Anti—M for card method monoclonal, mouse
TONLKO ANA ANMArHOCTUMKK IN VITRO

HA3SHAYEHMWE

MoHoKnoHaNBHaA arrMTUHWPYIOLLARA TeCT-CLIBOPOTKA AHTKU-M Npou3BOAATCA K3
CYNEePHATAHTOR KNETOMHLIX KYNLTYP NMHWA KNeTok ruBpuaoMsl NyTem BuIAeneHuA
aHTWUTen, KoTopbie cneuwduiHo HanpaeneHsl NPOTUE COOTBETCTRYHOLWEro aHTUreHa
rpynnkl KpoBuW. TecT-CLIBOPOTKA MCMONL3YeTes AN Ka4ecTBEHHOMD onpeaeneHus in vitro
HANWYMA UMK OTCYTCTEMA AHTHIEHOB rPYNNbI KPOBM M Ha YenoBeYecKUX IPUTPOLUTaX.
[aHHkle TecT-CHIBOPOTKM NPpeaHa3HaveHsl ANA UCNeNbIoBaHWUS TONLKO
KBanWULMPOBaHHLIM M 0OY4YEHHLIM NePCOHaNoM.

MPUHLMN PABOTHI METOOA

METDD,H TECTUWPOBAHWA, NpPUMEeHAEMBIE NMDPK MCNONL30BaHHUK ATOR TeCT-CeIBOPOTEMN,
OCHOBaHEl Ha NpUHUKNE KOMOHOYHOR arrnTAHZL M. HDPMEIII:HI:IE IPUTPOUMTEI
Henoeeka, nepeHoCAWMe OOWH M3 COOTEETCTBYHILWMX aHTHMEHOB, almNKTUHHUDYTCA
COOTEETCTEYHILWWMM aHTHUTENOM.

TECT-CEIBEOPOTKM

YKa3zaHHbIe CLIBOPOTKW ONA TECTOR HA rpynny KpOBW COOEpWAT aHTHUTENa cneqyoLny
KNOHOB:

Anti-M for card method monoclonal, mouse clone: LM110/140

TecT-ceiBopoTHMA cofepxat <0,1 % (no Macce) a3wga HATPWA B KAYeCcTEE KOHCEpPBAaHTA.

B gononHeHue K aKTUEHOMY KOMMNOHEHTY SHTUTEN TECT-CHLIBOPOTHWA COOSPMAT XNopua
HATPWA, BbICOKOMONEKYNAPHEIE COBIMHEHMA W BLIMMIA anbGyMuH, KOTOpEIR GbIN NPOEEpEH
W CepTUULMPOBaH MHCNEKTOPAMMW BETEPUHAPHOR cnywbel CLUA.

NPEOYNPEXOEHWE

3T TeCT-CLIBOPOTHM NOMYYEKT W3 CYNEPHATAHTOB KNETOMHLIX KyNbTyp. Hesaswcumo oT
STOMD, 3TH NPOOYKTLI CNeJyeT paccMaTpUEaTL KaK NOTEHLKANLHD u;-lrgexummhle u3-3a
pWCKA NOSBNEHWA NATOTEHOB, KOTOPLIA HEBO3MOMHO NOMHOCTEI WCKMKYWTL. TecT-
CLIEOPOTKW COOEp#AaT a3U0 HATPWUA, KOTOPLIA 06NafasT TOKCHYHEIMK CEORCTEAMU U MOXET
o6pa30BLIBaTEL B3PLIBOONACHLIE COMKM CO CBMHLIOM WK Mefbto. Mpy yTUNM3aLmMm
NpoMsIBaiTe GONBLUMM KONWIECTEOM BOAbl. 10 YHAZSHHLIM BLILE NPUYHHAM © 3THMK
TECT-CLIBOPOTKAMM cNeyeT obpallaThcA ¢ pa3yMHON OCTOPOMHOCTEH).

XPAHEHWE

XpaHuTL B 3aKPLITOM EMOE W NNOTHO 3aKPLITEIM NOCNE NePEOTO OTKPLITHA NP
TeMnepatype oT +2 go +8 “C, Npy WCNoNB30EaHWM - KDATKOBPEMEHHO NMPY KOMHATHOR
TeMnepatype. XpaHWTL U NPUMEHATEL TONLKD 40 MCTEYEHWSA YKA3AHHOTO CPOKA FOOHOCTH.

YKA3AHWA

1.

2.
3.

B kampom TecTe HeoGXoOWMO MCNONL30BATE NONOMUTENLHEIA M OTPULATENLHBIA
METObI KOHTPOMA.

HenpaeunbHOe XpaHeHWe HEraTHEHO ENUAET HA SMOQEKTUEHOCTE U3genui.
MNerkoe NOMyTHEHWE HE BIMAST HA PEaKTWEHOCTE TECT-CHIBOPOTOK.

MaBeraiiTe DAKTEPUANEHOTD U XMMWMECKOrO 3arPAIHEHUA TECT-CLIBOPOTOK.
TecT-ChIBOpOTKY 3anpellasTca MCNonbL30BaTe, ECMW B HER o6Hapy#eHo BUOWMOE
W3MEHEHWE - 3TD MOMET YKAILIBaTL HE MUKPOOUONOTMYECKoe 3arpAsHEHHe.

. MHTEHCHMBHOCTE NONOXHUTENEHOW peakLlMK 3aBHUCHT OT BpeMeHH, NpoleIeng ¢

MomeHTa 3abopa KpoBwM.

5. MicnonbayATe cooOTBETCTEYIWYID LeHTpHUQyYTY ONA KapT.

MenonbaoeaHKe Henoaxodsled LeHTpuyTd NS KapTel (kaxoaa LeHTpudyra
MMeET hMKCUPOBAHHOE YWCNO g) MOMET NPHUBECTH K HEBEPHLIM PE3YNLTaTaMm U3-3a
W3IMEHEHWA 3HAYEHWA g.

. OnucaHHbie METOObLI TECTHPOBAHWA NDUMEHHMEl TONBED K PYYHBIM METOOaM WU

annaparty, YKasaHHOMY B AaHHOR MHCTPYKLMKA NO NpUMeHeHo. Npy enonb3aoBaHum
Opyrvx aBTOMaTOB WNi NoNyaBTOMaTH4YecKMX cicTem nabopaTopkk AomKHGI
cobnioaaTh MHCTPYKLUKM NPOM3B0OUTENs oBopyaOEaHWA W BEINOMHATE KOHTPONL B
COOTBETCTBMM C YTEEPHIEHHIMU NpoLenypamM.

= I“lpu HENONE3CBAHWK TECT-CRIBODOTOK HEODXOOMMO cobniooaTte Boe NpUMEHUMBIE

rocyQapCcTEEHHBIE 38KOHL!, MOCTAHOBNEHUA W PYKOBOOALLWE NPWHUMML], B 4ACTHOCTH,
ons Mepmanum 1o «[upekTiea no 3abopy KPOBW, 88 KOMMOHEHTOR W No
MCMONbL30BaHMI0 NPENapaTos KpoBu (reMoTepanua)».’, akTyansHas sepcus.

. OBRA3atensHo cobmogaiTe YEa2aHuA NO MCNONb30OBAHWMID TECT-KapT B

COOTBETCTBYHILLEM PYROBOOCTEE NO SKCNNYaTaUWK.



NnoaroTOBKA OBPA3LOB

1. OBpa3susl KpoBKW cnegyeT 3abupaTte 0gHWM M3 CTAHOAPTHEIX METOOO0B.

2. AHanwaupyemelil obpa3el KpoBW cneqyeT NPpOBEPMTE KaK MOMHO CKOpee Nocne B3ATUS
obpa3aya, 4Tobbl MMHUMW3AWPOBRATE PUCK NOMHONONOKWTENBHBIX KK
NOXHOOTPUUATENLHEIX PESKUWA BCNeqCTEME HENDPABUNEHOTD XPaHEHUA UKW
KOHTaMuHaUWK obpa3ua.

KpDBEI:. HDTgp%H He cpa3y NoABepraeTcH aHanu2y, Jon¥Ha XPaHWTECA NpW TeMnepaType
oT +2 no +8 °C.

OBpazubl KpOBM, AHTHKOAryNMPOBaHHbIE C NoMmolws 30TA, Heobxogumo wccnenoBatk
B TeseHWe 7 OHel, a oBbpa3uw, oBpaboTaHHble LMTPaTOM HATPUSA - B TeveHwe 14 oHeil
nocne cbopa.

KoHcepeWpoBaHHYIO/OQOHOPCKYIO KPOBE MOXHO TECTHMPOBATL A0 MCTEYeHWA CPoKa
rMOOHOCTH.

NOAroTOBKA TECT-CEIBOPOTKW

TecT-cLIBOPOTEA B NOATOTOBKE He Hy#aaeTcA. TecT-cLIBOpoTEa 0TBUpaeTcA NpAMO U3
thNaKoHa W MCNOMNL3YETCH.

NoPAQOK BEINONHEHWUA
He exopAwme B KOMNNEKT NOCTABKKW, HO HEOBXOAMMEIE MaTEpHank:

KapT-metog, py4HoR:

1. Kaptel: - Ortho BioVue® System Reverse

2. MukponunaTia

3. CrewnaHHan npobupka

4. duaronorwyeckuii pacteop (0,85-0,9 % xnopuoa HAaTpuUA)
5. UenTtpudpyra

6. LledTpugpyra ona kapt

7. PazbaBuTens ANA KOHKPETHOWM KapTsl

KapT-meToq, aBTOMaTHYECKURA:
Vision® AHanusatop

MNpoBeaeHWe TeCcTMPOBaHWA

CucTtema Ortho BioVue® (pyunoin meTon)

1. MpuroToBbTe 3-5-NPOLEHTHYIO CYCNEHIUI0 3PUTPOLMTOR B cpefe ANA pa3BefeHns,
I'IG,E,KD;J,HI.LI,&? ANA KapTel. (JpUTPOLMTEl MOMHO NPOMEITE 1-3 paza uanonoru4eckum
SCTBOPOM.
2. nmec?ure 40 men TpebyeMoil TeCT-CLIBOPOTEW B PEAKLWOHHYH(-ble) kamepy(-bi),
NOMEYEHHYH(-bI2) COOTEETCTEYIOWMM 00pazom.
3. DoBaesTe B peakumoHHy0(-ble) kamepy(-b1) 10 MKN COOTBETCTBYHOWER CYCNeHanK
SPHTPOLMTOR.
4. Lt)empuq}ympyﬁre KacceTy B COOTBETCTRYIOWEA LenTpudyre Ona KapT ©
MKCHMPOBAHHEIM YUCNOM g ANA STOR LeHTpudyTI.
5. PeaynuTartsl TECTa cregyeT CHUTLIBATL Cpa3y Nocne oKoHYaHWA LeHTprUdyrMpoBaHia.
6. 3anuwmMTe pesynsTaTkl.

Cuctema Ortho BioVue® (Ortho Vision® AnanusaTop)

chnnbacsague 8biLLIENEPEHLCTEHHLIX MECM-CLIB0POMOK NPOSEPEHD HAa aHanu3amope
Ortha Vision®.

Ananuszameop Ortho Vision® umeem cnedyrwowue onuyuwHacmpodku:

- 50 miren 0,8 % cycneH3uL 3pUMpoLUIMOos 8 ConesoM pacmeope ¢ goochamHiim gyc,bepnm unu
- 10 mrn 3-5 % cycnen3uu 3pumpoyumos e conegoM pacmeope ¢ hocghamueiv Byghepom

WHTEPMNPETALUWA PE3YNLTATOB TECTA

MonoXMTENEHLIA PE3YNLTAT (+): AMTMKTUHALKMA 3PUTPOLMWTOR PACCMaTPUBAETCH KaK
NoNoKUTENBHEIA PE3YNETAT TECTA W NOKasbIBasT
Hanu4We COOTBETCTBYHILIMX SHTUIEHOE.
OTpuuatensbHeIA pe3ynbTaT (-): OTcyTcTBME amnoTUHALWKY 3pMTPOLUMTOB
pPacCMaTPUBAETCA KaK OTPHLATENLHEIR
pesyneTaT TecTa, T.e. COOTBETCTEYWMA aHTHreH He
obHapyXWBaeTCA.

Mpo4TWTE W MHTEPNPETUPYATE PEe3yNLTaTEl ANA KAPT-METOOa B COOTEETCTEMN
C MHCTPYKLMAMK MO MPUMEHEHHID KAPTEI.

MporpammHoe obecneyeHue aBTOMaTUHECKM MHTEPNPETUPYET PE3YNLTaTL, NoONY4YeHHbLIE C
NoOMOLLLK aHanwsaTopa Ortho Vision®,



OrrAHWYEHWA METOOOE TECTUPOBAHWA
1. HeTounoe cobniogenwe yraszaHui pasgence «Mposegequne Tectas W «HTepnpeTauma

Flea NLTATOR TECTar MOMET NPUBECTH K NONYYeHWID HeNPaBUNLHLIX pe3ynsLTaTos.

2. Mobbie KOHTPONbHLIE NPOBEPKK, NOKA3aBILIWE HEOAHOIHEYHbLIE UMK HEBEPHbIE
pes3ynbLTaTkl, aBTOMaTHYECKH NPUBOAAT K HEBO3IMOMHOCTH MCNONL30BAHUA BCeX
Eeaynmama.

BpafoTaHHwe dhepMEHTaMM 3PUTROLWTE MNW aobaeneqne BeMbero ansGyMuHa Wiunu
ApYrUX NpoTEMHOCOOEePRallMX PACTBOPOB MOXET NPHBECTH K NPOTEKAHWID
HECNELWHYECKUX PEaKLIMA.

4. MeMonNuavpoBaHHLIe, NOMYTHEBLLKWE, 3arpA3HEHHEIe UK NoNyYeHHbLe Npobsl KpoBK He
NoanexaTr aHanuay.

5. M3-2a paanW4HOro NpoABNEHWA aHTWIeHOB Ha 3pMTPOLUMTaX YenoBeka ¢ onpeneneHHbIMKY
PeHOTUNAMK NEpPeYMCNEHHLIE BEILE TECT-CLIBOPOTEW MOTYT BLI3bIEATE Bonee cnabyw

EaKLMI0, 4eM B CNy4ae C KOHTPONbHLIMK 3PUTPOLIMTaMA.
6. H1 ogHa TecT-CLIBOPOTHE UMK METOA He MOTYT rapaHTUpoeaTe oBHapyweHUA Bcex
€KX UMK cNabo BbIPaMeHHLIX AHTUIEHOB M BCEX BAPWAHTOB aHTUreHos. *

7. IpUTPOLMTEI, CeHCHBMMUINPOBaHHEIE aNNOAHTUTENAMM WNK aYTOAHTUTENAMM TOR e
MnK NofoBHoR cneurdUHHOCTH, YTO W TECT-CLIBOPOTKA, MCNonL3yemMan fqnA TecTa
(HanpuMep, SPUTPOLMTLL, ASKOLWKWE NONOXUTENLHEIR peaynsTaT NpaMoro
aHTHUrMoByNMHoOBOrD TecTa), He NoOXoAAT ANA 3Toro TecTa.

8. DpUTPOLMTE C NONOKMTENEHLIM PE3YNETATOM B NpAMoM TecTe KymBca MoryT oaeatk
NOAHONONOMWTENLHbIE pe3yNbTaThl B KAPT-TECTE.

9. HeoBxoauMmo coBnoaaTs MHOPMALIMID O NMMUTAY, YHa3aHHYID B MHCTPYKLMK No
NpHMEHEHNID KAPT.

10. Mpw McNonL2o0BaHKKM ¢ aHanwsaTopom Ortho Vision® gonyckaeTca HEI‘IPEEHBHD-E
WCNoNL30BaHWe TECT-CLIBOPOTKW B annapaTe B TedeHwe He Gonee 7 gHe
gﬂT +15 oo +30 “C). MNpwu 3ToMm, €CNK TECT-CLIBOPOTHA XPAHWUTCH HOYLH B TEYeHWE
2 4acoe npW TemnepaTtype oT +2 oo +8 “C, aToT nepwog yeenu4MBaeTcA
COOTEBETCTEEHHD 00 14 OHeR.
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