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Mpeaucnosue

EBpasuiickuii coBeT No cTraHgapTu3auum, metpornorun u ceptucdukauum (EACC) npegcrasnsier coboii
pervoHanbHoe o6beAuHEeHWEe HaLMOHAmNbHLIX OpraHoB MO CTaHAapTU3aLUW rocyfapcTB, BXOAALMX B
Conpyxectso HesaBucumbix Focyaapcts. B aanbHeieM BO3MOXHO BCTynneHue B EACC HauuoHanbHbiX
OpraHoB No cTaHAapTU3aLumM Apyrvx rocyaapcrs.

Llenun, ocHoBHbIe NpUHLMNLI U OCHOBHOI NOPAAOK NpoBeAeHUA paboT No MeXrocyAapCTBEHHOW CTaH-
Aaptusaumn ycraHoBneHbl TOCT 1.0-92 «MexrocyaapctBeHHaa cuctema craHgapTusauum. OCHOBHbie
nonoxeHusa» n MOCT 1.2-2009 «MexrocyaapCcTBeHHas cucTeMa craHaapTu3auuu. CTaHAapTbl MEXrocy-
AapcTBeHHbIe, NpaBuIna u pekoMeHZauMKU N0 MEXroCyaapCTBEeHHOW cTaHaapTusauun. Mopsaok paspaboTku,
NPUHATUA, NPUMEHEHUS!, OGHOBNEHUSA N OTMEHBI».

CBefeHun o ctaHaapre

1 NOAMOTOBIEH pecny6nukaHckuM yHUTapHbIM npeanpusaTuemM «bBenopycckuii rocyfapcTBeHHbI
MHCTUTYT MeTpornoruu» (benlMM) Ha ocHoBe co6CTBEHHOrO ayTeHTUMHOMO NepeBoAa CTaHaapTa, ykasaHHOro
B NnyHkTe 4

2 BHECEH lNocyaapcTBeHHbIM KOMUTETOM MO cTaHAapTusauumn Pecny6nuku Benapych

3 MPUHAT EBpasuiickiM COBETOM MO CTaHgapTU3auum, MeTposniorun u ceptucdumkauum (NpoToKon
Ne 36-2009 oT 11 HosOps 2009 r.)

3a npuHsATUe nporonocosanu:

KpaTKosT::::enrg)BaHme Koa ctpaHbl no CokpaleHHoe HauMeHoBaHue

MK (ICO 3166) 004-97 MK (MCO 3166) 004-97 HaLMOHANbHOrO opraHa No CTaHAapTU3aLum
ApMeHus AM MwuHakoHoMuKM Pecny6nuku ApmeHust
Benapycb BY Foccranpapt Pecny6nuku Benapycb
KasaxctaH Kz lNoccranpapt Pecny6nuku KazaxcraH
KblprbiacTaH KG KbiprbiactaHoapT
MongoBa MD MonpoBa-CtaHaapt
TamKukucTaH TJ TamKukcTaHaapT

4 Hacrosiumii cTaHoapT MaeHTUNEH MeXayHapoaHoMy ctaHaapTy ISO 21572:2004 Foodstuffs — Methods
of analysis for the detection of genetically modified organisms and derived products — Protein based methods
(MpoaykTbl NULeBble. MeToabl aHanu3a aAns obHapy)XeHUs reHeTU4eckn MoanuLMpPOBaHHbLIX OpPraHU3MoB U
nNpou3BOAHbIX NPoAyKToB. MeToAbl, OCHOBaHHbIE Ha NPOTEUHE).

MexayHapoaHbiin ctaHpapT paspaboraH CEN/TC 275 «AHanus nuwieBbix NpoaykToB. [opu3oHTanbHbIe
MeToabl» EBponeiickoro komuteta no craHpaptusauum (CEN) coemectHo ¢ ISO/TC 34 «lMuwesbie npoayKTbi»
MexayHapogHoit opraHu3aumu no craHpaptusauum (ISO) B cooteTcTBuM ¢ CornawieHnem 0 TeEXHUYECKOM
coTpyaHuyectee mexay ISO u CEN (BeHckum cornalueHuem).

MepeBopa ¢ aHrnuirckoro sisbika (en).

B pasgene «HopMaTuBHbIE CCbINKM» M TEKCTE CTAHAAPTA CCbIIKU HAa eBPONeiCkuii CTaHAapT akTyanu-
3UpOBaHbI.

CreneHb cooTBeTCTBUSA — UAeHTUYHaA (IDT)

5 BBEJIEH BIEPBbIE

UHgpopmayust o esedeHuu 8 delicmeue (npekpauwjeHuu delicmeus) Hacmosiwezo cmaHdapma u uame-
HeHull K HeMy Ha MeppuUMopuU yKa3aHHbIX eble 2ocydapcme nybnuKyemcs e yKkasamerisix HaUUOHa bHbIX
(eocydapcmeeHHbIx) cmaHOapmos, u3dasaeMbix 8 amux eocydapcmeax, a maikoke e cemu MHmepHem Ha
calimax coomeemcmeyiloujux HayuoHaIbHbIX op2aHoe 1o cmaHdapmusauuu

B criyyae nepecmompa, UsMeHeHUsT unu ommMeHbl Hacmosuiezo cmaHdapma coomeemcmeylowjas UH-
ghopmayust maicke bydem onybriukoeaHa 6 cemu MiHmepHem Ha calime MexzocydapcmeeHHO20 coeema o
cma+HO0apmu3sayuu, MempoJsioauu u cepmugurkayuu e kamarnoze «MexzocydapcmeeHHbie crmaHOapmbi»

UckniounTenbHoe npaso oduuMansHoro ony6nnMKOBaHNA HacTOSILEro cTaHaapTa Ha TeppuUTOpuUM yka-
3aHHbIX Bbllle rocyapcTB NPUHALNEXMT HaLMOHANLHBLIM (FOCYAApCTBEHHBLIM) OpraHaM Nno cTaHaapTU3aLmm
3TUX rocyaapcTs.



rOCT UCO 21572—2009

CopepxaHue
BseaeHnve WV
1 OONACTD MPUMEHEHMSN ......couuiiuaeieeieeesessiesssesasasssesasesssse st esstasstasssessnsasnsasasasasasasssnesssesnsesssnsasasasasasanasennn 1
2 HopmMaTuBHbIe CChINKU . - e 1
3 TepMuHbI U onpeaeneHus ........ FE SR 1
4 TIDUHLMI covevien s s ssissssnssressresssasssessnsnss erereeeEreeesEEeeeEeeerREeeeiREeieiareeerrerararerarer e be e rnerenenenaneee e 4
5 PeaktuBbil.... —— )

6 NHCcTpymeHThl n obopyaoBaHue

7 Ot6op npob

8 MNpoueaypa aHanuaa ..................

9 WHTepnpeTauus v NpeacTaBneHne pesyrbTaTos . e eeeeh ettt eE ettt ettt e e et nem s 5
10 Cneuuduydeckue cakTopbl, KOTOPbIE MOTYT MOBMUATb Ha pe3ynbTaThbl . rerre e ———— 6
11 MNOATBEPHKAAIOLLMIA METOL,..ccuveereerrerrrerseesresnesnssssssnssnns . reerererenereetereinterernneernaneaaan 7
12 Otyert 0 pesynbTarax e ——— e —————————. 7
MpunoxeHue A (obsisatensHoe) OnpeaeneHne reHeTMHEcku MoaNMULIMPOBAHHBIX OPraHU3MOB

(ycTonumebix Roundup Ready ®) ........ccciivimmiciicns s s 8
BUBIIMOTPAMIMS ...ttt et s e —————— 18




rOCT UCO 21572—2009

BBeneHue

AHanua ansi BbISIBIIEHUs1 reHeTUu4eckn MoauduumpoBaHHbix opraHuamoB (FTMO) U MX Npou3BOAHbLIX
MOXET 6bITb BbIMOSIHEH B LIeNsiX CKPMHUHIA, Ka4eCTBEHHOro UK KonuyecTBeHHoro onpeaeneHust TMO u nx
NPOU3BOAHbLIX B 3a4aHHOM MaTepuarne.

OCHOBHOW NPYHLMIMT METOAOB aHarnM3a, OCHOBaHHLIX Ha onpeeneHun 6enka, B BbISIBIEHUA KOMMOHEHTOB
TpaHCreHHOro NPOUCXOXOEHUA 3aKioYaeTCs B:

— otbope penpeseHTaTUBHOrO obpasua marepuana;

— SKCTpaKummn 6enKos;

— onpegeneHu1 u/unu KONUYECTBEHHOM aHanuse crneuunduyeckoro 6enka, nonyyeHHoro us MO B xoge
MccrnenoBaHus.

B HacTosiwuin ctaHgapT 6yayT BKMIOYEHbI HOBLIE METOALI aHanu3a No Mepe UX MeTpPOoorM4eckon aTre-
cTauuu 1 BBoAa B AeACTBUe.
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MEXITOCYOAPCTBEHHBIUW CTAHQOAPT

NMPOAYKTbI NMULLEBBIE
Metoabl aHanu3a gna oGHapyXeHusa reHeTuudecku MoAUdUMLMPOBaHHbLIX OpraHM3mMoB
M NPOM3BOAHLIX NMPOAYKTOB.
MeToabl, OCHOBaHHbIE Ha NPOTEUMHE

Foodstuffs
Methods for the detection of genetically modified organisms and derived products.
Protein based methods

NaTa BBegeHun -

1 O6nacTb npumeHeHUA

Hacrosiumin craHpapt onpegensiet obwuye ykasaHua U KpUTepUn BbIMONHEHUS ANsi METOA0B BbIABNEHUA
n/Mnn KONMYECTBEHHOTO onpeaeneHun cneuududeckux 6enkos, NPOU3OLLEALLMX U3 FEHETUYMECKN Moautu-
LMPOBaHHOTO PacTUTENbLHOrO MaTepuana, B ONpeAeneHHOM MaTepuarne obpastia.

311 obLLMe yKa3aHMA OTHOCATCA K CYLLECTBYIOLUM METOAAM aHanv3a Ha OCHOBE MCTOMNb3OBaHUsS aHTUTen.
MeTtopabl, OTNUYHBIE OT ONUCAHHBIX B NPUMOXKEHUM A, Taloke MOTYT UCNONb30BAaTLCH Ans onpeaeneHus 6enka.
Kputepuu, onucaHHble B HACTOsLWEeM CTaHaapTe, uMeloT obLee npuMeHeHue.

2 HopmaTtuBHble cCbINKu

[na npumMeHeHUs HacToAWero cTaHaapTa Heo6xoAMMbI cneaylolue CCbINOYHBIe AOKYMeHThI. [na Hena-
TUPOBAHHbIX CCLINTOK NPUMEHSAIOT NocneaHee uaaaHue CCbiNIOYHOro AOKYMEHTa.

prEN ISO 21568 lNMpoaykTbl nuweBbie. MeToabl aHanu3a ans obHapyXeHWA reHeTudecku moavduLMpo-
BaHHbIX OPraHU3MOB 1 NPOU3BOAHLIX NpoaykToB. OT60p Npob

3 TepMuHbI M onpegeneHuna

B HacTosIlLeM cTaHaapTe NPUMEHSIIOT cnegyowue TepMyuHbl U onpeaeneHus.

3.1 O6wWwue TepMUHbLI

3.1.1 obpasey (sample): OauH UM HeCKONbKO ANEMEHTOB BbIGOPKM, B3ATLIX U3 reHepanbHON COBOKYN-
HOCTM U NpeAHa3sHa4YeHHbIX AN noryYeHua MHopMaLum o Heil.

[ISO 3534-1:1993]

3.1.2 na6opaTtopHblit o6pa3el (laboratory sample): O6paseL, npegHasHaueHHbI anst nabopaTtopHoit
npoBepKM UNK aHanusa.

3.1.3 aHanuaupyembiid o6pasel, (aHanusupyeman vacth) (test sample (test portion): O6paseu, nogro-
TOBMEHHbLIN Aans nposefeHus UCMNbITAaHUA UNK aHanuaa, KOTOprI7I NONHOCTbIO U eAMHOBPEMEeHHO UCNOoNb3YyI0T
Ans NnpoBeAeHust ucnbiTaHUs UnNn aHanuasa.

[1ISO 3534-1:1993]

3.1.4 matpuua (matepuan o6pasua) (matrix): Bce komnoHeHTbI 06pasLa U aHanMsupyemoe BeLLEeCTBO.
O6bluHO Kadkaas MaTpula (MaTepuan obGpasua) umeeT oblueynoTpebuTenbHoe HasBaHWe, YTO NO3BONSAET
ucnonb3oBaTh knaccudukaLlumio.

3.1.5 penatypauumsn GenkoB (denaturation of proteins): ®usuueckas nmnu xummuyeckas, Guoxummye-
ckan o6pabotka, pa3pyluaioLas Ui M3MeHAIoWan CTPYKTYPY aHanMaupyeMoro ellectsa. [leHaTypauus
MOXET U3MEHUTb CTPYKTYPHbIE, (PyHKLIMOHaNbHbIe, (hepMeHTaTUBHbIE UMK aHTUreHHble cBoiicTBa Genka.

W3apanue ocduumanbHoe
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3.2 TepMMHbI, OTHOCSAILIMECS K aHTUTENaM

3.2.1 antuteno (antibody): Benok (MMMyHOrNOGynuH), NPOU3BOAUMBINA 1 CekpeTupyeMblil B-numdormramm
B KQ4eCTBE OTBETA HA MONEKyny, PaCnoO3HaHHYI0 KaK YyXXepoaHylo (aHTureH). AHTMTeno cnocobHO CBA3bI-
BaTb 3TOT cneLmdUHecKUil aHTUrEeH.

3.2.2 antureH (antigen): BellecTso, pacno3HaBaemMoe MMMYHHON CUCTEMOW Kak YyXepoaHoe U Bbi3bl-
BaloLee UMMYHHbIA OTBET.

3.2.3 knoH (clone): Monynsums WAEHTUYHbIX KNEeTOK, MPOU3OLLELLINX U3 OQHOW KNETKK.

3.2.4 nepekpecTHasi peakKTUBHOCTb (cross-reactivity): CBsisbiBaHUe aHTUTENOM MOSIEKyn, OTMIUYHBIX OT
MOrieKyn OCHOBHOrO aHasIM3aupyeMoro BeluecTsa.

3.2.5 moHOKNOHanbHble aHTMTEeNna (monoclonal antibody): AHTuTena, nponssoavMble OAHUM KITOHOM
rM6puaooMbl U CBA3LIBaIOLLME OAWNH aHTUMEeHHbIA AeTEePMUHAHT.

3.2.6 nonuknoHanbHbie aHtTMTena (polyclonal antibody): AHTuTEena, npousBogumble HECKONbLKUMU
KNoHaMn NMMAOLUTOB.

3.2.7 cneundmuHocTb aHTuTena (specificity of an antibody): CnocobHocTs aHTUTENa cneuuduuecku
CBA3bIBATb aHTUIrEHHbIN AETEePMUHAHT U HE CBA3bIBaATb NPOMME aHANOMYHbIe CTPYKTYPbl HA aHaNU3UPyeMoM
VN1 OpyroM aHTUreHe.

3.3 TepMuHbI, OTHOCALIMECS K METOAAM

3.3.1 koHblorar (conjugate): CoeauHeHue, nonyvyeHHoe nytem obbeavMHeHUs ABYX Unu Gonee BellecTs.

MpumeyaHue — KoHbloratel aHTuTen ¢ chryopoxpoMamu (Hampumep, OKpalleHHbIMU YacTULamu), BeLecTBaMu C
pagvoaKTUBHOW METKOM UNK hepMeHTaMK HacTo UCMONb3YITCA B UMMYHOINOMMYECKOM aHanuae.

3.3.2 6noTTuHr (nepeHoc) no BectepH (Western blotting): MNepeHoc aHTUreHa (T. €. aHanU3nMpyemoro
6enka), ¢ nocrneayloWwWmUM pasgeneHneM anekTpodope3oM, Ha CBA3bLIBAIOLLYI0 NOBEPXHOCTb. AHTUIEH MOXET
6biTb BU3yanuaMpoBaH C NOMOLLIO cneLudUYEcKUX aHTUTEN, KOHBbIOTMPOBaHHbLIX C PaAWOaKTUBHON METKOM
WM bepMeHTOM.

3.3.3 TBepaocasHbIn uMMyHOthepMeHTHbIW aHanu3 (ELISA — enzyme linked immunosorbent assay):
MeTopa in vitro, B KOTOPOM MCMONb3YIOT KOHBLIOrMPOBaHHbIE ¢ hepMeHTOM aHTuTena u cyberpar, uTo
No3BONSIET MPU UX COEAMHEHUM MOMYYMTb OKPaLLUEHHbI NPOAYKT peakuuu. B 3aBUCUMOCTM OT npoTokona
NpYMeHeHUs, MeTod MOXeT ObITb MCNONb3OBaH Kak As Ka4eCTBeHHOro, TaK U Ansl KONUYECTBEHHOTo aHanumsa.

3.3.4 TecT-cucrema (test kit): HaGop xumumueckux peakTtMsoe, MaTepuarioB U PyKOBOACTB MO UX UCMONb-
30BaHUI0, coBpaHHLIA B OAHY YNakoBKy W NpegHasHayYeHHbId [N NpoBeAeHUsl uaMepeHus in vitro ¢ uenbio
obHapykeHus cneLmduyeckoro aHanMaMpyemoro BeLlecTea.

3.3.5 norpyxxaeman nonocka (dip stick format): Morpyxaembie nonocku ansa Ka4ecTBEHHOro akcnpecc-
aHanuaa npepcTaBnsitoT coboi nornocku ¢ GOKOBbLIM NpoTekaHMeM peakTUBOB, B KOTOPbIX aHTUTENo unu
aHanuavMpyeMblii MmaTepuan UMMoOUNU30BaHbLI Ha TBepaol dase.

3.4 TepMUHbI, OTHOCALLUECSH K KOHTPOMIO

3.4.1 ctanpapTHLIA o6pa3sey (reference material): Marepman unu BewecTso, ogHO unu Gonee cCeoOMCTB
KOTOPOro OZJHOPOAHLI M TOYHO YCTaHOBMEHb! Ans Kanubposku 060pyn0BaHUsI, OLIGHKM METOAa W3MepeHUs unu
NSl YCTAHOBKM 3HAYEHWA ANsi aHaNU3MpyeMbIX BELLECTB.

[ISO Guide 30]

3.4.2 aranoH (standard): Mepa ¢husnuyeckoi BenuumnHbl, usmepuTensHoe 06opynosaHue, CTaHAAPTHbIN
obpa3seL, UnNU U3MepUTENbHasA CUCTEMa, NpeAHa3HaYeHHble Ansi onpefeneHusl, OLIeHKU, COXPaAHeHUs1 Unu
BOCTpOM3BEIEHUA eAuHULIbI OHOTO UNU Gonee KONUYECTBEHHbIX 3HAYEHWI BENWYMH, UCNONb3yemble B
KayecTBe cTaHAapTa Unu Ans BOCNpou3BeAeHUA N3BECTHLIX XapaKTepUCTUK NpY CTaHAapTU3aUuM aHanuaa.

3.5 TepmmHbl, oTHOCSAILMECS K Banvgauun (MeTponorMueckoi aTrecraumm)

3.5.1 TouHocTb (pe3ynbTaTa 3MepeHuni) (accuracy): bnm3ocTb pesynbTata U3MepeHuit K NPUHATOMY
3TanoHHOMY 3HaYeHUIO BESTUYMHBI.

MpumeyaHue — TepMUH «TOYHOCTbY, KOrfja €ro OTHOCST K CEPMMU pE3yrnbTAaTOB U3MEpPEHU, BKMIOYaeT B cebs
KOMOMHaLMIO Criy4aliHbIX KOMMOHEHTOB U OBLLEr0 KOMNOHEHTa CUCTEMATUUECKOA OLLIMBKM UMK CMeLLLEeHUS.

[1ISO 3534-1:1993]

3.5.2 npeun3MOHHOCTL (pesynbTaTa u3MepeHuit) (precision): BrM3ocTL Mexay HE3aBUCUMBLIMU pesyrib-
TaraMu U3MepeHUin, NoNyYeHHbLIMYU NpU onpeaeneHHbIX NPUHATLIX YCIOBUSIX.

n pumevyaHue — I'Ipeuuauounocr b 3@BUCUT TONbKO OT pacnpeneneHus cnyqaﬁublx owmnboK U He cBsisaHa HU C
UCTUHHbLIM 3HaYeHUueMm, HU C 3aaHHbIM 3Ha4YeHueMm.
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Mpumevanue — MNokasatenb NPeLU3MOHHOCTA OBLIYHO BbIpaXaloT B TEPMUHAX PacceAHWUA U BbIUACHSAIOT Kak
CTaHOapTHOe OTKNOHeHWe pes3yrnbLTaToB M3MepeHuid. Marnoit npeuusMoHHOCTU cooTBeTCTBYET Borbluee craHAapTHoe
OTKIIOHEHWe.

MpumevaHue — HesaBucumble pesynbTaTbl UBMEPEHUI 03HAYAIOT pe3ynbTaThl, NOSyYeHHbIe Takum 06pa3om,
YTO OTCYTCTBYET BNUSHWE NpeabiayLUMX pe3ynbTaToB Ha TOM KE CAMOM WNW aHarorM4HoM obbekTe namepeHuid. Konu-
YEeCTBEHHbIe NoKasaTenu NPEeLM3UOHHOCTMU CYLLECTBEHHO 3aBMCAT OT NPUHATLIX YCNOBUIA. YCNOBUSA NOBTOPSAEMOCTU U BOC-
NPOM3BOAVMOCTH SIBNAIOTCA COBOKYNMHOCTAMM NPEAESNbHLIX YCINOBUA, NPEACTABNSAIOWMMI COBOM YaCTHbLIA Cryyail.

[ISO 3534-1:1993]

3.5.3 cmelyeHue (bias): PasHoCTb MeXxay mMaTeMaTUYECKUM OXuAaHWeM pe3ynbTaToB M3MEPEHUId U
NPUHATBIM 3TANOHHBLIM 3HAYEHUEM.

3.5.4 yyBcTBUTENBLHOCTL (sensitivity): CnocoBHOCTE OBGHapYKeHWA MarnbiX OTIMYMIA KOHLIEHTPaLuu
BelLecTBa B UCCNeayeMoM maTepuane.

B 3TOM KOHTEKCTe Mof YyBCTBUTENbHOCTLIO OBLIMHO MOHMMAIOT HAaUMEHBLLIEE KONWYECTBO (KOHLEHTpaLMIO)
aHanuaupyeMmoro BelLLecTBa, pesynbTaT W3MEepeHUsl KOTOPOro MOXET LOCTOBEPHO OTNUYaTLCA OT (POHOBOMO
3HayYeHus.

3.5.5 cneundmyHocTb (specificity): CBoMcTBO MeToAa oTBeYaTb UCKIIOMUMTENBHO Ha XapaKTepUcTUKy
aHanvaupyemoro BeLLecTBa, onpeAeneHHyo B Kogekce CTaHaapToB.

3.5.6 npeaen o6HapyxeHus (AnA kayecTBeHHoro metoaa) (limit of detection (LOD): Mo npepenom
oBHapyXeHUs1 Ons Ka4eCTBEHHOTO MeToda NOHUMAKT HaUMEHbLLLYH KOHLEHTPaLWIO UM COpepXaHvue aHanu-
3Upyemoro BeLLecTBa, KOTOpble MOryT GbiTb 4OCTOBEPHO OnpefeneHbl, Ho 6e3 HeobxoauMOCTU nony4eHus
KOMMYeCTBEHHOro 3HayeHus. MNpeaen o6HapyxeHus onpenensioT B xoAe NPOBeAEHHbLIX AOMKHbIM 06pa3om
COBMECTHbIX MCCNeQ0BaHUA Unu BHyTpUnabopaTopHoi meTponoruyeckoi atrecrauyuu [1], [2].

3.5.7 npepen namepeHus (Ans konuyecTBeHHOro meroaa) (limit of quantitation (LOQ): Moa npeaenom
M3MepeHVsa Ons KONWYecTBEHHOro MeToAa ANs aHanuTMYecKod npoueaypbl NMOHUMAIOT HauMEeHbLUYIo
KOHLIEHTpaLMIO U1 Coaep)KaHWe aHanuaupyemoro BellecTBa B obpasue, kotopas MoxeT BbiTb onpeageneHa
KONMYECTBEHHO C AOMYCTMMbIM YPOBHEM NPELM3MOHHOCTU U TOYHOCTU W NopaTBepXAeHa pesynbTaTaMu
npoBefAeHHbIX AOSKHEIM 06pasoM COBMECTHbIX McciiedoBaHUiA Unu BHyTpunabopaTopHOi METPONIOrM4eCcKoi
aTTecTaumu B cooTBeTcTBUM ¢ Tpe6oBaHuamMu ISO 5725, [2] unum [3].

3.5.8 guanasoH NpuMeHeHUA (AWanNa3oH KOSIMHECTBEHHOro aHanu3a/nuMHeMHOCTUW/QWHaAMUYECKUA
Avana3oH) (applicability range (range of quantification/linearity/dynamic range): BepxHuii U HWkHWiA npeens
B KONIMYECTBEHHOM aHanuae, BbIpaXeHHbIe No Habopy craHaapTHoro o6pasua (v passeaeHui).

3.5.9 npepen noBTopsiemocTu [Bocnpou3aBoaumocTH] (repeatability [reproducibility] limit): Takoe
3Ha4yeHue, Npu KOTOPOM abCoMIOTHasA Pa3HOCTb MEXAY AByMS pesynbTaTamyu U3MepeHWi, NonyyeHHbIMU B
YCIOBUSIX NMOBTOPSEMOCTU, ByieT OXMAATLECS MEHbLLIE ero UNU paBHON eMy C BePOSITHOCTbIO 95 %.

MpumedaHue —lcnonbayeMoe ycrioBHoe oboaHaveHue r[R].

[ISO 3534-1]

Mpy aHanu3e pe3ynbTaToB ABYX €AWHWYHBLIX U3MEPEHWIA, MOMYYEHHbIX B YCMOBUSIX MOBTOPAEMOCTU
[BocnponasoaumocTu], cpaBHeHUe crieqyeT NpoBOAUTL C Npenesnom NoBTopseMocTy [BocnponasogmmocTy]
r[R]1 =28 s [sgl.

3.5.10 BocnpounsBoaumocTb (reproducibility): MpeLmanoHHOCTb B yCNOBUSIX BOCNIPOM3BOAWMOCTH.

[ISO 3534-1:1993]

3.5.11 ycnoeusa BocnpousBoaumoctu (reproducibility conditions): Ycnoeus, npu koTopbix peaynbTaThl
U3MEepEeHWiA NosyyeHbl OAHUM METOLOM Ha UAEHTUYHBIX UCTIbITaTeNbHLIX 06pasuax B pasnuuHbIX naboparo-
puysix pa3HbIMK OrfiepaTopaMu ¢ UCMONb30BaHUEM pasnu4Horo o6opyaosaHus.

3.5.12 noBTOpsiemocTb (repeatability): MpeLnsMOHHOCTL B YCNOBUSIX MOBTOPSIEMOCTMH.

[1ISO 3534-1:1993]

3.5.13 ycnoBus nosTropsiemocTtu (repeatability conditions): YcrnoBus, npu KoTopbix He3aBUCUMbIE pe3yrb-
TaTbl USMEePeHUiA NonyyYeHbl OAHUM METOAOM Ha WAEHTUYHbLIX aHanusupyembix obpaslax B ogHol nabopa-
TOPUU OOHUM OrNepaTopoM C UCMOSIb30BaHWEM OOHOro 060pyAOBaHMA U 3a KOPOTKUIN MHTEpBar BpeMEHM!.

[ISO 3534-1:1993]

3.5.14 cTtaHaapTHoe OTKNOHEHMEe NOBTOpsieMOCTHM [BocnpomaBogumocTu] (repeatability [reprodu-
cibility] standard deviation): CraHgapTHoe OTKNOHeHWEe pe3ynbTaToB U3MEPEHWUIA, NMOSyYeHHbIX B YCHOBUSAX
NOBTOPAEMOCTM [BOCNPOU3BOAUMOCTH].

MpumedaHue — CraHgapTHOE OTKIIOHEHUE NOBTOPSIEMOCTU [BOCNPOU3BOAUMOCTH] SIBMSIETCS MEPOIA paccesiHus
B pacnpeaeneHuy pesynbtatoB U3MEepeHUi, NonyyeHHbIX B YCIOBUSIX NMOBTOPAEMOCTM [BOCMPOM3BOAUMOCTU]. AHano-
M’MYHO MOXHO onpeaenuTb U UCNONbL30BaTb B KAa4YeCTBE MEpbl paccesHUs B pacnpeaecneHun pesynbtartoB MsmepeHwﬁ,
MoryYeHHbIX B YCNOBUSX NOBTOPSEMOCTHU [BOCNPOM3BOAUMOCTH], TEPMUHBI «OTKNOHEHWe NOBTOPAEMOCTU [BOCNPOM3BO-
OW-MOGTU]» U «KoatbULIMEHT BapUaLM MOBTOPSAEMOCTH [BOCIPOU3BOAUMOCTM]».
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3.5.15 BoccraHaBnUBaeMocTb (recovery): CnocoGHOCTL USMEPUTL UMK NOMYYUTb Ha BbIXOOE M3BECTHOE
KOMUYECTBO aHanM3upyemoro BeLiecTBa B oboralleHHbIx o6pasuax B npegenax Avana3oHa Konv4ecTBeH-
HOro aHanwuaa.

4 MpuHUMn

WckombliA Gerok akcTparmpyeTci B COOTBETCTBUM C NPOLEAYPOI, ONUCaHHON AN KOHKPEeTHOM! crneuu-
duyeckoin MaTpuubl. NS onpeaeneHnst UK MamepeHust KOHUEHTpauun Genka B o6pasue ucnonb3yetcs
cneuuduryeckoe aHTUTENO.

5 PeakTuBhbl

Ecnu 910 He oroBapusaeTcsi 0co60, UCNONb3YHOTCA NPU aHanM3e TOMNbLKO PeaKTMBbLI C M3BECTHOW aHanu-
TUYECKOW CTENEeHbI0 YUCTOTHI M TONbKO AEMOHM30BaHHAA U QUCTUNNIMPOBAHHANA BOAA unv BOAA, Npollewas
OYMCTKY, NN €€ IKBMBAIEHT.

MNpouune peakTuBbl, TO €CTb aHTUTENa, KOHbIOraThl, CybcTpaT, CTON-PacTBOPL! U KOMMOHEHTHI GydepHbIX
pacTBOpOB, ABMAOTCA cneuududeckuMmn Anst AaHHoro Metoaa. Heobxoaumo obsisaTenbHO USYYUTE METO-
OVKY Onst noryYeHust AononHUTENbHON MHdopMauum no crelMry4eckM peaktusam, TakuM Kak cTaHAapTHble
obpaaLbl 6enka unu craHgapTHble o6pasLibl M3BECTHOMO COCTaBa, aHTUTena, UMMobunusoBaHHbIe Ha TBepAOH
tase unu B cB06OAHOM COCTOSHWUM, KOHTPOJSbHLIE U aHanNU3VpyeMble o6pasLibl.

6 UHCTpyMeHTLI M o6opyaoBaHue

Mcnonbayemble MHCTPYMEHTHI 1 060pyaoBaHue onpegeneHsb! B A.5.

7 OT60p Npo6
OT160p npo6 noapobHo onucaH B prEN ISO 21568.

8 Mpouenypa aHanuaa

8.1 O6wWwue nonoxeHus

YcroBusi XxpaHeHWs1 U CPOK rOQHOCTM aHTUTEN, KOHbloraTa, cybcTparta u Apyrux peakTUBOB U MaTepuanos
DOIMXKHbI 6bITb YKka3aHbl NOCTaBLMKOM.

Ons ucnonb3oBaHUs HACTOSLLEro cTaHAapTa B UcnbiTaTenbHbIX labopaTtopusix AOMKHLI cobniopaTbes
o6wue TpeGoBaHMA KOHTPONSA KayecTBa (HanpuMep, Kacarolmecs kanubpoBku 06opyaoBaHus, U3MEepPeHus
C MOBTOPaMM, MCMONb3OBaHMS OTpULLATENbHBIX KOHTPONbHLIX 06Pa3LoB, CTaHA4aPTHLIX 06pa3LoB, NOCTPOEHUs!
KanMbpoBOYHbLIX KPMBBLIX U T. A.), AOMKHa ObiTb NMpPoOBeAeHa TwaTenbHasi OuMCTKa BCero obopyaosaHus,
MMEBLLIEro NMPAMOI KOHTaKT ¢ 06pasLioM Ans NpeaoTBPaLLeHUsi KOHTaMUHALWN.

Ons npepoTepalleHuss abcopbuumu Genka B npouecce aHanusa HeOGXOAMMO UCMONL3OBATh TOMBKO
COOTBeTCTBYyKLEe NnabopaTopHoe 06opyaAoBaHWE C HU3KON CMOCOGHOCTLIO CBSI3bIBaHUSA Gernka (Hanpumep,
NONUNPONUIIEHOBbIE NMPOGUPKK).

8.2 MpuroTtoBneHue pacTeopa obpasya

MpuroToBneHWe pacTsopa NpoBoAUTCA cpady nocre oTéopa penpeseHTaTuBHoro obpasua. Cneumdu-
Yeckue NPOTOKONbI NPUrOTOBIEHUSI pacTBOPOB 06pa3LioB NPUBOAATCA B NPUNOXEHUU A,

MNpy HeobxooUMOCTK nepen oTOOPOM AN aHanv3a obpasubl M3MenbYalTCs B COOTBETCTBUM C PeKo-
MeHpauusiMm Mmetopa. lMopoluok/myka obnapaloT cBOMCTBOM HabyxaHusi, NoaToMy ONsl 8TUX MaTepuanos
MOXeT noTpebosaTbCA ABONHOM 06bEM pacTBOpa ANA AKCTPaKLMK.

INa6opaTopHble 06pasubl, coaepxalve Gonblioe KONMYeCTBO Xupa, MOryT ObiTb HEroMOreHHbiMu. B
3TOM cnyyae cnepyet oTéupaTtk Ans aKkeTpakuum Gonblmii 06beM o6pasua. CooTBETCTBYIOLLEE PYKOBOACTBO
NPUBOAUTCA B NPUINOXEHUU A.

Heo6xoauMo B3BECUTb AOCTATOYHOE KOIIMYECTBO (OnpepeneHo B npurnoxeHun A) nabopaTopHoro
obpasla ¢ Lenblo nony4yeHust Heo6XoAMMOro KonuyecTBa aHanusuMpyemoro obpasua, U3 kotoporo 6ydert
NpoOBOAUTLCA IKCTpaKuus. [lo6aBuTb pacTBOp AN IKCTPaKLWUK, FTOMOreHU3upoBaTh UMY pasMeluaTb.
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8.3 OkcTpakuusa

HeobxoouMo ucnonb3osate npoueaypy SKCTpakuuu, COOTBETCTBYIOLLYIO TUNy Matepuana obpasua.
Ycnoeus akcTpakuun/passegeHuns 06pasLoB ANA aHanuaa, KOHTPONbHbIX 0Opa3LOoB U CTaHaapTHbIX 06pa3LoB,
UMeEIOLLUX pasHble TUMbl MaTpuL, NOAPOGHO ONUCaHb! B MPUMOXeEHWU A.

Heo6xoauMo NpUMMeHATL Mpouenypbl 3KCTpakuuW, npolueAline MeTpOriorMyeckylo atTectauqio Ans
AaHHoro matepuvana obpasaua. MNpy Heo6X0AMMOCTM UCMONb3YIOTCH CBA3bLIBAIOLME AareHTbl UIn crieuuarnbHbie
6ydhepHble pacTBoOpbl Afs yNy4lleHusl aKCTpakuum 6enka (Hanpumep, Npu aHanuae ropbKoro Liokonaga
pekoMeHayeTcst 406aBNATbL CBSA3bIBAIOLLNIA PACTBOP TaHWHA).

8.4 PacyeT kanm6poBOYHbIX KPUBbIX

[nsa pacyeTta kanMbpoBoYHbLIX KPUBbLIX PEKOMEHAYEeTCs UCMOoNb30BaThk CTaHAapTHble 06pasubl ¢ coBna-
faollein matpuuei obpasua unv ctaHaapTHLIe 06pasLibl, NpoLleaLlMe MeTPONOrMiecKyo aTTecTaLmio Ans
[AaHHOW MaTpuLibl.

8.5 Npouenypa aHanusa

B cooTBeTCTBUM C NpoLEeaypoi aHan13a, BbIGpaHHOW COrnacHo NPUNoXeHuto A HacTOsALLEro cTaHgapTa,
Heobxoaumo oTobpaTb TpebyeMoe YUCro CTPUNOB/TECTOB ANs aHaNU3upyeMbix 06pasLioB, BKIOYas NycTbie
o0pasupbl, cTaHgapTHble 06pasLibl, KOHTPOrbHble 06pasLibl, a 3aTeM BHECTU pacTBOpbl 06pasLoB, CTaHAAPTOB U
T. A., NOAroTOBMNEHHbIE AN aHanuaa, He MeHee YeM B BYX MOBTOPHOCTSX.

B cooTBeTcTBUM C BbiGpaHHbIM METOLOM Heo6X0AMMO OCTOPOXHO U TLiAaTenbHO NepemeLlaTtb obpasubl
W MpoOBECTU peaKuuW B 3afaHHbIX YCroBusiX (BpeMs U TemnepaTypHble ycrnosusi). Mpu HeobBxogumocTu
cnepyeT OCTAaHOBUTbL peakuumto, crieys MeToay, OnMcaHHOMY B MPUMNOXEHUK A.

CTtabunbHOCTb KOHEYHOro pesynbTata MoXeT BapbupoBaThcsi. Heo6xoaMmo cBoeBpeMeHHO perucTpu-
poBaTb pe3ynbTaThbl, KaK ykasaHO B NpUnoxeHun A,

9 UHTepnpeTauma U npeacTaBneHne pe3ynbTaToB

9.1 O6wue nonoxeHun

WHTepnpeTUpyeMble NokasaTerny MOryT BapbMpOBaTLCS B 3aBUCMMOCTM OT TOTO, Gbin N UCNONb30BaHHbINA
METO[ Ka4eCTBEeHHbIM, NMOMYKONUYECTBEHHbIM UIM KONMYECTBEHHDbIM.

[ns kKonuyecTseHHbIX METOAO0B KOI(ULMEHT BapuaLumMm 3Ha4YEHWIH ONTUHECKOW MIOTHOCTH, NOMYYEHHbIX
npv M3MepeHun NoBTOPOB aHanuavpyeMoro obpasLa, B Lienom He AorkeH npesbiwath 15 %. KoadduumeHt
BapuaLlum Ans KOHLEHTPaLMiA, pacciMTaHHbIX MO M3MePeHUIo NOBTOPOB aHanuavupyemMoro obpasua, B LIeNIoM
He gorkeH npesbiwats 20 %.

Ecnu npesbieHo npepenbHoe 3HayeHue koddypuumeHTa Bapuauum, uccriefoBaHue Heobxoaumo
MOBTOPUTbL Ha 3aHOBO NOArOTOBIIEHHOM pacTBope aHanuaupyemoro obpasua. [insi onpepenexust koaddu-
LMeHTa BapvMauvu B 3TOM Criydae criegyet NpoBecTU Kak MUHMMYM Tpu onpeferieHusi (Hanpumep, UCMorb-
30BaTh TPM MYHKU CTPUNA MUKPONMaHLeTa Ans ogHOro obpasua).

He crieayet Bblgasath 3aknioveHue o6 otcytcteum TMO B uccneposaHHoM obpasue. OTpuuarenbHbie
pesynbTaThl CNeAyeT MHTePNPeTUPOBATb KaK «OTpULIATENbHLIA Pe3ynkTaT C AaHHLIM NpeAenoM oGHapyXeHus»
unu «pesynbTaTt MeHee npeaena oGHapyXeHus».

MonoxuTensHble pe3yrnbTaTbl CO 3HAYSHUAMU HKe Npeaerna UsMepeHus Arsi KONMMYECTBEHHOTO aHanusa
crnefyeT UHTePNPeTMPOoBaTh KaK «MONOXUTENbHbLIN pesynsTaT co 3HauYeHUEM Bhbille Npeaena o6HapyxeHus,
HO HWXe npeaena UsMepeHus».

9.2 KonuyecTBeHHbIN M NOMYKONUYECTBEHHbIW aHanu3

B uccneposaHvu Heobxoaumo onpepenuTb criedyloliMe napameTpbl: UCXOAHble 3HavYeHUA (Tekywume
LMdpoBbie 3Ha4YeHus1) Ans pacTBOPOB aHanu3aupyemoro obpasua, nycrtoro obpasia, craHaapTHoro obpasua
UnM aHanuTMYecKoro cTaHaapTHoro obpaasla, a Takke oTpULiaTenbHOrO KOHTporibHoro o6pasua, koadduum-
€HT Bapuauum (B NpoLeHTax) Mexay nostopamu, koaduumueHT Bapmaumm (B NpoLEHTax) Mexay nosTopamu
[nsi CTaHOApTOB M kosthULMEHT BapuaLum (B NPOLIEHTaxX) Ans KOHTPONbHbIX 06pa3LoB.

B oT4yeT ¢ OkOHYaTenbHbIMK pesynbTaTaMmu CneayeT BKMoYaTb NPeABapUTENbHO MNOMYYEHHYI0 OLIEHKY
TOYHOCTHBIX XapakTepucTUK UM HeONPEAEeneHHOCTb pe3ynbTaTa UsMepeHus.

He cnepyeT BkMo4aTh B OTYET pe3ynbTaThl KONUYECTBEHHOTO aHanu3a, nonyyYeHHble NyTeM 3KcTpano-
nAuUM KanUGpPOBOYHON KPMBOI BbIlLE UMK HUXKE 3HAYEHUI ANsi CTaHAapTOB MakCUMaribHON U MUHUMAanNbHOM
KOHLIEHTpaLWK COOTBETCTBEHHO.
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9.3 KauyecTBeHHbIN aHanu3

Hapameprl, onpeaensembie NpuU Ka4eCTBEHHOM aHanuse, BKNYas Bce nepeyncrnieHHble 3aecb MeToabl,
OnucaHbl B NpUrioxeHum A.

PesynbTathl cneayeTt NPeAcTaBnsTL B BUAe «OOHapy)KeHO» Unu «He oGHapyXeHO» C ykasaHWeM npeaena
o6HapyxeHus1.

10 Cneuuduueckue dakropbl, KOTOpbie MOTYT NOBAUATL Ha pe3ynbTaThbl

10.1 O6wme nonoxeHun

Kputepun adhcpekTMBHOCTH, NepeuncneHHble B METOAE M3 NpUnoxeHus A, — 3To noabopka xapakrepu-
CTUK 3¢)¢)3KTVIBHOCT n, nony4eHHaa ansa Kaxanoro Metoga npu ero paspaGOTKe, MeET] pO.I'IOI'VI‘-IGCKOﬁ artTecrauuu
¥ 06bLIMHOM KCMONb30BaHUN. IATH napamMeTpbl Nony4vyeHbl Ana KaXxaoro Mmetoaa U nNo3BondAlT NoATBepAUTb
[AOCTOBEPHOCTb MOMyYeHHbIX C MOMOLLbIO METOAA AaHHbIX, a TakkKe CyAWTb O KayecTBe aHanu3a. Kaxablii
pa3 npu pabote onpegeneHHbiIM MeToAOM Heob6X0AMMO BLIMMCAIUTL KpuTepun adeKTUBHOCTM MeToaa U
CPaBHUTb UX 3Ha4YeHus1 ¢ YCTaHOBNEHHbIMU.

Ecnvn nonyyeHHoe 3HaueHue (Hanpumep, k03 dULMEeHT Bapuauun NOBTOPHbLIX U3MEPEHWiA) He cCooTBeT-
CTByeT napameTpam MeToAa, 3TO O3HayaeT, YTO MOJyYeHHbIW pesynbTaTr HecTaHgapTeH u TpebyeTt ponon-
HUTENBHOrO aHanu3a AaHHbIX. MepeyeHb aTMX NapaMeTPoB clneayeT paccMaTpuBaTh B LIENOM, T. €., €CNU Npu
onpepeneHHbIX 06CcToATeNbCTBAX OTAeNbHLIE NapaMeTpbl He COOTBETCTBYIOT YCTAHOBMNEHHLIM 3HaUYEHUAM,
pe3ynbTaTbl BCE paBHO MOMyT ObiTb y4TeHbl B LieroM. TeM He MeHee NMpu HeCOOTBETCTBUU HEKOTOPbIX
KpUTEPUEB YCTAHOBIMEHHbIM 3HAUYEHUsIM criedyeT ykasaTb 3TO B OTYeTe, a Taloke onpeAenvTb, criegyeT nu
npoBecTU KOPPEeKTUpPOBKY MOMy4YeHHbIX AaHHbIX WKW NOBTOPUTbL UcCcneaoBaHWe OOHOro MU HEeCKOJNbKUX
oﬁpasuos. Takue pelleHus OOrpKHbl NPpUHUMATbLCA Ha OCHOBE 3aKniovYeHUsa uccnepoBartens, aHanuaumpyio-
LLEero BCe KpUTEPUU.

10.2 Ocobble npumeyaHns

10.2.1 CneunduyHoCcTb

[na kaxgoro aHanusvpyemoro BelllecTsa (6erok) U ana kaxaoro uccneayemMoro marepvana obpasua
Heob6X04MMO MoKasaTb AOCTaTOMHYH crieuuduyHocTb MeTopa. CnefyeT Mo BO3MOXHOCTM OLIEHUTL Nepe-
KPecTHyl0 peaKTUBHOCTL C aHanoraMmu aHanuampyemoro BellectBa (6enkoB co CxofHOW nocnenoBarTenbHo-
CTb0). [i11s NOATBEPXKAEHNS1 OTCYTCTBMS aHanM3upyemoro BellecTBa B reHETUMECKA He moauULMpoBaHHOM
npoaykTe, Heo6XooUMO NPOBECTU UcclienoBaHue 0bpasLioB, cogepXalumx U He copepxaluux MMO B OMKHbIX
pa3BeaeHusix, a 3aTeM CPaBHUTL Pe3ynbTaTbl.

Kak npaBuno, 3T NpoBepKu OCYLLECTBISIIOTCSA B nNpoLecce pa3paboTku 1 MeTporiormyeckoi arrecraumu
MeToAa, NO3TOMY HeT HeoOXOAUMOCTU MX BbLINOMHEHUSI NpU O0GbIYHOM UCCreoBaHUM 0GpasLOB METOAoM,
NpOLeALLIMM METPONoruyYeckyo atrectaumio. Meton B npunoxeHun A nepeuyvcnsieT Bce cneuuduyeckme
BeLLecTBa U MaTepuansl, ANs KOTOPbLIX onpeaeneHa nepekpecTHasl peakTUBHOCTb.

10.2.2 AhheKTMBHOCTL IKCTPAKLMKN

HeobxoanmMo yaenuts oco6eHHoe BHUMaHWe OLIEHKE BIIMSIHUSA NapamMeTpoB NpOLLeCCOB, UCMONb30BaHHbIX
B MPUroTOBNEHW KOHKpeTHoro nabopatopHoro o6pasua.

Ons oBecnevyeHuss MakcMManbHOW 4yBCTBMTENbHOCTM MUMMYHONOIMYECkoro aHanusa addeKTMBHOCTb
3KCTPaKUMKU AOMKHa ObiTh HauBbICLLen. DEKTMBHOCTL aHanuaa 3aBUCUT OT MaTepuana uccneayemoro
obpasua. MosToMy AnSA KaXOoro mMaTtepvana criegyeT onpeaenutb M AOoKyMeHTupoBaTk 3(h(heKTMBHOCTL
3KCTPaKuuK,

CnenyeT fgokasaTb BOCNPOU3BOAWMOCTb NpoOLleAYpbl SKCTPaKUUM U NPeAcCTaBUTbL METOL pacyeTa
KanuBpoBOYHOW KPUBOW NPYU HEMOMHOM SKCTPaKLUW.

10.2.3 AdpchekT maTpuubl 06pa3ua

O6nacTb NnpuMeHeHMsi MeTo4a OOHO3HAYHO WM TOYHO onpefensieT MaTpuubl, ANs KOTOPbIX AONYCTUMO
NpUMEHeHVe faHHOro meTtoda UMMYHONOrMYEecKoro aHanusa. Mcnonb3oBaHue cTaHgapTHbIX 06pasLoB ¢
COOTBETCTBYIOLLE MaTpULeii NMO3BONAET NMPOU3BOAUTL HEMOCPELACTBEHHOE CPaBHEHME MEXOY CTaHAapTHbLIMM
obpasuamu u uccnenyembimv obpasuamu.

OueHka apcpekta MaTpuLbl OCYLLECTBNSAETCS cneayowmumM o6pasom.

HeobxoaumMo npurotoBUTL ANs UCCIIeA0BaHUS KOHKPETHLIM METOAO0M 3KCTpaKTkl 06pasLoB s MaTpulbl
Kaaoro Tuna, He cogepxawmx MMO, u 3kCTpaKT MONOXWUTENLHOrO KOHTPONbHOTO obpasla C U3BECTHON
KOHUEHTpaLuen. MpurotoBuTb Cepuio pasBedeHuid MONOXUTENLHOTO KOHTPOrbHOro o6pasuia B 3KCTpakTe
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OTpULATENBHOIO KOHTPONbHOIO 06pasua. CpaBHUTL MONYYEHHbIe KPUBbIE (KOHLIEHTPauMsi/OTKIMK) C Kanmb-
POBOYHOM KpMBOW MeToAa. Ecnu aTv kpmBble OTNMYAKOTCA, UMeeT MecTo addpekT maTpuubl. Heobxopumo
MCnonb30BaTb MaTepuan CTaHaapToB, HaMbonee TOYHO BOCNPOM3BOAALLMIA MATPULLY UCCreayembix 06pasLoB.
Kpueas pasBeaeHuii NMONMOXMTENbHOrO KOHTPONLHOIO obpasua M3BECTHOW KOHLUEHTpauuu ToXe AOoMKHa
YYUTLIBATLCS NPY MHTepnpeTaLmMm AaHHbLIX B KauecTBe onopHoit Hdopmauun. dopma kanmbpoBoYHOR KpUBOW
He JOMMKHa U3MEHATLCA U3-3a achdekTa MaTpuLibl.

10.2.4 NapannenbHOCTL/NMHEAHOCTL

A KONWMYECTBEHHOro aHanusa OoXwaaembli AUana3oH NMUHEAHOCTM WMMYHOMOMMYECKOro aHanusa
BomkeH ObITb YeTKO NpeaAcTaBneH B 06nacT npMMeHeHUs MeToAa ANA KaXaoh aHanusupyemon MaTpuLbl.

Yucno Touek kanubpoBOYHOIA KPUBOIA, BXOASILLEH B AOKYMEHTALUIO METOAA, AOMKHO OTpaxaTb ee
NIMHENHYI0 YacThb (T. €., ecnn kKanubpoBoYHas KPUMBasA HenuHenHas, TpebyeTca Gonbluee YNCNO TO4EK).

Ecnu kanMbpoBoUYHble KpuBble «HemapannenbHbie» UM OTNUYAIOTCSA MO YNy HaKroHa Npyu NOCTPOeHUU
Ha ofiHOM rpadvike, cneayeT NPoOBECTU CTaTUCTUHECKYI0 06paBoTKy AlaHHbIX Ha NPpeaMeT onpeaeneHns KoppeKT-
HOCTU pa3BeaeHuiA.

10.2.5 Npepen o6HapyxeHus

He cneayeT npuHMMaTL B pacueT pesynbTathl, Niexalve Hke npeaena obHapyxeHus. B cnyyae nony-
YEHUS TaKuUX 3HAUEHWI B OTUETE CrieayeT yKasbiBaTb «Pe3ynbTaT HUKe UMnu paBeH npeaeny oGHapyKeHus».

10.2.6 Npenen namepeHnAa NpU KONMYECTBEHHOM aHanuse

CnefyeT 4eTKo onpeaenuTs Npeaen U3MepeHUsl NPU KONMYECTBEHHOM aHanuae AN Kaxaon cepuu
KanmBpPOBOUHBIX CTAHAAPTOB (NN pasBeaeHui).

MNpeanonaraeman KOHUEHTPaUMA B aHaNU3MPYEMOM 3KCTpakTe uccnegyemoro obpasia AomkHa GbiTb
rnosy4eHa nyTem UHTEPNONALMKM, HO He 3KCTPANOMALIMK 3HAUYEHUIA KaIMBPOBOYHBLIX CTaHAAPTOB.

He cneayer npuHMMaThb B pacueT pesynbTaTtbl, 3Ha4eHWs KOTOPbIX FieXar Huxe npeaena uamepeHus
UMK BHe AMana3soHa KOHLeHTpaumin kKannbpoBOYHbBIX CTaHAAPTOB.

11 NMopTBepxAaroWMA MeTOA

[inA OLeHKU AOCTOBEpPHOCTM METOAA MOXHO MNMPOBECTM U3MepeHWe aHanuTuyeckoro obpasua, pasae-
NEHHOT0 Ha HECKOSIbKO MOPLUMA, C MOMOLUBIO APYTMX aHAarMTUHECKUX METOAOB, HanpuMep nepeHoca no
BecTepHy, BOXXX, unu cyHKUMOHaNbHLIX METOA0B. PesynbTaThl, MonyyeHHbie pasHbIMU MeToAaMu, 3aTeM
CPaBHUBAIOTCSI KAYECTBEHHO MU KONMUYECTBEHHO. 3TO 0COGEHHO BaXHO AMS METOAOB WMMYHOMOMMUECKOro
aHanusa, Tak Kak aHTUTena MOryT MPOsBNATb MNEPEKPECTHYI0 CMeLUMUYHOCTb K APYrUM COEAMHEHUsM,
MPVCYTCTBYIOLLUM B MaTpULE.

12 OtyeT 0 pe3synbTaTax

OtueT 0 pesynbTaTax JOMKEH coaepXaTh Mo KpailHeil Mepe creaytolue AaHHble:

— BcA UHopmauums, Heobxoaumas ans naeHTudukaumm nabopartopHoro o6pasua;

— CCbIJIKA HAa HACTOSILLMIA CTaHOAPT U HA UCMONb3yeMblii MeTOA aHanu3a, a TakKe MOMeTKa 0 TOM, 6bin nu
aHanua ka4yeCTBeHHbIW, KONMUYECTBEHHbIA UMW NOMYKONUYECTBEHHbI;

— npepen oGHapyXeHus;

— BEPXHSISl U HWKHSSA rpaHuLbl AYana3oHa UsMepeHusi KONMYECTBEHHOMo aHanumaa;

— jaTta 1 TMn Ucnonb3yeMol npoueaypbl Npo6onoaroToBkM (€CNK OHa U3BECTHa);

— pata npvema obpasua;

— [jaTa Havarna npoBefeHusi aHanuaa unu apyras nHcopmaLUs Takoro poaa;

— o6bem aHanusnpyemoro obpasua;

— o6bem akcTpakTa uccrnegyemoro obpasua;

— pesynbTaThl U eAUHULIbI U3MEPEHWS, CNONb3oBaHHLIe B OTYETe O pesynbTaTtax;

— UHopMauma o NBbix cNeLMUYecknX CUTYaLMAX, NPOM3OLLEALLNX BO BPEMS UCCIEAoBaHus;

— nioboe aeiicTBue, He ONMCaHHOe B METOAE UMM paccMaTpUBaeMoe KaK JONOMHUTENBHOE, HO, BO3MOXHO,
okasbiBawLLee ekt Ha peaynbTaThl aHanusa.
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MpunoxeHue A
(o6s13aTenbHoe)

OnpepeneHmne reHeTMYECKM MOAU(ULIMPOBaHHbIX
opraHuamo (ycToitumsbix Roundup Ready® ")

A.1 BBegeHue

Coesble 606bi (Glycine max) ABNSIOTCA BaXKHLIM ChIPLEM AN MULLEBOI NPOYKLMK M KopMoB 2. HeiaBHO
reH cp4 epsps Obin BBeAEH B reHOM onpefeneHHbIX COPTOB COU C UCTNONb30BaHUEM COBPEMEHHON BruoTtex-
Honoruu. N'eH ycroiumeBocTu Kk rnmdpocaTHbiM repbuumupaam nonyyeH u3 nuHun CP4 Agrobacterium f’
BxkenpeccupyeMmbiit Genok CP4 EPSPS obecneunBaeT YCTOMMBOCTL K rindhocaTHbIM repbuumaam (Roundup® )
MpoussoauMblii B opraHuame cou 6enok CP4 EPSPS MoxeT 6biTb 06HapyXeH ¢ NoMoLLbIo cneu,uq)uqecmx
aHTUTen.

A.2 ObnacTb npuMeHeHus

370 NpunoxeHue onpeaensieT NPOTOKON VIMMYHONOTM4ECKoro aHanmsa Tna ELISA ans onpepeneHus
Genka CP4 EPSPS B coesbix 606ax Roundup Ready® " nuHun GTS 40-3-2 1 B Npon3BeAEHHbIX U3 HUX
WHrpeaueHTax.

Metoa npumeHum ana aHanuaa o6pasuoB, He NOABEPrUMXCH UK NPOLEAWMUX MUHUMANbHYIO TeMne-
paTypHyio 06paboTky, B npouecce kotopoit 6enok CP4 EPSPS He geHaTtypuposan. Hanpumep, Temnepatypa,
npy KOTOPOM MPOUCXOAMT NPUrOTOBNEHME KOMMOHEHTOB MULLKM, CNOCOOHA CYLLECTBEHHO CHU3UTL BO3MOX-
HocTb 06HapyxeHust uckoMoro Genka.

B cnyyae npoBeAeHUs KONMMYECTBEHHOrO aHanuM3a MeToA MOXHO NPUMEHATb TONbKO Ans 06pasLoB.,
COCTOSILLMX UCKITIOYUTENBHO U3 CoeBbix 60608 UNKU UX NPOU3BOAHbIX.

MeTon npoluen MeTporiorMyeckylo atrectauuio no onpeaenexHunio 6enka CP4 EPSPS B coeBoit Myke
(ctaHpapTHbIin o6pasel, IRMM) U MoxeT GbiTb UCMONL30BaH ANA aHanusa o6pa3u.os C CoAepXaHnem aToro
6enka ot 0,5 00 2 % (B/B) C NPUMEHEHWeM cneumanbHbIX CTaHAaPTHBIX oﬁpaauoa . Ha pblHKe npepcraBneHa
TecT-cucteMa ¥ Ha ocHoBe onMcbiBaeMoro MeTofa, NpeAHasHauYeHHas ANs aHanuaa OPYIUX coaepKaLux
6enok maTpuu, B COOTBETCTBUM C METOAMKOI npousBoauTens. MHdopMaumsa no cCOBMeCTHLIM uccnegosa-
HUAM N PYKOBOACTBY MO aKcnnyaTauum npuBeaeHa B [3], [4].

A.3 NpuHUMN MeTOAA

Onsa obHapyxeHuss 6enka CP4 EPSPS ucnonbayetcs npsimoit TBepaogasHblii UMMYHO(DEPMEHTHBIN
aHanua ELISA tuna «caHasuu». Ha pucyHkax A.1 — A.4 nokasaH NnpuMHUMN MeToaa:

{ +—2
1 — MOHOKINOHarbHbIe aHTuTena,

2 — noKpbITasi aHTUTENamMu NoBepxXHOCTb

PucyHok A.1 — lNoBepXHOCTL MUKpPONIaHLLIeTa MOKpbLITa cneuupuIecKuMm
MOHOKITOHANbHLIMY aHTUTENaMU NS 3aXBaTa aHTUreHa

n Roundup Ready® n Roundup® siBnsiiotcs 3apervcTpupoBaHHbIMM TOProBbiMW Mapkamu komnanum Monsanto.
3Ora uHdopmaLms NPMBOAUTCS TOMNBKO C LieNbIo O3HaKOMIeHUs1 YMTaTens u He siensietca onobpexHuem CEN.

O6bIYHBIE KOMMOHEHTLI MULLIBOIA NPOAYKLIMN 1 KOPMOB, MMEIOLLME BLICOKOE coAepXaHue Genka: Myka, KOHLUEeHTpar,
usonsrr M TEKcTypar.

%) CraHpapTHbie 06pasubl, NPUTO/HBIE ANS UCNONL3OBAHWA B 3TOM MeTOfe, MOXHO 3akasaTb B MHCTUTYTe cTaH-
AapTHbIX 06pa3uos O6beauHeHHOro uccneaoBaTenbckoro LeHTpa Esponeiickoii kommuccuu (IRMM JRC). 31a uHdop-
MaLusi NpUBOAUTCS TOSNBKO ANA O3HaKOMIIeHUs1 NoNb3oBaTernel HaCTOALEro CTaHAapTa U He sABNsieTcsl ohuLUanbHoM
pekoMeHaauuein unu ogobpeHneM UCNonb3oBaHWUA 3TOro NPOAYKTa.

Strategic Diagnostics, Inc, Xamnwwup, Benvko6putanus. 31a nHdopmMauma NPUBOAUTCA TOMLKO AN O3HAKOMMe-
HWUA NOMb3oBaTenell HacTOALWEro cTaHaapTa U He siBnsetcs oduumManbHOM pekoMeHaaumeid unu ogobpeHneM Ucnonb-
30BaHUsA 3TOro NpoAyKTa.
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E EY
[ |
1 — aHTUreH;

2 — NOKpLITasi aHTUTENAaMWU NOBEPXHOCTb
PucyHok A.2 - lNMpu po6aBneHun B NyHKY MUKPONaHLIEeTa aHanuaupyemoro o6pasua

3axBaTbIiBalOLLiee aHTUTENO CBA3bLIBaeT aHTMreH. HecBA3aHHbLIE KOMMOHEHTDI
o6pa3ua yaansioTcs nNpy NPOMLIBE MUKPONNAHILETa

{137

3

1 — nepokcuaasa XpeHa;
2 — NposBRsiOLLEee aHTUTENO;
3 — NOKpbITas aHTUTENamMu NOBEPXHOCTb

PucyHok A.3 — Mocne NnpoMbIBKYU B JIYHKM MUKpoONnaHiueTa 406aBnsAIoT NONUKNOHANbHbIE aHTUTENa,
KOBAIeHTHO CBsi3aHHbIe C MePOKCUAA30N XPeHa. ITH aHTUTENa CneLMPUYHbI
KO BTOPOMY aHTMreHHOMY AIeTePMUHaHTy cBA3aHHoro 6enka CP4 EPSPS

1 — nokpbITas aHTUTENaMKU NOBEPXHOCTb

PucyHok A.4 — lNMocne NpoMbIBKM B NTYHKA MMKponnaHiueTa go6aBnsioT TeTpameTun6eHauauH (TMB),
XpOMOreHHbI CyGcTpaT Ans nepokcuAasbi XxpeHa. MNepokcuaasa xpeHa hepMeHTUpYyeT
cy6cTpar, 4To NpUBOAUT K 06pa3oBaHMIO OKPaLLeHHOro npoAykTa. UHTeHCUBHOCTb
OKpacKku NpsiMO NPONOpPLUMOHANIbHA KOHLIEHTPaUUU aHTUreHa B IMHEMHOM AnanasoHe.
Jins ocTaHOBKK LUBETHOU peakuuu no6aBnaAOT cTon-pacTBOp. UHTEHCUMBHOCTDL
copMMpPOBaBLUEACA OKPacKu U3MePAIOT cnekTpodoTOMEeTPHUYECKM NpU ANUHe
BOJHbI 450 HM
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A.4 PeakTuBBbI

A.4.1 O6wme NnonoxeHus

Ecnu cneumansHO He OroBOpeHo, HeoBXoAUMO UCMONb30BaTh AJ1s1 aHanu3a peakTuBbl TONbKO C onpe-
[eneHHON (M3BECTHOW) CTeneHb YUCTOThI U 4EUOHU3OBAHHYIO UNN QUCTUNITMPOBaHHYIO BOAY.

Jlioboe OTKNOHeHne oT paccHUTaHHbIX KpuTepueB Npou3BOAUTENbHOCTU MOXET O3Ha4YaTb HapyllueHue
cTabunbHoOCTU peakTuea. Ecnv KOMNOHEeHTHI cyﬁchaTa U3MEHUNU UBEeT C Npo3pa4vyHOro Ha CMHMﬁ, 9TOT peakTus
cnepyeT BbIGPOCUTL. Henb3s MCnonb3oBaTh NOMyTHeBLUMe GydepHbIit pacTBOp U pacTBOp KOHbIOraTa.

Bce kOMMOHEHTbI TECT-CMCTEMDbI CrieayeT XpaHuTb npu Temnepartype ot 2 °C o 8 °C. Cpok xpaHeHus
TecT-cucTeMbl 0603Ha4YeH AaTON UCTEYEHUs ee roAHOCTU. Ha OcHOBE yCKOPEHHOro UccrieaoBaHusi cTabunb-
HOCTU CPOK rO4HOCTU TECT-CUCTEMbl YCTAHOBIIEH Ha 9 mec npu COﬁnIO}J,EHMM npaBun XxpaHeHus (GM. BbII.IJe).

KoHueHTpupoBaHHbI (A.6.6.1) n pabouunit (A.6.6.2) pacTBOpbl KOHblOrata aHTUTen ¢ d)epMeHTOM
cneayeT xpaHuTb npy Temnepatype ot 2 °C o 8 °C fo ucreyeHus cpoka rogHocTu. PasseneHHblin GychepHbiii
pacTBOp Ans NPOMbIBKU AOIPKEH XPaHUTLCA Npu Temnepatype npubnuanutensHo ot 2 °C o 8 °C n He gonblue
CpOKa rogHOCTHU TeCT-CUCTEMbI.

A.4.2 PeakTnBbl, 0ObIYHO BXOASALLUNE B KOMIMJGKT TeCT-CUCTEMbI

A.4.2.1 BydepHblii pacTBOp ANA 3KCTPaKuMmM U3 com, HaTpuii-6opaTHbiii 6ydep, pH 7,5.

A.4.2.2 Pabouuinn 6ydepHbi pacTBOp AnA cou, PBS (docdaTtHo-coneBoit BytepHsii pacTsop),
Tween 20, 664Kt CHIBOPOTOYHBIA anbbymuH, pH 7,4.

A.4.2.3 CTpynoBaHHbLIA MMUKPOMNMAHLIET, NMYHKU KOTOPOro MOKPbITbl aHTUTenamu, 12 ctpunos no
8 NyHOK B KaXKAoM (NyHKV NOKPbITHI aHTUTENaMK); AepxaTernb CTPUMOB.

A.4.2.4 Kponuubu aHtMTena npotus CP4-EPSPS, KoHblormpoBaHHble C NMEepoOKCUAa3on XpeHa,
NMocUNM3NPOBaHHbLIE.

A.4.2.5 BydepHblit pacTBOp AnNA pasBefeHUA KoHblorarta, 10%-Has MHaKTMBUPOBaHHAas HarpeBoMm
CbIBOPOTKA KPOBMU MbILLIW.

A.4.2.6 XpomoreHHbIl cybctpar, K-blue™ 5 (TeTpameTunbeHauauH (TMB), nepekvcs Bogopoaa, 5%-Hbii
aumMeTtundopMamuz, B Ka4ecTse OCHOBHOIO pacTsopuUTens).

A.4.2.7 Cton-pactBop, 0,5%-Has cepHas kucnoTa.

A.4.2.8 10-KpaTHbIA KOHLI@HTPUPOBaHHbLIA GydepHbIA pacTBOp ANA NpPoMbIBKK, PBS (docdaTHo-
conesoii b6ycepHbI pactsop), Tween 20, pH 7,1.

A.4.2.9 OTpuuaTenbHbIe 1 NOMOXUTENbHbIe CTaHAAPTHLIEe 06pasLibl C COOTBETCTBYIOWEH MaTPULIEH,
Hanpumep, 0,1 %, 0,5 %, 1%, 2 % 1 5 %.

A.4.3 PeakTuBbI, He Bxogsawme B KOMNJIEKT TeCT-CUCTEeMbI

A.4.3.1 CnupT, Hanpymep MeTUNOBbINA (koHLIeHTpauus 70 % no 06beMy) UK 3TUNOBLINA (KOHLEHTpaLUs
95 % no o6bemy).
A.4.3.2 fleTepreHT, ANA YNbTPa3ByKoBOi 6aHu, HeobsisaTenbHo.

A.5 UHcTpyMeHTbI U o6opyaoBaHue

A.5.1 O6wue nonoxeHun

O6bI4HOe nabopaTtopHoe o6opyaoBaHWe U B YaCTHOCTH:

A.5.2 XonoaunbHuk, oGecnevusaiowmin Temnepatypy npubnusutensHo 4 °C.

A.5.3 MonunponuneHoBble NPOGMpKN AnA UeHTPUdYrM, ¢ KOHUYECKUM AHOM, C KPbILLKOMA, Hanpu-
Mep, Ha 15 mn.

A.5.4 Camoknesilyanca nneHka Ans MUKPONMAHLWETOB, NNacTUKOBaA UNK anioMUHUEBas.

A.5.5 NnacTukoBan neHTa AnNA 3aKpensieHua CTPMNOB B Npouecce NPOMbIBaAHNA MUKPONIAHILETOB.

A.5.6 ByTbinb AnNA npoMbIBKKM, HanpumMep, Ha 500 mn.

A.5.7 Mpeuu3anoHHbIe aBTOMaTM4Yeckue NUNEeTKU!, ¢ nepeMeHHLIM 06beMoM, Hanpumep, 20 — 500 Mkn.

% K-blue — s10 TOprosasi Mapka npofykra, nocrasnsemoro kopnopauwvei Neogen, JloHcuHr, MuuuraH, CLLUA. Jta
uHdbopMaLMa NPUBOAUTCA TOMBKO NS O3HAKOMNEHUsI NONb3oBaTeneil HacTOSAWEro CTaHAapTa U He siBnsieTes ouumn-
anbHOW pekoMeHAaauvein unu opobpernem CEN no ucnonb3oBaHWio 3Toro npoaykra. JlonyckaeTcsi UCnonb3oBaHue
aHarnoruyHbIX peakTMBOB, €CNY OHU MO3BONSIIOT NOMYYUTL Takue e peaynbTarbl.

10
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A.5.8 BcTpaxuBatenk, Hanpumep Vortex® ©.

A.5.9 JlabopaTopHbie Bechl, ¢ npeaenom s3selumsadms 0,01 r.

A.5.10 LlenTpudyra, ¢ yckopeHvem He meHee 5 000 x g Ha AHe LeHTPUdY>KHOU NPOSUPKN.

A.5.11 NMnaHweTHbLIA cnekTpodOoTOMETP, CNOCOOHLIA perucTpupoBaTb NOrNOWEHWe Ha AnuHe
BOIHbI 450 HM.

A.5.12 CyxoBo3ayluHbIiA MHKyGaTop unu BoasiHas 6aHs, crnocobGHble noaaepxusath Temnepatypy 37 °C.

A.5.13 Cuto c pasmepom siveiku 450 MKM unu aHanormM4yHoe.

A.5.14 Cuto c paamepom siveiku 150 mxkm (100 mewu) unu aHanoruvHoe.

A.5.15 MHorokaHanbHasAs aBToMaTM4eckas nuneTka, Hanpumep, ana o6bemos 50 — 300 Mkn (Heobs-
3aTensHo).

A.5.16 BaHHOuKM ANs peakTMBOB ANS UCNONMb30BaHMUA C MHOrOKaHarNbHOW NUNETKOM (Heobn3aTesLHO).

A.5.17 ABTOMaTU4eCcKuil NpoMbIBaTenb NNaHWeToR (Heobs3aTensbHo).

A.5.18 LLitatuB Ans LeHTPM@YXHbIX NPo6upok Ha 15 mn (Heobs3aTensHo).

A.5.19 YnbTpa3BykoBas 6aHna (HeobsizaTenbHo).

A.6 MNpouenypa

A.6.1 Mepkl NpeaoCTOPOXHOCTU

Cnepyet cobniopatb Mepbl NPeAOCTOPOXHOCTM Npu paboTe ¢ pacTBOpaMM KUCIIOT WK TeTpameTun-
6eHanaunHa.
LlocTaToMHO ecTeCTBEHHOM BEHTUNSALMM.

A.6.2 OrpaHuM4eHus npouegypbl

AHanua tuna ELISA cnepyeT npumeHsiTb onsa o6pa3uoB, B KOTOpbix coaepxaHue 6enka CP4 EPSPS
KoppenupyeT C ypOBHEM MPWUCYTCTBMSI F€eHETUYECKM MOAMMULMPOBAHHOrO MaTtepuana B WUCMONb3yemMom
cTtaHgapTHom obpasue. [na obpa3uos, npoweawmnx TepMUYECKylo 00paboTky, Unu NULLEBOM NPOAYKLMU
CMOXHOrO COCTaBa Takasi KoppensiLmsa MOXeT OTCYTCTBOBATD.

TecT-cuctema Ha ocHoBe metoaa ELISA paspabortaHa gns nonyyeHus onTuManbsHOW NpousBoauTesb-
HOCTU NpU KOMHaTHOW TemnepaTtype B auanasoHe ot 15°C po 30 °C. lMornoweHue obpasua W3BECTHOIO
cocTaBa 4oJmkHO npesbiwath 0,8 eauHuy ontuieckoi nnotHocTu (OD) n He JOMMKHO BbiNagaTh 3a npegernsl
Anana3soHa JIMHeAHOCTU uaMepeHus cnekTpodoToMeTpa (BepxHee npeAenbHoe 3HaueHWe Y pasHbix Moaerei
cnekTpodgpoTomeTpoB oTnuyaeTcs). Mpu TeMneparypax Boiwe 30 °C 3Ha4eHUs ONTUYECKO NNOTHOCTU ByAyT
BO3pacTaTb GbiCTpee; nNpu 3T0M, BO3MOXHO, NoTpebyeTcs cokpatutb Bpemsi uHKyGauum ¢ cybetpatom. Mpu
HU3KUX TemnepaTypax (Huxe 15 °C) cnepyet ysenuuutb Bpemsi uHKybauum ¢ cybctpaTom.

A.6.3 OT60op npo6
Ot160p Npob cneayeT NpoBOAUTL B COOTBETCTBUM C TpeBoBaHusimu prEN 1ISO 21568.

A.6.4 Npo6onogroroBka

M3 romoreHHoro naGopatopHoro obpas3ua oToupaercs aHanuaupyembiil obpasel, B fOCTaTOMHOM KOSW-
YyecTBe Ans NpoBeAeHUsi aHanu3a B noeTope no prEN ISO 21568.

Mpv aHanu3e HeoGpaboTaHHbIx coeBbix 60608 pekomeHayeTcsi oTobpats 2 000 r oGpasua u usmenbYUTL
[OCTaTOMHO MEnKo, YTOGbl MoNMyJeHHbIe YacTULbl MOTMU NPOMTH Yepe3 cuTo. PasMep yacTuubl He AOMKeH
npesbiwats 150 MKkM AnNs NpoBeAEHUs KONMUYECTBEHHOro aHanu3a u 450 Mkm — anst kavyecTseHHoro. fna
npenoTBpaLleHUst NepeKPecTHOA KOHTaMUHaLMKU aTan NpocevBaHus criedyeT NpoBOAUTL C 0COBONM TaTenbHO-
CTblo. He gonyckaTb YpesmepHoro Harpesa obpasua! [ins o4HOBPEMEHHOro pasMeLuMBaHUA U U3MenbYyeHus
obpasuia MOXHO Ucronb3oBaTb GneHaep. Mpu paboTte ¢ TBepAbLIM MaTepuanoM o6pasLoB (Lienble coesblie
606bl1) crneayeT oTobpatb okoro 100 I, U3MENbLYUTL U NPOCEATb YEpe3 CUTO C pa3MepoM AYeiku 450 Mkm
(A.5.13). Mpu npocenMBaHUM Yepe3s CUTO C pa3MepoM sueliku 450 MKM JOMKHO NPOAUTU He MeHee 90 %
o6pasua. MNpu NpoeeaeHUM Ka4EeCTBEHHOro aHanu3a rofy4YeHHbI MaTepuan MOXHO UCNONL30BaTb HANPAMYIO.
Ecnu TpebyeTtcs npoBecTy KONMYECTBEHHbIA aHanua, TO NONy4YeHHbLI MaTtepuan cnegyeT NpocesATb Yepes
CUTO ¢ paaMepoM siveiikn 150 mkm (A.5.14). CuntaeTcs, YTO MaTepual, NPOCEesiHHbIVA Yepe3 CUTO C pa3MepoMm

® Vortex — 370 npuUMep KOMMepyeckv [OCTYNHOMO BCTPSIXUBATENSI, MPUrOAHOTO ANS UCTIONB3OBAHUA C ONUCHIBAE-
MbIM METOAOM. OTa UHChOpMaLUA NPUBOAUTCA TONLKO ANs 03HAKOMIIEHUS MONb3oBaTesieil HacToALero CTaHaapTa U He
fiBNseTCs ouLManbHON pekoMeHaaumeit unu opobpeHneM CEN no ucnonb3oBaHUIO 3TOro NPoAykKTa.

11
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avelriku 450 MKM, SBNAETCA rOMOreHHbIM. Mo3TOMy cneayeT NpoceuBaTh Yepes CUTO C PasMEPOM SYEelkU
150 MKM TONbKO KONUYECTBO MaTepuarna, Heobxogumoe Ans NONy4eHUA aHanuaupyemoro obpasua.

Opyrvue Tnbl 06pa3sLoB AOMKHBI NPOXOAUTL aHaMNOrM4Hy0 npoueaypy NpobonoAroToBKWU, AOMYCKAETCS
Mcnonb3oBaHUe MeHblUero o6bemMa obpasua.

A.6.5 Mepbl No npeaoTBpalLeHMIO NepeKpecTHON KOHTaMUHaLUM Npu npoGonoaroroBke

A.6.5.1 O6wume nonoxeHun

Tect-cuctema Ha ocHoBe metoaa ELISA npepncraenser coboi YyBCTBUTENBHYIO METOAUKY, NO3BONSIOLLLYIO
onpeaensitb O4eHb HU3kKE KoHLeHTpauun 6enka CP4 EPSPS. Moatomy TlLaTenbHas o4UcTka BCero obopy-
[0BaHWs, UCTONb30BaHHOMO Npu pabote ¢ obpasuamu coun, Mexay NpPobONOAroTOBKON pasHbIX rpynn 06pa3sLos
siBNsieTcs HeobxoauMoii. PekoMeHayeman npoliefypa BKMioYaeT B cebs nepBbiv aTan uau4eckoro yaaneHus
MaKcUManbHO BO3MOXHOrO KONWYEecTBa 4YacTul, MaTepuana, BTOPOW 3Tar, 3akniovalolyiics B NpoMbIBKe
CnMpTOM, NpegHasHa4eH Ars AeHaTypaLuy U NonyYyeHnst HeaKTUBHOTO COCTOSIHUS BCex GenkoB, OCTaBLUMXCS B
obopynosaHuum.

A.6.5.2 Ouncrka 6neHaepa unu MensHULbI

HeobxoauMo NpoBoOANTL OMMCTKY LLETKOW C MAMKMM BOPCOM.

HeobxoguMo npoMbiBaTb CMUPTOM He MeHee OByX pa3 (CMpT MOXHO XpaHWTb B pacrbinutene mnu
NPOMbIBOYHOW ByTbinu, U3 KOTOPLIX YAO6HO NpoBoauTb 06paboTky). 3aTem TwaTensHO NPOMbITh BOLOW.

[aTtb NPOCOXHYTb Ha BO34yXe Unu, ecrivi HeO6X0AMMO CKOPOe NOBTOPHOE MCMonb3oBaHWe 06opyaoBaHMS,
BOCMONb30BaThCA 6bITOBLIM (heHOM 1151 CYLLKM BOJIOC.

Heobxoaumo nepuoamyecku MbiTb LLETKY U 3amaunBaTh ee B pacTBope cnupta (A.4.3.1). ObszaTenbHo
BbICYLLUMTb LLETKY Nepen NoBTOPHLIM UCMOMNb3oBaHWEM, MPOTEPEeTh JTIOCKYTOM MSMKoi TKaHU Unu nabopaTopHoM
candgeTKo.

A.6.5.3 Ouncrka cuta

Cuto MoxeT 3abuBaTbCs NMOPOLIKOM COWU. NSl yaaneHuss OCeBLUero Marepuana Heo6XoAuMO CUMbHO
BbIKOITOTUTb CUTO O TBEPAYH NOBEPXHOCTb, MPOYUCTUTDL LETKOW C MArKUM BOPCOM, 3aMO4YUTb CUTO B Cnupte
He MeHee 4YeM Ha 5 MUH, a 3aTeM TLLaTeNbLHO NPOMbITb BOAOW. [laTh MPOCOXHYTH HA BO3AyXEe WK, €Cnu HeoO-
X0MMO CKOpO€ MOBTOPHOE UCMONb30BaHNe CUTa, BOCMONL30BATLCA ObITOBLIM (hEHOM AN CYLLIKU BONOC.

B kayecTBe anbTepHaTMBHOIO METOA4A MOXHO WUCMOMb30BaTh yNbTPasBykoBylo GaHio ¢ nocneayowei
NpOCYLLKOI Ha Bo3ayxe.

Heob6xoauMo nepuoamyecky MbiThb LLETKY U 3aMaduBaTh ee B pacteope cnupta (A.4.3.1) He MeHee YeM
Ha 1 MWH. BbiCylUnTb LWIeTKy nepen NOBTOPHLIM UCMONb30BaHUEM, NPOTEPETb NIOCKYTOM MSAFKOW TKaHU UIm
naBopaTopHoii candeTkom.

A.6.5.4 Ouncrka pabouero mecra

Heobxoaumo usberatb 3arpsisHeHus paGodero Mecta CoeBoit Nbinbio. He gonyckate nonagaHua coesoit
nbinu, o6pasoeasLUeics B xoae NpoGONOAroToBKM OAHOM rpynnbl o6pasuos, B 060pyaoBaHue, KoTopoe
Gynet ucnonb3oBaThCA NpY NPOoGONOAroTOBKE Crneaylowwmx rpynn. [ins onTuManbHOW NPOU3BOAUTENEHOCTH
HeobxoAuMMO NpoBOAUTL aHanu3 B OTAENBEHOM NoMelLeHuW. AnA npeaoTBpaLleHUs BO3SMOXXHON KOHTaMUHALMK
COeBO NbiNbio UsmMenb4yeHUe o6pasLa 1 NpobonoaroToBKy cnegyeT NPOBOAUTL B OTAENBHOM NOMELLEHUM.

A.6.6 MNpurotoBneHne KOHblOrara aHTUTEN

A.6.6.1 OcHOBHOM pacTBOp KOHblOraTa aHTUTen

PactsopuUTb NMocunuaMpoBaHHLIi koHblorat (A.4.2.4) B 6ychepHOM pacTBope AN pasBefeHUs KOHbIo-
rata (A.4.2.5) B COOTBETCTBUM C PYKOBOACTBOM MNONb3OBATENSA.

XpaHuTb OCHOBHOW pacTBOP KOHblorata aHTUTen nNpu Temnepartype ot 2 °C go 8 °C Ao uctedeHua cpoka
rOAHOCTU TECT-CUCTEMBI.

A.6.6.2 Pabounii pacTBOp KOHbIOraTa aHTUTEN
Jo6aButb 240 MK OCHOBHOMO pacTeopa KoHblorata aHTuTen (A.6.6.1) k 21 mn 6ydepHoro pacTeopa
Ons pa3BefeHus KoHblorarta (A.4.2.5).

XpaHuTb pabounii pacTBOp KOHbIOraTa aHTUTEN nNpu Temnepartype ot 2 °C go 8 °C oo ucreueHus cpoka
rOAHOCTU TECT-CUCTEMBI.
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A.6.7 NMpuroToBnenue 6ycdepHoro pacTtsopa Ansi NPOMbIBKY

Pa3sectn B 10 pa3s kOHLLEHTPUpPOBaHHbLI pacTBop bydepHoro pacTeopa Ans npombieku (A.4.2.8) B Boae
(T. . 0AHa YacTb KOHLIEHTPMPOBAHHOTO PAcTBOPA MNIOC AEBSITb YacTel BOAbI).

A.6.8 Mpouenypa avanu3a

Mepen npoBeaeHWEM aHanu3a Bce WUCMOfb3yeMble peakTUBbl [OKHblI ObiTb HarpeTbl 40 KOMHATHOW
TemnepaTtypbl.

HocTatb cTpunbl ¢ HaHeceHHbIMU aHTuTenamu (A.4.2.3) u pepxarenb CTPUNOB U3 hoNbIUPOBAHHOMO
naketa. Kaxabli pas, korga aocraerca Heobxogumoe KONMYECTBO CTPUNOB W Aepxartesfb, Heobxoaumo
3anevaTbiBaTh nNakeT. [lnA cTaHAapTOB W3BECTHOrO cocTaBa M oTpuuaTtesibHbiX cTaHaapToB TpebyeTtcs
AecsATb NyHOK. [ANA Kaxaoro MMKponnaHweTa cieyeT UCNomnb3oBaTb COOCTBEHHbIe CTaHAApTHbIEe N KOHT-
ponbHble 06pasupl. Mpy NpomMbiBaHMKM NNaHWeTa BPyYHYI0 HEOGXOAUMO NPUKNENTb KNEeMKON NeHTon Kpas
ncnonb3yeMbiX CTPUNOB K AepXaTenio Ans NpeAoTBpaLLeHUs UX CnyyaiHoro BhinafeHus B npouecce nNpoMbl-
BaHUA.

Cxema npoueaypbl aHanusa npusoauTcs B A.7.

A.6.9 NMpoBeaeHne ananuaa

A.6.9.1 OkcTpaKuuA M3 aHanM3MpyemMon YacTu obpasua u U3 craHaapTHbIX o6pasuos

OKCTpaKkumsa 13 aHanM3npyembix OGPaaLI,OB (aHanu3vpyeMmbix YacTen), oTpyLaTenbHLIX U NMONOXUTENbHBLIX
KOHTPOMbHbIX CTaHOAPTHbIX 06pa3u,03 ) npoBOAMTCA B OJUHAKOBbLIX YCNOBUSAX B NMOBTOpPax B COOTBETCTBUU
CO creaytoLmuM onncaHueMm.

B3secutb (0,5 + 0,01) r kaxgoro craHgapTHoro obpasua v aHanusupyemoro obpasua B OTAernbHbIe
MONMUMPONUMEHOBLIE LEHTpU(yXHbIe Npobupku obbeMom 15 mn. B3selumBaHue cTaHaapTHbLIX o6GpasLioB
NPOBOAUTCA B NOPSAKE YBEMWMYEHUS KOHLEHTPaLUM aHanu3vpyemoro BelLecTsa B HUX. 3aTeM B3ATb HaBeCcku
aHanusupyembix o6pasuoB. [lns npegoTBpalleHusi KOHTaMUMHaLUMWM UCTONbL30BaTb OYMLLEHHbIe LinarTenu
(npoTepeTk LnaTenk MOCKYTOM TKaHW, CMOYeHHbIM B cnupTe (A.4.3.1), a 3aTeM NpocyLLUTb) UM OAHOpa30Bble
lunaTenu Ans Kaxgoro ctaHgapTHoro obpasua U aHanusupyemoro o6pasua.

[o6aeutb 4,5 mn 6ycdepHoro pacTeopa anisi akcTpakumm (A4.2.1) B Kaxayto LeHTPUdyXHyi0 Npobupky.

Pa3amelwartb aHanuanpyemyto 4actb obpasla unu ctaHgapTHblii o6pasey B 6ydepHoM pacTtBope ans
9KCTpaKLUW MyTeM CUSIbHOTO BCTPSIXMBaHUA U B3banTbiBaHusA (Ha BopTekce) [0 06pa3oBaHusi FOMOFEeHHO CMEecH.

MpumeyaHue — CMelumBaHne obe3xupeHHoW COeBo MYKM U naonsita coeBoro 6enka ¢ 6ycgepHbiM pacTBopom Ans
3KCTPaKLUM 3aHUMaeT NPOAOCIKUTENbHBIM NMPOMEXYTOK BPeMEeHM, 3a4acTylo npesbiwaiowuin 15 muH. CoeBas myka ¢
NosiHbIM CoagepXaHueM Xxwvpa ropasgo 6bictpee o6pa3yeT roMOreHHylo cmech (MeHee YeM 3a 5 MUH).

MpoBecTu LeHTpUyrMpoBaH1e nony4eHHbIX cMecel npy npubnuantensHo 5 000 g * B TeyeHune 15 MuH
npu 4 °C.

AkkypaTHO oToGpaTh NPMMEpPHO No 1 MN cynepHaTaHTa U3 Kaxgoro pactsopa obpasua u ctaHgapTa U
MepeHecTu B OTAENbHbIE YACTbIE MONUMPONUIIEHOBbIE LEHTPUDYKHBIE NPOBUPKM.

PacTBopbl 06pa3LioB MOXHO XpaHWUTL Npu TeMnepatype oT 2 °C ao 8 °C, Ho He Gornee oaHoro paboyero gHA.

Mepea npoBensHWEM aHanu3a pasesecTu pacTBOPbI UCCNeayeMbIX U cTaHAapTHbIX 06pa3sLoB B paboyeM
6ydepHom pacteope Ans cou (A.4.2.2) B cooTBETCTBUM C Tabnuuein A.1

Ta6nuua A.1 — KoadpchuumeHTsI pasBeaeHUA Ans pasHbLIX MaTpuLy,

Martpuua PassegeHue
Coesble 600bI 1:300
CoeBas Myka 1:300
O6eaxupeHHas coeBas Myka 1:300
UsonsaT coesoro Genka ® 1:10

# [insi 3TMX MaTPUL, HE NPOBOAMIIACE METPOMNOTMHECKAs OLEHKA B COBMECTHbIX MCCreaoBaHmsX. Mp1BeaeHHoe 3HaueHne
pa3BefeHUs OCHOBLIBAETCS Ha OMbITE NPOU3BOAUTENS.

) [locTynHbIE B HACTOSILLWIA MOMEHT Ha pblHKE CTaHAApTHbIE 06pasLibl MOXHO 3aKa3aTh B WHcTuTyTe cTaHaapTHbIX
06pasuoB M usmepeHuit, O6beauHeHHbI LeHTp uccnegosanuit (JRC), Munb, Benbrus. 3ta WHopMaUWs NPUMBOAUTCA
TOMNbKO ANA O3HAKOMIIEHUS! MONb30BAaTeNe HACTOSILLEro CTaHdapTa U He SIBMSAETCH OULMANbHOI peKoMEeHaaUVen unu
opo6peHvnem CEN no ncnonbaosaHuio 3TOro npoaykTa.

*g=9,8mic%
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Cxema npouegypbl 3KCTpakuumn npueoguTcs B Tabnuue A.2

A.6.9.2 Npoueaypa uMMyHonoruyeckoro aHanusa ELISA

A.6.9.2.1 O6wue nonoxeHus

AHanua Ha ocHoBe MeToaa ELISA MoxHO npoBoauTb B pasnuyHbix popmarax, ucnonb3ylot nioboe
KONUYeCTBO 8-MyHOUHbIX CTPUNOB. PeKkoMeHAyeTCsl UCMONb30BaTh CXeMy CNy4YaiHOro 3arnorfiHeHUsl MyHOK
MUKPOMNIaHLLIeTa, T. €. HE BHOCUTb aHanv3vupyemblie U cTaHAapTHbie 06pa3subl B OAHW U Te Xe NYHKU Npu
KaDKIOM aHanuse, YTo NO3BONMUT UCKIIOUUTL AEKT NONOXKEHUA MyHKU B CTpUNe (eCnu TakoBoW UMeeTcs).

Bce peakuuu cnefyeT NpoBOAUTL Kak MUHUMYM B ABYX NMOBTOPHOCTSIX ANIsl KaXAOr0 aHanvM3upyemoro
unu craHaapTHoro obpasua u paccumTbiBaTh cpeaHee 3HadeHue nornoweHusi. Kaxaei aHanus Heobxoaumo
npoBOAUTBL C paCcTBOPaMMU Afsi OTPULIATENbLHOrO KOHTPONS MeToaa, OTPUMUATENbHOrO WU MONOXUTENbHOro
cTaHaapTHLIX 06pasyoB.

HauaB npoueaypy aHanusa, crefiyet BbIlMONHUTL Bce aTanbl 6e3 npepbiBaHuA paboTbl.

Cxema nposefeHus UMMyHorormyeckoro aHanuaa ELISA npuBoautcs B Tabnuue A.3.

A.6.9.2.2 UHky6aumn

Wcnonb3ys aBTOMaTU4eCcKylo MUKponuneTKy, BHecTu no 100 Mkn pasBefeHHbIX pacTBOPOB UCCefyeMbIX
M cTaHaapTHbIX 06pa3LoB, a Takke KOHTPONbHylo Npoby Ansi MeToAa B COOTBETCTBYlOWME NyHKU. [ns
npepoTBpalleHUs NepeKpecTHOW KOHTaMMHALMM UCIOSb30BaTh OTAENbLHbIE O4HOPA30Bble HaKOHEYHUKU AN
NUNETKU NMPU KDKAOM Luare ee UCrorb3oBaHus. HakpbiTb NnaHwWweT NnacTukoBOW UK anioMUHWUEBOW NIEHKOM
(A.5.4) ansa npepoTBpaLLEHUst KOHTAMUHALMK U UCTIAPEHUA.

MNMepen HayanoM MHKyGaLMyM pekoMeHAYeTCsl OCTOPOXKHO BCTPSIXHYTb MUKPONMAHLLET C Lenblo nepeme-
LUIMBaHUA ero copepxumoro. [ins atoro Heo6xoAUMO B3ATLCH 3a KOPOTKUE CTOPOHbI MUKPONNaHLLEeTa yKasa-
TenbHbIM 1 6ONbWWMM NanbLamMmu U NOABUraTb €ro U3 CTOPOHbI B CTOPOHY.

MHky6uposaTts MukponnaHweTt npu 37 °C B TeueHue 1 4.

A.6.9.2.3 NpombiBaHue MUKPONNaHILEeTa

MpoMbITL MUKpONNaHLWeET Tpy pa3a 6ydepHsIM pacTBOpoM Ans nNpombieku (A.6.7) (no 300 Mkn B Kaxaylo
NYHKY), UCMOnb3ys BCTpAxuBaTenb (A.5.8).

[MpombiBaHWE MUKpONMaHWeTa BPYYHYIo: ONOPOXHUTL NMyHKW, NEPEBEPHYB NMAHWET Haj PaKOBWUHOWA
MM NOAXOASILLe eMKOCTbIO AN OTXOAOB. 3anonHUTb KabKaylo NyHKY AOBepXy, ucnonb3ys GyTbinb ans
npoMbiBaHus BMecTUMOCTbi0 500 mMn, copepxallyio pabounii GydepHbiii pacTBOp AN NPOMbIBKUA, U
AaTb noctosTb 60 ¢. 3aTeM CHOBa OMOPOXHUTL NyHKM MUKpOMaHLweTa (CM. Bbiwe). MosTopUTh NpoLeaypy
NPOMbIBaHUA TpU pasa. YaanuTb OCTaTKU XUAKOCTU U Ny3bIPbKU U3 NYHOK, NOCTY4aB NepeBEePHYTbIM MUKPO-
NMaHLLeTOM Mo HECKOIbKUM CIosiM (hUnbTpoBanbHo GyMaru, ynoxxeHHo Ha pabouuii cton.

MpenoTBpaTUTL CRy4aiiHoe BbiNageHWe CTPUNOB U3 AepxaTens, 3adUKCMPOBaB UX KIENKon NeHToi.

ABTOoMaTuyeckoe NpomMbiBaHWe MUkponnaHwera: [10 3aBepweHun nepuopa WHKySauuu yaanuTb
cofiepXMmoe INyHoK MMKponnaHLLIeTa, MCMoNb3ysl aBTOMaTU4ECKUIl NPOMbIBaTESNb, @ 3aTeM 3anofHATb Kaxayto
nyHKy pabounm BydbepHbiM pacTBOPOM ANA NPOMbIBKU. [OBTOPUTL 3Tanbl ONOPOXHEHUS/3aMONHEHNUS NTYHOK
TpU pa3a. 3aTem ONOpPOXHUTbL BCE JTHKM M MOCTyYaTb NepeBEPHYTbIM MUKPOMAHLLETOM MO HECKONbKAM CIoAM
hunLTpoBanbHoi Bymary, yrnoxxeHHoi Ha pabounii cTon, Ans yaaneHus OCTaTKOB XUAKOCTU U My3blpbKOB.

I'Ipwmeanue 1-He OaTb NyHKaM MUKpOMNnaHLleTa NONHOCTLIO BbICOXHYTb, TaK Kak 3TO MOXET NOBMUATL Ha pe3ynb-
TaTbl aHanuaa.

MpumeyaHue 2 — MNnoxoe NpoMbiBaHWE MMUKPOMMaHLLEeTa MOXET NPUBECTU K OWMBOYHBIM pesynbtatam. B niobom
Ccnyyae, npy UCNONb30BaHMU PY4YHOro UM aBTOMaTU4ECKoro Metoda npoMbIBKY cnenyeTt y6e,qvm>c;| B TOM, YTO KedKdas
NyHKa MWKponnaHwleta 6bina 3anonHeHa OAMHaKOBbIM 0GHLEMOM 6y¢)epHoro pacTteopa Ans NPOMbIBKA OAWHaKOBOE
KONU4eCcTBO pa3 No cpaBHEHUIO C OCTallbHbIMU JTYHKaMK.

A.6.9.2.4 BHeceHMe KOHLIOraTa aHTUTen

Wcnonb3ys aBToMaTMyeckylo MUKpONMNeTKy, BHecTn no 100 mkn paboyero pacteopa KoHblorata aHTuTen
(A.6.6.2) B kaxaylo NyHKy MukponnaHweta. HakpbiTb mnaHwWeT Ans NpedOTBpaLleHUsi KOHTaMUHaUUK U
ncnapeHums.

Mepen Hauyanom mMHKy6auMu pexomMeHAYeTCH OCTOPOXKHO BCTPSXHYTb MUKponnaHwert. [ins aToro Hapo
B3SITbCH 33 KOPOTKME CTOPOHbI MUKPOMJIAHILETa yka3aTternbHbiM U 6onbmMM nanbuaMmu 1 noaBurate ero U3
CTOPOHbI B CTOPOHY.

WHkybuposatb mukponnaHwet npu 37 °C B TeueHue 1 u.

A.6.9.2.5 NpombiBaHUe

Mo 3aBepLueHnn nepuoaa UHKyGaLuum NoBTOpPUTL 3Tan NPOMbLIBaHUA (onucaH B A.6.9.2.3).
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A.6.9.2.6 BHeceHue cybeTparta

Wcnonbayss aBTOoMaTu4eckylo MUKponuneTky, BHecTu no 100 Mkn xpomoreHHoro cybetpata (A.4.2.6) B
Kaxkayto NYHKY MUKpornaHwera. AKKypaTHO BCTPSIXHYTb MUKPOIUTAHLLET C Lienbio NepeMeLLuMBaHust ero copep-
>KMMOTO U MHKYGUpOBaTh NpU KOMHATHOW TeMnepatype B TeueHue 10 MUH.

Heo6xoauMo BHOCUTBL XPOMOTeHHbII cy6cTpaTt B NyHKU MUKponnaHweTta 6e3 nepepbiBoB U cobnioaatb
rnocrieAoBaTenbLHOCTL U BPEMEHHOW UHTepBar Npyu NMNETUPOBaHUN.

A.6.9.2.7 lobaBneHue cTon-pacTBopa

Mo 3aeeplweHun nepuopaa uHkybauuu BHecTu no 100 mkn cron-pacTBopa (A.4.2.7) B Kaxaylo NyHKY
MukponnaHwerta. [lobaBuTb CTon-pacTBop B TOW Xe MocfiefAoBaTeNnLHOCTH, YTO U NPU BHECEHUU XPOMOTeH-
Horo cy6cTparta. AKKypaTHO BCTPSIXMBaTb MMKpOIIaHWeT B TedeHne 10 ¢ Ans ocTaHOBKW LIBETOBOW peaKLun
¥ paBHOMEpPHO pacnpeaenuTb CToN-pacTBop.

HeobxoauMo BHOCUTL CTOM-pacTBOp B NYHKM MUKponnaHweTa 6e3 nepepbIBoB U udberatb BO3AENCTBUA
COMNHEMHOrO CBETa Ha MUMKPOIUIAHLLIET, B MPOTUBHOM CITyMae BO3MOXHO M3MEHEHUE UHTEHCUBHOCTM OKpaLLMBAHUS.

A.6.9.2.8 Pernctpaums nornoieHus

Bocnonb3osaBLUMCH NMAHLIETHLIM CMEKTPO(POTOMETPOM, cHabXeHHbIM (hunbTpom Ha 450 MKM, 3aperu-
CTpUpoBaTb MornoleHne B KaXAOW JSIyHKe MUKponnaHweTa, UCNonb3yeMon B aHanuae. Peructpauus
nornoweHus AomkHa 6biTb NpoussBeaeHa B TedeHue 30 MuH nocne Ao6aBneHus cTon-pacTeopa.

3aperucTpupoBaTh NornyyeHHbIe pe3yrnbTaTbl M paccyuTaTb CpefaHue 3Ha4YeHUs NOrMoLeHUA B NoBTopax
WU UCNONb30BaTL COOTBETCTBYIOLLYIO KOMIMBIOTEPHYIO NPOrpamMMmy.

A.7 Cxembl
Tabnuua A.2 — CxeMa aKCTpaKuum
Mpoueaypa Onucatune
Hasecka 0,51 Cpenatb HaBeckM aHanMaupyembix obpasLoB, KOHTPOMbHOIO
obpasua ana Metoaa, KOHTPONbHbIX CTaHAapTHLIX 06pa3LoB
Ho6aenexue 4,5 mn Ho6asutb 6ychepHbiil pacTBOp Ans akcTpakuum (A.4.2.1)
CmelumBaHne Cwmewartb aHanusupyemylo YacTb obpasua ¢ GydepHbiM pac-

TBOPOM ANS 3KCTPaKLUKU U BCTPAXUMBATL A0 0OpasoBaHUA roMo-
reHHOW CMecH; Afs COeBOM MyKN C HOpMasibHbIM coaepXKaHUeM
Xupa — MeHee 5 MUH, AnA 06e3XUPEeHHOW COeBON MYKU U M30-
nsita coesoro 6enka — 6onee 15 MUH

LlenTpudbyruposanue npu 5 000 g LieHTpudbyruposatb obpasen, npu 5 000 g B TeueHue 15 muH,
»enartensHo npu 4 °C. OtoGpats cynepHaTaHT 1 NepeHecTu ero B
YUCTYIO NPOBUpPKY

PasseneHue: PasBecT nonyyeHHble pacTBOpbl aHanu3upyemoro obpasua,

1: 300 unu 1 : 10 B 3aBUCMMOCTU OT MaTe- | OTpULIATENLHOrO KOHTPOsbHOTO oBpasua MeToAa U KOHTPOSbHBIX

puana vccriegyemoro o6pasua cTaHaapTHbLIX 06pa3uoB

Tabnuua A.3 — Cxema npoBegeHus aHanusa metogom ELISA

Mpoueaypa O6bem OnucaHue

BHeceHnue BHecTu pasBefeHHble pacTBOpbl aHanuauMpyemoro obpasua, oTpu-
100 MKN | LaTenbHOrO KOHTPONLHOrO O6pasla MeToaa U KOHTPOMbHbLIX CTaH-
[apTHbIX 06pa3L0oB B COOTBETCTBYIOLLME JTYHKU U NepemeLlaTb

WHkybaums WHkyGuposatk 1 4 npu 37 °C

MpombiBaHue MpoMbiTh 3 paza 6ydepHbIM pacTBOPOM AN NPOMbIBKK (A.6.7)

BHecenve 100 Mk Brectu koHblorat aHtuTen (A.4.2.4) B kaxayo UCNonb3yemyto NnyHKy
1 nepemelLaTb

WHky6aums WHkybuposaTtb 1 4 npu 37 °C
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OkoH4yaHue Tabnuubl A.3

Mpoueaypa O6bem OnucaHue

MpombiBaHue MpombiTh 3 pasa GydepHbIM pacTBOPOM AnsA NpombiBkY (A.6.7)

BreceHue 100 MKR BHecTu koHbloraT aHTuTen (A.4.2.4) B KaXXaylo UCMONb3yeMyto NMyHKY
1 nepemeLuatb

MHky6aums WHkyGuposaTtb 1 4 npu 37 °C

[Jo6aeneHue 100 mkn Jlo6aBuTb cTon-pacTeop (A. 4.2.7) B Kaxaylo MCNOMNb3yeMyHo MyHKY U
nepeMeLartb

PervcTpauus nornotueHus 3apeructpuposatb nornoweHue npu 450 HM B Kaxaoi NyHKe € no-

MOLLbIO NNAHLWETHOrO CrieKTpooToMeTpa

A.8 AHanuz3 nony4YeHHbIX AaHHbIX

[aHHble AomKHbI ObITh 3aperucTpupoBaHbl.

[nsa nocTpoeHusi kannGpoBOYHOI KPMBOW criegyeT UCMoNb3oBaTh 3Ha4YeHUs NOMTIOLEHNUA KOHTPOSIbHBIX
CTaHAapTHbIX 06pa3LioB. 3Ha4YeHne NornoLLEeHNs KOHTPOILHOrO 06pa3ua metoga (nycroi o6paseu) cneagyeT
BbIYECTb M3 BCEX 3HAYSHMI NOrMOLLEHWI pa3BeAeHHbIX PacTBOPOB aHANMM3UPYEMbIX M KOHTPOMbHbIX 06pa3LIoB.
[ns nocTpoeHns KanubpoBO4YHOW KPUBOI cCrieayeT WUCMonb30BaTh YCPeAHEHHbIe (Mo ABYM NOBTOPHOCTAM)
ucnpaerieHHble 3Ha4YeHWs1 MOrMOLLEHUS KaXA0ro KOHTPOMbHOrO cTaHpapTHoro obpasua. KoHueHTpauuio
aHanMsupyemoro BelLecTsa B uccrneayemom obpasue MHTePnonupyloT No NOMy4YeHHOW KanMbpoBOHHON KPUBOW,
MCMONb3ysl YCPEeAHEHHbIE 3Ha4YeHUs1 NOITOLLEHNSI COOTBETCTBYIOLMX Pa3BeAEHHbIX PACTBOPOB aHANU3UpyeMbixX
o6pasuos.

A.9 Kputepumn npuemnemocTu pe3ynbTaToB aHanu3a

Kaxnablii npoBeAeHHLIA aHanus [OMKEH COOTBETCTBOBaTbL KPUTEPUAM NPUEMEMOCTU pe3ynbLTaTos,
nepeyncrieHHsIMm B Tabnuue A.4. AHanus BKIloyaeT B cebs cnepgylowee: oTpUUaTenbHblii KOHTPOMNbHbBIN
obpasel, meToAa, NMONOXMUTENbHbIE KOHTPONMbHbIE CTaHAapTHbie 06pasubl, OTpUUATeNbHble KOHTPOMbHbIe
cTaHgapTHble 06pasubl M 06pasLpl HEeM3BECTHOTO copepxaHusi. Bce pacTBOpbl aHanmM3upyembiX U KOHT-
pornbHbIX 06pasLoB UCMONb3YIOTCA B NOBTOPHOCTSAX. ECnM aHanua He COOTBETCTBYET KpUTEPUAM Npuemsie-
MOCTU pe3ynbTaToB, ero crneayeT nepefenats. PacTBopbl aHanuanpyeMbix o6pasUoB, He npowealwmue no
KpUTEPUSIM NPUEMIIEMOCTU PE3yNnbTaToB, AOMKHbI 6biTb UCCNIEA0BaHbI NOBTOPHO.

Tabnuua A.4 — Kputepuu npuemnemMocTu peaynLTaTtoB aHanusa

OTpuuatenbHblii  KOHTPOMbHbIM ObOpaseny Metopa | A 450 Hm < 0,30
(6ycbepHbIi pacTop)
CraHgapTtHbii o6pa3sey, 0 % TMO A 450 M < 0,30

CraHgapTtHbIi o6pasel 2,5 % 'MO A 450 HM 2 0,8

Bce nonoxuTtenbHblie KOHTPOMbHbie ctaHAaapTHble | KoadduuueHT Bapuauum OD noetopHocTel < 15 %
obpasusl, OD
AHanusupyemblie 06pasLbl, pacTeop Koadcpuuuent Bapuayumn OD nosTopHocTen < 20 %

A.10 CraTtyc

OT0 MeToA npoLuen NpoBepKy B MexnabopaTopHbIX crinuutenbHbIX ucnbitaHusix (MCU) Ha ceptudmnum-
poBaHHOM cTaHaapTHOM obpasue CRM 410 B cootBeTcTBMM ¢ TpeGoBaHusiMu ISO 5725. MCU nposogunucs
O6beanHeHHbIM LieHTpoM uccneaosaHuii Eepokomuccum (JRC EC), Ucnpa, Utanus, cMm. [3).

MpoTokon aHanusa, ucnonb3yemblit B MCU, oTnuyancsi OT ONMCaAHHOIO B HACTOsWEM cTaHaapTe no
cregyoLmMM napameTpam:

— He MCMoNb30Banocs NpocenBaHue Yepes CUTO;

— He yKasblBarncsi CpoK roqHOCTM peakTUBOB;

— He npuBOAUMOCH OnucaHue npoueaypbl Npo6oNoaAroToBKY;

— MeToA NPUMEHSINU TOSNbKO NPpYU aHanuse craHaapTHbIX 06pasuoB ¢ koHueHTpauuamu 0,1 %, 0,5 % u
2 % CRM 410;

— KOHTpOnbHbIe 06pa3sLibl CTaHAAPTHOrO COCTaBa aHanu3upoBanuch 6e3 NOBTOPHOCTE;
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— KOonu4yecrtso oﬁpasua 6biNo HEAOCTATOUHbIM ANA NOBTOpPEHUA aHanu3a u onpeaeneHns CoOoTBeTCTBUA

KPUTEPUSIM NPUHATUSA/OTKIIOHEHUS pe3ynbTaToB.

Pesynbrathl MeXnabopaToOpHbIX CNIMHUTENbBHBLIX MCMbITAHUIA NpuBeaeHb B Tabnuue A.5.

Tabnuuya A.5 — [laHHble NPeLUU3nOHHOCTH

O6pasel, (B % MO B coeBoi myke) 0,5 % 1% 2%
lopn npoeegexHna MCU 1999 1999 1999
Konuuecteo y4actsylowmx naboparopuii 37 37 37
KonnuyectBo na6Gopatopuid, ocTaBLUMXCA MOCNE WCKMIOYEHUs] Y4aCTHUKOB, 37 33 35
AaBLUINX BbiNagatoLme 3Ha4eHus pesynbTaTtos aHanusa
KonuuectBo na6oparopuii, AaBluMX Bbinagaloliue 3Ha4YeHUsi pesynbTaTtoB 0 4 2
aHanu3sa
Konu4ecTeo NpUHATLIX pe3ynbTaToB 37 33 35
CpepgHee 3Ha4eHue 3, % MO 0,440 0,952 1,902
lMpOLEHT OT UCTUHHOrO 3HaYeHUs 88,1 95,2 95,1
CraHaapTHOE OTKNOHEeHUe NOBTOPSIEMOCTH S, ? 0,062 0,092 0,146
OTHOCUTENLHOE CTaHAAPTHOE OTKNOHeHUe nosTopsieMocT RSD, % ° 12,4 9,2 7,3
Mpeaen nosTopsieMocT rir=2,8 - s]? 0,176 0,260 | 0,414
CraHaapTHOE OTKIOHEHUE BOCNPOM3BOAMMOCTH Sk ° 0,083 | 0,123 | 0,186
OTHocUTenbHOe CTaHAapTHOEe OTKIIOHEHUe BOCNpoM3BoAUMOCTU RSDg, % b 16,6 12,3 9,3
Mpeaen BocnpoussoaumocTM R[R=2,8 - sg] ° 0,238 0,349 | 0,527

® S, Sr, ' R BblpaXeHb! B npoueHTax MMO.
b RSD,u RSDr BblpaXKeHbl B NPOLIEHTaX OT MCTUHHOTO 3HAYEeHwUsI.
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[4]

[3]

[6]

Bu6bnuorpadun
ISO 5725 Accuracy (trueness and precision) of measurement methods and results
(Bce HacTu) To4HOCTb (NPaBUNBLHOCTL M NPELIM3UOHHOCTL) METOAOB U PE3yNbTaToB U3Me-

peHuin
ISO Guide 30:1992 Termms and definition used in connection with reference materials
TepmuHbI 1 onpefeneHus, UcronbayeMble B o6nactu craHaapTHeIX o6pasLos

Codex Committee on Methods of Analysis and Sampling: In House method validation. In House
validated methods and their role in methods of analysis for codex purposes. Codex Alimentarius
Commission. (CX/MAS 98/8), 1998, Budapest, Hungary, 23 — 27 November 1998

(KomuTeT No HOpMMpOBaHWIO aHanNUTUYECKMX METOAOB U MeToAoB oT6opa npo6. BHyTpunaGopa-
TOpHas Banugauua Metogos. MeTogbl, Npolealure Banuaaumio Ha BHyTpunabopaTtopHOM ypoBHe,
M UX MECTO cpeau aHanuTUYeCKUX MeToaoB, nNpuMeHsembix ans uenen Koaekca. Komuccus
Kopekc AnumeHTtapuyc)

Horwitz W.: Protocol for the design, conduct and interpretation of method performance studies.
Pure and Applied Chemistry, 1995, 67: 331 — 343

(MpoTokon Ans NOAroTOBKW, NPOBEAEHUA U MHTEpNpeTaLuM pesynLTaToB uccneaoBaHuii acgek-
TUBHOCTV MeToAa. Uncrtas u npuknagHas Xmmus)

Lipp, M., Anklam, E., and Stave, J., 2000. Validation of an Immunoassay for Detection and
Quantitation of a Genetically Modified Soybean in Food and Food Fractions Using Reference Mate-
rials: Interlaboratory Study. Journal of AOAC Intemnational. Vol. 83, No. 4, pp. 919 — 927

(Banngauus uMMyHHOIO aHanusa anst O6Hapy>KeHUs1 U KONMHECTBEHHOIO OrnpenereHusi reHeTMHeCKu
MOAUMULIMPOBAHHBIX COEBbIX 60608 B NULLIEBbIX NPOAYKTAX U KOMMOHEHTaX MULLEBLIX NPOAYKTOB
C u1crnonb3oBaHUeM cTaHAapTHbIX obpasuios. MexnabopaTtopHble uccneaosaHust // XKypHan Mexay-
HapoJHol accoLmaummu opuLmanbHON aHanMTUHECKon XUMnn)

GMO Food Ingredient Testing, Soya kit User's Guide, (1999) Strategic Diagnostics Inc., Rev.
052099, Vers. 1.8

(McnbiTaHua nuLeBbIX KOMNOHeHTOoB, coaepxawmx MMO. PykoBoacTeo nonb3oBatensi K Ha6opy
Ans o6Hapy>XeHUs reHeTMYeckn MoauuLMpoBaHHO CoM)
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