Anti-Wra for card method Coombs-reactive, polyclonal, human
TOINBKO ANnA QUArHOCTKMKKU IN VITRO

HA3HAYEHMWE

NonuknoHanbHble TecT-cbiBopoTkM AHTKU-Wr® ana peakuun Kymbca npoussoaaTtca 13
nrasmbl Yenoeeka, cofepxallein aHtutena tvna lgG, koTopble cneundryeckm
HanpasneHbl NPOTUB COOTBETCTBYIOLLErD aHTUreHa rpynnbl KPOBM.

TecT-CbiIBOPOTKM UCNOMNb3YIOTCA ANA KaYeCcTBEHHOro onpeaeneHunsa in vitro HanU4yKua Mnu
OTCYTCTBUA aHTUreHOB rpynnbl KpoBW W Ha 3pUTpoLUTaX YenoBeka.

[aHHble TeCT-CLIBOPOTKU NpefHa3HauYeHbl ANs UCNoNbL30BaHUA TONLKO
KBaNUULMPOBAHHLIM U 0DYYEHHLIM NepcoHanom.

NPUHUWN PABOThLI METOLOA

MeToab! TECTUPOBAHUA, NPUMEHAEMbIE NPW UCTNONL30OBAHWK 3TUX TECT-CLIBOPOTOK,
OCHOBaHbl Ha NPUHLUKWNE KONOHOYHOW arrniTuHauMi. HopManbHble 3pUTPOUWUTLI YenoBeka,
nepeHocAW e OO0WH M3 COOTBETCTBYIOWMX aHTUNEHOB, ODHapPYXKMBAKOTCA U HACLILWAKTCA
COOTBETCTEBYHLWM aHTUTENOM, a 3aTem obpabaTteigaloTCa BTOPLIM aHTUTENOM, KOTOpOE
pacnozHaeT Monekynsl Yenoee4yecroro |gG WU arrmoTUHUPYET.

TECT-CbIBOPOTKHW

YKka3zaHHble CLIBOPOTKM ANA onpefeneHns rpynnsl KPOBW BbINYCKaTCA B cneayoLlen
chopme:

Anti-Wr®for card method Coombs-reactive, polyclonal, human

TecTt-coiBopoTkM cogepxaTt <0,1 % (no macce) asavga HaTpuA B KA4ECTBE KOHCEpPBaHTA.
B pononHeHWe K akTMBHOMY KOMMNOHEHTY aHTUTEN W YenoBe4Yeckon CbiBOPOTKE TeCT-
CbIBOPOTKU COAED AT XNOpUA HaTPUA, BbICOKOMONEKYNAPHblE CoeaUHEHWUS W Bbluni
anbbymMuH, KOTOpLIW BbiN NpoBEpeH K cepTUULMPOBaH MHCNEKTOPaMKn BETEpUHapHOW
cnyx06bl CLUA.

NPEOYNPEXOEHWE

JTW TECT-CLIBOPOTKKX DbINW M3roTOBNEHLI M3 NMa3Mbl YENOBEKA.

HezaBucHMOo OT 3TOro, faxe ecnu ncxogHue Matepuans ObiNK oTpUUATENBHBIMK HA
HBsAg, a Taikke Ha anTuTtena k BUY 1/2 u BI'C, a3tk Guonoruyeckue npoaykTel cneayeT
paccMaTpuBaTh Kak NoTeHUWansHo MHDEKUMOHHBIE M3-3a pUCKa NOABNEHWA NATOMEHOB,
KOTOPLIN HEBO3MOXHO NOMHOCTLH MCKMHYUTE. TECT-CLIBOPOTKW COAEPXaT a3na HaTpus,
KOTOpLIM 06nagaeT TOKCMYHBIMKM CBOWCTBaAMM M MOXeT 0Dpa30BLIBaTE B3PLIBOONACHLIE
COMW CO CBMHLOM UMK MenLIo.

Mpwu yTunuaauuu NnpomMbiaiiTe GoNbLWUM KONUYECTBOM BOAbI.

Mo ykaszaHHbLIM BbilLie NPU4MHAM C 3TUMK TECT-CbIBOPOTKaMK cneagyeT obpallaTtbes ©
pasyMHON OCTOPOXHOCTLIO.

XPAHEHUE

XpaHWTb B 3aKPbITOM BUE W NMOTHO 3aKPbLITLIM NOCME NepBoro OTKPLITUS NpK
TemnepaType oT +2 o +8 °C, nNpu UCNOMb30BaHUM - KPATKOBPEMEHHO NPU KOMHATHOM
Temnepartype.

XpaHWTb W NPUMEHATL TOMBKO [0 UCTEYEHWS YKA3aHHOTO CPOKa rofHOCTM.



YKA3AHUA

1. B kaxpgom Tecte HeobXOOQWMO MCNONL30BaTL NONOKWUTENLHLIA U OTPULUATENLHBLIA
METOAbl KOHTPONA.

2. HenpaeunbHOE XpaHeHWEe HEraTUBHO BNMAET Ha 3hPEKTUBHOCTL M3OENWIA.

3. llerkoe noMyTHEHWE HE BNWAET HA PeaKTMBHOCTL TECT-ChIBOPOTOK.

MaberaiiTe DakTepUansHOroO U XMMWUYECKOT0 3arpA3HEHUA TECT-ChIBOPOTOK.
TecT-chIBOPOTKY 3anpelwaeTca UCNonb3oBaTh, €CNK B Hel obHapyxeHo BUAUMOe
M3MEHEeHWe - 3TO MOXEeT yKa3bliBaTk Ha MUKpoBUonoruyeckoe 3arpasHeHue.

4. MHTEHCMBHOCTb NONOXUTENBHOW peakUWn 3aBUCUT OT BpEMEHW, Npollealwero c
MomeHTa 3abopa kpoBu.

5. Mcnonb3ayite COOTBETCTBYIOLLYIO UeHTpudyry ana kapT. Mcnons3osauue
Henoaxoasawen ueHTpudyru Ana kapTel (Kaxaasa ueHtTpudyra umeeT hukcuposaHHoe
YUCNO g) MOXET NPUBECTH K HEBEPHLIM pe3ynbTatam u3-3a U3MeHeHUsA 3Ha4YeHua g.

6. OnucaHHble MeToabl TECTUPOBAHWA NPUMEHWUMBI TONLKO K PYYHbIM METoAaM U
annapary, ykasaHHOMY B AaHHOW MHCTPYKLMK NO NPUMEHEHUI0. pU MCNonb3oBaHWUK
ApYrMx aBTOMaToB MNK NoMyaBTOMaTUYeCcKkux cuctem nabopaTtopun AOMKHEI
cobnaaTh MHCTPYKUUK Npou3soauTens obopynoBaHUA W BbINONHATL KOHTPONbL B
COOTBETCTBUM C YTBEPXOEHHLIMW NpoLenypamu.

7. MNpu Ucnonb3oBaHWKM TECT-CbIBOPOTOK Heobxoaumo cobrniaate Bce NpUMEHUMBIE
rocyaapCTBeHHbIe 3aKOHbI, NOCTAHOBNEHWA U PYKOBOAALME NPUHLMNLI, B 4aCTHOCTM,
ana Nepmanum 3to Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur
Anwendung von Blutprodukten (Hamotherapie)*' akTyansHaa Bepcus.

8. O6asaTtencHo cobniofganTe yKka3aHua No UCNONL30BaHWIO TECT-KapT B
COOTBETCTBYIOLLEM PYKOBOACTBE NO 3KCNNyaTauuu.

noaroTOBKA OBPA3LIOB

1. OBpasubl kposu cneayet 3abupaTts OAHUM W3 CTaHOAPTHLIX METOA0B.

2. AHanuavpyembli oBpasel KpoBu cneayeT NPoOBEPUTL KaK MOXXHO CKOpee nocne B3ATUA
obpasua, 4Tobbl MUHUMW3UPOBATE PUCK NOXHONONOXUTENBHBLIX UMK
NOXHOOTPUUATENBHBLIX PEAKLUWA BCNeACTBME HENPABUNBHOND XPaHeHUA UMK
KOHTaMWHauuu obpasua.

KpoBb, KOTOpas He cpa3y noasepraeTcs aHanualy, [0oMNXHa XpaHUTLCA Npu TeMmnepartype
oT +2 po +8 °"C. OB6pasubl KpOBW, aHTUKOAryNnMpoBaHHbie c nomMoLlbio 3OTA,
HeobXxoaAMMO UccnenoBaTth B TeYeHne 7 AHen, a obpasubl, obpaboTaHHbIe LUTpaToMm
HaTpua - B TeyeHwe 14 oHel nocne cbopa. OHCepBUPOBaHHYO/QOHOPCKYH0 KPOBb MOXHO
TecTUpoBaTh A0 UCTEYEHWUS CPOKa roAHOCTW.

NOAroTOBKA TECT-CbIBOPOTKH

TecT-cLIBOPOTKA B NOAFOTOBKE HEe Hy®OaeTcsa.
TecTt-cuiBopoTKa oTOMpaeTea NpaAMo K3 dnakoHa 1 MCNonbL3yeTCcA.

NOPAAOK BbINOJIHEHWUA
He BxoasALMe B KOMNNEKT NOCTaBKKW, HO HeobxoauMble MaTepuansi:

KapT-meTopn, py4Ho#:
1. Kaptel: - Grifols ,DG Gel Coombs®
- Ortho BioVue® System AHG polyspecific unu
- Ortho BioVue® System Anti-Humanglobulin Anti-lgG
- MukponuneTtka
- MNpobupka
. ®uanonorumdeckun pacteop (0,85-0,9 % xnopuaa HaTpuA)
. UenTtpudyra
; aemgn$yra AOns KapTt
. MiHkybaTtop ana kapTt
. Pasbaeutens ANA KOHKPETHOW KapThl

Co~l TN Laha



KapT-meToQ, aBTOMaTU4YeCKHIA:
Vision® AHanusaTop

NMpoBegeHne TeCTUPOBAHMUA

TecT-kapThl (py4HoW MeToq / NOAXOAALLMA ONA KAPTLI:
- Grifols ,DG Gel Coombs®)

1. MpuroTtoBbTe 0,8-NPOLEHTHYIO CYCNEH3MI0 3PUTPOLIMTOR B Cpefe ANA pa3seaeHus,
noaxodALeid ANA KapTbl (3pUTPOLUUTLI MOXKHO NpoMbITL 1-3 pasa duanonorm4eckum
pacTBOpPOM).

2. B kaxgyo mapkMpoBaHHy MuKponpobupky BHecuTe 50 MKN COOTBETCTBYIOLLEN
CYCNEH3UN 3PUTPOLUTOB.

3 ﬂ’éﬁaabre 25 MKkn TpebyeMoi TeCT-CbIBOPOTKM B KaXAy0 MUKpONpobupky.

4. NukyBupyiTe kapTy B TeyeHue 15 MmuHyT npu +37 °C B nogxoasawlem UHKybaTope.

5. UentpudhyrupyinTe KapTy B COOTBETCTBYIOLEN LeHTpudyre AN KapT ¢ dMKCMPOBaHHLIM
3Ha4YeHUeM g ANA COOTBETCTRYHOLEN LLeHTpUdyri.

6. BoinonHUTE MakpockonMyeckoe uccneqosaHle Ha npeameT arrmoTUHALWK B TEYeHWe
30 MUHyT.

7. 3anMwmnTe pesynsTarsl.

Cuctema Ortho BioVue® (py4Hoi meTopa)
1. MpuroToBbTe 3-5-NPOLEHTHYH CYCNEH3UI0 3pUTPOLMTOB B cpeae ANA paseefeHus,
noaxoasawWen AnNA KapTel. (SpUTPOLUMTEI MOXHO NPOMLITE 1-3 pasa hrM3nonorm4ecKkum
aCTBOPOM. ).
2. Momectute 40 mkn TpebyeMOn TECT-CLIBOPOTKMU B pEAKUMOHHLIE KaMepbl, NOMeYeHHbIe
COOTBETCTBYHOLUMM 0Bpasom.
3. NobaebTe 10 MKN COOTBETCTBYIOLLENH CYCNEeH3UM 3PUTPOLUMTOB B peakUWOHHLIE KaMepbil.
4. MukyBbupyiaTe kapTy B TedeHue 15 MmuHyT npu +37 °C B nogxopsulem nHkybaTtope.
5. UeHTpudyrupyiTe KacceTy B COOTBETCTBYIOLLEN UeHTpUudyre ANA KapT
MKCUPOBaHHbLIM YWUCNOM g ANA 3TON LEeHTPUMyru.
6. PeaynbTartkl TeCTa cnegyeT CYMTLIBATL Cpa3y Nocne OKOHYaHUa LeHTpUdyrupoBaHus.
7. 3anuwuTte pesynbTaTthl.

Cucrtema Ortho BioVue® (Ortho Vision® ananuzamop)
Hcnons3osaHue nepeyucneHHbix Mecm-cLI80P0MOoK nposepeHo Ha aHanuzamope Ortho
Vision®. AHanuzamop Ortho Vision® umeem cnedyrowue onyuu/Hacmpodku:
- 50 mkn 0,8 % cycneH3uu 3pumpoyuImoes 8 conesoM pacmeope ¢
gocchamnsiv byghepom unu
- 10 Mkn 3-5 % cycneH3uu 3pumpouumos 8 conesomM Pacmeope ¢
gocchamnsivm byghepom

MHTEPMNPETALUWA PE3YNNLTATOB TECTA
MonoxuTenbHbld peaynbTart (+): ArrnloTMHaUWA 3pUTPOLMTOB paccMaTpyvBaeTcs Kak

NoONoXHUTENEHEIM PE3YNLETAT TECTA W NOKa3kiBaeT HAanNW4We
COOTBETCTBYHOL WX UIEHOB.

OtpuuatensHoli pesynsTart (-). OTCyTCTBME arrnioTUHALWK 3PUTPOLKMTOB
paccMaTpuvBaeTCs Kak oTpuuaTenbHblid pesynbTaT TecTa,
T.€. COOTBETCTBYIOLMIA aHTUreH He oBHapyxuBaeTcs.

MpouyTuTe U UHTEpPNPETUPYITE pe3ynbTaThl ANA KapT-MeToaa B COOTBETCTBMU C
MHCTPYKUMAMMK MO NPUMEHEHWUIO KapThbl.

MporpammHoe obecneyeHne aBTOMaTUYECKW MHTEPNPETUPYET pe3ynbTaThl, NONYYeHHLIE C
nomMoLLLo aHanuiatopa Ortho Vision®.



OrPAHUMHEHMA METOAOB TECTUPOBAHUA

1.
2.

10.

11

HetouHoe cobniogeHune ykasaHuii pasaenos «MposegeHue Tecta» U «MHTEepnpeTauus
Flea NbLTATOB TECTa» MOXET NPUBECTM K NOMYYEHMIO HENPaBMNbHLIX Pe3ynbLTaTOoB.

10Oble KOHTPONbHbLIE NPOBEPKK, NOKa3aBLUMe HEO4HO3HAYHbIE MM HEBEPHLIE
pe3ynkTaTkl, aBTOMaTUYECKW NPUBOAAT K HEBO3MOXHOCTH MCMONb30BaHWA BCEX
pe3yneLTaTos.

. ObpaboTtaHHLle hepMeHTaMu 3pUTpoLUUTLI N Ao6aBneHune Bhidbero ansbyMuHa wunu

APYrux NPOTENHOCOAEPKALLMX PACTBOPOB MOXET NPUBECTH K NPOTEKAHMIO
HecneuuuIeckux peaxkLui.

. FeMonuanpoBaHHLIe, noMyTHeEBLWWE, 3arpA3HeHHLIE UNK NONYYeHHLIE npobbl KpoBK HEe

nognexar aHanuay.

- N3-3a paanu4Horo NposBneHua aHTUIEeHOR HA 3PUTPOLIMTAX YENoBeKa ¢

onpegeneHHsIMK heHOTUNAMK NepeYUCneHHBIE BhIlLE TECT-CLIBOPOTKU MOryT BbI3LIBATE
bonee cnaﬁym peakuuo, YemMm B CnNy4Yae C KOHTPONbHbIMKW 3PUTPOUMTAMA.

- Hn ogHa TecT-chiBOpOTKa UMK METOL HE MOryT rapadHTUpoBaTh DﬁHEpy")I{EHHH BCEX

peakux unu cnabo BbipaXeHHbIX aHTUIEHOB M BCEX BapWaHTOB aHTureHos.”

. JPUTPOLMUTLI, CEHCMDUNM3UMPOBaHHLIE anNNOaHTUTENaMW MK ayToaHTUTENaMK TOW XKe

UNu noaobHoW cNeunUYHOCTK, YTO K TECT-CbIBOPOTKA, MCNoNb3yeman Ana Tecra
(Hanpumep, IPUTPOLMTLI, AAKLWE NONOXWUTENBHBIA pe3yneTaTt NnpAMoro
EHTHI'HDEYJ'IHHDEDI'D TECTE}, HE NoOgxXoa0AaT AnA 3Toro Tecra.

. IPUTPOLMUTEI € NONOKUTENLHLIM pe3yneTatom B NpAMOM TECTE KyMﬁEE MOryT OaBaTb

NOXMHONONOKUTENEHLIE PE3YNLTATHI.

- B nutepatype onucanbl cnyyau, korga npu pabote ¢ o6pasuamu NnauneHTos,

npoleawnmin o6paboTky MOHOKNOHaNbHLIMK aHTuTenamw AHTU-CD38, npomcxoguna
HEMPaBUNbHAsA OLEHKa NOXHONONOXUTENLHLIX pe3ynkTaTos Tecta Kym6ea.®
Heobxoaumo cobnoaate MHOpPMaLUWMIO O NMMMKUTAX, YKa3aHHY B MHCTPYKLUWK NO
NPUMEHEHWID KapT.

. Mpu ucnons3osaxum ¢ aHanusatopom Ortho Vision® gonyckaeTca HenpepbIBHOe

WCNoNb30BaHWe TECT-CLIBOPOTKM B annapaTte B TedeHue He Bonee 7 gHen (ot +15 oo
+30 °C). MNpw 3TOM, €CNK TECT-CLIBOPOTKA XPaHUTCA HOYbLIO B TeueHue 12 yacos npu
Temnepatype oT +2 o +8 °C, 3T0T nepuof yeenv4yuBaeTcsl COOTBETCTBEHHO A0

14 aHen.
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Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur Anwendung von
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REF ApDTHUKYN LOT Maptua

) aTa ucTedYeHMs CpoKa
XpaHeHwe oOT - go 4
”—’? P A rogHOCTH

IVD HOwarHocTuka in vitro c 'E 3nak CE

d MpousseneHo cornacHo 98/79/EG CobniopaiTe MHCTDYKLMK
No NPUMEHEHMIO

REF

02.22803 Anti-Wr® for card method Coombs-reactive, polyclonal, human 3 ml
02.228-05 Anti-Wr® for card method Coombs-reactive, polyclonal, human 5 ml




