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MpeancnoBue

Lienu v npyHumnel ctaHaapTuaaumm B Poccuiickoii @eaepaumm yctaHosneHbl PeaepanbHbiM 3akOHOM OT
27 pexabpsi 2002 r. Ne 184-93 «O TEXHMYECKOM PEeryiMpoBaHni», a npasuia npuMeHeHNs HauMoHabHbIX
ctaHgapToB Poccuiickoin ®egepaumm — FOCT P 1.0—2004 «CtaHagapTtusaumnsa B Poccuiickon degepaumn.
OCHOBHbIE NONOXKEHUsI»

CBeaeHUA o cTaHgapTe

1 NOArOTOBIIEH OAQO «Bcepoccuiickunii HayvyHO-MCCefoBaTENLCKAN UHCTUTYT cepTudnkalny
coBMecTHo ¢ Y Apocnasckoi o6nacTu « Apocnasckuii rocyaapcTBEHHBIA UHCTUTYT Ka4yecTBa Chipbs U NuLLe-
BbIX MPOAYKTOB» Ha OCHOBE ayTEHTUYHOro Nepesoaa cTaHaapTa, ykasaHHOro B nyHKTe 4

2 BHECEH TexHu4eckum komuteTom no ctaHgaptusaumm TK 335 «MeToabl MCnbITaHWA arponpoMblLL-
neHHoW npoayKumMn Ha 6esonacHocTb»

3 YTBEPXIEH W BBEAEH B AEWCTBUE Mpukasom deaepansHOro areHTCTBa Mo TEXHUYECKoMy
perynnupoBaHuio U MeTponoriu ot 27 aekabps 2007 r. Ne 47 1-ct

4 Hacrosawuin ctaHaapT ABASeTCA MOAUMULMPOBaHHBIM MO OTHOLLUEHWIO K MEXAyHapoAHOMY cTaHAapTy
NCO 18330:2003 «Mornoko 1 MoriouHble NpoayKThl. PyKoBOACTBO NO CTaH4APTU30BaHHOMY ONUCAHUIO MeTO-
0B UMMYHOIOrM4ecKoro unm 6akrepunansHo-peLenTopHOro aHannsa Ans onpeaeneHuns ocTaTkos aHTUGakTe-
puanbHbIX BewwecTB» (1ISO 18330:2003 «Milk and milk products — Guidelines for the standardized description
ofimmunoassays or receptor assays for the detection of antimicrobial residues»). Mpn 3Tom B Hero He BkNOYeEH
pasgen «HopMaTUBHbIE CCbIfIKUY, @ AOMONHUTENbHbIE CNoBa, hpasbl, ab3albl, NOKa3aTenu U 3Ha4YeHNSA Noka-
3aTenewn, BKIOYEHHbIE B TEKCT cTaHAapTa Ans ydeTa noTpebHocTen HaunoHanbHoM 3koHOMKKK Poccuiickoin
deaepauun u ocobeHHOCTEN POCCUIACKON HaLMOHaNbHOW CTaHAapTU3aLUunK1, BbiaeneHbl KypCUBOM.

HaumeHoBaHue HacTosLWero ctaHgapTa U3sMeHeHO OTHOCUTENBbHO HaUMEHOBAaHWUA YKa3aHHOTo Mexay-
HapofgHoro ctaHfaapTa Ans npusefeHus B cootsetctane ¢ FOCT P 1.5—2004 (noapasaen 3.5)

5 BBEJEH BMNEPBbIE

6 NMEPEU3OAHUE. UioHL 2009T.

UHpopmayusa 06 usMeHeHUAX K HacmosilemMmy cmarO0apmy rybrukyemcs 8 exe200Ho usdasaeMom
UHhbopMalUOHHOM yKka3zamene «HayuoHanbHbie cmaHOapmbi», a MeKCcmM U3MEHEeHUU U rornpasok — 8 exxeme-
CAYHO U3dasaeMbix UHGhOPMaUUOHHBIX yKasamensix « HayuoHanbHbie cmaHGapmsi». B cnyyae nepecmompa
(3ameHb!) unu ommeHsl Hacmosiue20 cmaHOapma coomeemcemeyioujee yeedomiieHue 6ydem onybukoesaHo
8 exeMecs1YHO us0asaeMoM UHGhopMayUOHHOM yKa3zamene «HayuoHnaneHble cmaHdapmbi». Coomeemem-
sytowias UHhopmayusi, yseGoMIieHUe U meKcmbi pasMeuaromcest makxe 6 UHGhopmayuoHHol cucmeme obue-
20 10J1b308aHUs1 — Ha oghuyuarnbHoM calime DedepalibHO20 a2eHMCmea 1o MeXHU4YeCKoOMy peaysiupo8aHUuro
u Mempornoeuu 8 cemu lumepHem
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HacTosiwui CTaHOapT HEe MOXeT 6bITb MOMHOCTbIO UMK YaCcTUYHO BOCnpounsseaeH, TUpaxuposaH U pac-
NpocTpaHeH B kavecTBe odurumMansHoOro usgaHus 6es paspelueHus deaepanbHOro areHTCTBa No TeXHUYECKO-
MYy perynupoBaHuio n MeTponorum
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HAUMOHANbHBIN CTAHOAPT POCCUMUCKOW O@®EQNEPALMUMU

MOJIOKO U MONOYHbLIE NPOAYKTbI

MeTopab! UMMYHoOIoOru4deckoro unu 6aK'repuaano-peuenTopHoro aHanusa
AnA onpepeneHus ocTaTkoB aHTu6a|crepuaanblx BelwecTB

Milk and milk products.
Methods of immunoassays or receptor assays for the detection of antimicrobial residues

Data BBegeHna — 2009—01—01

1 O6nacTb NpMMeHeHus

Hacmosiwuli cmandapm ycmanaenueaem obujue mpebosaHusi K IposedeHUIo U OUeHKe pe3ysibmaimos
UMMYHOII02UYEeCK020 unu bakmepuailbHO-peUuernmopHO20 aHau3a Koiu4ecmeeHHO20 U KayecmeeHHo20
memodos onpedenieHus ocmamkos aHmubakmepuarnbHbiX 8eUECME 8 MOJIOKe U MOTTIOYHbIX IPodyKkmax.

Ummyronoauveckull (UMMyHOepMeHmMHbIl — UDA u paduoumMmyHHbIl — PVA) mMemod aHanusa
OCHOBaH Ha cesi3bleaHUl aHmubakmepuaiibHO20 gelyecmsa co crieyugudeckum aHmumernom unu creyuchu-
yecKU cesisbisarouelicss MonieKynol Opyao20 muria U r103680/151em KoTu4ecmeeHHO oyeHums ripedesibl obHapy-
JKEHUST 0cmamxkoe aHmubakmepuaribHbIX 8eLeCme 8 MOJTOKe U MOJIOYHbIX IpodyKmax.

K ummyHonoeuyeckomy memody aHanu3a omHocsmces: UuMMyHoghepmeHmHbIl (MDA) u paduoummyH-
Hbll (PUA).

BakmepuanbHo-peuenmopHbill (hbepMeHmamueHbIl U 6e51Ko8o-peuenmopHbili) MemMoO aHanu3a, Kak
pas3HosUOHOCME UMMYHO/I02U4ECKO20 aHallli3a OCHOBaH Ha C8s3bigaHUU aHmubakmepuarnbHbiX 8eLecms ¢
bakmepuarnbHbIMU peuenmopamMu Unu peuenmopHbsiMu 6enkamu u npumeHsiemcesi kak 05151 uéeHmugbukayuu
(kayecmeeHHoe ornpederieHue), mak U O] KOu4ecmeeHHoU OUeHKU ocmamkoe aHmubakmepuanbHbiX
geuiecms 8 MOJTOKe U MOTOYHbIX PpOdyKmax.

bakmepuanbHo-peuenmopHsbil, thepmeHmamueHbili U b6erkogo-peuenmopHbil Memodsl aHanusa
OMHOCSIM K peyermopHbIM MemodaM.

2 TepMuHBI 1 onpeaeneHus

B Hacmosiwem cmaHdapme rpuMeHeHbl criedyuue mepMuHbl ¢ coomeemcmeyrouuMu ornpederie-
HUsIMU:

2.1 NoXHONOMNOXUTenNbHbIe pe3ynbTaTbl: [TPOLEHT NONMOXUTENbHBIX PEe3yNbTaToB NpU UCcnedoBa-
HUK oTpuLaTenbHbIX 06pasLoB.

2.2 noxHooTpuuaTenbHble pe3ynbTaTthbl: [TpoUeHT oTpuLaTENbHBIX Pe3ynbTaToB NPY UCCNeaoBaHNA
NonoXuTenbHbIX 06pa3LoB..

2.3 cneuuduryHOCTb: BO3MOXHOCTU NOMOXNTENBHOIO pe3ynbTaTa B NPUCYTCTBMM BELLECTB C XMUYec-
KOW CTPYKTYPOU, nogo6HOM LieneBOMY aHanuTy (MepekpecTHas peakuns).

2.4 npepen oGHapyXeHUs ANA KaYeCTBEHHbIX METOAOB: YPOBEHb KOHLEHTpauuu, Npu KOTopoi
onpeaeneHHbIi NpoLeHT 06pasLOoB AaeT NONOXKUTENbHLIN pe3ynbTaT, T. €. 95 % ¢ COOTBETCTBYHOLLUM AOBEPU-
TellbHbIM NUHTEPBanoMm.

2.5 npepen o6Hapy)XeHUs1 4NA KONMUYECTBEHHbIX METOAO0B: YPOBEHb KOHLEHTPaUUn, Npu KOTOPOM
KONMUYECTBEHHbIN pe3ynbTaT aHannsa cTaTUCTUYECKN AOCTOBEPHO OTNMYaeTCs OT pesynbTaTta oTpulaTersHo-
ro obpasLa Monoka.

WU3panne opnymnansHoe
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3 WHdopmaums, Tpebyeman oT paspaboTumka/nponssogurens

3.1 MNopsdok ammecmayuu
PaszpaboTunk unun npoussoanTenb TeCTOBOro Habopa AomkeH NpeacTaBUTb MHGOPMAaLIMIO O MeTOAONO-
rMu, BKIoYaroLwyto B cebs cnegyrowme gaHHble:
- onucaHue metoda (Hanpumep, npobonoaroToBka U OCyLIECTBIIEHWE aHanM3a);
- MpuHLKUN MeToaa (HanpumMep, NPAMOWN KOHKYPEHTHbLIA UMMYHOMhepMEHTHBIA aHanus);
- OLEeHKY pe3yrbTaToB aHan1sa (Hanpumep, BU3yasnbHas UIN KOJIUYeCMe8eHHas1 OLleHKa, KpUTEpUA Noso-
XKNUTENbHOro UNW OTPULATENBHOrO pesynbTaTa);
- MPONYCKHYIO COCOBHOCTL (Hanpumep, KonMYecTBo 06pasL OB 3a e AUHULY BpEMEHN);
- ocobble TpeboBaHMs K 0TOOPY NPO6, COXPaHEHWNIO U aHaNNU3y;
- MpoLeaypbl KOHTPONS Ka4ecTBa, BKOYaA NPUMEHEHNe NoNoXUTENbHLIX/0TpULLATENbHBIX KOHTPOMb-
HbIX 0Opa3LoB;
- obnacTb NpUMeHeHUs1, BKIoYas:
a) npedHasHavyeHWe meToaa (Hanpumep, CKPUHUHT ANs BbinnaTel NPeMUA UK NeHel 3a Ka4ecTBO
Morioka, CKPUHUHT 3anpeLleHHbIX BELLECTB);
6) npegHasHaveHWe No PasHOBMAHOCTWU cybcTpaTta (MaTpuubl) (Hanpumep, Ansl aHanusa cbiporo
MorioKa 13 YucmepHbi UNin TepMuveckn 06paboTaHHOro Monoka);
B) OrpaHMyeHns No UCMoNb30BaHWUIO B 3aBUCMMOCTU OT COCTaBa W KavyecTBa Monoka (Hanpumep,
KONM4ecTBa COMaTUYECKUX KIETOK UM BakTepuonormieckoro kavectsa).
3.2 PeakTuBbI B cOCcTaBe TeCcToBOro Habopa
HomxHa 6bITb NpeacTaBneHa crneaytowas nHopmauus o peakTuBax B cocTaBe TeCToBoro Habopa:
a) npu nposedeHuU UMMYHOMOTMHYECKOro aHann3a:
- TUN aHTUTenN (HanpumMep, MOHOKMOHaNbHbIE UK NONNKNOHAaNbHbIE, BapaHbK, KPONUYLU UK NPO-
yne);
- TUMN aHTUreHa, ecriv oH UCNONb3yeTcA B MeToae (Hanpumep, KOHbIoraT aHTureHa ¢ hepmMeHTomMm,
aHTureH, agcopbupoBaHHbIA Ha TBepAon dase);
- TUN Mapkepa, npoayuupyroLero curHan (Hanpumep, epMeHT: nepokcuaasa, WwenovHasa gocda-
Tasa; paguousoton: H3, C14, 1125, uHepTHLIe YacTUUbI: OKpaLLEeHHBbI naTekc, KONMouaHoe 3010To);
- Tun cybcTpaTta chepMeHTaTUBHOM peakLMm U TN BeLecTBa, TPaHChOPMUPYIOLLETO aKTUBHOCTb
depMeHTa B cuMTBIBAEMbI curHan (Hanpumep, nepekuck Bogopoaa/TeTtpameTunbeHsnant), ecnu
npUuMeHsieTcs;
6) ripu nposedeHuu HakTepuanbHO-PELLENTOPHOrO aHanunaa:
- TWN MeTKU (Hanpumep, paguounsoTton);
- YpOBeHb paguoakTUBHOCTU U TpeboBaHuUs besonacHoCcTU U
- TUN peuenTopa (Hanpumep, UHaKTUBUPOBaHHbIE BakTepunanbHble KNeTKn, HaTUBHbIE UMK C aacop-
6UpoBaHHLIMU @aHTUTENAMM);
B) npu rnposedeHuu 6enkoBo-peLLenTOPHOro aHanuaa:
- TWUN UCNONbL3YeMOro peLienTopHoro 6enka (Hanpumep, KOHbIOraT peuentopa ¢ hepMeHTOM);
- TUN BeLeCcTBa, KOHKYPUPYIOLLEro 3a CaT CBA3LIBAHWUA peLenTopHoro 6enka (Hanpumep, KOHbloraT
depmeHTa ¢ aHanMToOM, aHanuT, aacopbupoBaHHbIN Ha TBepAon dase);
- chepmeHTaTUBHaNA peakLus, NpuMeHsiemas ans Busyanusaumnm curHana.
3.3 Ungopmayus o donosHUMENbHbIX XUMUYECKUX peakmueax, He eXo0sauwux e mecmoebiil
Habop
[onxHa 6bITb NpeacTaBneHa crneayowas nHgpopmaumnsa o AONOAHUTENbHBIX XAMUYECKUX PeakTUBax, He
8xo0dauux e mecmoesili Habop:
- HeobXoAMMasn YACTOTA U KaYECTBO XMMUYECKNX PEaKTUBOB;
- COCTaB U NPUrOoTOBIEHWUE PAaCTBOPOB;
- yCnoBuA XxpaHeHus U cTabunbHOCTbL PacTBOPOB;
- Tpebyemoe KauecTBO BOAbI.
3.4 Tpe6oBaHus k npoBefeHUIO aHaNU3a
HomxHa 6bITb NpeacTaBneHa creaytowas uHdopmauus o TpeboBaHUAX K NPOBeAEHUIo aHanumaa:
a) TpeboBaHWA K OMbITY M YPOBHIO MOArOTOBKNU ONepaTopa;
6) TpebosaHua k nabopaTopHoMy 0060pyaOBaHWIO:
- MWKPONNAHLLETHOMY PUAEPY;
- chnroopuMeTpy, CYETUMKY CLMHUMNNAUWA, KOMAbIOTEPHOMY 060OpyaoBaHUIO U NpOrpaMMHOMY
obecneveHuio;
- UHKy6aTOpy U TOYHOCTU aBTOMAaTUUYECKUX NUNETOK;
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B) TpeboBaHus 6e3onacHOCTM (Hanpumep, K 06paLLeHUo U yTUNU3aLUM paanoakTUBHLIX OTXOAO0B);

r) TpeboBaHUA K KOHTPOIO KayecTBa paspaboTunkom/npoussogutenem u/unv onepaTopom.

3.5 Cneuudmkauus TectoBoro Ha6opa

HonxHa 6bITb NpeacTasneHa cnedyowas nHhopmaLumna 0 XxapakTepucTukax TecToBoro Habopa:

- NPOLEHT NOXHOMONOXUTENbHLIX pe3ynbTaTos (cM. 2.1);

- MPOLEHT NIOXHOOTpULaTeNbHbIX pe3ynbTaTos (cMm. 2.2);

- cneundudHocTb (M. 2.3);

- npegen obHapyxeHus (CM. 2.4 1 2.5) COOTBETCTBEHHO;

- TOYHOCTb: AaHHble NOBTOPSIEMOCTU U BOCMPON3BOAUMOCTU, MOSyYEeHHbIE NO pe3ynbTaTaM CpasHu-
menbHbIX UCCNeOBaHWN, ecriv NPoBOAUIUCD.

3.6 [okymeHTauusa

HomxkHa 6bITb NpeacTasneHa cneyowan AoKyMeHTaumns:

- PYKOBOACTBO MOSb30BaTeNs, BKMOYas UHCTPYKLMIO NO YCTpaHeHNo olMBoK U HencnpaBHOCTEN;

- CMMCOK NOCTaBLYMKOB 060pyAOBaHUSA, peakTMBOB, CTAHAAPTOB, CNYXXO TEXHNYECKON NoAae PXKKK;

- ohmumanbHbIA cTaTyc MeToda B KOHKPETHOW CTpaHe (ecnu umeeTcs);
Harnu4ume crpaBoYHOro MaTepuvana;
Hanu4ue MexgyHapoaHo npusHasaemon anpobauun u/unu Banuaaumm 8 pamkax NCO, MM®, AOAC
WHTepH3LWHA unn Apyrux opraHn3auui;

- Hanwuuue, K NpUMepy, MHPOPMALMOHHBIX AAaHHBIX U AaHHBIX NPAKTUYECKUX NccneqoBaHUi.

4 OueHka nokKasatenen UMMYHono2u4ecko2o (MMMyHod)epMEHTaTUBHOIO)
WUnu peuenTopHoro (ghpepmeHmamueHo20, 6akmepuanbHO- U 6e51K080-
peuenmopHoz20) meToaa

4.1 O6a3aTenbHble Tpe6oBaHua [1]

4.1.1 Monoko, 3aBe40OMO CBOGOAHOe OT aHTUOaKTepuanbHbIX BellecTB («oTpuuarenbHoe Mo-
NokKo»)

KopoBbl, Ybe MOMOKO HaJauBaeTcsl Ansl KOHTPOSSl B Ka4eCTBE «OTpULaTenbHOro Momnoka», A0MKHbI
coomeemcmeosams crneayoLnm TpeboBaHUAM:

a) XXunsoTHoe A0MKHO BbITb 340P0BbLIM, 6€3 KIMHUYECKUX U CYBKITMHUYECKNX NPU3HakoB 3abonesaHus.
Ocoboe BHMMaHWe 06pallaroT Ha COCTOAAHWME BbIMEHU (KONIMYECTBO COMaTUYECKUX KNETOK A0SMKHO BbITb MeHee
150000 kneTok B cm3);

6) O6paboTka KOPMOB aHTMBaKTEpUanbHLIMA BELLLECTBAMM A0MKHA ObITb 3anpelleHa He MeHee YeM 3a
8 Hepn. 4o NonNyYeHUs «oTpuLaTensHOro Monokay. Monoko He AoMKHO 0TBUpaTbes paHblue, 4eM 60 gHel nocne
oTena, 4YTo f4oMKHO obecneunBaTb CyXOCTOWMHbIA Nepno He MeHee 4 Hea.;

B) Omb6op mornoka cnedyem npogodums B cepeanHe nakrauun, om 60 do 200 gHen nocne otena, oT
KOPOB, AalOLWMUX He MeHee 5 1T Monoka B AeHb;

r) Ombop monoka criedyem npogodums He MeHee YeM OT 5—7 KOpoB, YToObI U3bexaTb BANAHWUA UHAK-
BUAYasbHbIX OTKIIOHEHWU B COCTaBe MOJIOKa;

a) Obwas bakTepuanbHas o6ceMeHeHHOCTb MofoKka A0 Mpouecca KoHcepeauum (nnodunusauum)
AOMkHa 6bITb MeHee 10 konoHueoBpasyroLnx eauHuL (KOE) B cm3. B cnyvae aHanuaa Ha B-nakTamHble aHTu-
B61OTMKM HeoBX0aNMO UMETb BBUAY BO3IMOXHOCTb NPOAYLMPOBaHNA B-nakTamasbl HEKOTOPLIMU MUKPOOpTa-
HU3MaMMu.

lpu npumeHerHuu Memoda 01151 aHa/lu3a MOJIOKa XUB8OMHbIX Opyaux sudos TpeboBaHMA AOMKHBI BbITb
YTOYHEHbI COOTBETCTBEHHO AaHHOMY BUAY KUBOTHbIX.

4.1.2 BellecTBa, UCNONb3yeMble NpU aHanuse

BelecTBa, Ucronb3yemble Npu aHanuae, 40MKHbI ObITb NMOMyYeHbl 0T HagexXHoro paspaboTunka/npons-
BOANTENS U COMMKHBI UMETb cepTudmKaT kKavecmea ¢ rapaHTUpPoBaHHoM cneumdurkaunein. Heobxoammyro KoH-
LeHTpauuo crnedyem paccqyumbieams UCXOAs U3 cBOBOAHON OCHOBHOM UM KUCMOTHOM (hOpMEI BelllecTBa ¢
ydeToMm ero YnctoTbl. Ocoboe BHMMaHMe cnegyeT obpallaTh Ha BellecTBa ¢ NpobneMHbIMU CTabUNbHOCTbIO 1
aKTUBHOCTbIO.

Ecnu He oroBopeHo ocobo, To NpeanoYTUTENbHO UCM0Ib308amb MpU OUeHKe npeaena obHapyXeHus!
meTtoaa (cMm. 4.2.2) me aHmubakmepuarnbHbie selwiecmsa N/Vnn X KOHLLEeHTpaLmK, KOTOpble COOTBETCTBYIOT
npeacTaBneHHbIM AaHHBIM paspaboTymka/MponssoanTens.
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4.1.3 PacTtBOopuUTenu

Ecnu TpebyloTca cneuunanbHble pacTBOPUTENN UK UHbIE XUMUKambl ANl pacTBOPEHUsI peakTUBOB, TO
OOMKHO BbITb rapaHTUPOBAHO, YTO AaHHbIE crieunanbHbie pacTBOPUTENN UM UHbIE XMMUYECKUE BELLLeCTBa He
0Kas3bIBaOT BNUSIHUS Ha pe3ynbTaThl aHanusa.

4.1.4 MNMoprotoBka o6pasuoB

4.1.4.1 O6LwWMe NONOXEHUA

[na pacwmpeHHoi oueHkn (Hanpumep, obobuweHue rosyyeHHbix OaHHbIX) Bce Heobxoanmele passege-
HWUA AenatoT B 04HOWN NapTuK, 4ToGbl n3bexatb pacxoxdeHull 8 MOYHOCMU B3BELUMBAHUS, pa3BeAeHuUs 1 pas-
NN4YNIA B COCTOAHUM «OTPULLATENBHOrO MOMoKay.

Modzomoska obpasuoe 05 uccredosaHus — YpessbidaliHo mpydoemMKasi 3adaya 051 nabopamopuu,
nposodsuiel oyeHky memoda. LjerecoobpasHo ucrionib308ame UyeHmparsu3osaHHyo nabopamopuro, ocyuje-
cmenanwyo nodz20mosKy 0bpasyos U ripedocmasiisirouyio 3auHmepecosaHHbIM Tabopamopusim 0bpa3ybi 6
cmabunusuposaHHol chopme (Haripumep, 8 2iTyboKoL 3aMOpPO3Ke UITU TUOGUITU3UPOBAHHBIMU).

4.1.4.2 Bbibop kOHUEHTpauui

Mpoueaypa BbIGopa KOHLEHTpauuii Ans onpeaeneHns npeaena obHapyxeHus npuseaeHa 8 4.2.2. Opu-
E€HTUPOBOYHO, €Cf He 02080peHO 0cob0, KOHLEHTpaLUS, Npeanoiaraemasi Kak npeaen obHapyXeHust, omx-
Ha 6bITb NpoaHanNn3MpoBaHa 8 CpaBHEeHUU C KOHLIeHTpaL e Ha ypoBeHb b6orblue ee U ¢ ABYMS U TPEeMS YpOB-
HSAIMUW KOHLEHTPaLMi1 MeHbLLMMIK, YeM NpeanonaraeMblii npegen obHapyXXeHWs, @ make ¢ CoOoTBETCTBYIOLLUM
«oTpuuatensHeiM MonokoMy. INMonydyeHHble AaHHble Joryckaemcsi UCMoNb30BaTh AnNsl YCTaHOBIEHUS] KOH-
ueHTpauun, garwmx 25 %, 50 %, 75 % n 95 % nonoxutenbHbIX pesyrnbmamos. PekomeHayeTcs pasgensitb
paHru koHueHTpauui, aaowmx ot 50 % Ao 100 % nonoxuTenbHbIX pe3ynbTaToB Ha TPU UMK YeTbipe paBHBIX
oTpeska ypoBHeW (C NIMHENHOM 1 NTorapuMUYECKON LLIKANO COOTBETCTBEHHO), KaK NokasaHo Ha pucyHke 1.

4.1.4.3 PasBegeHue

Heobxoammo cobniogaTth criegytolime npeioCTOPOXKHOCTU MPU NPUroTOBIIEHWM Cepyun pa3BeJeHU aHa-
An3NpyembiX BeLLecTB:

a) MNpurotoBneHne cepumn passeneHui criedyem npoBoAnUTbL Takum o6pasom, Ymobbl MorbKO 8 rocned-
HeM paszsedeHUU MPUMEHSTIOCH MOJIOKO. 3mo Heobxo0umo O11s1 ipedomepatleHusi Ces3bisaHUs1 seujecmsa ¢
benkom;

6) KoHyeHmpauyus cmaHOapmHo20 800H020 pacmeopa aHmubakmepuaibHO20 geujecmsa 8 rocsied-
HeM paseedeHuu MosiokoM BormkHa bbimb 0duHaKosa 01151 ecex obpasyos u cocmaensims MeHee 1 %.

4.1.4.4 KoHcepBauus

KoHcepeauuro obpasyos npednoymumersHee ocywecmensims nuodunusanmnei, ecrnv ato coenacosa-
Ho ¢ paspaboTuMKkomM/NPon3BoANTENEM UCXOASA U3 AaHHBIX UCCeoBaHWA UK NPUHLMNa MeToaa. PeKoMeHOy-
emcs1 cnedyrowasi npoyedypa KoHcepsayuu:

a) Cpasy nocne noAroToBKM pasnuyHbIX Npob Mosioka Bee passedeHns B Heo6xogumom o6beme pasnu-
BatoT B NPOBMPKM 1 3aMOpaXnBatoT B HAKIOHHOM NOMOXEHUN Npyu MUHYC (18 £ 2) °C;

6) Jluoghunuzayusi domkHa bbimb nposedeHa MakcuMasibHO Gbicmpo, HO He ro30Hee Hedenu rnocre
3amopaxusaHus. B npoyecce nuodunnusaumm TemnepaTtypa He AoMmKkHa npeBbiwaTh 25 °C;

B) Cpasynocne nuodunusaummn npobrpkn repmeTYHO 3ananBatoT U XpaHAT B TEMHOTE Npu TeMnepaTty-
pe He Bbllwe 6 °C;

r) O6pasubl BoccTaHaBNMBaOT AMCTUNNMPOBaHHOM Bogol. Jo6aensaembllii o6bem Boabl ACMKeH BbiTh
Ha 10 % MeHbLUe o6bemMa N1oUnM3NPOBaHHOTO MOJIoKa, KOMNEHCUPYEMOTO CYXMM OCTaTKOM MOJIOKA;

) BoccranoBneHHble 06pasLibl UICNOSb3YHOT B A€Hb 80CCMAaHOBMEHUS. MIcnonb3yeMbie 80CCMaHOBEH-
Hble 06pasLbl XpaHsAT B XONOAUMbHUKE U YHUUTOXAKT B KOHLe pabodero aHs;

e) JonyckaeTcsi koHcepBUpoBaTb 0bpasLbl MyTeM rinyGoKo 3aMOpPO3KMN UM C UCTIONB30BaHMEM HEKOTO-
PBIX XUMUYECKUX KOHCEPBaHTOB (CM. 4.2.5.3).

4.1.5 MNnaH akcnepuMeHTa

4.1.5.1 Yucno nosTopHOCTEN

YKenatenbHo, 4Tobbl 3kCNepUMeHT NpeacTasnsn cobol «crenoe» UccnegoBaHue U MakcumanbHO CooT-
BEeTCTBOBa pekoMeH4auuMsaM paspaboTunka/npons3BogauTens o Yncne NoBTOPHOCTEN 1 YyCNoBMUSX onelTa. JJns
KayecmeeHH020 Memooda fpoueHm MooxumersHeIx pedynibmamos om obujezo Kouyecmsa aHanusupye-
MbIX 0bpa3yos He 3asucum om obuje2o Yucia rnoemopHocmetl 0ns Kaxdoll KoHueHmpauuu aHanuma. MNpo-
LEHTHbIA pacyeT B obweM crnyyae TpebyeT He MeHee 10—20 MOBTOpPHOCTEN AN Kaxaol BblGpaHHOM
KoHUeHTpauun. Ecnu TpebyeTcsa onpeaeneHHas ctatucTudeckas 4OCTOBEPHOCTb, TO PacCUNThIBaOT HEO6X0-
AUMOe 4u1Cro NOBTOpHOCTel. Hanpumep, ¢ uenblo noaTeepXaeHuUs OOMKHO GbiTh NMpoaHanUM3npPoBaHO He
MeHee 60 obpasuoB Ana onpegeneHuns nokasatens 90 % oTpuuaTenbHbIX Pe3ynbTaToB C 8€POSIMHOCMbIO
95 % (1. e. 04WH NN ABa NOJIOXKUTENBHBIX pesynbTaTta U3 60 npoaHanUMaupoBaHHbIX 06pasLLoB).

4
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PesynbTaThl oOLEeHNBAIOT C UCMOMNb30BaHNEM CTaHAAPTHBIX CTAaTUCTUYECKUX METOA0B pacyeTa noBTopsie-
mMocTu. Mpu NpUMEHeHNM cTaHAapTHBIX KOMMepPYeCKX HabopPOB Ha OCHOBE MUKpONNaHLeT ANs CTaH4apToB K
06pa3LoB NCMOMb3YOT, Kak MUHUMYM, ABOHEIE NOBTOPHOCTM (By6nn).

4.1.5.2 OueHKa aKkcnepuMeHTarnbHbIX JaHHbBIX

Moa npeaenom o6HapyxeHWst 06bIMHO NOHMMAaEeTCA KOHLEHTpaLUus, Npyu KOTOPOW nokasaTens pesyrbTa-
Ta aHanu3a obpa3sya OOCTOBEPHO OTNNYAETCH OT nokasaTens pesynbTaTta oTpuuaTeNbHOro KOHTPOMbLHOro
obpasua. Ans cTaTUCTUYECKON OLEHKN UCKIIOYNTENBHO BaXKHO UMETb YCTaHOBMEHHbIN NPUeMnemMelil 4OBEpU-
TenbHbIN MHTepBan MeToaa B xofe nccrnegosanunsa. O6LWenPUHATEIM MUHUMarbHBIM 4OBEPUTENbHLIM UHTEP-
BasnioM SIBNSAETCH ypoBeHb AOCTOBEPHOCTN 95 %. Tem He MeHee, Ans AOCTUXKEHUA AaxXe 3TOr0 MUHUMAaNbHOro
YPOBHS OCTOBEPHOCTN HEOBXOAMMO MPOBECTU TLATENbHBIA aHanMs 4ocTaTo4Ho 60MbLIOro Yncna noBTop-
HOCTEeN ANS Kakaon KoHUeHTpauun. B 3aBMcMMocTM OT npegnonaraemMoin Lenu aHanusa Jornyckaemcs
ncnonb3oBaTh 1 6onee NpakTUYHLIN NoAXoA.

B kauecTBeHHOM MeToAe NnokasaTerb pesynbTaTta 0bblYHO CPaBHMBAKT C TOMKOW CKPUHWUHIE, MONyYeH-
HOM NPU UCNbITAHNSAX OTPULIATENbHBIX UM MONOXUTEMbHBIX KOHTPObHBLIX 06pasuoB. TOYKM CKpUHUHIA (Hanpu-
Mep, MoporoBas BenuMYMHa UMM KOHTPOSbHBIA cTaHAapT/oTMeTka) MOryT ObiTb OaHbl U32omosumernem
TECTOBOro Habopa nnu npedcmassieHbl Kak 8HymMpPEeHHUU KOHMPOIbHLIG Mecm U BHELWHUA KOHTPOMbHbIV
kanuépaTop. OHM UMK PaCCYUTLIBAKOTCS, UMW BLINOMHEHEI TakMMm 06pa3oM, YTobbl OTpULaTeNbHbIA pesynbTaT
OTnNYarncs oT NOIOXNTENbHOTO HEe MeHee YeM Ha Ba UV TPU CTaHAapTHLIX OTKMOHEHUs. C aToN Lienbio Npouns-
BOONUTENN TeCTOBbIX HABOPOB UHOTAA NPEAOCTABNSAOT AN UCLITAHUIA OTPULATENbHBIE UMW NOMOXNUTEbHbIE
KOHTpOIbHble 06pasLibl, cogepxallue onpegenieHHoe KonM4ecTBO aHanuTa(oB), onpegensaeMoro(biX) 4aHHbIM
meTtogoM. Kak npasuno, BbIOMpawT KOHUEHTpauuio, COOTBETCTBYHOLLYIO perfaMeHTUPYeMon BenuvuHe
(Hanpumep, NAK). Ucnonbayst KOHTposbHbIE 06pasLbl, NokasaTenb pesynbTaTa obpasua cpaBHUBAOT C MOPO-
FOBOI BEMNYNHON UMM KOHTPOMbHBIM 3HaYEeHUEM 1 ONpeaensitoT, COASPKAT M aHann3upyemblin obpaseL KoH-
LeHTpaLuio, aHanorMyHyto Ui npeBsbILLatoLLyo coaepKallyocs B MONoXUTENLHOM KOHTporibHOM obpasue.

[nsa aHannsa gaHHbIX KAYECTBEHHOr0 MeToa pekoMeHayeTCs NpeAcTasneHue pesynbTaTos B Buae rpa-
duka, rae Ha ocu X HaHeCceHbl KOHLLEeHTpaLmMu onpeaensemoro BelecTsa, ano ocuY — rnpoLUeHT NonoxuTenb-
HbIX pe3ynbTaToB (KpuBas KoHUeHTpauua/nokasarens). Boibop nuHeiHo unu norapudmuyeckon pasmep-
HOCTW WKanbl X 3aBUCKT OT MHTepBana uccnegyembix KoHLeHTpauuia. Norapudmunyeckas wkana 6onee npea-
novTUTEnbHa, eCNK KPaTHOCTL MHTepBana 6onee 100.

[ns KonnyecTBeHHOro MeToAa BLICTpanBaeTCA CTaHAapTHaA KpUBas, C NOMOLLLIO KOTOPOWM onNpeaensaoT
KOHLeHTpaLuuie aHanuta B obpasue, rae ocb X npeactasnset cobon wkany KoHUeHTpauun onpeaensemoro
BeLLeCcTBa, 0Ccb Y — LIKany COOTBETCTBYIOLNX AaHHbIX, HANPUMep, ONTUYECKOW NSIOTHOCTK, chNoopecLeHLMN
W pagnoakTMeHocTU. Beibop nuHenHon nnm norapudmmnyeckon pasmMepHoCTHU Wkanbl X 3aBUCUT OT UHTepBa-
Nnauccneayembix KOHUEHTpaumMia. JlorapudbmMuyeckasn wkana 6onee npegnovTnTENbHA, €CrM KPaTHOCTb UHTEP-
Bana 6onee 100. B aToM cnyyae ctpoutcs nonynorapucdmudeckas kpusas. Monynorapudpmuyeckas kpusas
UMMYHOMOMMYECKOro MeTofia UMEeeT, Kak MpaBuino, CUrMoBuaHYo hopmMy 1 He MoXeT BblTb onncaHa NIMHEeNHbIM
ypaBHeHWeM. HecMoTps Ha cyllecTBOBaHME MHOXECTBa MaTeMaTUIeCKUX MeToA0B, NPUIroAHbIX 1S onuca-
HUA KanNMBPOBOYHBLIX KPUBBLIX UMMYHOMOTMYECKMX METOAOB, AN UMMYHOMEPMEHTHOrO MeToda, Hanpumep,
06LWENPUHATEIM ABMAETCA UCMONb30BaHNe YEThIPEXKOMMNOHEHTHOW NMOrMCTUYECKO Modeny n MetToaa Hau-
MeHbLKX KBagpaToB. Ob6a MeToaa AaloT cpaBHUTENLHO 6MM3KMe pe3ynbTaThl M MO MEeHbLUE Mepe OAWH U3 HUX
BKNoYeH B 60NbLUMHCTBO NporpaMmm 06paboTku AaHHBIX UIMMYHOMOrMYECKUX MeToA0B.

B konuyectBEHHOM MeToe TOYHOCTb OLIEHKW B 3HAYUMTENbHOW Mepe onpeaensieTcsl pacrnonoXeHuem
0BHapy>XeHHO BEMUUYUHBI ONTUYECKON NIIOTHOCTU (hbnroopecUeHLMN Unn paarMoakTUBHOCTM) Ha KannbpoBoY-
HOW KpunBo. UIHTepBan nsmepeHus KanubpoBo4HOro rpacduka cOOTBETCTBYET MakCUMaribHO NPUONmKeHHONM K
NUHUN YacTU CUTMOBUAHON KPUBOW (€CNN KOHUEHTPaLUS BEICTPOEHa Mo norapuMuyeckon Wwkarne).

4.2 3KkcnepuMeHTanbHble NapaMeTpbl

4.2.1 MpOLEHT NOXHONONOXUTENMbLHbIX U NTIOXXHOOTPULIaTENbHbIX pe3yNnbLTaToB

B 3aBucuMMocTu OT 0611acTn NpUMEHEHUS UCCIIeAyEMOro Ka4eCTBEHHOrO MeToia MOXKET BbITb AoCcTaTou-
HO onpeaeneHnst BePOSITHOCTU NTIOXKHONOMNOXKUTENBHBIX M JIOXKHOOTpULAaTE NbHBIX pe3ynbTaToB. MiccnegoBaHue
BEPOATHOCTU JI0XKHOMNOMNOXKUTENbHBLIX pe3ynbTaToB BKIIOYaeT N-kpaTHoe UccrefoBaHue «oTpuuaTenbHOro
Mornoka» (cM. 4.1.1) unu apyrux oTpyuaTtenbHbix 06pasLoB, COOTBETCTBYIOLLMX MpeanonaraemMon obnactu
npumeHeHust MeToaa. Yicno nccneqoBaHWn makike 3aBUCUT OT NpeanonaraeMoin 0bnactu npuMeHeHUa MeTo-
Aa. Hanpumep, ansa onpepenexus nokasatens 90 % oTpuuatenbHbIX pesynbTaToB ¢ 8epossimHocmbio 95 %
HeobX0AMMO NpoaHanM3MpoBaTh He MeHee 60 0bpa3sLeB.

BeposATHOCTbL NOXHOOTPULIATENbHBIX PE3YyNbTaTOB MOXET ObITh MOMyYeHa ¢ NMOMOLLbIO KPUBOW codepka-
Hue/curHan ans psiga uccnegyemblx kKoHUueHTpauuin. Ecnu TpebyeTtca onpegenntb AOCTOBEPHOCTb, OLEHKY
NpoBOAAT corfacHo npoueaype, NpuBeAeHHON ANs OLLEHKU NOXHOMONOXUTENbHBIX pe3ynbTaToB Npy onpeae-
NEeHHOW KOHLeHTpaLuuun (Hanpumep, npeaen o6Hapyxerus unu MAK).
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4.2.2 Tpepen o6HapyxeHus

BbiGop aHTUGaKTepuanbHOro npenapaTta Ans oLeHKN npedena obHapyxeHus onpeaensoT Ha OcHoBe
NaHHbIX, 3as9BNeHHbIX pa3paboTymMkom/ NponssoauTenem Tectosoro Habopa. MNpuHuMn NnoarotToBkun NPo6 onu-
caHB4.1.4.

Bbi60p oueHNBaAEMBIX KOHLIEHTpaLMiA NpenapaTa NpoBOAAT crneayowmM obpasom:

a) Kpome oTpuLaTenbHBIX U NONOXUTENBHBIX KOHTPONeW 6epyT He MeHee YeTbipeX KOHLIEHTpauui npe-
napara, KoTopble No NpeaBapuUTesIbHOA OLIeHKE MOTYT AaTb, COOTBETCTBEHHO, 25 %, 50 %, 75 % 1 95 % nonoxmu-
TeIbHbIX Pe3ynbLTaToB.

6) Kpome Toro, B oauH obpasel Ao6aBnsitoT aHTUbaKTepuanbHbIi nNpenapaTt A0 KOHUEHTpauuu, He
MeHee 4yeM Ha 50 % npesbllaloLen KoHLeHTpauuio, fatoLLyto No npeasapuTensHoit oueHke 100 % nonoxu-
TesbHbIX Pe3ynbTaToB.

B) BbiGpaHHble KOHLEHTpauuM AOMDKHBI BKIloUaTh B ceba 3asBrneHHbIA paspaboTunkom/nponssoauTe-
nem npegen o6HapyXeHns u, ecnv HeobxoaMMo, KOHLEHTPaLuio, COOTBETCTBYIOLLYIO 3aKOoHoAaTe MbHO OroBo-
peHHOMY ypoBHIo (Hanpumep, MNMAK).

[na kayecTBeHHOro TecTa, Kak ykasaHo B 4.1.5.1, Heobxoaumo ot 10 ao 20 noBTOpHOCTEN ANA KaXKAon
BbIGPaHHOWM KOHLEHTpaLun, YToBbl paccunTaTh MPOLLEHT NONOXUTENbHBIX pe3ynbTaTos. EcnvHeT onpeaenex-
HbIX TPe6OBaHWMA K CTAaTUCTUYECKOW 4OCTOBEPHOCTU AaHHbIX, AoMyCcKaeTcsl UCMonb3oBaTh bonee ynpoweHHble
nogxodkl K onpeaesneHuio npegena obHapyxkeHus. Takum NoaxoaoMm, HanpuMep, MoXeT ObiTb NPpUHSATUE B
KavecTBe npeaena obHapyxeHunsi KOHUeHTpauuu, aaiowein 95 % peaynbLTaToB, UHTepnpeTUpyeMbIX Kak Nono-
XUTenbHbIe.

Cneaya aToMy nogxody, npegen obHapyXeHusi MoxeT 6biTb BblpaXeH ABYMsi criocobamu (CM. pucy-
HOK 1):

- ykasaHueM ABYX KOHLEHTpaLMii, Mexay KOTOPbIMU HaxoAuTcs BenuuuHa, aaoLlasn 95 % nonoxurens-
HbIX pe3ynbTaToB;

- onpeaeneHneM KOHLEHTpauun Nno TOUKe NepeceyeHunst KpUBon cogepXaHue/curHar ¢ fIMHNENA ypoBHS
«95 % NonNoOX1TeNbHbIX Ppe3yrbTaToBy.

BakHbIMU NpakTUYECKMMU NapaMeTpaMmn MeToaa ABMAIOTCA TaloKe MPOLEHT NOMOXUTENbHLIX pe3ybTa-
TOB Ha YPOBHE KOHLeHTpaLuun, 3asBneHHon paspaboTunkom/nponssoautenem Kak npeaen obHapyxeHust Unn
COOTBETCTBYIOLLEN 3aKoHoAaTeNbHO YCTaHOBNEHHOMY ypoBHIO (Hanpumep, NAK) (cm. 4.2.1). Ecnu Heobxoau-
Ma onpegerneHHas cTaTucTUYeckas 4OCTOBEPHOCTb, PACCUUTBLIBAIOT HEOBX0ANMMOE YMCIIO NOBTOPHOCTEN AN
KaXkaoMn KOHLeHTpaLuu.

[nsi konnuecTBEeHHOro MeToAa nNpedenom obHapyKeHusl, Kak Npasuno, CHNTaloT ypoOBEHb KOHLIEHTpaLuun
aHanuTa, gatoLWnin cTaTUCTUYECKN 4OCTOBEPHOE pasnmyme B pesysbTaTax oOT oTpuuartesnbHbIX 06pasLUoB; T. e.
0BbIYHO 3TO KOHLUEHTPaUnsi, COOTBETCTBYIOLAs cCpegHeEMY pe3ynbTaTy oTpuLaTenbHbIX 00pa3LoB ¢ BbIYETOM
Tpex cpeaHekBaapaTUYHbIX OTKIIOHEHWUA.

WHTepBan npegena

MonoxuTenbHble peaynbTatbl, % o6HapyxkeHus
100 R

80 /
60 /

40 Mpeaen
/’ oGHapyxeHusi
20 /
& noK

KoHUeHTpaLus aHTuGakTepuarnsHOro BeLLEeCTBa, MKI/KM

PucyHok 1 — Mogaenb KpuBOIi coaepxaHue/curHan ans onpeaenexusi npeaena obHapyxeHws
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4.2.3 CneuudcdudHocTb

CneundnyHOCTb MeToaa XapaKkTepuayeT BO3MOXHOCTY CBA3bIBAHUS C PELLenTOpOM, U, Takum o6pasom,
MONOXUTENBHOIO pesynsTaTta A BeLeCTB ¢ XMMUYECKON CTPYKTYPOU UMK CTPYKTYPHON YacTbio, NogobHomn
OpUrnHanbHOMY aHanuTy (NepekpecTHas peakuus).

Hanpumep, metabonuTbl OPUrMHANLHOrO aHanuTa MoryT pearMpoBaTh C aHTUTENoM, HanpaBnieHHbIM
NpPOTUB OpUrMHanbHoro Bewlectsa. CneunduyHoCTs MeToaa criedyem onpedensme pesynbTaToM crnelundu-
YecKOro CBSA3bIBaHNSA aHTUIEHOM C aHTUTENOM Ui aHanuTa ¢ peLenTopoM N omiudams ee omHecneLnguyec-
Ko uHTepdpepeHuun (cm. 4.2.5). [na onpedeneHus nepekpecTHoW peakTMBHOCTM C, onpeneneHHoro
BellecTBa onpeaenstoT BOSMOXHOCTb NOMOXUTENLHON peakumMy 418 ero KoHUeHTpauMu, npubnmantensHo B
100 pas npeBblLatowel npegen 06HapyXeHNs LLeneBoro BellecTsa.

[na KonnyecTBeHHbIX METOAOB CrneUMdUIHOCTb PacCcYUThLIBAIOT Mocne onpeaeneHnst KoOHUEeHTpauun
Llenesoro BelllecTsa T M KOHLLeHTpaLMK nepekpecTHo-pearvpytollero Bellectsa C,, Aatolnx 50 %-Hoe cHy-
KeHWe curHana pesynbTarta No CpaBHEHWUIO C oTpULATENbHBIM KOHTponeM. OTHOCUTENbHYIO MepeKkpecTHYo
peakTMBHOCTb BelecTsa C,, %, paccunTbiBatoT no popmyne

c,= 1= . 100, M
Cs
rae T, — 3HadyeHue KOHLLEHTpaLLMi Lienesoro sellectsa, aatollee 50 %-Hoe CHbKeHWe curHana pesynbtarano
CpaBHEHUIO C OTpULaTENbHBIM KOHTPOMNEM;
C, — 3HayeHue KoHLeHTpaLuii nepeKkpecTHo-pearnpyioLlero selliecTsa, AatoLlee 50 %-Hoe CHuxeHue cur-
Harna pesynbTaTa Mo cpaBHEHWIo C oTpULaTEIbHbIM KOHTPOMEM.

YKasblBaloT Bce 3HayuTenbHble (> 1 %) nepekpecTHble peakTUBHOCTU. B COMHUTENbHBIX Cryyasx Be-
LecTBa NepenpoBepstoT Npu KOHLEHTPaLUAX, COOTBETCTBYHOLWMX MaKCMMAalbHbIM 3Ha4YeHUSM KannbpoBsoy-
HoW KpuBoK. MeTodbl CO 3HAYUTENBHOW NEepPeKPecTHON PeakTUBHOCTLIO He MOryT ObiTb UCNOMNb30BaHbI AN
KOMUYECTBEHHOrO onpeaeneHus.

4.2.4 CpokrogHocTu TecToBOro HaGopa

Ons onpedenexHns U3MeHeHWUIA curHana pesynbTarta 8 riepuod 3asiBlIeHHOro Cpoka rogHoOCTU criedytoT
npoueaype BbiGopa aHanuTa, Yncna NoBTOPHOCTEN U OLEeHKE pe3ynbTaToB, onucaHHou B 4.1. MoBepKy NpoBo-
OAT NO MeHbLUel Mepe TPy pasa [B Hauane, No UcTevYeHUn NONIOBUHBI CpoKa rogHOCTU (MK Kaxkable 6 mec oT
AaTbl MPOM3BOACTBA) U B KOHLIE CpOKa rogHOCTU]. YCroBuA XpaHeHUa (HanpuMep, TeMnepartypa, AnnTenbHOCTb
N Np.) AOSKHBI COOTBETCTBOBATL YKazaHHbIM paspaboTyumMkom/nponssoanTenem TectoBoro Habopa.

4.2.5 BocnpunMMuuBOCTb K NoMexam (MHTepdepeHLu) (YCTONUMBOCTL MeToAa)

4.2.5.1 MNpoueaypa onpeaeneHns

Ana uccnegosaHnsa BAMAHUA BO3MOXHBIX UHTepdepupylowmnx gaktopos (NoMex) B xode aHanusa
(Hanpumep, OTKNOHEHNUA B peakTUBax, YCrnoBusaX UHKybauun, obbeme obpasua) nogrotasnusearoT Npobel ¢
psgaoM koMGMHauMi BelecTBo/ero koHUeHTpauums B cooTeeTcTBuM € 4.1. MpoTokon akcnepumeHTa BKItovaeT
onpeaeneHHble OTKNOHEHUA OT NPaBUNbLHON NpoLeaypbl aHan1aa.

4.2.5.2 Coctas/cBouncTBa obpasua

Ha pesynbTtatbl UMMyHOMOrMYECKUX U BakTepuanbHO-peLenToOpHbIX METOAOB MOXET OKa3sbiBaTb BUA-
HUe Lenbli pag pakTopoBs, CBA3aHHLIX C COCTAaBOM U1 cBONCTBamMu obpasua. K Takum dpaktopam oTHOCATCA, B
nepBylo ovepeab, 6akTepuonornieckoe Ka4ecTBo MOSoKa, KONMYECTBO COMaTUHECKUX KNETOK, coaepkaHue 1
cocTas XupoB, pH Monoka, BuA XNMBOTHOrO U chaza nakrauun (Hanpumep, No3gHaA nakrauus).

B xoae oueHku, 6eps BO BHUMaHWE OorpaHU4eHus, oroBapuaemble paspaboTunkom/npoussogutenem,
nony4aroT oTBEThI Ha crneaytowme Bonpocsl:

a) MoryT nunoao6Hble hakTopbl BECTU K FTOXKHOMOMOXUTENBHBIM pe3ynbTaTaM (Hanpumep, U3-3a NoBbl-
LLIEHHOTO KOMMYecTBa COMaTUECKNX KINeToK)?

6) MoryT nn nogo6Hble hakTopbl BECTU K JTIOXKHOOTPULATENbHBIM pe3ynbTaTam (Hanpumep, Mackupyto-
wmin acpcpexT 6akTepnanbHoON -nakramasbl)?

B) MoryT nunogo6Hoble hakTopbl BECTU K NOXHOMONOXUTENbHBIM/NOXHOOTPULATENbHBIM pe3ynbTatam
(Hanpumep, No6oi adpeKT n3-3a U3MEeHEHU B coaepXXaHun U COCTaBe Xupa Monoka)?

4.2.5.3 KoHcepBauus obpasuos

O6pasubl ANns onpeaeneHna ocTaTkoB aHmubakmepuaibHbIX 8eWecme MOryT KOHCEPBUMPOBATLCS UK
AobaBneHneM KOHCEPBaHTOB (Hanpumep, 6OPHOM KUCAOTHI), UK FYBOKON 3aMOPO3KONA.

Ecnu ncnonb3oBaHne KOHCEPBAHTOB He 3anpellieHo paspaboTunkom/ npoussoauTenem, BIUSHUE XUMU-
YeCKUX KOHCEPBAHTOB Ha pe3ynbTaThl aHaNN30B OLIeHUBAIOT HA YPOBHE PEKOMEHAYEMOW KOHLIeHTPaLIMK KOH-
cepBaHTa, a Takke Ha ypoeHe boriee HU3KOU u boriee 8bicoKolU om yposHs pekomeHOyemod. Obpasubl
aHanuaupyoT A0 KOHcepBaLun, Nocrne KoHcepBaLMKn U nocne xpaHeHua. Tak kak Ao6aBneHUe KOHCepBaHTOB
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MOXeT BNNATb Ha YPOBEHb pe3ynbTaToB, TO KannbpoBoYHbIE 06pa3Libl TakKe KOHCEPBUPYIOT COOTBETCTBYIO-
Wmm obpasom.

4.2.6 OGHapyxeHue HexenateNnbHbIX NPpUMeceW

Mpy BOZMOXHOCTW UCMONb3YIOT KOHTPOSbHBIE MaTepuanbl U3 NMPOBEPEHHBIX UCTOYHUKOB (Hanpumep,
BCRM).

M3 06pasuoB Monoka, cogepallnx oLeHnBaeMble BelecTsa, TpebyeMbiM passegeHnemM otTpulaTens-
HOro MoJoKa roToBAT NPobbl ¢ KOHLUEHTpaunammn cornacHo 4.1.4.2. bonee npakTUYHBIM NOAXOA0M SIBNSAETCA
NCMNorb3oBaHMe MoroKka OT KOPOB, NOABEPTLUNXCS NTEeYEHNIO pacnpocTpaHeHHbIM BeTepuHapHbiMU Npenapa-
Tamu. ns cpaBHUTeNbHbIX Lienein Heobxoaumo onpedeneHne KonnmyecTsa BeTepruHapHbIX NpenapaTos B Npo-
6ax aTTecToBaHHbIMU (PUIMKO-XMMUYECKAMU METOAAMMU.

4.2.7 U3BnekaemocTb

Ecnu akcTpakuus obpasLa u ouncTka aKCTpakTa ABMASAKTCS YacTbio MeToaa, TO yKasbiBaloT acdekTus-
HOCTb AaHHOW NpoLeaypbl (M3BNEKAEMOCTb).

4.2.8 CpaBHUTenNbHble UCNTbIMaHUs

[ns cpaBHUTENbHLIX UCbiMaHulnpobbl rOTOBAT B ogHoM nabopaTtopuun cornacHo 4.1.4. Mpobbl B Tpeby-
€MbIX YCITOBUSIX pacchbifiaroT BMecTe C TeCTOBbIMU HabopamMu He MeHee YeM B BOCEMb yYacTBYyoLMxX iabopato-
pWiA ANsl OLIeHKM KONMYECTBEHHOro MeToaa 1 He MeHee Yyem B 15 nabopaTopui 4ns OLEHKN KaueCTBEHHOTO
MeToaa.

Mpu BIBOPE NOAXCASALLMX BELECTB UM UX KOHLIEHTPaL/MK crieaQytoT npoueaype coanacHo 4.1. Mpobbl
KOAMPYIOT U KaXkaoe BeLLeCTBO UMW KOHLIEHTPaLMIo BeLLeCcTBa B KaXKA0M y4acTByoLen nabopaTtopyuy aHanmsu-
pytoT He MeHee 10—20 pas (npu BU3yanbHOM yyeTe pesynbTaToB) unv 3—>5 pas npy MCNonb3oBaHUM U3Mepu-
TenbHON WKanbl. [pomokorn akcriepuMeHma 0ormkeH cmpoao cobrodamacs.

5 OueHKa U3MepeHHbIX NapaMeTpoB

5.1 B03MOXHOCTb NpUMeHeHUs Ans 3asiBNeHHbIX Lenei

OKcnepTHOe 3akroveHne 0 BO3MOXHOCTU NPUMEHEHNs Ans 3asiBNeHHbIX Liener BkiouaeT B cebs crneay-
oLlee:

- U3MepeHHble NapameTpbl UMMYHOOrMYECKOro U BakTepuanbHo-peLenTopHOro MeToaa, Nony4veH-
Hble, BOSMOXHO, U3 pasnuyHbIX UCCneaoBaHuUN, NPoBeAEHHBIX C Pa3HbIMU LeNAMU, B MakCUManbHO BO3MOXHOW
cTeneHu foMmkHbI BbITb NpeacTaBneHsl B hopme Tabnuu,

- uHdopmauus, npeacTaBneHHas B 3TON YacTu 3akntoveHus (Tabnuupl), hopmMupyeT OCHOBY BTOPOI €ro
YacTu, NpeAcTaBnsoLLen U3 cebs 3KCNepTHYIO OLEHKY AaHHOW UHOpMaLMK, € 0COBBIM aKLEHTOM Ha 3aABMNEH-
Hyto/ npegnonaraemyto 06nacTb NPUMEHeHUs MeToaa;

- YYuTBIBas, YTO AleTanbHoe U3yyeHue pasnnyHbIX NokasaTeneun 3aHuMmaeT pasHoe Kosluyecmeo Bpeme-
HU, 0cobeHHO uccredosaHue NPOACIKATENBHOCTU XpaHEHUs (Hanpumep, onpeaeneHue cpoka rogHoCcTH),
3aKnoveHe C OLEHKOW uccriedyeMbix nokasatenen rnpueodsim B pasgenax € yKazaHUeM KOHKPETHOro
BPEMEHMU.

JKkenepTbl AOMKHBI NOCTOAHHO U3yYaTb HOBYIO MHOPMaLMIo NO AaHHOMY BONPOCY.

5.2 PekomeHaauumn no oopMneHuUIo 3aKnioyYeHus

JkcnepTHOE 3aKiloyeHUe A0MKHO BKIOYATh creayownii Nopsaok pa3aenos:

a) pasgen1:

- nsBnekaemoctb (CM. 4.2.7);
- npegen obHapyxeHua (cM. 4.2.2);
- BEpOSITHOCTb NOXXHOMONOXKUTENBHBIX/MTOXKHOOTPULLATENbHBIX Pe3ynbTaTos (CM. 4.2.1);
- cneundundHocTb (cM. 4.2.3);
6) pasgen2:
- BOCMPUMMUYMBOCTb K NOMexam (YCTOMYMBOCTb) (CM. 4.2.5);
- obHapyxeHue HexenaTtenbHbIX Npumeceit (cM. 4.2.6).
B) pasgen3:
- CPOKrogHOCTU TecToBoro Habopa (cm. 4.2.4);
- CpaBHUTErlbHbIe UCMbITAaHUSA U TOYHOCTL (CM. 4.2.8).

" BCR— COKpalleHHoe Ha3BaHue 6iopo ctangaptoB EBpokomucenn (Bureau Communitaire de Reference). Ctan-
AapTbl NpeaocTaBnsiioTesl Takke MHCTUTYTOM cTaHgapTHbIX MaTepuanoe u namepenun (IRMM), Otaenom ynpasnexusi
ctaHgapTHeiMu matepuanamm (MRM), Retiesweg, B 2440 Geel, Belgium.
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Bubnuorpadua

[11 NCO 13969:2003 Monoko u MOnoYHbIe NPOAYKTh. PykOBOACTBO MO CTaHAAPTUSUPOBAHHOMY ONMCAHUIO TECTOB TOP-
MOXeHUs1 BakTepuanbHOro pocra
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