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Ce certificat couvre les activités et les sites suivants :   

This certificate covers the following activities and sites: 

 
French version : 

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro à usage professionnel 

et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie, 

de l’oncologie, de la cardiologie, de l'histologie, de l’endocrinologie et des maladies infectieuses, dans les techniques 

d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques. 

 

English version:  

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing,  in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology, 

Endocrinology  Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic 

disks. 

 

 

 

 

ATLAS MEDICAL GmbH 

Ludwig-Erhard-Ring 3 

15827 Blankenfelde-Mahlow 

GERMANY 

 

 

 

French version: 

Siège social, responsable de la mise sur le marché  

English version:  

Headquarter, legal manufacturer  
 

****************************************** 
Sahab Industrial Zone Area 

 King Abdullah II Industrial City 

 Amman 11512 

JORDAN 

French version: 

Conception, fabrication et contrôle final  

English version:  

Design, manufacture and final control  

 

 
************************************** 

2 sites / 2 sites  
 



CamScanner

https://digital-camscanner.onelink.me/P3GL/g26ffx3k


CamScanner

https://digital-camscanner.onelink.me/P3GL/g26ffx3k


CamScanner

https://digital-camscanner.onelink.me/P3GL/g26ffx3k
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Certificate of Analysis for Blood Grouping Kit 
 
1- Product Identification:  

 

2-  Sampling Plan: 
 

Date 
QC Test 

Method Used 
Inspection level AQL 

Determine the following by referring to Sampling 

Plan Sheet 

Sample 

Size Code 

Letter 

Sample 

Size (Test 

QTY) 

Accepted Rejected 

28.10.2023 F13D Physical Inspection: S-I 1.0 B 3 0 1 

28.10.2023 F13D 
Biochemical Inspection: 

One sample 
Not Applicable 

 

3- Physical Check: 

Product Name : Anti-D IgM 

Monoclonal Reagent 

Catalog No. 

 (Variant Code ) : 

8.02.03.7.0001 

Item Dispense #: 4211 Minimal Titer 

Accepted: 1/128 

 

Lot #: 23102105 Mfg. Date: NA Exp. Date: 2025/10/23 

 

 

Applicable Test Type Inspected Item and/or Criteria Inspection Results 

 Kit Assembly: All components of the kit are present according to the outer label  Pass       Fail 

 Item Color & Status: 

Anti-A: Blue – Liquid   NA  Pass       Fail 

Anti-B: Yellow – Liquid NA  Pass       Fail 

Anti-D: Yellowish – Liquid  Pass       Fail 

Anti-AB: Yellowish – Liquid    NA  Pass       Fail 

 Item Size/ Reagent Size is 

compatible with that requested 

in Item Dispense: 

Anti-A   NA  Pass       Fail 

Anti-B NA  Pass       Fail 

Anti-D                                10 ml   Pass       Fail 

Anti-AB  NA  Pass       Fail 

 Labels: 

Correct label orientation  Pass       Fail 

Correct label position Pass       Fail 

Clear printing Pass       Fail 

 Package Insert: 

Clear printing and correct folding  Pass       Fail 

Correct code, version and brand as mentioned in Item Dispense Pass       Fail 

Address as mentioned on box design Pass       Fail 

 Closing Cap: No leakage and closed well Pass       Fail 

 Dropper Coloring / Titer  

(CE Blood Grouping): 

Anti A (High titer (1/512): Blue cap with black bulb  Pass       Fail 

Anti A (Low titer (1/256): Blue cap with grey bulb  Pass       Fail 

Anti B (High titer (1/512): Yellow cap with black bulb  Pass       Fail 

Anti B (Low titer (1/256): Yellow cap with grey bulb  Pass       Fail 
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4- Biochemical Check: 
A. Direct Slide Method: Interpret the results by referring to Table (01)    

Pipette #:157 Pipette Code: E21PiQ157 

                    Anti A               Anti –B                   Anti-AB                    Anti-D 

A (lot No:                              ) B ( Lot no:                          ) AB (Lot no:                          ) 

 

O+(Lot no: Fresh sample                         

) 

  Reaction  

   time  

    Agglutination  

       strength 

 Reaction  

   time  

 Agglutination 

      strength 

 Reaction  

    time  

   Agglutination  

       strength 

  Reaction  

     time  

    Agglutination  

       strength 

NA NA NA NA NA NA 2 Sec +3 

 Final Result:   Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.):       razan                             Date: 28/10/2023                        Time: 09:22 
 

** Testing by Direct tube method: (+4) 
B. Sensitivity test   

Anti AB (High titer (1/512): Grey cap with black bulb  Pass       Fail 

Anti AB (Low titer (1/256): Grey cap with grey bulb  Pass       Fail 

Anti D (High titer (1/128): Black cap with black bulb  Pass       Fail 

Anti D (Low titer (1/64): Black cap with grey bulb  Pass       Fail 

 Dropper Coloring / Titer 

(None CE Blood Grouping): 

Anti A (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti A (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti B (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti B (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti AB (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti AB (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti D (High titer (1/128): Black cap with white bulb  Pass       Fail 

Anti D (Low titer (1/64): Gray cap with white bulb Pass       Fail 

Anti D (IgM) (Low titer (1/64)): Grey cap with Black bulb Pass       Fail 

Anti D (IgM) (High titer (1/128)): Black cap with black bulb  Pass       Fail 

Anti D (IgG) (Low titer (1/64)): Grey cap with black bulb Pass       Fail 

Anti D (IgG) (High titer (1/128)): Black cap with black bulb  Pass       Fail 

 Dropper Coloring / Titer 

(Real Titer (256) / Non CE 

Blood Grouping): 

Anti A (White cap with white bulb)  Pass       Fail 

Anti B (White cap with white bulb)  Pass       Fail 

Anti AB (White cap with white bulb)  Pass       Fail 

 Dropper Function: Able to withdraw the reagent  Pass       Fail 

 Quantity/Kit:  
Compatible with the quantity mentioned in the outer label 

 Record the QTY/Kit:    2/1…………. 
 

Pass       Fail 

 Final Result:  Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.):       razan                             Date: 28/10/2023                        Time: 10:30 

Pipette #: 157 Pipette Code: E21PiQ157 

Type of Test Anti-A Anti-B Anti-AB Anti-D 

Sensitivity 
Tube 

Test 

Type of 

Cell 

A (Lot no:       NA       

) 

B ( Lot no:   NA          

) 

A (Lot no:                 )  

B  (Lot no                ) 

O+ 

(Lot no) 
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Method Suspension 

Result 

1:2 
NA 

1:2 
NA 

1:2 
NA 

1:2 
NA 

1:4 
NA 

1:4 
NA 

1:4 
NA 

1:4 
NA 

1:8 
NA 

1:8 
NA 

1:8 
NA 

1:8 
NA 

1:16 
NA 

1:16 
NA 

1:16 
NA 

1:16 
NA 

1:32 
NA 

1:32 
NA 

1:32 
NA 

1:32 
NA 

1:64 
NA 

1:64 
NA 

1:64 
NA 

1:64 
NA 

1:128 
NA 

1:128 
NA 

1:128 
NA 

1:128 
NA 

1:256 
NA 

1:256 
NA 

1:256 
NA 

1:256 
NA 

1:512 
NA 

1:512 
NA 

1:512 
NA 

1:512 

NA 

1:1024 NA 
1:1024 

NA 
1:1024 

NA 

 Final Result:   Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.): ………NA………………..    Date: ……NA………….        Time: ……NA….….. 

Table (01) 

Blood Grouping Reagents Control Cell Reaction Time Agglutination Strength 

Anti-A A - Cell Up to 3 second +4 

Anti-B B-Cell Up to 3 second +4 

Anti-AB A B-Cell Up to 3 second +3/+4 

Anti –D O RH positive cell Up to 5 second +3 

Final Conclusion:   Pass     Fail 

Final QC Manager Approval (Signature):          Tasneem Date:28/10/2023 

QC Release Stamp: 

 

Warehouse4
qc







 

Blood Grouping Reagents: 
Anti-A Monoclonal Reagent, Anti-B Monoclonal 
Reagent, Anti-AB Monoclonal Reagent, Anti-D 

IgG/IgM blend Reagent, & Their variants  
SLIDE AND TUBE TESTS 

 
For In-Vitro and professional use only 

 
Store at 2- 8°C 

INTENDED USE 

The blood grouping reagents are used to detect the presence or absence 

of A, B or Rhesus Antigens on the surface of human red blood cells based 

on hemaglutination using slide or tube test techniques in whole blood 

samples or anticoagulant blood samples collected in EDTA , citrate or 

heparin tubes. 

 

INTRODUCTION & PRINCIPLES 

Blood grouping reagents are prepared from In-Vitro culture supernatants 

of hybridized immunoglobulin-secreting mouse cell lines. The reagents are 

diluted with phosphate buffer containing sodium chloride, EDTA and 

bovine albumin to give reagents that are optimized for use in tube and 

slide procedures. Anti-A monoclonal reagent is colored with acid blue 

(patent blue) dye, Anti-B monoclonal reagent is colored with acid yellow 

(tartrazine) dye, and Anti-AB monoclonal reagent is not colored. The test 

procedure is based on hemaglutination principle, where red cells 

possessing the antigen agglutinate in the presence of the corresponding 

antibody indicating that the result is positive. The test is considered 

negative when no agglutination appears. 

Anti-D IgG/IgM blend reagent is prepared from carefully blended human 

monoclonal IgM and IgG. Anti-D IgG/IgM blend reagent is suitable for slide 

and tube test procedures. The reagent will directly agglutinate Rh D 

positive cells, including majority of variants (but not DVI) and a high 

proportion of weak D (Du) phenotypes. The reagent will agglutinate 

category DVI and low grade weak D (Du) phenotypes by the indirect 

anti-globulin techniques. 

Anti-D IgG/IgM blend reagent is diluted with a sodium chloride solution, 

sodium phosphate solution and bovine albumin (sodium caprylate free).  

Anti-D IgG/IgM blend reagent is not colored. The procedure is based on 

hemaglutination principle, where red cells’ possessing the antigen 

agglutinates in the presence of the corresponding antibody in the reagent 

indicating that the result is positive. The test is considered negative when 

no agglutination appears.  

 

MATERIALS  

MATERIALS PROVIDED 

Blood Grouping Reagents:  

 Anti-A monoclonal reagent (10 ml/vial), Clone: (9113D10). 

 Anti-B monoclonal reagent (10 ml/vial), Clone: (9621A8). 

 Anti-AB monoclonal reagent (10ml/vial), Clone: 

(152D12+9113D10). 

 Anti-D IgG/IgM Blend reagent (10 ml/vial), Clone: (P3X61 + 

P3X21223B10 + P3X290 + P3X35). 

MATERIALS NEEDED BUT NOT PROVIDED 

 Plastic test tube or glass. 

 Isotonic saline solution (% 0.9) NaCl). 

 Applicator sticks. 

 Centrifuge (100-1200 (g) for tube test).  

 Timer. 

 Incubator 

 Anti-Human Globulin Reagent (can be ordered from Atlas Medical). 

 White or transparent glass slide. 

 

PRECAUTIONS 

 The reagents are intended for in vitro diagnostic use only. 

 The test is for well trained professional healthy user not for lay 

user.  

 These reagents are derived from animal and human sources, thus, 

appropriate care must be taken in the use and disposal of these 

reagents, as there are no known test methods that can guarantee 

absence of infectious agents. 

 Do not use reagents if it is turbid or contain particles as this may 

indicate reagent deterioration or contamination. 

 Protective clothing should be worn when handling the reagents.  

 The reagents contain (0.1-0.2%) Sodium Azide and 0.02% sodium 

arseniate which is toxic and can be absorbed through the skin. 

When drained, the drains should be thoroughly flushed with 

water. 

 The reagents should be used as supplied and in accordance to the 

procedure mentioned below. Don’t use beyond expiration date. 

 Avoid cross contamination of reagents or specimens. 

 Visible signs of microbial growth in any reagent may indicate 

degradation and the use of such reagent should be discontinued. 

   

 Don’t use these reagents if the label is not available or damaged. 

 Do not use dark glass slide. 

 Don’t use the kit if damaged or the glass vials are broken or leaking 

and discard the contents immediately. 

 Test materials and samples should be discarded properly in a 

biohazard container. 

 Wash hands and the test table top with water and soap once the 

testing is done.  

 Heamolysed blood sample should not be used for testing. 

 The test should be performed at room temperature in a well let 

area with very good visibility. 

 Failure to follow the procedure in this package insert may give false 

results or safety hazard. 

 Close the vial tightly after each test. 

 The reagent is considered toxic, so don’t drink or eat beside it. 

 If spillage of reagent occurs clean with disinfectant (disinfectant 

used could be irritable so handle with care). 

 

STORAGE CONDITIONS 

 The reagents should be stored refrigerated between 2 - 8°C.  

 Never Freeze or expose to elevated temperature. 

 The reagent is stable until the expiry date stated on the product 

label. Do not use the reagents past the expiry date. 

 

REAGENT PREPRATION 

 The reagents are intended for use as supplied, no prior preparation 

or dilution of the reagent is required. 

 All reagents should be brought to room temperature before use. 

 

SPECIMEN COLLECTION AND PREPARATION 

 Blood collected with or without anticoagulant (EDTA, Heparin or 

Citrate) can be used for Antigen typing. 

Note: Blood collected without anticoagulant should be tested 

immediately.  

 The specimens should be tested as soon as possible after collection. 

If testing is delayed, the specimens should be stored at 2- 8 ºC, 

Sample must be retained to room temperature prior to analysis. 

(Testing should be carried out within five days of collections).   

 Insure that there is no sign of hemolysis. 

 At the time of the test, centrifuge the blood sample at 1200 RCF for 

3 minutes. 

 Blood collection is to be done with great care. 

 

PROCEDURES 

A. DIRECT TUBE METHOD AT ROOM TEMPERATURE 

1. Prepare a 5% suspension of red blood cells in isotonic solution. 

2. Using the vial dropper, transfer a drop (40±10µl) of each reagent 

into a separate and appropriately marked tube. 

3. Add 50 µl of red blood cell suspension prepared in step 1. 

4. Shake to homogenize the mixture, then centrifuge at 500g for 1 

minute. 

5. Gently shake the tube in such a way to detach the cell pellet and 

macroscopically observe for any possible agglutination. 

6. Read the reaction immediately.  

7. For Anti-D tube, if the reaction is weak or negative, shake the tubes 

and incubate at 37°C for 15 minutes.  

8. Wash the red blood cells twice with isotonic saline solution (NaCl 

0.9%) and discard the last washing liquid. 

9. Add one drop (50µl) of the AHG reagent into the tube. Mix and 

centrifuge at 120g for 1 minute. 

10. Gently shake the tube in such a way to detach the cell pellet and 

macroscopically observe for any possible agglutination. 

11. Read the reaction immediately. 

B. ANTIGLOBULIN INDIRECT METHOD for ANTI-D   

1. After immediately centrifuging and reading as above, if the reaction 

is weak or negative, shake the tubes and incubate at 37°C for 15 

minutes. 

2. Wash the red blood cells twice with isotonic saline solution (NaCl 

0.9%) and discard the last washing liquid. 

3. Add one drop (40 µl ± 10 µl) of ANTI-HUMAN GLOBULIN to the 

tube. Mix and centrifuge at 120 (g) for 1 minute. 

4. Gently shake the tube in such a way to detach the cell pellet and 

macroscopically observe for any possible agglutination. 

5. Read the reaction immediately.  

C. DIRECT SLIDE METHOD AT ROOM TEMPERATURE 

1. Bring reagents and samples to room temperature (18-25°C).  

2. Using the wax pen divide the slide into appropriate numbers of 

divisions. 

3. Using the provided dropper, place one drop (40 µl ± 10 µl) of each 

reagent onto its correspondent division on the slide.  

4. Add 25µl of the precipitated cells next to each drop of reagents.  

5. Mix the reagent and the cells using a clean stirring stick over an 

area with a diameter of approximately 20-40mm.  

6. Incubate the slide at room temperature (18-25°C) without stirring 

for 30 seconds.  

7. Hold the slide and gently rock the slide for 3 minutes and observe 

macroscopically for any agglutination. 

8. Read the reaction immediately. 

 

 



READING THE RESULT 

POSITIVE: If Agglutination appears. 

NEGATIVE: If no agglutination is observed. 

Use the below table to determine the blood group: 

 

STABILITY OF THE REACTIONS 

 ABO Blood Grouping Tube tests should be read immediately 

following centrifugation.  

 Slide tests should be interpreted within three minutes to avoid the 

possibility that a negative result may be incorrectly interpreted as 

positive due to drying of reagents. 

 Delay in reading and interpreting results may result in weekly 

positive or falsely negative reactions. Slide tests should be 

interpreted at the end of the three minutes. 

 

PROCEDURE LIMITATION 

1. False positive/ negative results may occur due to: 

 Contamination from test materials. 

 Improper storage, cells concentration, incubation time or 

temperature. 

 Improper or excessive centrifugation. 

 Deviation from the recommended technique. 

 Blood samples of weak A or B subgroups may give rise to false 

negative results or weak reactions when tested using slide test 

method. It is advisable to re-test weak subgroups using tube 

test method.   

2. Weaker reactions may be observed with stored blood than with 

fresh blood. 

3. ABO antigens are not fully developed at birth, weaker reactions 

may therefore occur with cord or neonatal red cells. 

4. ABO blood grouping interpretation on individuals greater than 6 

months old should be confirmed by testing serum or plasma of the 

individual against group A and group B red cells (reverse grouping). 

If the results obtained with the serum do not correlate with the red 

cell test, further investigation is required. 

5. Return the kit to the agent if it does not function properly. 

6. Anti-D IgG/IgM blend Reagent tests conducted on particular 

weak-D phenotypes, while satisfactory, cannot ensure recognition 

of all weak variants, due to the variability of antigen patterns.  

 

DIAGNOSTIC PERFORMANCE CHARACTERISTICS 

The following tables compare the results in slide and tube techniques of 3 

lots of Atlas Medical reagents and the results of a CE marked device. 

Slide Technique 

Group A 

Positive with anti-A monoclonal reagent and anti-AB 

monoclonal reagent 

Negative with anti-B and Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

232 232 232 232 100% 

Tube Technique 

Group A 

Positive with anti-A monoclonal reagent and anti-AB 

monoclonal reagent 

Negative with anti-B and Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

212 212 212 212 100% 

 

Slide Technique 

Group B 

Positive with anti-B monoclonal reagent and anti-AB 

monoclonal reagent 

Negative with anti-A and Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

61 61 61 61 100% 

Tube Technique 

Group B 

Positive with anti-B monoclonal reagent and anti-AB 

monoclonal reagent 

Negative with anti-A and Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

61 61 61 61 100% 

 

Slide Technique 

Group O 

Negative with anti-A monoclonal reagent, Anti-B 

monoclonal reagent and anti-AB monoclonal reagent 

Negative with Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

241 241 241 241 100% 

Tube Technique 

Group O 

Negative with anti-A monoclonal reagent, Anti-B 

monoclonal reagent and anti-AB monoclonal reagent 

Negative with Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

243 243 243 243 100% 

 

Slide Technique 

Group AB 

Positive with anti-A monoclonal reagent, Anti-B 

monoclonal reagent and anti-AB monoclonal reagent 

Negative with Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

33 33 33 33 100% 

Tube Technique 

Group AB 

Positive with anti-A monoclonal reagent, Anti-B 

monoclonal reagent and anti-AB monoclonal reagent 

Negative with Negative control 

CE marked 

device Lo
t 

A
 

Lo
t 

B
 

Lo
t 

C
 

C
o

m
p

lia
n

ce
 

24 24 24 24 100% 

No inversion in diagnosis has been shown: from a qualitative point of view 

we have observed 100% compliance in direct group testing in slide and 

tube techniques for determination of A, B, AB and O groups for the three 

lots of Atlas Medical. 

 

QUALITY CONTROL 

The reactivity of all blood grouping reagents should be confirmed by 

testing known positive and negative red blood cells on each day of use. 

To confirm the specificity and sensitivity, Blood grouping reagents should 

be tested with antigen-positive and antigen-negative red blood cells.  
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LIST OF VARIENTS: 

Product Code Product Name 

8.02.00.0.0010 Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 1 vial/Carton Box 

8.02.00.1.0100 Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial. 10 vials / Plastic Pack 

8.02.00.1.0180 Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial. 18 vials / Carton Box 

8.02.01.0.0010 Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, / Carton Box 

8.02.01.1.0100 Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 10 vials / Plastic Pack 

8.02.01.1.0180 Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 18 vials / Carton Box 

8.02.02.0.0010 Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 1 vial/ Carton Box 

8.02.02.1.0100 Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 10 vials/Plastic Pack 

8.02.02.1.0180 Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 18 vials/Carton Box 

8.02.03.0.0010 Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 1 vial/ Carton Box 

8.02.03.1.0100 Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 10 vials / Plastic Pack 

8.02.03.1.0180 Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 18 vials / Carton Box 

8.02.04.0.0010 Anti-A Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 1 Vial/Carton Box 

8.02.04.0.0100 Anti-A Monoclonal  Reagent (Titer: 1 /256), 10ml/vial, 10 vials / Plastic Pack 

8.02.05.0.0010 Anti-B Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 1vial/Carton Box 

8.02.05.0.0100 Anti-B Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 10 vials /Plastic Pack 

8.02.05.6.0030 ABO Set (Anti-A (1/256), Anti-B (1 /256), Anti-D (1/64)),3x10ml / plastic Pack 

8.02.05.7.0020 ABO Set: Anti-A (1/256), Anti-B (1 /256), 2x10ml /Plastic Pack 

8.02.06.0.0010 Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 1vial/Carton Box 

8.02.06.1.0100 Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial,10 vials /Plastic Pack 

8.02.06.1.0180 Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial,18 vials / Carton Box 

8.02.07.0.0010 Anti-D IgG/IgM Blend Reagent (Titer: 1 /64), 10ml/vial, 1Vial/ Carton Box 

8.02.07.1.0100 Anti-D IgG/IgM Blend Reagent (Titer: 1 /64), 10ml/vial, 10 vials / Plastic Pack 

8.02.47.0.0030 ABO Set (Anti-A (1 /512), Anti-B (1 /512), Anti-D (1 /128)),3x10ml/Plastic Pack 

8.02.47.1.0030 ABO Set (Anti-A (1 /256), Anti-B (1 /256), Anti-D (1 /64)), 3x10ml /Carton Box. 

8.02.47.3.0030 ABO Set (Anti-A (1 /256), Anti-B (1 /256), Anti-D (1 /64)), 3x10ml /Plastic Pack 

8.02.47.5.0030 ABO Set (Anti-A (1 /256), Anti-B (1 /256), Anti-D (1 /128)), 3x10ml/Plastic Pack 

8.02.49.0.0040 ABO Set (Anti-A (1 /256), Anti-B (1 /256), Anti-AB (1 /256), Anti-D (1 /64)), 4x10ml/Carton Box 

8.02.49.2.0040 ABO Set (Anti-A (1 /256), Anti-B (1 /256), Anti-AB (1 /256), Anti-D (1 /128)), 4 x 10ml, 4 vials/Plastic Pack 

8.02.53.0.0040 ABO Set (Anti-A (1 /512), Anti-B (1 /512), Anti-AB (1 /512) Anti-D (1 /128)), 4x10ml/Plastic Pack 

8.02.53.1.0040 ABO Set (Anti-A (1 /512), Anti-B (1 /512), Anti-AB (1 /512) Anti-D (1 /128)), 4x10ml, 4vials/Plastic Pack 

8.02.70.0.0010 Anti-A monoclonal reagent , Titer (1/1024), 10 ml/vial, 1Vial/ Carton Box 

8.02.71.0.0010 Anti-B  Monoclonal reagent  (Titer: 1 /1024) , 10 ml/vial ,1Vial/ Carton Box 

8.02.72.0.0010 Anti-AB  Monoclonal reagent (Titer: 1 /1024) , 10 ml/vial , 1Vial/ Carton Box 

8.02.85.0.0010 Anti-D IgG/IgM Blend reagent ( Titer 1 /256), 10ml/vial, 1Vial/ Carton Box 
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For In-Vitro diagnostic and professional use only 

 

Store at 2- 8° C  

INTENDED USE 
Atlas Staphylococcus Latex Kit is a slide agglutination assay for the 
qualitative detection of coagulase (both clumping factor and protein 
A) to identify Staphylococcus aureus to the exclusion of other 
species of staphylococci. This test is for use on pure culture samples 
suspected of being S. aureus. Staphylococcus Latex Kit does detect 
methicillin resistant S. aureus (MRSA) strains that produce clumping 
factor and protein A. These materials are intended to be acquired, 
possessed and used only by health professionals. 

INTRODUCTION 
Although staphylococci are commonly found on the skin and mucous 
membranes, they have been associated with many human and 
animal infections. S. aureus, coagulase positive staphylococci, has 
been identified as a cause of suppurative infections, food poisoning, 
toxic shock syndrome and has been isolated from nearly all 
anatomical sites. 

PRINCIPLE 
The coagulase tube test has long been accepted as the standard 
procedure routinely used for the identification of S. aureus. This and 
other procedures typically require 24 to 48 hours to complete. 
Staphylococcus Latex Kit is a test of this nature, utilizing 
plasma-coated latex particles that will simultaneously bind both 
clumping factor and protein A. The aggregation of the latex 
reagent upon mixing with a culture sample, within 45 seconds, 
represents a positive reaction. This test is easily visible to the 
unaided eye and has been shown to correlate 91% in one study, and 
100% in another study, with the tube coagulase test. 

 
KIT COMPONENTS 
Materials Provided 
 Test Latex Reagent: Suspended inert plasma-coated latex 

particles, with 0.1% Sodium Azide as preservative. 
 Negative Control (Non-reactive): Suspensions of non-viable 

control organisms with 0.2% Sodium Azide and 0.2% Gentamicin 
Sulfate as preservatives. 

 Positive control (Reactive): Suspensions of non-viable control 
organisms with 0.2% Sodium Azide and 0.2% Gentamicin Sulfate 
as preservatives. 

 One Glass slide (6-wells). 
 Package insert. 

NOTE: This package insert is also used for individually packed 
reagent. 

Materials Needed But Not Provided 
 Stirring Sticks. 
 Timing Device 

REAGENT PREPARATION 
Latex reagents are ready to use. Bring to room temperature and mix 
slowly the latex reagents to obtain a homogenous suspension. 

PRECAUTIONS AND WARNINGS 
 The reagents are intended for in vitro diagnostic and professional 

use only. 
 Latex reagent and controls contains sodium azide. Azides in 

contact with lead and copper plumbing may react to form highly 
explosive metal azides. When disposing of reagents containing 
azide, flush down the drain with large quantities of water to 
prevent azide build-up. 

 Do not pipet by mouth. 
 Do not smoke, eat, drink or apply cosmetics in areas where 

patient samples are handled. 
 Any cuts, abrasions or other skin lesions should be suitably 

protected. 
 In order to obtain reliable and consistent results, the instructions 

in the package insert must be strictly followed. Do not modify 
the handling and storage conditions for reagents or samples. 

 Do not use past the expiration date indicated on the kit. 
 Do not interchange components of one kit with those of another 

kit. 
 Bacterial contamination of reagents or specimens may cause 

false positive results. 

STORAGE CONDITIONS 
 Store reagent at 2-8°C in an upright position when not in use. 
 Do not freeze reagent. 

SPECIMEN AND SAMPLE PREPARATION 
 Use only pure, 24-hour cultures, grown on 5% sheep blood agar 

plates. 
 Handle cultures using standard biohazard techniques. 
 Samples to be sent out for testing should be placed on ice packs 

and packaged like any other biohazardous material that could 
potentially transmit infection. 

PROCEDURE 
 Allow all reagents and samples to warm to room temperature 

(20-30°C) before use. Do not heat reagents in a water bath. 
 Latex reagent and controls are ready for use as supplied. Gently 

mix the reagents before use; avoid foaming. 
Assay protocol – qualitative 
1. Add a drop of the latex reagent to a well of the test slide. 
2. Using a disposable stirrer, collect a visible amount of an isolated 

colony about 2 mm in size from the overnight culture grown on 
5% sheep blood agar plate. 

3. Emulsify the culture sample in the latex reagent on the slide. 
Discard the stirrer into an appropriate biohazard container. 

4. Add one free-falling drop of positive or negative controls from 
the dropper vial supplied. Note the location of each sample by 
using the numbers of each slide well. 

5. Gently tilt and rotate the slide in a complete circular motion for 
up to 45 seconds, or until agglutination is evident, whichever 
comes first. Positive reactions usually occur within 15-20 
seconds. 

6. View the mixture on the slide, using only a high intensity light 
source. Do not use a magnifying lens. Record the results. 

READING THE RESULTS 
NEGATIVE: Sandy appearance or no visible agglutination after 45 
seconds. 
POSITIVE: Visible agglutination as compared to the negative control. 

QUALITY CONTROL 
Quality control requirements must be performed in accordance with 
applicable local, state and/or federal regulations or accreditation 
requirements and your laboratory’s standard Quality Control 
Procedures. If control samples do not yield the expected response, 
the assay is considered invalid and the assay should be repeated. If 
the repeated assay does not elicit the expected results for the 
control samples, discontinue use of the kit and contact your 
distributor. 
To check for auto agglutination, add one drop of latex reagent to a 
slide. No degree of agglutination should occur. 

LIMITATIONS 
 Strains of some S. aureus which do not possess clumping factor 

and protein A may give negative results in the test. Additional 
biochemical tests may be necessary to assist in identification. 

 Occasionally a culture sample may cause latex reagent to appear 
stringy or speckled and not demonstrate typical agglutination. 
This result necessitates further biochemical testing to identify 
the organism. 

 False positive results may occur with S. saprophyticus for protein 
A and therefore cause misidentification as S. aureus. Protein A 
determinations should not be performed alone, especially on 
cultures from urine. 

 Less than heavy suspensions of the test organism can be used, 
but reactions tend to be weaker and slower in agglutinating and 
may lead to erroneous results. 

 Rough strains of staphylococci and yeasts frequently cause 
nonspecific reactions and should therefore be distinguished by 
morphological criteria. 

 Some streptococci possess plasma protein-binding factors; and 
several species, such as members of the enterobacteriaceae, 
nonspecifically agglutinate latex particles. 

 Gram stains should be performed to ensure that only organisms 
with staphylococcal morphology are tested. 

 Media such as mannitol salt agar, containing high salt 
concentrations, inhibit protein A production and can cause false 
negative reactions. 

 Temperature of the REAGENTS and samples is crucial to test 
outcome. It should be between 20 and 30°C. 

 Reaction times longer than specified might cause false positive 
results due to a drying effect. 

 In accord with all diagnostic methods, a final diagnosis should 
not be made on the results of a single test, but should be based 

 

 

 

STAPHYLOCOCCUS LATEX KIT 



on a correlation of test results with other clinical findings. 
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RF TATEX KIT

llVDl For In-yltro diagnostic and professional use only

,$t rl
n'l store at 2-8"c t t

INTENDED USE

Atlas RF latex test for the qualitative and semi-quantitative
measurement of RF in human serum.
INTRODUCTION

Rheumatoid factors (RF) are antibodies directed against

antigenic sites in the Fc fragment of human and animal lgc.
Their frequent occurrence in rheumatoid arthritis makes them
useful for diagnosis and monitoring ofthe disease.

one method used for rheumatoid factor detection is based on
the ability of rheumatoid arthritis sera to agglutinate
sensitized sheep red cells, as observed by w3aler and Rose A

more sensitive reagent consisting of biologically inert latex
beads coated with human gamma globulin was later described
by singer and Plotz, The RF kit is based on the principle of the
latex agglutination assay of Singer and Plotz Th" malor
advantage of this method is rapid performance (2-minutes

reaction time) and lack of heterophile antibody interference.
PRINCIPTE

The RF reagent is based on an immunological reaction
between human lgc bound to biologically inert latex particles

and rheumatoid factors in the test specimen. When serum
containing rheumatoid factors is mixed with the latex reagent,
visible agglutination occurs.

MATERIATS

MATERIALS PROVIDED

. RF Latex Reagent: Latex particles coated with human
gamma-globulin, pH, 8,2. Preservative.

. RF Positive Control Serum (Red cap): Human serum
with a RF concentration > 30 lU/Ml. Preservative.

. RF N€gative control Serum (Blue cap): Animal serum.

Preservative.
. Glass Slide
. Stirring sticks

NOTE: This package insert is also used for individually
packed reagent.
MATERIATS REqUIRED BUT NOT PROVIDED

. Mechanical rotator with adjustable speed at 80-100 r.p.m.

. Vortex mixer.

. Pippetes 50 FL

. Glycine Buffer 20x (L000mmol/L): add one part to
nineteen parts of distilled water before use.

Packaging contents

lffi a.oo.oq.o.oroo (1x4ml Latex Reagent, lxlml positive

control, lx1ml negative control)
PRECAUTIONS

. All reagents contain 0.1. %(w/v) sodium azide as a

Dreservative.
. Protective clothing should be worn when handling the

reagents.
. Wash hands and the test table top with water and soap

once the testing is done.
. Reagents containing sodium azide may be combined

with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by flushing
with large amounts ofwJter to prevent azide buildup.

. For In Vitro diagnostic use.

. components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV

and antlbody to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

. Accuracy of the test depends on the drop size of the
latex reagent (40p1). Use only the dropper supplied
with latex and hold it perpendicularly when dispensing.

. Use a clean pipette tip and stirring stick for each

specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each

use.

. Check reactivity of the reagent using the controls
provided.

. Do not use these reagents if the label is not available or
damaged.

. Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediatelv.

. Test materials and samoles should be discarded
properly in a biohazard container.

REAGENT PREPARATION:
. The RF Latex reagent is ready to use. No

preparation is required. Mix gently before use to
ensure a uniform suspension of particles.

STORAGE AND STABITITY

. Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8"C).

. Do not freeze.

. Always keep vials in vertical position. lf the position is

changed, gently mix to dissolve aggregates that may be
oresent.

. The RF latex reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a

slight sedimentation may occur and should be

considered normal.
. Do not use the latex reagent or controls if they become

contaminated.
. Reagents deterioration: Presence of particles and

turbidity.
SPECIMEN COTLECTION AND STORAGE

. Use fresh serum collected by centrifuging clotted
blood.

. lf the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8'C and for 3 months at -

20"c.
. Samples with presence of fibrin should be centrifuged

before testing. Do not use highly hemolyzed or lipemic
samples.

. Do not use PLASMA.

PROCEDURE

Qualitative method
1. Allow the reagents and samples to reach room

temperature. The sensitivity of the test may be reduced
at low temDeratures.

2. Place {40 [L) of the sample and one drop of each Positive
and Negative controls into separate circles on the slide
IESI.

3. Mix the RF-latex reagent rigorously or on a vortex mixer
before using and add one drop (40 UL) next to the
sample to be tested,

4. Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
samDte.

5. Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method
L. Make serial two-fold dilutions of the sample in 9 g/L

saline solution.
2. Proceed for each dilution as in the qualitative method.

READING AND INTERPRETATION

Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide from the
rotator. The presence of agglutination indicates a RF

concentration equal or greater than 8 lU/mL (Note 1).

The titer, in the semi-quantitative method, is defined as the
highest dilution showing a positive result-
CALCULATIONS

The approximate RF concentration in the patient sample is

calculated as follows:
8 x RF Titer = lU/mL

INIERFERENCES

NON.INTERFERI NG SUBSTANCES:

. Hemoglobin (10glL)

. Bilirubin (20mCldl)

. Lipids {10c/L)
Other substances may interfere.

QUALtry CONTROT

. Positive and Negative contols are recommended
to monitor the performance of the procedure, as

well as a comparative pattern for a better result
interpretation.

. All result different from the negative control result,
will be considered as a positive.

PERFORMANCE CHARACTERISTICS

And lvticd I sen s itiv i tv
8 (6-1.6) lU/ml, under the described assay conditions.
PROZONE EFFECT

No prozone effect was detected up to 1500 lu/ml.
D IAG NOSTI C SE NSI TIV ITY

700%.

DAGNCE|IC SPECIFICITY

100%-

The diemnic sssitivity and specificity have been

ob,tained usirE 139 samples compared with the same

method ofa competitor.
UM]TATIONS

. Reaction time is critical. lf reaction time exceeds 2

minutes, drying of the reaction mixture may cause
false positive rsuh.

. Freeing the RF Lats Reagent will result in

spontansus agglutination-
. lntensity of agtlutination is not necessarily

indicative of relative RF concentration; therefore,
screening reactions should not be graded.

. Incleased levels of RF mav be found in some
diseases other than rheumatoid arthritis such as

infectious mononucleosis, sarcoidosis, lupus
erythematosus, Sjogren's syndrome.

. Certain patients with rheumatoid arthritis will not
have the RF Dresent in their serum.

. The incidence of false oositive results is about 3-5

%. Individuals suffering from infectious
mononucleosis, hepatitis, syphilis as well as elderly
people may give positive results.

r Diagnosis should not be solely based on the results

of latex method but also should be comolemented
with a Waaler Rose test alons with the clinical
exami nation.

REFERENCE VATUES

Up to 8 lu/mL. Each laboratory should establish its own
reference range.

NOTES

1. Results obtained with a latex method do not
compare with those obtained with Waaler Rose

test. Differences in the results between methods do
not reflect differences in the abilitv to detect
rheumatoid factors.

REFERENCES
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