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HpI/IMCHeHI/IC METOOUKHU I/I3MepeHI/Il7I TpU UCII0JIb30BaHUU

SR TECT-CUCTEM <<HPOI[OCKPI/IH® HNDA-TTeHuLmuIuH» BO
TocynapcTBeHHas nporpamMa «HaykoeMKre TEXHOIOTMH U TEXHUKa» Ha

YKA3AHUE O 3AJIEJIE 2021-2025 rozs!
Pewenue xosuteruu EQK Ne 28 ot 13 ¢eBpasis 2018 r., BXOAUT B niepeyeHb

:ﬁg&;ggﬁ; crangapros k TP EADC 051/2021, TP TC 021/2011, TP TC 033/2013,

A TP TC 034/2013

NPUMEHSAEMOCTD [Mpu u3MepeHusx B chepe 3aKOHOAATEIBHON METPOJIOTHHM, a TAKXKe BHE €€

PA3OCJIATH Bcem aboHeHTaM

NPUJIOXEHUE Ha 2 nucrax

HU3M. COIEPXXAHUE NUSMEHEHUWS

1

HanMeHOBaHHe METOOMKY U3MEPEHUH U3JI0KHUTH B HOBOM PEIaKLUK:
Cucrema obecrieyeHus eAMHCTBA U3Mepenuii Pecrybnvku benapychb

MACCOBAS 1I0OJI51 AHTUBUOTHUKOB I'PYIIIILI ITEHULIUWJIJIMHOB B ITPOAYKILIMH
JKUBOTHOI'O ITPOUCXOXAEHMA
Meroauka usMepenuii merogom UDA c ucnosbzoBanueM Tect-cucteM PENICILLIN ELISA u
«(TPOJTIOCKPUH" UDA-TTeHULALTARY

JIucTtel 2-25 3aMEHUTB.
JIuctel 26-30 BBECTH

CocTaBui CornacoBain
[TpoBepun H. xoHTp.
W3meHenue

BHEC




YTBEPXOAIO

3amecTutens g opa no oLueHke
COOTBETCTBU M

A.[.lLleBuoBa-PoHuHa
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AKCMNEPTHOE 3AKINKOYEHUE
no pesynbTaTtaM METPOSIOrnYecKon aKCnepTu3bl
n3seLleHns o6 nsMeHeHUn MeToanku (Metona) U3MepeHui

O6o3HauyeHune U MBU.MH 5336-2015 «MeToaunka BbINONHEHUA U3MEPEHUIA coaepKaHus

HaMuMeHoBaHWe: aHTUOMOTUKOB rpPynnbl  MNEHUUMINIMHOB B MPOAYKUMM  >XUBOTHOrO
npovucxoxageHuss metogom WDPA C  uCNonb30OBaHMEM TECT-CUCTEM
npoussogcTea EuroProxima B.V., HugepnaHnabi»

Paspabotuuk:  WHcTUTYT Brooprannyeckon xummum HAH Benapycu

Ha meTponoruyeckyto aKcnepTusy npeacraBsieHbl crnegyoume JOKYMEHTbI:
1 WsBewieHue 06 nameHenum Ne1 MB.MH 5336-2015.

Mo pe3ynbTatam MeTPONIOrMYEeCKOW IKCNEePTU3bl YCTAaHOBIIEHO:

1 WsBeweHnem o6 nameHeHun Ne 1 HanmeHoBaHWe METOAMKN U3MEHeEHO Ha «Cucrtema
obecneyeHns eanHcTea namepenuin Pecnybnukn Benapycb. MaccoBasi gons aHTMOMOTUKOB
rpynnbl NEHULUNNMHOB B MPOAYKLMUN XXUBOTHOrO MpoucxoxaeHus. MeTtoauka uamepeHui
METOAOM NDA G NCnonb30BaHUEM TECT-CUCTEM PENICILLIN ELISA n
«MPOAOCKPUHA®UDA-MeHnUmMnnunH».

2 [llpepcraBneHHoe wusBeweHne 06 usameHeHun Ne1 MBWU.MH  5336-2015
cootBeTcTByeT TpeboBaHusam TOCT 8.010-2013 «locypapcTBeHHasi cuctema obecneyeHus
efuHcTBa namepeHuin. Metoguku BeinonHEHUS namepeHnin. OCHOBHbIE MOMOXEHUSY.

3 3ameyvyaHus W MNpeanoXeHus B YacTu METPONOrnyeckmx Hopm u TpeboBaHui
OTCYTCTBYIOT.

4 WNameHeHne N 1 He pacnpocTpaHseTcss Ha paboune XxapakTepucTuku, BKKYas
nokasaTenun TOYHOCTU U3MEPEHNIA, METOLMKN N3MEPEHWNIA.

G S ’ g s
HavanbHUK oTAEN UCNbITaHU NULLEBOA o
~ ~ /
N CENbCKOXO3SAIVCTBEHHOW NPOAYKLMK by, ~— H.B. Bowyna
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“BEAOPYCCKHH POCY,[[APCTBE}IHBIIT'I
HHCTHTYT METPOAOTHHA”
- Beal'HM -
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Ha Na

CBUOETENBLCTBO Ne 898/2015
o6 arrectauun MBW

MeToauka BbINOMIHEHUSA U3MEPEHUN
coaepXaHUs aHTUOMOTUKOB rpynnbl NeHUUUIIIMHOB B NPoayKUuu
XWBOTHOro NnpoucxokaeHuns merogom MDA ¢ ncnonb3oBaHmem TecT-cucrem
npouzsoacTea EuroProxima B.V., Hnaepnangbi

MeToauka BbINONHEHUS1 uamepeHuin, paspatotanHas OO "KomlpoaCepsuc", u perna-
MeHTMpoBaHHaa B MBU.MH 5336-2015 «Memoduka ebinosiHeHusl usMepeHul codepxaHusi
aHmubuomuxoe 2pynnbl MeHUUUWIUHO8 & MNpoJdyKyuU XUBOMHO20 MNpoucxoxoeHus
memodom UDPA ¢ ucnonbioeaHueM mecm-cucmem npouszeodcmea EuroProxima B.V.,
HudepnaHobi», attectoBaHa B cooTBeTcTBUN ¢ [OCT 8.010-99.

ATTecTauua ocyllecTBreHa no pesynbraram MEeTPONorMvyeckon aKCrnepTusbl marepua-
NoB No paspaboTke u akcnepumeHTanbHomMy uccnegosanuio MBU.

B pesyneTate artrtectauum ycrtaHoeneHo, yto MBW cooTtseTcTBYeT npefbsasngemMbiM K
HEN MeTposiornyecknm TpeboBaHnsiM n obnagaeT creayloWwmMmMn OCHOBHBIMW METPOMOIMYECKN-
MW XapakTepucTuKkamMu rnpu NpuHATON AoBEpUTENbHOU BeposaTHocTh P=0,95:

I o OTHocK- | OTHoCUTEND-
[nana- | TenbHoe g;:g;iﬁ%?gf_ Has OTHocuTenbHas
30H ua- CTaRAapTHoe" - T e Hipo- CyMMapHas |paclivpeHtas He-|
Buabl npoayKLmmn mepe- |OTKIOHEHNE MESKYTOHOM cTaHgapTHas onpen?n%HHocrb
R, | MOBTOPAC- oo namonHocTu| oo PEAST L,
MKT/Kr MBETH o o [MEHHOCTb U, | K =2 P =95 %
o,, % firay %
T2 5
Meaco no 160,0 g 6,0 F§ 14
| BKIIIOM.
Menoko ceipce, nactepusoBaHHoe, ctepu- | ot 0,16
MA30BaHHOE, MOMOKO CYX0e BOCCTaHOB- no 8,00 43 6,6 8 16
neHHoe BKITHOY. )
; ot 1,00
| Monoko cryweHrHoe no 32,00 43 6.6 8 16
BKIIOM. | -
Teopor, cblp (MSAFKWWA, MNONYTBEPABIA,
TBEpAbI, CBepXTBEpAbli), Macno Ccnus
BOYHOE, KOKTEhnn MOTIOHHbIS, KUCTON 79 9 18
NMoyHble npcaykTbl (AOrypT, CMeT, !
Kedup, naxra u T.M.), MOPOMKEH i
| MOJOYHOWN OCHOBE

T.A. Konomueyn
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BBoaHas yacTh

HacTosmmit  TOKyMEHT yCT@HABIMBAE€T METOJUKY H3MEPEHHMM MacCOBOM  JIOJIH
AHTUOMOTHKOB IPYIINBI NEHAIMUIMHOB (OCH3UINEHUIMIIIMEA, aMINIUIUIHHA, aMOKCUIIMIIIMHA,
OKCallWJUIMHA,  [HUIEpalUIdHa) B MsAce  (MBIINBI),  CHIPOM,  [ACTEPHU30BAHHOM,
CTEPUIM30BAHHOM, CYXOM BOCCTAHOBJICHHOM H CTYIIEHHOM MOJIOKE, MOJIOYHOW CBIBOPOTKE,
BOCCTAQHOBJICHHOM CYXOM MOJIOYHON CHIBOPOTKE, TBOpOre, ChHIpe (MSIKOM, IIOJIYTBEPIOM,
TBEPIOM, CBEPXTBEPIOM), Maclle CIMBOYHOM, KOKTEHIISIX MOJIOYHBIX, KHCIOMOJIOYHBIX
npoaykrax (Morypre, cMeTane, keupe, maxre H T.I1.), MOPOJKEHOM Ha MOJIOYHON OCHOBE.

MeronrKa W3MEpeHUi peHa3HaYeHa /I IPUMEHEHHUS IPY U3MEPEHUM MacCOBOH TOTH
QHTUOHUOTUKOB TPYIIIILI TIEHAIAUIMHOB' ¢ ucronb3oBanueM TecT-cucteM PENICILLIN ELISA u
<<HPOI[OCKPI/IH® HNOA-Tlenuuumany (Dajiee — TECT-CUCTEMA).

Jlviana3oHbl H3MEPEHHUH 10 HACTOSIIEH METOAMKE H3MEPEHUH COCTABIISAIOT:

- nuig Msica — oT 2,5 Mxr/kr 1o 160,0 MKr/KT;

- I MOJIOKa CBIPOTO, ITaCTEPH30BAaHHOIO, CTEPUIIM30BAHHOIO, MOJIOKa CyXOro
BoccTaHoBeHHoro — ot 0,16 Mxr/kr mo 8,00 MKr/KT;

- A1 crymeHHoro Mosoka — ot 1,00 Mxr/kr mo 32,00 MKr/kr;

- IS TBOpOra, Chipa (MATKOTO, MOJYTBEPIOrO, TBEPHOro, CBEPXTBEPIOTO), Macia
CIIMBOYHOTO, KOKTEHIEH MOJOUHBIX, KHCIOMOJIOYHBIX POAYKTOB (Horypra, cMeTaHbl, kedupa,
MaxTel ¥ T.II.), MOPOXKEHOIO HA MOJIOYHOM OCHOBE, MOJIOYHOHM CHIBOPOTKH, BOCCTAHOBJICHHOH
CyXO¥ MOJIOYHOM CBIBOPOTKH — OT 2,5 MKI/KT 10 160,0 MKr/KT.

[Tpenensl U3MEPEHUH N0 JaHHOH METOUKE H3MEPEHUN COCTABIISIOT:

- uIs Msica — 2,5 MKI/KT,

- Ul MOJIOKa CBhIpOTO, IACTEPH30BaHHOIO, CTEPHIM30BAHHOIO, MOJIOKa CYXOTo
BoccTanoBJIeHHOro — 0,16 MKI/KT;

- Ui crymerHoro Mojoka — 1,00 MKr/kr;

~ I8 TBOpOTa, ChHIpa (MSATKOrO, IOIYTBEPAOro, TBEPIOTO, CBEPXTBEPHOroO), Macia
CIMBOYHOTO, KOKTEHIEH MOJIOUHBIX, KHCIOMOJIOYHBIX MPOAYKTOB (HOrypTa, cMeTaHbl, kKedupa,
MaxThl ¥ T.IL), MOPOXEHOTO Ha MOJIOYHON OCHOBE, MOJIOYHOH CBIBOPOTKH, BOCCTAQHOBJICHHOH
CyXOM MOJIOYHOM CBIBOPOTKH — 2,5 MKI/KT.

Meroquka H3MepeHHii IpelHasHayeHa Ul IPUMEHEHHs IpH H3MEpeHHsx B cdepe
3aKOHO/ATENIFHOM METPOJIOTHH, & TAK)KE BHE €€, B TOM YHCIIE B CIEIYIOMKUX 00J1acTsIX:

- obecredyeH e 3alMThl )KU3HUA U OXpaHa 3I0pOBbsl YEIIOBEKA,

- IPOBEIEHUE MCIBITAHUN U OCYIIECTBICHHE KOHTPOJIS 32 COOTBETCTBUEM NPOAYKIMHA H
ChIpBs TpeOOBaHUAM 3aKOHOJATENBCTBA,;

- IPOBEZIEHUE Tab0PATOPHO-AUATHOCTHYECKHUX MCCIIEI0BAHUH.

MeToxrKa M3MEpEeHHii MOXeT IPUMEHSTHCS B HCIBITAaTENBHBIX 1ab0paTopusx J00o#
IPHHAUIEKHOCTH [IPY UCIIBITAHUSX COIVIACHO YKA3aHHOH BBIIE 00NACTH NPUMEHEHHS C LENbIO
OTIpesieIeHUsl B POIYKI{MH >KUBOTHOTO IIPOUCXOXKICHHS aHTHOMOTHKOB IPYIIIIBI HEHUIUILTHHOB
IpY OLEHKE COOTBETCTBHA TPeOOBAHMAM TEXHMYECKAX HOPMATHUBHBIX IPaBOBBIX aKTOB B
06J1aCTH TeXHUYECKOr0 HOPMUPOBaH¥s U craHapTu3anuy (nanee — THITA) u 1u1st HHBIX LeneH.

1 HopmaTuBHbI€ CCHITIKH
B HacTosIIIeH METOIMKE M3MEPEHHUH HCIIONIB30BaHbI CCHUIKY Ha ciemyromue THITA:

CTBb 1036-97 IIpOMyKTHl MHINEBBIE ¥ POIOBOIBCTBEHHOE CBHIpbE. MeToIbI
oT60pa Mpob IJis ONpeeIeH s IToKa3aTenel 6e30macHOCTH;

! MaccoBasi 1ONs AHTUOMOTMKOB TpYNIbl MEHWLMUIAHOB B COOTBETCTBMH C JAHHOM METOAMKOH
W3MEpeHni OmpeleNnseTcs Kak CyMMa MaccOBbIX JoJed OCHSHINCHMLUMWUIMHA, aMIHMLMUIMHS,
aMOKCHULIWIJIMHA, OKCAlUWUIMHA, MUIlepalliIMHa B TMEPECUETEC Ha OEH3WINEHULIUUIUH C Y4€TOM
NePEeKPECTHON YyBCTBUTEIBHOCTH, CHELU(UUMPYEMON MPOM3BOAMTENEM /Uil BBIUICYKA3aHHBIX TECT-
CUCTEM.
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CTB ISO 5725-2-2022

CTB ISO 5725-4-2022

CTB UCO 5725-6-2002

'OCT 8.010-2013

['OCT 12.1.004-91

'OCT 12.2.003-91

I'OCT OIML R 76-1-2011
'OCT 1770-74

I'OCT 6709-72
['OCT 12026-76

TounocTe (HIPaBWJIBHOCTE ¥ IPELU3HOHHOCTH) METOLOB H
pe3ynbTatoB u3MepeHud. Yacte 2. OCHOBHOH METOA H3MEPEHHUs
IIOBTOPSIEMOCTH X BOCIIPOM3BOAMMOCTH CTaHJAPTHOIO METOoJa

U3MEDPEHUI;
TouynocTs (IPaBWIBHOCTH M INPELU3MOHHOCTb) METOLNOB H
pesynbTaToB  m3MepeHu#. Yacte 4. OCHOBHBIE  METOJbI

OTIpeJIeNICHHUs IPAaBUIIBHOCTH CTAHIAPTHOIO METO/Ia U3MEPEHHIHA;
TounocTs (IPaBUIBHOCTE M TPELH3HOHHOCTH) METOJOB H
pesyabpraroB u3MepeHuit. Yacte 6 Mcmonb3oBaHHE 3HAYEHHH
TOYHOCTH Ha IIPAKTHUKE;

[ocynapcTBeHHas cucreMa OOECHEYEeHHUs €IHMHCTBA HM3MEPEHHH.
MeToauKy BEITONHEHHS H3MepeHu#. OCHOBHBIE ITOJIOKEHHMS,

Cucrema  craHgapToB  OesomacHocTH  TpyAa.  Iloxapuas
6e3omacHoCTh. O6mue TpeboBaHus;
Cucrema craHmaproB OesomacHocTH Tpynda. OOopynoBanue

npou3BoacTBeHHOE. ObImue TpeboBaHus 6€30MaCHOCTH;

Becsi 1aboparopusle. O0Imue TeXHUIeCKue TpeOOBaHUs,

[Tocyna mepras laboparopHasi cTeKIsHHas. [[MIUHAPEI, MEH3YPKH,
KOJNOBI, TpoOupku. OOIIME TEXHUUYECKUE YCIIOBUS;

Bona nuctriimipoBaHHasi. TeXHUYECKUE YCIIOBHUS,

Bymara ¢uisTpoBanbHas 1abopaTopHas. TeXHUUECKHE YCITOBUS,

'OCT 25336-82 Ilocyna u o6opymoBaHue abOpaTOpHbBIE CTEKJISHHBIE. THIIBL

OCHOBHBIE ITapaMeTPbI U PasMEPHI,
ITocyna maboparopHas crekisHHas. [IumeTkd rpamyupoBaHHEIE.
Yacte 1. O6mue TpeboBaHusl.

ITpumeuanue — [Ipu NOIB30BaHUK HACTOSILIEH METONMKOM H3MEPEHHH LIEIECO00Pa3HO MPOBEPHUTH
neticteue ccoutounsix THITA Ha oduumansHoMm caiite HaumonansHoro ¢onma THITIA B rmobanbHOM
KOMITBIOTEpHOM ceTy MIHTepHeT.

Ecnu ccutounbie THITA 3aMeHeHb! (M3MEHEHBI), TO MPU MOJIb30BAHUM HACTOSLIEH METONMKOM
U3MepeHul ClefyeT PYKOBOACTBOBaThCs nAekcTByromumu BzameH THIIA. Ecnu ccbuiodHbIE THIIA
OTMeHeHbl 0€3 3aMEHbl, TO INOJIOYKEHHE, B KOTOPOM [laHa CChUIKa Ha HHX, NMPUMEHSETCS B 4acCTH, HE
3aTparuBarolei 3Ty CCHUIKY.

I'OCT 29227-91

2 ToyHOCTH H3MEPEHHUH

Hacrosimasi MeTOZMKa HM3MepeHwi ofOecreduBaeT H3MEPEHHs MacCOBOM  [I0JIH
aHTHOHOTHKOB IPYIIIbI IEHHLIMUIHHOB B IHANa30HaX M C MOKa3aTe/ MK TOYHOCTH, YKa3aHHBIMU
B Tabmure 1.

B pesynpTaTe OLEHKM IOKA3aTeNsl IPaBUIBHOCTH IS JAHHOW METOMMKH HU3MEPEHHH
ObLIa yCTAHOBJIEHA HE3HAYMMOCTh CMEIIEHHMS BO BCEM IMAala3oHe M3MEPEHUH IUIL BCEX BUIOB
IPOAYKIMY COTJIACHO 00JIaCTH IIPUMEHEHHUS.

3HaueHUsT OLIEHOK OTHOCHUTENBHOW CYMMAapHOH CTaHJapTHOM HEONpPENEeICHHOCTH |
OTHOCHTEJIHOH PaCIIMPEHHOM HEONPeIENeHHOCTH IIPUBEIEHBI B TAOIMIE 2.

VkazaHHple B Ta0muuax 1, 2 METpPOJIOTHYECKHE XapaKTEPHCTUKH IIOJY4YCHBI Ha

OCHOBAHMH JAHHBIX KCIIEPUMEHTA, IPOBEJEHHOI'O B COOTBETCTBUHU C:
- mokasarenu npeuusuonsoct — CTh ISO 5725-2;
- TIOKa3aTej¥ MpaBHIBHOCTH — [1];
_ oLeHKH HeompenaeineHHocTd — [1], [2].
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Ta6auma 1 — OTHOCHTeNbHBIE 3HAYEHHS NOKa3aTejledl NMOBTOPSIEMOCTH H NPOMEKYTOYHOH
NpeNU3HOHHOCTH
OTHOCHTEJIBHOE
OTHOCHTEJIBHOE
CTaHJapTHOE
Juana3oH u3MepeHui VIAHIRPTHOS OTKJIOHEHHE
Buas! npoayKLMy ’ OTKJIOHEHHE .
MKI/KT NPOMEXKYTOYHOM
MOBTOPSIEMOCTH
: NPELU3UOHHOCTH
G, %0 0
G10)s Yo
Msico ot 2,5 mo 160,0 Bxirou. 5,7 6,0
MOJI0KO CBIpO€, aCTepU30BAHHOE,
CTEPUJIM30BAHHOE, MOJIOKO CYX0€ ot 0,16 mo 8,00 BxJIrOU. 43 6,6
BOCCTAHOBJIEHHOE
MOJIOKO CTyLIEHHOE ot 1,00 mo 32,00 BxJIIOY. 43 6,6
TBopor, ceip (MATKUH, MOy TBEPAbIH,
TBEP/bIH, CBEPXTBEPAbIIL), Macio
CIWBOYHOE, KOKTEHIN MOJIOYHBIE,
KHCJIOMOJIOUHBIE MPOAYKTHI (HOTYPT,
cMeTaHa, keup, naxTa u T.IL.), oT 2,5 1o 160,0 Brmtoy. 3.5 7.2
MOPOXEHOE Ha MOJIOYHOM OCHOBE,
MOJIOYHAs CBIBOPOTKA, BOCCTaHOBJIEHHAs
cyxasi MOJIOYHasi CbIBOPOTKA

Ta6auna 2 — OUeHKH HeonpeAeJeHHOCTH Pe3y/IbTATOB H3MepeHHil MaccoBol 101H aHTHOHOTHKOB

rpynnbl N€eHHNH/IJIHHOB

OTHOocUTENbHAS OTHOCUTENbHAS
Huana3oH cyMMapHas paciiupeHHas
Buapl npogyKuuu WU3MEPEHUH, CTaHJapTHas HEOIpeeNeHHOCTh
MKI/KT HEOTPEeIEHHOCTh U, %,
i Ue, %0 k=2, P=95%
oT 2,5 no
aen 160,0 BKJTIOY. g k4
MoOJI0KO ChIpO€, MaCTEPU30BAHHOE,
ot 0,16 no
CTepUIN30BaHHOE, MOJIOKO CyX0€ 8 16
BOCCTAHOBJIEHHOE L BT
ot 1,00 mo
MoOJIOKO CryLIeHHOE 32:00 BimoOY. 8 16
Tsopor, cbip (MATKHH, MOy TBEPAbIH,
TBEP/BIH, CBEPXTBEP/bIi), Macio
CJIIMBOYHOE, KOKTEMIIA MOJIOYHBIE,
KHUCJIOMOJIOYHBIE MPOAYKTHI (HOrypT, oT 2,5 1o 9 18
cMmeTaHa, kepup, naxTa 1 T.I1.), MOPOKEHOe 160,0 BrJIIOU.
Ha MOJIOYHOM OCHOBE, MOJIOYHas
CHIBOPOTKA, BOCCTAHOBJIEHHAs CyXas
MOJIOYHAsI CBIBOPOTKA
3 CpeacrBa u3MepeHHH, NporpaMMHoe ob0ecnedyeHue, BCIOMOraTe/ibHbIe

yCTpOiicTBa, MaTepHaJbl, PEAKTHBbI

[lpy BBHIOJHEHAM H3MEPEHMH NPHMEHSIOT CIEAYIOIIHe

CpeacTtea H3MepeHHﬁ,

nporpaMMHOE obecrieyeHue, BCIIOMOTraTeIbHbIE ycrpoﬁcma, MaTepualibl i pEaKTHBBI.

3.1 CpeacTBa U3MEpEHHH

HpI/I BBIIIOJIHEHH U I/I3MepeHI/II71 IIPUMEHAIOT CPEACTBaA H3Mep6HHﬁ, CBEEHUSA O KOTOPBIX

yKa3aHbI B TabIuIE 3.
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Tab6auna 3 — [IpamMensieMble CpeACTBA H3MEPEHH H

Tun cpencTBa U3MEPEHUI;

. MeTposioruyeckre U TEXHUYECKHE XapaKTepUCTHKH
MoaU(HKALKs CPEICTBA U3MEPEHUH

®otomeTps! yHUBepcanbHbie 300, - JMana3oH U3MepeHHs onTiuyeckoi riotHocTH: oT 0,0 10
®dotomeTp yHuBepcanbHbiii @300TII 2,0 b Ha anuHax BosH oT 340 1o 400 HM; oT 0 10 2,5 b Ha
niiHax BoJiH oT 401 mo 700 HM;

- TIpeAenbl IoITyckaeMol abCOMOTHOM MOrPEHOCTH MPU
W3MEPEHUH ONTUYECKOM MIOTHOCTH AJ1sl Axana3oHa ot 0 1o
0,400 B: £0,020 b;

- Tpelesibl IOMyCKaeMOoi OTHOCUTENbHOM NOrPEeIHOCTH NPH
W3MEPEHUH ONTHYECKOM IUIOTHOCTH s Auanas3oHa ot 0,401
10 2,500 b: £5,0 %;

~ TIpeJesibl IOMyCKaeMOoro CpeJHEro KBagpaTH4eCcKoro
OTKJIOHEHHS CJIy4aifHOM COCTaBIISIOLIEH NOrPEIHOCTH IIPU
WU3MEPEHUH ONTHYECKOM IUIOTHOCTH AJIs Juamna3oHa ot 0 1o
0,400 B: +0,006 B;

- TIpeJesibl JOMYyCKaeMOro CpeHero KBagpaTuyeckoro
OTKJIOHEHHMS CJIy4aiHOM COCTaBISIOLIEH MOrPEIIHOCTH IIPY
M3MEPEHHH ONTHYECKOM MIIOTHOCTH Ulsl Auana3oHa ot 0,401
10 2,500 b: £1,5 %.

Becsl 1aGopaTopHble 31eKTpoHHbIE PS; - xmacc TounoctH Beco mo 'OCT OIML R 76-1-2011:
Bechl 1abopaTopHbIe 2IEKTPOHHBIE BBICOKHIA;

PS 360/C/2/N MakcHuMallbHas Harpyska: 360 r;

MuHHMaJbHas Harpy3ka: 0,02 r;

JeMCTBUTENbHAS [IeHa JIeNIeHHs: 1 Mr;

npenesibl JOIycKaeMOH NOrpelIHOCTH BECOB, B
uHTepBasax B3BeumuBanus ot 0,02 r no 50 r BkmOY., ¢B. S0 T
1o 200 r Bxtro4., ¢B. 200 r go 360 r Bxiroy.: +5,0 mr;

+10,0 mMr; £15,0 mr.

TepMOMETPHI CTEKJIHHBIE J1aG0paTOpHBIE | — AMana3oH H3MepseMbIX Temmepatyp: oT Munyc 30 °C 1o
TJ1-2; 70 °C;

TepMOMETp CTEKJIAHHBIM 1aGopaTopHbili | - LeHa aeneHus: 1,0 °C;
TJI-2 Nel - Mpenenbl JonycKkaeMoi abCcoMOTHOM MOrPELIHOCTH:
+1,0 °C.
ITpuGopsl u3meputensHsie [TH-002; - JHWana3oH u3MepeHui Temnepatypsl: ot 5 °C mo 40 °C;
[TpuGop uzmeputensHsiit [TH-002/1A - JIMana3oH U3MEPEHHM OTHOCHTEIBHON BIAXHOCTH: OT 5 %
10 98 %;

- Tpefenbl I0ImyckaeMoi abCOIOTHOM MOrpelIHOCTH
u3MepeHus Temmneparypsi: £0,5 °C;

- TpeJnesibl oMycKaeMoH abCoMOTHOM NOrpelIHOCTH
HU3MEPEHHUS] OTHOCUTENIbHOM BIQXKHOCTH: £3 Y.

Jlo3aTopsl MexaHudeckue Acura manual; | cM. mpuioxeHue A
Jlo3aTopsl MexaHuueckue Acura manual
825, Acura manual 835, Acura manual
855

JlonyckaeTcs TpPUMEHEHHE JPYTMX CPENCTB HM3MEPEHHH C METPOJIOTHYECKUMHU U
TEXHHYECKUMM XapaKTEPUCTUKAMU HE XYK€ YKa3aHHbBIX HUXKE:

a) (OTOMETp IS MHKpPOIUIAHIIETOB, OOECIEYMBAIOIMA M3MEPECHHUC Ha JJIMHE BOJIHBI
450 HM ¢ TIpeJeNaMu MOTPENIHOCTH W3MepeHHs onTudeckod muoTtHoctd +0,02 b B Auamasone
usmepennii ot 0 1o 0,4 B u npenenamMu OTHOCHTEIBHON MOTPEITHOCTH U3MEPEHHUSI OITHYECKOH
IJIOTHOCTH £5 % B amanaszoHe usmepeHuit cepnue 0,4 b;

6) Becsl naboparopusie mo ['OCT OIML R 76-1 Beicokoro kiacca TOYHOCTH C
HauGOJBIIMM HpezeioM B3BemuBanus He MeHee 200 r, mpeenaMu T0IyCKaeMO! IOrpelHOCTH
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+0,01 r;

B) CPENCTBO M3MEPEHHH I U3MEPEHHs TEMIIEPATYPhI M BI&XHOCTH BO3yXa:

- ¢ JWana3’0HOM M3MEPEeHH TeMIIepaTyphl, BKIIOYAOIMM Auana3oH oT 15 °C xo 25 °C,
¥ TIpeJIeiaMi OTHOCHTENBHOM MOTPENIHOCTH H3MepeHuii Temmeparypsr =1 °C;

~ ¢ JMaNa30HOM H3MEpEHWH OTHOCHTENBHOM BIIAXKHOCTH, BKJIOYAIOIIMM JHanas’oH OT
15 % no 80 %, W mpelelaMd OTHOCHTENBHOM MOTPEIIHOCTH H3MEPEHMH OTHOCHTENIBHOH
BII&XKHOCTHU +3 %0;

I) TepMOMETp TabOpaTOPHBIM YaCTUYHOIO MOrpyxeHHs ¢ ueHok pgenenus 1 °C ¢
JMANa30HOM H3MEPEHUH, BKIFOYAIONIMM B cebsl Auana3oH 3Ha4eHuH oT MuHyC 18 °C mo 25 °C.

J{) 103aTOPbI TUIIETOYHBIE:

_ ¢ fAMana3’oHoM o00BeMOB mo3upoBaHus oT 20 v’ 1o 200 MM’ ® mpemenamu
OTHOCHUTEIBHOIO OTKIOHEHHS (aKTHIECKOro 06beMa 0351 OT HOMI/IHaJIBHOI‘O :t2 0 %;

- ¢ jguana3oHoM 00beMoB mo3upoBanus oT 100 mv® 1o 1000 MM’ ® mpexenamu
OTHOCHUTEIBHOIO OTKJIOHEHUs (haKTHUECKOTo 06BEMa 10351 OT HOMI/IH&TIBHOFO il .5 %;

_C [pana3’oHoM OOBEMOB JO3MpOBaHMsS OT 1 e mo 10 oM’ u npenenamu
OTHOCHUTEIBHOTO OTKJIOHEHHUS (DaKTHYEeCKOro 00beMa 1036l OT HOMHUHATIBHOTO i2 ,0 %;

~ MHOTOKaHAJIBHBIE C JXala3oHOM 00BeMOB o3upoBaHHs oT S50 MM’ 0 300 MM H
penenaMu OTHOCHTENIBHOTO OTKIOHEHHs (akThdeckoro obbema O3Bl OT HOMHHAIBHOIO
+4,6 % (IpH OTCYTCTBHH aBTOMATHYECKOIO YCTPOMCTBA Ui OTMBIBKM HMMYHOJOTHYECKUX
ITQHIIIETOB).

Jlns mpoBemeHuss pabOT COINIACHO METOAMKE M3MEPEHHH WCIOIB3YIOT CPEICTBA
U3MEpEHHH, JIONyLIeHHble K IpuMeHeHuro B Pecnybimke bemapyck ¥ IpomIeamue
METPOJIOTMIECKYIO OIIEHKY B yCTAHOBJIEHHOM ITOPSIKE.

3.2 IIporpaMmMHoe oGecneyenne, BCIOMOrarTejibHbie yCTPOHCTBA

IIporpammuoe obecnedenne «Simplerfits» Bepcum He Hmwke 2.3, pa3spaboTaHHOE
EuroProxima B.V., Hunepnauns! (nanee — I10).

Lleatpudpyra nabopaTopHas, obecneyuBaOmas OTHOCHTENBHOE ueHTpo6e>1cﬂoe
yexoperue He Meree 2000 g IPH UCTIOIB30BaHUK POTOPA JUTS TPOOUPOK BMECTHUMOCTBIO 15 oM.

XOJIOUIBHIEK GBITOBOM, TO3BOJISIIONIMIA HoMIepXuBaTh Temrepatypy ot 2 °C mo 8 °C B
XOJIOAMIIBHOM Kamepe u He 6onee MuHyc 18 °C B MOPO3UIIbHOM Kamepe.

JIaGopaTopHbIi BOpTEKC, 06ecIednBaroLIyii 4acToTy BpameHnus He Menee 1800 06/MuH.

JIa6opaTOpHEIA PoTaToOp, 0GECIEYMBAIOLIHIT JaCTOTY BpalleHus He MeHee 60 06/MuH.

[oMoreHu3aTop 1a60paTOPHBIH UK GBITOBOM ONIEHIED.

VCrionb30BaHue  CIELyIOEro OOOpYHOBaHHS HE SBISETCS O00S3aTeNbHBIM, HO
PEKOMEH/LYETCS U YBEIUUYCHHAS [IPOM3BOIUTEIBHOCTH U MOBBIIEHHS TOYHOCTH H3MEPEHHUH:

- MHKY6aTOp I MHUKPOTHTPOBAIBHBIX IUIAHIIETOB, OOECIEYMBAIOLINK MOANECPIKAHUE
temmepatypsl ot 20 °C 1o 25 °C ¢ Tounoctsio 1 °C;

- YCTPOMCTBO OTMBIBKM MMMYHOJIOTHYECKUX IIIAHIIETOB aBTOMATHYIECKOe ¢ AuanasoHoM
06'HEMOB MOIOIIETO PACTBOPA, 3AIMBAEMOr0 B KaXIYI0 MUKPOKIOBETY, OT 100 MM 710 350 M.

JlomyckaeTcss NpPUMEHEHHE IPYTHX BCIOMOTATENbHBIX YCTPOHCTB C TEXHHYECKMMH
XapaKTePUCTHKaMK He XYK€ YKa3aHHBIX.

3.3 MaTepuaJibl, peaKTHBBI

[Tienka «mapaduiIbM» UM CKOTY.

Bymara ¢uistpoaisHas mo F'OCT 12026.

IITaTtuB myst mpoOUPOK.

[TpoOupKH CTEKIISHHBIE BMECTHMOCTEO, 5 e’ wm 10 e’ mo TOCT 1770.
Kon651 MepHBie BMecTHMOCTEIO 100 oM’ Tnna 2-100- 2 no 'OCT 1770.
Kon6s1 koHmdeckue BMecTEMOCTBIO 100 e, 500 em’ mo TOCT 25336.
Boponku tuna B-56-80 XC, B-75-110 XC no 'OCT 25336.

Craxanpl H-1-100 wma H-1-150, H-1-500 o 'OCT 25336.
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[Tunerku 1-1-2-5 mo 'OCT 29227.

[Taso4yKky CTEKIISTHHBIE OILIABIICHHEIE.

[[MIMHIPE MEpHBIE BMECTHUMOCTBIO 25 oM’ ;50 oM’ ; 250 o’ ; 500 oM’ TEma 3-25-2,
3-50-2, 3-250-2, 3-500-2 mo I'OCT 1770.

Yamuku Iletpu crekisHHbIE MHOrOpa3oBble quameTpoM 100 MM, BEICOTOM 15 MM® wmn
KIOBETHI JUISL JO3UPOBAHHUS XUAKUX PEAreHTOB IIPH MCIIONIB30BaHMU MHOIOKaHAIBHOM MHIICTKH.

OnHOPa30BBIE TOJIUIPOIUICHOBBIE HAKOHEUHHKH JJIS 103aTOPOB IMHMIIETOYHBIX.

[TpoOUpPKH HONUITIPOIUIECHOBEIE Ul HEHTPH(YTUPOBaHHUs BMECTUMOCTBIO 15 oM.

[Tpo6Gupku MHUKpOLEHTPHGYXHBIE C KPBIIIKOH (THIA DnmeHaopd) M3 MOJUIPONUIEHA
BMECTHMOCTBIO 2 CM".

JluxopMmeraH X.4. 1o [3].

JlaGopaTopHkIii AeTepreHT, Hanpumep, Triton X-100.

IMerunummua G (OeH3WINEHUIMIUIMHA) KalueBasl COJIb C MacCOBOM IOJIEM OCHOBHOIO
BelecTBa He MeHee 98 %o.

Bona muctumaposansas mo ['OCT 6709 wiu neMoHU30BaHHAs.

Tecr-cucrema PENICILLIN ELISA mpowusBoxnctBa EuroProxima B.V., Hunepnanner,
katanoxubii HOMep S091PEN mmm tecr-cucreMa «[TPOJJOCKPUH" DA -[TeHUIHLTHE» IO
[4] B cocTaBax, yKa3aHHBIX B IPUIIOKEHUH b.

JlomyckaeTcsi WCIONB30BaTh APYTHME MaTepuaibl M PEaKTHBHI [0 KavyeCTBYy HE Xyxke
yKa3aHHBIX, a TakXkKe TECT-CUCTEMBI, HMEIOUIME KOMIUIEKTAllM0 W  XapaKTepHCTHUKY,
aHAJOTMYHbIE YKa3aHHBIM. 3aMeHa OTJCNIbHBIX PEarcHTOB Ha PEarcHThl M3 TECT-CHCTEM APYTUX
[apTU# HE JOIMYCKaeTCs.

4 Metoa uzmMepeHui

VismepeHuss MacCOBOM HONM AHTHOMOTHKOB TIDYNINbl NEHWIHUIAHOB BBIIOJIHSIOT
METOJIOM KOHKYPEHTHOTO KOJIOpUMETpUUecKoro umMmyHobepmenTHoro anamusa (HM®A).
[IpMHLIMI METOJa OCHOBaH HAa W3MEPEHHH ONTHYECKOM IIOTHOCTH PacTBOPOB IpOO WM
IpaJlyipOBOYHBIX PACTBOPOB B XoJe nposeneHus MDA,

B xone UDA B IyHKH MHKPOTHTPOBAIBHOIO IUIAHIIETa A0OABISIOTCS I'paydpOBOYHbIC
PacTBOpPBI, IPUIOTOBJEHHBIE K3 BXOSIIETO B COCTAaB TECT-CHCTEM JIHMODUIA3MPOBAHHOTO
CTaH[IapTa, WM PacTBOPHI Ip06. 3aTeM B JlyHKM BHOCHTCS KOHBIOTAT, npencraBnmomHn coboit
aAMIIMIMJUTAH, MApKUPOBAHHbIM NEPOKCHIA304 XpEHa, U pacTBOD auTHTeN' . [IPHCYTCTBYIONIHE B
npo6e aHTHOMOTHKY TPYIIIBI IEHUIUIMHOB U KOHBIOTMPOBAHHAIA aMIIMIH/UIMH KOHKYPUPYIOT
32 IEHTPHl CBA3bIBaHHs anTUTeNn (KOHKYpeHTHbE W®A). Ilocne 60-mMuHyTHOM HMHKyOarmu
HECBS3aBIIMECS PEAreHThl YOAQISIOTCS Ha CTaJHM IPOMBIBKH. 3aTeM J00aBisSercss pacTBOp
cyberpaTa/xpoMoreHa  (IIEpeKuch  BOAOPONA/TETPAMETWIOCH3MIMH) ¥ CB3aHHBIA  KOHBIOTAT
npeBpamaeT OECHBETHBIA XPOMOIeH B OKpalleHHBIH NPOAYKT. Peakims OKpalluBaHUS
OCTAHABJIMBAECTCS BHECEHMEM CTOI-peareHTa (CepHON KUCIOThI). IHTEHCMBHOCTS OKpAlIMBAHUS
m3MepsieTcss C TNPYMEHEHHEM MHUKPOIUIAHIIETHOTO CHEKTPO(YOTOMETpa IpHU IJIUHE BOJHBI
450 aM.

V3MepeHHass ONTHYECKas IUIOTHOCTh HAXOAMTCA B OOparHOW 3aBHCHMOCTH OT
KOHILIEHTPAllMF AaHTHMOWOTUKOB TIPYIIbl NEHUMIMIUIAHOB B IPaIydpOBOYHOM pacTBOpe H B
pacTBope mpo6BL MaccoBas HOJsi AHTHOHMOTHKOB TIpDYMIBl TEHHIMIMHOB B 0Opasie
OIpEMIENseTCss MO IPafyHPOBOYHOM 3aBMCHMOCTH, MOCTPOCHHOW C MCIIONB30BAHMEM CEMHU
rpaaydpOBOYHBIX PACTBOPOB.

' PactBop aHTHTeN MOGABISIOT TONBKO NpH Hcronk3oBanuHu TecT-cucteM PENICILLIN ELISA. B Tecr-cucreMe
«I'[PO)IOCKPI/IH® HNOA-TleHULILIHHEY cneuupuyeckue aHTUTENA HAMMOOHIIU30BAHBI B JIyHKax
MUKPOTHTPOBAJIBHOTO MIAHIIETA
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5 TpeboBanus 6e30MaCHOCTH M TPeOOBaHHA K KBaJIH(HKALMH ONIEPaTOPOB
5.1 TpeGoBanus 6e30MaCHOCTH

[Tpy BBIOJHEHUH U3MEPEHHM MacCOBOM JONM aHTHOMOTHUKOB IDYNIbI INEHHIMUIMHOB
COOJIIOAIOT CIIEAYIOIUE TPEOOBAHHUS:

- anektpobe3onacHocty no 'OCT 12.2.003;

- moxxapHnoit 6ezomacHocty o 'OCT 12.1.004;

- TEXHUKM 0€30IacHOCTH Ipu paboTe B XUMHYECKOH J1labopaTOpuy B COOTBETCTBHH C
UHCTPYKIUSIMH, YTBEP)KICHHBIME B YCTaHOBJICHHOM IIOPSIIKE;

- TEXHUKH 0€30MacHOCTH, M3JI0KEHHBIE B SKCIUIyaTAllHOHHOW JOKYMEHTAllMM CPEICTB
M3MEpEHHii 1 060pyIOBaHMUS, IPUMEHSEMBIX IIPH IIPOBENCHUA U3MEPEHUH.

5.2 TpeboBaHus k KBaJH(pUKaLHK ONIEPATOPOB

K mpoBenenuio paboT 1m0 NaHHON METOAMKE M3MEPEHMH NOIIyCKAIOTCS JIUIA, UMEIOIHe
BBICIIIEE CIIEIHANBHOE MM CPEJHEEe ClelHalbHOe oOpa3oBaHHE IO IPOQUIIO BBIIOIHIEMBIX
pa6ort, mpolueamue o0ydeHne npueMaM paboThl Ha 000pYIOBaHWM, OCBOMBIIKE BBINOJHEHHE

BCEX OIEPALii, TPEIYCMOTPEHHbBIX METOAUKON H3MEPEHUH, BIANICIOUIUE TEXHUKON II0CTAHOBKH
HDA.

6 YcioBuSs BBINOJHEHUS H3MePEHHUH

IIpu BBHINOJHEHMH W3MEPEHHH B J1aGOPATOPUM IOJDKHBEI OBITH COONIONEHBI CIEAYIOLIHe
YCIIOBHSL:

- TeMIiepaTypa okpyxaromiero Bozayxa ot 20 °C go 25 °C;

- OTHOCHTENbHAs BIAKHOCTh Bo3ayxa He 6onee 80 % mpu Temnepatype 25 °C.

7 YeaoBus mncyﬁaulm MHKPOTHTPOBAJbHBIX IMJIAHIIETOB B OMCICHHH

IIpy OTCYTCTBMH HHKYGAaTOpa MUKPOTHTPOBAIBHEIE TIAHIIETHI MOTYT HHKYOHPOBATECS B
[OMEILIEHHH TIPH BHIIOJHEHUH CIEAYIOLIHX YCIIOBHH:

- TeMIepaTypa OKpyXarowero Bo3ayxa gomkHa 661te ot 20 °C o 25 °C;

- HE JIOIYCKAEeTCs IONaJaHUe IIPSIMBIX COTHEYHBIX JIy4ed Ha IIaHIIET;

- IJTAHIIET HEe JOJDKEH IIOJBEPraTrhCsi BO3JCHCTBHIO CHIIBHBIX €CTECTBEHHBIX WM
MICKYCCTBEHHBIX IIOTOKOB BO3/yXa, BEI3BAHHBIX, HATIPUMED, IPUHYIUTENHHON BEHTUIIALIUCH;

- C LEIbI0 YCTPAHEHWs BO3JEHCTBUS XOJOJHOM IOBEPXHOCTH CTOJA, Ha KOTOPOM
HAXOMUTCS IUIAHIIET, PEKOMEHIYETCS IOMEIIaTh O IUIAHIIET TEIIOU30JISIIMOHHBIA MaTepuall,
HaIpUMeED, CJIOKEHHOE B HECKOJIBKO CIIOEB OyMa)HOE MOJIOTCHIIE;

B 0COGBIX CIIydasx, KOTOPbIE OTOBOPEHbI IO TEKCTYy METOJMKH M3MEPEHUH, Tpebyercs
IOMEIIATh IUIAHIIET B 3ALIUINEHHOE OT CBETa MECTO, HAIIPUMED, B SAIIMK CTOJIA.

8 Yci0BUS XpaHEHHS TeCT-CHCTEM

XpaHeHHe TeCT-CHCTEM OCYILIECTBIIETCS B XONOMMIBHIKE MpU Temneparype ot 2 °C 1o
8 °C B opurHHaNbHBIX (JIakOHaX M YNaKOBKE. 3aMOpaXHBaHHE TECT-CHCTEM C LEJIbIO
YBEJIMYEHHS X CPOKA XPaHEHHs HE JIOMYCKACTC.

XpaHeHue HEUCIIONH30BaHHBIX CTPHIIOB (JIYHOK) OCYLIECTBIISICTCS B XOJIOAUIBHUKE [IPH
temmeparype oT 2 °C 10 8 °C B IIIOTHO 3aKPBITOM OPHIMHATIBHOM IIaKETe.

Heo6X0AMMO HCKITIOUHTH TIPAMOE TIONalaHke CBETa Ha pacTBOp CyOCTpara U XpOMOIeH-
CyOCTpaTHBIN pacTBOP.

0 IToAroTOBKA K BHINOJHEHHIO H3MePEeHHi

9.1 OT6op o6pa3uoB

Ot6op o6pasuos mis aHammsa nposomat no CTB 1036 wmu apyrum THITIA Ha
KOHKDETHble BHIBI Hpoxykuuu. Ilpu HeoOxomumocTH oTobpanHEle 00pa3lpl XpaHAT B
saIMINEHHOM OT cBeTa Mecte Ipu Temmeparype ot 2 °C mo 8 °C me Gomee 1 cyr uiM B
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3aMOpOXKEHHOM BHIe HpH Temmeparype He Bbime muHyc 20 °C He Gomee 14 cyt. Ilepen
I[POBEJIEHHEM TMOATOTOBKK mpo6 mo 1. 9.4 3aMOpoXeHHBlE 00pasibl [OOIDKHEI OBITh
pasmopoxens! mpu Temnepatype ot 2 °C o 8 °C.

9.2 IloaroroBka J1abopaTOPHOH NMOCYAbI

CuUIIbHO3arps3HEHHYIO  J1abOpaTOpHYIO IOCY[dy HpEJBapUTENbHO — 00pabarhiBaroT
XpOMOBO# cMechio. JIaGopaTopHYIO MOCYIy IIOCIE€ MOMKH B PacTBOPE CIELHAIN3UPOBaHHOIO
MOJOIIEr0 CPEICTBA IPOMBIBAIOT BOJOIPOBOAHOMN, ONONACKMBAIOT IMCTH/UIMPOBAHHOMK BOJOH
JIBa pa3a U BBICYIIHBAIOT.

3anpelaercs:

~MHOIOKpaTHOE KCIIOJIb30BaHKIE OJJHOPA30BOH 1ab0paTOPHOM MOCY b,

—HCTIONIBb30BaHKeE OBITOBBIX MOIOILIMX CPENCTB JUIsi MOMKHM 1ab0paTOPHOM MOCY bL.

9.3 [IpuroroBJieHHe PacTBOPOB
9.3.1 IIpurotoB/ienue Gydepa ajs pa3dbaBiieHus

9.3.1.1 IIpuroToBieHue Oydepa A pa3daBiieHUs NPH HCMOJb30BAHHH TeCT-
cuctem PENICILLIN ELISA

4xxoHueHTpar 6ydepa st pa3baBieHHs IOArOTaBIMBAOT 1o I. 9.5.1. B xoHHYECKYIO
koji6y BMecTuMocThIO 100 cM’ BHOCSAT [03aTOpPOM alHMKBOTY 4XKoHIeHTpara Oydepa mis
pas6apienus npo6 u A06ABISIOT LMIKHAPOM B TPH pasza Gombliui 06beM AUCTAUIIMPOBAaHHOH
BOJIBI, IIOCJIE YETO COAEPIKUMOE KOJIOBI IEPEMEIIMBAOT.

IMony4enHslit pacTBOp XpausT npy Temueparype ot 2 °C no 8 °C ne 6onee 1 mec.

9.3.1.2 INoaroroBka Oydepa ans pa3baBjieHHs NPH HCHOJHB30BAHHH TeCT-
CHCTEM «lIPOI[OCKPI/IH® NDA-IleHUIHITAHR

Bydep s pazbasiieHus IOArOTaBIMBaIoOT 1o 1. 9.5.1. Bydep /vt pazbasieHus BXOIUT B
COCTaB TECT-CUCTEM <<HPO,T_[OCKPI/IHOI/I(DA [TeHMIMIITTAHY» B TOTOBOM K IIPUMEHEHHMIO BUIE.

9.4 TloaroroBka npo®

9.4.1 IToaroroBka mpo0 CHLIPOro, CTePHJIHM30BAHHOIO0 M NACTEPU30BAHHOIO
MOJIOKA

9.4.1.1 IlpenBapurebHas NOJAroTOBKA NMpPoo

i IIOATOTOBKH Mpo6 HMCTIONB3YIOT obpasel, oToOpaHHBIH B cooTBEeTCTBHM C I 9.1.
JloBomsaT Temmeparypy obpasua ot 20 °C mo 25 °C, BblmepxuBas MOJIOKO IpPH TEMIEpaType
okpyxaromei cpensl. [lepe B3STHEM aTMKBOTHI MCIBITYEMBIH 0Opasel] IepeMEIIMBAIOT MyTEM
BCTPSXUBAHWS U [IEPEBOPAYNBAHKS IIPEICTABIEHHOM YIIAKOBKH.

9.4.1.2 ITosry4enue MOArOTOBJEHHBIX P06 MOJIOKA

OT6uparoT 103aTOPOM [BE MapajUIeNbHBIE ATUKBOTHI IPOO Monoxa o6beMoM 250 MM 1
TIEPEHOCAT B IPOGUPKHY IS IEHTPH(YTHPOBaHUs BMECTUMOCTBIO 2 cM’. K mpo6am B mpo6upkax
NOOaBISIOT 0To6paHHLm zo3aTopoM Oydep mis pasbaBiieHHs, IPHIOTOBIEHHBIH mo I. 9.3.1,
o6peMoM 250 MM® ¥ TINATEIbHO IIEPEMEINMBAIOT Ha Boprekce. IlomydeHHBIE B NpOOHpKax
pacTBOPHI PO6 MCIHONB3YIOT I TpoBeneHus UPA. JlomyckaeTcst XpaHEHHE MOArOTOBICHHBIX
npo6 mpu Temneparype ot 20 °C o 25 °C ne 6onee 1 4.

Ilepen oT6opoM anuKBOT Ist poBeneHus MDA pacTBopsl Ipo0 nepeMelIHBaloT.

9.4.2 TloaroToBKa nNpod cyxoro MoJiokKa

9.4.2.1 BoccTaHOBJIEHHE CYX0ro MOJIOKA

JTyist TIOATOTOBKY TIPO6 KCIONB3YIOT 0Opasel, OTOOpaHHbIA B COOTBETCTBHMH C IL. 9.1.
TloBomsaT Temmeparypy obpasma or 20 °C mo 25 °C, BeaepXuBas €ro IpHd TEMIEparype
OKPY KAIOLIEH CPEIbL.

B craxans: BMecTaMocTsio 100 o wim 150 oM’ momemaroT e napajuielbHbIe HaBECKH
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obpasia cyxoro MOJIOKa, B3BeIIeHHbIE ¢ TOYHOCTHIO 10 0,1 r. Macchl HaBeCOK B 3aBUCHMOCTHU OT
COJNIEpXKAHUS KHUPA COCTABIIAIOT:

- 9,0 r cyxoro 06€3:KUpEHHOI0 MOJIOKA;

- 12,0 r cyxoro mMoioka ¢ conep:kanueM xupa 20 %;

- 12,5 r cyxoro MoJioka ¢ coaepxanueM xxupa 25 %;

- 10,0 r cyxoro Monokxa ¢ CoIepIxKaHUuEM XKHUPa, OTJII/IUIHBLM OT IIEPEYHCIICHHOTO BBILIE.

3aTeM B CTAKaHbI C HABECKAMH IIOPLHSIME 10 5-10 cM’ IPHIMBAIOT AUCTULTUPOBAHHYIO
BOJy, TIEPEMEIIMBAs COAEP)KUMOE CTEKIIIHHOM IaJO¥KoM 1O IIONHOrO pacTBOpeHHs obpasia.
[Tocne pacTBOpeHHs] CyXOro MOJIOKa paCTBOpLI U3 CTaKaHOB KOJMUYECTBEHHO IIEPEHOCAT B
MepHbIe KoJObI BMecTHMOCTBIO 100 CM’, OBOIST JO METKH JMCTHIUIMPOBAHHOM BOJOH H
TIIATEIHHO MEPEMEIINBAIOT.

9.4.2.2 TlosryyeHHe MOATOTOBJIEHHBIX P00 BOCCTAHOBJIEHHOI0 CyX0I0 MOJIOKa

[TosiyueHrne TMOATOTOBIEHHBIX IPOO BOCCTAHOBIEHHOIO CYXOrO MOJIOKA IPOBOISAT
cormacHo 1. 9.4.1.2, wucnone3ys IS 3TOr0 NpPoOBI BOCCTAHOBJIIEHHOIO CYXOrO MOJIOKa,
npurotopneHHsle mo 1. 9.4.2.1. JlomyckaeTcs XpaHEHHME MOATOTOBJCHHBIX NPOO MpH
temneparype ot 20 °C mo 25 °C ne 6onee 1 u.

Ilepen oT6opoM aukBOT Aitst npoBeaeHus MDA pacTBopsl Ipob MEPEMEIIHBAIOT.

9.4.3 TloaroroBka mMpo6 TBOpOra, KOKTeHaeH MOJOYHBIX, KHCJIOMOJJIOYHBIX
NPOAYKTOB, ChIpa, MacJia CJIHBOYHOI0, MOPOKEHOI0 HA MOJIOYHOM OCHOBE

9.4.3.1 IlpexBapurejbHasi NOATOTOBKA NPo6

JUtsi IOATOTOBKM NPOG MCIONB3YIOT 00pasipsl, OTOOpaHHEIE B COOTBETCTBMM C II 9.1.
OGpasmpl Macia CIIMBOYHOTO, OXJ@XICHHBIE HO TeMmiepaTypel He Gomee mmmyc 10 °C,
W3MEJIBYUAIOT C IOMOIIBIO TEPKH, IIEPEMEINUBAIOT U H0BoAAT Temmeparypy ot 20 °C mo 25 °C,
BBIIEPIKHBAS €70 TPH TEMIIEpAType OKpyxkarome# cpemsl. [l oCTalbHBIX 00pasLoB JOBOMSAT
temnepaTypy oT 20 °C mo 25 °C, BbIIEpKUBas NP TEMIIEPATYpPe OKPYXKalOLIEH CPENBI, MOCTIe
Yero TOMOTEHH3HMpYIOT C TOMOIIBIO TIOMOTeHH3aTopa WM Onemjaepa (Kuukue OOpasLibl
TIIATEIHHO IIEPEMEIINBAIOT).

9.4.3.2 Ilony4eHne MOArOTOBJIEHHBIX NMPO0 TBOPOra, KOKTeiJiel MOJOYHBIX,
KMCJIOMOJIOYHBIX NPOAYKTOB, CHIPa, Macja CJIHBOYHOI0, MOPOKEHOr0 Ha MOJIOYHOH
OCHOBE

OT TrOMOTCHM3MPOBAHHOTO obpasna OTOMPAIOT IBE NapajlleNbHbIE HABECKH MacCoH
0,50 r, B3BEHIEHHBIE C TOYHOCTHIO [0 O 01 r. Hasecku IOMENIalOT B IPOOHPKH IS
ueHTpmbympOBaHHa BMECTHMOCTBIO 15 ¢M’ H B K&XKIYIO TPOGHpKY 1106aBJI$IIOT OTMEpPEHHBIE
03aTOpOM 3.5 ¢M’ IUCTHIUIMPOBAHHOK BOJBI 1 OTMEPEHHbIE MHUIETKOH 4,0 CM® DUXJIOPMETaHa.
CojepxuMoe MPOOHPOK — TINATENBHO TNEPEMEIIMBAIOT Ha BOPTEKCE, a 3aTeM IpH
[IepeBOpPaYMBAHUY HA POTATOPE B T€YEHHE 15 MUH, TOCIE 4ero UEHTPUDYTUPYIOT B CIEYIOMEM
pexxume: 2000 g, 10 MuH.

[Tocne meHTpU(YTHPOBAHHS M3 KaXTOH NMPOOBEI OTOMPAIOT [03aTOPOM HAJ0CANOYHYIO
JKAAKOCTE 06bemMoM 50 MM’, ¥ IEPEHOCAT €€ B MpPOOUPKH s ueHTpH(pyrnpOBaHm
BMECTHMOCTEIO 2 ¢M’. B mpobupku 106aBisiioT oTMepeHHble no3atopom 200 MM Gybepa mms
pa36aBiieHus], IPUTOTOBIEHHOTO 110 I1. 9.3.1, U TIIATEIbHO NEPEMEIIMBAIOT Ha BOPTEKCE.

IloydeHHBIE PacTBOpHl NPOG HCHONB3YIOTCH i mposeneHus DA, Jomyckaercst
XpaHEHHe OrOTOBIEHHBIX PACTBOPOB MPOO Y TEMIIEPAType OT 20 °C go 25 °C ue 6omnee 1 4.

ITepen oT60poM aUKBOT [Is npoBenenus FIOA pacTBOPBI NEPEMEIIUBAIOT.

9.4.4 TloaroToBKa Npo6 MOJIOYHON CBHIBOPOTKH, BOCCTAHOBJEHHOH CyXoi
MOJIOYHOH CHIBOPOTKH

9.4.4.1 BoccTraHoBJIeHHE CyX0H MOJIOYHOH CHIBOPOTKH
I TIOATOTOBKH MpO6 HCIOB3YIOT obpasel, oTOOpaHHBIH B COOTBETCTBHM C II. 9.1.
JloomsaT Temmeparypy obpasuma or 20 °C po 25 °C, BeIIepuBasg €ro Ipu TEMICpaType
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OKpPY’KaIOUIEH CpEeb.

B crakanbl BMecTuMocTbio 100 ev’ mimm 150 oM’ moMewmaoT ABe napasiebHble HaBECKH
obpasita Maccoit 12,5 r, B3BemenHble ¢ ToYHOCTho 10 0,1 1.

3areM NDpUIMBAIOT HEOONbIIMMH nopuusmMyu mo 10 — 20 oM’ JUCTWIIMPOBAHHYIO BOAY,
Harperyro 10 Temrepatrypsl (40 + 5) °C, nepememuBas COAEPKUMOE CTEKISIHHON NAJIOUKOM 10
IIOJIHOTO pacTBopeHusi oOpasma. Ilocie pacTBOpeHMsT HaBECKM pPacTBOPBI H3 CTaKaHOB
KOJIMYECTBEHHO IIEPEHOCAT B MEpHBIE KOJOBI BMecTUMOCTHIO 100 CM’, JIOBOZST JO METKH
JUCTHJUTUPOBAHHOU BOJIOU U TIIATENBHO IIEPEMEIINBAIOT.

9.4.4.2 TIlony4yeHHe MOArOTOBJIEHHbIX NpPo0 BOCCTAHOBJIEHHOH CYXOM
MOJIOYHOM CHIBOPOTKH

[TonyyeHuwe MOATOTOBJIEHHBIX INPOO BOCCTAHOBIEHHOW CYXOH MOJIOYHOH CBIBOPOTKH
MPOBOJISAT COrMIACHO 11.9.4.3.2, HCIOMB3ysl AN 3TOTO NPOOBI BOCCTAHOBIEHHOM CyXOH MOJIOYHOM
CBLIBOPOTKH, IPUTOTOBJICHHbIE 110 1. 9.4.4.1. JlomyckaeTcs XxpaHEHHe MOATOTOBIEHHBIX P00 IIpH
temmepatype ot 20 °C no 25 °C ne 6onee 1 4.

ITepen or6opoM anukBoT yis npoBeaeHuss MDA pacTBopsl Ipob NepeMELIMBAIOT.

9.4.5 TloaroroBKa Mpod CrymieHHOro MoJioKa

9.4.5.1 IlonyyeHHe BOCCTAHOBJIEHHOI'0 CIyLEHHOI0 MOJIOKA

Jlosomar Temmeparypy obpasia, otobpanHOro B coorercTBuM ¢ I. 9.1, ot 20 °C no
25 °C, BeIIEpXKUBasi €ro IpH TeMmepaType, OKpY’KaloIeH Cpelpl, U TIIATENBHO IEPEMEIIUBAIOT.

B crakass! BMecTAMOCTBE0 100 oM’ mimm 150 eM’ moMeImaioT iBe napasiielbHble HaBECKHU
obpasia Maccoii 25,0 r, B3BelIeHHbIe ¢ TOYHOCTHIO 10 0,1 1.

3aTeM B CTAKaHBI C HABECKAMH MOPLHSIMH 110 5-10 cM’ IPHIMBAIOT AMCTHLTUPOBAHHYIO
BOJly, Harpetyro mo Temmeparypsl 30 °C, nepememuBas COAEPKUMOE CTEKIISHHON MalOYKOH 0
IOJIHOTO pacTBOpeHus obpasua. Ilocme pacTBopeHus obpasiua conepxchoe CTaKaHOB
KOJIMYECTBEHHO IIEPEHOCAT B MepHBIE KoNObI BMecTuMOCcThIO 100 cM’, JIOBOZAT JO METKH
JUCTH/UIMPOBAHHON BOJOHU U TIIATEJIBHO NIEPEMEIHBAIOT.

9.4.5.2 ITony4yeHHe MOATOTOBJIEHHBIX NMPO0 BOCCTAHOBJIEHHOIr0 CryIIeHHOIO
MOJIOKA

[MTonyuyeHne MOATOTOBICHHBIX NPOO BOCCTAHOBIEHHOIO CIYIEHHOIO MOJIOKA MPOBOJAST
cormacHo 1. 9.4.1.2, Wcmoap3ys IUIL 3TOrO MPOOBI BOCCTAHOBIEHHOI'O CrYIIEHHOIO MOJIOKA,
TIPUTOTOBJIEHHBIE 10 11. 9.4.5. JlomycKaeTcs XpaHEHHE IOArOTOBIEHHEIX MIPO0 IIpH TeMmepaType
ot 20 °C g0 25 °C ne 6onee 1 4.

ITepen ot60poM anukBoT s mpoBeneHust MDA pacTBophsl Npob IEpeMEIIUBAIOT.

9.4.6 IToaroroBka npob msca

Jlns OArOoTOBKH Hpo6 HCIONB3YIOT oOpasel, OTOOpaHHBIA B COOTBETCTBHM ¢ I 9.1.
JloBomar Ttemmeparypy obpasma ot 20 °C mo 25 °C, BelmepxuBas €ro HpH TeMIEpaType
oxpyxatomeit cpenpl. OT obpasia oTOMpaOT ABe MapajulenbHble HaBeckd Maccod 1,00 T,
B3Bemenuse ¢ TouHocThio 10 0,01 r. HaBecku moMemmarot B mpoOHpKY Ui HEHTpUGYTHPOBaHUS
BMECTHMOCTBIO 15 MM’ M B KaXIyio IIpoGHpKy mobasisior 4,0 cM’ DUCTHIUTAPOBAHHOM BOJIEL.
ConepxuMoe TNpPOOHPOK TINATENBHO TIEPEMELIMBAIOT HA BOPTEKCE, a 3areM IIpU
TIepeBOpPaYMBAHUM HA POTATOPE B T€YEHHE 15 MHUH. IIOCIE YETO LEHTPUPYTUPYIOT B CIEAYIOMIEM
pexxume: 2000 g, 10 MuH.

[Tocne umeHTpudYrEpoBaHus U3 KakAOH NpoOBl OTOMPAIOT 103aTOPOM HAJO0CaTOYHYIO
KUIKOCTH 06’I>CMOM 50 MM’, W TepeHOCAT ce B HPOOUPKH JUIA ueHTpn(bympOBaHHx
BMECTMMOCTBIO 2 cM°. B po6UpKy T0GABISIOT OTMEPEHHBIE 103aTOPOoM 350 MM Gydepa mms
pas36aBJieHusl, IPUTOTOBJIEHHOrO 10 1. 9.3.1, ¥ TIIAaTENBHO NEPEMEIINBAIOT HA BOPTEKCE.

ITonydeHHBIE PacTBOpPbl Mpo0 HCmoub3yloTcs s nposexenus WPA. Jlomyckaercs
XpaHeHHe IOATOTORNEHHBIX pacTBOpoB pob mpu remneparype ot 20 °C mo 25 °C ne bonee 1.

ITepes 0TOOPOM aTUKBOT A poBeaeHus UPA pacTBOpbI IePEMEIIHBAIOT.
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9.5 [ToAroroBKa TeCT-CHCTEM

9.5.1 [IpeaBapuTebHAsA NOATOTOBKA M MOPSAOK NPHMEHEHHS TECT-CHCTEM

TecT-cUCTEMY  H3BIIEKAIOT U3  XOJOAWIbHHMKA, HE  OTKphIBaI  YIAKOBKY
MHKPOTHUTPOBAIBHOTO IUIAHINETA, BhlepxuBatoT npu Temnepatype oT 20 °C mo 25 °C ot 0,5 o
| 4, JOBOJAT TEMIIEpaTypy ocTaibHEIX peareHToB oT 20 °C mo 25 °C.

Ilepes WCIONB30BAHMEM pEareHThl HEOOXOAMMO aKKypaTHO IepeMelIaTh KpyroBBIMH
JIBHOKEHUSIMU (DITAKOHOB.

OcobeHHOE BHHMaHME CIeAyeT OOpaTuTh Ia pacTBOp cyOcTpaTra, B KOTOPOM IIpH
temmeparype 4 °C Bbmagaer ocagok. Ilepen mIpuMeHeHHMEM pacTBOp cybcrpara,
NpeBapuTeNbHO Harpethit no Temmeparypel o 20 °C go 25 °C, Heob6xoauMo aKKypaTHO
riepeMeInarh 10 paCTBOPEHHs 0CaIKa.

3aMeHa OTJENbHBIX PEAreHTOB HAa pEareHThl M3 TECT-CHCTEM MpYrMX IapThui He
JOITyCKaeTCsl.

He momyckaeTcst HCIIONB30BaHKUE PEareHTOB, HMEIOLIMX CIEAYIOLIUe IPU3HAKK pacnaja:

- rosiybas OKpacka pacTBOpa XpOMOI€Ha 10 BHECEHMSI €TO B JIyHKH

_ omTHyeckas IUIOTHOCTH HYJIEBOTO TI'PaIyHpPOBOYHOIO pAacTBOPa (KOHLEHTpAIIUSI
0 ur/cem’) menee 0,8.

9.5.2 IloaroroBKa MHKPOTHTPOBAJLHOI0 MJIAHIIETA

MUKpPOTUTPOBAIBHEIN IUIAHIIET CO CTPUIIAMHM, IPEJBAPUTEIBHO IOArOTOBJICHHBIMU B
COOTBETCTBUH ¢ II. 9.5.1, BRIHMMAIOT U3 YIIAKOBKH. B paMKy IUIaHIIET IOMEINAlT HEOOX0AUMOe
KOJIMYECTBO CTPHUIIOB, PACCUMTAHHOE MCXOAsS M3 TpebyeMoro i IpOBENEHHs H3MEPEHHH
KOJIMYECTBA JIYHOK.

KonuyecTBo JIyHOK MHKPOTHTPOBAIBHOIO ILIAHIIETa, HEOOXOIMMBIX IS MPOBENCHUS
aHanusa N,,, paCCYATHIBAIOT IO popMyIIe

Ny=16+2Nsyp, (1

rge 16 — KOIMYECTBO JIYHOK JUIsl TpaJIyHpOBOYHBIX PACTBOPOB U OJIaHKa;

Ns)p — KOTHYIECTBO 06Pa3LOB.

OcraBmuyecs CTPUNBI Cpa3dy € IOMEMAalT B YIAaKOBKY, 3aKpBIBAIOT K XpaHAT B
COOTBETCTBHH C Pa3zesioM 8.

Pa3zMewaroT NONIOXKEHMs JyHOK, IpeIHa3HaueHHble A OjaHka, TpaayrpOBOYHBIX
PacTBOPOB ¥ PAaCTBOPOB IPOO, COTTTACHO PUCYHKY 1.

1 2 3 4 5 6 7 8 9 10 11 12

b b I1-1 I1-1 -9 | 119
C-0 | C0 | IT2 | TI-2 | II-10 | IT-10
C-1 C-1 -3 | 11-3 | I1-11 | II-11
C-2 C2 | -4 | II-4 | II-12 | I1-12
C-3 C-3 | II-5 | II-5 | II-13 | ITI-13
C4 | C4 | II-6 | II-6 | II-14 | TI-14
C-5 C-5 | II-7 | II-7 | II-15 | II-15
C-6 | C6 | II-8 | II-8 | II-16 | II-16

B — 6nank. C-0 — HyneBo#t rpafyMpoBOYHbIH pacTBop (Oydep M pasbasieHus).

C -1,... C-6 — rpagyupoBouHsie pacTBOpsl Ne | — Ne 6. I1-1, I1-2,... I1-16 — nccnenyembie pOOEL.
1,2...12 — HoMepa cTpuIoB B ruiaHueTe. A, B,... H — 0603Ha4eHus JTyHOK B CTpUMax.
Pucynok 1 — Cxema pacmoJioxeHnsi JYHOK 1Jisl 6/1aHKa, rPpaiyHpOBOYHBIX PACTBOPOB H

pacTBOpoB npob

Q=S O >

He PEKOMEHAYETCSI OIOHOBPEMCHHO WCIIONIE30BaTh 0oJjiee IIECTH CTPHUIIOB. Hpn
HEeOOXOIMMOCTH HCCIENOBATh Ooupliiee KOJIMYECTBO Hp06 aHaJIu3 BEBIIIOJIHSECTCSI B HECKOJIBKO

STaIloOB.
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9.5.3 IlpuroroBienue morouiero oydepa

9.5.3.1 IIpuroToBieHue Moromero Oydepa npu MCHoJb30BaAHUM TECT-CHCTEM
PENICILLIN ELISA

B konmueckyro konOy BMectumocThio 500 CM® BHOCAT [03aTOPOM QNHMKBOTY
20 XKOHILEHTpaTa MotoIero 6ydepa, MOArOTOBIEHHOTO 110 1. 9.5.1, 1 106aBIAIOT HHIMHIPOM B
19 pa3 Gonpmmi 06BEM IUCTHUIUIAPOBAHHOM BOABI, IOCJIE YEro COAEP)KHMOE KOJOBI
nepemeinuBaroT. Tpebyemsit miust npoBeneHus MDA obvem anmukBoThl 20 XKOHIEHTpATa
Moromero Gybepa V, cM’, ONpPEIENSiOT, HCXOAS H3 ILUIAHUPYEMOTO K HCIIOJIB30BAHHIO
KOJIMYECTBA CTPUITOB, ¥ BEIYHUCIISIIOT 110 popMyIie

Vin=2 Nsrr, )

rae  Ngrgr — KOTAYECTBO UCTIONB3yeMbIX B UDA cTpunos.
I[Tosy4eHHBIH PpacTBOP HUCIOIB3YIOT CBEKEIIPUIOTOBICHHBIM.

9.5.3.2 IIpuroroBienue mMomwero Oydepa npu HCHOJL30BAHHH TECT-CHCTEM
«ITPOJNOCKPUH"UDA-TleH UM LIHE»

B konmueckyro koi0y BMecTuMOCcTBIO 500 cM’ BHOCAT J03aTOPOM ATHKBOTY
10xKxoHLEHTpaTa MoroIero 6ydepa, HOArOTOBIEHHOro 1Mo M. 9.5.1, u H06GaBIAIOT LHUIMHAPOM B
NeBATh pa3 Gombliuii O00BEM JUCTHUIAPOBAHHON BOMBI, IIOCIE YEro CONEPKMMOE KOJIOBI
nepeMernuBaroT. TpeGyembii o0beM amukBOTHI 10XKOHIEHTpara Moromero Oydepa
ONpEENSIOT, UCXOAS W3 TOrO, YTO Ha IIPOMBIBAHHE OJHOrO CTpuma pacxoxyercs 10 oM’
mororero dydepa.

9.5.4 IlpuroroBjieHHe pacTBOPa KOHBIOraTa

PacTBOp TOTOBHUTCS HENOCPEACTBEHHO Iiepes npopeneHMeM VDA ¥ XpaHEHHIO HE
TOJIEXKHUT.

100XKOHIIEHTpAaT KOHBIOraTa, MOATOTOBIEHHBIH mo mI. 9.5.1, neHTpudyrupyior B
caenyromem pexume: oT 20 °C mo 25 °C, 1000 g, 1 mua. OT6MparoT 103aTOPOM ATMKBOTY
100 XKOHIIEHTpaTa KOHBIOTaTa U MEPEHOCIT B MUKPOLEHTPU(YXKHYIO IIPOOCHPKY MM MPOOUPKY
BMECTEMOCTBIO 5 CM’. B mpoGupKy mo6aBisroT onvxepenm;m Z032TOPOM O6ybep mns
pa36aBlieHus, IPUTOTOBICHHBI 1o 1. 9.3.1, u3 pacyera 990 mM® Ha 10 MM’ 100xKoHIIEHTpaTa
xonsorara (100:1) u mepememmuBaroT Ha BopTekce. 100XKOHIEHTpAaT KOHBIOrara cpasy Xe
yOUpParOT B XOJIOAMIBHIK ¥ XPAHAT B COOTBETCTBHH C Pa3/IEeioM 8.

Tpebyembii 06beM anukBOTEI 100xKOHIEHTpaTa KOHBIOrara Vi, MM’, OIpENENSIOT,
MCXOMS U3 TUIAHMPYEMOT'O K MCIIOJIb30BAHMIO KOJMYECTBA JIYHOK, ¥ BBIYMCIIIOT II0 CIIEAYIOLICH
popmyie
Vip (Nyw—=2)+V s

V, =
k 100 2

3)

rae V, — 00BEM pacTBOpa KOHBIOTaTa, BHOCHMBIA B OJHY JIyHKY MHKPOTHTPOBAJIBHOTO
IUIAQHINETA, MM3, (mpu KCHONB30BaHUHU TECT- CHCTEM PENICILLIN ELISA Vw 25 MM3 npu
WCIIOIB30BaHHMH TECT-CUCTEM «HPOJZ[OCKPI/IH“I/Id)A Tenuummmmny V= 50 Mm°);

N,, — KOJHMYECTBO JIYHOK MHKDPOTHTPOBAIBHOIO IUIAHIIETA, BBIYHUCIEHHOE IIO
dopmyue (1);

V1 — 06BeM pacTBOpa KOHBIOraTa, IPUroTaBIMBaeMOro B 3arac, MM Vi > 50 MM,

[Toy4eHHBIH PaCcTBOP MUCIOJB3YIOT CBEXEIPUTOTOBIEHHBIM. [IpUIOTOBICHHBIA PaCcTBOP
KOHBIOTaTa CJIeyeT MPEeAOXPAHATE OT IECHCTBHS CBETA.

9.5.5 IlpuroroBJ/ieHHE PACTBOPA AHTHTEJI

IIpuroToBjieHEe PacTBOpa aHTUTEIN MPOBOIAT TOJBKO IIPH HCIOJIb30BAHMH TECT-CHCTEM
PENICILLIN ELISA

PacTBOp TOTOBUTCS HENOCPENCTBEHHO mepen mposencHueM MDA u XpaHEHHWIO HE

TIOJJICIKHUT.
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100XKOoHIIEHTpaT aHTUTEN, MOATOTOBIEHHBIM mo m. 9.5.1, ueHTpudyrupyror B
cnenyromem pexume: or 20 °C mo 25 °C, 1000 g, 1 mun. OTOHparOT D03aTOPOM AIMKBOTY
100xxoHIIEHTpaTa aHTI:ITeJI U MEPEHOCST B MHKPOLEHTPH(YKHYIO NPOOHPKY MM NPOOHPKY
BMECTUMOCTEIO 5 cM’. B mpobupky mob6aBisioT OTMepeHHBIH 1103aTop0M Oybep s
pa3baBiieHusI, IPUrOTOBNICHHBIH 1o 1. 9.3.1, u3 pacyera 990 MM’ Ha 10 MM 100%KOHIIEHTpaTa
agturen (100:1) 1 mepeMernuBaioT Ha BopTekce. 100XKOHIEHTpAT aHTHTEN Cpa3y e yOupaloT B
XOJIOJHJIBHHUK ¥ XPAHSAT B COOTBETCTBHUH C Pa3zeioM 8.

Tpebyemsrit 06bem amukBoTH! 100XKOHIIEHTpaTa aHTUTEN V,, MM ONIPENEIISIIOT, UCXOAs
U3 IUIAHHPYEMOTO K HCIIONB30BAHHMIO KOJIMYECTBA JIYHOK, M BBIYMCIAIOT II0 CIEXYHOIICH
bopmyie
25:(Nyy—2)+Vas

V. =
a 100

A (4)

rme N, — KOJMYECTBO JIYHOK MHKPOTUTPOBAJIBHOIO IUIAHILIETA, BBIYHMCIEHHOE IO
(opmyue (1);
V41 — 00BeM pacTBOpa aHTHUTEIN, IIPUTOTABIMBAEMOrO B 3alac, MM, Vo225 MM,
I[Tosy4eHHBIH pacTBOP MCIOIB3YIOT CBEXKEIPUTOTOBICHHBIM.

9.5.6 IlpuroroBieHHre rpafyHpoBOYHbIX PAaCTBOPOB

9.5.6.1 IIpuroroBieHHe rpafyHpoBOYHOro pacTsopa Ne 6

K comepxxumomy ¢duakoHa cC HHO(I)HJIPISHpOBaHHBIM CTAHAApPTOM AHTHOGHOTHKA
N00aBISIOT OTMEpPEHHBIE J03aTOPOM 2 cM® Gydepa mus pa36aBleHHs, TPUTOTOBIEHHOTO IO
. 9.3.1. ComepxuMoe 3aKphITOro (h1akoHa NEepeMENIMBAIOT Ha BOPTEKCE B TEYEHHME 1 MHH.
[ToyYeHHBI# pPAcTBOpP SIBISETCS IPaIyHPOBOYHBIM pPacTBOpoM Ne 6, B KOTOPOM MaccoBast
KOHIIEHTpaLUs aHTI/I6PIOTI/IKOB IPYIINBl NEHUIWUIMHOB B IepecueTe Ha OCH3MINECHULIMIUIMH
cocrasnser 4,000 Hr/cm’.

9.5.6.2 IlpuroToBjieHHe rPaxyHpPoOBOYHbBIX pacTBOpoB Ne 1 — Ne 5

['pamyupoBounble pacTBOpel Ne 1 — No 5 roToBAT MyTEM MOC/IEAOBATENBHOIO
pas0aBiieHHs] TPaTyupOBOYHOro0 pacTBopa Ne 6, IPUIOTOBIEHHOrO IO II. 9 5.6.1, cnepyromum
obpasom. B mpoGupku s LEHTpUGYTHPOBAaHMS BMECTHMOCTHIO 2 CM’ HIH CTEKJISHHEIE
IPOOUPKH BMECTUMOCTBIO 5 CM~ BHOCST alIHMKBOTY HCXOJHOIO IpaJyHpOBOYHOIO pacTBOpa M
anukBOTY Oydepa mius pasbaBieHus, npurotoBneHHoro mo 1. 9.3.1. Mcxonusri
rpadydpOBOYHBEIA pacTBOpP, OT KOTOPOro OTOMpaeTcs aluMKBOTa, H OOBEMBI AIHMKBOT,
MICIIONB3yEMBIE IJIsl IIPUTOTOBJICHUS IPaJyMpPOBOYHBIX pacTBOpoB Ne 1 — Ne 5, ykasaHbI B
tabmune 4. ComepxuMoe IPOOHPOK EPEMELINBAIOT Ha BOPTEKCE B TEUEHUE | MUH.

Ta6auna 4 — CxemMa NPHrOTOBJIEHHSA rPagyHPOBOYHBLIX PACTBOPOB

[TpuroTaBnuBaeMbIi HcxonHblit O6mwem Oydepa
rpaJyMpOBOYHbIA pacTBOP rpajlyipOBOYHBIN pacTBOp | Iuist pa3baBiieHu,

O6o3HaueHue | MaccoBasi KOHUEHTpaLys, ur/cm® |OGo3Hauyenne| OGBEM, MM MM’

Ne 6 4,000 - - -

Ne 5 2,000 Ne 6 250 250

Ne 4 1,000 Ne 5 250 250

Ne 3 0,500 Ne 4 250 250

Ne 2 0,250 Ne 3 250 250

Ne | 0,125 Ne 2 250 250

9.5.6.3 XpaHeHue rpaJyHpOBOYHBIX PAaCTBOPOB
IIpuroTopnenssie o mi. 9.5.6.1, 9.5.6.2 rpagyupoBounble pacTBopsl Ne 1 — Ne 6 nemsr
Ha OTHEbHBIE ANTUKBOTHL, KOTOPBIE XpaHAT IpH Temieparype He Bbime Munyc 20 °C He Gonee

' JInounu3OBaHHBIA CTAHHAPT AHTHOMOTHKA TIPYNNbl MEHULMLUIMHOB C KoHueHTpauue# 4,000 Hr/cM™ B
BOCCTAHOBJICHHOM BHJIe (B MepecueTe Ha GEH3MWINEHMLUMILIMH) BXOAHUT B COCTaB TECT-CHCTEM
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14 cyT u pasMOpa)XUBaOT B XOJIOAUIBbHUKE IIpH TeMieparype oT 2°C no 8 °C. PasamopokeHHBIE
PacTBOPHI IOBTOPHOMY 3aMOPa)XKMBaHMIO HE IIOJIEKAT.

9.5.6.4 IlpuroroBJieHHe HYJIEBOr0 IPATyHPOBOYHOr0 pacTBoOpa

B kauecTBe HyJIEBOr0 IPaIyUPOBOYHOTO PACTBOPA HCIONB3YIOT Oydep s pasdaBieHus,
IPUTOTOBJIEHHBIH 110 1. 9.3.1

10 BoimosineHue U3MepeHu i

10.1 [l mpoBeIeHUs H3MEPEHUH HCIIONB3YIOT IPOOEI, IIOArOTOBJIEHHBIE B COOTBETCTBUHM
¢ 1. 9.4. KOMIIOHEHTHI TECT-CHCTEM MOATOTABIMBAIOT B COOTBETCTBHH C II. 9.5.

10.2 B nmyHKM MEKPOTHUTPOBAJILHOTO IJIAHIIETA, PA3MEYEHHOTO COTJIACHO II. 9.5.2, BHOCST
oToOpaHHbIE 103aTOPOM:

— B nayHkad Al, A2 — nBe amukBoTel o6bemom 100 MM® Gybepa mis pasGasieHus,
IPUTOTOBJIEHHOTO 110 1. 9.3.1 (61anK);

— B nyaku Bl, B2 — nBe anukBoThl 06BeMOM 50 MM’ HYJIEBOTO T'DaJyHpOBOYHOIO
pacTBOpa, MPUIOTOBIEHHOTO 1O 1. 9.5.6.4;

— B ayaku Cl — H2 — mo nBe anukBoTel 066eMoM S0 MM® KaIOTO TPaLyHpPOBOYHOIO
pactBopa (Ne 1 — Ne 6), IpUTOTOBJIEHHBIX 110 1. 9.5.6;

— B ayHka A3 — H6 — anmuxBoTsl 065eMOM 50 MM’ IBYX MapaUIeqbHBIX P06 KaKIOTo
o0pasia, IPUroTOBJIEHHBIX 110 11.9.4.

Kaayro aluKBOTY BHOCST B OTAENBHYIO JIyHKY, BHECCHHE I'PalydPOBOYHBIX PACTBOPOB
TIPOM3BOUTCS B IIOPSAKE BO3PACTAHMS MX KOHIICHTPALIUH.

Ilpumeuyanue — IIpu BBIMOJHEHWM W3MEPEHHM COIIaCHO L. 10.10 ¢ wuCcnonB30BaHUEM
ABTOMATHYECKOTO MHKPOIUIAHIIETHOro (GoToMeTpa ¢ pedepeHcHbIM (GunbTpoM Ha 630 HM (620 um),
OnaHK B JIYHKH MUKPOTUTPOBAJILHOTO IJIaHIWETa HE BHOCHAT. OCBOGOJIHBI.UHCCH JIYHKHM HUCTIONB3YIOT IJId
rpaJyHpOBOYHBIX PACTBOPOB HIIH PacTBOPOB MpOG.

10.3 B xaxmyio JIyHKY MHKPOTHTPOBAJIBHOTO IUIAHILIETA, 32 HMCKIIIOYCHUEM JIyHOK Al,
A2, BHOCSIT OTOBPAHHbIIA J03aTOPOM PACTBOP KOHBIOTATa, IIPUIOTOBJIEHHBIH 110 1. 9.6, 06BeMoM:

— npu ucrnons3obanuy Tect-cucteM PENICILLIN ELISA —25 MM;

— IIPY UCIOJB30BAHUH TECT-CUCTEM «HPOJIOCKPI/IH® A®A-TTenuummmey — 50 My';
sateM mpu ucnonb3oaruu tectT-cucreM PENICILLIN ELISA BHocaT 0TOOpaHHBIN J03aTOPOM
pacTBOp aHTHTEN, IIPUTOTOBNEHHBIH 110 11. 9.7, 06beMoM 25 MM’

10.4 3akphBalOT IUIAHLIET IUICHKOM «mapaguibM» HIM 3aKIEHBAIOT  CKOTHEM.
[lepeMemuBaIOT COAECPIKAMOE JYHOK IUIAHIIETa HAa BOPTEKCE MM BPYHHYIO MCICHHBIMA
KPYTOBBIMH JBH)KEHUSIMH IVIAHIIETA [10 IOBEPXHOCTH CTOJIA B TEUCHUC 10 c.

10.5 IToMemaroT MAHIIET B XOJOMMIBHMK mpH Temmeparype or 2 °C mo 8 °C m
MHKYOUPYIOT B 3aIMIIEHHOM OT CBETa MECTE B TeueHHe 60 MUH.

10.6 I[To OKOHYAaHMHM HMHKYOAUWM J>XUIKOCTh M3 JIYHOK BBUIMBAIOT ITYTEM PE3KOIo
IIepeBOpaYMBaHMs IIAHINIETA.

10.7 ITpoMBIBAIOT IUIAHIIET TPH Pa3a, A00ABISLS IPH STOM Ka)KJIBIH pa3 MHOIOKaHaJIbHBIM
J03aTOPOM B JIyHKH Itanmera 1o 300 MM® MoroLIero 6ydepa, IpUroToBieHHoro o m. 9.5.3, u
3aTeM BBUIABAs €r0 Pe3KMM IIepeBOpadMBaHHEM IUiaHileTa. Ilocne mocienHero mpoMbIBaHUA
[UIAHINET NEePEBOPAYUBAIOT U YHAIAIOT OCTATKH JXKHAKOCTH ITyTEM SHEPrHIHOIO TPOEKPAaTHOTO
IOCTYKHBaHHs DaMK# C JyHKamMd IO CTONY, HAKPBITOMY JIHCTOM CyXO# (UIBTPOBAIBHOM
Oymaru.

HpMMeanue -B npouecce pa6OTI>I caenyeT n3beraTh BbICHIXaHUS JIYHOK B IE€pPEpBIBAX MEXOyY
OTHEJBHLIMU JSTalaMHu pa60TI>I M YBEJIMYCHHUSA IJIATENIbHOCTH IIE€PEPBIBOB. ToyHOCTH pe3ybTaTOB
U3MepEeHUH 3aBUCUT OT PaBHOMEPHOTO MPOMBIBAHHS JIYHOK, MOSTOMY CJEAYeT TIIATEILHO cobmozath
npouecc IIPOMBIBKH. PCKOMCHH}/CTCSI MpOBOAUTH MpoLEAYPY TNPOMBIBKH [UlaHueTra ¢ IIOMOIUBIO
yc*rpoﬁcrsa JJisi TIPOMBIBKH TUIAHLIETOB, 3alaBasg CJCOYIOLIHE napameTpsbl npqrpaMMblz KOJIMYECTBO
LIUKJIOB POMBIBKY — 3, 00B€M MCIIOIB3YeMOro NPOMBIBOUHOIO pacTBopa - 300 MM

10.8 B kaxayio JyHKYy BHoCAT mosaropom mmo 100 MM’ pacTBOpa cybcTpata (TpH
sernonbsosanuy TecT-cucteM PENICILLIN ELISA) wis XpoMOTeH-CyOCTPaTHOro pacTsBopa
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(IpA UCIOJB30BAHUU TECT-CUCTEM «[TPOJIOCKPUH"® U®A-IIeHAIAIIME») ¥ aKKypaTHEIME
KPYTOBBIMY JBHXKEHHSIMHY ILIAHIIETa IEPEMELIMBAIOT €0 COAEPIKUMOE.

10.9 ITomemmaroT miaHmer B MHKyOarop mpu Temmeparype or 20 °C mo 25 °C u
HHKYOUPYIOT B TEYECHUE:

— npu ucnonbsosanuu tecT-cucteM PENICILLIN ELISA — 30 muH;

— IIpY UCIOJIb30BaHUH TECT-CUCTEM «[TPOJOCKPUH" VD A-TTenumunms» — 15 MuH.

Orcyer BpeMeHH WHKYOaluy HA4YMHAIOT HEMEIUICHHO II0CIe OKOHYaHHsA BHECEHHUS
pacTBopa cybcrpara. [Ipu OTCYTCTBMY HHKYGAaTOpa MEUKPOTHTPOBAIBHBIN TLIAHIIET HHKYOHPYIOT
B 3aIIMIIEHHOM OT CBETA MECTE, TP YCIOBUSX, yKa3aHHBIX B pasjele 7.

10.10 Cpa3sy e mociie OKOHYaHHs HHKyOallMd B K&XXIYIO JIYHKY IUIAHIIETa J03aTOPOM
procaT mo 100 MM’ pacTBOpa CTON-peareHTa M aKKypaTHBIMH KPYTOBBIMH [BHKEHUSIMH
IIepEMEIINBAIOT €r0 COIEPKUMOE.

10.11 HememneHHO 1ociie O00aBJIeHHUsT CTOI-peareéHTa M3MEpSIOT ONTHYECKYIO
[JIOTHOCTE B K&X/IOH JIyHKe IUIAHIIETa Ha aBTOMAaTHIECKOM MUKPOILIAHIIETHOM (HOTOMETPE IpH
juHe Boiubl 450 HM. M3MepeHMs NPOBOAAT B COOTBETCTBHM C 3KCIUIyaTalliOHHOH
JOKyMeHTanue# mpudopa.

[Ipy HaIM49ME aBTOMATHYECKOr0 MHKPOIUIAHIIETaoro (OTOMETpa, IO3BOJIAIONIETO
BBITIOJIHATH U3MepeHus ¢ pedepeHCHbM GuabTpoM Ha 630 HM (620 HM), H3MEPEHHS IPOU3BOJAT
¢ MCToNB30BaHHEM pedepeHcHoro ¢uistpa. MCIONB30BaHME JAaHHOTO DEXHUMa H3MEPEHHH
BO3MOXKHO IPH IIONOXKUTENHHOM pE3ylbTaTe IIPOBEPKH (DOHOBOrO CHTHAja COTJIACHO
pasznemy 12.

10.12 Perucrpanuio MpOMEXYTOYHBIX M3MEPEHHHM NPOBOIAT B XKypHAJE IO bopwme,
IPELyCMOTPEHHOM CHCTEMOM MEHEDKMEHTA 1ab0PaTOPHH.

11 O6paGoTKka pe3yJbTaTOB H3MePEHUH

OGpaboTKa pe3yIbTaTOB M3MEPEHHUH Pou3BOAUTCS ¢ oMowbio T10.
I1O cTpouTCs rpasyrpoBOYHas 3aBUCHMOCTS Ig[BY/(By — B)] OT necATHYHOrO norapupma
KOHIIEHTpALUU BUJA

1g[B'/(By— B)] = a + b1gC, %)
rme By — ONTHYecKas IUIOTHOCTh HYJEBOTO IPaIyHpPOBOYHOTO PAacTBOPa (KOHIECHTPAIS

0 ur/em’); ;
C — MaccoBasi KOHIIEHTpalus GeH3UINEHALIMIIAHEA B PACTBOPE, HI/CM

B' — CKOppeKTHpOBaHHas ONTHYECKAas IUIOTHOCTh pPacTBOpPa, PACCHHTHIBACTCA 110
bopmyie
B'=B - B, (6)
rIe Bp, — onTHYeckas IIOTHOCTE Oianka (11.10.2), paccuuTeiBacMas 1o bopmyie
_ BprLitBBL2
B, = 2222 (7)

===
rne  Bpu;,Bpr2 — 3HaYEHMS ONTHYECKOM INIOTHOCTH, M3MEPEHHOM B TyHKaxX Al u A2 (GnaHK).
IIps H3MEpPEHUH ONTHYECKOH MIOTHOCTH C PedePEHCHBIM ¢unsTpoM u3MepeHus OGnaHka
HE MPOM3BOAAT M IIPH pacyeTax NPHHMMAIOT, YTO B' = B mupH YCIOBHH IIOJy4CHHS
[10JIOKHUTEIHHOTO Pe3yJIbTara IpOBEpKH (HOHOBOIO CHIHaNa B COOTBETCTBHH C Pas/IeioM 12.
Pacuer k0>Q(HUIMEHTOB JIMHEHHOH PErpecCHH d, b MNPOU3BOIAMTCHA IPOrpaMMHBEIM
oBeceuenueM ¢ MOMOIIBI0 METOAA HAMMEHBIIMX KBa[ADAaToOB Ha OCHOBAHWA Iap 3HAYCHUH
1g[B/(By — B)], 1gC;, momy4eHHbIX 1Jisl MECTH IPaflyipOBOYHBIX PaCTBOPOB, T/I€ (i=1.6), Ci—
MaccoBasi KOHIIEHTpaU¥s i-r0 IPalyHpOBOYHOIO DPacTBOPA, Hr/cm’, B; — cpelHee 3HaucHHE
ONTHYECKOH TLIOTHOCTH, PACCUMTAHHOE IO IBYM 3HAYECHWSM [BYX H3MEPEHUH ONTHYECKOMH
[IOTHOCTH, B' — CKOppeKkTHpoBaHHOe 1o (opmyse (6) cpenHee 3HAYEHHE ABYX U3MEpPECHUM

OIITHYECKOH IJIOTHOCTH.
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MaccoBass [nmonst aHTUOMOTHMKOB TIpYNNBl MNEHULMJUIMHOB B 1pobe X, MKI/KT,
pacCUMTHIBAETCS HAa OCHOBAaHMU DE3YJIbTaTOB H3MEPEHUH ONTHYECKOH IUIOTHOCTH DPacTBODA
TIOATOTOBJICHHOW MPOOBI, KO3((GHUIHUEHTOB JHHEHHON perpeccuu U (hakropa pa3daBiIeHHUs IO
hopmyne

19[B%/(Bo-Bx)|-a
X=F-10 b ' (8)
rae X —MaccoBas J0Jis aHTUOMOTHKOB IPYIIIEI MEHUIMLITHHOB B IPOOE MKI/KT;

F — daxtop pazbaBnenus mpoObl, IPUBEICHHBINA B TaOIULE 5,

B, — onTryeckas MIIOTHOCTb, OJYYEHHAs PU H3MEPEHUH PacTBOpa MPOOEI;

By — ckoppekTHpoBaHHOEe 10 ¢Gopmyne (6) 3HAYEHHE ONTHUYECKOH IIIOTHOCTH,
TMIOJIYYEHHOE [IPU U3MEPEHUH pacTBOPa IIPOOEKIL.

3a OKOHYATENBHBIM pe3yabTaT H3MEPEHHH MPUHUMAIOT CpeaHee apU(METHYECKOEe
pe3yabTaTOB IBYX U3MEPEHHM MapaUIeIbHBIX P00 MPH BHIIOJIHEHUH YCIIOBHUS TOBTOPSIEMOCTH
no paszeny 13

5 Xi+Xp

r=222 )

rae  X;, X> — pe3yJibTaThl U3MEPEHHH MacCOBON JTOMM aHTHOHMOTHKOB I'PYIIIbI NEHUIMIUIMHOB
B JIByX IapaJUIeNIbHBIX Ipo6ax, MKI/KT.

Tabauna S — @akTopbl pa3baBiaeHHs

Bune! npoayxuuu 3HaueHue (akropa pazbaBaeHUSA
Msico 40
Moi0ko (ChIpoe, NacTePU30BaHHOE, CTEPHIM30BAHHOE), MOJIOKO 5
CYX0€ BOCCTaHOBJIEHHOE
MoJ10KO CrylIeHHOE 8

TBOpOr, ChIp (MSTKHUH, OJyTBEPAbIH, TBEPAbIH, CBEPXTBEPBI),
MacJjI0 CIMBOYHOE, KOKTEHUIM MOJIOYHBIE, KUCIIOMOJIOYHBIE
MPOAYKTHI (MOTypT, cMeTaHa, keup, naxra U T.H.), MOPOKEHOE Ha 40
MOJIOYHOM OCHOBE, MOJIOYHAs! CBIBOPOTKA, BOCCTAHOBJICHHAS CyXas
MOJIOYHAsl CBIBOPOTKA

OxOHYATENBHBIN PE3yNbTaT U3MEPEHUM OKPYIJISIIOT J0 BTOPOrO 3HaKa IIOCIE 3allsTOM
JUIS ~ MOJIOKa  CBIpOro,  IIaCTEPU30BAaHHOIO,  CTEPHJIM30BAHHOIO,  MOJIOKa  CyXOro
BOCCTQHOBJIEHHOT'0, MOJIOKAa CTYIIEHHOIO ¥ JIO IEpBOr0 3HaKa IOCIE 3alsTOH Ui OCTaIbHBIX
BUJIOB NPOAYKIIVH.

EciM OKOHYATEeNbHBIA pe3ybTaT M3MEPEHHH X OKa3BIBAETCS MEHBINE, YEM 3HAYCHHE
HIDKHEH TpaHMIbl JUala30oHa H3MEpEeHHHM, IpPHBEIEHHOIO B pasfene 2, TO JaeTcs
OJHOCTOPOHHSISL OLIEHKA COAEPXKaHWs AaHTHOMOTHKOB TpYIIbl IEHUIMWIUIMHOB B obOpasue
cormacHo 1. 14.2.

Ecii OKOHUYATeNbHBI pe3ynbTaT M3MepeHuit X okaspiBaeTcsi GOJbIIE, YEM 3HAYCHHE
BEpXHEW TrpaHMIBl [MAra30Ha M3MEPeHMH, IIPUBENEHHOro B paszjelne 2, TO JaeTcs
OZTHOCTOPOHHSISL OLEHKA COJAEp)KaHHs AHTHOHMOTHKOB TpYIIBl IEHHUIMUIMHOM B oOpasie
cormacHo 1. 14.3.

Peructpanuro 00paboTKM pe3yapTaToOB IIPOMEXYTOUHBIX H3MEPEHHH MPOBOMAST IIO
(bopme, IpeIyCMOTPEHHOM CUCTEMON MEHEIKMEHTA 1ab0PaTOPHHK.

12 TIpoBepka ¢oHOBOro CHrHaJja

JlanHas mporeaypa IMPOBOIUTCS, €CIIM IPU BBIIOIHEHUH M3MEPEHMH, B COOTBETCTBUU C
pasgenoM 10, GIaHK B JIyHKH MHKPOTHTPOBAIBHOIO IUIAHIIETa coriacHo 1. 10.2 He BHOCAT, U
onTHYecKast INIOTHOCTH 110 1. 10.10 u3MmepsieTcs ¢ UCIob30BaHueM pedepeHCHOro GpUIbTpa.

IIpy BBIIONHEHUH TIPOIEAYPhI IPOU3BOIUTCS H3MEPEHHE ONTHYECKOH IIOTHOCTH OJ1aHKa
cormacHo pasueny 10 ¢ wucmone3oBaHMEM pedepeHcHOro Quubrpa. PesynbraT NpPOBEPKH
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(bOHOBOl"O CUrHajia IPU3HAETCs MOJIOXKUTEIBHBIM, €CJIN BBIIIOIHACTCS yCJIOBUE

By, <0,010,

rie By, — paccuuTanHoe o Gpopmyse (7) 3HaYCHHE ONTHYECKOH IITOTHOCTH GaHKa.
[Ipoleypa BBITONHAETCS OJHOKDPATHO Ul KaXIOW HOBOX IApPTHH TECT-CHCTEM B XOI€

BBINOJIHEHUSI CEPHU U3MEPEHUH 1po0.

(10)

13 IlpoBepka NpPHEMJIEMOCTH pe3yJbTaTOB M3MEPEHHH, MOJy4YeHHBIX B

YCJIOBUSAX MOBTOPAECMOCTH

[IpoBepKy MpPHEMIIEMOCTH pPE3YJbTaTOB HM3MEPEHHUH,

obpa3om.

MOJYYEHHBIX B  YCIIOBHSX
IOBTOPSIEMOCTH, MPOBOAAT B cooTBeTCTBMH ¢ Tpebopanusmu CTB MCO 5725-6 cnenyronym

PacCUMTHIBAIOT PACKOXKICHHE MEXAy De3ylbTaTaMy H3MEpEeHHH NapalieNbHbIX Mpod
onHoro ob6pasna |X; — X,|, 3HaueHHe KOTOpPOTO CpaBHHBAIOT C aOCOMIOTHBIM 3HAYECHHEM
npeielia TIOBTOPSEMOCTH 7'qps. ECIIM BBIOJHSAETCS yCIIOBHE

|X1 - X2| < Tabs»

(In

T0 06a pe3ysIbTaTa CUMTAIOT NPUEMJIEMBIME M B KaueCTBE Pe3yibTara M3MEPEHHH yKa3bIBAIOT
cpennee apudmernyeckoe X, paccuuranHoe o dpopmyie (9).
AGCONIOTHOE 3HAYEHWE Ipefielia MOBTOPAEMOCTH IFgps, MKI/KT, PacCUMTHIBAIOT IIO

bopmyie

Yops = 0,017~ X,

(12)

e X — cpenHee apu)MeTHUECKOE PE3yJIbTAaTOB M3MEPEHUH MacCOBOM HOJIM aHTHOHOTHKOB
IPyIIIb] NEHUIMUIMHOB B IIapaJUIeIbHBIX npo6ax 0fHOro obpasna, MKI/KT;
¥ — OTHOCHUTEFHOE 3HAYEHHE Npe/ieiia IOBTOPSEMOCTH, Yo, IIPUBEICHHOE B Tabuuie 6.

Tabaama 6 — OTHOCHTE/IbHBbIE 3HAYEHHSl NpeJea NOBTOPHAEMOCTH, KpHTH‘leCKOﬁ Pa3HOCTH H
HOpPMaTHBA KOHTPOJIA NPABHJIbHOCTH

Hopmatus
IIpenen Kpurnueckas
KOHTPOJIS
Buel nponyKumu NOBTOPSIEMOCTH | pasHocTh CD,
o B NPaBUIbHOCTH
r, % %0 5
Komus Y0
Msico 16 13 15
Monoko(ChIpoe, acTepU30BaHHOE,
CTEPUIIU30BAHHOE), MOJIOKO CyX0€ 12 17 18
BOCCTaHOBJIEHHO€, MOJIOKO CTyIIEHHOE
TBopor, ceIp (MSTKHH, MOJTyTBEPABIH, TBEPABIH,
CBEPXTBEP/IbIi), MAC/IO CIMBOYHOE, KOKTEIN
MOJIOYHBIE, KHCJIOMOJIOYHBIE MPOIYKTHI
(fforypr, cmMeTaHa, keup, naxra u T.IL), 16 17 19

MOpOYKEHOE Ha MOJIOYHOM OCHOBE, MOJIOYHAs
CHIBOPOTKA, BOCCTAHOBJICHHAS CyXasi MOJIOYHAs
CBIBOPOTKA

[Ipy HeBbimonHeHud ycnoBuss (11) MPOBOAAT MOBTOPHBIE W3MCPEHHSA COTIIACHO

pazaeny 10.

14 OgopmiieHHe pe3yabTATOB H3MepeHHH

14.1 dopma mnpeacTaBJeHHs pe3yJibTaTa H3MEPEHHsl ¢ HCHOJB30BAHMEM

pacmnpeﬂnoifl HeonpeaeJeHHOCTH

PesyibTaT H3MEPEHHHt, BblIaBaeMblii 1ab0paTopre, MOXKET OBITh MPEJICTABICH B BUC
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(X + UX)) mxr/kr (P =0,95, k=2),

rme X — pe3ynbTaT M3MEPEHHH MacCOBOW [OJNH AHTHOMOTHKOB IDYIIIBI HNEHHIUUIAHOB,
MKI/KT, TIOJTy4eHHBIH 110 popmyie (9);
U(X) — pacuupeHHas HEOIpPeJENeHHOCT Pe3ybTaTa H3MEPEHHH, MKI/KT.
PacImupeHHyI0 HEONpEAeNeHHOCTh pe3ynbraTta uameperuit U(X), MKI/KT, pacCUMTBIBAIOT

o hopmyIe
UX)=0,01-U"-X, (13)

rne U — OTHOCHTENbHAs pacCIIMpEHHas HEOIPEeNeICHHOCTh pe3y/bTaTa H3MEPEHHH,
BBIMOJTHSEMbIX B COOTBETCTBHH C METOJUKON H3MepeHuU#, %, NpuBeeHHas B Tabuie 2.

14.2 ®opma npeacTaBiieHHsl Pe3yJbTaTa H3MEePeHHsi B BH/Ie OJHOCTOPOHHEH
OLIEHKHM C MCIO0JIb30BaHUEM NpeJesia H3MepeHHs

Ecnu xoHEYHBIM pe3yabTat H3Mep€HI/II71 X— OKa3pIBa€TCs MCHBIIE, YEM 3HAYCHHUC HIDKHEH
rpaHHIBI JAara3oHna H3MepeHHf1, IIPUBEOCHHOE B pa3fciie 2, TO JaeTcs OJHOCTOPOHHSASA OLICHKa
MacCOBOM JOJIM aHTUOUOTHKOB rpynnel IEHUNUAIIIMHOB B 06pa3ue

MeHee X, g MKI/KT,
rae  Xjq — 3HauYEHHE MpE/esia H3MEPEHUH, MKI/KT, IPUBEICHHOE B pa3/ene 2.

14.3 ®opma mpeacTaBeHus pe3yIbTaTa H3MePeHHsl B BHIE OJHOCTOPOHHEH
OIIEHKH C HCIO/Ib30BaHHEM 3HAYEHHs BEPXHel rpaHUIb] JHANIA30HA H3MEPEeHH

Ec/id KOHEUHbIH pe3ynbTaT u3MepeHnuit X oxasbiBaeTcs GOJIBIIE, YeM 3HAYEHUE BEPXHEH
rpaHMIBI JA¥Aa30oHa H3MEPEHHH, IPUBEIEHHOE B pasjiesie 2, TO JaeTCs OXHOCTOPOHHSS OLCHKA
MacCOBOM 10T aHTUOHOTHUKOB IPYIIIBI IEHUIM/UIMHOB B 00pasie

6onee Xy MKI/KT,

rone Xy, — 3HaueHHe BEpXHEW IPaHMIbl NHMaNa3oHa M3MEPEHHH, MKI/KT, NPHBEICHHOE B
pazzene 2.

15 KoHTpOJIb TOYHOCTH Pe3y/IbTAaTOB M3MEPEeHH

15.1 Ilepuogu4HOCTL NPOBEJEHHS KOHTPOJA TOYHOCTH Ppe3yJbTaTOB
W3MepeHu

KOHTpONb TOYHOCTH MPOBECHHS M3MEPEHUH BBIIONHAETCS C IEPHOTUIHOCTRIO,
YCTAaHOBIIEHHOM CHCTEMOM MEHEDKMEHTA JJAOOPaTOPHH, HO 00513aTeIBHO:

~ Ipu BHEAPSHUH METONUKA U3MEPECHUH;

— mpy TosiBEHAH (HAKTOPOB, BIMSIOMKMX HA CTAOMJIBHOCTB MPOLECCa IO pe3ylbTaTaM
ananmu3a KoHTpoabHBIX KapT (KK);

— [pY 3HAYMMBIX M3MEHEHHSAX B YCIOBHSX M3MEPEHHH (Apyras MapTHs pearcHToB,
HOBBIE CPEJICTBA M3MEPEHUH, PEMOHT 000PYIOBaHHUS 1 T.1L.);

— Tipy MOOBIX BBIABICHHBIX HECOOTBETCTBHUSX B paboTe nabopaTopuH, IPUMEHUTEIIBHO
K METOIMKE U3MEPEHMH.

15.2 OmnepaTuBHbIH KOHTPOJbL pPe3yJbTAaTOB, MNOJY4YeHHbIX B YCIOBHMAX
MOBTOPSAEMOCTH

OrnepaTHBHEI KOHTPOJTb IIOBTOPSEMOCTH BBIIOJHSCTCS UL KaXIOH npoOBl IOCiIE
U3MEpEHHs] MAacCOBOM JONM aHTHOMOTHKOB IPYIIIB! INEHHIMUIMHOB IIPH PacteTe KOHEIHOIo
pe3ynbTaTa M3MEpEHHH 10 pe3yibTaTaM JIBYX NapallesbHbIX onpeleieHU# B COOTBETCTBUH C
paszenom 13.
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15.3 IIpoBepka NpPHEMJIEMOCTH pe3yJbTATOB H3MEDPEHHH, MOJyYeHHbIX B
YCJIOBHSAX MPOMEKYTOYHOM NPENH3HOHHOCTH

[TpoBepKy TpPUEMIIEMOCTH PpE3yJIbTaTOB H3MEPEHHUM, TMOJYYCHHBIX B  YCIOBHAX
IIPOMEXKYTOYHOM MPELU3UOHHOCTH C U3MEHSIOMMUMHUC (aKTopaMy OmepaTop-BpeMsi, IIPOBOJAT
B cooTBercTBHH ¢ Tpebosanusamu CTB YICO 5725-6 cnemyromum 06pasom.

JlaGopaTopusi IOJydaeT JBa De3yjbTara HU3MEPEHHM X;, X, cormacso pasgeny 10,
BapbUpys (AKTOPhl MPOMEXYTOYHOM MPEIM3UOHHOCTH (OMepaTop, BpeMs) U obecreduBast
KOHTPOJIb IIOBTOPSIEMOCTH COITIACHO pas3jeny 13. 3a pe3ynbTaT U3MEpeHUH IPUHUMAIOT CPEIHEE
apru()METHUIECKOE IBYX PE3YIIBTATOB X1, X5

X =5 (14)

IIpH UX COOTBETCTBUHU KPUTCPHIO IIPUEMIIEMOCTH.
KpnTepneM IIPUEMIIEMOCTH SBJIIETCS yCIIOBHC

X1 — Xz| < CDagc. (15)

rne  CD,q — abCOMOTHOE 3HAYCHHWE KPUTHYECKOH DPasHOCTH, MKI/KI, PAacCYHTHIBAEMOE IIO
bopmyie

CD,s. = 0,01-CD - X, (16)
rae CD — OTHOCHUTENBHOE 3HAYEHHE KPUTHYECKON PasHOCTH, %, IPUBEIEHHOE B Tabiuie 6.

15.4 IlpoBepka NpPHEMJIEMOCTH pe3y/bTATOB H3MEepPeHHH, MOJY4YEHHBLIX B
YCJIOBHSIX BOCIIPOH3BOAHMOCTH

[IpoBepKy NpPHEMIEMOCTH pE3yNbTaTOB M3MEPEHMH, IONYy4YCHHBIX B yCIOBHUSX
BOCIIPOM3BOJMMOCTH, MpOBOIAT B coorBercTBHH ¢ Tpebosanmamu CTB HCO 5725-6
CJIEAYIOUIIM 00pa3oM.

Kasknast 3 IByX J1abOpaTopuii POBOJUT U3MEPEHHS COracHo paszeiy 10 u momydaer
pe3yIIbTAT H3MEPEHHHt, obecriedrBas KOHTPOJIb IOBTOPSEMOCTH COTTIaCHO paszeny 13.

PacCunTHIBAIOT cpenHee apudmernyeckoe X, MKI/KT, pe3yJbTaToB W3MEPEHHM IBYX
na6oparopuit X; u X, COOTBETCTBEHHO IO popmyIie

T _ XXy
== (17)

PacCUHTHIBAIOT aGCOIOTHOE PACXOXKICHHE MEX/Ty pe3ylbraraMy u3mepenuit |X; — Xal,
TIONyYeHHBIME B [BYX J1abOpaTopusX, 3HAyeHHe KOTOPOro CpPaBHHBAIOT C abCOIIOTHBIM
3HaYeHUEM KpUTHUEeCKOM pasHOCTH CDg. Eciiu BBIIONHSETCS yCIOBUE

X1 — Xz| < CDg, (18)
TO 00a KOHEYHBIX pe3ynpTara, IOJIyICHHBIC IBYMA na6opaTopnaMn, CUUTAIOTCS IMIPUEMIIEMBIMH,

¥ obIee cpenHee 3HaueHue X, paccyuTaHHOE 10 opmyre (17), Moxer OBITH MCIOJIE30BaHO B
KauecTBE 3asBJIIEMOT0 pe3yJIbTara.
ABCOMIOTHOE 3HAYCHHWE KPHUTHYECKOM pasHocTd CDg, MKI/KI, pacCYMTBHIBAIOT IO

bopmyie
Dy = 0,01k - CD X, (19)

rne k- xosbduuneHt, paBHb 1,6;
CD — OTHOCHUTEIBHOE 3HAUEHHUE KPATHUECKOM pa3HOCTH, Yo, IPHBECHHOE B Tabnuie 6;

X — cpeHee apuMETHIECKOE Pe3yIIbTATOB H3MEPEHHUI ABYX Tab0paTopHi, MKT/KT.
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[Tpu npeBHIICHUN 3HAUYEHUSI KPUTHYECKOH Pa3sHOCTH JJISl Pa3peIleHUs] Pa3Iudui MEXIy

pe3yJIbTaTaMy, IOJYYeHHBIMH ABYMS J1ab0paTOpHSIMH, MCIOJB3YIOT IPOLELYPE], YKa3aHHBIE B
pasznene S CTb UCO 5725-6.

15.5 KonTpoab nNpaBHILHOCTH

15.5.1 O6pa3umb! A1 KOHTPOJIA NPaBHIbHOCTH

KOHTpOJIb TPaBUIBHOCTH OIPENETICHHs. MAacCOBOM JONM aAHTHOMOTMKOB IPYIIIIBI
IEHMIW/UIMHOB NPOU3BOMWMTCS MyTeM aHamuza obpasuoB mina koHrtpois (OK) ¢ 3apanee
M3BECTHBIM 3HAUEHHMEM MAcCOBO#M oM BemecTsa (paboyas mpoba ¢ 106aBKOMH).

KOHTpOIIb MPABUIILHOCTH IIPOBOJIUTCS C UCTIOIB30BaHUEM 106aBOK OEH3MIINICHULUIUIAHA.
HeomnpeieIeHHOCTh TIPUNIKMCAHHOrO 3HA4YeHMs comepkaHus Oensunnenuunumaa B OK He
JIOJKHA TIPEBBIIIATEH OJHOM TPETH OT 3HAYECHUSI HEOIIPEAEIEHHOCTH Pe3y/IbTaTa H3MEPEHHH.

15.5.2 OGpasub! I8 KOHTPOJIsS, MpeAcTaBJsiomue coboii paboyue mpodbl ¢
nobaBKoH

JlauHble 06pa3sibl A KOHTPOJIS IPECTABISIOT coO0M HaBecKy IpoObl, MaccoBas JOJIs
AHTUOUOTHKOB IPYIIIbI IEHHIMUIMHOB B KOTOPOH MEHee Ipesiesia U3MEPEHMUs JaHHOW METOAUKH
U3MEPEHUM, B KOTOPYIO BHeceHa JobaBKa pacTBopa OeH3WINeHHLIMLIMHA. J[06aBKka BHOCHTCS
HENOCPECTBEHHO B MPOOMPKU C HaBecKaMM (aIMKBOTaMM) IpoO. 3HAUEHHE MacCOBOM JOINIH
GEH3MIIIEHALMITHEA B TIpo6e ¢ 106aBKO# Xy, MKT/KT, PACCUUTHIBAETCS TI0 HOpPMYIIE

Xgm = =L, (20)

m

rne  Csr— MaccoBasi KOHIEHTpalys OCH3UINECHUIMIUIMHA B paCTBOPE, Hr/eM;

Vsr— 06BeM 1006aBiIIeMOro pacTBopa O€H3UIIEHUIMIIIMHA, oM

m — Macca HaBeCKH NpoOBHI, T.

BenuyrHa MaccoOBOM [IOJIM aHTUOMOTUKOB TPYIINBI IEHUIMIMHOB B Ipobe ¢ mob6aBkoi
JOJDKHO HaXOAWThes B mpenmenax oT 35 % mo 60 % BepxHeW rpaHMIBI J¥ana30Ha M3MEPEHHH
METOAUKYU U3MEPEHUH.

Jlns BHeceHHs NOOABKHM HCIOJIB3YETCSl pacTBOP OCH3MINEHULMIIIMHA, IPUTOTOBIEHHBINA
13 GEH3UIINEHUIMIIMHA KATUEBOM COIM B COOTBETCTBHU C IPUJIAraeMoi K HEMY MHCTPYKIIHEH.
JlomycKaeTcst MCIIOJIb30BaTh [UIsl BHECEHHUS J0OaBOK rOTOBBIE Spike-pacTBOPHI P YCIOBHMH, YTO
OTHOCHTENIbHAS CTAHJapTHAs HEONPENETIEHHOCTh N00aBIEHHOM MacCOBOM MOJIM HE IMPEBBIIIACT
3 %.

15.5.3 IIpoBeieHHe KOHTPOJIbLHOM NPOLEAYPBI

IToy4garoT pesyibTarsl u3mepenuit OK B cooTBeTcTBHY ¢ TpeGoBaHMsIMHE paszena 10.

3a pe3ysibTaT KOHTPOJIBHOTO M3MEPEHHUs] NPUHUMAIOT PE3yNbTaT M3MEPEHHs MacCOBOH
JIOJIA aHTHOHOTHKOB TPy MEHUIMUTAHOB X B OK, MKI/KT, paccuuTanHbii o popmyre (9),
TIPX BBINIOJIHEHUH YCIIOBHUS IIOBTOPSIEMOCTH IO paszieny 13.

KpuTeprieM IpUEMIIEMOCTH SIBIISETCS YCIOBHE

IXK - Xaml <0,01- Komn. ' Xam> (21)
rae  Xun — yCTaHOBJIEHHOE 3HAYEHNE MacCOBOM NOJIM OEH3UINEHUIMIUIMHA B OK, MKrI/KT;
K,my, — OTHOCHTENBHBIM HOPMATHB KOHTPOJS IMPaBUJIBHOCTH, %, IPHBEACHHBIA B

Tabuie 6.

[Ipy HEBBIIOJHEHHWH JAHHOTO YCJIOBHS KOHTPOJIBHYIO TNPOLEAYPY IOBTODSIOT. ITpu
[IOBTOPHOM  HEBBINOJNHEHMH ycioBHs (21) BBLCHSIOT [PUYMHBL, NPHUBOAAINME K
HEyIOBJIETBOPUTEIBHBIM Pe3yIbTaTaM, IPHHUMAIOT MEPBI II0 UX YCTPAHEHHUIO U 3aTE€M IIPOBOIST
KOHTPOJIBHYIO IIPOLIENYPY.
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15.6 KoHTpoab cTaOHIBLHOCTH pe3ybTAaTOB H3MepeHH#l ¢ NpHMEHeHHeM
KOHTpoJibHBIX KapT Illyxapra

C nomomsro KK IllyxapTa KOHTPOIUPYIOT CIEAYIOIIME II0Ka3aTeIM TOYHOCTH:

— moBTopsieMocThb (R-KxapTa UM KapTa pasMaxoB);

— HaJMyhe CMEUIeHUs WK paBUIbHOCTS (Recovery-kapra).

[ToxroroBka ¥ oQOpPMIIEHHE HCXOAHBIX NaHHBIX, pacueThl mapamerpoB KK, Bemenue,
yupaBienre ¥ uHTepnperamus KK HOMKHBI  OCYIIECTBIATBCS B COOTBETCTBHU  C
tpeboBanusamu [S5] u CTB ICO 5725-6, pazzen 6.

JIng mpoBepKd CTaOMIIBHOCTH COOTBETCTBHS DE3YyJbTaTOB M3MEPEHMH ITOKa3aTelsiM
TIOBTOPSIEMOCTH, YCTAHOBJCHHBIM [aHHOM MeToxukod wu3Mepenui, mnpumensiorcs KK ¢
3aJJaHHBIMM CTAaHIAPTHBIMA 3HAYeHusMH. B 3ToM cimydae mis nocrpoenus KK wucmonmssyior
TI0Ka3aTeld MIOBTOPSAEMOCTH B COOTBETCTBUY € Tabnuuew 1.

Hpumeqaﬂue = HpH NPUMEHEHHH KK B TeueHue JJIMTEJIBHOIO BPEMEHH, U1 pacyeTa rpaHuLl KK
MOTYT GBbITh HCTONB30BaHbl JaHHBIE W3MEPEHHH, HAKOILUIEHHbIE B mpouecce BeneHus U obpaborku KK.
OJHaKO COOTBETCTBME pE3YJIbTATOB W3MEPEHMI TpeOOBaHMAM NAHHOM METOIMKM M3MEPEHUH MOXET
ObITh 3asBJIEHO TOJBKO B TOM clly4yae, €CJIM IoKas3aTrejlb IIOBTOPSAEMOCTH, paCC‘{I/ITaHHLlﬁ no
HaKOIIJICHHBIM na6opaT0pnex7'1 JAaHHBIM, CTAaTUCTHYECKHM HE IMPEBBIIACT YCTAHOBJICHHBIX METOIUKOU
WU3MEPEHUH 3HAUYCHUU.

Jlns moctpoeHus u Bemenus R-xkapr B kadectBe OK MoryT mcmonb3oBaThes pabouwne
00pasIbl.

Jlnst mocTpoeHus U BeaeHus Recovery-kapT ucnonssyiorest OK, npencrapisromue coboi
pabouyme npoObl ¢ [gobaBKaMH pacTBopa OEH3WJIIEHWLWUIMHA, TIPUTOTOBJICHHOTO M3
GeH3WITIEHALMIUIAHA KAIMEBOH CONM B COOTBETCTBHU C IPHJIaraéMod K HEMY HHCTPYKIMEH.
I[IpenBapuUTENBHO YCTaHOBJIEHHAs! MaccoBass JOJs AHTUOMOTUKOB TIPYIIBI INEHAIMUIMHOB B
JaHHBIX npobax Oe3 m100aBKM NODKHA OBITH MEHEe Npelelia M3MEPEHUs JAHHOW METONHKH
W3MepeHui. PexoMeHyeTcss BHOCUTS N00aBKy GEH3MINEHUIMUIMHA B 00pa3ibl [isk KOHTPOJLA
Ha yPOBHE MAacCOBBIX JI0JIe# B pabouux mpobax B npezenax ot 35 % xo 60 % BepXHe# rpaHUIlb]
JFara3oHa H3MEPEHUNH METOIUKY H3MEPEHMH.

15.6.1 Pacyer mapameTpoB, BefeHHe H 0opMIIeHHE NAHHbIX, HHTepPNpeTalHs
KapT pa3zMaxoB JJisi KOHTPos crabuabHocTH CKO noBropsieMocTH

PaccuuTHIBAIOT 3HAYEHMs IEHTPAIBHOM JMHHH, d2'0,, Y, NpEAyNpexTaromux
rpanun UCL;, %, v rpanun perymupoBanus UCL,, %, o cienyromum GopMynam

d,-c,=1128-0,, (22)
UCL, = D," -0, = 2,834 0, (23)
UCL, = D, - o, = 3,686 - g, (24)

rae O, — OTHOCHTCIIPHOC CTaHJapTHOEC OTKJIOHCHHE IIOBTOPSIEMOCTH, %, IIPUBEACHHOE B

tabmune 1.

I'paduueckoe moctpoenre KK cocrouT B IpoBeleHWHM Ha BHIOpaHHOH IIKanme
LIEHTPAIBHON JIMHUK U KOHTPOJILHBIX I'PAHHUII.

Benenue KK mnpemycmarpuaeT HaGop maHHBIX X, X, TIpM BBIIOJHEHWM HCIILITAHMH

OK B yCIIOBHAX MOBTODSEMOCTH B IIOJIHOM COOTBETCTBHH C METOIMKOM M3MEPEHMH, pacuera
(haKTHYECKMX OTHOCHTENBHBIX 3HAYeHMH pasmaxa W, %, opOpMICHHMH JIHCTa JAHHBIX KK #u
nanecenus naHHbIX Ha KK.

OTHOCHTENbHOE 3HadeHHe pasMaxa W , %, BHIYHCISIOT 10 cleayrome# Gopmyie

200-|X, - X,
W= :
X, + X5

(25)

2
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roe X T X » — 3HAUYCHHUJ PE3YIbTAaTOB HBMGPCHHﬁ, IIOJIYYECHHBIX B YCIIOBHUAX ITIOBTOPSEMOCTH,

MKI/KT.
Wnrepnperanus nanabx KK ocymecTpisieTcs B cOOTBETCTBHH C [5].
OIeHKY CTaHIapPTHOTO OTKJIOHEHHUsS MOBTOPSEMOCTH S, 32 KOHTPOJUPYEMBIH IEPHOL

BBIUHCIIAIOT 110 hopmyie (26).

> v
— _i=l

S =
d2

) (26)

rne N — obmee KonuuecTBO u3MepeHudt (Touek) Ha KK, mis monydueHws 3HaYSHUH
IEHTPAIBHOM JINHAK ¥ IpaHull HeoOxoaumMo, yTober N =15..20;
d, — xosddunuenr, d,=1,128.

15.6.2 Pacuer napameTpoB, BeieHHe H 0()OpMJICEHHE JaHHbIX, HHTEPHpeTALHUs
Recovery-kapT AJisi KOHTPOJIsl CTA0MJIbLHOCTH NPaBHJIbHOCTH

PaccuuThiBaroT 3HaueHNE LIEHTpaIbHOU TMHUM Rec, %, mo popMmyie

Rec=-—n, 27
N 27)

rne N — KONHYeCcTBO M3MEPEHHI /ISl pacyeTa 3HaYeHUH LeHTpaibHOM muHuK U rpasun KK;
Rec,— 3nauenue uspneuenus (Recovery), %, paccuuTsiBaeMOe IIO pe3ynbTaTaM [-TO

H3MepeHus MpoOBI ¢ J0OaBKOW OEH3MINCHUITMIUIMHA, IO popMyIie

X,
Rec, =——-100, (28)
Xexp
rne X, — MaccoBas JONsS aHTHOMOTHKOB TpYIIbl NEHHIMIUIMHOB B Ipobe ¢ J00aBKOM,
[OJIyYEHHAs TIPH [ —OM U3MEPEHHUH, MKI/KT;

X exp — DACCUMTaHHOE IIO dbopmyne (20) 3HayeHHE MAacCOBOM JOJIM aHTHOMOTHKOB

IpyIIIBl MIEHUIAUIAHOB B Ipobe ¢ 106aBKOM, MKI/KT.
PaccuMTBIBaIOT 3HAUYEHHE BEpXHEH mpemynpexparomedt rpanunsl UCL;, %, ¥ HAXKHER
npexynpexpatomeit rpasunsl LCL;, %o

UCL, = Rec + 2 Sggc, LCL; = Rec — 2 Sgge. (29)

PaccuuThIBalOT 3HaueHHMEe BepxHed rpanunsl perymupoBanus UCL;, %, W HHXKHEH
rpaHuIlsl peryaupoBanus LCL;, %

UCL, = Rec + 3 * Sggc, LCL, = Rec — 3 Sggcs (30)

rae S rec — CTAaHIAPTHOC OTKJIOHCHHUEC U3BJICUCHUA, %, pacCcuuTEIBA€EMOC 110 (I)OpMyJIe

N

Z(@— Rec; )2
Spec = = N_1 . (31)

I'papuueckoe moctpoenre KK COCTOMT B IpOBEJEHMH Ha BBIOpAaHHOM IIKale
IIEHTPAJIbHOM JIMHUM ¥ KOHTPOJIbHBIX IPaHULL.
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Benenne KK mnpenycmarpuBaeT Habop [aHHBIX E€IMHHYHBIX H3MepeHH# X, IpH
BoInoHeHUH ucnbsiTanuii OK B COOTBETCTBUU C METOOMKOW M3MEpEHUH, pacyeTra HaKTHUIECKUX
3HaueHu Koadunmenta u3Bneyenus Rec, mo dhopmyne (28), obopmiuenun mmcra gagHex KK

1 HaHeceHus naHHbIX Ha KK.
Wnrepnperamus nanaex KK ocymnecTpisieTcs B COOTBETCTBHH € II. 7 [5].
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IIpunoxenue A

(cmpaBo4HOe)

MeTpoJioruiecKue XapaKTePHCTHKH CPEICTB U3MepPeH i

Tab6auna A.1 — MeTpoJorayeckne XapakTepHCTHKH J03aTOPOB

uamnasoH Huanazon | HomuHaie- IIpenensl Ipenen ponycka- | JIMCKPETHOCTh
nokKaszaHui WU3MEpEHHs | Hbli 06BeM JIOITyCKaeMOoro €MOI'0 OTHOCHUTEJTb- YCTaHOBKHU
00BpEMOB 00BeMOB [03bl, MM | OTHOCHMTENBHOIO HOT'O CpPEIHETO o6beMa n03bl,
JIO3UPOBAHUs, | JO3UPOBaHMS, OTKJIOHEHMS Cpe- KBaJpaTH4YeCKOro MM
MM’ MM Hero apudMeTu- | OTKIOHEHUS haKTH-
YEeCKOro 3HaYeHHs | YeCKOro oobeMa 035l
(hakTHYECKOro IpY JOBEPUTEIbHOM
oObeMa JO3bI OT BEPOSTHOCTH
HOMMHAJILHOTO, % P=0,95, %
Acura manual 825
20,0 +2.0 3,0
ot 20,0 mo 200,0 100,0 +1,5 2,0 0,2
200,0 +1,5 2,0
100 +1,5 2,0 1
ot 100 mo 1000 500 +1,0 1,0
1000 +1,0 1,0
Acura manual 835
1000 +2.0 1,0
ot 1000 mo 10000 5000 +1,1 1,0 10
10000 +1,0 1,0
Acura manual 855
40,0 +2,0 3,0
ot 40,0 mo 350,0 175,0 *1,5 2,0 0,4
350,0 +1,5 2,0
1 Hos. 26




IIpunoxenue b
(cmpaBo4HOe)
CocTaBbl TeCT-CHCTEM

Ta6auna 5.1 — Coctas Tect-cucrembl PENICILLIN ELISA

KOMMNOHEHT TECT-CUCTEMBI

KonuyecTBo B

KOMIUJIEKTE, LIT.

MUKpPOTUTPOBANIBHBIH IUTaHIIET (12 CTPUIIOB MO 8 JIyHOK, MOKPBITHIX
TIEPBUYHBIMU aHTUTEJIAMH)

1

100X KOHIEHTpAT KOHBIorara, oosem 100 MM

100X KOHUEHTPAT pacTBOpa aHTuTel, o6veM 100 MM’

PacTBOp cybcTpara (roTOB K IPUMEHEHHIO), 00beM 12 oM

Cromn-peareHt (rOTOB K IPUMEHEHHUIO), 06beM 15 o™

4xkoHUeHTpaT Oybepa s pazdaBieHus, 06beM 20 o™

20xKOHLEHTpaT Motolero 6ydepa, o6vem 30 oM

JInohuIM30BaHHBIM CTAHIAPT ¢ KOHLIEHTpaLuek 4,00 HI/cM® B
BOCCTAHOBJICHHOM CTaHAapTe

Ta6auna 5.2 — CocTaB TeCT-CHCTEMBI «IIPOI[OCKPI/IH® NDA-TTenHHIITHE»

KOMIIOHEHT TECT-CUCTEMBI

KonuuecTBO B

KOMIIJIEKTE, 1OT.

MUKpPOTHTPOBANIBHBIN MaHIIeT (12 cTPUIOB M0 8 JYHOK, MOKPHITBIX
AHTHUTEJaMH K EHULWIIMHAM)

1

100XKOHLEHTPAT KOHBIOraTa, 06seM 100 MM

PacTBOp Juis pa3BeeHusl KOHBIOraTa (roToB K IPUMEHEHHI0), 00beM 10 CM

X pomoreH-cyOcTpaTHBIH pacTBOp (rOTOB K npnmeHeHmo) o6beM 14 oM’

Cron-peareHT (rOTOB K NIPUMEHEHHIO), 06beM 14 oM

Bydep ans pazbasiaeHus (roToB K npuMeHeHmo) oGeM 50 cM’

| 10xkoHUEHTpaT Mooero 6ydepa, 06vem 50 oM

JInohunnu30BaHHbIN CTAHAAPT ¢ KOHUEHTpauuei 4,00 HI/CM’ B
BOCCTaHOBJICHHOM CTaHAapTe

1 Hos.
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IIpnioxenue B
(cmpaBo4HOe)

Crneunpu4yHOCTb TECT-CHCTEM

Tab6anna B.1 — Cnenuduanocts TecT-cicreM PENICILLIN ELISA

AHTHOMOTHK Kpocc-peakTuBHOCTD, %

AMITULIMUTAH 100
bensunnenumuivH (neHuuwuivH G) 100
A3JOLMJUIUH 99
[Tunepauuive 88
AMOKCHLIWJIJIUH 85
[ennuumnus V 58
OkcaluuIuH 40
Knokcaumnnus 30
JIMKIOKCaALMIUTHH 15

Haduunnux 3

Ta6auna B.2 — Cnenuduunocts Tect-cucrem «[TPOJOCKPUH" UDA-Tlenauuuing»

AHTUOHOTHK Kpocc-peakTuBHOCTE, %
AMOKCHULIWJIJIUH 120
AMIULUIIIUH 100
bensunneHUuUWUIMH (neHuuuuIuH G) 100
[unepanunnux 80
OkcauunavH 54
Knokcauwmuinx 47
Haduunnun 29
JIMKJIOKCalMIUTMH 18
edanocnopuHbl Menee 0,01
| Hos. 28
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JIuct perucTpaluyy U3MEeHEeHHH

Howmepa nucToB (cTpaHu Bxopsuumii
p (cTpaHuL) Beero S
HOMED
JINCTOB Howmep
U3M. | usMeHeH- | 3aMeHEeH aHHYJIUpPO- | (CTpaHML) | JOK COTPOBOZIH- IMoanuce | data
HOBBIX Sl P Y TEJIBHOTO
HBIX HBIX BaHHBIX B JIOKY- MEHTa
JIOKYMEHTa U
MEHTE
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