Anti-N for card method monoclonal, mouse
TONBKO AnA AMArHOCTKKA IN VITRO

HA3HAYEHHE

MoHoKNoHaNEHaA arrNKTUHUPYHLWAR TECT-CRIBOPOTKA AHTH-N NPOW3IBOGATCA W3
CYNEPHATAHTOR KNETOMHLIX KyNETYD NUHWA KNeTok rubpuOoMel NyTeM BuigeneH1sA
aHTWTEN, KOTOpPLIE cneywdMHO HanpaBneHsl NPOTHE COOTEETCTEYIOLWEND AHTHIEHa
rpynnel KpoBW. TecT-CLIBOPOTES MCMOMNL3YETCA ANA KaYeCcTEEHHOO onpenensHua in vitro
HaNM4KA WNK OTCYTCTEWA AHTHIEHOB PYNNLl KPoBM N Ha YeNoBEYEeCcKUX 3PUTPOLMTAX.
[aHHble TECT-CLIBOPOTEM NpeaHa3HaueHsl ONA WCNoNb30BaHKUs TOMbLKD
KBAnMMLMPOBaHHEIM M 0Dy4eHHLIM NepCcoHanoMm.

NPUHUMN PABOTEI METOOA

MeToakl TECTUPOBAHWA, NPUMEHAEMEIE NPH MCNONE30BAHMK 3TOR TECT-CLIBOPOTEM,
DCHOBaHLI HA NPUHLKNE KONOHOYHOR arrmioTHHauWK. HopmansHele 3pUTPOLMTEI
4enoBeKa, NepeHocALLME OfWH U3 COOTEETCTBYHILUMY aHTUIeHOR, arTNITUHKMPYITCA
COOTBETCTEYHILLMM SHTUTENOM.

TECT-CBEIBOPOTKMH

YKa3aHHble CLIBOPOTEM ONA TECTOR HAa rpynny KpoOBW COAep#aT aHTHUTena cnegyowMy
EMOHOB:

Anti-N for card method monoclonal, mouse clones: 20H12, MNE79

TecT-chiBopoTkM cofepxat <0,1 % (no macce) a3u0a HATPWA B KaYecTEe KOHCEpBaHTa.

B gononHeHWe K 8KTMBHOMY KOMMOHEHTY SHTHTEN TECT-CLIEOPOTHM COOSPKAT XMopUL
HATPWA, BLICOKOMONEKYNAPHLIE COSOMHEHUA U BbI4WiA ansGyMuH, KOTopLIA Gbin NpoBepeH
M CEPTUPMUMPOBAH MHCNEKTOPAMMW BETEPUHAPHOR crybel CLUA.

NPEOAYNPEXOEHUE

3T TECT-CLIBOPOTEM NOMYYaKT M3 CyNEePHATAHTOB KNETOMHLIX KyNbTyp. HesasucumMo ot
STOMD, 3TH NPOAYKTLI CriefyeT paccMaTpHEATE Kak NOTEHUMANEHO MHDEKLIWOHHLIE W2-33
pWCKA NOFBNEHWA NATOMEHOE, KOTOPLIA HEBO3MOMKHO NONHOCTE MCKMHYUTL. TecT-
CLIEOPOTKW COOEPMAT 2310 HATPUSA, KOTOPLIA 0BNafaeT TOKCHYHEIMK CEORCTEAMU U MOMET
06pa30ELIBATE BAPLIBOONACHLIE CONKM CO CBMHLIOM WK Meki. MNpu yTUNW3aLMm
NpoMsIBaATE BOMNBLIMM KONUYECTEOM BoAbl. (10 YHA2aHHLIM BhILLe NMPUHUHAM C STUMK
TECT-CLIBOPOTKAMM cnefyeT obpallaTecH ¢ Pa3yMHOR OCTOPOMHOCTEHD.

XPAHEHWE

XpaHWTL B 33KPLITOM BWOE W NNOTHO 3aKPLITHIM NOCNE NEPEOTO OTKPLITUA NpU
TeMnepatype oT +2 oo +8 °C, NpW UCNoNB30BaHWM - KDATKOBPEMEHHO NMPW KOMHaTHOR
TemnepaType. XpaHuTs M NPUMEHATE TOMLKO A0 WCTEHEHWS YKa3aHHOTD CPOKa MoOHOCTH.

YKA3AHWA

1. B kawaom TecTe HeoBXOOWMO WCNONL30BATE NONCKUTENEHLIA M OTPULATENLHLIA
MeTo0bl KOHTPOMA.

2. HenpaeWnbHOe XpaHeHWe HErATMEHO BNUAET Ha 3eKTHBHOCTL W3OEnKA.

3. Nerkoe NoMyTHEHWE He BNMAST HA PEAKTUBHOCTL TECT-CLIBOPOTOK.

MabBeraiite DaKTepUansHOro M XMMU4ECKOrD 3arpAZHEHMA TECT-CLIBOPOTOK.
TecT-chiBOpOTKY 3anpeLlaeTcs MCNoNL30BaTh, ecnK B Hel obHapy#eHo BuOUMOe
WIMEHEHME - B3TO MOXET YKA3LIBATE HA MUKPOBUONOrHMUecKoe 3arpAZHEHKE.

4. MHTEHCHBHOCTE NONOXMTENBHON PEaKLWK 3aBWCHT OT BpeMEHMW, NpoLleqero ¢
MOMeHTa 3abopa Kpoew.

5. VicnonbayATe CcOOTBETCTEYHOLWYH LeHTpUudyTy ONA KapT.

WMcnonkaoeaHue HeNoAXoAALWER LeHTpUdYTH ANA KapTe (Kawaan LeHTpudyra
MMeeT DUKCHPOBaHHOE YMCNO g) MOXKeT NPHBECTH K HEBEPHLIM pe3ynsTaTam w3-3a
MAMEHEeHWA 3HaYeHWUA Q.

6. OnvcaHHbie MeTodbl TECTUPOBAHWA NPMMEHMME! TOMLKO K PYYHEIM METOOAM W
annapaTy, YKa3aHHOMY B JaHHOR WHCTPYKLMK NO NPUMEHEHUID. MpH MCNenL30BaHMMK
OpYyrix aBTOMaToB Wk NoMyasToMaTHYeckux CHCTeM NabopaTopuk JOMHbI
cobnioaaTs MHCTPYKUWK NpoM3BodMTena obopy0oBaHWA M BEINONHATE KOHTRONL B
COOTBETCTBMH C YTBEP#HASHHLIMK NpoLenypamm.

7. Mpu Mcnons3o0BaHUK TECT-CHIBOPOTOK Heobxoaume cobmogaTe Boe NpUMEHUMEIE
rocygapcTBeHHbIE 38KO0HbI, NOCTAHOBNEHWA W PYKOBOOALLME NPUHUMNLI, B YEBCTHOCTH,
anA Mepmadum aTo «upekTuea no 3abopy KPOBW, £ KOMNOHEHTOB W No
MCMOMNL30BAHMID NPENapaToB KPOBM (reMoTepanua)».’, aKkTyanbHas Bepous.

B. OBraaTensHo cobnogaiTe yKazaHuA No MCNONL30BaHMK TECT-KapT B
COOTBETCTBYHILLEM PYHOBOACTBE NO SKCNNyaTaLWu.



noAroTOBKA OGPA3LIOB

1. OBpa3ukl KpoBKW cneqyeT 3abupaTtk OOHUM U3 CTAHOAPTHLIX METOOO0B.

2. AHanwzupyemelid obpasey KpoBW cnedyeT NPOBEPHTE KaK MOMHO CHOpee Nnocne B3ATHA
obpa3ya, 4Tobbl MMHMMW3IWPOBATE PUCK NOMHONONOKWTENBHEIX KA
No¥HoOTpUUATENLHLIX peakuWi BCneqcTeMe HeNpaBUNLHONO XpaHeHWA Unu
KOHTaMuHaUWK obpasua.

Kpﬂl??b, ngp%n He cpa3sy NoJBeprasTcA aHanway, JoN#Ha XpaHuTLCA Npu TeMneparype
oT +2 no +8 °C.

OBpa3uL KPOBK, HTHKOArNyNMPOBaHHLIE ¢ NoMmowes 30TA, HeoBxogumo wccnegoBats
B TeseHWe 7 OHel, a oBpa3uwl, oGpaboTaHHbIe LMTPATOM HATPWA - B TeveHwe 14 oHeil
nocne cbopa.

KoHcepeWpoBaHHYIO/OOHOPCKYID KPOBL MOXHO TECTUPOBATE A0 MCTEYEHWA CPoKa
MoQHOCTH.

NOAroTOEBKA TECT-CEIBOPOTKW

TecT-cLIBOpOTES B NOAFOTOBKE He HywOaeTcs. TecT-cLiBOpOTEa oTOMpaeTcs NpaAMo 13
thnakoHa W MCMonbayeTcA.

NoOPAOOK BbINONHEHWA
He exopAwine B KOMNNEKT NOCTABKMW, HO HeoBXOAMMEIE MaTEpHank:

Kaprt-meTog, py4HOM:
. Kaptei: - Grifols «DG Gel Neutral»
- Ortho BioVue® System Neutal
. MukponuneTka
. CTexnaHHan npobwpka
. ®uavonoriweckmin pacteop (0,85-0,9 % xnopuoa HaTpuaA)
: Hempu yra
. LUenTpudpyra ona kapT
. PazbaBuTens ANA KOHKPETHOM KapTel

"
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KapT-meToq, aBTOMaTH4ECKHA:
Vision® Ananusatop

MNpoeeneHWe TECTHPOBAHWA

TecT-KapTel HOW MeToq / NOOX0OALLMA ONA KapT:
e {p}m Grifols «DG Gel Neutral») 3

1. MpuroToesTe 0,8-NpOUEHTHYHD CYCNEH2MIO 3PUTPOUWTORE B CPede ANA paspefeHus,
nnp,xn,qﬂme}ﬂ [NA KapTe! (3pUTPOLMTEl MOXHO NPOMBITE 1-3 paza gfmuanamuecmm
CTEOPOM).

Ealca:mﬁg MapKWUPOBaHHYH MUKpoNpobupry BHeckTe 50 MKN COOTBETCTRYHLLER
CNEeH3INN 3PUTPOLMTOB.

a%:ﬁanme 25 mkn Tpebyemoi TECT-CLIBOPOTKM B KaWOyH MUKponpobupky.

. MHkyGupy#Te KapTy B TedeHue 5-15 MUHYT NPy KOMHATHONR TEMNepaType.

. UenTpudoyrupyTe KapTy B COOTBETCTBYHOWER LeHTpudyre NS KapT ¢ GUKCHPOBaHHLIM

YMCNOM Q@ ANA 3TONR LUeHTPUdyTH.

: ?{l;lnnnuure MaKpoCcKonWYeckoe wccnefoBaHwe Ha NpeMeT armnioTHHaUWKW B TeYeHne
MHHYT.

: SanumHﬂe pesynLTaThl.
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Cuctema Ortho BioVue® (py4Hon meTon)
1. NMpuroToBbTe 3-5-NPOUSHTHYIO CYCNEH3IWK 3PUTPOUWTOR B cpede OAnA pa3BedeHWs,
nNoaxofALleld ANA KapTel. (JpUTPOLMTEl MOXHO NPOMLITE 1-3 pa3a UaMoNorvHeckim
acTBOPOM.
2, DMEG‘IPI-'ITE LD min Tpebyemoil TECT-CHIBOPOTKW B pEaKUMOHHYH(-ble) Kamepy(-bl),
NoMEHEHHYH(-bIE) COOTBETCTBYHLWMM obpa3om.
3. DobaebTe B peakUMoHHY0(-ble) kamepy(-bl) 10 MKN COOTEETCTEYHOLWER CYyCNeHanK
APUTPOLMTOR.
4. Lﬂampmq]ympyme KacceTy B COOTBETCTEYHIWEA LeHTpyudyre ONA KapT
MKCWDOBAHHEIM YMCMOM g ANA SToR LeHTpUdyTI.
5. PeaynbTaTthl TECTa cNeyeT CYWTLIBATE CPa3sy Nocne oKoHYaHWA LeHTprdyrMpoBaHus.
6. 3anuwMTe peaynLTaThl.

Cuctema Ortho BioVue® (Ortho Vision® Ananusatop)

Mmmmoaague BhILUENEPEHUCIEHHEIX MECM-CHIB0POMOK NPOSEPEHD Ha aHanuiamope
Ortha Vision®.

Ananusameap Ortho Vision® umeem cnedyrowue onuuw/Hacmpodru:

- 50 mien 0,8 % cycreH3uL 3pUMpoLLIMOos 8 CONesoM PAcmeope ¢ ¢rochamHiiM gymepum L
- 10 mMrn 3-5 % cycneH3uu 3pumpoyumos e conesomM pacmeaope ¢ thocghamHeinm Bygbepom



WHTEPNPETALWA PE3YNbTATOB TECTA
MonoxuTeNbHLIR peaynsTaT (+): AT TUHALWA 3pUTPOLMTOR PACCMaTPUBaETCH Kak

MNONOEKUTENEHBIK pE3YNLTaT TECTa W NOKa3bIBAET
Haln\4ne CooTBETCTBYIOLWMWY aHTHreHoRB.

OTpHuaTENbHLIA pe3ynsTaT (-): OTcyTcTBME ArTMTUHALMK SPHUTPOLUTOR

pPacCMaTpPMBAETCA KAK OTPHLATENBHLIRA
peaynkTaT TecTa, T.e. COOTBETCTBYOWMA aHTHUreH He
oBHapy#WBaeTCH.

Mpo4THTE W MHTEPNPETUPYATE PE3YNLTaThl ANA KAPT-METOOA B COOTBETCTEMM
€ MHCTPYKLMAMKA N0 NPUMEHEHMID KapThI

Mporpammyoe obecneyeHue aBTOMATHHECKA MHTEPNPETHPYET pe3ynLTaThl, Nony4YeHHbIe ¢
noMolULERD aHanuaatopa Ortho Vision®.

OrPAHWYEHWA METOOOE TECTUPOBAHMWA

1

. HeTounoe cobniogeHwe ykasaHwi pasnenoe «Mpoeegeque TecTar W «MHTepnpeTauUma
2

ﬁea NETATOR TECTa» MOMET NPUBECTH K NONYYEHMID HENPABWNLHLIX Pe3ynLTaTos.
lobbie KOHTPONbHLIE NPOBEPKM, NOKA33BLUWE HEOOHO3HAYHLIE MW HEBEPHEIE
pesynLTaTel, ABTOMaTUMECKW NPUEOAAT K HEBOIMOMHOCTH UCNONL30BaHWA BCeX
e3yrLTaToR.
GpaboTaHHble hepMeHTaMKH 3PUTPOLWTEL MNK nobaenedne BrMbero ansGyMuHa WKWnw
OpYrux NpoTeMHOCOOep#allux PACTEOPOE MOXET NMPUEECTH K NPOTEKAHWID
HecneUWdNHECKMX PeaKLMii.

. FeMONW3MpOBAHHEIE, MOMYTHEELLWE, 3ArpA3HEHHLIE UMK NOMyYeHHBIe Npobbl KPOBK He

NOONEXaT aHanuay.

5. WMa-3a paanu4Horo NpoABNeHWd aHTWIeHoE Ha 3pUTPOLMTaX YenoBeka ¢ onpegeneHHBIMMI

10.
11.
12.

tpEHOTMNAMMH Nepe-MCcEHHbIE BhILLE TECT-CHIBOPOTKM MOTYT Bbli3biBaTe Gonee cnaGyo
EAKLMWI, YEM B CMYYaE C KOHTPONEHLIMM 3PUTPOLIMTAMHN.
W 0fHA TeCT-CLIBOPOTES MNW METOM HE MOTYT rapaHTUPOBaTE OOHapYHEHWA BoEX
E0KUX MNK cnabo BLipameHHLIX aHTMIEHOB M BCEX BapMaHToB aHTureHon. 2
PWTPOLIMTGI, CEHCHOMMW3WPOBaHHLIE ANNOAHTUTENAMM UMW aYTOAHTUTENAMK TOR e
WnK NogobHoN cneUWWIHOCTH, YTO W TECT-CHIBOPOTKA, WCNONL3YeMan ana TecTa
(HanpuMep, SpUTPOLMTEL, Jal0LLWe NONOKUTENEHBIR Pe3yNbLTAT NPAMOTo
SHTUIMoBYNUHOBOTD TecTa), He NoOOXOAAT ANA 3TOMo TecTa.

. JpUTPOLMTE! C NONOKUTENEHLIM PE3YNLTATOM B NpAMoM TecTe Kymboca moryT gaeats

NOAHONONOKUTENEHBIE PEIYNBETATEHI B KApPT-TECTE.

. 13-33 o4eHb cxoxeld DHOXMMHYecKol OCHOBLl M 1 N-aHTWUreHoB B HEKOTOPLIX CITyYanAX

AnTiH-M momeT nokazaTte cnabkle NonoxuTensHEE peakuun Aaxe B N-oTpUyaTensHEIX
KneTkax. 3To ABNeHWe ocoBeHHo XapakTepHo ONA KOMMEDYECKHY TECTOBLIX KNeTOK.
MpocTan NPOMLIBKE KNETOK MOKET yMeHbWMTE npobnemy.
MonoxuTensHan peakuma MoweT BiiTh yeuneHa WHEYBaLWoHHEIM NepUoaoM
Grifol's "DG Gel Neutral").
eobxogumo cobnioaats MHOPMALIMID O NUMUTAX, YKI3AHHYD B UHCTPYKLKK No
NpHUMEHEHUHD KapT.
PW UCMONL30BaHWK © aHanuaatopom Ortho Vision® gonyckaeTcA HenpepbiBHoe
WCNonb30BaHne TECT-CLIBOPOTKM B annapaTte B Te4eHwe He Gonee 7 gHe
(ﬂm +15 no +30 “C). MNpwu 3Tom, ecni TECT-CLIBOPOTHA XPAHWTCH HOMLIO B TEYeHWe
2 yacoB npw TemnepaType oT +2 fo +8 “C, atoT nepuon yBenM4HUBaETCA
COOTEBETCTEEHHD A0 14 OHeR.

NIMTEPATYPA

1.
2.

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

CLSI, VLA33-A  Validatin of Automated System for Immunhematological Testing
Before Implementation; Approved Guidline

CLINICAL AND LABORATORY STANDARDS INSTITUTE Dezember 2009

. Peter D. Issit, David J. Anstee Applied Blood Group Serology. 4. edition,

Montgomery Scientific Publications 1998

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

Springer-\Verlag 2004.
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