHTpOJIst KadecTBa OMOMEAMIMHCKUX KJIETOYHBIX TNPOOYKTOB, 3KCIIEPTH3HI
JOKYMEHTOB JJsl MONY4YEHHs paspellieHyss Ha fpoBefeHHe KIMHHYECKOTo
HCCeNOBaHUA OHOMEAMLMHCKOTO KJIETOYHOrO TMpOAYKTa H OITHYECKOH
OKCNEPTU3H HAa OCHOBAHHH NOKYMEHTOB, YKa3aHHBIX B myHktax 1, 3 -8, 10
yacTd 3 crated 12 Hactosumero PeaepanbHOro 3aKoHa;

2) OuOMeHHMHCKOM  DKCNepTH3n  OHOMEAMHMHCKMX  KJIETOYHBIX
NPOOYKTOB B 4acTH  SKCHEPTH3Bl  3QQEKTHBHOCTH  NpPUMEHEHHS
OMOMEAMIIMHCKOTO KJETOYHOrO MPOAYKTAa M OSKCHEPTH3bl OTHOLLCHHA

OKHIAEMO# TI0JIB3BI K BO3MOMXHOMY DHCKY HpHMEHEHHS OHOMEAMUMHCKOIO

KJIETOYHOrO NPOAYKTa, B OTHOIIEHUH KOTOPOrO MPOBENEHH MEXIYHAPOLHBIE
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MHOTOUESHTPOBEE KIIMHUYESCKUAE HCCAEOBAaHUS, YACTh U3 KOTOPHIX NpoBeaeHa
B Poccuiickoit ®exgepanuu, Ha OCHOB2HWUM [JOKYMEHTOB, YKa3zaHHHIX B
nyuktax 1 - 5,9 u 10 gyactu 3 crareu 12 HacTosmero PeaepansHOro 3aKoHa.

2. YnonHoMouyeHHblit (eacpanbHblii Opran MCHONMHUTENBHOM BNACTH
YBEAOMISAET B NUCHbMEHHOH (opMe 3asBUTENA O TMPUHATOM PpEIICHHH,
a B CJIy4ae OTKa3a - ¢ YKa3aHHeM IIPHYHH TAKOTO OTKa3a.

3. OcHoBaHHEM JUIS OTKa3a B OPFaHH3alHH- SKCIIEPTH3, YKA3aHHBIX
B yacTH | HacToAuWEH CTaTbH, ABIIETCS:

1) npencraBneHre B HENOJHOM oObeMe NOKYMEHTOB, Ha OCHOBAHHH
KOTOPEIX B COOTBETCTBMM C YacThiO | HacTosillell cTaTbd NpOBONATCH
IKCNEPTU3Hl, HIH NOKYMEHTOB, cofiepKallliX HEAOCTOBEPHEIE CBEICHHUS;

2) oTcyTrcTBHE  HHQOpMalMM, NOATBEpXKUAOWEH  (akT  YIIaTel
roCyAapcTBeHHON MNOUUIMHBL 33 TpPOBEACHHE OKCNEPTH3B Ge30nacHOCTH
GHOMEMIMHCKOTO KJIETOYHOTO IPOJYKTAa, OKCHEPTH3bl AOKYMEHTOB MJis
MOJY4YEeHUs paspelieHHsi Ha INPOBeJeHHE IJIMHUYECKOro HCCeJOBaHus
OUOMEIHIHHCKOIO KISTOYHOIO NMPOAYKTA M 3THYECKOH IKCHepTH3E], a TaikKe
rOCyAApCTBEHHOH NOIHAMHEL 33 IpPOBEACHUE IKCHEepPTH3H 3((PeKTHBHOCTH
TIpUMEHEHUS OUOMEAMIUHCKOIO KJIETOYHOTO TMPOAYKTA M 3KCMepPTH3hl
OTHOIICHUS OXHMJAEMOfi TOMNB3bl K BO3MOXHOMY PUCKY HpPHUMEHEHHS
OHOMERMUMHCKOrO KIIETOYHOTO MPOAYKTa, B OTHOIEHHH KOTOPOTO MPOBEAEHBI

MCKAYHAPOOHEIE MHOIOUCHTPOBHC KIMHHYECKHE HCCIICOOBaHHMA, YacTh H3
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KOTOphIX mnpoeeneHa B Poccuiickoit @exepauvu, npu oOpallieHUH 3a
rocyJapcTBeHHOH perucTpanyeil GHOMeIHIUHCKOrO KJIETOYHOI'O IIPOAYKTA.
Crares 14. DeaepanabHoe rocyaapcTBeHHoe Gl0MKeTHO
yupexxaeHHe 1o n1poBeleHAI0 SHOMeNHIHHCKO
IKCNePTH3bI GHOMEeIHMIHHCKHX K/JICTOYHBIX NPOAYKTOB
1. bBuoMeuuMHCKas  sKcnepTH3a  OHOMEJUUMHCKHX — KIETOYHBIX
NIPONYKTOB MpOBOXUTICA (elepalbHbIM TOCYRAPCTBEHHHIM OIOKETHLIM
yUpeKAEHHEeM, HaXONAMMMCS B BEACHUM YMOJHOMOYEHHOro (eAepanbHOro
OpraHa HCHOJHHWTENbHON BAacTH, CO3XAHHBIM B COOTBETCTBHH €O cTaTrhel 15
denepanbHoro 3axkoHa ot 12 anpena 2010 roma Ne 61-d3 "O6 obpareHun
JIeKapCTBEHHBIX CPEACTB", 1A 06eCneYeHUA UCIIOHEHHS TOJIHOMOYHIN 3TOro
¢denepanbHOrO Oprana no BblA2Ye paspellieHH Ha NMpOBENeHHE KIHHHYECKHX
ucclneqoBaHuii OHMOMENMUMHCKUX KIETOYHBIX TNPOAYKTOB W (WiM) 1o
FOCYZIapCTBEHHOR perucTpalud OHOMEAMINHCKHX KICTOYHBIX NpPOAYKTOB
(manee - FKCOEPTHOE YUpeKAECHUE).
2. @opMUpoBaHHE TOCYHAPCTBEHHOre 3aflaHHs HO  NPOBEISHHIO
OHOMEAHLIMHCKOR dKenepTh3bl OHOMEIMUMHCKUX IKJICTOYHBIX MPOAYKTOB
SKCHEPTHOMY YUYpPeXKICHUIO U PHHAHCOBOE OOecneYeHUe BHINONHEHHA 3TOro

3aAaHHs OCYLUECTBAAIOTCA B IIOpAAKEe, YCTaHOBJIICHHOM 33aKOHOAATE/NIbCTBOM

Poccuiickoit Oeaepanuu.
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Crarps 15. Oprannzanus nposegeHnsa GHOMeAMHHCKOH
IKCHEPTH3LI CHOMETHIHHCKHX KJIETOMHBIX NPOAYKTOB
B LeSISIX HX TOCYAAPCTREHHOH perucTpanau

1. BroMeaMuMHCKas  dKcnepTH3a — OMOMEOMUUHCKMX  KJIETOUYHBIX
NPOAYKTOB NPOBOJWTCA KOMMCCHEH 3KCIEPTOB 3KCIIEPTHOTO YYPEXAEHHA,
HA3HAYEHHON pPYKOBOJHUTENIEM DHKCIEPTHOrO YYpEXOEHUA, HA OCHOBAaHUU
3alaHUA Ha MpoBejcHHE OWMOMENUIMHCKOH 3KCIepPTH3bl OHOMEAMUMHCKHX
KJIETOYHEIX MPOAYKTOB, BEIAAHHOI'O YHONHOMOUYEHHBIM (e IepaltbHEIM OpraHOM
HUCNIONHUTENbHONH  BilacTH. PyxoBOmMTENP  3KCNEPTHOrO  YYpeKIeHUs
obecreynBaeT Hajexallee MpoBeAcHHe OHOMENHLUHMHCKON 3KCIMEPTH3HI
OHOMENMLIMHCKHX KJIETOYHLIX TPOAYKTOB B COOTBETCTBHH C 3aJaHHEM,
BHIJAHHLIM  YIIONHOMOYEHHBIM ¢eepalbHbIM OpPraHoM MCHOJHUTENBHON
BIaCTH, W OpraHu3lyerT MNOATOTOBKY CBOJHOTO 3aK/iIOYEHHUS KOMHUCCHH
3KCIEPTOB IKCIEPTHOrO yupexaeHus. B cocTaB Takoif KOMHCCHH TIO pellleHHIO
PYKOBOAUTENA IKCMEPTHOTO YUPEXAeHUS MOTYT OBITh BKIIOUEHB! B KaveCTBe
IKCIEPTOB JHLla, He paboTaloiliue B 3TOM 3KCNEPTHOM YUYPESKIACHHUH, €CITH UX
CNEeUHaNbHEIE 3HAHUA HeOOXOAMMEI JIA TPOBEACHHA SKCHEPTH3BI U TaKHe
9KCIEPTE OTCYTCTBYIOT B 3TOM 3KCHEPTHOM YUPEKIACHHH.

2.Ilpn npoBereHun OHOMEAMLMHCKON 3KCIEpTH3BI OHOMEAMLIMHCKHX
KNETOYHEIX MPOAYKTOB OKCHEPT He BIMpaBe CaMOCTOATENBHO HCTpeGOBaThH

y 3asBUTeNd JOKYMEHTH (MaTepuansl), HeoOXONuMble I IPOBENCHHS

IKCNEpTH3Bl. B ciiydae HENOCTaTOYHOCTH MPEAOCTABACHHBIX OKCIEpTY
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JOKYMEHTOB (MATepHalioB) JUI1 JauM 3aKJIIOUEHHs SKCHEPT BNpaBe OCTaBHTh
BOTIPOC O HpPEJOCTaBNEHUM HX €My Iepel PYKOBOJHWTENEM DJKCIEPTHOro
YUpEeXAEHNs, KOTophIi obpaiaetcs ¢ npockboil 06 3TOM B YNOJIHOMOYEHHBIH
(enepaneHelif opraH HUCHOJMHMTENBHONH BNacTH, BHUABIIMK 33JlaHHe Ha
nposesieHde OHOMEOUIMHCKON IKcrnepTH3nt OHOMEAMUMHCKHX KICTOYHBIX
OPOAYKTOB. YTIOMHOMOYEHHBIH deaepanbHbiil OpraH UCHOAHUTEIbHOM BiACTH
B TeueHMe [ATH pabounx JHEH HANpasiseT 3ajiBUTENI0  3ampoc
O MpenoCTaBAeHUH AONMONHUTENBHEIX HOKYMEHTOB (MaTepHaioB) H (MIIM)
HeOOXOAMMBIX JaHHEIX B ONEKTPOHHOHW MM [HUCHMEHHOH ¢opMe ¢
YBEJJOMJICHHEM O €T0 MOJIyYeHHH. 3aABUTESb 00543aH B CPOK, HE NPEBBIIIAIOLIHIA
wecTunecaTd paGouux AHeil co AHA MOJYYEHHS 3ampoca YIONHOMOYEHHOTO
¢denepanbHOro opraHa MCMOTHUTENBHON BAACTH, NMPEeJOCTABATh 3aNpOLUEHHEIE
JOKyMeHTHl (MarepHanbl) H (MNH) HeoOXoAuMmble AaHHBIE JHOO 0DOCHOBaTH
HEBO3MOXKHOCTB HX TipeffocTaBneHus. Bpems co gHg oTmnpasaedus 3anpoca ¥ Ao
MOMy4eHHS YIOJHOMOYEHHBIM (eAepalbHEIM  OpraHOM  HMCHOJHHTENIbHOH
BJIACTH OTBETa 3asfBUTE/IA Ha 3alpoc HE YYHTBIBAETCHA NPH MCYHCICHMH CpOKa
rOCyNapCTBEHHOM perucTpanuy OHOMeRMIMHCKUX KIETOYHEIX IIPOAYKTOB.

3. Pesynsratel OMOMEOUIMHCKON  BKCHEPTH3Rl  OHOMEAMUMHCKHX
KJIETOYHLIX TNPOAYKTOB OGOPMIAIOTCA 3AKMIOHEHHEM KOMUCCUU 3KCIEpTOB
3KCMEPTHOro yupexaeHus. B 3ai0ii0yeHHn KOMHUCCHH SKCTIEPTOB SKCTIEPTHOIO

YUPEXKIEHHS YKa3HBAaIOTCA HepeueHb UCCNeoBaHui, 00beM NpPOBEACHHBIX

24122941 doc



37
KaXABIM SKCIEPTOM HCCIIEAOBAHMIH, YCTAHOBIICHHBIE KAXKABIM U3 HUX (AKTH H
clleJIaHHBIE B pe3yNbTaTe HCCIeOBaHUH BEIBOAEI. JKCIEPT, MHEHHE KOTOPOro
He COBMAJaeT ¢ pelieHUEM KOMHCCHH DKCHEpPTOB IKCHEPTHOIO YUpexKAEHHS,
BIpaBe BHIPAa3ZHTh CBOE MHEHHE B MUCBMEHHOH dopMe, KoTopoe npuobinaercs
K 3aKJTFOYEHUIO KOMHUCCHH 3KCIIEPTOB.

4. JKCriepThl, BXOAAIINUE B COCTaB KOMHCCHUM SKCIIEPTOB 3KCIEPTHOTO
YUpexXJAeHus, NpeaynpexaalTcs o6 OTBETCTBEHHOCTH B COOTBETCTBHH C
3aKOHOAATeNsCTBOM  Poccuiickolt  Penepauuyu 32  ady  3aKmoOYeHHs,
coiepxainero HeoGOCHOBaHHBIE WIH $anbcHPUIHPOBAHHEIC BEIBOAK, O 4YeM
OHH JalOT MOJAIHCKY.

5. Onpeaenenne ypoBHs# npodeCcCHOHANBHOH MOJATOTOBKHM 3KCIEPTOB H
aTTecTalMs WX HA INpaBo MNpoBefleHHs OHOMEJULIMHCKONH OKCIEPTH3hI
OHOMEIMIMHCKHX KACTOYHBIX IPOAYKTOB OCYINECTBISIOTCS JKCIEPTHO-
KBATUQHKALUOHHLIMH ~ KOMHCCHAMH B MOpAAKE,  YCTAHOBJIEHHOM
YIOTHOMOYEHHBIM (deepajIbHbIM OPraHoM HCHONHHUTENBHOI B1acTy. Y poBeHb
NpoQeCCHOHANIBHOM  MOATOTOBKM  3KCNEPTOB  NOAJIEKHT  MEpecMOTpy
yKa3aHHBEIMH KOMHCCHAMM He peXke YyeM OJUH Pa3 B MATH JIET.

6. [lpaBuna NpoBeACHHA 6HOMe TULIHCKO IKCIIEPTU3EL
OHOMEJULMHCKUX KJIETOYHBIX TPOAYKTOB M ¢$opMa 3aKIFOYSHHA KOMHCCHH
IKCNIEPTOB IKCMEPTHOIO YUPEXKAEHHS YCTAHABAUBAIOTCA YIIONHOMOYEHHBIM

deaepanbHBEIM OpraHOM HCIIONHUTENBHOMN BJIACTH.
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Crarba 16. TpeGoBanus, npexbsaBasieMble K 3KCHepTaM NpH
npoBefeHNH GNOMEANIMHCKO IKCNePTH3LI
OHOMEAHIMHCKHX KJIETOUHBIX NPOAYKTOB, NpaBa
H 0013aHHOCTH KCIIEPTOB

1. OxcneproM Mo  NpOBEeAcHHIO  OHOMETHUUHMHCKOH  SKCMEpPTH3EL
OMOMEAMIIKHCKIX KICTOYHBIX NPOAYKTOB SBASETCS aTTeCTOBAHHBIH paGoTHHK
SKCHEPTHOTO  yHpeXKAeHUs, KOTOpBIH WMeeT BBICIiES MERHLIMHCKOE,
dapMalieBTHYECKOe, BETepHHApHOe, OMONOTHYECKOE WIH XHMHYECKoe
obpaszoBaHue, obnagaer HeOOXOAUMBIMM 3HAHHAMH H OMEITOM U IPOBOAUT
OHOMEHLIUHCKYIO 3KCIEPTH3Y OMOMETMUUMHCKHX KJIETOYHHIX IPOAYKTOB B
MOPAIKE HCNONHEHNA CBOHX JO/DKHOCTHBIX 0013aHHOCTEIH.

2. IIpn npoBegeHyH OHMOMEAHLMHCKON SKCHEepTHU3bI CHOMEAMLHMHCKHX
KIETOUHBIX NPOAYKTOB B3KCHEPT HE MOXKET HAXONUThCA B Kakoi-iubo
3aBUCUMOCTH OT JIMUA, HA3HAYMBIIEro 3Ty IKCIEPTH3Y, WIH APYrHX JIHL,
3aMHTEPECOBAHHBIX B pe3yibTartax  OMOMEOUUHHCKOH  SKCIEepTH3BI
OHOMEINLHUHCKHX KIETOYHEIX NTPOAYKTOB.

3.Oxkcnepr npH  NpOBEHCHHMH — OHOMEHMIHHCKOH  BKCHEPTH3BI
OHOMEAMIIHHCKIX KIETOYHBIX NPOAYKTOB 0053aH:

1) IpoBECTH MOMHOE HCCISHOBAHHE MNPEACTABICHHBIX €My OOBEKTOB,
MaTepuanoB, METONOB KOHTpons Oe3omacHocTH, JaTh OOOCHOBaHHOE U

O0BEKTHBHOE 3aKIMOYEHHE MO IOCTaBIEHHBIM nepea HHM BONpocaM MHJH

MOTHBHPOBAHHOC  3aKNIOYCHHE 0 HEBO3MOXHOCTH NpOBCACHHUSA HM
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GHOMEAMUMHCKOM SKCNEePTH3B OHOMEIMIMHCKUX KAETOYHBIX HPOAYKTOB, €CIIH
MOCTaBlIeHHEIE BONPOCH BEIXOAAT 3a MpeAeibl ClielHaMbHbIX 3HaHHH SKCIepTa,
O0BEKTH HCCCAOBaHHHA M Marepuaibl HENMpPUTOJHBEI MJIH HEAOCTATOYHBI IUIs
ApPOBEJEHHS UCCNIENOBAaHMH M JJaud 3aKIOYEHUS TH00 COBPEMEHHBIH YPOBEHD
Pa3BUTHA HAYKH HE MO3BOJISET OTBETHTh Ha MOCTAB/IEHHBIE BOTIPOCEL;

2) He pasrnamath CBeACHHS, KOTOpHIC CTAIH €My U3BECTHBI B CBA3H C
IIpOBEAEHUEM 6nomenu'uuucxoi«'1 AKCHEPTH3EI OHOMEAMUMHCKHX KIETOYHBIX
MPOAYKTOB, a TakXe CBEAcHHA, COCTABIAIOIIKHE FOCYAApCTBEHHYIO,
KOMMEPUYECKYIO HUITH HHYIO OXpaHseMylo 3aKOHOM TaifHy;

3) o0ecneuuTs COXPAaHHOCTh MPEACTABIICHHBIX 0OBEKTOB MCCIEAOBaHMA
H MaTepHaioB.

4. Jxcnepr He BHOpase:

1) npoBoauts  CHOMEHMIMHCKYID  JKCHIEpTH3Y  OHOMEIMIMHCKHX
KAETOYHBIX IIPOAYKTOB TNO OOpalleHdld HENOCPeACTBEHHO K HeMy
IOPHINHECKHX HIH (PH3HIECKHX JIHAL;

2) caMocToATeNsHO  coOMpaTh  MaTepHansl  AJi1  TIPOBEACHUSA
OMOMEIHLMHCKON SKCIEPTH3b OHOMEAHIIMHCKUX KIETOYHEIX NMPOAYKTIOB;

3) npoBoAUTP  OHOMEAMOMHCKYKO  DKCHepTH3Y  OHOMEIMUMHCKUX
KJIETOYHBIX IPOAYKTOB B KAYeCTBE HETOCYAapCTBEHHOIO IKCIIEPTa;

4) npoBOAMUTE  KOHCYJIbTallHK B obaacTh  npodeccHoHANBHON

JCATCIRHOCTH BHC CHY)KCGHOI"O 3anaHH1.
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5.B cay4ae HeoOXOAMMOCTH 3KCHEpPT BIpape XojAaTalicrBoBaTh nepen
PYKOBOAMTENEM 3KCINEPTHOTO YYpexACHUS O INPUBIEYEHHH K MPOBEACHHIO
OHOMETHLIMHCKON SKCHEepTH3bl OUOMEAULHHCKMX KIETOYHBIX TPOJYKTOB
OpYyTHX OKCIEPTOB, €CNMH WX clenualnbHble 3HaHWA HeoOXOOMMEl Uil
npoBefieHHs OHOMEAMLIMHCKON 3KcIepTu3bl OWOMETUUMHCKUX KJIETOYHEIX
NpPOOYKTOB.

6. Kaxnrpiit okcrnepr, BXOAAIMIMH B COCTaB KOMHCCHH 3KCIEpTOB
9KCIIEPTHOTrO YYpPeXICHHS, KOTOpOH NOpYYEHO MpoBeeHne OuoMeaUIHHCKOH
SKCIIEPTU3b  OMOMEJMIMHCKUX IJIETOMHBIX HPONYKTOB, HE33aBHCHUMO H
CAMOCTOSTENbHO  NPOBOIWT  WCCICNOBaHHs, OLEHWBACT  pe3yibTaThi,
MOTYYEHHBIE UM JHYHO U JAPYTHMH 3KcnepraMu, ¥ (opMynupyer BBIBOJB
OTHOCHTENBHO MOCTaBAEHHBIX BOIPOCOB B MpenesiaX CBOMUX CIELHANbHBIX
3HaHHI.

Cratbs 17. JTHYeckasi 3KcnepTH3a

1. DTHyeckas >KcHepTH3a MPOBOAUTCA B UENAX BBIAAYH 3aKITIOUYEHUs 00
ATHYECKOH OOOCHOBAaHHOCTH BO3MOXHOCTH TNPOBEAECHHS KITMHHYECKOTO
HccneRoBaHAA OMOMEIHIIMHCKOrO KJIETOYHOTO MPOAYKTa COBETOM MO ITHKE,
CO3JAHHEIM B IOpAJKE, YCTAHOBJICHHOM YIIOJHOMOYEHHHIM (eepansHEIM
OpTaHOM HCHONHUTENLHOH BNACTH.

2. JxcnepTaMH COBETa II0 3THKE MOryT OBIThR HOpPEeACTABUTENH

MEJHIMHCKUX, HAayyHBIX oOpraHu3anuii, oOpasoBaTesbHBEIX oOpraHu3anui
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BLICHIErO 00pa3zoBaHUs, a TAKKe NPeACTABUTENH 0O1ECTBEHHBIX OplraHU3anui,
PENMIHO3HBIX Oprasu3aumii ¥ cpecTs MaccoBoil nHGOpMaLUH. OTH SKCIIEPTH
He HAOMKHBI HAXOJAUTHCA B Kakoi-mbo 3aBUCHMOCTH
OT 3asfBHTENIA H OPYFHX JIMI, 3aHHTEPECOBAHHBIX B Pe3y/bTaTaX 3THYECKOU
3KCHEPTH3BI.

3.Omara ycuyr 5SKCIEPTOB COBeTa MO 3THKE OCYIIECTBNSAETCS Ha
OCHOBaHHHU JOTOBOPA, 3aKIIIOUEHHOrO MEXAY YIIOHOMOYEHHBIM deepanbHEIM
OpPraHoM HCHONHUTENIBHOM BNACTH, KOTOPBIM CO3AaH COBET MO 3THKE, U
OKCIIEPTOM COBETa [0 OTHKe, 3a cueT OIOMKeTHHIX AaCCHTHOBAaHHIA,
HPeAYCMOTPEHHBIX YIOJHOMOYEHHOMY penepanmsHOMY oprany
MCIIONHUTEILHON BNAcTH, CO3JABIUEMY COBET MO OTHKe, B (elepaibHOM
Olofkere Ha COOTBeTCTBYMOINMH roj Ha ofecrmevyeHuHe ero AEATENLHOCTH,
1 B pasMmepax, ycraHoBlleHHEX [IpaButenscrBom Poccuiickoil Qenepanuu.

4. DKcnepThl CoBeTa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUH
C 3aKOHOIaTeNnbCTBOM Poccuiickoit Menepaiinuy.

5. CoctaB coera No 3THKE, MONOXKEHHE 00 3TOM copeTe, OPANOK €ro
AeSTeNbHOCTH, TpeOOBaHHA K KBANU(UKAHUK U ONBITY PabOTH! MO IKCNEPTHOH
OLICHKE HAYYHBIX, MEAMUUHCKHX ¥ OTHYECKHX acNekTOB KIMHMYECKHX
HCCNEeNoBaHuH OMOMEAMIMHCKHX KJIETOYHBIX NPOJAYKTOB, MpeAbABIAEMBIC K
3KCIEPTaM COBETa IO 3THKE, NOPSNOK OPraHM3aLyy U NpoBefeHus dTHYECKOH

3KCIICPTH3EI, q)opma 3aKNKYEHHA COBEeTA IO J3THKE YCTAaHABIHBalOTCs
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YIONHOMOYEHHLIM (esiepanhHEIM OpraHOM UCHONHHUTENBHOR BiIacTH. Yucino
npejacTaBUTENed MEAULUMHCKHX M HAYYHBIX OpraHd3aluii He MOXKeT
NpeBHIIIATE NONOBUHY 0O0LIEro YHcna HKCIEPTOR COBETA M0 ITHKE.

6. ndopmatinss 0 cocraBe coBeTa MO 3THKE, [laHax ero paboTei u
TEKyLleH  JeATeJbHOCTH  pasMmellaercs Ha  opHUHaIbHOM  caifte
YNOJIIHOMOYCHHOro ¢eAepaibHOr0 OpraHa HCIOMHHTENbHOH BIacTH B
HHPOPMaLMOHHO-TENCKOMMYHHKaIMOHHOH cetH "HHteprer” (nanee - cerb
"HutepHeT") B yCTaHOBICHHOM MM MOpPsAJKeE.

7. DTH4YECKas DKCNepPTHU3a, COCTABACHUE COBETOM MO 3THKE 3aKHOYEHHIH
O BO3MOXXHOCTH WIM HEBO3MOXHOCTH MpOBEACHHA KJIHHHYECKOro
HccnefoBaHHA GMOMENUIUHCKOIO KIETOYHOIO NPOAYKTa ¥ HalipaBJIeHUE ITUX
3aKMIOYEHHI B yNMOMHOMOYEHHHIH (enepanbHbIi OpraH HCHOMHHTENEHOMN
BJIACTH OCYLIECTBIAIOTCH B CPOK, He HPEBHIILIAIONMI cTa pabounx JHEH co JHs
MONYyYEHUA COBETOM MO J3THKE 3aaHHA YIOJHOMOYEHHOro (enepasbHoOro
OpraHa HCIONHUTENBHOM BIACTH C PHIOKEHHEM HEOOXOIUMBIX JOKYMEHTOB,
ykazaHHBIX B myHktax 1, 3-8, 10 wactu3 crareu 12 Hacrosmero
(depepanbpHOrO 3aK0HA.

8. lTokyMeHTs!, cofepXalliiecs B  PErHCTPAlIMOHHOM  JIOCBE Y
MOCTYNHUBIIUE B COBET MO ITHKE JUIA OCYLUECTBIIEHUS STHYECKOH 3KCNepTH3bI B

LeJAX MIONYUEHHS pa3pellCHHs HAa NMpOBEACHHE KItHHHYECKOrO HCCIENOBAaHHA
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OMOMEJUIMHCKOIO  KJIETOYHOTO  NpOAYKTa, INOAJeXaT  BO3Bpary B
YIIOMHOMOYEHHEIH (eiepalbHbli OpraH HCIONHUTENBHON BIACTH.
Crarbs 18. Iopagok npoBegeHHA IKCNePTHILI §€30MACHOCTH

OHOMEIMIHHCKOr0 KJAeTOYHOr0 NPOAYKTA H DKCNIEPTH3b
AOKYMEHTOB JJIfl OJAYYeHHA Pa3pelleHHs Ha
npoBeAeHHe KJIWHHYECKOT0 HCCAeJOBAHKS
GHOMEANIHHCKOro KJIETOYHOro NPOAYKTA

1. Buomegnuunckas  IkcnmepTa3a  OHOMEAMLIMHCKHX  KIETOYHBIX
[POXYKTOB MPOBOAMTCA NMOATAMHO CNEAYIOLUM 00pa3oM:

1) Ha mepBOM B3Tame - IKCNEPTH3a 0e30mMacHOCTH OGHOMEIULIMHCKOrO
KJIETOYHOIO MPOAYKTa H KCMEPTH3a JOKYMEHTOB JUIS ONYYEHHs pa3pellicHus
Ha [poBeJcHUE KIMHUYECKOTO UCCIEAOBaHHA OHOMENUIIHHCKOIO KIETOYHOTO
NpORyKTa, 3a HCKIIOYCHHEM OHOMEIULMHCKHX KIeTOYHBIX I[IPOAYKTOB,
B OTHOINEHHH KOTOPHIX NPOBEASHH MEXAYHAPOAHEIE MHOTOLEHTPOBEIE
KJIMHHYECKHE UCCNIeNOBaHKA, YaCTh M3 KOTOPHIX NpoBeAeHa B Poccuiickoi
Denepanuy;

2)Ha BTOpoM »dTame - O9KkcneptH3a 3(QEKTHBHOCTH NpPUMEHEHWs
OHOMEJUIMHCKOrO KJIETOYHOrO MpOAYKTA U 3KCIepTU3a OTHOILIEHHA
OXMAaeMol MONb3Bl K BO3MOXKHOMY PHUCKY NpHMEHEHUs OMOMEIHUUHCKOro
KJIETOYHOro MPOAYKTa, OCYIIECTBIAEMBIE MOCHE NPOBEACHUA KIHHHUUECKOIO
HcchefoBaHusA OHOMEIUHHHCKOTO KIETOYHOTO TIPOAYKTA.

2. Jxcneptsa Ge30macHOCTH OHOMEMIMHCKOTO KIIETOMHOTO NMPOAYKTa,

OKCICPTH3a JHJOKYMEHTOB N4 [MOJYYCHHA pa3pCIlUCHHA Ha MNpOBCACHUEC
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KITHHHYECKOTO HCCIIEAOBaHNS OHOMEIMIMHCKOTO KJIETOYHOro MpPORYKTA,
COCTaBNeHHE KOMHUCCHEH SKCIEPTOB 3KCNEPTHOrO YUpEexKACHUS 3alUTIOUYeHHH 0
BO3MOXKHOCTH MJIM HEBO3MOXXHOCTH TPOBEJCHHS TakOro KIHHHYECKOTO
UCCNIEIOBaHM M HalpaBlieHHWe 3THUX 3aKJIIOYeHHH B  YIOJIHOMOYEHHBIH
¢enepanbHbBIil OpraH UCHONHUTENLHON BIACTH OCYIUECTBIAIOTCA B CPOK, HE
npeBbliialomMii cta pabouHx nOHeH CcO JHA HONYYEHHS SKCNEPTHRIM
yUpeXKICHHMEM  3aJaHHf  YNOJHOMOUYeHHOTO  (efepanpHOro  oprasa
UCIIONHUTENBHONH BHACTH C OPHIOKEHHEM HEOOXOAMMEIX JIOKYMEHTOR,
yKa3aHHBIX B myHkrax 1, 3-8, 10 wactu3 crareu 12 Hacrodnero
DenepanbHOTO 3aKOHa.

3. B Teyenue naTHaAUATH paboYyUX AHEH CO AHA MONYYEHHUS 3afBHTENIEM
YBEJIOMNEHUA OJKCHEPTHOTO YYpeXAEHUS O TONYy4YeHHMH KM 3aJaHyvsd
YIIOJIHOMOYEHHOTO  (defepanbHOrO  OpraHa  MCNONHUTENLHOH  BIIACTH,
YKa3aHHOr0 B 4acTH 2 HacTosued CcTaThH, 3aABUTENIb MPEACTABAACT B
SKCNEPTHOE YYPEXKAEHHE Ui MPOBEACHHSA OKCHepTU3s! Oe30MacHOCTH
OHOMEIMUMHCKOIO KIETOYHOTO MpoAyKTa oOpa3uml Iﬁuomennuuucxoro
KJIETOYHOrO MpOAYKTa, oOpasupbl KIETOYHBIX JUHMH, MEAULMHCKUX H3LCIUH,
JIEKapCTBEHHBIX IIpenapaToB, (apMaleBTH4YecKUX CYOCTaHIMH, BXOALMX B
cocTaB OHOMEOMIHHCKOrO  KJIeTOYHOrO NpOAyKTa, B  KOJIMYECTBe,

HCO6XOI{HMOM ANA  BOCHPOH3IBCACHHA METOAOB KOHTPOIA 6e30MacHOCTH
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OMOMEIUITMHCKOrO KAETOYHOrC HPOAYKTa, B NOPAAKE, YCTAHOBJICHHOM
YINOJIHOMOYEHHEBIM efiepalibHbIM OPTraHOM UCHONHHUTENBHON BIACTH,

4. DKCNEPTHBIM Y4perKaeHHeM U3 00pasioB KIETOYHOH THHUH H APYrHX
KOMIOHEHTOB OHOMENHLMHCKHAX K/IETOYHBIX NMPOAYKTOB, IPE/ICTABNEHHBIX Ha
SKCNIEPTH3Y, COCTABNAECTCS KOJUIEKOMs MOCTOSHHOTO XpaHeHHs oOpa3ioB
KIETOYHBIX JIMHHUH, a TaKXKe JPYrHX KOMIIOHEHTOB, BXOAALUIMX B COCTaB
OMOMEULIMHCKAX KJIETOYHBIX MpOoAyKTOB, GOpPMHpOBaHUE, UCIIONL30BAHHE U
XpaHEHHe  KOTOpPOM  OCYWIECTBISIOTCS B INOpsAJKe, YCTaHOBJIICHHOM
ITpaBuTtenscrBoM Poccuiickoii @enepanuu.

5. lOXyMeHTH, Ccoaepaldeci B  PErMCTPaiMOHHOM  JOCHE K
NOCTYNHUBILIME B  JKCICPTHOE  YHYpPEXKACHHE  [UIA  OCYLUeCTBIEHUSA
COOTBETCTBYIOIUMX SKCNIEPTH3 B LEJIAX NONYYCHHA pa3pellicHHs Ha NpOBeleHUE
KIMHHYECKOr0 HUCCNENOBaHUsS OHOMERULMHCKOrO KIETOYHOTO IPOAYKTa,
[OANeXaT  BO3BPaTy B  YNOJNHOMOYEHHBH  (erepalbHBI  oprad
WCTONHUTENBHOR BIACTH OHOBPEMEHHO C 3aKIIOYEHUAMH COOTBETCTBYIONIMX
3KCIEPTHS.

Crarps 19. Hoaydeune paspenieHust Ha NpoBeJeHHe KTHHHYECKOTO
HCC/TeAOBAHHA OCHOMEINIHACKOrO KICTOYHOr0 NPOAYKTA

1. B cpok, He npeBplIAOIIKKA MATH pabouuX AHEH co AHA MOJIyYEeHMS
3aKIOYEHHIT KOMUCCHH 3KCIEPTOB DKCIEPTHOTO YUPEXACHHS, YKA3aHHBIX B

qacTH 2 ctaThi 18 HacTosmero PenepanbHOro 3aKOHA, ¥ 3aKIOYEHUS COBETA
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110 3THKE, YKa3aHHOro B vactu 7 ctartbd 17 Hactosuwero Penepanbroro
3aKOHA, YMOJHOMOYEHHHH @(elepanbHEIi OpraH HCHONHHUTEILHOH BIACTH
OCYIHECTBJISIET  ONEHKY MNOCTYNUBHINX 3aKMOYEHHH [N ONpeAeNeHus ux
COOTBETCTBHA 3allaHusAM Ha TMpOBEJCHHE COOTBETCTBYIOIIMX 3KCNEPTH3 H
YBEAOMIAET 3asBUTENd B MHCbMEHHOH QopMe o IPEACTaBICHHBIX [0
pe3yJsibTaTaM NIPOBEACHHBIX SKCHEPTU3 3aKMIOYCHUSX O BO3IMOXHOCTH MM

HCBO3MOXKHOCTH NPOBCACHHUA KIIHHHYCCKOro HCCII€A0BaHKS OHOMEIMLIMHCKOTO

KJIETOYHOTO NMPOAYKTA.

2.1Ipy monydyeHuM 3aKiOYEHHH KOMHCCHM 3KCHEPTOB 3KCIIEPTHOrO
YUpPESXJCHUS U COBETA MO 3THKE O BO3MOXKHOCTH IPOBEACHUS KIHHHYECKOIO
HCCACAOBAHHA GHOMEINLMHCKOrO KICTOYHOTO MpOAYKTA YHONHOMOYEHHBIH
denepanbHER OpraH MCHOJIHUTENLHOM BIACTH MPHOCTAHABIMBACT NPOBEACHHE
rocy/JlapcTBeHHOHM perucTpaiuu OHOMEAKMIIMHCKOro KIETOYHOTO NMPOAYKTa JO
Nnojayd  3asBHTENIEM B YIOMHOMOYEHHBIH  ¢QefepanbHell  oprad
HCTIONHUTENIbHOW BJAcTH 3asBleHHA O BO300OHOBNEHUH TrOCYHAPCTBEHHOMH
perucrpanuy SHOMEIUIIHHCKOTO KIETOYHOTO NPOAYKTA.

3.Ilpr nodydeHun 3aKMIOYEHHMH KOMMCCHH O3KCIEPTOB 3KCHEPTHOTO
YUpEXKIACHHsT HAM COBETA MO 3THKE O HEBO3MOXHOCTH IIPOBEACHHA
KJMHHYECKOro HCCIefOBaHHs OUOMEIUIIHHCKOIO KJIETOYHOrO IPOAYKTa

YMONHOMOYEHHBIA deaepalbHEIl OpraH HCHONHHTENBHON BJIACTH NPHHHMAET
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pelleHHe O TpeKpallleHdH Hpouexyphbl [ocylapcTBEHHOH perHcrpauuy
OMOMEeIULIHHCKOTO KJIETOYHOTO NMPOAYKTa H YBeIOMIIAeT 06 5TOM 3asBHTEIA.

Cratbs 20. Pewmienne o Bbiaue paspelieHHsI Ha NMpOBeJeHHE

KIHHMYeCKOro UCC/IeIOBAHUA GUOMEAHIIHHCKOrO
KJIETOYHOT0 NPOAYKTA

[.Ins nonyuyeHHs pa3pellicHUss Ha TNpOBefeHUE KIMHUYECKOTO
UCCIeJOBaHHA  OMOMENUIIHHCKOTO  KJIETOYHOrO NpOAYKTa  3asBUTESb,
NOJIYYUBIIMH B COOTBETCTBMM ¢ d4acthlo 1l crateu 19  Hacrosumero
QDegepanbHOro 3aKoHa YBEOOMICHME O BBIHECEHHH KOMMCCHEH SKCIEpPTOB
IKCHEPTHOIO YUpPEXACHHS U COBETOM IO 3TUKE N0 pe3ynsTaTaM 3KCHepTHs,
yKa3aHHBIX B nyHKTe | yacti 1 crateu 18 HacTosinero degepanbHoro 3aKkoHa,
H OTHYECKOH 3KCHEPTHU3Bl 3aKMOYeHMH © BO3MOXKHOCTH MpPOBEHCHHUS
KAHHAYECKOTO HCCIEAOBAHHA OHOMEAMIIMHCKOrO KIETOYHOro IPOAYKTa,
MPENCTaBASACT B YNOJHOMOYEHHBIH ¢efepanpHblii OpraH HCOOMHUTENBHOMN
BAACTH:

1) 3asiBneHrie O Bbijade paspellieHUs Ha MOpPOBeNeHHE KIMHUYECKOro
HCClie1OBaHUA OUOMETHUHHCKOTO KJIETOYHOTO NPOAYKTa,;

2) IPOEKT MPOTOKONA KIMHUYECKOrO HCCNENOBaHUsA CHOMETUMIMHCKOrO
KJIETOYHOrO NMPOAYKTa;

3) ceenenusi o6 ompite paboThl HccnenoBateneil MO COOTBETCTBYIOLIUM

CMICUMAJIBHOCTAM H HX OIIBITE paﬁo‘rbl no mnpoOBCACHHK KIHHHYECKHX

HeeaeqoBanmuk 6“0M€HHHHHCKHX KJIETOYHBIX NPOAYKTOB,
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4) KOIHKH AOroBOpPOB 00SA3aTENBHOTO CTPaXOBaHHS KHU3HH, 3ZOPOBbA
IMAIKEHTOB, YYaCTBYIOIINX B KAUHHYECKOM HCCNEAOBAHHYH OMOMEINIIMHCKOIO
KIeTOYHOTO TMpoAykTa (Hajiee - JOroBOp OOsI3aTeNIBHOIO CTPAXOBaHUsA),
3aiJIIOYEHHOT0 B COOTBETCTBHM C THUIOBBIMHM MpaBHUNaMH 0043aTeABHOrO
CTpaXOBaHUS JXH3HH, 30POBbi NAUMEHTA, YUYACTBYIOLUETO B KJIMHHYECKOM
UCCNEXOBAHUN OWOMEIUIMHCKOTO KIETOYHOTO IPOAYKTa, YTBEPKAaeMBIMU
IIpaButenwcTBom Poctuilickoit Degepauun (ganee - THMOBBIE MNpaBUia
00s3aTeTBHOT0 CTPaxOBaHHA), C YKa3saHHEM B JOropope o06s3aTeIbHOro
CTpaxoBaHUA IMpeZieIbHOH YNCICHHOCTH MALMeHTOB, Y4acTBYIOLIUX B
KIRHAYECKOM HCCAEAOBAHNH OHMOMEMIMHCKOrO KICTOYHOTO IPOAYKTa;

5) cBeACHHA 0 MEAULIMHCKUX OpPraHH3aiHAX, B KOTOPHIX NIPEATIONaracTcs
npoBefieHHe KJIHHHYECKOTO HCCIIEAOBARMA OHOMETULMHCKOr0 KIETOUHOTO
npoaykra (MOAHOE W COKpallleHHOe HaHMEHOBaHHME, OpTraHHU3aHOHHO-
paBoBas GopMa, MECTOHAXOXKACHHE, MECTO OCYILUECTBACHUS ACATETBHOCTH,
TenedoH, Tenedakc, axpec IMCKTPOHHOM MOYTHI);

6) cBeicHUA O MpeAnoJaraeMblX CpoKax MNPOBEACHHA IJIHHHYECKOTO
HCCie1OBaHUA OHOMEAHUUHCKOTO KIETOYHOTO NIPOAYKTa;

7) pexBU3UTH  JOKYMEHTa, NOATBepxaaomiero  ¢dakT  ymiaTsl
FOCYJIaPCTBEHHOH NOLWIHHBI 32 BBIAAYy paspelleHUs Ha IIPOBEACHHE

KJIHHUYCCKOI0 HCCJICAOBaHHUA 6HOM€I{HHHHCKOFO KJIETOYHOT'O HPOXYKTA.
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2. B cpok, He OpeBBLIUAIOLIAN NATH pabo4MX AHEH CO AHA NPHHATHA
YKa3aHHBIX B 4YacTH | Hacrosmed crared 3adBACHUS M JJOKYMEHTOB,
ynoJHOMOYeHHbIH ¢eaepanbHEL opraH HCNOJIHUTENBHOMN BIACTH:

1) npoBOAHT TmpoBEepKY NOJHOTEI M  JOCTOBEPHOCTH CBEACHUH,
COZiepXalliNXcs B [IPEACTaBJICHHLIX 3asBUTE/IeM MaTepUasiax;

2) NpuHUMaeT pelieHHe O© BhIZaYe paspelleHHs Ha IpoBedcHHe
KJIHHHYECKOTO HCCIEAOBaHHS GHOMEANLMHCKOTO KJIETOYHOrO NMPOAYKTA MM
00 oTKa3e B BbIAAYE YKa3aHHOIO paspelleHus;

3) yBenoMiigeT B MUCEMEHHON (opMe 3asBUTENA O MPHHATOM pellIeHUH
(B cilyyae UpHHATHUA peIICHHS o0 OTKaze - ¢ YKa3aHHeM IPHYMH TaKOro
0TKa3a);

4) BeijaeT pa3lpeuleHHEe Ha MpoBejeHUe KIHHHYECKOro KCCNeJOBAHMS
OUOMEANIINHCKOTO KJICTOMHOTO TMIPOAYKTa B TIOpPAZKE, YCTAHOBJICHHOM
YNOJHOMOYEHHBIM (efepanbHbIM OPraHOM HCHOJMHHTENBHOM BIIaCTH.

3. OcHoBaHMAMM 111 OTKa3a B BBIAQYE pa3pelieHHA Ha TNpPOBEACHHE
KJIHHHYECKOTO MCCliefOBaHMs OHOMEIHITHCKOro KJIETOYHOrO MpPOAYKTa
SABJAAIOTCA HENpPEICTaBlIeHHE B MOJMHOM 00BeMe JOKYMEHTOB, YKAa3aHHBIX B
yacti |  HacToAwleH CTatb, H (MM} HECOOTBETCTBHE  COJAEpIKAHHUA
NpecTaB/ieHHbX JOKyMEHTOB TpeboBaHusAM HacToAwero PenepanbHOro

3aKOHa.
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Crates 21. Dxcneprnsa 3¢PeKTHBHOCTH IPHMEHEHHSA
OMOMeJHIHHCKOrO KJIeTOUMHOI0 NPOAYKTA H dKCNepTH3a
OTHOLIEHHS 0KHAAEMOit MOIb3bl K BO3MOKHOMY PHCKY
NpHAMEHEHHS GHOMEAHUHHCKOrO KAETOYHOYO APOAYKTa

1. Okcneptusa  >PPEeKTHBHOCTH  NpUMEHEHUs 6ﬂ0Me,uHuHchbro
KJIETOYHOTO MNPOAYKTA M 3KCIEPTH3a OTHOMICHUS OXKHIAEMOM HONB3H K
BO3MOKHOMY pHCKY NpHMEHEHUS OGHOMEAHUHHCKOTO KIETOYHOrOo MPOAYKTa
NpOBOAATCS TI0 pEe3yjJbTaTaM HPOBEACHHOrO KJIMHHYECKOFO HCCIeJOBaHHA
OHOMEIMLIHHCKOIO KJIETOYHOTO MNpOJAYKTa B CpPOK, He mNpeBHIuaromuil
JABAIUATH NATH pabouux jHell co AHA MONyUeHUs IKCIEPTHBIM yUpeKIeHUEM
COOTBCTCTBYIOIETO 33aJaHHA YNOJNHOMOYEHHOTro (¢enepalbHOro opraHa
UCTIONHUTENLHON BNAaCTH ¢ JOKYMEHTAaMH, YKa3aHHBIMH B NyHKTax 1 -3,9u 10
yacTH 3 cTaThH 12 Hacrosmero ®eacpalbHOrQ 3aKOHa, M OTYETOM O
MPOBEACHHOM IKJIHHHYECKOM HCCICAOBaHUH OHOMEIHIHHCKOrO KJIETOYHOTO
IpPOAYKTA.

2. /lns npoBeeHus YKa3aHHBIX B YacTH | HACTOAILIECH CTaTbH KCHEPTH3
3asBUTENb IpelCTaBiisieT B  YNOJHOMO4YEHHbI  ¢deaepansHblil  opraH
UCTIOHUTENBHOH BIIACTH:

1) sasieiieHde o0 BO3OOHOBIEHHM TOCYNApCTBEHHONH  perHCTpallHH

OHOMEIHHHUHCKOTO KJIETOYHOrO NPOJYKTa H MpOBSOCHHH YKA3aHHBIX B HaCTH |

HACTOsIeH CTaTbH IKCOEPTH3,
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2) npoeKkTbl ~ MaKeTOB  NEPBHYHOM  YIMAKOBKH H  BTOPHYHOM
(noTpeburensckoif) ynakoBku SHOMEIHIHHCKOTO KJIETOUHOTO NPOAYKTa,

3) otuer 0 HpOBENEHHOM KITHHHYECKOM UCCNEAOBaHUU
OHOMEAHLMHCKOrO KIETOYHOTO MPOAYKTa;

4) NpoeKT MHCTPYKLHUU 110 NPUMEHEHUI0 OHOMEIHUMHCKOTO KIETOYHOrO
NpOAyKTa, NOpabGOTaHHBIR MO pe3yabTaTaM IPOBENEHHOIO KJIMHHYECKOro
HCCeOBAHUS;

5) peKBH3UTH  JOKYMeHTa, MNOATBepxpawouero  (akr  ymnarel
rOCYAapCTBEHHOH MOLUTHHBI 33 MNPOBENEHUE OSKCNepTH3bl 3¢¢eKTHBHOCTH
OpUMEHEeHMs OHOMEIMLMHCKOTO IJIETOYHOrO HPOAYKTA M  OKCHEepPTH3BI
OTHOIIEHHSA OXHAACMOH TMONB3BE K BOSMOXXHOMY pHCKY IIpHMEHEHHS
OHOMETHIMHCKOTO KIETOYHOIO NPOAYKTa MpH FOCYAAPCTBEHHOH perucTpaluH
GroMeIUIIHCKOTO KIETOYHOTO NMPOAYKTA. JasBUTENb BIpaBe No coGCTBEHHOM
VHHMATHBE TPEACTABHTL  yKaslaHHBIH  gokyMeHT. B cnyyae ero
HeNpeNCTaB/ICHHS YIIOJHOMOYCHHBIN (enepanbHuil opraH HCIOMHATENHHOM
BJIACTH NpoBepseT (aKT yIIaTel rOoCyJapcTBeHHONH NMOLUTHHB HA OCHOBaHHH
MPEACTABACHHLIX 3adBHTE/ICM PEKBH3UTOB AOKYMEHTA, MOATBEPKAAIOIIEIO €€
yniaTy, ¢ WCHONb30BaHHeM HHQoOpMaluud o006 ymiaTte rocyJapCTBEHHOH
MOLUIHHBI, comepxamieiics B I'ocynapcTBeHHOH MHPOPMALMOHHOH CHCTEME

0 roCyrapcTBCHHBIX 1 MYHHIHITAJIBHBIX TUIATCXKAX.
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3.B cpok, He npesblalomuil nATH pabouux JHEeH CO AHA MPHHATHSA
3asBJICHUSA 0 BO300HOBIIEHUH rocyJapCTBEHHOM perucTpanuy
OHOMEMUMHCKOTO KIIETOYHOrO MpORYKTa ¢ NOKYMEHTaMH, YKa3aHHBIMH B
yacTaX | M 2 Hactosmiedl CTaThH, YMONHOMOYEHHBIH ¢enepanbHulii opraH
MCIIONHHUTENBHOM BIIACTH!

1) npoBoaUT MNpoBepKy TMOJHOTBL ¥  AOCTOBEPHOCTH  JAAHHBIX,
COOEpXKAIMXCA B MNPEACTABICHHOM 3asABHTENEM OTYETE O [POBENCHHU
KJIHMHHYECKOTO HCCIeI0OBaHHs 6HOMEAHIIMHCKOTO KJIETOYHOTO NPOAYKTa;

2) IpUHUMAET  pelleHHe O  BO30OHOBJIEHWH  TIOCYAapCTBEHHOM
perucTpauud OHOMEIUIMHCKOTO KJIETOYHOTO NpPOAYKTa H IPOBEACHUH
yKa3zaHHEIX B 4acTU 1 Hacrosiued cTaThy sKkcnepTu3 unH o6 oTkase B
BO30OHOBJICHHHM  TOCYJApCTBEHHOH  perucTpauuy  GHOMEIULIMHCKOTO
KJIETOYHOI'O MPOAYKTA U MPOBEJCHHU TaKHX 3KCIIEPTH3;

3) yBenoMilseT B MHCBMEHHOH ¢opMe 3asgBHTENSA O NPUHHATOM pelieHUH
(B cnyyae npuHATHA pemieHHd OO OTKase - ¢ yKa3aHHEM IPUYMH TaKoro
OTKa3a).

4. OcHoBaHHeM [ OTKa3a B BO30OHOBIEHHMM IOCYZapCTBEHHOH
perucTpauuy OHOMEIHIMHCKOTO KJETOYHOFO MPOAYKTa M HPOBEICHHH
YKA3aHHBIX B 4acTH | HacTosumed CTaThU 3KCMEPTH3 SBAACTCA lIPEACTaBIIEHHE
JOKYMEHTOB, YKa3aHHBIX B 4acTaX | m 2 Hacrosmle#f CTarbu, B HENOJIHOM

obrpeMe, a TakKe OTCYTCTBHE MH(POpPMALHH, MOATBEPXKAAIOWEH (akT yNjiaTel
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FOCYINApCTBEHHONH NOLUIMHBL 33 MPOBENCHHE OKCHEPTHU3bl 3¢ deKTHBHOCTH
NpHMeHeHNs] OHOMEINLIMHCKOrO °~ KICTOYHOTO NPONYKTAa U IKCHEPTU3H
OTHOLDEHHS OXHIAEMOH TMONB36I K BO3MOXXHOMY PHCKY [PHMEHEHHS
OHOMEIMLIMHCKOTO KIETOYHOTO NMPOAYKTAa NPH FOCYyJAPCTBEHHON perUCTpalHH
OHOMEAUIUHCKOr0 KICTOYHOrO NPOAYKTa.

Cratba 22. TloBTopHOe NpoBefeHHe OHOMEAMUHHCKOMH 3KCNEPTHbI
OHOMEAHHHHCKOTO KJIE€TOYHOTO HPOAYKTA M DTHYECKOMH
3KCMEePTH3LI

1. B cny4ae HalH4HA B 3aK/IIOUEHHH KOMHCCHHU 3KCNIEPTOB 3KCIEPTHOrO

YUPEXKAECHHS HIIH COBETA MO 3TUKE MPOTHBOPEYUBLIX JAHHLIX, hanscuduxanmu
BEIBOJIOB OHOMEIUIMHCKON JKCIepTH3bl OHOMEIMUHHCKOTO KJIETOYHOro
OpoNyKTa U (HIIH) 3THYECKON 3IKCIIEPTH3EI, COKPLITHA OT YNOJMHOMOYEHHOro
(peneparbHOro opraHa HCHOJHHMTENBHOM BNACTH OCHOBaHWHA /i1 OTBOAA
3KCMepTa  BCIEACTBHE  €ro  3aHHTEPECOBAaHHOCTH B pe3ynbTarax
COOTBETCTBYIOLIEH 3KCHEepTHU3bl H HaiM4¥uA JaHHBIX O TMpaMOM JHbo
KOCBEHHOM BMEILIATENILCTBE B MPOLIECC COOTBETCTBYIOLICH 3KCIIEPTU3HI JIML, HE
Y4YacTBYOILUHX B €€ MNpOBEAECHHHM, HO OKa3aBLUMX BJIMSHHE Ha IIpoliecc H
pe3yAbTaThl €€ NpOBEACHHSA, YNOJHOMOYEHHHIM (eAepaTbHBIM OpraHOM
HCMONHHTENLHON  BJACTH  Ha3zHAayaeTcs  MOBTOpHas  OHOMeMIIMHCKasA
SKCnepTH3a OMOMEIMIUMHCKOTO KJIETOMHOro TIPOAYKTa H (MNIH) sSruyeckas

akcneptusa. O6beM NOBTOPHOI IKCIEPTH3HI ONPEAENAeTCsA YIIOIHOMOYEHHBIM

(beaepaNbHBIM OPraHOM HCHONHHTENBHOMN BIACTH.

24122941 doc



54

2. [loBTOpHass ~ OMOMEJAHMIIMHCKAA  OKCMEpTH3a  OHOMEANUMHCKOrO
KINETOYHOTr0 MPOAYKTa NPOBOAUTCS B CPOK, YCTAHOBIEHHBIH YHOJIHOMOYEHHBIM
¢enepanpHbLIM OPraHOM WCTMONHHUTENBHON BNACTH M HE NpeBHINAIOWIMK CcTa
pabouux gHel co JHA TONMyYeHMA OSKCIEPTHBIM YUYPeKICHUEM 3afiaHhs Ha
NpoBEeicHHE IMOBTOPHOH OMOMEIMUHMHCKOH IKCHEPTH3BI 6H01';ICHHHHHCKOFO
KIEeTOYHOTO MPOAYKTa, a MOBTOPHAsA STHYECKad 3KCIIEpPTH3a - B CPOK, He
NpeBHIAOWMA NATHAAUATH pabo4ynX AHel co OHSA [MOJy4EHHA COBETOM IO
ITHKE 3aJaHNA Ha IPOBEACHHE TMTOBTOPHOMH 3THYECKOH 3KCIIEPTU3BL.

3. DKCHepThl KOMHCCUM AKCIIEPTHOTO YUPE)KACHUA M “UJIEHBI COBETa IO
3TUKE, B OTHOLIEHHH KOTOPBIX YCTAHOBJIEHBI 0OCTOSTENHLCTBA, YKA3aHHBIE B
yacTk | HacToslie# cTaTbd, He HOMYCKAIOTCA K TNPOBEIASHMIO MOBTOPHBIX
3KCIIEPTH3.

4, Tlopaaok ¢uHaHCOBOTO ofeclieyeHHsA MOBTOPHOH OHOMEOHIIMHCKOM
SKCMEepPTH3bl OHOMENHUMHCKOTO KJIETOYHOrO NPOAYKTa YCTAaHABIMBAETCS
YNONHOMOYEHHHIM  (eRepATBHEIM  OPraHOM  HCHONHUTENBHOH  BJIACTH.
dunHaHcoBoe obecneueHHe MOBTOPHOrO BbIMONHEHHA OHOMEIULHUHCKOM
IKCIEePTH3bl OHOMEAHIMHCKOrO KJIETOYHOrO MPOAYKTa 32 CYeT CpencTB

dreaepansHOro 6101keTa He OCYHIECTBAACTCA.
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Crarpst 23. PerienHe o rocyaapcTBeHHO perucrpauny
OHOMEAHIINHCKOro KJIeTOYHOr0 NPOAYKTA

1. B cpok, He npeBrIMIaOMIMH NATH pabovKMX AHEH cO OHSA HOMyYeHHs
3aKIOYEHUH KOMHCCHH 3KCTIEPTOB SKCIEPTHOrO YUPEKICHUS IO pe3ynsTaTaM
3KCHEPTH3E IPPEKTHBHOCTH NpHUMeHeHHS OHOMEIUIIMHCKOTO KIETOYHOIO
MPOOYKTa M 3KCMEPTH3bl OTHOLUEHHSA OXHUAaeMO# MONb3BI K BO3MOMCHOMY
PHCKY HpUMEHEeHUS GHoMeHIIHHCKOrO KJIETOYHOIo NpoAyKTa,
yHNOJIHOMOYCHHbIN (enepanbHblii OpraH HCIOTHUTEIBbHOMN BIAaCTH:

1) ocyIecTB/ISeT OUEHKY MOCTYNHBIUUX 3aKIIOHEHHH MO pe3yNbTaTaM
IpOBECHUsl YKa3aHHEBIX - 3KCHMEPTH3 JUIA ONpeAcNeHHA HX COOTBETCTBUA
3aJaHHI0 Ha MPOBEICHHE 3TUX SKCMEPTU3;

2) IpUHMMAaeT  pelieHHe O  TFOCyJapCTBEHHOH  perucTpaliiH
GHOMERNIMHCKOTO KISTOYHOro NMpoIyKTa WK 00 OTKase B rocylapcTBEHHOH
perucTpauyuy SHOMEANIHHCKOrO KJIETOYHOTO NPOAYKTa;

3) BHOCHT IIpH NPUHATHK DPEUICHHSA O I'OCYAAPCTBEHHOH pPErucTpanuy
GHOMERHUMHCKOTO KIETOYHOro MNpOAYKTa HaHHBIE O 3aperUCTpHPOBAHHOM
OHOMENULNHCKOM KJIETOYHOM TMpOAYKTe B TOCYAApCTBEHHBIH peecTp
OMOMENUIMHCKUX  KJIETOYHBIX  NPOAYKTOB H  BBIAAET  3aABUTENIO
PErUCTPalMOHHOE YAOCTOBEpEHIe OHOMEAHLMHCKOrO KIETOYHOrO MPOAYKTA,
¢opMa KOTOPOro YTBEPKAAeTCs YNOJHOMOYEHHBHIM GeAepalbHEIM OpraHOM

HCTOTHUTETBHOH BIacTH, corjiacoBaHHbIC CHCHHC[)HK&IIHIO GHOMCJIHI.[HHCROF 0
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KJIETOYHOrO0 TPOAYKTa, HHCTPYKLHUIO [0 IPUMEHECHHIO OHOMEAHUUHCKOro
KIETOYHOFO MpOAYKTa MJIH B clydae IpHHATHA pelleHus o6 oTkasze B
TOCYJApCTBEHHOH perucTpalid OHOMEIHUIMHCKOTO KJIETOYHOrO IpOIyKTa
yBeAOMISET 00 3TOM 3asBUTENs B MUCHEMEHHON GopMe ¢ YKa3aHHEM NPUYHMH
TaKoro OTKasa.

2. OcHoBanMeM JIA OTKa3a B TFOCYNapCTBEHHOH perucTpauuu
OHOMEAMUMHCKOTO KAETOYHOTO npoaykra sBJsETCA pelleHue
YIOTHOMOYEHHOTO (eAepaIbHOrO OpraHa VCIIONHUTENBHOM! BIACTH O TOM, YTO
3¢ PeKTUBHOCTE perucTpupyemMoro GHOMEAMUUHCKOrOo KIETOYHOIO NMPOIYKTA
He HOATBEePKJCHAa MOMYYECHHBIMM JaHHBLIMM WIM DHCK NpUYMHEHHA Bpena
3OPOBBIO YEJIOBEKA BCHEACTBUE NPUMEHEHUS OHOMEIUIMHCKOrO KIETOUHOrO
NpojyKTa npessinaeT 3GbeKTHBHOCTL €ro NPHMEHEHUs.

Crates 24. Permcrpanuonnoe yaocToBepenue 6HOMeAHIHHCKOIO
KJI€TOYHOr0 NPOAYKTA

1. PerucrpaunonHoe yaoctoBepeHHe OHOMEIWLMHCKOro KJIETOYHOro
NpPOAyKTa Ha BhepBbie peructpupyemsle B Poccuiickoil  Denepauuu
OuoMeIMUHHCKHE KIETOYHBIE TPOAYKTH BBIAACTCA HA MATH JIET.

2.Ilo ucredyeHWd YyKa3aHHOTO B d4YacT | Hacrosmied cTaThd CpOKa
BEIAaeTCca OeccpoyHoe perucTpalHOHHOE YAOCTOBEpeHue OUOMENULUHCKOro
KJIETOUHOrO TMPOAYKTa NpH YCAOBUM MOATBEPKAECHHUA €r0 rocyAapcTBEHHOM

peTHCTpAUHM.
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3.B cnyyae BHeceHHS B COOTBETCTBHM CO CTaTheil 26 HacTOALIETO
QenepalbHOrO  3aKOHa M3MEHEHMH B AOKYMEHTBI, COAEpXKallHecs B
PErUCTpalliOHHOM [OChe, 3aTParvBalOlIHX CBENEHUS, OTPAKEHHBIE B
PErMCTPALMOHHOM YAOCTOBEPEHMH OHOMEIMUMHCKOrO KIETOYHOrO MPOAYyKTa,
YNOJTHOMOYEHHBIH (efepanbHElli opradH MWCHOJHHTENBHOH BJIACTH BHLAAET
HOBOE PErHCTPaUHOHHOE YHOCTOBEPEHHE OHOMENHIIMHCKOrO KJIETOYHOro
NpoJyKTa C yUeTOM U3MEHEHHIA.

4.3a BBIga4y PErUCTPAallMOHHOTO YAOCTOBEPEHHA OUOMEIMLIMHCKOTO
KJIETOYHOTO INPOJAYKTa B3UMAETCA IOCYIAPCTBEHHAs NOLUIMHA B pa3Mepe M
TIOpAIKE, KOTOPHIE YCTAHOBJIEHB! 3aKOHOATENbCTBOM Poccuitickoli denepanuu
O Hayorax u cbopax.

5.B cimyuae yTparsl, NOBPEXAEHUS PETHCTPALMOHHOTO YZOCTOBEpPEHUS
OHOMEANIIMHCKOr0 KJIETOUHOTO MNpOAYKTa IO NHCBMEHHOMY 3asBIEHHIO
BJIaicNblla PErHCTPALHOHHOrO YZAOCTOBEPEHHUS HIH YHOJHOMOYEHHOTO HM
NHHa o BelZaye AyOnMKaTa YMONHOMOYeHHBIH (emepansHBIE  Oprad
HCMONHUTENSHON BIACTY B CPOK, He NpeBbIlatomui gecartd pabounx AHel co
IOHA NOCTYIUICHHS TAaKOro 3asBJICHHA, BRIAAET AYONMKAT PerncTpalMOHHOrO
YROCTOBEPEHHS OHOMEIMIUHCKOTO IJIETOYHOrO TPOJYKTA. 3a BhIAAYY
AyOnuKkara peruCTpalMOHHOTO YIOCTOBEpeHHs OHOMEIHLHHCKOrO KNIETOYHOTO

NPOJYKTa B CBA3H C €r0 YTPATOH, MOBPEXIACHHEM B3UMaeTCs roCyJapCcTBEHHAS
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NOLITMHA B pa3Mepe W MOpsAKe, KOTOpble YCTAHOBJIEHB 3aKOHORATENECTBOM
Poccuiickoit @eaepauuu o Hamorax u cbopax.

Cratbs 25. TIloaTBepikaeHHe rocyAapcTBeHHOH perncTpauny
OHOMeAHHHHCKOr0 KAETOYHOTO NIPOIYKTA

1. IToaTBepKACHUE rOCyAapCTBEHHON perrcTpauud OHOMEIHIMHCKOrO
KNETOYHOrO MNPOAYKTa  OCYWIECTBJIAETCS NPH  BhlOaye OeccpouHoro
PETHCTPALIHOHHOTO YAOCTOBEPEHHS OHOMEAHIHHCKOrO KAETOYHOro NpPOAYKTA
B CTyuae, YKa3saHHOM B 4acTH 2 cTaThH 24 Hacrosanlero desepanbHoro 3akoxa,
B CpOK, He IPEBHIIAIOIME cOopoka maTH pabodux JHe#H Co AHA nonytkeHHa
YIONHOMOYEHHBIM  (efiepallbHBIM  OPraHOM  HCHOJHUTENBbHOM  BiacTH
3a8BJICHUSA 0 HOATBEPKACHHH rocyapCTBEHHOMH peructpauu#
OMOMERHIMHCKOrO KNETOYHOrO MNpOAYKTa, OGOPMIICHHOrO B COOTBETCTBHH
c nyHkramu | -3 4actm 2 ctarbH 12 Hactodwiero PenepalbHOro 3aKoHa,
€ YKa3aHHEM B HEM PEKBH3HTOB JOKYMEHTA, NOATBEPKAIOLEro GakT ynaaTel
rOCyAapCTBEHHOH  NOUUIMHEI 33  TMOATBEPXKJCHUE  TOCYAApCTBEHHOHN
pPErucTpanuu OHOMEAHUHUHCKOTO KIETOYHOTO MPOAYKTa.

2. [ToaTBepXKACHUE TOCYAAPCTBEHHOH PpErHCTpalnKl OHOMEAMUMHCKOIO
KJIETOYHOro MpOAYKTa OCYLICCTBASETCA [0 pe3ylIbTaTaM 3KCHEPTH3BI
JOKYMEHTa, COAEPXallero  pe3ylbTaTbl MOHHTOPHHTa  6e30MacHOCTH
OHOMEMUMHCKOIO  KJIETOYHOrO MpOHYKTa, IPOBOAHUMOrO 3asABHTEIIEM,

B CPaBHEHMH ¢ JAHHBIMM MOHHMTOpHHTa ©e30MacHOCTH OHOMEAHIMHCKOrO

24122941 doc



39
KNETOYHOro IIpOsyKTa, IIpOBOJIMMOrO denepasibHBIM OpPraHoM
HCTIOJIHMTENIPHOR BIACTH, OCYHIECTBIAIOMINM (GYHKUUH IO KOHTPOJIO H
Hag3opy B cdepe 3OpaBOOXPAHEHHA, B COOTBETCTBUH CO cTathei 49
Hactosumero ®eaepanbHOro 3aKOHa.

3.K 3asBiieHHI0 O IOATBEPXACHHUM TOCYJNApCTBEHHONH perucTpalyy
OHOMENHLMHCKOrO  KJIETOYHOIO  MNPOAYKTa  NPHAAraercs  AOKYMEHT,
COOCPKallME pe3ysibTaThl MOHHTOpHHra Oe30MacHOCTH OHOMEAHIIHHCKOTO
KJIETOYHOr0 MPOAYKTA, POBOAMMOro 3assBHTENEM, Mo dopMe, yCTAaHOBIEHHOMH
YTIOTHOMOYEHHBIM GelepabHEIM OpPraHOM UCIOMTHUTENLHOM BIacTH.

4. C 3asBNCHHEM O NOATBEPXKACHHH TOCYAAPCTBEHROH perucrpaunu
OHOMEIHIINHCKOrO KIETOYHOIO HMPOAYKTA 3asBUTENL BIpaBe No coOCTBeHHOH
HHHUHATHBE MPEACTABUTL JOKYMEHT, MNOATBepXAalomui ¢akT ynnarsl
FrOCYHapCTBEHHOH  TOLUIMHBI 33  MNOATBEP)KOEHHE  oOCYAApCTBEHHOH
peructpauyd  OHOMEIMUMHCKOTO  KIEeTOYHOro mnpoaykra. B cmyuae
HEMPEACTABNCHHUA YKA3aHHOIO AOKYMEHTa YIOMHOMOYEHHBIH ¢enepanbHbiii
OpraH MCHOJHMTENBHOH BJACTH HAa OCHOBAHMH NPEACTABIICHHBIX 3asBUTENIEM
PEKBH3HTOB TAaKOro JOKYMEHTa NpoBepseT (akT ymiarel rocyJapcTBeHHOH
MOIUUIHHL ¢ YCNONB30BaHHEM HHpopManMH o6 yiaTe rocyAapcTBEHHOH
MOULTHHEI, codepxawueiica B ['ocynapcTaeHHol HHPOPMALIHOHHOR CHCTEME O

roCyaapCTBCHHBIX H MYHHUNNAJIBHEIX T1aTCKAX.
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5.B TeyeHue gecATHM pabounx AHeH €O MAHA NPHUHATHSA 3asBACHUSA
O TMOATBEPXKJCHHH TIOCYJAPCTBEHHOM perucrpauud OHOMEIUHMHCKOrO
KJIETOYHOIO MPOAYKTA U JOKYMEHTa, COJICpXAIero pe3ynbTaThl MOHUTOPUHIa
6e3onacHOCTH OHOMEAHLIMHCKOTNO KICTOYHOTO IPOAYKTa, IPOBOAHMOrO
3asBUTEJIEM, YNOJIHOMOYEHHEIH {enepanbHblil OpraH HCIIOJHUTENLHOH BacTH
HIPOBOAHT NMPOBEPKY NOJHOTEI U JOCTOBEPHOCTH CBEIEeHHH, cofepXKallluXcs B
IPEACTaBICHHBIX 3adBUTENeM MaTepHaiax, ¥ ¢ Y4eTOM JaHHEIX MOHHTOPHHIa
Oe3onmacHOCTH  OGHOMEIHLIMHCKOTO KIETOYHOro IMpoAYyKTa, NPOBOAHMOIO
denepanbHBIM  OpPraHOM  HCHOJIHMTEABHOH  BJACTH, OCYIIECTBIISIONIMM
(byHKIIMN N0 KOHTPOJIO ¥ HAZI30PY B cdepe 3paBOOXpaHEHHS, B COOTBETCTBHH
co crarbeii 49 Hacrosiuero PdegepanbHOro 3akoHa, MPUHUMACT pEIHICHHE O
NOATBEPXIEHUH  TOCYHNApCTBEHHOW — perucTpanuu  OMoMeaVIIMHCKOro
KJICTOYHOT'O NPOAYKTa HIH 00 oTKa3e B €€ HOATBEPKAECHHH, O YEM YBEIOMIIIET
B MUCBEMEHHOM popMe 3agBUTENA.

6. OcHoBaHHeM JUI1 OTKa3a B [OATBEPXAEHHHM ToCYNapcTBEHHOMN
perucrpaiy OUOMEAMIIMHCKOTO KJIETOYHOTO HPOAYKTA ABMSETCA OTCYTCTBHE
B IIpEACTaBJIEHHOM JOKYMEHTE, COAEp)KalleM pe3ylbTaThl MOHHTOPHHIA
GesonacHocTd OMOMEHULMHCKOTO KJIETOYHONO TPOAYKTa, IPOBOAHMMOro
3asgBUTENIEM, HCHYEPNBIBAIOWINX CBe[leH!H, KOTOphle JO/KHBI OBITh OTpaXKeHEBI B
HEM, a TaKKe HalM4ue AAHHBIX O TOM, 4YTO PPEeKTHBHOCTb NPHMCHEHUS

OMOMEJHHKHCKONO KIETOUHOro NpOoAyKTa He NOATBepXAEHA H (HWIHM) pHCK

2412294 doc



61
NPHYMHEHNA  Bpela 3JO0pOBBI0  YeJIOBEKa  BCICACTBHE  NPHMEHEHHA
OHOMENULIMHCKOrO KIETOYHORO MNpPOAYKTa NpeBbimiaeT 3P EeKTUBHOCTE €ro
[IPUMEHEHHS.
7. B nepuoz npoBeAcHHA Npoueaypsl MOATBEPIKACHUSA IOCyAapCTBEHHON
perucTpauMd OHOMEAHLHHCKOTO KJIETOYHOro NpoAyKia ero oOpaileHue
B Poccuiickoit denepaiipmy npoaoaKaercs.

Cratbsa 26. BHecenHe H3IMeHEeHHH B JOKYMEHTbI, COAepKalnecs
B PerucTPALMOHHOM JOChe

1.B nensx BHeceHHMS U3MeHEHUl B ,ElOKYN.[eHTBI, cojepxaiyecs B
PErUCTPallMOHHOM JOChE, 3adBHTENb IPEACTABAACT B YNOIHOMOYECHHBIN
deaepanbHblii OpraH HCHONHUTENbHONH BIIACTH 3afBJCHHE O BHECECHUH
usMeHeHUH 1O ¢QopMe, YCTAHOBACHHOH YIMOJHOMOYEHHBIM (efepalbHBIM
OpraHOM HCNOJIHHTENIBHOX BIAcCTH, W IpUiaraeMble K HEMY H3IMEHEHHs,
KOTOpblE BHOCATCA B YKa3aHHblE OOKYMEHTHl, a Talokeé JOKYMEHTHI,
NOATBEPKAAIOLIUE HEOOXOAUMOCTh BHECEHHA TaKUX H3MEHEHHH. 3a BHECEHHe
YKa3aHHBIX U3MCHEHHH B3HMAaeTCs IOCYHApPCTBEHHAA MOLUIMHA B pasMepe H
IOpSAKE, KOTOPBIE YCTaHOBNEHE! 3aKOHOAATENRCTBOM Poccniickoit degepanuu
O HaJlorax u cOopax.

2. B ciaydae BHeceHHS M3MEHEHHI B XapaKTEPUCTHKH OHOMEAULHHECKOTO

KJIETOYHOTO TIPOAYKTA, coAepxkalinecs B cleluudHKauny OGHOMEIHIMHCKOrO

KJIETOYHOIC NPOAYKTa, HIH HHCTPYKHMIO IO MPHMEHEHHIO ODHOMEANLMHCKOro
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KI€TOYHOI'O  MNpPOXYKTa B  OTHOWIEHHH  CBEJCHHHA, YKa3aHHLHIX B
nofmyHkrax "B" - "o"  mymkra 10  wactm3  crateum 12 Hacrosmero
denepanpHOTO 3aKOHA, NPOBONUTCS 3KCMEPTH3A JOKYMEHTOB IS MOJIY4EHUS
paspelleHus Ha NpoBeAeHUE KIIHHHYECKOro HCCefOBaHHA GHOMEIHIIMHCKOTO
KAETOYHOro IIPORYKTa, 3THUYECKas 3KCIepTH3a, KIMHHYECKOe HCClejoBaHue
6HOMERULINHCKOTO KJIETOYHOTO MPOAYKTAa M IO €ro pesynbTaTaM SKcIlepTH3a
5¢PeKTUBHOCTH NpPUMEHEHHNsA OHOMEAMHMHCKOTO KIETOYHOrO IPOAYKTa H
IKCIEePTH3a OTHOLIGHHS OXHAACMOH IIOJIB3Bl K  BO3MOXCHOMY PHCKY
IpUMEHeHHs OHOMEAHLMHCKOrO  KJIETOMHOrO0 NPOAYKTa.  YKa3aHHBIE
3KCHEPTH3H H KJINHHYECKOE HCCAeNOBAHHE OMOMEOULHHCKOrO KIETOYHOrO
NPOAYKTa OCYIIECTBAAIOTCA B IOpPsAAKE, HA YCNOBHAX H B CPOKH, KOTOpble
[IpeAyCMOTPEHBl HACTOALMM PefepanbHBIM 3aKOHOM IS HX NPOBEAEHHSA B
LeNsgX FOCYNApcTBEHHOH  perucrpauuu  OHOMEOHUMHCKHX  KINETOYHBIX
npoaykros. IIpn HeoOXoaMMOCTH BHeceHHs H3MEHEHHH B CBeleHMS O
3aperuCTpUPOBaHHOM OHMOMENHUMHCKOM KJICTOYHOM MPOAYKTE B OTHOLICHHH
HHBIX CBENEHHH, coJepXaluxcs B cheuubukauuy OHOMEAHLIMHCKOIO |
KJICTOYHOTO MpPOAYKTAa W HMHCTPYKUMH [0 NOPUMEHEHHIO OHOMEAWLKHCKOro
KJIETOUHOrO MPOAYKTa, YKa3aHHBIC IKCHEPTH3BI U KIMHHYECKOE MCCIEA0BAHHE
OHOMEIHLIMHCKOTO KIIETOYHOTO MIPOAYKTA HE MPOBOAATCA.

3. B uensx BHECEHHS H3MEHEHMIH B XapaKTepHCTHKH OHOMERHIIMHCKOIO

KJIETOMHOTO IPOAYKTa, CoaepKallHeCs B CHCHH¢HK&HHH
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3aperdcTPUpPOBAHHOIO OHOMENUUHHCKOrO KJIETOYHOIo MpOAYKTa, HIH
UHCTPYKLHUIO MO MPUMEHEHHIO OHOMEAMILIMHCKOIO KJIETOYHOTO INMPOSYKTA B
OTHOLICHUH CBEACHHH, YKa3aHHBIX B MoAMyHKTax "B" - "0" nyHkra 10 vactu 3
ctath 12 Hactosiuero PenepaJbHOrO 3aKOHA, 3asBUTEIEM  IIO3TaNHO
IPEJCTABNIAKOTCA PEKBU3UTEI:

1) BOKyMeHTa, MOATBEPXAAIOLLEr0 YIIATY roCyAapcTBEHHOH NOLITHHE
3a  BHeCeHMe HIMEHEHHHl B CrelMPHUKAUUI0  3apeTHCTPUPOBAHHOIO
GUOMEAULIMHCKOrO KISTOYHOIO MPOAYKTa B CBA3U C NPOBEACHHEM 3KCNIEPTH3BI
NOKYMEHTOB [JI1 IIOJIyUEHHA paspelueHHs Ha IIpoBeAcHHE KIHHUYECKOro
HCCNEeAOBaHUA OHOMENMIMHCKOTrO KJIETOYHOTO IMPOAYKTA M ITHYECKOH
3KCIEPTU3HI;

2) IOKYMeHTa, MOATBEPXAAKOLIEr0 YIUIATY TrOCYJapCTBEHHOH MOULTHHEI
3a BHECEHHE W3MEHEHHH B cCHeUHQHUKAOHIO  3aperHCTPUPOBAHHOIO
OHOMEAHILHHCKOTO KIETOYHOTO NPOAYKTA B CBSA3H C NPOBEAEHNEM IKCIIEPTH3HI
3G dEeKTUBHOCTH NpPUMEHEHHS OHOMETHULIMHCKOTO IJIETOYHOIO MPOAYKTA U
SKCHEPTHU3BI OTHOIUCHHA OXHOAEMOH TIOJB3HI K BO3IMOXHOMY PHCKY
NpUMEHEHUA OHOMEIHLIMHCKOrO KIIETOYHOTO MPOAYKTa,;

3) noxymeHTa, NOATBEPKAAIOIUIEro YILIATy rocyAapCTBEHHOH TMOILTHHEI
3a BHECEHHE B HHCTPYKUHIO MO I[PUMEHEHHIO 3aperHcTpUpOBaHHOIO

OHOMEAMLIUHCKOrO KIIETOYHOTO NPOAYKTa H3MEHEHUH B OTHOLICHUH CBE/IeHHUA,

TpeOYIOIMX UPOBEACHHA 3KCMEPTU3bl JOKYMEHTOB NS  NOSy4YeHMs
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paspelleHUs Ha [IpOBefieHHe KIMHHYECKOro UCCIefoBaHHs OGUOMeHLIHHCKOrO
KJIETOYHOrO IPOAYKTA M 3THYECKOH IKCIIEPTH3HI;

4) IOKYMEHTa, NOATBEPXKAAIOILETO YIUIATY TOCYNapCTBEHHOM NOLUTHHBI
32 BHECCHME B MHCTPYKLUHMIO MO [IPUMEHEHHIO 3aperHCTPHPOBAHHOIO
GUOMERUIIMHCKOrO KIIETOYHOTO NPOAYKTA H3MEHEHUH B OTHOILEHUN CBEAEHMUIA,
TpeOylOlMX  MNpOBeleHHS  OKclepTu3sl  3(Q(QeKTHBHOCTH  NpPUMEHeHHd
OMOMENMIMHCKOrO KJIETOYHOTO TMPOAYKTa K OKCHEPTH3bl OTHOIIEHHA
OXHJaeMON IMONEL3Bl K BO3MOXHOMY PHCKY MPHMEHECHHA GHOME/TAIHECKOTO
KJI€TOYHOTO NPOAYKTa,;

5) noKyMeHTa, NOATBEPXKAAIOLIEro YIUIATy FOCYAapcTBEHHOH MOIUTHHEI
3a BHECEHWE B [OKYMEHTBI, COACpXalluecs B PErHCTPallMOHHOM JOCHE,
M3MEHEHH#I B OTHOLIEHHH CBeA€HHMH, He TpeOyIOWAX MNpPOBEACHHUsA
OuOMeIMNUHCKON SKCTEpTH3bl OHOMENHIMHCKOTO KIETOYHOrO MPONYKTa U
STHYECKOH IKCIIEPTHIEL.

4. 3asBUTEND BOpaBe MO COOCTBEHHOW MHHLMATHBE MpPEACTABHTH
HNOKYMEHTBI, YKa3aHHblE B 4YacTH3 HacTosmed craThh. B  cmyuae
HENPEACTaB/ICHHS  3asABUTEJIEM  3TUX  JOKYMEHTOB  YNOJHOMOYEHHBIH
¢dencpanbHbii OpraH HCNOJHUTENBHOMH BNACTH Ha OCHOBAaHKY NPEACTABIEHHBIX
3ajBHTENEM WX PEKBU3UTOB MNpoBepser GakT YIiarel roCyNapCTBEHHOM

MOLUTHHEI € HCMONb30BaHHEM HH(popMamuu o0 yrmate rocynapcTBEHHOH
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MOLLIUHEI, coxepxkamielics B ['ocymapcTBeHHoOl WHPOPMAUMOHHOH cucreme
O roCyAapCTREHHBIX U MYHUIMIIANBHEIX TUIaTeXax.

5.B cpok, He NMpepblaoLHi MATH paboyux IAHEH co OHA NONydYEeHHUA
3aUIIOYEHHA MO Pe3yNbTaTaM 3KCrepTH3sl 3P(QEeKTHBHOCTH TNpPHMEHEHHA
OHOMENMIIHHCKOTO  KJIETOYHOro INPOAYKTA M OKCIEPTH3bl OTHOLHEHHS
OXHJaeMOM MOJNB3b K BO3MOXXHOMY PHCKY NpHMeHeHHs OHOMEAMUUHCKOro
KJIETOYHOrO MpoAyKTa B  OTHOIUGHHHM  IPEMJIOKEHHBIX  H3MEHEHMIA,
YIIOJIHOMOYEHHBI! denepanbHplil Oprad UCIIOMHUTENLHON BNACTH:

) npuHHMaeT pelleHHe O BHECEHUM M3MEHEHHH B JAOKYMEHTHI,
cofiepxalecs B perHcTpalMOHHOM AOChE, MAH 00 OTKase BO BHECEHHM TaKUX
H3MEHEHHH;

2) BHOCHT B TOCYAapCTBEHHLIN peecTp OUOMEIMIIMHCKHX KIETOYHBIX
MPOAYKTOB HA OCHOBAHHM peELICHUA O BHECCHHH W3MEHEHHH B JOKYMEHTHI,
coliepiXXallyecst B perucTpallMOHHOM A0che, HeOOXOMMMBble M3MEHEHU S,

3) BBIZaCT HOBOE PErHCTPALMOHHOE YAOCTOBEpeHHe GHOMEeIHIMHCKOro
KJIETOYHOrO MPOAYKTA B ClIy4ae U3MEHECHHA COJAEPXKALIUXCA B HEM CBEAECHHIA,
NPH 3TOM CTapoOe perHcTpallHOHHOE YAOCTOBEPEHUE H3BIMACTCA.

6. OcHoBaHHEM INIA OTKa3a BO BHECEHHHM H3MeHeHHil B crneludHKanuio
OHOMe AULHHCKOTO KJICTOYHOrO MPOAYKTa MM MHCTPYKLMIO MO NIPUMEHEHHUIO
OMOMEIUUMHCKOrO  KJIETOYHOrO MPOJYKTa ABASETCA 3aKMOYEHHe Mo

PE3yNbTaTaM 3KCNepTH3bl IPPEKTHBHOCTH NpUMEHEeHUs OHOMeIHLIMHCKOrO
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KNETOYHOIO MPOJAYKTA M IKCIEPTU3BI OTHOWICHUSA OXHUAAEMOH TMOJIB3HI
K BO3MOXXHOMY PHCKY NpHMeHeHHs OHOMEeIHLUHCKOTO KIeTOYHOro NpoXyKTa
O BO3MOXHOCTH CHIXKeHHt Oe3omacHocTH W (WmH) 3¢hdeKTHBHOCTH
OMOMEHIMHCKOTO KJIETOYHOr0o MPOAYKTa B Clydae BHECEHHA TaKHX
U3MEHEHUIA.

7. IlpuHsAiTHe pelueHHS O BHECEHHU H3MeHeHHH unu o0 oTkaze B uX
BHECEHHH B JOKYMEHTHI, COAEpXauyiecs B pPErucTpallHoHHOM JOChe, B
OTHOLUECHHUM CBEACHHH, He TpeOylolUX NMpoBeJeHHUs SKCIIEpTH3, YKa3aHHBIX B
9acTH 2 Hacrosme CTaThbH, H KIHHHYECKOTO  HCCIIEAOBaHHUSA
OHOMEIUIHHCKOro KISTOYHOTO IMPOOYKTa, a TaKkKe BHECEHHE H3IMEHEHHUH
B TrOCYAApCTBEHHBIH peecTp OHOMEAMUMHCKUX KIECTOMHBIX NpPOXYKTOB
OCYLECTBIACTCA B CPOK, He MpEBHIIAIOMME TpuAnatH pabounx AHeH co qHSA
NPHHSITHA YIIOJHOMOYEHHEIM (eAepalbHBIM OPraHOM HCIIONHUTEILHOH BJIaCTH
3asiBJICHHSA O BHECEHHH TaKUX U3MEHEHHH.

8. Homyckaercs obpameHie GHOMEAMUMHCKOTO KICTOMHOTO NMPOAYKTA,
MPOU3BEJEHHOTO A0 IPUHATHA YNONHOMOYEHHBIM (enepancHbIM OpraHoM
HCIIONIHUTEILHON BNACTHU pELIEHUS O BHECEHHHM W3MEHEHUN B IJOKYMEHTHI,
coep)Kailyecs B PErucTpalHOHHOM J0CEE, B Te4YeHHE CTa BOCBMUACCATH
KaJeHIApHBIX JHEH 1I0C/ie MPHHATHA YMNOJHOMOYEHHBHIM ¢eaepaibHBIM

OpraHoM HUCIIONHUTENBLHOR BIaCTH YKa3aHHOIrC pCIicHHA.
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Crarpsa 27. OrTMeHa rocygapcrseHHOl perHcTrpauyn
GHOMEAHLIHHCKOr0 KJIETOYHOr0 NPOAYKTA

Peuienre 06 oTMeHe rocy 1apcTBEHHOHN perucTpaiiny OMOMEAULIHHCKOTO
KIETOYHOIrO TMpPOAYKTa M HCKMOYEHWH OHOMEAHUMHCKOTO KIETOYHOTO
NpOAYKTa M3 TFrOCYXAapCTBEHHOro peecTtpa OHOMEIUUIMHCKHUX KIETOYHBIX
NPOJAYKTOB  IPHHHMAETCH ynonﬁomoquHmM demepanbHEIM  OpraHoM
UCTICNIHUTENBHOM BIACTH B cilydae:

1) npencrapsienus ¢enepatsHEIM OPraHoM HCIOJHHTENBHON BNIAcTH,
OCYIIECTBIAOIUMM  (YHKIUMH 1O KOHIpONM® H Bausopy B  cdepe
3IpAaBOOXPAHCHHS, 3AKMIOYECHUA O pUCKe HIIH 06 yrpose 3IOpOBBIO, JKHU3HH
YenoBeKa MpH INpHMEHEHHH OHOMEAMUMHCKOTO KJIETOYHOrO IpOAYyKTa,
[IPEBHIHAIOMHNX €ro 3Q(EeKTHBHOCTD, 1O pe3yNbTaTaM OCYLIECTBISIEMOTO MM
MOHHTOPHHTra 6e30nacHoCcTH OHOMEIMIIHHCKOTO KIETOYHOrO NPOAYyKTa,

2) nogayd  3asBUTENEM 3aABJNIEHHA 00 OTMeHe TrocyAapcTBeHHOMR
perucrTpauui OHOMEIUIHHCKOrO KJIETOYHOTO MIPOAYKTa;

3) HenpeacTaBieHHs 3aABUTENCM HHOOPMALMH, KOTOpPast MOXET NOBJIEYD
3a cob0of HeoOXOAMMOCTBP BHECEHMA H3MEHEHHH B XapaKTCPHCTHKH
GHOMEAMLMHCKOrO KAETOYHONO MPONYKTA, CojepxaliHecs B crelH(uKaliun
OHOMEINLUMHCKOTO KJIeTOYHOro fIPOAYKTa, HAY MHCTPYKIHIO O NPUMEHEHHIO
GHOMEAMITIHCKOrO KIIETOYHOTO NMPOJAYKTa B OTHOLICHHH CBEACHHI, yKa3aHHBIX

B moAmyHkrax "B" - "o

nyHkra 10 4vactu3 crated 12 Hacrosuero

24122941 doc



68
denepanbHOro 3aKkoHa, B TeueHuWe TpuAuaTH palounx JAHeld co AHs
BO3HUKHOBEHHS HEOOXOANMOCTH BHECEHUS TAKUX U3MEHEHH;
4) BRIHECEHHSA CYJOM pEIIEeHHs 0 HapyLIeHUH IpaB npasoobnagarens Ha
pe3ylbTaTEl  HHTeNAeKTyanbHOH  JAeATENPHOCTH  npu  oOpalleHuu
OHOMENHIIMHCKHX KINETOYHBIX POLYKTOB.

Crarps 28. T'ocymapcTBeHHbIH peecTp OHOMEAHXAHCKHX KJIETOYHBIX
NpoZyKTOB

1. TocynapcTBennbIit peectp OMOMEAHUMHCKHX KJIETOYHBIX NPOAYKTOB
BeAeTCs YITONIHOMOYEHHBIM (efiepanbHbIM OPraHoM HCIIONHUTE/IBHON BIacTH.

2. TocynapcTBeHHBIH peecTp OMOMERHUIHMHCKHX KIETOYHEIX NPOAYKTOB
COEPKUT TMepeyeH: GUOMEAMLIMHCKUX KIETOYHHIX IMPOAYKTOB, MPOLIEAMIUX
rOCYAAapCTBEHHYIO PETHCTPALIMIO, H CHEAYIONULY IO HHPOPMALIKIO:

1) hanMeHOBaHHe HHOMEAULIUHCKOTO KIICTOUYHOTO NIPOAYKTA;

2) Tin  OMOMEAMIMHCKOIO KJIETOYHOro npojaykTa (ayTONROTHYHEIM,
AIOreHHbli, KOMOUHHPOBAHHEIH);

3) HaumeHoBaHue  paspaboTynka OGHOMEOHUMHCKOIO  KIETOYHOIO
NpORYKTa;

4) HauMEeHOBaHKE W aJpec MPOH3BoAUTENA o6pa3zla GHOMEIUNMHCKOTO
KJIETOYHOTO NPOJYKTa;

5) kogoBoe o0003HadYeHHE KIETOYHOH JHHHY, BXOAJIEH B COCTaB

OMOMEANMHCKOTO KJIETOYHOTrO MPOAYKTA,;
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6) HanMeHOBaHNe PapMaLleBTHYECKUX cyOCTaHIui, BXOAAIMX B COCTAB
OHOMEIULIMHCKONO  KJIETOYHOrO MPOAYKTa, HAHMEHOBAaHHE M  HOMeEp
HOPMATHBHOH JOKYMEHTALHH;

7) HaHMEHOBaHUE JIEKAPCTBEHHBIX IIPeapaToB, BXOJAIIUX B COCTaB
OMOMEOUUMHCKOTO  KJIIETOYHOrO MPOAYKTa, HAHMEHOBaHUE U HOMEp
HOPMaTHBHOM JIOKYMEHTalKHU;

8) HauMEHOBaHHE MEIHMIIMHCKOrO M3/eNIHsA, BXOAAIIETO B COCTaB
OHOMEIHLIMHCKOTO  KJIETOYHOrO MNpOAYKTa, HaUMEHOBaHME H  HOMeEp
HOPMAaTHBHOH JOKYMEHTALHH;

9) cpoKk rofHOCTH OHOMEIHLIMHCKOTO KIETOYHOIO NPOAYKTa;

10) ycnoBus XpaHeHHA GHOMEZHIHHCKONO KAETOUMHOIO NPOAYKTa;

11) mokazanus 7 NPOTHBONOKAa3aHHUA s NpUMEHEHHA
OHOMEAMIIMHCKOrO KIETOUHOI'O NIPOAYKTa;

12) no6oyHsIe aelicTBUA OHOMEAMIIMHCKOTO KJIETOYHOrO NPOAYKTa;

13) cepresHan HexenaTeNbHas peakuusa opraHu3Ma;

14) HenpeaBHASHHAA HEXeNaTeIbHAA PEeaKlHsA OpraHu3Ma;

15) mata rocyaapcTBEHHOM perucTpaudl GHOMEAHLIMHCKOTO KAETOUYHOrO
IIPOAYKTA U €r0 PErUCTPAlHOHHEIH HoMep.

3. Ilopanox BemeHMs] rocylapCTBEHHOro peecTpa OHOMEIULUHCKUX
KJIETOYHBIX [POAYKTOB YTBEPKAACTCS YHOJHOMOYCHHBIM (enepanbHbIM

OpPraHOM HCITOJHUTENBHOMH BIACTH.
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Cratba 29. IlorTopnoe npeacraBienne GHOMeIAHHCKOTO
K/I€TOYHOT0 HPOAYKTa, He Npouieaiero
rocyJapcTBeHHYIO perucTpannio GHoMeIHIHHCKHX
K/IeTOMHBIX MPOAYKTOB, HA FOCYAaAPCTBEHHYIO
PerHcTPanni0 SHOMEIHIHHCKHAX KJAeTOYHBIX NPOIYKTOB

IToBTOpHOE nNpencTapneHde B YHOJMHOMOYECHHBIH (enepaibHBI opraH

HCTIONIHUTENBHOK BNAacTH OUOMEAMIUHCKONO KJIETOYHOTO MPOAYKTa, He
NpOINEAIEro rOCYAAPCTBEHHYIO PETHCTPAlUI0 GHOMEIHIMHCKOTO KIETOYHOTO
NpOAYKTa MM TOJNYYHMBIIEro OTKa3 B YKa3aHHOH perMCTpaiyH, COCTaB
KOTOpDOr0 BHOCNEACTBHM MOABEPICS H3MEHEHHMIO, pAcCMATPUBAETCS Kak
npencTaBiicHUe Ha rocyIapcTBEHHYIO perucTpaLuio HOBOTO
OMOMETHLIHHCKOTO KJIETOYHOrO MPOAYKTA HE3aBHCHMO OT COXpaHeHMs ero
HNEPBHYHOT'O HAUMEHOBaHHUS.

Crared 30. OfxkajoBanue pemienns 06 0TKale B BLIAaYe
pa3pellieHHsl HA NpPoBeJeHNe KIAHAYECKOrO
HecIeA0BaAHUS OHOMENHIHHCKOrO KIE€TOYHOr0 MPoAyKTa
HJIK pelueHnn 00 0TKa3e B rocyapcrBeHHoii
perdcTpaunu 6HOMeINMHHCKOr0 KJI€TOYHOT0 HPOAYKTA

Pemienne ynonHoMoueHHOro ¢enepaqbHOro OpraHa HCIONHUTENLHOM

BlacTd o0 OTKase B BHJAuYe paspelieHds Ha MpPOBeJeHHEe KINHUYECKOro
KCCef0BaHNA OMOMEAHIIMHCKOIO KJIETOYHOTO TPOAYKTa WM pellleHHe o0
OTKaze B TFOCY[apCTBEHHOH PpEerducTpaliid OHOMEIHIHHCKOro KIeTOYHOro

MpOAYKTAa MOXET OBTh O00KaNoBaHO B CyAe B COOTBEICTBHH C

3aKoHozaTeNnscTBOM Poccwuiickoit @enepanmu.

24122941 doc



71
Cratbs 31. Muadpopmanisi, CBA3aHHAA ¢ OCYIIECTBICHHEM |
rocyJapcTBeHHOM perncTpaniuy 6HoMeaHIHHCKOTO
KJIETOYHOr0 NPOAYKTa, HHpOpMaliua o
3aperucTpHPOBRHHbLIX OHOMEIHIHHCKHX KIETOYHLIX
APOIYKTAX H CHOMEXHNLMHCKHAX KJIETOYHBIX NPOOYKTaX,
UCKITIOUEHHBIX U3 FOCYJAPCTBEHHOTO peecTpa
OMOMEAHIHHCKHX KJIETOYHBIX fIPOAYKTOB
I. YnonHoMo4eHHLIH ¢enepaibHEI OpraH HCTMONHUTENBHOH BNacTH
pasMelaeT Ha cBoeM odHIManbHOM caitte B cetu "HuTepHer" undopmanuro,
CBA3aHHY}0 C  OCYIIECTBJICHHEM rOCYZapCTBEHHOM  perucTpanuu
OHOMEMIMHCKHX KJIETOYHBIX MPOAYKTOB, B TOM YHCNE C MpOBeAEeHHEM
GuoMeIIUHCKOH SKcnepTH3bl OHOMENUIHHCKHX KIETOUHBIX HPOIYKTOB H
STHYECKOH IKCHEPTH3BI, HH(opMALHIO 0 3aperuCTpPUPOBAHHEIX
OMOMEUIHHCKUX KIETOYHBIX NPOZYKTaAX X OHOMEIULIHHCKHX KIIETOYHBIX
TIpOAYKTaX, HCKIIOYEHHBIX W3 rOCYJapCTBEHHOrO peecTpa OHOMEIUIMHCKHX
KJIETOYHBIX NPOAYKTOB, HE IMO3OHEE YeM yepes MaAThk pabouux AHeH co JHA
MONyYCHUS! YNOJAHOMOYEHHBHIM (eNepanbHbiM OPraHOM  HCTIONHWTENbHOR
BIIACTH 3adABICHHA O TOCYHApCTBEHHON perucTpaldd OHOMEIHIIMHCKOro
KJIETOYHOrO NPOAYKTA.
2.Tlopsnok pasMellieHHst yKa3aHHOW B vacTH 1 Hacrofiiei crarbu

HHGOpPMALMM YCTAaHABJIHBAETCA YNOJHOMOYEHHBIM (ENepPaIbHBEIM OpraHoM

HCHOJHUTENLHOM BJIACTH.
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I'naBa 5. Knnnuvyeckue HccJaeA0BaHHS OMOMEANITHHCKHX
KJIeTOYHBIX NPOAYKTOB

Cratba 32. OpraHH3alnHs 4 NpoBeJeHHe KIMHHYECKAX
HecJleA0BaHRH GHOMEINNHHCKHX KAeTOMHBIX IPOAYKTOB

1. Knuanueckue HUCCIIEIOBAaHHS  OMOMEIHLMHCKHX  KJETOYHBIX
IpORYKTOB, B  TOM  YHCE  MEXIYHapOAHbIE  MHOFOLEHTpPOBLIE,
TIOCTPEruCTpaoOHHLIE, MPOBOASATCA ONHOM WIH HECKONBKAMH MeIHLIUHCKUMH
OpraHM3alMAMu B COOTBETCTBHH C TIPaBHJIaMH HaAlexauled KIHHHYeCKOoH
NpaKTUKY, YTBEPKNEHHBEIMH YHOJHOMOYEHHHIM (QenepanbHLIM  OpraHOM
HCTIONTHHTENBHOIM BJIACTH IS roCyJAapCTBEHHOI perucTpanuu
OMOMEAMIIMHCKMX KNeTOYHBIX IPOAYKTOB H MHEIX Lief€H, U HallpaBlIeHs HA:

1) ycranoBneHue Oe30nacHOCTH OMOMe AULIMHCKHUX KJIETOYHBIX
MpOAYKTOB [Mii 3HOPOBEIX JHOOpOBOJNbIEE H (HMAM) [IEPEHOCHMOCTH HX
3HOPOBBIMH 10OPOBONIBLIAMH, 32 HCKIIOUYEHHEM TIPOBEICHHBIX 33 NpeAciaMH
Poccuiickolt Qexepaiun  ucciaenoBaHUH  OMOMEAHUMHCKUX  IJIETOYHBIX
OpPOAYKTOB;

2) nonbop ONTUMAIBHBIX HO3HMPOBOK OHOMETHIMHCKOrO KJIETOYHOro
MPOAYKTA H KYPCOB JIc4eHH TTIALHEHTOB ¢ ONpeesieHHbIMU 3a00neBaHHAMH;

3) ycratoBnenue OesonacHocTH M 3(Q@eKTHBHOCTH OHOMEIMUHMHCKHX

KJIICTOUHRBIX IIPOAYKTOB IJi NAIUCHTOB C ONPEACIICHHBIMH 3360JIBB&HHHMH;
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4) n3yyeHne BO3MOXKHOCTH pacIIHpEHHA MOKa3aHWH JA MeAMLMHCKOIro
TIPUMEHEHHA 3apeTUCTPUPOBAHHEIX 6nomenﬁunucxux KJIETOYHBIX TIPOAYKTOB
Y BHIABIICHHE X MOOOYHBIX AeHCTBHI.

2.1lpu nomyyenun OUOMEIULHHCKOTO KIETOYHOTO NPOAYKTA A
KJIMHHYECKOFO  HCC/EAOBAaHUA HMCHONB3YeTCs TEXHOJIOTHA, HACHTHYHASA
TEXHOJIOTHH, ¢ MOMOLIBIO KOTOPOil OB NOMyYeH NMPOIeIIH JOKITHHHYECKOe
HCClieJloBaHHe OHOMETMIMHCKUN KJIETOYHBIH MPOAYKT W KOTOpas OmucaHa B
OTYETE O MNPOBEACHHH MOKIHHHYECKOrOo HCCACKOBAaHHA OHOMEIHIIMHCKOro
KJIETOHYHOI'0 POJYKTA U €r0 peruCTPalliOHHOM A0ChHE.

3. Oprauuzanmio IIPOBENCHUS KJIMHAYECKHX HCCIIENOBaHWIH
OMOMe INIIMHCKUX KIETOYHBIX MPOAYKTOB BIIPaBe OCYLUECTBIATD:

1) paspabGoTiuk  OGUOMEIUUMHCKOTO  KJIETOYHOrO IPOAYKTA MU
YIIOJHOMOUCHHOE UM IOPHANYECKOE TN,

2) obpasoBaTeNnbHBle OpraHM3allyd  BhICUiero oOpasoBaHusa H (M)
OpraHU3alHM JONOMHUTENBHOTO HpodeCCHOHANBHOIO 00pa3oBaHus,;

3) HayyHO-UCCNefOBATENLCKUE OPTaHU3aLMM.

4. Knuuudeckue HUCCEeNOBAHUSA OHOMeTHIIHHCKUX KJIETOYHBIX
MIPOAYKTOB [IPOBOASATCS HA OCHOBaHHM paspelieHHs Ha [pOBeJeHHE
KIHHAYECKOTO HCCIEAOBAHUS OMOMEIUIHHCKOTO KASTOUHOrO [POAYKTa,
BbmaHHofo B MOpsjKe, YCTAaHOBNEHHOM cTaThaMH 19 H 20 HacToswero

QenepalbHOT0  3aKOHA,  YMOAHOMOYEHHBIM  {ellepanbHBIM  OpPraHOM
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HCIIOIHUTE/IGHON BIAcTH, B COOTBETCTBMM C LIENAMH, YKa3aHHBIMHM B 4acTH 1
HaCTOsAleH cTaTbU. YTIONHOMOYECHHEIH (eepanbHbii opral HCTONAHUTENEHOR
BJIACTH BefeT peecTp BbIAAHHBIX paspellleHHil Ha NpoBeJeHUe KIHMHAYECKUX
vccnaeJoBaHHH OHOMEIMIMHCKMX KJIETOYHBIX [POAYKTOB, COAEPXAIUMK
yYKa3aHHE HA UX LieJIb WA LENH, B YCTAaHOBJICHHOM 3THM OpPraHOM MOpPsAKeE.

5.B cnyuqae ocymecrmienm roCyAapCTBEHHOH  perucrpauuu
6HOMEULUHHCKOTO  KJTETOUHOTO IPOAYKTa IOCYJapcTBEHHas [MOLNMHA 3a
NpoBefieHHe SKcnepTH3hl ©Oe3onmacHOoCTH OHOMEAMLUMHCKOro KJIETOYHOIO
NPOAYKTa, SKCHEPTH3H JOKYMEHTOB JJA MONYYEeHHS paspelleHHs Ha
MpOBeJcHHE KIMHHYECKOTO HCCACAOBaHHS OHOMENRIMHCKOrO KJIETOYHOTO
NMPOAYKTa W O3THYECKOH OKCIEPTHU3Ll YIUIAYMBAETCS OJHOKPATHO IIpH
ofpalleHHM 32  TOCYyAapcTBEHHOH  perucTpanvedl  OHOMEAMLIMHCKOrO
KJIETOYHOTO IIPOAYKTA.

6. K  opranuzauuu  [IpoBedeHHs  KIHHHYECKHX  HCCJIe[OBaHMM
OHOMEIMIMHCKUX KNETOYHHIX NPOAYKTOB MOIYT NPUBICKATHCA IOPHAHYECKUE
nHua NMoGoi OpraHM3aUMOHHO-TIPaBoBOH (QOPMBI, HMEOMUE JHIEH3UIO Ha
OCYLIeCTBIEHHE MeHUMHCKOM JeATENBHOCTH, aKKpeAWTOBaHHEIE
YHONHOMOYEHHBIM  (efepasibHBIM =~ OpraHOM  UCHOJHHUTENBHOX  BAACTH
B nopsaake, ycraHoeneHHoM IlpasutensctBoM Poccuiickoit Pepepaitnu, npH
yCcnoBuH o06ecniedyeHHss COOTBETCTBUA OSTHX HCCAeAOBaHUH TpeGOBaHUAM

HACTOALICTO (Denepanbnoro 3aKOHAa.
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7. Tlepeveb MeAMUKWHCKHAX OpraHu3ailuii, MMEIOUINX MpaBo NPOBOAUTH
KIHHVMYECKHE HCCNENOBaHH OHOMENMUMHCKHX IKJAETOYHBEIX HPOAYKTOB, H
peecTp BBIOAHHBIX paspeilleHHH Ha NMpoBeXEHHE KIHHHUYECKUX HCCICAOBaHHM
OMOMENMIMHCKAX KJIETOUHBIX NPOAYKTOB DPa3sMeIAOTCH YIONHOMOYEHHBIM
denepanbHEIM OPraHOM UCHOJHHUTENLHOH BMAacTH B YCTAHOBICHHOM MM
IIOpsAZIKe Ha CBOeM OpHUHANBHOM caiite B ceTH "UHTepHeT".

3. B Poccuiicxoit Denepauy B COOTBETCTBHU C MEXIYHAPOAHBIMH
Jorosopamu  Poccuiickoift  PepepauMu, a B clyyae  OTCYTCTBHA
MeXJyHapoaHoro jgorosopa Poccuiickoii ®enepaunu - Ha OCHOBE NPHHLIHIA
B3aUMHOCTH, HPHU3HAIOTCA  pe3yAbTaTEl  KIUHHYECKHX  HCCNeNOBaHHH
OMOMEMIMHCKUX KIETOYHBIX TPOAYKTOB, HpOBeAeHHLIX 3a MpefelaMH
Poccniickoit denepanuu.

Cratpsa 33. MexayHapoaHoe MHOTONEHTPOBOE KJIHHHYECKOE

HechaeqoBAHAE GHOMEAUIMHCKOIO KJICTOYHOr0 HPOAYKTA
HIU NOCTPETHCTPAHORHOE KIHAHYECKOoe HCCIeN0BaHRe
OHOMEZHUHHCKOTO KJETOYHOr0 NPOAYKTA

1. MexxaynapoiHOe MHOTOLIEHTPOBOE  KITMHHUYECKOE ucciefoBatne
OHOMEeIHIMHCKOrO KIEeTOYHOTO MNpoaykra B Poccuiickoit Pepepaliud WM
IOCTPETHCTPAiHOHHOE  KIMHU4YEeCKoe  HccieloBaHHe  O6HMOMEAHLHHCKOro
KJIETOYHOTO NIpOJYKTa NPOBOAMTCS Ha OCHOBAHUU pa3pellieHUs Ha IPOBecHHE

IUTHHHYECKOT0 HCCIeIOBaHHA OHOMEOHIIHHCKOIO KJIETOYHOIO NpoORyKTa,

BBIJAHHOTO YNOJHOMOYEHHBIM (enepaqbHbIM OpPraHOM HCHOJHHTENBHOH
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BIACTY [0 pe3ynbTaraM BKCIlepTH3bl Oe30macHOCTH OHOMEAMIIMHCKOrO
KJISTOYHOTO NPONYKTa, SKCACPTU3LI JOKYMEHTOB IUId MONYYeHHs paspeilieHus
Ha MpPOBEICHHE  MEXIYHAapOLHOr0  MHOTOHEHTPOBOTO  KIMHHYECKOTO
HCClieIOBaHUS SuoMeUIIUHCKOrO KJIeTOYHOrO MPOAYKTa WIH
NOCTPErMCTPALMOHHOTO  KIIHHUYECKOrQ MCCIIefOBaHUA OUOMENUIIMHCKOrO
KIIETOYHOTO NPOJYKTA, U 3THYECKOH SKCNEepTH3EL.

2. ins nomyuyeHWs paspeileHHs HAa MPOBEJCHHE MEXAYHAPOJHOro
MHOTOLEHTPOBOTO  KIHHUYECKOT0  HCCNENOBaHHA  GHOMEAMIIHHCKOrO
IJIETOYHOrO0  MpOAYKTa  MJIM  MOCTPETUCTPALMOHHOIO  KJIHHUYECKOro
HcClenoBaHus OMOMEAMIIHHCKOTO KICTOHHOrO MPOAYKTa B YNOJHOMOYEHHBIH
denepanbHslii OpraH MCMNONHUTEALHON BNAaCTH 3asBUTENb IPEACTABIAET
clefylolye NOKYMEHTH U CBeICHUS:

1) 3asgBneHne o BHJJAue paspelicHus HA NPOBEACHUE MEXIYHAPOIHOTO
MHOTOLEHTPOBOFO  KJIMHMYECKOTO  HCCHEAOBAaHHA  OMOMEIULUHCKOTO
KJIETOYHOr0O  OPOJAYKT2 MM  HOCTPETMCTPAHHOHHOIO  KIMHHYECKOTO
UCCNEA0BaHUA GHOMEIHIIMHCKOTO KJIETOYHOTO NPOIYKTa;

2) peKBU3UTH JOKYMEHTA, [IOATBEPXKAAIOIIETrO YIUIATY rOCyAapCTBEHHOH
MOUUIHHBI 33 BBJAYY paspellleHdss Ha NpOBefieHME MEXIYHapOoJHOTo
MHOTOLIEHTPOBOTO  KIMHHYECKOrOo  HCClIEIOBaHUA  OMOMEIULHHCKOTO
KJIETOYHOro MpoAyKTa HIH 3a BBIAAYY paspelieHHs Ha TpoBeAcHHUE

HNOCTPErHCTPAHHOHHOIO KIIHHHYECKOrQ HCCIIEAOBAaHHA OHOMEIHIIHHCKOTO
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KITETOMHOPO MPOAYKTa, JAM0GO caMm 3ToT [JOKyMeHT (Mo CoOCTBEHHOM
uHMOuarTuBe). B criyyae  HemnpeACTaBleHHS  YKa3saHHOTO  JOKYMEHTa
YIOJTHOMOYEHHBIH  eepanbHblii  OpraH  UCMONHHTENBHOH BNACTH  Ha
OCHOBAaHMHM TIPEACTABICHHBIX 3asgBUTEIEM PEKBH3HTOB 3TOro JOKYMEHTa
npoBepseT (akT YIIATHi TOCyRapCTBEHHON NOLUIHHEI ¢ HCHOJIb30BaHHEM
nHbOpMalMK 00 ymnnare rocyAapcTBEHHOM NOHUIMHEBI, copepaltieiics B
['ocynapcreeHHOM mfcpopmaunmmoﬁ CHCTEME O rOCYAapCTBEHHBIX ¥
MYHHIUIATHHBIX [UIaTeXaxX;

3)oT4eT 0 AOKNMHHYECKMX  HCCIIEJOBAaHHAX OHOMEHHIMHCKOTO
KJIETOYHOrQ MpPOAYKTAa H OTYET O MpOBeJeHHBIX paHee KINHUYECKHX
HCClTeOBaHUAX OHOMEIHITHHCKOTO KIETOYHOro NPpoxykTa {IpH HaJMYHH);

4) npoexT NpoTOKONa MEKAYHApOIHOro MHOTOLEHTPOBOrO
KINHHYECKOrO HCCNIeJOBaHNS GMOMEIMUMHCKOrO KIETOYHOr0 MpOAYKTa HIIH
NOCTPEruCTPalHOHHOIO KIMHHYECKOro HCClefoBaHus OHOMERMIIMHCKOTO
KJIETOYHOTO IIPOAYKTA;

5) 6pounropa  uccrnenoBaTesi, COAEpKalllasd CBOJHOE  H3JIOXKCHHE
pe3yAbTaTOB JOKIHHHYECKOro UCCNEHOBAHHA OHOMEIHIMHCKOTO KJIETOYHOTrO
IPOAYKTA M €ro KIIHHHYECKOTO UCCIIeJOBAHNS;

6) HHPOPMALIMOHHBIA THCTOK HALIUEHTA, YYACTBYIOLIErO B KIMHHYECKHUX

HCCIICTOBAHHAX GHOMCJ.[HHHHCKOI‘O KIIE€TOYHOrO MpOAYKTAa,
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7) cBeieHus o6 onbiTe paboTHl HccnenoBaTenel 10 COOTBETCTBYIOIIHM
CHEIHAIBHOCTAM H HX Ombite paboThl MO NPOBEACHHIO KIHHHYECKUX
HCClIeJOBaHUM;

8) cBesieHus 0 MeJHUMHCKHX OPTaHU3aLMAX, B KOTOPHIX Mpeanoaraercs
NMPOBEACHUE KAWHHYECKOTO MCCIIEJOBaHHA OHOMEIULMHCKOTO KIETOYHOTO
npoaykra (NONMHOE M COKpAIlEHHOE HaHMeHOBaHHA, OPraHW3alHOHHO-
npaBoBas popMa, MECTOHAXOXKACHUE M MECTO OCYIIECTBIACHHSA IEATEIbHOCTH,
Tenedon, Tenedakc, agpec MEKTPOHHON NOYTH MEAHLIMHCKON OpraHiu3altH);

9) npeanonaraeMble CPOKH MPOBEAEHHUA KJIMHUYECKOTO HCCIeJOBaHUsA
OHOMEAMIIHHCKOTO KIETOYHOIO NPOAYKTa;

10) xonust poroBopa ofs3aTeNBbHOrO CTPAXOBaHUA, 3aKIIOYEHHOIo B
COOTBETCTBHU C THIIOBEIMH TNpaBHJIaMU OOA3ATENBHOIO CTPaxOBaHHA, C
YKa3aHHEM TMIpeaeNbHON  YMCIEeHHOCTH TALHEHTOB, YYacTBYIOWIHX B
KJIHHUYECKOM HCCIIeJOBAHHHA OMOMEeTULUHCKOrO KIETOYHOIO [IPOAYKTa;

11) undopmanus 0 coctaBe GHOMEAULIMHCKOrO KJIIETOYHOTO HIPOAYKTa;

12) ROKYMEHT, COCTABIEHHBI MPOH3BOAUTENEM OHOMEAULIMHCKOTO
KIeTOYHOrO IPOXYKTa M coepXKalmii nokasaTenH (XapaKTepUCTHUKH)
OHOMETUIIMHCKOTO KJIETOYHOro MPOAYKTA, MPOU3BEAEHHOTO Ul MpOBENCHUS

KIMHAYECKHX HCCIIEAOBAHUI.
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3.B cpok, He mpeBBILAIOIIMA NATH pabo4YuX JHeH CO AHA NPHHATHA
yKa3aHHBIX B 4YacTHM 2 HACTOsILEH CTaTbU JOKYMEHTOB M CBELEHHIA,
YIIOJIHOMOYEHHBIH deepanbHbIi opraH HCIIOJIKNTEIILHOM BIacTH:

1) npoBOAMT mNpOBEpKY NOAHOTEE M JIOCTOBEPHOCTH CBEJEHMI,
COtepPIKalMXCs B MPENCTABACHHEIX 3aBUTENIEM JOKyMEHTAX;

2) IpUHUMAET pelleHHe © TMPOBEACHHH SKCIepTH3bl ©$e30MacHOCTH
OMOMEMHIIMHCKOTO KJIETOYHOrO IIPOAYKTA, 3KCHEPTH3BI INOKYMEHTOB IS
NOMy4YeHUs: paspellicHHA Ha MpOoBEASHHE MEXAYHAapOJAHOTO MHOIOLCHTPOBOTO
KIIHHUYECKOr0 HCCAef0BaHUA OHOMEIULIMHCKOrO KIETOYHOrO MPOAYKTa WU
MOCTPETHCTPALIHOHHOTO KJIMHHUYECKOTO HCCIIEROBaHHA OHOMEAHIIHHCKOrO
KJIETOYHOTO NPOAYKTa H STHUYECKOH IKCnepTH3sl 100 00 oTKase B NPOBEACHAU
YKa3aHHBIX 3KCIIEPTHU3;

3) yBegoMnseT B NUCbMEHHON GopMe 3aABHUTENA O NPUHATOM pelieHHH
(B ciyyae NpUHATHA pelieHus 00 OTKa3e yKasplBaeT NPHUMHEL TaKOTO OTKAa3a).

4. B cay4yae BBHIABICHHS HEJOCTOBEPHOCTH CBEACHUH, COjepiKauIuxcs B
TIPENCTABNICHHBIX 3afBHTENIEM JOKYMEHTAaX, YIONHOMOYEHHEIH (eepanbHEIi
OpraH HCMOJHHMTENbHON BIACTH HAMPABIAET 3a4BHTEIIO 3aMIPOC 00 YTOUHEHUH
yKazaHHbiX  cBefenuil.  JlaHHbi  3ampoc  Moxer OwBITH  mepenad
YIIONHOMOYEHHOMY NPEACTABUTENIO 3asBMTENS JIHUHO TOJ  PaCcIHCKY,
Hamnpap/leH O NOoYTe 3aKa3HHM IMUCEMOM WM MEpefaH B 3MeKTpOoRHON dopMe

Mo TCNCKOMMYHHKAIlHOHHBIM KaHallaM CBA3H. B Cllyyae HanpapJ/ICHHUA JAHHOIO
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3alipoca 110 MOYTE 3aKa3HBIM ITMCEMOM OH CYMTaeTcs IOIYYEHHBIM I10
MCTEUCHUH 1IECTH JHEH CO JAHSA HANPABICHUSA 3aKA3HOIO NHCHhMA.

5. 3asputene 00s3aH NpeACTAaBUTH OTBET HA 3allpoC YNOJTHOMOYEHHOTO
(enepanp,HOro opraHa UCHOJHUTENBHONR BIACTH B CPOK, HE MpeBLILAIOIIMI
AeBsHocTa pabounx OHER co JOHA MOJMYy4eHMs JaHHoro 3zanpoca. Cpok,
yKa3aHHBIH B 4acTH 3 Hacroslleil cTaTbi, NPHOCTAHABIMBAETCA CO AHA
HalpaB/IeHUs] 3asBUTEMO 3alpoca YNOMHOMOYEHHOro (ielepalbHOro OpraHa
MCTIONHUTENBHOH BJIaCTH IO AHA TOMYUYEHUs OTBETa Ha JAHHEIH 3ampoc H He
YYUTBIBACTCA [IpY  UCYHCICHHH CPOKAa [IPUHATHA  YIIOJIHOMOYEHHBIM
deslepanbHEIM OPraHOM HCMONHHUTENBHON BNMACTH PEMIEHHS O TNPOREIEHUH
SKCHEPTU3bl JOKYMEHTOB Ui IONY4EHUA paspellleHHss Ha TNpOBEICHHE
MEXIyHapOJHOro  MHOTOLEHTPOBOIO  KJIMHHYECKOrOo  HCCIEAOBaHHA
OMOMEIUIMHCKOr0 KIETOYHOTO NPOAYKTA MM  MOCTPErHCTpalHOHHOTO
KJIMHHYECKOT0 HeelleIOBaHUS GHOMEIUITHHCKOTO KJIETOYHOTO NPOAYKTa.

6. OcHoBaHKeM U1l OTKa3a B MpPOBEJECHHU SKCIEPTH3Bl 6e30MacHOCTU
OHOMEJMUNHCKOTO KHETOYHOIO MpOAYyKTa, 3KCHEPTH3BL AOKYMEHTOB 1A
TIONIYYEHHS pa3pellicHUs Ha MpOBEJeHHe MEKAYHApPOAHOTO MHOTOLIEHTPOBOTO
KIIMHAYECKOTO HCCNEIoBaHUA OHOMENVIIIMHCKONO KJIETOYHOro MpPOAYKTa HAM
IIOCTPETrUCTPAlHOHHOTO  KAMHUYECKOrOo HCCJICHOBaHUSA OHOMEIUIMHCKOrO
KJIETOYHOTO MpOAYKTa M 3THYECKON OSKCHEPTH3Bl ABJAETCA IpeACTaBjICHHE

JOKYMEHTOB M CBEICHHMH, MPEeAyCMOTPEHHBIX YacThIO 2 HAcTOALICH CTaTbH,
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B HermoaHOM o00beme 1NHOO OTCYTCTBME B MNPEACTaBIEHHBIX JOKYMEHTAX
CBeACHUI MMM HMHQOpPMAaiK, KOTOpbie AOJDKHE ObITh OTpaXeHBl B HHX B
COOTBETCTBHM C YACThYO 2 HACTOALIEH CTaThH.

7. IlpoBeacHue 3KCHEePTU3EI Ge30MacHOCTH OHOMEAULIMHCKOTO
KJIETOYHOTO MPOAYKTA, DKCIIEPTH3Bl JOKYMEHTOB JJIA MOJy4eHHS pa3spelIeHHs
HA [poBelieHHEe  MEXAYHAPOAHOTO  MHOIOLEHTPOBOrO  KIMHHMYECKOTO
HCCeAOBAHUA OHNOMETUIIMHCKOTO KAETOYHOro NPOAYKT2 Wy
MOCTPETHCTPALIMOHHOTO  KJIMHUYECKOTO HCCIE0BaHNA OMOMEANLMHCKOTO
KJIETOYHOro MpOAYKTa M 3TUYECKOH IKCHEPTU3L! U BBIA3Ya paspelicHUs Ha
NpOBEeACHHE MEXIYHApOAHOTO MHOIOUECHTPOBOI'O KIHHHYECKOro
HCClTIeAOBAHUSA OHOMe IMLIUHCKOTO KJIETOYHOTO NpPOAYKTa HITH
[IOCTPETHCTPALMOHHOTO  KIMHHYECKOro HCC/ICOBaHUA OHOMEOHLUHHCKOTO
KJIETOYHOI'O NMPOAYKTA OCYLUECTBAAIOTCSA B COOTBETCTBHHU CO CTaThaMu 18 - 20
Hacroauero ®enepanbHOro 3aKoHa.

8. Pemiennss 06 oTkase B NpPOBEACHUM JKCNEpTH3bl Oe30MacHOCTH
OHOMEAUIIMHCKOIO KIETOYHOrO IPOAYKTA, OSKCMEPTUIB JOKYMEHTOB IJiA
MOY4EHH pa3pellicHNs Ha NPOBEACHUE MEXIYHAPOAHOTO MHOIOLEHTPOBOIO
KJIMHHYECKOTO HCCAEAOBaHHA OUOMEIHIIMHCKOrO KAETOYHOIO MPOAYKTa HIH
IOCTPETHCTPALIHOHHOIO  KJIHHHYECKOTO HCCIeROBaHHA OHOMENHIMHCKOTO
KJIETOYHOTO MPOAYKTA U ITHUYECKON SKCIEPTH3BL U B BhIIAYE pa3pelleHUA HA

TIpOBeJeHIe MEeXIyHapOAHOrO MHOFOLIEHTPOBOTO KJIMHHYECKOTO
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HCCIIEAOBAHUSA 61OMe ANLMHCKOTO KJETOYHOTO NpOAYKTa WM
HOCTPErUCTPAUMOHHOIO  KJIHHHYECKOTO HCCNE0BaHMS OMOMEAHLHMHCKOrO
KJIETOYHOro IPOAYKTa MOTYT OBITh 00KanoBaHBEI B MOPAAKE, YCTAHOBICHHOM
3akoHoAaTenscTBOM Poccuiickoit ®enepanum.

Cratba 34. IlpoBeaerHe KIAMHHYECKOTO HCC/IeA0BaHHS
OHOMEAHUNHCKOTO KJIETOUHOTO NPOAYKTA

1. PykoBoauTens MEOMLIMHCKOH OpraHM3auyi, KOTOpas HpOBOJUT
KIHHHUYECKOE HCCIeOBaHHe OWOMEAMIIMHCKOrO KIIETOYHOIO IpOAYKTa,
Ha3Ha4YaeT HCCeJoBarels, OTBETCTBEHHOITO0 3a TMpPOBEICHHE TaKoro
HCCNIEOBaHH, HMEIOWEro JNe4eOHYI0 CNEHanbHOCTh, COOTBETCTBYIOLIYIO
npopumo 3aboneBaHus (COCTOAHMA), ANA JieYEHHA KOTOPOro NpeAHA3HAYeH
OMOMENMINHCKHI KIETOYHBIH POAYKT, B OTHOLICHUH KOTOPOro MPOBOAMTCS
KIHHHYECKOe HCCNe/OBaHUe, U CTax paboTel MO mporpaMMaM KITHHHYECKHX
HCCIIECIOBAHMI HE MeHee 4eM MNATh JeT (Janee - HCCIENOBaTeNb), H MO €ro
APEATOKEHHIO HA3HA4YaeT CcoHcClefoBareneii W3 4Wcia Bpadeidl aToi
MeJUIHHCKOH OpraHu3aluH (1anee - COUCCIIE0BaTEMH).

2. UccnenoBarens OCYLIECTBASET BHIOOp MMAUHMEHTOB, KOTOpHlE MO
MEJMUMHCKHMM TIOKa3aHUsAM MOryT OBITh TNpUBIEYEHB! K Y4YacTHIO B
KITHHHYECKOM HCCIe0BaHHH OHOMEAHIIMHCKOrO KIIETOYHOTO NPOayKTa.

3. UccnenoBatens ¥ couccneoBaTeNd AODKHB! OBITL O3HAKOMIIEHH ¢

pe3yibTaTaMi JOKITHHHYECKOro HCCIEROBaHUA OHOMEUIINHCKOrO KJIETOYHOro
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NMpoayKTa, coepxalmMHucsa B ciemuuKaud GHOMEIHIIHHCKOTO KIECTOYHOI'O
NpoAyKIa M OTYeTe O TMPOBEACHHUH JOKIMHHUYECKOTO HUCCIENOBaHHA
OHOMENHUHMHCKOrO  KJIETOYHOr0  MPOAYKTa,  IPOEKTOM  [POTOKOJA
KIMHHYECKOr0 HCCleqoBaHMs OUOMEIUIIMHCKOrO KJIeTOYHOIO IIPOAYKTa,
paspabotaHHBIM pa3paboTIHKOM OHOMEOUIIMHCKOTO KIETOYHOrO MNPOAYKTA
WIH MHBIM IOPHAHYECKUM JHLIOM, NIPUBJEKaeMbIM K OpraHH3alMi NPOBENEeHHA
KMUHUYECKOTO HCCNEeNoBaHUA OUOMEAVWLIMHCKOrO KICTOYHOrO MpPOAYKTa, U
JPYTUMH MaTepUanaMi Takoro HCCNEHOBaHHUA.

4. PykoBoouTens MENULMHCKON OpraHu3alid, KOTOopas HpPOBOAMT
KJIMHUYECKOEe HCCleopaHie OMOMEIHIMHCKOTO KJIETOYHOrO ITIpOAYKTa, B
CpPOK, He NpeBBILIAIOIUIA Tpex paboyuxX AHEH €O JHA Hayaja MpOBEACHUA
KJIMHHYECKOTO HMCCNENOBaHUS OUOMEAHLHHCKOTO KNETOYHOTO TPOLYKTa,
HanpasisgeT cooOllleHHe 0 Havane NMPOBEACHHA KNMHHHYECKOro HCCICAOBAHHA
OHOMEAUIMHCKOTO KJICTOYHOTO NMPOAYKTA B YNONHOMOYEHHEIR deaepanbHblii
OpraH HCNOJHHTENIBHOH BACTH, BHIAABINMH pa3spellieHHe Ha IpOBEHEHUE
TAKOT0 HCCICAOBAHMA, 110 YCTAHOBJICHHOH UM dopMe.

5. Knuauveckoe  ucciaefioBaHHe — OHOMEAWLHMHCKOTO  KIETOYHOrO
NPOAYKTa MOXeT OBITh MPUOCTAHOBICHO WIH TIPEKpalLeHO, €CH B MPOLECCe
€ro NpoBeAcHHA OOHapy)KeHa OMAcHOCTb NS KM3HH, 3J0pPOBbA MallMEHTOB.
B ciiyyae BO3HMKHOBEHHA ONMACHOCTH JAA JKHU3HH, 3A0POBbA MALIMEHTA,

YYAacCTBYHIOIICTO B KIIMHHYCCKOM HCCIICA0OBaHHN OHOMEIUILIHHCKOTO KIETOYHONO
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NPOAYKTa,  WCcnemoBarelb W (WIM)  COMCCleAOBAaTeNd  OOSA3aHE]
NpOMH(QOPMHUpPOBAaTh 00 3TOM PYKOBOAMTENS MEAMHMHCKOH OpraHu3aliy,
MONYYHBLUCH pa3pellicHHe Ha I[POBEJCHHE KIHHHYECKOrO HCCACROBAHHA
OHOMEULIHHCKOrO KIETOYHOrO MpPOAYKTa. PelieHHe O MpHOCTaHOBIIEHUH
KIMHHYECKOTO WCCAelOBaHMs OHOMENULUHCKOro KIeTOYHOro NpoAyKTa
IPUHHUMAET pYKOBOIOWTENb MEIHLUHCKOH OpraHu3alH{, NOLy4YHBIIEH
paspenicHie Ha MpPOBeACHHE KITMHHYESCKOTO HCCIENOBAHNA OHOMEAUIMHCKOTO
KIE€TOYHOr0 TPOAYKTa, PEUICHHE O IpeKpallieHHy TaKoro HCClIeIOoBaHusA
IPHHHMAET YNONHOMOYEHHEIH denepanbHblil OpraH HCHONMHHATENLHON BIACTH
Ha OCHOBaHHH COOOLEHUA B MUCBEMEHHOH HopMe pyKOBOAHTENS MEAHLIMHCKOR
OpraHusallii, NOAYYHBIICH pa3pelueHHe Ha IpOBelCHHE KIHHHYECKOTO
UcclefoBaHUus OMOMEHIIMHCKOIO KIIETOYHOTO IIPOAYKTa.

6. B cpok, He npeBbimalonpii nsary paboyux AHeidl co AHA 3aBEepIICHUS,
[PHOCTAHOBIACHUA WIH  MNPEKpallieHUd  KIMHHYECKOrO  HCCeIOBaHHA
OHOMEeAULMHCKOTO KIETOYHOrO MPOAYKTa, cooblieHne o6 3TOM Hamnpap/isercs
MEIUIMHCKHMH OpraHu3alHsIMH, OCYLIECTBJIAIOIIUMHE TIPOBEACHHE
KIHHUYECKOTO HCCACAOBAHUA OHOMEMHUHHCKOrO KIETOYHOrO MpPOAYKTa, B
YNONHOMOUYEHHbIH  QeacpanbHBIi  OpraH  MCIOMHHUTENBHOH BJAcTH MO

YCTaHOBJIEHHO#H UM dopme.
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7. ®opMa coobmeHHs O 3aBeplIeHHH, NPUOCTAHOBICHUM  HJIH
NpeKpallieHuld KIHHHYECKOTO KCCIeI0BaHHA OHOMEAHLHHCKOTO KIETOUHOO
NpOJyKTa JOIDKHA COAEPKaTh:

) uudopManmio O  MEAMUWHCKOH  opraHusanuud  (MeaHUHUHCKHX
opraHu3alusix), MpOBOAMBLIEH HCClefoBaHKE;

2) AaTy ¥ HOMep pa3pelUeHUs Ha HpOBeAeHHe UCCIENOBaHHS;

3) ¢pakTHUeCKHe AATHI HAYA/Ia H OKOHYaHUS HUCCIeJOBaHUS,

4) onucaHue UCCIeqOBaHus;

5) nanHple 00 HccnepoBatene (GaMunus, UMs, OTHECTBO, MECTO paboTEHI,
3aHHMaeMas JOJDKHOCTB, CHEUHAIBHOCTh, CTaX paloThl MO TNporpaMMmam
IJIHHMYECKHX HCCNeJOBaHuM, nepeyeHb KIHHHYECKMX UCClemoBaHHH (B TOM
yycne OMOMEAMUMHCKMX KJIETOYHBIX NMpPONYKTOB), B KOTOPBIX OH IIpHHUMAI
ygactHe  (mepuOnBl  yuyacTMs) B KayecrBe  MCCHEJOBaTeNs  WIM
COHCCNIEOBATENA);

6) pe3yNibTaThl HCCNCAOBAHUA (3aBEPIUCHME, NPHOCTAHOBNCHHE WIH
IpeKpallcHHe HCCACAOBAHUA C YKa3aHWEM NpPUYHH, CTEMECHb ROCTHXKCHHS
pe3yNbTaToOB, o6Was OLEHKAa PHCKA M OXHAAEMOH MOJB3bl OT NPHUMEHEHHS
HCCAeAyeMOoro OHOMEAUITHHCKOTO KINEeTOYHOIO MPOAYKTa).

8. YnonnomoueHHblt ¢enepanbHplii OpraH HCNOMHUTENBHOW BJIACTH
pa3Memiaer Ha cBoeM oduuManbHOM calite B ceth  "HUHtepHet”

coodienue O  3aBEPLUCHWH, [NPpUOCTAHOBJIICHHH  WJIH NpeKpalieHH A
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KAMHHYECKOTO HCcCle]oBaHuA OHOMERHUMHCKOTO KJIETOYHOrO NpPOAYKTa B
CPOK, HEe TpeBRIUAIOINUA NATH paboyux JHeil CO JHf €ro NoMy4eHus,
B YCTaHOBJICHHOM UM NOPsIKE.

9. VnonHoMoueHHbl (QenepanbHblil OpraH HCTOMHHTENBHOK BIACTH
OCYLIECTBIAECT BEJCHHE peecTpa HcclieoBaTeied B COOTBETCTBHM C
YTBEPXKICHHBIMH UM NpaBHWJIAMM H pa3sMeHIaeT €ro Ha cBoeM OQHUIHAIBHOM
caiiTe B ceTd "I/IHTepHéT" B YCTQHOBJIEHHOM UM Topsjke. YKa3aHHBIH peectp
COAEPKUT HMHPOPMaLYIO, TPEAYCMOTPEHHYIO MYHKTOM 5 yacTH 7 HacToALLeH
CTaThbH.

10. Otyer 0 pe3yAbTATax KITMHHY4ECKOro HCClIeJOBaHus
OHOMENHLIMHCKOrO KJIETOYHOrO TNpOAYKTa COCTaBiseTcd OpraHu3anued,
OCYLUECTBJISIIOUIEH OpraHu3alidio MPOBEACHUA KIMHHYECKOTO MCCIEAOBaHHS
OUOMEIHLMHCKOIO KJIETOYHOrO MPOAYKTa, Ha OCHOBaHHH 3aK/IIOYeHM
MEJUIUHCKAX  OpraHM3anMii, MNpPOBOAMBIUMX 3T0  HCCNEAOBaHuE, W
[IpEACTaB/IsACTCA B YMOMHOMOYEHHEBIH (QeAepanbHBI OpraH HCIOIHHUTENBHON
BJIACTH, BEIABIIKH pa3pellleHUe Ha [POBEIEHHUE 3TOT0 HCCIIeJOBAHMS, B CPOK,
HE IMPEBHIIAIOIUHA TpeX MECALIEB CO JIHA €ro 3aBepLICeHUs, IPHOCTAHOBJICHH
WIN HpeKkpalleHHs, B MNOpAAKE, YCTAaHOBJICHHOM  YNOJHOMOYEHHEIM
denepaibHEIM OPraHOM HCIONHUTENBHON BAAaCTH.

11. Hapymiesse npaBun Hagmexalnedl  KIMHHYECKOH  TIPaKTHKH,

dbanscuduxanms pe3yALTaTOB KITHHHYECKOTO HCCJIeIOBaHUs
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GHOMEHLIMHCKOrO KJISTOYHOIO NPOAYKTa BIEKYT 32 co00il OTBETCTBEHHOCTD B
COOTBETCTBHH C 3aKOHOJATENBCTBOM Poccuiickoil Mexepauny.

12. ITpu npoBejeHUH KIHHHYECKOTO HCCIEeAOBaHUA OHOMEAHLHHCKOrO
KJICTOYHOTO  MpPOAYKTa  JOmycKaeTcs B  [IOpAAKe, YCTaHOBJIEHHOM
IlpaButensctBoM  Poccubickoii  Pepepauuu, 3abop y  manueHra
6uoslorudecKkoro Marepuaia Ans ero usyveHus B Poccuiickoit @enepanun
U (wm) 3a npenenamu Poccuiickoft depepaupu B UeNdX  JAHHOrO
KITMHUYECKOro HCCIeNOBaHHA.

13.ITopsnok BrIBO3a U3 Poccuiickolt Penepauun OGHonorHyeckoro
Marepuana, NOJYYEHHOro MNPH NPOBEIeHHM IJIHHHYECKOrO HCCACHOBaHUSA
OMOMENMIMHCKOr0 KJNETOYHOTO NPOAYKTa B COOTBETCTBHMM € 4acThio 12
HacToslledd CTaTbH, ycTaHaBnuBaercs [IpaBurenscTBOM  Poccuiickoi
Depepanyu.

Cratbs 35. BHeceHHe H3IMeHEHHH B NPOTOKO/ KIHHHIECKOIO
HCC/IeI0BAHHS OHOMEINIHHCKOr0 KAeTOYHOI0 NPOAYKTa

I. Oprannzanmy,  OCYHISCTBJSAIOUIAE  OPraHU3alHi0  NPOBEINCHHS
KIIHHHYECKOTO HCClIeHoBaHUA OHOMETULUHHCKOIO KJIETOMHOro NpOLYKTa, B
clnydae HEOOXOANMOCTH BHECCHHA H3MEHeHMH B IMPOTOKOA KIHHHYECKOTO
HcCeA0BaHuA GMOMEIHUMHCKOrO KJIETOYHOrO MPOAYKTa coo0maioT o6 3ToM B

YNOJHOMOYEHHBIN (eiepanbHbii OpraH HCHONHUTENBHON BNACTU, BBIAABLIMH
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paspelleHUe Ha INpPOBEACHWE TAaKOro HCCIEROBaHHS, MO YCTAHOBJICHHOW UM
dopme.

2. ®opma cooliNeHHs © BHECEHHH U3MEHEHHH B  IPOTOKOI
KAMHUYECKOTO UCCNIEAOBAaHHA OHOMEIUIHUHCKOIO KJIETOYHOrO IIPOAYKTA
JOJDKHA COEPKATh CAeIYIOHINe CBeAECHHUS:

1) HauMeHOBaHWe, WAEeHTUPHUKALHOHHBIH HOMEp M [ara MpOTOKoNa
KJIHHHYECKOTO HCCIENoBaHN OHOME IMIIMHCKOTO KISTOYHOMO NPOAYKTa,

2) nata BHeceHHs U3MEHEHHH B MPOTOKON KIMHHYECKOro HCCICAOBaHUS
GHOMeUIIMHCKOro KJIETOYHOrO MPOAYKTa;

3) HauMEeHOBaHHE U MECTOHAXOXACHHE 3AjABHTES,

4) HaUMEHOBaHUe  OpraHH3alluH, ocymecmnmbmeﬁ OpTraHHU3aLHIo
NpOBEJicHUA KIHHHYECKOr0 HCCAeROBaHHA OHMOMEAUIIMHCKOIO KIETOYHOIO
npoAykTa (Mpu HaJMYHK),

5) HauMeHOBaHHe H MECTOHAXOMIEHHE MEAULUUHCKOH opraHH3aluu
(MeAMUMHCKHX OpraHu3auMii), B KOTOpPOH NpPOBOAMTCA KIMHUYECKOE
UccliefoBaHie OHOMENHLIHHCKOTO KIETOYHOTO MPOAYKTA;

6) natra  BBlaYH  pa3pelieHHs Ha  MNPOBEACHHE  KIMHHYECKOro
HCCeJOBaHUS OHOMEOMIMHCKOTO KJIETOYHOTO IPORYKTa M HOMEP 3TOro
pa3speLIeHns;

7) H3MEHEHUs1, BHOCHMBIE B IPOTOKON IKJIHHMYECKOTO HCCACAOBAHHS

OUOMETHITATHCKOrO KJIETOYHOTO NPOAYKTA,;
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8) MoTHBHpOBaHHOE obocHOBaHHe HEOOXOHMOCTH BHECEHHA
U3MEHEHHH B MpPOTOKOJ KAWHUYECKOIO HCCNEAOBAHHA OHOMEIHULMHCKOTO
KIIETOYHOTO MPOAyKTa.

3.B cpok, He mpeBbIualONMIT TpuaLaty pabouux OHeH co AHS
NOJNIYYECHHAST YKa3aHHOTO B 4YacTH | HacToAmIEeH CTaTBH COOOIIEHHUA,
YNONHOMOYEHHBIH  denepanbHbIi  oOpraH  HCHONHUTENEHOH  BJIACTH
paccMaTpHUBaET 3TO codﬁmeune B YCTAHOBJICHHOM UM TIOpAAKE H TIPUHHUMAeET
peuieHHe O BHEeCeHUH M3MEHEHHH B NMPOTOKON KIMHMYECKOTO HCCIIENOBAHHA
OGHoMeaUUHHCKOro KJISTOYHOTO MPORYKTA WX 00 OTKa3e BO BHECEHHH TaKHX
H3MEHEHMH C yKa3aHUeM npH4YMH oOTka3a. OcHoBaHMeM JUIi NPHHATHA
peileHs 00 OTKaze BO BHECEHHW H3MEHEHMH B NPOTOKON IKIMHHYECKOTO
HCCNEeAOBAHHA 6HbMeJ1HnHchoro KICTOYHOro  MpOAyKTa  ABIACTCH
TIpeACTaRNICHHE CBENCHMH, VYKA3aHHBRIX B YacTH 2 HACTOAIIECH CTATHEH, B
HEMOJHOM 00beMe, HATMUHE pUCKa NPUYUHEHHA Bpeaa 3A0POBBIO MALHEHTA,
YYacTBYIOIHETO B KIHHHYECKOM MCCNEOOBAHHUM, BCACACTBUEC H3IMEHEHUS
YCIOBHH €ro NpoBeACHHA.

Ctathba 36. [loroBop o npoBeaeHHH KJIHRHYECKOr0 HCC/IeIOBAHASA
OHOMEANIHHCKOro KJAeTOYHOr0 NPoAyKTa

1. KauHHYeckoe  MCCNenoBaHue  OHOMEAWUMHCKOTO  KIIETOYHOro
IPOAYKTa TPOBOAHMTCA B COOTBETCTBHM ¢ JIOTOBOPOM O TMPOREJICHUH

KNIHHHUYCCKOr0 HCCICROBaHUA 6HOMB,I[HHHHCKOF0 KIE€TOYHOro IpoAyKTa,
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3aKIIOYaeMBIM  MEXJIY ~— OpraHM3alMel,  TOoNyuYuBIUed  paspelleHue
YIIOJTHOMOUYEHHOTO (elepanpHOTO oOpraHa HCHOJHHTEAbHON BAACTH Ha
NpOBEACHHE TAKOIO HCCIEHOBaHHS, M MEIULMHCKOH OpraHu3aLuen,
OCYIUECTBISIOEH NMPOBEJeHHE TAKOTO HCCIECAOBAHUA.

2. oroeop o NpOBEICHUY KIHHHYECKOrO HCCNeOBaHHA
OMOMEIMIUHCKOrO KJIETOYHOrO NPOAYKTA AOKEH CONEPKATh:

1) ycnoBus U CpOKH NPOBEJCHUA HCCNENOBAHHS,

2) onpepenenye ofuled CTOMMOCTH MNPOrpaMMbl HCCICIOBaHHA ¢
YKa3aHMEM CYMMBI, [peHa3HavalolWeiica Mg BHIUIAT MCCIEROBATEIAM,
COMCCIEAOBATENAM;

3) onpenenenne GopMbI NpPENCTaBIEHHS PEe3YNbTATOB HCCICIOBAHHS B
OpraHH3alHIo, IOJYYUBINYIO paspellieHUe YHNONTHOMOYEHHOro QeaepajisHoro
OpraHa MCHOJHHUTEIBHON BIACTH HAa NPOBEACHHE HCCIIEHOBaHH.

Cratea 37. DunHaHcoBoe ofecniedeHNe KIHHAYECKO0 HCCIeA0BAHUS
OHOMEIHIMHACKOrO KACTOYHOro NPoAyKTa

dunaHcoBOE obecneuenue KTHHAYECKOTO UCCneAOBaHUA
OHOMEMIIMHCKOIO KIETOYHOTO IIPOAYKTa OCYIIECTBAAETCA 3a CUer:

1) cpeAcTB MENMUMHCKHX OpraHU3aliuii, MOSYYUBIONX pa3pelicHHEe Ha
OpraHu3alfio OpOBeleHHA KIHHHYECKOro HucciaeaoBaHus OHMOMeIHIHHCKOro
KJIETOYHOTO [IPOAYKTa, B COOTBETCTBHHU ¢ YCJAOBUAMH JOFOBOPa O MpOBEACHUH

TAKOro HCCIICAOBAHHA,
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2) MHBIX ~ MCTOYHHKOB, He  3alpellleHHBIX  3aKOHOJATEeNIbCTBOM
Poccuiickoii @enepauny.

Cratbs 38. Ilpasa nauuenTa, y4acTBYIOHIEro B KIAMHHYECKOM
HCC/1eA0BAHAN OHOMEIMIMMHCKOTO KNeTOYHOT0 NNPOAYKTa

1. YyacTHe nauuenTa B KIMHUYECKOM HCCAEOOBaHHH OHOMEUIIHHCKOTO
KNETOYHOro NPOAYKTA SBIAETCA AOOPOBOJIBHEIM.

2. HanueHt wu efo 3aKOHHBIH  mpeacTaBUTENb JOMKEH  OBITH
HH(POPMHpPOBaH B MUCbMEHHOH QopMe:

1) 0 GHOMENNHHHCKOM KJIETOYHOM MPOAYKTE H CYINHOCTH KIIMHHYECKOTO
UccneoBaHNs OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTA;

2) o Ge3onacaocTH GHOMEAMUHHCKOrO KJICTOYHOrO IPOAYKTa H CTETICHU
pHCKa JUIA  MALMCHTAa KIHWHHYECKOTO HCCNEAOBAHHA OHOMEAHIHHCKOTO
KIETOYHOrO  MpOAYyKTa, a  Taxke  oxuzaemof  3h¢eKTUBHOCTH
OGroMeTHLIMHCKOTO KJIETOYHOrO MPOAYKTa;

3)o6  ycmoBHSX  y4YacTHS B KJIHHMYECKOM  HCCIeZOBaHHH
GHOMEAHIIMHCKOTO KNETOYHOT'O MPOAYKTa;

4)0 HemM M TNPOJCKHUTENBHOCTH KIHHMYECKOTO HCCIeNOBaHUA
OHOMeAMIHHCKOro KJIETOYHOTO MPOAYKTa;

5)o peiicTBMAX DNaUHEHTAa B CclIy4yae HempeaBUACHHBIX 3¢ ¢eKToB
BJAMAHHA OHOMERHLMHCKOTO KJETOYHOFO TIPOAYKT2a HA COCTOSHHE €ro

30POBBS;
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6) 06 ycnoBHAX OOS3aTENBHOTO CTPaXOBaHWUA XU3HM H  3XOPOBbA
NauyeHTa;

7)0  rapaHTHsX = KOH(QHAESHUHANBHOCTH  YYacTHs = NalHeHTa
B KIIMHAYECKOM UCCJICAOBaHHH OHOMEINIUHCKOrO KJIeTOYHOro IIPOAYKTA.

3. HobpoBonbHOE cornacHe NalUeHTa Ha Yy4yacTHe B KIMHHYSCKOM
UccleloBaHUH OHOMETHMIIMHCKOTO KIETOYHOTO NMPOAYKTAa MOATBEPIAETCS ero
NOANMCHLIO WM  MOANUCBI0O ero  3aKOHHOTO  NPEACTaBHTENA  Ha
HH(pOPMALHOHHOM JIHCTKE NANHEHTA,

4. [TauuenT (ero 3aKOHHEBII NPEACTABUTEND) HMEET IPAaBO OTKA3ATHCA OT
YyYacTHsi B KIMHHYECKOM HCCNEJOBAaHHH OHOMEIHIMHCKOrO KJIETOYHOTO
npoxyKTa Ha moboit cTaauu NpoBeAeHHUSA TaKOro HCCIIEXOBAHMA.

5.1lpoBeacHue  KIMHHYECKON0  HUCCIACAOBAHHA  OHOMEAMIIMHCKOIO
KJIETOYHOTO NPOAYKTA C YYacCTHEM B KauecTBe MALUEHTOB feTeli AOMycKaeTcs
TONBKO ¢ JOOPOBONBHOIO COrnacHs B NHUCbMEHHOH ¢opMe HX poxuteneit
(ycuiHoBHTENEH). JleTM MoOryT paccMaTpuBaThCi B KavecTBe MALHEHTOB
TaKOro HCCNENOBAaHUA B Cly4yae, eC/Ii ero MpoBefcHHe HeoOXOAUMO i
sedeHns 3aboneBaHuss Yy paHHOro pebGeHka. B oTux cnywasx Takoe
HCCIICAOBAHHE  MOXET  OCYHIECTBIATBCA  HA  OCHOBAaHHH  PELUCHHUSA
KOHCHTHyMA Bpaueli, CO31aBaeMOro B COOTBETCTBHH ¢ DejepanbHBIM 3aKOHOM
ot 21 nosa6pa 2011 roga Ne 323-03 "O6 ocHoBax 0XpaHbl 310POBLS Ipak/iaH B

Poccuiickoit ®enepauun”, o BO3MOXHOCTH Yy4YacTHsA peOcHKa B JaHHOM
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KIMHUYECKOM MCCHENOBAHUH M NP YCIOBHMH, YTO NAHHOMY WCCIENOBAHUIO
NPEAIeCTBOBANIO HCCAEAOBAHHUE JNAaHHOrO OHOMEAMLIMHCKOrO KIETOYHOIro
MPOAYKTa Ha COBEPUICHHOJIETHUX IpaXciaHax.

6. Monyckaercs npoBefeHYe KITMHIYECKOro HCCAEIOBaHMS
ONOMETHUMHCKOro KIETOYHOro MpOAYKTa ¢ Y4acTHeM B KadecTBe ITallHeHTa
n4Na, TPH3HAHHOrO B YCTAaHOBJICHHOM 3aKOHOM MNOpAAKe HeAeecrioCOOHBIM
WIIH OFPaHHYCHHO [EeCOCOOHEIM, ¢ NMUCEMEHHOIO J0OPOBOJILHOTO COTJIACHS
€ro 3aKOHHOTO MpeAcTaBHTeNdA. B 3TuX ciy4asx HCCAEOBAHHE MOXKET
OCYILECTBATECA HAa OCHOBAHUM pELICHHMA KOHCHIMyMa Bpadel, yKa3aHHOTO B
YacTH 5 HacTosAlleH cTaThH, 1O Mpoduwino 3a00/ieBaHHA YK23aHHOIO JIHIA O
BO3MOXKHOCTH YYacTHs B IRHHOM KIIUHHYECKOM HCCIIeJ0BaHHH.

7. 3anpeujaercs NpoBeJeHHe KITHHKYECKOTO MCCHEAOBaHHS
OHOMEUIIMHCKOTO KIETOYHOrO MPOAYKTa ¢ Y4acTHeM B Ka4eCTBe NalHeHTOB:

1) nerefi-cupot u Jereii, ocraBwmxcs 6e3 nonedyeHus poautene;

2) skeHIIMH B nepuoa OEpeMEeHHOCTH, JKSHIIMH B HEPUOA TpymHOro
BCKapMJIHBAHHS;

3) BOGHHOCAYXAIIMX, 733 HCKIIOYEHHEM  CiyyaeB  IPOBEAEHHs
KIHHUYECKOTO UCCleNoBaHus OHOMEIHUMHCKOTO KIETOUHOrO MNpOAyKTa,
CIEUNABHO pa3paboTaHHOTO [ NpPUMEHEHHA B YCIOBMAX BOSHHBIX
JedcTBUH, Ype3BRIYalHBIX CUTYaUUH, NPOGUNAKTHKY H JieueHHs 3a00cBaHHH

W HOpaXeHUH, MOAYYEHHHIX B pe3yAbTaTe BO3JSHCTBMS HeOnaronmpusTHBIX
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XUMHYECKHX, OHONOTHYECKHX, pagHauHoOHHBIX ¢akropoB. KimrHueckoe
HCCIIeJOBaHHE TAKOro OHOMEAHLMHCKOTO KJIETOYHOIO MNpOAYKTAa MOXKET
NPOBOMUTECA € YYaCTHEM B KAYECTBE NALMEHTOB BOCHHOCTYXalIMX, 3a
HCKJIIOUEHHEM BOCHHOCHYXKAlIMX, MPOXOAALIMX BOSHHYH cIyxby mno
npu3eiBy, ¢ cobOmoneHueM TpebGoBaHUH, YCTaHOBNEHHBIX HacCTOALLUM
denepanbHEIM 3aKOHOM B OTHOLUCHHH MPAXAAHCKUX JIHIL;

4) COTpYIHHKOB [IPaBOOXPAHNTENBHBIX OPTaHOB,;

5) nmuu, oTOHIBAIOMIMX HAKA3AHHE B MECTAX JIMIICHUA CBOOOJBL, a Takxke
MY, HAXOJAMMXCS MOJ CTpaXked B CAEACTBEHHBIX H30MATOPAX.

Crates 39. OO6s3aTesibHOE CTPaxoBaHHe XKA3HH, 310POBbA

MauHeHTa, Y4aCTBYIOIHEro B KIHHHYECKOM
HCC/IeA0BaHHH OHOMEINLINHCKOTO KJIeTOYHOr0 NPORYKTa

1. Opranmsanys, mnonyuyHBINas  paspelieHHe Ha  OPraHH3alMIo
NPOBEJECHHS KIMHUUECKOrO MCCIENOBAHHS GHOMENUMIIHHCKOTO KASTOUHOTO
NpOAYKTa, 00s3aHa B KaYECTBE CTPAaXOBATENA CTPAXOBaTb PUCK NMPHYHHEHHS
BpeJia JKM3HH, 3J0pOBbI0 TIAaHHEHTA B pe3ynbTaTe MpPOBeleHNHA KIHHHYECKOIo
UcciieA0BaHHA OUOMEMIUHHCKOTO KIETOYHOrO MPOAYKTa 3a CBOH cYeT MyTeM
3aKTI0YEHNS I0TOBOPA 0043aTENbHOTO CTPaXOBaHUA.

2. O6BekTOM 0043aTENBHOIO CTPaXxOBaHHA ABIACTCA HUMYIUCCTBEHHBIH
HHTepec MaLUeHTa, CBA3AHHBIA ¢ NMpHUYKHEHUEM Bpeia >KHU3HH WIH 3J0pPOBBIO
NalyeHTa B  pe3ynbTaTeé MpPOBEACHHS KIHHUYECKOTO  MCCIIEIOBAHHS

OUOMEeOUUMHCKOrO KIETOYHOTO [HpOOYKTA.
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3. CTpaxoBHIM ciyyaeM M0 OOTOBOpPY o00A3aTENBHOTO CTPAXOBAHHSA
SBNAETCA CMEPTh MALMEHTa WM YXYALIEHHE erc 340pOBbi, B TOM YHCHE
BJIEKyIUee 3a coOO ycTaHOBNEHME WHBATMAHOCTH, POH3OILEAIINE B NIEPHOA
NpPOBEACHUS KJIUHHYECKOTO HCCICAOBaHNS OHOMEAMLIUHCKOTO KIETOYHOTO
NPOAYKTa WM B TeYEHUE HE MeHee OAHOro roja TNocile OKOHYaHUSA
MIPOBE/IEHHS] KJIMHHYECKOTO HCCeOBaHUs OHOMETUUHUHCKOTO KJIETOYHOTO
NpOAYKTa, TNpH  HaIMYAM  MPHYHHHO-CJIEACTBEHHOR  CBA3M  MexAay
HaCTyIUIeHNeM O9Toro coOBITHA M yYacTHeM [MalMeHTa B KIMHHYECKOM
UcCNe10BaHUY GUOMEIUIIMHCKOTO KIETOYHOTO NPOAYKTA.

4, TpeGoBaHUY K BO3MEILCHHIO Bpefa, NPUYHHEHHOTO XKH3HU HIM
3R0POBBIO TMALIHEHTa, MPEABABIAIOTCA B TCUICHHE CPOKOB MCKOBOH AABHOCTH,
YCTaHOBJEHHAIX MPAXXTAHCKUM 3aKOHORATEILCTBOM.

5. PasMep cTpaxoBo#l CyMMEI 10 AOTOBOpY 06A3aTeNBHOTO CTPaXOBaHHS
COCTaBJISeT 1Ba MHTHOHA pyOeil.

6. Pazmep cTpaxoBol BHHITaTBI MO  JAOTOBOPY  00A3aTENBHOrO
CTpaXOBaHHA COCTaBJISET:

1) B caydae cMmepTH nauueHTa - ABA MWUIMOHA pyOaeH Ha KakIoro
MalHeHTa, YYaCTBOBABIIETO B KIHHMYECKOM UCCNEA0BAaHUH OUOMEAUIIMHCKOro
KJIETOYHOTO NPOAYKTa;

2) TIpH YXYAUICHHHN 3A0pOBbA MAUHEHTA!
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a) moBNeKIlieM 3a coboil yCcTaHOBNEHHe UHBANUAHOCTH | rpynnsl - oguH
MHJUJIHOH TIATECOT ThHICSAY pyOJiell Ha KaKAOro MalMeHTa, y4acTBOBABLIETO
B KJIMHHYECKOM HCCieJOBAHUM OHOMEIHLMHCKOTO KIIETOYHOTO IPOAYKTa;

6) nosnexinem 3a coboif yctaHoBNeHUe HHBANHAHOCTH 1l rpymnmel - oaun
MUIUTHOH pyONiell Ha KaxJoro manMeHTa, YYacTBOBaBHIETO B KJIMHHYECKOM
McceIoBaHUU OMOMEIUIMHCKOTO KIIETOYHOTO NPOAYKTa;

B) noBiieKiieM 3a coboif ycraHopneHHe uHBanupHocTH Il rpynner -
NATBCOT THICAY pyOsiell Ha  KakaOro IMAuWeHTa, YYacTBOBAaBUIETO
B K/IHHHYECKOM HCCIIEOBAaHUHM OHOMEAMLIMHCKOTO KIIETOUHOTO NPOYKTa;

r)He nOBieKIleM 3a coboH YCTaHOBNEHHE WHBATMAHOCTH MIH
IIOBJICKIIEM  YBEJHYEHHE CTENEHH OrpaHHUYeHHs O KH3HENeATeNbHOCTH
uHBanHAa 6e3 H3IMEHEHHMA TPYNNH HHBANMZHOCTH - He Oojice uyeM TpHCTa
ThicSd pyOneii Ha KaxJOro NauUeHTa, Y4YacTBYHOWEro (y4acTBOBaBLIEIO)
B KIMHHYECKOM HCCNEROBAaHMH OHOMEIHIMHCKOrO KICTOYHOrO MNpOayKTa,
HCXOAA H3 HOPMATHBOB, OTPAXAIOLUIMX XapaKTep M CTENEHb [OBPEXICHHUS
3M0pOBBA, @ TaKKe (AKTMYECKH NOHECEHHBIX IaHWEHTOM. pacXojOB Ha
MEANLMHCKYIO TTIOMOlb, NMpHOOpeTeHUEe JIEKApCTBEHHBIX CPEACTB, pacXxojos,
CBA3aHHBIX C HOBPEXKACHHEM 310POBbA.

7. PasMep CTpaxoBhIX BBIILIAT MOXeT ObITH YBEJIHYEH HA OCHOBaHHU

PEIUCHHA Cya.
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8. HoroBop 00s3aTeNLHOr0 CTPAaxXOBaHHA 3aKMIOYaeTCs Ha  CpoK,
OXBATBIBAIOIIMH  NepuoA  TMpPOBeAeHHA  KIMHUYECKOTO  MCCIEeIOBaHus
OHOMEeAULIMHCKOTO KAETOMHOrO MPOAYKTa, ¥ He MEHee YeM Ha OJIHH FOJ[ Mociie
OKOHYaHUA TPOBEACHUA KIHHUYECKOTO HWCCIeAOBaHUsA OMOMEIUIIMHCKOrO
KJIETOYHOTO MPOAYKTa.

9. YcnoBus poroopa o0sa3aTeNBHOrO CTPaxOBaHMA, B TOM YHCIIE
cTpaxoBble  Tapudsl 10  00A3aTeNEHOMY  CTPaXOBaHMIO, TNepeyeHb
HeOOXONUMBIX JIOKYMEHTOB UIA OCYIIECTBICHHS CTPAXOBOl BHIILIATEL,
NOPAROK YCTaHOBNEHWSA CTpaxoBaresnieM HHAMBUAYAIILHOIO
HACHTHPUKALMOHHOIO  KOZa  TAlUeHTa, MNopsfok  HHOOpMUpPOBaHHA
CTpaxoBaTeNEM  CTPaxXOBIHMKaZ O I[IPHBICYEHHBIX K  KIHHHYECKOMY
HCCIIEROBAHHIO OHOMEINLIMHCKOTO KNETOYHOTO NPOAYKTa ALHEHTOB, OPAROK
YIUIaTHl CTPAaXOBOH NMpPeMHH, NOPSAOK PEalu3aluM ONpeieIeHHbIX HACTOSALIMM
PeeparbHEIM  3aKOHOM M ApPYruMH  (¢eepalbHBIMH 3aKOHaMH TMpaB H
00s3aHHOCTEl CTOpPOH, HOPMATHBBE, OTPAKAKIUME XapaKTep H CTeNeHb
MOBPEKACHUA 3RXOPOBbA 110 JOFOBOPY 00A3aTENBHOrO  CTPaxOBaHHA,
YCTAaHABAMBAIOTCS THIOBBIMU [IPaBHIaMH 00S3aTENLHOTO CTPAXOBAHUA KHU3HU
¥ 300poBbS MNAl[MeHTa, YUYACTBYIOLIEro B KIMHHUYECKOM HCCIeAOBaHHH
OUOMEAHIIMHCKOTO KJIETOYHOTO TIPOAYKTA, yTBepinaemsie [lpaBHTenscTBOM

Poccuiickoii ®enepannu (Janee - THIOBLIE IPaBHa).
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10. B cnyqyae npuyHHeHHA Bpeda XH3HH NaUMEHT4, yJ4acTBOBABUIETro B
KIMHHYECKOM MCCNEoBaHHH OMOMENMLMHCKOro KIETOYHOTO IPOAYKTA,
BRICOIONpHOOpeTATENs MY 10 JOFOBOpPY  00A3aTENbHOIQ  CTPaXOBaHUsA
ABNAIOTCS TPaskAaHe, HMEIOLLNE [TPaBo HA BO3MEIIEHHE Bpelia B ClIy4ae CMepTH
KOPMHJIbU2 B COOTBETCTBHH C TIPaXKIHCKHM 3a3KOHOZNATENBCTBOM, [pH
OTCYTCTBHH TakHMX TPaKAAH - POAUTENH, CYNpPYTH, AeTH yMEpILUEro [ALHEHTa,
YyYacTBOBaBLUET0O B - KIHHMYECKOM  HCCIIENOBAaHHH  OHOMENHMIIHHCKOIO
KIETOYHOIO NPOAYKTa, B CJIy4Yae CMEpPTH [MaUHEHTa, Y4acTBOBAaBIUESro B
KIIMHAYECKOM HCCeIOBaHHM OHOMEJHIMHCKOro KJIECTOYHOrO MpOZYKTa W He
UMEBLIETO CAMOCTOATENRHOIO HOXOAA, - TPAKIAHE, HAa HIKIWBEHUU KOTOPHIX
HaXOAMJICS TAllHEHT, IIPU BO3MELLEHHH PacXoJoB Ha MNorpebeHHe NalieHTa,
YYaCTBOBaBUIEI0 B  KIHHHYECKOM  MCCIeOBaHHM  OHOMEOMLIHHCKOro
KJIETOYHOrO HpOAYKTA, BEIroAonpuodperateneM no A0ropopy 0643aresbHOro
CTpaXxOBaHHA ABNAETCA JHIO, NOHECIIEE TAKHE PACKOABL

11. CtpaxoBas BeIIaTa B ¢4YeT BO3MEIUECHHsA Bpela, NMPUUHHEHHOrO
JKM3HH  TIANMEHTa, YYacTBOBABUIET0 B  KIMHHYECKOM  HCCIeAOBaHWU
OHOMETHIIMHCKOTO  KJETOYHOrO  MPOAYKTA, pacnpeaenserca  Mexnay
BHIrOACHPUHOOpETATENAMH NPONOPLIHOHANBHO HX KOJTMYECTBY B PABHEIX BOJAX.

12. [Tpu HacTymieHHM CTPaxoBOro CJIydas NauHeHT, Y4acTBOBaBUIUI B
KJIIMHHYECKOM HMCCNEAOBaHHH OHOMEAMUHHCKOrO KIETOYHOTO MPOAYKTa, WM

BEIFrOJONpHOOpEeTaTENs HMO AOroBopy oO6sA3aTENBHOrO CTPaxoBaHMA BIIpase
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[peabABHTh HENOCPEeNCTBEHHO CTPaxoBIUHKY TpeboBaHHe O BO3MELUEHHH
NPUYUHEHHOTO Bpeja. CTpaxoBas BHHLIATA OCYINECTBNAETCA CTPAXOBLINKOM B
TeUeHHe TPUALIATH AHeH co JHA NpeacTaBieHHs HEOOXOAUMBIX AOKYMEHTOB.
[TauneHT, y4acTBOBaBIUMH B KIMHHYECKOM HCCAEAOBaHUM OHOMEIHUHHCKOrO
KJeTOYHOro  MpOAYKTa, WM  BbirofjonpHoOperatens MO  JOrOBOpPY
o0A3areIbHOrO  CTpaxoBaHUsA 0O0A3aHbl COOOLIMTE CTPaxoBIIMKY  JNA
OCYHIECTBIICHUS CTPaxoBOil BRIIUIATH HHAMBHAYIBHEIA HICHTHOHKAHOHHEBIN
KOJ NMaUWeHTa, YCTAHOBJICHHBIH CTPaxOBaTENeM B COOTBETCTBHH C THIOBHIMH
NpaBUaMy 0043aTENBHOTO CTPAXOBAHHUA.

13. lo nonHoro ompeAecfieHHA pasMepa MNOLICKALIET0 BO3MEHICHHIO
BpeJa CTPaXOBIIKK 10 3aABJICHHIO MALHEHTA, YYaCTBOBABIUETO B KIHMHUYECKOM
HCCNefOBaHUU OUOMENHIMHCKOTO KJETOYHOI0 IMPOAYKTA, HIH 3asBJACHHIO
BLIFONONIPUOOpETATENS BOpaBe OCYIIECTBATH YacTh CTPaxOBOH BHINJIATHI,
COOTBETCTBYIOLIYIO paKTHYECKU ONpPEAE/IEHHON YacTH IPpUYHHEHHOTO BpEaa.

14. Ctpaxopad BhIIUIaTa B COOTBETCTBUH C JOroBOpoM o0A3aTeNsHOro
CTPaxXxOBaHHA OCYIHECTBIIETCS HE3aBHCHMO OT BHIIUIAT, NPHYHTAIOIUXCA MO
JApPYTHM BHJAM CTPaXOBaHHUA.

15. He pomyckaeTcs y4acTHE MallMeHTa B MPOBEeJeHHH KIHHHYECKOro
Hccae/I0BaHuA OHMOMEANLMHCKOTO KIETOYHOrO0 MPOAYKTa NPH OTCYTCTBHMH

ZIOroBOpa 0043aTENBHOTO CTPAXOBaHUA.
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16. Koutpons 3a  McOOJIHEHHEM  OpraHuzauued,  NOJy4YHBme
paspellicHHe Ha NMPOBEACHHE KIMHHYECKOro HCCIeROBaHUA OHMOMETHUHHCKOTO
KIETOYHOI0 NMPOAYKT2, YCTAHOBICHHONH HacTofllEH cTaThbeil 00A3aHHOCTH MO
CTPaxOBaHMIO JKU3HH, 300POBbs MALKUEHTa, YYAaCTBYIOIIEro (y4acTBOBABIIEro)
B KIMHHYECKOM HCCAETOBaHUH OHOMEIHLUHCKOIO KIIETOYHOIO HPOAYKTA,
OCYUIECTBIISIETCA YNONHOMOYEHHEM (eAepaIbHEIM OPraHOM HCIIONHUTEIbHOH
BJIACTH, BHIZAABUINM paspelleHUe Ha IpoBeJeHHE KINHHYECKOTO HCCIEA0BaHusA
6HOMETULIMHCKOTO KIIETOYHOTO NMPOAYKTA.
InaBa 6. Moayuenue Guosiormyeckoro marepuana ann

NpPOH3BOACTBA GHOMEANIMHCKOr0 KIETOYHOTO
ApoayKTa

Crares 40. YcjioBHA moJiydeHus OHOOTHYECKOT0 MATEPHAIA
y ACHOPA A1 NPOH3BOACTRA OHOMEIHUHHCKOIO
KJETOYHOr0 MPOAYKTA

1. TTonyyeHue 6HONOrMYECKOro MaTepHaia INpH NPHXH3HCHHOM
JOHOPCTBE OCYIIECTBIIAETCA:

Dy COBEPILCHHOIETHErO AeecnocoOHOro JTHLA 6o
HECOBEPHICHHOJIETHETO JINIA, OOBABAEHHOTO B YCTAHOBJICHHOM 3aKOHOM
nopsAgxe  MONHOCTBIO  JieecnocOOHBIM,  Mpomiefmero  MeAMHHHCKOE -
obcnenopanyie ¥ BrIpasuBIIero HHGOpMUpoBaHHOe JOOPOBONBHOE COrjlacHe B
MucbMeHHOH (opMe ©Oe3BO3Me3XHO NpPH JKM3HH [PEROCTaBATH CBOM
O6MOJIOrHYeCKHI MaTepuat AN NMPOH3BOACTBA OHOMEIUIMHCKOrO KIECTOYHOTO

NPOAYKT;
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2)y HECOBEPIUICHHONETHETO nyua, 3a UCKITIOYEHUEM
HECOBEpLICHHONETHEr0 JIMUa, yKazaHHoro B mnyHKTe 1 uacti 1 Hactosiei
CTaTbH, 2 TAKXKE JIKL@ B YCTAHOBJICHHOM 3aKOHOM IIOpsAKE, MPH3HAHHOTO
HeJeeCnOCOOHBIM WIM  OrpaHHYEHHO  JeeCroOCOOHBIM, MpH  HaNUIuH
UHPOPMHPOBAHHOIO AOOPOBONBLHOrO COIJIACHS B MHCHMEHHOH ¢dopMe OIHOTO
U3 poaureneil wnd  ero  3akoHHoro mnpexacrasutens. [lomydenue
OHONOrMYIECKOTO MaTepHala Ipd MPHXKHIHEHHOM JOHOPCTBE Yy  JjIl,
YKa3aHHbIX B HACTOsIEM IIyHKTe, HNOMYCKaeTcs TOJBKO B CIydasdX, Koraa
OHOMEIHLIMHCKHH KJIETOYHBIH HPOAYKT NpedHa3sHa4YeH MNd NpUMEHEHM:A
HCKITIOYHMTENBHO Y 3THX JIMI WIM Y MX POACTBEHHUKOB - GHONOrHYECKHX
poautreneii (poIHHX Hereil, poXHBIX OpaTheB U POAHBIX cecTep).

2. JInuo, ykazaHHoe B myHKTe | yactu 1 HacTOAmIECH CTaThH, MPH JKHU3HU
MOXeET BBIpa3UTh CBOE BOJCU3BABICHHE O COIJIACHM WM HECOrlacuM Ha
IIpefOCTABNIEHHE ero OHONOrHYecKOro Marepuania nocie ero cMepTH AJis
IIPOU3BOACTBA GHOMEIUIMHCKOTO KIETOUHOIO MPOAYKTa MUCHMEHHO B dopMe
3ASBJICHUS, COCTABIEHHOTO B ABYX 3K3EMIUIAPAX, 3aBEPEHHBIX PYKOBOJHTENIECM
COOTBETCTBYIOLEH MeAULUHCKOH OPraHM3alMH HWIM YIOJHOMOYEHHBIM 3THM
PYKOBOAUTENEM JIMLOM JIHO0 HOTApHANBEHO, U XPAHAINUXCA COOTBETCTBEHHO Y
JMIA M B €r0 MEAMLMHCKOH NOKYMEHTALMH B MNOpAAKE, YCTaHOBJICHHOM
YIOJHOMOYEHHBIM (eiepalibHbIM OpPraHoM UCIIONIHUTENBHOM BIacTH.

3. ITosmyyenne  OHOJOrHYECKOTO  Marepuana Ui  NPOU3BOLACTBA
OMOMEIHIMHCKHX KIETOYHBIX NPOAYKTOB MPH IOCMEPTHOM HOHOPCTBE HE

OOIIYCKACTCA, €CJIH NIpH JXH3HHU JIMUO, YKd3aHHOC B HYHKTG] yacTtH 1
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HACTOMLIEH CTaTBU, BRIPA3WIO CBOE BOJEH3BABACHHE O HECOFaCHH Ha
npedocTaBieHne ero OHOJIOTMYECKOro MaTepHala Moclie CMepTH  Aas
NPOU3BOACTBA OMOMEOMLMHCKOTO KJIETOYHOIO NpOAYKTa B YCTHOH (dopme
MEIUIIMHCKUM pabOTHUKaM MEAMUMHCKOH OpraHH3allHd B MPHCYTCTBHH
CBHACTeNeld M jJaHHbie 00 DTOM BHECEHBl B MEAMUHHCKYIO IOKYMEHTALHIO
rpa}K,uaHnHé B MNOPAJKE, YCTAHOBIECHHOM YHOJHOMOYEHHLIM (elepalbHEIM
OpraHoM HCINOJIHMTENRLHON BIIACTH.

4. B cnayyae OTCYTCTBHA BBIPAXXEHHOTO NpPU XU3HM BOJICU3BABIEHUS
JIALA, YKa3aHHOro B MyHKTe | 4acT | HAcTOdALUEH CTaThH, B OTHOINCHUHM
HOCMEPTHOTO JAOHOPCTBA MONy4YeHHE ero OMOJIOrHYecKoro Marepuana MHocie
CMEpPTH MAJI1 IPOU3BOACTBA OHOMENULHHCKOro , KICTOMYHOTO MPOAYKTa
IOMYCKAacTCs [pH HANMYHU COrJIacuf CyIpyra ymepliero, a TMpH €ro
OTCYTCTBHH - OJHOr0 H3 POJCTBEHHHKOB (JI€TH, POIMTEIH, YCBIHOB/ICHHBIE,
YCBIHOBHTENH, pOAHBIE OpaThs W pPOHHBIE CECTpel, BHYKH, AeAylKa H
6abylka), BEIpaXEHHOT0 HHCBMEHHO B (OpMe 3asiB/ICHHA, 3aBEPEHHOro
PYKOBOOMTENEM MEIUIMHCKOM OpraHM3alMd WM YNOJHOMOYEHHBIM 3ITHM
PYKOBOAUTENEM HULIOM AHOO HOTAPHAIBHO.

5.1lpy HanuyH¥ BONCH3IBABICHWSA YMEPIIEro JIMLA, YKa3aHHOroO B
nyHkte | wactm | HacTofmieil CTaTbH, BBIPRKEHHOIO HM IMIPH KHU3HH, O
COTNIaCHH WM HECOrNaCMM Ha [peJocTaBjleHHE ero OHOIOrHYECKOoro
MaTepHaia Hocle CMEpPTH AMA NPOH3BOACTBA OGHOMEAMUMHCKOIO KIETOYHOIO
NPOAYKTA M 3aABACHHA CYNPYra yMepiiero Jubo poACTBEHHHKOB, YKa3aHHBIX B

4acTH 4 HacTosmeld CTaThH, HE COBMANAIOIIMX MexOy coOoif, Ipu peLIeHuH
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BOIIPOCa © BO3MOXHOM JOHOPCTBe OHOJIOTHYECKOr0o MaTepuana ans
IPOU3BOACTBA OHOMEAUUHMHCKONO KJIETOYHOTO MNPOAYKTa NPHOPUTET UMeEeT
BOJIEU3BSIBIICHHE YMEPIIEro rpaXKIaHuHA.

6. ITopsipox MeauuMHCKOro ofciaenoBaHud JOHOpa OHOJOTHYECKOrO
MaTepyana JUIsS  BBHISIBIEHHS  NPOTHBOIMOKa3aHWH i1 NONydeHus
OUONOrHYecKoro MarepHana B LENSIX HPOU3BOACTBA OHOMEIUUHHCKUX
KJACTOYHBIX TPOAYKTOB, BKNIOYas TECTUpOBaHHE Ha  HOCHTENBCTBO
HHpEKUHOHHBIX arcHTOB, U IMEpedYeHb NPOTHBOMOKA3aHWi (abCOMOTHBIX M
OTHOCHTENBHBIX) 1A HOJTyYeHUs] OHONOTHYEeCKOro MarepHana
B IeNsX INPOM3BOACTBA  OHOMEOMIHHCKHX  KAETOYHBIX  IPOJYKTOB
YTBEPHIAIOTCA YIIONHOMOYEHHBIM (peAepalbHBIM OpraHOM HMCNOJHHTENBHOH
BJIACTH.

7. llonyueHue GHONOTHYECKOrO MAaTEpHANa NPH OCMEPTHOM JAOHOPCTBE
He JONyCKaeTCA:

1)y yMepiero HeCOBEpLUCHHOICTHEro JIHI[A, 32 HCKIIOYEHHEM
yKa3aHHoOro B nyHkTe 1 4actd 1 HacTosimel cTaTby, WM JIMIA, HPH3HAHHOIO B
YCTaHOBJIEHHOM 3aKOHOM NOpPSAKe HelleeCOCOOHbIM;

2) IpH OTCYTCTBHM OZHOBPEMEHHO BOJIEH3bABICHHSA, BHIPAXEHHOTO TIpU
XU3HU JIULOM, YKA3aHHBIM B MyHKTe | yacTu | HacToALIEeH CTATHH, O COrNacuu
Ha MpeNoCTaBjieHHe ero OHOJIOrMYecKoro Matepuaia mnocjle cMepTH AN
NPOU3BOACTBA OHOMEAMIUHCKOTO KNETOYHOrO MNpOAYKTAa H COIJIACHH €ro
cympyra (Cynpyrud), a INnpH HX OTCYTCTBHH - OJHOTO U3 DOICTBEHHHKOR,

YKa3aHHbIX B HaCTH 4 HacTosawel cTaThil.
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8. ®opMa HHGOPMUPOBAHHOTO JOOPOBOJIBHONO COTMIACHA  JOHOpa
npefocTaBUTh CBOMl  OuonoruwvyeckWii MarepHan JAA8  HpPOHU3BOIACTBA
OUOMEANITHHCKOrO KJIETOYHOTO TpPOAYKTa, ¢opMa COracus 3aKOHHOTO
NpeACTABUTENA HECOBEPLICHHONIETHETO JIMa M JMUa, MPU3HAHHOrO B
YCTAHOBNIEHHOM  3aKOHOM MNOpAAKE HEReecHOCOOHBIM, B  OTHOLICHHH
npegocTaBieHnA  Ouonordyeckoro  Marepuana  JUii MPOM3BOACTBA
6HOMETHIIMHCKOro IJIETOYHOIO MPOAYKTa B CyvasX, YKa3aHHBIX B 9acTsax 1 H
4 Hacroswed cTaTbH, YTBEPXXHAIOTCH YNOJIHOMOYEHHBIM (heAepalbHBIM

OpraHoMm HCIOJHUTENBHON BAACTH.

Crateg 41. IIpasa n 06si3aHHOCTH A0HOPa GHOTOTHYECKOTI O
MaTepHa/ia npH NPHEXAHEHHOM JOHOPCTBE,
poauTeNeil H HHBIX 3aKOHABIX NPeACTABHTe€l AOHOPa
OHOJIOrNYeCcKOro MaTepHaia

1. JloHop OHonoruseckoro Marepuala IPU NPHKH3HEHHOM JOHOPCTBE
HJIH €r0 3aKOHHBIH IIpeJCTaBUTeNE HMEET NPABO:

1)na wundopmuporanne B JocrynHoil ¢opme o OGUOMEAULIHHCKOM
KJIETOYHOM TIpOAYKTe, 1A MPOM3BOACTBA KOTOPOro MNpeAOCTaBIACTCA
OHONOTMYEeCKHH  MaTepHan, NopsAKe TMONy4YeHWs W  UCHONb30BAHHA
OHONOrHYECKOTO MaTtepHana AOHOPA, BO3MOXHBIX TMOCACACTBHAX H3BATUA
OHONIOTHYECKOTO MaTeprana JUis 340poBbs JOHOPA;

2) 3apaBark J0OLIE BOMIPOCHI, CBA3AHHBIE C NPEACTOALMM MEIHMUHHCKUM

BMCIATC/IBCTBOM, H IIONIY4YaTh HA HHX ITOJIHBIC OTBCTEI;
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3) oTkazateca B JII000H MOMEHT A0 HaYana H3BATHA OUONOrMYECKOTO
MaTepHaia oT ero NpeaoCTaBlIeHuUs.

2. JloHop GHOsIOrH4ecKOro MarepHaia Npd NPHKH3HEHHOM JOHOPCTBE
(ero 3aKOHHEIU NpencTaBUTENb) 00A3aH COODINNUTE:

1) n3BecTHBIE My CBEAEHHUS O NEPEHECEHHHIX JOHOPOM H HMEIOUIUXCA Y
noHOopa 3a0oNeBaHKsX;

2) 06 ynorpebneHHH NOHOPOM HAPKOTHYECKHX CPENCTB, NCHXOTPOIHEIX
BEUIECTB, JICKAPCTRBEHHBIX [IPEIapaTos;

3) unyro uHbopMauMIo, MPEACTABAMIONLYIO 3HAUYCHHE IUIA obecrieyeHus
Ge3onacHoro JOHOpPCTBa GUOTIOrHYecKOro MaTeprana.

2. lonop OMONOrHYECKOro MaTepHana MpH NPHXH3HEHHOM JOHOPCTBE
o0s3ad npoiTH MeauuMHCKoe oOcnegoBaHHe, BKIIOHAd TECTHpOBaHHE Ha
HOCHTENBCTBO HHPEKIHOHHBIX areHTOoB.

3. lorop OHoslorHYECKOro MarepHana NpH IPHKM3HEHHOM AOHOPCTBE
(ero 3akOHHBIA NPEACTABHUTENB), YMBILLIEHHO CKPBHIBIIMA WIH HCKa3HBILIHA
U3BECTHBIE €MY CBEAEHHS O COCTOAHHH 3HOPOBBA AOHOPA MPH OCYLIECTBICHUH
UM NPHXH3HEHHOro AOHODPCTBA, B pe3yJbTare Yero NpuYHHEH Bpel 340POBBIO
U OKM3HH TalHMeHTa, MEIUINHCKUX paOOTHUKOB, HHBIX JIMI, HECET
OTBETCTBEHHOCTH,  YCTAHOBJACHHYI)  33KOHOZATEeNbCTBOM  Poccuiickoit

denepaum.
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Crarpsg 42. OpraHH3amiH, B KOTOPLIX OCYileCTRJISAETCS NOJIYYeHUE
(M3BATHE) OHONOrHYECKOro MATEPHAAA A
TIPOU3BOACTBA OHOMEAHIMHCKHX KI€TOYHBIX IPOAYKTOB

I. Monyyeune (U3pATHe) OHOMOrHYESCKOrO MarepHana OT JOHOpa
OUOJIOTHYECKOTO MaTeprana Ui MpOoU3BOACTBA OHOMEIHUMHCKUX KAECTOYHBIX
HNpOAYKTOB, MEAULIMHCKOe OOCNEAOBAHHWE B CBS3M C 3TUM JOHOpa B LENAX
BBISABJIEHHS TIPOTUBONOKA3aHUH IS NoyyeHHs (M3bATHA) OHONIOTHYECKOro
Marepuana, BKIKYaA TeCTHPOBAHHE Ha HOCHTENbCTBO HHOEKLHOHHBIX
areHTOB, OCYILECTBIAKOTCS B OpraHM3alMAX, HUMCIOMHX JIMUEH3HIO Ha
MENULUHCKYIO AeATENBHOCTD.

2. OpraHHzaluys, B KOTOPOiHl OCyIIECTBIAETCA MoNydYeHHe (U3BATHE)
OHOJIOTAYecKOro MaTepHana i MPOU3BOACTBa OHOMENMUIMHCKUX KIIETOYHBIX
NPOAYKTOB, PETHCTPUPYeT B CIICLHANBHOM JKypHale Kaxablii chnydail
nonyueHus: (M3bATHA) Ouosornueckoro marepuana. PopMa 4 NOPANOK
BEJlCHHA TAKOrO XKypHana YTBEPKAAKTCA YIMONHOMOYCHHHM ¢eAepanbHbIM
OpraHoOM HCMONHUTEABHOH BIACTH.

3. INonyuenne (13barue) OHONOrNYECKOTO MaTepHana Al MPOH3BOACTBA
OUOMETHIMHCKHX KJIETOYHBIX NPOAYKTOB OCYLIECTBIAACTCA B COOTBETCTBHH
C NpaBWIAMM  OpraHM3aliHM  TPOM3BOACTBA M KOHTpPONId  KadecTBa
OHOMEHLIMHCKUX KIETOUHEIX MPOAYKTOB, YTBEPKAaeMbIMH YIIOTHOMOYEHHBIM

penepasbHLIM  OpraHoOM  MCHOAHMTENIBHOW  BJacTH  (Jasiee - paBUNA
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OpraHH3allii TMPOU3BOJACTBA M KOHTPOJA KayecTBa OHOMEIHIMHCKHUX
K/IEeTOYHBIX NPOAYKTOB).

4. [Tonyyense (U3bsiTHE) OHONOIHYIECKOrO MaTepuana Jfis Ipou3BOJACTBA
OHOMEIULIMHCKUX KJIETOYHBEIX HNPOAYKTOB, MEIHIMHCKOe ofcnefoBaHue B
CBA3M C ITMM JOHOpPa AJS BBIABJICHHSA NPOTHUBOMOKA3aHMH His IOJIYYECHHS
(M3paATUA) OUONOTHYECKOrO MaTepuana, BKTOYas TECTHPOBAHHE Ha
HOCUTENLCTBO  HHGEKUHOHHBIX  areHToOB,  XpaHeHHe M INeperaya
Ouonoruyeckoro MarepHajia IMPOHU3BORUTENIO OHOMEAHIMHCKHX KAETOYHEBIX
MPOAYKTOB OCYIIECTBIAIOTCA 33 cuYeT [POM3BOAUTENA OHOJOTHYECKHX
KJIETOYHBIX NPOAYKTOB HAa OCHOBaHMH [OroBOpa MeEXIY OpraHW3alHei,
MMEIOIIEH JIMLEH3MIO Ha OCYHISCTRICHHE MEAMIMHCKON JesTesibHOCTH,
U NIPOH3BOAUTENEM OHOMEAUIMHCKUX KIETOUHBIX [TPOYKTOB.

I'napa7.  IIpom3BoacTBO H MAPKHPOBKa OHOMEAHIHHCKHX
K/JeTOYHBIX NPOAYKTOB

Cratbs 43. [IpoH3BOACTRO ¥ NPOAAKA SUOMEARNHHCKUX KIACTOYHLIX
NpoAyKTOB

1. IlpousBoacTBO OMOMeIMIUHCKUX KJIETOUHBIX MPOAYKTOB
B Poccuiickoli demepauyn ocyliecTBIsETCA OPraHU3auUAMH, HMEIOLIMMH
MUIEH3UI0O HA  OCYIIECTBIACHHE  JEATENIBHOCTH IO  MPOM3BOJACTBY
OromMe IUUHCKHUX KAETOYHRIX MPOAYKTOB (Aaiee - MPOHU3BOINTENH ).

2. O0s3aTenbHBIM  YCAOBHEM  TIPEJOCTaBASHMS  JMUEH3HW  Ha

OCYLIECTBIICHHE  OEATENBHOCTH 1O  HAPOH3BOACTBY  OHOMETUUMHCKHX
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KACTOYHBIX MPOAYKTOB ABJIAETCA INPWIOKEHUE K 3adABACHHIO COHCKATENs
JVLEH3NH, B KOTOPOM YKa3blBaercs TUN OUOMEIUIUHCKOTO KJIETOYHOIO
npoaykra (ayTONOTUYHBIH, aNIOreHHBI, KOMOWHUPOBAHHBIH), KOTOpHIii
IPOU3BOAMTENND  OMOMEHMLMHCKOIO  KJIETOYHOrO  MpPOAYKTAa  HaMepeH
TIPOXU3BOIYUTE.

3. He pomnyckaercs NpPOM3BOJUTENAMH OMOMEIHIMHCKUX KIIETOYHEIX
HNpOAYKTOB POU3BOACTBO He 3aperucTprpoBaHHbiX B Poccuiickoit Penepaiuu
OUMOMEIUIIHHCKUX KHETOYHBIX NpPOAYKTOB, 32 WCKIIOYEHHEeM Cclydaes
IIPOM3BOACTBA OHOMEHHIIMHCKMX KJIETOYHBIX MPOAYKTOB Jnd  Lenei
JOKJIMHUYECKHX H KJIIMHUYECKUX UCCIeAOBaHHUH.

4. [TpousBoacTBo OHOMEAULIMTHCKHX KIETOUHEIX NpOAYKTOB
ocyllecTBisieTCs ¢ coOmrofeHHeM TpeOoBaHWil  perjlaMeHTa, KOTOpPBIH
YTBEPKAACTCS PYKOBOAUTENIEM NPOH3BONUTENS OHOMEOHUMHCKHX KIETOYHBIX
IPOAYKTOB H BK/IOYaeT B ce0s mepedeHb UCMONb3YEeMbIX KJIETOYHBIX JIMHHM,
¢dapMalieBTHYECKHX CyOCTaHIMIA, MEAULHMHCKHX H3AESIUH U BCIIOMOraTeNlbHbIX
BELUECTB ¢ YKA3aHHEM KOJNHYECTBA KOKAOTO U3 HHX, AAHHBIE 00 HCIIOJIB3YEMOM
obopyaoBaHHH, ONMKCaHKe TEXHOJIOTHYECKOro fpouecca ¥ MeTO0B KORTPOJIA
Ha BCeX JTanax MpoU3BOACTBA OMOMEANUNHCKHX KIETOYHBIX NPOAYKTOB.

5. [pon3BoacTBo OHOMEAMUHHCKHX KJIIETOYHBIX HPOAYKTOB HOJIKHO
COOTBCTCTBO‘BaTI: NPaBHIIaM OpraHH3aluMH NMPOH3BOACTBA U KOHTPOJIS KayecTBa

6HOMCJ1H].[HHCKHX KJIETOYHBIX NPOAYKTOB.
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6. 3anpemaercs Mpou3BOACTBO:

1) GuOMEAMUMHCKHX KJIETOYHBIX MOPOJAYKTOB, HE€ BKJIIOYECHHBIX B
FOCYRApCTBEHHBIH peecTp OUOMEAULHHCKUX KIETOYHBIX TPOAYKTOB, 3a
HCKJIIOYeHneM OHOMEAUIIMHCKUX KJIETOYHLIX NPOAYKTOB, MPOM3BOAHMBIX AJI%
Lenei JOKIMHUYECKNX Y KIIMHMYECKHX HCCIIe0BaHMIi;

2) danecudUHpOBaHHBIX OHOMEANUMHCKUX KIETOYHBIX IPOAYKTOB;

3) OnoMeUUMHCKUX KJETOYHBIX MNpOAYKTOB ©Oe3 JHMLeH3HH Ha
OCYyILIECTB/ICHHE  JIEATENLHOCTH 110  TPOU3BOACTBY  OHOMEAHLIMHCKHX
KJICTOYHBIX NPOAYKTOB;

4) ONOMeIMIHHCKUX KIETOYHBIX MPOAYKTOB ¢ HApYLICHUEM INPaBHI
OpraHH3alMM TNPOM3BOACTBA M  KOHTPOJS KauecTBa OHOMEIHIMHCKHX
KJIETOYHBIX IPOAYKTOB.

7. ipu BBOJIc OHOMEAHLIMHCKUX KIETOYHBIX MPOAYKTOB B IPaKIaHCKHI
060poT YMOJHOMOYECHHOE JIMLO MPOH3BOIUTENS GHOMEIHIIMHCKUX KIIETOYHBIX
MIPOAYKTOB OCYIIECTBJISET NOATBEPKIAEHHE COOTBETCTBUA OHOMEIMIIMHCKMX
KJIETOYHBIX  MPOAYKTOB  TpebGoBaHHAM,  YCTAaHOBJIEHHBIM  MMPH  HX
rOCyJapCTBEHHOM perucTpaildd, U TCapaHTHpyeT, 49TO0 OHOMeIULUHCKHE
K/ACTOYHEIE MPORYKTHl TPOM3BEACHHL B COOTBETCTBHH ¢ [paBH/IaMH
MPOM3BOACTBA H KOHTPOJIA KaueCTBa OHOMEARUMHCKHX KIIETOYHBIX TPOAYKTOB.

3. YIOMTHOMOYEHHEIM  JIHLHOM  NpPOM3BOJHTENA  OHOMeNHMLIMHCKHX
KIIETOYHBIX MOpPOAYKTOB fABJsgeTcs ero paboTHHK, aTTecTOBaHHEI B

YCTaHOBNICHHOM YTIOJHOMOYEHHBIM efiepaiibHBIM OPraHOM HCHOMHUTEABLHOMN
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B/IACTH MOpPAAKE, UMEIOUIHHA BoIcLIee 0Opa3oBaHHE COOTBETCTBEHHO MO OZHOMH
U3 CieuHanbHOCTeH U (WIK) OQHOMY K3 HanpaBlieHuit noaroToBky (6Honorus,
GHOTEXHOJIOTHA, BeTepHHapHi, ¢apmauus, ¢yHAaMeHTATBPHAd MEAUIHHA,
XUMHYECKast TEXHOJIOTUA) M Mpomemunii ofydeHue no AOHONHUTENBHOM
npodeccHOHanbHOM NporpaMMe HOBHILCHHA KBaMM(pUKAUUH RO BOIpPOCaM
NpUMeHeHUs OHOMEJHIMHCKUX KIETOYHBIX IPOAYKTOB.

9. Ilpomssoguten OMOMEIMIMHCKAX KIETOUHBIX HPOAYKTOB MOIYT
OCYIIECTBJIATh Mpojgaxy OHOMEAMLHHCKUX KIETOMHBIX HNPOAYKTOB WIH
NepeaaBaTh HX:

1) apyruM npou3BOAHATENSM OHOMEAMIHAHCKHX IJIETOYHBIX NMPOAYKTOB
JUIA TIPOU3BOACTBA OUOMEAUUHHCKHX KJIETOYHBIX NPOAYKTOB;

2) HAY4YHO-HCCNEeI0BATENLCKUM OpraHu3alusIM il b Hay4HO-
HcCIe10BaTENLCKONH paboThl;

3) MEAUIMHCKMM  OpPraHH3aliusM, HMEIOIUM  JIHLEH3HH Ha
OCYIECTBCHHE MEANLIMHCKON AEATENHHOCTH 110 OKA3aHUIO COOTBETCTBYIOMINX
ycnyr (BeIMONHEHHIO paboT).

10. IIpaBuia npojaxs H OOPAAOK nepeaayr OHOMEIHUHHCKHX KISTOYHBIX

NpOAYKTOB ycTaHaBimBaiorcs [IpaBurenscTBoM Poccuiickoii Peaepaunm.

Cratbst 44. MapkHpoBKa OHOMEAHUHHCKHX K/IETOMHBIX NPOAYKTOB

1. BnoMeAMLHHCKHE KIeTOUHBIE MPOAYKTH MOCTYNAlOT B oOpallleRHe,

€CJId:
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l1)Ha HuX nepBUYHON YHNAKOBKE XOpOHIO YUTaeMbIM wIpHGTOM Ha
PYCCKOM S3bIKE YKa3aHBbI:

a) HaMeHoBaHHe OMOMEAULIUHCKOTO KIETOYHOTO NPOAYKTA;

0) HOMep PerucTpPalHOHHOIO YAOCTOBEPEHHS;

B) IPOU3BOJUTEND C YKa3aHNEM HaWMEHOBAHHs, €r0 MECTOHAX0XKIEHHUA !
MECTA MPOU3BOACTBA OMOMEAMUHCKOTO KIETOYHOrO MPOAYKTa;

I) HOMep CepHi;

1) AaTa BHHIYCKa;

€) CPOK TOFHOCTH;

%) YCJIOBHS XpaHEHMS,

3) THN H XapaKTEpPUCTHKA COAEPXKAIMUXCA KIETOK, HX KOMMYECTBO WM
KOHLICHTpALIKS;

H) cocof NpUMeHeHus;

K) TH GHOMEINMIIMHCKOrO KJIETOYHOrO NpoAyKTa (ayTONOrHYHEIH,
aJUTOTeHHBIH, KOMOHHUPOBAHHRII);

) o6beM, pazMep B KOJAMYECTBO A03,

M) NOKa3aHHA K MPHMEHEHUIO;

H) OTCYTCTBHE (HATHYHEe) TECTUPOBAHHBIX HHPEKIIHOHHBIX ar€HTOB;

0) 6UONOrHYeCKHe XapaKTEPUCTUKH OHOMEJHLHHCKOrO KJIeTOYHOIo

nponykra (B ciiyyae HEOOXOAHMOCTH),
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I1) penyIpeAUTeNbHEIE HANUCH;

2) Ha UX BTOpUYHOH (MOTPeOHTENBCKON) YNAaKOBKE XOPOLIO YHTAEMBIM
IPUPTOM Ha PYCCKOM SI3EIKE YKA3AHBL:

a) HaUMEHOBaHUe 6MOMeTUILIUHCKOrO KJIETOYHOTO NIPOYKTa;

6) HOMep PErHCTPaLMOHHOIO YAOCTOBEPEHUS,;

B) NPOU3BOJAUTEND C YKa3aHHEM HAMMEHOBaHM, €r0 MECTOHAXOXIACHUS H
MECTa HPOH3BOACTBa GHOMEMLIMHCKOrO KJIETOYHOrO MPORYKTa;

') HOMEp CepHH;

1) Jata BHINYCKa;

€) CpOK M'OIHOCTH;

) YCIOBHSA XpaHEHUS;

3) THI ¥ XapaKTePHCTHKA COAEPXKAIUXCA KJIETOK, HX KOJIHYECTBO HIIH
KOHHEHTpanus;

1) crocob npuMeHeHHs;

K) THO OHOMEIUIUHCKOrO KJACTOYHOro mnpoAykta (ayTONOrHYHEIii,
ANIOreHHbI, KOMOUHUPOBAHHEIH);

n) o6BeM, pazMep H KOIHIECTRO J03;

M) NMOKa3aHHUA K IPHMEHEHHUIO;

H) OTCYTCTBHE (Hanuyue) TECTHPOBAHHEIX HH(PEKUHMOHHEIX areHTOB;

0) OMONOrHYeCKHE XapaKTePUCTHKH OHOMEAMUNHCKOrO KJIETOYHOTO

ApoAyKTa (B cl1ydae HEOOXOAUMOCTH);

24122941 .doc



113

1) npeaynpenTenbHble HAAMUCH.

2.Ha nmepBUYHYI0 YyHakOBKY H BTOPHUHYIO (TIOTPEOUTENIHCKYIO)
YHaKOBKY OHOMEIHUHHCKHX KIeTOYHBIX NpPOAYKTOB HAHOCHTCA HaJAINHCh
"AyTOonoru4yHeld 6MOMEAUIIMHCKUN KIIETOYHEIN OpOAYKT", HIH "ANIOreHHBIH
OHOMeIMLUHHCKUA  KileTouHbli  Hpoaykr”, wiH "KomOGuHHpOBaHHBIH
GHOMeIUUMHCKUH KICTOUHBIHM NPOayKT".

3.Ha nepeHuHyI0 YNAaKkOBKY M BTOPHYHYIO (TIOTpeGHTENBCKYIO)
YIIaKoBKYy OMOMEIULHMHCKUX KIETOYHBIX MPOAYKTOB, NpeQHA3HAYCHHBIX AJis
KJIMHUYECKMX MNCCIIeNOBaHMWi, HaHOCHTCA Haamuce "JIng KINHHUYECKHX
HCCIIeIoBaHUH".

4. Ha rtpaHCnopTHyW Tapy, KOTOpas He [pejHa3zHaueHa AJs
notTpeOuTENne M B KOTOPYK) IMOMeEleH OHOMEAUIMHCKHE KICTOYHBIH
MPOOYKT, HAHOCHTCA unbopmaLus 0 HaHMEHOBaHWH,
cepun  OMOMENHLHMHCKOTO  KIETOYHOTO  NpOAYKTa, JaTe  BHIIYCKa,
KOJIMYECTBE BTOPUYHHIX (MOTPeOUTENBCKUX) YHAKOBOK, IIPOU3BOAMTENE
OHOMEAUUHHCKOr0 KJIETOYHOrO MNpOAYKTa ¢ YyKa3aHHEM HauMEHOBAHHH,
€ro  MECTOHAaXOXJAeHMs M MecTa [POMU3BOJACTBA  OHOMEIUILHHCKOro
KJETOYHOTO MpOAYKTa, a Takke uHpopMauus O CpoKe TOJHOCTH

6HOMC,IIH IUHCKOrQ KJI€TOYHOTO NpoAyKTa, 00 YCHOBHAX €ro
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XpaHEeHHA W TPAHCIOPTUPOBKH, HEOOXOAUMEIE TpesynpeauTeNbHbIC HANNHCH

H MaHHITYJISITOPHBIC 3HaKH.

5.Ha BropHuHyl (NOTpeOUTENbCKYIO) YIIAKOBKY OHOMENULIMHCKOTO
KJIETOYHOIO IPOAYKTa HAHOCHTCA LUTPHXOBOH KOf.
I'maBa 8.  TpaHcnopTHpoBKa, XpaHeHHE H YHHUYTOXKEHHE
OMOIOrHYEeCKOro MaTepHaNa, GHOMEAHIIHHCKOTO
KJIeTOYHOI'0 NPOAYKTA
Cratba 45. TpaucnopTHpoBKa U XpaHeHHe OHOOrHYECKOr0
MaTepHaAa, KNeTOK /IS APHTOTOBJIEeHHA KAETOYHbLIX
JIHHHH, IPeTHATHAYCHHLIX 1/ NPOH3BOACTBA
OHOMEAHNHHCKOTr0 KJIeTOYHOro NPOAYKTa, a TaKxke
OHOMeAMEHHCKOr0 KJAeTOYHOro NPOAYKTa
1. bronornyecknit Matepuan, KNETKY VIS MPHTOTOBACHHUS KIETOYHEIX
JIHHHI, NpeIHa3HA4eHHBIX AJIA MPOU3BOACTBA OMOMEIMUHHCKOIO KIETOYHOIro
NpOAyKTa, a Takke OHOMEJULIMHCKUH KIeTOYHBI NpPOAYKT HOJDKHBI
TPaHCIOPTUPOBATECA H XPAHHTLCS B YCIIOBUAX, 00ECHEUHBAIOLIUX COXPAHEHNE
nx OHONOrHYECKHX CBOMCTB W MpefoTBpallialolMX WX 3arpsA3HeHHe
XMMHYECKMMH BellleCTBaMH M HHOHULHPOBaHHE.
2. [papuiia TPaHCIIOPTUPOBKH M XPaHEeHHs OUOJIOTHYECKOTO MATEpHaa,
KJIETOK [fs NPHUrOTOBJIEHHMS KICTOYHHX JHHUN, NpeAHA3HAYeHHBIX AJA
MpPOH3BOACTBA OHOMEIHUHHCKAX KAETOYHBIX MPOLYKTOB, OHOMEHMIMHCKHX

KJIETOYHBIX MPOAYKTOB, YCTAHABIWBAIOTCA YNOJHOMOYEHHBIM (eliepalbHEIM

OpraHoM HCTIONMHHUTENRHON BAACTH.
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Ctatesn 46. YHHUTOXKeHHE OMOTOrHYECKOr0 MATEpPHaJia,
HeBOCTPeOOBAHHLIX KJIETOK AJS NPHTOTOBJIECHAR
K/1eTO4HbIX JTHHKI, NpeAHAIHAYEHHBIX AAA
NIPOM3BOACTBA GHOMEIHIHHCKOTO KJIETOYHOro
NPOAYKTA, a TAK}Ke OHOMEUUMHCKHX KJIeTOYHBIX
NPOAYKTOB

1. HeBocTpeGoBaHHEIK OHONOTHYECKH MaTepHall, HeBOCTpeGOBaHHBIC
KJIETKH JAS [PUTOTOBJIEHUA KIETOYHBIX JIMHHH, NpeJHa3HAYEHHBIX ik
Npou3BoACTBa OHOMEAMLIMHCKOrO KIETOYHOrO MPOAYKTA, HeBOCTpeOOBaHHEIM!
OHOMeAHLIMHCKHI KJIETOUHBIH IPOAYKT HE MOI'YT OBITh HCIIOJIE30BaHE B HHBIX
HEJIAX, YeM MPeayCMOTPeHO B HacTosmeM DenepancHoM 3aKOHe, H MOJMEKAT
o0s3aTeNIbHOMY YHHYTOXECHHIO B NOpAaKe, YCTaHOBJICHHOM
3aKkoHoAareNbeTBOM Poccniickoii ®enepaunm.

2. @anscudunpoBaHHbie HNKH HeAoOpOKaYeCTBEHHBIE GHOMEAUIIMHCKHE
KWieTOYHble TMPOAYKTHI MOMIEKAT H3IBATHIO W3 IpakJaHcKoro obopora u
NOCNEAYIOMIEMY YHHYTOKCHMIO Ha OCHOBaHHM peIlICHHA BaAenbla
OMOMEINUMHCKUX KIETOYHEIX MPOAYKTOB U (MJIN) pellieHHs YNOMHOMOYESHHOro
deaepaTLHOTO OpraHa UCTIONMHUTENILHOH BNacTH WM pelIeHuUs cyaa.

3. KontpapakTHeie 6MOMENHIHHCKHE KICTOYHBIE NMPOAYKTHE MOIJIEKAT
U3BATHIO U3 TPAKIAHCKOro 060poTa M YHHYTOXKEHHIO N0 PELICHHIO CYZa.

4. Tlopspok YHHUYTOXEHHSA panbcHPUIMPOBAHHEIX,

HeA0GpOKaYeCTBEHHEIX W KOHTpadakTHBIX OWOMEAHUMHCKUX KIETOYHBIX

npoayxToB yctanasnusaercs [IpasutenstctBoMm Poccuiickoit ®egepanum.
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5. Pacxonbl, CBsA3aHHblE C YHHYTOXEeHWEM (anbcHPHULIMPOBAHHBIX,
HeJOOPOKAYeCTBEHHBIX M KOHTpadakTHHIX OHOMEAMLMHCKHX KJIETOYHBIX
MPOAYKTOB, BO3MELLAKOTCA UX BiaLebLieM.

6. Bnagenenn OMOMENMIIMHCKOTO  KJIETOYHOTO NpPOAYKT2 JOJDKeH
NpeACTaBUTE B YHOJHOMOYEHHHIH (efepasibHBIH OpraH HCHONMHUTENBHOH
BJaCTH JOKYMEHT, NOATBepXAaonii GpakT YHHYTOXEHHS OHOMEANIIMHCKOFO
KIeTOYHOr0 MpOAYKTa, WIH ero 3aBepeHHYy!0 B YCTAHOBJIICHHOM IOpsAKe
KONHIO.

7. YnionHoMoueHHbIH denepanbHelif opraH HCNONHUTENBHOH BIACTH,
NPHHABIIMH pellleHHe 00 YHHYTOXECHUH OHOMEHMLIMHCKOIO KIETOYHOIO
MPOAYKTa, OCYILIECTBAACT KOHTPOJIb 32 €r0 YHHYTOKECHHEM.

Imasa 9.  IIpumenenne GUOMEeRHIHHCKAX KAETOYHLIX OPOAYKTOB

Cratba 47. MeauuuHcKaa NOMOLb ¢ MPHEMEHEHHEM
OHOMEAHIHHCKUX KJIETOYHbIX NPOAYKTOB

1. Meanuuackas noMouls ¢ MpUMEHEeHHEM OMOMEIHUMHCKUX KIETOYHBIX
NPOAYKTOB OPraHU3yeTCA H OKa3bIBaeTCA B COOTBETCTBHH C MOPSAIKOM
OKa3aHHA MEIHLHHCKON TIOMOWH, OOMA3aTeNbHBIM JUIS UCIMONHEHUS B
Poccuiickoit deaepanyn BcemMd MeAULIHHCKUMU OPraHU3ALMIMH, A TalOKe Ha

OCHOBC CTaHIapTOB MEQUIUHCKON NOMOLIH.
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2. IlpuMenenue OHOMe AMLMTHCKHUX KJIETOYHBIX MPOXYKTOB
OCYILECTBIIACTCA B OpraHu3alMsX, UMEIOIMX JHUEH3HI0 Ha MEIULMHCKYIO
AEATENbHOCTD.

3. MeauUMHCKYIO TIOMOIIE ¢ NpUMeHeHMeM  OHOMEIULIMHCKUX
KJICTOYHBIX TIPOXYKTOB MOFYT OKa3bIBATH TOJIBKO MEAHMUHMHCKHE pabOTHHKH,
npoiteqiye obyuyeHUe NoO JONONHUTENBHOH ApodecCHOHATEHOH nporpamme
MOBBILIEHUS KBalU(UKAlMH [0 BOMPOCaM MNpPUMEHEHHs OHOMEAMIIMHCKUX
KJIETOYHRIX OpoaykToB. [IpMMepHEie AOMONHHTENbHBIE NpodeccCHOHANbHbBIE
nporpaMmbl  MOBBILICHUS KBaIU(pHUKAUUM 0O BONpocaM MNPHMEHEHUs
OHOMEIMUNHCKAX KIETOYHBIX MPOAYKTOB YTBEPXKAAIOTCA YIIOJHOMOYEHHBIM
denepaNbHEIM OPraHOM HCTIONHUTENBHON BACTH.

4. MegnunHCKas NOMOIIb ¢ NMpUMEHEHHEeM OHOMEIHUMHCKHX KIIeTOYHBIX
MPOAYKTOB OKA3bLIBACTCA MpPH HAIUYUHM HHOPOPMUPORAHHOrO N0OPOBOABHOIO
cornacus NalWeHTa, JaHHOTO B MOpPSAAKE, YCTAHOBICHHOM YMONHOMOYEHHBIM
benepanbHBIM  OpPraHOM  UCTIONHUTENBHOM  BIACTH, Ha  OCHOBAHHH
nHbpopManuH, YykasaHHo# B wacTu 1 cratbu 20 (Denepaﬂbnoro' 3aKOHa
ot 21 Hoa6ps 2011 roga Ne 323-®3 "0O6 ocHoBax oXpaHbl 300POBbS rPAXIaH B
Poccuiickofi ®enepanuu” W congepkaimieifi B TOM 4YHCAE CBEJEHHUA O
OpHMEHAEMOM OHOMEANIMHCKOM KICTOYHOM NPOAYKTE.

5. CamocTOATENbHOE  MPUMEHEHHE  NalUUueHTOM  OHOMENMHUHCKUX

KJIETOYHBIX NPOAYKTOB He IOMYCKaeTCs.

24122941 doc



118

6. BuoMeRMUUHCKUE KITETOYHBIC MPOAYKTH, B COCTAB KOTOPHIX BXOASAT
KJIETOYHBIE JUHHUH, MONyYEeHHBIE U3 OHONOrHYECKOro MaTepuana JIoHOpa
GHONOrMYECKOro MaTepuana, UMEIOEro NPOTHBONOKA3AHUA, BKITIOYEHHEIE B
nepeyeHb MPOTUBOINIOKA3aHUM  (aOCOMIOTHHIX M OTHOCHTENBHEIX) Ul
nojiyuyeHus OHONOrHYecKoro MaTepuana JUisi NPOU3BOACTBA OHOMETHIIMHCKUX
KJIETOYHLIX [IPOAYKTOB, MOTYT OBITE TIPUMEHEHB! T JIeYeHHUs TONBKO CaMoro
JAOHOpa 3TOro 61ONOrHYecKOro MarepHana (ayTonoruyqoe NPHMEHEHHE).

I'naBa 10. Hudopmanus 0 GHOMERAHIHHCKUX KIETOYHBIX
NPOAYKTAX

Cratpa 48. HNupopmanus o GHOMEIHIHUACKHX KIE€TOYALIX
NPOAYKTax

1. Undopmauns o OHOMEAMIMHCKHX KIETOYHBIX MPOOYKTaX MAO/DKHA
COIEpKaThC TONMBKO B CHENHAIH3MPOBAHHBIX H3JaHWAX, B TOM YHCIE
MOHOrpaQusX, CIpaBOYHHKAX, Hay4YHBIX CTaThAX, MAOKIanax Ha KOHIpeccax,
KOH(EPEHLUHAX, CUMNO3UyMaX, HAYYHBIX COBeTax, Ha CHEeLHATH3MPOBAHHBIX
caiitax B cetd "HHrepHer", a Taioke B HHCTPYKHHUSAX [0 HPUMEHEHHIO
OUOMEMUUHCKHAX KIETOUHBIX TPOAYKTOB M JAPYTHX HHGOOPMALMOHHEIX
MaTepHanax, npeAHa3HaYeHHEIX A/ MeJHIHHCKIX paOOTHHKOB,

2. lonyckaeTcs HCMONB30BaHHE NIOOBIX MATEpHAJLHBIX HOCHTENEH,
MO3BO/SIIOLIMX  XpaHWUTh, MEpefaBaTh H MCMNOJIb30BaTh HMHGOPMALIHIO

0 OHOMEAHIMHCKHX KICTOYHERIX MIPOAYKTAX €3 HCKaKEHMIA.
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I'maBa 1l. Obecneuyenne 6e30NaACHOCTH NPUMeHEHHSE
OHOMEAHIHHCKHX KJIE€TOYHBIX HPOAYKTOB

Crarba 49. MonnTopuHr Ge3onacHocTH GHOMeIHUNHCKHX
KJIeTOYHBLIX MPOAYKTOB

1. EHOMG,[{HHHH(;,KHG KJIETOUHBIE NPOAYKTH, Haxoaslyecs B o0palieHHu
B Poccuiickoit denepanuy, nopiexar MOHHUTOPHHTY Oe30IaCHOCTH B UeNAX
BbISBACHUSA BO3MOXHBIX HETaTHBHBIX TIOCHEACTBUH HX MNpHMEHEHHH,
NPEAYNpPEXAEHUsT PEUMOMCHTOB M HMX  3alUATHl  OT  [PHMEHEHHA
OMOMENUHHMHCKHX  KJIETOYHLIX  NPOAYKTOB, BJEKYIIMX  HACTYIUICHME
HETAaTUBHBIX NOCIENACTBUN AN peUIIHEHTOBR.

2. Monutopusr 6esonacHocTi SHOMEAUNMHCKHX KIETOYHEIX POAYKTOB
OCYILECTBJIAETCA Ha BCeX JTamax MXx ofpamieHHs depepansHBIM OpraHoM
HCTONHUTENBHOM BAACTH, OCYIUECTBIAOIIMM GYHKUHH 0[O KOHTPOJIO H
HaJ30py B cdepe 3ApaBoOXpaHEHHS, B TOM YHCE HA OCHOBAHHH Pe3yNbTaToOR
MOHMTOpPHHra ©Oe30facHOCTH OHOMEIHUMHCKOTO KNETOYHOrO IMpOAYyKTa,
IIPOBOAKHMOTO 3aABMTCIACM B LENIX MOATBEPXKACHUA ToOCydapCTBEHHOM
pericTpaiuy SHOMeAHLMHCKOTO KAETOYHOro IPOAYKTA.

3. Opranusauuy,  MpHMEHAIOWHEe  OMOMEOMUMHCKHE  KJIETOYHBIE
MPOAYKTHI, NPOU3BOANTETH OHOMEINUMHCKKX KJIETOUHBIX MPOIYKTOB 00s13aHbI
coo0uiate B YCTAHOBNEHHOM YNOJHOMOYEHHBIM (eJlepajbHBIM OpPraHOM
HCIIOTHUTENIBHON BnacTH nopsagke 000 Beex cilyvasx NoOOYHBIX ACHCTBHH, HE

COOTBCTCTBYIOUIMX CBEIACHHAM O OHOMEIHUHHCKHX KJIETOUYHBIX HApOOYKTax,
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CORCPXAIMUMCS B  HHCTPYKHMAX IO [pHUMEHEHHI0 OHOMEXHIHHCKHX
KJIETOYHBIX MPOAYKTOB, O HENpeJBHACHHBIX HeXeNaTeJbHBIX peaKLUaX H
CEpPLE3HBIX HEXENaTeNbHBIX peaKuHsX MpH TPUMEHEHUH OHOMEIULIMHCKHX
KNETOYHBIX NPOAYKTOB, B TOM 4HCAe 00 OCOOCHHOCTSX B3aMMOACHCTBUA
OJHUX  OHOMENUUMHCKHX  KJETOYHBIX  MPOAYKTOB ¢ JAPYrHMH
OMOMENHUMHCKHUMH KJIETOUHBIMH TIPOAYKTAMH, a TaKkKe ¢ JIEKApCTBEHHLIMH
CPEACTBAaMH Y MEJHLMHCKMMH H3ACTHAMH.

4. OpraHusaiuy, OKa3blBAIOLIHE MeJULKHCKYIO MOMOIb GepeMeHHBIM
JKCHINMHAM, POXCHHIAM, PpPOIWIBHHLUAM M HOBOPOXACHHBIM, 00s3aHBI
cooflfath B YCTAHOBJICHHOM YIOJIHOMOYEHHEIM ¢efepalbHBIM OpraHoM
HCIIOHUTENBbHON BJacTH Topagke 000 BCeX ciyuyasx pOXKIEHHA [eTeit ¢
BPOXKACHHBIMH 3300JIeBaHHAMH W BpPOXAEHHBIMH NOPOKaMH pasBUTUS B
ciy4ae, eclil B OTHOUICHHU OJHOIO U3 poaMTeNcit paHee NpH MeAHLIMHCKOM
BMeHIaTeNbCTBE IPUMEHATUCE OHOMEAHIIMHCKUE KIIETOUHBIE [TPOAYKTHI.

5.3a HecoofuieHMe MMM COKPHITHE CBeICHMH, MPeIyCMOTPEHHBIX
yacTAMH 3 M 4 HacTosAuleH CTaTbH, MUE, KOTOPHIM OHH CTAJIH M3BECTHBI 110
poly HUX mnpodecCHOHANLHOR JEeATeNLHOCTH, HECYT OTBETCTBCHHOCTH B
COOTBETCTBHH C 3aKoHOAaTeNnbeTBOM Poccniickoit @enepaunm.

6. Iopanmok OCYILUECTBICHUS MOHUTOPUHTa 6e3011aCHOCTH
OHOMEAMLIMHCKUX KIIETOYHBIX NPOXYKTOB, perUCTpaliii MOOOYHBIX AeiCTBHIA,

HCIPEABHACHHBIX HEXKCJIATECJIBHBIX pealcuui‘{ H CCPBEC3HEIX HEKENATCIIBHBIX
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peaKiuii mpH NPHMEHEHHH GHOMEIULIMHCKHX KICTOYHBIX MPOJYKTOB, BKJIOUAst
peiicTaBleHHe HHPOpMauuH O TOOOYHBIX REHCTBUAX, HENPEABHACHHBIX
HEXeNaTeNbHbIX peakUUsX H Cepbe3HBIX HEXeNaTEeNbHBIX peakuusx Ipu
NpUMEHEHHH OHOMEAHIIMHCKUX KIIeTOYHBIX APOAYKTOB, a Taioke HHPopMauuu
0 ClTy4asx poXAeHHS AeTel ¢ BPOXKAECHHHIMH 3a00JieBaHHAMH H BPOXKACHHEIMH
MOPOKaMH pa3BUTHA, YCTAHABIMBAeTCA YHOJHOMOYEHHBIM (efepabHEIM
OpPraHOM HCHOJTHUTENLHOI BIACTH.

7. PazpaboTuuky, mnpousBogurend  OHOMEAUIMHCKUX  KNETOMHBIX
AOpOAYKTOB M OpraHu3aliid, MNpUMEHSomHe OUOMENULHHCKME KIETOYHBIC
IIPOJAYKTEI, BMpaBe NMPOBOAUTE MOHHTOPHHI 0e30MacCHOCTH OHOMEAMIIMHCKHX
KJIETOYHBIX TPOAYKTOB Ha OCHOBAHHH MMEIONIEHCA B HX PpacHOpKEHHH
HHGopMaLHH O NOOOYHBEIX AEHCTBUAX, HEMNPEABUACHHEIX HEXENaTelbHBIX
PEaKUHAX W CEPhE3HBIX HEXeNaTeNhHBIX peakUMAX TIpH HNpHMEHEeHHH
OHOMEeAHIMHCKUX KJICTOYMHEIX NPOAYKTOB.

Crates 50. IipuocTraHoB/ieHHe NpUMeHeHNs OHOMeIHIHHCKOTO
KJA€TOYHOr0 NPoAyKTa

[Ipn nonydyeHun uHPopMauMu © cCiayydasx TOOOYHBIX AeHCTBUH,
HE YKa3aHHBIX B HHCTPYKIMH M0 NPHMEHEHHIO OGHOMEAMIIHHCKOrO KJIETOYHOTO
NpONYKTa, HENPEeABHACHHBIX HeXeNaTeNbHEIX peaklUHsX ¢ Cepbe3HBIX
HeXenaTeNbHEIX peakuuaX TpH NpHMEHEHHH OMOMERHIIHHCKOTO KIETOYHOIo

NpoaykTa, o0 OCOOEHHOCTSAX ero B3aUMOJCHCTBHA C JIeKapCTBEHHBIMH

24122941 doc



122
CPEACTBAMH M MeAHUMHCKHMH H3JENHAMH, KOTOphle MOryT NpPeIACTaBIATH
yrpo3sy 3I0pOBBIO M  JKW3HM  MalMeHTOB, a TaKkke CBEACHHH,
HE COOTBETCTBYIOIIUX CBENEHUAM O OHOMEIHUMHCKOM KIIETOYHOM MPORYKTE,
COOEpXAUMCA B UHCTPYKUMM [0 HNPUMEHEHHI0 OUOMEIHIHMHCKOTO
KIETOYHOTO MNpONYKTa, denepalibHblii Opran HUCMONHHUTENBHO! BjacTH,
OCYIIECTBJAIOMHKA (GYHKIHM 1O KOHTPOJNK® M Ham3opy B cepe
3/IpaBOOXPAHEHNS, PACCMATPUBAET BONPOC O BO3MOXKHOCTH NMPHOCTAHOBJIEHHS
NpPAMEHEHNsA OHOMENMIIMHCKOrO KIETOYHOro TMpOAYKTa B  nopsaxe,
YCTAaHOBNEHHOM YIIOJHOMOYEHHBIM (eIepaIbHBIM OPraHOM HCIONHHUTEILHOM

BJIaCTH.

Crates 51. Hndopmanus o pe3ylbTaTax MORNTOPHAHTA
Ge30nMacHOCTH OHOMEAHIHHCKHX KJIeTOYHBIX NPOAYKTOB

®OenepanpHplif oOpraH UCNOJHHUTENLHOW BNACTH, OCYHIECTBIISIOUIHHA
(pYHKIMH [TO KOHTPOTIO H HAJ30py B cdepe 3APaBOOXpaHeHMs, 110 pe3yIbTaraM
MOHHTOpHHra 0Oe30macHOCTH OMOMEJHUHHCKHX KICTOYHBIX MPOAYKTOB
pasMeillaeT Ha CBOEM OQHUMANBLHOM CaiTe B CETH "HHTCPHCTI" MH(OpMALHIO
O MpPUHATHIX pelleHHsX © BHECEHHH W3MEHEHHH B WHCTPYKIMIO [0
NpUMEHEHHI0 GHOMEIHIHHCKOrO KIETOYHOro MpoayKTa, 0 NPHOCTAHOBAEHHH
npAMeHeHUs OHOMEIUUMHCKOro KJIETOYHOrO MNPOAYKTa, O IpPeKpalleHHH
TIpUMEHEHN S OMOMEIMLIHHCKOTO KJIETOYHOTO MpOAYKTa, O BO30GHOBJIEHHM

INPpHMEHCHU A 6HOMCHHHHHCKOI‘O KJIETOYHOT'O TIPOOYKTA.
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I'nara 12. Bso3 B Poccuiickylo @egepanuio u BbIBO3 H3
Poccniickoli Pegepanun 6MOMeTHIHACKHX KJAeTOYHBIX
NPOAYKTOB

Crarbs 52. Tlopsaok BBo3a B Poccuiickyio Peaepanuio 1 BbIB032

u3 Poccuitickoii @eaepannu 6nmoMeHUHHCKHX
KJIE€TOYHBIX NIPOAYKTOB

1.BBo3 B Poccuiickyro ®eaepauyo OHOMEIHLIHHCKHX KIETOYHBIX
IPOAYKTOB OCYILECTBASETCA B HOpAAKE, ycTaHOBIeHHOM IIpaBHTEnsCTBOM
Poccwniickoit Penepaiiun, B COOTBETCTBMH C TaMOKECHHBIM 3aKOHOJATEIBCTBOM
TaMoxeHHOTO c0103a B paMKax EBpa3suiicKOro 3KOHOMHYECKOTO cooblecTBa
u (unn) 3akoHogatTenbcTBoM Poccuiickoii demepanuu o TaMOKEHHOM A€,

2. Bosumsie B Poccuitckyio @eaepanuio OHOMETHIMHCKHE KIICTOYHEIE
OPOAYKTH  JAOMKHEL OBITH BKJIOWEHB! B TOCYHapCTBEHHBIH  peectp
OHOMEANIMHCKHUX KJETOUHBIX NPOAYKTOB.

3.B Poccuiickyro ®Pexmepauuio MOXXHO BBO3HTH OHOMEIUIMHCKHE
KJIETOUHbIE MPOAYKTBI, KAYeCTBO KOTOPBIX IIOATBEPKAEHO CepTHPUKATOM
NpOU3BOAUTENA GUOMEARIIHHCKOIO KJIETOYHOIO NPOAYKTA, YAOCTOBEPAIOIEro
COOTBETCTBHE  BBO3MMBIX  OMOMEIMIIMHCKHX  KJMETOYHHIX  IPOAYKTOB
TpeSGoBaHHAM HOPMAaTHBHOH JOKYMEHTALIUH.

4. Tortyckaercs BBo3 B Poccuiickyro ®denepanuio KOHKpeTHO# NapTuu

HE3aPEerHCTPHPOBAHHEIX  OMOMEIHMUWHCKHX  KIEeTOYHBIX  MPOAYKTOB,

NpeAHasHAUYEHHBIX JUIA HX FOCYNapCTBEHHOM perHCTpAalldH, B TOM YHCIe s
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HpOBENEHHS OHOMEAMLIMHCKON D3IKCNEPTH3HI H TPOBENCHUA KIMHUYECKHX
HCCIENOBaHHHA, MO pa3spellicHHIO YMOJHOMOYEHHOro (enepaibHOTO OpraHa
HCTIOTHUTENILHON BJIACTH [0 3asABJICHMSM /ML, YKa3aHHBIX B CTarbe 53
HacTodmero <PenepankHoro 3akoHa. PaccMoTpeHue Takoro 3asABleHUs U
NpUHATHE pEINEHUA O BBlAa4Ye paspelleHdss Ha BBO3 OHOMEIUUMHCKHX
KJIETOYHBIX MPORYKTOB NHOO0 06 OTKaze B BhlJaue YKa3aHHOrO paspeLleHys
OCYIIECTBISIIOTCA Ha O‘CHOBaHHH NPUIOKEHHON K 3asdBEHHIO crieliHUKaLUH
GHOMEMIIMHCKOTO KIETOYHOro MPOJYKTa B CPOK, He MPEBBILAIOIAN AecATH
pabounx nueil. Ilnara 3a Betagyy yKa3saHHOTO paspellieHHs HE B3UMAeTcsl.

5. 3anpewaetcs BBo3 B Poccuiickyio ®eaepanmio dpanscudpuinpoBaHHBIX
OMOMETHIUHCKUX KIETOYHBIX NPORYKTOR, HeXoOpoKavYeCcTBEHHBIX
GMOMEIHLIMHCKUX KIETOYHBIX MPOAYKTOB, KOHTPaaKTHEIX GHOMEIMIHHCKUX
KJIE€TOYHBIX IPOAYKTOB.

6. BoiBo3 OUOMEAMUMHCKUX KIETOHHBIX TNPOAYKTOB u3 Poccuiickoit
Penepauun ocylecTengerca 6e3 NPUMEHEHUS OrpaHUYEeHHH, YCTaHOBJIEHHBIX
TAMOXKEHHBIM  3aKOHOJaTenbcTBOM  TamokeHHOro  corwsa M (Uau)
3aKkoHomatenbcTBOM  Poccuiickoii  ®Degepauud o0 rocyJapcTBEHHOM
peryidpoBaHHH BHEUIHETOProBON AeATeNbHOCTH. BpiBO3 OHOMEIHLHHCKHX

KICTOYHBIX TIPOAYKTOB, MNpCAHAZHAYCHHBIX A I'YM&HHT&pHOﬁ MOMOIIH

(copeiicTBu) WITH MOMOILH npH Ype3BbIYanHBIX CHTYaLHAX,
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u3 Poccuiickoil @efepaluM OCYILIECTBAACTCA B [OpsiAKe, YCTaHOBICHHOM
ITpaButensctBoM Poccuiickoit denepanum.

Crarps 53. IOpuaunyeckue JHua, KOTOPLIM pa3penieH BBO3
GUOMEANIHHCKEX KJIETOYHLIX NPOAYKTORB

BruoMeanUUHCKUE KIETOUHBIE MPOAYKTHl MOryT BBO3UTHL B Poccuiickyro
deaepanmio caeayomue I0pHARYECKHE THLA:

1) npousBoautens OHOMEAMLIMHCKOTO KJIETOYHOIO NMpOoAyKTa AN HeaeH
co6CTBEHHOT O NpOoU3BOicTBa OHOMEAUMUHMHCKOTO KIIETOYHOr0 MPOAyKTa;

2) paspaboTyuk  OHOMEAHLMHCKOTO  KJIETOYHOIO TMpOAyKTa  HIH
YIOONHOMOYEHHOE MM  IOPHAMYECKOS  JIMHO  AJIA  OCYLUECTBJICHUS
roCY1apcTBEHHOH perncTpauu OMOMEIHUHHCKOrO KIETOYHOrO IPOAYKTa;

3) opraHH3aiidy  BBICIIEro o6pa3’oBaHHfS W (MIM) OpraHM3aLMH
JOMOMHUTENbHOTO npodeccHOHAIbHOrO 00pa3oBaHUs, Y4YacTBYIOIIME B
OpraHu3allud MNpOBENEeHHUS WIH MNPOBOAMAILHE KIHHHYECCKHE HCCIEeNOBAHHA
OHOMEAULIMHCKOIO KJIETOYHOTO NMPOAYKTA;

4) uHBIE OpraHU3allHH, YYacTBYIOLIME B OpraHH3aLUHK ApOBECHHA HIIH
NPOBOAAIIHE KIMHHYECKHE WCCIIEAOBaHHA OHOMERUIIMHCKOTO KJIETOYHOI'O

NpoAyKTa.
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Crates 54. JIOKYMeHTbBI, IpPeACTaBJIsiEMbIe B TAMOXKEHHbIE OPTaHb!
Poccniickoii QPeaepaiin npy BBo3e 6HOMEIHUHHCKHX
KJIeTOYHBIX NPOAYKTOB

1. Ilpu BBO3e OGHOMEAMUMHCKHX KJIETOYHBIX MPOAYKTOB B TAMOXCHHBIE
opraubl Poccuiickoit Denepanuil Hapslly C [IOKyMeHTaMHu, NpeACTaBJeHHE
KOTOpHIX HNPeAyCMOTPEHO TaMOXXEHHBEIM 3aKOHOAATENBCTBOM TaMOKEHHOro
cow3a U (M) 3aKoHoHaTeNbecTBOM Poccuiickoit denepaund o TaMOXKEHHOM
nene, npenCTaBnmoTca. ‘cnenyloume NOKYMEHTEI:

1) ceptuduKaT  NPOH3BOAMTENH  OHOMEAMUHHCKOTO  KJIETOYHOIO
IPOAYKTa, YAOCTOBEPSIOUIMH COOTBETCTBHE BBO3HMOIO OHOMEOWIIMHCKOTO
KJIETOYHOro NpoAyKTa TpeGOBaHUAM HOPMATHBHOM NOKYMEHTALMHM,

2) cnieunduranus 6HOMeIHIUHCKOrO KIIETOMHOTO MPORYKTA;

3) paspeienue YNOJHOMOYEHHOI0 denepanpHOro oprasa
HCNONHUTESbHOM BIACTH HAa BBO3 KOHKpeTHOH IapTHH OHOMEAMIIHHCKOTO
KJIETOYHOr0 HpPOAYKTa B ClIy4asX, YKa3aHHHX B YacTH 4 CTaTbH 52 HACTOAILIETO
PenepabHOro 3aKOHa.

2. loKyMeHTBl, yKa3aHHBle B  4actu | HacTosiled  CTaThH,
NpeACTaBiMIOTCA B TaMoKeHHble opraHbl Poccuiickolt Peaepaumu npu

npubbHITHH OHOMEAMUMHCKHX KAETOYHBIX MPOAYKTOB B  Poccuiickyro

denepanuio.
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Crates 55. CorpyanuuecTeo (pepepaibHoro oprana
HCMOJIHATE/IbHOI BJIACTH, YIIOTROMOYEHHOI0 B 00J1acTH
TaAMOXKeHHOT0 1e1a, H YIIOJJTHOMOYEHHOY 0 (enepanbHOro
OpraHa HCHOJHHTENBLHOH BIACTH

1. YrionHoMO4YeHHEIT ¢enepaibHBIi OpraH HCHONHHMTENBHONH BJIAacTH
NPEeNOCTARNACT B pacnopshkeHue (eacpaibHOr0 opraHa MCHONMHUTENLHOR
BJIaCTH, YIIOJIHOMOYEHHOro B 001acCTH TaAMOXKEHHOTO JieNna, FOCyAapCTBEHHBIH
peectp OMOMEIMIIMHCKHX KJIETOYHBIX HNPOAYKTOB, a Takxe HHpopMauuio
O BBJJAHHBEIX pa3peilleHNsX HA BBO3 KOHKpeTHO# Naprum GHOMeAHLMHCKUX
KJIETOYHBIX [POAYKTOB B Ciy4asX, YKa3aHHBIX B 4actH4 cTarhy 52
Hacmﬂmero PeaepansHOro 3aKoHa.

2. QenepabHBlil OpraH HCMOJHUTENRHOH BNACTH, YNOJIHOMOYEHHBIR B
obJacTh TaMOXEHHOTO jena, HHPOPMHUPYET YHOMHOMOYEHHBIH (enepanbHbIi
Opras UCMOJHMTENBEHOH BIACTM O BRO3e OHOMEMUUMHCKUX KIIETOYHBIX
nponykros B Poccuiickyiro Peaepanmio H  BbIBO3e OGHOMEIULHHCKHX

KJIETOYHBIX npoaykToB u3 Poccuiickoit ®enepauyu no ¢dopme H B NOpAAKE,

KoTopsie ycrasabianBaioTcs IpaBurensctsom Poccniickoit ®eaepanun.
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I'napa 13. OTBeTcTBeHHOCTD 32 HApYLICHHE 3AKOHOAATEbLCTRA
Poccuiickoit @Wegepauun ob6 odpaiennu
OHOMEANIHHCKHUX KIETOUYHBIX NPOAYKTOB
H Bo3MeIllenne Bpejia, NPpHYHHEHHOT0
3A0POBBIO I'PANKAAH BCAEACTBHE NPHMEHEHUA
OMOMEIHIHHCKHX KJIeTOYHBIX NIPOXYKTOB

Cratbs 56. OTBeTCTBeHHOCTL 32 HapyilleHHe
3aKoHOopaTenbeTBa Poccniickoii ®egepaunn
00 obpalueHnn OHOMENHIIHHCKHX
KIEeTOYHBIX POAYKTOB
Hapymenne 3akoHogarenscTea Poccuiickoit ®eznepanun 06 obpauieHun
OHOMEIULMHCKUX  KIETOYHBIX OpOOYKTOB  BNE€YeT  HACTyIUIeHWE
OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKoHoAatelbcTBOM Poccuiickoit
Deaepauuu.
Crates 57. BosmelenHe Bpega, NPHYHHEHHOI0 310POBLIO rPaxaaH
BCJIEICTBHE IPHMEHEHHS OHOMEANIHHCKAX KIETOUHBIX
NpogyKTOB
. IlpousBonuTtens OWOMEAMIITMHCKOrO KJIETOYHOrO npoaykra o043aH
BO3MECTHTDH BpeJl, IPHYMHEHHEIH 340POBBIO I'PaX(AaH BCAEICTBHE IPUMEHEHUS
OHOMENUIIHHCKOro KIETOYHOro IIPOJYyKTa, €CIH A0Ka3aHo, YTO:
1) GuoMenMUHHCKUH KIETOYHBIN NPONYKT NMPUMEHMICS N0 Ha3HAYCHUIO
B COOTBEICTBHH C HHCTpYKHMEHl 10 npUMeHeHHI0O OHOMEeAUIMHCKOro
KJIETOYHOI O IIPOJIYYKTA M NIPUYUHOI Bpena ABUIICA BROJ B rpaxaHcKuil obopot
HeZI00poKaYeCTBEHHOro HUOMEIMIIMHCKOTO KIIETOYHOIO IPOAYKTa;

2) Bpex 310pOBLIO MPHYMHEH BCACACTBUE HEAOCTOBEPHOH HHGOPMALIHH,

Coacpxamielics B MHCTPYKUHH 110 NPUMEHEHHIO OHOMEAMLIHHCKOTO
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KIETOYHOTO [MPOAYKTa, H3JaHHON mnpoussoauresieM OCHOMeIHIMHCKOrO
KJIETOYHOI'O NPOAYKTA.

2. Opranusanus, B KoTopoii mpuMenseTcs GHOMEIUIIMHCKHHA KIeTO4HBIM
NpoayKT, o0s3aHa  BO3MECTHTh Bped  3AOPOBBIO  NOCTpazaBlleMy,
NIPHYHHEHHEI BCIEACTBHE TIpUMEHEHHS OHOMEIMLIMHCKOrO KIETOYHOTO
APOJAYKTa, €CJIM J0Ka3aHO, YTO Bpel 3J0pPOBbI0 HAHEeCEeH H3-332 MPUMEHEHHA
OHOMEJHIIMHCKOrO KNETOYHOTO NpoAyKTa ¢ HecOOMOAeHUEM UHCTPYKUMY MO
€ro MpUMeHEeHHIO.

3. Bo3Meuenue Bpefa, IPUYMHCHHOTO 3[0POBBIO He/IOBEKAa BCIICACTBHE
NpUMEHEeHU OUOMEAMUMHCKOrO KIETOYHOTO MNPOAYKTa, OCYIIECTBIISETCS
B COOTBETCTBUH C 3akoHOAarenbeTBoM Poccuiickoil Penepanuu.

Cratpa 58. Berynieune B cHay Hacroamero PexepaibLHOro 3akoHa

1. Hacroamuii DexepanbHblii 3akoH BCTynaeT B cuiy ¢ 1 sHBaps
2016 rona.

2. Co aHs BCTYIUIEHHA B CHITy Hactosllero denepanbHoro 3akoHa M Io
31 nexabps 2018 roma BKIIOYHTENBHO  OCYLIECTBIAETCA MEPEXO] K
MPOU3BOJACTBY OMOMENHUMHCKUX KIETOYHBIX MPOAYKTOB B COQOTBETCTBHU C
ApaBWaMd  OPraHH3alHM  MPOH3BOACTBA M  KOHTPONA  Ka4decrsa
OHOMEAMUMHCKHX KJIETOYHBIX MPOAYKTOB, YKa3aHHBIMM B YacTH 5 craThi 43
Hactosmero PenepanbHoro 3akoHa. Cpok# IepexoAa K MPOU3BOACTBY

OMOMeIMIUHCKHX KJIETOYHBIX TMPOAYKTOB B COOTBETCTBHH C KOHKPETHLIMH
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TpeGOBaHHAMHM  YKa3aHHBIX  TIpaBWJI, BKIIOYas  CPOKM  arTecTaiuH
YIONHOMOYEHHBIX JIUL, YKa3aHHBIX B 4acTsx 7 u 8 crarem 43 Hacrosinero
®denepanpHoro 3axoHa, ycrtaHaBnuBaloTca IlpaButenbcrsoMm Poccuiickoit
®Denepaliu.

3. Co mH# BCTYIUICHUS B CWIIy Hacrosuiero defepalbHoro 3akoHa u mo
3] mexabpsa 2016 roga BIIIOYHTENBHO AOIMyckaeTcs MpOBeAeHHE IKCNEePTH3HI
OMOMEMIIMHCKHX  KJICTOYHBIX  MPOAYKTOB  SKCHEPTAMH  IKCMEPTHOTO
YYPeXICHHA OO0 NPOXOXACHUA UMH ATTECTALHM B NOPAAKE, YCTAHOBIECHHOM
YNOMHOMOYEHHBIM QefiepanbHBM OpraHOM HCIOJMHUTEIBHON BIIACTH.

4. Meannusckie paGOTHHKM, YKasaHHble B 4acTH 3 ctathd 47
HacTosulero - PefepaibHOTO 3aKOHA, MPOXOJAT COOTBETCTBYHOIee OOydeHHe
N0  JONOJNHUTENbHOW  NpodecCUOHANBHOK  mporpaMMe  HOBHILLIEHHS
KBUIMpHKANUH MO BONPOCAM IpUMEHEHUs OHOMEIMIMHCKHX KIETOUHBIX

rpoaykToB xo 1 sauBaps 2017 rona.

Mpesuaent
Poccuiickon Denepanuu
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MNOACHUTEJIbHAS 3AHACKA

K NMPOEKTY (peaepajbHOro 3aKOHA
"O fuOMeIHIHHCKHX KJIETOUHLIX NpoayKTax"

[Ipoekr QenepansHoro 3akoHa "O GHOMeAMUMHCKUX KJIETOYMHBIX MPOAYKTax"
(masiee - 3aKOHOMPOEKT) MOATOTOBNEH ¢ YYETOM aHANH3a MEXAYHapPOAHOIO OITBITA,
3apy0exHO¥ NpPaBONPHMEHUTENBHOM TNPAaKTHKY M HANpaBlieH Ha peryiupoBaHUe
OTHOUICHHI, BO3HUKAIOIGUX B CBA3M ¢ pa3paGoTkoi, MNOKNHHAYECKUMH
UCCNENOBAHMAMH, 3KCNEPTHU3ON, NOCYAapCTBEHHON perucTpaldel, KAHHHYECKHMH
HCCICROBAaHHSAMY, NPOU3BOJACTBOM, TNpojaxeil, XpaHeHHEM, TPAHCIIOPTHPOBKOIA,
npUMEHEHHEM, YHHUTOXKeHHEM, BBo3oM B Poccuiickyio @eaepauuio, BEIBO3OM H3
Poccuiickoli  ®egepannd  OHOMEOHLIHHCKHX  KJICTOYHBIX  TPOOYKTOB  1id
NpoQHIaKTUKY, AUATHOCTHKH H JieyeHUs 3a00feBaHHMil (COCTOAHMII) IIallHEeHTa,
COXpaHCHHA OePEeMEHHOCTH H MEAHUWHCKO# peaCHINTALMH MaUHeHTa, & TAKXKe
C  JOHOPCTBOM  OHONOIMYECKOro MarepHajia B  LENIX  TPOH3BOJCTBA
GUOMETHIIMHCKAX KISTOYHEIX MPOXYKTOB.

Brieppble Ha  3aKOHOJATENLHOM  YPOBHE  ONpPEAENAOTCS  MOHATHA
"OnoMeauLIMHCKUH KIeTouHBI npoaykT”, "knerounas nuHuA", " IuddepeHIMpOBKa
Knerok"”, "noHop GHoNoruveckoro Marepuana”, "6e3onacHoCThr OHOMEAMHHMHCKOTO
KJIETOYHOro  Mpofykra", "3(¢@eKTHBHOCTE OHOMEOHLIMHCKOrO  KICTOYHOIO
nponykra" H ApYrHE TNOHATHA, NPHHUHNHAJIBHO BAXHEIE I OCYIIECTBICHHA
obpanieHns OHOMEAHLIMHCKOTO KIETOYHOrO NPOJIYKTA.

3aKOHOTIPOEKT OmpefieliAeT NpaBa W 00A3aHHOCTH cYODBEKTOB OOpallleHHA
OHOMEANUMHCKMX IKJIETOMHBIX TNPOAYKTOB - (UIUYECKMX NMI, B TOM YHCHE
HUHAMBHAYANBHBEIX TpEANPUHKBMATENEH, M IOPHAWYECKHX L, OCYILECTB/LIIOLIHX
JeATENBHOCTD NPH 00palieHNy 6HOMEIHLMHCKUX KIETOYHBIX NPOLYKTOB.

3aKOHOMPOEKTOM TpeAYCMOTPeH TOCYJapCTBeHHBbIH KOHTposis (HAg3op) B
chepe obpaiieHUs OHOMERHIIMHCKHX KIIETOYHBIX MTPOJYKTOB, KOTOPBIH BKIIOYAET B
ceOd IHLCH3MOHHBIH KOHTpOJIs B cdepe NPOMIBOACTBA OHOMEIHIIMHCKHMX
KIIETOYHBIX TMPOAYKTOB W QelAepalbHbli TOCYNapCTBEHHBIH HAA30p B cdepe
oOpaneHHs OHOMEIHIMHCKUX KIIETOYHBIX IIPOAYKTOB.

BuoMenuumHCKHN XeTouHBI NpodyKT OylHeT Hcronp3oBaThed B LEMMIX
AUAarHOCTUKH, JeHeHUA U npodunakTUky 3a60jIeBaHHM C HEMOCcpeACTBEHHBIM
BBEJIeHHEM B OPraHH3M YeJO0BEeKa, YTO NpH HEMPaBUILHOM HCIIONB30BAHHH MOXKET
MPUMBECTH K CYLIECTBEHHOMY YilepOy Mna 340poBbsA denoBeka. B wensx
obecneuenns Oe30mMacHOCTH U IQPEKTHBHOCTH TIPUMEHEHHA OHOMEIHIHHCKOro
KIETOYHOrO  TIPOAYKTa  3aKOHOMPOEKTOM  MPEeAYCMOTPEHO  IIpOBE/CHNE
GUOMEMUIMHCKOM 3KCNepTH3bl OMOMEIUIIHHCKOTO KASTOYHOIO NPOIYKTA.
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I1pn 3TOM 3KCTIEpTHOMY YUPEKIEHHIO B COBETY IO 3THKE QaeTcAd KOHKPETHoe
3a/laHHe Ha TPOBEACHHE OHOMERMIIMHCKOH JKCMEPTH3EI OHOMEAMIHHCKHX
KJIETOYHBIX MNPOAYKTOB B paMKaxX BBINONHEHHS TOCYJAPCTBEHHOrO 3adaHUI Ha
NpoBeACHHE COOTBETCTBYIOIIMX paboT. DYHKUMH 3KCMEPTHOrO YHPESKACHUS IO
POBEIECHHUIO IKCNIEPTH3BI OroMeAMINHCKOTO KJIETOUHOTO NPOAYKTa
NpeAnoiaraeTcad BO3NOXHTH Ha JAeHcTByIowee GeRepalbHOE TOCYAZPCTBEHHOE
Ol0[KETHOE ~ yYpex[eHHe, 4YTO MO3BOJIHT MHHMMH3HPOBaTh 3aTpaThl Ha
OpraHH3alHIO CTIEHHANBHBIX YCNOBHI U IPOBEJCHHE KCOEPTH3EL.

B 3axoHOmpoekTe BBeleH 3ampeT Ha co3faHHe 3MOpHOHA 4elioBeka B LENIX
Npou3BOACTBa OHOMEAMLMHCKOrO  KIETOYHOrO NpORYKra, a TaKke Ha
WCMONL30BaHHE ANA pa3paboTKW, NPOU3BOACTBA M NMPHMEHEHWS OHOMEIMUMHCKIX
KIETOYHBIX TNpOAYKTOB Onomarepuasa, MNOJYYECHHOTO C TIpephIBRHUEM HIH
HapyllIeHleM npolecca pa3sBUTHs dMOpHOHa U MJIOAA YeNioBeKa.

3aKOHONPOEKTOM  BBOAATCS HOPMEL, TNO3IBOJMIOHME NPOM3BOAUTE W
WICTIONE30BaTh B MERHUUMHCKON  ACATENBHOCTH  NepCOHHQHUHPOBAHHEIE
(ayronornunele) OHOMEAMHMHCKHE  KJIETOYHbIE  NPOAYKTH,  cojepkamue
COOCTBEHHBIE KITETKH MAlHENTa.

3aKOHONIPOEKTOM  OMPEACNAIOTCA YCHOBHA MNONIydYeHHA OHONOrHYEcKoro
MaTepHana y JAOHOpa Ui NPOU3BOACTBa OHOMEAMIMHCKOTO KIETOYHOIO MPOMYKTA.
I'lpr 3TOM OXHHM H3 MPUHLKNOB OCYIIECTBICHHA ASATEALHOCTH B cdepe obpaleHus
OMOMEIMUMHCKHX  KJIETOYHBIX MPOAYKTOB  ABIAETCS  JOOpOBONBHOCTE M
6e3B03ME3AHOCTD NPEAOCTABICHUA JOHOPOM CBOEro 6MOJIOTHIECKOT0 MaTepHaa.

3aKOHOMPOEKTOM YCTAHOBJIEHO, YTO JOHOPOM OHOJIOTMYECKOro MarepHaia
ABNAETCA JOeecrocoOHBI COBEpIIeHHONeTHHH rpaxkgaHudH. B cnydae ecnu
rpaxiaHuH ABAAETCA OrpaHWYeHHO JEeCHOCOOHBIM, HeneecnocoOHBIM JnbO
HECOBEPILIEHHONETHHM, TO €ro OHONOrMYecKHii MATepHaln MOXET HCMOJIB30BATRCS
TONBKO JUIA ayTOJIOFMYHOrO JAoHOpCcTBa. JlaHHOe OrpaHHWYeHUEe BBOAMUTCA A
NpeaynpekAeHds He3akoHHOro o0opoTa OHONOTHYECKOro MaTepHala B LIEIIX
IPOU3BOACTBA OHOMEAMLMHCKIX KAETOYHBIX NPOLYKTOB.

[TpunsaTHe 3aKoHOMpPOEKTa M IMPOBENCHUE KOMIUIEKCa MEpPONPUATHH fIO ero
peanu3aldl HANPaBEHbl HA Pa3BHTHE cexTopa OHOMEHAMIMHCKMX TEeXHOJOrHH B
Poccuiickoi ®enepauny.
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OPHHAHCOBO-9KOHOMMYECKOE ObOCHOBAHUE

K NPOCKTY (PeiepalbHoro 3aK0oHa
"O GHoMEeANUHHCKHAX KIETOTHBIX ApOAYKTax"

[Tpoext denepaneHoro sakoHa "O GHOMEULUMHCKNX KJICTOUYHBIX NPOXYKTax"
(manee - 3aKOHOMPOEKT) HANPABIEH HA PeryldpoBaHue OTHOIISHUH, BO3HHKAIOUIMX
B CBA3K C pa3paboTkod, NOKIHHHICCKUMH MCCIIEROBAHHAMH, 3JKCIIEPTH3OM,
rocyaapcTBEHHON perHucTpanue, KJIMHHYECKUMH HCCIEJOBAHUAMH,
TIPOM3BOJACTBOM, IIPOAAXKESH, XpaHEHHEM, TPaHCIOPTHPOBKOH, NpPUMEHEHHEM,
YHHHYTOXKeHHEM, BBo3oM B Poccuiickyio ®enepaumio, BeiBosoM u3 Poccmiickoif
®dencpay  GHOMEIMIMHCKMX KIETOYHBIX TIPOAYKTOB I  NpOQHAAKTHKH,
OUAarHOCTUKH M JedeHHs 3aboneBaHuii (COCTOSHHI) NALHEHTR, COXPAHCHMA
GepeMeHHOCTH W MEAUIOHHCKOW peaOHIHTAUWM NanHeHTa, a TaKkXke AOHOPCTBOM
GHONOTHYECKOro MaTepUasia B IENAX NMPOW3BOACTBA OHOMENULIMHCKUX KIETOYHBIX
HOpOAYKTOB.

3aKOHONMPOSKTOM  IIpeOyCMAaTpyBaeTca  NpoBeAcHHEe  GUOMEXHIMHCKOH
SKCIepTH3bl OHOMENMIMHCKMX KIETOYHBIX NPOAYKTOB M 3THYECKOH I3KCIEpPTH3HI,
OCHOBAHHBIX Ha NMPHHUMMAX 3aKOHHOCTH, cobmoneHua npaB ¥ cBoGOX 4enoBeka M
IpaXAaHUHA, NPaB OPHANYECKOro JMLA, HE3ABUCHMOCTH IKCNEPTa, 00 BEKTHBHOCTH,
BCECTOPOHHOCTY M TNOJHOTHE HCCAeNOBaHHUH, NPOBOAMMEBIX C HCTOAB30BAHUEM
COBPEMEHHBIX AOCTHXCHHH HAayKH M TEXHHKH, OTBETCTBCHHOCTH (eAcpaIbHOro
roCyapCTBEHHOro OIO/PKETHOTO YYPEXKACHUA N0 NpPOBEJCHHIO OHOMENUIHHCKON
3KCNepTU3s! OHOMEAHLHHCKHX KIETOYHEIX MPOAYKTOB H 3KCIEPTOB 32 MPOBEACHHE U
KaueCTBO IKCIEPTHUILL.

DdunancoBoe ofccrneyene MepONpHATHH, CBA3aHHBIX C OpPraHH3aUueH H
GYHKIHOHHPOBaHNEM (elepanbHOrO roCYAApPCTBEHHOrO GIOMKETHOTO YUPEKACHHS
110 MpOBeACHHIO OHOMENVIMHCKOH JKCIIEpTH3Bl OHOMEOHIMHCKHX KIE€TOYHBIX
MpOJyKTOB, GYRET OCYIIeCTBAATHCA B pPaMKax YTBepXKAeHHoro ofneMma pacxoaos
denepansHoro  OloMkera  Ha  pecypcHoe  ofecriedeHWe  MEpOTIpHATHM
rocyiapcTBeHHOMU nporpaMMel Poccuiickoit denepanuu "PazBuTHe
31paBOOXPAHEHHs".

Peanu3sanusg cooTBeTcTBYIOIMMY (eAepanbHbIME OpraHaMy UCTIONTHUTENBHOM
BJIACTH JOMOJIHUTENBHBIX TMOJAHOMOYHH, NpeAyCMATpUBAacMbIX 3aKOHOMPOSKTOM,
OyJHleT OCYLIECTBIITECA B Npefenax ycTaHopaeHHow [lpaBurtenbctBoM Poccuiickoir
desiepauHy  NpERENbHOM  YHCHEHHOCTH  palGOTHHKOB  COOTBETCTBYIOLIHX
¢denepabHEIX  OPTaHOB  HCHOJNHMUTENBHON BNAcTH, & Takke OIOMKETHBIX
AaCCHTHOBaHMM, NpPETYCMOTPEHHEIX B (eAcpaibHOM OIOJKETE HAa PYKOBOACTBO U
yhopaelneHHe B cdepe YCTaHOBJIEHHEIX ¢yHkuui. OuHaHcoBoe obecnedeHNe
MeponpuATHH, HanpaBieHHBIX Ha Nofy4eHNE JOTIONHHTENIRHOTO
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FpodeCCHOHANBFHOTO 00pa30BaHMs IO BONPOCAM TpHMEHEHWS OHOMENHLIMHCKHX
KIETOYHBIX NPOXYKTOB, OYAeT OCYIUECTBASTRCE B paMKaX NPeAyCMOTPEHHEIX B
beaepaneHOM O10/KeTe aCCHTHOBaHUI 3a cyeT nepenpodunupoBanus (nepecMoTpa)
NpHUMEPHBIX [IPOrpaMM JOTONHHTENEHOTO NPOecCHOHANBHOTO 00pazoBaHus.
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IIEPEYEHD

desepannHbIX 3AKOHOB, IMOANEKAMINX NPHIHAHHIO YTPATHEIUHMH CHAY,
NPHOCTRHOBJICHHIO, H3MEHEHHIO HJTH MIPHUHATHIO B CBA3H ¢ NPHHATHEM
Pepepanbaoro saxona "' GuoMeANMIHHCKHX KIETOUHLIX NpoxykTax"

1. IMpunatne DepepanbHoro 3axoHa "O OHOMEAMLMHCKUX KIETOYHBIX
nponyktax" He morpedyeT NpU3HAaHUA YTPATHBIIMMM CUIY, TIPHOCTAHOBICHHMA WIH
MPUHATHA HHBIX peaepanbHBIX 3aKOHOB.

2. [Ipunatue @epepancHoro 3akoHa "O OHOMEIMIWHCKUX KJISTOYHBIX
npoAyKTax" noTpedyer BHECCHUA HU3MEHEHU B!

Koznekc Poccuiickoii Penepainy 06 agMUHHCTPATHBHEIX NPAaBOHAPYLIEHHSX;

Hanorosulit konekc Poccuiickoit Penepaim (wacTs Bropas);

VYronorunii kopexc Poccuiickoit denepauym;

®enepanbHblil 3akoH "0 0CHOBax OXpaHbI 3K0pOBb rpaxaaH B Poccuitckoi
Denepanun”;

denepanbHblil 3axoH "0 NHMLEH3UPOBAHHHU OTAENBLHEIX BHIOB JeATelbHOCTH"

®enepansHblii 3akoH "O 3auMTe NPaB IPHAWYESCKHX JHI X HHAWBHAYANBHEIX
TIpeANPHHAMATENEH NPH OCYIECTBAEHUH rOCYAapcTBEHHOTO KOHTponA (Haasopa) H
MYHULMIAIBHOTO KOHTpONs",
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NEPEYEHD

HOPMATHBHLIX NpapoBbix akTos llpeangenta Poceniickoit Mepepanun,
IIpaButenscra Poccuiickoii @egepaunn 1 dpeepaasHLIX OPragos HCNOJIHHATEILHOH BIACTH,
NOAJICKAIHX NPHIHAHHIO YTPATHBUIHMH CHY, HPHOCTAHOBJCHHIO, H3IMEHEHHIO HWIH NIPHHATHIO
B CBA3H ¢ npunaTiem GenepaiibHoro 3axona 'O GHOMEAMINHCKAX KAETOIHBIX NPOAYKTax"

Ipunstue ®PenepanbHoro 3akoHa "O OHOMeIMUMHCKMX KJIETOYHBIX HMpPOAYKTax" NOTpeOyeT BHECEHHUS M3MEHEHWH B
lonoxenve o MuHucTepcTBEe 3ApaBooxpaHeHHs Poccuiickod ®enepauun, yTBEpXKACHHOE nocTaHoBneHHeM IlpaBUTenscTBa
Poccuiickoil ®Pegepaunu ot 19 mons 2012 r. Ne 608.

Ipunsarue PeaepansrHoro 3axoHa "O CHOMEAHUMHCKHX KIETOYHBIX POAYKTax" He noTpedyeT NpH3HAHHA YTPATHBILHMH CHITY,
NPUOCTAHOBACHWA, W3MEHEHHS WIIN NIPUHATUS HOPMAaTUBHAIX NpaBoBbIX akToB [IpesunenTa Poccuiickoil ®denepaunu.

IMpunsatne enepanbHoro 3akoHa "O OGHOMEOMUMHCKMX KIETOYHBIX NpOAYyKTax" mOTpeOyer HPUHATHA CIEHYHOIMX
HOpPMAaTHBHBIX MpaBoBbIX akToB [IpaBuTenscTBa Poccuiickoi Meaepaund H ¢eRepanbHbIX OpraHoB UCIONHUTENBHOR BIACTH:

NpuMepHbI Cenenud o deaepalbHBIX
OSocrosanne cpoxpnoml')omnm 0 r;lnax HCI‘ICBJ{ﬁHI'JreJTbHOﬁ

Ne HaumeHORaHMe MpoexTa HeobXoanMocTH Kparkoe onucanue npoekta P

OpoeKTa BNACTH MO0 Oprany3amusax -
nn HOpMAaTHBHOTO aKTa TIOArOTOBKH MPOEKTA HOPMATHBHOTO aKTa
HOPMATHBHOIO TOJIOBHBIX HCTIQNHUTEIAX
HOPMAaTHBHOI'O 8KTa
aKra H COHCIOMHHTENAX

Axtel [lpasutenncrba Poccniickoit Qegepanus

1. O nopsjke omnatsl yeayr skcnepros  Yacth 3 ctareu 15 1l keapran 2015 r. YeranosneHue pazmMepos omiiaThl Munznpas Poccun
COBETA MO HTHKE, COIARHHOLO npoeKTa YCIYT SKCIIEPTOB COBETa TIO ITHKE,
MHHHUCTEPCTBOM 3APABOOXPAHCHHA (eaepabHOTO cosnannoro MHHHCTepCTBOM

Poceuiickoit Penepannri 3aKOHa 3paBooxXpaHeHns Poccniickoit

25012707 .doc
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OBocHoBaNHE [puMepHLI CaeneHus o d)e,uepanbur,lz(
Ne HaumeHoBanue npoekta neobxommocty | CPOX TIORTOTOBKH Kparkoe onucasse npoexTa Opratiax ACHOIRHICIEHOM
w/n HOPMaTHBHOTO aKTa NOATOTOBKH MPOEKTa fipoekTa HOPMATHUBHOTO aKTa BIICTH 0O OpraHH3AIHAX -
HOPMATHBHOTO aKTa HOPMATHBHOTO FOJIOBHBIX HCIIOJIHHTENAX
aKTa W COMCIONHHUTENAX
coOTBETCTBHH ¢ PenepanbHBIM (deaepauAy B COOTBETCTBUH C
3aK0HOM "O GHOMEAULHHCKIX denepanbHbM 3aKOHOM
KJIETOYHBIX HpoayKTax" “Q 6HOMERNLHACKUX KIECTOMHBIX
npoaykrax"
2. OD yTeepKAcHHH NOpslKa Yactb 3 ctaten 18 11l xsapran 2015 r. YcraHosieHue nopagka Munsapas Poccuu
($OPMHUPOBAHNA, UCHIONB3OBAHMS H NPOeKTa (GOPMHPOBAHHAA, HCIIOIE3OBAHHUA H
XpaHeHHs KOJUIEKIKH [TOCTOSHHOIO denepansroro XpaHEHHMA KOJUICKIHH TIOCTOSHHOTO
xpaHeHHA 00pa3loB KIETOYHBIX 3aK0Ha XpaHeHHs 06pa3sioB KIETOUHBIX
JIMHA, KIETOK, HCTIONb30BAHHBIX 1A THHM, KIETOK, HCTIONHL3OBAHHLIX UL
[PHEOTOBNEHMA KIETOYHLIX JIMHUI, MPUTOTOBNCHUA KIICTOUHBIX JIHHHIA,
APYTHX KOMITOHCHTOR, BXOAAUIHX B APYTHX KOMIIGHEHTOB, BXOMAIIHX B
cocTaBR OCHOMEMMIMHCKHX KASTOUHBIX cocTaB OHOMEORUMACKHX KIETOYHBIX
NPOXYKTOB NpPOAYKTOR
3.  O6 yTBepXkJAcHHH THIOBbIX NpaBU IMynicr 4 vacts 1 IIl xBapTan 2015 r, YTBepXKACHUE THIIOBBIX NPaBHIL Munznpas Pocchn

00643aTeLR0N0 CTPAXOBAHHA XW3HH,
3A0pOBbA NAUHEHTa, YIACTBYIOIETO B
KIMHHYECKOM HCCIICHAOBAHHY
OHOMEIHLMHCKOrO KIETOMHOTO

IPOAYKTa

25012707 doc

craTel 20 npoekTa
tdenepansHOrO
3aKoHa, YacTh 7
CTATHH 39

0043aTENBHOrO CTPAXOBAHHSA KH3HH,
340POBBS NALMEHTA, YYaCTBYIOLIETO B
KIHHAYECKOM HCCACAOBAHHH
GUOMEAHIIMHCKOTO KJICTOUHOT o

npoayxTa



[puMepHEIi Ceenennd o dene
O6ocHoparze < I? nomeomnm 0 rilnax ucnﬁnﬂnﬁiizg
Ne Hanmenosauue npoexta HEOOXOAHMOCTH po KpaTkoe onucaiue npoexTa P
NpoeKTa BJIACTH NGO OpraHH3aIMAX -
n/n HOPMATHBHOLO aKTa MOATOTOBKH TIPOEKTA HOPMaTHBHOID aKTa
HOPMATHBHOIO FOJAOBHBIX HCTIOHHTENAX
HOPMATHBHOTO axTa
aKTa B CONUCHOJIKNTENAX
4. O6 yrsepKacHHH NOPAIKA Yacts 7 crathn 32 Il kBapran 2015 r. YcraHoBieHue Mun3sapas Poceun
AKKpeAHTALHH MEAULHHCKUX MpoeKTa HOpAJKA AKKpeAUTAMH
OpraHu3aiiiil, MPoBOLALIMX denepansHoro MEAMIHHCKHX OPraHM3alnd,
KIHHHYECKHE UCCIIEN0BAHHA 3aK0Ha NPOBOALIMX KIMHUIECKHE
GHOMENLIHHCKUX KNETOYHBIX HcCae0BaHUs GHOME AHLHHCKAX
NPOAYKTOB KIETOYHBIX NPOTYKTOB
5. OO0 yreepwaenu nopaaka 3abopanpu Yacru 12, 13 III keapran 2015 r. Ycranopnenune nopanka 3aGopanpu  Munzapas Pocchn
MpPOBEeJCHHH KIHHHYECKOTO CTaThd 34 npoekta NpOBeACHHH KNHHHYECKOrO
HCCNIEAOBaHHA OHOMETULHHCKOIO denepanssioro HCCICAOBAHHA OHOMEHRIHECKOTO
KIETOYHOrO MPOAYKTA Y MaLMeHTa 3aKOHa IJICTOYHOTO MPOAYKTa y MalMeHTa

fuonoruyeckoro MaTepuana JUn €ro
u3yueHun B PoccHiickoit Genepaunu
H (Hnu) 3a pencnamu Poccubicko#
®epepauny H NOPARKa €ro BeIBO3a H3
Poccuiickoit @eaepanun

OHONOrHYECKOr0 MaTepraia i €To
niydenus B Poccuiicxoit ®exeparun
B (uma) 3a npeaenamu Poccuiickoi
QenepaiAy H NOPAJKa €10 BRIBO3A H3
Poccuiickoii ®enepannu

6. O npaBunax npoKaxKu Yacrts 8 craTeH 43 IV kpaptan YcraHoB/ICHIE MuHnsnpas Poccuu
6HOMEAMLIHHCKHX KAECTOMHBIX [poeKTa 2015r. MPaBHA OpPOAAXKH OHOMEAHLMHECKIX
IIPONYKTOB tenepanbHOTO KJICTOYHEIX TPOXYKTOB
3aKOHa
7. O nopanke Beo3a ObuoMemuumHckux - Yacts 1 craren 53 IV xBapran YcTaHOB/ICHHE HOPAZIKA BBO3a Munusapas Poccnu
KIETOYHBIX fIpoAYKTOB B PoccHickyto npoekra 2015 r. OMOMEIHUKHCKUX KJIETOYHBIX
Menepanmo ¢enepansHOrO Aponykros B Poccriickyro
3aKOHa ®enepanmro
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el R S
Ne HanmeHoRranKe npoekTa HEOOXOAMMOCTH npoexTa KpaTkoe omnucange nmpoexra BIaCTH MH6O OpraHMIAIHAX -
/i HOpPMAaTHBHOTO aKTa IOATOTOBKH ITpoeKTa HOPMATHBHOLO aKTa
HOPMETHEROTD akTa HOPMAaTHBHOTO FOJIOBHBIX MCIIONHATENAX
aKTa H COMCTIONHUTENSX
8. 006 yrBepxaeHdH nopAaka Yacts 6 craTbl 53 IV xBapran YcranosiieHue Munsapas Poccnn
YHHYTOXeHHA DANbCHHUIMPOBAHHBIX TNPOEKTa 2015r. NopRAKa YHHYTOKEHHA
OHOMEMHUHHCKMX KNEeTOUHBIX denepanbaoro danscadHUIMPOBAHHBIX
ApOAYKTOB, HeAOOpOKaYeCTBEHRBIX 3aKOHa OHOMEIHLMHCKHX KJIETO4HBIX
6UOMEAULIHHCKUX KIIETOUHBIX NPOXYKTOB, HeAOOPOKAYECTBEHHBIX
APOAYKTOB, KOHTpadaKTHBIX OHOMEINLHHCKHX KJIETOYHBIX
6HOMEANIUHCKAX KNETOYHBIX NpPOAYKTOB, KOHTpadhaKTHEIX
NPOAYKTOB OHOMEAMITHHCKHX KIETOYHEX
NpONyKTOB
9. O nopaaie nudopMupoBanis o Beoze Yacte 2 cTathu 56 IV xpapran Y CTaHOBICHHE HpaBUX Munszapas Poccin
OHOMEOMIIMHCKHX KIIETOYHEBIX NpOeKTa 2015 r. [peROCTaBIEeHAA HHGOPMALIHH O
npoaykToB B Poccriickyio Qepepaumio deaepaipHOro BBO3¢ GHOMERHIIHHCKEX KIETOIHBIX
H BEIBO3€ OHOMEHMUMHCKHX 3aKoHa npoaykto B Poccaiickyto
KJIETO4HBIX POAYKTOB H3 Poccuiickoit Oefepallio H BHBO3E
dencpanun OHOMENHIMACKHX KIETOYHBIX
npoayKToB #3 Poccuitckoi
Qeaepaiiuy
10. O npemocraBneHHN deaepaTbHbIM Yacts 2 cratsu 56 IV kBapran O OpeRoCTABNEHHH delepabHBIM Musszgpas Poccun
OpraHoOM HCIIOMHUTENLHOR BI1AaCTH, ApOeKTa 2015 . OpraHOM HCTIORHHTENLHOM BAACTH,
YIIOJIHOMOYEHHBIM B 06acTH thenepanbHoOro YHOOJNHOMOYEHHEIM B 001acTH
TAMOXEHHOTO Acna, HHdopManyn 3aKOHa TAMOKEHHQTO Jiena, HHbOopMaIHK

denepansHoMy Oprany
HCHOJAHATENBHOM BRACTH,
OCYILECTBAMIONIEMY BEICHUE
TOCYRApCTBEHHOTO peecTpa

25012707 doc

¢peneparbHOMY opraHy
HCIIONMHMTENLHOMH BNacTH,
OCYIICCTBIMIOMEMY BeACHHE
rocyAapCTBEHHOTO peecTpa



ObocHoBanue
Ne HaumenoBanue npoekra HeoOXoAMMOCTH
n/n HOPMATHBHOTO aKTa HOATOTOBKM MPOEKTa

HOPpMATHEHOTO aKTa

IpamepHsli
CPOK IIOATOTOBKH
npoeKTa
HOPMATHBHOI'O
aKTa

Caenennd 0 fenepanbHpIx
opraHax HCHOAHHTEABHOH
BNAcTH Jubo opraHH3alHax -
FOMOBHBIX HCIIOMHHUTEAX
K COMCITONHUTENSIX

Kpatxoe onucanue rpoexkta
HOPMaTHBHOTO aKTa

OHOMEIUIIHHCKHX KIETOMHAIX
NPOAYKTOB, O BBO3e OHOMEAHLIMHCKUX
KJIEeTO4HBIX NpoAyKTOR B Poceniickyio
denepanuio  BLHIBO3E
OHOMERHITHHCKHX KICTOYHAIX
npoayktos u3 Poccuiickoit ®enepauun

OroMe ZHLIMHCKHX KJICTOYHEBIX
NPOAYKTOB, 0 BBO3e GHOMEHLIHHCKHX
KACTOYHEIX NPOAYKTOR B POCCHACKYIO
®enepaliiio H BLIBO3E
GHOMEIMIIMHCKHX KTeTOYHEIX
apoaykToB H3 Poccuticxkoit
Denepanun

AKTEI QefiepanbHbIX OPraHOB UCTIONHHTE/BHOM BIIACTU

1. Ob yrpepxaeHHH Npapun Haanexained Hacrb 3 crarbu 9

nabopatopHoil NpaKTHKH npocKTa
OMOMEINLIMHCKHX KIETOYHBIX denepanbHOro
NpPORYKTOB 3aKkoHa
2. OO yTBepXACHHHK NpaBuil Yacte 3 crarbu 9
JOKIHHHMECKUX MCC/IeA0BaHM NpPOEKTa
OHOMEOHIHHCKHX KIETOYHBIX denepanbHOro
NMPORYKTOB 3aKOHa
3. 06 yreepxueuuM npaswi Hagnexameir Yacte 1 ctatom 32
KJTHHUYECKOH MPAKTHKH NpoexTa
¢penepansHOIoO
3aKOHa

25012707 doc

1V xsapran
2015 .

[V keaptan
2015 r.

IV xBapran
2015 r.

YTBepkAcHHE MpaBuI Hajtexameli  Mursapae PoccHu
nabopaTopHrO NPaKTUKY

OHOMETHIHHCKHX KIETOYHBIX

NPOOYKTOB

YTBepiiaeHHRe NpaBill Munzapas Poceun
JOKINHHYECKUX HCCTleROBAHMH
OHOMETHIIHHCKUX KIETOYHBIX

NPOAYKTOB

Y1BepRICHHE NPaBII Muuzapas Poccnu
JOKITHHHYECKHX HCCNETOBAHHMA
OHOMETHIUHHCKHX KIETOYHBIX

IPOIYKTOB
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6HoMeTMITHHCKOH 3KCTIEPTH3H!
OHOMETHIHHCKHX KIECTOYHBIX
NPOLYKTOB U HOPMEI 3alUIIOUEHH S
KOMHUCCHH 3KCIIEPTOB SKCACPTHOTO
YUpEXICHHS

25012707 doc

NpoeKTa
¢enepansroro
3aKOHa

OHOMeMIHHCKOH IKCIIEPTH3BI
6HOMEMUUHHCKHX KIIETOYHbIX
INpPOAYKTOB U POPMBI 3aKNI0OYECHHR
KOMMCCHH 3KCIEPTOB 3KCHEPTHOTO
YIpeXneHHs

OBoCHOBaHHE [TpumepHsIi Ceenenus o cbenepanbl{uz(
Ne Haumenopante npoexra HeOOXONNMOCTH CPOK [OArOTORKH Kpatkoe onHcakHe 1poeKTa OpraHax HCMOMHHTENLHON
pOeKTa BNACTH b0 opraHH3zauMaX -
n/n HOPMATHBHOTO aKTa NOATOTOBKH MPOEKTa HOpMATHBHOIO aKTa
: HOPMAaTHBHOTO FOJIOBHBIX UCIIOTHUTENAX
HOPMATHBHOTO aKTa
aKTa H COHCTMOIHHTENsX
4. Q6 yTeepKAcHHH HOpMBI Yacte 3 crateu 10 IV keapran Y1eepxaenue dopmel crieundukauny Muusapas Poccuun
cnequuKaly GHOMESHLHACKOTO npoeKTa 2015r. OHOMEIMIHHCKOTO KIETOYHOTO
KJIETOYHOI O MPOAYKTA H MPaBHL deaepansHOTO IPOXYKTa ¥ NpaBUN 3anoNHeHu
3AMOMHCHUA POPMBI CIICHHDHKALMH  33KOHA dopMEI crietudrKaLHH
OHOMEIHUHMHCKOTO KIIETOYHOTO OHOMEANUMHCKOTO KNETOYHOTO
npoaykTa npoAykia
5. ) BHeCeHHH U3MEHEHHMI B yCTaB Cratpa 13 IIT xBapran 2015 r. BHeceHde U3MeHeHuIT B ycTas Munzapas Poccyn
(eneparbHOTO TOCYIAPCTBEHHOTO ¢deaepanbHOro rocy AapcTBEHHOTO
6100 KETHOTO yUpeXIeHUS 6104 THOTO YUpEKICHHS
6.  O6 yTBepXXACHHH HOPSIKa Yacts 1] crateu 14 IV kBapran YcranoBneHHe nopanka onpeaenesa Munzapas Poccuu
ONpeIeNeHNA YPOBHS NpOEKTa 2015r. ypoBHR npodeccHOHUILROM
npodecCHOHANLHON MOATOTORKH tdenepansHoTO NOATOTOBKH IKCIIEPTOB U HX
IKCIIEPTOB M HX ATTCCTALMH HA MPaBo  3aKOHA aTTeCTallHM Ha IPaBO NPOBEACHHUR
NpoBeCHAA BHOMETHIHHCKON GHOMeIMHHACKON IKCIIEPTH3H
3KCMIEePTH3bl GHOMETMLHCKHX OHOMEMHMUHHCKHX KIIETOYHBIX
KICTOYHBIX NPOAYKTOB B HEJIAX HX TIPOAYKTOB B LIEAX HX
roCyJapCTBEHHOH perucTpaluy rocyAapCTBEHHOM perucTpaliun
7.  O6 yrBepxaeHuH npaswi npoeeneHns Yacrs 12 crateu 14 11 xBapTan 2015 r. Ycranosneiue npasun rpopefieHds  Munzapas Poccnu
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OHoMeOHIIMHCKHE KICTOUHRIR NPOAYKT
RS rOCYAapCTBEHHON perucTpauHi
6HOMe RUIHHCKOTO KJICTOYHOIO
NPOAYKTa

25012707.doc

OBoCHOBAHHE [lpamepHbI Ceeaenus o cbc,uepanbﬂbri{
Ne HanMeHoBaHHKE NTpoeKTa neobxomumocty | CPOK MOATOTOBKH Kpatkoe onmcanne npoekta Oprafax HCIOTHUTETLHOH
n/u HOPMAaTHBHOTO aKTa NOATOTOBKH NPOEKTa nipockta HOpPMaTHBHOIO axTa BJIACTA NGO OPranMIAIHs -
HOpMATHBHOTO TONIOBHBIX HCIIOMHUTENAX
HOPMAaTHBHOTC aKTa
aKTa H COHCIOMHHTENAX
8. O cocTaBe coBeTa o ITHKE, 00 Yactu I, 5 crated 15 IV keapran VcTaHOBNEHHE COCTARE COBETA MO Mnunuzapas Poccun
YTBePHKACHUH MOJOKEHUA O COBETE N0 MPOEKTA 2015 r. 3THKE, TIOJIOKEHHA O COBETE M0 ITHKE
aTHKe B cdepe oOpameHus denepanpHoOro B chepe oOpaineHus
OUOMEIHUHHCKHX KNETOUHBIX 3aKoHa OHOMETHIMHCKHX KIETORHBIX
IPOYKTOB, 00 YTRBEP)KICHHH NOpARKa NPOXYKTOB, 00 YTBEPIHACKUN MOPAIKA
OpraHH3alUyH H NPOBEACHUA ITHIECKOI OpTaHM3alMH H BPOBEACHAA
IKCMEPTH3BE BO3MOXHOCTH MPOBENCHHUA 9KCHIEPTH3E! BO3MOXHOCTH
KIHHHYECKOrO HCCNeA0BaHUA OPOBECHHS KIHHHYECKOTO
GuOMEIUIMHCKHX KISTOYHBIX HCCAEROBAHUA OHOMEIMUMHCKHX
OPOAYKTOB H QOPMBI 3aIUTIOHEHHS KJICTOYHBIX TTPOXYKTOB H GOPMEI
COBETa fI0 ITHKE 3aKMOYeHAs COBETA M0 3TUKE
9.  O6 yTBepXAECHHH NOpPAIKA Yacth 6 cTaThi 15 1V ksapran YcranosneHne nopaika pasMemeHus Mun3zapas Poccuu
pasMellieHHs Ha OQHLMANBHOM CaiiTe B NpoeKTa 2015r. Ha obHIHaREHOM caliTe B CeTH
cetd "Hurteprer" undopmaunu o denepatsHOro "HHrepHer" uHOOPMALMH O COCTaBE
COCTABE COBETA MO 3THKE, MNIaHAX €r0  3aKOHa COBETA IO 3THKE, TUIaHaX ero paboThl
paboThI H TEKYLICH AEATENLHOCTH H TEeKYIUCH NeATeABHOCTH
10. OO0 yTeepxaeHHH NopsIKa Yacts 1 crateu 16 111 kBapran 2015 r. Ycranosnenue nopaika Munsapas Poccun
NpeAcTaBleHNs QOKYMEHTOB, H3 IpoeKTa [PEACTABNCHUA JOKYMEHTOB, U3
KOTOPLIX POPMHpYETCH benepansHOrO KoTopeiX dopmupyerca
PETHCTPALIHOHHOE 10ChE Ha 3aKoHa PErucTpalHOHHOE JoChe Ha

OHOMENHITHHCKHI KIeTOYHBII
NPOAYKT 1A FOCYAAPCTBEHHOM
peTHCTpalHl OHOMEIHIHHCKOTO
KJAETOYHOTO TPOOYKTA
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O6ocHoBalMe HpumepHnii Ceepening o cbencpanbﬂmi(
Ne HaumenoBanne npoekra HeobxoauMocTH CPOK HOATOTOBKH Kparkoe onucanue npoekrta OpTAHaX HCHOHHTEILHOM
/i Ho HpoeKTa N B/IAaCTH NHOO opraHM3amsix -
PMATHBHOTO aKTa NOATOTOBKH NMPOEKTa HOPMATHBHOTO aKTa
HOPMATUBHOTO AKTa HOPMATHBHOTO FOJOBHBIX HCHOJHHUTENSX
aKTa H COHCTIONHUTENSX
11. OB yTeepKACHHH NMOPAIKA BbLIAYM [MyHkr 4 yactu 2 III kBapran 2015 r. YcranosjieHHe NOPANKA BBIAAYH Mhunsapap Poccun
paspeHieHHs Ha MpoBeaeHNe ctarsi 20 npoekTa paspelileHHs Ha TPOBENIeHHE
KIHHAYECKOTO MCCACHOBaHMA ¢enepansHOTO KIHHHYECKOTO UCC/IeAOBAHNA
OHOMETHLMHCKOrO KJIETOUHOro 3aKOHa 6HoMe MIIMHCKOTO KIAETOHHOTrO
npoaykTa NpoAYyKTa
12.  O6 yreepxaeHuH GopMbl [Iynxkr 3 yacts 1 [l xBapran 2015 r. Yreepxaenue GopMsl Muuszgpas Poccun
PETHCTPALIHOHHOIO YAOCTOBEPEHHS CTaThH 23 npoexTa PErHCTPALMOHHOr0 YAOCTOBEPEHUA
OHOMEIHLMHCKOTO KIETOUHOTO $enepaisHOTO 6HOMETHLMHCKOTO KJIETOYHOIC
NpoXyKTa 3aKOHA MPONYKTa
13.  O6 yrsepxaesuuu ¢opMsl fokymeHTa, YacTs 3 cTathh 25 IV kBapran Ycranosnenue gopmel fokymeHtTa,  MuH3gpas Poccun
COAEP KALHErO Pe3YNLTATH] npoexra 2015r. COACpKALEro pe3yAbTaThl
MOHHTOPHHTA He30MacHOCTH ¢enepansHOrO MOHHMTOpHHTa 6E30NacHOCTH
NpHMeHEHUs GHOMEAHIIMHCKOTO 3aK0Ha NpUMeHEeHNa OHOMEIBIIMHCKOTO
KIETOMHOIO NIPORYKTa, B HENAX KJIETOYHOTO IPOIYKTA, B HEJIsX
NOATBEPXAEHHSA €I0 TOCYNapCTBEHHOM HOATBEPKACHHSA EF0
perscTpauMu TOCYJapCTBeHHOH perucTpaliy
14. OO yreepxuenun Gopmul 3aapneHun o Yacts 1 crareu 26 IV keaptan YcrtanoBneHde gopMel 3aiBnedud ¢ Mun3gpas Poccun
BHSCCHHMM M3MCHEHHI B JOXYMEHTH,  TIPOEKTa 20I5T. BHECEHHUH U3MEHEHHUH B NOKYMEHTH,
COAEpXKAILYEcs B PETHCTPaHHOHHOM  (deiepanbHOrO coACpKAlMECH B PETHCTPAIHOHHOM
AOChE Ha 3aperHCTPHPOBAHHKLH 3aKOHa A0Che HA 3aperuCTpHpOBaHHbIH

OHOMENHIMHCKHMH KICTOYHBIH NPORYKT

25012707 doc

OHOMEIUIHHCKHH KNeTOYHBIH
NpOAyKT
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OGocHoBanue Mpumepsiit Csenenus o ¢eﬂ€PaJIBHBIE(
Ne HaumeHnoBatue npoekta Re00OX0IHMOCTH CPOK MOXrOTOBKH Kparxoe onncanmne npoexrta OpraHaX HCHOJIHUTEIEHOM
NpOEKTa BJIACTH JTHOO OPraHHu3aLHIX -
n/n HOPMATHBHOTO aKTa HO/ITOTOBKH NpoeKTa HOPMATHBHOTO aKTa
HOPMATHBHOTO aKTa HOPMAaTHBHOTO FOJIOBHBIX HCIIONHATENAX
aKTa W COMCHOMHUTENAX
15. OO6 yrBepxaAecHHN NOPAAKA BEASHUA Yacts 3 craten 28 I keapran 2015 r. YreepiueHue Muuzapas Poccun
roCyRapcTBEHHOIO peectpa ApOEKTa NOpA/IKA BeICHUSA FOCY,JAPCTBEHHOrO
GHOMETHITMHCKUX KIICTOMHBIX denepansHoro peecTpa GHOMEMHIIMHCKUX
HPOAYKTOB 3aKOHa KITETOYHBIX IPORYKTOB
16. OO yrBepkieHnH nopsnxka v cpokoB  Yacte 2 craten 31 1H kBapran 2015 r. YcTtanosnenne nopsaxa Mumnszapae Poccun
pa3MeleHus HH(QOpPMallnH, CBA3aHHON TIPOEKTa W CPOKOB PasMEHICHHA HHPpopMarin,
€ OCYWICCTBACHHEM roCylapCTBeHHOH  denepanbHoro CBA3AHHOM C OCYIUECTBACHHEM
perucrpauuy 6HoMeAHLIHHCKHX 3aKOHa rOCYJapCTBEHHOH PEruCcTpalHH
KJIETOYHBIX TIPOAYKTOB, HROpMAIHH O OHOMEIHLUMHCKHX KNETOYHBIX
3aperHCTPHPOBAHHBIX MPOAYKTOB, HH(OPMALHME O
SUOMEHLIMHCKAX KIIETOMHBIX 3aperHCTPHPOBAHHEIX
MPOAYKTaxX, HCKIIFOYEHHbIX K3 SUOMEIMIMHCKHX KIICTOYHBIX
rocyIapCTBEHHOTO peecTpa IPOAYKTAX, HCITIOUYEHHEIX U3
OHOMENLIMHCKHX KIETOYHBIX FOCYAApCTBEHHOTO peecTpa
TPORYKTOR OHOMENTHIIMHCKHX KIIETOYHBIX
HPOXYKTOB
17.  O6 yraepXAeHHH NOpAIKa BEACHHA Yacte 4 crareu 32 1I] kpapran 2015 r. YcraHoBneHHe NOpAAKa BeACHHA Munzapas Poccun
peecTpa BLIIAHHBIX paspellcHHH Ha npoeKTa peecTpa BEIIAHHBIX pa3pelicHHH Ha
ApoBelieHHe KITHHHYECKHX penepansuoro ApPOBE/ICHHE KIHHHYECKHAX
HCCNEROBaHHH GHOMEIMIIHHCKHX 3aK0Ha HCCNEeA0BaHHH OHOMEIHIMHCKHX

KAETOUHBIX IPOAYKTOB

25012707 doc

KIETOIHBIX IPOAYKTOB
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O6ocHoBaHHE [Ipumepnylit Ceepennd o ¢;cnepmrbnbg‘c
Ne HanmMecHoBaHMe nIpoexTa HeoOXomuMOCTH CPOX NOATOTOBKH Kpatkoe onucanne npoexrta OpraHax gcno.tmmenbuon
wn HOPMATHBHOI'O aKTa NOArOTOBKH fPOEKTa Hpoekra HOPMATHBHOTO aKTa BJACTH JIMDO OrasHsaliix -
HODMATHBHOTO aKTa HOPMATHBHOTO TOJIOBHBIX UCNIONHATENNX
aKTa ¥ COUCTIONHUTEMIX
18. OO yTBepxHCHHH NOPAIKA Yacte 8 crareu 32 I xeapran 2015 r. YcranoBneHue Munsapap Poccun
pasMmelleHdsA Ha opHIHANLHOM CaiiTe B MPOEKTa fIOpAKa pasMELICHHA Ha
cetH "HHaTepHer" nepeuns thenepaibHoOro opuLHANLHOM caiiTe B ceTH
MESAHIMHCKHX OpraHu3aiui, 3aKOHa "UutepreT" nepedns MeIUIMHCKHX
MMEIOLHUX NPaBo MPOBOSHTE OpraHU3alHii, HMEIOLINX MPABO
KIMHMMECKNE HCCNeA0BaHNA IIPOBOAKTH KIIMHUYECKHE
OMOMEAMIIAHCKUX KIIETOHHAIX HCCNIeROBAHHA OHOMEHIHHCKHX
MPOAYKTOB, H PEECTPa BELAAHHEEX KRETOUHEIX MPOAYKTOB, H peecTpa
pa3pelneHuil Ha NpOBEACHHE BHUIAHHBIX pa3pellicHHH Ha
KNHHMYECKUX HCCASHOBaHMIA npopeicHHE KIMHHYECKHX
OHOMENMIHHECKHX KJIETOYHBIX HCCIEAOBAHUH GHOMEIHILMACKHX
IPOAYKTOB KIECTOUHBIX PORYKTOB
19. OG yreepxacHuH ¢opMer coobiehns Yactu 6, 7 ctatou 34 HI keapran 2015 r. Ycraunosnesine gopmMet coobinenus o Mnusapas Poccun
0 3aBEepLICHUH, IPHOCTAHOBJICHNM HAH [POEKTa 3aBepLIeHHH, NPHOCTAHOBICHHH MM
NPeKPAINEHHH KIHHHYECKOro denepansHoro ApeKpalilcHHH IUTMHUYMECKOTO
uccaeoBaHus GHOMEAKRIMHCKOTO 3aKOHa HcenenoBaHus GHoMeIHIUHCKOro
KIETOMHOTO MPOXYKTa KJIETOMHOTO IIPOAYKTA
20. OO yTBepKACHHH MOpALiKa Yactp 8 ctareu 34 Il xpapran 2015 r. YeranosneHue nopsaka Munzapas Poccun
ONyGIHKOBAHHA H Pa3MEHICHUA Ha IpOEKTa OnyGIMKOBAaHMA H pa3MeINeHHA Ha
opHUHANLHOM CafiTe B CETH dbenepatbHOro O(pHIHANBHOM CaiTe B CETH
"HHTepHet" coobenii o 3aKOHA "UnTtepHer” coobluenuii o

3aBepLICHHH, MPHOCTAROBIICHHM HIH
NpeKpallieHHH KIKHAYECKOTO
HceneaoBaHNA GHOMEIHIMHCKOTO
KJIeTOYHOTO IPOAYKTA

25012707.dec

3aBEpLUICHHH, NPHOCTAHOBJICHUH HIIK
HOpeKpallicHHH KIHHHYECKOTO
HCCIEHoBaH A OHOMEANITHHCKOTO
KeTOYHOTO NPOJYKTa
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OBOCHOBAHHE Npumepubi Caesenns 0 ¢eﬂepaHLHBE(
Ne Hammeroparne npoexra HeoGxomumocty | CPOK HOATOTOBKH Kpartkoe onncanne npoexta Oprasax HCTIONHHTEIILHOH
n/n HOPMaTHBHOI'O aKTa MIOATOTOBKH NPOEKTa ripoekTa HOPMAaTHBHOIC aKTa BRACTH IGO0 OpraHHIALAX -
p HOPMATHBHOTO TOJIOBHBIX MCITONHMTEINSX
HOPMaTHBHOTO aKTa
aKTa H COMCTIOTHUTEIIAX
21. 06 yTBepXXAECHHK OpaBHI BeACHHA Yacte 9 ctathu 34 11l kBapran 2015 r. YTeepiicHHe npaBHII BeICHAA Munsapap Poccuu
peecTpa HeCneoBaTeNeH, MpoBOJAINX MPOeKTa peectpa HccneAoBaTeNeH,
HIIH NPOBOAMBILNX KIHHHYECKHE denepansHoro NpOBORALIKX HAW TPOBOIHBLINX
HCCAENOBAHHA OHOMEIHLIHHCKOTO 3aKOHa KITHHHYECKHE HCCIIeZOBAHMSA
KJIETOYHOTO HPOAYKTA U pa3MEILICHHs OHOMERHLIHECKOTO KJIETOYHOTO
ero Ha opHMLHATHHOM caiiTe B CeTH MIPOAYKTA U pa3MenieHns ero Ha
"HHTepHeT" o HIHATEHOM CaifTe B ceTH
"Unrepuer”
22. OO0 yTBepxHEEHHH NOpAaKa Yacre 10 crateu 34 IV ksaptau YcTaHOBIICHHE NOpAnKa Mpunsapas Poccun
IpeAcTaBIeHHs NpPOEKTa 2015 . npe/ICTaBNCHHS
B YIIOJIHOMOYEHHBIH (eaepanbHblii benepansHoro B YIIOTHOMOYCHHEIH $enepanbHbLit
OpraH UCTIOJIHATEIIBHOH BIIACTH, 3aKOHa OpraH HCIIOJHUTENbHOH BIaCTH,
BBIAABIINI{ paspeilleHue Ha BbiAaBINKi paspeineHye Ha
TPOBEACHHE KIMHHYECKOTO npoBeAeHHE KIHHHYIECKOTO
HCCNeAOBaHHA OHOMETHIMHCKHX uccnenoBaHusa GHOMETHLIHHCKHX
KJRCTOYHBIX MPOAYKTOBR, OTHETA O KIETOMHBIX MPOXYKTOB, OTYETA O
Pe3yABTATAX ITOTO HCCICIOBAHHA PE3yABTaTaX 3TON0 HCCACAOBAHUA
23.  O6 yTBepxAeHHH nopAaKa Yacts 3 craten 35 Il xBapran 2015 r. YcranornenHe nopaaka Munsgnpas Poccun
PacCMOTpeHHs COOBIIeHHS O NpOeKTa paccMOTpeHHs Coo0ImeHn o
HeoOX0AMMOCTH BHECEHHS H3MeneHull  degepainHoro HEOOXOAUMOCTH BHECCHHA
B NPOTOKOJI KITHHHYECKOTO 3aKOHa N3MeHeHuH B IPOTOKOJ

HCCAIEAOBaHUA GHOMENHIIMHCKHX
KIIETOYHBIX POAYKTOB

25012707 doc

KIRHHYECKOTO HCCTCIOBAHNA
OHOMEAHIMHCKUX KNETOYHBIX

NpPOXYKTOB
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OBoCHOoBANME {Ipumepnblit Ceenenns o peaepanbnbix
Ne HanmenoBanue npoexta neobxomumocty | CPOK MOATOTOBKM Kparxoe omucanme npoekra OpraHaX HCHOHUTCALHOR
n/n HOPMAaTHBHOIO aKTa MMOArOTOBKH NpoeKTa HpoexTa HOPMaTHBHOIO aKTa BIACTH JMG0 OpraHH3aLAX -
HOPMAaTHBHOTO FOJIOBHBIX HCHIONHHTEMAX
HOPMAaTUBHOI'O aKTa
aKTa M COHCTIOJIHHTENAX
24. 06 yreepiICHHH NOPARKA ydeTa B Yactu 2, 3,4 IV xBaptan YcTanoBneHue NOpAKa yyeTa U Mun3npas Poccun
XpaHeHNs B MEIAHLMHCKOH ctathi 40 npoexTa 2015 . XpaHEeHHA B MEAHITHHCKOMN
ROKYMEHTAIMH BOJCH3IBABICHHA denepanbHOTO DOKYMEHTAIIUH BOMCHIbABNECHHUS
COBCPIUCHHOMETHETO ACECNOCODHOTO  3aKOHA COBEPINEHHONIETHETO AECocobHOro
rpaXKIaHMHA O COTJIACHM HIIH FPaXJaHHHA O COTACHH WIIH
HECOTJIACHH Ha NMPEAOCTABIIEHHE ero HECOTTIACHH Ha NIPEHOCTABNICHHE ETO
GHONOrHYeCKOro MaTeprana nocine 6ronoruyeckoro MaTepHana nocie
CMEpPTH, 3aABICHUH HHBIX JIHK B CMEPTH, 3aABfCHHH HHBIX fHU B
OTHOIICHHH TONYYeHHs OTHOIICHHH TONyYeHHSA
6HONOrHYECKOro MaTepHalla yMepilero OHONOTHYECKOTO MaTepHana
1% NPOH3BOACTREA GHOMEAUITHHCKOTO YMepIHero [UIs MPOH3BOACTBA
KJIETOYHOTO IPOAYKTa OHOMEIHIIHHCKOPO KIIETOYHOrO
NpOayKTa
25. OO0 yTBepXACHHH HPaBHA Yacts 6 craten 40 111 xBapran 2015 r. YcraHORIEHHE TpaBAI Munzapae Poccun
MEIHLIMHCKOTO OOCNeIOBaHAA JOHOPA NPOEKTa MEAHIHHCKOTO 06CIelOBaHUs IOHOPA
GHONOrN4ecKoro MaTepHaia penepansHOro GHONIOTHIECKOT0 MaTepHaIa A

BBIABJICHHA NPOTHBONIOKA3AHHH A1s 3aKOHa
oIyYeHns GHOAOTHYECKOrO

MaTepHana Jnd NPOH3BOACTBA

OHOME IHIHHCKHX KICTOYHBIX

APOAYKTOB H NMEPETHA

NpOTHBONOKAzaHUI (abCcomOTHBIX H
OTHOCHTEJILHBIX) JUTA NOTYYCHUSA
BHONOrMYecKoro Marepyana Jis

IPOM3IBOACTBA OHOMEMUMHCKUX

KIETOYHBIX MPOAYKTOB

25052707.doc

BBIAB/ICHUA MPOTHBONOKA3AHKI Ut
Nomy4eHus GHONOIHYECKOTO
MaTepHana Juid NpoM3BOJACTEA
SHOMEMUHHCKHX KJICTOYHbIX
NpOAYKTOB H mEpednA
poTHBONOKa3aHHHA (abComOTHRIX U
OTHOCHTEbHAIX) 14 NOTYIeHHS
BGHONOrAIECKOTO MaTEpHANA JUIA
OPOH3BOACTBA OHOMETHUHHCKHX
KJIETOYHBIX MPOXYKTOB
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OBOCHORHE [IpumepHsii CaeneHus o d)enepanwuic
Ne HanmeHoBakue nmpoekTa HeoOX0HMOCTH CpOK NOArOTORKH Kparkoe onucanue npoekra Opranax RCTOTHATEILHOH
/i HOPMATHBHOIC aKTa TIOATOTOBKA MPOEKTA Tipoekta HOPMATHBHOTO aKTa BJI2CTH IHGO OPraRH3ALHAX -
P HOPMaTHBHOIO TOJIOBHEIX MCIOJHUTEAX
HOPMAaTHBHOTIO aKTa
aKTa ¥ COUCIIONHHTEIAX
26. Q0O y1BepacHHH PopMbl Yacte 8 craten 40 11l keapTan 2015 r. Ycranosneskue opMsl MuHzgpaB Poccin
WHGOPMHPOBAHHOr® JOOPOROABHOTO  MpOEKTa HHGOPMHPOBAHHOIO X0OPOBQIBHOTO
COTTacUA MPHKH3HEHHOro JOHOpa denepansHOro cornacHs MpIXKU3HEHHOTO AOHOPA
NpeJOCTABHTE CBOH OHONIOTHYECKHi 3aKOHA NpejOCTABHTEL CBOH OHoNMOTrHYeCKHi
MaTepHan A% IPOH3BOICTBA MaTepHan AJA IPOM3BOJCTRA
OHOMEAUIHHCKOTO KAETOYHOTO OHOMEAULUMHCKOrO KJIETCHHOrO
NpPOAYKTA, POAHTENECH HITH HHBIX NpOAYKTA, pOAHTENREH WIH HHBIX
3aKOHHBIX NPEACTABHTENCH 3aKONHBIX NpeAcTaBHTENEH
HECOBEPILICHHOMETHUX HIIM JIUL, HECOBEPIICHRONETHHX HIH JIKLL,
NpHU3HAHHBIX HEAEECITOCOOHBIMH B NPH3HAHHBIX HEACECTOCODHEIMA B
YCTAHOBJIEHHOM 3aKOHOM NOpSAAKE, YCTAHOB/ACHHOM 3aKOHOM MTOPANKE,
HHBIX JIHL B OTHOIIEHHH YHBIX JIHL B OTHOINEHHH
npe/locTaBneHnst GHOOTHIECKOTO NpeIoCTABNCHHSA GHONOTHHECKOTO
MaTepuana i mpon3BsoAcTBa MaTepuaina i Npou3BOCTEA
OHOMEQMINHCKHX KIETOMHEBIX OHOMEMUIHHCKHX KIETOYHBIX
NIPOAYKTOB NPOAYKTOB
27. 006 ytsepxneHun GopMbI XypHana Yacte 2 craten 42 11 xBapran 2015 r. Yreepxaenue popMnl xypHaia Mpmunsapae Poceru
PErMCTpalyy DOAYYCHHS (M3IBATHA) NPOCKTa PETHCTPALMH NOAYICHUA (H3BATHS)
6uoNIOrHYecKoro MaTephaia I dbenepansroro 6HoJIOFHYIECKOTO MaTepHaIa ANA
MPOX3BOACTBA HBHOMERUIIMHCKHX 3aK0OHA NPOH3BOACTBa GHOMEIMLIHHCKIX

KNCTOUHBIX APOOYKTOR H NOPARKA €ro
BCACHHA

25012707 .doc

KJICTOYHBIX [IPOAYKTOR H MOPALIKA €ro

BEOCHHA



14

O6ocHoBaK#HE Mpeeprpit Ceezienns o tbellepa.nbm,tic
Ne HanMenobaHKe npoekTa HEOOXOAMMOCTH CPOK HOATOTOBKH Kparxoe onucanue npoexra OpraHax HCIONHHTE/ILHOH
n/n HOPMATHBHOTO axTa HOATOTOBKH MpPOEKTA HpockTa HOPMaTHBHOI'O aKTa BAIACTH N1HGO OPraHH3aLMiX -
HOPMATHBHOFO aKTa HOPMATUBHOTO TONIOBHBIX KCIOIHKTENAX
aKra U COHCMONTHUTENIX
28. OO0 yreepaenun npapun nonyyeHus  Yacte 3 crateu 42 IV kBapTan YcranorneHue npaswy monydenus  Muszapas Poccun
(13baTHA) 6HONOIMYECKOTO MaTepHaia MpoeKTa 2015, (M3BATUA) OHOMOTHUECKOTO
XN POU3BOACTBA OHOMEUUHHCKHX  (efepanbHOro MaTepuaia s MPoN3BOACTBA
KJIETOUHBIX NIPOAYKTOB 3aKOHa GHOMe AMUUHCKAX KACTOYHEIX
HPOIYKTOB
29. OO0 yrBepxecHHH Ipasui opraHdzauny Yacth 5 craten 43 IV xBaprtan YTBepXIeHAe NpaBun opraHnnzauuy  Munnpomrtopr Poccuu
NPOY3BOJCTEA ¥ KOHTPOJIA KayecTBa  MpOEKTa 2015 r. NPOH3BOACTBA H KOHTPOJIA KauecTRa
OHOMERHIIMHCKHX KIETOHHBIX deneparsHOro OHOMEIMITHHCKHIX IJIETOYHBIX
RPOAYKTOB 3aKORa NPOXYKTOB
30. OO0 yTeepxIeHHH npaBil Yacthb 2 cratol 45 IV kBapran Y CTaHOR/EHHE NPaBHIT Munsnpas Poccun
TPAHCNIOPTHPOBKH H XPAHCHHA ApoeKTa 2015 r. TPAHCIIOPTHPOBKH H XpaHEHHA
GUONOTHYECKOTO MaTepHana, KIeTok  (esepaisHoro GHONOrHYECKOro MaTepHAasia, KIETOK
ANIA NPUTOTOBJICHHA KNETOYHBIX 3aKOHa IUA IPMrOTOBNEHHA KICTOUYHbIX
AUHUHA, NpeAHA3HAYSHHBIX AJIs AHHYUH, OpeIHA3HAYCHHAIX AN
IPOH3BOACTBA OHOMEIHUIFHCKAX HpOH3BOICTBA GHOMEAMIMHCKHX
KIIETOMHBIX IPOJYKTOB, KIeTOYHLIX IPOAYKTOBR,
CHOMEANIIMHCKHX KIETOYHBIX GHOMETHIIMHCKHX KISTOYHARIX
IPOLYKTOB NpOXYKTORB
31. OO yTeepXAcHAH NMOpPIKa Yacrs 6 crathu 50 IV xpapran YCTagoBICHHE MOPAIKA Munznpas Poccuu
OCYIIECTBICHHA MOHUTOPHHTA [IPOCKTa 2015 . OCYIOECTBIIEHHA MOHHTOPHHIA
0e3011aCHOCTH NPUMEHEHHS tbenepanpaoOro Oe3onacHOCTH NPHMEHEHHA
OnoMeAMIHHCKHX KNETOYHBIX 3aKOHa 6uoMENALMHECKHX KRETOTHBIX
NPOLYKTOB, pETHCTPAaLHH NOGOUHBIX OPOXYKTOB, PEFUCTPaliMH MOOOMHBIX
HeidcTui, HeMpeABUACHHBIX IeHCTRAl, HempeABUACHHBIX
25012707.doc
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OB0CHOBANHE TIpumepHBIit Ceenenns o d)e,z[epanwui(
Ne HaumernoBanue npoekta HEOOXOAMMOCTH CPOX NOArOTOBKA Kparxoe onucanne npoekra Opranax HONOJIHUTCALHON
n/n HOpPMAaTHBHOIC aKTa HOANOTOBKH NPOEKTa fipoekra HOPMAaTUBHOI'C AKTa BI2CTH JIG0 Oprafnt3aiHax -
HODMATHBHOT® 4KTa HOPMAaTHBHOI'O T'OJIOBHAIX HCIIOJTHHTESIX
aKra H COMCIOJIHHTENIAX
HEXeNaTeNbHbIX PpeaKLHii H cepbe3HbIX HEXeNaTeNbHbIX peakldii K
HeXeNnaTeNpHbIX peaKiuil Npy CEpLEe3HbIX HEXENATENbHBIX peaKIui
fipHMEHEHHH OHOMEAMIHHCKHX NpH NpUMEeHEeHEN OHOMEOMIMHECKHX
KNETOYHbIX POAYKTOB, BIUTIOYAs KNETOYHKX MPOJIYKTOB, BEJIIOYan
npeJcTaBleHHE HHPOPMALHHU O npeACTaBRcHHE HHPOPMALTHH O
noSoYHLIX ACHCTBHAX, 110OOUHEIX AeliCTBHAX,
HenpeXBHACHHBIX HEXENaTeNIbHBIX HenpeABHACHHBIX HEXeNaTeNbHbIX
PeaKmHAX U CePhe3HbIX PEaKIUAX H CEPHEIHBIX
HEXENaTENbHBIX PEAKIMAX IPH HEXeNAaTENbHBIX PeaKIHAX NpH
ApAMEHEHHH OHOMENUHHCKAX NpHMeHEeHHH OHOMEIMIHHCKHX
KRETOYHBIX NPOAYKTOB, HHPOPMALIHH © KJIETOMHBIX POAYKTOB, HHGPOPMaLIHU
CIydanx poKICHHA OeTei ¢ 0 cIyyadx poXACHHS JeTeH C
BpPOXICHHBIMH 3a00J1eBaHHAMH H BPOXICHHBIMH 3a00JICBaHUAMU U
HOpOKAMH pa3BRTUSA MOPOKAMM Pa3BHTHA
32. OO0 yTBepXIECHHH 1OpAJiKa Crartsa 51 npoexta IV kBapran YcradopneHue nopsaaxa Munznpas Poccuu
NPHOCTAHORJICHUA NPUMEHERHUA denepam,HOTO 2015 . NPUOCTAHOBICHHA NIPUMEHEHHA
GHOMEIHLIMHCKOTO KJIETOHHOT'O 3aKOHa OHOMEAHIHHCKOTO KJICTOUHOTO
OpoAyKTa npoiayKra
/

25012767 .doc



IPABUTEJIBCTBO POCCHMICKOH ®EIEPAIIAN
PACIIOPAXEHHUE

ot 5 deppama 2015 r. Ne 160-p

MOCKBA

1.Buectu B [locymapctBennyro JHymy @enepamsHoro Cobpanus
Poccuiickoit ®epepauyn npoekt depepansHoro sakona " OGHOMERHIMHCKHX
KNEeTOYHBIX MTPOAYKTax".

2. Haznaunts cTarc-CeKpeTapst - 3aMeCTHTEN MuHucTpa
3npasooxpaneHus  Poccuiickoli  ®Penepaunu  KoctenHuxoBa  JIMHTpuUs
BauecnasoBuda oduunanbubiM npencraButenem [lpaBurenscrsa Poccuiickoid
®demepaunnn  npud . paccMoTpenmu mnanaramMu  PepepansHoro  CobpanHus
Poccniickoil denepainu npoexta deaepansHoro sakona "Q 6HOMEIMIMHCKHX
KJIETOYHAIX [IPOJIyKTax".

[Ipencenarens Ilpas

Poccuiickoit deng HN.Menpenes
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