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MNpegucnosue

1 NOATOTOBNEH WHcTUTYyTOM (hn3nonorum pacteHuin um. K.A. Tumupsasesa Poccuiickoli akagemumn
Hayk npu yyactum Accoumaumm «buonornyeckasn, sKonormyeckas u npofoBOSbCTBEHHAA 6€30MacHOCTb» Ha
0OCHOBe COGCTBEHHOrO nepeBoja Ha PYyCCKUIA A3blK aHINOA3bIYHOM BepcUn cTaHgapTa, yka3zaHHOro B nNyHkTe 4

2 BHECEH TexHunyeckuMm komuTeTom no ctaHgapTtusauum TK 447 «buonornyeckas 6esonacHocTb nu-
W eBblX NPOAYKTOB, KOPMOB 1 TOBAPOB HAPOAHOr0 NOTPebNEeHNsA 1 MeTobl ee KOHTPONSA»

3 YTBEPX/JEH N BBEJEH B JENCTBUE Mpukasom defepanbHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHunio n metponorum ot 25 gekabps 2008 r. Ne 708-cT

4 HacTosiwumii cTaHgapT SBASeTCS MOAUGULMPOBAHHBLIM MO OTHOWEHUID K MeXAyHapoAHOMY CTaH-
napty MCO 24276:2006 «[MpoaykTbl nuwesble. MeToabl aHanusa ANa 06HapyXeHWss reHeTuvyeckm Mo-
OVNONLUNPOBAHHbLIX OPraHM3MOB U MOJIYYEHHbIX U3 HWUX NpoAykToB. O6WuMe TpebGoBaHUA W onpeneneHns»
(1ISO 24276:2006 «Foodstuffs — Methods of analysis for the detection of genetically modified organisms and
derived products — General requirements and definitions», MOD).

Mpy 3TOM AONONHUTENbHbIE MOMIOXEHUA N TpebGOoBaHMWA, BK/IOYEHHbIE B TEKCT cTaHgapta Ans ydyeta
noTpe6HoCTeli HauMoHanbHO 3KOHOMUKM Poccuiickoin degepauum n 0Co6eHHOCTel POCCUIACKOW HaLMoHanb-
HOI cTaHfapTu3auun, BblfeneHbl KypcuBom

5 BBEJEH BMEPBbIE

6 NEPEN3AAHWE. Maii 2020 r.

MpaBuia NpUMEHEHUs1 HaCTOSLLEero cTaH4apTa ycTaHoB/NEHbl B cTaThbe 26 defepanbHOro 3akoHa
oT 29 uniwoHa 2015 r. Ne 162-d#3 «O cTaHgapTulauum B Poccuitickoli degepaunmn». Mucdopmayna ob ns-
MEHEHUAX K HACT 0ALEMY CTaHAap Ty ny6/nkyeTCcs B eXerogHom (No COCTOSAHNI0 Ha 1sHBaps Tekywero
roga) nHoOpMaLMOHHOM yKazaTesne «HauuoHaNbHble CTaHAapThi», a ohuumnanbHblii TEKCT U3MeHeHul
M NonpaBOK — B eXeMeCcsiHHOM MH(OpPMaLMOHHOM yKkasaTene «HauuoHanbHble cTaHAapTbi». B cnyyae
nepecmoTpa (3ameHbl) NI OTMeHbl HaCTOfAWEro cTaHjapTa cooTBeTCTBYyLWee yBejoMeHne bygeT
ony6nMKoBaHO B Gnuxalillem BbliNycke €XeMeCsiUHOro MHOPMaLVOHHOTo ykasaTens «HauuoHanbHble
cTaHgapThbi», CooTBeTCTBYyWLWAasA UHpopMaLms, yBeJoMeHne N TeKCTbl pasMellaloTCca Takke B WH-
chopmaLnoHHOW cucTeme 061 ero NoAb30BaHNA — Ha ouLmanbilom caiiTe defepanbHOro areHTcTBa no
T exHUYEeCKOMY peryimpoBaHunio u MeTposiorum B ceTn MHTepHeT (www.gost.ru)

© ISO. 2006 — Bce npaBa coxpaHAalTCA
© CtaHpapTuHdopm, odpopmaeHne. 2009. 2020

HacTosAwwii cTaHAapT He MOXeT GbITb MOMIHOCTLIO UM YACTUYHO BOCNPOM3BEAEH, TUPAXMUPOBAH U pac-
MPOCTPaHEH B KayecTBe 0hMLMaNbHOTO N3aHns 6e3 paspelleHns ®efepasbHOro areHTCTBa N0 TEXHUYECKO-
MY PEeryMpoBaHuio 1 MeTposorum
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BBepeHne

Llenb Takoro aHanusa COCTOUT a UAEHTUMUKALUU N KOJIMYECTBEHHOIW OLEHKe COoAepXaHus reHetunye-
CKUX 3/1EMEHTOB UM 6€e/KOB, 0ObIYHbIX ANA TEHETUYEeCKM MOAUMULMPOBAHHbLIX opraHnamos (TMO) n nony-
YEeHHbIX U3 HUX NPOAYKTOB B aHann3npyemoi npobe.

FnaBHbLIM NpeJMeTOM HaCTOALWEro ctaHgapTa ABAATCA MeTOA0/10rMN, OCHOBaHHbIEe Ha NoJIMepasHoii
uenHoi peakymm (MUP). OgHako NOCKObKY TEXHOOTMYECcKNe N3MEHEHNST B 9TO 06/1aCTW MPOUCXOAAT OYEHb
6bICTPO, B ByAyLieM MOTYT 6bITb PACCMOTPEHbI TakXe 1 Apyrne TeXHOM0ruu.

Monck MHrpefneHTOB reHeTuyeckn MoAUMULMPOBAHHOIO MPOUCXOXAEHUA OCYLLECTBASIETCA MNocpes-
CTBOM ClefylLlnx nocnegoBaTesibHbIX (MM OA4HOBPEMEHHBIX) cTaguii. Mocne oT6opa Npo6 U3 aHanusnpye-
MOIi NPO6bI 3KCTPArMPYTCA HYK/TEMHOBbIE KUC/OTbI MK 6enkn. DKCTparnpoBaHHblii MaTepmuan MOXeT fanee
ouynwaTbCAa B Npouecce 3IKCTpakLMmM Uau nocne Hee. 3ateM NPOBOAUTCA €ro KONMYECTBEHHOE onpejesieHne
(npn Heob6xoaumocTun), pasbasnserca (NPM HeO6XOA4MMOCTUN) U MOABepraeTca aHaAUTUYeCKMM npouenypam,
Takum kak MNUP. nnu onpegenexHnio ¢ Nnomolyblo TBepaodasHoro uMMyHocop6eHTHoro aHanusa (ELISA). 9tu
cTagun noapo6HO U3NIOXKEHbI B HACTOSIWEM CTaHJapTe U B C/efyWwmnx cTaHgaprax:

- NCO 21569 MpoaykTel nuwiesble. MeToAbl aHannsa, npegHasHayeHHble 419 06HapYXXeHUA reHeTuye-
CKM MOANDULMPOBAHHbBIX OPraHN3MOB M MOSTYYEHHbIX U3 HUX NPOAYKTOB. MeTo/bl, OCHOBAHHbIE HA KAYeCTBEH-
HOM onpefesieHnn HYKNenHoBbIX Knucnot [1];

- CO 21570 MpoaykTel nuwesble. MeToAbl aHannsa, npegHasHadyeHHble 419 06HapYXXeHUA reHeTuye-
CKM MOANMULNPOBAHHbLIX OPraHN3MOB W NOSYYEHHbIX U3 HUX NPOAYKTOB. MeToAbl, OCHOBaHHble Ha Ko/uye-
CTBEHHOM OnpejeneHnn HyKNenHoBbIX KACAOT [2];

- NCO 21571 MpoaykTel nuesble. MeToAbl aHanv3a, npefHasHadyeHHble 419 06HapyXXeHUA reHeTuYeckn
MOANMDULNPOBAHHbLIX OPFAHN3MOB U NMOyYEeHHbIX U3 HUX NPOAYKTOB. DKCTPAKLUA HYKIENHOBbIX K1cnoT (3];

- CO 21572 MpoaykTbl nuuieBble. MeToabl aHanu3a, npegHasHavyeHHble AN 06HapyXeHUs reHeTuye-
CKM MOANMULUPOBAHHbBIX OPraHN3MOB U MOJTYYEHHbIX U3 HUX NPOAYKTOB. MeToAbl, OCHOBaHHbIE Ha onpejene-
HUKM 6enkos [4].
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HAUMWOHANbHBIA CTAHOLAPT POCCUWCKOW SOELEPAUUM

MpoAyKTbl NULLEBbLIO

METOAbl AHATTN3A ANA OBHAPYXEHWUA TEHETUYECKN MOANPUNLNPOBAHHbIX
OPTrAHM3MOB N MONYYEHHbIX N3 HAX MPOAYKTOB

O6uwune Tpeb6oBaHnsa 1 onpegeneHns

Foodstuffs. Methods of analysis for the detection of genetically modified organisms and derived products.
General requirements and definitions

Jata BBegeHns — 2010—01—01

1 06nacTb NpumeHeHUs

HacTosiwmii ctaHaapT cofepXuT oblyne TepMUHbI 1 onpejeneHns, TpeGoBaHWa 1 pykoBoAsLMe yKa-
3aHMa ANnsA opraHusauuu nabopaTtopwuii, Tpe6oBaHWA K MeToAy NOATBEPXAEHUA [OCTOBEPHOCTU, onuncaHue
MeTOZO0B W NPOTOKO/IOB UCMbITAHWIA.

HacTosiwmii cTaHAapT pacnpocTpaHseTcs Ha NuleBble NPOAYKTbl, a Takke CeMeHa, KopMa W pacTu-
TenbHble 06pasLbl, 0TO6pPaHHbIe N3 oKpyxatL el cpebl.

2 HopMaTMUBHbIE CCbINKU

B HacTosleM cTaHAapTe UCN0/b30BaHbl HOPMATUBHBIE CChIJIKU Ha Crefylolne cTaHfapTbl:

FTOCT P NCO 5725-1 To4yHOCTb (NPaBUIbHOCTb M NPELU3NOHHOCTb) METOLOB U pe3yNbTaToB 13-
MepeHuit. YacTb 1. OCHOBHble NMOMOXEHNS N ONpefeneHns

FTOCTP UCO 5725-2 To4yHOCTb (NPaBubHOCTb Y NPELU3NOHHOCTb) METOA0B U pe3yNbTaToB U3Me-
peHuii. YacTb 2. OCHOBHO MeTO/ onpejeneHns NosTopseMocTu U BOCNPON3BOAUMOCT M CTaHjapTHOro
MeTofa UsMepeHuit

FTOCTP MNCO/M3K17025 O6wune TpeboBaHMA K KOMNEeTEHTHOCT Y UCNblTaTeNbHbIX U KANMGPOBOY-
HbIX nabopaTopuin' 1

FTOCT P 50779.10 (MCO 3534-1—93) CTaTuUCTUN4YecKne meToabl. BeposTHOCTb 1 OCHOBbLI CTaTU-
CTUKN. TepMuHbl U onpegeneHnsa2>

FOCT P 52173 Cbipbe U NPOAYKT bl NuueBble. MeT o4 naeH TudukaLnumn reHeTnyeckn moandunympo-
BaHHbIX UCTOYHUKOB (TMW) pacTUTeNbItoro NPONCXoXAeHNs

FOCT P 52174 Buonornyeckas 6esonacHocThb. Cbhipbe 1 NPOAYKT bl NULLeBble. MeTof naeHTuduka-
LMn reHe TMYeckn MoANMULNPOBAHHbLIX UCT OYHUKOB (TMWN) pacTNTeNnbHOro NPONCXoXAeHNA C NPUMEHEHN-
eM 61M0N10rnyYeckoro Mukpoymnav

MpumeuvaHne — Tpy NOb30OBAHUM HACTOSALMM CTaHAAPTOM LielecoobpasHo NpoBEPUTL AeiiCTBME CCbINoy-
HbIX CTaHAAPTOB B MHPOPMALMOHHON CcUCTeMe O6LLEero nosb3oBaHus — Ha ouumanbHOM calite deflepasibHOro areHT-
CTBa MO TEXHUYECKOMY PEry/IMpoBaHuNI0 N METPOJIOTUN B CETW VIHTEPHET MM MO eXerogHoMy UHDOPMaLOHHOMY yKasa-
Teno «HaumoHabHble CTaHAAPTbI», KOTOPbIV ONMy6/IMKOBaH MO COCTOSHWIO Ha 1 iHBaps TEKyLLero roga, 1 no Bbinyckam
eXeMecA4YHOI NHGOPMALIMOHHOrO ykasaTtens «HauvoHasbHble CTaHAapTbI» 3a TeKyLuii rof. Ecnv 3amMmeHeH CCbloYHBbIi
CTaHAapT, Ha KOTOpbIli faHa HeJaTupoBaHHas CCblIKa, TO PEKOMEHAYETCS WCMONb30BaTh AEVCTBYIOLLYI0 BEPCUIO 3TOMO

[evictByeT TOCT ISO/IEC 17025—2019.
2>fieiictByeT FOCT P MCO 3534-1—2019.
3l AelictByeT TOCT 34150—2017.

M3paHve otmumanbHoe
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cTaHgapTa C y4eTOM BCEX BHECEHHbIX B [JaHHYI BEPCUIO U3MEHEHWIA. ECM 3aMeHeH CCbINOYHbIN CTaHAapT, Ha KOTo-
pbIii faHa faTupoBaHHas CCblka, TO pekoMeHAYeTCs UCMO/b30BaTh BEPCUIO 3TOr0 CTaHAapTa € yKasaHHbIM BblLLe ro40M
yTBEpXAeHUs (NpuHATUSA). Ecnn nocne yTBepXAeHNs HACTOSLLEro CTaHAapTa B CCbIIOYHbIA CTaHAaPT, Ha KOTOpbIA faHa
[laTMpoBaHHas CCbi/ika, BHECEHO U3MEHEHME, 3aTparusaoLLee NosioXeHne, Ha KOTOpoe AaHa CCbl/ka, TO 3TO NOIOXKeHVe
pekoMeHayeTcs NPUMeHsATb 6e3 yyeTa JaHHOTo U3MeHeHUs. ECnn cCbiNoYHbI CTaHAapT OTMeHEH 6e3 3amMeHbl, TO Noso-
XXEeHne. B KOTOPOM [laHa CCbl/IKa Ha Hero, pekoMeHAyeTCsl MPUMEHSATL B YacTu, He 3aTparmsartoLLeil 3Ty CChIIKy.

3 TepMmuHbI 1 onpepeneHns

B HacTofwem ctaHgapTte npumMeHeHbl TepMuHbl no FOCT P UCO 5725-1, TOCT P 50779.10 u [5]. a
rakxe crnegyrouue TepMnUHbl C COOTBETCTBYIOLW VMU OnpeAeneHnsamu.

3.1 O6wue onpepeneHns

3.1.1 TaKkCOH-MULIEeHb (LLeN1eBOl TakCOH): TakCOH, K KOTOPOMY MPUHAAMEXMNT reHeTu4Yeckn Moanduym-
pPOBaHHbI opraHnsMm.

MpumeyaHune — B HacTOsLLEM CTaHAAPTe TakCOH 06bIHHO O3HAYaeT GUOMOTNYECKWIA BIL. OLHAKO OH [IOXET
“MeTb Kak 60/1ee HWU3kUA, Tak 1 6onee BbICOKWIA TAKCOHOMUYECKMIA PaHr.

3.1.2 nabopaTopHaa npob6a: Mpoba, noaroToBNeHHas ANS OTNpaBku B nabopatopuio U npegHasHa-
YeHHas A4N14 aHanmsa unum TecTUpPoBaHUS.

3.1.3 npoba ana aHanusa (aHanusmpyemas npob6a): MNMpoba, NOATOTOB/IEHHAA 41S aHann3a, Bce KO-
NIMYecTBO KOTOPOI 6yAeT NCNOoNb30BaHO ANA 3KCTPakKLMM aHann3npyoMoro KOMMOHeHTa 3a OAUH pas.

3.1.4 cneundunyHocTb: CBOWCTBO MeToAa MUCKNKOUYUTENbHBIM 06pa3oM OTBeYaTb Ha aHanu3npyemblil
napamMmeTp uan BeLLecTBO.

3.1.5 4UyBCTBUTENbHOCTbL: MI3MeHeHne OTBETHOWN peakuuu, Ae/NeHHOe Ha COOTBEeTCTBYyHLLee U3MeHe-
HME KOHUEeHTpaunm cTaHaapTHOW (KanM6poOBOYHOW) KPUBOIA.

MpnMmeuyaHne — OTO HAK/IOH aHASIUTUYECKOW KanIMOPOBOUHON KPUBOIA.

3.1.6 npepen pgetektupoBaHusa (LOD): MuHMManbHOe KOMMYECTBO WM KOHUEHTpauus aHanusupye-
MOro BelecTBa B aHanm3npyemoii npobe, KOTOpoe MOXEeT 6biTb ,OCTOBEPHO OGHAPYXEHO, HO Heob6A3aTeNlbHO
OLEHEeHO KOTMYEeCTBEHHO, YTO MOXEeT 6blITb NPOAEMOHCTPUPOBAHO C NOMOLLBIO COBMECTHbIX UCNbITaHU na6o-
paTtopuit nan Apyroro NoAxoAsLero Metoga Banvgaunu.

MpumeuvyaHne — COBMECTHbIE UCTbITAHUS NTaboOPaTOPUil — B COOTBETCTBUM C [6], MeToZ BampaLym — B CO-
OTBETCTBUMU C [7].

3.1.7 npepen konuyectBeHHoro onpepenenus (LOQ) (B aHanuTuyecknx onpegenexHusax): Haum-
MeHbluas KOHLEeHTpaLuusa nan KonmyecTBO aHaIn3npyemoro BelecTsa B aHanmsmpyemoii npobe, kotopas Mo-
XeT 6blTb KOIMYECTBEHHO onpegeneHa c NpuemMaeMbiM YPOBHEM TOYHOCTU U LOCTOBEPHOCTU, YTO MOXET ObITb
npoAEMOHCTPUPOBAHO C NOMOLL b COBMECTHbIX UCMbITaAHNI nabopaTopuin nnu Apyroro noaAxoAaLLero metoga
Banugaumm.

MpumeyaHne — Cwm. ccbinky (6], ONMCbIBatOLLYO COBMECTHbIE WCMbITaHWs nabopaTtopuii, 1 ccbiiky (7). onu-
CbIBaKLLY0 METOA, Basimaauum.

3.1.8 TOYHOCTb: CTeneHb 6M30CTU MEXAY PE3YyNbTATOM UCMbITAHWUA U MPUHATLIM CTAHAAPTHLIM 3Ha-
yeHuem.

3.1.9 MCTUHHOCTL: CTeneHb 6/IM30CTN MEXAY CpefHel BeNMYMHOI, NoNyYeHHoN B pe3ynbTare 60/1bLo-
0 Yncna UCNbITaHWM, U NPUHATLIM CTAHAAPTHLIM 3HAYEHUEM.

MpumeuaHue — Mepa UCTUHHOCTU OGbIYHO BbIPAKAETCS B TEPMUHAX OTKMOHEHWI (OWMGOK). VICTUHHOCTL
MOXeET ObITb ONpeAesneHa Kak «TOYHOCTb CPEAHETO.

3.1.10 npeun3noHHOCTb: CTeneHb 6M30CTU MeXAY He3aBUCUMbIMU pe3yfibTaTaMu UCNbITAHWA, nony-
YEHHBbIMU NPY 3a4aHHbIX YC0BUSX.

Mpumeuvannsn

1 Mpeun3NoHHOCTb 3aBUCUT TOMBKO OT pacnpeaesnieHns ciyyaliHbiX OLNGOK 1 He CBSi3aHa C UCTUHHBIM 3HAYEHNEM
WM YCTAHOBEHHO BEMNYNHON.

2 Mepa npeun3noHHOCTM O6bIYHO BbIPAXAETCH B TEPMUHAX MOrPeLIHOCTU U PacCcUUTLIBAETCS Kak CTaHA4apTHoe
OTK/IOHEHWEe pe3y/bTaToB UCMbITaHWi. MeHbLUel NPeLm3VoHHOCT COOTBETCTBYET 60/1bllee CTaHAAPTHOE OTK/IOHEHNME.

2
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3 «He3aBucnMble pesynbTaTbl UCTbITaHW» 03Ha4atoT pesysbTaTbl, No/TyHeHHble TakM Cnoco6oM, KOTopbIi
BEpraeTcsl B/INAHNIO MOJyYeHHbIX paHee pe3yNibTaToB Ha TeX Xe WK aHasIoTNuYHbIX 06beKTax MUCMbITaHuid. Konnuectsek-
Hble U3MEHEHNS MPELM3NOHHOCTU KPUTUHECKU 3aBUCAT OT YCTaHOB/IEHHbIX YCI0BUIA. YCNOBKS NOBTOPSIEMOCTM 1 BOCMPO-
13BOAUMOCTY ABMISIIOTCA YACTHBIMW C/TyHasMK 3KCTPEMasIbHbIX YC/TOBUIA.

3.1.11 noBTOpPAEMOCTb: MPELN3INOHHOCTb B YC/IOBMAX NOBTOPAEMOCTH.

3.1.12 BOCNPOM3BOAMMOCTb: NPEeLM3NOHHOCTb B YC/IOBUAX BOCMPOU3BOANMOCTMU.

3.1.13 ycnoBua NoBTOPAEMOCTMW: YC/IOBUSA, NMPU KOTOPbIX HE3aBUCUMbIe pe3yfbTaTbl UCMbITAHWUIA nony-
yalTca B TeueHne KOpoTKOro nHTepsasa BpeMeHN OAHUM 1 TeM Xe MeTO[0M Ha UAEHTUYHbIX aHann3npyembix
npo6ax B OAHOI 1 TOI e nabopatopunm OAHUM U TEM Xe OnepaTtopoMm, UCMOJb3YLWNUM OLHO U TO Xe 060-
pyfoBaHue.

3.1.14 ycnosua BOCNPOM3BOAMMOCTMN: YCNOBUSA, NPU KOTOPbIX pe3ynbTaTbl UCMbITAHWIA MonyvalTcs
O[HUM 1 TeM Xe MeTOAO0M Ha WAEHTUYHbLIX aHanm3npyemblix npobdax B pasHbix nabopaTopuax pasHbiMu one-
partopamu. UCnonb3ywuMn pasHoe o6opygoBaHme.

MpumMeuyaHue — Korga pasHble METOAb! AAtOT PE3Y/IbTaTbl UCTILITAHMWIA, PA3/INYAtOLMECS HE3HAUNTENBHO, WU
KOrfia pasHble MeToAbl paspeLueHb! N1aHoM 3KCMEPUMEHTA, TEPMUH «BOCTPOM3BOAMMOCTL» MOXET BbITh MPUMEHEH K UTO-
rOBbIM NMapameTpam. YCnoBusi A0/KHbI BbITb SCHO ONpesesneHbl.

3.1.1b cTaHgapTHOE OTK/IOHEHUe noBTopsemMocTu: CTaHLapTHOE OTK/IOHEHMEe pPe3y/bTaToB UCNbITa-
HWIA. MOSTYYEHHbIX B YC/IOBUSAX NMOBTOPAEMOCTH.

MpumedyaHue — CTaHAAPTHOE OTK/IOHEHME MOBTOPSIEMOCTU NPEACTaBNsSET CO6O0 Mepy AMCnepcun pacrnpe-
[eNeHns pe3ynbTaToB UCMbITAHUIA B YC/I0BUSIX NOBTOPSIEMOCTH. AHA/IOTUYHO «OTK/IOHEHWE MOBTOPSIEMOCTU» 1 «KO3dhthu-
LIMEeHT BapuaLmm NoBTOPSIEMOCTU» MOTYT GbITb ONPeAeneHbl 1 UCMO/b30BaHbl B KAUECTBE MEpbI AMCNEPCUN Pe3y/bTaToB
UCMNbITaHWIA B YC/IOBUSIX MOBTOPSIEMOCTMW.

3.1.16 cTaHfapTHOE OTK/IOHEHWe Bocnpou3BoAuMoOCTH: CTaHLapTHOE OTK/IOHEHWe pesy/ibTaToB UC-
NblTaHWiA. NONYYEHHbIX B YCMIOBUAX BOCNPOU3BOAMMOCTH.

MpumeuaHue — CTaHgapTHOE OTK/IOHEHWE MOBTOPSIEMOCTY NpeACcTaBseT coboil Mepy Aucnepcuy pacnpe-
[eNeHns pesyNbTarToB UCTIbITaHWIi B YCMIOBHWSIX BOCTIPOU3BOAVMMOCTU. AHASTOTUYHO «OTK/IOHEHWE BOCTPON3BOAUMOCTH» U
«KO3(PULIMEHT BapraLMm BOCTIPON3BOAUMOCTI» MOTYT BbITh ONPesesieHbl ¥ UCNIONb30BaHbI B KAYECTBE Mepbl Aucnepcun
pesy/bTaToB UCMbITaHWI B YC/I0BUSIX BOCMPOU3BOAUMOCTMY.

3.1.17 npefen noBTOpsieMOCTU: BennuuHa, MeHbllas WM paBHas aGCoO/IIOTHON pasHuue Mexay
OBYMS pesynbTaTaMu WCMbITaHWi, MOMYYEHHBIMU B YCIOBUSIX NOBTOPSIEMOCTU, OXUAaemMas C BEPOSITHOCTbIO
95%.

MpumeyaHunsa

1 Vicnonb3yeTcs 0603HAYEHME T.

2 Mpu paccMOTPEHUN ABYX EAVHUYHBIX PE3Y/IbTATOB UCTbITAHUIA, MOJTyYeHHbIX B YC/I0BKSX NOBTOPSEMOCTY, CpaBHe-
HVe cnegyeT NPoM3BOAUTL C Npesesiom NoBTOPsAeMocT r= 2,8 sr.

3.1.18 npeaen BOCNPOM3BOAUMOCTU: BennunHa, MeHblasa nav pasHas abCcooTHOW pasHuue Mexay
ABYMA pe3ynbTatamy UCNbITAHWUIA, NOYYEHHbIMW B YCNIOBUAX BOCNPOU3BOAUMOCTH, OXMNAaemMasa ¢ BEPOATHO-
CcTbto 95 %.

MpumeuaHus

1 Ncnonb3yeTcst 0603HaveHne R.

2 Mpu paccMOTPeHUN ABYX eAMHUYHBIX Pe3y/ibTaToB UCMbITaHWIA, NOMyYEHHbIX B YC/TIOBUSX BOCMPOU3BOAMMOCTH,
CpaBHeHMe [0/HKHO NPOM3BOAUTLCA C NpeaesioM BocnponssoanMoct R = 2.8 sR.

3.1.19 coBMecCTHble MexnabopaTopHble UCNbiTaHWA: VcnbiTaHWs, B KOTOPbIX HECckonbko nabopa-
TOPUiA 0GHapYXMBAT M/MNN oNpeaenatnT Kakon-nmb0o KOMMNOHEHT B OAHON UM HECKONTbKUX «UAEHTUUYHbIX»
NopLUAX TOMOTEHHbIX CTabWIbHBIX MaTepuasoB NPU YCA0BUSX AOKYMEHTUPOBAHMS.

MpumeyaHne — PyKoBOAALLME yKa3aHWUSA NO NPOBEAEHNIO COBMECTHbIX UCMbITaHWI AeTalbHO pa3paboTaHsl B
rapMoHu3mMpoBaHHoOM npotokosie FTOCT P NCO 5725-2.

3.1.20 cooTBeTCcTBUE Uenu (MPUMeHUMOCTb): O6nacTb NpUMEHeHUs MeTofa, KoTopas onpegenser
MaTpUKC, KOMMOHEHT UK 6MoNorMyecknii Bua. Kotopble 6yAyT UCCNeA0BaTbCS, AManas3oH KOHLEeHTpauui u
TUN MCCNef0eaHnaYKOHTPOILHOTO UCMbITAHMS, KOTOPOMY Mpoleaypa, Kak MOXHO CyAnTb M3 ee pabounx xa-
pakTepuCTHK. COOTBETCTBYET.

MpumevyaHne — OHa Takke ONUCLIBAET U3BECTHbIE OrPpaHNYeHns MeToaa [7)

He noga-
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3.1.21 ocyw ecTBMMOCTb: JIerkocTb 3KCNyaTtaumm B TepMUHax NPOnyCckHOW CNOCOBHOCTM 1 CTOMMOCTMN
npo6 Ans AOCTMXEHUSA Heo6X0AUMbIX KpuTepues pabounx napameTpoB W AOCTUXEHUSA Takum o6pas3om no-
CTaBNEHHOI uenu.

3.1.22 gnana3oH NPUMEHUMOCTU (AManas3oH KONMYECTBEHHON oueHKun/nnHelHoCTb/AnHamMuue-
CKWii gnanasoH): KonnyecTBeHHbI NHTepBas, BHYTPU KOTOPOrO, Kak NMoka3aHo COBMECTHbIMU UCMbITAHUAMU
Wnn gpyroii noAaxoAawei npouefypoit Banuaauynmn, aHanutTuyeckas npouegypa vMeeT JOCTaTOUHbI YPOBEHb
WYHUCTUMN NPELU3UOHHUCTHN.

MpumeuaHne — Cm. ccbinky. COBMECTHbIE UCTbITAHNA — B COOTBETCTBUY C [6], MeToa BaMaauum — B COOT-
BeTCcTBUY C [7].

3.1.23 norpewHocTb u3mepeHus: MNMapameTp, CBA3AHHLIN C pe3ynbTaToM U3MepeHns, KOTOPbIA Xxapak-
TepusyeT AUCNEPCU0 BEINYMH, KOTOPbIE 06G0CHOBAHHO MOTYT 6bITb NPUNMUCAHLI KOMMOHEHTY.

3.1.24 meTof CKPUHUHTa: MeToA, KOTOPbI/i NO3BOAUT GbICTPO U [OCTOBEPHO WCKAOUYUTL (OTCESTb)
60/1bLIOE YNC0 OTPULATESBHBIX (MM NOMOXUTESNbHBIX) aHANM3UPYEMbIX P06 U OTPAHUYUTL YNCIO aHaNN3U-
pyeMbix Npo6, TpebyloLwmnxcs AN NPUMEHEHUs TOYHOTO MeToa.

MpumevaHunsn

1 CMm. ccblky (8].

2 B HacTosiLLEeM CTaHAapTe MeToA CKPUHUHIa NpeAcTasnseT coboii MeTos 06HapyXXeHWsi TeHHbIX NPOAYKTOB (Takux
KaK 6es1ku) N/Mnn reHeTUYECKNX 3/1IEMEHTOB, 0BLLMX 4151 HECKOMbKUX TMO (Taknx Kak NpoMOTOpbI, TEPMUHATOPbI UK ApY-
rMe MHTepecyloLLye reHeTUYeckne 31eMeHTbI).

3.1.25 meTO4, cneynduUHbIA ANA onpeAeneHnss reHeTUYecKol KOHCT pykuun: MeTod, ogHO-
3HAYHO MO3BONALW M ONPefenuTb KOHKPe THYI0 reHe TNYeCcKy KOHCTPYKLUIo, KOTopas MoXxeT 6blTh 06-
HapyXeHa TO/IbKO B MaTepuasne, nosyyeHHom n3 rMO.

3.1.26 meTof4, cneyundmnUHbIA ANA TpaHcOpMaLNOHHOIO co6bITKMA: MeToa, NO3BONAKOLWMIA 06-
HapyXuTb YHUKaNbHYO cneynuyeckyto nocnefoBaTelbHOCTb, KOTOpas NPUCYTCTBYET TOJIbKO B TOM
U NHOM KOHKPe THOM TpaHcthopMaLoHHOM CObbIT UK.

MpumeyaHne — OHOGbLIYHO HaNPaB/IEH Ha IPaHUYHYO 06/1aCTb MHTETPaLUN.

3.2 TepMuHbI, OTHOCALWMECA K IKCTpakymmn n oynctke AHK

3.2.1 akcTpakuyusa AHK: OTaeneHne LHK oT gpyrux KOMNOHEHTOB aHanu3nMpyemolii Npoosl.
3.2.2 ounctka AAHK: MeTog, npusoaAwmnii k nonyyeHunto 6onee unctoi HK.

MpumeyaHne — BITOM KOHTEKCTE YUCTOTA OTHOCUTCS K YMEHbLLEHWIO HAbII0faeMbIX U U3MepseMblx acpek-
TOB MHMMGMTOPOB TMLP.

3.2.3 AHK MUP-kauyecTBa: AHK B aHanuaupyemoii npo6e focTaTOUYHOW AIMHBI, XUMUYECKOW YNCTOTbI 1
CTPYKTYPHOI Lie/IoCTHOCTK, NnpurogHasn ana amnandukaummn metogom MLUP

3.3 TepMuHbl, oTHOCcsWMecA K amnandukauynn AHK n MUP

3.31 I/I,quTVICbVIKaLU/IH I'IOCI'Ie,qOBaTeI'IbHOCTeI7I HYKTENHOBbIX KUC/OT (I/I,El'eHTI/ILIHOCTb nocnepno-
BaTeNnbHOCTel HYKNeWHOBbIX KI/ICI'IOT)Z YcTtaHoBneHne UAEeHTUYHOCTU nyTeMm cpaBHeHUA C Ct]paFMeHTOM/
nocnenoBaTtesibHOCTbHO CTaH,D,apTHOVI HyK}'IeVIHOBOVI KNUCNOThI.

MpumeuaHue — Hanpumep, cneundmyeckas rMbpuUAN3aLMs CO CTaHAAPTHLIM 06PAa3LIOM, COMOCTaBeHe
npochuneli PecTPUKLMOHHBIX TMAPOIN3ATOB UMM CONOCTaB/IEHNE MOC/EA0BATENNBHOCTEN HYK/TENHOBBIX KVC/OT.

3.3.2 o6nacTtb coeguHeHunsn: NMocneposatenbHocTb AHK, okpyxalouwas gBa cnegylwmx anemMmeHTa no-
crnefo0BaTe/IbHOCTU. TaKMX Kak MPOMOTOP M KOAMPYIOLNIA y4acToK reHa.

3.3.3 rpaHuyHan ob6nacTtb MHTerpauun: O61acTb COEANHEHUS, B KOTOPOW OAUH 3/1EMEHT NPOUCXOAUT
n3 AHK opraHmsama-peuunnveHTa, a Apyroi anemeHT npoucxoaut n3 AHK. BcTaBneHHOW B xoae TpaHcgop-
mauuu.

3.3.4 3aBucAlWasn 0T TaKCoHa (3HAOreHHas) Lenesas nocnefoBaTebHOCTb: MocnegoBaTelbHOCTD,
0 KOTOPOI M3BECTHO, YTO OHa cneunduyHa ANS LesneBoro TakcoHa.

MpumevaHunsna

1 OHa NOCTOSAHHO NPUCYTCTBYET B LIe/IEBOM TaKCOHE W OTCYTCTBYET B [|pYrvX TaKCOHaX.

2 VmetoTcsa no kpaiiHeit mepe ABa Tvna nocnefoBaTelbHOCTel, cneumduyecknx Ana Lenesoro TakcoHa: nepemeH-
HOe YMC/I0 AN MYNbTUKOMUIAHOCTbL MOCNeAoBaTENIbHOCTEN, KOTOPbIe Takke MOryT 6biTb MCMO/b30BaHbl, HaNpumep, 415
TOro 4To6bl 4OCTUYbL MPUCYTCTBUA HYKIEUHOBO KUC/OTbI U3 LIE/IEBOrO TakCoHa.
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He60/bLUoe YMCIO KONWiA WM eAUHCTBEHHAS KOMUSA NOC/ef0BaTe/IbHOCTU, KOTOPbIE Takke MOryT 6biTh UCMOMb-
30BaHbl. HanpuMep, B KayecTBe CTaHAAPTHOW NOC/MefoBaTE/IbHOCTY A4/ YCTAaHOBNEHUs 6a30BOro ((hOHOBOT0) YPOBHS
SKBMBA/IEHTOB rEHOMa LIe/IEBOT0 TAKCOHA MPU KOSIMYECTBEHHOM aHasn3e.

3.35 npssMoTOK: MpuHUMN 06paboTkn Npo6, NpUMeHsieMblii gna o6ecneyeHunsa Toro, YTo6bLl nadopa-
TopHas npoba, cbipas UAM NPUroTOBNEHHAA aHanu3npyemas npob6a (Bknw4vas amnanduunposaHHyo OHK)
ocTaBasach (PU3NYECKN N30/IMPOBAHHOW HA NPOTSXEHUN BCEro aHanusa.

3.4 OnpepgeneHusa, oTHocAwmMecsa K KoHTponam AHK n MUP

MpumeyaHne — KOHTPONWU. NPUMEHUMbIE K METOAAaM, OCHOBaHHbIM Ha onpejeneHWn Genka, onucaHbl B
NCO 21572 (4]. CnepytoLme onpegeneHns npuMeHsoT A1 MeTOA0B, OCHOBaHHbIX Ha onpegenenmn AHK.

3.4.1 noNoXnUTenbHbI KOHTPONb Lenesoin AHK: CtaHgapTHasa AHK nnan OHK. akcTparmpoBaHHas u3
cepTUULMpoOBaHHOrO CTaHAapTHOro obpasya Uan U3BECTHOro TUNMUYHOIO NOIOXUTENBHOrO ob6pasua uccne-
Ayemoil nocnefoBaTeIbHOCTU WX OpraHu3ma.

MpumeuyaHne — ITOT KOHTPOSIb MPUMEHSIOT, UTOBbLI NPOAEMOHCTPUPOBATD, YTO peakTuBbl 415t MLP paGoTatoT,
KaK MosIoKEHO.

3.4.2 oTpuuaTenbHbIi KOHTpONb Uenesoit AHK: CtaHpapTHas AHK nnun OHK. akcTparnpoBaHHas u3
cepTuUMLMpPOBaAHHOrO CTaHAapTHOro obpasua MM M3BECTHOro oTpuuaTenbHOro obpasua, He cofepxalias
nccnefyemMoi nocnefoBaTesibHOCTU.

MpumeyaHne — ITOT KOHTPOSIb AEMOHCTPUPYET, YTO Pe3y/bTaTbl UCTbITAHWUIA aHaIM3MPyeMbIX Npo6, He co-
[lepxallux LeneBoit nocnefoBaTeNlbHOCTH, 6yayT OTpULATENbHBIMU.

3.4.3 KOHTPONb MHrMbGupoBaHusa MNLP: PeakynoHHaa cmecb, koTopas obecneyvBaeT cpefCcTBO KOH-
Tpons nHrubuposauus MLIP npu ncnbiTaHun cneyudnyeckoro obpasua LeneBoro KOMMOHeHTa.

MpumeuaHus

1 3T0T KOHTPO/Ib NO3BONAET ONpeeneHne NPUCYTCTBUSA PACTBOPUMBIX MHIMEMTOPOB MLIP. 1 OH 0CO6eHHO Heo6Xo-
UM B c/lyyaB oTpuLaTebHon amnandukaLm n npu konuyectseHHom MUp.

2 O6bI4YHO N3BECTHOE KOMMYECTBO Lienesoii JHK fobasnsieTcs k peakLum, KoTopasi o/mkHa 6biTb MPOKOHTPOMPO-
BaHa. OTO MOXeT 6blTb OPUrMHa/IbHAA LienieBast NocnefoBaTe/IbHOCTb UM HEKUIA ee aHaor, HanpuMep crerka Mogucu-
LiMpoBaHHas LienieBas nocsefoBare/lbHOCTb, Takas Kak niasmuia.

3.4.4 koHTpOoNb peareHToB lMUP: KoHTponb, cogepxalwnini Bce peakTusbl AN amnaudukaymm, 3a uc-
KNIOYEHNEM 3KCTparnpoBaHHon ctaHgapTHoi AHK aHanusupyemolii npoobsbl.

MpumeyaHne — ITOT KOHTPO/Ib NPUMEHSIOT, 4YTOObI NpoAEMOHCTPUPOBaTbL OTCYTCTBUE 3arpPA3HAOLNX HYKNe-

MHOBbIX KNC/OT B peakTuBax. BmecTo ctanaapTHOi [IHK K peakLnoHHON cMecu A06aBNsIoT, HanpuMep, 3KBUBAIEHTHbIN
06bEeM ANCTUNNNPOBAHHON BOAbl, cBO60AHON 0T AHK.

3.4.5 nycTo KOHTPO/b 3KCTpakUuMu: KOHTPO/b, reHepupyemblii nyTemM NpoBeAeHnss Bcex ctaguii npo-
Leaypbl 3KCTpakuuu, 3a NcknyYeHnem fobaBneHns aHanmsnpyemoi npoosbl.

MpumeyaHunsa
1 Hanpvmep, nyTem 3aMeHbl aHann3npyemoii Npobbl BOAON.
2 MpumeHseTcs, YTobbl MPOAEMOHCTPUPOBATL OTCYTCTBUE 3arPA3HAIOLLMX HYK/TEMHOBbBIX KUC/OT B X0 3KCTPaKuuu.

3.4.6 NONIOXNTENbHBIA KOHTPO/b 3KCTpakuuu: KOHTPOb NPUMEHSAIOT, 4TOOLI NPOAEMOHCTPUPO-
BaTb, YTO npoueaypa akcTpakuun AHK npoBogmnack nyTem, KOTOPbI/i MO3BOMAET aKCTparnposaTth Liese-
Byt OHK.

MpumeuyaHne — Hanpumep, NyTeM UCNOMbL30BaHNS NPOBLI, KOTOPas 3aBeA0MO COAePXUT Lenesyio AHK.

3.4.7 KOHTPONb OKpyXawlei cpefbl: KOHTPONb NPUMEHSIOT, YTO6LI ONpPeAeuTb, YTO OTCYTCTBYeT
3arps3HeHne HYKNENHOBBLIMU KUC/IOTAMM, HanpuUMep U3 Bo3gyxa B naéopaTopuu.

MpumeuyaHne — KOHTPONb NpeacTasnseT coboi NPOBMPKY, CoAepXalllyto COOTBETCTBYOLMIA 06beM CBO6OA-
HOI OT HYK/TEMHOBBIX KVC/IOT BOAbI, KOTOPYIO OCTaB/ISOT OTKPbITON A4/19 f0CTYyNa BO3/[yxa B TEUEHNe BCEro UCTbITaHS.

3.5 TepMWHbI, OTHOCALWMECS K CTaHAapTHbIM ob6pasuam

351 cTaHfapTHbI 06pasel: MaTepuan unu BELLECTBO, OAUH WU HECKO/bLKO, YbM CBOMCTBA AoOCTa-
TOYHO OAHOPO/AHBI, N AOCTOBEPHO YCTAHOB/IEHO, YTO OH MOXET UCMO/b30BaThCs A1 KanM6poBkM npuéopa,
OL,eHKM TOYHOCTM MeToAa U3MepeHNs Uan ANa ycTaHOBMEHUA nokasaTtenei Aons matepuanos [9].
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3.5.2 cepTudmumpoBaHHbIl CTaHfapTHbIW o6pa3sel: CTaHAapTHbI obpasel, CHabGXeHHbI cepTu-
hnkaTOM. OHO UMM HECKOJSIbKO CBOMCTB KOTOPOro CepTUdULMPOBAaHbI C NOMOLLbIO HajAlexalle TEXHUYECKN
npoBeAeHHOI Npoueaypbl, MeloL e cepTudukaT A Npocnexunsaemslii cepTudrKaT, an Apyryro JOKyMeH-
Tayuio. BblaHHy cepTuuumpyowmm(oBaHHbIM) opraHom [9].

3.6 TepMUHbI, OTHOCSILLMECS K KONMYECTBEHHOMY OoNnpeAeneHunto

MpumeyaHne — KOHTPONW. MPUMEHMMbIE K MeTOAaM, OCHOBaHHbIM Ha onpegenieHMn 6enka, onucaHbl B
MCO 21572 [4]. Cnepaytowme onpeaeneHust NpUMEHSIIOT K MeTogam, OCHoBaHHbIM Ha JHK.

3.6.1 aHfgoreHHas nocnegoBaTenbHocTb AHK: OnpegeneHHas ctaHjapTHas noc/iefoBaTe/IbHOCTb
OHK. aBnsouascs npupoaHoi AN COOTBETCTBYIOLEr0 TakcoHa.

MpumeyaHnne — 3HAOreHHas nocnegosartesibHOCTb AHK MoXeT ncrnonb3oBaTbca A1 ONpeAeneHns Konu-
4eCTB FeHOMHbIX 3KB/BASIEHTOB LieN1EBOr0 TAKCOHA, eC/IN NOCNef0BAaTENbHOCTbL NPUCYTCTBYET B NOCTOSHHOM YMC/e KONui
1 He NPOSIBNSET a/INIe/IbHbIX BapuaLuii Mexay copTaMm LieIeBoro TakCoHa.

3.7 TepMuHbl, oTHOCcAuWMeca Kk TMO

3.7.1 copgepxaHne TMO: NAeHTUYHOCTb U KonmvyecTso FMO nnu matepuanos, nNonyyeHHolx 3 MO B
npoaykre.

MpumeuaHne — OBGbIYHO cogepaHne TMO OLeHMBaEeTCs NyTem AeTeKTMPOBaHUS aHa/M3upyemMoro Kommno-
HEHTa (MAEHTUUKALMN 1 KONIMYECTBEHHOTO ONpeaeneHus).

4 MpuMeHeHNe K MTOAXOAALLNM MeXAYHaPOAHbIM CTaHgapTam

4.1 O6wWwmne nonoxeHns

Banupauna meTtofoBs, NnpuseAeHHbIX B Nnpunoxennsax Kk MCO 21569 [1]. NCO 21570 [2]. NCO 21571 [3]
n NCO 21572 [4]. 6blna npoBefeHa COBMECTHbIMY UcnbiTaHnamu naéopatopuit no FTOCT P CO 5725-2 u (6]
Unu ApyruMu nogxogalwmnmmn npouegypamu sanugauun [10]. PesynbtaTel Banujauum n paboume xapakrepu-
CTUKM METOA0B OMMUCaHbI B KAXA0M MeToAe.

MexayHapofHble ctaHaapTel MCO 21569 [1]. UCO 21570 [2]. UCO 21571 (3] u ICO 21572 [4] BkNtO-
yalT pag UHAUBUAYASIbHBIX METO0B, CUATALWNXCA NOAXOAAWUMMN A1 06HapPYXXeHUA NonydYeHHbIX 3 FTMO
MaTepuanoB B NULEBbIX NpoAykTax. KOHKpeTHbIli Bbi6op MeToaa(0B) 3aBUCMT OT COOTBETCTBUSA Lenn, 1 Tomy,
KTO Nofnb3yeTcs aTUMU cTaHjapTamu, ciegyeT o6patuTbCs K 061acTn NPUMEHEHNSA KaXA0ro NpuUIoXeHns ans
noslyyeHns ganbHeiwnx nogpobHocTe.

CTaHAapTbl AN 06HAPYXEHUSA TeHeTUYeCckn MogMULLMPOBAHHbBIX OPraHU3MOB 1 NOTYHEHHbIX U3 HUX NPO-
[YKTOB B NULLEBON NpPoAYyKLUW NpuBeAeHbl BO BBeAeHMN. Bzanmocsasb mexay MCO 21569 [1]. UCO 21570 (2],
MNCO 21571 [3] u NCO 21572 [4] onucaHa CXeMoii nocnepoBaTeibHOCTU onepayunii Ha pucyHke 1.

MpumevyaHune — WNCOHAC 21098 [12] gaeT 06Lwme TpeboBaHMS AN METOAOB, NPUBELEHHBIX B MPUIOXEHNSAX K
MNCO 21569 {?]. NCO 21570 [2]. NCO 21571 [3l.
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PucyHoK 1 — Cxema nocfiefloBaTe/IbHOCTY onepauuii 1 B3avMOOTHOLIEHWIA
MeX/y B3avMOCBSI3aHHbIMU CTaHAapTamm

4.2 PyKkoBOACTBO A4/14 Monb3oBaTesneli No BbI6OPY METOA0B

4.2.1 O6wme NoNoXeHns

Cneumndunka KOHKPETHbIX LiesieBblX KOMMNOHEHTOB U METOAbI leTEKTUPOBAHUSA MOTYT 3HAYUTE/IbHO Bapby-
poBaTb. /1 UMEHHO NO3TOMY BaXKHO BbITb YBEPEHHbLIM B TOM. YTO BblGpaHHbIii(ble) MeTo(bl) 06ecneynBaeT(0T)
Xenaemyw cneyngumuyHocTb. PykoBoACTBO, NpuBeaeHHoe B 4.2.2 1 4.2.3, MOXET 6bITb NOJIE3HbIM.

4.2.2 MeTogabl, ucnonb3ytouwme 6es0K B Ka4yecTBe Lenun aHaansa

Benkn MoryT 6bITb 06HApPYXeHbl C MOMOLLbI NPUMEHEHUS KOHKPETHbIX aHTuTen. B aTom cnyvae gnsa
06HapyXeHUsa TOro AW MHoro 6enka 06bIYHO NONYYAOT KOHKPETHOe aHTuTeno. CTeneHb CPOACTBA aHTUTEN K
6enKy 3aBUCUT OT KOHDopMaLuum 6enka nocne akcTpakuum. CneynUYHOCTb UCNOJb3YEMOT0 aHTUTENa J0XK-
Ha 6bITb MPOAEMOHCTPMPOBAHA (HanpuMep, He JO0/HKHO ObliTb NepekpecTHOW peakTuBHOCTH). OB6HapyXeHue
cneumnduryeckoro cobbiTua NMO ¢ NOMOLLbI0 KONMYECTBEHHOTO OnpefeneHns 6enka He MOXeT ObiTb akky-
paTHO OCYLLEeCTB/IEHO, eC/IN UMeeT MecTo 6osiee yeM ofHO cobbiTe TMO. akcnpeccupyouwee o4uH 1 TOT Xe
6enoxk.

MeToabl CKPUHWHIA, OCHOBaHHblE Ha NPUCYTCTBUM 3KCrpeccupyemMoro 6esnka, MoryT okasaTbCcs nones-
HbIMUW. YTOGbI OLEHNTb, COLEPXUT UIN HET TpaHCreH NPoAYKT, BEPOSITHO coAepXaluii matepuan, ABASIOLWNA-
cs nponssoaHbIM TMO.

KonnuectBeHHoe onpepgeneHue cogepxaHua MO B HeKOTOpbIX MaTpukcax MOXeT 6blTb OCYLecT-
B/IEHO C NOMOLbID METOLO0B, OCHOBAHHbIX Ha onpegeneHnn 6enka, Takmx kak ELISA. MeTog fonkeH 6biTb
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Ba/MAMpPOBaH ANA MaTpuKca, KOTOpbI NpeACcToOUT aHann3npoBaTh, U AO/MKHbI 6bITh AOCTYMHBIMU CTAHAAPTbI
ONA NOCTPOEHMA KannbpoBOYHON KPUBOW, NO KOTOPOI OcyllecTBNAETCA pacyeT KonmyecTsa 6enka B aHanu-
3upyeMblix npobax.

4.2.3 MeTogabl, ucnosnb3ywuwmne HK B kauecTse Lenun aHaansa

CneundmnyHOCTb aHaNIMTUYEeCKNX MeToA0B, ucnonb3ywmnx AHK kak MuweHb NS onpegeneHnsa npu-
CyTCTBUA MaTepuana, fBAswLWeroca nponssoaHsiM MO, 3aBUcUT OT cneymndyecknx CBONCTB LesieBoin no-
cneposartensHocTn AHK. Huxe npusefeHbl NpUMEHEHUs U Knaccugukaumm cneun@nyHocTu.

a) TakcoH-cneundnyeckne MetToabl LiesieBbix nocnegosartenbHocten JHK. o6HapyXeHHbIX Y e JUHUYHO-
ro TakcoHa, 06bIYHO y BUAA. HO. BO3MOXHO, MetoLLero 6onee HU3Koe nnu 6osee BbICOKOE TAKCOHOMUYecKoe
nosioxeHune. TakcoH-cneyuunyeckne mMetTofbl MOryT ObiTb MOJIE3HBIMWU NPU ONpeAeeHnn NPUCYTCTBUSA, Ka-
yecTBa u konuvectsa [iHK. nponcxoasuieil n3 Toro UM MHOrO TakCOHAa, M UHOTAA UCMONb3YITCA B KayecTBe
NCXOAHOW TOYKM Npu onpefeneHnn OTHOCUTENbHOTO COAEepXaHusa matepuana, ABNSAKLWerocs NPou3BoOAHbIM
'MO. CneunuyHoCTb J0/KHA 6bITb YCTAHOB/IEHA C MOMOLLbIO 3KCNEPUMEHTasIbHbIX JaHHbIX.

b) MeToAbl CKPUHWHIA LefneBbiX nocnegosatensHocTell [HK. HaliieHHbIX B pas/inyHbIX, HO Heobs3a-
TeNlbHO BO BCEX TpaHC(OPMaLNOHHbIX COBLITUAX. DTN NOCNEeAOBATENbHOCTU MOTYT TaKxe ObliTb HalfeHbl U
B nosBnsiowemcss M maTepuane, Hanpumep, BCeACTBME NPUCYTCTBUSA NPUPOAHbLIX BUPYCOB NN GaKTepuii.
MeToAbl CKPUHUHIA MOTYT 6blTb MOME3HbI, YTOObLI OLEHWNTb, COAEPXUT WAN HeT TpaHCreH MPoAyKT, BEPOSITHO
cojepxaliunii matepuan, aBAsaWMnca nponssoaHbiMm TMO. MpuMepom MeTOA0B CKPUHUHIA SABNAETCA Kaye-
cTBeHHasn MLP. ¢ nomolbio KOTOpoli 06HapyxuBaeTca 35S NPOMOTOP M3 BUpPYyCa MO3anKn LBETHOI KanycTbl.

c) MeTogbl, cneuynduryHbie 418 onpefeNieHns reHe TUYeCcKoi KOHCTPYKUUW, NO3BONAIOT OGHapYyXnWThb
nocneposatenbHocTn AHK. KoTopble MOryT 6blITb BblIiIBE€Hbl TONILKO B MaTepuane, ABNAOLWEMCS NPON3BO-
AHbiIM TMO. T. e. B KOMBUHaAUMAX 3/1eMeHTOB nocnegoBaTesnibHocTM AHK. CKOHCTpYyMpOBaHHbIX C NOMOLLbIO
FeHHOW WHXeHepun. OBHapyXeHne KOHKPETHOW FeHHOW KOHCTPYKLMM MOXeT oka3aTbCsi [OCTaTOYHbIM AN
naeHTUUKaLmm TpaHcopmaLnoHHOro cobbiTus, U3 koToporo npomcxoant HK. ogHako Ta xe camas reHHas
KOHCTPYKLUMA MOXeT 6bITb Ucnosb3oBaHa 6onee yem B O4HOM TPAHCPOPMALUOHHOM COBBLITUU, U YNCIO BHEA-
PUBLUMXCA KOMWIA MOSTHON W/MAN yCEUYEHHbIX T€HHbIX KOHCTPYKUWI Ha OAUH raniougHblii TM-reHom y pasHblix
CO6bITU MOXET BapbupoOBaThb.

d) MeTogabl, cneyndunyHbie Ana TpaHcHOopMaLNOHHOT0 COObITUS, 0GHApPYXMBaKT Noc/efoBaTe/IbHOCTb
[OHK. oxBaTbiBalLWy 06/1acTb COeAUHEHNA Mexay BBeaeHHoW AHK n4HK reHoma peyunueHTa (rpaHnyHas
o6nacTb MHTerpayumn). Yucno konuin nocnegosatensHoctn [JHK cneyndunyeckoro cobbiTus — Bcerga ogHa Ha
rannounaHelii TM-reHom. MeTobl cneundgunyeckoro cobbiTna 0cCoH6eHHO NPUrogHbl 4NA naeHTuduKaymm cne-
LMdhuyecknx cobbiThiA 1, Korga UCNob3yTca B BannanpoBaHHoOM mMeTtoge MLIP B peanbHOM BpeMeHuW, MOTyT
TakKxe oueHnTb konuyectso AHK. nponcxoasweli n3 koHkpetHoro MMO.

4.3 Paboune xapakTepucT KK

4.3.1 O6bwune NoNoxeHns

Mpnemnemble paboyne xapakTepUCTUKN N YPOBHN METOAOB TakOBbl, Kak NpuBeAeHbl B MPUIOXKEHUAX K
MNCO 21569 [f] . NCO 21570 [2]. NCO 21571 [3] n UCO 21572 [4].

4.3.2 Npepen petektuposaHua (LOD)

BennunHel LOD gna kax[oro aHaiMTUYeCcKoro Metoja, Kak ykasaHo B npunoxenusax Kk MCO 21569 (1).
MNCO 21570 [2]. NCO 21571 [3] mu NCO 21572 [4]. ocHOBaHbI Ha faHHbIX Banugaunun, npoBeeHHol COBMeCT-
HbIMW UCNbITAHUAMMK nabopaTtopuini nmnun 3aseneHnii pa3paboTYNKoOB METOAO0B, U BK/IOYEHbI TONBKO AN UH-
hopmMaumnoHHbIX Ueneid. BennumHoel LOD, nonyyYyeHHble U3 AaHHbIX COBMECTHbIX WCMbITaHWii nabopatopuii,
06bIYHO CChlNalTCA Ha Hanbosee HU3KOE KONNMYECTBO KOMMOHEHTA, KOTOpoe AaeT N0XHOoOoTpuLaTesbHblli pe-
3ynbTat He 60neB 5 % C OTHOCUTE/IbHbIM CTAHAAPTHLIM OTK/IOHEHWEM BOCMNPOU3BOANMOCTU He 6ones 33 %.
OfHaKo HeKOTOpble YPOBHW KOMMOHEHTa, MpesBbillallwmne 3Ty BE/IMYUHY UKW He gocTurarouime ee. MoryT
UMeTb OTHOCUTE/IbHOE CTaHf4apTHOe OTK/IOHEeHWe BOCNPOU3BOAMMOCTU, NpeBbiwakwuee 33 %; ¢ NoAPOGHO-
CTAMW MOXHO 03HAKOMWTbCHA B COOTBETCTBYHOLIEM NPUNOXEHUU. [NA KONUYecTBEHHbIX MeTogoB LOD cooT-
BeTCTBYeT Hanbosiee HU3KOMY YPOBHIO KOMMOHEHTA, /19 KOTOPOro OTHOCUTE/IbHOE CTaHAapTHOEe OTK/IOHEeHUe
BOCNPOM3BOANMOCTU AO/KHO 6bITh He 6onee 33 % (6].

dakTnyeckuii LOD — HammeHbllee OTHOCUTENbHOE KonmyecTBo ueneBoli AHK. koTopoe MoxeT 6biTb
oGHapyxeHo, fatkliee n3BecTHoe (onpefesieHHoe/pacciuTaHHOe) YNCIO0 KOMWIA reHoMa LeneBoro TakcoHa.
[nsa pacyeTa yucna Konuii, 0CHOBAHHOTO Ha MONIEKYNAPHOI Macce reHoMa COOTBETCTBYIOLLEro Buaa, cnegyet
ncnonb3oBaTb pa3Mepbl reHoma, npueefeHHble B [11]. ®akTuyeckuit LOD cBfizaH ¢ aHanu3mpyemoii npo6oi,
Ka4yecTBOM/KONMYECTBOM MaTpuyHoii IHK n a6contoTHbiMm LOD meToa.
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Ona Tex matpuy, ANA KOTOPbIX OTCYTCTBYIOT BasMANPOBAHHbLIA MeToh UM HaxogAalWMics BO B3aMMHO
0AHO3HA4YHOM cooTBeTCcTBMM LOD. nabopatopum AOMKHbI coobuaTh pakTuyecknin LOD. OCHOBaHHbI Ha BHY-
TPeHHeM onbiTe paboTbl, UIN KOHCTATUPOBATb, YTO ANA 3TUX MaTPUL, OH HEU3BECTEH, U CAeNaTb CCbIIKY Ha
BanuAnpoBaHHbiii LOD Ha cneundunyeckoin matpuue.

4.3.3 MMpepen konnyecTtBeHHoro onpegenenus (LOQ)

BennunHbel LOQ ANS KaXAoro aHanMTU4eckoro metofa, kak ykaszaHo B npunoxeHuax Kk MCO 21569 [1],
MNCO 21570 [2] n NCO 21572 [4]. ocHOBaHbl Ha AaHHbIX Banugaunv, NnpoBefeHHON COBMECTHbIMU UCMbITAHMN-
AMU nabopaTtopuini umnun 3aseneHnii pa3paboTUNKOB METOAO0B, W BKIOYEHbl TOMbKO ANA MHHOPMAaLNOHHBIX
ueneit. Bennunubl LOQ. nonyyeHHble M3 AaHHbIX COBMECTHbIX UCNbITaHnii nabopaTopuii, 06bIYHO cCblalTcs
Ha Hanbonee HM3KOe KO/IMYECTBO KOMMNOHEHTA, KOTOPOe AaeT OTHOCUTeNbHOe CTaHAapTHOe OTK/IOHEeHNe BOC-
npou3BoAaMMoOcCTN He 6ones 25 %. OfHAKO HEKOTOpble YPOBHW KOMMOHEHTa, MpeBblwaknline 3Ty BeNNYUHY
WUNN He focTurarwlmne ee. MOryT UMeTb OTHOCUTE/IbHOE CTaHAapTHOe OTK/IOHEHWEe BOCNPOU3BOAMMOCTH, Npe-
Bblwatwee 25 %; c NoAPOGHOCTAMMN MOXHO O3HAKOMUTLCA B COOTBETCTBYHOLWEM NPUAOXKEHUN 1 CM. [2] u [6].

dakTnyeckuii LOQ — HauMMmeHbluee OTHOCUTeNbHOEe KonmuyecTBo ueneBoii AHK. koTopoe MoxeT 6bITb
[OCTOBEPHO KO/IMYECTBEHHO OnpejenieHo, fallwuii n3BecTHoe (onpefeneHHoe/paccynTaHHOE) YNCA0 KOMuWii
reHoma LeneBoro TakcoHa. [lna pacueTa yncna Konuii, OCHOBAHHOTO Ha MOJIEKYNSAPHOI Macce reHoma cooT-
BETCTBYHOLLEro BMAa, AO/MKHbI MCNOMb30BaTbCA pa3Mepbl reHoMa, npuBegeHHble B [11]. ®akTuuecknin LOQ
CBsi3aH C aHaM3npyemoil Npoboii, kKauecTBOM/KONMYECTBOM MaTpuyHoii AHK n a6conoTHeiM LOQ meToga.

Ana Tex matpuy, AN8 KOTOPbIX OTCYTCTBYIOT BasMANPOBAHHbLIA MeToh UM HaxogAalWMmMics BO B3aMMHO
0 HO3Ha4YHOM cooTBeTCcTBMM LOQ, nabopatopum AOMKHbI coobuaTb hakTnyecknin LOQ. OCHOBaHHbI Ha BHY-
TPeHHeM onbiTe paboTbl, UIN KOHCTATUPOBATb, YTO ANA 3TUX MaTPUL, OH HEU3BECTEH, U CAeNaTb CCbI/IKY Ha
BanuAupoBaHHbii LOQ Ha cneuunduyeckoii marpuue.

5 O6uwwne TpeboBaHusa K nabopaTopun 1 npouegypam
5.1. O6wune NnonoxeHuns

Mpoueaypa BkAOYaeT B cebsa cnepyolmne craguu:

- nosly4yeHne penpe3eHTaTUBHOW NPO6bI:

- romoreHum3auus nabopaTopHON Npoo6bI:

- yMeHbleHne nabopatopHoli Nnpobbl 4,0 pa3MepoB aHann3Mpyemoii Npobbl:

- NOArOTOBKa U M3MeNbYeHne Npoobbl:

- 9KCTpaKymns aHaIn3npyeMoro KOMNoHeHTa;

- UCMbITaHWe, NHTepnpeTauusa u oT4eT o pe3ynbTarax.

WNHCTpyKLuK, cneyndmnyeckne gns Toik UM NHON Npoueaypbl, COLepXaTcsa B OCHOBHOM TeKCTe U B UHAM-
BuAyanbHbIX NpuaoxeHunsx k MCO 21569 [1], NCO 21570 [2], NCO 21571 (3] n NCO 21572 [4].

5.2 Wcnonb3oBaHue KOHTponew

L0/MKHbI 6bITb NCNOMb30BaHbI KOHTPO/IM B COOTBETCTBUM € Tabnuuein 1. dTa Tabavuya npuMeHMMa ToJib-
KO K MeTojaM, OCHOBaHHbIM Ha onpegeneHun AHK. KOHTponu, npumMeHUMble K MeTofaM, OCHOBAHHbIM Ha
onpepeneHunn 6enka, onucaHbl B NCO 21572 [4].

Ta6nnua 1 — Cxema, WINIOCTPUPYOLWAsA NepeceyeHne Mexay nocnefoBaTeslbHbIMU CTaAusMu U BKIKOYEHWEeM
KOHTpOei3*

Monox Orpuua-

Ké’”@" lMycroii ?g{'&m TebHbIA TeNbHbIA Ko epHTOI(-I)l; KoHTpors
KoHTposibHas craaua W“’ @ KOHTPOS b KOHTPOTb KOHTPO/Tb KOHTPO/Tb peaMal - VHIM61poBa-
3KcTpaKLymo Lienesoi LeneBoil A Ha 1YB” 1
cpeapy KCTPaKLM*EL AMKB> AHKE dovkaLmm
"omoreHusaums Peko-
MeHay-
erca
OKCTpakums Hykneu- 1" OanH Ob6s3arenb-
HOBbIX KWC/OT Ha cepuio HbIf C pe-
rynspHbIMU
WHTepBa-
namu
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OKoH4YaHue Tabnuubl 1

Monoxw- Otpurua-

K(?K pmf; TMycroit Tg#&)glg TerbHbIA TeSbHblI KOHTEF:%’;'; KoHTporb
KoHTporibHas cramms py#a KOHTPO/b KOHTPO/Tb KOHTPOSTb peat VHMV6VpoBa-
‘owen aKcTpaKyuu KOHTpO/I enesoii eBOV amrite Hs JIMPY)
cpepib» paky acpapry) ¥ uen dvKaLym9»
LOHK* [LHKS
OueHka ka4ecTBa Hy- * 1 i
KEMHOBbIX KUCOT
Avnandukaums  Hy- 1 1 O6s3a- PekomeH- O6s3a- PekomeHgy-
KENHOBbIX KUCMOT TeNbHbIiA ayetcsi TeSbHbI eTcs. Ho B
HEKOTOpbIX
cnyyasx
06n3a-
TeNbHbIN™*
OueHka pesy/bTaTos . 1 1 1 1 " .
amnamdmkaumm - Hy-
KTENHOBbIX KUCOT
MHTepnpeTtauus 1 . \ 1 . .
OtueT 06 wuccnepno- " i 1 1 . .

BaHUN

a| CTpenku ykasblBatoT, YTO 3TOT KOHTPO/Ib CNeayeT NPUMEHNATb U Ha NOCeAyoLWmX cTagmax.

b Vcrnonb3oBaHne KOHTPO/ISA OKpyxatoLleil cpefpl NOMOXET flabopatopum NAeHTUMNLMPOBATb UCTOYHMKN KOH-
TaMUHaUMN Ha paHHel cTagum v ana naeHtudmkaumy, B Kakom paboyemM noMeLLeHn NpUCcyTCTBYeT KOHTaMUHaLMS.

o kpaliHeli Mepe ofMH NYCTON KOHTPOSb JO/MKEH GbITb BKIHOYEH Kaxablii pas. korga JHK akcTparvpyetcsa u3
ofiHoro unu 6onee 06pasLoB. MNpobupka AomKHa Bceraa 6bITb NOCeAHeN B Kax ol cepun. MoXeT 6bITb NOAXOAALLMM
nomellatb 04Hy NyCTyl 3KCTPaKLMIo, Hanpumep, B LUTATUB U3 BOCbMW NMPOBUPOK UM HA MUKPONallky Ha 96 nyHoK
[A7191 aBTOMATNYECKOI 3KCTpaKLyn.

d1MoNoXMTENbHBI KOHTPO/b IKCTPaKLMKN AO/MKEH PErYNAPHO BKIKOYATLCA M BO BCEX CryyasX, Korga 1cnosnb3y-
eTCs HoBas NapTus PeakTUBOB [J1A IKCTPaKumn. ECnm 4To-TO He Tak C peakTMBamu WM C NpoBefeHneM MpoToKona
3KCTPaKLUMK, TO 3TOT KOHTPO/Ib 3TO BbISBUT.

e) MonoxuTenbHbI KOHTPONb Lenesoit JJHK AeMoHCTpupyeT Cnoco6HOCTb NpoLeAypbl amnandukaumm Hykneu-
HOBOW KMCNOTbI 06HaPYXWUTb 06paseL, HyKNenHoBoi kucnoTbl TMO v Lenesoro TakcoHa. 3TO YC0BNE MOXET Takxe
6bITb BbIMO/IHEHO C MOMOLLbI0 COOTBETCTBYIOLLETO NOMIOXUTENNBHOTO KOHTPO/IS IKCTPAKLMN.

b OTpuLaTenbHbIA KOHTPONb Lenesoit HK gemMoHCTpupyeT cnoco6HOCTL NpoueAypbl amnamdmkauum Hykneu-
HOBOW KMCNOTbI M36eXaTb TOXHONONOXMUTENbHOM amnandmkaluum B oTcyTcTBMe obpasLa HyKNenHoBoi kucnotsl TMO
WM LeNeBoro TakcoHa.

9) KOHTpO/b peareHToB amnandmKaumm 4eMOHCTPUPYET OTCYTCTBUE 3arpA3HAIOLWLEN HYKTENHOBOM KUCNOTbI B UC-
nosib3yemMoii napTum peaktneos An5 MNLP. KoHTponb peareHToB amMnandmkauum MoXeT ObiTb OMyLLEH, KOrga MCnosb-
3yeTcs NYCTON KOHTPO/b 3KCTPaKLuK.

h| KoHTponb nHrméuposaHus MLIP MoXeT ncnonb3oBaThCs A8 AEMOHCTPALMU OTCYTCTBUA PACTBOPUMBIX UHIU-
6UTOPOB. JTO TaKKe MOXET GbITb NPOLEMOHCTPUPOBAHO NYyTEM CEPUIAHbIX Pa3BeAeHUin MaTPUYHON HYKENMHOBOM Kuc-
NoTbl. OfHaKO fOMKHBI BbITh CAENaHbl HEKOTOPbIE TUMbI OLEHKM 3dheKkTa PpacTBOPUMbIX UHIMOMTOPOB Ha pe3y/bTaThbl
aHann3a obpasua.

TIKoHTponb MHrMbupoBaHus MLIP saBnsetca o6a3aTenbHbIM, €cv BCce uccnefoBaHus obpasua ¢ nomoubto MLUP
6blIM OTPULATENBHBIMU 1 A1 NPOAYKTOB, A151 KOTOPbIX BbIX0A aMnandguumpyemoii IHK HenssecTeH.

5.3 OpraHusauyua nabopatopuu

5.3.1 O6uwme nosoxeHns

Cnepyet cobniogaTh Hagnexauime Tpe6oBaHNa B OTHOLWEHUN NpaBua 6e30NacHOCT U pekoMeHAaunii
npoussofuTens no 6e30NacHOCT M HE06X0AMMO NOCTYyNaTb B COOTBETCTBMN C PYKOBOAALWMMU NPUHLUNAMY,
n3noxeHHuoiMmn B FTOCT P MCO/M3K 17025.

5.3.2 MNpoekTuposaHue nabopartopun

CnyvaiiHaa koHTamuHaunsa HK MoxeT npoucxoauTb M3-3a MblAW WAU pacnbleHHbIX aspo3oneii. Kak
cnefcTeune, opraHusaumsa pabounx NnoMeLeHnii B 1abopaTtopmm 0rMYECcKn oOCHoBaHa:

- Ha cucTemaTuyeckoil 3awuTe BCex MeTo4010TMYeCKNX CTagmnil, NCNOMb3yeMbIX A48 NONYyYEHNS pe3y/ib-
TaToB. U

- NpUHUKUNe «npssiMoToka» npu pa6oTte ¢ Npo6oii.
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[na meTof0B, OCHOBAHHbLIX Ha onpegeneHun AHK, npuMeHAI0T cnefyoLyo KOHCTpyKLmMio nabopa-
ropuu.

Heob6xo4MMbl MUHUMYM 4YeTbipe OTAENIbHO CMPOEKTUPOBAHHbLIX CMeLnann3npoBaHHbiXx pabounx nome-
LLeHNA CO CBOVMM COBGCTBEHHbIM 060pyA0BaAHNEM, @ IMEHHO:

a) paboyas 30Ha A1 U3MesIbYEHNA U TOMOreHu3auun:

b) paboyas 30Ha ANA IKCTPAKLUN HYKNEUHOBBLIX KMCNOT U3 aHannM3mpyemoro marepuana:

c) pabouas 30Ha, NpefHa3HayeHHan 419 NOCTaHOBKM peakuunit MLUP/amnandukaunn;

d) pabouyas 30Ha, NnpefHa3HauyeHHasa AN nocnegywuieit 06paboTku, BKAOYAA aHaNM3 U xapakTepusa-
LMo aMmnanrunpoBaHHbiX NocnegoBatenbHocTel AHK. ecnn aTo npeaycMoTpeHo.

Ecnu ncnonb3yloT o6opyaoBaHue Ana U3MenbyeHus, npoayuupytoliee yacTuubl Nbian, 3Ty paboTy cne-
AyeT Npon3BOAUTbL B fLONONHUTENBHON paboyeli 30He.

du3nveckoe pasfeneHne nyteM UCNO/b30BAHWUA pa3HbiX KOMHAT fABAseTcA Hanbonee apdekTUBHbIM
1 npegnoyTuTeNibHbIM NyTeM ob6ecnevyeHnsa pasfesfibHbiXx paboynx 30H. 0AHAKO MOTyT 6biTb MCMNO/b30BaHbI 1
Apyrve meTtobl NS 3alUTbl OT KOHTaAMUHALWUW NPKU YCNOBUKN, YTO UX 3hhekTMBHOCTb conocTasnma.

5.3.3 MepcoHan

CoTpyAHUKM nabopaTopun AO/MKHbI HOCUTbL pPasHylo nabopaTopHylo ofexay B pasHbix pabounx 30Hax,
Takux Kak 30Ha A5 n3menbyeHus unm paboyasn 30Ha, NnpefHasHavyeHHas Ans nocnegywuwei o6paboTkn. OHK
Takxe [0/DKHbl UCNONb30BaTh OHOPA30Bble NepyaTku.

Korga ato BO3MOXHO, MCMNONb30BaHWE NOCbIMAHHbIX MyAPOM NepyaTok AO/HKHO 6GbiTb UCKIOYEHO AN18
onepauuit peakuunii 4o noctaHoBku MLP, nockonbKy aTa nygpa MoXeT uHrmébupoBatb peakuuto MLLP nanm koH-
TaMUHMpOBaTb ee. Korga oHa NpPou3BOAUTCA, HaNpUMep, ¢ MaTepuanom 13 KykKypysHoro kpaxmana. Mepuatku
n nabopatopHasa ofexaa A0/HKHbl 3aMeHATLCA C COOTBETCTBYOLW e nepuoanyHocTeio. Bee MLP-npoueaypsbl
OVNKHBI NPOU3BOAUTLCA B YCMOBUAX, UCKNOYAKLWNX KOHTAMUHAL IO, HACKO/IbKO 3TO BO3MOXHO.

Becb mepcoHan, NpousBoAALWMNIA BCe CTaguMn UCNbliTaTeNbHOW npoueaypbl, fO/KEH 6biTb 06yveH Ans
paboTbl COOTBETCTBYOLW MU MeToAaMMU.

5.3.4 Mpubopbl n gpyroe obopynoBaHue

NabopaTopua Ao/XHa MCNONb30BaTbh AO/HKHLIM 06pas3om cofepxauieecs obopyfoBaHue, npurogHoe
ANA NPUMEHSAEMbIX METOL0B.

Mpu6opbl N apyroe o6opyfoBaHne A0/MKHbI COAEPXaTbCA B COOTBETCTBUN C MHCTPYKLUSAMU N3rOTOBUTENS.

5.3.5 MaTtepuanbl n peakTusbl

Ons aHanusa, ecny 3TO He yCTaHOBJIEHO MHaye, WCMOMb3YTCA TO/IbKO peakTWBbl, MMeloLLne KBaau-
hurkaumio «ana aHanuTUYyecknx uenei», NpurogHble N8 MOnekynsapHon éuonorum n ceobogHblie ot AHK un
OHKa3. PeakTuBbl U pacTBOPbl AO/KHbI XPAHUTbLCA NPU KOMHATHOW TemnepaTtype, ecqim 370 He onpejene-
HO MHauye. PeakTuBbl ana MLP A0MXHbI XpaHUTLCSA B BUAE HEGOMbLWKX anuKBOT AN MUHUMM3ALUN pUcKa
KOHTammHauuun. Mcnonb3lyemas Boga A0/MKHA OblTb 6GUANCTUNANPOBAHHON WMAM COMOCTABUMMOrO KayecTsa.
PacTBopbl crnefyeT roToBUTb pacTBOPEHWEM COOTBETCTBYIOLW WX peakTUBOB B BOAe C MOC/AeAylWMUM aBTo-
KnaBMpoBaHMWEM. eC/in He onpefesieHo uHavye. Ecnn aBTok/1aBMpoBaHne HEBO3MOXHO, MOXHO MCMOMb30BaTh
obopypoBaHue Ans CTEPUbHOW hunbTpauumn (BO3MOXHbIV pasmep nop — 0,22 MKM).

[na Toro 4To6LI NPeAoTBPaTUTL KOHTaAMUHALMUIO, B 30He NocTaHoBkM MLIP AoskHa 6bITb NpUHATA CTe-
punbHas meTofuka, B HaCTHOCTU JOJDKHbI MCNO/b30BATLCA He MOCbINaHHble NyApoi nepyaTku, CTepuan3oBaH-
Hasa nnactukueas Mocyaa, aBTUKNaBUPUBaHHbIE peakTuBbl, 0A4HMpasoBas nnacTukosas focyaa, 3almiLeHHble
OT a3p030/1eil HAKOHEYHUKN AN MUKPOMMUNETOK.

MaTepuasnbl 1 BCe KOHTeHepbI, a Takxxe BCe 0f4HOpa30Bble YNakoBKW, cogepxalye peakTusbl, OKHbI
npefoxpaHAaTbCs OT N060ro KOHTAMUHUPYOLLEro areHTa (HanpumMep, oT Nbian).

Heobxoaumo cnepoBaTb pekoMeHAauMaM Nponu3sBoAUTENA N0 NPUMEHEHNIO peakTUBOB. [JNA OLeHKu pa-
60TOCNOCOBGHOCTN peakTUBOB M OTCYTCTBUSA B HUX JHKa3 MoryT ncnosnb3oBaTbCsa COOTBETCTBYIOLME KOHTPOU.

B npenapaTtax He J0/XHO NPUCYTCTBOBATb HUKAKOW HenpefyCMOTPEHHON hepMeHTaTUBHOW aKTUBHO-
cTn (HanpuMep, 3K30MyKnea3Hoi). koTopas MoxeT npensaTcTBoBaTth MNUP. PeakunoHHbIi 6ydep AoMKEH COOT-
BETCTBOBaTb TOProBOW Mapke UCMOb3yeMOli Nosmmepasbl.

6 MHTepnpeTauus u npeacTas/feHne pe3yibTaToB

6.1 O6uwwne nonoxeHuns

LOns KonnyecTBEHHbIX METOAOB pacyeT U NpeacTaB/ieHne pe3ynbTaTtoB npuBegeHsl B MCO 21570 [2] u
MNCO 21572 [4]. H1 oANH HEOAHO3HAUHbIW pe3ynbTaT He A0/HKEH ObiTb NPeACTaB/EH.
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6.2 VHTepnpeTauusa KoHTponei

KaxAblli KOHTPO/Ib UMEET HeoCnopuMoe 3HauyeHve, n ecnn Habnwaaemblii pesynbTaT 418 11060ro KoH-
TPONA 0TANYaEeTCs OT 3TOr0 3HAYEHNS, aHaNM3 [0/DKeH GbiTb NOBTOPEH. KOHTPO/b OKpyXatoLeil cpefbl MOXeT
6bITb MOMOXUTENbHLIM (06HAPYXeH NPOAYKT aMnauduKauumn oxumgaeMmol BenYuHbl) UAN oTpuLaTebHbIM
(npoaykTa amnandukaunuy He o6HapyXXeHo), HO NONOXUTENbHbIA pe3ynbTaT [OJIKEH BCerja MHULMMpoBaTb
Mepbl M0 yAaneHno U NpejoTBpaLLeHNI0 KOHTaMHaLnm nabopaTopHbIX MOMelLeHnii. B Tom cnydae, ecnu He-
060CHOBaHHbI pesynbTart A1 N060ro 13 4pyrux KOHTPoei NosyyeH NOBTOPHO, AO/KHbI 6bITb NPEANPUHATHI
Mepbl Mo yAaneHno/3aMeleHnto NCTOUYHNKA(0B). OTBETCTBEHHOrO(bIX) 3a OWNOKY, NOC/e Yero aHaans 4o/HKeH
6bITb NOBTOPEH. Pe3ynibTaTbl aHa/iM3a MOryT 6bITh NPeAcTaB/eHbl TO/ILKO B TOM C/lyyae, Korga Bce KOHTPOA
[aayT HeocnopuMble pesynbTaTbl. HeocnopuMble pesynbTaTthl 18 KOHTPONER TakoBbl:

- NONIOXUTESIbHbIE KOHTPO/IN peakummn Bcerga fOo/KHbl OblTb NOMIOXUTENbHBIMY,

- NMYyCTbl€ KOHTPO/IN 3KCTPaKuUn BCerpa fAo/DKHbI 6biTb OTpULaTeIbHbIMU;

- NONIOXNUTE bHbIe KOHTPOK Lenesoit JHK Bcerga AomKHbI 6bITb MOMOXUTENbHBIMY;

- oTpuuaTefibHble KOHTPOKU Lenesoi AHK Bcerga AomkHbl 6bITb OTPULATENBHBIMY;

- KOHTPO/IM peakTUBOB amnandukayuy Bcerga fo/KHbl 6biTb OTpULATE IbHBIMN.

KoHTponu nHrnbmposanmsa MLUP He AOMKHbI NPOABAATL 3HAYNTE TbHbIX MHIMOBUTOPHBIX 3 (hekToB B OT-
HOLWeHUN peakymmn (419 Ka4eCTBEHHOro aHannsa s ekTbl MHIM6MPOBAHUA MOTYT OblTb MEHEe BblPaXKEeHHbI-
MU. 4eM /19 KOSIMYEeCTBEHHOIO aHasnnsay).

Bo3MoxHble pesynbTatbl MUP agnsa koHTponel nepeyncneHsl B Tabnvuye 2. OHU UCMNONL3YKTCSA AN WH-
TepnpeTtayum/npeactaBneHns oT4eTOB /151 Pe3ynbTaToB A1 aHa/M3npyemoin npoobsi.

Ta6nuuya 2— Mpumepbl pesynstartos MUP

Ananwsnpyenas MonoxuresbHbIA FyCTOM KOHTPO/b OrprLiaTenbHbIA MonoxuTesbHbI Vktepripetauys
. KOHTPO/1b AHCTPAKLYM KOHTPO/Tb LIENIeBO  KOHTPO/Tb LIESIEBOWA pesyneTaTa
nee IKCTPaKLYM OHK OHK
> + — _b) . MONOXUTENBHBI
— + — — L] OTpuLaTesbHbIi
HepoctaToueH
+ + + _ + AN NPUHATUS
peLueHus2)
HepoctaToueH
— — + — — ANA NPUHATUA
peLueHns0)
HepoctaTtoueH
— — — —_ —_ ANa NpUHATUA
peLueHns*])

a MpogaykTt MLIP obHapyXeH.

b) MpoayxT MNLP He o6HapyxXeH.

) Npoueaypa fomkHa 6biTb NOBTOPEHA, HAuYMHAsA CO CTaAuM IKCTPaKLMM (BO3MOXHA KOHTaMUHALUS).

d* Mpoueaypa Ao0/MKkHa GbiTb MOBTOPEHa C UCMO/Ib30BaHWMEM APYroro MeToAa SKCTpakuun Wan LOMNOSHUTENbHOM
cTaany 04nCTH (BO3MOXHA KOHTaMMHaLWs).

Bce cTagun ucnbiTaHuii 1 NONy4YeHHble pe3ynbTaTbl 40/KHbI 6bITb 3aNPOTOKO/IMPOBAHbI.

6.3 BblpaxeHne oTpuuaTenbHOro pesynbrara

OTpuuaTtesnbHblil pe3ynbTar HUKOT4a He JO/IKEH BblpaxaTbCs Kak «Hy/b» uam «FTMO oTcyTcTByeT».

B npoTokone ucnbiTaHnit fomkHa cogepxarbcs cnegyouias pasa; «B aHanusmpyemoli npobe matepu-
an. apnsawwmninca nponssogHbiM TMO, He o6HapyXeH».

MpoTokoN ucnbITaHMl OMKEH BKAOYATL CefyoLyo nHpopmMaLmio:

- LOD meToga, BanManMpoBanHoro Ha cneuyndunyeckom matpukce, n

- thakTuyecknii LOD gns matpukca, OCHOBaHHbI Ha onbiTe 1abopaTopun WAM Ha MPOaHaIM3NPOBaHHbIX
npo6ax (Unn yTBepXAeHune, 4YTO OH HEU3BeCTeH).

dakTnyeckuii LOD gonxeH 6bITb Bbllwe nnvm paseH LOD BanuaMpoBaHHOro metoga.
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6.4 BblpaxeHune NONOXNTENbHOTO pe3dynbTata

Cnepytowas uav aKkBuBaneHTHas el opasa A0/KHA COAepPXaTbCA B MPOTOKO/E UCNbITaHUA: «B aHanu-
3npyemMoii npo6e o6HapyXeHO NPUCYTCTBME MaTepuana, aBnstLerocs npomssogHsiM TMO {no BO3MOXHOCTH
yKasaTb cneyuduyeckyto LeneByo nocnefoBaTe/ibHOCTb)».

MpeHTUYHOCTb TMO MOXeT 6bITh BKlOYEHA B NPOTOKOJ, €C/IM U3BECTHA.

6.5 BblpaXxeHne HeOAHO3HAYHOrO pe3ynbTarta

Pe3ynbTaTtbl UCNbITAHUSA aHaNU3NpyeMoi Npobbl A0MKHbI 6bITb HENPOTUBOPEUNBLIMU. Ecnn no kpaiiHei
Mepe ofHa aHanu3upyemas npoba gacT MONOXWUTENbHbIA pe3ynbTaT u Kak MUHUMYM OfHa gacT oTpuuaTesb-
Hblii pe3ynibTaT — aHa/n3 fo/HKeH 6bITb MOBTOPEH Ha Toli Xe nabopaTopHOi npobe.

B Tom cnyuae, ecnu no kpaiHeii mepe ABe NOBTOPHOCTU WUCMbITAHWUA (HAYMHAA C IKCTPaKLMU HyKNeun-
HOBbIX KMC/OT) Aal0T HEOJHO3HAUYHble pe3ysibTaTbl, Takue Kak NoIoXMTe NbHbIA pesynbTaT v oTpuuaTesnbHbIi
pe3ynbTart, MPOTOKOM UCMbITAHUIA AOMKEH KOHCTATUPOBAaTh, YTO Npoba ABAseTCs oTpuuaTenbHOR Ha npegene
JeTekTupoBaHuUsA, kak npsaMo orosopeHo B MCO 21569 [7] n UCO 21570 [2].

6.6 TpeboBaHUA rapaHTUM KavyecTBa

O6uwune acnekTbl rapaHTMn KayecTBa M3noxeHol BFOCT P MCO/M3K17025.

Korga meTtofbl BanngnpoBaHbl U Noka3aHo, YTO OHW MPUrOAHbI 419 €AMHUYHOTO MaTpuKca, 3T MeToAbl
He cnefyeT NPUMEHATb K NOAO0GHBIM UK APYTMM MaTpukcam A0 TOro, Kak 6yaeT ycTaHOB/ieHa UX NPUMEHU-
MOCTb A/18 3TUX AOMOJIHUTENbHbBIX MAaTPUKCOB.

7 MpPOTOKON UCNbITaHuii

MpoTokon ucnbiTaHWii fo/MKEH cofgepxaTb No KpariHell Mepe cneayloLLyo HMoOpMaLuio:

a) BCIO UHhopmaunio, Heobxo4NMYH ANA naeHTurkauum nabopaTopHONR NPo6bI:

b) Nt06GY 0COGY UHPOPMaLMID, UMEIDLWYH OTHOLWEHNE K TabopaTopHOI npo6e (Hanpumep, HegocTa-
TOYHOI pa3mep, AerpagupoBaHHOe COCTOSHKE);

C) CCbIJIKY Ha HacTOALWMIA cTaHAapT U Ha COOTBETCTBYKL ee(ne) npunoxeHune(us);

d) oTueT 0 gaTte u TMNE ucnonb3oBaBwuxcs(eiica) npouenyp(bl) oT60pa NpPob:

e) gaTy nonyyeHus:

0 ycnoBus XpaHeHus, ecnv NPUMEHNUMO:

[) AaTy Havyana/okoH4YaHusa aHanusa, ecnm NnpuMeHnmo;

h) nuuo, oTBeTCTBEHHOE 3a aHan3:

i) pasmep nabopaToOpHOW Npo6bLI U aHaNU3Mpyemoli Npobbl:

j) pe3ynbTaTbl B COOTBETCTBMU C TpebOBaHUAMU cneundrnyeckoro MeToga U eguHuLbl M3MepeHunii, uc-
nonb3oBaBLlIMecs ANA oT4yeTa O pe3ynbTaTax, a Takxe NpUMeHsBLIMeCA KOTUPOBOYHbIE NPUGOPbLI 1 MeToAbI
pacueTa;

k) Bce oco6ble HabnwaeHUs, caenaHHble B X04€e UCNbITaHWIA;

1) Nto6ble OTKNIOHEHUA OT A06aBNEHUSA K N UCKTOYEHNA N3 TEXHUYECKUX YCOBUA NCMNbITAHWA;

T) TpeboBaHus, onpeaesieHHble B MyHKTe, MOCBALWEHHOM MPOTOKONY UcnbiTaHuin, B NCO 21569 [7] nnn
B UICO 21570 [2];

n) Bce Heob6xoAuMble (POPMYNNPOBKM, KaK 3TO onpegeneHo B cTaTbe 6.

WHdopmaunsa gonxHa 6biTb faHa B OTHOLWEHUW eANHUL, U3MEPEHWIA.

MorpewHoCcTN N3MEepPEHN N X JOBEPUTE/bHbIE UHTEPBasbl AO/MKHbI ObITh 4OCTYNHbLIMU 418 NONb30Ba-
Tensa pesynbtaTamMu no ero 3anpocy.
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