INNOSACHHUTEJIBHAS 3ANMACKA
K [IEPBOH peJaKLMH MIPOEKTa HALIMOHAIBLHOTO cTaHaapTa Poccuiickoit Denepauuu
«buotexHonorus. Buobankunr. O6uue TpeGoBanusy

1 OcHoBaHue 1151 pazpaboTku CTaHAapTa

[IpoeKT HaLMOHAILHOTO CTaHapTa pa3paboTaH B cooTBeTcTBUH ¢ [THC 2021 r.

OcHoBaHHEM 1S pa3paloTku CTaHaapTa ABJIAETCA [Iporpamma
MEKTOCYJapCTBEHHOM cTaHAapTH3aui Ha 2021 .

[lIndp Temsr 1.5.326-1.088.21.

Pa3spaGoran Briepsrie.

2. KpaTkasi XapaKTepHucTHKA 00beKTa H acleKTa CTAHAAPTH3AUHH

Ilpoekt  HacTosmlero cramgapTa  ycTaHaBAMBAeT — OBIIHE TpeOoBaHUA K
KOMIIETCHTHOCTH,  GECHpPUCTPaCTHOCTH M COINIACOBAHHOCTH (bYHKIMOHHUPOBAHKS
OnoGaHkoB, BKMIOYas TpeGOBaHMS K KOHTPOMIO KauyecTBa IS OOeCIedeHus cbopa
OHOJIOrHYECKMX MaTEPHAJIOB M JAHHBIX HAIIEKALIETO KAUeCTBa.

Hacrosiiuuit cTaHmapt He pacmpocTpaHseTcss Ha OHONOTHYECKHl MaTepual,
MpeTHa3HAYCHHBIH /U1 IPOU3BOACTBA MMUILEBOH/KOPMOBOI NPOAYKLHH, I j1abopaTopui,
NPOBOAALIHUX MCCIIE0BAHUSA TTHILEBOM/KOPMOBOH MPONYKLNH H/HIIH /11 TePANIEeBTHYECKOTO
HCIIOIB30BaHHS.

3. TexXHHKO-)KOHOMHYECKOE, COLNHAJbHOE MJIH  HHOEe obocHOBaHHe
e/1ec000pa3sHoCTH pa3paboTKH CTAHAAPTA HA HALHOHAJILHOM YPOBHe

Hacrosmmii  crammapt npennasHaueH s NIPUMEHEHUS  OpraHU3aLMsIMH,
OCYIIECTBIAIOIUMHY OHOOAHKUHT, BKIIOYAas OMOOAHKHUHI OHOIIOrMYECKOro Marepuaia
MHOTOK/JIETOYHBIX OPTraHU3MOB (HampuMep, Yel0BeKa, JKMBOTHBIX, rpUOOB U pacTeHuil) U
MHKPOOPTraHH3MOB [UISl IPOBEJICHUS HAYYHO-HCC/IEI0BATEILCKOI paGoThI.

Ilone3oBatenn GuOGAHKOB, peryupyoIHe OpraHbl, OpraHM3alliM H CXEMBI,
HCIIOIB3YIOMINE MAPUTETHYIO OLIEHKY, OPTraHbl 110 aKKPEAUTALIHH, & TAKKe JApyTHe CTOPOHBI
MOTYT TIPHMEHATbH HACTOALUMH CTAaHAAPT TPU  I[IOATBEPXKAEHHH MM IpU3HAHHUH
KOMIIETEHTHOCTH OH0oOaHKa.

OskunaeMas 3KOHOMHYECKAs W COLIMAIbHAS 9} PEeKTUBHOCTD IIPUMEHEHHSA CTaHIAPTA
AOCTUTacTCs yCTAaHOBJICHHEM €IMHBIX TpeOOBaHHM, NMpPEIBABIAEMbIX K KOMIETCHTHOCTH,
OeCNpHCTPACTHOCTH M  COTIACOBAHHOCTH byHkuMOHHpOBaHHA GHOGAHKOB, BKIIOYas
TpeOOBaHUS K KOHTPOJIIO KauecTBa Ul obecrneyeHus cOopa GHOJIOrMYECKHX MaTepUAIOB U
AQHHBIX HAJIJICIKAICTO Ka4eCcTBa CO CTpaHaMH, puMeHsomumu 1SO 20387.

4. CBe/leHHs 0 COOTBETCTBHH NPOEKTA HAHOHAILHOIO CTAHAPTA TeXHHYECKHM
perntaMenTamM EBpa3sHiickoro 3>KOHOMHYECKOT0o ¢0103a, (eIepajbHBIM 3aKOHAM,
TEXHHYECKHM perjlaMeHTaM H MHbIM HOPMATHBHBIM NPaBOBBIM akTtam Poccmiickoii
®Qenepaunn, KoTOpble cogepxaT TpeGOBaHHS K 00bEeKTY H/HIH  acmeKTy
CTAHJAPTH3ALHH

IIpoekr Haumonanenoro cranmapra «Buorexnonorus. BuoGamkumr. OGmmie
TpeboBanus» paspabaTeiBacTCs B obecreyeHue:

[Tpukaza MunncTepeTBa 31paBooxpanenus Poccuiickoii ®enepanuu ot 20.10.2017
r. Ne 842u "OG yTBepiIeHUN TpeGOBaHMI K OPraHM3aLMN U 1eSTeIbHOCTH GHOGAHKOB 1
MPABUJT XPAaHEHUs OMOJIOrHYECKOTO MaTepHasa, KJIETOK /IS [PUrOTOBJIEHUS KIETOUYHbIX
TMHUH, NPEJHA3HaAY€HHBIX 1T IPOU3BOICTBA OHOMEIHIIMHCKUX KIIETOYHbIX IPOAYKTOB";




Ykaza Ilpesunenta Poccuiickoii ®enepaumn «O HAlMOHATBHBIX LENAX W
CTpaTEerMuecKuX 3anavax pasBuTus Poccuiickoit Penepannn Ha neproa no 2024 roxa» ot 7
Mas 2018 rona Ne 204 (HaumonansHstlii mpoekt "Jkomnorus”, yTs. [Ipesnnnymom Coseta npu
[Ipesunente Poccuiickoii ®enepauun mo CTPaTerH4eCKOMY pPa3sBUTHIO M HAIIHOHATBHBIM
npoektam, [IpoTokon ot 24.12.18 r.) B yacTu 6uopasHooGpasus.

5. CBeleHHs 0 COOTBETCTBHH NpPOEKTA HALNMOHAIbLHOIO cTaHgaprTa
MEAIYHAPOAHOMY CTaHAAPTY, PErHOHAJBHOMY CTAHAAPTY, PErHOHAJLHOMY CBOAY
IpaBu, CTAHAAPTY HHOCTPAHHOIO TrOCYAapcTBA H CBOIY MPaBHJ HHOCTPAHHOIO
rocy1apcTsa, HHOMY AOKYMEHTY MO0 CTAHAAPTH3AIHH HHOCTPAHHOIO TOCYJapCcTBa H 0
popme

Hacrosiuit cTaHaapT MICHTHYEH MEXKIYHAPOIHOMY crangapry MCO 20387:2018
«buotexnosnorus. BuoGankunr. O6mue TpeGosanus K Ouobankuury» (ISO 20387: 2018
«Biotechnology — Biobanking — General requirements for biobanking», IDT)

6. Ceexennsi 0 Hamnunu B OeepanbHOM HHPOPMALHMOHHOM ¢onae cranpapros
MEpeBOI0B MEKAYHAPOAHBIX. PErHOHAJILHBIX CTAHJAPTOB, CTAHAAPTOB H CBOJIOB
NMpaBHJI HHOCTPAHHBIX IOCYIapCTB, HAa KOTOpbie JaHbl HOPMATHBHbIE CCHLIKH B
CTaHJapTe, HCMNOJbL30BAHHOM B KAa4yeCTBe OCHOBbI I pPa3paGoTKH NpOeKTa
HAUHOHAJbHOrO cTanaapTa Poccuniickoii ®eaepaunn

IIpoeKT HaUMOHAIBHO CTaHIAaPTa B3aMMOCBS3aH C CIeAYIOLHMH MEXIAYHapOAHBIMU
CTaHJlapTaMH, KOTOPBIC YKa3aHbl B paszeie «HopMaTHBHbIE CCBHITKH:

NCO 8601-1:2019 ara u Bpems. ITpeacrasiaenns s o6MeHa uHpopMauueit, Yacts
I: OcroBHble npasua (ISO 8601-1:2019 Date and time — Representations for information
interchange — Part 1: Basic rules);

1CO 8601-2:2019 [lata u Bpems. ITpencraBnenue ais o6MeHa uHbopmanueit. Yacts
2. Pactummpenust (ISO 8601-2:2019 Date and time — Representations for infor-mation
interchange — Part 2: Extensions).

CooTBeTCTBYIONIME HALIMOHAIbHBIE CTAHNAPTHI M €r0 NEPEeBOB Ha PYCCKHii A3BIK B
®enepanbHOM HHPOPMAIIOHHOM (OH/IE CTAHNAPTOB OTCYTCTBYIOT.

7. CBeeHHsl 0 B3aHMOCBSA3H NMPOEKTA HALHOHAILHOIO CTaHJAPTa C NPOEeKTAMH
WK jeficTBylomuMa B Pocemiickoli @eepauuu APYrHMH HALMOHAJILHBIMH H
MEKTOCYyAapCTBEHHBIMH CTAHJAPTAMH, CBOJIAMH NPABHJI. 2 IPH HEOOX0AHMOCTH TAKIKe
TPEAJIOICHHSA MO HX MEepPecMOTPY, H3MEHEHHI0 HJIH OTMeHe (0AHOCTOPOHHEMY
MPEKPAlICHHI0  NpPHMEHEHMs  HAa  TeppuTtopuM  Poccmiickoii  ®enepaunun
MEKrocy1apcTBEHHBIX CTAHAAPTOB

HpC,IIIIOH{GHI/IH O IIEPECMOTPE, U3IMECHEHHIO HJIH OTMEHE HALIMOHAJIBHBIX CTaHOapTOB U
MCKTIOCY1apCTBEHHEBIX CTaHAapTOB OTCYTCTBYHOT

8. CBeaeHHsl 0 TeXHHYECKHX KOMHTETAX IO CTAHAAPTH3AlUHH, B 00JIaCTAX
ACATEJbHOCTH KOTOPbIX BO3MOXKHO TMepeceYeHHe ¢ 00/1aCTbIO NpHMeHeHHsA
pa3padaTeIBaeMOro NnpoeKTa HAMHOHAJIbLHOIO cTaHAapTa (Jajiee — TeXHHYeCKHX
KOMHTETaX 110 CTAHJAPTH3AIHH B CMEKHOMH 06/12CTH 1eATeJILHOCTH)

CMEXHBIM TEXHHMUYECKMM KOMHTETOM B OOJIACTH acreKTa CTaHAAPTHU3ALUH ABJIACTCS
TK 079 «OrmeHka COOTBETCTBHSIY.

9. IlepeyeHb HCXOJHBIX JOKYMEHTOB H JpyrHe HCTOYHHKH HHpopManHH,
HCIOJIb30BAHHBIE MPH pa3spa0boTKe CTaHZapTa, B TOM YHCJIE HHpopmanuo 00



HCIIOJIB30BAHUH NOKYMEHTOB, OTHOCHAIIIHXCH K 00BbeKTAM NATEHTHOr 0 HJIH ABTOPCKOI'0
npasa

9.1 Ilpoexkr I'OCT P paspaGotan B COOTBETCTBMM C MpPABHIAMM pa3pabOTKH
CTaHOApPTOB, ycTaHOBJIEHHBIMH DenepanbHeiM 3akoHOM 0T 29.06.2015 r. Ne 162-®3 «O
cTaHfaprusauuy B Poceuiickoit @enepauuu» 1 F'OCT P 1.2—2020 «Crannaprusanus B
Poccniickoii ®enepauun. CranaapTsl HauMoHaTbHbIe Poccuiickoit ®enepar. [IpaBuna
pa3paboTKH, YTBEPKAEHHs, OGHOBJIEHHS, BHECEHHS TIONPABOK H OTMEHBIY.

9.2 TIpoext I'OCT P odopmien ¢ cobmonenneM TpedoBanuit TOCT P 1.5-2012
«Cranpaprusaums B Poccuiickoit ®enepaunu. CTanaapTsl HamuoHanbHBE. IIpaBmia
MOCTPOEHUA, HM3IIOXKEHHA, odopmieHuss u obosnauenus», [OCT P 1.7-2014
«Cranpaprusaunsg B Poccuiickoit ®enepauun. CraHaapThl HalMOHAJTIBHBIE. [TpaBuna
oopmiICHHs. U 0003HA4YEHUs MPH pa3paGoTKe Ha OCHOBE NPUMEHEHHS MEXKIYHAPOIHBIX
CTaHIapTOBY.

10 CBeeHust 0 TeXHHYECKHX KOMHTETAaX MO CTaHOaApPTH3ALHH

IIpoekT cranmapTa OTHOCHTCS K cdepe AesTebHOCTH TeXHUYECKOr0 KOMUTETA I10
cranaaptusanuu TK 326 «buorexHomorum»,

11 CBenenns o pa3paboTyHKe CTAHAAPTA

IIpoekT HanuoHaneHOro cTaHgapra paspaGoran defepalbHEIM TOCYapCTBEHHBIM
YHHUTapHBIM HpeAnpustHeM «PoCCHHCKUM HayyHO-TEXHHYECKMH LEHTP MHGMOPMALHUU 110
CTaHAAPTH3aUMH, METPOJIOTHH M OLEHKE COOTBETCTBHA U TexHomorwit»y (OI'YII
«CTAHJAPTUH®OPM»):

117418 r. Mocksa, HaxumoBckuii npocnexr, a. 31, kopr. 2,

Tel. 8 (495) 531-27-15; no6. 68-06.

e-mail: s.konstantinova@vniismt.ru.

JlupekTop AenapraMenTa CTaHIapTH3ALUH
MaTepHajIoB U TEXHOJIOT A
OI'VITI « CTAHAAPTHUH®OPM»

E.B. Koctrinera

HavanpHHK oT[e/1a XMMHYECKOH IPOMBIILIIEHHOCTH,
—
OT JIOTHH U WHE , i s
OHOTEXHO MeIULUHBI CJ- /&u( cee

OI'VIT « CTAHIAPTUH®OPM» C.A. KoncrantnHoBa



