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[lpeancnoBue

Llenn, OCHOBHBLIE NPUHL MBI M OCHOBHOW NOPAAOK NPOBEeAEHUA pabOoT Mo MEXrocyaapCTBEHHOU cCTaHaap-
Tnsauum yctaHoBneHbl FOCT 1.0—92 «MexrocygapcTteBeHHas cuctema ctaHgapTtmsaunn. OCHOBHBIE MONO-
xeHna» nlIOCT 1.2—2009 «MexrocygapctseHHad cuctema ctaHgaptusaymn. CtaHgapTbl MeXrocyaapCTBeH-

Hble, NpaBMna N pekoMeHaal 1 No MeXXrocyaapcTBeHHOM cTaHgapTusaunn. MNpasuna paspaboTKu, NPUHATUS,
MPUMEHEHUS, OBHOBMEHUSA N OTMEHbI»

CBegeHUA o cTaHgapTe

1 PASPABOTAH CekpeTtapuatom TK470/MTK 532 «Monoko 1 npoayKTel nepepadboTK Moroka», Poccuin-
CKM coto30M Npeanpusatin monodHon otpacnum, OO0 «Hay4Ho-TexHUYecKUn KomuteT « MonoYHas tHaOycTpus»

2 BHECEH ®egepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynmpoBaHuio U MmeTtponorin (PocctaH-
aapT) (TK 470)

3 NPHAT MexxrocygapcTBeHHbIM COBETOM MO cTaHdapTU3aunMy, MeTpoiormm U ceptudgunkaymm (Npo-
TOKOJ OT 14 Hos10psa 2013 1. Ne 44)

3a NPpUHATUE NPOroriocoBann:

KpaTtkoe HaumMeHOBaHUE CTpaHhbl Koa cTtpaHbl no CoKpalleHHOe HAUMEHOBAHUE HALIMOHANBHOrO opraHa
no MK (MCQO 3166) 004—97 MK (MCO 3166) 004—97 no craHgapTusauunm
ApMeHUns AM MwunakoHoOMUKn Pecnybnnkn Apmenuns
MonaoBa MD MongoBa-CtangapTt
Poccus RU PoccTtanpgapt
YabekuncrtaH UZ YactaHpgapT

4 TMpukasom PeaepanbHOro areHTCTBa No TEXHUYECKOMY PErynmMpoBaHUIO U METPONOTNN OT 22 HOADPS
2013 r1.Ne 2073-cT mexrocygapctBeHHbIM cTaHOapT [ OCT 32254—2013 BBeaeH B 4eNCTBME B KAYeCTBe HaLlU-
oHanbHoOro ctaHgapta Poccuinckon egepaumn ¢ 1 nona 2015 .

5 BBEAEH BI'NEPBbIE

VIHbopmMauuss 0b USMEeHEHUSIX K HacmosiuwemMy cmaHGapmy nybnukyemecs 8 eXXe200HOM UHQopMalUOH-
HOM yKalamerne « HayuoHanbHbIe cmaHoapmbi», @ meKcm U3MeHeHUU U NornpasoK — 8 eXKeMeCSYHOM UHQOp-
MalUOHHOM YKa3amerne «HalyuoHanbHbie cmaHOapmei». B crniydyae niepecMompa (3aMeHbl) unu OmMMeHbI
Hacmosuwea2o0 cmaHOapma coomeemcmeyruiee yseoomMmieHue byoem orybriuKko8aHO 8 EXEeMECSIYHOM
UHChbOpMaUUOHHOM yKalamene «HayuoHanbHblie cmaHlapmbi». Coomeemcecmeyroujast UHpopMalyus, yee-
OOMIIEHUE U MEeKCMbI pa3Meliaromcsi makxxe 8 UHCbopMalUuUOHHOU cucmeme obuieao rnonb3oeaHusi — Ha 0ghu-

yuanbHoM calime @eoepanbHo20 azeHmemaea rno MmexHU4YeCKoMy pe2ynupog8aHUuo U Memponoz2ul e cemu
VIHmepHem

© CtaHpgapTtuHdopm, 2014

B Poccuinckon egepaumn HacTOSALWMNA CTaHOapT HEe MOXKET ObITb MOMHOCTBIO UM YacTUYHO BOCNPOU3-
BeeH, TUPaXXMPOBaH 1 pacnpocTpaHeH B KavecTBe opunumanbHOro nusgaHus oes paspeweHmns PegepanbHoro
areHTCcTBa No TeXHUYECKOMY perynmpoBaHuUo 1 MeTpoorn
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M E X T O CY 3D APCTWUBEWUHH bl I C T A H O A P T

MOJIOKO

UHCTpYMEeHTarNbHbIA 3KCNpecc-MeTo  onpeaeneHnss aHTMOMOTUKOB

Milk. Instrumental express-method for determination of antibiotics

[lata BBeaeHna — 2015—07—01

1 O6nacTb NpUMeHeHunn

Hactoawunin ctaHaapT ycTaHaBMBaeT UHCTPYMEHTanbHbIA 3Kcnpecc-MeTod onpeaenieHrUsa Hannyus
aHTUONOTUNKOB: MEHULMANUHA, TETPaLUKIMHOBOW rpynmbl, IEBOMULETUHA (XIopamdeHnKkona), cTpenToMULU-
Ha, cynbdaHUNIaMnaoB B CbIPOM U TepMuyeckn obpaboTaHHOM MOMOKE.

MunHMManbHble Npegesnbl 0bHapyXXeHUa aHTUOUOTUKOB B MOJOKE NPpX NOMOLLM HacTOALero Metoaa:

NEBOMULIETUH (XIOPAMMEHUKOMN) . .+« o o o o o e e e e 0,00015 MaH"" (Mr/kr)
TETPAUMKIMHOBAS TPYMMA . .« v o o o o e e e e e e e 0,01 MaH"" (Mmr/kr)
CTRPEMTOMULIMH . o« o o o o e e e 0,1 maH " (Mr/Kkr)
MEHULIMIIIUH © o o o o o e e e e e e 0,002 mMAH"" (Mr/kr)
CYMbMAHUMAMUAD! . .« o o o e e 0,1 MaH"" (Mr/Kkr)

MHCTpYyMeHTanbHbIN 3KCnpecc-MeTo onpeaeneHns Hannmyums aHTMOMOTMUKOB NO3BONSIET TECTUPOBATL C
OOCTOBEPHOCTLIO He MeHee 95 %, T. e. BepOSATHOCTb TOro, YTO MOJTIOKO CBODOAHOE OT aHTUBNOTUKOB AacCT NOJIO-
XXUTENbHBIXA pe3ynbTaT, cocTaBnseT S %.

2 HopMaTuBHbIE CCbINKN

B HacTodlleM cTaHgapTe UCNONb30BaHbl CChIMTIKU Ha cneayiolne HoOpMaTUBHBIE JOKYMEHTHI:

[OCT 12.1.004—91 Cucrtema ctaHgapTtoB besonacHocTn Tpyaa. oxapHaa 6eszonacHocTb. ObLWme
TpeboBaHUA

[OCT 12.1.005—88 Cuctema ctaHgapToB bdesonacHocTn Tpyaa. Obwne caHUTapHO-TMrMeHn4YecKme
TpeboBaHUA K BO3AyXy paboven 30HbI

[OCT12.1.00/—76 CucrtemactaHgapToBbesonacHocTU Tpyada. BpeaHble BewectBa. Knaccndpukaums
n obwne TpedboBaHUA Be30NacHOCTA

[OCT 12.1.019—79 Cucrtema ctaHgapToB De30nacHOCTU Tpyaa. IdnekTpobesonacHoCcTb. ObLmMe Tpe-
boBaHUSA U HOMeHKNaTypa BUAOB 3aLUMThI

[OCT 12.4.009—83 Cuctema ctaHaapToB be3zonacHOCTU Tpyaa. [NoxapHas TexHUKa Ang 3almnTtbl 00b-
ekToB. OCHOBHbIe BUALI. PasmelleHne n obecnyxnsaHue

[OCT 12.4.021—75 Cuctema ctaHaapToB beaonacHocTu Tpyaa. CUcTeMbl BEeHTUNALMOHHBIE. ObLyme
TpeboBaHUS

[OCT 6709—72 Bopga auctunnupoBaHHas. TexHu4eckme ycroBuUs

[OCT 9225—84 Monoko n MonoYHble npoaykTel. MeToabl MUKPOOUONOrMYeCcKoro aHanumsa

[[OCT 25336—82 [locyaa n obopyaoBaHue nabopaTtopHble CTeKNSAHHBIE. TUMbI, OCHOBHbLIE NapaMeTphl
N pasMepbl

[OCT 26809—86 Monoko n MmonoyvHele NnpoayKrol. [NpaBuna npmemMku, metoasl oTOOpa 1 NOAroTOBKA
npoO K aHannay

[OCT 28498—90 TepmoMeTpbl KNUOKOCTHBLIE cTeKNAHHbIE. ObLlne TexHn4yeckme TpeboBaHuns. MeTtoabl
MCMNbITAHNW

U3pgaHune odbmumanbHoe
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[OCT 29169—91 [llocyaa nabopartopHas cteknsiHHada. [NneTkn ¢ oaHON OTMETKON

[TpnmeyvaHnwune—Ilpn NONb30BaHMM HACTOALWMM CTAHAAPTOM LENecoodbpasHo NpoBEPUTb AENCTBUE CCbINMOM-
HbIX CTAHOAPTOB B MHPOPMALMOHHON cUcTeEME OBLWEro nonb3oBaHnsa — Ha oduumnanbHoMm cante PegepanbHOro areHT-
CTBa Mo TEXHNYECKOMY PEryrnmpoBaHUIoO N METPOIOrMn B CETU VIHTEPHET UInn No eXerogHomMy nHpopmaunoHHOMY yKasare-
N0 «HaymnoHanbHble CTAHAAPTLI», KOTOPbLIK ONYONMKOBAH NO COCTOSIHUMIO HA 1 AHBaps TEKYLWEro roga, u no BbiMyCcKam
eXEeMEeCHAYHOro NHPOPMAaUNOHHOIO ykasarensa « HaunoHanbHble cTaHA4apThi» 3a TEKyLWMn rog. Ecnu cebinodHbin ctTaHgapT
3aMEeHEH (U3MEHEH), TO NMNPU NOMNb30BaHUN HACTOALLMM CTAaHOAPTOM CNeayeT PYKOBOACTBOBATLCH 3aMEHSIIOLLUM (M3MEHEH-
HbIM) CTaHA4APTOM. ECnK CCbINOYHBIN CTAHAAPT OTMEHEH 6e3 3aMeHbl, TO MONMOXEHNE, B KOTOPOM AaHa CCbISTIKa Ha HEro,
NPUMEHAETCH B YaCTU, HE 3aTparnBatoWeEn 3Ty CChISIKY.

3 TepMUHbI N onpegeneHus

B HacTosAwWweM cTaHaapTe NPpUMeHeHbl TePMUHBI, ycTaHoBNeHHbIe B [1] v [2].

4 CywHOCTbL MeToAa

MeToa OCHOBaH Ha CBA3bIBAHUM OCTaTOYHbLIX KONMUMYECTB aHTUOUOTUKOB, HAXOOALWMNXCS B UCNBbITYEMOM
obpasLie MOJoKa, C aHTUTENaMu, BbI3bIBAKOL UMM OKPALLMBAEMYHO MMMYHOXPOMaTUYECKYO peakL Mo ¢ Nocre-
OyroLwnm onpeaeneHnemM MHTEHCUBHOCTU OKPAaCKU MPOAYKTOB DMOXUMMNYECKOW peaKkL v BU3yanbHbIM METOAOM
NN N3MEPEHNEM WUHCTPYMEHTAalNbHO MNPy NMOMOLLM CHYUTBIBAKOLWEro YCTPOUCTBA, MO3BOMSIIOWEro MEeTOA0M
ONMTUYECKOro OTPpaXkeHUst onpeaennTb cTeneHb MHTEHCUBHOCTU OKPAaCKU OTHOCUTENbHO BKITIOYEHHOTO B TECTO-
BYHO MOJTIOCKY KOHTPONbHOMO KONMMYEeCcTBa aHTMBUOTNKA (MUHUMATBHOTO npeaena obHapyXeHust), 1 BbIBEAEHU-
eM Ha aucnnen MaeHTUMUKALMOHHBIX AaHHbIX O TUMe onpeaensemMore aHTMonoTuka n 0 ero HannMunum Nnu
OTCYTCTBUMN B TeuyeHue 2—8 MUHYT C coxXpaHeHUeM WAEHTUPUKALMOHHBIX AaHHbIX MUKPOMPOLLECCOPOM
npndopa n Ha NpPUNoXeHHou dneL-kapTe.

5 CpeacrtBa namepeHun, BcnomMmorartenbHoe odopyaoBaHne U matepuarnbid

XonoannbHUK ObITOBOW, NO3BONAKCLWNA NogaepmeaTtb Temnepatypyot0°Cao012°CnolfOCT 16317;
MOPO3UNbHaaA Kamepa, No3sondawLaa nogaepxmesatb temnepatypy MuHyc (20 + 2) °C;
TepMmocTaT-uHkybaTop nnun npubop, cosmMmellarowinin B cedbe pyHKUMN nHKybaTopa M CUYMUTLIBAKOLWEro

ycTpoicteal) (ganee no TekcTy — nHKybaTop), noaaepxunsatowuin Temnepatypy 40 °C n 56 °C, ¢ npegenom
aonyckaemon abcontoTHOW NOrpelHOCTN TepMocTaTupoBanms +2 °C;

cunThIBaloLee yctpoincteo!) B komnnekTe ¢ HabopoM KannMBpPoBOYHbLIX TECTOBLIX MOIOCOK A1 MPOBEPKM
YYBCTBUTENIbHOCTU PYHKLUOHNPOBaHNA CHYUATBIBAOLWEro yCTPOUCTBA;

crneuuansHoe nporpamMmmHoe obecneveHne, NO3BONAOLLES COXPaHATb AaHHbIE CO CHUTLIBAIOLLIETC YCTPOMN-
CTBa Ha NepcoHanbHOM KOMMbIOTEPE B BUAE 3MeKTpoHHoro nabopaTtopHoro xypHana') (no ycMoTpeHuo);

nepcoHanbHbIA KOMMbLIOTER (N0 YCMOTPEHUIO);

MPUHTEP (MO YCMOTPEHWIO);

Yyacbkl MexaHn4veckme ¢ curHanbHbiM ycTpoucTBoM No OCT 3145;

TEpPMOMETP NabopaTopHbIN CTEKNAHHBIN ¢ AnanaszoHoM namepeHusa ot 0 °C go 100 °C, ueHon aeneHus
wkansl 1 °C no NOCT 28498;

KOHTPONbHBIN 0BpaseL, MoMokKa, He coaepXalluii aHTUbuoTuKn1):

Habop Ne 1 ana skcnpecc-aHannsa NeHUUUNNMHa/aHTUOUOTUKOB TeTPaLUKIMHOBOW rpynnbl B MOJIOKE,
103BONAOLWNANA NPOBOANUTL aHaNnU3 ¢ MUHUManNbHBLIM Npeaenom ocbHapyXeHUs, ycTaHOBNEeHHbIM pasgenom 1
HACTOSALWEero ctTaHaapTa, BKNoYaroLWMN TeCTOBbIE NONOCKA, KOHTPONbHBLIM 0bpa3seL, neHunnimHa/aHTMb o Tu-
(OB TeTpauMKNMHOBOM rpynnsl, cogepxawnii 0,004 mnu="1 (mr/kr) neHnuunnuda G n 0,1 maH="1 (Mr/kr) okcuteT-
paLMKNIMHA U eMKOCTb ANd pas3BeaeHus KoHTponbHoro obpasual);

Habop Ne 2 Ans akcnpecc-aHanmaa cTpenToMULMHa B MOMOKe, NO3BONAKLLWA NPOBOANTL aHANN3 C MUHU-
ManbHbIM Npegenom obHapyXXeHus1, yCTaHOBMNEHHbIM pasaenom 1 HacTosIWero ctaHgapTa, BKoYatoLWmnM Tec-
TOBbIE MOMOCKN, KOHTPOSMbLHLIA 0bpasel, cTpenToMuumHa, cogepxxawimii 0,1 MnH~" (Mr/Kr) cTpenToMuLMHA W
eMKOCTb ANsl pa3BeaeHus KoHTponbHoro obpasua’l):

1) PekomeHayemble cpeacTBa N3MepPEHUn, BCnomoraTenbHoe 0bopyaoBaHmne u matepuans! NPUBEAEHb! B MPUIOXE-
HUU A.

2
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Habop Ne 3 ansa akcnpecc-aHanuaa neBoMuLEeTUHA (XnopamdeHnkona) B MoONokKe, No3sBonsoLLni NpoBo-
OUTb aHann3 ¢ MMHUManbHLIM NpeaenomM cOHapyXXeHusl, yCTaHOBMEHHbIM pasgenom 1 HacTosLero ctaHgap-
Ta, BKMHOYaOLWKMA TECTOBLIE MONOCKN, KOHTPOMNbHbLIN oObpasey, neBoMULETUHA (XnopamdeHukona),
cogepxawmin 0,00015 mnH1 (Mr/Kr) neBoMuLeTMHA (Xnopam@eHnkona) n eMKOCTb AN pa3BedeHnUs KOH-
TpornbHoro obpasua’l);

Habop Ne 4 ans skcnpecc-aHanusa cynbgaHnnaMmmaoB B MOJIOKE, NO3BONALWNA NPOBOANTL aHanus ¢
MUHUManbHbIM Npeaenom obHapyXeHus, yCTaHOBMNEHHBIM pasaenom 1 HacTosIWero cTaHaapTa, BKNovaroLWmnm

TECTOBbIE NOMOCKU, KOHTPOIMbHBLIM 0bpasel, cynbdprameTasnHa, cogaepxawmnn 0,1 MHT (Mr/Kr) cynbgameTasun-
Ha 1 eMKOCTb AN pasBefeHust KOHTponbHoro obpasua’l);

ogHopasoBble nuneTkn!) unu nuneTtkn sMmectumocTbio 0,5 1 1,0 cm3 no TOCT 29227
npodupkn no NOCT 25336;

Boaa auctunnupoBaHHada no [OCT 6709;

Mapkep (No YyCMOTPEHUID).

[onyckaeTca NnpMmMeHAaTb Apyrne cpeacTBa namepeHuin, obpasubl Ans KOHTPONS U BCNoMoraTenbHble
YCTPOMCTBA C aHaNOrMYHbIMUA METPOSIOTMYECKUMU U TEXHUYECKUMU XapaKTepucTUKamMm, No3BONSAOLWME NMPOBO-
ONTb KOHTPONb HannU4Ma aHTUOMOTMKOB B COOTBETCTBUM C MOSNIOXEHUAMWU, YCTaHOBMEHHbIMA HaCTOALLUM
cTaHAapTOM.

6 YcnoBusa npoBeaeHUAA U3MEPEHUN

[Tpn BbINONHEHUM N3MeEpPeHUIA B NabopaTopun A0IMKHBI cobniogaTtbes cneayrowme yernoBus:
TemMrepaTtypa okpyXxarwlleroposayxa . . . . . . . . . . . ... ... ... (20%5) °C;

OTHOCUTENbHAas BNaXXHOCTb BO3ayXa (55 £ 25) %;
aTMocdpepHoe aAaBneHue. (95 £ 10) kl'a;
yacToTanepemMeHHoroToka . . . . . . . . . . . v v v v i v v 505U
HanpsikeHne B ceTun (

7 OTOOpP NpOd nccnepgyemoro npoAaykra

OT00p Npod — no NOCT 26809, TOCT 9225.

8 lMopsaaoK NnoAroToBKU, TPAHCNOPTUPOBaAHUA U XpaHeHUA obpa3uoB MONOKa
N TECTOBLIX NONOCOK ANA NnpoBeAeHUA NU3MEePEeHUN

8.1 UcnbiTyemble obpasubl MOMNoOKa nepen npoBeAeHUEM U3IMEPEHUA AOIKHbI ObiTb TLATENLHO
nepemMellaHbl, Npodbl MONOKa B NOTPebUTENbCKOW Tape nepemMeLlunBaoT MHOMOKpaTHbBIM nepesopavunBaHUem
YNAKOBKN.

8.2 lMpurotoBneHne obpasLua Monoka Ana ANIMTENbHOro XpaHeHus.

[TepemewlinBatoT obpasel, MOMNOKa M 3aMopaXMBalT anMKBOTHLIE KOoNM4YecTBa (N0 MeHblLUen mepe,
0,5 cM3) B UMCTBIX ammnynax.

McnbiTyemble obpasubl MOMOKa AOMMKHbI 3aMopaXMBaTbCsl B TeY4eHUe 6 4acoB nocre MnpuroToBle-
HAS. 3aMOpPaXXUBaKOT aliMKBOTHbLIE KONMUYECTBa Npu TemMnepaTtype He Bblille MUHYC 15 °C 1 XpaHaT He bonee
2 MecsLueB.

8.3 TecToBble MOMOCKN XPaHAT U TPAHCNOPTUPYHOT B NSIOTHO 3aKPbITOM KOHTEMHepe nNpu TemMnepaTtype
(0—7) °C.

8.4 C uenbto cobnogeHna TemnepaTypHO-BNaXXHOCTHLIX YCITOBUN BCKPBITUE N 3aKPbITUE KOHTENHEepa ¢
TECTOBbIMW MOJIOCKaMW NMPOU3BOAAT B COOTBETCTBUM C MHCTPYKLMEN K HADOpY TECTOBLIX MOMOCOK.

8.5 [1pW BbICOKOW BNaXXHOCTU OrpaHNYMBaAOT KOHAEHcaLU Mo NyTeM OTKPbIBaHUA KOHTeHe pa nocre Toro,
Kak ero HarperoT Ao KoMmHaTHoM TemnepaTypbl (0T 20 go 30 MUHYT nocne n3BnevYeHNUa KoOHTenHepa 13 Xono-
OUNbHUKA ).

1) PekomeHagyemble cpeacTBa U3MEPEHNIN, BCIOMOraTenbHoe o0bopyaoBaHue n marepuarns! NPUBeAeHb! B NPUNOXKe-
H1UK A.
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8.6 KOHTpONb YPOBHA BMNAaXXHOCTU B KOHTEMHepe C TeCTOBLIMM NONIOCKaMU OCYLLECTBIAIOT NO LBETY rpa-
HYN BHYTPU NakeToB ocylunTend. B cnyvyae usmMeHeHUd LiBeTa rpaHysn c cMHero Ha nypnypHbIM UNUM poO30BLIN TEC-
TOBbI€ MOMTOCKN CUNTAOTCH HENPUTCAHBIMA AN NCNONb30OBaHUA.

8.7 3Bne4yeHHbIe N3 KOHTEWHEepa TeCTOBbIE NONOCKM ANA NpoBeAeHUA aHanmsa onyckaeTcsa XpaHUTb
Npy KOMHaTHOW TeMnepaType Ao 12 4YacoB. Hencnonb3oBaHHbIe TECTOBbLIE NOMTOCKN YTUMU3IUPYIOTCA.

8.8 KoHTponbHLIN 0DpaseLl, Cyxoro MonoKa, He coaepXalmm aHTUOUOTUKK, NOCTaBNAEMbIA BMECTe C
HaBopOM ANd aKcnpecc-aHanusa, pacteopsoT B 100 cMS AUCTUNNMPOBAaHHOM BOAbI, HArpeTon 40 Temnepary-
pbl 40 °C, BCTPAXMBAIOT 40 NONTHOIo pacTBopeHuda 1 oxnaxagarwT go Temnepatypbl (0—7) °C.

8.9 lNpnHeobxoanmMocTn, passeeHne Uuccneayemoro obpastua monoka npousBoasit copasuom MONoKa,
He cogepXallyum aHTUONOTUKIK, NPUrOTOBMEHHBIM MO 8.8 Unu paHee UcnbiTaHHbIM 0DPAa3LIOM ChIPOro MOMOKa, B
KOTOPOM He OoDHapykeHo coaepxaHua aHTubunoTmnka(os) no 10.1—10.2 n xpaHnBLWIMMCS NpU TemnepaType
(4 £ 2)"CHeboNnee 724, nnbo nputemnepatype MuHyc (15 £ 2) °C He bonee 2 MmecqaueB. PasBeaeHne uccneny-
eMoro obpasua MoJioka OCYLLECTBSIOT B COOTHOLWLEHUAX, obecnevnBaollmx onpegeneHmne cogepkaHusa aHTn-
OMOTUKA B COOTBETCTBUN C Npeaenom obHapyXeHUs, yCTaHOBMEHHbIM HOPMATUBHLIMU NPaBOBLIMUA akTamMu,
OEUCTBYIOLLIMMIN HA TEPPUTOPUN TOCYAapCTB, NPUHABLUMX CTaHaapT.

[Tpumepbl pasBegeHUA UCNBITYeMOro obpasua npuBeaeHsbl B NpUnoXxeHun b.

9 lNMpoBeaeHne NaMmepeHUNn

9.1 lNoarotoBky 0bopyaoBaHUA K NPOBEeAEHUID N3MEPEHUN N CaAMU N3MEPEHUSI NPOBOAAT B COOTBET-
CTBUU C IHCTPYKLMEN MO 3KcnnyaTaunm KHabopy TECTOBLIX NONOCOK, UHKYDaTOPY U CHUTLIBAKOLLIEMY YCTPOUCTBY.

9.2 UHKybaTop A0MKeEH ObITb YCTAHOBIEH HA FTOPU3OHTaNbHOW NOBEPXHOCTU. TemMnepaTtypa uHkybaTtopa
yCTaHaBMNBAETCH B 3aBMCUMOCTM OT UCMONb3YEMOro Habopa Ansg aKcnpecc-aHanmaa:

(56,0 = 2,0) °C ans npoBegeHUA U3MEPEHUA C NCNOMb30BaHNEM HAbOPOB ANs 3Kcnpecc-aHanusa Ne 1,
Ne 2 1 Ne 4;

(40,0 = 2,0) °C anga npoBegeHUs1 UAMEPEHNIA C UCNONb30BaHMEM Habopa ang akcnpecc-aHanumsa Ne 3.

TemnepaTtypa nHKybaTopa perynmpyeTcs BCTPOEHHbLIM B MHKYBaTOP KOHTPOMNbHO-M3MEPUTESNTbHBIM NPU-
DopoMm.

9.3 Kpbllika nMHKyDaTopa A0MmKHA ObITb BCerga 3akpbiToOM (KpOMEe MOMEHTa BHeCceHUs nNpobd MOonoka
MANETKOW B TECTOBYIO MOJIOCKY).

9.4 UHgnkaTtop TemnepaTypbl B MWHKyDOaTope AO0MKeH nokasbiBaTb 56 °C, 4YTO COOTBETCTBYET
(56,0 £2,0) °C unn 40 °C, uto cooTtBeTcTBYET (40,0 £2,0) °C.

9.5 Ha npobupky ¢ ncneityemsim 0b6pasyom MOMoKa U Ha TECTOBYHO MOJMOCKY, MCNOMNb3YEMYIO ANS onpe-
aeneHna aHTMOUMOTUKA(OB) B 9TOM obpasLe, Npu NOMOLLKX MapKepa HAaHOCAT OQUHAKOBYHO METKY, NO3BOMSA0-
YO NAEHTUDONLMPOBATL UCMbITYeMbIE 0bpasLbl.

9.6 OTKpLIB KpbILWKY WUHKYOaTOpa, NOMELLaoT TECTOBYIO MOMOCKY B CNeunanbHyo CekLUo MIOCKOoU
MOBEPXHOCTLH TECTOBON MOMNOCKU BBEPX, a BbINYKNOW — BHU3 ANA NNOTHOMC NpuneraHns NoNocKn B UHKyDaTo-
pe. [NpuaepxneBasa nonocky B MHKybaTope, OTKNEUBAIOT 3alLUTHOE NOKPLITUE C TECTOBOW MOMNOCKN.

9.7 lNepemelunBaoT obpasel, MONoKa n HabuparT Npoby oaHOPAa30BOW NUNETKOW, n3berasa obpasona-
HUSA eHbl. OcTopoXxHO BHocAT 0,3 cM3 Npobbl NUNETKON, Aepka ee BepTUKarbHO, B CrieLmanbHyo SYEnKy Tec-
TOBOW NMONOCKW. 3anevaTtbiBatoT NOMIOCKY B OTCEKE NYTEM MPUWKUMAaHUSA N 3aKpbIBaOT KPLILLKY UHKYDaTOpAa.

[Tpn NpoBeAeHUN TECTA C HECKONBKUMM 0BpasLamMu, BbIMOMNHAKT NpoLeaypy CHATUA NOKPLITUSA, BHECE-
HASA MOJIOKA N 3anedaTbiBaHUd A9 KaXXa0WM NONIOCKN OTAESIbHO.

[TpoaoMKUTENBHOCTE MHKYDALIMK, B 3aBUCUMOCTU OT UCMONMb3yeMOro Habopa ans aKcrnpecc-aHanumsa
COCTaBAEeT:

- ANnga Habopa Ne 1 — 2 MuH;

- Ana HabopoB N2 2, Ne 3 n Ne 4 — 8 MuH.

[0 OKOHYaHUU UHKYDAaLMK U3BMEKAOT TECTOBYHO NMOMNOCKY M3 MHKYDaTopa 1 NPUCTYNatoT K BU3yallbHOM
0bpaboTke pe3ynbTaToB M3MEPEHUNA.

10 O6paboTKa pe3ynbLTaToB U3IMEPEHNN

O0bpaboTKy pe3ynbTatoB U3MEPEHWNA cHavyana npousBoaaT BU3yanbHO, a 3aTeM ANA NoATBepXaeHus
pe3yfbTata UMHCTPYMEHTanbHO, T. €. C UCMNONb30BaHUEM CYUTLIBAOLLIErO YCTPOMUCTBA U obopyaoBaHus,
coBMeLllawLero B cebe pyHKUNU MHKYDaTopa U CHYATLIBAKOLLIErO YCTPOWCTBA.

B cnyyae ucnonb3oBaHua obopyaoBaHnA, coBMellaowero B cebe pyHKLMM nHKybaTopa 1 cHMTbIBato-
LLlero YCTPOUCTBA, AONONHUTENBHOro NoATBEPXKAEHNS pe3ynbTaTta npy NoMOLLM CYUTBIBAOLWEro YCTPOMUCTBA
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He TpebyeTcq. Pe3ynbTaTthl aHanumsa BbIBOAATCH Ha UHopMaLnMoHHOe Tabno npubopa, oTobpaxkatoTca Ha

amcnnee 1 coxpaHawTca B namatu npubopa unm Ha nNpunoXeHHow dnew-kapte B COOTBETCTBUU C
10.2.2—10.2.5.

10.1 BusyanbHoe HabnogeHne NnpoBo4AT C LLenblo YCTaHOBNEHUS pe3yfbTaTa aHanus3a Kak HeeNCcTBI-
TeNbHbIA NN OENCTBUTENbHbIN.

10.1.1 B cny4yae ecnu KoHTponbHaa nuHUa (NMHKUA C Ha pucyHke 1) OTCYTCTBYET, pa3MblTa, HepoBHad
NN HEpPaBHOMEPHO OKpalleHa, Unun, ecnun npoba Monoka 3aTEMHSET KOHTPOMNbHYHO NMUHUK (NUHKM0 C) nnu
NMNMHUK(NN) C aHTUOUOTUKaMu [NHKUKM BL (neHuuunnuH) u TE (TeTpaunknuHel ) Ha pucyHke 1], pesynetaT aHanm-
3acynTaeTcsa HeaeUCTBUTENLHLIM, U TPEDYETCA NOBTOPHOE NPOBeAEHNe aHan3a 4aHHOoro obpasla Mosoka.

B TeCTOBLIX NONMOCOK € pe3ynbTaTaMn BU3yanbHOro aHanusa, KoTopbin cHUTaeTcs «HeaeUCTBUTENb-
HbIM» NpeacTaBfieH Ha pUCyHKe 1.

HepencreutenbHbIN )
pesynsTar AHanua gBnsaeTcs HeaeUCTBUTENbHbIM, eCru:

- MMHUA C OTCYTCTBYET;
- MHKA C pasmbiTas UNM HEPOBHAS;
- Npo6a 3acnoHsiIeT NMUHUMN.

[lanbHenWwnn  aHannu3d  HegdeucTBUTElbHbIX
C C C pe3ynbTaTtoB (NpU NMOMOLWN CYUTbIBAIOLWEro YyCTPOU-
BL BL BL CTBa) He NpoBOAUTCS.

TE TE TE

PucyHok 1 — HeaenctBUTeNbHBIU pe3ynbTaT BU3yanbHOMo aHanuaa

10.1.2 B cny4yae, ecnu BCe NUHUN Ha TECTOBOW NMonocke [NHus C KoHTpoNbHasa, NMMHUKA C aHTUDUOTUKA-
M — BL (neHuumnnuu) u T unu TE (TeTpauuknuHbl)] NpUCYTCTBYIOT M YETKO NpocMaTPUBalOTCA, U NMPU 3TOM
oKpacka KOHTPONMbHOW NUHUK cBeTNeE NMMHUU(NIN) C aHTUBUOTUKaMK, TO pe3ynbTaT BU3yaribHOro aHanmaa cHu-
TaeTCA AeUCTBUTENbHBLIM U YKa3bIBAaeT Ha OTCYTCTBME aHTUOUOTUKA(OB) B UCMNLITYEMOU Npode (PUCYHOK 2).

Bua TeCTOBLIX MOJIOCOK C AENCTBUTENbHBIMU pe3ynbTataMn BU3yallbHOro aHanmsa, nokasbiBaroLwmMmu
OTCYTCTBUE aHTUDONOTUKA(OB) B UCTILITYEMOW Npobe, NnpeacTaBeH Ha PUCYHKe 2.

OTpulatenbHbIU pe3ynbTaT — OTpuuaTtenbHbIN pe3ynbTaT —
Negative
Negative
@

v C »
BL BL

PUCYHOK 2 — JleUCTBUTENbHbLIN pe3ynbTaT BU3Y- TE TE
anbHOro aHanusa, nokasbiBaloWMnm OTCyTCTBUE
aHTUBMOTUKA(OB) B UCMbITYyeMON Npobe

10.1.3 B cny4yae, ecnmBce NUHUN Ha TECTOBOU nonocke [NnHusa C (KOHTponbHada), MMHUK C aHTUONOTUKa-
M — BL (neHunumnnuu) u T unu TE (TeTpaunuknuHbl)] NpUCYTCTBYIOT M YETKO NpoCcMaTPUBalOTCA, U NMPU 3TOM
oKpacKka KOHTPONbHOWU NMUHNU TEMHEE NMTUHUN(KUIN) C aHTUONOTUKaAMIN, TO pe3ynbTaT BU3yanbHOro aHanunsa cumra-
eTCA AENCTBUTENBbHBIM U YKa3bliBaeT Ha NPUCYTCTBUE aHTUDUOTUKA(OB) B UCNLITYEMOW Npobe (PUCYHOK 3).

Buag TeCcTOBOU NOJNTOCKU C AEUCTBUTENBHLIM PE3YNbTaTOM BU3YaribHOIo aHanunsa, nokasbizakoLwmm Npurcy-
TCTBUE aHTUOUOTUKA(OB) B UCMLITYEMOW Npobe, npeacTaBNeH Ha pUCyHKe 3.

[ToNOXUTEeNbHbIN pe3ynbTaT — [ToNnoXnUTenbHbIN pe3ynbTaT —
Positive .
Positive
@)
C C
_|
BL BL |
PucyHok 3 — Pe3ynbTaThl BU3yanbHOro aHanuaa, TE TE TE
NnokasbliBaloWne NpUCyTcTBUE aHTUBUOTUKA(OB) B
npobe
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10.2 Tlo ycMoTpeHUo onepaTopa npu NoMoLKM CHMTEIBAKOLWEro YCTpoOUCTBa NPOoBOANTCA UHCTPYMEH-
TanbHasa 0bpaboTka pesynbTaToB BU3yanbHOro aHanusa (TeCToBOW NONOCKU C AeNCTBUTENbHBIM Pe3ybTaToM
BMU3yanbHOro aHanusa no pucyHkam 2 unu 3). B cnyvyae ncnonb3oBaHus npudopa, coBMmellarollero B cebe
PYHKLUUN MHKYDaTOpa U CYUTEIBAOLLErO YCTPOUCTBA, MHCTPYMeHTanbHaa cbpaboTka pe3ynbTaToB BU3yalbHO-
ro aHanunaa He TpebyeTcs.

10.2.1 B TeyeHMne 5 MUHYT nocne nonyvyeHna 4eUCTBUTENbHLIX pe3ynbTaTOB BU3yaribHOIo aHanmsa BBO-
OAT UCNbITYEMYO TECTOBYHO MOMOCKY B CHUTbIBaKOLLEE YCTPOUCTBO U NMPOBOAAT UHCTPYMEHTaNnbHOe NoaTBep-
XOeHWne BU3yanbHO TMOJTYYEeHHOro pesynbTata NyTeM CUUThIBAHUA TECTOBOW MOJIOCKM B COOTBETCTBUM C
MHCTPYKLMEN K CHMUTBIBAIOLLEMY YCTPOMUCTBY.

10.2.2 Pes3ynbTaT aHanusa, noaTBepXXaeHHbIM UHCTPYMeHTanbHbIM NyTeM, a TakKe daHHble O TUne
onpegenaemMoro aHTMbnoTnka(oBs), ero(MUx) Hanm4nmm N OTCYTCTBUK, AaTe NpoBeaeHNA NU3MepeHnA, HoMmepe
MCNbLITYEMOW NPoOdLI, APYrMX M A HTUPUKALUOHHBIX MOKasaTensix npodbl B 3aBUCUMOCTU OT 3a4aHHbIX oNepaTo-
POM NapamMeTpPOB UIMEPEHUN, BbIBOAUMLIX HA MHpOpMaLNMOHHOE TabNo CYNTBIBaOLLEro YCTPOWUCTBA, OTODpa-
XarTCcd Ha gucnree N coxXpaHATCA B NaMATU CHUTBIBAIOLLETO YCTPOUCTRBA MU Ha NPUNOXKEeHHOU donell-KapTe.

[aHHble pe3ynbTaToOB UHCTPYMEHTAalIbHOro aHanusa rnpu noMoLL M CHUThIBaKOLWEro yCTpomucTea no yCMoT-
DEHMNIO MOTYT ObITb 3KCNOPTUPOBAHbLI HA NPUCOEANHEHHBIN NepcoHarnbHbIM KOMMNbOTEP Yepes nopT USB un
COXPaHATLCA TaM NpKU NOMOLLM cneluansHOroe nporpaMMHoro obecneyvyeHns, NOCTaBNAEMOro Co CHUThIBAO-
LLIMM YCTPOMUCTBOM.

10.2.3 PesynbTaT aHanusa, a MMeHHO, pakT OTCYTCTBUA UNU NPUCYTCTBUA aHTUMBNOTUKA(OB) B Npobe
(oTpuuaTenbHbIA pesynbTaT UK NONOXNTENLHLIN pe3ynbTaT) oTobpaxaeTcd B UHPOPMaLMOHHBIX AaHHbIX, Ha
aucnnee cHUTbIBalOWEro yCTpouUcTBa.

10.2.4 @aKT OTCYTCTBUSA aHTUOKUOTUKA B Npode oTobpaxaeTcsi B UHPOPMAaLMOHHLIX AaHHbIX Ha gucnnee
CUMTbIBAIOLLEro YCTPOUCTBA B BUAEe coueTaHUA cnoB «PesynbTaT oTpUuuaTenbHbIN.

10.2.5 ®akT npUcyTCTBUA aHTUDOUOTKKA B Npobe oTobpaxaeTcd B UHPOPMALMOHHBIX OaHHbIX HA AUC-
nree CHUThLIBAKOLLEro YCTPOUCTBA B BUAE coveTaHUa CloB «Pe3ynbTaT NONOXUTENbHBINY .

11 lNpoBepka YyBCTBUTENbLHOCTU (PYHKLMOHUPOBAHUA CUYUNTbIBAKOLLEro
YyCTPOUCTBA

11.1 AnanpoBepKkn YyBCTBUTENBLHOCTU PYHKLUUOHUPOBAHMA CHATLIBAKOLWEro YCTPOMUCTBA NPOBOOAT ero
NPOBEPKY MPKY NOMOLLUM TECTOBbLIX MOMOCOK, NOCTaBNAEeMbIX B KOMMJIEKTE CO CYUThIBAKOLWAM YCTPOUCTBOM.
[lpoBeadeHNe NPOBEPKN OCYLLUECTBIMAT B COOTBETCTBMU C MHCTPYKUMEN MO UCTOMNb3OBAHUIO CYUTBLIBAKOLLErO
ycTpoucTea. [poBepKky YyBCTBUTENMBLHOCTU CUHMUTLIBAOLWEro YCTPOUCTBA pekoMeHayeTca nposoauTtb 1 pas B
Hedento.

11.2 [OnNga npoBepKn YyBCTBUTENBbHOCTU CHUTLIBAKOLLEro YCTPOUCTBA K pasHbIM BUaamM onpeaensemMblx
AHTMOUOTUKOB NPOBOANAT €ro rNPOBEPKY C UCNONb30BAHUEM KOHTPOSbHBLIX 00pa3L0oB aHTUOUOTUKA(OB), BXOOS-
Lero(nx) B coctaB Habopa AN 3Kcnpecc-TecTa Ha onpeaeneHne aHTUoMoTuka(oB) (MONOXKUTENbHbIA KOH-
TPOMb) U MONOKAa, He coaepXalero aHTMOUOTUKU (OTpULATENBHBLIN KOHTPOIMb).

11.3 Onga npoBepkn YyBCTBUTENbHOCTU CYUTbLIBAKOLWEro YCTPOUCTBA C UCMONb30OBaHMEM MOJIOKa, He
cogepkaliero aHTUBNOTUKN (OTpULLaTEeNbHBIN KOHTPOMNb), UCNONb3YIOT MOJIOKO, B KOTOPOM 3aBe4OoMO OTCYT-
CTBYIOT aHTUBUOTUKN,

11.3.1 B Ka4yecTBe obpasLa ansa oTpruuaTenbHOro KOHTPONS UCNOMb3YIOT KOHTPOMNbHLIA 0Dpa3seL, Cyxoro
MOMNOKa, He coaepKawmnid aHTUOUOTUKK, NOCTaBNAEMbIA BMECTE ¢ HabOPOM AN 3Kcnpecc-aHanmaa aHTUbno-
TUKOB, NPUrOTOBNEHHBLIN NO 8.8 NN paHee ncnbliTaHHbIN 0OpaseL, CbIPOro MONOKa, B KOTOPOM HE ODHAapPYKEHO
cogepxaHust aHtTnbnotmka(os)no 10.1—10.2, nuxpaHMBLUMACA B XonoaunbHuke nputemnepatype (0—7) °C He
bonee 72 4, nndo npun Temnepatype oT MuHyc 15 °C He Bonee ABYyX MecsLEB.

11.3.2 lpoBepkKy YyBCTBUTENLHOCTU CHUATBIBAKOLWEro YCTPOUCTBA C oTpuLuaTeNbHbIM KOHTPOEM NMPOBO-
OAT B COOTBETCTBUU C pa3aenom 9 ¢ UICNONb30BaHUEM TECTOBLIX MOJNIOCOK, MOCTaBNAEeMbIX B KOMMNNEKTE CO CUU-
TbIBAKOLWNM YCTPOUCTBOM.

11.3.3 Pes3ynbTaT NpOBEpPKN YYBCTBUTENBHOCTU CHYUTLIBAIOLLETO YCTPOUCTBA C OTpULLATENbHBIM KOHTPO-
nem yctaHaenmeatT no 10.1.

11.4 [Ona npoBepKn YyBCTBUTEIBHOCTU CYUTBLIBAKOLWLErO YCTPOWUCTBA K 3KCNpecc-TecTtaM Ha onpeaene-
HAE aHTUOUOTUKOB PA3NUYUHBIX FTPYNM (MONMOXUTENBHOrO KOHTPONMSA) UCTMOMNb3YHOT KOHTPOMbHbIE 0Opa3Lbl aHTU-
DMOTUKOB, NOCTaBNAEMble BMECTe ¢ HabopamMm AN aKcnpecc-aHanmsa aHTUOUOTUKOB.

11.4.1 B ka4ecTBe obpasua ansi npoBeaeHUst NONOXUTENbHOIO KOHTPOMNA YYBCTBUTENTBHOCTU CHUTLIBA-
lOLLIero YCTPOUCTBA K KOMOMHUPOBAHHOMY TECTY HA NMEHUUMNNIUH N aHTUONOTUKN TETPaLUKITUHOBOW rpynnbl
MCMONb3YIOT KOHTPONBbHBLIN 0bpa3zeLl n3 Habopa ansa aHanmsa Ne 1. PacTBopaoT CyXon KOHTPOMbHbIM 0bpaseL, B
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5 cM3 MONoKa, B KOTOPOM OTCYTCTBYHOT aHTUBUOTUKM (11.3.1), NHTEHCUBHO BCTPSAXMBAIOT, MOMELLAIOT B XOJ10-
ONNBbHUK UMA B EMKOCTb CO NbAOM Ha 5 MUH, ONSATb BCTPSAXMBAOT U NPOBOAAT aHaNM3 B COOTBETCTBUU C
paszgenamn 9 n 10 HacTosLWero ctaHgapTa.

11.4.2 B kadecTBe obpasla anst npoBeaeHUs NoMoXNTENbHOMO KOHTPONA YYBCTBUTENMBHOCTU K TECTY Ha
CTPENTOMULIMH UCNOMBb3YIOT KOHTPOMNbHBLIN 0bpa3seLl, n3HabopaNe 2. PacTBOpSAOT CyXOM KOHTPONbHBIN 0bpaseL,
B8 10 cM3 MOMOKa, B KOTOPOM OTCYTCTBYHOT aHTUBUOTUKN (11.3.1), UHTEHCUBHO BCTPSXMBAIOT, MOMELLIAIOT B XOJ10-
OUNbHUK MU B eMKOCTb €O NbAoM Ha 10 MUH, ONSATL BCTPAXUBAKOT U NPOBOAAT aHANMN3 B COOTBETCTBUU C pase-
namum 9 n 10 HacTosLWero ctaHgapTa.

11.4.3 B kavecTBe 0bpasLa ans npoBeaeHUs NONMOXUTENbHOIO KOHTPONA YYBCTBUTENBHOCTU K TECTY Ha
XxnopamdpeHNKoN UCNoNb3yHT KOHTPOMBHBIM 0bpa3sel, n3 Habopa Ne 3. PacTBOpsAoT CyXOM KOHTPOMbHBLIM 0Dpa-
3eL, B 10 cM® MOMoOKa, B KOTOPOM OTCYTCTBYIOT @HTUBNOTUKN (11.3.1), UHTEHCUBHO BCTPAXMBALOT, MOMELLAIOT B
XONOoAUNBHUK UM B eMKOCTb CO NbAOM Ha 5 MUH, ONATL BCTPSAXUBAKOT UMPOBOAAT aHalnMs3 B COOTBETCTBUM C pas-
genam 9 n 10 HacTosALWero ctaHaapTa.

11.4.4 B kadecTBe 0bpasLa anst npoBeaeHUs NONMOXUTENBHOIO KOHTPONA YYBCTBUTENMBHOCTU K TECTY Ha
cynbaHnnamMmmabl UCMONb3YIT KOHTPOMNbHBLIN 0bpasel, n3 Habopa Ne 4. PacTBOPSIIOT CyXON KOHTPOMbHbLIN
obpaseL, B 10 cM3 MONnoKa, B KOTOPOM OTCYTCTBYIOT aHTUBUOTUKN (11.3.1), UHTEHCUBHO BCTPAXMUBAIOT, MOMELLa-
10T B XOOAUNBbHUK AN B @MKOCTb CO NTIbAOM Ha S MUH, ONSITb BCTPAXUBAIOT U NPOBOASAT aHaMN3 B COOTBETCTBUUC
paszgenamun 9 n 10 HacTosLWero ctaHgapTa.

11.4.5 lpurotoBneHHble no 11.4.1—11.4.4 KoHTpONbHLIE 0Bpa3Lbl aHTUOUOTUKOB MOTYT XPaHUTLCS B
XonoaunbHUKe B TedeHne 48 \u.

12 OdbopmMneHue pe3ynbTaToB

12.1 Pes3ynbTaTt aHanunsa BbIBOAUTCS HA MHpOpMaLMOHHOE Tabo cCHMTBIBAICLLErO YCTPONCTBA, 0OTODpa-
XaeTcsa Ha gucnnee U coxXpaHdaeTcd B NaMATU CHUThIBAOLWEro yCTpoUCcTBa UMM HA NPUNOXKEHHOW (pnell-KapTe B
BUAE AaHHbIX O TUNEe onpeaenaeMoro aHTubnoTuka(oB), ero(Ux) HanU4nnu UnNn OTCYTCTBUK, AaTe NpoBeaeHNUS
N3MEPEHNI, HOMepeE UCTIbITYEMON NMPODHI.

[1aHHble pe3ynbTaToB UHCTPYMEHTaNbLHOro aHanunsa rnpu NoMoLL M CHATLIBAIOLLErrO YCTPOUCTBA N0 YCMOT-
PEHMIO onepaTopa MOTryT ObITb 3KCNOPTUPOBAaHLI HA NPUCOEANHEHHbLIN NEPCOHaNbHbIA KOMNLIOTEP Yepes NopT
USB 1 coxpaHAaTbCa Tam Npy NnoMoLLM cneunanbHOro nporpaMmmHoro obecne4veHns, NnocTaBnsieMoro Co CYMNThI-
BalOLWMM YCTPOUCTBOM.

12.2 ®PaKT OTCYTCTBUA aHTUOKMOTMKA B Npobe oTobpaxaeTcst B UHPOPMAaLMOHHBIX AaHHbIX Ha gucnnee
CUMTLIBAKOLLEro YCTpPOUCTBA B BMAe codeTaHUda cnoB «PesynbTaT oTpulaTenbHbINY.

12.3 dakT NpUcyTCTBUA aHTMBMOTMKa B Npobe oTobpakaeTcs B MUHPOPMAaLMOHHBLIX AaHHbIX HA AUcnnee
CUYMTBIBAKOLLIEro YCTPONCTBA B BUAe codeTaHusa croB «Pe3ynbTaT NonoXUTenbHbIN.

13 TpeboBaHusA, o6ecnevymnBarome 6e30MNacHOCTb

[1pn BBINONHEHUM PaboT HeobXxoanmo cobnaartb cneayoLwme TpeboBaHUA:

- MOMeLleHne nadopaTtopun AOMKHO ObITh 0bopyaoBaHO OOLEN NPUTOYHO-BBITSXKHOM BEHTUNALIMEN B
cooTBeTCTBUN Cc TpeboBaHUAMN T OCT 12.4.021. CogepxaHne BpeaHbIX BELWECTB B BO3AyXe paboyen 30HbI HE
OOIMKHO NpeBblIlaTh HOPM, ycTaHOBNEHHLIX TpeboBaHuamn NOCT 12.1.005;

- TpeboBaHUSA TEXHUK De30NacHOCTU NPU paboTe ¢ XMMUYEeCKUMU peakKTUBaMn B COOTBETCTBUN C Tpebo-
BaHUAMU [[OCT 12.1.007;

- TpebOBaHUA TEXHUKM De30nacHOCTU NMpK paboTe C 3NeKTPOoYyCTaHOBKaMM B COOTBETCTBUM C TPEDOBAHU-
amn FOCT 12.1.019.
[TomeLlleHne nadbopaTtopunn AOMKHO COOTBETCTBOBATL TpebOBaHUAM NoXapHoON 6e30NacHOCTU B COOTBET-

ctBun ctpedboBaHnaMmmul OCT 12.1.004 n 6bITb OCHaLLEHO CpeacTBaMU MOXKAPOTYLIEHNUA B COOTBETCTBUM C TPE-
boBaHnsamu NOCT 12.4.009.

14 TpebGoBaHUuA K onepaTopy

BuinonHeHWe aHanusa AomkeH NpoBoaUTb cneumaninucT, UMetoLLMIA crielunansHoe obpasoBaHMe N OCBO-
MBLUNIA MeTo[ B COOTBETCTBUM C TpeboBaHUAMN HacTosALero ctaHgapTa n MHCTpyKuMen no akennyatauum K
Habopy TeCTOBLIX MOMOCOK, NHKYOaTOPY 1 CHUTLIBAOLWEMY YCTPOUCTBY.
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[MpnnoxeHne A
(pekomeHayemoe)

Cnucok pekoMeHAyeMbIX cpeacTB U3MEepPeHMn, BcnoMorarennbHoro ooopyaoBaHua 1 MatepuanoB

- TepmocTaT-uHkybaTop Rosa Incubator nnm npnbop, coemewatowmm B cebe dyHKUMM MHKYBaTOopa 1 CUMTBIBAIO-
wero yctponctea — EZ Reader (Charm Sciences, Inc);

- cquTbiBatowee yctponcteo EZ Reader unn PEARL-X (Charm Sciences, Inc);

- cneynanbHoe nporpammHoe obecneveHne EZ Export, noctaBnsiemoe B BUae AUcKka BMeCTe CO CHUTbIBAIOLWUM
ycTponctBom EZ Reader unmn PEARL-X (Charm Sciences, Inc), no3dsonsiiowee COXpaHATb AaHHbIE CO CHMTLIBAIOLWErO
YCTPOUCTBA Ha NEPCOHANbHOM KOMMbIOTEPE B BUAE IMEKTPOHHOIo nabopartopHOro XypHana;

- KOHTPOIbHbIN 0Bpasel cyxoro Mornoka, He cogepXawero aHTUOMOTUKKY, MNOCTaBISIEMbIM B KOMINJTEKTE € HABOPOM
ans saKkenpecc-aHanmaa aHtnbmnotukoB (Charm Sciences, Inc);

- Habop Ne 1 — Habop ansa skcnpecc-aHanmn3a NeHNUUNNINHA/aHTUONOTUKOB TETPALUKITMHOBOW TPYNnbl B MOIOKE
LF-MRLBLRFTET2 (Charm Sciences, Inc), Bkniovawwmym TECTOBbIE MOMOCKU, KOHTPONbHLIM 0bpasey NeHUUUIIIN-
Ha/aHTMBMOTMKOB TETPALMKIUMHOBOW rpynnsl, cogepxatmi 0,004 mnu~1 (mr/kr) nermuunnuna G m 0,1 mn~1 (mr/kr) okem-
TeTpauuKInHa, n eMKOCTb ANs pa3BegeHnss KOHTPONbHOro obpasua;

- Habop Ne 2 — Habop ans akenpecc-aHanuaa ctpentommunHa B monoke LF-STREP (Charm Sciences, Inc), Bkto-
YaloLLMI TECTOBbLIE MOMOCKW, KOHTPOIbHbLIN obpasel cTpenToMuumnHa, cogepxatmnin 0,1 mnr~1 (Mr/kr) cTpenToMmumHa, u
E€MKOCTb ANA pas3BedeHns KOHTPOrnbHOro obpasua;

- Habop Ne 3 — Habop ansa akcnpecc-aHanuia nesomumueTuHa (xnopamdenmnkona) B monoke LF CAP (Charm
Sciences, Inc), BKovawmm TECTOBbIE MONOCKNU, KOHTPOIbHBIN 0Bpasel NneBOMULETUHA (XNopamPpeHnkona), cogepxas-
wmn 0,00015 mnr~1 (Mr/kr) neBoMuLeTUHA (XNopamdeHnKona), 1 eMKOCTb AN pa3BedeHns KOHTPONbHOro obpasua;

- Habop Ne 4 — Habop ans akcnpecc-aHanu3a cynbannnammngos B monoke LF SULF (Charm Sciences, Inc),
BKIIOYaIOLLMIA TECTOBbIE MONOCKU, KOHTPOIbHBLIN 0Bpa3sel, cynbdamerasvHa, cogepxawmin 0,1 mnu~1 (Mr/kr) cynedame-
Ta3nHa, n eMKOCTb ANS pa3BeaeHns KOHTPonbHOro obpasua;

- 0QHOpAa30BbIEe NUMNETKN, NOCTaBNsAeMble BMecTe ¢ TecToBbiMM Habopamu Charm Sciences, Inc.
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[MpnnoxeHve b
(cnpaBo4HOe€)

[Mpumepbl pasBegeHUN UCTIbITYEMbIX 06pa3L,0OB MOJOKa

E.1 Passegenune ncnobityemoro obpasua mMonoka oCyLeCcTBNSAETCH 00pasyomMm MONOKa, B KOTOPOM 3aBEA0MO OTCYT-
CTBYIOT aHTMOMOTUKM (11.3.1), MCKMIOUNTENBHO C LENbIo 06ecnevYeHns COOTBETCTBUA 3aKOHOAATENBbHO YCTAHOBIEHHOIO
B CTPaHe, NPUHSABLUEN HACTOSIWMK CTaHAAPT, MUHMUMAarbHO 4OMYCKAEMOro ypoBHSA coaepXaHus 4aHHOro Buga aHTnbno-
TUKa C YYBCTBUTESIbBHOCTBIO NCNOMNb3YyEMOro 3KCrnpecc-TecTa.

b.2 Ecnuv HOpMaTUBHbLIMU MPaBOBbIMU aKTaMn, EUCTBYIOWUMU HA TEPPUTOPUN CTPaHbI, NPUHABLLEN HACTOALLNN
cTaHaapT, YCTAHOBIEH Npeaeri MUHUMAanbHO AOMYCKaeMoro ypoBHA cogepxanusa crpentomuumHa 0,2 mnu~1 (mr/kr), a
YYBCTBUTENBHOCTb 3JKCMpecc-Tecta (MMHMUMAaINbHbIN npegen obHapyXeHUs CTPEenTOMUUMHA B MOJIOKE) COCTaBNsieT
0.1 mnH~" (MI/Kr), TO nCNbITyeMbln 0Bpasel MONoKa AONYyCKAEeTCs pa3BeCcTu B ABa pa3sa, T. €. B COOTHoWeHun 1:1, obpas-
LOM MOJ10Ka, B KOTOPOM 3aBe40MO OTCYTCTBYIOT aHTUBMOTHMKM (11.3.1).

b.3 Ecnu HOoOpMaTUBHbIMK NPaBOBbIMU akTaMn, AEUCTBYIOWUMU HA TEPPUTOPUN CTPaHbI, NPUHABLLEN HACTOALLNN
cTaHaapT, YCTAHOBMNEH npegen MUMHMMAanNbHO AOMYyCKAaeMOro ypoBHS coAaepaHusa nesomuueTnHa (xnopamdeHnkona)
0,0003 mnu~1 (Mmr/kr), @ YyBCTBUTENBHOCTL 3KCNpPecc-TecTa (MUHUManbHbIM Npeaen 06HapyXeHUs NeBOMULETHHA (XI0-
pamdeHukona) B monoke) coctaensaet 0,00015 mnu~1 (Mr/kr), To ncnbiITyembii obpaseL, Monoka AonyckaeTcs pa3BecTy B
[Ba pasa, T. €. B cCOOTHOWeHMM 1:1, 0bpasyom MonoKa, B KOTOPOM 3aBeOMO OTCYTCTBYIOT aHTUOMOTUKKM (11.3.1).
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budnuorpadua

1] TexHunuveckmn pernameHT TamoxxeHHoro cote3a TP TC 021/2011 «O 6e30nacHOCTU NULWEBOW NPOAYKUMN»
2] TexHudeckun pernameHT TamoxeHHoro cotoda TP TC 033/2013 «O 6e30nacHOCTM MOMOKA U MONTOYHON NPOAYKLUMN»
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YOK 637.12.04/.07:006.354 MKC 67.100.10

KnioueBble cnoBa: MOJMNOKO, WHCTPYMEHTanbHbLIA 3KCNpecc-MeTon onpeaeneHnst aHTUOMOTUKOB, UMMY-
HO-peLenToOpPHbIN aHanus, MUHUManbHble npeaenbl obHaApy)XeHUa aHTUOUOTWUKOB, BU3yanbHbLIA aHanus,
MHCTPYMEeHTanbHbIN aHanus, NeBOMULETUH, XNopaM@PeHUKon, TeTpauuKiMHoBada rpynna, CTpenTOMULUH,
NeHNUMNNUH, cynbdraHmnnammabl
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