Anti-S for card method Coombs-reactive, polyclonal, human

Anti-s for card method Coombs-reactive, polyclonal, human
TONBKO AnA AMATHOCTWMKK IN VITRO

HAZHAYEHWE

MonNMKNOHANEHEIE TECT-CHIBOPOTEM AHTH-5 M AHTKH-8 Ana peakuuwn Kymbca npouzsoaaTcs
M3 NNasMel Yenoeeka, cogepHalled adturena tvna IgG, KoTopale cneyuduyYecKu
HaNpaeneHs! NPOTHE COOTEETCTEYHILEND AHTUIEHA rPYNNEl KPOBK.

TecT-ChlBOPOTHM MCNONB3YITCA ANA KAYECTESHHOMD onpefeneHua in vilro Hanu4uMa 1w
OTCYTCTENA BHTUIEHOB IPyNMbl KDOBM S M S HA 3PUTPOLMTAX YernoBeka.

HaHHble TECT-CLIBOPOTKM NpeaHa3HaYeHs! ANA UCNONE30BaHWA TONLKD
KBANWEMLWPOBEHHEIM K YEHHLIM NepcoHanomM.

NPUHUWMN PABOTHI METOOA

MeToabl TECTHUPOBaEHWA, NPUMEHAEMbIE NPKW MCNONLIOEAHWUK 3THX TECT-CRIBODOTOK,
OCHOBAHL! HA NPUHLWME KONOHOYMHOA arTNoTUHAL WK, HopMansHse 3pUTRoLMTE YenoBeka,
nepeHoCALLME OOWH M3 COOTBETCTBYHOLMX aHTHMeHORB, ODHAPYXKWBEKOTCA W HACKILWaKTCA
COOTBETCTEYHILLMM 8HTUTENOM, 8 3aTtem obpabaTeBanTCA BTOPLIM 8HTUTENOM, KOTOpOS
pactnozHaeT Monekynbl YenoeeYecrkoro |QG H arrnoTUHUPpYeT.

TECT-CLIBOPOTKH

YKa3aHHbIe ChIBOPOTKM ANA ONPeaeneHnA rPyNnkl KpOBKM BbIMYCKAKTCA B cNegyowen
fhopme:

Anti-S for card method Coombs-reactive, polyclonal, human

Anti-s for card method Coombs-reactive, polyclonal, human

TecT-chiBopoTkM cofgepxat <0,1 % (no macce) asvwna HaTpWA B KAYECTES KOHCEPBAHTA.
B pononHeHWe K aKTUBHOMY KOMNOHEHTY aHTUTEN M 4EN0BEYECKOA CHIBODOTKE TECT-
CHIBOPOTKM COOEDMAT XMOPUA HATPKS, BhICOKOMONEKYNAPHEIE COBAMHEHWA M Bhi4MiA
ansb ”E mKETﬂpblﬂ Gbin NpoBepeH W CepTUPHUMPOBaH MHCNEKTOPaMW BETEDUHAPHOW
cn bl 3

NPEOYNPEXOEHHUE

3TH TECT-CLIBOPOTEM BEINKM MIrOTOBNEHE! M3 NNA3Mbl YENOBEKa.

HeaaeucHmMo OT 3TOMD, Ja¥e eCNK WCXOAHLIE MATEPWUANE DbINK OTPUUATENEHEIMKM HA
HBEsAg, a Takke Ha aHTuTena k BMY 1/2 u BI'C, stk Buonoruwyeckie npogykTe cnegyet
pacCMATPUEATE KAK NOTEHUMANEHD WHDEKUMOHHLIE W3-33 DUCKA NOABNEHWA NATOrEHoE,
KOTOPGLIA HEBO3MOMEHO NONHOCTLID MCKMIOYWUTL. TECT-ChIBOPOTHW COOSpM#aT a3nd HaTpus,
HOTOPLIA 0BNaaaeT TOKCUYHEIMIW CEBORCTEaMIM W MOXET 06Da20BLIBaATE B3PLIBOONACHLIE
COMK CO CEMHLOM WK MenLH.

[MpW YyTUNK3IAUWKA NPOMBIBANRTE BONBWWM KONWMECTBEOM BOAbI.

Mo yKa3aHHLIM BEILLE NPUYMMHAM C 3THUMW TECT-ChlBOPOTKAMKM cnefyeT obpallaTteca ¢
pa3yMHON OCTOPOMHOCTEHD.

XPAHEHME

XPaHWTL B 3BKPLITOM BMAE W NNOTHO 38KPLITLIM NOCHE NEPBOMO OTKPBITHA NPH
Temnepatype oT +2 no +8 °C, npu Mcnons20BaHuM - KPATKOBPEMEHHD NP KOMHATHOM
TeMnepaType.

XpaHUTE U NPMMEHATE TONLKO A0 MCTEYSHMA YHA3AHHOMO CPOKA rogHOCTH.

YKA3AHUA

1. B kampaom TecTe HeoBX0AMMO WCNOMNL20BATE NONOKWMTENEHLIA M OTPUUATENLHLIR
METOAR KOHTPONA.

2. HenpaeunsHOE XpaHeHWe HEraTMBHO BNUAET HA 3(PMEKTUBHOCTE MaZENWEA.

3. Nerxoe NOMYTHEHUE HE BNWAET HA PEAKTUBHOCTE TECT-CHIBOPOTOK.

WaberaiTe bakTepUansHor W XMMHYECKONo 3arpAsHEHWA TECT-ChIBOBOTOK.
TecT-chiBOPOTKY 2aNpellasTca MCNoMNsEI0BaTE, ECNW B Hell 0BHapyweHo BuOMMoe
M3IMEHEHWE - 3TO MOMET YKA3bIBATE HA MUKPOBHONOrUYECKDSe 3arpRIHEHKE.

4. MHTEHCUBHOCTE NONOKUTENEHON PEAKUMKM 28BUCHT OT BPEMEHW, NPOLWWEILIISTD ©
MomeHTa 2afopa KpoBM.

5. WMcnonbayiTe COOTBETCTEYIOWYH LeHTprdyry AnA kapT. Mocnonbaosadue
HeENOAXOAALLER UeHTPHGYIM ANA KApTH (Kaxnan ueHTpudyra UMeeT (DUKCHpOBaHHOE
YHCAO g) MOKET NPUBECTH K HEBEPHbLIM Pe3yNLTATaM W3-38 WAMEHEHWA 3HaYEHWA g.

6. OnucaHHsIe MeToObl TECTMPOBAHWA NPMMEHUMEI TOMNLKD K PYYHEIM METOSAM W
annapary, ykasaHHoOMY B AaHHOR WHCTPYKUWK No NpuMeHEHWo. Npu Moenonk3osaHuW
ApYrMx aBTOMAaTOB WNKM NONYaBTOMaTHUYECKMX CUCTeM NabopaTopui AOMHS
coBNAaTe MHCTPYELMK NponasoguTens obopyNoBaHUA M BLINONHATE KOHTPONL B
COOTBETCTEMM € YTEBEPHOSHHEIMK NpoUeaypaMi.

7. Mpu MCNONE30BEHUK TECT-CHIBOPOTOK HEoDXoauMo coBnaaTs BCe NPMMEHWUMEIE
rocyqapcTBeHHBIE 3aK0HGl, NOCTAHOBNEHWA W pymecgu WMe NDMHUKNGL, B YaCTHOCTH,
ona Fepmaniy ato Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur
Anwendung von Blutprodukten (H&motherapie)"' akTyansHaa sepeus.

8. OBAzarencHo cobnoganTe yKkasaHWA NO MCNONbL30BAHWO TECT-KAPT B
COOTBETCTEYIOWEM PYKOBOACTEE NO SKCNANYaTALMK.



NnoaroToBKA OBPA3ZLOB

1. OBpa3sukl kpoBK cneqyeT 3abupaTe OAHMM U3 CTAHAAPTHLIX METOOOE.

2. AHaNW3MpyeMblA 0Bpasel KpoBW cneayeT NPOBEPWTL KaKk MOMHO CKOPEE NOCNE B3ATHA
obpasua, 4Tobsl MWHUMWIMPOBATE PUCK NOMHONONOKUTENEHBIX MK
NEKHOOTPUUATENLHLIX PEaKUWA BCNEOCTBME HENPABMNLHOMD XPaHeHUA WK
KOHTaMMHaUWK obpa3zua.

Kpoek, koTOpas He cpa3y NogBeprasTcA aHanuay, JoMKHa XpaHWTeCA NpW Temnepartype
oT +2 oo +8 °C. O6pasys KpOBKW, BHTUKCAMNYNUPOBAHHLIE C NoMOoLLL 3OTA,
HeobxogwMmo MccrnenoBats B TedeHwe 7 nHel, a obpasusl, obpabotanHeie LuTpaTom
HaTpuA - B TeueHwe 14 aHel nocne cbopa. oHCEpBW POBAHHYI QOHOPCKYH KDOBL MOXHO
TECTUPORATE A0 UCTEYSHWA CPOKE MOOHOCTH.

noaroToBKA TECT-ChIBOPOTKH

TecT-cuIBOpOTKA B NOATOTOBKE HE HYXOAETCA.
TecT-cuIBOpOTKA OTEMPAETCA NPAMO W3 INAKOHA W MCNONb3YETCA.

NoPAOOK BEINONHEHWA
He exoAflive B KOMMONEKT NOCTAEKW, HO HeoBXoAMMbIE MATEDWUaNKL

KapT-meTon, py4yHoR:
1. Kaptat: - Grifols DG Gel Coombs”
- Ortho BioVue® System AHG polyspecific unm
- Ortho BioVue® System Anti-Hummanglobulin Anti-lgG
2. MukponuneTka
3. Mpobupka
4. duanonorudeckuin pacteop (0,85-0,9 % xnopuaa HaTpuA)
5. Uentpudiyra
6. HEHT H%ra ONA KkapT
T Hx%gamp AnA KapT
8. PazbaeuTent ANA KOHKDETHOR KapThl

KapTt-meTop, aBTOMaTH4YECKHA:
Vision® AHanusatop

MNpoeegeHue TecTMpOBaHUA

TecT-kapThl (py4HOR MeTod / NOOXOOALWA ANA KAPThI:
- Grifols DG Gel Coombs")

1. NpuroToeeTe 0,8-NPoUEHTHYHD CYCNEH3IWKD 3PUTPOLUMTOR B Cpede ANA passeneHus,
NoaxoAALed N[ KapTel (IPUTPOLMTE MOXHO NpoMeTE 1-3 paza dmavonorvHeckmm
pacTeopomMm).

. B kaxayo MapEUpoBaHHY0 MUKponpobWpry BHeCKTE S0 MKN COOTBETCTEYIOLWER
CYCNEeHIUK SPUTPOLMTOR.

. [oBaesTe 25 Mkn Tpebyemoil TECT-CHBOPOTEM B KAMOYI0 MUKPONPODHpKY.

. MHkyBupyiTe kapTy B TedeHue 15 muHyT npu +37 °C 8 noaxoaswem wHkyBaTope.

. UeHTpudyripyiTe KapTy B COOTBETCTBYHLLEN UeHTpHUgYre ANA KapT ¢ PHUKCHPOBaHHEIM
3Ha4YeHWeM g ANA cOOTBETCTBYIOLWERA LIEHTPUAYTH.

. BRINoNHWTE MaKpoOCKONWYSCKoe WCCNenoBaHue Ha NpeamMeT arrniuTHHALWA B TedeHus
30 MUHYT.

7. 3anuwuTe pe3ynsTaTk.

Cuctema Ortho BioVue® (pyuHoi meTon)
1. MpuroToBsTe 3-5-NPOLUEHTHYIO CYCMNEHIMID IPUTPOLMTOR B CPEAE ANA pa3BeneHus,
NoOXodALLEA ONA KAPTLL (SPUTPOLWTE MOXHO NPOMEITE 1-3 pa3sa QUIKoNorHYEcKuM
CTEOPOM. ).
2. Nomecture 40 min TpebyemMol TECT-CHIBODOTKM B PEAKLWOHHEIE KAMEDLI, NOMEYEHHbIE

_ COOTEBETCTEYHILLWMM oBpa3som.

3. [obaseTe 10 MKN COOTBETCTBYIOWEN CYCNEHIUM 3PUTPOLIWTOB B PEAKLMOHHLIE KaMephbl.

4. WHryBupyiTe kapTy B TedeHwe 15 muHyT npu +37 °C B nogxogAwem wHEyGaTope.

5. LleHTpudyrvpyATe KacceTy B COOTEETCTBYHWER LeHTpudiyre AN KapT ©
MKCHPOBAHHBLIM YMCNOM § ANS 3TOA LIEHTpUAYTA.

B. PeaynsTarsl TECTa cNeqyeT CHMTEIBATE CPa3y NOCNe OKOHYaHWA LeHTPUgYTMPOBaHWA.

7. 3anumMTe pesyneTaTk.

Cuctema Ortho BioVue® (Ortho Vision® ananuzamop)
HenonszogaHue NepeducnedHeIX Mecm-Caleapomok NposepeHo Ha adanuzamope Ortho
Vision®. Ananusamop Ortho Vision® umeem cnedyrmiyue onyuu/Hacmpodru:
- 50 mxn 0,8 % r:grcne:-rauu 3pUMPoUUMos 8 coMesoM pacmeope c
ghocchamAeiM byghepon unu
- 10 MmN 3-5 % cgrcnenauu IPUIMPOLLIMOS & CONesoM pacmsaope ¢

chocchamAisiv Gyghepon

MHTEPNPETALUMA PE3YNLTATOB TECTA

MonoMuTensHEIR peaynsTarT (+): ArrmioTUHALWMA 3pPUTPOLMTOR PACCMATPUBAETCA KaK
NONGHMTENLHEIN PE3YNLETAT TECTA M NOKA3LIEAET HANWYWE
COOTBETCTEYLLMX MIEeHOoB.

OTpulaTensHLIA peaynsTar (-);  OTcyTCTEME arrmioTHUHALIMK 3pUTPOLMTOR
paccMaTpUBAETCA Kak oTpUUaTeNbHLIA pesynsLTaT TecTa,
T.e. COOTBETCTEYIOWMA aHTUreH He oBHapyKUBaeTCA.

MpoyTHTe U MHTEPNPETUPYRTE pe3yNLTaTE ANA KAPT-METoO0a B COOTEETCTBUMN C
HMHCTPYHLWAMK NO NPUMEHEHWID KapThL.

Mporpammuoe obecnevyeHe aBTOMATUMECKW MHTEPNPETUPYET pe3ynLTaThl, NONyYeHHLIE C
noMollks aHanuzaTtopa Ortho Vision®.

g MdE=la PRa



OrPAHUWHEHMA METOOOEB TECTHPOBAHWA

1. HeTouHoe cobnoneHwe yrasaduid pasgenoe «MpoeeneHuwe Tectar W «HTepnpeTayms
ﬁelggnhrams TecTar MOMET NPMBECTH K NONyYEHWID HENPaBHUNLHBIX pe3ynsLTaTos.

2 B2 KOHTpONEHBIE NpOBSPKK, NOK333BLIWE HEOOHO3HAYHEE UMW HEBEDHEIE
pe3ynsLTaTel, aBTOMAaTHYECKH NPUBOOAT K HEBOAMOMHOCTH MCNONL30BaHNA BCEX

IYNLTATOR.

3 %paﬁ-ﬂTﬂHHHE thepMeHTaMKU 3pUTPOLUTEL MNK AoBaenedve Beiybero ansbyMuHa wnu
OpYrux NpoTeMHOCOASPXALLMX PACTEOPOE MOXET NPWBECTH K NPOTEKAH WO
HecnelnhuYecKux pearLMi.

4. MeMonWINpoBaHHBIE, NOMYTHEELUWE, 3AMPAIHEHHLIE WNW NOMyYeHHBIE NPoGLl KPOBKU He
NOANEXaT aHanuay.

5. WMz-3a paanw4HoOro NPOABNEHWA SHTUMEHOB HA 3PUTPOLMTAX HENOBEKE C
onpefsneHHEIMY eHOTHUNaMK NepeYUcNeHHBIE BhIlLE TeCT-ChIBOPOTKM MOMYT Bbi3bIBATL
Bonee cnabylo peakuuio, YeM B CNYYae C KOHTPONLHEIMK 3PUTPOLMTAMMK.

6. Hi 0aHa TECT-CLIBOPOTKE WNK METOO HE MOFYT rApaHTMpPOBAaTE 0BHADYHEHWA BoEX

MX UNK cNabo BblpameHHbIX aHTMIEHOB M BCEX BAPWAHTOB aHTUreHoB.

7. SpHTPOLWTEI, CEHCUBUNWINPOBAHHLIE ANNOAHTUTENAMK MK AYTOAHTUTENAMMW TOR He
WM NoAoGHOA cNeUrpUYHOCTH, YTO W TECT-ChIBOPOTKE, MCNONL3YEMan ANA TecTa
(HanpUMep, 3PUTPOLMTE, JaKlKe NONOKWTENLHEIR Pe3ynLTaT NPAMOro
aHTWrNobyNWHOBOMD TECTa), HE NOAXONAT ANA 3Toro TecTa.

8. SpWUTPOLMTE! € NONOKWUTENEHEIM pE3YALTATOM B NpAMOM TecTe KymBea moryT Aaeate
NOKHONONOMWTENLHEIE PE3YNLTATHI.

9. B nuTepaType onucaHbl cny4au, korga npu pabote ¢ obpa3uamu nauMeHToB,
npoweawrMMK obpaBoTry MOHOKNOHANEHEIMK aHTHTENaMKW AHTH-CD38, nponcxoguna
HENPABWNLHAA OLEHKa NOXHONONOKUTENLHLIX Pe3yNLTaTos TecTa Kymbea.®

10. Heobxogumo coBniogaTse MHOPMALKMIS O NMAMATAX, YKa38HHYHD B MHCTDYKLUWK No
NPUMEHEHUID KapT.

11. MNpwu ucnone3oeaHuK ¢ aHanuzatopom Ortho Vision® ponyckaetca HenpepeisHoe
MCNoNL30BEAHWE TECT-CLIBOPOTKW B annapaTe B TedeHWe He Bonee 7 aHel (ot +15 go
+30 °C). MNpw aTom, ECAW TECT-CHIBOPOTEA XPAHWTCA HOULIO B TeveHue 12 yacos npu
ﬁmnep_e':wpe oT +2 go +8 °C, 370T nepuog yeenudMeaseTcA COOTEBETCTREHHO A0

AHEN.

12. B kaprouke Grifols «DG Gel Coombs» TecToeas ceieopotka Anti-s for card method
MOMET B PEOKUX CNY4YanX Bbl3blBaTe cnabononoKMTentHLE peakuul C s-
OTPUUATENEHEIMK KneTkamy. CnabononosuTentHele peayneTaTel A0mKHL BeiTe
NoATEEpHOSHE AansHEALWWMK TECTaMK.

NUTEPATYPA

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

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

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

4. Christian Mueller-Eckhardt, Volker Kiefel Transfusionsmedizin, 3. Auflage,

Sﬁ;g*ager-\.-’erlag 2004,

5 B Transfusion Management for Patients Treated with Anti-CD38
monoclonal Antibodies.
Frontiers in Immunology Movember 2018 [ Artikel 2616

ApTaryn LOT MapTa
i i < b E [laTa MCTEYEHWA CPOKE
v/ rOOHOCTH

[NuarHocTvra in vitro c ( 3nak CE

H Mpowaeeaeqo cornacqo $ATWEG CofmogaiTe MHETPYKLMI

no NpAMaHEHHMID

02.18803 Anti-S for card method Coombs-reactive, polyclonal, human 3 mi
02.188-05 Anti-S for card method Coombs-reactive, polyclonal, human 5 mi

02.189-03 Anti-s for card method Coombs-reactive, polyclonal, human 3 mi
02.18905 Anti-s for card method Coombs-reactive, polyclonal, human 5 mi



