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HpaBHJ'l NOJIyYCHHA OHO0JIOrHYeCcKOro MaTepuaJaa aJjis Npou3BoaACTBa
OMOMEeINMIIHHCKHAX KJIETOYHBIX NpPOAYKTOB
H nepeaayf €ro nNpou3sBoAHTE/0 OHOMEIHIHHCKHX KJIETOYHBIX HpPOAYKTOB

B cooTBETCTBHH C 4acThio 2 craThk 33 ®@enepasibHOro 3akoHa ot 23 moHsa 2016 r.
Ne 180-®3 «O GHOMeNUIMHCKHX KIETOYHEIX mpoaykTax» (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®enepanun, 2016, Ne 26, ct. 3849) 1 MOAIIYHKTOM 5.2.207% TonoxeHus
0 MunucrepctBe 3apaBooxpaHeHus Poccuiickoi Denepanuy, YTBEPXKICHHOTO
nocranosnenueM IlpasurenscrBa Poccuiickoit @enepanuu ot 19 urons 2012 r. Ne 608
(Cobpanue 3akoHomarenscTBa Poccmiickoit @enepannn, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014,
Ne 12, ct. 1296; Ne 26, cr. 3577; Ne 30, ct. 4307; Ne 37, c1. 4969; 2015, Ne 2, ct. 491;
No 12, c1. 1763; Ne 23, ct1. 3333; 2016, Ne 2, ct. 325; Ne 9, cT. 1268; Ne 27, c1. 4497,
Ne 28, cr. 4741; Ne 34, cr. 5255; Ne 49, ct. 6922; 2017, Ne 7, cr. 1066; Ne 33,
cT. 5202),npuru ka3 bl Balo:
VrBepauTh mpunaraemele IIpaBuna nongydenus OHOIOTHYECKOTO MaTepuana i
IPOM3BOJICTBA  OMOMEIHMIMHCKMX  KJIETOYHBIX MPOXYKTOB M  IEpefavd  €ro
TIPOU3BOAUTENIO OHOMEIUIMHCKUX KIIETOYHBIX MTPOTYKTOB.

Bpuo Munuctpa % W.H. Karpamaniau




YTBEPXJIEHbI
nprka3oM MuHHCTEpPCTBA 3paBOOXpaHEHHS
Poccuiickoii ®eneparuu
OT «i2» 08 2017 r. Ne 59+

l'[paBu.ﬂa MoJyuyeHuns OHOJIOTHYEeCKOro MaTepHaJia
AJIA IPOU3BOACTBA 6ﬂOMe[lHllHHCKHX KJI€CTOYHBIX IPOAYKTOB
H nepeaavu ero npou3BoauTe N0 GHOMCIIHIIHHCKHX KJI€TOYHBIX IIPOAYKTOB

1. Hacrosmue IlpaBuna omnpenensioT MOPSOOK IONyYEHHS OHOJIOTMYECKOIO
MaTepuana (OHOOTHYECKHEe J>KUAKOCTH, TKAaHH, KJIETKH, CEKpETHl M IMPOXYKTHI
KU3HEAECATENIbHOCTH YeloBeKa, (U3HOJIOTHYECKHE M MATOJOTHYECKHE BBIIECICHHMS,
Ma3KHM, COCKOOBI, CMBIBBI, OHOIICHI{HBIH MaTepHal) OT JOHOpa OHOJOTHYECKOro
MaTepuana (Jajsee — JOHOpP) AJA TPOHU3BOJCTBA OHOMETUITMHCKHX KJIETOYHBIX
IPOAYKTOB, B TOM YHCJI€ B LIETIAX MPOBENACHUSA JOKIHHUYECKUX UCCIIEOBAaHHM U (MIIH)
KJIIMHUYECKNX HCCIEAOBaHMi, U Tepefadd ero IPOH3BOJUTENI0 OHMOMEIUIIMHCKHX
KJIETOYHBIX MPOIYKTOB.

2. ITonmy4yeHne OHOIOTHYECKOTO MaTepuayia OCYIIECTBISECTCA B OpraHU3alUsAiX,
MMEIOIINX JIMUEH3WI0O HAa MEIULMHCKYIO JeATeNbHOCTh (Jalee — MEUIMHCKAs
OpraHM3aiusi), Ha OCHOBaHHH JIOTOBOpa MEXIY MEIMLIMHCKONH OpraHu3aluei u
HNPOU3BOAUTENEM OMOMENUIIMHCKUX KJIETOYHBIX NMPOAYKTOB (Zajiee — MPOU3BOIUTEIND)
3a cUer HpOI/IBBOI_[HTeJ'IiII.

3. TlomydyeHne OMONIOrMYECKOrO0 MaTepuaga OCYIIECTBIAETCA C COOJIIOJeHHEM
TpebGoBaHuil, ycTaHOBIEHHBIX cTaThelt 33 PenepanbHOro 3akona Ne 180-D3.

4. IlonyyeHune 6HONIOTMYECKOT0 MaTepHalia OT JOHOPA OCYIIECTBIISETCS BpauaMHu-
cnenuanuctaMd W (WIH) MEIULUUHCKAMH pabOTHHKaMH, HMEIOIIMMH CpeaHee
npodeccuoHaIbHOE (MEIUIIMHCKOE) 00pa30BaHUE, B COOTBETCTBHH C JOKHOCTHBIMH
HHCTPYKLUHSAMH. '

5. Ilpu npr>XU3HEHHOM JIOHOPCTBE JOHOP IPOXOAUT MEAUIIMHCKOE 00cieloBaHe
B COOTBETCTBUM C 4acThiO 3 cTaThi 34 PenepanpHoro 3akoHa Ne 180-D3.

B cnyyae npuMeHeHUs TP NPHKU3HEHHOM JIOHOPCTBE HMHBA3HBHBIX
MaHUIYJSIAR WX XUPYPIHYECKUX BMEIIATENBCTB, CONPOBOXIAIOLIUXCS BBICOKHM
PUCKOM IIPUYHMHEHUS Bpela 3J0pOBBIO IOHOPA, PEIICHHE O JOHOPCTBE NIPUHUMACTCS
Bpa41eOHOM KOMHCCHEH MeIUIIUHCKOM OpraHu3aliH.

"Yacts 1 cratbn 33 ®enepansHoro 3akona ot 23 mons 2016 r. Ne 180-03 (Cobpanue 3akoHoxaTenscTBa Poccuiickoi
®Denepanuy, 2016, Ne 26, cr. 3849) (nanee — GenepanbHsiii 3akoH Ne 180-D3).
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Ilpy TpWKHM3HEHHOM [JOHOPCTBE BO3MOXHO IOJNYYEHHE OHOIOrHYECKOTO
MaTepuana NpH MPOBEAEHAHM MEIULMHCKUAX BMEIIATeNIbCTB, HA3HAYEHHBIX JOHOPY B
LeNIX NUarHOCTHKH M JICYEHHS], a TaK)Ke UCIOJIb30BaHUE B KAYECTBE OHOJOTHYECKOrO
Marepuaia OuorncuiiHoro (onmepanMoOHHOr0) Marepuala M HHOTO MaTepuana,
NONy4YCHHOTO 'y JIOHOpa M MpPENHa3HAYeHHOTO Ui JabopaTOpPHBIX M HMHBIX
HUCCIIEOBAHUM.

6. IIpu mocMepTHOM IOHOPCTBE GHOTIOrMYECKHH MaTepuan MOXKET GBITh MOTy4eH
y Tpyna Iocjie KOHCTaTallid CMEPTH B COOTBETCTBHM CO cTaTheidl 66 demepaabHOro
3akoHa oT 21 Hos0pa 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHHI 310POBbs IPAXKIAH B
Poccuiickoit @enepauum»’. ‘

IomyyeHue OHONOTHYECKOr0 MaTepHala y Tpyma MHPOU3BOIUTCA C YYETOM
)KH3HECTIOCOOHOCTH OHONIOTHYECKOTro MaTepyaa, HO He Ho3iHee 48 YacoB ¢ MOMEHTA
KOHCTaTaIlil CMEPTH.

Ilonmydenre GHOIOrMYECKOro MaTepuaiia IPH MOCMEPTHOM JOHOPCTBE JOJDKHO
OCYILECTBIATECA C COONIONEHHEM JOCTOHHOTO OTHOLIEHHS K Tely yMepIIero
4eJI0BeKa U MaKCHMAJIbHBIM COXPaHEHHEM €r0 aHaTOMHYECKOH (HOPMEL.

B cinyyae Heo6XomuMOCTH TIpOBEACHHS CyAeGHO-MEAMLUHCKON 3KCIEPTH3BI
paspelieHue Ha MOJy4YyeHHWe OHONIOrMYEecCKOro MaTepuajla y Tpyla BBLAAETCS
CyAcOHO-METUIIMHCKAM SKCIIEPTOM.

7. CBeneHus o monyueHHH OHONOrHYeCKOro marepuana (¢ ykasaHHEM IOaThl U
BPEMEHH MOJyYEHUsl), PE3YIbTaThl MEAULIUHCKOTO 00CIeI0BaHUS IOHOPA, CBEAEHUS O
nepefave OHONOrMYECKOro MaTepHalla MpPOU3BOAMTENIO (C yKasaHHEM MOaThl H
BPEMEHH Tepe/iaut) Wi 00 YHHYTOXKEHHH OHOIOrHYeCKOro Matepraa (¢ yKazaHueM
JaTbl ¥ BpPEMEHH YHUYTOXKEHHUS ), BHOCATCS B MEJUIIMHCKYIO JOKYMEHTALIUIO JOHOPA.

buojiorunueckuii MaTtepual, MOIyYeHHbIH OT JOHOPA, Pe3yIbTaThl MEeIULMHCKOTO
00cCiieloBaHMsl KOTOPOTO HE BHECEHBI B MENHMLHMHCKYIO JOKYMEHTALHIO JOHOpPA, HE
MOJKET OBITh IepelaH IPON3BOIUTEIIIO.

8. B MenumiMHCKOH OpraHM3amMu BeIeTCs JKypHal ydeTa OGHOJIOrHYECKOro
MaTepualia, IIOJYyYEHHOIO JUIsi IIPOM3BOACTBA OHOMEOMIIMHCKOIO KJIETOYHOTO
NpOXYKTa M TMOUIEXAIIEro MepeAade NPOU3BOAUTENIO, B KOTOPBI BHOCSTCS
CJIeyIOIIHe CBEICHUS:

1) xox noHOpa, MPUCBaHBAEMEIH B MEIMLIMHCKOM OpraHu3aluy;

2) Bz, Guonorudeckoro Matepraia (OHOJOTHUECKHE >KMAKOCTH, TKAHHU, KIETKH,
CEeKpeTbl M TMPOAYKTHI JKU3HEACATEIPHOCTH 4YelloBeKa, (U3HOJIOTHYECKHE W
[aTOJIOrMYECKHE BBIACTIEHHS], Ma3KH, COCKOOBI, CMBIBBI, OMOIICHIHBIH MaTepHa);

3) nara u BpeMs HONy4eHHs GHOJIOrHYECKOr0 MaTeEpHaa; .

4) cBesieHus o nepeaade GHONOrUUECKOTO MaTepHaia IIPOU3BOJUTENIO:

HOMED H J1aTa pelleHys O nepejadye 6UOIOrHIecKoro MaTepraa,;

2 Co0panue 3axkoHoaaTenscrBa Poccuiickoit ®enepaiun, 2011, Ne 48, ct. 6724; 2013, Ne 48, cT. 6165.




HavMEHOBaHHE U aJipeCc MeCTa HAXOXKACHUS TPOU3BOUTEIS; '

HOMeEP U J1aTa CONMPOBOAUTEIHHOIO JOKYMEHTA Ha OMOJIOrMUeCcKUid MaTepual;

JlaTa ¥ BpeMs OTIpaBKU OMOJOTHYECKOT0 MaTepuraa.

9. Dbuonorudeckuét Marepuan, MOMJIEKAIMi TNepenade MTPOU3BOAMUTEIIO,
YIAKOBBIBAECTCSI U MapKUPYETCs B COOTBETCTBHMM C MPaBWIAMH TPaHCIOPTHUPOBKU
OMOJIOTUYEeCKOr0 MaTepHalla, KIeTOK Ui IPUTOTOBICHHS KJIETOYHBIX JIMHHM,
KJIETOYHBIX JIMHWH, TMpeAHa3HauYeHHBIX JJA MPOU3BOACTBA OMOMEOMIIMHCKUX
KIIETOYHBIX MPOJYKTOB, X GHOMEIUIMHCKUX KIETOYHBIX IPOLAYKTOB".

HeBocTpeOoBaHHBI OUOJIOTMUECKHA MAaTepHall IOMJIEKHT YHHYTOXKECHHIO B
NOpSAJKE, YCTAaHOBIIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoii Penepaiuu B cdepe
OXpaHbI 3I[Op0BB§I4.

3 TommyHxT 5.2.207* Tlonoxenns o MuHHCTepCTBe 31paBOOXpaHeHHsA Poccumiickoii (denepaLyii, YTBEPXKIECHHOTO
nocraHosneunem I[pasButensctBa Poccuiickoit ®epepanuu ot 19 mona 2012 r. Ne 608 (CobpaHne 3aKoHOJATeNbCTBA
Poccuiickoit ®enepaunn, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, c1. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386;
Ne 45, c1. 5822; 2014, Ne 12, ct. 1296; Ne 26, c1. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491; Ne 12,
cT. 1763; Ne 23, ct. 3333; 2016, Ne 2, cT. 325; Ne 9, cr. 1268; Ne 27, ct1. 4497; Ne 28, ct. 4741; No 34, cT. 5255; Ne 49,
cT. 6922;2017,Ne 7, cr. 1066; Ne 33, ct. 5202.

* Yacts 1 craTeu 38 denepansHoro 3akona Ne 180-®3.




