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1 O6GaacTs mMpUMEHEHHS

Hacrosmas MeToauxa pacmpocTpaHsercs Ha MOJOKO (ChIpoe, NacTepH30BaHHOE,
CTEpHIM30BAHHOE), MOJIOKO cyxoe!, Macnio CIHBOgHOE, CHIP, TBOPOT, MOJIOYHYIO CEIBOPOTKY,
BOCCTAHOBJICHHYIO CYXYIO MOJIOYHYIO CHIBOPOTKY, HOrypT, Kepup, cMeTaHy 1 yCTaHaBIMBaeT
METONl KOHKYPEHTHOro uMmyHodepmentHoro aHammsa (FI®A) ama  onpemencuus
COZEPIKAHWA CTPENTOMHIIMHA.

Meroauxa mnpepHaHadeHa JUI1 NPOBCACHMA H3MEPEHHMI MaccOBOR KOHLEHTpamuu
CTpENTOMMIMHA C WCTONE30BaHMEM HaGopa peareHroB «MaxSignal ® mns onpenenenns
CTPENTOMULIMHA», KaTanoxHbii HoMep 1014-01B («MaxSignal® Streptomycin ELISA Test
Kit», Reference # 1014-01B) npoussoacrea BIOO Scientific Corporation (CILIA), nanee rabop
PCareHToB.

JuanasoH wusMepeHuit meromuxu cocrasnger or 5,0 mno 250,0 mxr/kr. Ilperen
H3MepeHMs JaHHOK METOAUKHM cocTaBngeT 5,0 MKI/K.

Hacrosuas meTofuka paspaGotasa B cooTBeTcTBAY ¢ Tpebopanuamu [OCT 8.010.

2 TounocTh H3MeDEeHR

Hacrosamias Meroguka ofecneduMBacT M3MEPCHME MAcCOBOH  KOHLEHTpauuH
CTPENTOMUIMHA B YKa3aHHOM BHIUIE AWana3oHe C [0KA3aTeNsMHM TOYHOCTH, YKa3aHHEIMH B
TaGmuue 1.

B tabmuite 1 Taioke NpUBEACHH 3HAYUCHHA OLEHOK OTHOCHTEJILHOH CyMMapHO#
CTaHJapTHON HEONpPENCICHHOCTH M OTHOCHTCILHOH pacIMpeHHoif HeonpeaeaeHHOCTH,
PacCUMTAHHBIE C YUETOM OGHAPYXHBACMOro CMEILCHHS.

Tabnuna 1 — OTHOCHTeNIbHBIE JHAMIEHMN  NOKA3aTeNeH  IOBTOpHEMOCTH H
NPOMEXYTOUHOMH NPenH3IHOHNOCTH
Juanazon | OtHOCHTENBHOE OTHOCHTENBHOE
H3IMEpEeHHiA, CTaHAapTHOE CTaHAAPTHOE Omocu;ef[:;lax OrHou(I::'rcz;l;:H
MKI/KT OTIJIOHEHHE OTIJIOHCHME CymMMap paciiHpe
a c'mmp’maa Hconpe)xenenﬂom
NOBTOPAEMOCTH TPOMEKYTOTHOH o
o HeOnpeICNEHHOCTh U, %,
o, % NPELM3BOHHOCTH o o
o, u‘_,/o K=2,P=9SA:
Oyioy» %o
or 5,0 no
250,0 Biomos. 34 8,5 1 2

3HavyeHMs OLCHOK HEONpPEACHCHHOCTH.

VxasanHele B Tabaune 1 MerposiormyeckHe XapaKTEpUCTHKH IOJY4eHbl

OCHOBAHHH JAHHHX JKCIICPHMEHTAa B COOTBETCTBHUH C:
e moxasarenu npeunsnonnoctu — CTb UCO 5725-2;
e noka3aTend npaswibHocTH — [ 1];
e oueHkd HeonpegenenHoctn — [1},[2].
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AsToMaTudecKwnii MUKpoaHmeTHsi ¢goromerp ¢  ¢umsTpoM Ha 450 HM
(monyckaeMas MOrPeIHOCTH HM3MEPEHHMA ONTHYECKOH IUIOTHOocTH He Oonee +5 %),
nanpaMep iMark Microplate Absorbance Reader, npoussoncrsa Bio-Rad Laboratories, Inc.,
CIHA 4

ITporpammuoe obecneyenne «MaxSignal® ELISA Detection Analysis “Systemy,
paspaGorannoe BIOO Scientific Corporation (CILIA).

TepmoMerp AaGoparopHEIifi JaCTHYHOrO MOTPYXEHHA Kiacca TounocTy I ¢ neHoff
nenennn 1 °C mo FOCT 28498.

Llentpudyra maboparopnas, obecneuuBaromas omocrrrenmoe HeHTpobexHoe
yckopenue He Menee 4000 g (npobupxm BMecTHMOCTHIO 15 cM %), mampumep 1236,
npousBoicTBa LaboGene Aps, Jlauns.

XonoaunsHUK OLITOBOH, NO3BOAAIONME NOMNCPKMBATL TCMNEPATYPY OT ILIKOC
2 °C po wnoc 8 °C B xonoaunsHo# kamMepe u He BHe MERYC 18 °C B MoposunbsHo# Kamepe.

JlaGoparopueiif BOpTEKc, obecmeuuBalouMii CKOPOCTh BpamleHUs HE MeHee
1800 06/Mun, Hanpumep MSV-3500, npoussoacrea BioSan Ltd, JlarBus.

JlaGopaTopHsiii welikep, oGecneanpaiomuii ckopocts A0 300 06/muH.

I'omorenusarop naGoparopHsiii Tuna TissueRuptor nponssoncTsa QIAGEN Group
(FepManns) Wiy GLITOBOI GneHaep.

Bans Bopanas, obecneunBaiomas noagepxanne remiepatyps ot 50 °C no 55 °C.

Jlo3aTops! MUNETOYHBIE ¢ KOMIUIEKTOM OAHOPA30BLIX HAaKOMEYHHMKOB, HANpHMEp
Acura manual 825, Acura manual 835, Acura manual 855 nponsBoacrsa Socorex ISBA S.A.,
IIBeitnapus:

- ¢ AMamNasoHOM 0GBEMOB xo3mpoBanms oT 10 mo 100 MM® u orHOCHTE:IBHBIM
OTKIOHEHHEM GaKTUHIECKOTro 6ObeMa T03b1 OT HOMHHANBHOIO + 2,5 A;,

- ¢ IpuamasoHoM o6BeMoB josupoBanms ot 100 o 1000 MM® B OTHOCHTENBHEIM
OTKIOHEHHEM (PaKTUIEecKoro o6beMa No3s1 OT HOMMHAIBHOTO + 1,5 %;

- ¢ Juana3oHoM o0BeMoB ao3upoBaHns ot 1 no 10 cM H OTHOCHTENbHEIM
OTKIOHEHHCM (HAKTHHECKOro ofbeMa o3k OT HOMUHANLHOIO + 2,0 %;

- MHOIOKaHWIBHBIA ¢ jguanmascHom o0beMOB nosupomanus or 40 ao 350 MM M
OTHOCHTENSHBIM OTKIIOHeHMeM (aKTHUecKoro o6’beMa 1036 OT HOMHHANBHOTO + 1,5 %.

Vicnions3oeaHue cnepylomiero oOGopyAoBaHus He ABHAETCA o0043aTeIbHEIM, HO
PEXKOMEHYETCA AN YBEIMMEHUA NPOM3BOXMTENBHOCTM M  I[OBBIICHHA TOYHOCTH
U3MEPEHUIA:

e UnkybGatop s MHKPOTMTPOBANBHEIX  IUIaHIIETOB, ob6ecrcynBaiomwmii
goAzepxanue Temnuepatypsl ot wuoc 20 °C go mmoc 25 °C ¢ Tounoctsio + 1 °C, Hanpumep
PST-60HL npoussoacrea BioSan Ltd, JlaTeus.

e  YcrpolicTtBO OTMHIBKH HMMYHONOTHYECKHX TRAHUICTOB aBTOMATHUCCKOE C
nuanasouom oﬁnemon MOIOIETO PacTBOpa, 3alIHBAEMOr0 B KaXAYI0 MHKDOKIOBETY OT
100 mm® 110 350 Mm°, nanpamep ELx 50/8, npoussozctaa BioTek Instruments, Inc., CIIA.

TInenka «napaqlmmm» MUAd CKOTY.

Miuxpo¢pubpossie canderky s OUHCTKH ONTHYECKNX MOBEPXHOCTEH.

Bymara dmastpoBansnag 1o 'OCT 12026.

Inarenn niacTHKOBLIC.

IlItaTnB ans npoSBpoK.

Ipobupky NOAUMPONKIECHOBBIE IS

IIpo6bupkn mna ueHTpUPYIUPO!
MONMITPONMAEHA BMECTUMOCTEIO 2 oM’ m

TTpo6upky CTEKNAHHEIE BMECTHM!
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I1-2-10-14/23 XC o F'OCT 1770.

Konbu xonuueckie BMecTUMOCTHIO 100 oM’ 250 em® Tuma Ku—2—100-14/23 XC,
Kn—2-250-14/23 XC o 'OCT 25336.

Kon6si MepHbie BMecTHMOCTEIO 50 cM® 2-50-2 o 'OCT 1770.

Boponky Tuna B-56-80 XC, B-75-110 XC no I'OCT 25336.

Crakaust H-1 - 100 wm H-1 - 150 mo I'OCT 25336.

LIMIMHAPH MepHEIE BMECTHMOCTHIO 25 M, 100 cM® Tuna 3-25-2, 3-100-2 o
T'OCT 1770.

Bona auctinnuposantdas o 'OCT 6709.

Teuu-20, npouspoacrea SIGMA, kaTtanoxHsii nomep P9416.

JlabSopaTopHsiii fereprent, HanpuMep Triton X-100.

HaGop pearenroB «MaxSignal ® mms onpeneneHHa CTpeNTOMMIMHAY», KaTAIOXHEIA
Homep 1014-01B («MaxSignal® Streptomycin ELISA Test Kit», Reference # 1014-01B)
npomspoacrea BIOO  Scientific Corporation (CIIIA) -~ waGop peakTHBOB 1
MHUKPOTHTPOBANBHEIH IIAHWET, HEOOXOAHMBIE /A BBHINONHEHMS M3MEpEHUd 1o
onpeieficHVI0 KOHUCHTpPAlMH CTPENTOMUIHA METOAOM MMMYHO(EPMEHTHOTO aHanHM3a B
cocrare (Tabnnua 2).

Tabanma 2 — Cocras HaGopa peareRYoOB

KomnonenT naGopa ;(:gn:i?:;
MrKpoTHTpOBaNEHEIH niaHmer (12 crpunoB mo 8 AyHOX, IOKPHTHIX | urr
CTPENTOMMUIIMEOM)
T palyHpOBOYHbIE PACTBOPE! CTPENTOMUIMHA C KOHIHTpauweH 0 Hr/cM, 6 x0.8 om®
0,5 ur/em’, 1,0 ur/em?, 2,50 nrfem’, 5,0 mr/er’, 10,0 Hr/cm’ XD,S oM
AnTHTENa K cTpenToMunuuy Nel 12 e’
HRP-konwtorar anruren Ne 2 (100x konuenTpar) 0,25 e’
PacTBOpMTEND Wi aHTUTEN No 2 20 e’
DKcTpakuuoHHbL Oydep ans obpasiion (200x KOHLEHTPAT) 25cm
[IpoMuIBOYHEI pacTBOp (20x KOHLEHTpaT) 28 o’
Cron-pearent 14 cm®
TME cy6crpar 12 cM”
Bydep s foseneuns npob 0,5 CM;
PBS 6ydep(10x konnenTpar) 25 cu
PeareHT JuIs OYHCTKH 12 CM; ]
Bydep s gosegenns npo6 Ne 1 (1X Balance Buffer) 28 cv

Crnenyiomue XOMIOHEHTE! Habopa peareHros SBJIAIOTCA BI2HMOZAMCHACMEIMY B
npedeNax MX Cpoka XpaHeHHMA TIPH YCIOBHH COBNajieHMA WX HOMEpa B Habopax pcareHToB
nponseozcTea BIOO Scientific Corporation:

e  pacTBOPHTENb i aHTHTEN No 2;

®  KOHIEHTpAT KCTpakumonHoro Gydepa s 06pasLIos;

®  NPOMEIBOYHBLIN pacTBOP;

. CTOII-pEarcHT,

e  TMBE cyGerpar; creerHby "m

e  Bydep i nobpeaeHus npoG; A PAEHHO & ZeN
0~ pgBHYRINKA G, S &/ Oraea waymo- S

e  Konuenrpar PBS Gydepa. - NON &7 Ctaeeson )
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4 MeToa u3mepennii

Hcronb3yeMblif  METO OCHOBAH HA  KOHKYPCHTHOM  KOJIOPHMETPHYECKOM
uMMyHOQEpMEHTHOM amanu3e. B Xoae aHanu3a B NyHKM [NIAHINETA, HOKPHITOTO
CTPENTOMHLMHOM, BMecTe ¢ Mpo0oit WM rpaxydpOBOUHBIM PACTBOPOM IJOOABIAOT
nepBUyYHBIC aHTHTENA, cnelupMuHEe K cTpenToMunuHy. Ilpucyrcisyiommit B npoGe
CTPENTOMHIUME KOHKYPUPYIOT €O CTPENTOMHMIIMHOM, HAHECEHHEIM HA CTEHKH JIYHOK, 3a
CBA3bIBAHME C [MEpPBHYHHIMH antuTenaMu. Idocne BHeceHwMs BTOPHYHBIX aWTHTEN,
KOHBIOTHPOBAHHEIX ¢ GHEepMEHTOM MEPOKCHAA30H, NOCEAHNE CBS3HIBAIOTCS ¢ NEPBHYHBIMH
aHTHTENIAMH, CBA3AHHLIMU CO CTPENTOMMIMHOM Ha cTeHxax nyHku. Ilocne goGasnenus
cybeTpaTa, a 3aT€M CTOM-PEAarcHTa, M3MEpAETCH ONTUYeckas IUIOTHOCTH PACTBOpA IpH
450 um. ViaMepenHasa onTHYECKas NIOTHOCTh HAXOAWTCS B 0OpaTHOM 3aBHCUMOCTH OT
KOHLEHTPAUMH CTPENTOMMIMHA B IpalyHpOBOYHOM PacTBOPE ¥ CTPENTOMKIMHA B pacTBOPE
npobhl. Maccosad KOHUEHTpalUMs CTpeNTOMMIMHa P oOpaslie onpejcnsercs Ho
rpagyMpoBOYHOH 3a8BUCHMOCTH, IIOCTPOSHHOM € HCIONL30BaHHEM 6 TPaly¥pOBOYHBIX
PacTBOpOB.

5 TpeGopanus GezonacnocTn B Tpe6oBanKHe K KBaHpHKANUH onepaTopos

5.1 O6mue TpeboBanns GelonacHoCTA

Tlpu BEIMONHEHMHM paCoT B COOTBETCTBHM ¢ XaHHOH METOAMKONM IepcoHall NOJLKEH
3HATh U CTPOro cOGMOAaTh Ha paboucM MecTe TpeGoBanus:

e anexrpo6ezonacHocty 1o 'OCT 12.2.003;

e mnoxapHoii 6esonacHoct o F'OCT 12.1.004;

e Texuuky Ge30macHOCTH npu pabore B XUMHUYECKOH JIabopaTopHu B COOTBETCTBUM
€ MHCTPYKLHMAMH, YTBEPKICHHEIMM B YCTAHOBJICHHOM NOPSAKE;

e TEeXHUKU GE30MACHOCTH, H3/IOXKEHHEIE B HHCTPYKWAM MO KCIUIYATallki CPECTB
U3MepcHUii 1 0GOpYA0BAHHSA, HPHMEHIEMBIX TIPH NIPOBEACHUN H3MEPCHHIL

5.2 TpeGoBaung k xBaARPHKALAHE ONEPATOPOS

K npoBenenuio pabot no KanHoi METOAMKE AOINYCKAIOTCA JIMLA, HMCIOIIME BhICHICE
CHeuMaasHOe WIH Cpejiiee creluanbioe obpasoBaHue No NPoQHit0 BHINONHAEMEIX paboT,
npowexuHe o6yyeHue npueMaM paGoTsl Ha 0GOpyAOBaHHH, OCBOMBIIHE BHIIIOJIHCHUC BCEX
onepanuii, MNPEAYCMOTPEHHLIX METOAMKON, BlaJCIONME TEXHUKOH  MOCTAHOBKM
HMMYHO(EPMEHTHOTO aHAIH3a.,

6 YcaoBus BHIDOJHEHNHS H3MepeHnil

Ipu BEINOIHEHNN H3MEPEHHTT B TaGOPAaTOPKH AOJDKHBI GLITH COGIIOAEHS! CElyIoIMe
YCIOBUA:

® TeMIepaTypa OKPYXalOIETo BO3Ayxa OT muoc 20 °c ;10 moc 25 °C;

® TemmepaTypa IpH NPUrOTOBJeHHH pacTBoposB (20 + 2) °C;

e OTHOCHTENbHAN BIAKHOCTH Bo3Ayxa He Gonee 80% npu remmepatype 25 °C.

7 YcaoBna RHKYGALHM MHKPOTHTPO pIX IJAHHIETOB B nome
ngAHM'-iFHH@P, ~="
IIpu orcyrcrBum  MHKYGarTo, 7] ] IPHHIC  IUIaH
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25°C;

® HE AOVKHO IPOUCXOAHTS IONajlaHHE NPAMEIX COMHEUHRIX JyYeli Ha MNARIIET;

® IMaHIIET HE NO/UKCH MOABEPraThCA BO3ACHCTBHMIO CHMJIBHBIX €CTECTBEHHBIX WK
VICKYCCTBCHHBIX NIOTOKOB BO3/{yXa, BH3BAHHLIX, HAIIPAMED, NPHHYAUTENBHON BEHTHIIAUHNEH;

® C LENBIO YCTPAHCHHs BO3ACHCTBHA XONOMAHO# MOBEPXHOCTH CTOAA, HA KOTOPOM
HAXOJAHTCH TUIAHIIET, PEKOMCHAYCTCHS NOMEIATh MO HETO TEIUIOM3ONALMOHHENH MaTepual,
HanpuMep, CI0KCHHOE B HECKONBKO CIoeB GYMaKHOE NOJIOTEHIIS;

® @NpH HM3KOH OTHOCUTENEHON BIAKHOCTH BO3IAYXAa M HANMYMM BO3IAYMIHEIX
TMOTOKOB € HEMbI0O YCTPAaHCHMA BO3MOXKHOCTM HCHAPEHUA CORCPIKMMOTO NYHOK
PEKOMEHAYETCA MOKPELIBATH ILIAHILET IUICHOH «napadiibM» WIH 3aKJEHBaTh CKOTYEM;

® B 0COOBIX Cllydanx, KOTOPHE OroBopeHsl no Tekety MBH, Tpebyerca noMemars
TUIAHILICT B 3aLHIICHHOE OT CBETa MECTO, HAMPHMED B AIMMK CTOJIA.

8 YcnoBun xpaHeHHS Habopa peareHToOB

Xpaseuue HaGopa pearcHTOB OCYICCTBAAETCA B XONOAWILHUKE NPH TeMNepaType ot
mmoc 2 °C go wnoc 8 °C B OPHIrHHANBHRIX (IAKOHAX M yHakoBke. MHKPOTHTPOBANbHEIE
MaHmeTH MO/KHE XPaHWTECA B IUIOTHO 3aKpHTO# ymakoBke. JlomonHMTENbHEIC
PEeKOMEH/AIMM 110 XpaHEHNIO Habopa peareHTOB MPUBEACHE! B HECTPYKITMH NPOH3BOAMTEN.

9 IloaroToBKka K BLINOJHERHIO H3MePeRHH

9.1 Ort6op o6pa3nes

Ot6op o6pasznop m anamsa nposoast no CTh 1036. OroGpantbie o6pasusl MoryT
XPaHUTECA B 3alIHMIEHHOM OT CBETA MECTe NPH TeMneparType ot mmoc 2 °C go mwmoc 4 °C B
TeyeHue 2-x AHeH WK B 3aMOPOXXCHHOM BHAE NPH TeMmepatype He Brie mMunyc 18 °C B
TeueHue 14 aueii. Ilepen npoBeieHHEM OArOTOBKY Mpo6 110 1. 9.5 3aMopoXxeHENE 06pa3ub!
[OmKHBI OKITh pa3sMOPOXKEHBI IIPH TeMuepaType oT mwnoc 2 °C ao wnoc 4 °C.

9.2 TIloarcroBka aadopaTopHoii mocyanl

CunbHO3arpa3HEHHYIO J1aGopaTopHyl0 ITOCYAY NPCARAPHTENEHO obpabarnsaior
XpoMmoBo#i cMechio. JlaGopaTopHy0 Nocy 1y nocie MOHKH B pacTBOPE CRELHANU3HPOBAHHOTO
MOIOIIEr0 CPEACTBA IIPOMBIBAIOT BOXOIMPOBOAHOM, OIIONACKHBAIOT JUCTHUIMPOBaHHOH
BOJO# 2 pa3a 1 BbICYLUHBAIOT.

3anpernaerca:

® MHOIOKpPaTHOE HCIOJIb30BaHHE OAHOPa30Boil IaGopaTopHOli MOCY kI

®  HCNONB30BaHUE ORITOBBIX MOOIIMX CPEACTB JUIA MOMKH NabopaTopHoit nocynsl.

9.3 IlpuroroBieHHEe PACTBOPOB

9.3.1 Hpurorosnenue PBS—Gydepa
B KOHUWYECKYI0 Konfy BMecTHMOCTH0 100 cv® unn 250 om? (8 3aBicuMOcTH oT 06beMa
TIPUTOTABIMBAEMOr0 pacTBOpa) HPHIMBAIOT H03aTOPOM MM IMIMHADOM ANMKBOTY
10x xonnenrpata PBS—6ydepa, noGasmmnor BuAMHEApoM B 9 pa3 GoRbIIHiA 10 OTHOMEHMIO K
ofseMy MOOaBICHHONM AaNKMKBOTHI KOHMICHTPaTa o0ObeM IHUCTHIUIMPOBAH] 1m
TepeMENmMBAIOT PacTROD. i a\ﬁ \“\\
Iz
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rae N, — KONMYECTBO AaHAIM3HUDPYeMuIX o00pa3uoB MONOYHOH  CHIBOPOTKH,
BOCCTaHOBJIEHHOH CYXOH MO/XOYHOH CHIBODOTKH, YiOTypTa, Kedupa, CMeTaHk,
¥, — o6bem PBS—Gydepa, NpUroTaBIMBaeMoro B 3amac, cM’ (e Mesee 1 cM°).

PBS—Oydep NpHroraBiMBaeTCs HEMOCPEACTBEHHO IEpef MHCHONB3OBAHUEM M
XPpaHCHHIO HE MOJICKHT.

9.3.2 TIpurorosiaenne 10 % pacrsopa TBHH-20

B Mepuyio KOGy BMECTUMOCTBIO 50 CM® [103aTOPOM NOMEINAIOT HABECKY TBHH-20
macco#i 5,00 r, B3Bemennyio ¢ Tounocteio 10 0,01 T, HaBecky pacTBOpmIOT B 20 — 25 cM’
JUCTHUIMPOBAHHON BOALI, AOBOAAT A0 METKH JUCTWIIMPOBAHHOH BOJOK M TINATENILHO
{IepeMEmMBaIOT.

10 % pacTBOp TBMH-20 XpaHAT 3al[UINEHHBIM OT ACHCTBUN CBETa B IOTHO 3aKpRITOMH
CTCKIAHHOM nocyae He 6onee 3 MecAnEs.

Jlonmyckaerca Mcnoab3oBark roroBelii 10 % pactBop TBuH-20, KOTOpPHIi XpaHAT B
COOTBETCTBHH ¢ MHCTPYKIMEH NPON3BOHTENS.

9.3.3 Ilpurorosaenne PBS—Gydepa c TBEHOM
B xonnueckyio kon6y Bmectumoctsio 100 cm’ i 250 cm® (B 33BHCHMOCTH OT 06BEMa
NpPUroTaBIMBAEMOr0 pacTBOpa) NPWINBAIOT KO3ATOPOM MIM IWIMHAPOM aJTHKBOTY
10x konuenrpara PBS-6ydepa, nobasnsmor uunuaapoM B 8,9 pas 601b1uii no OTHOMICHHIO
K 00beMy ROGaBNECHHOM aNHMKBOTHI KOHIEHTpaTa O0OBEM JMCTHIUIMPOBAHHOH BOAHI H
NepeMennBaloT. 3aTeM B Konby goGammmor posatopom 10 % pactBop TBHH-20,
[pUroTOR/ICHHBA 1o M. 9.3.2, 06beMOM B JECATH pa3 MEHBIINM 0 OTHOIUCHMIO K 00bemy
nobaBneHHol anVYKBOTH KOHIIEHTPATa, ¥ IEPEMELIHBAIOT pacTBop.
O6BpeM HUCIIONB3YEMOi AMHKBOTHL V, cm’, konnenTpata PBS-6ytepa paccuntiiBaercs
Ha OCHOBAHMHU KOJIHYECTBA aHATM3NPYEMEIX 06pa3rioB no Gopmyse
_0,8N, +8N,+V,
10 ’
rae N, — KONHYECTBO aHANH3HPYEMBIX 0Opa3noB MONOKa,
N, — KonMYecTBO aHAK3HPYEMBbIX 00pa3LIOB MACla, ChIpa, TBOPOra;
V, — o6sem PBS—6ydepa ¢ TBHHOM, NpUroTaBIMBAaEMOr0O B 3amac, oM’ (me MeHee
1 cua).
PBS~6ydep ¢ TBHHOM MPHTOTABIMBAETCA HEMOCPEACTBCHHO [IEPEA UCTIONE30BAHKEM H
XPaHEHMIO HE TNOMJIEKHT.

vV 2)

9.4 TIloaroToBka HaGopa pearenToB

9.4.1 TipeABapHTeALHAS MOArOTOBKA H NPABH/IA 06patenus ¢ Habopamu peareHToB
EMABHIKA,

MHKPOTHTPOBAILHOTO TUIAHILETa, BHAEPKHESier T
25°C ot 1 po 2 4, AOBOAAT TEMIEPATYD,
25°C.
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pu paGore HeoOXOAUMO MCKIOYHTh TPAMOE TIONANaHWE CONHCUHHIX Jydeil Ha
KOMIIOHEHTHI Eabopa peareHToB.

PacTBops u3 Habopa peareHTOB CRENYET TOTOBHTE HENOCPEACTBEHHO nepen
nposepenueM UPA. Iepen Hcnonn3oBanieM XAMKME pearcHTH HEOGX0AMMO NepeMeIlaTh
OyTeM OCTOPOXXHOTO BpauleHHs MM IiepeBopadnBaHHA  ¢uakonos. He gomyckaercs
nepeauBaTh OCTATKH PEarcHTOB 0OPaTHO B OPUTHHANBHEIE (DIAKOHEL.

9.4.2 TloaroroBka MEKPOTRTPOBANLHOTO IIAHINETA

KonuuecTBo JTyHOK MMKPOTHTPOBANLHOTO TUTAHIIETA, HEOGXOAMMEIX U1 IIPOBEACHAA
u3mepennit N, , paccaHTRIBacTCA 110 Popmyie

N, =1242N,, 3
e  Ng, — KoamiecTso o0pa3los;

12 — KOJIMYECTRO JIYHOK JUIA TPafyUpOBOYHEIX PACTBOPOB.

MHKPOTHTPOBaNbHbIH IIAHLICT CO CTPHNAMM, NPEBAPUTEIBHO NOArOTORICHHEIC B
COOTBETCTBHE C 1. 9.4.1, BHHHMAIOT M3 YNAaKoBkM. B MAKPOTUTPORANLHEM INAHMET
NOMEIAIOT HEOGXOAMMOE KONMUECTBO CTPHIOB, PACCHMTAHHOE HCXOAA U3 TpeGyeMoro mis
TIPOBEACHMA H3MepeHHH KonmuecTBa IYHOK N, . OcTaBIIHECS CTPHNBI CPa3y ke IOMEINaloT

B YIIAKOBKY, 3aKPHIBAIOT M XPaHAT B COOTBETCTBHH C pasAcioM 8.

Pacnpeaenenue NMyHOK Ui TPajyMPOBOUHEIX PaCTBOPOB H NPO6 IPOBOAAT COrNAacHO
cxeme, npemtaraemoli mporpaMMHEIM obecrieuenueM «MaxSignal® ELISA Detection
Analysis System», ¢ yu€TOM BHIOJHCHHS NO [Ba MNapAJUIENBHEIX H3MEPCHUA
rpayHpOBOYHBIX PACTBOPOB M 06pas3iioB.

He pexoMeHjyeTcs OJHOBPEMEHHO HCTONL30BaTh Gonee mecrtn crpunos. Ecnu
HeoGxoauMo nposecTH u3MepeHue Gonee 18 o6pasuos, UPA BHINONHAETCA HECKONBKO pas3.

9.4.3 IipuroroBieHHe NPOMBIBOYHOIO PacTBOpa

OTMepeHHYIO /103aTOPOM ATHKBOTY KOHIIEHTpaTa IPOMBIBOYHOTO pacTaopa o6beMoM
or 1 20 9 cM’ NPUAMBAIOT B KOHHHCCKYIO KONGY BMECTUMOCTHO 250 cM® u noGasnmor
OTMEPEHHYI0O UWIMHAPOM BMECTHMOCTRIO 25 e’ wm 100 o’ (8 3aBuMCHMOCTH OT
noGaiseMoro  ofweMa)  gucTwiMposanmyilo  Bofy.  OOBeM  moGamnsemoi
JMCTHUTUPOBAHHOR BOABI AOMKEH Guith B 19 paz Gonwme, 4eM 00beM KOHLEHTpara
TIPOMBIBOYHOTO pacTRopa. Ilocie mepeMemuBaHus COACPKHMOE KOOB! NEPENMBAIOT B
CMKOCTh C 3aKpyduBaiouedica npo6koii. Ecim npurotroBAeHHBIH ofneM pacTBopa He
npemimaer 50 cM’, TO WA €N0 NPUrOTOBJICHUA X xpauemm MOIYT MCNONL30BATECS
1poOMPKH VIS HEHTPH(PYTUPOBAHHA BMECTHMOCTEIO 50 cm’. TIoxyyenHEi# pacTBop XpaHsT
npu Temneparype ot mwnoc 2 °C ao nmoc 8 °C pe Gonee 6-TH Helelb B CTCKIAHHOM WA
NOMHITUIIEHOBO# TIOCY IIe.

9.4.4 TlpuroroBieHHe KOHBLIOTATA AHTHTEN C nepoxcn.llmon Ne2

B CTEKNAHHYIO MPOGMPKY BMECTUMOCTHIO 5 cM’ mwin 10 cM’ (B 32BHCHMOCTH OT 06bema
NpHTOTABINBAEMOro pacTBopa) oT6uparoT Jxoaa'ropom anHKBOTY KOHILICHTpATa KOHBIOTaTa
aHTHTEN ¢ nepokcunasoit Ne 2 obpemoM He yeoweeD 5. J00aBIAIOT N03aTOPOM B 99 pas
GonsmmMii MO OTHOMIEHMIO K OGBeMy /7Bar i
pacTBopureiis A anTuren Ne2. Copag
NyTeM BPAIEHMs 3aKpLITO}! NpoGHpKH.
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O6LeM HMCTIONE3yeMOM ATMKBOTHL P, CM’, KOHHEHTPaTa KOHBIOraTa aHTHTEN C
nepokcunazoli Ne2 paccYUTHIBAETCH HAa OCHOBAHUM KOINHHECTBA WCIIONE3YEMBIX JIYHOK
MUKPOTHTPOBAJILHOTO IUIAHINETA 10 hopMyIte

y 150N, +¥, @
100
rae N, — KONHYECTBO JAYHOK MUKPOTHTIPOBAILHOTO ILUIAHIIETA, HCIOML3YEMBIX NpH

TIPOBE/IEHAM M3MEPEHHii, PACCUHTHIBACTCS 110 1. 9.4.2;
¥, — o6reM KOHBIOraTa aHTHTEN C HepoKcuaa3oi Ne 2, IPUroTaBaKBaeMoro B 3anac,

v’ (He Menee 200 MM’).
Konrniorar anTiren ¢ nepokcHaaszoll Ne 2 HpHroTaBiuBacTCcs HEHOCPEACTBEHHO nepes
nposegenneM UMA ¥ XpaHEHHIO He TIOANICHKHUT.

9.5 IToaroroska npob

9.5.1 IloaroToBka NPoG cHIPOTO, CTEPHAHIOBAHHOrO H HACTEPH3OBAHHOTO MOJIOKA

Jina noAroToBKH Nmpob KMcizons3yioT ofpaseli, oToOpaHHEIil B COOTBETCTBHA C . 9.1.
Josonar temneparypy obpasna or mmoc 20 °C no mmoc 25 °C, BrepxMBas €ro npu
KOMHaTHOH TeMIIepaType H TIIATEILHO NEPEMEIUBAIOT.

O6pasen MONOKA MEPEHOCAT B KOHMUECKYIO KONy BMecTHMOCThI0 100 cM® B TaxoMm
KOJIMYECTBE, YTOOH K0n6a 3amoAHMIAch NMPUMMEPHO AO NMOJOBHMHEI CBOSH BMECTMMOCTH, H
TIATE/IbHO NEPEMENTHRAIOT Ha BOPTEKCE.

Or oﬁpa:ma MOJIOK2 ¢ NOMOINBIO AO3aTOpa OTOMPAIOT NBS NapaLIENbHEIC npoﬁu
obneMoM 5 cM® B IOMEIAIOT B IpoGHpKA Uia UEHTPH(YTHPOBAHNA BMECTHMOCTEIO 15 oM.
Henrpudyrupyior npobs B crepyiomem pexume: 4000 g, S mun. Illnarenem win
HAKOHEYHMKOM J03aTOpa YNIAIOT BEPXHHH IKHpOBOH cio#f, o6pa3soBaBuimiics Ha
NOBEPXHOCTH MOJIOKA Tociie enTpudyruposanus. s 06e3:KMPEHHOro MONOKa OITHCAHHYIO
BEILIIE MPOLEAYPY 1O YAAICHHIO XHpa HE NPOU3BOJIAT.

Ot6upaloT [03aTOPOM ATMKBOTE OGEIKUPEHHOro Monoka obnemom 100 mv® u
MIEPEHOCAT B NpOOMpKM U HeHTpupYrH YIHpOBAHHA BMECTHMOCTEIO 2cM’. B mpobupxu
I0GaBNMOT OTMEpeHHBIe AozaTopoM 400 MM~ PBS-6ydepa ¢ TBUHOM, IPHUIOTOBAEHHOIO 110
n. 9.3.3, ¥ TIaTeNHHO NEPEMEIIMBAIOT COACPIKMMOE Ha BOPTEKCE.

ITonyuennsie noAroToBNCHHEIC MMpOOLI MCHONB3ylIOTCA A npoBedcHus H®DA.
Jonyckaerca XpaHeHue MOJATrOTOBJIEHHBIX Mpo6 npy Temneparype ot mmoc 20 °C ao mmoc
25 °C B TeueHHE JBYX JacOB.

9.5.2 IloaroroBka npod cyxoro MoJioKa

Jis moAroToBkH nMpo6 McnoiL3yioT o6pasen, oTo6paHHbIi B COOTBETCTBHMM C 11. 9.1,
JloBosaT Temnepatypy oOpasua ot mmoc 20 °C jgo mmoc 25 °C, Beiiepxusas ero npu
KOMHaTHO# Temmepatype. Ot ofpasua CyXxoro MojioKa OTOMpalOT RBE NapalieibHble
HaBeckd maccoli 1,00 r, B3BemIeHHEIE C norpemnoc'rmo 0,01 r. HaBecku iomeuiaror B
CTEKJIAHHBE IPOOGHPKH BMECTUMOCTHIO 10 cM® H B KaXIYI0 NpoGHMpKY NOGABIAIOT
OTMCPEHHBIE C TOMOMIBIO J03aTopa 9 CM’ MHCTH/LIAPOBAaHHOH BOABL. ConepKuMoe
npoOHPOK BCTPAXMBAIOT A0 IOJHOIO PacTB
15 MMH H NepeMenMBaloT.

OBe MapauicnbHsle HpoOsl  06BEM
LIEHTPHQYTHpOBaHHUA BMECTHMOCTBIO 1




poxume: 4000 g, 5 mun. IllnateneM WIM HAaKOHEYHMKOM JO03aTOpa YAAIAIOT BEPXHHH
XHUPOBO# CiIcH, 00pa3oBaBIIMiica Ha IOBEPXHOCTH MOJIOKA MOCHEe LEHTpHdyriupoBanus. Jins
06EKAPEHHOr0 MOJIOKA ONMCAHHYIO BHILIE NROUEAYPY MO YAAICHHIO XKUpPa HE npousno;m'

Ot16upaloT 103aTOPOM ANMMKBOTH! O00E3XHUPEHHOTO MOJIOKA oﬁ'bemou 100 mm® 1
nepeHocaT B OpOGMDKM Mmix LEHTpHYTH gonaﬂml BMecTHMOCTRIO 2 cM’. B npobupku
nNoGasamoT oTMepeHHEIe JozaTtopoM 400 MM~ PBS-Gydepa ¢ TBMHOM, IPHIOTOBAEHHOIO O
0. 9.3.3, H TIATENbHO NEPEMEIIMBAIOT COAEPKHMMOE Ha BOPTEKCE.

Ionyyennsle nOAroToBJNCHHEIE NPo0B HCNONB3YIOTCA ANS npoBeneHus VDA,
JlonycKaeTcs xpaneHKe NOArOTOBIEHHEIX Mpo6 mpH Temniepatype oT mmoc 20 °C mo mmoc
25 °C B TeyeHUE ABYX JaCOB.

9.5.3 Iloaroroska mpoG Horypra, kedpupa, cMETaHEL, MOJIO1HOMN CHLIBOPOTKH,
BOCCTAHOBJIEHHOH cyxoli MOJ09HOMN CHIBOPOTKH

Jna noaroToBKu nNpo6 HCone3yioT o6pasen, OTOOpPaHHEIR B COOTBETCTBHY € 1. 9.1.
JloBozaT TemricpaTypy NpeAcTaBieHHOro ofpasua ot mmoc 20°C  go mmoc 25 °C,
BBIICPIKMBAs €T0 IPH KOMHATHO# TeMIeparype.

CyXxyio MOJIOYHYIO CHIB }m'rxy BOCCTaHABAMBAIOT cleRylomuM obpa3om. B mepHsie
konbsl BMecTHMOCTEIO 100 cM™ moMemwatoT 2 mapalieNbHBIe HaBeCKH oOpaslia Maccoi
6,25 1, B3BELIEHHEIE ¢ norpeiHocThio He Gonee 0,01 r. K Hasecke npuanBaroT HeGOIBILMMM
nopuusaMu o 10 —-20 e’ DUCTHUTHPOBAHHYIO BOAY, [MEpEMEUIMBad COAECPKMMOe
BpalICHHEM KOO [0 NOJHOrO pacTBOPEHUA, 3aTEM JOBOAAT 0 METKK ANCTHILNMPOBAHHOM
BOIIOR ¥ IMEpEMENIMBAIOT.

Tpu Hammyuun B 06pa3ile HOTYpPTa YACTHY TBEPAOH KOHCHCTCHITMH HX OTOPACHBaIOT.
Tlepen B3sTHEM HABECKM HCIIBITYEMBI 0Opa3ell TIIaTENBHO NEPEMEIINBAIOT.

Or obpasna orGupalot ABe MapaieibHBIC HaBeCKH Maccoii 1,00 r, B3BemIcHHbIE C
Toqﬂocmo 10 0,01 r, H NOMEMAIOT UX B IPOGHPKH JUIA NEHTPHYrHpoBaHus BMecmmocnlo
15 cM®. B npoGupku ¢ npoGaMu I06aBNAOT OTMEPEHHEIE A03aTOpoM 125 MM® pearenTa win
O4MCTKH M IEPEMEIINBAIOT Ha BopTekce B Teuenne 30 ¢ Ha MAKCHMANIBHOR CKOPOCTH.

TTpoGupxu neHTpudyYrupyioT B ceayiomem pexume: 4000 g, 5 Mun.

Ho3saropom orOupator anuksorei o6pemom 100 MM’ M3 HIDKHErO (BogHOrO) Cnos,
u3beras nonagaHus B Hee BEPXHETO CHIOA XKHpa 1 HEPEHOCAT X B CICKIIHHHE npobupku
BMECTHMOCTEIO 5 cM”. B npoGupku no3aropom AoGasnsor 344 MM Gydepa s noBencHUA
npo6 Ne 1 1 TIIATENBHO NEPEMEMNBAIOT Ha BOPTEKCE.

TMonyyeHHnsle NOArOTOBIEHHEIE NPOOH HCMOAL3YIOTCA Ui mposeaeHus WA,
Jlonyckaerca XpaHEeHUe MOArOTORNEHHKIX MPoG npy TemriepaType ot nioc 20 °C no nmoc
25 °C B TedyeHHE ABYX YacCOB.

9.5.4 TloaroToBKa NpPo6 Macjia CIHBOYHOIO, CHLIPA, TBOPOTA

Jlns noxroTosku Npo6 KCHONE3YrOT o6pasew, OTOOPaHHEIA B COOTBETCTBHH C I1. 9.1.
OF6pasent Macna, OXTakKACHHKI KO TemmepaTypsl He Bhille MUHYC 10 °C, msmenpyaioT ¢
NOMOMIBIO TCPKM U TNepeMcmMBaioT. Y o0pasua ChIpa OTACIAIOT TECTO OT KOPKH,
NoJMMEpPHO-NapadMHOBOro MM BOCKOBOTO CIIaBa, M3MEIBYAIOT TECTO C MOMOIILIO TCPKH U
TiepeMelIMBaioT. JIOBOAAT TeMIeparypy oﬁpa:ma or mmoc 20°C go G,
BBIACPXKHBAsA €ro TIpH KOMHATHOU TGMBCPIIYEw 06pa3eu TBop
TOMOTEHH3UPYIOT, u3beraa oTaencHus Y Al

OT roMOreHM3MpOBaHHOIO OGpA3#
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1,00, B3gemenunie ¢ norpemmoctoio 0,01 r. HaBeckn momemaror B mpodupkm mia
ueHTpH(YrHPOBAHNA BMECTHMOCTEIO 15¢M’ M B kaxayio npobupxy xoGamasior
oTMepenHbie n03atopoM 4 cM® PBS-Gydepa ¢ TBUHOM, mpMTOTOBNEHHOrO mo . 9.3.3.
[pobupxu c npobamu BEEPXKUBAIOT Ha BOAAHOH GaHe npu TeMnepatype ot 50 °C no 55 °C
1O paciuiaBiicHHs NPoOkl, HO HE MEHee ABYX MHHYT.

3arem npobGHpky ¢ Npo6aMu HHTEHCHBHO BCTPAXMBAIOT Ha LICHKEpe MM BPYYHYIO B
TEYCHHE 5 MHH, TIOCNIE 4er0 LeHTpudYrHpyIoT B creayiomeM pexxume: 4000 g, 10 mun.

JlozaTopoM oTGupaoT aHKBOTH 06BEMOM 1 oM’ U3 HUKHETO (BoamHOTO) ci01, n3beras
nonajaHusg B Hee BepXHEro CJIOoS JKHPA, H NEPEHOCAT HX B CTCKINHHBIC NPOGHPKY
BMECTHMOCTHIO 5 M.

IMony4ycHHEIE TOATOTOBIEHHBIE NpPOOB HCMOAL3IYIOTCA INA NpoBelcHHa WDA.
HonyckaeTcs XpaHeHHe NOATOTOBJICHHBIX IIpo6 npu Temneparype ot wioc 20 °C jo mmoc
25 °C B TeUeHHE ABYX 4aCOB.

9.5.5 Honyuenne pa3baBieHHbIX PACTBOPOB npob

Ilpu moMydeHHM pE3yALTATOB M3MepeHuit npob OGonelMX, YeM 3HaueHMe,
COOTBETCTBY!OIEE BEpXHEH rpandue Auana3oHa rpaxymposku (10,0 HI‘/CMJ), . COTJIaCHO
n. 11.2 nporomsaT pa3GaBiieHHE NPHIOTOBICHHBIX o m. 9.5.1 —9.5.4 pacTeOpoB npoG
CACAYIONMMH PacTBOPHTCILAMM:

mpoGE! Macla CIIMBOYMOrO, Chipa, TBOPOra, MOJIOKA, CyXoro monoka — PBS-6ydep ¢
TBHHOM;

npo6si Horypra, kegupa, cMeTaHbl, MOJIOYHOH CEHIBODOTKH, BOCCTAHOBJIEHHO#H CyXOH
MOJIOHO# CHIBOpPOTKH — 6ydep M moBeaeHus npob Ne 1.

Pa3GaBaeHUIO JOMKHLI IOABEPraThCS CBEKEPUTOTOBICHHbLIE PACTBOPHI Npod.

IIpu npoBefieHHH pa3GaBieHus 0TOOpaHHbBIC J03ATOPOM AJIHMKBOTHI PACTEOPOB n?oﬁ
06beMOM V,, MM, IEPEHOCAT B CTEKIAHHBIE NPOGHPKH BMECTHMOCTEIO 5 oM® unu 10 cM’. B
npo6UpKy A0GABIAIOT OTMEPEHHEIH Ao3aTopoM 6ydep wa pasbasnenus npob o6vemom V;,
MM, U MepeMENLIMBAIOT Ha BopTeKkce B Teyenue 30 c.

Koapdnuuent pastasncuns K paccunteiBactes no popmyrne

K= VotV 5)
Ve
Beauuuns! ¥,, V; NOJDKHBL COOTBETCTBOBaTh YCHOBHIO (6), M BHIGMpaloTCa TakuM
ofpaszoM, 4ToOHI KOHIEHTpauMs CTPENTOMHIMHA B pa3GaBlieHHOM pacTBope npoGEi
HaxXo[WIach B AUaNa3oHE rpaJynpOBKH.
500 < (¥, +¥,) <1000 (6)

[Toaydennsie moAroTOBNEHHEE Npo6s Mcnonk3yloTca MiA nposefenns VDA,
JlomyckaeTcs xpaHeHHe MOATOTOBIEHHEIX mpo6 mpu Temnepatype oT mwmoc 20 °C po nmoc
25 °C B TeueHHE JBYX 9acOB.

10  BoinojHemHe H3MepenHil

10.1 OG6Gmme TpeGoBanus

Jna npoBeAcHNA M3MEPEHMIA HCION
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10.2 No3uposanue KOMIOHEHTOB HAGOPA PEATEHTOR H MOCJIEA0BATENBHOCTD
onepauuii UpH BLITIOJIHEHAH aHANIAIA

10.2.1 Buecenne rpagyHpOBOMHBLIX PACTROPOB H PACTBOPOB Npos

B JyHKM MEKPOTHTPOBANLHOTO IUIAHIICTA, PA3MEUCHHOTO COriacHo m. 9.4.2, BHocaT
OTOGpaHHEIE JI03aTOPOM JABE ANMKBOTH O0BHEMOM 50 MM’ KaKIOTO IPaAyMPOBOYHOIO
pacteopa. Kaxayio anukBoTy BHOCAT B OTHCIBHYIO JIYHKY, BHECEHWE IPOM3BOAMTCA B
nopajKe nospacmnux KOHIICHTpamuii rpaJyHpoBOYHEIX pacTBopos (T.€. 0,0, 0,5, 1,0, 2,5, 5,0,
10,0 ur/cm®). 3areM B COOTBETCTBYIONIME JIYHKH MHKPOTHTPOBAILHOIO IUIAHIIETA BHOCAT
OTOGpaHHEIE [03ATOPOM ANMKBOTH 0GheMoM S0 MM® JIBYX napa/ieNbHEIX Mpo6 KaXO0ro
obpasua.

10.2.2 JloGaBnenue pacrBopa anTHTea Ne 1

B kakayio NyHKY MHKPOTHTPOBAIBHOrO ILIAHIIETa BHOCAT OTOODaHHEBIC J03aTOpOM
100 Mm® pactBopa auturen Nel. [lepeMemmBaloT coAepKHMMOE JYHOK MEAICHHBIMA
KpyrOBHIMH IBH)KCHUAMM IUIAHILIETA 10 MOBEPXHOCTH CTOJNA B TEYCHUE 1 MHH.

10.2.3 HuxyGanns naanmera

TMomematoT nnanmer B MHKy6aTop npu Temnepatype ot wnoc 20 °C no nitoc 25 °C u
unkyOupytor B Tedenne 30 mun. Ilpm orcyrcTBMH MHKy6aTopa MMKpOTHTPOBANLHBI
[NAHIIECT WHKYOUpYIOT B TeweHue 30 MHH B NOMEIMEHMH OpH YCIOBHAX, YKa3aHHEIX B
pasnene 7.

10.2.4 TIpombiBKa NuIaHIIeTa

ITo okoHYaHUM HEKYGAlMH aKKYPaTHO YAAMIOT IWICHKY, 3aKPHBAIONLYIO NYHKH (ecnH
MHKYGanus NpOBOAKIACH B IIOMEINEH)H). BRUIHBAIOT COAEPKUMOE JYHOK IUTAHILETa Iy TeM
€r0 pE3KOro mepesopauyupanusi. IIpOMBIBAalOT TaHIIET TPH pasa, A00aBiiA mpu 3TOM
KaX[bii pa3 MHOTOKaHANBHEIM AO32TOPOM B JIYHKH IUIaHmIeTa 1o 250 MM’ IPOMBIBOYHOrO
pacTBOpa, IPUrOTOBIEHHOrO 1o 1. 9.4.3, 1 3aTeM BLUIMBAA €ro PE3KHUM NEpeBOpaYMBAHHEM
TUIaHIIETa.

PexoMeHayercs TPOROAMTH TPOLCAYPY NPOMEIBKH NAAHLIETA € NOMOMLIBIO
YCTpo#icTBa I3 OTMBIBKH IUIAHIIETOB, 3ajaBasi CICAYIOLHE [apaMeTpsl NpOrpaMMel:
KOJIM‘!GCTBO IMKJIOB MPOMBIBKH — OT 3 10 4, 00BbeM 3a1MBACMOr0 MOIOHICTO pacTBOpa —
250 mm’.

ITocne mocmEeAHEro NPOMBIBAHMA MUIAHMET MEPCBOPAYHBAIOT M YAAIMOT OCTATKM
KMJIKOCTH JIETKMM IOCTYKHBaHHEM MO MOBEPXHOCTH CTOJA, HAKPHITOrO CYXHM JIHCTOM
$unsTpoRanLHOlM GyMaru.

10.2.5 [obapaenne KOHBIOraTa AHTHTEN ¢ mepokcHAa3ol Ne 2
HeMe1eHHO 10C/IC Y/alleHHA OCTATKOB IPOMEIBOYHOIO PACTBOPa B NHKH NUTaHLICTA
NoGaBIAIT no 150 MM’ KOHEIOraTa aHTHTEN ¢ nepokcHa3ol Ne 2, NPHTOTOBIEHHOTO MO

. 9.4.4, u aKKypaTHBIMH KPYTOBBIMM JIBVDKCHHAMH TUIAHLICTa IIEPCMEIIUBAIOT COACPKUMOC
JIYHOK.

10.2.6 Hnkybanus nmaaHumeTa
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B TeueHe 30 MUH B 3aLUIIICHHOM OT CBETA MECTE IIPH YCIOBHMAX, YKa3aHHEIX B painene 7.

10.2.7 IlpombiBKa MIaHNIETA
IIpoMEIBAIOT ILTAHILET B COOTRETCTBHH € 11.10.2.4.

10.2.8 Jo6aBnenne TMB-cyGerpara

Heme/pieHHO NOCIE yIaNcHUs OCTATKOB npommnoqnoro PacTBODA B JIYHKM 1UIAHINETA
nobaBIAIOT OTMEpPEeHHEIE nosatopoM 100 MM TMbB-cyGeTpara, mocie 4ero cpasy ke
HaYWHAIOT OTCYET BPEMEHH MHKyOalnH. [lepeMemnBaoT COACPXUMOE TYHOK MEUICHHBIMU
KpYroBEIMH JIBYDKCHHMAMH IUIAHIICTA [0 OBEPXHOCTH CTOJA B TEYCHHE | MHH.

He nomycxaercs BRUIMBaTh OOPaTHO B OpHTHHAMBALI (ilakoH ocTaTKi cy0GcTparta Bo
u3bekaHue €ro KOHTAMHHALMH.

10.2.9 Muxy6Garms njaanmmera

IInanmer moMemaroT B HHKyGaTop npy TeMneparype ot rmoc 20 °C no mmoc 25 °C u
uHKYOupytor B TedeHMe 15 muH. TIpn orcyrcrBMM MHKy6aTOpa MHKPOTHTPOBAIBHEIA
IUIAHIIET HHKYOUPYIOT B TeueHHe 15 MHH B 3aIMIICHHOM OT CBETa MCCTE IIPH YCJIOBMAX,
YKasaHHBIX B pasgene 7.

10.2.10 3asepmenne peaknaH OKpPalIMBaHASA

Cpa3y e nocjie OKOHYaHNA BpeMeHH MHKYGalu| B JIyHKM IUaHIIeTa 200apisior no
100 MM’ CTONI-pearenTa, OTMEPEHHEIX JI03ATOPOM, K AKKYPATHEIMH KPYTOBBIMH {BIKESHUAMIA
TUIAHILIETa IEPEMENIMBAIOT COACPKHMMOE JTYHOK.

10.2.11 Usmepenne onruieckoli naorHocTn

HeMeuleHHO Mocfle NEpPEeMENIHBaHUs BHITHPAOT MUKpoduOpoBol canderkoid
HHXKHIOK HApY)XHYIO ITOBEDXHOCTD JIYHOK MJlaHICTa U H3MEPAIOT ONTHYECKYIO MIIOTHOCTh
AYHOK MIaHLIETa ¢ IOMOLIBIO ABTOMATHYECKOT0 MUKPOTIIARIIETHOrO hoTOMETpa NpH JUIMHE
BonHel 450 HM. M3MepeHns NMPOBOIAT B COOTBETCTBHE C MHCTPYKIMEH O 3KCILTyaTaLMM
npubopa.

11 OGpaGorka pelyIbTaTOB H3IMEpEeHRS

11.1 PacueT MaccoBoil KOHNEHTPARHH

IIporpamMmuoe obecnevyenne «MaxSignal® ELISA Detection Analysis System»,
paspaGoranroe BIOO Scientific Corporation (CIIIA), Kanee «IporpaMMHOE oGecneyeHHe»
npou3BoauT 00paGOTKY PpE3YNETSTOB M3MEpEHHI OITTMIECCKOH ILTOTHOCTH, BBENCHHEIX
ONepaTopoM ¢ NOMOLIBIO HHTEpdefica nporpaMMuoro 06ecnedcHuMs.

INporpamMmiioe obecrieueHHE BHINOIHAET TOCTPOEHHE IPayHPOBOYHOMN 3aBHCHMOCTH
OTHOCHTENILHO onTrueckol WIoTHocTH B/ B, ot HaTypalkHOIo norapu¢pMa KOHIEHTPAUH

CTPENTOMMLMHA BUAA
B/B,=a+b-nC, Y.

rie B — onrmyeckas IIOTHOCTh pacTBOpa CTPENTOMHLIMHA;
B, - onTHyecKad NMAOTHOCTh 1-ro OQ4YHOI'0 pacTBopa ¢ xouuempauneu
crpenrTomuna 0,00 ur/cm’;

C — KOHUEHTpanys CTPEHTOM
Pacuer ko3dduumeHTOB AMHEH
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Ha OCHOBaHMM map 3HaueHwit B /B, , InC, NONy4EHHHIX [ MATY rPajyMPOBOUHLIX
pacrsopos, rae {(i=2..6), C; — KOHIEHTpanus | -T0 rpagyMpOBOYHOIO pacTBopa, B —
cpeaHee 3HaUCHUE ONITHYECKOH MIOTHOCTH, PACCYMTAHHOE IO ABYM 3HAYEHHAM ONTHYECKOM
TLIOTHOCTH NapaJLICABHBIX H3MEPEeHHii i—T0 rPaflyMpOBOYHOIO pacTBOpa.

MaccoBas KOHIEHTPaIMA CTPENTOMHIMHA B NPoGe pacCYMTHIRAETCA Ha OCHOBAHMH
pe3yNbTaTOB H3MEpEHMi onTHuecKkoi IUIOTHOCTH PpactTBOpa NOATOTORIECHHON mpoGbi,
ko>dduieHToB AHHEHHO# perpeccu 1 PakTopa pasbaBacHUA MO GopMyIe

X-= F.exp(i/%:ﬂ], (®)

rae X — KOHUEHTpalua CTPENTOMHIMHA B ipobe, MKI/KT;

B, — orrTHyecKas IIOTHOCTH, TONY4EHHAsA IIPH K3MEPEHHH PacTBOpa MPo6H!;

F — ¢axrop pasbasnenus npobur, F =5,

IIpu nonyuesHu pe3yasTATOB H3MEpPEeHHit Po6 BEILIE 3HAaYEHHS, COOTBETCTBYIOMIETO
BepxHell rpaHuMne auama3oHa rpaxyupoBki (10 pr/cM®), BRIONHAOTCH ACHCTBUA
cormacHo . 11.2.

3a OKOHYATCNEHHEI pe3yJNLTaT H3MEPEHHI NPHHUMAIOT CpeaHec apHpMETHYECKOE
3HAYEHWE PEe3YNbTATOB ABYX M3MEPEHWH MapawicNbHEIX Mpod NpH BRHIMONHEHHUH YCIOBUS
nosropsieMocTn o 1. 11.3

X-= X+X ) ©)
rae X,, X, — pe3yAbTaTh ABYX H3MEPEHHIT MacCOBOH KOHLCHTPALMY CTPENTOMUIIMHA
B NapaJuIeNhHEIX Npo6ax, MKIT/KT.

OkoHYaTeNBHEI pe3yILTaT H3MEpEeHHit OKPYTJIAIOT A0 MNEPBOTO ASCATUIHOIO 3HAKA.

ECiM OKOHuATENBHKIH Pe3yNBTaT MaMepennii X OKAsHIBACTCA MEHBILC, 4eM mpefe
u3MepeHnit, To naercs OFHOCTOPOHHSNA OLIEHKA MacCOoBOl KOHIICHTPAINM CTPENTOMHIIMHA B
o6pa3le ¢ HCMONb30BAHUEM TIPEeNa H3MEePeHns cornacHo 1. 12.2.

ECITH OKOHUATEIBHEIM pe3ynsTaT naMepenuit X okassiBaercs Golbine, 9eM 3HAYCHHE
BepxHell rpaHHIB! JMana3soHa M3MepeHMil, TO JacTci ONHOCTOPOHHSA OLIEHKA MaccoBOH
KOHLCHTPAIMH CTPENTOMHUINMHA B 06pasie ¢ NCIOAb30BAHUCM 3HAYCHHA BEPXHCH rpaHMIb]
fpefesia H3MEPeHHi corfacko 1. 12.3.

11.2 Onpenesenue MaccoBoli KOHUEHTPANAN CTPEITOMHOHHA APH NONYYEHUH
Pe3yNLTATOB H3Mepenuii Gonbine 3JHAYEHHA, COOTBETCTBYIOIEro Bepxueii
rpaHHIe AHANA30HA TPaAyHPOBKH

IIpy NonydeHMM pe3yisTaTOB M3Mcpenmii 1NpoG  Gonmeime  3HayeHHI,
COOTBETCTBYIOIIEr0 BEepXHEil rpaHulUe Juana3oHa TpPaayupOBKH, IPOBOAAT
pa36ap;ienne pacTBopos mpob cornacHo m. 9.5.5.

B s1oM cnyusae npu o6paGoTke pesylIpTaToB M3MEPEHHH MacCOBOH KOHIEHTPALHH
CTPEITTOMANMHA B BHINEYIOMAHYTHX INpoGax mpu paciere mo dopmyne (8) ans
pasGaBNeHHEIX PACTBOPOB MpoG B KauecTBe (haxTopa PasOaBICHHA 3ajaeTcA 3HAUCHHCE,
paccuuTaHHOE 1o dopMyie

roe K — koadpdunueHT pasdasieH
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11.3 IlpoBepka NpHEMAEMOCTH Pe3yJAbTATOB H3MepeHHil, NONYUEHHBIX B
YCNOBHAX MOBTOPHEMOCTH
IlpoBepKy INPMEMIEMOCTH pPE3YNHTATOB HIMEPEHMI, NONYYEHHBIX B YCHOBUAX
IIOBTCPAEMOCTH, IPOBOAAT B COOTBETCTBHH ¢ TpeGoBanuamy CTh ICO 5725-6 cneapyiomum
ofpasom.
PacCYMTHIBAIOT PACXOXK/ICHAE MEXAY PEe3yNBTATAMU A3MEPEHHH MapallIensHbIX npo6
omHoro ofpasua X, - X,|, 3HaueHne KOTOPOIO CPaBHVBAIOT ¢ aGCOMOTHBIM 3HAYEHHEM

TIpe/ieNia IOBTOPAEMOCTH 7, . ECIIH BEIMONHEACTCA yCIoBHe
|X, - X,|<rys (1
TO 06a pe3yNsTaTa CUMTAIOT IIPHEMIIEMBIMU M B KAYCCTBE Pe3yNbTaTa M3MEpEHNH yKashiBaIOT
cpenHee apudMeTuueckoe 3HaueHue X , paccuauranHoe no gopmyrne (9).
ABcomoTHOe 3HaYeHWe Mpelesia NOBTOPAEMOCTH r,, , MKI/KI, PACCYMTEIBAIOT MO
opmyse
ry =0,01.r-X, 12)
e X - cpeaHec apudMETHIECKOE 3HAYEHHE PE3YIILTaTOB H3MEPEHHMI MapamienbHbIX
npo6 oxnoro o6pa3na, MKI/K;
¥ — OTHOCHTEJIEHOE 3Ha4EHNeE Mpe/ielia OBTOPSEMOCTH, NPHBEJCHHOE B TabmuLe 3, %.

Ilpy HepmmosHeHMH YCNOBMA (11) IIPOBOAAT MOBTODHBIE HM3MCPEHHH COMIacHO
pasneny 10.

12 Odopmaenne pe3ynbsTaTOB H3IMepeHHH

12.1 dopma npeacTaBaesAs  Ppe3yAbTATOB H3IMEPEeHHA C MCHOJIb3OBAHMEM
paciiMpeHHOM HeonpeAeIeHHOCTH

PesynsTaT W3McpeHMid, BriaBaeMull JaGopatopueli, MOXET OHITh NpCACTaRIEH B
BUIE

(X +U(X)), Mxr/xr

npy AOBepUTENLHOM BepoaTHocTd P = 0,95, K=2
me X - pe3yNbTaT H3MEpeHMii, MKI/KT, NMONMy4YECHHbIX B COOTBETCTBUM ¢ HaCTOAINCH
METOAMKOM M pacCYMTaHHSIH coracHo pasneny 11;

U(X)~- pacuidpeHHas HeonpeAeAeHHOCTh pe3yIbTaToB N3MEPEHHi, MKI/KT.

PaciuHpeHHYIO  HEompeACHeHHOCT: pesynabrara m3Mepenuit U(X) , mxr/kr,
PacCYMTHIBAIOT N0 (opMyne

Ux)=0,01-U-X, (13)

rae U — orHocuTennbHas pacilMpeHHas HEOHPECNEHHOCTh Pe3yibTaTa HM3MEpeHHi,
BEINOJIHAEMBIX B cooTBeTcTBHH ¢ MBU, %, npuseacHHas B Tadnune 1.

Ilpu Heo6xoaumocTm Moker ObLITh INPOBEACHA OLICHKA  pacHIMPCHHOM
HEONPEAEICHHOCTN M3MCPCHHMIA, BHIIONHAEMEIX B COOTBETCTBMM C JanHoi MBMU mnpu ee
peaamn3aluy B KOHKpeTHO#H JlabopaTopnu.

12.2 dopma npeacCTaBICHAS pe3ys
KOHUEHTPAHM CTPENTOMHIN

Eciu xoHeunwi pesynsTar
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n3mepenns X,, , paBHB{ 5,0 MKI/Kr, TO ZaeTcs OZHOCTODOHHAS OLCHKA MacCOBOi
KOHLIEHTPALMH CTPENTOMKLMHA B 00pa3sLie C HCMONE30BAHHEM IPENENa H3MEPCHHS, B MKI/KT
Mmenee X 0>

rae X,, —3HaueHHe Hpe/ieNna HIMEPEHUHA, NPHBEACHHOE BHIIE.

12.3 d@opma npeacTaBiieHHS PEIYALTATOB B BH/IE OAHOCTOpORHEii OLEHKH MaccoBoi
KOHUEHTPAUMM CTPENTOMHIMHA ¢ HCHONL3OBAHHEM 3HAYeHHs BepxHed
rpaBHNIbI AHANIA30HA HIMEPeHrH

Ecnu KoHeunbli pesyipTarT u3Mepenmii X okasnBaeTcs OONbIE, yeM 3HAYCHHE
BepxHel TpaHMIBI JA@ana3oHa H3Mepenmii X,, , pasHoe: 250,0 Mxr/kr, TO paercs
ONHOCTOPOHHSAS OLEHKA MAacCOBOHl KOHHEHTpauMM CTpeNTOMHIHHA B ofpasne ¢
WCIIONIB30BaHNEM 3HAUCHHS BEpXHeH IpaHAIH AMANa30HA H3IMEPEHUIE, B MKI/KT

Gonee X, ,
rae X,, — 3HauyeHWe BEpXHEH rpaHuILl IMana3oHa H3MEPeHMit, NPHBEIEHHOE BHILIE.
AL

13  KoHTpPOJL TOYHOCTH pPelyJbTaTOB H3MepenHii

KoHTpons KkauecTBa MPOBCCHMA W3IMEpPEHHIl BRIMONHACTCA C MNEPHOAHYHOCTRIO,
YCTaHOBNEHHOM cHCTEMOt MEHEKMERTA KauecTBa B IaGopaTopuH, HO 06A3aTENBHO:

® [pH BHEAPEHWH METORMKY;

® @IpH MNOABJEHWM (AaKIOPOB, BIMAIOIIMX Ha CTaGMIBHOCTH mponecca Mo
pe3yNLTATAM aHaM3a KOHTPOJIBHEIX KapT;

®  TpH 3HAYMMBIX U3MEHCHHAX B YC/IOBHAX HIMEpeHHit (Ipyras NapTHs pearcHTOB,
HOBBIE CPEACTBA U3MEPCHHI, peMOHT 060pyOBaHA W T.A.);

e nps mOOLIX BHIMBIEHHHIX HECOOTBETCTBMAX B pabGore maGopaToph,
TNPUMEHUTENBHO K MCTOAHKE BRIINOJTHCHUA usmepeﬂni’l.

13.1 OnepaTuBHBIii KOHTPOJL Pe3yJILTATOB, HOJYYEeBHbIX B YCROBHAX
NOBTOPAEMOCTH

OnepaTvBHEIR KOHTPONB NOBTOPACMOCTH BEHINORHAETCA JUIA KaXAoi npobm mocie
H3MEPEHUS KOHIICHTPAHK CTPENTOMHIMHA NPH PacueTe KOHEYHOTO PE3YNFTaTa H3IMEPCHUH
110 pe3yNbTaTaM ABYX NapalICIBHBIX ONpeseacHu B cooTBeTcTBHM € 1. 11.3.

13.2 IIpoBepka NpHEMIEMOCTH Pe3yNbTATOB H3MEPeHRH, NOAYIeHHLIX B
YCJHOBHAX NPOMEXYTOTHOM NPenH3IHOHAOCTH

IIpoBepKy NpPHEMNIEMOCTH Ppe3yikTATOB M3MEpeHHMif, NMONYYEHHRIX B YCHOBHAX
NPOMEXYTOUHON NPEUM3HOHHOCTH ¢ M3IMCHMOMMMHCS (aKTOpaMH  ONeparop-BpeEMs,
NIPOBOAAT B COOTBETCTBHH ¢ TpeGoBaHuamu CTB HCO 5725-6 cneaytoruuym oGpasom.

Jla6opatopua mony4aer ABa Pe3yIbTaTa H3MepeHHl 7,,7(—2 cornacso paspeny 10,
BapbHpYsA (aKTOPE NPOMEKYTOUHOMN MpeuU3MOHHOCTH (OnepaTop, Bpems) U obecrieumBas
KOHTpOJIE MoBTOpAcMocTn mo m. 11.3. 3a pezynwraT M3MepeHUil NpUHMMalOT CpexHee
apupMEeTHIECKOE 3HAYCHHE JBYX PC3YJILTATOB 7,};

* \ " HOpWaTsnoi
7-MUHCK CIOKYMeHTaRNW 4, ™
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[X-X,] < co,, (15)
rae CD,,. —abcoMmOoTHOE 3HaUCHNE KPUTHIECKOM Pa3HOCTH, MI/KT, PaCCUMTHIBaEMOE 110
¢dopmyne
CD,,.=0,01-CD-X, (16)
rae CD — OTHOCHTENBHOE 3HaYE€HME KPUTHYECKOH pasHOCTH, NPUBCAECHHOE B
tabnuue 3, %.
13.3 Ilposepxa NpHEMIEMOCTH Pe3yNbTATOB H3MepeHHH, MONYYeHHBIX B
YCJA0BHEX BOCOPOM3IBOANMOCTH

IlpoBepKy HpPHEMIICMOCTH pe3YNbTaTOB W3MCPEHMI, NONYYECHHHX B YCIOBHAX
BOCIPOH3BOAHMMOCTH, NpPOBOAAT B COOTBETCTBHH c TpeGoBaHAIMH
CTB HCO 5725-6 cnemyiomum obpazom.

Kaxnas u3 ayx naGoparopuii npoBoguT HW3MEpeHHA corgacHo pasacny 10 u
TIONIY4aeT pe3yAbTaT H3MEPeHHH, obecneynpas KOHTPOIL MOBTOpseMOCTH MO 1. §1.3.

PaccuMTBIBAIOT CpefHee apHdmeTHuecKoe 3HAYCHHME X, Mxr/kr, pe3ynLTaToB
n3Mepenuii 1Byx naGopatoputt X, u X, COOTBETCTBEHHO
3 X, +X,

2

PaccuuThIBalOT aGCONMIOTHOE pAaCXOKJACHME MEXAY pe3yNbTaTaMM  H3MepeHui
i)_(,—X’z , TIONYYCHHEIMM B ABYX Na00paToOpusx, 3HAYEHHE, KOTOPOTO CPaBHHBAIOT C

a7

abcomoTHLIM 3HaUCHMEM KpUTHUECKO# pasHocTi CD, . Ecau Beinonnsercs yciosue
|X,-X,| < cD,, (18)
To 06a KOHEYHBIX pEe3yNbTarTa, MOJY4YCHHEIC ABYMs JIa0OpPATOpHAME CHHTAIOTCH

IpuemaeMbiMu H oflice cpeaHee 3HayeHMe X , paccyuranHoe no gopmyne (17), mMoxer
ObITH MCIIONB30BAHO B KAYECTBE 3ajABJAEMOro pesysTaTa.
AGcomoTHOE 3HaYeHHEe KpHTHYeckoid pasHoctH CD, , MKI/KT, pacCUMTHIBAIOT HO

¢opmyie
CD, =0,01-k-CD- X, (19)

rie X — cpeauee apupMETHUYECKOE 3HAYCHUE Ppe3YAbT4TOB H3MEPCHUM ABYX
nabGopaTophuii, MKI/KT;

k - xo3dduumenr, pasueii 1,2;

CD - OTHOCHTENHHOE 3HAYCHHE KDHTHIECKOM pa3HocTH, %, NpHBEACHHOE B
Tabnuue 3.

Tlp MpeBHIUECHMM 3HAYCHUS KPHTHHECKOM DasHOCTH JUIA paspellicHHs pa3iduui
MEXAY pe3yNbTaTaMM, NOJYYEHHBLIMHM ABYMs NaGopaTOpHaMM, HCNONB3YIOT MPOLICAYPSI,
ykasaHHbi¢ B pasaene 5 CTb UCO 5725-6.

G50 ameanean 8 Do N
) 5ep, 80 RN
05,_"0 G G\Q \\’o)
K s %’ 0/ U1aea mayune .\,
. < e 2.3
DM”A % -~ TeaHnur Rl -
Anararns) % (3] e
- I HOR MR 1R B0G >
O, b
MEQ * 8 2\ ACKY e anun /3



Tabamma 3 ~ OTHocHTeNLHLIE 3RAYCHAS] NPEACIa NOBTOPAEMOCTH, KPHTHYECKO
Pa3HOCTH B HOPMATHBA KORTPOJIE HPABHIALHOCTH

Juana3on Ipenen Kprraieckas HopMmatus xompoml
H3MEpeHHH, MKI/KL | ITOBTOPSAIEMOCTH pastocts CD, % npasunsnoctd K, , %
r.,%
oT 5,0 ro 250,0 10 2 19
BKIOY.

13.4 KouTpoar npansibHOCTH

KoHTpons mnpaBMNEHOCTH ONPERENCHMA MaccOBOM KOHIIEHTPALMH CIPEITOMHLMHA
MpPOU3BOAKTCS MyTeM aHanu3a o6pa3uoB wis konTpois (OK) ¢ 3apaHee H3BECTHRIM 3HAYEHUEM
KOHIIeHTpalmm BenmecTBa (paGouan npoGa ¢ noGaBKoit).

KonTpons npapmisHOCTH NPOBOAMTCA C MCNOAE3OBaHMEM AOGABOK CTPENTOMMIMHA.
Heonpenenennocts arTeCTOBAHHOTO 3Ha4YEHHA MACCOBOM KOHUCHTpalMH crperrromuimia 8 OK
He JIOJDKHA MPeBLIAThH OAHOM TpeTH OT 3HAYEHHA HEONPEACICHHOCTH PE3YLTATA H3MEPEHUIA.

13.4.1 OK, npeacraBasiomue coboii paGoune npo6rl c nobaskoii

JlanHeie o0pasupl ig KOHTPOJs NpeacTasmor cofoii HaBecky mnpoOsl, MaccoBas
KOHILICHTpAIMA CTPEITOMMIMHA B KOTOpolf McHee mpeneina u3Mepenus nannoii MBH, B
KOTODYIO BHECEHA I0GaBKa pacTBOpa cTpenroMmuia. JIo6aBKka BHOCHTCH HENOCPEACTBEHHO B
npoGUpk ¢ HaBeckaMH (aIMKBOTaMM) mpoG. 3HayeHme MacCOBOH  KOHIEHTPALMH
cTpenToMuMuMHa X, B ripobe ¢ fobaBKoH pacCUHTEIBACTCA 110 Gopmyrte

X = CST . VSI’

am 3

m
rae Cg; — KOHLCHTpaLMs pacTBOpa CTPENTOMHUIMHA, Hr/em’;
— 0GBEM PACTBOpa CTPEITTOMHIMHA, cM”;

m —Macca HaBecKH npo6kl, I.

IIpaMedanne: NPAHUMAETCA, YTO IJIA CHIPOTo, NACTEPH30BAHHOIO, CICPWIH30BAHHOIO
MOJI0Ka Macca 77 YUCIICHHO paBHA 00BEMY ANHKBOTEI, Cl

Bennuuna Maccoroli KOHIEHTpalMM CTpenToMMITAH2 B Npobe ¢ nobapkoil MOMkHA
HAXOIUTLCA B JMaNa3’oHE H3MCPCHMIA.

Jina BHeceHHA NOGABKM MCIIONB3YeTCA PacTBOP CTPENTOMMIAHA, NPHTOTOBNEHHbIH K3
CTpenTOMMIHHA CyAb(aTa B COOTBEICTBMH ¢ mpHiaraeMoil HHCTpyKuMeii. Jlomyckaerca
HCTIOIL30BaTh YIS BHECEHMA 100aBoK rotoppie Spike-pacTBOpHL, npu  YCHOBHHM, HYTO
OTHOCUTENIbHAS CTAHAPTHASI HEONPENEICHHOCTS JOGARICHHON MACCOBO# KOHLEHTpaluH HE
npespimaer 3 %.

(20)

13.4.2 [IpoBesenne KOHTPOALHOH NpoNERYPHE
THonyyarot pesyneTarsl nsmepennit OK B cooTseTcTBHM © TpeGoBanmamy pasaena 10.
3a pe3syNLTAT KOHTPONBHOTO M3MEPEHHA NPHHAMAIOT PE3YNLTAT M3MEPEHHA MacCOBOH

KOHHEHTpPAUHH CTPENTOMHMUMHA z B OK, Mxr/kr, paccuuTasHbili mo dopmyne (17) npu
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rae K, — OTHOCHTENbHLIK HOPMATHB KOHTDOMS IpPAaBWIBHOCTH, %, NPUBENCHHEIH B
Tabnunge 3.

X, — YCTaHOBNCHHOC 3HAYCHHWE MaccoBO¥ KOHHEHTpauuu crpemromMuuuHa B OK,
MKI/KT.

Ilpy HEBENTONHEHMH JAHHOLO YCIOBHA KOHTPOMABHYIO IIpOuEAypy HOBTOpAioT. Ilpw
MOBTOPHOM  HEBRUIOJHEHWM yCROBMA (21) BBUICHAIOT NPHYMHEL, NPHMBOAAIIHE K
HEYAORIICTBOPUTEIIEHBIM pe3yJIbTaTaM, H NPUHMMAIOT MEPBI IO MX YCTPAHEHMIO,

13.5 KoHTpoab cTabHILHOCTH Pe3yabTATOB HIMEpeH Uil ¢ NPUMeHEHHeM
kouTpoabHbix kapt Hlyxapra (KK)

C nomompio KK kOHTpORHPYIOT ClieAyIomue MOKa3aTeNH TOYHOCTH:

e nosropaecMocTs (R-kapTa wiM kapra pa3mMaxoB);

e  pamM4Me CMEMCHUs WIH NpaBWILHOCTH (Recovery-kapra).

IMoaroroeka ¥ odopmieste UCXOMHBIX AaHHLIX, pacuers! napamerpos KK, Benenue,
ynpasienne 1 untepnperanus KK DoIpKHEL OCyIIECTBIATECS B COOTBETCTBHE € TpeGoBaHuaMHU
[ 311 CTB UCO 5725-6-2002, pasznen 6.

Jlna mpoBepkH cTaGMIBHOCTH COOTBETCIBHS pPE3YIbTATOB KCTIBITAHHE TOKa3aTeNnIM
MOBTOPAEMOCTH, YCTAHOBJICHHRIM JaHHOM Meromuxo, nmpumensmorcs KK ¢ samanHbvm
CTaHIapTHBIMY 3HaueHusAMH. B stoM cayuae mwis moctpoenns KK ucnonesyioT nokasare: s
TNIOBTOPAEMOCTH B COOTBETCTBHH ¢ Tabmmieit 1.

Dpumeuanye: [Tpn npumenerym KK B Teuenne murenssoro spemens, s pacyera rpanuu KK moryr
65ITh MCIONBE30BAHE! JaHHLICE W3MEPEHUH, HAaKOIIEHHEIE B mpolecce beacHus u obpaborkn KK. Oanako
COOTBETCTRIE Pe3yNbTATOB H3MepenHil TpeGoBanusaM 1aHHON METOIMKH MOKET GbiTh 3aRICHO TOALKO B TOM
Clydae, €CNM FMOKa3aTelbk TOBTOPAEMOCTH, PAaCCYMTaHHBIA IO HAKOIUICHHLIM JabopaTopHelf MaHHRIM,
CTATHCTHYECKY HE NPEBBLINACT YCTAHORNEHHEIX METOMKOH 3HaUECHHE.

Jlns nocTpoeHus U BefeHus R-kapt B kauecTse oOpasuos s koHTpons (OK) moryt
HCcnos30BaThCA paboune oGpasuel.

Jina moctpoeHus u BedeHHA Recovery-kapt mcmomssyiorcs OK, npeacrasasiomme
coboii paGoume mpoGH ¢ HoGaBKaMy pacTBOpa CTPENTOMMUIMHA, MPUTOTOBJCHHOTO W3
GEH3WICTPENTTOMYLIMHA KanueBOod MM HATPHEBOH CONMM B COOTBETCTBHH C NpHIaraeMoii
uHcTpyKuueH. IIpeapapHTeNBHO YCTAHOBICHHAA MacCcoOBasi KOHHNCHTPaUUa CTPEIITOMHALIMHA B
JdaHHEIX npobGax Oe3 mobaBku AODKHa OGHITH MEHEe npelcida u3MEpeRns daHHoi MBH.
PexoMeHAyeTcss BHOCUTH 100aBKy CTPeNTOMMIMHA B O0pasLibl JUIS KOHTPOIA Ha YPOBHE
MAaccoOBbIX KOHUEHTpauuii B pabounx npobax.

13.5.1 PacueT napameTpoB, BeAeRHe H oopm.ieHHe JaHHbIX, HETepnpeTanug KK
pa3smMaxoB ajad KouTpoas crabnnbHocT CKO noropsiemocTd

PaccuMTRIBalOTCA 3HAa4€HMA LECHTPANbHOH JHMHMM, IpaHWI{ PpPEryaupoBaHHI R
npeAyNpEeXAAIOLIMX IPaHHL 0 hopMyam
o IlenTpansHas nMHUA
d,-o,=1,128-0,, (22)
rae o, - otHocuTensHoe CKO nosropseMocTy, %, nmpuse/ierHoe B Tabmune 1.
e [Ipexynpexnaiomue IpaHHLbI
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UCL=D,0o,=3,686-0, (24)
I'paduyeckoe nocrpoenne KK cocTOMT B mpopeseHuu Ha BpiGpaHHOi mKane
LUEHTPAJBHON NTVHHA H KOHTPOJbHLIX TPaHWIL.
Benenve KK npeaycmarpusaet nabop nauneix X, , X, » TIPH BEITOJTHEHMH HCTIBITaHUi
OK B ycnopusax NOBTOPAEMOCTH B MOJHOM COOTBETCTBHM C METORMKOM, pacuera
¢aKTUIECKHX OTHOCHTEILHEIX 3HaUeHuii pasmaxa W no dopmyne (25), opopmuernu Jlucra
nannsix KK u Hanecenus qanHbix Ha KK.
= 200'|Xl “le
XX,
rie X, X, —3HaueHHE pe3yNbTaTOB H3MEPEHNi B YCIOBHAX IIOBTOPAEMOCTH.
Hureprnperamus panusix KK ocymecrsasercs B coorsercteunc |3 ], m. 7.
Onenky CKO mnoBropsemoctu S, 32 KOHTPONHpYEMEd MEpHOJ NONYy4aloT Mo
Gopmynam (25), (26)

w (25)

S, =H—_", (26)

me N —ofmee uncio u3mepeHui (touek) a KK, ang nomyyenns 3naueHuil ieHTpansHO#M
JTHHWH | rpaHul; HeobxoauMo, ytober N =15..20;
d, — xo>bdunuenr, d,=1,128.

13.5.2 PacueT napamMerpoB, BeAenue i odopmiresise AaRALIX, HHTEPNPETARRS
Recovery-kapT ANl KOHTPOJIA CcTACHILHOCTE NPABIILHOCTH
PaccYMTHIBAIOTCA 3HaYeHMs NEHTPANbHONM JIMHMH, TPAHHMLl PEryaMpoBaHmsi u
npeaynpekJaromux rpanun no dopmMynaM
e [l{eHTpanbHas maHUA
ZN:Rec,.
ﬁ&:ﬂ—l—v——, @7

rae N —xonmiectso w3mepenuik s pacuera 3HaYeHMi NEHTPaNLHOMN JIMHKM M IPaHALl .KK;
Rec, — 3nauenme wzenenenus (Recovery), %, pacCHTRIBACMOE IO PE3YNILTATAM [-TO

H3Mepenms npobl ¢ nobankoit crpenToMuImna, o GopmMyne
Rec, =—2£.100, (28)
(] X"‘,
rie X, — MaCCOBas KOHIICHTDAIA CTPCITOMMLKHA B Ipobe ¢ soGasKoit, nomydeHHoe A
i—T0 W3MEPEHNA, MKI/KY
X,,, — paccuMTanmoe 3HaUCHHE MaccoBOMH KOHTEHTPALMH CTPENITOMMIIHA B [pobe ¢
X0GaBKoii, MKI/KT.
¢ Jlpeaynpexaaoimue rpaHAIb
UCL =Rec
e T'paHHIEBI peryaHpoBaHUs
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UCL=Rec+3-Spe LCL=Rec—3-Spy (30)
THe  Sgy-— CTAHJAPTHOE OTIVIOHEHUE U3BNCUEHHA, %, paccyMTBIBAEMOE 1O (opMyIic

¥ (Ree-Re,)
l N-1 &b

I'papnueckoe nocrpoenwe KK cocrout B nposeaenvM Ha BbIOpanHO# 1ikane
LIEHTPATIBHOM JINHUK Y KOHTPOJIBHEIX I'PAHHIL.

Begenne KK mpenycmarpuBaer Halop JaHHEIX eAMHHYHBIX M3MepeHuit X, mpm
BEINONHeHyM HcnbiTanuii OK B cooTBeTrcTBHM ¢ MBH, pacuera (aKruueckux 3Ha4cHMi
Koadhduimenra ussnedenua Rec, no dopmysne (28), odopmnennu Jlucra nanaeix KK u
HaneceHms aaHHbIX Ha KK.

Hurepnperanmsa raaHeix KK ocymecrsnsercs B cootBercTBum c [3 ], m. 7.

Siec =

14 HopmaTHBHBIE CCHUIKH

B Hacrosel MeToguKe HCIIONBL30BAaHB! CCBUIKH Ha ClIeAYIomue AOKYMEHTBI!

TFOCT 8.010-99 T'ocynapcTBeHHas CHCTEMA o6ecTieyeHA EAMHCTBA N3MEPECHUH.
MeTtoauKa BHIIONHEHHA H3MepeBHii. OCHORHBIC MOJIOKEHHs

I'OCT 12.1.004-91 Cucrema cranaaproB GesonacuocTu Tpyna. Ioxkaphan
Gezonacuocts. O6ue TpeGoBaHus

'OCT 12.2.003-91 Cucrema crasgapros 6e3onacHoctu Tpyaa. O6opynosatue
npoussoacreentoe. O6mue Tpebosanns GezonacHOCTH

TOCT 1770-74 Tocyna MepHad staGopaTopHas cTelisHnas. L{uInHApE, MEH3YPKH,
KONOHI, MPoGUpKH. OOILIHE TEXHUYECKUE YCIIOBHA

T'OCT 6709-72 Boxaa nucrunnuposanias. TEXHHYECKHE YCIIOBHA

IrOCT 12026-76 Bymara ¢unstpoBanssad naGoparopnas. TexHudyeckue ycnosus

T'OCT 241042001 Becu taGoparopukie. O0mue TeXHHUeCKHe TpeboBanmi

I'OCT 25336-82E Hocyna u obopyaosanue naGoparophsie crewpisubie. Tunel,
OCHOBHBIE TAPAMETPhI K Pa3MEPHI

I'OCT 2849890 TepMOMETPH KMAKOCTHHIE CTEKDIHHBE. O6IME TexHmycckne
Tpe6opanmsa, MeTos menbITaHuiH

TOCT 29227-91 Iocyna naGoparopHas cTeiHHadA. I[luneriu rpajyHpoBaHHbIe.
Yacts 1. O6mue TpeGoBaHUA

CTB 1036-97 [IpoAYXTH NUILEBHIE H NPOJOBOILCTBEHHOE CHIPhE. MeTo/b

ot6opa npo6 1 onpeAceHHA OKasaTesne# GelonacHocTy.

CTB UCO 5725-6-2002 TounocTs (IPaBIILHOCTS Y NPEIM3HOHHOCTE) METOMOB
pesysbTatoB m3mepenuii. YacTs 6 Hcnonnsosanue 3uauennii
TOYHOCTH Ha npalmnce

I'OCT 25336-82 Iocyna n oﬁopynonax-me 71a60PATOPHEIE CTCKIAHHEIE. Lump,
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Bubanorpadns

[t]

VAM Project 3.2.1 Development and Harmonization of Measurement Uncertainty
Principles Part (d): Protocol for uncertainty evaluation from validation data,
V.J. Barwick and S.L.R. Ellison, LGC/VAM/1998/088

{2] 1ISO21748:2010 PykoBOACTBO 1O HCIIONB30BAHMIO OLICHOK NOBTOPACMOCTH,
BOCHIPOM3BOANMOCTH H NPAaBHIBHOCTH IPY OLCHUBAHUH HCOMPEACNCHBOCTH
HU3MCPEHHA

[3] |TOCTP 50779.42-99 (MCO 8258-91) Crarucrugaeckue MeTonsl. KoHTpoNsHEIC KapThl

HlyxapTa
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https://meganorm.ru/Index/75/75794.htm

