Anti-Dia for card methoed Coombs-reactive, polyclonal, human
TONBKO AnA AMArHOCTUKKA IN VITRO

HA3HAYEHMWE

MonwknoxsansHbie TecT-cLIBOPOTEM AHTK-0i* onsa peakuwn Kymbca nponssogATcs M3
nna3mMbl YenoBeka, cogepxalled aHtutena Twna IgG, KoTopele cneyupr4eckn
HanpaeneHsl NPpoOTHE COOTBETCTBYHLWETD aHTUIeHa rpynnsl KpoBK.

TecT-chlBOpOTEM MCNONL3YHITCA ANA Ka|4eCTBEHHOro ONpefeneHua in vitro HANUYKMA KNK
OTCYTCTBMA aHTUNeHOB MPYNN. Kpoew Di Ha spuTpouMTax YenoBeka.

[aHHbIe TECT-CRIBOPOTEM N Ha3Ha4YeHbl ANA UCNONLIOBAHWA TONLKO
KEANWHUUMPOBAHHLIM M ODYYeHHEIM NepCOoHanomM.

MPUHLIWMN PABOTHLI METOOA

MeToasl TECTUPOBAHWUS, NPUMEHAEMbIE NPU MCNONL3OBAHUKM 3TUX TECT-CLIBOPOTOK,
DCHOBAHLI Ha MPUHLIMNE KONOHOYHOR arrmioTHHaUMKM. HopMansHbIe 3pUTPOLMTE YenoBeka,
nepeHocALUME OOWH U3 COOTEETCTBYHILUWMX BHTUIEHOB, ODHapYXMBAIOTCA W HACKILLAITCHA
COOTBETCTBYILMM aHTUTENoM, a 3aTem obpabaThbiBaloTCA BTOPLIM AaHTUTENOM, KoTopoe
pacno3HaeT Monekynsl Yenosedveckoro IgG 1 arrmTUHUPYET.

TECT-CLIBOPOTKH
YKa3aHHbIe CHIBOPOTEM ANA ONpefeneHuA rpynibl KPOEW BHINYGKSKTCA B Creayei

popme:

Anti-Di*for card method Coombs-reactive, polyclonal, human

TecT-chiBopoTiM conepxart <0,1 % (no macce) aawna HATPMA B KAYECTEE KOHCEPBAHTA.
B nononHeHue K aKkTUEHOMY KOMIMOHEHTY aHTWTEN W YeNoBEeYeCcKol ChIBOPOTHE TecT-
CLIBOPOTKM COMEPXAT XNOPWI HATPUA, BEICOKOMONEKYNAPHLIE COBAMHEHUA W DhMUA
ansGymu CH KoToptli Gin NpoBepeH U cepTUPMUMPOBaH MHCNEKTOPaMK BETEPUHAPHOR
cny#bsl CLUA.

NPEOYNPEXOEHWUE

3TW TECT-CLIBOPOTEM GbiNK MAroTOBNEHE! M3 NNa3Mebl YenoBeka.

HezaBucvMO OT STOro, Oae eClM MCXOOHbLIE MaTepuans! Beinu oTpULETENEHEIMKW Ha
HBsAg, a Taicke Ha aHTuTena K BMY 1/2 w BI'C, a1k Buonorudeckne NpogykTel cnegyet
paccMaTpPUEATL KaK NOTeHUWaNsEHO MHOEKUMOHHEIE M3-33 PUCKa NOABNEHWA NAaTOreHOB,
KOTOPbIA HEBOZMOKHO NONHOCTEK MCKIIOHWTE. TecT-CEIBOPOTHM COAepH#aTt a3ug HAaTpuA,
KOTOpPbIA obnagaeT TOKCHYHBIMW CEOACTEAMM W MoxeT 00pa3oBLIBATL BIPLIEOONACHLIE
COMW CO CBHUHLIOM UMW MEOLHD.

Mpu yTUNM3aLMA NPOMBIBaATE BONbLIKMM KONWMECTEOM BOObI.

Mo yka3aHHBIM BhiLLE NPpWYUHAM C 3TUMK TECT-CEIBOPOTKEMK cnefdyeT obpallaThes ©
pPas3ymMHOR OCTOPOXHOCTEIO.

XPAHEHWE

XpaHWTL B 3aKpbLITOM BMOE W NNOTHO 3aKPLITLIM NOCNe NEPBOTo OTKPLITUA NpW
Temnepatype oT +2 Ao +8 “C, Npy WCNonb3oBaHWW - KPaTKOBPEMEHHO NPKW KOMHATHOR
Temneparype.

XpaHWTL U NPUMEHATL TONLKO [0 UCTEYEHWA YKA3AHHOTO CPOKA roQHOCTH.

YKA3AHUA

1. B kaxaomM TecTe HeobXoOWMO MCNONL3I0BATE NONOKMTENLHEIA M OTPULLAETENBHLIR
MeTofdkl KOHTPONA.

2. HenpaewnkHOe XpaHeHWe HEraTMEHO BNUAET Ha 3erTUEHOCTE M3genwuii.

3. Nerkoe NnoMyTHEHWE HE BITMAST Ha PEaKTUBHOCTL TECT-CLIBOPOTOK.
aberaifme DakTepHansHOro U XMMKWHECKOM 3arpA3HEHMA TECT-ChIBOPOTOK.
TecT-chIBOPOTKY 3aNpPeLlaeTcs MCNoNL30BaTE, ECNK B Hei oBHapyHeHo BUONMOe
W3IMEHEHME - 3TO MOMET YKA3LIBATE HA MUKPOOMONOrMYecKoe 3arpA3HEHMNE.

4. MHTeHCHBHOCTE NONOXUTENEHOR PeakLWK 3aBUCHT OT BpeMeHH, NpolWwenWweno c
mMomeHTa 3abopa Kpoew.

5. McnoneayiTe cooTeeTCTEYOWYH LeHTpHudyry ong kapt. Mcnonssaoceanwe
Henogxoaslel LeHTpudyrv ANA KapThl (KaMOas UeHTpudyra uMeeT (DUKCMpOBaHHoE
YWUCINO §) MO¥ET NPUBECTH K HEBEPHEIM Pe3ynLTaTaM M3-3a U3MEHEHWA 3HaYeHuA g.

6. OnucaHHbIe MeToOb! TECTUPOBAHWA NPMMEHWMEl TOMLKO K PYYHEIM METOOEM W
annapaTy, YKa3aHHOMY B JaHHON WHCTPYKLMKM No NpuMeHeHu0. MpY MCnons30BaHuK
Opyrix aBTOMATOE MNW NOMyaBTOMAaTHHECKUX clcTem nabopaTopim OoN#HLI
cobnogars MHCTPYKUWK NpoMaecguTens oBopynoBaHWA M BEINONHATE KOHTPONL B
COOTBETCTEUM C YTEEPHMASHHEIMK MpoUeaypaMi.

7. Mpu Mcnone3oeaHuK TECT-CEIBOPOTOK Heobxoaume cobnioaaTs Boe NPUMEHUMLIE
rocyQapCTBEHHEIE 3aK0HL!, NOCTAHOENEHWA W PYKOBOOALWME NDWHLMNEI, B YACTHOCTH,
onA Mepmanun 370 Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur
Anwendung von Blutprodukten (Hamotherapie)*! aktyansHaa sepcus.

8. OBAaaTensHo cobnoaaiTe yKazaHuA No MCNoNLIOBAHWID TECT-KapT B
COOTBETCTEYHILLEM PYHOBOACTEE MO IKCMNYaATALMUN.



noaroToBKA OEPA3ILIOB

1. OBpa3Ubl KpoBM cnefyeT 3abupaTte ofHWM U3 CTAHOAPTHLIX METOOOoB.

2. AHanuavpyemsld obpasel KpoEW cnedyeT NPOBEPHTE Kak MOMHO CKOpPEe Nocne B3ATHA
obpa3ua, 4Tobbl MMHMMH3WPOBATE PUCK NOMHONONOKUTENBHBIX WK
NOKHOOTPULATENBHBIX PeakLWid BCNegcTBMe HENPaBWNBHOTD XPaHEHWA MK
KOHTaMWHaL WK obpasya.

KpoBb, KOTOPaEA He Cpasy NoABepraeTcA aHanM3y, AONMKHa XPaHMTECA NpW TEMNEpaType
oT +2 go +8 “C. OBpa3ubl KpOBW, BHTHUKOAryNUPOEaHHEIE C NoMoLsD 3OTA
HeobxXoOuMOo MCCNedoBaTs B TeueHWe 7 gHeil, a o0pazusl, obpaboTasHee LMTpaTom
HATpWA - B TeueHue 14 aHeil nocne cbopa. oHCepPBUPOBEAHHYO/OOHOPCKYH KPOBL MOMHO
TECTMPOBATL [0 WCTEMEHMA CPOKa MOAHOCTH.

noaroTOBKA TECT-ChIBOPOTKEW

TecT-cLIBOpPOTES B NOArOTOBKE He HY#IaeTcs.
TecT-chiBOpOTKa OTGMpAETCA NPAMO M3 (NakoHa W MCNONB3YETCA.

NOPAQOK BEINONHEHUA
He exopAllwe B KOMNNEKT NOCTABKYW, HO HeoGXOAMMEIE MaTEpHankLL:

KapT-meTog, py4YHoR:
1. Kaptel: - Grifols ,DG Gel Coombs®
- Ortho BioVue® System AHG polyspecific unm
- Ortho BioVue® System Anti-Humanglobulin Anti-lgG
. MukponuneTra
. NpoGwpka
. ©uaronorwecknih pacteop (0,85-0,9 % xnopuoa HAaTpUA)
. aemprgyra
. UeHTpudpyra AnA kapT
; nggamp Ons kapT
. PasbapuTens AnA KOHKpETHOW KapThl
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KapT-mMeToq, aBTOMaTHYECKHR:
Vision® Ananuaatop

MNpoBeneHWe TeCTMPOBAHWA

TecT-kapTbl (py4HOR MeTod [ NOQXOOALLWIA ONA KapThl:
- Grifols ,DG Gel Coombs")

1. MpuroToekTte 0,8-NPOUEHTHYID CYCNEH3WIO SPUTPOLMTOE B Ccpede ANA pa3seneHus,
noaxoasawei ANA KapTel (IPUTPOLMTE! MOMHO NPOMEITE 1-3 paza uanonorudeckum

CTBOPOM).
gamm% raapmp-unal-n-rym MukponpoBupky BHecuTe 50 MKN COOTRETCTEYIOWER
CYCMEH3INW 3PHTPOLLMTOR.
. JoBaeste 25 Men Tpebyemoi TECT-CHIBOPOTEA B KAXOYH MUKponpobupky.
. MHkyGBupyiiTe kapTy B TedeHue 15 munyT npw +37 °C B nogxonawem wHkybatope.
. UgHTpudpyrupyitTe kapTy B cOOTBETCTBYIOWER UeHTpHdgyre ANA KapT ¢ (PUKCHPOBaHHEIM
3Ha4eHWeM g ONA COOTBETCTEYIOWER LEHTPUgYIN.
. BRINonHWTE MakpocKonMYeckoe WCcNedoBaHe Ha NpeamMeT arrmioTUHALKMK B Te4eHue
30 MHHYT.
. 3anuwmTe pesynsTaTkl.
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Cuctema Ortho BioVue® (pyuHon metoq)
1. MpuroToesTe 3-5-NpOLUEHTHYIO CYCNEHIUKD 3PUTPOLUMTOR B cpede ANA pa3BefeHuA,
m,qmn,ﬂu.l,e? ANA KapThl. (pUTPOLMTEl MOXHO NPOMEITE 1-3 pa3a U3NoNorMHecKiAm
acTEOPOM. ).
2. DMEG‘IFMTE 40 mrn TpebyemMoid TECT-CLIBOPOTKW B PEaKUWOHHLIE KAMEDL], NOMEeYeHHLIE
COOTBETCTEYHWMM oDpazom.
3. ﬂﬂﬁaBbTE 10 MKN COOTBETCTBYHOLLER CycneHanu 3PUTPOLTOB B peaKkWOHHBIE Kamephl.
4. WHkyBupyiTe kapTy B TedeHwe 15 muHyT npw +37 “C B nogxogawem wHryGaTope.
5. UeHTpudbyTvpyiATe KacceTy B COOTBETCTRYHLWEA LeHTpudyre ONA KapT ¢
MKCHPOBaHHEIM YMCNOM g ANA 3TOR WeHTpudyTW.
6. PeaynbTatel TECTa cnegyeT CYWTHIBATE Cpasy nocne oKoHYaHWA LeHTpUgYTMpoBaHWA.
7. BanvwmMTe peaynsTaThl.

Cuctema Ortho BioVue® (Ortho Vision® ananuzamop)

Mcnonk3oeaHue nepequcneqHbix Mecm-cLI80pOMoK Nposepeqo Ha aHanusamope Ortho
Vision®. Ananuzamop Ortho Vision® umeem cnedyrowue onyuu/HacmpolKu:

- 50 mkn 0,8 % cycneH3uu 3pumpoyuImos & CONeaoM pacmeope ¢

ghocghamuem bydghepom unu
- 10 min 3-5 % cycneH3uu 3pumpoLumoe & coneaoM pacmeope ¢

ghocchamAyeiM Bydghepom



WHTEPNPETALMWA PE3YNLTATOB TECTA
Mono#KUTENLHLEIA Pe3ynETaT (+): AITMTHUHALWA 3PUTPOLKWTOR PACCMATPUBAETCA KaK

NoONOHUTENEHBIK pe3ynkLTaT TeCTa W NOKa3bIEaeT Hanuw4He
COOTEETCTBYHILLWX MreHOB.

OTpuuaTenkHeIfd pesynsTaT (-);  OTcyTCTBME arrMioTUHALMK SPUTPOLMTOR

paccMaTpHEaeTCH Kak oTpruaTen bHLIRA pe3yneTaT Tecta,
T.8. EX)OTBETCTB}I'IDU.II-I'Iﬁ AHTHUreH He ﬂﬁHEp'jl"JKHBEIETCH.

MpouTUTe W MHTEPNPETUPYATE peaynkTaTHl ANA KApT-METOAa B COOTBETCTEUM C
HHCTPYELMAMK NO NPUMEHEHWIO K3DTh.

Mporpammyoe obecnedveHe aBTOMATUHMECKH MHTEPNPETUPYET pe3ynbTaTsl, NOMy4eHHbIE C
nomoLLERD adanuaatopa Ortho Vision®

OrPAHWYEHWA METOOOEB TECTUPOBAHMA

1.
2.

HeTounoe cobniogeHwe ykazaHwii pasgence «lMpoeegeqHne TecTas W «MHTepnpeTauma
Flea NETATOR TECTar MOMKET NPUBECTH K NOMYYEHMH HENPABWNEHLIX PE3yNLTATOR.

loDbie KOHTPOMbHLIE NPOBEPKW, NOKA3aBLWWE HEOOQHO3HAYHLIE MW HEBEPHbIE
pPe3yNLETaTkl, ABTOMATHMECKH NPHBOAT K HEBOIMOKHOCTH MCTIONL30BaHWA BCEX
%eaynb"rama.

GpaboTaHHble dhepMEHTAMKA 3PUTPOLMTEI UMK AoGaBneHwe Buitbero ansByMuHa Wiinu
OpYTUX NPOTEMHOCOOEP¥aLLMX PACTEOPOB MOKET NPUBECTH K NPOTEKAHUHD
HeCMeUWHHYECKX pEaKLMA.

4. [eMoNW3MpoBaHHbIE, NOMYTHEELLWE, 3arpA3IHEHHLIE MK NOMyYeHHBle Npobkl KPOBK He

NognexaTr aHanuay.

5. WM3-3a paanu4Horo NpoABNeHnA aHTUIeHoB Ha SpUTPOUMTaX YenoBeKa ¢

onpefeneHHLEIMK heHoTUNaMH NepeYMCcneHHbIe Bhille TECT-CHIBOPOTKM MOTYT BLI3LIBATL
Bonee cnabylo peaKkLMi, YEM B CMYHae C KOHTPONMbBHEIMK 3PUTPOLMTAMM.

6. H1 oaHa TecT-CLIBOPOTKA MM METO/ HE MOTYT rapaHTMpoBaTh 0BHapYXeHWs BCex

SOKHX MK cnabo BEIpA#EHHBIX GHTHIEHOE M BCEX BADWAHTOB aHTHre Hos.?

T. PUTROLWTLI, UEHGI.-'IEHHHEHPGBEHHI:IE annoaHTHTENaMK UNK ayToaHTUTENaMK TOW ¥e

MMM NoaoGHON cneurdWMHOCTK, YTO W TECT-ChIBOPOTHA, MCNONb3YEMan OnA TecTa
(HanpuMep, SpUTPOLMTEI, AAOLLME NONOKUTENLHBIR Pe3yNLTaT NPAMOTD
aHTUrMoGyYNWHOBOTD TecTa), He NOAXOOAT ANA 3ToM TecTa.

8. SpHTPOLWTE! € NONOKUTENBHLIM PE3YNLTATOM B NpAMoM TecTe KymBca MoryT faBaTb

NOAHOMONOXUTENBHBIE PE3YNBETATEI.

9. B nuTepatype onucaHsl cry4au, koraa npu paboTe ¢ obpa3uamMi NaLWeHToE.,

npowenwrMy obpaboTky MOHOKNOHANEHLIMKM aHTHTENaMK AHTH-CD38, npoucxoauna
HENPaBUMNLHAA OLUEHKa NOXHONONOKUTENLHLIX pe3ynsTaTos TecTa Kymbea

10. HeoBxoaumo coBnioaaTs MHPOPMALMID © NUMKTAX, YKa3aHHYI0 B MHCTPYKLIMK MO

11.

NpUMEHEHWID KapT.

Mpw wenons3osalvK ¢ aHanuaatopom Ortho Vision® nonyckaeTtca HenpepeiBHoe
MCNoNL30BaHWE TECT-CHIBOPOTKMA B annaparte B TeveHne He Gonee 7 gHed (ot +15 o
+30 “C). MNpw 3TOM, BCAKM TECT-CLIBOPOTKA XPaHWTCH HOYLIO B TedeHue 12 4acoe npu
TemnepaType oT +2 oo +8 *C, aToT nepuon yEeNM-KUEAETCA COOTEETCTEEHHD A0

14 oHeR.
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Richtlinien zur Gewinnung von Blut und Blutbestandteilen und zur Anwendung von
Blutprodukten (Hdmotherapie)

CLSI, VLA33-A Validatin of Autormated System for Immunhematological Testing
Before Implementation; Approved Guidline
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ApTukyn LOT Maptus

[arta MCTeuYeHHA cpoka

"’i XpaHeHwe oT - go FOAHOCTH

LuardocTixa in vitro c € 3Hak CE

H Mponapegeqo cornacHo SETYEG | EE Cotineyaine sicTymps
0 ApHMEHEHAD

02.229-03 Anti-0i" for card method Coombs-reactive, polydonal, human 3 mi
02.229-05 Anti-Di® for card method Coombs-reactive, polyclonal, human 5 mi



