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HALULWOHANDbHBL N CTAHAAPT POCCUMCKOWN OEOLEPALMUNMU

MOJTIOKO N MOJTOYHbIE MPOAYKTbI

MeToabl UMMYHOMOTMYECKOro Uan 6akTepranbHO-peLenTopHOro aHanmsa
AN onpejefieHnst 0CTaTKOB aHTM6aKTepuabHbIX BEWecTB

Milk and milk products.
Methods ofimmunoassays orreceptor assays for the detection of antimicrobial residues

faTtaBBegeHna — 2009—01—01

1 O6nactb NpUMEHeEHMNSA

HacToAwunii ctTaHgapT ycTaHaBnMBaeT o6Lwmne Tpe6oBaHNA K NPOBEAEHNIO 1 OLleHKe pe3ynbTaToB
MMMYHOJIOTMYECKOT0 UM 6aKTopManbHO-pPeLBATOPHOrO aHann3a Ko/IM4eCTBEHHOrO UM Ka4eCTBEHHOrO
MEeTO/[0B ONpeseNieHNs 0CTATKOB aHTUGaKTepUaibHbIX BELLECTB B MO/IOKE U MOMIOYHbIX NPOAYKTaX.

NmMmyHonornyecknii (MMMYHOMepMBHTHbI — UDA n pagnoMMmyHHbIi — PUA) meTop aHanusa
OCHOBAH Ha CBA3bIBAHUM aHTUGAKTEPMANbHOTO BELWECTBA CO CNEeLUpUYECKUM aHTUTENOM UK cneundm-
4ecKW CBA3bIBAIOLLECA MONIEKYI0 APYroroTMNa M Nno3BonseT KOMYECTBEHHO OLEHUTb NpeAesbl 06Hapy-
XEHNAOCTATKOB aHTMbBaKTepmnabHbiX BEL,eCTB B MO/IOKE U MOJIOUHbIX MPOAYKTAX.

K MMMYHONOrMYecKoMy METOAY aHanusa oT>HCATCA: UMMYHO(EePMBHTHbIA (UPA) 1 pagnouMMyH-
HbI (PUA).

bakTepuanbHO-peLenTopHbl (hepmMeHTaTUBHbIN 1 6eN1KOBO-peLLenTOPHbIA) MeTo aHanm3a, Kak
pasHOBUAHOCTb MMMYHOMOIMYECKOTO aHa/IM3a OCHOBAaH Ha CBSA3bIBaHWM aHTUGaKTepuanbHbIX BELW,eCTB C
6akTepuanbHbIMU PpeLenTopaMu UM peLenTopHbIMK 6enkaMm U NpUMeHAEeTCA KakK AN MaeHTUduKaunum
(KayecTBEHHOe onpefeneHne), Tak W AN KONWYECTBEHHOW OLEHKM 0CTAaTKOB aHTMGaKTepuanbHbIX
BeLLEeCTB B MO/IOKE M MOJIOYHbIX MPOAYKTaX.

bakTepnanbHO-peLenToOpHbI, (hepMeHTaTUBHbIA U 6enKoBO-peLenTOpPHbIA MeTofAbl aHanusa
OTHOCAT KPELenTOpPHbIM MeToAaM.

2 TepMUWHbI U onpeaeneHuns

B HacTosiLem cTaHfapTe MpYMeHeHbl cefylolme TEPMUHbLI C COOTBETCTBYIO W UMY onpegaerne-
HUAMN:

2.1 NOXHOMNOMOXWTeNbHble pe3ynbTaThl: MPOLEHT NOMOXUTENbHBIX Pe3ynbTaToB NpU KccnefoBa-
HUW OTpULaTe IbHbIX 06Pa3L0B.

2.2 NoXHOOTpULAaTeNbHbIe pe3ynbTaTbl: [POLEHT 0OTpULATe bHbIX Pe3ybTAaTOB NPU UCCeA0BaHUN
MOSIOXUTENbHBIX 06Pa3L0B.

2.3 cneyn@urUUYHOCTbL: BO3MOXHOCTM MOMOXNTENLHOTO pe3y ibTaTa B NPUCYTCTBUM BELLECTB C XUMUYec-
Koli CTPYKTYpoOiA, Nog06HOI LeneBoMy aHanuTy (MepekpecTHas peakuus).

2.4 npojen o6GHapyXeHUst ANA KaYeCTBEHHbIX METOAOB: YPOBEHb KOHLEHTpauuu, npu KOTOpoOii
onpezefieHHbIi NPOLEHT 06pa3L,0B AaeT NOMOXKUTENbHbIV pe3ynbTaT, T. e. 95 %C COOTBETCTBYIOLUM JOBEPU-
TENbHbIM VHTEPBA/IOM.

2.5 npepgen o6HapyXeHnsa 41 KOJIMUYECTBEHHbIX METOL0B: YPOBEHb KOHLEHTpauumn, npu KOTOpom
KONMYECTBEHHbI pe3ynbTaTt aHannsa cTaTucTUUYecKu 4O0CTOBEPHO OT/IMUaeTCs OT pe3y/bTaTa OTpULaTelbHO-
ro o6pasua mMosnoka.

N3paHue ohmumnanbHoe
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3 WHdopmauusa, Tpebyemas oT paspaboTunka/nponsBonuTtens

3.1 MopapgokaTtTecTauumu
Pa3paboTumnk nam npon3BogMTeNb TECTOBOrO Habopa [o/MKeH NpeAcTaBTb MHopMaL o 0 MeTo4010-
rn. BKNIOYaKLWyo B ce6s cneyrolne gaHHble:
- onucaHue meTtoga (Hanpumep, NPo6OMNOArOTOBKA M OCYLLECTBNEHVE aHaNn3a);
- nNpuHUUN MeToga (Hanpvmep, NPSIMON KOHKYPEHTHbI UMMYHO(EPMEHTHbI aHanns);
- OLleHKY pe3ynbTaToBaHanusa (HanpumMep, Bu3yasibHas AN KONMYecTBEHHAA OLLeHKa, KpUTEPUN Noso-
XXNTENbHOr0 UM OTpULaTeNbHOro pesynbTarta);
- NPOMYCKHYI0 CNOCO6HOCTL (Hanpumep, KoNM4ecTBo 06pasLoB 3a eguHULY BPpEMEHN):
- 0cobble TpeboBaHNA KOTHOPY NPO6, COXPAHEHWIO Y aHaNN3Y;
- npoueaypbl KOHTPOIA KayecTsa, BKIOYasA MPUMeEHEHNe NON0XUTeNbHbIX/0TpuLaTeslbHbIX KOHTPO/Ib-
HbIX 06pa3LLoB;
- 06nacTb NPYMEHEHUS, BKKOYaA:
a) npefHasHayeHue mMeTofda (Hanpumep, CKPUHWHT ANS BbINAATbI NPEMWIA UNKU NeHel 3a KavyecTBo
MOJI0Ka, CKPVHWHT 3anpeLleHHbIX BELLECTB);
6) npepHasHayeHve MO pasHOBMAHOCTM cybecTpaTa (marpuubl) (Hanpumep, A8 aHanm3a Cbiporo
MOJ10Ka U3 LUCTEPHbI NI TepMUYECKN 06paboTaHHOro MOMIOKA);
B) OrpaHW4YeHnss No MCNO/Mb30BaHWIO B 3aBWCMMOCTM OT cOCTaBa W KayecTsa Mosioka (Hampumep,
KOMM4YecTBa COMATUUECKUX KNETOK UM 6aKTEPUOIOrMYecKoro KayecTsa).
3.2 PeaKTuBbl BCcOCTaBe TECTOBOro Habopa
[JlomkHa 6bITb NpefcTaBieHa cnegytolas MHhopmaL s 0 peakTuBax B COCTaBe TeCTOBOro Habopa:
a) npv NpoBeAeHUN UMMYHONOMMYECKOro aHanusa:
- TUN aHTUTen (HanpuMep, MOHOKNOHA/bHbIE WU NONNK/IOHAaNbHbIE, 6apaHby, KPOAUYbW NN NPO-
une);
- TUM aHTUreHa, ecnn OH UCNoNb3yeTcs B MeToAe (Hanpumep, KOHbIOraT aHTUreHa ¢ hepMeHToMm,
aHTureH, agcopbrpoBaHHbI Ha TBepAol (ase):
- TN Mapkepa, NpoAyuupyloLero curHan (Hanpumep, epmMeHT: nepokcnaasa. wenovHas ocda-
Tasa; pagnounsoton: H3.C '4,1125; uHepTHbIe YacTULLbl: OKPaLLeHHbI/ naTekc, KoN10uaHoe 30/10T0):
- Tun cybeTpaTta hepMeHTaTUBHON peakLmu nam TUn BeLwwecTsa, TpaHChopMUpPYHOLLEro akTUBHOCTb
thepMeHTa B cuMTbIBAEMbI CUTHAN (Hanpvmep, Nepekncb Bogopoga/TeTpameTunbeHsnanH), ecnm
npuMeHseTcs;
6) npunpoBefeHUM 6aKkTepuanbHO-peLenToOpPHOro aHam3a:
- TUn MeTku (Hanpumvep, pagvonsoTon);
- YPOBEHb PafgMoaKTMBHOCTMN 1 TpeboBaHMA 6€30NacHOCTU U
- Tun peuenTopa (Hanpumep, MHAKTUBMPOBaHHble 6aKTepranbHble KNeTKW, HaTUBHbIE WY C aAcop-
6MpOBaHHbLIMW aHTUTENaMKn):
B) Mpu npoBeAeHWN 6eN1KOBO-PeLLeNTOPHOro aHam3a:
- TUM MCNONb3yeMOoro peLenTopHoro 6eska (HanpuMep, KoHbloraT peuenTtopa ¢ hepMeHToM);
- TN BelecTBa, KOHKYPVPYIOLLLEro 3a caiiT CBA3bIBAHUS peLenTopHOro 6enka (Hanpmumep, KoHblorat
thepmeHTa c anannToOM. aHannT, afCcoOpOUPOBaHHbIN Ha TBEpPA Ol hase):
- (hepmeHTaTUBHas peakuus, NpUMeHAemMasn 419 BU3yanunsaunm curHana.
3.3 UHdopmaunsa o 4ONONHUTENbHbBIX XUMUYECKUX peakTuBax, He BXOAALWMNX B TECTOBLI
Habop
[LomkHa 6bITb NpeAcTaBneHa cnegyowas MHhopMaLms 0 LONONHUTENbHBIX XMMUYECKMX peakTuBax, He
BXOAAWMNX BTECTOBbI 1 HAGOP:
- Heob6xofMMasn YncToTa v Ka4yeCcTBO XMMUYECKNX PEAKTUBOB;
- COCTaB M NPUroToB/IEHNE PacTBOPOB;
- YC/I0BWA XpaHEHMNA 1N CTabnIbHOCTb PacTBOPOB;
- Tpebyemoe Ka4yecTBO BOAbI.
3.4 TpeboBaHMs KNPOBEAEHWIO aHann3a
JomkHa 6bITb NpeAcTaBieHa cnegytolas nHhopmalmsa o TpeboBaHNAX KNPOBEAEHNI0 aHam3a:
a) TpeboBaHVA KOMbITY M YPOBHIO NOArOTOBKYM OnepaTopa:
6) TpeboBaHusi knabopaTopHOMYy 060pyA0BaHNMIO:
- MUKPONAaHLLIETHOMY pUAEPY;
- thnioopmumeTpy, CYETUMKY CLUUHLUMANALWIA, KOMMNbIOTEPHOMY O60PYAOBAHMIO U NPOrpaMMHOMY
obecneyeHuto;
- WHKy6aTopy 1M TOYHOCTM aBTOMaTUYECKUX NUMNETOK;
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B) Tpe6oBaHus 6e3omacHoOCTH (HanpumMep, KobpalleHWIo U yTUIM3aunm pagmoaKkTUBHbIX OTXOL0B);

r) TpeboBaHUSA KKOHTPO/IO KayecTsa pa3paboTumkom/nponssoantenem u/mnm onepaTopom.

3.5 Cneuyundukaumnsa TectoBoro Habopa

[omkHa 6bITb NpeAcTaBneHa cnegytolas nHopmaums o XxapakTepucTmkax TeCTOBOro Habopa:

- MPOLLEHT NIOXKHOMOMOXUTENbHBIX pe3ynbTaTos (Cm. 2.1);

- NPOLEHT N0XKHOOTPULLATENbHBIX Pe3ynbTaTos (CM. 2.2);

- cneunduyHocTb (cMm. 2.3):

- npegen o6Hapy>xxeHus (CM. 2.4 n 2.5) cOOTBETCTBEHHO;

- TOYHOCTb: faHHble NMOBTOPSAEMOCTM W BOCMPOU3BOAMMOCTM, MOMNYYEHHbIE MO pe3ynbTaTtam CpaBHU-
TeNbHbIX NCCIeJ0BAHUI, eCN NPOBOAUINCH.

3.6 [lokymeHTaums

[JomkHa 6bITb NpeacTaBneHa cneaytolas JOKyMeHTaLms:

- PYKOBOACTBO MO/Ib30BaTENA, BKIHOYAA MHCTPYKLMIO MO YCTPAHEHWNIO OLWMGOK 1 HENCNPaBHOCTEN.

- CMWCOK NOCTaBLLNKOB 060pY0BaHNSA, peaKTUBOB, CTAHAAPTOB, CYXO TEXHUYECKON NoALepXKKU;

- ohmumanbHbIi cTaTyc MeToAa B KOHKPETHON cTpaHe (ecnu nmeeTcs);

- Hasmuyume CNpaBOYHOro Matepuana;

- Hann4yve MeXAyHapoAHO npu3HaBaemol anpobauun n/vny sBanmgaunn B pamkax ICO. MM®, AOAC
WHTEepH3LWHA nAn ApYyrux opraHnsauuii;

- Hanuuuve, KnNpumepy, MHMOPMaLMOHHbIX AaHHbIX U faHHbIX MPAKTUYECKUX UCCNef0BaHuA.

4 OueHkKa nokasaTenein MMMYHOJIOrMYECKOro (MMMYHO(EPMEHTATUBHOTO)
nnun peuentopHoro (bepMeHTaTUBHOIO, 6akTepmnasbHO- N 6eN1KOBO-
peuenToOpPHOro) metoga

4.1 O6sa3aTenbHble TpeboBaHusA [1]

4.1.1 Monoko, 3aBejoM0O cBO60AHOE OT aHTMbGaKTepManbHbIX BelwecTB («oTpuLaTenbHoe MO-
JTOKO»)

KopoBbl, Ybe MOJIOKO HajanBaeTCs /19 KOHTPONA B KayecTBe «OTPULLATENIbHOTO MOJIOKa», AOJIKHbI
COOTBETCTBOBATH CeAyoWnm TpeboBaHNAM:

a) YXMBOTHOE J0/HKHO ObITb 340P0BbLIM, 6€3 KIMHUYECKUX U CYyOKIMHNYECKMX MPM3HAKOB 3a60/1eBaHus.
Oco60e BHUMaHMe 06paLlaoT Ha COCTOSAHNE BbIMEHM (KOIMYECTBO COMATUYECKUX KNETOKJO/MKHO 6bITh MEHee
150000 knetok B cM3);

6) Ob6paboTka KOPMOB aHTHbOaKTepuanbHbIMU BelLeCTBaMmM A0/MKHA ObiTh 3anNpeLleHa He MeHee Yem 3a
8 Hef. 4,0 NONyYeHUs «OTpMLATEeIbHOIOo MOI0Ka» . MO/IOKO He 0/MKHO 0TOMpaThCsa paHbLie, Yem 60 gHei nocne
oTena, YTo f,O/HKHO 06ecneynBaTh CyXOCTOWHbI Nepnog He MeHee 4 Hef,.;

B) OT60p mMonoka cnefyeT NpoBOAUTL B cepeAnHe nakraumum, o1 60 go 200 gHeil nocne oTena, oT
KOpOB, JaloLl X He MeHee 51 MOIOKa B [IeHb;

r) OT6op mMosioka cnepgyeT NPOBOAUNTL HE MEHEE YEeM OT 5—7 KOPOB, YTOGbI n3bexaTb BAUAHUA NHAN-
BUAYabHbIX OTKNOHEHW B COCTaBe MO/IOKa;

n) Obwan 6akTepuanbHas 06CeMeHEHHOCTb MOJIOKa A0 Mnpouecca KoHcepBauuu (nvodwununsanmm)
[OMmKHa 6bITb MeHee 104konoHueo6bpasyowux eagmHmny (KOE) B cm3. B cnyyae aHanusa Ha (YnakTamHble aHTu-
6MOTUKN HEOBXOAMMO MMETb BBMAY BO3MOXHOCTb NPOAYUMPOBaHUA (Ynaktamasbl HEKOTOPbIMU MUKpOOpPra-
HU3Mamu.

Mpu npuMeHeHUn MeToa A9 aHannM3a MoN0Ka XXUBOTHBIX APYrnX BUAOB TPE60BAHUA [O/MKHBI 6bITb
YTOYHEHbI COOTBETCTBEHHO JaHHOMY BUAY XUBOTHbIX.

4.1.2 BewecTtBa, UCNOJb3yemble Npu aHanunse

BelecTBa, ncrnosb3yemble Npu aHanuse, JONXHbl 6bITb NO/TyYeHbl OT HAAEXHOro paspaboTynka/npons-
BOAUTENS U [O/IKHbI UMETb CepTUdMKAT KayecTBa C rapaHTMPOBaHHON cneumndukaumnein. HeobxogMmyto KOH-
LeHTpauumio cnegyeTt pacCuynTbiBaTb UCXOAS U3 CBOGOAHON OCHOBHOW WM KUC/IOTHOW hOpMbl BellecTsa ¢
y4YeToM ero 4Unctotbl. Ocoboe BHMMaHue cnegyeT obpaliaTh Ha BelwecTBa C MPO61eMHbIMY CTaBUIbHOCTLIO U
aKTUBHOCTbIO.

Ecnun He oroBopeHo 0c060, TO NPeAnoYTUTENLHO NCNOMb30BAaTh MPUW OLEHKe Npeaena obHapyXeHus
meToga (cm. 4.2.2) To aHTMbBaKkTepuanbHble Bel,ecTBa UW/WNN NX KOHLEHTPaLUM, KOTOpble COOTBETCTBYIOT
npefcTaB/fieHHbIM iaHHbIM pa3paboTynka/nponssoanTens.
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4.1.3 PactBOopuTenu

Ecnun TpebytoTcsa cneynanbHble pacTBOPUTENN UAN UHbIE XMMUKATbl A8 pacTBOPEHUS pPeakTuBOB, TO
[,O/MKHO BbITb rapaHTMPOBAHO, YTO faHHble cneLnanbHble PacTBOPUTENN UKW NHbIE XMMUYECKNEe BellecTBa He
0Ka3blBalOT BIMAHMA Ha pe3ynbTaTbl aHanunsa.

4.1.4 TMoproToBKa 06pasLoB

4.1.4.1 O6wme nonoxxeHns

[ns pacwmpeHHon oueHkn (Hanpumep, 0606LeHre NOMYYEHHbIX AaHHbIX) BCe HE06X04MMble pa3Beje-
HWA fenalT B O4HOW NapTun, YTobbl N36eXaTb PACXOXAEHUA B TOYHOCTW B3BELINBAHUS, Pa3BefeHUs n pas-
IMYUIA B COCTOSHUN «OTPULLATENIbHOTO MOJIOKa.

Moarotoeka o6pa3uos AnA UccnefoBaHns — Ype3BblvalHO TpyAgoeMKasn 3agaya Ans nabopartopum,
nposogsuieli oueHky Mmetoaa. LlenecoobpasHo ncnonb3oBaTh LeHTpanM3oBaHHyto nabopaTopuio, ocyle-
CTBNAL YO NOArTOTOBKY 06pa3L0B M NPefoCTaBAALW Y0 3aMHTepecoBaHHbIM 1abopaTopmam obpasLbl B
cTabnnnsmpoBaHHoli popme (Hanpumep, B ry60Koi 3aMOpPO3Ke MM NTMOUIN3UPOBAHHBIMK).

4.1.4.2 Bbi6oOp KOHLEHTpauuii

Mpoueaypa BbibOpa KOHUEHTpaLUuii 4na onpeAeneHns npegena obHapyxeHus npusefeHa B 4.2.2. Opu-
E€HTUPOBOYHO. ECNTN HE OrOBOPEHO 0C060, KOHLEHTpaLMsA, NpeAnonaraemasn Kak npegen obHapyXeHus, 4OXK-
Ha 6bITb NPOaHann3npoBaHa BCPaBHEHNNC KOHLEHTpaLeil HaypoBeHb60IbLUIE €€ U C 4BYMS WA TPEMS YPOB-
HSMU KOHL,EHTpaLMii MEHbLLMMK, YEM NpegnonaraemMblii npegen obHapy>KeHns, a Tak)Ke ¢ COOTBETCTBYIOLNM
«OTpunLUAaTesibHbIM MONOKOM». MOnyyYeHHble AaHHble A0NYyCKaeTCs MCNONb30BaTb ANA YCTAaHOBMEHUS KOH-
LueHTpauuii, gawowmx 25 %. 50 %, 75 % un 95 % NoNoXMTENbHLIX pe3ynbTaToB. PekoMeHayeTcs pa3gensaTb
paHry KoHUeHTpauuii, gatowmx oT 50 % Ao 100 % NoN0XUTENbHbIX Pe3y/IbTaTOB Ha TPU UM YETbIpe PaBHbIX
oTpesKa ypoBHeW (C NMHenHol 1 norapngmMmnyeckoii WKanol COOTBETCTBEHHO), Kak MOKa3aHo Ha pucyHke 1.

4.1.4.3 PasBefeHue

Heobxoaumo cobnoaath cnefytoline NnpefocTopPoXHOCTY NPY MPUTOTOB/IEHNN CEPUIN Pa3BEeAEHUN aHa-
NN3NpPYyeMbIX BELLECTB:

a) MNpuroToBneHve cepun passefeHnii cnefyeT NPOBOAUTL TaKUM 06pa3oM, YTO6bI TONBLKO B NOCNeS-
HeM pa3BefeHUn NPUMeHsAI0Cb MOJIOKO. 3 TO HEOOXOAUMO AN NpefoTBpaLleHNs CBA3bIBAHNSA BellecTBa ¢
6enKkoMm:

6) KoHueHTpauusa cTaHAapTHOTO BOAHOMO pacTBopa aHTMbakTeprnanbHOro BelecTBa B Nocnes-
HeM pa3BefeHUn MOSIOKOM o/KHa 6 bl Tb OAMHAKOBA A/151 BCeX 06pa3LoB MCOCTaBNATb MeHee 1%

4.1.4.4 KoHcepBauua

KoHcepBauuio o6pa3uoB npegnovyTuTeNbHee OCYL ecTBAAThL Mnoduansaumneir. ecnm aTo cornacosa-
HO C pa3paboTunkom/nNpon3BognTeNnemM NCXoasA 13 AaHHbIX MCCNeA0BaHNA AW NpMHUMNa MeToaa. PekomeHay-
eTcAa cregylolwasn npoueaypa KoHcepeaLum:

a) Cpasy nocne NoAroToBKM pa3MyHbIX NPO6 MON0OKa BCE pa3BefeHns B He06X0ANMOM 06bemMe pasnu-
BatOT B NPOBGUPKM 1 3aMOPaXnBatoT B HAKIOHHOM NOJI0XKeHUN Npu MuHyc (18 3.2) BC;

6) JInodmnusayma gomkHa 6biTb NpoOBeAeHa MakcManbHO 6bICTPO, HO He No3fHee Hegenu nocne
3amMopaxkmeaHus. B npouecce nuoununsauum Temnepartypa He o/HKHa npesblwaTs 25 °C;

B) Cpasy nocne nnogunnnsaumm npobupkn repMeTUHHO 3ananBatoT U XpaHAT B TEMHOTe nNpy Temnepary-
pe He Bbilwe 6 °C;

r) O6pasubl BOCCTAHABAMBAKT ANCTUNNNPOBAHHOI BoAoi. [lobaBnsieMblii 06beM BOAbI AO/HKEH 6bITb
Ha 10 % MeHblue 06bema NMMoPUIN3NPOBAHHOIO MONOKA, KOMMEHCUPYEMOT0 CyXMM OCTaTKOM MOJIOKa.

) BoccTaHoBneHHble 06pasLbl NCMOb3YIOT BAEHb BOCCTAHOBIEHNSA. Micnonb3yemble BOCCTAHOB/IEH-
Hble 06pa3Libl XpPaHAT B XON0AUbHUKE Y YHUUTOXAIOT B KOHLLe paboyero AHs;

e) [lonyckaeTcsa KOHcepBMpoBaTb 06pa3Lbl MyTeM rny60Koi 3aMOPO3KN UK C UCNOIb30BAHNEM HEKOTO-
PbIX XUMUYECKUX KOHCEPBAHTOB (CM. 4.2.5.3).

4.1.5 TlnaH aKkcnepumeHTa

4.1.5.1 Yucno noBTOpHOCTENA

XenaTtenbHo, 4TOGbI 3KCNEPUMEHT NpeAcTaBNAa CO60I «cnenoe» nccnefoBaHne U MakcumaabHO COOT-
BETCTBOBa/1 PEKOMEHAALMAM pa3paboTynka/nponsBoanTeNns o Ymcae NOBTOPHOCTEN M YCNOBUAX onbiTa. Ana
KayeCTBEHHOro MeToAa NPOLEeHT MOMIOXKNUTENbHbIX Pe3yNbTaTOB OT 00OLWeEero KoanyecTsa aHanmsnpye-
MblX 06pa3L,0B He 3aBUCUT O T 06LEro Yncna NOBTOPHOCTEN ANA KaXAol KOHLEeHTpayuu aHannta. Mpo-
LEHTHbI pacyeT B ob6uiem crnyyae TpebyeT He MeHee 10—20 NOBTOPHOCTEN ANA KaXAol BblGpaHHOM
KOHLeHTpauuun. Ecnn TpebyeTcs onpefeneHHas ctaTucTnyeckas AOCTOBEPHOCTb, TO paccyUnTbiBaloT HEO6XO0-
[VMOE 4YMCNo NOBTOPHOCTEN. Hanpumep, C Lenbio NOATBEPXAEHUS LO/MKHO ObiTb NPOaHann3vpoBaHO He
mMeHee 60 06pa3LoB 418 onpefeneHnsa nokasartena 90 % oTpuuaTteNibHbIX pe3ybTaToB C BEPOATHOCTbIO
95 % (T. e. 0AWH UK ABa NOMOXUTENBHBIX pe3ybTata 13 60 npoaHaIM3npoBaHHbIX 06pas3LIoB).

4
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Pe3ynbTaTbl OLEeHUBAIOT C UCMO/Ib30BaHNEM CTAHAAPTHbLIX CTATUCTUUYECKUX METOA0B pacyeTa nosTopse-
mMocTu. Mpun NPUMEHEHUN CTaHAaPTHBIX KOMMEpPYeCcKMX HabopoB Ha OCHOBE MUKPONAAaHLWeT AN CTaHAapToB U
06pa3LL0B MCMONb3YIOT, Kak MUHVMYM, ABOMHbIE MOBTOPHOCTY (8y6nn).

4.1.5.2 OueHKa aKCnepuMeHTasIbHbIX flaHHbIX

Mop npenenom obHapyXXeHUs 06bIYHO NOHVMAaeTCs KOHLEHTpaums, Npy KOTOPOl nokasartenb pe3ynbTa-
Ta aHanu3a o6pasua [OCTOBEPHO OT/IMYAETCA OT NnokasaTens pesynbTaTa OTpULATENIbHOrO KOHTPO/bHOIO
o6pasua. 18 cTaTUCTUYECKOM OLEHKN NCKOUUTENbHO BAXXHO MMETb YCTaHOB/EHHbI NpuemMaemslii oBepu-
TeNbHbI UHTEpPBaN MeTofa B Xo4e nccnefoBaHns. O6LWenpuHATLIM MAUHMMasIbHBIM AOBEPUTENbHBIM UHTEP-
BaJIOM SIB/IAETCA YPOBEHb fOCTOBEPHOCTU 95 %. Tem He MeHee, ANA AOCTUXKEHUA faxe 3TOr0 MUHMMaIbHOTO
YPOBHS JOCTOBEPHOCTN HEO6X0AMMO MPOBECTU Tl aTeNbHbI/ aHann3 [OCTaTOYHO 6OMbLIOTo Yucna NoBTOp-
HOCTeN ANA KaX[OoN KOHUeHTpauuu. B 3aBucumocTv OT npejnonaraemMoi Lenu aHanusa Aonyckaetcs
MCNoNb30BaTh M 60Nee NPaKTUYHbIV NOAXOA.

B kauecTBEHHOM MeTofe nokasaTenb pe3ynbTarta 06bI4YHO CPABHMBAIOT C TOUKOM CKPUHWHIA, MONyYeH-
HOV NPW UCMbITAHUAX OTPULLATENbHbBIX UM MONOXUTENbHbIX KOHTPO/IbHbIX 06pa3L0B. TOUKN CKPUHUHIA (Hanpu-
Mep. MoporoBas BeNWYUHA WAN KOHTPOMbHbLIA CTaHAapT/oTMeTKa) MOryT ObiTb AaHbl U3rOTOBUTENEM
TecToBOro Habopa unu npefcTaB/ieHbl Kak BHYTPEHHWI KOHTPOIbHbIA TOCT WAV BHELHWUA KOHTPObHbIN
KannépaTop. OHU NN paccunTbIBAKOTCS, UMW BbINMOIHEHbI TAKUM 06pPa3oM, YTo6bl OTpULATENbHbIN pesybTat
0TAIMYaNca oT NONOXKNTENbHOTO HE MeHee YeM HaABa UINTPUCTAHAAPTHBIXOTKNOHEHUA.CITON Lienblo Npons-
BOANTENN TECTOBbIX Ha60p0|3 NHOrga npenocTtaBnArT AnA ncnbiTaHWi oTpuuaTenibHble NN NONOXXUTENbHbIE
KOHTPO/IbHbIE 06pasLbl, coAepiKallne onpeeneHHoe KonmyectsoaHannta(os),onpeaensaemoro(bix)gaHHbiM
meTogoMm. Kak npaBwuio, BbIGMPAIOT KOHLEHTPaLUWio, COOTBETCTBYIOLLYI pernameHTUpyemoli BennynHe
(Hanpumep. MNAK). Ucnonb3ya KOHTPObHbIE 06pasLbl, NoKasaTe b pe3ynbTaTa o6pasLa cpaBHMBaOT C NOPO-
roBOI BENIMYNHON NN KOHTPO/IbHBIM 3HAYEHNEM 1 ONpeaensoT, COAEPXUT NN aHann3npyemblii obpasew, KOH-
LeHTpaLMI0. aHa/IOrMUHYH0 UAN MPEBBILIAIOLLYI0 COAEPIKALLYIOCS B MOOXUTENbHOM KOHTPO/IbHOM 06pasLe.

[nsa aHanu3a faHHbIX KAYECTBEHHOrO MeToja peKOMeHyeTcsa NpefcTaB/ieHne pe3ynbTaTos B BUje rpa-
huka. rae Haocu X HaHeCeHbl KOHLEeHTpaLymn onpeaensieMoro BewecTsa, a noocn Y — NpoLeHT NoNoXUTe b-
HbIX pe3ynbTaToB (KprBas KOHLEeHTpauus/nokasatenb). Bbi6op NUHeNHON nnm norapuMmyeckoin pasmep-
HOCTW WKanbl X 3aBUCMT OT UHTEepBana uccnegyembix KOHLEHTpauuii. lorapucdmmyeckas wkana 6onee npea-
noyTUTENbHA. €CNIN KPaTHOCTb MHTepBana 6onee 100.

[lns KonnyecTBEHHOrO MeTOa BbICTPaMBaeTCA CTaHAapTHas KpuBas, C MOMOLL b0 KOTOPO onpeaensoT
KOHLUEeHTpauuto aHannta B obpasue, rae ocb X npeAcrasnseT cob0i WKany KOHUEHTpauun onpegensemMoro
BellecTBa, 0Cb Y — LUKany COOTBETCTBYHOLWMX JaHHbIX, HANPUMEP, ONTUYECKOM NIOTHOCTH, haroopecLeHLmMm
NN paAnoaKkTUBHOCTU. BbIGOP NNHERHOM nnn norapmmMmnyeckoin pasmepHoOCTU WKasbl X 3aBUCUT OT NHTepBa-
na uccnefyemMblX KOHLEHTpauuii. Jlorapumuyeckas Wwkana 6osee npegnoyTuTenbHa, ecv KpaTtHoCTb UHTep-
Bana 6onee 100. B aTOM cnyyae cTpouTcs noaynorapumuyeckasn kpusas. Moaynorapugmuyeckas kpusas
MMMYHONOTNYECKOro MeToAa UMeeT, Kak NpaBu/io, CUTMOBUAHYI0 (hOpMY il He MOXET 6bITb ONMcaHa NNHERHbIM
ypaBHeHneM. HecMOTpPA Ha CyllecTBOBaHMe MHOXXeCTBa MaTemMaTnyeckux MeTofoB, NMPUroAHbIX ANs onuca-
HMA KaNMOPOBOYHbLIX KPMUBbLIX MMMYHOIOTUYECKUX METOL0B, A1 UMMYHOMEPMEHTHOroO MeToga, Hanpumvep,
06LLEeNPUHATLIM ABASETCA UCNOJIb30BaHWE YETbIPEXKOMMOHEHTHOM NOrUCTUYECKOV MOAENN U MeTofa Hau-
MeHbLUNX KBagpaToB. O6a MeToAa Aal0T CPaBHUTENLHO 6M3KNE Pe3yNbTaThbl U N0 MEHbLUEW Mepe OANH U3 HUX
BK/I0YEH B 60/1bLIMHCTBO NporpamMm 06paboTKM AaHHbIX UMMYHO/TIOrMYECKUX MeTOA0B.

B KONMYEeCTBEHHOM MeTOfe TOYHOCTb OLEHKW B 3HAYUTENbHON Mepe onpefenseTcs pacrnosioXeHnem
06HapyXeHHO BeNUYMHbI ONTUYECKO! NNOTHOCTU ((h10OPeCLLEHLMN NN PAANO0AKTUBHOCTMN) Ha KannbpoBoy-
HOW KpuBOI. IHTepBan n3mepeHns KannbpoBOYHOro rpadrika COOTBETCTBYeT MaKCMManbHO NPUGAVXEHHON K
JIMHUM YacTn CUTMOBUHOW KPYBOIA (€CNIN KOHLLeHTPaLMsa BbICTPOEHA N0 10rapuMUYeCcKoit LKane).

4.2  JKcnepumeHTasibHble NapameTpsbl

4.2.1 TIpOULEHT IOXXHOMOMIOXUTENIbHBIX N NTOXHOOTPULATENbHbIX PE3Y/IbTATOB

B 3aBMCMMOCTM OT 061aCTN MPUMEHEHNS UCCNEAYEMOTO KaYeCTBEHHOIO METOAA MOXET ObITb 4OCTATOU-
HO onpefieNNeHNss BEPOATHOCTU JTOXKHOMOIOXUTENbHbLIX NIOXKHOOTPULIATENIbHLIX Pe3ybTaTos. iccnegosaHue
BEPOSATHOCTW JIOXXHOMOIOXKUTENbHBIX Pe3y/bTaToB BKIHOYAET N-KpaTHOe nccnefoBaHue «oTpuuateibHOro
monoka» (cMm. 4.1.1) unn gpyrux oTpuuaTenbHbIX 06pasLoB, COOTBETCTBYOLWMUX NpegnonaraemMoin obnactu
npvMeHeHna meToaa. Yncno nccnefoBaHnii Takxx e 3aBUCUT OT NpeAnosaraemol 061acTv NPUMEHeHUs MeTo-
Ja. Hanpumep, gna onpefeneHuns nokasartena 90 % oTpuuaTtenibHbIX pe3ynbTaTtoB ¢ BEPOATHOCTLIO 95 %
Heob6Xxo0fMMO NpoaHanu3npoBaTb He MeHee 60 06pa3LioB.

BepoATHOCTb N0OXKMOOTPULLATENbHBIX Pe3y/1bTaTOB MOXET 6bITh MO/Ty4eHa C MOMOLL b0 KPMBOI cofepika-
Hue/curHan gna psga nccnefyemblX KOHUeHTpauwid. Ecnu TpebyeTcs onpefennTb 4OCTOBEPHOCTb, OLEHKY
NPOBOAAT COrNacHo npoueaype, NPpUBeAeHHOW ANA OLEHKN NOXHOMNOMOXNTEbHbIX Pe3yNbTaToB Npu onpege-
NIeHHOI KOHLUeHTpauun (Hanpumep, npegen o6Hapyxenus nav NAK).
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4.2.2 TMpopgon obHapyxeHuns

Bbi6op aHTMbaKkTepranbHOro npenapara AN OLeHKV npefena o6HapyXXeHus onpeensioT Ha OCHOBe
[aHHbIX, 3aB/1€HHbIX pa3paboTymMKom/ Npon3BoAUTENIeM TeCTOBOro Habopa. MNMpuHLMN NOAroTOBKM NPO6 onu-
caHB4,1.4.

Bbi6op oOLeHMBaeMbIX KOHLEHTPaLuii npenaparta NpoBOAAT CNefyoWwmnm 06pasom:

a) Kpome oTpuuaTenbHbIX U MONOXKUTENbHBIX KOMTPO/IOW 6epyT He MeHee YeTbipex KOHLeHTpaLuuii npe-
napara. KoTopble No NpeABapuUTebHON OLeHKE MOrYT AaTh, COOTBETCTBEHHO. 25 %, 50 %. 75 %1 95 % Nonoxu-
Te/IbHbIX pe3ynbTaToBs.

6) Kpome Toro, B oguH o6pasel A06aBAAKOT aHTMOaKTepuanbHbIi NpenapaTt 40 KOHUEeHTpauuu, He
MeHee yeM Ha 50 % npeBbilwatoLeli KOHLEHTpaLNo, AaloLWyo No npeaBapuTenscHol oueHke 100 % nonoxu-
TesNbHbIX pe3sybLTaTos.

B) Bbl6paHHble KOHLEHTPaLUM AOMKHbI BKAOYaTh B ce65 3asaBNeHHbIV pa3paboTynkom/nponssBogmTe-
nem npegen o6Hapy>XeHnsa n, ecm Heob6xoaMMO, KOHLEHTpaLmMio, COOTBETCTBYOLLYH0 3aKOHOAATEIbHO Or0BO-
peHHOMY ypoBHIo (Hanpumep. NMAK).

[na kayecTBEHHOrO TecTa, Kak yka3aHo B 4.1.5.1. Heo6xoaumo oT 10 0 20 NOBTOPHOCTEN ANA KadkaoM
BbIGPaHHOM KOHLEHTPaLun, YTO6bI paccunTaTb NPOLEHT NOIOXMTENbHbIX pe3ybTaToB. Ecnv HeTonpegeneH-
HbIX Tpe60BaHWIi KCTATUCTUYECKON 4OCTOBEPHOCTU AaHHBIX, JONYCKAaeTCA UCMO/b30BaTb 601ee yNpoLeHHble
noaxofbl K onpefeneHunto npegena obHapy>keHus. TakuM NOAXOAOM, Hanpumep, MOXeT 6biTb NPUHATUE B
KayecTBe npefena o6Hapy>KeHns KOHUeHTpauuu, gatouleli 95 % pe3ynbLTaToB, MHTEPNPETUPYEMbIX KaK M0Mo-
KUTESbHbIE.

Cnepysa aTomy noaxoAdy, npefen obHapy>XeHns MOXeT ObiTb BbipaXKeH AByMSA crnocobamu (CM. pucy-
HOK 1):

- yKasaHveM BYX KOHLIEHTpaLMii, Mexay KOTOpbIMU HaXo4MTCs BeNUYMHa, gatowas 95 % nonoxurenb-
HbIX pe3y/ibTaTos;

- onpefefnieHneM KOHLEHTpaLum No TOYKe nepeceyeHns KpuBoi copep>kaHne/Curdan ¢ nnHueli yposHs
«95 % NONOXNTESbHbLIX Pe3yNbTaTOB».

BakHbIMM NpakTU4ecKuMy napametTpamn MeToga ABAAITCA TakXKe NPOLEHT MONOXUTENbHbIX pe3ybTa-
TOB Ha YPOBHe KOHLleHTpauuu, 3asBNeHHO pa3paboTynkoM/npon3BoanTenemM Kak npegen o6HapyXeHus unm
COOTBETCTBYIOLLEN 3aKOHO4aTe/IbHO YCTaHOB/IEHHOMY YpoBHI0 (Hanpumep. NAK) (cm. 4.2.1). Ecnm Heobxoau-
Ma onpefefieHHas cTaTucTuyeckas 4OCTOBEPHOCTb, paccuuTbIBalOT HEO6XOAMMOE YNCI0 NOBTOPHOCTEN AnA
KaXX[0M KOHLeHTpauum.

[na konnyecTBeHHOro MeToAa NpeAesioMm 06HapyXeHUs, Kak NpaBusIo, CUNTAOT yPOBEHb KOHLEHTPaLIMK
aHanuTa, AaloLmnin CTaTUCTUYECKN JOCTOBEPHOE pa3inyne B pedynbTartax 0T oTpuuatesibHbIX 06pa3Los; T. e.
06bIYHO 3TO KOHLEHTpaLMs, COOTBETCTBYIOLWAsA CPpeAHEMY pe3ynbTaTy oTpuLaTebHbIX 06pa3L 0B C BbIYETOM
Tpex cpeAHeKBapaTUYHbIX OTKIOHEHWIA.

PucyHok 1 — Mopaenb KpuBOW cogepxaHue/curHan Ans onpefeneHns npegena o6HapyxeHus
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4.2.3 CneundunyHOCTb

CneunUYHOCTL MeToa XapaKTepm3yeT BO3MOXXHOCTU CBA3bIBAHWS C PELLenTOPOM, U. TakuM 06pa3om,
NMOMIOXMTENbHOTO pe3ynibTaTa AN BEWeCTB C XMMUYECKOW CTPYKTYPOIA UK CTPYKTYPHOIA YacTblo, Nofo6HON
OpUTMHaNbLHOMY aHanuTy (NepeKkpecTHas peakums).

Hanpumep, MeTaboNnTbl OPUTMHAIBHOTO aHanuTa MOryT pearmpoBaTb C aHTUTENIOM, HanpaB/IeHHbIM
NPOTUB OPUTMHALHOTO BellecTBa. CneuudnyHoCTb MeToAa cnefyeT onpefenaTb pe3ynbTaTom cneymdu-
4YecKOro CBA3blBaHWA aHTUTEHOM CAaHTUTENIOM UM aHaNuTa ¢ peLenTopoM MoTAnYaTh ee 0 T Hecneundguyec-
KO uHTepdepeHuun (cm. 4.2.5). Ons onpefeneHus NepekpecTHOW peakTUBHOCTM C, onpefesieHHOro
BellecTBa OnpeAenatoT BO3MOXHOCTb MNOTOXNTENBHOW peakuun 4N ero KoHUeHTpauum, NpuénnsnTenbHo B
100 pa3 npeBbiwatoLLeil npeaen o6Hapy>XeHUA Lie1eBoro BeLlecTsa.

[ONs KONMYecTBeHHbIX METOAOB CNEeUUdUYHOCTb PaccUMTLIBAKOT NOC/e ONpefeneHust KOHLEeHTpaLui
LieneBoro BewecTsa M4u KOHLEHTPaLVN NepeKpecTHo-pearvpytoLero sewectsa Cs. gaowwmx 50 %-Hoe CHu-
XKEeHVe cUrHana pesynbTarta Nno CPaBHEHMIO C OTPULLATE/IbHbIM KOHTPONeM. OTHOCUTENIbHY NMEPEKPECTHYHO
peakTUBHOCTb BellecTBa C,. %. paccunTbiBaloT no hopmyne

C,=b - 0. 0)
c.
rae Ts— 3HavyeHMeKOHUeHTpaumiiLeneBoroseliecTsa.gauwee50%-HoecumxkeHnecnurqHanapesynbrarano
CPaBHEHUIO C OTpULaTe/IbHbIM KOHTPOJIEM;
Cs— 3HauyeHMe KOHLEHTpaL Ml NepeKkpecTHO-pearnpyoLero BewwecTsa, gatowee 50 %-Hoe CHUXEHUNE CUT-
Hana pesynbTarta no CPaBHEHMIO C OTPULLATENbHLIM KOHTPOEM.

YkasbiBatoT Bce 3HaumTesnbHble (5 1 %) nepekpecTHble peakTUBHOCTU. B COMHUTENbHBIX Cyvasx Be-
L ecTBa NepenpoBepsitoT NPU KOHLEHTPaLMAX, COOTBETCTBYIOLWNX MAKCUMaibHbIM 3HAYEHUAM KanubpoBouy-
HOW KpuBOi. MeToAbl CO 3HAYMTE/IbHOI NEePEeKPeCTHOW PeakTUBHOCTbI0O HE MOTYT ObiTb MCMONb30BaHbI 4/1A
KOMIMYECTBEHHOI O ONpeaenieHuns.

4.2.4 CpokrogHocTu TecToBOro Habopa

Ona onpepeneHnsa n3MeHeHWh curHana pesynbTata B Nepuog 3asaB/EHHOI0 CPpoKa rofHoCTU cnegytoT
npouegype Boibopa aHanuTa. Yncna NOBTOPHOCTEN 1 OLleHKe pe3ynbTaToB, OonucaHHoi B4.1. NoBepKy NpoBo-
AAT N0 MeHbLUeli Mepe Tpu pasa [B Havane, N0 NCTEYEHUN NONOBUHBLI CPOKA FOAHOCTY (M Kaxable 6 mec oT
faTbl NPON3BOACTBAMM B KOHLIE CPOKa FOAHOCTM). YCNOBUA XpaHeHuns (Hanpumep, TemnepaTypa, ANTeNIbHOCTb
1 Np.) 4O/MKHBI COOTBETCTBOBATb yKa3aHHbIM pa3paboTumkom/nponssogmTenieM TeCTOBOro Habopa.

4.2.5 BocnpuumumnBoCTb KNnoMexam (MHTepgepeHuun) (yCTOMUMBOCTL MeToaa)

4.2.5.1 MMpoueapypa onpegeneHuns

[ns uvccneposaHns BAWAHUS BO3MOXHbIX UHTepdepupyowmux hakToposB (noMex) B Xo4e aHanusa
(HanpvmMep, OTK/IOHEHUA B peakTuBax, YC/M0BMAX UHKybauun, ob6beme obpasLla) noarotaBnmeatoT Npoodbl ¢
psAoM KombuHauwuii BelwecTBO/ero KoHUeHTpaumsa B cooTBeTCTBUM € 4.1. MPOTOKON 3KCMeprMeHTa BKIOYaeT
onpejesieHHble OTKNOHEHMS OT NpaBU/bHON NpoLeaypbl aHanusa.

4.2.5 2 CoctaBs/cBolicTBa o6pasua

Ha pe3ynbTaTbl UMMYHONOIMMYECKNX U 6aKTepuanbHO-peLenTOPHbIX METOL0B MOXET OKa3biBaTb BAUSA-
HVe uenblil pag hakTopos, CBSA3aHHbIX C COCTABOM M CBOMCTBaMU o6pasua. K Takum haktopam oTHOCATCA, B
nepByto ovepesb, 6aKTepronornyeckoe KauecTBo MOI0Ka, KOJIM4eCTBO COMaTUYECKUX KNEeTOK, CogepXaHune 1
COCTaB XMPOB. pH MonokKa, BUA XXMBOTHOrO 1 hasa nakrauun (Hanpumep, No34HAS nakraums).

B xope oueHku, 6eps BO BHUMaHME OrpaHu4eHns, oropapusaemble pa3paboTUnKoM/nponssoanTenem,
nony4atoT OTBEThI Ha C/ieAyoLL e BONPOCHI:

a) MoryT v nofgo6Hble hakTopbl BECTU K/TOXHOMONOXMNTENbHbIM pe3ybTaTtam (Hanpuvep, U3-3a noBbl-
LLIEHHOTO KONNYecTBa COMaTUYECKMX KNeToK)?

6) MoryT 1 nogo6Hbie hakTopbl BECTU KI0XHOOTPULATENbHBIM pe3ybTaTaM (Hanpyvmep, Mackupyto-
Wit athhekT bakTepranbHo |>nakTamasbl)?

B) MoryT v nogo6Hble (hakTopbl BECTU KNOXHOMONOXNTENbHLIM/NOXHOOTPMLATENbHBIM pe3yibTaTam
(Hanpumep, 060 ahheKT n3-3a M3MEHEHU B COAEPXKaHNM 1 COCTaBe Xnpa Mooka)?

4.2.5.3 KoHcepBaLus 06pa3LoB

O6pasLbl AN onpefesieHns ocTaTtkoB aHTUbaKTepuaibHbIX Bl eCTB MOIYT KOHCEPBUPOBATLCA UK
fo6aBneHnemM KoHCepBaHTOB (HanpvmMep, 60PHON KNCNOTbI), UKW FTy6OKOIN 3aMOPO3KONA.

Ecnn ncnonb3oBaHne KOHCEPBAHTOB He 3anpeLeHo pa3paboTymkom/npon3soauTenem. BAMsSHNE XUMU-
YecknX KOHCEPBAHTOB Ha pe3y/bTaTbl aHaNN30B OLLEeHNBAIKOT Ha YPOBHE PeKOMEHAYeMOol KOHLEHTPaLMN KOH-
cepBaHTa. a TaKke Ha ypoBHe 60/iee HU3KOW M 60NEB BbICOKOW OT YPOBHS pekomeHayemoli. O6pasubl
aHanM3npyloT 0 KOHCepBaLuuu, Nocse KOHcepBaLmmn 1 nocne xpaHeHus. Tak Kak jo6aBneHne KOHCepBaHTOB
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MOXeT BNUATb Ha YPOBEHb Pe3yNbTaToB, TO Ka/JIMOPOBOUHbIE 06pa3Libl Tak)Ke KOHCepPBUPYIOT COOTBETCTBYIO-
LWmm 06pasom.

4.2.6 Ob6Hapy>XeHue HexxenaTenbHbIX MPUMeceii

Mpn BO3MOXXHOCTW WCNOJIb3YHOT KOHTPOJIbHbIE MaTepuasbl U3 NPOBEPEHHbIX UCTOYHWUKOB (Hanpumep.
BCR»).

/13 06pa3uoB MoMoKa, CoAepXKallnx oLeHnBaeMble BelecTsa, TpebyemblM pasBefeHem oTpuuaTesb-
HOFO MOJIOKa FOTOBSIT NPO6LI C KOHLEeHTpaunsMm cornacHo 4.1.4.2. bonee nNpakTU4HbIM NOAXOA0M ABMsieTCA
1CMNoJib30BaHNe MOJIOKa OT KOPOB, NOABEPTLLNXCA IeYEHNIO pacnpoCcTpPaHeHHbIMU BeTEPUHAPHbIMKU Npenapa-
Tamu. [1ns cpaBHUTENbHbIX Leneil He06XoANMO onpejesieHne KomyecTsa BeTEPMHApPHbIX NpenapaTos B NPo-
6ax aTTecToBaHHbIMU (PUINKO-XUMUYECKMUN METOAAMM.

4.2.7 N3BNOKaeMocCTb

Ecnun akcTpakuma ob6pasua u ouMcTKa IKCTpakTa ABAAKTCSA YacTbio MeTo4a, TO YKasbiBatoT aheKTus-
HOCTb fJaHHOI nNpoueaypsl (M3BNEKAEMOCTb).

4.2.8 CpaBHUTe/IbHble NUCNbITAHUSA

[ns cpaBHUTENbHbIX MCMbITAHWUI NPO6bI FOTOBAT B 0A4HOM NabopaTopum cornacHo 4.1.4. Mpo6bl B Tpeby-
€MbIX YyC/IOBUSIX paccbiNaloT BMeCTe CTeCTOBbIMU HabopamMun He MeHee YeM BBOCEMb y4acTByloLux naboparto-
pvii ANA OLEHKM KOIMYECTBEHHOTO MeToda U He MeHee yem B 15 nabopatopuii 415 OLEHKN KaYeCTBEHHOrO
meToAa.

Mpu BbIGOPE NOAXOAALLMX BELWECTB UK UX KOHLEHTpaLUun cnegytoT npoueaype cornacHo 4.1. Mpo6sl
KOAMPYIOT M KaXki0e BeLecTBO UM KOHLLEHTPaLMI0 BELLECTBA B KaXXAO0W yHacTBytoLLeli nabopaTopumn aHannsm-
pyloT He MeHee 10— 20 pa3 (Npu BU3yasibHOM yyeTe pe3ynbTaToB) uin 3— 5 pas npu UCNosb30BaHUN U3Mepu-
TeNbHOW WKasbl. MpOTOKON 3KCNepnMeHTa JO0/MKEH CTPOTo cobngatbes.

5 OueHKa M3MepeHHbIX MapaMmeTpoB

5.1 BO3MOXHOCTb NPUMEHEHNSA AN 3a89BNEHHbIX Lenei

3JKCnepTHOe 3aK/oYeHre 0 BO3MOXHOCTM NPUMEHEHNS ANA 3aAB/IEHHbIX Lienei BKaovaeT B cebs cneay-
ouiee:

- W3MEepeHHble napamMeTpbl UMMYHONOMMYECKOro UNn 6akTepnanbHO-peLenToOpHOro MeToaa, NoayyveH-
Hble. BO3MOXXHO, U3 pa3/InyHbIX UCCNef0BaHNiA, NPOBEAEHHbIX C Pa3HbIMW LieNSMU, B MAKCMMasibHO BO3MOXHOIA
CTeneHn 4OoMKHbI 6bITb NpeacTaBeHbl B hopme Tabnuu,;

- WHdopMauua, npeacTaBneHHas B 3TOM YacTu 3aknoyeHns (Tabnuubl), hopMupyeT OCHOBY BTOPOIi ero
yacTu, npeacTaBnatoLWw et n3 cebs akCnepTHYO OLEHKY AaHHO MHopMaLum, ¢ 0COObIM aKLLeHTOM Ha 3asB/eH-
Hyto/ npegnonaraemyto 06n1actb NPUMEHEHNA METOAR;

- yumTblBas, 4To feTaNbHOe U3yyeHne pasInyHbIX nokasarenei 3aHMmaeT pa3Hoe KOIM4YecTBO BpeMe-
HW, 0COGEHHO uccnegoBaHne NPOAO/HKUTENBHOCTU XpaHeHUs (Hanpumep, onpejeneHne cpoka rogHocTu),
3aK/l0YeHNe C OLEeHKON nccnepyemblX NokasaTeneli NpuMBOAAT B pasfenax C ykKa3aHWeM KOHKPETHOro
BPEMEHU.

JKcnepTbl JOMKHbLI MOCTOSAHHO M3yYaTb HOBYIO MHG OpMaLMio No faHHOMY BONPOCY.

5.2 PekomeHpaumnm no opopmMaeHnto 3aknoyeHuns

JKCnepTHOe 3aK/YeHne AO/MKHO BKKYaTb CnefyoLwnin NopsagoK pas3fenos:

a) pasgen 1:

- nU3BnekaemocTb (cM. 4.2.7);
- npegen obHapyxxeHus (cm. 4.2.2):
- BEPOATHOCTb NTOXXHOMOMOXUTENLHBIX/NOXHOOTPULATENBHBIX Pe3ybTaToB (CM. 4.2.1);
- cneuyn@uyHocTb (cm. 4.2.3);
6) pasgen 2:
- BOCNPUUMYMBOCTb KNnomexam (YCTONYMBOCTL) (CM. 4.2.5);
- 06HapyXeHue HexenartenbHbIX Npumeceii (cM. 4.2.6).
B) pasgen 3:
- CPOKFOAHOCTM TECTOBOro Habopa (cm. 4.2.4);
- CpPaBHUTE/IbHbIE UCMbITAHWUA U TOYHOCTb (CM. 4.2.8).

1 BCR — cokpau,eHHOoe Ha3BaHue 6lopo cTaHgapToB EBpokomuccumn (Bureau Communitaire de Reference). CtaH-
AapTbl NpeAoCcTaBAAOTCA Takke WHCTUTYTOM CTaHfapTHbIX mMatepuanos u usmepeHunin (IRMM). OTgenom ynpaBneHus
cTaHpgapTHbiMu matepuanamu (MRM), Retiesweg, B 2440 Geel, Belgium.
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J1J MCO 13969:2003 MONOKON MONOYHbIe NPOAYKTbl. PYKOBOACTBO MO CTAHAAPTU3NPOBAHHOMY ONUCAHWNIO TECTOB TOP-
MOXEeHNsi 6aKTepuanbHOro pocta
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