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MNpepgnucnoBne

1 PABPABOTAH ®depepanbHbiM rocygapCTBEHHbIM OHOAXETHbIM yupexaeHnem «Bcepoccuiickuii Ha-
YYHO-McCcnenoBaTeIbCKUii MHCTUTYT METPOJIOTMYeckoin cnyx6ei» (PrbY «BHUNMCs»)

2 BHECEH TexHuyeckum komuteTom no crtaHgapTtusauum TK 053 «OCHOBHble HOpPMbl W npasuna no
obecrneyvyeHUo egmMHCTBa N3MEPEHUIN»

3 YTBEP)X/AEH W BBEAEH B JEWCTBWE Mpukasom degepasbHOro areHTCTBa No TeXHNYeCKoMy pe-
rynnpoBaHuio n metponornu ot 14 maa 2024 r. Ne 600-cT

4 BBEJAEH BMEPBbIE

MpaBuna NpUMeEHeHMa HaCTOSALWEro cTaHgapTa yCTaHoB/eHbl B cTaTbhbe 26 defepasibHOro 3akoHa
0T 29 uioHA 2015 r. Ne 162-d3 «O cTaHgapTwusauun B Poccuiickoli degepayumn». NHgpopmauus ob ms-
MEHEHMAX K HacToAWeMy cTaHaapTy nybnvkyeTca B eXerogHom (Mo COCTOAHUI0 Ha 1aHBapsa Tekywero
roga) MHOPMAaLUOHHOM yKasaTesne «HaunoHaslbHble CTaHAapThi», a ofouuManbHbli TEKCT U3MEHEHUN
M NONPaBOK — B eXeMeCAYHOM MHAOPMaUMOHHOM yKadaTefnle «HaunoHanbHble CTaHfapThi». B crnyyae
nepecMoTpa (3aMeHbl) UM OTMeHbl HACTOALWEro cTaHjgapTa CoOTBeTCTBYLee yBefoMmeHne byageT
ony6/nKoBaHO B 6GnvxallleM BbIMYCKE €XEeMEeCSAYHOro MHGOPMaUMOHHOro ykasaTens «HaumoHanbHble
cTaHgapTbl». CooTBeTCTBYyWWAas MHPOpPMaLnA, YyBeLOM/IEHNE U TEKCTbl pasMeLLalnTCAa Takxe B WUH-
hopMauUnoHHOI cucTeme 06LWEro Nob30BaHNA — Ha opuuMabHOM cailTe degepasbHOro areHTCcTBa no
TEexHUYeCcKOMY perynnmpoBaHuio 1 MeTposiornm B ceTu NIHTepHeT (Www.rst.gov.ru)

© OdgopmneHne. dPreyY «MHCTUTYT cTaHfapTmM3ayum», 2024

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTbLIO MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauyecTBe OPMLMANBHOTO M3faHusa 6e3 paspelleHuns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuilo 1 MeTposiornu
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BBepgeHne

HacToswmnii ctaHgapT paspaboTaH B Lensax peanusauun tTpeboBaHuii kK metogam (Metogunkam) mamepe-
HWIA CBOICTB OpPraHM3MOB, CO3[aHHbIX C MPUMEHEHMEM TEHHOWN WMHXEHEepUU, C LieNblo ob6ecnevyeHns 3awnuTtol
npaB UM 3aKOHHbIX UHTEPECOB rpaxjaH, o6liecTBa M rocygapcrsa OT OTpULaTesbHbIX NOCAEACTBUIA HEefoCTo-
BEPHbIX pe3ynbTaTOB U3MEpPEeHU i B COOTBETCTBMMN CO cTaTbeil 5 depgepanbHOro 3akoHa [1], oxpaHbl 340p0OBbS
yesioBEKA B COOTBETCTBUU CO cTaTbeil 2 degepanbHOro 3akoHa [2], co ctatbeli 1 depgepanbHOro 3akoHa [3] u
OPYTMMW HOPMAaTUBHbLIMWU JOKYMEHTaMU, YKa3aHHbIMW B pasgene 2.

B NOCT P UCO 5725-1, TOCT ISO/IEC 17025 n HacTosilEeM cTaHAapTe MOHATUE «MeTod M3MepPeHUin»
(«measurement method») BknO4YaeT COBOKYNMHOCTb onepauyuii U npasu/, BbINOSIHEHWE KOTOPbIX o6ecneuu-
BaeT NoJsiydyeHne pe3ynbTartoB C M3BECTHOW TOYHOCTbK. Takum 06pa3om, MOHATUE «MeTon W3MepeHuli» no
FOCT P NCO 5725-1, TOCT ISO/IEC 17025 u HacTosllwemMy cTaHAapTy 3KBMBA/IEHTHO MOHATUIO «MeToauka
(meTogn) nsamepeHnii» no NOCT P 8.563—2009 (nyHKT 3.1) U, COOTBETCTBEHHO, 3HAYMUTENILHO LWIUPE MO CMbICAY,
yem onpejgefieHne TEPMUHA «MeTOA U3MepeHuii» B pekomeHgauuax ([4], nyHkT 4.11).

Moa meTogaMn U3MepPEeHWn B HACTOSALLEM CTaHAapTe NOHUMAKT U Tak Ha3blBaeMble aHanTnyeckue me-
TO4bl, NPUMEHSAEMbIE AN KONMUYECTBEHHbIX U KAYeCTBEHHbIX OLLEHOK KOMMOHEHTOB B Npob6e, U OLEHKN akTUB-
HOCTM uccnegyembix 06beKTOB. K paccmaTpvBaeMbiM MeTOoAaM TakXe OTHOCATCA MeToAbl uaeHTudukauum
rMO.
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HALUWOHANbHbBIN CTAHAOAPT POCCUWCKOW SEALEPALUNMN

FocypapcTBeHHas cucTeMa obecrnevyeHus eAUHCTBA U3MepeHuii

METO/Abl N3MEPEHWA CBONCTB OPFAHN3MOB, CO34AHHbIX
C NMPUMEHEHWEM TFEHHOW WHXEHEPUW

O6uwme TpeboBaHUSA

State system for ensuring the uniformity of measurements. Methods for measuring the properties of organisms created
using genetic engineering. General requirements

Jarta BBefeHna — 2024—08—01

1 O6nactb NpUMeHeHus

HacToswuii cTtaHgapT ycTaHaBnuBaeT o6une TpeboBaHUs K mMeTodaM (MeToAuKam) M3MEepeHuid, npu-
MEHSEMbIM AN MU3MEpPEeHWl CBOCTB OPraHM3mMoB, CO3[aHHbIX C NPUMEHEHUEM TEeHHOW WHXeHepuu, Kpome
OCYLLECTB/IEHUS] TEHHO-UHXEHEPHOI AeATeNbHOCTY U MPUMEHEHUSI €€ METO/I0B K Ye/IOBEKY, TKaHSIM 1 K/leTKkam
B COCTaBe €ro opraHuama, Bk/llouasi FeHOAMArHOCTUKY M FTeHHY0 Tepanuio (reHoTepanuio).

HacToswuii cTaHgapT pacnpocTpaHseTcsl Ha OpraHu3Mbl, coAepxaline MoautUUUPOBaHHbIA reHeTnye-
CKWii mMaTepuasn, BakuuHbl, pa3paboTka 1M NPOM3BOACTBO KOTOPbIX OCHOBAHO Ha MOJIyYEHUU BUPYCONOAOGHbLIX
4acTuL, M 06bIUHbIX PEKOMBMHAHTHBIX aHTUFEHOB, a TakkXe Ha BMPYCbl, MOJyYEHHbIE U/MAN MOAUMULMPOBAH-
Hble C NPYUMEHEHUEM METOAO0B FEHHON UHXEHEepWU.

HacToswuii ctaHgapT Heo6xoaum npu paspaboTke, aTTecTayuy ¥ NPUMEHEeHUU MeTofoB (MeTOAUK) 13-
MepeHuii CBOCTB OpraHn3MoB, CO3[aHHbIX C MPUMEHEHVNEM TEHHOW UHXEeHepuu.

2 HopMaTuBHbIE CCbIIKU

B HacToslWeM cTaHapTe MCMNOoJiIb30BaHbl HOPMAaTUBHbIE CCbINIKM Ha cnefylolmne ctaHaapThl:

FOCT ISO/IEC 17025—2019 O6wue TpeboBaHUA K KOMNETEHTHOCTM MCMbITATENbHbIX N KaNnnbpoBOUY-
HbIX nabopaTopuii

FOCT P 8.563—2009 locygapcTBeHHas cuctema obecnevyeHuss eguMHcTBa m3aMepeHuii. Metoankn (me-
TOAbl) N3MepeHuni

FOCT P MCO 5725-1 To4yHOCTb (MPaBWUILHOCTb W MNPEUU3NOHHOCTbL) METOA40B U pe3ynbTatoB M3Mepe-
HMA. YacTb 1. OCHOBHbIE MOJIOXKEHMA U oNpeaeneHns

MprumedyaHne — lMpu NOMb30BaHMM HACTOSILLMM CTaHAAPTOM Liesiecoo6pa3Ho NpoBepUTh AeliCTBUE CCbIoY-
HbIX CTaHAAPTOB B MH(POPMALMOHHOM CUCTEME OBLLETO NO/Ib30BaHUS — HA OMUMA/IbHOM caiiTe defepasibHOTO areHT-
CTBa MO TEXHUYECKOMY PEry/IMPOBaHUI0 1 METPOJIOTUM B CETU VIHTEPHET WM MO EXErofHOMY MH(OPMAaLMOHHOMY yKa3a-
Teno «HauyoHanbHble CTaHAAPTbb», KOTOPbIA OMy6/IMKOBAH MO COCTOSIHMIO Ha 1 SiHBapsi TEKyLLEero roga, 1 no Bbimyckam
€XEMECSIYHOTO MHIOPMALIMOHHOIO ykasaTens «HaunoHaslbHble CTaH4apTbl» 3a TeKyLWWii rog, ECam 3aMeHEeH CCbITOYHBIN
CTaHZapT, Ha KOTOpbIi faHa HeJaTMpPOBaHHasA CCblka, TO PEKOMeHAYeTCs WCMo/b30BaTb AECTBYIOLLYI0 BEPCUo 3TOro
CTaHZapTa C yY4eTOM BCEX BHECEHHbIX B JAHHYI0 BEPCUI0 M3MEHEHWA. EC/M 3aMEHEH CCbIMIOYHbINA CTaHAapT, Ha KOTOpbIii
[laHa AaTMpOBaHHAsH CCblKa, TO PEKOMEHAYETCS MCMOo/b30BaTh BEPCUIO 3TOTO CTaHAapTa C YKas3aHHbIM BbilLE TOZOM YT-
BepxaeHus (NpuHsTvs). Ecnm nocne yTBepXAeHWs1 HACTOSILLEro CTaHAApTa B CCbUIOUHbIA CTaHAAPT, HA KOTOPLIA JaHa
[aTpoBaHHas CCblIKa, BHECEHO M3MEHEHWe, 3aTparuBaloLlee NosIoKeHre, Ha KOTOpoe AaHa CCbIKa, TO 3TO MOJoXKeHMe
PEKOMEHAYETCS MPUMEHSATL 6e3 yueTa AaHHOTO U3MEHEHMUs. ECNM CCbIIOYHbIA CTaHAApT OTMEHEH Ge3 3aMeHbl, TO MoJIo-
XEHVE, B KOTOPOM JlaHa CCblIKa Ha HEro, PEKOMEHZYETCsI NPUMEHSITb B YacTW, He 3aTparMBatoLLell 3Ty CCbUIky.

M3gaHne opuuynanbHoe
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3 TepMuHbI U onpeaeneHvs

B HacTosAweM cTaHfapTe NPUMEHEHbl cnefylime TEPMUHbI C COOTBETCTBYHOLWMMUN onpefeneHnsamMu:
31

aHanuMTnyeckuin metog (analytical method): VccnepoBaTtenbckas npoueaypa A8 Ka4eCTBEHHOTO WAn
KONMMYECTBEHHOIO M3MEPEHUSA, WAN OLEHKU NPUCYTCTBUA, KOMMYecTBa WM (PYHKLUOHANbHOW akTMBHOCTU
ueneBoro o6bvekrta (aHanuTta).

[[5], cTaTbsa 3.3]

3.2

HeonpeaesieHHOCTb (M3MEpPEeHUiA): HeoTpuuaTenbHblii napameTp, XapakTepusyluwuii paccesiHue
3HAYEHUN BENYUHbBI, NPUNUCbIBAEMbIX N3MEPSAEMON BeNMYMHE HA OCHOBAHWW U3MEPUTENbHON MHAdopMa-
uun.

MpuMevyaHne — HeonpeaeneHHOCTb N3MEPEHWIA BKIHOUAET COCTaB/SAOWME, 06YC/IOBMEHHbIE cCUCTEMATIYE-
CKMMU 3chdhekTamu, B TOM YKMC/ie COCTaB/ISIIOLLME, CBSI3aHHbIE C MOMNpaBkaMy ¥ NPUNUCAHHBIMW 3HAYEHWSIMU 3TAVTOHOB, a
TaKKe fedMHMLManbHYH HEONPEeAENeHHOCTb. IHorAa nonpasku Ha OLEHEeHHbIe cucTeMaTnyeckmne adhpekTbl He BBOAST,
a BMECTO 3TOT0 UX paccMaTpuBaloT Kak COCTaBMALLME HEONPEeAEeNeHHOCTU N3MEPEHWIA.

[[4], cTaTbsa 5.34]
3.3

6unomapkep, MOJSieKyAAapHbIn 6uomapkep (biomarker, molecular marker): LeTekTupyemas W/wnam Ko-
NMYECTBEHHO onpefesieHHass MOJieKy/ia Wau rpynna Mosfiekys, ucrnosb3yeMas Ans uHamkaumm Guonoruve-
CKOro ctaTyca, COCTOSAHUSA, WAEHTUYHOCTM WU CBOWCTBA UMM OpraHuama.

Mprmep — MNocnegoBaTeNbHOCTb HYKNEOTUAOB HYKNENHOBbLIX KACMIOT, GeNku, He6obLUne MOJIEKY/bI,
Takue Kak MeTaboIMThbl, Apyrvue MoOsieKy/bl, Takue Kak XUpbl 1 noamcaxapubl.

[[6], cTaTbsa 3.4.28]

3.4

Bannpauua (validation): Bepudinkayms, npyM KOTOPOI YCTaHOB/IEHHbIE TPE6OBaAHMS CBA3aHbl C Npeano-
naraemMmblM MCMNOMIb30BaHNEM.

MpryMep — MeToauka U3MepPeHUiA, 06bIYHO UCTOIb3yeMast A1 UIMEPEHMS MACCOBOI KOHLEH T paLmn a3o-
Ta B BOAg, MOXET OblTb BanAMpoBaHa Takxe U 41 USMEPEHUI B CbIBOPOTKe KPOBU YesloBeka.

[[7], ctaTba 2.45]

3.5

Bepudmnkaumsa (verification): MpepocTtaBneHne 06bEKTUBHbIX CBUAETENLCTB TOFO, YTO AaHHbIi 06beKT
NOSTHOCTbIO YA0BNETBOPAET YCTAHOBNEHHbIM TPe6OBaHUAM.

Mpumepsbl

1 NopTBepXAeHMe TOro, YTO AaHHbI cCTaHJapTHbIM obpaseL, Kak 3asB/fieHo, ABASeTCA O4HOPOAHbIM
015 3HaYEeHWST BE/IMUYUHbI 1 COOTBETCTBYIOLLEN METOANKN U3MepPeHNA BNIOTb A0 obpa3ua maccoli 10 mr.

2 MoaTeepxaeHWe TOro, YTo TeXHUYECKME XapaKTEePUCTUKN UM 3aKoHOoAaTeNbHble TpeboBaHnA K
n3MepuTesIbHOM cucTemMe CObIOAEHbI.

3 MogTBeepxaeHVe TOro, YTO LeneBas Heonpeaes/IeHHOCTb MOXET ObITb JOCTUNHYTAa.

MpumeyaHuna

1 Tam, rge aT0 yMECTHO, cnefyeT NpUHYMaTh BO BHYMAaHWE HeonpeAeeHHOCTb N3MEPEHNIA.

2 O6BEKTOM MOXET ObITb, HANPVYMEP NPOLLECC, METOAMKA U3MEPEHWA, MaTepuasl, BELECTBO WM U3MepuTesibHas
cucTema.

3 YcTaHOBMEHHbIMU TpeboBaHUAMU MOryT ObITb, HanpuMep Takue, KOTopble YA0B/ETBOPAIT crneuudukalmun
N3roTOBUTENS.

4 B 3aKoHoAaTeflbHOlM MeTponorim, kak ato onpegeneHo B VIML, n B 06LeM Mpu OLLEHKe COOTBETCTBUSA, Bepudu-
Kauus OTHOCUTCS K UCCNIeA0BaHUSIM U KNEAMEHMIO WK Bbigaye CBUAETENbCTBA O NOBEPKE U3MEPUTENBHON CUCTEMBI.

5 lNoBepky He criedyeT nyTaTb C KasIMO6POBKON. He BCsikas Bepudinkaumst SBAseTcs Banngaumneii.

6 B xvmumn BepudMkaumst NAEHTUYHOCTM 00BbEKTa UM peakunn TpebyeT onucaHns CTPYKTYpPbl UK CBOMCTB Takoro
06bEKTa UK peakumun.

[[7], cTatbsa 2.44]



FOCT P 8.1039—2024

3.6

reHeTuyeckas AeTepMUHaHTa TPAHCreHHOCTWU: [eHeTUYeckue 3NEMEHTbl, UCMNOJIb3yeMble B KOH-
CTPYKUUAX, NPUMEHSIEMbIX NpU co3gaHnm TMO (MPOMOTOPbI, TEPMUHATOPLI, PENOPTEPHLIE TEHLI U Ap.).
[FOCT 34150—2017, nyHkT 3.1.10]

3.7

reHeTU4Yeckn MogucnLuMpoBaHHbIn opraHnam; MO (genetically modified organism): opraHusm u
ero nponarysnbl (HanpuMep, CEMeHa, Cropbl, KNy6HKW, giiua, PenpoAyKTUBHbIE KMETKM), COAepXalnue reHe-
TUYeckuii matepuan, KOTopblii 6bl1 MOAMMULMPOBAH B pe3ysbTaTe /l060ro N3MEHeHUs ero reHeTU4ecKoro
cocTtaBa.

MpumeuvyaHue 1 k3anmcu: TepMuH «FMO» MOXET MCMO/Ib30BaTbCA 4151 0603HAYEHMS TEHHO-UHXEHEPHOro
opraHusmMa.

[[6], ctaTbsa 3.5.15]
3.8

reHHas uHxeHepus; GMonHXeHepua (genetic engineering, bioengineering): CoBOKYNHOCTb NPUEMOB,
METOA0B W TEXHONOTUIA, B TOM 4YMCNe TEXHOSIOTUIA MOSIyYEHUS PEKOMOGUHAHTHbLIX HYKNEWHOBBIX KWACOT, NO
BblE/IEHNI0 TEHOB M3 OpraHM3Ma, OCYLEeCTBMNEHNIO MaHunynauuii ¢ reHamn 1 BBEAEHWUO UX B Apyrue opra-
HU3MbI.

MpumeyaHunsa
1 CoBpemeHHass GMOTEXHO/OMMS BK/IKOYAET TEXHOIOTMH PEKOMOMHaHTHOM JHK.
2 Onpepgenexve agantupoBaHo 13 MOCT 34150—2017 (nyHkT 3.1.4) u [6] (cTatba 3.5.10).

3.9

reHHO-VHXeHepHas OeATe/IbHOCTb: [leATeNbHOCTb, OCyLecTBAsiemMas C UCNOoNb30BaHNEM MeTO/0B
FEHHOM WHXEeHepumn B LeNsAxX Co3[aHnsA reHHO-UHXEHEPHO-MOANPULUPOBAHHBIX OPraHU3MOB.
[ApanTupoBaHo u3 [2], cTaTba 2]

3.10

reHHO-NHXXEHEPHO-MOANDUNLNPOBAHHbIA OpraHmM3amM: OpraHuM3M UM HECKO/IbKO OpraHu3moB, nw6oe
HekneToyHoe, OAHOKNEeTOYHOE WM MHOTOK/1eTouyHoe obpa3oBaHMe, CNoCO6HbIe K BOCMPOU3BOACTBY MW ne-
pegadye HacnenCTBEHHOIO reHeTMYeCKoro mMatepuana, OT/IMYHble OT NPUPOAHbLIX OPraHn3mMoB, NOJTyYEeHHbIe
C NPUMEHEHNEM METOJOB FeHHOW MHXEeHepun u cojepxaline reHHO-UHXeHepHbl Martepuasn, B TOM 4yucne
reHbl, X PparMeHTbl WM KOMOBUHaLMKN TEeHOB.

[ApanTupoBaHo u3 [2], cTaTba 2]

311

rmépungnsaymMoHHas KapTuHa: PesynbTaT uaeHTUdUKaALWUM COLEPXKAHUA TeHEeTUYECKUX 3/IEMEHTOB
06bIYHbIX AJ151 TEHHO-MOAN(ULUPOBAHHLIX OpraHn3dMoB (TMO) Mnn NoNy4YeHHbIX U3 HUX NPOAYKTOB.
[FOCT 34150—2017, nyHkT 3.1.11]

3.12 AnHaMun4yeckuii ananasoH: [lnana3oH KOHLEeHTpauuii, B KOTOPpOM MeTof o6ecrneuymBaeT NUHeNn-
HYI0 KOppensauuio Mexay pes3ynbTaToM M3MepeHuit u cogepxaHunem uenesoin JHK ¢ npuemnembiM ypoBHEM
npaBuIbHOCTU U TOYHOCTMN.

3.13

KauecTBEHHOe CBOWMCTBO (nominal property): CBOWCTBO MaTepuasibHOr0 06GbeKTa UK SABMEHUS, KOTO-

poe He umMeeT pasmepa.

Mpumepsbl

1 lMNMon yenoseka.

2 LiBeT o6pasua Kpacku.

3 LBeT KanenbHo Npobbl B XMUMW.

4 [1ByxByKBeHHbI Kof cTpaHbl no NCO.

5 MocnepoBaTe/IbHOCTb aMUHOKUCIOT B nonvnenTuge.

MpnmeyaHne — KayectBeHHOe CBOICTBO MMEET 3HauYeHue, KOTOpPOE MOXET ObITb BbIpaXeHO CcnoBamMu, 6yK-
BEHHO-4YMCNOBbLIM KOAOM vnn gpyrum cnoco6om.

[ApanTupoBaHo u3 [4], ctatba 3.34]].
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3.14 3Ha4YeHMe KadyeCTBEHHOro cpoiictBa (nominal property value): lMpusHak, 06WMIA ANA 3KBMBA-
NEHTHbIX NHANBUAYaNbHbIX KAYeCTBEHHbIX CBOWCTB.

Mpumepsbl

1 «*1I3» npeacTaBnseT coboli 3HaYeHe Ka4yec TBEHHOINO CBOMCTBa «Bapuaunv nocneqoBaTelbHOCTU
HyKeoTunaoB» reHa CYP2D6 B gaHHoli HK. Annenb «*1» 0 THOCUTCS K HOPpMas/ibHOM akTUBHOCTU pepMeHTa,
a ainienb «*3» — K CHMKEHHO ak TMBHOCT U doepMeHTa.

2 Bug Mycobacterium tuberculosis siBnsieTcs 3HaueHnemM KayeCTBEHHOIO CBOMCTBa — TakKCOH.

3 OBan ABNsAeTCs 3Ha4YeHMeM Ka4eC TBEHHOI O CBOMCTBa — chopMa KIeTKuU.

3.15 koadhpumumeHT R2: KoadhdnumeHT geTepMmnHaLmm, KOTOpblii paccuMTbiBalOT Kak KBagpaT Koag-
hrumneHta koppensauum (Mexay umaMepeHHbiM 3HaveHneM Cq U AeCATUYHbIM NOrapuddMom KOHLeHTpawuum)
CTaHAapTHOI KPUBOW, MOMYYEHHON C MOMOLLbI JIMHENHOrO PErpeccroHHOro aHanmaa.

3.16

mMaTpula aHanuTuyeckoro metoga (analytical method matrix): Ha6op 13 gByx wnn 6onee B3anmMopo-

NOJSTHAKLWMX aHAaNUTUYECKNX METOLOB A1 U3MEPEHUA Pa3/INYHbIX KAYECTBEHHbIX CBOWCTB.
[[5], nyHkT 3.7].

3.17 meTon naeHTndmkaunum: MeTtogn ycTaHOBMEHUS TOXAeCTBa HEM3BECTHOrO COEAUHEHUS Unu Be-
LecTsa C U3BECTHbIM.

3.18

MeToq n3MepeHunin (measurement method): MprvemM WM COBOKYMHOCTb NMPUEMOB CPaBHEHUA uU3mepsie-
MOV BE/IMUYNHBbI C ee eANHNLLEN UM COOTHECEHMS CO LWIKa/OA B COOTBETCTBMM C peasin30BaHHbIM NPUHLMNOM
N3MepEeHUIA.

[[4], cTtaTba 4.5].

MpnmeyaHune — OnpegeneHve aToro NOHATUA aHaIOrMYHO TEPMUHY METOZ, KOJIMYECTBEHHOrO OnpeaeneHus.

3.19 meTopn wuccnegoBaHuA: Tlpyem MAM COBOKYMHOCTb MPUEMOB CPaBHEHWA uccrefyemMoro Kade-
CTBEHHOrO CBOWCTBA C OCHOBHOW A1 CPaBHEHMWS TOrO Xe BMAa KayeCTBEHHbIX CBOWCTB.

Mpumepsbl

1 MonumepasHasa uenHasa peakums - nonMmopdnsm O/IMH PECT PUKLMOHHbLIX hparMeHTOoB.

2 VIHhpakpacHasa creKkTpoMeTpus.

MpumMeyaHue — JIaKOHNYHOTO ONMUCAHMSI METOAA UCCMeA0BaHNs HeOCTAaTOYHO A/ NPOBEAEHUs NcCefoBa-
HUS C 3a/laHHOI HEOMPeAeIEHHOCTbIO, HO OHO MOMOraeT ChoPMY/IMPOBATL OAHY WM HECKOSIbKO METOAMK UCC/Ief0BaHUS.

3.20

MeToAmMKa (BbIMNOHEHNS) N3MEPEHWNIA: YCTaHOB/IEHHAA noruyeckasl nocnefoBaTe/lbHOCTb onepauuii
¥ NpaBua NPU U3MEPEHUU, BbINOJIHEHUE KOTOPbLIX o6ecnedynBaeT nosiydyeHne pesynbLTatoB U3MEpPEHUn B COo-
OTBETCTBUW C MPUHATLIM METOLOM WU3MEPEHMUIA.

MpumeyaHne — OBbLIYHO METOAMKA N3MEPEHUI PEFNAMEHTUPYETCS KakM-TM60 HOPMATUBHBLIM SOKYMEHTOM.
[[4], cTaTbsa 4.11].

3.21 meToAMKa UccrefoBaHWii: YcTaHOB/IEHHAs florMyeckas nocnefoBaTe/ibHOCTb onepayuii B COOT-
BETCTBUU C NPUHLUUMNOM UCC/IEA0BAHUA N NPUHATLIM METOAOM MCCNef0BaHuiA, a TakkKe anropuTMOM MPUHATUSA
pelweHuns, HeobxoANMbIM A1 NOMYyYeHUs pe3ysbTaTa UccnefoBaHUs KayecTBEHHOrO CBOWCTBA.

3.22 MynbTUN/EKCHaa nonnmepasHaa uenHasa peakuus; mynstunnekcHaa MUP: Metog MNUP, B KO-
TOPOM MCMNO/Ib3yeTCA HECKO/IbKO Map npainMepoB, 06beAUHEHHbIX B O4HOW peakuMOHHO cMecu ANns noayye-
HNUA HECKONbKUX aMMIMKOHOB.

3.23 HafexHOCTb MeTofa: Mepa ero cnocobHOCTM OCTaBaTbCs HE3aTPOHYTbIM MasbiMuW, HO MpefHa-
MEPEHHLIMU OTK/IOHEHUAMU OT 3KCMEpPUMEHTasIbHbIX YC/IOBUI, ONUCAHHbLIX B Mpoleaype.

3.24

OpraHn3Mbl, CO3aHHble C NPUMEHEHNEM FeHHO NHXeHepun (genetically engineered organism): Op-
raHM3M ¥ ero nponarynbl (Hanpumep, ceMeHa, Cnopbl, kAy6HU, Aiua, penpoayKTUBHbIE KIETKM), cogepxa-
LMe reHeTMYecKnin matepuan, KoTopbli 6bl1 MOANM(ULMPOBAH C NOMOLLbI METOAOB pekomM6uHaHTHOW OHK
in vitro.

[[6], cTaTbsa 3.5.13]
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3.25

nonvmMmepasHas uenHaa peakuyus; MNLP: depmeHTaTMBHbIA MeToA A1 YBENMYEHUS KONMMYEcTBa KO-
nuii cneundmyeckoro pparmerHta HK Ha Heckonbko nopsigkos in vitro.
[[6], cTaTbsa 3.6.47]

3.26

NpaBU/ILHOCTL (trueness): CTeneHb 6/IM30CTU CPeAHEro 3HaYeHWsl, NOSlyYEeHHOro Ha OCHOBAHUU 60/1b-
Ot cepuun pe3ynbTaToB M3MeEpPeHUid (MM pe3ynbTaToB UCMbITaHWii), K NPUHSTOMY OMOPHOMY 3HAYEHWUIO.

MpumeuvaHusa
3 MNokasatenem NpaBW/IbHOCTM OObIYHO AB/ISETCSA 3HAYEHUE CUCTEMATMYECKONM MOrpeLLHOCTH.

4 TMpaBW/IbHOCTb MOHUMANOT MHOTAA KaK «TOYHOCTb CPEAHEro 3HaueHusi». OfHako Takoe ynoTpe6rieHue He
peKoMeHayeTcs.

[FTOCT P NCO 5725-1—2002, ctaTtba 3.7]

3.27 npepen Konn4yectBeHHoro onpegeneHna LOQ: HaumeHbluee KOMMYECTBO WM KOHLEHTpawuus
aHanuTa B obpasue, KoTopas MOXeT ObiTb JOCTOBEPHO KOJIMYECTBEHHO M3MEpeHa C NpMemM/ieMblM YPOBHEM
TOYHOCTU W NPaBUILHOCTMU.

3.28 npegen o6HapyxeHust LOD: HaumeHbluee KONMYECTBO MNN KOHLEHTpauus aHanuTa B obpasue,
KoTopas MOXeT 6biTb HafeXHO 06HapyXxeHa, HO He 06s3aTeflbHO onpegesieHa KOIMYEeCTBEHHO.

3.29 nNpuHUMN UccrefoBaHuii: fBneHne maTepuanbHOro Mupa, Cciyxaliee OCHOBON uMccrefoBaHus.

Mpumepsbl

1 CenekTuBHas amnandmkaymsa nocnegosaTenibHoc T AHK gnsa cpaBHeHMs ee 3KBMBaJIEHTHOCTMU C Le-
NieBoOWi NocnefoBaTeNbHOCTbIO.

2 CpaBHeHMe CrneKTpa/ibHbIX CBOMCTB KOMMOHEHTA CO CBOMCTBaM/ U3BECTHbIX BELLECTB.

MpumMmeyaHne — SABNeHE MOXET UMETb (DU3NUECKYHO, XMUMMUUECKYIO WM BUOMOTMYECKYHD NMPUPOLY.

3.30 nocrniegoBaTe/IbHOCTb HYK/1eOTUAOB: OnpefensaeTcsa Kak
Seq = (mY),

roe 1 — nopsiAKOBbI HOMep Hyk/leoTuAa B nocrnefoBaTenbHOCTH, HaTypanbHoe yucno ot 1 4o N (N— pas-
Mep dparmeHTa cneunmdunyeckoin mocnefoBaTelbHOCTUM OAHOLENOYEYHOW HYKNEeUHOBOMN KUCNOTbI,
OHK nnu PHK, aByuenodeydHoli HK);

Y — o0603HavyeHne HykneoTuaa, KoTopbllii NpUHUMAaET YyeTbipe 3HaveHus A, G, C, T(U)\

Seq — nopsAfoK HYkNeoTuaoB, onpeaenslwmnin nx cneymdunyeckyto nocnenosartenibHOCTb B coctaBe HK
mnn PHK.

3.31 npakTuyeckuii npepen o6HapyXeHus; npaktnyeckuit LOD: HaummeHblee konuyectso MO,
BblpaXXeHHOe B BMAE MacCCOBOW A0/M UM OTHOweHuUsa yncna konuih HK, koTopoe MOXeT ObiTb HageXHo 06-
HapyXeHo B o6pasue, korga n3BecTHOe YMCN0 ONpeAesieHO WAW OLEHEHO KOIMYECTBO KOMWI reHoMa TakcoHa
(HrpeaueHTa).

3.32

NPeUn3NOHHOCTb (M3MepPeHNi): BAN30CTb MexXay NokasaHusaMU UM U3MEPEHHbIMU 3HAYEHUSIMU Be-
NINYUHBI, MOMYYEHHBIMU NPU NOBTOPHBLIX U3MEPEHUSIX.

MpumeyaHunsa
1 «3apaHHble ycoBusi» MOryT OblTb, HANpPMMeEpP YCOBUSIMA NMOBTOPSEMOCTY U3MEPEHWIA, YCIOBUAMK MPOMEXY-
TOYHOWN NPEeLM3NOHHOCTN N3MEPEHUIA NN YCNIOBUSIMU BOCNPOW3BOAMMOCTY U3MEPEHWIA.

2 ToHsITMe NPELM3NOHHOCTL M3MEPEHWIA UCNOMb3YeTcs A8 ONpeAesieHnsl NOHATUI NOBTOPSIEMOCTY U3MepeHUl,
MPOMEXYTOUHOIN NPELU3VOHHOCTY U3MEPEHWIA 11 BOCMPOM3BOAVMMOCTN M3MEPEHUA.

3 Mpeun3noHHOCTb U3MEPEHNIA XapakTepu3yeT 6/IM30CTb K HY/IH0 C/yYaiHOW MOrPeLIHOCTU U3MEPEHMWIA.

[[4], nyHKT 5.9]

3.33 pabouyas KoHueHTpauusa AHK: Camas Bbicokasi koHUueHTpauus AHK, npeagHa3HauyeHHas Ans wuc-
nonb3osaHug B lNLUP-aHanuse.
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3.34 copepXxaHune aHasiuTa B obpasue: V3mepeHHass MaccoBasi WM MoONsipHas KOHUEeHTpauus, uam
mMaccoBsas Win MosiIspHas A0S TeHHO-MOAUMULMPOBAHHOIO OpraHn3ma B aHanm3mpyemom obpasue.

3.35 cneymdpmnyHOCTb: CBOWCTBO MeToda pearnpoBaTb MCKAKUUTENBHO Ha CBOWNCTBO WU UHTepecy-
HOLWWA aHanuT.

3.36

CTaHOapTHbI obpasel; CO: MaTtepuan, 4OCTATOYHO OLHOPOAHbLIV U CTABGUbHBIA B OTHOLWIEHWW onpe-
AeneHHbIX CBOWCTB A/19 TOro, YTo6bl MCNOMNb30BAThL €r0 NPU U3MEPEHUN UK MPU OLEHNBAHUM KauyeCTBEHHbIX
CBOICTB B COOTBETCTBUM C NpehnonaraeMbiM HasHauyeHUeM.

[AganTupoBaHo u3 [4], ctaTbsa 8.19].

3.37

aTTeCTOBaHHbIN CTaHA4apPTHbIW obpasel; ACO: CepTuduumnpoBaHHbIN cTaHaapTHbI o6pasely, CCO:
CTaHfapTHbI 06pas3eL, ¢ CONPOBOANTENIbLHON AOKYMEHTaUuWeld, BblaHHOU aBTOPUTETHbIM OpraHoM, B KO-
TOpPOli yKaszaHO OAHO UM 60nee 3HavYeHuii onpeaeneHHOro CBOKCTBa C COOTBETCTBYOLWMMN NOKasaTensamm
TOYHOCTU (HEeoNpeaeneHHOCTAMU) N3MEPEHUIA N NPOC/IeXNBAEMOCTbI0, KOTOPbIe YCTAHOB/IEHbI C UCMO/b30-
BaHMeM 060CHOBaHHbLIX Npoueayp.

[ApantnpoBaHo u3 [4], ctaTba 8.20].

3.38 UMK KOMMYecTBeHHOro onpegeneHna C_: Homep uyukna, npu KOTOpoM dlyopecueHuns, reHe-
pupyemasa amnnudukauueii yenesoii AHK npn nposegeHnn MNLIP B peanbHOM BpemeHu, gocturaet ouKCnpo-
BaHHOro nopora u, TakuMm obpas3om, NO3BOASET onpeaennTb konnyecTso AHK-muwenn.

3.39 umcno konwii [map konuii] cneundmnyeckoro dpparmeHTa HykKl1enHoBo kucnoTbl, PHK, AHK B
eavHuLe obbema (base pair concentration): KoHUeHTpaLus uaM KOMMYECTBO KOMWIA mocnepoBaTesibHOCTE
HYKNeoTnaoB HyknenHoBoW kucnoTbl, PHK, AHK B egnHnue ob6bema aHannsmpyemoli cybctaHuymnm.

3.40 aphbekTUBHOCTb aMmnindukaymm: CKOpoCcTb amnandukaumm, paccymtaHHas nNo Hak/oOHy CTaH-
JapTHON KkpuBOW nocrnie 3HadeHus Cq B 3aBUCMMOCTM OT yncnal/konuyectsa konuin AHK.

3.41 HeonpeneneHHOCTb (MccnefoBaHUIA) KaYeCTBEHHOIO CBOMCTBA: [loNsi 3HAYEHUI KayecTBeH-
HOro CBOICTBa, KOTOpas OT/IMYaeTcsA OT ONOPHOr0 3HAYEHWUS CPeAn BCeX UCCeA0BaHHbIX 3HAYEHUI.

Mpumepsbl

1 OnopHoe 3HayeHVe Ka4eCTBEHHOIO CBOCTBa paBHO «B». OgHO 13 nccnegoBaHHbIX 10 3Ha4YEHNI OTIN-
YaeTcA OT «B». Takum 06pasom, Heonpeae/eHHOCTb MCCef0BaHNA Ka4eCTBEHHOIO CBOMCTBa CocTaBsnseT
0,1 (10%).

2 MaumeHT cTpagaeT UHdeKUMeli MOYeBbIBOAALLMX Ny Tel. Pe3ynbTaToM uccregoBaHnsi No MeToamke
nccnefoBaHus SIBNsieTCA pocT GakTepuii Buga E. coli B o6pasue mMoum ¢ HeonpegeneHHocThio 20 %. Vmes
3HaHMS 1 OMNbIT NPUMEHEHNS MeTOLVKN UCCNeA0BaHUS, MOXHO cAeniaThb BbIBOA, YTO CyLleCcTBYyeT HekoTopas
BEPOSATHOCTb TOr0, YTO UCTUHHbIA BUA 6akTepuini MoxeT 6biTb Bugom Salmonella nniv Shigella, Ho oHa He
60/bLe 20 %.

MpumeyvaHusa

1 HeonpepeneHHOCTb UCCNefoBaHNA ABMAETCA YacTblio pesyfbTara uccrefoBaHusl.

2 3a UCKTHYEHNEM CUTyaumu, Korga HeonpeaeneHHOCTb UCCejoBaHNA paBHa Hy/to, Uccnegyemble 3HadeHus oT-
IMYaloTCA OT OMOPHOrO 3HAYEHNS KAYECTBEHHOrO CBOWNCTBA. B kOMMeHTapuu K pesynbTaTy uccnegoBaHus nabopartopus
MOXeT NpefocTaBuTb MHGOPMAaLMI0 O APYrMX BO3MOXHbIX 3HAYEHWMAX KauyeCTBEHHbIX CBOWCTB, MCXOAA U3 UMeloLLelics
nHopMaLum.

3 OnpepgerieHve 3Toro NoHATUSA He aHauIoMMyYHO OnpefeeHnio «HeonpeaeneHHOCTU n3MepeHus» B ctaTbe 5.34 [4]
n ctatbe 2.26 [7].

4 O6Lwwwue NoNoXeHus

41 N3mepeHus, ocyuwiectBnsiemble B chepe rocyfapCTBEHHOIO perynnposaHus obecneyeHus
CTBa M3MePEHUi, LOMKHbI BbINO/HATLCA MO aTTeCTOBAaHHbLIM MeToAnKkaM nsmepeHuii (cm. [1], ctatea 5), ¢ npu-
MEHEHUEM CTaHAapPTHbIX 06pa3LoB YyTBEPXAEHHbIX TUNOB (CM. [1], cTaTbsl 8) MAM aTTeCcTOBaHHbIX CTaHAapT-
HbIXx 06pa3yoB, C NPUMEHEHNEM CPEACTB U3MEPEHWNA YTBEPXAEHHbBIX TUNOB N NOBEPEHHbIX (CM. [1], cTaTea 9).
M3mepeHus, ocylwecTtBnsemble BHe cdepbl rocyfapCTBEHHOIO perynvpoBaHuMsa obecneyvyeHns egumHCTBa W3-
MepEeHUii, MOTyT BbINOJIHATLCA C NPUMEHEHWEM CPeACcTB U3MEPEHUIA M CTaH4apTHbIX 06pasLoB, TUN KOTOPbIX
MOXeT ObITb YTBEPXAEH B A06pOBO/ILHOM nopsAgke (cMm. [1], ctaTba 12).

6

eauH-
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4.2 MeToAbl U3MEpPEHUii, paccmaTpuBaemMble B cTaHgapTe

Mog meTogaMy M3MEPEHUIA CBOMCTB OPraHU3MOB, CO3[aHHbIX C MPUMEHEHWEM TEHHOI WHXEeHepuu, B
JAaHHOM cTaHfapTe NOHUMAaKT MeToAbl MAeHTUgUKaLMM U KONIMYECTBEHHOTO onpefeneHns coaepXxaHusa re-
HETUYECKUX 3/IEMEHTOB UMM 6efIKOB O6bIYHbLIX ANA FeHeTUYeckn MOAUUUMPOBAHHLIX OpraHU3MOB U NONYy-
YEHHbIX U3 HUX NpoayKToB. OCHOBHLIMWU MeToAaMu, paccMmaTpuBaeMbiMy B JaHHOM CTaHAapTe, ABNAKTCA Me-
TOAbl, OCHOBaHHblE Ha NONUMepPa3HOl LEeNHOW peakuun n onpegenednn cogepxavua AHK B aHanusnpyemoit
npo6e, n MeToabl onpefeneHns cogepxaHns 6eskoB.

MaoeHTugukaLmio 1 KoNnyecTBEHHOE onpefeneHne UHrpeaueHTOB reHeTU4eckn MoauuULMpPOoBaHHOro
NPOUCXOXAEHUA OCYLLEeCTBAAKT NOCPenCTBOM cneaywlux nocnegoBaTesibHbIX (UM OL4HOBPEMEHHbIX) cTa-
anin. N3 aHanusmpyemoli npo6bl 3KCTParnpyrT HYKIEUHOBbLIE KUCMOTbl UM 6enkn. DKCcTparnpoBaHHbI Ma-
Tepuan MOXeT fasiee oyuwaTbCA B Npouecce 3KCTpakumm unu nocne Hee. [lasee npoBOAAT U3MEPEHUE ero
cojepxaHusa, NpoBOAAT aHanuMTuyeckme npouenypbl, Takme kak MNUP, nan namepeHve ¢ nNomolibo TBepAo-
gra3Horo mmmyHocopb6eHTHoro aHanusa (ELISA). 3aTemM npoBOAAT CeKBeHMpoBaHWe 6esiKOB UM HYKIEeUHO-
BbIX KWC/IOT C LieNbl0 MOJIy4eHUa nocnenoBaTeslbHOCTU MOHOMEPOB, M3 KOTOPbIX OHW COCTOAT. Pe3ynbTaToMm
CeKBEeHMPOBaHUA CTAHOBUTCSA NOC/efoBaTe/IbHOCTb HYK/1e0TUA0B B C/lyYae HYKNEeNHOBbIX KUCNOT AN aMUHO-
KMCNOT B C/lydae CeKBeHNpoBaHUsA 6esnKoB.

4.3 MeToAbl M3MEPEHUII KONIMUECTBEHHOIO coaepXxaHns 6eska

VIMMYHOXUMUYECKMEe MeToAbl WUCMONb3YKT ANA WAEHTUMKAUMM W M3MEpPEHUs copepxaHunsa 6enka,
onpegensowero 3agaHHbli B X04e reHeTu4yeckon TpaHchopmauum npusHak. MgeHTundmkaymno 6enka ocy-
WeEeCTBAAKT C NPUMEHEHMEM chneunuyHbix aHTuTen. CTeneHb CPOACTBa aHTUTEsN K 6efiky 3aBUCUT OT KOH-
dopmauun 6enka nocne akcTpakymun. CneyndurUHOCTb MCNOMb3YEMOr0 aHTUTena Ao/kKHa ObiTb NMPOAEMOH-
cTpupoBaHa (Hanpumep, He LO/IXHO ObiTb NEPEKPEeCTHOW peakTUBHOCTH).

OnpepgenexHune cogepxaHna NMO B pas3fiMUHbIX MaTpuuax MOXeT 6biTb OCYUW,ECTB/IEHO C MOMOLWbI Me-
TOO0B, OCHOBAHHbIX Ha onpegeneHun 6enka, Hanpumep, Takux kak ELISA. Mpu TOM mMeTod [ONXEH ObiTb
BaNMAUPOBAH ANA MaTpulbl, KOTOPYK NPeacTOUT aHann3mpoBaTb, U AO/DKHbI ObITb AOCTYMHbI 06pasubl ANs
NOCTPOEHNS Ka/IMGPOBOYHOI KPMBOW, MO KOTOPOWM OCYLLECTB/SAKT pacyeT KOHUEHTpauun 6enka B aHannsnpy-
eMbIX npobax.

CnekTpopoTomeTpuyeckme MeTobl Takke NPUMEHSAIT ANA U3MepeHuii cogepxannsa 6enka.

4.4 MeTogbl N3MepeHnii KonnvyecTBeHHoro cogepxaHus AHK

MeToabl M3MEpPEeHWUn KOMMYeCcTBEHHOro cogepxaHua OHK BknwuvalT B cebsi, HO He OrpaHmyMBaroTCs
cneaylownmu:

- meTtoabl MNLP B peasibHOM BpemMeHn;

- MeToAbl accumeTpuuyHOi MynbTunnekcHoli MUP c nocnegytoweid rmbpugnsanveid NpoLyKToB 3TOM
MUP Ha 6monormyeckom MuKpouune;

- MeToAbl u3mepeHuii cogepxaHna AHK 6nomapkepos v ap.

MeTop, kak npasusio, COCTOUT:

- 13 onpepenexHns cneuyndunyeckoin Lenesoli nocnefoBatenibHOCTY;

- amnandukaymm ogHoONW Wam 60MblIEro Yymucna cneundmyuecknx LeseBblX nocrefoBaTeslbHOCTel Hy-
KNeoTUA0B HYKNEWHOBBLIX KUCAOT. AMNNUMUUUPYIOT MOJIEKY/bI HYKNEWHOBBLIX KUCAOT nocpenctsom [UP. B
KayecTBe mMaTpuubl MOXeT BbicTynatb kak AHK, Tak n PHK, Ho PHK npeBpawialoT B peakunm ob6paTHO TpaHc-
Kpunuumn B KOMnsemMeHTapHyo AHK v ganee amnanuumnpyoT yxe ofHouenovyevHy Mmonekyny AHK, ncnonb-
3ya TpaguuunoHHyto MLUP;

- 0O6HapyXeHus 1 noATBepXaeHua cneuynduyHoctu npogykra(os) MUP;

- KOJIMYEeCTBEHHOTrOo onpejeneHna amnanduunpoBaHHbiX oparMeHTOB OTHOCUTE/IbHO CTaHA4apTHOro 06-
pasua v obpasua ANA KaTnbpoBKU.

4.5 O6ecneyeHne MeTPOSIOrMYECKOW NMPOCAEXNBAaeMOCTU pe3ybTaToB U3MepeHUin coaepxaHus
6ENKOB UMM HYKNENHOBBIX KUCAOT

MeTponornyeckyo nNpocsiexmBaeMocTb pes3y/nbLTaTtos I/I3MepeHVII7I cogepxaHuna 6enkoB wu HYKNEenHO-
BbIX KAC/IOT OCYW ECTBNAKT NyTeéM NPUMMEHEeHUA aTTeCTOBaHHbIX CTaHAAPTHbIX O6pa3LLOB, KOTOpPble NpUMEHA-
0T Ana NoCTpoeHus KaI'IVI6POBO‘-IHOI7I KpVIBOVI, B KayeCTBe OCHOBbI A/1A CpaBHEHNA (OI'IOpHOFO 3HaLIEHVIF|), ans
KOHTPO/1A TOYHOCTU pe3y/ibTatoB V|3|\/|epeH|/1|7|, BbIMOJ/THAEMbIX MO aTTECTOBaHHbIM MeToAnKaM MSMEPEHMVI.
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MeTposiorMyeckyo NpPocCnexnBaemMoCcTb OCYL,ECTB/AT 40 HaMBbICLUEro AOCTYNHOIO0 YPOBHA Mepapxuu
MeTpPO/IOTMYECKON MPOC/IeXNBAEMOCTH.

B cnyyae OTCYTCTBMA [OCTYMHbIX aTTeCTOBaHHbIX CTaHAaPTHbIX 06pasLoB, MPOC/EXNBAEMbIX K [OCY-
[apCTBEHHbLIM NEPBUYHBIM 3Ta/lOHaM WK FTOCY[apCTBEHHbIM NEPBUYHLIM pedepPeHTHbIM MeToAuKam nsmepe-
HWli, Heobxo4MMO MCnosib3oBaTb 06pasLbl, COOTBETCTBYIOLME HE MEHee YeM OAHOMY W3 HUXenepeuyncsieH-
HblIX Tpe6oBaHuii. OHN AOMKHbI ObITh:

- npocnexusaeMbl K 3apybexHbIM NepBUYHbIM 3TasloOHaM UKW NMepPBUYHbIM pedepeHTHbIM MeToauKaM,

- Bbl6paHbl Ha OCHOBAaHMW MEeXAYHapO4HOro KOHCeHcyca,

- cofepxatbCsA B MexXAyHapoAHblx 6a3ax AaHHbIX,

- UMeTb paHr cTaHAapTHbIX WIN PEKOMEH0BaHHbIX CMPAaBOYHbIX AaHHbIX U atTecTtoBaHbl TCCC/,

- UX nocnefoBaTesibHOCTb HYK/1EOTUAOB [0/IKHA HAXOA4UTbLCA B U3BECTHbIX 6MBInOTEKax faHHbIX - re-
HOMHbIX 6ubnuotekax, 6ubnuotekax AHK, PHK, Hanpumep GenBank, GISAID u ap.

MeToavKW U3MepeHuid, MpUMeHsAeMble A5 BbINO/IHEHUA U3MEPEHU KOHLEeHTpauumn, AO/KHbl 6biTh aT-
TecToBaHbl U BaNMANPOBaHbI ANA aHaIN3NPYeMbIX MaTpuL,.

4.6 O6ecneyeHune npocrsiexmBaemMoCT pe3ysibTaToB I/ICCJ'Ie,EI,OBaHI/IIZ KauyeCTBEHHbIX CBOWCTB
6enkoB n HYKNMENHOBbLIX KNC/OT

MpocnexnsaeMoCTb pe3ynbTaTtoB UCC/ef0BaHU KayeCTBEHHbIX CBOWCTB 6ENKOB W HYK/IEMHOBBIX KUC-
NI0T TakXe, Kak 1 MeTposIoTMYecKyto npoc/ieXmBaemoCcTb OCYLLEeCTBAAT B COOTBETCTBUMN C LiEMNbI0 HENPEPbLIB-
HbIX KanubpoBOK, Kaxgas M3 KOTOPbIX BHOCWUT CBOM BKIaA B HeonpeAeneHHOCTb. B nocTtpoeHun wepapxuu
NPOCAEXNBAEMOCTN KayeCTBEHHbIX CBONCTB TakXe y4acTBYIOT 3TaslOHbl U CTaHAapTHble 06pasLbl KayecTBeH-
HbIX CBOICTB. HeonpeaeneHHOCTb MOXET ObiTb BblpaXeHa Kak BEpOSATHOCTb MpomMaxa NopsAKoBOro Homepa
OCHOBaHuA (Hanpumep, HykneoTuga) B nocnegosatenbHoctn AHK B muweHn.

K ctaHgapTHbiM obpasuam KayeCTBEHHbIX CBOWCTB NPUMEHAIT AOMOMHUTENBHO crefyuime Tpebosa-
HUA:

- ANnA noATBeEpPXAeHUs naeHtTnyHoctn ACO (Hanpumep, HyYknenmHoBon kucnoTel, PHK, AHK) npu paccmo-
TPEHWU KavyeCTBEHHOro CBOMCTBa «NOC/ief0BaTe/IbHOCTb HYKNeoTMAOB» creAyeT NPpUMeEHATb ABYHanpaB/ieH-
HOe CekBeHMpOBaHWe B KauyecTBe /IOTMYECKol npoueaypbl 415 obecneyeHUs NpocnexnBaemMocTu;

- B ufeasibHOM c/iyyae NpPoBepPKy cnefyeT OCYLeCcTBAATL NYTEM NPUMEHEHUA afibTePHATUBHbLIX aHasn-
30B MOC/ef0BaTeNIbHOCTU, MeX/1abopaTopHbIX UccnefoBaHuii (408 Banmgauuy MCNob30BaHNA cTaH4apTHO-
ro o6pasuya).

Mpu BbINOMIHEHUN Bblleyka3aHHbIX ycnosuin ACO cuntaeTcss NnpocriexunBaeMblM 40 OCHOBaHWSA (Hanpw-
Mep, 6a30B0Oro HykneoTnaa).

5 O6uwwue TpeboBaHUA K METO4aM U3MEPEHU CBOWCTB OpraHn3mMoB, CO34aHHbIX
C MPUMEHEHNEM FTEHHOW NHXEHepUn

5.1 MeTogbl n3BnevyeHnsa n ouncTtkm JHK

5.1.1 OueHka meTofoB BbigeneHnsa AHK aBnaetTca BaXHbIM LaromM, NOCKOJ/IbKY Ka4eCcTBO U KOJIMYeCTBO
n3BneyeHHo AHK mMoryT cyuw,ecTBEHHO NOBANATL Ha pe3ynbTaT namepeHuii. MeTtop BbigeneHns AHK cneayert
oLueHMBaTb Ha pafe penpes3eHTaTMBHbLIX MaTepuanos n obecneunmsatb AHK nogxoasuiero kayectsa v Konunye-
cTBa A4/19 nocnepaywlero aHanunsa.

5.1.2 TpeboBaHuA K MeTodam

MeTog BbigeneHus OHK cnegyeT npuMeHATb K TOMY Xe MaTepuasny, KOTOpbIii NPUMEHSACS npu Banu-
hauunu, a Takke K o6pasuam, KoTopble 6yayT npoaHannavpoBaHbl. Ecnu meton BbigeneHnsa OHK 6bin paHee
Ba/IMQMpPOBaH Ha onpefeneHHol maTtpuue, BbigeneHne AHK cnegyeT npoBoAUTbL B YC/I0BUSIX BOCNPOU3BOAU-
MOCTU WM BHYTpunabopaTopHOl NPeynsnoHHOCTM — He MEHEee ABYX pa3 Ha ABYX Hes3aBUCUMbIX npobax, no
BO3MOXHOCTWU B pasHble AHW U pasHbiMW onepatopamu. IkcTparnpoBaHHasa OHK pgosmkHa cooTBeTcTBOBaTb
KpUTEPUSAM MPUEMNEMOCTM B OTHOWEHUWN KOHUeHTpauuum u kavectsa AHK (Hanpumep, nyTem KOHTpons ad-
heKTUBHOCTU amnandukaLum n Hannumsa MHIM6MTopoB ¢ nomoubto MLIP B peanbHOM BpemeHw).

Mpoueaypbl M3MepeHuin cnegyeTt BbINOMHATL ANA pa3HbIX MaTpul, ecnn CcylwecTByeT BO3MOXHOCTb UC-
Nonb30BaHNA pasHbix maTtpuy. Jna npoBepkn metoga BbigeneHns JHK Tectupyemas matpuua He o6s3artesib-
HO fo/KHa cogepxatb TMO.
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5.2 MeTogbl namepeHuin KoHueHTpauum OHK

KoHueHTpaynto AHK MOXHO M3MepUTb C NOMOLbI (DAyopuMMEeTpUYecKnx Uam cnektpodotomeTpuye-
CKMx meTtofos. B npeasapuTenbHOM UCCef0BaHUN pPeKOMeHAYyeTCA WUCMNOoNb30BaTb TOT Xe MeToh, YTo U AN
aHanms3a 06pasLoB, MOCKOJ/IbKY MCNOMb3yEMbIl METOA, MOXET NOBNATbL Ha KONIMYECTBEHHbIN aHanu3 AHK.

MeToa4 MOXeT ObiTb MPUMEHUM B cCny4vae, ecm OH nogxoaut Agna nonyvenus JHK ¢ KOHEYHOW KOHLEH-
Tpauueil, nogxoAswen aona npegnosaraeMoro aHanmsa (No KpaliHeil Mepe, [OCTATOYHON, 4YTOGbI COOTBET-
cTBOBaTb XeslaemoMy npaktndyeckomy LOD/LOQ). Tam, rae ato NpUMEHUMMO, KOHUEHTpauusa AOo/MKHA 6biTb
conocrtasBuMma C pesynbraraMu, NoJly4eHHbIMU Npu Banngauumn.

Ecnn metog Bbigenennsa AHK He gaeT Hagnexaulel KOHUEeHTpauumn gns npegnosiaraemoro aHasamsa Ha
KOHKpPEeTHOlM MaTtpuue, 3To NOBAMSET Ha npakTudyecknin LOD.

5.3 MeTogbl U3MepeHnin YNCTOThbl aKCTpakToB AHK

5.3.1 BbigeneHue AHK MoXeT NpuBECTM K COBMECTHOW OYMCTKE BELLECTB, WUHIMOUPYHOWNX peakuuto
MLUP, yTo NnpuBeAeT K OTCYTCTBUIO UAN 60ee HU3KOM CKopocTu amnaudukaymn. B nepsom cnydyae MoryT 6biTb
NnosyyeHbl NOXHoOoTpuuaTesibHble pes3ynbTaTbl WAW, KakK BO BTOPOM Ccriydyae, KONMYECTBEHHOE coAepaHue
aHanuTa MOXeT ObITb 3aHUXEHO.

Moatomy Heobxoanmo y6eaunTbCsa, 4To npouenypa Bblgenenus AHK rapaHTupyeT OoTCyTCTBME TakMX WH-
rménTopos.

5.3.2 Tpe6oBaHuA K meTogam

Hanuune wam otcytcTBue MHIMG6MTOPOB [LIP MOXHO MpOBepuUTb NyTEM U3MEPEHWIA Pas3/iMyHbIX 3Ha4e-
HWIi KOHUEeHTpauuy pacTBOPOB, NMPUrOTOBNEHHbIX M3 pacTBopa AHK, nostomy yem cunbHee pasbasneH pac-
TBOp AHK, TeM MeHblle KOHUeHTpauus MHIM6MTOpPOB.

JOMmKHbl ObITb M3MEpEeHbl KOHUEHTpaLWn He MeHee [BYX pacTBOPOB, OT/IMYAKOLWMXCHA B ABa pasa no
KOHLeHTpaumnsam, ¢ MomMoLblo COOTBETCTBYIOLWErO0 UHAMKATOPA, cneunduyHoro A5 TakcoHa (Hanpumep, sek-
TMH ana HK cou), npuyem nepsBoe 3HAaYeHWE KOHLEHTpauuun npeacraeniseT coboi «pabouyto KOHLeHTpauuio
OHK», 1. e. o6wee konnyectso AHK Ha peakunio, npefHasHavyeHHoe A1 UCNO/b30BaHus.

Mocne 3aBepweHna amnandukauun 3HavyeHne Cqus 6onee KOHLEHTpUpoBaHHoro pacteopa AHK cpas-
HMBaIOT CO 3HavyeHusamMun Cqana ApPYrnx saHavyeHuii KOHLEeHTpaLMm 1 C TeOpeTUYECKNM 3HaYeHneM, paccuynTaH-
HbIM NPWY AONYWEHUU OTCYTCTBMA uHrmébutopos lMUP.

Hanpumep, kaxayio pennnkauuto akcTpakumm AHK pa36aBnsaioT No MeHblenl Mepe A0 ABYX Pas/fnYHbIX
3HAYEHNN KOHUEHTpauuMM U aHanm3npyroT C UCMNOMb30BAHNEM TaKCOH-CNeungurnyeckoro aHanamnsa. 3arem pac-
CUMTBLIBAIOT pasHuLy Mexay cpefHuMm 3HavyeHnem Cqus Hambosee pa3baBneHHON 1 60n1ee KOHLEHTPUPOBAH-
Hoi nopuuii (ACQ) n cpaBHuBalT c TeopeTuyeckum A Cq.

Ecnu akcTparnpoBaHHasa AHK cogepxut nHrnémntopsl, AHK Heo6xoanmMo AONOMHUTENTbHO OYNCTUTL UN
pa36aBnTb A0 KOHUEHTpaLuuK, Npy KOTOPOW He HabnwpaeTcs uHrMbnpoBaHus peakuuun TMUP, npexae yem ee
ncnono3osatb Ang MNMUP B peanbHOM BpeMeHMU.

5.4 Metoabl onpegeneHns cneymdmnyHoCcTm

CneundnyHOCTb KOHKPETHOTO aHasm3a uccneayT npu Banvgauun MeToaa.

Ecnu ycnoBusi aHanusa (Hanpumep, KOHUEHTpauus npalimepos/3oHaa, TemnepaTypa oTxura, gyopec-
LEHTHbI KpacuTesib) He U3MEHUUCH, TO HEO6XOAMMOCTU MOBTOPHO MCCNeAoBaTb CNeuMdUYHOCTb HeT.

JaHHble 0 cneundUUHOCTM NOMyYarT U3 OTYeTa 0 Ba/MAauun Wi peLeH3npyemMbix cTaTeid, unm ns 6as
[aHHbIX [2]—[5]. Ecnv 3TU faHHble HeAOCTYMHbl UM HE MOTYT 6biTb MOJyYEHbI, METOA AOJIKEH 6biTb NpoTe-
CTMPOBaH.

MeTop cnefyeT NpoTecTMpoOBaTh B OTHOLUEHUM peakuuu Ha HoBble MO, cogepxallne LeneByl nocre-
[,0BaTe/IbHOCTb.

5.5 MeToabl onpefenieHNsa oUHaAMUYECKOro guanasoHa, kKoapguumeHta R2 n onpenesieHms
adhekTnBHOCTN amnandukaunm

551 AvHamunuyeckunii gnanasoH AOJ/IKEH OXBaTbiBaTb 3HAUYEHUS, OXUAAEMble A5 KOHKPETHOro npume-
HeHVA. B npegenax AMHamMunyeckoro gnanasoHa cTaHgapTHble KpUBble A0J/IKHbI COOTBETCTBOBATb KpUTEpPUSAM
npuemnaemMocTu ana agpekTMBHOCTH aMnandukaumm n R2.
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5.5.2 TpeboBaHus K MeTogam

OvHaMmunyecknin gnanasoH, kKoaduumeHT R2 n achdpekTnBHOCTb amnandukaynum onpegensoT ogqHoBpe-
MEHHO MO CTaHAAapPTHbIM KPMBbLIM MPU NPOBEPKE APYrMX nNapameTpoB, Takux Kak nNpaBWbHOCTb W TOYHOCTb.
LonxHbl 6bITb B35ITbl CPEAHUE 3HAYEHUA NO KpaliHeli Mepe ABYX CTaHO4APTHbIX KPUBbIX.

O heKTMBHOCTL aMnandukaumm npueMmsiemMa, ecnum cpefgHee 3HavyeHume Hak/oHa CTaHO4apTHOW KPUBOM
HaxoauTcsa B gnanasoHe ot (-3,6) Ao (-3,1), uto cooTBeTCTBYET adhheKTUBHOCTM amnnudgukayum (90— 110) %.

KoagphnuymeHT R2 gomkeH 6biTb 60nblie unu paseH 0,981.

5.6 MeToabl onpeaeneHns NpaBUIbHOCTU

MpaBuNbHOCTL cneayeT onpefensTh Ha YPOBHE coAepXaHus, 6/IM3KOM K YPOBHIO, YCTaHOBJ/IEHHOMY 3a-
KOHOAaTENbCTBOM, WU B COOTBETCTBUM C MpeAnosiaraemMbiM UCNO/b30BAHUEM MeEToAa, U Npy HEO6XOA4MMOCTH
[ONOMIHUTENBHO Ha ypoBHe, 65mM3koM K LOQ. [LOCTOBEPHOCTb MOXHO OUEHWUTb ¢ nmomouwbio ACO. O6bIYHO
TpebyeTca nccnepoBaTb ABe KOHUeHTpauuu (Hanpumep, 0,1 % u 1 % maccoBoi A0/N) U, €CNIM BO3MOXHO,
TPEeTbl KOHLEHTPaLMWio B BEPXHEW 4YacTu gMHamuyeckoro gumanasoHa (Hanpumep, 5 % maccoBoit gonu). B
KayecTBe asbTepHaTUBbl MOXET ObiTb NPUroTOBAEH obpasey, npeanoyTuTenbHo U3 ACO ¢ 6051ee BbICOKON
KOHUEeHTpaumnei.

Mcnonb3yemasa aHanuTuyeckas npouenypa, BkI4Yas peakuuMoHHbI 06beM, CpeACcTBO U3MepPEeHuin Ans
MUP n Tak ganee, goxHa 6biTb TaKol Xe, Kak 1 Npu 06bIYHOM TecTUpoBaHUU 06pas3uoB. CreayeT oueHuBaTb
pesynbTaTbl He MmeHee 16 nosTopos MMLP.

Ecnn ACO ans oueHkM NpaBubHOCTU HEZLOCTYMHbl, MOXHO MCNO/b30BaTh A0OCTATOYHO OXapakTepuso-
BaHHbIA MaTepuan gnsa nposepkn kBanudukaynm (MK). OgHako npunmcaHHoe 3HadeHne matepuana gnsa MK
OO/KHO OblTb 3HAYEHMEeM, YyCTAaHOB/EHHbIM He3aBUCMMO OT npoxoxaeHus K, To ecTb cogepxaHune MO,
YCTaHOB/IEHHOE Ha OCHOBE «KOHCEHCYCHOrO 3HayeHus MNo pesynbTatam yY4aCTHUKOB», He MoAXOAMT AN OLEeH-
K/ NpaBUbLHOCTH.

NlabopaTopHbIil pe3ynbTaT NPOBEPKM KBaNUdUKaLUm TakKe MOXET ObiTb UCNOMb30BaH NpU YC/I0BUK, YTO
6blN1 NCMOIb30BaH AOCTATOYHO OXapakTepu3oBaHHbIi MaTtepuasn Ans NPoBeEpPKU kKBanugukayuyu (CM. paHee) u
npaBuIbHO BbIGPAHO CTaHAAapTHOE OTKAOHeHuWe ans oueHkn MK.

5.7 MeToabl onpefesieHUA OTHOCUTENIbHOIo CTaH4apPTHOro OTK/I0OHeHUs nostopsemocTn (RSDr)

[MoBTOPAEMOCTb MOXHO OMpefefniMTb aHa/iorMyHo TOMY, KakK 3TO OnucaHo B npefbiaywem pasgesne o
npasuabHOCTU. Ee paccuuTbiBalOT Ha OCHOBE pe3ynbTaToB, MOJIyYeHHbIX B noBTopax MLP B yc/noBMAX NoBTO-
pseMocTun. NMoBTOPSAEMOCTb A0/IKHA OblTb AOCTYNHA A1 BCEX NPOTECTMPOBAaHHbIX YPOBHEN copepxaHusa M.

Mcnonb3lyemas aHanuTuyeckas npouegypa AO/MKHA ObiTb TAKOW Xe, Kak U Npu 06bIYHOM TEeCTMPOBaHUN
o6pasyoB. HeobxoaANMO OLEHNUTL He MeHee 16 pe3ynbTaToB OTAE/bHbIX UCMNbITAHWUA.

Metog npuemnem, ecnn RSDr < 25 %.

5.8 MeToAabl onpeaeneHnst npegesna KonmyecTBeHHoro nameperHus (LOQ)

5.8.1 LOQ moxeT 6biTb OnpeAesieH A/ OTHOLWEHWS, T. €. MacCoBOM 40NN UNN OTHOWEHUSA KOMYecTBa
konuin AHK, a Takke gna konmyecTsa Mamepumbix konuin AHK.

5.8.2 Tpeb6oBaHuA K MeToAy onpefeneHns oTHocutenbHoro LOQ (LOQre))

MeTog, A0/KEH MNO3BOMASATH MPOU3BOAMTL M3MEPEHUSA cogepXaHus obpasua MacCoBOW KOHUEHTpauuu
0,1 %, cooTBeTCTBYIOWEN MUHUMANBLHOMY YPOBHIO KOHLEHTpaLun, NpoTECTUPOBAHHOMY MpK Banvgauuu.

5.8.3 TpeboBaHuAa K meToAy onpegenieHna abcontotTHoro LOQ (LOQabs)

Cepwuio pacTBOpPOB M3BECTHbIX KO/IMYECTB KOMWI Ha peakuutio n3mepsioT kak MuHumMyMm B 10 nosTopax
MuP (Hanpumep, 80, 60, 40, 20, 10, 5 konuii 1 1 konua Ha peakuur). 3atem paccuuTbiBaloT RSDr ana kax-
[0ro ypoBHS pasbaBneHunsa. LOQabs oueHuBaT Kak nocnefHuii ypoBeHb pasbaBsieHus, npu Kotopom RSDr
namepeHuin Hmxe 25 %. Mpu 3ToM, cTaHAapTHas KpuBas MeTofa Ao/hkHa Bkaw4vaTb LOQabs.

PacnpegeneHne BeposATHOCTEN npegnonaraeT, YTo aHa/n3 OLHOM KOMUU Ha peakuuio [OJ/IKeH AaBaTtb
npumepHo 30 % oTpuuaTesibHbIX pe3ynbTatoB. [ NPOBEpPKN TOro, 4YTO LieneBble KOMUM Ha peakuuto B cepumn
pacTBOpOB ABAANTCA NPUBAN3UTENLHO NpPaBU/IbHLIMK, NO KpaikiHelh mMepe 1/10 NOBTOPOB AOJ/IXHbI AaBaTb OT-
puuaTenbHble pe3ynbTaTbl aHann3a Npu OAHOW KOMWMW Ha peakumto.

Mpenen KonnyecTBeHHOro nsmepeHua LOQ fonxeH 6biITb MeHblle UM paBeH HaMMeHblleMy Kosnye-
CTBY KOMWIA Ha peakuuio.
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5.9 MeTtogbl onpeaenenHus npeaena obHapyxeHusa (LOD)

5.9.1 LOD MOXHO onpefenntb ANA COOTHOWEHUSA, T. €. MAacCoBON 40NN WAW OTHOLWEHWUS KOJM4vecTBa
konuin AHK, a Takke gna konuyectsa namepsieMbix konuii JHK.

Ons oueHkn LOD meTopa M3MEepeHWin ¢ focToBepHOCTbo 95 % Heo6Xxo4MMO NpoaHanu3npoBaTb He
meHee 60 noBTopoB [MLP ana kaxaoin namepsaemMon KoHueHTpauuu. MNMoCcKoNbKy 3TO MOXeT OKka3aTbCs HeBbl-
NOMTHUMbIM, A7 nNpoBepkn LOD MOXHO UCNONb30BaTb NparmMaTtuyeckuini Noaxof, OCHOBAHHbI Ha MeEHbLUEM
KonmMyecTBe NMOBTOPOB. DTOT NOAX04 NO3BOMSAET NPU6AN3NTENbHO oueHuTbL LOD.

5.9.2 Mpouenypa onpegeneHnsa oTHocutesibHoro LOD (LODrei)

CTaHfapTHbIA o6pasel, ¢ HU3KUM cogepxaHnem MO MoxeT ObiTb M3MEpeH, Hanpumep B AeCATU Mo-
BTopax MUP, n ecnn Bce NOBTOPbI NOMOXUTE/bHbI, 3TO O03Ha4yaeT, 4to LODrel HXe nan paBeH 3TOMY YPOBHIO
cofepxaHusa. MNpu HeobXOAMMOCTU MOXeT ObiTb UCMNONbL30OBAH MaTepuas onpefeneHHOro YpoBHs, COOTBET-
cTBylOWMiA TpeboBaHnam 4.4,

3HauyeHne OTHOCMTENbHOTO npegena ob6HapyxeHns LODrel 4ONXHO COOTBETCTBOBATH AaHHbIM Banuga-
uuu.

5.9.3 Mpoueaypa onpegeneHnsa abcontoTHoro LOD (LODabs)

KoHueHTpauum cepuin pacTBopoB, NpeAcTaBAAWNUX ANMANA30H BbIlle U HWKE 0XuAaeMbiX 3HayeHui
LODabs, ocHOBaHHbIX Ha npeaBapuTesibHOM 3HaHUW xapakTepucTuk LODabs aToro metoga, M3MepsitoT, Ha-
npumep B gecAtn nostopax MMUP ona kaXx[oro ypoBHA KOHUeHTpauun. HavmeHbluas KOHUeHTpauua, npu
KOTOpOW BCe NOBTOPbI NOMIOXUTENbHbI, NpeacTaBnsieT coboin npegnonaraemoe 3HavyeHne LODabs. Uto kaca-
eTca LOQabs, npaBuNbHOCTb MUCNbITAHHOW CEPUM PacTBOPOB MOXeT ObiTb NOATBEPXAEHa pe3ynbTaramu, Ha-
6ngaemMbiMu ANs aHanmMsa obpasua € o4HoI Konueli Ha peakuuto (cMm. paHee LOQabs). 3HavyeHue LODgbs He
[O/DKHO 6bITb MEHbLUE TPEX KOMUIl Ha peakuuto.

3HauyeHue abconTHOro npegena obHapyxeHus LOD A0/KHO COOTBETCTBOBATb AaHHbIM Banuaauuu.

5.10 HapexHocTb

HafexXxHocTb A0/XHA ObITb UCCNeAoBaHa BO BpeMs paspaboTku/onTumusaumm Metoaa usmepeHuii, npe-
Xae yem mMeTof 6yAeT NoABeprHyT UCMbITaAHUAM.

Ans o6ecrneyeHnss NosyyeHUs HaAeXHbIX pe3ynbTaToB M3MepeHuin naéopaTtopun cnegyeT paspaboTaTb
CO6CTBEHHbIE KPUTEPUU HAAEXHOCTU MeToAa.

YunTbiBasi BO3MOXHOCTb Bapuauuii MetToia B YacTU MasblX 3an/1aHUPOBaHHbIX OTK/IOHEHUI OT aKcnepu-
MeHTabHbIX YCNOBUIA, NpU peannsaunm Kaxaoro Mmetoga usMepeHuii nabopatopus Ao/HkHA onpefensiTb Ha-
[eXHOCTb MeToAa Kax/blii pa3 npy BO3HUKHOBEHUW 3anfiaHWPOBAHHbLIX OTK/IOHEHW. B cnyyae 3HaunTebHbIX
OTK/IOHEHWIH 3KCMepuMeHTabHbIX YC/IOBUIA OT yKasaHHbIX B MeToge na6GopaTtopuu cnepyeT B 0683aTe/IbHOM
nopsgke NpoBepsiTb COOTBETCTBUE KPUTEPUSIM HAAEXHOCTU MeToga.

Mpv peanusauuyM MeTofa, HaAEXHOCTb KOTOPOro 6bina onpefesieHa paHee U NOATBEPXAeHA Uccneno-
BaHUSAMU, ONy6/IMKOBAHHBLIMU B aBTOPUTETHbIX UCTOUYHMKAX, N1aGopaTopusi MOXeT MPUHSATb KPUTEPUU Hagex-
HOCTM yKa3zaHHOro MeToja.

5.11 MeTtogbl ngeHTndukaymm

5.11.1 TpeboBaHus K MeTogam

Mpn oueHke Toro, NOAXOAMUT NN MeToA ANA uenu naeHtudukaumm nocsiefoBaTesibHOCTU, criefyeT yyu-
TbiBaTb CriefylolUiMe acnekTbl, Kacaluwmecsa Npupoabl yyactka reHoma, nognexawero CEKBEHMPOBaHUIO:

- K/IeTOYHOE U reHOMHOe pacnosioXeHne nocsefoBaTesibHOCTU, T. €. K1eTOUYHOoe: AAepHOoe UAN MUTOXOH-
ApvanbHoe, UM reHoMHoe: assiesibHoe Wiu reHocneundguyHoe;

- ONVHY nocnegoBaTenbHOCTU, KOTopaa byaeT onpepeneHa;

- TUNbl W Au3aiiH nocnegoBaTes/IbHOCTEN NpaliMepoB, UCMNOJIb3YEMbIX A1 MOATOTOBKA U CEKBEHWPOBA-
HUA 06pasyoB u 6mMbnnoTek ([8], NyHKT 4.5.3).

MpouTeHua nocnepoBaTesibHOCTEN, MONYYEHHbIE C MOMOLLbIO CEKBEHUpOBaHua no CaHrepy uam meTo-
[oB NGS, 6monHopmaTmyeckn cpaBHMBAKTCHA C paHee onpefenieHHbIMU U MAEHTUPULNPOBAHHLIMU «3Ta-
NOHHbIMW» nocnefoBaTeNbHOCTAMU M3 6a3 AaHHbiXx OHK. PaccumTbiBaeTcs MPOLEHTHOE CXOACTBO Mexay
06pa3yomM U «3TaNOHHBIMU» NOcCnefoBaTeNIbHOCTAMK. [lBe nocnefoBaTesibHOCTM FOMOJIOTUYHbI, €CNN OHU
UMeKT 60/blUee CXOA4CTBO, YEM MOXHO 6bI/10 661 OXugate cnyvaiiHo (p < 0,01).

MpoueHT cxoacTBa 60nee 98 % 06bIYHO AOCTATOYEH ANA MAeHTUdUKaLUM NocsiefoBaTenbHOCTEl Kak
OJHOT0 ¥ TOTO Xe Buga. NaeHTUdKaLMOHHbIe AaHHble A0/DKHbI ObiTb NPEeACTaB/IEHbl KaK KAYECTBEHHbIN pe-

n
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3ynblaT B BUAE CNMCKa COOTBETCTBYHOLWMX TAKCOHOB, MX COOTBETCTBYHOLLEIO MPOLEHTA CXOACTBA W, NPU He-
06xoaMmMocTn, oxXmngaemoro 3HavyeHusa ([8], NyHKT 4.4).

5.12 TpeboBaHusA K nabopatopusim, NPUMEHSIOWNM METOAbl N3MepPEeHNii

Na6opaTtopumn, npumeHsowen metogbl (METOAUKM) UBMEPEHUIA, cnegyeT UMeTb CUCTEMY KadyecTBa, obe-
cneyMBalLyld O06bEKTWBHbIE AOKa3aTesbCTBa TOro, YTO MEPCOHas UMeeT AOCTaTOYHYH KBangukauuto wu
perynsapHo npoxoauT obyyeHne ans BbinonHeHnsa aHanusa (cm. FTOCT ISO/IEC 17025—2019, nyHkT 5.2). Kpo-
Me Toro, nabopartopus foskHa o6ecneunmBaTb NEPUOANYECKYIO KaTMOBPOBKY MCNOb3yeMOro o6opyaoBaHus
(cm. TOCT ISO/IEC 17025—2019, nyHKT 5.5).

Bannpgauua metonoB (MeToAuK) U3MepeHuii Ao/HkHa ObITb pernameHTUpoBaHa cucTemoli kadyecTsa. Jla-
6opaTopusa AOMKHA 3a40KYMEHTMPOBATb NPUMEHAEMY0 METOAMKY, NONYYeHHble pe3ynbTaTbl U 3aK4yeHune o
TOM, NOAXOAMT N1 MeToAuKa ANA npeanosiaraemoro NnpuMeHeHus, T. e.:

- onucaHue MeTOAUKY;

- KpUTEpuUn NpuemnemocTn n TpeboBaHMa K XapakTepucTukam, ycTaHOBMEHHble nabopaTtopueli;

- NPOTOKO/Ibl N3MEPEHMWIA;

- 3aKnYeHne o0 NPUMEHUMOCTU METOAMUKMN.

MpuHuMNManbHO mMeToq crnepyeT NPUMEHATbL B TOM BuAe, B KOTOPOM OH npolwen sanugauuto 6e3 BHece-
HUA mogudukaumin. Ecnn oTaenbHble 3/1EMEHTLI, HAaNpPMMep Mapka roTOBOM K MCMNOMb30BaHUID pPeakUuNOHHOM
cMmecn unu Tag-nonumepasbl, peakunoHHbIi 06bem [LP, KOHUeHTpauuu npaimMmepoB v 30HAOB W/Mau napa-
MeTpbl unkna MUP gomkHbl 6biTb U3MEHEHbI, AONOMHUTENbHbIE paboyne napameTpbl AO/MKHbI ObITb 3Kcne-
pPUMEHTaNbHO OLEeHEHbl (Hanpumep, cneunuYHOCTb U HAAEXHOCTb). Npouecc NpoBepku cneayeT NPoOBOAUTL
c npumeHeHnem ACO. Eciim ACO HepoCTyMnHbl, MOXHO UCNONb30BaTb Apyrne MM-nNonoxunTtesibHble Martepua-
Nbl, Takne Kak obpasubl 418 NPOBEpKN KBanndukauum uam ctaHgapTHble obpasuybl. CTaHAapTHbIA o6pasey,
YTBEPXAEHHOrO TUNa C aTtTeCTOBaAHHbLIMU METPOJIOTMYECKMMMN XapakTepucTUKaMn MOXHO MCMNONb30BaTb ANA
Bepudmkaumm metoga, cneynuUHoro Ass aNeMeHTa WM CTPYKTYpbl OpraHvM3ma, ec/im OpraHu3Mm COAEepXuT
3/IeMEHT WU KOHCTPYyKUMio, gaxe ecnm ACO He cepTuduumpoBaH ANa 3/ieMeHTa Uan KOHCTPYKLUUN.
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Bubnnorpadus

2008 r. Ne 102-93 «O6 obecneyeHun eanHCTBA U3MEPEHNI»

denepasibHbIii 3aK0H 0T 5 mons 1996 r. Ne 86-®3 «O rocyapCTBEHHOM perynnpoBaHuM B 06/1aCTU FTEHHO-MHXe-

HEpPHOIN AeATENBHOCTU»

denepasibHbIi 3aKkoH 0T 29 aekabps 2022 1. Ne 643-d3 «O BHECEHUN M3MEHEHWI B deaepasibHbIin 3akoH «O rocy-
[apCTBEHHOM perynMpoBaHuy B 061aCTU FEHHO-UHXEHEPHO AeATe/IbHOCTU»

PMI" 29—2013

NCO 23033:2021

NCO 16577:2022

PykoBogcteo MICO/M3K 99:2007

NCO 22949-1:2021

locynapcTBeHHast cuctemMa obecrnedyeHust eguMHCTBa M3MepeHuii. MeTposorus
OCHOBHble TEPMUHBI 1 OnpeaeneHns

BuoTtexHonorus. AHanutuyeckne Metogpl. O6Lme TpeboBaHWS 1 COOGPaKeHUsI
[ANS TECTUPOBAHUS 1 XapakTEPUCTUKN KIETOYHBIX TepaneBTUYEeCKMX NPOAYKTOB
(Biotechnology — Analytical methods — General requirements and consider-
ations for the testing and characterization of cellular therapeutic products)

MonekynsipHblii aHasm3 6romapkepoB. CrioBapb METOAOB aHa/IM3a MOIEKYNsSp-
HbIX GIOMapKePOB B CE/IbCKOM XO35MCTBE U MPOM3BOACTBE NPOAYKTOB NUTaHWA
(Molecular biomarker analysis — Vocabulary for molecular biomarker analytical
methods in agriculture and food production)

MexayHapoaHblli cnoBapb No MeTponornn. OCHOBHble ¥ 06LMe MNOHATUSE 1
cooTBeTCTBYOWME TepMuHbl (International vocabulary of metrology — Basic and
general concepts and associated terms (VIM))

AHann3 mMonekynapHbix 6uomapkepoB. MeTodbl aHasM3a 418 06HapyXeHus u
NAEeHTUMKAUMY BUOOB XUBOTHBLIX B MPOAYKTax NuMTaHus 1 Kopmax (MeTogbl,
OCHOBaHHbIE Ha HYK/1e0TUAHOM CekBeHupoBaHum). YacTb 1. O6wme TpeboBaHus
(Molecular biomarker analysis — Methods of analysis for the detection and
identification of animal species in food and feed products (hucleotide sequenc-
ing-based methods) — Part 1. General requirements)
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KntoueBble cnoBa: reHHast MHXeHepus, reHeTmyeckn MoanduynpoBaHHblii oprannam (FMO), meTogbl ngeH-
Tnpmkaumm MO, uncno konuidi (Yncno nap Konuit) cneuymduyeckoro pparMeHTa HyKneuHoBOW KUCNOThI,
nocnefoBaTeNlbHOCTb HYK/EOTUAOB, METOAbl U3MEPEHWI
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