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Certificate of Analysis 

Product Name: HBcAb Rapid Test Cassette (S/P) 

Catalog No.: IHBCB-302 

Batch No.: 1225I5014 

Quantity:1000PCS 

Expiry Date:11-2027 

Date of Sampling:2026-01-04 

Date of Analysis: 2026-01-04 

Other information:/ 

QC Item QC Criterion QC Result Conclusion 

Physical Appearance Good Good Pass 

Functional 

Performance 

Low Positive Low Positive 100% Positive Pass 

High Positive High Positive 100% Positive Pass 

Negative Sample Negative 100% Negative Pass 

 

Others / 

  

Final QC 

Conclusion： 
This batch of product met the QC Criteria. 

                            

 

QC supervisor:  

Date: 2026.01.04 

  

 

 

 

 

 





 

Procedo International Certification s.r.o., ul. Svornosti 42, 821 06 Bratislava, Slovakia, www.procedo.sk, Tel. :+421 907734958,  

ICO: 52327230 
CE13 v.04 102021 EN 

Q
u

al
it

y 
m

an
ag

em
en

t 
sy

st
em

 
 
 
 
 
 
 
 

 
CERTIFICATE 

 
This is to certify that the Quality management system for medical devices of the company 

 
CiTEST DIAGNOSTICS INC. 

170-422, RICHARDS ST, VANCOUVER, BC V6B 2Z4, CANADA 
 
 

has been found in compliance with requirements of the standard 
 

ISO 13485: 2016 / 
EN ISO 13485: 2016 + A11: 2021 

for the following scope: 
 

Design and Development, Production and Distribution of In Vitro Diagnostic 
Reagents,Control Material and Instruments for Clinical Chemistry, lmmunochemistry 
(lmmunology),Haemostasis, Infectious Diseases and Immunohaematology, including 

Professional Laboratory Use, Near Patient and Self Testing 
 

 
 

 
 
 
 

Certificate no.:  QMS-13-001-2022/A               Date of issue: 07/04/2025 
Initial certificate issue:    12/04/2022                   Valid from: 12/04/2025 
 
 
 On condition that the organisation will maintain an effective quality management system for medical devices, this certificate 
remains valid until 11/04/2028. 
 
 
 
 

 
 

Ľubica Škrovanová 
Head of Certification Body 
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