


CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 36655 rev.2

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité
Valable jusqu'au

/ Effective date

/ Expiry date :

October 9th, 2023 (included)
October 8th, 2026 (included)

Etabli le / Issued on : October 9th, 2023

See addendum

 Renouvelle le certificat 36655-1

On behalf of the President
Béatrice LYS

Technical Director

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3

15827 Blankenfelde-Mahlow GERMANY
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8 GMED N° 36655–2
Ce certificat est délivré selon les règles de certification GMED / This certificate is issued according to the  rules of GMED certification

Accréditation n°4-0608
Liste des sites accrédités
et portée disponible sur
www.cofrac.fr
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Addendum of the certificate n° 36655 rev. 2 
Dossier / File N°P606647 

 

 

 
On behalf of the President 

Béatrice LYS 
Technical Director 
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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


ATTESTATION CE

Développement, production, et commercialisation de dispositifs médicaux destinés au
diagnostic in vitro.

Annexe II liste A : détermination des groupes sanguins.

Design, production and sales of medical devices for in vitro diagnostic.
Annex II list A : blood grouping determination.

.

ATTESTATION/ CERTIFICATE

Délivrée à Paris le 13 mai 2022

Issued in Paris on May 13th, 2022

 / EC CERTIFICATE
ANNEXE IV point 4 Directive 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro

ANNEX IV section 4 DIRECTIVE 98/79/EC concerning in vitro diagnostic medical devices

GMED atteste qu'à l'examen des résultats figurant dans le rapport référencé P605192, le(s) produit(s) énuméré(s) ci-dessus est
(sont) conforme(s) aux exigences de l'annexe I de la directive 98/79/CE.

GMED certifies that, on the basis of the results contained in the file referenced P605192, the product(s) complie(s) with the requirements of
the directive 98/79/EC, annex 1.

Début de validité / Effective date :

Valable jusqu'au / Expiry date :

May 13th, 2022 (included)
May 26th, 2025 (included)

GMED - 33544 rev. 3

ATLAS Anti-A, Anti-B, Anti-AB, Anti-D Monoclonal Reagents

 Renouvelle le certificat 33544-2

/ Identification of device(s)Identification du(des) dispositif(s)

On behalf of the President
Béatrice LYS

Technical Director

Examen CE de la Conception (du produit) / EC Design Examination (of the product)

Catégorie du(des) dispositif(s)  / Device(s) category

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3

15827 Blankenfelde-Mahlow GERMANY
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Fabricant / Manufacturer

N° 33544 rev. 3

n° 39002
Voir document complémentaire GMED / See GMED additional document
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GMED 0459 
 

       GMED -39002 rev.0 

 

 
 

 

 

 

 
On behalf of the President 

Béatrice LYS 
Technical Director 

 

720 GMED 0901-4 rev 1 du 15/09/2020 

 
 

Ce document complémentaire GMED n° 39002 rev. 0 atteste de la validité du certificat 
CE n° 33544 rev. 3 au regard des informations listées ci-dessous. 

 
This GMED additional document n° 39002 rev. 0 attests to the validity of CE certificate           

  n° 33544 rev. 3 with regard to the information listed below. 
 
 
 

Fabricant / Manufacturer:  ATLAS MEDICAL GmbH 

 Ludwig-Erhard-Ring 3 
 15827 Blankenfelde-Mahlow 
  GERMANY 

 
 

Identification des dispositifs / Identification of devices 
 
 

Annexe II liste A : détermination des groupes sanguins. 

Annex II list A: blood grouping determination. 

 
 

Anti-A Monoclonal Reagent, clone 9113D10 
GMDN Code 52532 
 
 

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 

 

8.02.04.0.0010 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 

 

8.02.70.0.0010 Anti-A monoclonal reagent, Titer (1/1024), 10 ml/vial, 1Vial/carton Box 
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On behalf of the President 

Béatrice LYS 
Technical Director 
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Anti-B Monoclonal Reagent, clone 9621A8 
GMDN Code 52538 
 
 

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

 

8.02.05.0.0010 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 

 

8.02.71.0.0010 Anti-B Monoclonal Reagent (Titer: 1/1024), 10 ml/vial, 1 vial/carton Box 

 
 
 
 
 
Anti-AB Monoclonal Reagent, clones 152D12 + 9113D10 
GMDN Code 46442 
 
 

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 

 

8.02.06.0.0010 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 

 

8.02.72.0.0010 Anti-AB Monoclonal Reagent (Titer: 1/1024), 10 ml/vial, 1Vial/carton Box 
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On behalf of the President 

Béatrice LYS 
Technical Director 
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Anti-D IgG/IgM Monoclonal Reagent, clones P3X61 + P3X21223B10 + P3X290 + P3X35 
GMDN Code 52647 
 
 

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 

8.02.07.0.0010 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 

 

8.02.85.0.0010 Anti-D IgG/IgM Blend Reagent (Titer 1/256), 10ml/vial, 1Vial/carton Box 

 
 
 
ABO set 
GMDN Code 45308 
 
 

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

 
 
 
ABO set 
GMDN Code 52695 
 
 

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

 
 
 





ATTESTATION CE

Annexe II liste A : Détermination des groupes sanguins : système ABO et rhésus D.

Annex II list A : Blood grouping determination : ABO system and rhesus D.

ATTESTATION / CERTIFICATE

Délivrée à Paris le 19 mai 2022

Issued in Paris on May 19th, 2022

 / EC CERTIFICATE
Annexe IV excluant les points 4 et 6 Directive 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro

Annex IV excluding sections 4 & 6 Directive 98/79/EC concerning in vitro diagnostic medical devices

GMED atteste qu'à l'examen des résultats figurant dans le rapport référencé P601408 - P605890, le système d'assurance qualité -
pour la conception, la production et le contrôle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences de
l'annexe IV excluant les points 4 et 6 de la Directive 98/79/CE.

GMED certifies that, on the basis of the results contained in the file referenced P601408 - P605890, the quality system - for design,
manufacturing, and final inspection - of medical devices listed here aboved complies with the requirements of the Directive 98/79/EC, annex
IV excluding sections 4 & 6.

Début de validité / Effective date :

Valable jusqu'au / Expiry date :

May 19th, 2022 (included)
May 26th, 2025 (included)

GMED 33540 rev. 4
 Renouvelle le certificat 33540-3

On behalf of the President
Béatrice LYS

Technical Director

Approbation du Système Complet d'Assurance Qualité / Approval full Quality Assurance System

Catégorie du(des) dispositif(s)  / Device(s) category

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3

15827 Blankenfelde-Mahlow GERMANY
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N° 33540 rev. 4

Fabricant /  Manufacturer

Pour les dispositifs de la liste A IVD, un certificat CE de la conception est requis
For list A IVD devices, a EC design certificate is required

La validité du présent certificat est soumise à une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

n° 39019
Voir document complémentaire GMED / See GMED additional document
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Ce document complémentaire GMED n° 39019 rev. 0 atteste de la validité du certificat 
CE n° 33540 rev. 4 au regard des informations listées ci-dessous. 

 
This GMED additional document n° 39019 rev. 0 attests to the validity of CE certificate           

  n° 33540 rev. 4 with regard to the information listed below. 
 
 
 

Fabricant / Manufacturer:  ATLAS MEDICAL GmbH 

 Ludwig-Erhard-Ring 3 
 15827 Blankenfelde-Mahlow 
  GERMANY 

 
 

Identification des dispositifs / Identification of devices 
 

Annexe II liste A : détermination des groupes sanguins : Système ABO et rhésus D. 

Annex II list A: blood grouping determination: ABO system and rhesus D. 

 
Anti-A Monoclonal Reagent, clone 9113D10 
 

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 

 

8.02.04.0.0010 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 

 

8.02.70.0.0010 Anti-A monoclonal reagent, Titer (1/1024), 10 ml/vial, 1Vial/carton Box 
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Technical Director 
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Anti-B Monoclonal Reagent, clone 9621A8 
 

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

 

8.02.05.0.0010 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 

 

8.02.71.0.0010 Anti-B Monoclonal Reagent (Titer: 1/1024), 10 ml/vial, 1 vial/carton Box 

 
 
 
Anti-AB Monoclonal Reagent, clones 152D12 + 9113D10 
 

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 

 

8.02.06.0.0010 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 

 

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

 

 

 

 

Anti-D IgG/IgM Monoclonal Reagent, clones P3X61 + P3X21223B10 + P3X290 + P3X35 
 

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 

8.02.07.0.0010 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 

 

8.02.85.0.0010 Anti-D IgG/IgM Blend Reagent (Titer 1/256), 10ml/vial, 1Vial/carton Box 
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ABO set 
 
 

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 

 
 

8.02.47.0.0030 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 

 
 

 
Sites couverts et Activités / Locations and Activities 

 
 
  

 Sahab Industrial Zone Area, king Abdullah II Industrial City, Amman 11512, JORDAN: 
Conception, fabrication et contrôle final / Design, manufacture and final control 

 
 Ludwig-Erhard-Ring 3 - 15827 Blankenfelde-Mahlow - GERMANY: 

Siège social, responsable de la mise sur le marché / Headquarter, legal manufacturer 
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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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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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RPR SYPHITIS CARD TEST
N6l ror h-Vitro diognostic dnd prolessionol use only

. s't
.i Store at 2 to 8 "CZT'I

INTRODUCTION

Syphilis is a disease caused by infection with the spirochete
Treponema pallidum. The infection is systemic and the
disease is characterized by periods of latency. These features,
together with the fact that T pallidum cannot be isolated in
culture, mean that serologic techniques play a major role in
the diagnosis and follow-up of treatment for syphilis.

Syphilis is categorized by an early primary infection in which
patients may have non-specific symptoms, and potentially,
genital lesions. Patients tested by serology during the primary
phase may be negative for antibodies, especially if testing is

performed during the first 1 to 2 weeks after symptom onset,
As the disease progresses into the secondary phase,

antibodies to T pallidum reach peak titers, and may persist

indefinitely regardless of the disease state or prior therapy,
Therefore, detection of antibodies to nontreponemal
antigens, such as cardiolipin (a lipoidal antigen released by

host cells damaged by T pallidum) may help to differentiate
between active and past syphilis infection, Nontreponemal
antibodies are detected by the rapid plasma reagin (RPR)

assay, which is typically positive during current infection and

negative following treatment or during late/latent forms of
syphilis.

PRINCIPI.E

RPR utilises carbon particles coated with cardiolipin antigen
to detect reagin antibodies present in serum or plasma of
syphilitic persone

Specimens that contain reagin cause aEgregation of the
carbon particles which appear as dark clumps against a white
background. The aggregation can be read macroscopically.

Non-reactive samples typically appear as a smooth non-
aggreEated pattern which may form buttons in the centre of
the test area.

MATERIAI.S

MATERIAtS PROVIDED
. RPR carbon antigen reagenticontains less than 0.1%

sodium azide.
. Positive Control : Contains less than 0.1% sodium azide,
. Negative controli contains lessthan 0.1% sodium azide

. RPRtestcards (Optlonal).

. Plastic sticks.

. Package insert.

MATERIAI.S NEEDED BUT NOT PROVIDED

. Rotator {100rpm).

. Timer,

. Pipettes.

PACKAGING CONTENT

@S.00.fS.O.OfOO (2mL Latex, 1x0.5ml Positive Control,
1x0.5mL Negatlve Control)

ffia.OO.fA.O.OSOO (10m1 Latex, 1xlml Positive Control,
1xlmL Negative Control)

SAMPLES

Fresh serum or plasma. The samples with presence of fibrin
should be centrifuged before testing. Do not use highly
hemolized or lipemic samples.

PRECAUTIONS

. For professional in vitro diagnostic use only. Do not use
after expiration date.

. Do not eat, drink or smoke in the area where the
sDecimens or kits are handled.

. Always use a fresh pipette tip for every test.

. Handle all negative and positive in the manner as patient
specimens,

. Wear protective clothing such as laboratory coats,
disposable gloves and eye protection when specimens are
assayeo.

r The used test should be discarded according to local
regulations,

. Components of different human origin have been tested
and found to be negative for the presence of antibodies
anti- HIV 1+2 and anti-HCV, as well as for HBsAg.

However, the controls should be handled cautiously as

potentiallV infectious.

STORAGE AND STABILIW
All components of the kit are stable until the expiration date
on the label when stored tightly closed at 2-8'C.

PROCEDURES

QUAI.ITATIVE PROCEDURE

. Mix well the RPR reasent before use.

Gently shake the dispensing vial and slightly press to
remove air bubbles from the needle and the droD
obtained is correct.
Dispense 1 drop (17.5 pl) of RPR antigen to each circle
next to the sample to be tested.
Place the card on a mechanical rotator and rotate at 100
r,D.m. for 8 minutes.

Observe macroscopically for agglutination within a

minute after removing the card from the rotator.
7.

1. Make doubling dilutions from Undiluted to 1115

normal saline,

2. Place 50 Fl ofeach dilution in to a separate circle on
the test card.

3, Spread each dilution evenly overthe test circle.
4. Continue as from Qualitative procedure .

The titer of the sample is expressed as the final
dilution which shows a8gregation of the carbon
particles.

PERFORMANCE CHARACTERISTICS

1. Sensitivity:100%,
2. Specificity:100%.

INTERPRETATION OF TEST RESUITS

1, Strong Reactivei Large clumps of carbon particles with a

clear backBround.

Readive: Large clumps of carbon particles somewhat
more disperse than Strcng Reactive pattern,

Weak Reactlve: Small clumps of carbon particles with
light grey background.

1. Bring the reagents and samples to room temperature.
Dispense 50 FL of each sample into a separate circle on
the card. Use a separate tip for each sample,

Dispense 1 drop of each of positive. and negative
controls into two additional circles,



ffi
4. Trace Readlvei Slight clumping of carhon particles

typically seen as a button of aggrcgates In the centre of

llri,li" "',"," 
or dispersed around the edge of tlc test

reryffi
5. Non-Reactlve: Typically a smooth grey pattern or a

button of non-aggregated carbon partlcles in the centre
ofthe test circle.

lATus Medical GmbH
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Germeny
Tel: +49 - 33708 - 3550 30
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TPHA TEST KIT

For the detection of antibodies to T.pallidum in
human Serum using micro haemagglutination.

For In-Vitro diagnostic and professional use only

Store at 2° to 8° C

INTENDED USE
TPHA test kit is designed for the detection of antibodies to Treponema
pallidum (IgG and IgM antibodies) in human serum or plasma based on
the principle of passive haemagglutination.

INTRODUCTION
Syphilis is a venereal disease caused by the spirochaete micro-organism
Treponema pallidum. As this organism cannot be cultured on artificial
media the diagnosis of syphilis depends on the correlation of clinical
data with the specific antibody demonstrated by serological tests.
Serological screening tests for syphilis using cardiolipin and lecithin as
antigens are simple to perform but biological false positive (BFP)
reactions occur frequently because the tests use non-treponemal
antigens.
The TPI and FTA-ABS tests utilize pathogenic Treponema pallidum as the
antigen but these tests present some difficulties for routine
serodiagnosis. The TPI test requires living pathogenic T.Pallidum and the
FTA-ABS test requires a flourescence microscope. Both tests require a
high level of expertise.
TPHA test kit has been shown to be a convenient and specific test for the
diagnosis of treponemal infection, having specificity similar to that of the
TPI test and sensitivity comparable to that of the FTA-ABS test. It
requires minimum laboratory equipment and is very simple to perform.
TPHA reagents are used to detect human serum antibody to T.pallidum
by means of an indirect haemagglutination (IHA) method. Preserved
avian erythrocytes are coated with antigenic components of pathogenic
T.pallidum (Nichol’s strain). These Test Cells agglutinate in the presence
of specific antibodies to T.pallidum, and show characteristic patterns in
microtitration plates.
Any non-specific reactions occurring are detected using the Control Cells,
which are avian erythrocytes not coated with T.pallidum antigens. Non-
specific reactions may also be absorbed out using these Control Cells.
Antibodies to non-pathogenic treponemes are absorbed by an extract of
Reiter’s treponemes, included in the cell suspension. Test results are

obtained in 45-60 minutes and the cell agglutination patterns are both
easily read and long lasting.

The test sample is diluted in absorbing diluent to remove possible cross-
reacting heterophile antibody and to remove, block, or absorb
potentially cross-reacting. Nonpathogenic treponemal antibodies.

MATERIALS
MATERIALS PROVIDED

 Test cells; preserved avian erythrocytes sensitised with
T.pallidum antigen.

 Control cells; preserved avian erythrocyte.
 Diluent.
 Positive control serum; (prediluted 1:20), Use neat. This

will give an equivalent titer of 1/640:/2560 in the
quantitative test.

 Negative control serum; (prediluted 1:20), Use neat.
 Package Insert.

MATERIALS NEEDED BUT NOT PROVIDED
 Accurate pipettes for delivering 10:25:75 and 190 microlitres.
 U-Well microtitration plates.

PRECAUTIONS
The reagents and controls contain 0.1% sodium azide as a preservative.
Avoid ingestion and contact with skin or mucus membrane. Normal
laboratory precautions should be maintained while handling test
reagents.

REAGENTS HANDELING
 All the reagents must be allowed to reach room temperature

before use.
 Do not freeze any of the reagents.
 Do not use heamolysed, contaminated or lipaemic serum or

plasma for testing as this will adversely affect the results.

REAGENTS STORAGE
 The kit should be stored at 2-8º C in an upright position at all

times.
 Under these conditions, kit performance characteristics will

be maintained for at least 15 or 18 months from date of
manufacture. See expiry date on kit label.

 Reagents should be discarded if they become contaminated
or do not demonstrate correct activity with the controls.

 The reagents in each kit have been standardized to produce
the proper reaction and reagents should not be interchanged
with those from other batches.

SAMPLE PREPARATION
 The test is designed for use with serum only.

 Plasma samples should not be used.
 The samples should be free from haemolysis and

contamination.
 Serum samples may be stored at 2-8° C if a preservative is

added prior to storage.
 For long term storage sera should be stored at -20° C Strictly

avoid contaminating any of the reagents or serum dilutions
with saliva. This will cause confusing patterns similar to
positive results with specimens which should be negative.

PROCEDURES
QUALITATIVE METHOD
Each sample requires 3 wells of a microtitration plate.

1. Add 190µl of diluent to Well 1.
2. Add 10µlserum to Well 1. (Sample dilution 1:20).
3. Using a micropipette, mix contents of Well 1 and

transfer 25µl to Wells 2 & 3.
4. Ensure that the Test and Control Cells are thoroughly

resuspended. Add 75µlof control cells to Well 2. Add
75µl of Test Cells to Well 3.

5. Tap the plate gently to mix the contents thoroughly.
6. Incubate 45-60 minutes at room temperature.
7. Caution! Keep the plate away from heat, direct sunlight

and any source of vibration.
8. Read results. Results are stable for 24hrs if the plate is

covered and the above precautions are observed.
NOTE
Kit controls can be run in parallel and are diluted and ready for use.

QUANTITATIVE TEST
Each sample requires 8 Wells of a microtitration plate, Labeled A
through to H.

1. Add 25µl of diluent to Wells B to H inclusive.
2. Transfer 25µlof 1:20 serum dilution from screening test

to Wells A and B.
3. Take 25µl of diluted serum from Well B and serially

dilute from Wells B to H inclusive in 25µl aliquots,
discarding 25µl of diluted serum from Well H.

4. Ensure that the Test Cells are thoroughly resuspended.
Add 75µl of Test cells to wells A to H inclusive. This will
give a dilution of serum of 1/ 80 in well A through 1/
10240 Well H.

5. Shake the plate gently to mix the contents thoroughly.
6. Incubatefor45-60 minutes at room temperature.
7. Caution! Keep the plate away from heat, direct sunlight

and any source of vibration.
8. Read results. Results are stable for 24hrs. if the plate is

covered and the above precautions are observed.



RESULTS
RESULTS TEST CELLS CONTROL CELLS

Strong Positive Full cell pattern
covering the bottom
of the well.

No agglutination
tight button

Weak Positive Cell pattern covers
approx. 1/3 of well
bottom

No agglutination
tight button

Indeterminate Cell pattern shows a
distinctly open center

No agglutination
tight button

Negative Cells settled to a
compact bottom,
typically with a small
clear center.

No agglutination
tight button

Non-specific * Positive reaction Positive reaction

Non-specific absorption *
1. Add 10µl to a small tube then add 190µl of Control

Cells. Mix well and stand for 30 minutes.
2. Centrifuge for 15 minutes at 1000 rpm and test the

supernatant by the qualitative method.
Note:
If the result is repeatedly non-specific the sample should be tested by
another method eg. Reagin or FTA-ABS.
Although TPHA test is highly specific, false positive results have been
known to occur in patients suffering from leprosy, infectious
mononucleosis and connective tissue disorders. For confirmation FTA-
ABS test should be used.

INTERPRETATION OF RESULTS.
Strong positive reactions may show some folding at the edge of the cell
mat.
When the Test well is positive, the Control well should be observed.
The Control cells should settle to a compact button. They should not be
used as a comparison for Non-Reactive serum patterns since the Control
Cells will give a more compact pattern than the Test Cells.
Weak positive may show partially not full cell pattern cover the well
bottom
INVALID may show Agglutination in the Control well indicates the
presence of non-specific agglutinins in the sample. A serum that gives
this result may be absorbed using the Control Cells as detailed under
Non-specific absorption.
INDETERMINATEA may show a doubtful reaction with Test Cells This
result may indicate a low level of antibody in early primary syphilis or
yaws. This sample should be first retested in the qualitative test then a
further sample should be tested at a later date to determine whether or

not there is a rising titer. It is also advisable to perform a regain test
and/or another confirmation test (FTA-ABS) to complete the profile of
the test serum.
Negativemay show cells settled as a dot at the bottom of the well

PERFORMANCE
SENSITIVITY
With clinical samples when compared to FTA-ABS and/or clinical
diagnosis was 99.7% (298/299)
SPECIFICITY
With clinical samples was 99.3% (301/303).

CROSS REACTIVITY
Reactive results may indicate an active or successfully treated infection.
The following have all been shown not to interfere with the test results
(10 clinical samples of each)

 Rheumatoid Factor.
 Post Hepatitis B vaccination.
 Genital Herpes.
 Leptospirosis.
 EBV Infection.
 SLE.
 Lyme’s Disease.
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