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Mpeancnosue

Lienn, oCHOBHbIE NPUHLMMBI M OCHOBHOW MOPSAOK MpoBeAeHNst paboT No MeXrocyaapcTBeHHON cTaHaap-
Tusauum yctaHoBneHsl FOCT 1.0—92 «MexrocyaapcTeeHHasi cuctema ctaHaaptusaumm. OCHOBHbIE NOMo-
xeHuna» nMOCT 1.2—2009 «MexrocyaapcTseHHas cuctema ctaHgaptusauuu. CTaHaapThl MeXrocyaapcTBeH-
Hble, NpaBuUa U pekoMeHAaLLMK1 Mo MEXrocyaapcTBeHHOW cTaHaapTusaumu. Mpasuna pa3paboTku, NpUHATUSN,
npuMeHeHnsi, OBHOBNEHUS N OTMEHbBI»

CBepgeHus o cTaHaapTe

1 PA3PABOTAH Cekpetapuatom TK470/MTK 532 «Monoko n npoaykTbl nepepaboTki Monokay, Poccuit-
CKUM COIO30M NpeanpuaTin MostoyHon oTpacnm, 000 «HayuyHo-TexHUYeckui komuteT «MonoYHaa nHaycTpus»

2 BHECEH ®epaeparnbHbIM areHTCTBOM MO TEXHUYECKOMY PerynMpoBaHuio U MeTtponorumn (Pocctax-
AapT) (TK 470)

3 MPUHAT MexrocyaapCTBEHHBLIM COBETOM MO CTaHAApTU3aLUMu, MeTponornm u ceptudukaumm (npo-
ToKon oT 14 Hos6ps 2013 . Ne 44)

3a npuHATUE NporonocoBasnn:

KpaTkoe HaumeHoBaHWe CTpaHbl Kop ctpaHbl no CoKpalLeHHOe HAMMEHOBAHWE HAUMOHANBLHOTO opraHa
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 no craHgapTusauuu
ApMeHus AM MuHakoHoMmukm Pecnybnvkn Apmexus
Monposa MD MongoBa-Crangapt
Poccus RU Poccranpapt
YabekncTaH uz Y3acrtaHgapt

4 TMpukasom ®egepanbHOro areHTCTBa MO TEXHUYECKOMY PerynvpoBaHuio U MeTposiornm ot 22 Hosbpa
2013 r.Ne 2073-cT MexrocyaapcTBeHHbIn ctaHgapt FTOCT 32254—201 3 BBegeH B AeACTBUE B KAYECTBE HaLM-
oHanbHoro ctaHgapTta Poccuiickoint egepaumn ¢ 1 nona 2015 .

5 BBEJEH BMNEPBbIE

UHbopmayusi 06 usMeHeHUsIX K HacmosiweMy cmaH®apmy nybrukyemcs 6 exxe200HOM UHpOpMaLLIOH-
HOM yKa3zamerie « HayuoHarnsHble cmaH0apmabi», @8 MeKCm U3MEHeHUU U rofnpasoK — 8 eXeMeCsS4YHOM UHGop-
MalyuoHHOM yKasamene «HauyuoHanbHble cmaHOapmel». B cnydae nepecMompa (3aMeHbl) unu OmMMeHbI
Hacmosiuezo cmaHOapma coomeemcmsyroujee ysedomneHue bydem onybriUKOB8aHO 8 eXeMeCsHYHOM
UHGhopMayUoOHHOM yKazamerne «HauyuoHanbHble cmaHOapmel»y. Coomeemcmeyiolas UHopMauusi, yee-
OomMIeHUe U meKcmbl pasMeuaromces makxe 8 UHGhopMayUOHHOU cucmeme obLez0 nofb308aHust — Ha oghu-
yuaneHoM catlime QedepasnibHO20 azeHmMcmea o MexHU4EeCKoOMy peayiuposaHuro U Memposoauu 8 cemu
UHmepHem

© CranpapTtuHdgopm, 2014

B Poccuitckoin degepaumm HacToOALWMA cTaHAapPT He MOXeT BbITb MOMHOCTLIO UMM YaCTUHMHO BOCMPOU3-
BeleH, TUpaXKMPOBaH U pacrnpocTpaHeH B kKayecTBe oduumansHoro nsgaHunst 6es paspelwerus degeparnsHoro
areHTcTBa Nno TEXHUYECKOMY perynnupoBaHuio U MeTPoNorum
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M E XTOCUYAAPCTH BETUHHUB # C TAHIOAPT

MOJIOKO
UHcTpyMeHTanbHbINA 3KCNpecc-MeToA onpeaeneHust aH-TU6MoTukoB

Milk. Instrumental express-method for determination of antibiotics

Dara BBegenna — 2015—07—01

1 O6nactb NpUMeHeHus

Hacrosawun CTaHAapT yCcTaHaBnuBaeT WHCTPYMEHTanbHbINA aKcnpecc-MeToq onpeaeneHna Hann4ua
aHTUOWMOTUKOB: NEHUUUNNNHA, TeTpaunKNMHOBOW rpynnbl, NeBoMuLleTUHA (XﬂOpaM¢)eHMKOHa), cTpenTtoMuULn-
Ha, Cynbd)aHVlﬂaMM,ClOB B CblpOM U TEPMUYECKU OGpaGOTaHHOM MOJIOKe.

MuHuManbHble Npeaensl 06Hapy>KeHm| aHTUBMOTUKOB B MOJIOKE MPY NMOMOLLU HacToAWero Metoaa:

NEBOMULETUH (XNOpaMeHUKOIT) . . . . . . . . . . o o vt e 0,00015 mMnH™" (Mr/kr)
TETPAUMKIIMHOBAA MPYNMA . . . . . . o o o v o v i e v e e e e e e e e e 0,01 mnn™" (mr/kr)
CTPEMTOMULIMH . . . . . o o v v e e e i e e e e e e e e e e e e 0,1 mMan~" (mr/kr)
MEHULMITIIMH . . . L o o e et e e e e e e e e e e e e e e 0,002 mnH~" (mr/kr)
CYMbMAHUNAMUADB! . . . . . . o o oo e e 0,1 maH™" (Mmr/kr)

MHCprMeHTaHbeIVI aKcnpecc-MeToa onpeaeneHna Hann4vna aHTMBMOTUKOB No3BONSAET TecTnpoBsatb C
OOCTOBEPHOCTLIO He MeHee 95 %, T. e. BepOSITHOCTb TOr0, YTO MOJIOKO cBoboaHOe OT aHTUBMOTUKOB AAcT NOJIo-
XKNTENbHbIA pesynbLTar, cocTaBnseT 5 %.

2 HopmaTuBHbIE CCbINKH

B HacToslleM cTaHAapTe UCNonb3oBaHbl CChIfIKA Ha crneayowme HOpMaTUBHbIE AOKYMEHTHI:

FOCT 12.1.004—91 CwucTema cTaHgapToB Ge3onacHocTu Tpyda. MoxapHas GesonacHocTb. Obluve
TpeboBaHusA

FOCT 12.1.005—88 Cuctema crtaHgapToB 6esonacHoctn Tpyaa. O6wme caHUTapHO-TUrMeHuYeckne
TpeboBaHWA K BO3ayxy paboyeii 30HbI

FOCT12.1.007—76 CuctemacTtaHaapTos 6e3onacHocTy Tpyaa. BpeaHble Bewectsa. Knaccudpukauns
1 obwune TpebosaHna GesonacHoCcTH

FOCT 12.1.019—79 Cucrema ctaHgapTos 6esonacHocTu Tpyaa. OnektpobesonacHocTb. Obuwme Tpe-
6OBaHMA U HOMEHKNATYpa BUAOB 3aLLUThI

FOCT 12.4.009—83 CucTtema cTaHgapTos 6e3onacHocTy Tpyaa. MoxapHasi TexHuka Ans 3awuTbl 06b-
ekToB. OCHOBHble BUALI. PasmelleHne u o6cnyxuBaHue

FOCT 12.4.021—75 Cucrtema ctaHaapToB b6esonacHocTu Tpyaa. CUCTeMbl BEHTUNALMOHHBIe. ObLumne
TpeboBaHus

FOCT 6709—72 Bopaa guctunnupoBaHHas. TexHU4Yeckue ycnosusa

FOCT 9225—84 Mornoko 1 MonodHble NpoaykTbl. MeToabl MUKpobuonoruiyeckoro aHanusa

FOCT 25336—82 MMocyaa u o6opyaosaHue nabopaTtopHble CTeknAHHbIE. TUMbl, OCHOBHLIE NapaMeTpbl
1 paamepbl

FOCT 26809—86 Monoko n MosiodHble NpoaykThl. Mpasuna npuemku, Metoabl oT6opa U NOAroToBKa
npo6 k aHanuay

FOCT 28498—90 TepMoMeTpbl XUAKOCTHLIE CTeKNsAHHbIe. ObLne TexHudeckne TpebosaHuA. MeToabl
UCNbITaHUN

Uzpaune opuvunansHoe
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rOCT 29169—91 Mocyna nabopaTopHas cTeknaHHas. MuneTku ¢ 0AHON OTMETKON

MpumeyaHune—pu Nnonb3oBaHMN HACTOSILLMM CTaHAAPTOM LiernecoobpasHo NpoBepuTb AENCTBUE CCbIMOY-
HbIX CTaHAAPTOB B MHOPMAaLMOHHOW cucTeme obwero nonb3oBaHusi — Ha oduumansHom caite PegepanbHOro areHT-
CTBa NO TEXHUYECKOMY PErynMpOBaHNIO U METPONOrNMN B CeTU VIHTEPHET MK No eXerogHoMy MHAPOPMALMOHHOMY yKasaTte-
no «HaumoHanbHble CTaHAAPTLI», KOTOPLIN ONyBnukoBaH NO COCTOSIHUIO HA 1 SIHBaps TeKylero roga, U no Bbinyckam
€XeMeCSHHOro MHPOPMALIMOHHOTO ykasaTens «HauvoHnanbHble CTaHAApThI» 3a TeKYWMIA rog. Ecnmn cebinovHbin ctaHaapt
3aMeHeH (M3MeHeH), TO NPY NONb30BaHWMWN HACTOSILLMM CTaHAAPTOM CrieflyeT pyKOBOACTBOBATLCS 3AMEHAIOLWUM (W3MEHEH-
HbIM) cTaHAapTom. Ecnv cebinouHbIh cTaHgapT oTMeHeH 6e3 3aMeHbl, TO MONOoXeHUe, B KOTOPOM flaHa CCbINIKa Ha HEro,
NPUMEHSIETCS B YaCTU, He 3aTparmBaiowWen 3Ty CCbInky.

3 TepmuHbI M onpeaeneHus

B HacTosileM cTaHaapTe NpMMeHeHbl TepMUHbI, ycTaHoBMeHHbIe B [1] 1 [2].

4 CywHocTb MeTOoAa

MeToa OCHOBaH Ha CBA3bIBAHWN OCTATOYHbIX KONMYECTB aHTUBUOTUKOB, HaXOOALWMXCA B UCNBITYEMOM
ob6pasue MoMoka, C aHTUTeTaMu, Bbi3bliBaoLLMMN OKpaLLMBaEMyo MMMYHOXPOMATUYECKYIO peakLuio ¢ nocne-
Ay MM onpeaeneHMeM UHTEHCUBHOCTW OKpacku NPoayKTOB BMOXMMUYECKO peakunn BU3yanbHeIM METOA0M
WM U3MEePEHUEM WHCTPYMEHTaNbHO NPU NOMOLLM CUMTBLIBAIOLLErO YCTPOMCTBA, NMO3BOMAIOWEr0O METOAOM
ONTUYECKOro OTPaXKeHUs onpeaenuTb CTeneHb MHTEHCUBHOCTU OKPACKM OTHOCUTENBHO BKITHOYEHHOTO B TECTO-
BY}O MOSTOCKY KOHTPOJSIbHOIO KONMMYeCcTBa aHTUOMOTUKA (MUHUMaIbHOTO Npeaerna obHapyXeHus), v BbiBeAeHU-
eM Ha aucnnein naeHTUMUKaLMOHHBIX AaHHBLIX O TUMe onpeaenseMoro aHTMBUoTUKa U O ero Hanuuun unu
OTCYTCTBUM B TeyeHUe 2—8 MUHYT C COXpaHeHMeM UAEHTUMUKALMOHHBIX AaHHBLIX MUKPONPOLECCOPOM
npubopa 1 Ha NPUIIOXKeHHON dnew-kapTe.

5 CpeacTsa namepeHuin, BCnoMmoraTtenbHoe 060pyaAoBaHNe U MaTepuarnbl

XonoannsHUK 6eITOBOK, NO3BOMNSAOWNIA NogaepxueaTe TemnepatypyoT0°C o 12°CnolOCT 16317;

MOPO3UnbHasi KaMepa, NO3BONsWAA nogaepXkueatbe TeMnepatypy MuHyc (20 + 2) °C;

TepMocTaT-uHKyb6aTop unu npubop, cosmelarowmii B cebe cyHKUMKU UHKyBaTopa M cuuThiBaOLWEro
ycTpoiicTBa!) (manee no TekcTy — WHKy6aTop), noaaepxusaoLwnin Temnepatypy 40 °C u 56 °C, ¢ npeaenom
Jonyckaemon abcontoTHON NOrpewwHoOCTN TepMocTaTuposaHna +2 °C;

cuuTbIBaloLee YeTpoiicTeo ') B koMnnekTe ¢ HaBOPOM KanMBPOBOYHBLIX TECTOBLIX NOSIOCOK /15 NPOBEPKM
YYBCTBUTENLHOCTU (OYHKLMOHUPOBAHNA CHATLIBAIOLLIETO YCTPOUCTBA;

cneumansHoe NporpaMmmHoe obecneveHne, NO3BONAIOLLEE COXPAHATL AaHHBIE CO CYUTLIBAIOLLIErO YCTPO-
CTBa Ha NepcoHabHOM KOMNbIOTEPE B Buae 3N1eKTPOHHOro nabopatopHoro xypHana') (no yeMotpeHuio);

nepcoHarbHbIA KOMMNbIOTEP (M0 YCMOTPEHUIO);

NpuHTEp (MO YCMOTPEHUIO);

Yyacbl MexaHU4YecKkue ¢ curHanbHelM yctponcteom no FOCT 3145;

TepMoMeTp NabopaTopHBIN CTEKNAHHbIA ¢ Anana3zoHom usMeperus ot 0 °C go 100 °C, ueHon aeneHuns
wkansl 1 °C no FOCT 28498;

KOHTPOMbHBIN 0Bpasew, Monoka, He coaepx)aluuit aHTu6uoTukn";

Habop Ne 1 ans akcnpecc-aHanuaa NeHULUNNUHA/aHTUBNOTUKOB TETPaLMKIIMHOBOM rpynnbl B MOJIOKE,
NO3BONSIOLLMNIA NPOBOAUTL aHANN3 ¢ MUHUMAaNbHEIM NpeaenoM obHapyXXeHus!, ycTaHOBNEHHbIM pasgerniom 1
HacTosiLero ctaHaapTa, BKAYaoWmiA TECTOBLIE NONOCKN, KOHTPOMbHLIN 06pa3seL, NeHULMNNUHa/aHTUBUOTU-
KOB TeTpaLMKIMHOBON rpynnel, cogepxatunint 0,004 max=1 (Mr/kr) nermuunnuHa G n 0,1 mnu—"! (Mr/kr) ockcureT-
paLMKIUHa M eMKOCTb AN pasBeaeHUst KOHTPonbHoro obpasual);

Habop Ne 2 ana akcnpecc-aHanusa cTpenToMULMHA B MOSIOKe, NO3BONAIOLLWIA NPOBOAUTL aHANMU3 C MUHU-
MarbHbIM Npeaenom o6HapyXeHUs, yCTaHOBNEHHBIM pa3aenoM 1 HacTosLero cTaHAaapTa, BKIoYaloLWuiA Tec-
TOBBIE MOMOCKM, KOHTPOMbHBIN 0BpaseL| CTpenToMuULMHa, cogepxatumin 0,1 man~1 (Mr/kr) cTpenToMULMHa 1
eMKOCTb /1l pasBefieHns! KOHTPoNbHOro obpasual);

1) PekomeHayemble cpeacTea usmepeHuii, BcnomorartensHoe obopyaosaHne u matepuarnb NPUBEAEHbI B NPUIOXKe-
HUK A.

2



rocT 32254—2013

Habop Ne 3 onsa akcnpecc-aHanMsa neBomMuLe TUHa (XropamdeHnkona) B MonNoke, NO3BONALMIA NPOBO-
AWTb aHanms ¢ MMHUMarbHbIM NPeaenom obHapyXeHus, yCTaHOBAEHHbIM pa3aenom 1 HacTosAwero ctaHaap-
Ta, BK/OYAKOWMA TecTOoBble MOMOCKW, KOHTPONbHLIA 0Opasel, nesoMuueTuHa (xnopamdeHukona),
copepxatuii 0,00015 mnH=" (Mr/kr) nesoMuLeTUHA (XropamMdeHKona) N eMKOCTb ANA passedeHUs KOH-
TponbHoro obpasua’);

HaGop Ne 4 gnsa akcnpecc-aHanuaa cynbdaHUNamuaoB B MOOKE, NO3BONAOLMIA NPOBOAUTL aHaNNU3 ¢
MWHUManbHBIM NpegenioM 06Hapy)XeHUs1, ycTaHOBNEHHbIM pasfernioM 1 HacToALWero ctTaHaapTa, BKNoYaloLwmin
TECTOBLIE NOMOCKM, KOHTPOMLHLIN 0BpaseL; cynbthameTasuHa, cogepxatuin 0,1 maH—"1 (mr/kr) cynbtametasm-
Ha 1 eMKOCTb A1 pa3BeAeHWst KOHTponbHoro obpasual);

ofHopasosble nuneTkn!) unn nuneTkn BMectumocTbio 0,5 1 1,0 cm3 no MOCT 29227;

npo6upku no FOCT 25336;

Boda auctunnmpoBaHHas no MOCT 6709;

mMapkep (N0 yCMOTPEHMIO).

JonyckaeTcsi NpUMeHATb Apyrie cpeactsa UsmepeHuid, obpasubl Anst KOHTPOMA U BComoraTenbHble
YCTPOWCTBA C aHanorM4HbLIM1M MeTPONOrM4ecKUMU N TEXHNYECKMMI XapaKTepucTukamm, No3sosisiioLue nposo-
ONTb KOHTPONb HanmUunsa aHTUOMOTUKOB B COOTBETCTBUW C MOMOXKEHUSAMU, YCTAHOBMEHHBIMA HACTOSLLUM
CTaHOapToM.

6 YcnoBusi npoBeaeHUs U3MepeHUn

anI BbIMNOMHEHUN N3MEPEHU B na6opaTopM|/| [OIMKHBbI cobritoaaTbest cneayrwouwue ycnosusa:

TemMnepaTypa OKPYXatoLero BO3AYXa . . . . v« « v v v v v h e e (20 £5) °C;
OTHOCUTENbHASA BMAXHOCTL BO3OYXA . .« « « v v v v v e v e e e e e o e (55 £ 25) %;
aTMocPepHOe AaBMEHME. . . . . . . . . . e e e e e e (95 £ 10) kMNa;
YacToTa MePeMEHHOTO TOKa . . . . . . . . . . - i ot oo e (50 £5) 'y,
HaNPsKEHME B CBTU . . . . . . o v v v e e e e e e e e e e e (220 £10) B.

7 O160p Npo6 nccnegyemoro npoaykKra

OT60p Npob — no FOCT 26809, NOCT 9225.

8 MNopsaaok NoAroTOBKMU, TPAHCMOPTUPOBaAHUA U XpaHeHUnA 06pa3|.|03 MOJOKa
MU TeCTOBLIX NONOCOK ANnA npoBeAeHNA usmepeuuﬁ

8.1 UcnbiTyemble 06pasubl Mosioka nepeq NPoBeAeHWEM WU3MEPEHUI AO0MKHbl GbiTb TwaTenbHO
nepemelliaHbl, NPo6EI Morioka B NOTPebUTENbLCKOW Tape NepemMellnBaoT MHOrOKpaTHBIM NepesopaYnBaHuemM
YMaKoBKM.

8.2 MpuroToBneHue o6pasLa Monoka Anst ANUTENLHOrO XpaHeHUs.

MepemeluvBaioT obpaseL, Mofioka U 3aMOPaKUBAOT anUKBOTHBLIE KonmMyecTBa (MO MeHblueil Mepe,
0,5 cm3) B UMCTHIX amnynax.

UcnbiTyemble obpasupbl Monoka AOSDKHbI 3aMOpaXxuBaTbCA B TeyeHue 6 4acoB nocne npurotosne-
HUA. 3aMOpPaXMBaIOT alIMKBOTHBIE KONMYeCTBa NMpwn Temnepatype He Bbilwe MuHyC 15 °C 1 xpaHaT He 6onee
2 mecsalesB.

8.3 TecToBbIE MOMOCKN XPaHAT U TPAHCNOPTUPYIOT B NNOTHO 3aKPbITOM KOHTeHepe npu Temneparype
(0—7)°C.

8.4 C uenbio cobniogeHns TemnepaTypHO-BNAXXHOCTHBIX YCNOBUIA BCKPLITUE U 3aKpbITUE KOHTEHepa ¢
TECTOBbIMW NOJSIOCKaMMU MPOU3BOAAT B COOTBETCTBUMN C UHCTPYKUNEN K Habopy TeCTOBbIX NOMOCOK.

8.5 Mpu BbICOKOM BNAXXHOCTU OrpaHNYMBaIOT KOHAEHCALMIO NyTEeM OTKPbIBAHUA KOHTEHepa nocne Toro,
Kak ero HarperoT A0 KoMHaTHON Temnepatypbl (0T 20 4o 30 MUHYT Nocne U3BNeYeHUst KOHTeNHepa n3 Xorno-
AunbHWKa).

1) PekxomeHayeMbie cpecTBa U3MepeHnii, BCriomoratenbHoe o6opyaoBaHme n Matepuarnbi NpUBeAeHb! B NPUNOXe-
HuM A.
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8.6 KoHTponb ypoBHA BNaXHOCTU B KOHTENHEpE C TECTOBbLIMU NONIOCKaMu OCYLLECTBIISIOT MO UBeTy rpa-
HYI BHYTPU NakeToB ocyluMTens. B cnyyae nsmeHeHus uBeTa rpaHys c CUHEro Ha nyprypHbIA Uiy po30BbIi Tec-
TOBbIE MOMTOCKA CHUTAIOTCA HENPUrOAHBLIMU AS151 UCTIONb30BaHUS.

8.7 MN3BneyeHHble U3 KOHTeHepa TecToBbIE MOMOCKM A NPoBeAeHUsl aHanusa gonyckaeTca XpaHUTb
npu KOMHaTHON Temnepatype Ao 12 yacos. Hencnonb3oBaHHbIE TECTOBbLIE NOMOCKA YTUMU3UPYIOTCS.

8.8 KoHTponbHbI oBpasel, Cyxoro Mosoka, He coaepXaluii aHTUBUOTUKK, NOCTaBSIEMBIA BMECTe ¢
HaBopoM ans aKcnpecc-aHanusa, pacTeopatoT B 100 cM3 ANCTUNNMPOBaHHOI BOAbI, HArpeToil 10 TeMnepaTy-
pbl 40 °C, BCTPSIXMBAIOT 40 NOMHOI0 pacTBOPEeHUs U oxnaxaaloT Ao Temnepatypbl (0—7) °C.

8.9 MNpuHeobxogumocTu, pa3seaeHue Uccnegyemoro obpasua Mosioka NponsBoasT 0bpasuom Monoka,
He codepKalnm aHTMBMOTUKWN, NPUTOTOBIIEHHBIM Mo 8.8 nu paHee UcnbiTaHHBIM 0BpPa3LIOM CbIPOro MOSOKa, B
KOTOPOM He oBbHapyxeHo cogepxaHus aHTubrnoTuka(os) no 10.1—10.2 n xpaHuBLIMMCSA NpU TemnepaTtype
(4 £ 2)°CHe bonee 724, nnbo npu temnepatype MuHyc (15 + 2) °C He 6onee 2 mecsiLieB. PasBeeHue uccneay-
emoro o6pasua Mosioka OCyLLECTBISAIOT B COOTHOLUEHUsIX, o6ecrneunBaowmx onpegeneHne cCogepxaHnusa aHTu-
6uoTUKa B COOTBETCTBUM C NpeaerioMm obHapyXXeHus, yCTaHOBEeHHbIM HOPMaTUBHBIMW MPABOBbLIMU akTaMMu,
OEeNCTBYIOLLNMN Ha TEepPUTOpPUN rocyAapcTB, NPUHSBLUUX CTaHAapT.

Mpumepsl passeaeHuii ncnbiTyemoro obpasua npusegeHsbl B npuoxeHuu b.

9 lNpoBegeHne N3MmepeHun

9.1 Mogrotoeky 060pyA0BaHNSA K NPOBEAEHUIO U3MEPEHUIA 1 CaMU U3MepPEeHNst NPOBOAAT B COOTBET-
cTBUM ¢ IHCTpyKUMeEN No akcnnyaTtauum KHabopy TeCTOBBIX NOMOCOK, UHKYBaTopy U CHUTLIBaIOLLIEMY YCTPOMCTBY.

9.2 UHkybaTop AoMmKeH bbiTb yCTaHOBIIEH HA FOPU3OHTaNbHON NOBEPXHOCTU. TeMnepaTtypa uHkybaTopa
ycTaHaBnNMBaeTCs B 3aBUCMMOCTU OT UCMONb3yeMoro Habopa ans akcnpecc-aHanusa:

(56,0 £ 2,0) °C ans npoBeAeHUs1 U3MEpPEHUIA ¢ Ucnonb3oBaHUeM HabopoB Ansa akcnpecc-aHanusa Ne 1,
Ne 2 n Ne 4;

(40,0 £ 2,0) °C onsa npoBefeHWs U3BMEPEHUI C UCNoNb3oBaHWeM Habopa ana sakcnpecc-aHanuaa Ne 3.

TemnepaTypa nHkybaTopa perynnpyetcs BCTPOEHHBIM B UHKYBATOP KOHTPONbHO-U3MEPUTENBHBIM Npu-
6opom.

9.3 Kpblwka nmHKybaTopa gomkHa OblTb BCerga 3akpbiToil (KpoMe MOMeHTa BHeceHust npob monoka
nUNeTKON B TECTOBYO MOSOCKY).

9.4 MHaukaTop TemnepaTypbl B WHKyBaTope [OofkeH nokasbiBaTb 56 °C, 4TO COOTBETCTBYET
(56,0 £2,0) °C nnm 40 °C, yto cooTBeTcTByeT (40,0 £2,0) °C.

9.5 Ha npobupky ¢ ncneliTyemelm 06pasLiomM MoSoka 1 Ha TECTOBYHO MOMOCKY, UCNOMb3yeMyto A1 onpe-
aeneHns aHTMbMoTuka(oB) B 3ToM o6pasLie, MpK NOMOLLM MapKkepa HaHOCAT OAMHAKOBYIO METKY, NO3BOSISAH0-
Lyto naeHTUdMUmMpoBaTh UcnbiTyemble 06pasLbl.

9.6 OTKpbIB KPbILKY WHKyDaTopa, NOMeLlarT TeCTOBYHO MOMOCKY B CreumnarnbHy CeKUMIo MITOCKON
MOBEPXHOCTLIO TECTOBOW MOSOCKA BBEPX, @ BbIMYKNOW — BHU3 AN NIOTHOMO NpUieraHns Nofock1 B uHkybaTo-
pe. Mpuaepxueas NONocky B MHKyGaTope, OTKNEMBAIOT 3aLUTHOE NOKPbITUE C TECTOBON MNOMOCKM.

9.7 MepemelmsatoT obpasel, Monoka U HabupatoT Npoby oaHOPa30BO NMNETKON, n3beras obpasosa-
HWs neHbl. OcTopoHo BHocAT 0,3 cM3 NpoBkl NUNETKON, Aepka ee BepTUKaNbHO, B crieLmarbHyio sueiiky Tec-
TOBOW NoOMocku. 3anevaTtbiBatoT MOMOCKY B OTCEKe NyTeM NPYKMMaHUS U 3aKpbiBatoT KPbILLKY UHKyBaTopa.

Mpw npoBeaeHWM TecTa ¢ HECKOMbKUMIK oBpasLiamin, BEIMOSHAOT NPoLeaypy CHATUSA NOKPLITUA, BHECE-
HWs1 MONOKAa 1 3aneYyaTbiBaHUSA AN KaXaon Nonocki oTAenbHO.

MpodomKk1MTenbHOCTb MHKYGaLMK, B 3aBMCUMOCTM OT UCNOSb3yeMoro Habopa Ans sKkcnpecc-aHanunaa
cocTaBnsieT:

- onsi Habopa Ne 1 — 2 MuH;

- nna Habopos Ne 2, Ne 3 1 Ne 4 — 8 MuH.

Mo okoHYaHUW nHKyGaLMn U3BNEeKatoT TECTOBYIO MOSOCKY U3 MHKyBaTopa U NpuUcTynarwT K BU3yanbHON
06paboTke pe3ynbLTaToB U3MEPEHUN.

10 O6paboTKa pe3ynbLTaToB U3MEPEHNN

O6paboTky pesynbTaToB U3MEPEHWUIA cHaYana NpousBoasAT BU3yarnbHO, a 3aTemM ANA NoATBEPXKAeHNS
pesynbTaTta MHCTPYMEHTANbLHO, T. €. C UCMOMb30BaHNEM CHMTBLIBaOLEro ycTporucTBa unu obopyaosaHus,
coeMelLatoLlero B cebe hyHKLMM MHKYBaTopa U CYATLIBAIOLLIErc YCTPOWUCTBRA.

B cnyyae ucnonbsoaHna o6opyaosaHus, coBMellatollero B cebe yHKLMM MHKyGaTopa U CYMTLIBAIO-
LLiero ycTpoiicTaa, A0MNOMHATENBHOTO NOATBEPKAEHUS pesynbTaTta npu NoMOLLM CYMTHIBAIOLLEro YCTPOWCTBa
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He TpebyeTcsa. Pe3ynbTaTbl aHanms3a BbIBOAATCHA Ha MHopmaunoHHoe Tabno npubopa, oTtobpaxarTcs Ha
Aucnnee u coxpaHAlTCA B naMsaATUM npubopa WAM Ha NPUNOXKEHHON dnew-kapTe B COOTBETCTBUMU C
10.2.2— 10.2.5.
10.1 Bu3syanbHoe HabnwaeHne NPOBOAAT C LLe bl YCTAHOB/IEHMS pe3ybTaTa aHanum3a kak Hef,eicTBu-
TeNbHbI WA AEelCTBUTENbHbIN.
10.1.1 B cny4dae ecnum KOHTposibHasa nuHua (nuHma C Ha pucyHke 1) oTcyTcTBYyeT, pa3mbiTa, HEpOBHas
WA HepaBHOMEPHO OKpalleHa, uau, ecnn npoba MOIOKa 3aTEMHAET KOHTPOMbHYI AuHUK (NnHuio C) nam
nnHnio (Mn) c aHTnbnoTnKamn [NnHMM BL (neHnymnnnunH) nTE (TeTpaynkn nHbl) Ha pUCcyHKe 1], pe3ynbTaTt aHanu-
3a cunTaeTcsa HegeNCcTBUTENbHbIM, NTPebyeTca NOBTOPHOE NPOBeAEHME aHaNM3a 4aHHOro 06pasLua MonokKa.
Bua TecTOBbIX MOJIOCOK C pe3ynbTaTtamMu BM3yasibHOTO aHanu3a, KOTOpbli cuMTaeTca «HefelCTBUTENb-
HbIM» MpeAcTaB/ieH Ha puUcyHke 1.
HepencTButebHbIA .
peaynbTar AHanus aBnseTca HeAeNCTBUTENbHbIM, €CNu:
- NnHMA C OTCYTCTBYET;
- nnHna C pa3MmbiTad Uan HepoBHaA:
- npo6a 3acnoHseT NUHUN.
LanbHehwni aHanus HeAeWCTBUTENbHBIX

C C C pe3ynbTatoB (NPW MOMOLLU CUMTHIBAKLLETO YCTPOIii-
BL BL BL cTBa) He NpoBoAUTCA.
TE TE TE

PucyHok 1 — HepencTBuTeNbHbI pe3yabTaT BU3ya/lbHOT0 aHanmsa

10.1.2 B cnyyae, ecnu BCe NIMHUM Ha TECTOBOWN nonocke [NnHMSA C KOHTPO/bHANA, IMHUM C aHTUOGUOTUKA-
Mu — BL (neHnumnnnuud) n T unn TE (TeTpaunkanHbl)] NPUCYTCTBYIOT U YETKO NPOCMAaTPUBAIOTCA, U NPU 3TOM
oKpacka KOHTPO/IbHOW NUHWUK cBeTnee NMHUN(MIA) C aHTMBUOTMKaMK, TO pe3ybTaT BU3yasbHOro aHanansa cuu-
TaeTcs AeNCTBMTENbHbIM U yKa3blBaeT Ha OTCYTCTBME aHTMOMOTMKaA(0B) B ucnbiTyemoii npobe (pUCyHok 2).

Bug TecToBbIX NOMOCOK C AE€NCTBUTENbHBIMY pe3ynbTaTtaMy BU3yaslbHOTO0 aHanv3a, NokasbiBaloLWMMm
OTCYTCTBUE aHTUOBMOTUKA(OB) B UCNbiTyeMoi npobe, npeacrtaBneH Ha pUCyHKe 2.

OTpuuaTenbHblii pesynbtat — OTpuuaTtenbHbli pesynbtTar —
Negative
Negative
PucyHok 2 — [eAiCTBUTENbHbIA pe3ynbTar BU3Y-
anbHOro aHanusa, nokasblBalWuWii OTCyTCTBUE
aHTn6moTrka(oB) B UCMbITYEeMO npobe
10.1.3 B cnyyae, ecnu Bce NMHUM Ha TecTOBOM nonocke [NnHMA C (KOHTPObHaNA), NUHUN C aHTUBUOTUKa-

Mn — BL (neHnuyunnnuH) n T unn TE (TeTpaynkanHbl)] NPUCYTCTBYIOT M YHETKO NpOCMaTpuBalOTCAa, U NpU 3TOM
oKpacka KOHTPOJIbHON INHUN TeMHee NMHUN(MIA) C aHTUBMOoTUKaMm, To pedynbTaT BU3yasibHOro aHanmsa cunrta-
eTcs AefNCTBUTENbHbIM U yKa3blBaeT Ha NpUCcyTCTBME aHTMOMOTHKa(0B) B UCNbITyeMoin npobe (pucyHok 3).

Bug TecToBOW NOMOCKM CAENCTBUTENBHBIM PE3ybTaTOM BU3yasibHOTO aHann3a, nokasbiBalwWwmm npucy-
TCTBME aHTMOBMOTUKA(OB) B CNbITYEMON npobe, npeacTaBieH Ha pUcyHke 3.

MonoxntenbHbIR pesynbTar — MonoxutenbHbll pesynbTar —
Positive o
Positive

C C C

BL BL BL

PucyHok 3 — Pe3ynbTartbl BU3yaslbHOINo aHanusa, TE TE TE
nokasblBarwlwme nNpucyTcTBue aHTM6MOTMKA(OB) B

npo6e
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10.2 TMo ycmoTpeHuo onepartopa npu noMoLLM CHATLIBAKOLLEro YCTPOUCTBa NPOBOAUTCH UHCTPYMEH-
TanbHas 06paboTka pe3ynbTaToB BU3yallbHOro aHanmaa (TeCTOBOM MONOCKN C AEACTBUTENbHBIM PE3YbTaToM
BM3yarnbHOro aHanmsa no pucyHkam 2 unm 3). B cnyvae ncnonssoBaHusa npubopa, cosmellatowero B cebe
pYHKLMM MHKyBaTopa 1 cUUTbIBaOLLEro yCTpoNcTBa, MHCTpyMeHTansHas 06paboTka pesynbTaTos BU3yanbHO-
ro aHanusa He TpebyeTcs.

10.2.1 BTe4eHune 5 MUHYT nocne nonyveHns AeNCTBUTENbHLIX Pe3ybTaToB BU3yanbHOro aHanusa BBo-
OST UCNbITYEeMYIo TECTOBYHO NMOMOCKY B CYATBIBAIOLLIEE YCTPOWUCTBO U NPOBOASAT MHCTPYMEHTanbHoe noaTeep-
XOeHne BM3yanbHO MOMlyYeHHOro pesynbTaTta NyTeM CUYATbIBaHWS TECTOBOMW MOMOCKA B COOTBETCTBUM C
WHCTPYKLMEN K CUATBIBAIOLLEMY YCTPONCTRY.

10.2.2 PesynbTaT aHanusa, NoATBepXAEeHHbIA UHCTPYMEHTarbHBIM NyTEM, a Takke AaHHble O Tune
onpenensaemMoro aHTMbnoTUKa(oB), ero(Ux) HanMYUKM UM OTCYTCTBUM, AaTe NPOBEeAEHUA U3MEPEHUIA, HoMepe
ncnbITyemoli Nnpobbl, 4pYrnX naeHTUMKaLMOHHBIX MoKa3aTeax Npobbl B 3aBUCUMOCTN OT 3a4aHHbIX ONepaTo-
poM NnapameTpoB N3MePEHWNIA, BbIBOANMBIX Ha MHOPMaLNOHHOe Tabno cunThIBaoLLEero ycTpoicTea, oTobpa-
XKaloTcs Ha ANCTIIee N COXPaHATCS B NaMATA CHUTLIBAIOLWEro YCTPOUCTBA UMW Ha NpUoxXeHHoW donew-kapTe.

[aHHble pe3ynbTaToB MHCTPYMEHTaNbHOro aHanuaa npu NoMoLLM CHUTHIBAIOWEro YCTPOMCTBA NO YCMOT-
PEHWUIO MOTYT BbITb SKCMOPTUPOBAHLI HA NMPUCOEANHEHHbIA NepCoHanbHbIN KomnbloTep Yepes nopt USB u
COXpaHATbCA TaM Mpu NOMOoLLM crieluansHoro nporpaMmMHoro obecneyeHns, NOCTaBNAEMOro CO CHUTLIBALO-
LM YCTPOUCTBOM.

10.2.3 PesynbTat aHanusa, a UMeHHO, hakT OTCYTCTBUA UMW NPUCYTCTBUA aHTUBMOTUKa(0B) B Npobe
(oTpuuaTenbHeI pe3ynbTaT Uv NoNOXUTENbHbIA pe3ynbTaT) oTobpaxaeTca B UHDOPMALMOHHBIX AaHHBIX, HA
Jvcnnee cUYATBIBAOLLEro YCTPOUCTBA.

10.2.4 dakT oTCyTCTBMSA aHTUBUOTKKA B Npobe oTobpaxaeTca B MHpOPMaLMOHHBIX AaHHbIX Ha Aucnnee
CUMTLIBAIOLLEro YCTPOWUCTBA B BUAE codeTaHuA cnos «PesynbTtart oTpuuaTtensHbIny.

10.2.5 ®akT npucyTcTBUA aHTMBUOTUKA B Npobe oTobpakaeTcs B MHOPMAaLMOHHBIX AAaHHbIX HA gUC-
nree cunTbIBaOLLEro yCTpONCTBa B BUAe coveTaHns cnoB «Pe3ynbtaT NONoXUTENbHBINY.

11 MpoBepka 4YyBCTBUTENBLHOCTU (PYHKLMOHUPOBAHNA CYUTbIBaIOLEro
ycTpoucTBa

11.1 Onsa npoBepKu 4yBCTBUTENBHOCTU (hYHKLUNMOHUPOBAHNUSI CYUTHIBAIOLLErO YCTPOUCTBA NPOBOAST €ro
NPOBEPKY Npu NMOMOLLM TECTOBbIX MOSIOCOK, NOCTaBMNSAEMbIX B KOMIMJIEKTE CO CUATBLIBAIOLLIMM YCTPONCTBOM.
MpoBedeHVe NPOBEPKA OCYLUECTBAAIOT B COOTBETCTBAU C UHCTPYKLMEN MO UCNOMb30BAHUIO CHUTLIBAIOLLETO
ycTpoincTea. MpoBepKy YyBCTBUTENBHOCTN CYMTBIBAIOLLErO YCTPOUCTBA pekoMeHayeTcs npoBoanTb 1 pas B
Hegento.

11.2 [Onsa npoBepky YyBCTBUTENBbHOCTA CUMTHIBAIOLIEro YCTPONCTBA K pasHbiM Budam onpeaensieMblx
aHTUBUOTMKOB NPOBOASIT €ro NPOBEPKY € UCMONb30BaHUEM KOHTPOMbHbIX 006pasLoB aHTUbUoTuKa(oB), BXxoas-
wero(ux) B coctaB Habopa AnNA sKcnpecc-TecTa Ha onpeaeneHne aHTMbUoTUKa(oB) (MOMOXUTENbHBIA KOH-
TPOMb) 1 MOMOKA, He coAepXallero aHTMBUOTUKU (OTpULaTEeNbHbIA KOHTPOIb).

11.3 Ons NnpoBepkn YyBCTBUTENBLHOCTU CHMTLIBAIOLLErO YCTPOMUCTBA C MCMNOMb30BaHUEM MOJioKa, He
coepxallero aHTMbMoTUkM (OTpULAaTENBLHLIA KOHTPOSIL), UCTIOMb3YIOT MOJIOKO, B KOTOPOM 3aBeJOMO OTCYT-
CTBYIOT aHTUOMOTUKMU.

11.3.1 B kadecTBe 06pasua Ana oTpyuaTenbHOro KOHTPOMA UCMONb3YIOT KOHTPOMbHBIA 06paseL, cyxoro
MOJIOKa, HE coepXaLluil aHTUBUMOTUKK, NOCTaBNsIEMbI BMecTe ¢ HabopoMm Ans aKkcnpecc-aHanusa aHTMbuo-
TUKOB, NPUroTOBMEHHbIM No 8.8 N paHee UCNbITaHHBIN 0Gpa3sel, CLIPOro MOJIoKa, B KOTOPOM He 0BHapyXeHO
cofepxaHusi aHTMbroTuka(oB) no 10.1—10.2, M XpaHUBLUMIACA B XONOAUNbHUKe Npu TemnepaType (0—7) °C He
6onee 72 4, nu60o npu Temnepatype oT MuHyc 15 °C He Gonee AByX MecsiLEB.

11.3.2 TNpoBepKy HyBCTBUTENLHOCTU CHATLIBAIOLLErO YCTPOUCTBA C OTPULATENbHBLIM KOHTPOSIEM NPOBO-
OSIT B COOTBETCTBUM C pasaerniom 9 ¢ UCNnosib3oBaHNeM TeCTOBbIX MOSIOCOK, MOCTaBMNsieMbIX B KOMMIEKTe CO CUn-
ThIBAIOLWMM YCTPONCTBOM.

11.3.3 PesynbTaT NpoBEepKN YYBCTBUTENBHOCTU CHUTBLIBAKOLLENO YCTPONCTBA C OTpULaTeNbHbIM KOHTPO-
nem yctaHasnuaatot rno 10.1.

11.4 [Anda npoBepku YyBCTBUTEINLHOCTU CHUTLIBAKOLWEro YCTPOMCTBA K IKCNpecc-TecTam Ha onpegene-
HWe aHTMBUOTUKOB PasNNYHBIX FPYNN (MOMOXUTENBbHOMO KOHTPOSA) UCMOMb3YIOT KOHTPOIbHBIE 0bpasLbl aHTU-
61oTMKOB, MOCTaBnseMble BMecTe ¢ Habopamu Ans akcnpecc-aHanMsa aHTUGMOTUKOB.

11.4.1 B kadecTtBe obpasua 4N NpoBeAeHUs MONOXUTENBHOTO KOHTPOSS YYBCTBUTENbHOCTU CHUATLIBA-
foLLEero ycTponcTea K KOMOMHNPOBAHHOMY TECTY Ha NEHUUMANUH U aHTUBMOTUKN TeTpauMKITMHOBOW rpynnbl
MCMONb3YHT KOHTPOIbHBIA 0BpaseL, n3 Habopa Ans aHanusa Ne 1. PacTBOpSIlOT Cyxoi KOHTPOMbHLIA 06pasey B
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5 cm3 MoroKa, B KOTOPOM OTCYTCTBYHOT aHTU6MoTMKM (11.3.1), NHTEHCUBHO BCTPSAXMBAIOT, MOMELLAloT B X0Or0-
ANNBHUK UMW B €MKOCTb €O NbAOM Ha 5 MUWH, ONATb BCTPSAXMBAOT W MPOBOAAT aHanus B COOTBETCTBUAN C
pasgenamu 9 1 10 HacTosIWero cTaHgapTa.

11.4.2 B kadecTtBe 0bpasLa Ans npoBeaeHWs NOMNOXUTENbHOrO KOHTPOMS YYBCTBUTENbHOCTU K TECTY Ha
CTPENTOMULIMH MCNOMb3YHOT KOHTPOSbHEIN 0bpasel, 3 Habopa Ne 2. PacTBOpAOT CyXo KOHTPOMbHLIA 06paseL,
8 10 cmM3 Moroka, B KOTOpOM OTCYTCTBYIOT aHTUOMOTUNKM (11.3.1), MIHTEHCUBHO BCTPAXMBAIOT, MOMELLIAIOT B XOM0-
ANINBHUK UMW B @MKOCTb €O NbAOM Ha 10 MUH, ONATb BCTPAXMBAIOT M MPOBOAAT aHann3 B COOTBETCTBUM C pasae-
namu 9 n 10 HacTosawWwero cTandapTa.

11.4.3 B kadecTtBe 0bpasLa Ans npoBeAeHUs NOMOXUTENbHOMO KOHTPOSS YyBCTBUTENBHOCTU K TECTY Ha
XnopamMdeHNKoN UCMOMb3YIOT KOHTPOIbHLIN 0bpasel, M3 Habopa Ne 3. PacTBOpPSOT CyXOW KOHTPONbHLIN 0bpa-
3eL, B 10 cm3 Moroka, B KOTOPOM OTCYTCTBYOT @aHTUOMOTUKN (11.3.1), NHTEHCUMBHO BCTPAXUBAIOT, NOMELLAIOT B
XOIOANMBbHNK U B EMKOCTb CO NbAOM Ha 5 MUH, ONSATb BCTPSIXMBAKOT M MPOBOAAT aHamNU3 B COOTBETCTBUM C pas-
aenamu 9 n 10 HacTosALWero cTaHgapTa.

11.4.4 BkavecTBe 06pasLa Ans NpoBeAeHNs NMONOXUTENbHOIO KOHTPOSIS YyBCTBUTENbHOCTU K TECTY Ha
cynbaHunamugbl UCNob3yT KOHTPONbHLIA 0bpa3sel, 13 Habopa Ne 4. PacTBopsiloT CyXOW KOHTPOMbHbIA
obpaseL; B 10 cM3 Monoka, B KOTOPOM OTCYTCTBYHOT aHTUBMOTUKM (11.3.1), MHTEHCUBHO BCTPSIXUBAOT, NOMeLLa-
FOT B XONOAUNBHUK UMY B EMKOCTb CO NTbAOM Ha 5 MUH, ONATb BCTPSIXMBAIOT U NPOBOAAT aHaNn3 B COOTBETCTBUMC
pazgenamm 9 1 10 HacToAWwero ctaHgapTa.

11.4.5 TMpurotosneHHble no 11.4.1—11.4.4 kOHTpoOMbHble 06pasLbl aHTUBMOTUKOB MOMYT XPaHUTLCS B
XonoaunbHWKe B TeveHne 48 u.

12 OdropmneHue pe3ynbTaToB

12.1 PesynbTaTt aHanunsa BbiBOAWUTCA Ha MHpopMaLmMoHHoe Tabrio cunTbIBatoLLEero ycTpocTBa, oTobpa-
)KaeTcsa Ha AnCTIee U COXPaHAETCA B MaMSITU CUMTHIBAIOLLErO YCTPOMCTBA UIN Ha NMPUIOXKEHHOW chrielu-kapTe B
BMAE AaHHbIX O TUMe onpeAensemoro aHTMbrnoTuka(os), ero(Mx) HaNUUUKM UK OTCYTCTBUK, AaTe NpoBeaeHUs!
N3MepeHuiA, HoMepe NUCMbITYeMon Npobebl.

JaHHble pesynbTaToB MHCTPYMEHTanbHOro aHanvusa npu NoMoLLM CHATLIBAIOLLIErO YCTPOCTBA MO YCMOT-
PeHuto orepaTopa MoryT ObiTb SKCNOPTUPOBaHbI HA NPUCOeANHEHHbIA NepPCOHanbHbIA KOMNLIOTEP Yepes3 NopT
USB 1 coxpaHsATbes Tam Mpu NOMOLLY crieLnanbHOro NnporpaMMHoro obecneveHns, NocTaBnsemMoro co CUATLI-
BaOLWMUM YCTPONCTBOM.

12.2 dakT oTCyTCTBUA aHTUBMOTUKA B Npobe oTobpaxaeTcs B MHOPMAUMOHHBIX AaHHbIX Ha Aucnnee
CYUTLIBAIOLLErO YCTPONCTBA B BUAe CoYeTaHusl CrnoB «PesynbTaT oTpuuaTenbHbINy.

12.3 PakT npucyTCTBUA aHTMBMOTHKA B Npobe oTobpaxkaeTcs B MHDOPMaLMOHHBIX AaHHBIX Ha gucnnee
CYUTBIBAIOLLErO YCTPONCTBA B BMAE cOMeTaHWs croB «Pe3ynbTaT NoNoXUTENbHBINY.

13 TpeboBaHusA, o6ecneunBarowme 6e30MNacHOCTb

Mpu BeINONHEHUN paboT Heobxoaumo cobnogaTs crnegyowme TpebosaHus:

- nomMelleHne nabopatopun JormkHO BbiTb 060pyaoBaHO 0bLLEN NPUTOYHO-BBITSXKHOA BEHTUNSILNENA B
cooTBeTCTBUN c TpebGoBaHnamn FTOCT 12.4.021. CogepkaHue BpeHbIX BELLECTB B BO3Ayxe paboyeil 30HbI He
OOMMKHO NpeBbIlWaTh HOPM, yCTaHoBreHHbIX TpebosaHmamu FTOCT 12.1.005;

- TpeboBaHNA TeXHUKM 6e30MacHOCTU NpK paboTe C XMMUYECKUMUN peakTUBaMKN B COOTBETCTBUM ¢ Tpebo-
BaHuamu FOCT 12.1.007;

- TpeboBaHNs TexHUKK BesonacHOCTV Npu paboTe C 3MeKTPoyCTaHOBKaMU B COOTBETCTBUN C TpeboBaHu-
amn TOCT 12.1.019.

MomellieHne NnaGopaTopun AOMKHO COOTBETCTBOBATL TpeboBaHUAM NoXapHo 6e30MacHoCTU B COOTBET-
ctBun cTpeboBaHnaMm FOCT 12.1.004 1 6bITb OCHaLLEHO CpeACTBaMU NOXapOTYLLEHUS B COOTBETCTBUM C Tpe-
6oBaHusMn MOCT 12.4.009.

14 TpeGoBaHusa Kk onepatopy

BhinonHeHWe aHanuaa gorkeH NpoBoAUTbL CNeLManiicT, UMetoLWwmni cneumnansHoe o6pasosaHue U 0cBo-
VBLUMIA METOZ B COOTBETCTBUM C TpeBGOoBaHUAMM HACcTOsILLEro cTaHdapTa U MIHCTpyKLUMe no akenayaTaumm K
HaBopy TECTOBBIX NOMOCOK, UHKYBATOPY M CUMTLIBAIOLLEMY YCTPONCTRY.
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Mpunoxexne A
(pexomengyemoe)

CnucoK pekoMeHAayeMbIX cpeacTB U3MepeHUir, BCOMoratTenbLHOro OGOPYAOBaHMﬂ n MaTepuanos

- TepmocTaT-uHky6aTop Rosa Incubator unu npubop, coBmewaiowumin B cebe dyHKUMM MHKy6aTopa u cunThiBalo-
wero ycTpoiictBa — EZ Reader (Charm Sciences, Inc);

- cuuTbiBalowee ycrpoiicteo EZ Reader unn PEARL-X (Charm Sciences, Inc);

- cneunansHoe nporpammHoe obecnevenne EZ Export, nocraensiemoe B BUAe AUCKa BMECTE CO CUUTLIBAIOWNM
yctporictBom EZ Reader unu PEARL-X (Charm Sciences, Inc), no3eonsiiowee CoOXpaHAaTh AaHHbIE CO CUNTHLIBAIOLWETO
YCTPOWCTBa Ha NEPCOHANbHOM KOMMbIOTEPE B BUAE SNEKTPOHHOIO NabopaTopHOro XypHana,

- KOHTPONbHbIA 06pa3el, Cyxoro Monoka, He coaepXallero aHTMbMoTVKK, MOCTaBAAEMbIA B KOMNNEKTe ¢ Habopom
Ans aKcnpecc-aHanusa aHTubuoTtnkoe (Charm Sciences, Inc);

- Habop Ne 1 — Habop ans 3Kkcnpecc-aHanM3a NeHNUUNNMHA/aHTMOMOTUKOB TETPALUMKIIMHOBOMW TPYNMbl B MONOKE
LF-MRLBLRFTET2 (Charm Sciences, Inc), Bkniovalowmi TeCToBble MONOCKU, KOHTPONbHLIN obpasel neHuuunnu-
Ha/aHTNBNOTNKOB TETPALMKIIMHOBOW rpynibl, coaepxatumii 0,004 mnn~1 (mr/kr) nerumnnuna G n 0,1 mnu~" (Mr/kr) okem-
TeTpaumKiMHa, U eMKOCTb ANS pa3eeaeHns KOHTPOSibHOro obpasua;

- HaBop Ne 2 — Habop ans akcnpecc-aHanuaa ctpentTomuumHa B Mmonoke LF-STREP (Charm Sciences, Inc), Bknio-
YaIOLLMIA TECTOBbIE MOMOCKYU, KOHTPOIIbHbIN 06pasel cTpenToMuuuHa, cogepxaumn 0,1 mnH— (Mr/kr) cTpentommumrHa, u
eMKOCTb /151 pa3BefeHusi KOHTponbHOro obpasua;

- Habop Ne 3 — HaBop Ons akcnpecc-aHanuaa neBoMuueTuHa (xnopamdenukona) B monoke LF CAP (Charm
Sciences, Inc), BKNOYaOWMIA TECTOBbIE MOMNOCKKU, KOHTPOIbHbIN 06pasew, reBoMmueTuHa (xnopamderHukona), cogepxa-
wwmit 0,00015 mnH~" (Mr/kr) neBoMMLETUHA (XNopaMdeHVKona), U eMKOCTb AN pasBeaeHns KOHTPOrbHOro 06pasua;

- Habop Ne 4 — HaBop ans sKcnpecc-aHanuaa cynbgadHunamugos B monoke LF SULF (Charm Sciences, Inc),
BKITIOUAIOLWMIA TECTOBLIE NOMOCKM, KOHTPOIbHbIVM 006pasel cynsdameTasnHa, cogepxawmi 0,1 mnn=1 (Mr/kr) cynbchame-
TasnHa, u eMKOCTb ANs pa3BeaeHusi KOHTPonbHoro obpasua;

- 0QHOpa30Bble NUNETKU, MOCTaBnsAemMble BMecTe ¢ TectoBbiMu Habopamm Charm Sciences, Inc.



FOCT 32254—2013

MpunoxeHne b
(cnpaBouHoe)

Mpumepbl pasBefeHUA UCTILITYeMbIx 06pa3LoB Mosoka

b.1 Pa3sepeHune ucnbiTyemoro obpasua Monoka ocCyLecTBrsieTcsl 06pa3uomM MONokKa, B KOTOPOM 3aBeA0MO OTCYT-
CTBYIOT aHTMOMOTUKM (11.3.1), NCKNIOUNTENBHO C LieNbI0 06ecneYeHnsi COOTBETCTBUSA 3aKOHOAATENIbHO YCTaHOBNEHHOIO
B CTpaHe, NPUHSBLLEN HAaCTOAWMIA CTaHAAPT, MMHMMAIBLHO J0MYCKAaeMOro YypoBHSI COAEPKaHUsl JaHHOTO BUAA aHTU6Wo-
TUKa C YyBCTBUTEIBHOCTBIO MCNOMNB3YEMOro SKCrpecc-TecTa.

b.2 Ecnv HOpMatMBHLIMK NPABOBLIMU aKkTaMmun, AENCTBYIOLLMMMY HA TEPPUTOPUM CTPaHbI, MPUHSIBLLIEN HACTOALLNNA
CTaH4apT, YCTAHOBNEH Npeaen MMHUMAnbHO [ONyCKaeMOoro ypoBHS coflepxaHus crpentomuumuHa 0,2 mnn—1 (mr/kr), a
4yBCTBMTENbBHOCTb 3KCMpecc-Tecta (MWHWManbHbIM Npeden o6HapyXeHWsi CTPEnTOMUUMHA B MONOKE) COCTaBrsieT
0,1 man~" (Mr/kr), To ncnbITyemeIi 06paseL MONoOKa AONYCKAeTCsA Pa3BeCTy B 4Ba Pa3a, T. €. B COOTHOWeHUM 1:1, obpas-
LOM MOroKa, B KOTOPOM 3aBEAOMO OTCYTCTBYIOT aHTubnotukm (11.3.1).

b.3 Ecnv HOpMaTMBHLIMK NPABOBLIMU aKTaMu, AENCTBYIOLLMMMY HA TEPPUTOPUM CTPaHbI, MPUHABLLEN HACTOALWNNA
cTaHaapT, YCTaHOBNEH npeaen MMHUMAanbHO AONYCKAeMOro YPOBHSI COAepXXaHWA neBoMuLeTUHa (xnopamdeHnkona)
0,0003 mnu~" (Mr/kr), a uyBCTBUTENBHOCTb SKCNPECC-TecTa (MMHMMArbHBIN Npeaen obHapyXeHnsi IEBOMULIETUHA (XNO-
pamdenmkona) B Monoke) coctaenset 0,00015 mnn—" (mr/kr), To mcnbiTyembint 06pasel; Monoka 40nyckaeTCs pa3BecTy B
ABa pa3sa, T. e. B CoOTHOwWeHun 1:1, o6pasLom monoka, B KOTOPOM 3aBEAOMO OTCYTCTBYIOT aHTUGMOTHKM (11.3.1).
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Bubnuorpadua

[1] TexHuueckuii pernameHT TamoxeHHoro coto3a TP TC 021/2011 «O 6e30nacHOCTU NULLEBON NPOAYKLMNY
[2] TexHuueckuii pernameHT TamoxxeHHoro cotosa TP TC 033/2013 «O 6e30nacHOCTU MOMNOKa U MONTOYHON NPOAYKLUMMN »
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KntovyeBble crnoBa: MOMOKO, WMHCTPYMEHTAalbHbLIA 3KCrNpecc-MeTon onpegeneHnsa aHTUOMOTUKOB, UMMY-
Ho-peuenToprM aHanus, MuHuManbHble npeaensol 06Hapy)KeHVIﬂ aHTUBUOTUKOB, BMSyaﬂbeIVI aHanus,

WMHCTPYMEHTanNbHLIN aHanus, NeBoMULETUH, XnopaMdbeHuKon, TeTpauuknMHoBas rpynna, CTPenTOMULVH,
NeHULMNIWH, cynbdaHunamuab
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