Anti-Co? for card method Coombs-reactive, polyclonal, human

Anti-CD" for card method Coombs-reactive, polyclonal, human
TONBKO onAa AMATHOCTWKM IN VITRO

HA3HAYEHWE

MonwknoxsansHele TecT-colBopoTkM AHTH-Co® u AHTW-Co® ana peakumn KymbBea
NPOW3IBOOATCA M3 NMNazMel YeNoBeKa, Coge pHallei aHTuTena Tuna IgG, KoTopwie
cnedudryeck HanpagneHs! NPOTUE COOTEETCTEYIOLLErs aHTUreHa rpynnsl Kpoew.
TecT-ChIBOPOTEX MCNONL3YIOTCH ONA Ka4eCcTBEHHOM onpedeneHya in vitro HANK-KHA MNnd
OTCYTCTBMS EHTUreHoB rpynnsl Kpoen Co® u Co” Ha spuTpoLMTaxX YenoBeka.

[aHHble TeCT-CLIBOPOTEN N Ha3sHaY“eHel ONA WCNONL3I0OBAHWA TONLKD
KEANWUDULMPOBAHHEIM M 0DYYeHHEIM NepCoHanoM.

NPUHUWN PAEOTbLI METOOA

MeTogs! TECTUPOBAHWSA, MPUMEHAEMBIE NPW WCNIONB3IOBAHMK 3TUX TECT-CHIBOPOTOK,
DCHOBaHL! HA MPUHLMNE KOMOHOYHOR arTMTHHALKWY. HopManbHele 3pUTPOLMTE YenoBeKa,
NepeHoCcALUWE OOWH U3 COOTBETCTEYHILWMX aHTUreHoE, 0DHapYXWBATCA W HAckILLaIoTCH
CODTEETCTEYHLUMM SHTUTENOM, 8 3aTem obpabaTLiBaloTeA BTOPEIM aHTUTEMNOM, KOTopoe
PacNo3HAET MOMNEKYNB YenoBeyackoro IgG W anmoTMHUPYET.

TECT-CbIBOPOTKHW
Y¥a3aHHLIe CLIBOPOTEM ANA oNpefeneHuA rPynikl KPOEW BLINYCKIIOTCA B Creayol el

popme:

Anti-Co*for card method Coombs-reactive, polyclonal, human
Anti-Co"for card method Coombs-reactive, polyeclonal, human

TecT-ceiBopoTM cogepxat <0,1 % (no macce) a3nga HATPWA B KAYECTEE KOHCEPBAHTA.
E gononHeHwe K aKTUBHOMY KOMMNOHEHTY aHTWTEN K YenoBeYeckoR ChiBOPOTKE TecT-
ChIBOPOTKW COOEEHAT XMOPUI HATPWA, ERICOKOMONEKYNAPHEIE CoeqUHEHKMA W BbMUi
ansByMWH, KoTopkIA BeiN NpoBEPEH W CEPTUMMLMPOBAH MHCTIEKTOPaMW BETEPHUHAPHOMR
cy#0Oe CLUA.

NPEAYNPEXOEHWE

3TW TECT-CLIBOPOTKM BEINK M3rOTOBNEHE! M3 NNA3IMEI YENOBEKA.

Heszaeucumo oT 3TOro, Aaxe ecli MCXoAHEIE MaTeprans! Bbinv oTpULaTENEHEIMK Ha
HBsAg, a Take Ha adTUTena k BUY 1/2 u BI'C, 2T Buonorv4eckie NpoaykTs cneqyeT
paccMaTpMBaTE Kak NoTeHUMansHO MHeKUMOHHBIE M3-33 PUCKa NOABNEHWA NaToreHoe,
KOTOPLIA HEBO3MOMKHO MNOMNHOCTLID MCKMIOYMTE. TeCcT-ChIBOPOTHM COOePHAaT a3ni HaTpKE,
KoTopkIA 0BnafaeT TOKCHYHEIMKM CEBORCTEAMMW M MoXeT 06pa30BLIBaTE BIPLIBOONACHKIE
COMKW CO CBHUHLLOM WINA MEOLH.

MpW yTUNK2ALKW NPOMEIBATE BONBWKWM KONWMECTBOM BOAEL.

Mo yKazaHHEIM BILLE NPUHUHEM C 3TUMKM TECT-CLIBOPOTKaMK cnegyeT cbpalwarsea ¢
pasyMHON OCTOPOXHOCTEHD.

XPAHEHWE

XpaHuTL B 3aKpLITOM EWOE W NNOTHO 3aKPLITHIM NOCNE NEPEOTO OTKPLITUA NPU
TeMnepatype oT +2 no +8 °C, Npy WCNoNb30BaHWM - KDATKOBPEMEHHO MPW KOMHATHOM
TeMnepatype. XpaHWTL U NPUMEHATE TONLKD A0 MCTEYEHWA YKAIAHHOTO CPOKA FOOHOCTH.

YKA3AHUA

1. B kamaom TecTe HeoGXoQMMO MCNONB30BATE NONOKUTENEHEIA M OTPHMUATENEHLIR
MeTokLI KOHTPONA.

2. HenpaBWnkHOe XpaHeHwe HEraTHMEHO BNMAET Ha aekTHEHOCTE M3Oenwi.

3. Nerkoe NoMyTHEHWE He BNWAET Ha PEaKTUBHOCTE TECT-CLIBOPOTOK.

IaBeraiiTe DaKTepUansHOMo W XMMM4ECKOre 3arpA3HEHWA TECT-CLIBOPOTOK.
TecT-ChIEOpOTHY 3anpelLasTcs MCNons30BaTh, ecnk B Heil oBbHapy#eHo BnaumMoe
W3IMEHEHME - 3TO MOMET YKa3bIBATE HA MMKPODHONOrMieckoe 3arpAaHeHe.

4. MHTeHCHUBHOCTE NONOXWTENEHOR PEaKLMK 3aBUCHT OT BpeMEHW, Npolleflero ¢
MoMeHTa 3abopa Kpoew.

5. VicnonbayiTe coOTBETCTRYIOWYIO LeHTpudyTy OnA KapT. Mononk3oBaHne
HenogxodAwed ueHTpudyri ANA KapTel (KaXOan ueHTpudyra MMeeT pUKCHpoBaHHDE
YUCNO g) MOMET NPWBECTH K HEBEPHEIM pe3yNkTaTaM M3-3a MIMEHEHWA 3HaYeHWA g.

6. OnucaHHee MeTodbl TECTMRCBAHWA NPMMEHNMMEI TOMEKO K PYYHEIM METOOAM M
annaparty, yKa2aHHoMY B JaHHOR MHCTPYELWK NO NpUMeHEHWo. NpK MCNonL3oBaHWK
OpYTUX aBTOMATOE WUMK NOMyaBTOMATUHECKMX CUCTeM NabopaTopui QoM HEl
cobMoaaTe MHCTPYKUKMK NpoK3eoguTens obopyaoEaHWA W BLINONHATE KOHTPOML B
COOTBETCTBUM C YTEESPHOSHHEIMW NpoLeaypamu.

7. MNpw WCcNonNs30BaEHWK TECT-CLIBOPOTOK Heobxoawwvo cobniofaTe Boe NpUMEHWMEIE
rocydapcTeeHHBIe 3aKoHb!, NOCTAHOBMNEHWA W PYKOBOAALLWE NPWHUMNLI, B YACTHOCTH,
onA MNepmanum 31o Richilinien zur Gewinnung von Blut und Blutbestandteilen und zur
Anwendung von Blutprodukten (H&motherapie)"

AKTyansHan Bepcua.

8. ObrAzaTencHo cobmogaiiTe yKazaHuA No MCNONL3ICBAHMKD TECT-KapT B
COOTBETCTBYHOLEM PYKOBOACTEE NO SKCNNYyaTauWu.



noaroToBKA OBPA3LIOB

1. OBpa3aubl KpoBKM cnegyeT 3abUpaTk 0gHMM M3 CTAHOAPTHLIX METOOOB.

2. AHanuaupyemsli oBpa3sell KpoBMW cnefyeT NPOBEpHUTL KK MOMHO CKOpee Nocne B3ATHA
obpaaua, 4Tobbl MMHUMKW3WMPOBATE PUCK NOMHONONOKMTENBHLIX MNK
NOMHOOTPULATENLHLIX PeakUMil BCNeCcTEWe HENPABWNBHOTD XPAHEHUA WK
KOHTaMuHauwu obpa3aua.

KpoBbk, kKOTOpasA He cpa3y NoJBepraeTcA aHaNW3y, NOMKHA XPaHWUTLCA NpW TEMNeparType
oT +2 go +8 “C. OBpa3ubl KpOBW, aHTHKOaMYNWPOBaHHLIE G NOMOLLBH IOTA,
HeobxoaumMo uccnenoBaTk B TedeHWe 7 oHel, a obpa3usl, obpafoTaHHbe UMTpaTom
HaTpu#A - B TedeHWe 14 gHei nocne cBopa. oHCEPBMPOBAHHYH/QOHOPCKYH KPOBb MOMKHO
TECTUPOBATL A0 UCTEYEHWA CPOKa MoOHOCTI.

NnoAroTOBKA TECT-CbIBOPOTKK

TecT-ctIBOPOTKA B NOAFOTOBKE HE HYXOaeTcA.
TecT-cuIBOPOTKA OTEMpaeTCA NPAMO U3 NakoHa U UCNoNb3yeTcs.

NOPAQOK BLINONHEHWA
He exogAwwe B KOMNNEKT NOCGTABKW, HO HeoGXxooMMEle MaTepHUank:

Kapr-meTton, py4HoM:
1. Kaptei: - Grifols DG Gel Coombs®
- Ortho BioVue® System AHG polyspecific unu
- Ortho BioVue® System Anti-Humanglobulin Anti-lgG
. MukponuneTra
. Npobwpra
. ©uaronoruyeckrii pacteop (0,85-0,9 % xnopuoa HaTpuaA)
. aempu yra
EHTpWUOYTa ONA KapT
H»cggamp ONA KapT
. PasbaewTens anA KOHKpeTHOA KapThl
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KapT-meToq, aBToOMaTHYeCKHii:
Vision® AHanuaaTtop

MNpoeepeHWe TECTUPOBAHWA

TecT-kapThbl (py4HoR MeTod / NOOXoAAWMWA ANA KapTsL
- Grifols ,DG Gel Coombs®)

1. NpuroToesTe 0,8-NpOUEHTHYID CYCNEH3WI0 3PUTPOLUWTOE B cpede ONA pa3sedeHus,
nogxonAwei ANA KapTel (3PUTPOLMTEl MOXHO NPoMETE 1-3 paza duanonormieckum
pacTeopom).

. B kaxayto mapkupoBaHHyr Mukponpobupky BHecuTe 50 MEN COOTBETCTBYHOLLER
CYCMNEeHINK IPUTPOLMTOR.

. JoBaewte 25 mkn Tpefyemoi TECT-CLIBOPOTEM B KE#OYK MUEDONpoDUpEy.

. MHKyBupy#ATe KapTy B TeMeHue 15 MuHYT npw +37 °C B nogxoaawem mHrybatope.

. UeHTpudpyripyiTe KapTy B COOTBETCTBYIOWER LeHTpUdyre ANA KapT ¢ MKCUPOBaHHLIM
3Ha4YeHWeM g ONA COOTBETCTBYHILLER LeHTpUdy .

. BeINoNHWTE MaKpPOCKONWYecKoe WCcNefoBaHWe Ha NpeqMeT arrmoTUHALWK B TeYeHne
30 MUHYT.

. 3anunTe pe3yneTaTkl.
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CucTtema Ortho BioVue® (pyuHon meTon)
1. NMpuroToBbTe 3-5-NpOUSHTHYID CYCNEH3WMKD SPUTPOLUWTOR B cpefe ONA paleedeHun,
I'IO,.D,XD;J,HI.LI,&? ONA KapTel. (JpUTPOLMTE MOMHO NPOoMETE 1-3 paza duamonorm4eckum
acTEBOPOM. ).
2. Momectute 40 mrn TpebyemMoil TECT-CHIBOPOTEM B PEAKLMOHHEIE KAMEPE!, NOMEYEHHbIS
COOTBETCTBYHILUMM oBpazomM.
3. ﬂoﬁaabre 10 MKN cOOTBETCTBYHWEN CYCNEH3UKM SPUTPOLIMTOR B PEaKLMOHHLIE KaMephl.
4. WHkyGupyiiTe kapTy B TedeHwe 15 MmuHyT npu +37 “C B nogxogswem wHKyDaTope.
5. UeHTpudyrvpyiTe KacceTy B COOTBETCTBYIOWEN LeHTpudyre ONA KapT ¢
MKCHPOBAHHEIM YWMCNOM g ANA STOR LeHTpudyri.
6. PeaynsTaTthl TeCTa cnedyeT CYMTLIBATL CPas3y Nnocne oKoHYaHWA UeHTPHGYIMpoBaHKWA.
7. 3anuwuTe pesynsTaTkl.

Cuctema Ortho BioVue® (Ortho Vision® ananuzamop)
Wecnons3oeaHue nepequcieHHsIX MECcm-ChI80poMOoK NPOSEpeHo Ha aHanuszamope Ortho
Vision®. AHanuzamop Crtho Vision® umeem cnedyrowue onuuu/Hacmpodku:

- 50 mien 0,8 % cycneH3uU 3pUMpoyUIMmas & CONEaoM Pacmaope ¢

ghocghamusiv Byghepom Lnu
- 10 mim 3-5 % cycrneH3uu 3pUmpoyLImoe 8 CoNnegomM pacmeope ¢

ghocghamusmm bygbepom

WHTEPNPETALWA PE3YNLTATOB TECTA

MonoXMTENLHLIA PE3YNLTAT (+): ATNIDTUHALWA 3pUTPOLMTOR PACCMATPUBAETCH Kak
NONOMUTENLHEIN PE3yNBTAT TECTA W NOKA3LIBAST HANWYKE
COOTEETCTEYHILWX MIEHOB.

OTpuuaTentHEIA peaynsTaT (-):  OTCYTCTEME armNKTUHALIMK SPHTPOLKMTOR
pacCMaTpUBAETCA KaK OTPUUATENLHLIA pesynsTaT TecTa,
T.€. CODTBETCTBYHIOLUWA aHTUIeH He oGHapyYHWBAETCH.

MpoMTHTE W MHTEPNPETUPYATE Pe3yNLTaTL ANA KapT-MeTo0a B COOTBETCTBHH G
HHCTPYKLIMAMK NO NPUMEHEHWIO KapTLL.

Mporpammyoe obecneyeHue aBTOMATHYECKH MHTEPNPETUPYET pe3ynsTaThl, NoNyYeHHbIE G
NOMOLLBH aHanuaatopa Ortho Vision®.



OrPAHW4EHWMA METOOAOB TECTUPOBAHWMA

1. Hetouwnoe cobniogenwe yrasaHui paagenoce «MposegeHue TecTas W «MHTepnpeTauma

Flea NeTATOR TECTa® MOMET NPUBECTH K NOMYYEHMID HENDEBUNEHEIX PeaynsTaToe.

2. Mobble KOHTPONLHLIE NPOBSPKY, NOKa3aBlUWMe HeOQHOIHAYHLIE UMW HEBEPHLIe

pe3ynkTaTkl, SETOMATHYECKH NPUECOAT K HEBOIMOMHOCTH MCNONL30BaHWA BCeX

%eaynmame.

DpaboTaHHble hepMeEHTAMM 3PUTPOUMTE N fobaesneHre Deivbero ansOymMuHa W
OpYrvX NpoTeMHOCOASPHALLMX PACTEOPOB MOXET NPUBECTH K NPOTEKIHWID
HecneuwdYecKX peaKLi.

4. FeMoNManpoBaHHEIe, NOMYTHEBLLME, 33rPAHEHHEIE UMK NONYYeHHEIE Npobtl KPOBKM He

NOOMEHET alianA4ay.
5. W3-2a paznwyHOre NpoABNeHWA aHTWIEHOE Ha 3PUTPOUMTaX YeNoBeka C
onpedeneHHeIMK eHOTUNAMK NePEYMCNEHHEIE BhILIE TECT-CLIEOPOTKM MOTMYT BhI3kIEATE
nee cnabyo peakuuio, Yem B CIy4ae ¢ KOHTPONbHBIMW SPUTPOLMTaMM.

6. Hn ogHa TecT-ChiBOPOTKE UMW METO[ He MOTYT rapaHTUpoBaTe OBHapYKeHWA Boex

%ep,mx MK cnabo BuIpaXeHHLIX aHTHIEHOE M BCEX BAPUaHTOB aHTurexos.?

pPUTPOLWTEI, CeHCUOMMW3MPOBaHHEIE ANNOaHTUTENaMKM WK ayTOSHTUTENaMK TOR He

MnK NogoBHON cneurgUYHOCTH, Y4TO U TeCT-CRIBOPOTKA, MCNoNL2yeMan OnA TecTa

(HanpuMep, 3pUTPOLWTLL, OaloLWWe NoNoOXMTENLHEIA pe3ynsTaT NpAMoro

aHTHMrMeDyNMHOBOrD TecTa), He NoOXoOAT ANA 3Toro TecTa.

8. DpUTPOUMTE! C NONOXMWTENLHLIM PE3YNLETATOM B NpAMomM TecTe KymbBca moryT naeate
TNOKHONONOHKWTENEHEIE pe3yNETaTH.

9. B nuTepaType onWcaHkl cry4aw, korga npu pabote ¢ obpauamMy NauMeHTos,
npoweawnMy oSpaboTky MOHOKNOHANEHEIMK aHTUTenamMM AHTK-CD38, npovwcxoauna
HEMPaBUIEHAA OLUEHKa NOMHONONOMWTENLHLIX pe3ynsTaTos TecTa Kymbea

10. HeoBxogumo cobnogaTe MHPOPMALMIO © NUMHTAX, YKA33HHYK B MHCTRYKLMK No
NPUMEHEHWID KAPT.

11. Mpu vcnone3oeaHky ¢ aHanuaaTopom Ortho Vision® gonyckaeTca HenpepbiBHOE
MCNOMNL30BaHWE TECT-CLIBOPOTKM B annapaTte B TedeHWe He Gonee 7 gHed (oT +15 po
+30 “C). Mpw 3TOM, ECNW TECT-CLIEOPOTEA XPaHWTCA HOYLIO B TeMeHWe 12 Yacoe npw
ﬁunepnawpe oT +2 go +8 °C, aToT nepuog yeenM4MBaeTcA COOTBETCTEEHHD 0

OHeR.

12. B TecT-chiBOpoTKE AHTW-CO® BTOPHYHEIM SHTWTENOM BeICTYNaeT AHTH-Kp®.

0,2 % Bcex oﬁpaal.%gn KPOBKM €BpONeRcKol NoNYNALKK OTPULETENEHE NO aHTureHy Co®
TeopeTHdecky <2 % W3 HUX MOMYT Bbi3LIBATE NOMHONONOMMUTENEHYID PEaKUMID, TEK KaK
HecTH aHTureH Kp®.
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REF| Apmayn LOT NapTus

Nata ncTedveHns cpoka

"’i XpaHeHWe oT - Ao FOAHOCTH

DuardocTika in vitro 'c € 3Hak CE

CobniogaiTe MHCTRYHL MM

H MponaeageHo cornacHo S8TYEG 1 NPHMEHEHNIO

02.230-03 Anti-Co® for card methed Coombs-reactive, polyclonal, human 3 mil
02.230-05 Anti-Co® for card method Coombs-reactive, polyclonal, human 5 mi

02.227-03 Anti-Co® for card method Coombs-reactive, polyclonal, human 3 mi
02.227-05 Anti-Co" for card method Coombs-reactive, polyclonal, human 5 ml



