Anti-S for card method monoclonal, human IgM
Anti-s for card method monoclonal, human IgM
TONBKO AnA AMArHOCTWUKK IN VITRO

HA3SHAYEHMWE

MoHOKNOHANBHAA AMTNKITUHUDYHLLAR TECT-CRIBOPOTEA AHTH-S W AHTH-5

NPOW3BOAATCH M3 CYNEePHATAHTOB KNeTOUHLIX KyNLTYD NUHKMA KNeToK reTeporubpuooMel
nyTem BblOeneHns aHTuTen Tuna IgM, KoTopsle cnelldiryHo HanpaeneHs! NpoTHE
COOTEETCTEYIOLEro aHTUreHa rpynnsl KpoeW. AHTUTENO npeacTagnseT cobou Genok
yenoeeka. TecT-CLIBOPOTEA MCNONL3YeTCA ONA KAYecTBEHHOMO onpefeneHMa in vitro
HANWYKUA UMK OTCYTCTEWA AHTUIEHOE TPYNNLI KPOBM S M § HA YENOoBEYSCKUX SPUTPOLMTAX.
[laHHble TECT-CHIBOPOTEM NpeAHa3Ha4eHEl ONA WCNONb30BAHKA TOMBKOD
KBEANUMWLMPOBAHHEIM W ODYYEHHEIM NepCOHATNOM.

NPUHUWN PABOTLI METOOA

MeToOsl TECTUPOBAHWA, NPUMEHAEMEIE NMDW MCNONL30BAHWK 3TOR TECT-ChIBOPOTEW,
OCHOBEaHLI Ha NpMHLKWNE KOMOHOYHOH arrnioTHHALMK. HDFIMEHI:HHE IPHUTPOUMTEI
HenoBeKa, NepeHoCALYWe OOWH M3 COOTEETCTBYHILUMX SHTHIEHOB, almNoTUHUPDYHTCA
COOTBETCTBYHOLWM aHTHUTENOM.

TECT-CEIBOPOTKM

¥YKa3aHHble ChIBOPOTHA OANA TECTOB Ha rpynNNy KpOBW COOSPWAT aHTHTENS CNedyownx
KNOHOB:

Anti-S for card method monoclonal, human IgM  clone: MS-94

Anti-s for card method monoclonal, human IgM  clone: P3BER

TecT-coiBopoTkM cogepxat <0,1 % (no macce) a3nwga HETPWA B KBYeCTBE KOHCEepPBaHTA.

E pononHeHwe K aKTHBHOMY KOMNOHEHTY aHTWTEN TECT-CLIBOPOTKY COOSpMHaT Xnopua
HaTPWA, BLICOKOMONEKYNAPHLIE COBOWHEHWA W BbiMMiA ansGyMMH, KOTOPLIA BbIN NpoBEpeH
M CepTHURUUMPOBAH MHCNEKTOPaMK BeTepHHapHORA cnywBol CLUA.

NPEOYNPEXOEHKWE

3TW TECT-CLIBOPOTEM NOMY-aKT U3 CYNEPHATAHTOB KNETOMHLIX KyNsTYp. Hesaencumo ot
3TOMD, 3TH NPOAYKTEI CriedyeT paccMaTpPUBATE KaK NOTEHUMANLEHO MHDSKLIMOHHLIE U3-33
pWCKa NOFBMEHUA NATOMEHOE, KOTOPLIA HEBO3MOMHO NONHOCTE MCKNKYUTL. TecT-
CLIBEOPOTEW COOSPMAT 2310 HATPUA, KOTOPLIR 0BNagaeT TOKCHYHLIMK CEORCTEAMMH W MOXET
06pa30ELIBATL BAPLIEOONACHEIE COMKM CO CBUHLOM WK Mekl. MNpu yTUNWM3aLum
NpoMLIBaATe BOMBLIMM KOMWYeCTEOM BOALL. 10 YHA2aHHLIM BLILLE NPUYMHAM C STHMK
TECT-CHIBOPOTKAMMW chefyeT obpallaThch ¢ pa3yMHONR OCTOPOKHOCTEH.

XPAHEHMWE

XpaHWTL B 3aKPLITOM BUOE M NNOTHO 3aKPLITHIM MOCNE NepEOTO OTKRLITUA NpU
TEMNepaType oT +2 Oo +8 °C, NpW UCNoNb30BaHWM - KDATKOBPEMEHHO NMPW KOMHaTHOI
Temnepartype. XpaHuTs M NPUMEHATE TOMLKO A0 WCTEYEHWA YKa3aHHOTO CPOKA MOIHOCTH.

YKA3AHWA

1. B kawnom TecTe HeobBXoaMMO MCNONL30BATL NONOKUTENEHEIA M OTPHLATENEHEIR
METOALI KOHTPONS.

2. HenpaeWnbHoOE XpaHeHWe HEFATUEHO BNUAET HA sherTHEHOCTL M3OENWA.

3. Nerxoe NoMyTHEHWE He BNUAET Ha peaKTMBHOCTE TeCT=ChIBODOTOK.

MaberaiTe DakTEpHManEHOTO U XMMMWHECKOrD 3arpA3IHEHWA TECT-ChIBOPOTOK.
TecT-CLIBOpOTHY 3aNpeLLasTca MCNoNbL30BaTh, ecnM B Hell obHapy#eHo BuauMoe
HMIMEHEHWE - 3TO MOMET YKa3bIBATE Ha MW HMONorM4eckoe 3arpAsHeHue.

4. MHTEHCHBHOCTE NOMNOXUTENLHON PE3KUMK 33EWCHT OT BPEMEHM, Npollequieno
MomMeHTa 3abopa Kkpoew.

5. VicnonbayiATe COOTBETCTEYIOLWYIO LeHTpUdyTY ONA KapT.

Menons3oBaHue Henoaxodsalwel ueHTpudyri ANA KapTel (Kaxoas ueHTpudyra
MMeeT IMECUPOBAHHOE YMCNO ) MOXET NPMBECTH K HEBEDHLIM pe3ynsTaTam Ku3-3a
HM3IMEHEHWA 3HaYSHUA g.

6. OnWcaHHLIe MeTOOb TECTUPOBEHWA NPMMEHMMEI TOMLKO K PYYHEIM METoOaM 1
annapaTy, YKa3aHHOMY B OaHHOR MHCTPYKLMK No NpUMeHeHuo. [pK MCnons3oBaHMK
OPYTMX aBTOMATOE WK NOMyaBTOMaTHMECKMX CUCTemM NabopaTopki QoM Hb
cobnoaaTe MHCTPYKLKMK NpoM3BoguTenA obopyoBEaHWA M BEINOMHATE KOHTPOML B
COOTEETCTEWM C YTEEDHOEHHEIMK NpoUenypamMi.

7. MNpW MCcNonNs30BaHKWK TECT-CEIBOPOTOK Heobxoawuwo cobniofaTe Boe NPUMEHWMEIE
rocyapcTeeHHEIe 38K0HE!, NOCTAHOBNEHWA W DYKOBOOALLME NDPUHLMNLI, B YACTHOCTH,
onA Mepmanun ato «[lupekTiea no 3abopy KPOBKW, B KOMNOHEHTOE WM NO
WCNONL30BaHUID NPENapaTos KpoBM (remMoTepanua)».", aKTyansHan Bepous.

8. OBAzaTensHo cobniogaiTe ykazaHwA No MCNoONbL30BaHKMD TECT-KapT B
COOTEETCTEYHLUEM DYKOBOACTEE NO 3KCNNyarauMu.



NoOAroTOEBKA OEPA3LOB

1. ODpa3uw KpoBW cnedyeT 3abupaTe OgHUM W3 CTAHOAPTHLIX METOLOB.

2. Ananuauvpyemsld oBpasel kpoBW cnedyeT NPOBEpHTE KaK MOMHO CKOpee Nocne B3ATUA
obpasua, 4Tobbl MUHMMW3MPOBATE PUCK NOMHONONOXUTENLHLIX MW
NoKHOOTPULATENEHLIX peaklui BoneqcTeMe HeNPaBWNEHOMO XpaHeHWA UK
KOHTaMWHaLWMK oDpa3ua.

KPDBZI:, ngp%n He cpa3y NoABepraeTcA aHanuay, QOMKHa XPaHWUTECA NpKW TemMneparype
oT +2 o +8 °C.

Dﬁpaa'?.l,u KpOBW, SHTUKOAryNUPOBaHHbIE ¢ noMowsn 3ATA, HeobxoauMo WocneloBaTh
B TeueHwe 7 OHed, a obpasukl, obpafoTaHHbe UMTPATOM HATPUA - B TedeHue 14 gHei
nocne cBopa.

KoHcepeWpoBaHHYO/A0HOPCKYIO KPOBL MO¥HO TECTUPOBATL 00 MCTEYEHWA CPOKa
rOHOCTH.

NOArOoTOBKA TECT-ChbIBOPOTKEM

TecT-cbIBOPOTKA B NOAFOTOBKE He HywaaeTcA. TecT-cLIBOpOTKa 0TOMpaeTcA NpAMo K3
(hnakoHa W UCNonbayeTcs.

NoPAQOCK BLINONHEHWUA
He ExogAwwe B KOMNNEKT NOGTABKW, HO HeoGXoQMMBIE MaTepHar.l:

Kapr-meTton, py4HoM:
1. Kaptei: - Grifols «DG Gel Neutral»
- Ortho BioVue® System Reverse
2. MukponuneTra
3. CreknaxHan npobupka
4. ®duanonorwdeckwid pacteop (0,85-0,9 % xnopuoa HATpUA)
5. Uentpudoyra
6. LleHTpudpyra ona kapt
7. PasbapuTents ANA KOHKPETHOW KapThl

KapT-meToq, aBToOMaTHYECKHA:
Vision® AHanuaaTtop

MNpoBeneHue TeCTHPOBaHWA

TecT-KapTel HOW MeTo / NoOaXOOALLKWA ONA KAapT:
ki {p:_.m Grifols «DG Gel Neutrals) 2
1. NpuroToekTe 0,8-NpoUEHTHYH CYCNEH2WMI0 3pWTPOLWTOE B cpede ANA pa3BeqsHus,
nup,xn,qnme}ﬁ [NA KapThl (3PUTPOLMTEI MOXHO NPOMLITE 1-3 pa3a &Ji-lmuunumuecmm
CTEOpOM).
L rcam% MapKUpPOBEHHYH MUKpONpoBKUpKy BHeCKHTe 50 MEN COOTBETCTBYHWER
cNeH2un 3pUTPOLMTOR.
3. [oBaekTe 25 Min TpebyeMoi TECT-CLIBOPOTHM B Ka¥IyH MUEpONpoBUpKy.
4. UenTpudbyrupyiiTe kapTy B COOTEETCTBYHOWER LEHTpUdYre ONA KApT ¢ PUKCHPOBaHHBIM
YMCNOM g ANA STOR LeHTpudyTH.
5. BeinonHuTe MakpocKonuyeckoe WccnefoBaHle Ha NpeamMeT arrmoTUHaLWK B TeveHue
30 MHHYT.
B. SanumHﬂe pe3ynbTaTkl.

Cuctema Ortho BioVue® (pyuHon metog)

1. MpuroToesTe 3-5-NpOLEHTHYIO CYCNEHAWID 3PUTPOLMTOR B cpefe ANA pa3sedeHns,
noaxogfAleR Ansa KapTel. (JpUTPOLWTEI MOXHO NPOMETE 1-3 paza dou3nonNorMHecKum
AcTBOPOM.
2. DmechMTe 40 men Tpedyemoil TECT-CHIBOPOTKM B PEAKLWOHHYH(-bie ) Kamepy(-bl),
NoOMEHEHHYH(-ble) COOTBETCTEYHWMWM oBpazom.
3. [loGapbTe B peakUMoHHYH(-b1e) kamepy(-51) 10 MKn cOOTBETCTBYHILLER CYCNEH3MK
IPUTPOLMTOR.
4. Lﬂampnﬂ;ympyme KAacCceTy B COOTBETCTEYHLWEA UeHTpudyre ONA KapT
MKCHPOBAHHBIM YKMCNOM g ANA 3ToOR LeHTpudyrW.
5. PeaynbTaTel TecTa cNegyeT CYMThIBATL CPA3Y NOCNe OKOHYaHWA LeHT pudyrpoBaHua.
6. 3anWwKTe peaynLTaTkl.

Cuctema Ortho BioVue® (Ortho Vision® AnanusaTop)

Mcnons3oeaHue aellenepeyUCneHHbIX MECM-CLIE0POMOK NPOSePEHO Ha aHanu3amaope
Ortho Vision®. AHanuzamop Ortho Vision®™ umeem cnedyrowue onyuu/Hacmpolku:

- 50 mMxn 0,8 %6 cycneH3uu 3pumpoyuImos 8 coneaoM Dacmeope ¢
ghocchamuyeiM Bydbepom unu
- 10 mkn 3-5 % %(cne.'fsuu IpUMpOULIMOe & ConeaoM pacmeope ¢

ghocehamHyeiM Bydbepom

WMHTEPNPETALWA PE3YNIbTATOE TECTA
Mono#KUTeNLHEIR pe3ynkTaT (+): AITNKTHHALWA 3PUTPOLWTOE PACCMATPUBAETCA Kak

NONOEKUTENEHBIK pe3ynbTaT TeCTa W NOKa3kIBaeT
Haln\4ue CooTBETCTBYHLIME aHTHIeHOB.

OTpuLaTeNkHBIA peaynsTaT (-): OTCyTCTBME arrMioTUHALWK 3PUTPOLMWTOR
PACCMATPUBAETCH KaK OTPMUATENLHEIR
pE3yNkLTaT TecTa, T.e. COOTBETCTBYHLLWA aHTUreH He
oOHapyHUBaETCH.

MpoMTHTE M MHTEPNPDETURYIATE pe3ynbTaTkl ANA KapT-MeTo0a B COOTBETCTEHMM

C MHCTPYKLIMAMK N0 MPUMEHEHHID KapThl.

Mporpammyoe ofecneveHe aBTOMATUHECKW WHTEPNPETURYET Pe3ynLTaThl, NOMY4EHHLIE C
nomoLub aHanusatopa Ortho Vision®.



OrPAHW4EHWMA METOOOB TECTMPOBAHHMA
1. HetouHoe coBniogenwe yrasaHui paagenoce «MNposepeHue Tectar M «HTepnpeTayma

Flea NLTATOR TECTA® MOMET NPUBECTH K NONyYeHWD HeNpPaBWNbHLIX pe3ynkTaToe.

2. Mobble KOHTpONBHLIE NPOBEPKK, NOKA3ABLIWe HEOAHO3HAYHEIE UMW HeBepHLIe
pe3yneTaTkl, ABTOMaTUHECKW NPUBOAAT K HEBO3IMOXHOCTH WCNOMB30BAHWA BCEX
Eeaynb'rame.

DpaboTaHHble hepMeEHTAMM 3PUTPOLMTE MNK AobaBneHwe Dbidbero ansOyMuHa winm
ApYrMx NpoTeMHOCOep#aLLMX PACTEBOPOB MOXET NPHUBECTH K NPOTEKaHWK
HecneuwdYECcKMX DeaKLiWi.

4. NeMonu3vpoBaHHLIe, NOMYTHEBLLWE, 3ArPA3SHEHHLIE WNK NoNyYeHHEle Npobbl KPOBK He
NoAnexar aHanuay.
5. Ma-3a paanu4HoOro NpoABMNeHWs aHTUIeHOB Ha 3PUTPOLMTAX YenoBeka ¢ onpefeneHHEIMM
theHOTMNAMW NEepeYMCEHHbIE Bhille TECT-CLIBOPOTKM MOTYT Bhi3biEaTe Donee cnabywo
KLLMD, YeM B CNyYae C© KOHTPONbHEIMKA SPUTPOLUTaMM.
6. H1 oOHa TecT-CLIBOPOTKA MNK METOL HE MOTYT rapaHTUpoBEaTh 0DHapYHeHUA BoeX
%ep,mx unu cnabo BoipameHHbIX aHTUIEHOE M BCEX BApWaHTOB aHTurexos.?

PUTPOLWTEI, CeHCUBMNMMaINPOBaHHEIE aNNOaHTUTENAMKM UMW aYTOaHTHTENaMK TOR e
MnK nogoBHoR cneuWdUHHOCTH, 4TO M TECT-CLIBOPOTKA, MCNONL3YeMan ANA TecTa
(HanpuMep, 3pUTPOLWTEI, OaK0LWWe NONOXMTENLHEIR pe3ynsTaT NpAMoro
aHTMrnoBynuHoBOro TecTa), He NoOXoAAT ANA 3Toro TecTa.

8. SpUTPOLWTE C NOMNOXKMWTENLHLIM Pe3yNbLTATOM B NpAMomM TecTe KymbBca moryT naeath
NOXHONONOMWTENEHEIE pe3ynkTaTel B KApT-TecTe.

9. HeobGxooumo cobniofaTe MHIPOPMAaLMED O NUMKMTAX, YHA3aHHYI0 B MHCTPYKUMK NO
NpHUMEHEHHH KapT.

10. Mpw Mcnons3oBsaHuK ¢ aHanwaatopom Ortho Vision® ponyckaetca HEHpegbIHHDe
WCNONB30BaHWE TECT-CLIBOPOTKW B annapaTe B TedeHWe He Bonee 7 gHe
(10T +15 go +30 *C). MNpw 3ToM, €CNK TECT-CLIBOPOTKE XPaHWTCA HOYLI B TEYEHWE
2 yacoB npu TeMnepaType oT +2 fo +8 °C, 370T nepuon yEENU-HUBAETCH

COOTBETCTBEHHD A0 14 OHeR.

NMTEPATYPA

1. Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur Anwendung von
Blutprodukten (Hamotherapie)

2. CLSI, /LA33-A Validatin of Automated System for Immunhematological Testing
Before Implementation; Approved Guidline
CLINICAL AND LABORATORY STANDARDS INSTITUTE Dezember 2009

3. Peter D. Issit, David J. Anstee Applied Blood Group Serclogy, 4. edition,
Montgomery Scientific Publications 1998

4. Christian Mueller-Eckhardt, Volker Kiefel Transfusionsmedizin, 3. Auflage,
Springer-Verlag 2004.
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Mo NprMBHEHAD

01.216-03 Anti-5 for card method monoclonal, human IgM  clone: M5-894 3 ml
01.216-05 Anti-S for card method monoclonal, human IgM  clone: MS-94 S5 mi

01.199 03 Anti-s for card method monoclonal, human IgM  clone: P3BER 3 mi
01.199-05 Anti-s for card method monoclonal, human IgM  clone: P3BER S ml



