
litre: Titre is checked by tube method with 2. 5% suspension. It is defined as the 
reciprocal of highest diution of the artixxies which gwes aggutination. The reagent is 
diluted �to 512 diution bytwo fokl sertaJ cilution iltubes. 
SpecifJCily: It is checked to ensure whether the reagent is specific for the pupose or 
not with Rh negative eels (0-). 
Haemolysls: It is checked to ensure that cells do not haelrdysed ciJrilg checi<ing for 
specificity. 
Prozone: It is checked by tube method to ensure that no negative reactions are 
obtlined with low dilution of the Antisera. 
Rouleaux: It is checked to ensure that the Antisera does not give pseudo agglution in 
which the red blood cells look like pile of coins. 
LIMITATION 
The negative reactions are to be complered with a search of a" antigen using the 
Indirect Coomb's tecmique. 
PERFORMANCE CHARACTERISTICS 
The Performance of Anti-D QgM+lgG) Moooclonal antixxies has been evauated on 
more than 1500 samples (Donor, clinical, Antenatal and neonates) in comparison with 
establshed Antisera. The performance has been evauated for Avidity, Intensity, 
Potercy(T"re) and specificity on these safll)les. Al samples have been correctly 
charactelized with 100% sensitivity and specificily and results are in COOl)iance to 
common techrci spec�ication of in-vitro medical devices under recommended 
methods. The performance has also been evakJated for Reactivity (Haemolysis, 
Prozone, Rouleaux) of Anli-D ( lgM+lgG) Monoclonal and It complies the in-house 
specification. 
PROBLEMS IN Rh lYPING 
1. Improper identification of specimen. 
2. Improper techniques like 
• Cell to reagent ratio. 
• Faiure to identify haemolysis 
• Improper storage of Reagents. 
• Filfinclots 
• Over ilcubation of eels and reagents. 
3. Improper centrifuge caibration resuting i1 over/under centrifugation. 

4. Problems in Donor/Patients. 
• Weak eJ<preSSm of D antigens. 
• mmuoogobulil coatii1g of red blood eels. 
• ncreased abnonnal ixoteils in patients (multiple myeloma) resulting i1 rouleaux 

and tll.Js gvi1g false positive results. 
• � aggutination. 
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LIMITED EXPRESSED WARRANTY DISCLAIMER 
The manufaciurer irrits the warranty to the test !Qt, in as much as that the test !Qt v.il 
function as an in vitro diagJostic assay v.ittin the Imitations and specifJCations as 
described in the IJ'(lduct i1struction for use, when used strictly in accorcmce with the 
instructions contained therein. The marufacturer cisclaims 111y warranty expressed or 
impied inc luding such expressed or implied warranty with respect to merctmtabiity, 
fitness for use or implied utility for any purpose.The manufacturers liability is limlted to 
either replacement of the product or refund of the purchase price of the product and in 
no case liable to for claim of any kind for an amount greater than the purchase price of 
the goods in respect of which damages are likely to be claimed. The manufacturer 
shall not be liable to the purchaser or third parties for any injury, damage or economic 
loss, howsoever caused by the IJ'(lduct i1 the use or i1 the ,wlicalion there of. 
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Anti•D UgM+lgG> 
Monoclonal Antibodies 

for Rh typing 

FOR IN VffRO USE ONLY 

INTRODUCTION 
The Anli-D (lgM + lgG) Monoclonal Antibodies are in vitro culture supernatant of 
hybrids obtlined by cellular fusion (Hybridoma technology). The Anti-D QgM + lgG) 
Monoclonal Antibodies has the following features: 
• It agglutinates in saline solution. 
• Active at room temperature and 37°C. 
• Usa>le on glass slide as wel as in tube. 

INTENDED USE 
The Anti-D (lgM+lgG) Monoclonal antixxies are used for ooterrrination of the 
presence or abseoce of 'D" Antigen on Human Red blood cells . The Reagent is used 
i1 forward typi1g to detect the Rh blood group in human wide blood. The test is for in 
vitro ciagnostic use ooy. 
PRINCIPLE 
Human red cells a-e classified as Rh positive ( Rh+) or Rh negative (Rh-)depending 
upon the presence or absence of " D" antigen on them. Major percentlge of the 
population is Rh positive. Human red blood cells possessing D antigen will agglutinate 
in the presence of corresponding antibody. Agglutination of red cells with Anti-D QgM 
+ lgG) Monoclonal Antibodies indicates the presence of D-antigen and hence Rh 
positive result. Since the antibodies is a mixture of immunoglobulin class Monoclonal
lgM and Monoclonal lgG, It can detect D antigen & higher and lower grade of D" 
antigen i.e. the weak variant of Antigen 'Cl'. In case no agg lllllilation is obtained with 
Anti-D QgM + lgG) Monoclonal Antibodies on slide, the red eels shoukl be further 
checked for the presence of D" antigen using Anti Human Globulin serum (Coomb's 
Reagent) by lndrect Coomb's techricµl. 

STORAGE Atl) PACK SIZE: 
The Anti-D QgM + lgG) Moroclonal Antibodies are packed in 10 ml dropper vials. 1re 
antibodies are stable at 2-6"C until the expiry date mentioned on the reagent vial libel. 
Socium azide is added to the antibodies at 0.1 % concentration as preservative. 
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