PeareHTbl Ansa onpeaeneHus
rpynnbl KPOBU

Anti-A

Anti-B

Anti-A,B

Homep B kaTaJiore

Anti-A: BG-A5, BG-A10, BG-A1000
Anti-B: BG-B5, BG-B10, BG-B1000
Anti-A,B: BG-AB5. BG-AB10, BG-AB1000

HA3HAYEHHUE.

OTH peareHThl TMOAXOASIT JUIS TPUMEHEHHUS B
MCTOJMKAaxX Ha OCHOBC HCIIOJIb30BaHUA MPEAMCETHBIX
CTEKOJI, TPOOMPOK M MHKPOIUIAHIIETOB M JOJDKHBI
UCIIOIb30BAThCS orepaTopaMu, TIPOMIE UMK
00y4YeHHE CePOIIOrMYECKUM METOIUKAM.

BBEJIEHUE.
Cucrema rpynn xposu ABO.

B 1900 roxy Jlanmurratinep (Landsteiner) o6uapysxwi,
YTO CBIBOPOTKA KPOBU HEKOTOPBIX JIOAEH BBI3BIBAET
ArTJIIOTUHALIIO SPUTPOUUTOB APYTHUX J'IIO,Z];efI " 49TO OTO
SIBJICHUC MOXHO HCIIOJIB30BaTh JIA KJ'IaCCI/I(i)I/IKaHI/H/I
WH/IMBUIOB 10 Pa3IHMYHBIM (EHOTUIIAM TPYIITHI KPOBH.
Beinenstor deTbipe pacnpocTpaHeHHbIX ¢enoruna - O,
A, B u AB. C toro BpeMeHH OBIIH TaKXKe OMPEICIICHBI
moarpymnmel  aHtureHoB A u  B. ®enorun ABO
YenoBeKa, KaK IPaBWIO, OMPEAEISIOT IO PEeaKIUsIM
arTIIOTHHALINU SPUTPOIUTOB WHAUBH]IA Ha
AHTUCBIBOPOTKH aHTH-A, aHTH-B u antn-A, B (npsmoe
onpezenenre rpynmbl). [Ipn ananmms3e o0pa3oB KpoBH
B3pOCIBIX JIoAeH Tpymmy kpoBu ABO  MoxHO
MONTBEPIUTh TOCPEACTBOM  pPEAKIHUHA  CBIBOPOTKH
WHIVBHUIA C CYCIIEH3WAMH CTaHJapTHRIX A- u B-
pUTpPOIUTOB  (OOpaTHOE OMpeAeNeHre  TPYIIIBI).

HHPUHIINAIL

Pearentr Anti-A MOHOKIOHAIBHBIA, MBIIHHEI [gM
CONIEP)KUT aHTUTENA u3 KierouyHor auauu BIRMA-1,
Pearentr Anti-B monoxmoHanbHbIM, MbImuHbl [gM
comepkuT aurturena u3 LB-2 u pearenr Anti-A,B
MOHOKIIOHANBHBIH,  MbIMHBIA  IgM  comepxut
aHTUTeNna W3 KierouHoi smuum ES-4/ES-15. Tlpu
WCTIONB30BAHUHA ~ PEKOMEHJYEMBIX ~ METOIUK  OTH
peareHThI OymyT  BBI3BIBATH armIIOTUHALIUIO
(cumanue) SPUTPOLUTOB, HECYIIUX CHENHU(PHISCKIt
aHTUTeH  (TTOJIOXKHUTENBHBIA  PE3yNbTaT  aHaJIU3a).
OtcyTcTBUE arTIFOTHHAIITU SPUTPOLUTOB
CBHJICTENBCTBYET 00 OTCYTCTBHH CHEIU(PHUECKOTO
aHTHTeHa (OTPUIATENbHBIA Pe3yNbTAT aHaNHu3a). JTH
peareHTbl  ONTHMH3MPOBAHBI  JUIsI  MPUMCEHEHHUS
COrJTaCHO  PEKOMEHIYEMbIM  METOJMKAM oe3
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PEATEHTBI U MATEPUAJIBI.

PeareHTbI cOCTOAT M3 MOHOKIOHAJBHBIX |gM-anTuTeNn
MbIIIK B OydepHOM pactBope. PacTBop mpencrapmusier
coboli ¢ocdarHblii  Oydep, comepxkamuii  XJIOPHI
Hatpusi, DJITA u marepuan ObIYbEro MPOUCXOXKICHUSL.
Oru pearentel coxepxkar 0,1 % (Macc/o0) asmma
HATPUsl U KPACHTEIIH:

Pearent HBer Kpacurean
Anti-A CuHHH ITaTeHTOBaHHBIN CHHUI
Anti-B JKenterit Taprpasun

Anti-A,B BecuBerHbIii -

HEOBXO/MUMBIE, HO HE BXOJAILIUE B
KOMIUIEKT HOCTABKH MATEPHUAJIbI

MeToauka Ha OCHOBE NMPEAMETHBIX CTEKOJ
1. IIpeaMeTHOE CTEKIIO JJIsi MUKPOCKOIIUU

2. Taiimep

3. Ou3nonoruYeckuil pacTBop

4. CoBmecTrMasi TIa3Ma/CHIBOPOTKA

MeToauka Ha 0CHOBe NMPOGUPOK
1. [Ipobupka

2. Hentpudyra (1000 oiry)

3. ®U3NOIOTHIECKUI PaCTBOP.

4 Taiimep

MEPBI HPEJOCTOPOXKHOCTHU

1. Knerounsie JTUHUH, HCIIOJIb3yeMbIe TUTSt
MPOU3BOJICTBA ITHX PEAreHTOB, MMEIOT MBIIIMHOE
MIPOUCXOXKICHHUE; OHM  TPOAEMOHCTPUPOBAIH

OTPULIATEIBHBIN pe3yNbTaT aHalu3a Ha BHPYCHI
antutenoodpaszoBanust y Mermeir (MAP). Byapte
OCTOPOXKHBI TIPY HCIONB30BAaHUH W yTHUIIH3AIUK
Ka)JIOl EMKOCTH U €€ COJICPKIMOTO

2. Otu pearentsl comepxar 0,1 % (macc/00) asmnma
HaTpus. AsWa  HaTpus  MOXKET  OKa3bIBaTh
TOKCHYECKOE JICHCTBHE TpHU TMPOTJIATBIBAHUH U
BCTYNIaTh B PEAKIUI0 CO CBHUHIIOBBIMH  HIIH
MEIHBIMH  KaHaJNM3allMOHHBIMH  TpyOamMum ¢
oOpa3zoBaHHEM  B3pBIBOOMACHBIX  comeil.  [lpm
YTHIU3alUN  [IPOMOWTE OONBIIMM KOIHYECTBOM
BOJIBI.

3. OTH IpOAYKTHI AOIDKHBI OBITH TIPO3PaYHBIMU.
MyTHOCTb MOXKET CBHICTEIIHCTBOBATH O
OaxTepuanbHOM 3apaxeHud. He cienyer
WCIIOJIH30BATh PEAreHThl MPH HATMYUW B HAX
ocajika, GUOPHMHOBOTO Tellsl WIIH YaCTHII.

4. DTH peareHTHl TpEIHA3HAYCHBI TOJNBKO IS

po¢eCCHOHAIBHOTO HCIOIB30BaHUS npu

JIMATHOCTHUKE IN Vitro.

Martepuanpl ObIYBETO MPOUCXOKICHHUS TONYUSHBI

N W3 HCTOYHHKOB, YTBEPKIEHHBIX MUHUCTEPCTBOM

_cenbekoro xossicrea CIHA, uin M3 MCTOYHMKOB,

{11 KOTOpBIX  JIOCTYmHAa  MHpOpMAUMsA O




MPOUCXOKACHUN  Marepuana. JKUBOTHBIE ——
JOHOPBI MaTepraia ObIYbEro MPOUCX OXKACHUS ObLIH
OCMOTpPEHBI, M OTCYTCTBHE Y HHX 3a00JIeBaHUI
OBLTO MOATBEPKACHO; pUcK TSE (TpaHCMHCCHBHOM
ryo4aroii sH1Ie()aIonaTu) COYTEH HU3KUM.

6. OTH  TPOAYKTHl  CclemyeT  yYTHIM3UPOBaTh C
MOrPYy’KEHHEM Ha HOYb B Je3WH(UIMPYIOIIKE
CpPE/ICTBA B COOTBETCTBYIOUIMX KOHIEHTPALMUAX WIH
MyTEM aBTOKJIABUPOBAHUSI.

COBETbBI HOJIB3OBATEJIAM

Pexomennyercs  mpoBOAWTH  TMONOXKHUTEIbHBIA U
OTPULIATENbHBI  KOHTPOJAb  MapajyielbHO  KaXKIoH
MapTUd AaHaJU30B. AHaIM3bl JOKHBI CUMTATHCS
HEeIEeHCTBUTENBHBIMH, €CIIM B KOHTPOJIBHOM Matepuale
OTCYTCTBYeT OXujaemass peaknuss. He Tpebyercs
WCIIOJIb30BaTh KOHTPOJIBHBIN peareHT mapajulelnbHO CO
BCEMH aHAJIM3aMH, HCIIONB3YIOIIMMHU  JTAHHBIN
KoHnTponpHBI peareHT peKoMEeHAyeTCsl HCIIONb30BaTh
TOJMIBKO TPH TUIUPOBAHUHM 3PUTPOLUTOB IAIKEHTOB,
3aBEIOMO HMMEIONINX ayTOAHTUTENA WM CTPaJAOIINX
OenkoBeIMU aHOMaNMsIMHU. ETo ciiemyeT ucnonp3oBath B
aHaNM3e TapajuielbHO C peareHToOM. XapaKTepHUCTHKU
3TUX pEareHToB OBUIM  ONpEeIeNeHbl  COTJIaCHO
METOJIMKaM, PEKOMEHJOBAaHHBIM B COOTBETCTBYIOIINX
WHCTPYKIUSAX MO IKCIUTyaTalluy; WX MPHUTOTHOCTH JUIS
MIPUMEHEHHS B APYTUX METOIMKAX JOJKEH OIMpPEeeNnTh
[10JIb30BaTEIIb.

XPAHEHHE.

XpaHUTEe  OTKPBITHIC/3AKPBITEIE  MPOAYKTHl  IpH
temneparype 2-8 °C 1o naThl HCTEUCHHS CpOKa
TOAHOCTH, yKa3aHHOM Ha OTHKETKE TMPOAYKTa.
XpaHeHue MPOAYKTOB npu HeIpaBUWIbHON
TeMIepaType, HalpuMep XpaHeHrne pu 0ojee BHICOKON
TeMIepaType WIA TOBTOPHOE 3aMOpaXMBaHWE U
pa3MopaxMBaHWe, MOXET MPHUBECTH K YCKOPEHHON
morepe aKTUBHOCTH peareHToMm.

HPOBOOTBOP.

CnernuanbHas TOIrOTOBKA IMAlMEHTa IIepex O0TOOpOM
oOpasmoB He Tpedyercsa. OTOOp KpOBH clemyeT
OCYIIECTBJIATh COTJIACHO YTBEPXKICHHOW METOIMKE
¢neborommn. OOpasen clemayer aHAIW3UPOBaTh KaK
MOXKHO OpIcTpee mocie orbopa. B ciyuae 3amepikku
aHanm3a XpaHuTe oOpasen mpu Temmeparype 2-8 °C.
OOpasipl ¢ BUAMMBIM TE€MOJIU30M HIM MHKPOOHBIM
3apaXEHHEM HE CIIeIyeT aHaJM3UPOBATH C IOMOIIBIO
aTOro peaktuBa. HecoOmroneHue yciIoBHH XpaHEHUs
00pa3loB TpHM TPaBHIBHOM TeMIlEpaType MOXKET
NPUBECTH K TOJIYYCHHUIO JIOKHOIOIOKUTEIBHBIX HIIH
JIO)KHOOTPHUIIATENBHBIX PE3YJIbTATOB.

HHCTPYKIIHHA 1O NIPUMEHEHMIO.

1. METOOUKA HA OCHOBE NPEJIMETHBIX
CTEKOJI.

1.1. IToaroroBete 35-50 % CYCIICH3UIO

AQHAJM3UPYEMBIX SPUTPOLMTOB B AyTOJIOTMYHOW (WU

COBMECTHUMOMH ) iasme, CBIBOPOTKE WiH

(usunonornyeckom pactBope. 1.2. JlobaebTe 1 Karumo

(40-50 mki) pearenta aHTu-A, aHTH-B mmm antu-A,B

Ha YHCTOE I[IOMEYEHHOE MpPeIMETHOE CTEKIIO st

MHUKPOCKOIA.

1.3. HobaBpre 1 xammo (40-50 wmxm) cycneH3un

AHAM3UPYEMBIX SPUTPOILIUTOB.

1.4. CmemaiiTe aHTUCBIBOPOTKY M KJIETKH Ha ILJIOIIA]IU

OKOJIO 2 CM B JHMaMeTpe, aKKypaTHO M HENpEephIBHO

BCTPSIXHBAsI MPEIMETHOE CTEKJIO.

1.5. CuyuraiiTe pe3ynapbTaT MaKpOCKOIMYECKH uepe3 3

MUHYTBL. He mytaiiTe pe3ynbTaTr BBICBIXaHUSI CMECH C

arrJIIOTHHAIMEH.

2. METOJAUKA HA OCHOBE NPOBUPOK.

2.1. TloarotoBeTe 3—5 % CyCIIEH3MIO aHAIU3UPYEMBIX

IPUTPOLKUTOB B HPU3NOIOTHIECKOM PACTBOPE.

2.2. lob6aswTe 1 karumo (40-50 MKki) peareHTa aHTH-A,

aHTu-B nmn anTu-A, B B COOTBETCTBEHHO TIOMEUCHHYIO

MpOOUPKY IS aHAJH3A.

2.3. HobaBere 1 xammo (40-50 wmkm) cycneH3un

AHAITM3UPYEMbBIX SPUTPOIIUTOB.

2.4. Ilepemematite u neaTpudyrupyiite mpu 1000 oy

B TeueHne 20 CeKyHI.

2.5. AkkypaTHO B30osiTaliTe MPOOUPKY IS OTACICHUS

SPHUTPOIIUTOB u MaKPOCKOITHYECKU OLIEHUTE

arTIIOTHHALUIO.

2.6. NukyOupyiiTe 00pasipl ¢ OCIa0IeHHON peakiuei

B T€UeHrWe | MHUHYTHI IpH KOMHATHOW TeMIepaType, a

3aTeM OBTOpPUTE LIEHTpU(yrupoBanue.

OI'PAHUYEHNUA.

PesynpTathl  ompeneneHuss TPYONbl  3PUTPOLIUTOB
ClIefyeT MOATBEPAUTH IIyTeM OOpAaTHOrO ONPEAETECHUS
IpyIIIBl CBIBOPOTKY MHAMBHUAA C U3BeCTHBIMU Al - u B-
IpUTpOLUTAMH. PenunueHT He IODKEH MOMy4YHUTh
KpoBb AB-Tpymmbl, eciau KJIETKH pelUIieHTa SBHO He
IPOIEMOHCTPUPOBAIH HONOKUTEIBHBIM PE3yAbTaT IPU
aHaJu3e C aHTU-A U aHTU-B U CHIBOPOTKa pelunueHTa
HE JIEMOHCTPUPYET OTPULATENBbHON peakuuu ¢ Al - u
B-knerkamu (eciy TOJIBKO y PELUITUEHTA HE OArPYIIa
AB c antu-Al B cweiBOopoTke). PeareHT aHTH-A 14
OTIpeNeNeHns TPYNIbsl He Oyler OOHapyXHBaTh BCE
BUIBI AX - KJIIETOK.

JIO)KHOITONMOXKUTENbHBIE WM JIOKHOOTPULATEIbHBIC
PE3YJIbTaThl MOTYT SIBJISITHCSI CIEACTBUEM 3arpsi3HEHUs
MaTepuajoB, MNPEeJHA3HAYCHHBIX JUIA aHalu3a, WIN
KaKHUX-TH00 OTKIOHEHUH OT PEKOMEHIyEeMbIX METOAUK.
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Monoclonal Blood Grouping
Reagents Anti-A

Anti-B

Anti-A,B

CATALOGUE NUMBER

Anti-A: BG-A5, BG-A10, BG-A1000
Anti-B: BG-B5, BG-B10, BG-B1000
Anti-A,B: BG-AB5. BG-AB10, BG-AB1000

INTENDED USE

These reagents are suitable for use by the slide, tube
and microplate techniques and are designed for use by
operators trained in serological techniques.

INTRODUCTION

The ABO Blood Group System

In 1900, Landsteiner discovered that the serum of some
individuals would agglutinate the red cells of others and
that this phenomenon could be used to classify
individuals into different blood group phenotypes. Four
common phenotypes are recognised — O, A, B and AB.
Subgroups of the A and B antigens have since been
identified. The ABO phenotype of an individual is usually
determined by the agglutination reactions of the
individual’s red cells with Anti-A, Anti-B and Anti-A,B
antisera (forward grouping). In testing blood samples
from adults, confirmation of the ABO blood group can be
provided by the reactions of the individual’s serum with
standard A and B red cell suspensions (reverse

grouping).

PRINCIPLE

Anti-A monoclonal murine IgM blood grouping reagent
contains antibody from the cell line BIRMA-1, Anti-B
monoclonal murine IgM blood grouping reagent contains
antibody from LB-2 and Anti-A,B monoclonal murine IgM
blood grouping reagent contains antibodies from cell
lines ES-4/ES-15. When used by the recommended
techniques these reagents will cause agglutination
(clumping) of red cells carrying the specific antigen
(positive test). Lack of agglutination of the red cells
demonstrates the absence of the specific antigen
(negative test). These reagents have been optimised for
use by the recommended techniques without further
dilution or additions.

REAGENTS AND MATERIALS

Blood grouping reagents contain monoclonal murine IgM
antibodies in a buffer solution. The solution is a
phosphate buffer containing sodium chloride, EDTA and
bovine material. This reagent contains <0.1% sodium
azide and the following colourants:

Rapid Lahg

Materials required but not provided

Slide Tube Technique:

Technique:

Microscope Test tube

slide

Timer Centrifuge (1000
rcf)

Isotonic saline | Isotonic saline

Compatible Timer

plasma/serum

Blood Grouping | Reagent Colour Dye
Reagent
Anti-A Blue Patent Blue
Anti-B Yellow Tartrazine
Anti-A,B Colourless N/A

PRECAUTIONS

7. The cell lines used to produce these reagents are of
murine origin and have been tested and found to be
negative for Mouse Antibody Production (MAP)
viruses. Care must be taken in the use and disposal
of each container and its contents.

8. These reagents contain <0.1% (w/v) sodium azide.
Sodium azide may be toxic if ingested and may
react with lead and copper plumbing to form highly
explosive salts. On disposal, flush with large
quantities of water.

9. These products should be clear. Turbidity may
indicate bacterial contamination. These reagents
should not be used if a precipitate, fibrin gel or
particles are present.

10. These reagents are for professional in vitro
diagnostic use only.

11. The bovine materials are obtained from USDA
approved sources or from sources for which origin
information is available. The donor animals for
bovine material have been inspected and certified
disease free and are deemed to have low TSE
(Transmissible Spongiform Encephalopathy) risk.

12. These products should be disposed of either by
overnight immersion in disinfectants at appropriate
concentrations or by autoclaving.

ADVICE TO USERS

It is recommended that a positive control and a negative
control should be tested in parallel with each batch of
tests. Tests must be considered invalid if controls do not
show the expected reactions. It is not required to use a
reagent control in parallel with all tests using these
reagents. Only in typing the red cells of patients known
to have auto antibodies or protein abnormalities is the
use of a reagent control recommended. This should be
tested in parallel with the reagents. These reagents have
been characterised by the procedures recommended in
this package insert, their suitability for use in other
techniques must be determined by the user.




Monoclonal Blood Grouping
Reagents Anti-A

Anti-B

Anti-A,B

STORAGE AND STABILITY

Store the opened /unopened products at 2-8°C until the
expiry date detailed on the product label. Failure to store
the products at the correct temperature, for example,
storage at higher temperature or repeated freezing and
thawing may result in accelerated loss of reagent
activity.

SPECIMEN COLLECTION AND PREPARATION

No special preparation of the patient is required prior to
specimen collection. Blood should be collected by an
approved phlebotomy technique. The specimen should
be tested as soon as possible following collection. If a
delay in testing should occur, store the specimen at 2-
8°C. Specimens displaying gross haemolysis or
microbial contamination should not be tested with this
reagent. Failure to store the specimens at the correct
temperature, for example, storage at higher temperature
or repeated freezing and thawing may result in false
positive or false negative results.

INSTRUCTIONS FOR USE

1. SLIDE TECHNIQUE

6 Prepare a 35-50% suspension of test red cells in
autologous (or compatible) plasma, serum or in
isotonic saline.

7 Add one drop (40-50pul) of either Anti-A, Anti-B or
Anti-A,B reagent to a clean, labelled microscope
slide.

8 Add one drop (40-50ul) of the suspension of test red
cells.

9 Mix the antiserum and cells over an area about 2cm
in diameter by gently and continuously rocking the
slide.

10 Read macroscopically after 3 minutes. Do not
confuse any drying of the mixture with agglutination

2. TUBE TECHNIQUE

7 2.1 Prepare a 3-5% suspension of test red cells in
isotonic saline.

8 2.2 Add 1 drop (40-50ul) of either Anti-A, Anti-B or
Anti-A,B reagent to an appropriately labelled test
tube.

9 2.3 Add 1 drop (40-50ul) of the suspension of test
red cells.

10 2.4 Mix and centrifuge at 1000 rcf for 20 seconds.

11 2.5 Gently agitate the tube to dislodge the red cells
and examine macroscopically for agglutination.

12 2.6 Incubate weaker than expected reactions for 1
minute at room temperature and then re-spin.

Rapid Lahg

LIMITATIONS

The results of red cell grouping should be confirmed by
reverse grouping the individual’'s serum with known A1
and B red cells. No recipient should be given AB blood
unless the cells of the recipient are clearly positive with
Anti-A and Anti- B and the recipient’s serum shown to
give negative reactions with A1 and B cells (unless the
recipient has been shown to be a subgroup of AB with
Anti-Al in the serum). Anti-A blood grouping reagent is
not validated to detect all examples of Ax cells. False
positive or false negative results may occur through
contamination of test materials or any deviation from the
recommended technique.
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