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IIpeaucaosue

1 IOATOTOBJIEH N1 BHECEH pecyOiMKaHCKUM TOCYAapPCTBEHHBIM
npeanpuatreM «KazaxcraHCKW MHCTUTYT CTAHAAPTH3ALMM M CepTH(UKALMIY U
TEXHWYECKHM KOMHUTETOM N0 cragaaprusanuu Ne 44 «TexHonor» (TOBapHILIECTBO
C OTPaHUYEHHOM OTBETCTBEHHOCTBIO «DKCTiepT-KOoHCanTHHTY)

2 YTBEPXKJEH U BBEJIEH B JENCTBUE npuxasom IIpencenarens
Komurera mo TexHHUecKkOMy DEryJIMpPOBAaHHIO M METPOIOrMM MuHHCTEPCTBA
uHAycTpun U ToproBmu Pecny6muku Kazaxcran ot 17 asrycra 2009 roma Ne4 18-
on

3 Hacrosmuit cTaHmapT WACHTHYCH HAMOHAIBHOMY CTaHAapTy Pocchiickoit
Oeneparmun TOCT P 52842-2007 «Monoko ¥ MOJIOUHBIE MPOXYKTH. MeToabl
HMMYHOJIOTHYECKOTO WM OaKTepHaNbHO-PEIENTOPHOTO  aHaum3a  JuId
OIIPeIeIeHN OCTaTKOB aHTHOAKTEPUAIBHBIX BEIIECTB)

4 B mHacrosmeM CTaHAApPTE pealM30BaHBI HOPMBI 3aKOHOB PecnyOmmxu
Kazaxcran «O texHuyeckoMm perynupoBanun», «0O0 oOecrneueHHH €IUHCTBA
HM3MEPEHUINY, TEXHUUECKOT0 pernamenTa « TpeboBanus k 6€30[1aCHOCTU MOJIOKA U
MOJIOYHOHN TIPO Y KLIUH»

5 CPOK ITEPBOW ITIPOBEPKH 2014 ron
HNEPHOJUYHOCTbD ITPOBEPKH S jer
6 BBEJIEH BIIEPBBIE

Hugopmayua 06 usmenenusx x nacmosujeMy Cmanoapmy nyonuxyemcs € yxasamene
«Hopmamuenvie OOKymenmvl no CMAHOAPMU3AYUUY, A MEKCIM USMEHEHUll — 6 eNCeMECAUHO
ungpopmayuonnvix  yrazamenax «l'ocyoapcmeennvie cmandapmery. B ciayuae nepecmompa
(Ommenvl) UMM 3AMEHBI HACMOSUE20 CMAHOADIMA COOMGEMCMEYIoNast ungopmayus 6yoem
OnYyGIUKOBAHO 8 UHPOPpMAYUOHHOM YKazamene «1 ocyoapcmeentble CMAHOAPMb»

Hacrosmmii craHgapr He MOXeT OBITh HONHOCTBIO HIIA  YaCTHYHO
BOCIIPOW3BE/ICH, THPAKHUPOBAH H PACIPOCTPaHEH B KauecTBe O(QuIMaIbHOrO
n3ganns Oe3 paspemeHna Komurera MO TEXHHMYECKOMY DErYJIMPDOBaHHIO U
MeTpoioruu MuHHCTEPCTBA MHAYCTpUH U Toproi Pecy6nukn Kasaxcran

II
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IOCYJIAPCTBEHHBII CTAHJIAPT PECIIYBJIMKH KA3AXCTAH

MOJIOKO U MOJIOYHBIE ITPOAYKTBI

MeToABI HMMYHOJIOTHYECKOTO HJIH 0AKTEPHAILHO-
PeLenTopPHOro AHAJIU3A JJIs1 OIPe/IeICHHSI 0CTATKOB
AHTHOAKTEPHAJIbHBIX BElIECTB

JlaTa BBenenns 2010-07-01
1 O6aacTe npuMeHeHH s

Hacrosmuit ctaHmapT ycTaHaBimBacT oOnme TpeOOBaHWS K MPOBEICHHUIO H
OILICHKE PE3YJIETATOB HMMMYHOJIOTHYECKOTO WM OaKTepHabHO-PELENTOPHOTO
aHajM3a KOJHYECTBEHHOIO0 W KAY€CTBEHHOI'0 METOJOB ONPEACICHHS OCTAaTKOB
AHTUOAKTEPUAITBHEIX BEIICCTB B MOJIOKE W MOJIOYHBIX TPOAYKTAX.

Ummynonorudeckuii (uMmyHodepmenTHbli — MDA u paionMMyHHbIH —
PHUA) mMeTon aHanm3a OCHOBAH HA CBA3bIBAHWH aHTHOAKTEPUAILHOTO BEIIECTBA CO
crenu(UUeCKUM aHTHUTEJIOM HITH  CIICIIA(QUICSCKH  CBA3BIBAIOMICHCS MOJICKYJIOH
JPYroro THIA M TIO3BOJSIET KOJMYSCTBEHHO OICHHUTH MpPEIeibl OOHApYKESHUS
OCTaTKOB aHTHOAKTEPHUATBHBIX BEILECTB B MOJIOKE M MOJIOYHBIX MPOAYKTaX.

K uMMyHOIOrHYECKOMY METOJ[y aHAJIH3a OTHOCATCS: MMMYHO(DEPMECHTHBIIH
(U®A) u pagnonmmynssiid (PUA).

BakrepnamsHO-penenTopHbIA ((pepMeHTATHBHBIN W OeIKOBO-PELETITOPHBII)
METOJ aHajn3a, KaKk Pa3HOBHUIAHOCTh MMMYHOJIOTHUCCKOTO aHalu3a OCHOBAaH Ha
CBS3bIBAHMHM aHTHOAKTCPHAJILHBIX BEIIECTB C OAaKTEPHAIILHBIMHU PELIENTOPAMHU HIIH
PELENTOPHBIMHU OCJIKAMM M MPUMEHSCTCS KaK i HACHTH()UKANH (Ka4eCTBEHHOE
OTIpe/ICIICHAE), TaK | U KOJIMYECTBEHHOH OIICHKH OCTATKOB aHTHOAKTEPHABHBIX
BEMICCTB B MOJIOKE W MOJIOUHBIX TIPOJTYKTaX.

BakrepranbHO-peNeNITOPHBIN, (PEPMEHTATHBHBIN W OEIKOBO-PEIENITOPHBIM
METO/Ibl AHAJTU3a OTHOCAT K PEENTOPHBIM METOIAM.

2 TepmMuHBI H oNIpeAESICHUST

B HacrosmeMm craHmapTe TPHMCHSIOTCA CICAYIOIHAE TCPMHHBI C
COOTBETCTBYIOTIIHMH OITPEICIICHASMH

2.1 JloKHOIOJIOKHTEJIbHBIE Pe3yJbTaTbl: [IPOLIEHT IOJIOKHUTENBHBIX
PE3yJIbTaToOB MPH UCCIEAOBAHUU OTPULIATENBHBIX 00PA3LIOB.

2.2  JloXHOOTpHLATENHLHbIE Pe3yJabTaThl: [IPOIEHT  OTpHIATENBHBIX
PE3yABLTATOB TIPH UCCIESOBAHHUH TTOJIOKUATENHHBIX 00Pa3IloB.

HN3panue opunmansoe
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23 CoennduaHocTh: BO03MOXKHOCTH IONOXKHTENIBHOTO —pe3yjibTara B
HOPUCYTCTBUM BEILECTB C XMMHUUYECKOH CTPYKTYpOH, MOTOOHOM IeJICBOMY aHAITUTY
(nmepekpecTHas peakims).

2.4 TIIpemen oOHapy:KeHHS AJIS KA4YeCTBEHHBIX METOJAOB: YDOBCHb
KOHUEHTpauuy, M[pu KOTOPOHM ONpEdeNeHHbI MpoleHT o0pa3loB JaeT
MONOKATENbHBIA pe3ynbpTat, T. €. 95 % ¢ COOTBETCTBYIOIIUM OBEPUTEIEHBIM
WHTEPBAJIOM.

2.5 Ilpemen oOHapymeHHUsI sl KOJHYECTBEHHBIX METOA0B: YPOBEHb
KOHLIEHTPALMHU, IPU KOTOPOM KOJIMUYECTBEHHBIN PE3yJIbTAT aHATH3a CTATHCTHUCCKH
JOCTOBEPHO OTIIMYAETCSA OT PE3YJIbTaTa OTPULIATEIHHOTO 00pa3ia MOJIOKa.

3 Undopmanus, Tpedyemasi 0T pa3zpaboTUnKa/mMPOR3BOTATESA
3.1 ITopsinok aTTecTamumn

Pa3paboTynK WM NPOM3BOAMTENH TECTOBOTO HA0Opa MOJDKEH MPEACTABHTDH
HHPOPMALIHIO O METOIOIOTHH, BKITIOYAIOIIYIO B CE0s1 CIIEYIOMINE JaHHBIE:

- ONMCaHHMEe MeToda (HampuMmep, IPOOOIOArOTOBKA M OCYLIECTBJICHUE
aHanm3a);

- MPHHIUI MeToa (HApUMep, IPsAMOi KOHKYPESHTHBIH HMMYHO(PEPMCHTHBIMH
aHaJn3);

- OLICHKY PEe3yJIbTATOB AHANIU3a (HANpPUMED, BU3YAIbHAS I KOJMYECTBEHHAS
OLICHKA, KPUTEPHH TOJIOKUTEIBHOTO WM OTPULIATENFHOTO PE3yIIbTaTa);

- TPOMYCKHYIO CMOCOOHOCTH (HAMpHUMEP, KOJMYECTBO OOPA3loB 3a €AUHHILY
BPEMEHH);

- 0co0sIe TpeboBaHuA kK 0TOOPY MPOO, COXPAHCHHIO M AHATU3Y,

- MPOLIeAYPbl KOHTPOJIS KAU€CTBA, BKIIOYAsk IPUMEHEHHE
MOJIOKUTETbHBIX/OTPHIIATENIBHBIX KOHTPOJIBHBIX 00Pa3IoB;

- 06J1acTh IPUMEHEHHS, BKITFOUAs:

a) MpeJHa3HAYCHUE MeToIa (HApUMep, CKPHHHHT IUTS BHITUIATH TIPEMHIl HTH
TNeHedt 32 KauecTBO MOJIOKA, CKPHHHUHT 3alPEIEHHBIX BETIECTB);

0) mpenHa3HaueHWE MO PA3HOBHAHOCTH cyOcTpara (Marpuibl) (HampuMep,
JUIA aHAJIH3a CHIPOrO MOJIOKA W3 IIMCTEPHBl WIH TEPMUYECKH OOpabOTaHHOTrO
MOJIOKA),

B) OTPAHHUEHHS O WUCIIONIH30BAHUIO B 3aBHCHMOCTH OT COCTaBa H KayecTBa
MOJIOKA (HallPHMeED, KOJIMYECTBA COMATHIECKHX KIIETOK WA GaKTepHOIOrHYECKOTo
KauecTBa).

3.2 PeakTHBBI B COCTABE TECTOBOT0 HA0Opa
JlomkHa ObITh MPEACTABICHA ClIeAYIONIas HH(pOPMALIU O PEaKTHBAX B COCTABE

TECTOBOro Habopa:
a) IpH MPOBEJACHUA HMMYHOJIOTHISCKOTO aHAJH3A!
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- TUN aHTHTEN (HanNpUMepP, MOHOKJIOHAIBHBIC WY TIOJIMKIOHAIbHBIC, OapaHbH,
KPOJTMYBH UITH IPOYHE),

- THIT aHTHTEHAa, €CIM OH HCIONB3yeTcsi B MeTonae (Halmpumep, KOHbIOraT
aHTHreHa ¢ PepMEHTOM, aHTUTEH, aICOPOUPOBAHHbIN Ha TBEPAOH (ase);

- THI MapKepa, IPOAYIUPYIOLIEro curuaj (HampuMep, GepMeHT: repokenaasa,
menounas (ocdarasa, pamTHoON30TOI: v, c“ 1%, WHEPTHBIE YaCTHULbL:
OKpaIlleHHBIH JIATEKC, KOJTIOUIHOE 30JI0TO),

- tun cybcrpara (epMeHTaTMBHOM peakMd WIM THI  BEIIECTBA,
TpaHChOPMHUPYIOLIETO aKTHBHOCTh (JePMEHTA B CUMTHIBAEMbIM CUTHANI (HApUMED,
TIEPEKUCh BOAOPOIa/TETPAMETHIIOCH3UIMH ), €CITH TIPHMCHSCTCS,

6) TIpu MPOBEACHUHN OaKTSPUATHHO-PETIENTOPHOTO aHAJH3A;

- TAI METKH (HAPUMEP, PAJAUOU30TOI);

- YPOBEHB PAAMOAKTHBHOCTH U TpeOoBaHUs O€30MaCHOCTH U

- THO peuenrtopa (HampuMep, WHAKTHBHPOBAHHBIC OaKTepHAIBHBIC KIICTKH,
HATHUBHEIE WK C aICOPOUPOBAHHBIMHI AHTHUTEIIAMH ),

B) TIPH IIPOBEACHUH OEIKOBO-PELENTOPHOIO aHAIN3A.

- THIT KCTIOIb3YEMOTO PELENTOPHOro Oenka (HampuMep, KOHBIOTAT PelenTopa
¢ pepmerTOM);

- THII BEIIECTBA, KOHKYPHUPYIOLIETO 33 CAaiT CBA3BIBAHMA PELENTOPHOTO Oenka
(manpuMep, KOHBIOTAT (PEpPMEHTA C AHAUTOM, aHAIHUT, AACOPOHPOBAHHBINA Ha
TBEPHOH (haze),

- (hepmenTaTHBHAS PEAKIHA, IPUMEHIEMAs U151 BU3Y AIM3ALIMK CUTHAJIA.

3.3 Uudopmanuss 0 JOMOJHHTEIbHBIX XHMHYECKHX PpeaKTHBAX, He
BXOSIIIUX B TECTOBbIH Ha0Op

JlomxHa OBITh TpEACTaBiieHa ciexytonias WHGOPMAIUA O JOTONHHTEILHBIX
XAMHYECKHX PCaKTHBAX, HE BXOMAIINX B TECTOBBIM HAGOP:

- HeOOXOIMMAast YHCTOTA W KAYECTBO XMMHUYCCKHUX PEAKTHBOB,

- COCTaB ¥ MPUTOTOBJICHHE PACTBOPOB;

- YCITOBHS XPaHEHHUs U CTaGHIIBHOCTH PaCTBOPOB;

- TpedyeMoe KaueCTBO BOIBI.

3.4 TpeGoBanus K NPOBEACHHI0 AHAJIN3A

Jomkna OBITH TIPENCTaBJIeHA cieAyoomas wHGOpMANUd O TPEOOBAHUAX K
MPOBEICHHUIO AHATH3A:

a) TpeGOBaHuU K OMBITY U YPOBHIO MOJrOTOBKH OMEPaTopa;

6) TpeboBanus K TaGopaTopHOMY 000PYIOBAHMIO:

- MHKPOILTAHIIETHOMY PHIAEPY;

- mroopuMeTpy, CUETUHKY CLHMHLMIUIALMMN, KOMIIBIOTCPHOMY
0060pyAOBaHHIO U TPOTPAMMHOMY 00ECICUCHHMIO;

- THKY0aTOpy M TOUHOCTH aBTOMATHYECKHX [UICTOK;
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B) TpeOoBaHMs 0E30MacHOCTH (HAMPUMEDP, K OOPAINEHHIO U YTHIU3ALUH
PamroaKTHBHBIX OTXO/0B);

r) TpeOOBaHUA K KOHTPOITIO Ka4eCTBa Pa3padOTUUKOM/IIPOU3BOAUTENEM W/ WK
OIIePaTOPOM.

3.5 Cnenpdukanuna TectoBoro Haopa

Jlomkaa OBITH TIPEACTaBIICHA CIEAYIOMAd WHGOPMALHI O XapaKTePHCTHKAX
TecToBoro Habopa:

- IPOIICHT JIOXKHOMOMOXKATECIBHBIX PE3yJIbTaTOB 10 2.1;

- TIPOTICHT JIOXKHOOTPHIIATEITFHBIX PE3yNbTaTOB 10 2.2;

- cerruaHOCTH 110 2.3;

- npeaen oOHapykeHus o 2.4 u 2.5 COOTBETCTBEHHO;

- TOYHOCTh. AAHHBIC TIOBTOPSIEMOCTH M BOCIPOH3BOJMUMOCTH, TOJIyUYSHHBIE
MO PE3yJIbTAaTaM CPABHUTEITHHBIX UCCIICAOBAHHIMA, €CITH MPOBOIUIIAC.

3.6 loxymeHTaIAS

JlomkHa ObITh NPe/ICTaBIeHA CISAYIOIAs JOKYMEHTALHS:

- PYKOBOZCTBO ITOJIb30BATEIIA, BKITIOYAS HHCTPYKLMIO TI0 YCTPAHCHHIO OIITHOOK
W HEUCTIPaBHOCTEH,

- CIHCOK IIOCTAaBIIMKOB OOOPYJMOBAaHHS, PEAKTHBOB, CTaHJIAPTOB, CIIyKO
TEXHUYECKOH MOIIEPIKKH;

- opUIHANBHEIH CTATYC METOAA B KOHKPETHOM CTpaHe (eCITh HMEeTCs),

- HAJTMYHE CIPaBOYHOTO MaTCPHANa;

- HaJIMYHE MEXIYHAPOOHO NPU3HABACMOM ampoOalMd H/WIM BalMAALMU B
pamkax CO, MM®, AOAC VHTEpHAIHII WX APYTHX OpraHU3aIlHii;

- HaJIMuue, K TPUMEpPy, MHOOPMAIIHOHHBIX JAHHBIX W JAHHBIX TMPAKTHUSCKUX
HCCIEAOBaHUM.

4 Ouenka TmoKa3zaTeleH HMMYHOJIOTHYECKOro (HMMYHogepMeHTa-
THBHOTI'0) WK PelenTopHOro ((pepMEeHTATHBHOI0, 0AKTEPHAJIBHO- H 0EJKOBO-
penenTopHoroe) MeToaa

4.1 O6s13aTesbHBbIE TPeOoBanus [1]

4.1.1 Monoko, 3aBeJOoMO CBOOOOHOE OT AHTHOAKTCPHAIBHBIX BEIECTB
(«oTpULIaTETEHOE MOJIOKOY)

KopoBs, Yse MONOKO HamaWBaeTci i1 KOHTPONS B  KadecTBE
«OTPHUIIATENLHOTO  MOJIOKA»,  HOJDKHBI ~ COOTBETCTBOBATH  CIICAYIOIIAM
TpeOOBaAHUIM:
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a) JKMBOTHOE JIOIHKHO OBITH 3MO0POBBIM, 0€3 KIMHHYECKUX U CyOKITMHUUECKHX
npusHaxkoe 3abonesanus. Ocoboe BHMMaHHE O0pAlAlOT HA COCTOSHHE BBIMEHHU
(KONMYECTBO COMAaTHYECKUX KIIETOK HOMKHO ObITh He Gonee 150000 kneTok B CM3);

6) O6paboTka KOPMOB aHTHOAKTEPHAJbHBIMH BELIECTBAMH JODKHA OBITh
3ampelleHa He MEHee YeM 3a 8 Helenp 0 TONyYeHUS «OTPULATEABHOIO MOJIOKAY.
Mornoko He HOKHO OTOMparhes paHblie, ueM 60 mHel mocne oTena, 9To JOKHO
obecrieunBaTh CyXOCTOMHBII IEpHoa He MeHee 4 Heleb;

B) OrGop MojOKa CjieayeT TPOBOAMTH B CepeaWHe nakrauuu, or 60 10
200 agHeit mocie oTena, OT KOPOB, NAIOIIAX HE MEHEE 5 JT MOJIOKa B IEHb,

r) OT6Gop MOJIOKa ClielyeT MPOBOAMTH HE MEHee 4eM OT 5-7 KOpOB, YTOOHI
n30eKaTh BITUSHUS WHAWBHTY ATHHBIX OTKJIOHEHUH B COCTaBE MOJIOKA,

m) Oomass OGakrepuanbHas O0O0CEMEHCHHOCTh MOJIOKa [0 Ipouecca
KoHcepBauuu (noduan3annuy) A0/DKHA OBITH MEHEe 10* konoHMeOBpasyrOmMX
emnaun (KOE) B ov’. B Clyyae aHanu3a Ha [-TaKTaMHble AHTHOUOTHKH
HEOOXOMMMO WMETh BBHIY BO3MOKHOCTH MPOAYIMPOBAHHA [-JIaKTamasbl
HEKOTOPHIMH MHUKPOOPTAHHU3MAMH.

IIpn mprMeHeHWH MeTOoda IS aHajii3a MOJIOKA >KUBOTHBIX APYTUX BHAOB
TpeOOBaHMUS NO/KHBI OBITh YTOYHEHBI COOTBETCTBEHHO JJAHHOMY BH/Y JKABOTHBIX.

4.1.2 BemecTsa, HCIONB3YyEMBIE TIPH aHAITH3E

BemrectBa, ucmonb3yembie OpPW aHAIW3e, AODKHB OBITH TIONYYEHHI OT
HAJIEXKHOTO Pa3pabOTUMKa/TIPOU3BOANTENS M TOJDKHBI HMETh CePTH(HKAT KauecTBa
¢ rapantupoBaHHOH crennpukammeii. HeoOXoauMyr0 KOHICHTPAIMIO CIEAyeT
PacCUMTHIBATH UCXO U3 CBOOOAHON OCHOBHOM WM KUCIOTHON (hOPMBI BEILECTBA
¢ yderoMm ero guctoThl. Ocofoe BHUMAaHHWE ClieAyeT OOpaliarh Ha BEILECTBA C
MPOOIEMHBIMA CTAOMITEHOCTRIO H aKTHBHOCTBIO.

Ecnu He oroBopeHo 0c000, TO MPEANOYTHTENHLHO MCIOIb30BaTh NPH OLICHKE
npeaena oOHapyskeHus1 MeToaa no 4.2.2 Te aHTHOAKTEpHATIbHEIC BEIIECTBA W/HITH
WX KOHIICHTPAIlWH, KOTOPHIE COOTBETCTBYIOT TIPEACTABICHHBIM  JaHHBIM
Ppa3paboTYMKa/IPOU3BOAMTEIIA.

4.1.3 PactBopurenu

Ecmm TpebyroTcsi crneranbHBIe PACTBOPUTENH WM HHBIE XHMHKATHI UIA
PacTBOPEHUSI PEAKTUBOB, TO HOIDKHO OBITh TApPaHTHPOBAHO, 4YTO JAHHBIE
CIICIAANTGHEIC PACTBOPHTCIH WM WHBIC XUMHUCCKHE BEHICCTBA HE OKA3BIBAIOT
BJIMSIHUSI HA PE3YJIGTATH AHAJIA3A.

4.1.4 IloaroroBka 06pa3LoB

4.1.4.1 O6mue monoKEHUS

Jlnst pacmmperHO# oneHkH (HanpaMmep, 0000MIeHNE MOTyYeHHBIX JAHHBIX) BCe
HeoOXOoAuMble Pa3BeACHHA MENaloT B ONHOIM mapTuu, uToObl K30exaTh
PacXoXICHAH B TOYHOCTH B3BEIIMBAHWUA, PAa3BEICHHSA M Pa3au4uMii B COCTOSHHM
«OTPHULIATENIFHOTO MOJIOKAY.

IloaroToska 00pa3sIoB I HCCIEAOBAHHUS - UPE3BBIYANHO TPYAOEMKAst 3a1a4a
Ui 1abopaTopuM, NPOBOAAMIEH OIEHKY Mmeroma. llenecooOpasHo HCIONIB30BATh
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HEHTPAJIM30BAaHHYI0 JTAb0PATOPHIO, OCYIIECTBISIONIYIO IIOArOTOBKY OOpasIoB M
HPEIOCTABIIAIOLLYO 3aHHTEPECOBAHHBIM nabopaTopusiM o0pasiip B
crabmm3upoBaHHOod  Qopme (Hampumep, B  [IyOOKOH  3aMOpO3KE WM
O HITH3APOBAHHBIMI).

4.1.4.2 BpiO0Op KOHLEHTPALIHIA

[pouenypa BeI60Opa KOHIEHTPAWit I OTMPEICTICHHUS TIpeesia OOHApY KEHUs
mpuseneHa B 4.2.2. OpHeHTHPOBOYHO, €CITH HE OTOBOPEHO 0C000, KOHICHTPALIWS,
mpeAnoIaraeMas Kak npejesl OOHapy)KeHUs, MOJDKHA OBITh IIPOAHAIM3HUPOBAHA B
CPABHEHHH C KOHLECHTPALKEH Ha YPOBEHb OOIIbIIE €€ U C ABYMS HJIH TPEMS YPOBHAMH
KOHIICHTPAIMH MEHBITMMHE, YeM TIPSATIONAraeMBbIil IpeaeN 0GHAPYIKESHHS, a TAKKeE C
COOTBETCTBYIOIMM  «OTPHIATEIGHBIM  MOJIOKOM».  ITOJIy4eHHBIE  JaHHBIE
JIOIyCKaeTCsl MCIOJb30BaTh Ul yCTAHOBJIEHHUS KOHUEHTpauui, gawommx 25 %,
50%, 75 % u 95 % nONnOXUTENbHBIX PE3yNbTATOB. PeKOMEHAyeTCA pa3iciaTh
panru koHueHTpauui, garomux ot 50 % no 100 % NonoKUTENbHBIX PE3YNHTAaTOR
Ha TP WJIH YETHIPE PABHBIX OTPE3Ka ypOBHEH (C JUHEHHOH U JTorapu()MHUIECKOM
LIKAJIOH COOTBETCTBEHHO ), KAK IOKA3aHO HA PUCYHKE 1.

4.1.4.3 Pa3penenne

Heobxomnmo codmoaars CIIE TyTOTIHE TIPEIOCTOPOIKHOCTH pu
OPUTOTOBJICHUU CECPUHA paSBEJJ,EHI/Ii;I AHAJIU3UPYEMBIX BEIICCTB!

a) [IpuroroBieHne cepuy pa3BeICHHN CIiCAyeT MPOBOJUTh TAKAM 0OpasoMm,
[ITO6B] TOJIBKO B MOCJIICAHEM PAa3BCACHUH MPHUMCHSJIIOCh MOJIOKO. 91"0 HCO6XOZ[I/IMO
JUTA IPEIOTBPAIICHNS CBSI3BIBAHMUS BEIIECTBA ¢ OETTKOM;

6) KoHmeHTpaums CTaHAapTHOTO BOJHOTO PAacTBOpa aHTHOAKTEPHATBHOTO
BCIIIECTBA B TIOCICAHEM PA3BEICHUH MOJIOKOM JOJDKHA OBITH OJMHAKOBA IUIA BCEX
06pasIoB U cocTaBATh MeHee 1 %.

4.1.4 4 KoHcepparus

KoHncepsauuo 00pa3ioB npearnouTHTebHee OCYLIECTBIATh JTMODUIH3ALMEH,
€CITM 3TO COTJIaCOBAHO C Pa3pabOTUMKOM/TIPOM3BOAMTENIEM HCXOAA W3 JAHHBIX
HUCCIICAOBAHMN WM TMPUHIMNA METoma. PekoMeHOyeTcsa clenyiomas Nponeaypa
KOHCEpPBAIHH:

a) Cpa3y mociae TOATOTOBKH Pa3NiMuHBIX NMPOG MOJIOKA BCE Pa3BEICHHUA B
HEOOX0mMMOM O0BEME PA3IMBAIOT B NMPOOMPKH W 3aMOPAXKHUBAIOT B HAKIOHHOM
nosoxenun mpu Munyc (18 £ 2) °C;

6) JImodmnusauus Ko/DKHA OBITH MPOBEACHA MaKCHMAallbHO OBICTPO, HO HE
MO3HEE HEAENH TIOCAEe 3aMOpaXkMBaHusa. B mpomecce JuodIM3aluu
TEeMIepaTypa He TO/KHA mpeBsImars 25 °C;

B) Cpasy mocite tuodmin3ayy NPoOHPKH FEPMETHYHO 3aITanBar0T M XPAHAT B
TEMHOTE IIPH TeMueparype He Boinie 6 °C;

r) OGpasisl BOCCTAHABIUBAIOT MUCTH/UTHPOBAHHONW BOHo#. JloOaBisembrit
obveM BoAEl momxeH ObiThb Ha 10 % wmenbmre o0beMa THODIIM3HPOBAHHOTO
MOJIOKa, KOMIIEHCHPYEMOT'O CYXHM OCTATKOM MOJIOKQ;
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n) BoccranoBnenubie 00pa3ibl HCHOMB3YIOT B J€Hb BOCCTAHOBJICHHS.
Hcnonp3yemble  BOCCTAHOBIICHHBIE OOpasmbl XPaHAT B  XONOJAWIBHHKE H
YHHYTOXAIOT B KOHIIE pabouero AHS,

e) Jlomyckaercsi KOHCEPBHPOBATh 00pas3Ilbl MyTeM ITyOOKOH 3aMOPO3KH Wi ¢
HCIIOJIb30BAaHHEM HEKOTOPBIX XHMHYECKHX KOHCEPBaHTOB 1o 4.2.5.3.

4.1.5 IInan sKkcTIepUMeHTa

4.1.5.1 Yucno noBTOpHOCTEH

XKemarenbHo, uTOOBI  3KCHEPHUMEHT MPEACTAaBILUT  COOOHM  «ciemoe»
HCCIICIOBaHNE " MaKCHMAJTBHO COOTBETCTBOBAI PEKOMEHAAIAAM
pa3paboTumKa/IPON3BOANTENA O YHUCIIC TOBTOPHOCTEH W yCIOBHAX ombrta. Jlms
KA4eCTBEHHOTO METO/AA MPONEHT MOJIOKHTEIBHBIX Pe3ylIbTaToB OT 00mero
KOJIMYECTBA AHAIM3MPYEMBIX OOpa3LoOB He 3aBHCHT OT OOLIero u4ucia
TMOBTOPHOCTEH [UIA KaXKIOiH KOHIEHTPALUMHM aHaauTa. [IPOIECHTHBIH pacder B
obmem ciaydae TpeOyer He MeHee 10-20 moBTOpHOCTEH JUIA Kax/0# BHIOpaHHOH
KoHUeHTparmu. Ecmu TpeGyercs ompeneneHHas CTaTUCTUYECKas AOCTOBEPHOCTD,
TO PACCUMTHIBAIOT HEOOXOAWMOE YHCIO MOBTOpHOCTEeH. Hampmmep, ¢ mensio
TTOJITBEPXKACHUS JTOJDKHO OBITh MPOAHAH3HPOBAaHO He MeHee 60 oOpasmos jurs
onpeneneHus nokazarens 90 % oOTpHIATENBHBIX PE3YJIBTATOB C BEPOSTHOCTHIO
95% (1. e omMH WM [Ba TOJOXHTEIbHBIX pe3yiabrata u3 60
MPOaHaTN3UPOBAHHBIX 00PA3IIOB).

Pe3ynbTaTel ONEHWBAIOT C KCIOJB30BAHAEM CTAHAAPTHBIX CTATHCTHYCCKHX
METOJ0B pacuera MOBTOPAEMOCTH. [IpH MPUMEHEHHH CTaHTAPTHBIX KOMMEPUECKHX
HabOPOB HAa OCHOBE MHKPOIUIAHILIET I CTAHIAPTOB M 00PA3LOB HCHONB3YIOT, KaK
MHHUMYM, JBOHHBIC TOBTOPHOCTH ( Iy OJIH ).

4.1.5.2 OneHka SKCIIEpUMEHTATBHBIX JaHHBIX

TTom mpenemoM oOHapyXeHHsA OOBIYHO TOHMMAETCA KOHLEHTPALHUA, TpPH
KOTOpPO#M MOKa3aresib pe3ybTara aHajin3a o0paslua MOCTOBEPHO OTJIMYAETCA OT
MOKa3arejii  pe3ynbTaTa OTPULATEBHOTO  KOHTPOJBHOTO  oOpasma.  Jlna
CTATHCTHYECKONM ONEHKH HCKIIOYHTENIFBHO BAKHO HMETh  YCTAHOBJICHHBIH
TPUEMJIEMBIH  JOBEPUTENBHBIIT  MHTEpBAJ  METOAA BXOJE  HCCIIENOBAHHA.
OOUIENPUHATHM MHHAMAJIBHBIM JOBEPUTEITBHBIM WHTEPBAJIOM SBIACTCS YPOBEHB
JIOCTOBEPHOCTH 95%. TeMm He MeHee, I JOCTH)KEHHS aXe 3TOr0 MUHHMAJIBHOTO
YPOBHS JOCTOBEPHOCTH HEOOXOIMMO MPOBECTH TIIATENBHBIN aHAN3 JOCTATOUYHO
OOJIBIIIOrO YHMCIIA TIOBTOP-HOCTEH /I KaXJ0H KOHLEHTpAUKK. B 3aBHCHMOCTH OT
MPEIOJIAracMOi TIeIH aHAJIN3a OMYCKaeTCa HCTIONB30BaTh U 00Jiee MPaKTHYHBIH
MOJXOJ,

B Kka4ecTBEHHOM METOIC TMOKa3aTellb Pe3yNibTaTa OOBIUHO CPaBHHBAIOT C
TOYKOM CKPUHHMHIa, TMOJYYCHHOH IPH HCHBITAHWAX OTPULIATENIbHBIX KU
TONIOKUTENIFHBIX ~ KOHTPOJIBHBIX ~ 00pasuoB. Touku CkpuHHHTA (HampuUMep,
MOPOTOBasT BEJIMUMHA WM KOHTPOJIbHBIH CTAaHIAPT/OTMETKA) MOTYT OBITH JTAHBI
HM3TOTOBHTENIEM TECTOBOTO HA0Opa WIM TIPEICTAaBICHBl KAak BHYTPEHHHUI
KOHTPOJIbHBIA TECT MJIH BHEIIHHM KOHTPOJIBHBIM KanmuOpatop. OHu WiH
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PacCUMTBHIBAIOTCA, WJIM BBIIONHEHB TaKuM 00pa3oM, 4TOObl OTPHLATENbHBIH
pe3yabTar OmIMYANCs OT MONOXKHUTENPHOIO HE MEHee 4YeM Ha [Ba WA TPU
CTaHIAPTHBIX OTKIOHCHUA. C STOH MENBI0 TPOM3BOIWTEIM TECTOBBIX HAOOPOB
MHOT/IA TPEIOCTABJAIOT JUIA WCHBITAHUHM OTPHIATEIBHBIC WM [OJOXXHTEIbHBIE
KOHTPOJIbHbIE o0pasupl, cojiepIKaIIue OTIpEICTICHHOE KOJIMYECTBO
aHanuTa(oB),0NpeneiIeMoro(blX) MaHHBIM METOOOM. Kak mpaBmiio, BHIOMPAIOT
KOHIIGHTPAIMIO, COOTBETCTBYIOIIYIO PETJIAMEHTHPYEMOH BelIMuMHE (HAUpUMED,
ITIJIK). Hcnonp3yss KOHTpOJIbHBIE O0Opaslbl, IMOKa3aTelb pe3yibrata obpasia
CPAaBHUBAIOT C MOPOrOBOW BEIMYMHOM WM KOHTPOJIBHBIM 3HAYCHHEM H
ONIPECNAFOT, ~ COHNCPXKHT JIM  aHATM3UPYEMBIH  00pasel]  KOHICHTPALHIO,
AQHATOTMYHYIO WJIM  TIPEBHIMIAIONIYIO  CONCPIKAIIYIOCS B MOJIOKHTEIIEHOM
KOHTPOJIEHOM 00pasIie.

Jlnsa aHanwW3a AaHHBIX Ka4eCTBEHHOTO METOMa PEKOMEHIYETCs IMpPEACTaBJICHHE
pe3ympTaToB B BHAe rpadmka, Tae Ha OcHM X HAHECEHBl KOHIIEHTPALUH
OTIPEIEeAEMOr0 BEIIECTBA, a IO OCH Y — IMPOIEHT MOJIOKHTENBHBIX PE3YJIFTATOB
(kprBas KOHIICHTpAIMA/TIOKa3aTeNb). Bribop muHeitHOW WM JorapudMuIecKoii
pa3MepHOCTH IIKaJIbl X 3aBHCHT OT HMHTEPBAJIa HCCIIEAYEMBIX KOHIIEHTPALIHIA.
Jlorapudmuyeckas wkana Oojnee NPEANOYTUTENBHA, €CH KPAaTHOCTh WHTEpBaja
oonee 100.

JAg  KONMYeCTBEHHOTO METOJAa BBICTPAMBAETCA CTaHAApTHAs KpUBad, C
HOMOIIBIO KOTOPOH OTIPEAEIAIOT KOHIEHTPAIMIO aHAIUTa B o0pasie, rae ock X
mpeAcTaBisieT co0ol IIKamry KOHLEHTPAIMHA ONMPEACIIEMOro BEmecTBa, 0cb Y —
KAy COOTBETCTBYIOIIWX JAHHBIX, HANPHUMEP, ONTHYCCKONM IUIOTHOCTH,
(QITFOOPECIICHITNY WITN PaAHOAKTHBHOCTH. BRIOOD JMHEiHON wim TorapuhMIIecKOoi
Pa3MEpPHOCTH MIKAIBI X 3aBHCHT OT HHTEPBAIA HKCCICAYEMBIX KOHLIEHTpALMIA.
Jlorapudmuueckas wikana Ooliee MPEAMOYTHTENbHA, €CIM KPAaTHOCTh HHTEpBaja
Gomee 100. B stom cnywae crpouTtcs TomynorapudMuueckas KpHBas.
[Monynorapudmuyeckas KpuBasi AIMMYHOJIOIHYECKOTO METOJIA HMEET, KaK IPaBHIIO,
CHIMOBHIHYIO (opMy W HE MOXeT OBITh ONWCAHA JIHHEHHBIM YpaBHEHHEM.
HecMoTps Ha cymiecTBOBaHHE MHOXKECTBA MaTEMaTHYECKHX METONOB, MPHUTOAHBIX
JUI  OMUCAHMS KaJMOPOBOYHBIX KPHUBBIX HMMMYHOJIOTHUECKHX METOIOB, UIA
HMMYHO(EPMEHTHOTO  METOJa,  Hanpumep,  OOIUENPHHATBIM  SBJISAETCS
HUCIIOJIb30BAHHUC IIG’]"TJIPGXKOMI'IOHGHTHOI‘;I JIOTHCTHYECKOH MoaocJIM M METoaa
HaUMEHBLINX KBaaparoB. O6a MeToNa JIAIOT CPABHUTEIHHO OJIM3KUE Pe3YIbTaThl U
MO MEHbIIEH Mepe OAMH W3 HHUX BKJIIOUCH B OOJIBIIMHCTBO MPOTrpaMM 00paboTKH
JAHHBIX HMMYHOJIOTHYECKAX METOJIOB.

B konuuecTBEHHOM METOZE€ TOYHOCTh OIEHKH B 3HAUYUTEIBHOW Mepe
oMpeaenaeTcs pacnoa0KeHHEM 00HAPYKEHHOH BENUYUHBI ONTHYECKOH TIIOTHOCTH
(pmroopecueHME WM PAAMOAKTHBHOCTH) HAa KAMMOPOBOYHOM KpuBOM. MHTepBan
W3MEPEHHs  KaTMOpoBOUHOrOo  rpadMika  COOTBETCTBYET  MaKCHMAIBHO
TNpUONMKEHHONW K JIMHAM 4YaCTH CHUTMOBHIHOM KPHBOM (€CIHM KOHIICHTPALHUA
BBICTPOEHA TT0 JJOrapruMUICCKO# MIKae).
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4.2 DKkcnepuMeHTaAJIbHbIe IapaMeTpbl

4.2.1 [1poueHT JIOKHOOJIOKATEIBHBIX U JIOKHOOTPULIATEIBHBIX PE3YJIHTATOB

B 3aBHcHMOCTH OT 0OOIacTH NPHMEHEHMS HCCICAYEMOTO0 Ka4eCTBEHHOIO
MeTOoa MOKET OBITH JOCTAaTOYHO OTIPSHCICHHS BEPOSATHOCTH
JIOXKHOTIOJIOKUTENBHBIX W JIOKHOOTPHIATENIBHEIX Pe3yiibTaroB. HcciemoBanwe
BEPOSTHOCTH  JIOXKHOIOJOXHUTEIBHBIX  PE3YNbTAaTOB  BKIIOYACT N-KPAaTHOE
HCCICIOBAHNE «OTPUTIATSITFHOTO MOJoKa» 1o 4.1.1 WK Apyrux OTpULATENBbHBIX
00pa3IoB, COOTBETCTBYIOIMMX MPEINoNaraeMoil o61acTd NMPHUMEHEHUS METOMaA.
UKcito MCC/ICAOBAHMI TAKKe 3aBHCHT OT TMpPEANOJiaraeMoil o0acTh MmpUMEHEHHS
Meroma. Hampumep, mns ompeneneHusa mnokasarend 90 % oOTpHIaTenbHBIX
PE3yJIBTaToOB ¢ BEPOATHOCTHIO 95 % Heo0X0AUMO MpoaHATU3UPOBaTh HE MeHee 60
00pasIos.

BeposATHOCTh JIOKHOOTPULATENBHBIX PE3YJIbTATOB MOXKET OBITH IOJy4eHa C
TIOMOIIBI0 KPHBOW COZACPKAHHWE/CHTHAT I PAAa HCCICAYEMBIX KOHLECHTpAIIHIA.
Ecrm  Tpebyercs oOmpenesnuTh JOCTOBEPHOCTh, OIEHKY MPOBOJAT COTJTIACHO
MPOLeAYPe, NPUBEASHHONW Ui OLICHKH JIOKHOMONOXKUTEIbHBIX PE3YJIbTaTOB IPH
OTIPEACICHHON KOHIICHTPpAMH (HanpuMep, npeaen oonapyxenus wiu [1J1K).

4.2.2 TIpenen obHapyXxeHUS

Bri6op aHTHOAKTEpHANBHOTO TIpETapara i ONEHKH Ipeena oOHapyKeHHs
OIIPENENI0OT HAa OCHOBE JAHHBIX, 3asBJICHHBIX Pa3padOTUYMKOM/IPOM3BOAUTENIEM
TecroBoro Habopa. Ipuniun noxrorosku npo6 onucas B 4.1.4.

Bribop oleHMBaeMBIX KOHLIEHTpaLWi MpenapaTa NPOBOAAT CIEAYIONIHM
00pazoMm:

a) Kpome oTpumartenbHBIX H HOJOKHUTEIBHBIX KOHTpOJeil OepyT He MeHee
geTHIpeX KOHLIEHTparmit mpenapara, KOTOphIE TI0 MPSBAPUTEIIbHOW OT[CHKE MOTYT
JIaTh, COOTBETCTBEHHO, 25 %, 50 %, 75 % 1 95 % HONIOXKHATELHBIX PE3YIIHTATOB.

6) Kpome Toro, B ommH 00paser] J00aBIIOT aHTHOAKTEPHANBHBIH Mpemapar
70 KOHIICHTpalwmu, He MeHee deM Ha 50 % mpeBbmaromeii KOHIEHTPAIHIO,
JIAIONIYIO 10 TpeaBaputeabHoi oeHke 100 % NoaoKUTeNIbHBIX Pe3yJIbTaToB.

B) BriOpaHHbIC KOHIICHTPAlMH JOJDKHBI BKIIOYATh B ceOs 3asBJICHHBIIH
Pa3paboOTUNKOM/TIPOU3BOJNTEIEM TIpeaci OOHapyKEHHS W, €CIM Heo0XO0IHUMO,
KOHI[CHTPAIIMIO, COOTBETCTBYIONTYIO 3aKOHOAATEIFHO OTOBOPEHHOMY YPOBHIO
(manpumep, [TIK).

Jlna kauecTBEHHOro TecTa, Kak ykasaHo B 4.1.5.1, weo6xomumo ot 10 mo 20
MOBTOPHOCTEH s KaXJOW BHIOPAHHOW KOHIICHTpAIlM, YTOOBI PAaCCUMTATh
TIPOTICHT TIOJIOXKUTENTFHBIX PE3yJIbTaTOB. Eciu HeT ompenmeneHHBIX TpeGoBaHHMH K
CTaTUCTUYECKOH [JOCTOBEPHOCTH JAHHBIX, MAOMYCKAaeTCs WCIONb30BaThk Oolee
VIPOIIEHHbIE TMOAXOABl K ONpPEeACTCHUI0 Tpenena oOHapyxeHus. Takum
TOIX0TOM, HATIPUMEP, MOXKET OBITh MPHHATHE B KAUECTBE IPEAEIA OOHAPYIKEHHS
KOHLeHTpauuy, pamomeil 95 %  pe3ynpTaroB, HHTEPIPETHPYEMBIX —Kak
TOJIOKUTENBHBIE.
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Crnenys sToMy mozxxojy, mpejien 0OHApYKeHHsS MOXKET OBITh BBHIPAKEH JABYMSI
cnocobamu (cm. PucyHok 1):

- yKa3aHHEM JABYX KOHILIEHTDPAIHAH, MEXAY KOTOPHIMH HAXOAMTCS BEIHIAHA,
Jaromast 95 % MONOKUTENBHBIX PEe3yIIHTATOR,

- OIpeleNneHHEM KOHNEHTPAOWM MO0 TOYKE MepecedeHHs KPHBOH
COZICPIKAHHE/CHTHAJI C IMHAEN YPOBHS «95 %6 MONOKHTENBHEIX PE3yIBETATOBY .

BaxXHPIMH IIPAKTHYECKHMH HAPAMETPAMH METOJa SIBJISIOTCS TAKKE HPOLEHT
MOJIOXKUTENIBHEIX ~ Pe3yJibTaTOB HA  ypPOBHE  KOHIIGHTPAOHWH,  3asBICHHOH
Pa3paboOTIHKOM/TIPOM3BOAMTENIEM Kak npeaen oOHapy>keHHs WITH
COOTBETCTBYIONICH 3aKOHOAATENHLHO yCTaHOBIEHHOMY ypoBHIO (Hampumep, [1J1K)
mo 4.2.1. Ecim HeoOxoauma OIpejencHHAs CTaTHCTHYECKAd JOCTOBEPHOCTD,
PACCUMTHIBAIOT HEOOXOAMMOE YHCIIO IOBTOPHOCTEH LA KAKAOH KOHLICHTPALHH.

JUIs KONHMYECTBEHHOIO METOJa MpPEAEIOM ODHApyXeHHs, KaK NpaBHIIO,
CUHTAIOT YPOBECHb KOHIICHTPAHH AHAINTA, JAIOIIHH CTATHCTHYECKH JOCTOBEPHOE
pasnEuAec B pe3ylabTarax OT OTPHIATENBHBIX 00pasmoB; T. €. OOBIMHO 3TO
KOHIICHTPAO®s, COOTBETCTBYIOMIAS CPCAHEMY pPE3yJIbTary OTPHIATCIBHBIX
00pa3LoB C BLIMETOM TPEX CPEAHEKBAAPATHYHBIX OTKJIOHCHHH.

inTepean npenena

MonoxutenbHbie pesynbTarbl, % OBHapyXeHus!
100 Q

80 /
60 /

40 Mpenen
/' oBHapyxeHUs
20

@ @/81/ -

KoHueHTpaLms aHTMGAKTepUanbsHOO BELLECTBA, MKI/Kr

Pucyrox 1 — Moaeib KpHBO# COIepKaHHE/CUTHAJ AJIS ONpe/IesIeHuUs!
npeneJia 00Hapy>KeHHs

42 3 Coenmduanocts

CrnenududHoCTE METONA XApPaKTEPH3yeT BO3MOXHOCTH CBS3BIBAHHA C
PEUenTopoM, M, TAKHM OOpa3oM, MOJNIOKHUTEIBHOIO PEe3yNbTara Ui BEINEeCTB C
XMMHWYECKON CTPYKTypPOM HIIM CTPYKTYPHOM 4YacThiO, MOZOOHOH OpHUTrHHAILHOMY
aHanuTy (NEpEKpecTHAs PeaKis).

Hanpumep, MerabONHTHI OPHTHHAIBLHOIO AHAIHMTA MOTYT PEardapoBaTh C
AHTHTENIOM, HANPABIEHHLIM TMPOTHB OPHTHHAIBHOTO Bemnecrsa. CoerupHIHOCT
METONA CJIEAyeT ONPENENaTh PEe3yIbTAaTOM CHEeMU(HUUECKOro  CBS3bIBAHW
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QHTUTCHOM C AaHTUTEJIOM WM aHAIATA € PENenTopoM H OTIMYarh €€ OT
Hecnermgueckoii nHTepdepenuun no 4.2.5. Jlns ompeaeneHus NepeKpecTHON
peaktuBHOCTH C; ONpEHNENCHHOTO BEIIECTBA ONPEAEIAIIOT  BO3MOYKHOCTH
TIOJNIOKUTENIBHOM peakimu Jyisi ero KoHmeHTpamuu, npubmmsutensHo B 100 pas
MpeBLILIAIONIeH npeaen 0OHapyKEeHUs LIENEBOTr0 BELLECTBA.

JInd  KONMMYECTBEHHBIX METOAOB CHCHM(PHUUHOCTH PACCUUTHIBAIOT MOCHE
OmpejieNieHHs KOHLOCHTPALMA [ENeBOro BemiecTBa 1s W KOHUEGHTPaLMU
nepekpectTHo-pearnpytoniero Bemiectsa Cs, marommx 50 %-Hoe CHUMKEHUE CUTHajla
pesynbTaTa MO CpPaBHEHHMIO C OTPHIATENFHBEIM KOHTpOJieM. OTHOCHTEIBHYIO
TIEPEKPECTHYIO peakTuBHOCTH BemecTsa C;, %, paccunteiBatoT 1Mo dopmyie (1):

C :ﬁ-zoo, )

.
-8

rae Ts - 3HaueHWe KOHIEHTPAIM LENeBOro BemecTBa, Aatroiee 50 %-Hoe
CHIDKEHHE CHTHAJIA Pe3yJIbTara Mo CPABHEHHMIO C OTPHUIATEIbHBIM KOHTPOJIEM,

C; - 3HavyeHWe KOHICHTPAIMH MEPEKPECTHO-PEArUPYIOIIEro BEILECTRA,
paromee S50  %-HOe CHW)KCHHWE CHTHAjlla pe3ysibTata TI0 CPaBHEHHIO C
OTPHUIATEIIbHBIM KOHTPOJIEM.

VkassiBaroT Bce 3HaumrenbHBIC (> 1 %) mepekpecTHbE PeakTUBHOCTH. B
COMHHUTENIBHBIX ~CIIy4asX BEIIECTBA MEPEHPOBEPSIOT TNPH KOHICHTPALMSIX,
COOTBETCTBYIOIINX MAKCHMAJIFHBIM 3HAYCHHAM KaTMOPOBOYHOH KpHBOi. MeTosst
CO 3HAYMTEbHON MEPEKPECTHOM PEaKTHBHOCTHIO HE MOIYT OBITh MCIOJIB30BaHbI
JULS1 KOTIMYECTBEHHOTO OTPEICIICHHS.

4.2.4 Cpok rogHOCTH TECTOBOTO Habopa

Jina ompeneneHUss M3MEHEHHH CHIHAIA PE3yJIbTaTa B MEPHOJ 3asBICHHOTO
CPOKa TOAHOCTH CJIEAYIOT MPOLEAype BBIOOpA aHAJIWTA, YHUCIA MMOBTOPHOCTEH H
OLICHKE PE3yIbTATOB, onncanHoi B 4.1. [loBepky MPoBOAAT MO MEHbIICH Mepe TPH
pasa [B HagaJie, [0 NCTEUESHUH NOJIOBUHbBI CPOKA FOAHOCTH (WM KaxKasle 6 Mec OT
JaThl TIPOM3BOICTBA) M B KOHIIE CPOKA TOAHOCTH]|. YCIOBHS XpaHeHus (Halpumep,
TeMIeparypa, MIATEIFHOCTh W Mp.) JO/DKHBI COOTBETCTBOBATH YKA3AHHBIM
pa3paboTINKOM/TIPOU3BOAUTEIIEM TECTOBOTO HAbOPa.

425 BocunpuumuuBocTh K 1oMexaMm (uHTepdepeHuun) (yCTOHYMBOCTH
METO/a)

4.2.5.1 Ilpouieaypa onpeaencHus

JUta wuccienoBaHus BIAMAHMS BO3MOXKHBIX HHTEPQEPUPYIOIUX (DAKTOPOB
(momex) B XO[e aHamM3a (HAMPUMEP, OTKIOHEHHS B PEAKTHBAX, YCIOBMAX
uHKyOanwu, o0beMe 00pasna) MOATOTABIMBAIOT MPOOBI ¢ PAIOM KOMOHHAIMI
BEIIECTBO/ETO KOHIEHTpamus B coorsercTBum C¢ 4.1. Tlporokon skcmepumenTta
BKJIIOYAET ONpPEEIeHHbIE OTKJIOHEHUS OT MPABUIIbHOM MPOLENYPHl AHAIHN3A.

4.2.5.2 Cocras/cBoricTBa 00pasiia

Ha pe3ynbTaThl HMMYHOIIOTHYECKAX M GaKTEPHATLHO-PEIENTOPHEIX METONOB
MOKET OKa3bIBATh BIUSHHUE TCTBIA pAn (DAKTOPOB, CBA3AHHBIX C COCTABOM M
cpoiicrBamu obpasta. K Takmm (akropaM OTHOCATCA, B MEPBYIO OUYEPEND,
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0aKTepHONOTMIEeCKOe KAadeCTBO MOJIOKA, KOIMYECTBO COMATHYECKHX KIIETOK,
COEp)KaHMe M COCTaB >KHPOB, pH MOIOKa, BUA JKMBOTHOrO W (pasa JakTaruu
(HampuMep, TO3THSA JTaKTaIH).

B xome oueHkd, Oeps BO BHHMaHHE OTrPAaHMYEHHs, OrOBAPHBAEMBIE
Ppa3paboTINKOM/IIPOM3BOIUTEIIEM, [IOIYUAIOT OTBETHI HA CIICAYIOIIHE BOMPOCHL:

a) MoryT 1 moo0HbIe (haKTOPHI BECTH K JIOKHOTIONOKHUTESIIBHBIM PE3y/IbTaram
(mampuMep, 13-32 TIOBBIIIEHHOTO KOJMYESCTBA COMATHUSCKHX KIIETOK)?

6) MoryT niu nonobHsie (HaKTOPBI BECTH K JIOKHOOTPHUILIATEILHBIM PE3YJIbTaTaM
(nanpumep, Mackupyrowii 3ddekt GakTepuanbHoii B-nakramassr)?

B) Moryr inm momoOHbie (DaKTOPBI BECTH K JIONKHOTIOJOKHUTEIBHBIM/
JIOXKHOOTPHIIATEITHHBIM pe3yIbTaTaM(HanmpuMep, 000k s¢dekT n3-3a H3MeHEHHI
B COZEP)KaHHH M COCTABE JKUPA MOJIOKA)?

4.2.5.3 Kouncepsauus o6pa3uos

OO6pa3msl Ui ONpeeieHHs OCTaTKOB AaHTHOAKTEPHANTBHBIX BEIECTB MOLYT
KOHCEPBUPOBAThCS WIH  JOOABJICHHEM KOHCEPBAaHTOB (Haupumep, OGOpHOI
KHUCJIOTHI), MK Iy 0OKO# 3aMOPO3KOIA.

Ecmm  wWcmonp3oBaHHE KOHCEPBAHTOB HE  3alpemieHO  pa3paboT4HKoM/
MPOM3BOJNTETIEM, BIIMSHHE XUMHUYECKHX KOHCEPBAHTOB HA PE3YJIbTATHI AHAJIHM30B
OLIEHUBAIOT HA YPOBHE PEKOMEHIYeMOil KOHLIEHTPALMH KOHCEPBAHTA, a TAKXKE HA
yposHe Oojiee HW3KO# M 6oJiee BBICOKOH OT YPOBHA pekoMeHmyemoii. OGpasist
aHATM3HUPYIOT 10 KOHCEPBALMH, MOCIEe KOHCEPBALMK U 1ociie XxpaHeHus. Tak kak
no0aBIeHNe KOHCEPBAHTOB MOXKET BJIMATH HA YPOBEHb PE3YJbTaTOB, TO
KaHOPOBOYHBIE 00OPa3MBI TAKXKE KOHCEPBAPYIOT COOTBETCTBYIOIIHUM 00pa3oM.

4.2.6 O0HapykeHHE HeXKETATETLHBIX PAMECEH

[Ipu BO3MOXKHOCTH MCHOJIB3YIOT KOHTPOJIbHBEIC MATEPHANIBI M3 MPOBEPEHHBIX
MCTOYHMKOB (Hampumep, BCR¥).

W3 06pa3smoB MONOKa, COACPKAMMX OIICHWBACMEIC BEILECTBA, TPEOYEMBIM
pa3BeleHHEM OTPHIATELHOrO MOJOKAa TOTOBAT TPOOBI ¢ KOHIEHTPALMAMH
cormacHO 4.1.4.2. Bonee mpakTHYHBIM [TOIX0/IOM SIBJISICTCS HCTIOIb30BAHHE MOJIOKA
OT KOpPOB, IIOIBCPTINNXCA JICUCHHIO PACOPOCTPAHCHHBIMH BETCPHHAPHBIMHA
npenapataMu. [ CpaBHUTENBHBIX IEJICH HEOOXOMMMO OmpeaeneHne KOIMIeCTBA
BETEPUHAPHBIX IIPEMaparoB B MPOOaX arTeCTOBAHHBIMH (PH3HKO-XMMHUYCCKAMH
METOJAMHU.

4.2.7 V3BnexkaeMoCTh

Ecnu skerpakimst 06pasiia ¥ O4MCTKA IKCTPAKTA SBISIOTCS YacThIO METO/A, TO
yKa3bIBAOT 3Q(EKTUBHOCTD JaHHOM IPOLEY Dbl (M3BJICKAEMOCTH ).

4.2.8 CpaBHUTEIbHBIC HCITBITAHKS

Jlns cpaBHUTENBHBIX HMCIBITAHHH TPOOBI TOTOBAT B OOHOM J1abopaTopwu
cornacHo 4.1.4. TIpoGsl B TpeOyeMBIX YCIOBHSIX PACcCHUIAIOT BMECTE C TSCTOBBIMHU
BKJTFOUAET B ¢e0s Creayrolmee:

* BCR - cokpameHHOC Ha3BaHHC Oropo cTaHmaproB EBpoxomuccuu (Burcau Communitaire de Reference).
CraHgapTsl NPEeJOCTABIAIOTCS Takke MHCTHTYTOM CTaHZApTHBIX MaTepuanoB u m3mepermit (IRMM MRM
Retiesweg, B 2440 Geel, Belgium.
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HabopamMH He MeHee 4YeM B BOCEMb YYACTBYIONIMX JaOOPaTOpHi Jjid OICHKH
KOJIMYECTBEHHOT0 METOJa M HEe MeHee 4yeM B 15 mnaGopaTopuil i OLIEHKH
KaueCTBEHHOT'O METOJA.

ITpu BEIOOpE TOAXOMANIMX BEIIECTB WM WX KOHIEHTPAHUU CIEAYIOT
mpoueaype comtacHo 4.1. [IpoObl KOAMPYIOT H KAKIOE BELIECTBO HIIH
KOHIIEHTPALMIO BEIECTBA B KK/OH y4acTByOLIeH JIabopaTOpHH aHATH3HPYIOT HeE
menee 10 - 20 pa3 (Opu BHU3yalbHOM yueTe pe3yibraroB) Wi 3 - 5 pa3 IpH
WCIIOIb30BAaHUH M3MEPHUTENBHOM IIKasbl. [[POTOKOI SKCIEPUMEHTA HOIDKEH CTPOTO
COOJIIOJaThCAL.

5 Ouenka n3MepeHHBIX MAPAMETPOB

5.1 B0o3MOKHOCTh IPUMEHEHUS IS 3asBJIEHHBIX LIeTEH

DKCIEPTHOE 3aKTI0YCHHUE O BOZMOXKHOCTH [IPUMEHEHHA TS 3asBIICHHBIX el

- U3MEPCHHBIC TMAapaMeTPhl HMMMYHOJOTHUECKOTO MM OaKTepHaslbHO-
PELIENTOPHOr0 METOMA, MOJYYCHHbIE, BO3MOXHO, W3 PA3IMYHBIX HCCIIEIOBAHUIA,
MPOBEACHHBIX C Pa3HBIMH IETAMH, B MAKCHMATFHO BO3MO)KHOM CTETICHH IOJIKHBI
OBITH TPENCTaBIEHB! B JopMe TAOIHIT;

- wmHboOpMaIMs, MPSACTABICHHAS B 93TOM YacTH 3aKMOYCHHUA (TaONHLIbD),
topMupyeT OCHOBY BTOPOW €ro uacTH, MPEACTABIAOUIEH M3 ce0sS SKCIEPTHYIO
OLEHKY JaHHOW uH(DOpMAIMK, C OCOOBIM AaKLEHTOM Ha 3aiBJICHHYIO/
MPEITONIaraeMyIo 00JIaCTh IPUMEHEHHS METOA,

- YYWTHIBAs, 9TO [CTAIBHOE WM3YUYCHHE PA3TMUHBIX TOKA3aTesCi 3aHMMAeT
pPa3HOE KOIIMYECTBO BPEMEHU, OCOOEHHO MCCIIEA0BAHUE IPOAOIDKUTENFHOCTH
XpaHeHHs (HampHuMep, OMpeleTeHHe CpPOKa TOTHOCTH), 3aKIIOYEHHE C OLEHKOM
HCCIEYEeMBIX TOKa3aTeaeil MPUBOIAT B pas3feiax ¢ YKa3aHWEeM KOHKPETHOTO
BPEMEHH.,

OKCHepTHl JOJDKHBI ITOCTOSHHO WM3Y4YaTh HOBYIO HWH(OPMAIMIO TI0 TaHHOMY
BOTIPOCY.

5.2 PexomeHaaImu mo opOpMICHHUIO 3aKTIOYCHHS

OKCIepTHOE 3aKITI0YeHNE JOJDKHO BKITIOYATH CIICAYIOLINI MOPAIO0K Pa3aelioB:

a)pazmen 1:

- U3BJIEKAEMOCTh 110 4.2.7;

- mpenen obHapysxeHus mo 4.2.2;

- BEPOSTHOCTH JIOXKHOIOJIOKUTENbHBIX/JIOKHOOTPHIATEILHBIX PE3YIBTATOB
nmo4.2.1;

- crieruduaHOCTH 10 4.2.3;

6) pazmen 2:

- BOCHPMUMYHMBOCTD K ITOMeXaM (YCTOWYMBOCTS) 110 4.2.5;
- o0Hapy XeHUe HexXeNnaTeIbHbIX IpuMecei o 4.2.6.
B) paszaen 3:
- CPOK MOJHOCTH TECTOBOTO Habopa mo 4.2 4,
- CPABHUTENBHBIE UCIIBITAHUA M TOUYHOCTb 110 4.2.8.
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Bubauorpadusn

[1] ISO 13963:2003 Monoko W MOJOYHbIE MPOAYKTH. PyKOBOACTBO MO
CTaHAAPTU3HPOBAHHOMY OMHCAHHIO TECTOB TOPMOXKECHHsI GaKTEpPHAIBbHOIO pocTa
(Milk and milk products - Guidelines for a standardized description of microbial
inhibitor tests).

YK 637.544:006.354 MKC 67.100.01

KiiroueBnie ¢j10Ba: MOJIOKO, MOJIOYHBIC TIPOAYKTHI, METObI HMMYHOJIOTHYECKOrO
Wi 0aKTepPHAIBHO-PEIENTOPHOTO  aHANM3a, AHTHOAKTEpHAJIbHBIE BEILCCTRA,
cnenuUYHOCTh, OpeAen  OOHApY)XeHHMsi IS KAueCTBEHHBIX  METOJOB,
JIOKHOTIOJIOKHUTEIBHBIC M JIO)KHOOTPHIATEIIFHBIC PE3YIIBTATH
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