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CERTIFICATE 

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

 

MERIL DIAGNOSTICS PVT. LTD. 
SECOND FLOOR, D1 – D3, MERIL PARK, SURVEY NO. 135/2/B & 174/2, MUKTANAND 

MARG, CHALA, VAPI –396 191, GUJARAT, INDIA. 
 

has been found in compliance with the requirements of the standard 
 

EN ISO 13485: 2016  
for the following scope: 

 

- DESIGN & DEVELOPMENT, MANUFACTURE, STORAGE AND DISTRIBUTION OF IN-VITRO DIAGNOSTIC 
REAGENTS & KITS:  BIOCHEMISTRY, HAEMATOLOGY, IMMUNOLOGY, MOLECULAR BIOLOGY 

INCLUDING POINT OF CARE TESTING (POCT) STRIPS 
 

- DESIGN & DEVELOPMENT, MANUFACTURE, STORAGE AND DISTRIBUTION OF IN-VITRO DIAGNOSTIC 
DEVICE: STERILE ccfDNA BLOOD PRESERVATIVE TUBE 

 

- DESIGN, DEVELOPMENT MANUFACTURE, STORAGE, DISTRIBUTION, INSTALLATION AND SERVICING 
OF IN VITRO DIAGNOSTIC ANALYZERS: SEMI AUTOMATED BIOCHEMISTRY ANALYZERS, FULL 

AUTOMATED BIOCHEMISTRY ANALYZERS, ELISA AND CLIA PROCESSORS, HEMATOLOGY ANALYZERS, 
COAGULATION ANALYZERS, ELECTROLYTE ANALYZERS, MOLECULAR DIAGNOSTICS ANALYZERS, 
DIABETIC MANAGEMENT ANALYZERS, IMMUNOLOGY ANALYZERS AND POINT OF CARE TESTING 

(POCT) DEVICES  
 

- DESIGN, MANUFACTURING AND DISTRIBUTION SERVICE FOR MONOCLONAL & POLYCLONAL 
ANTIBODY FOR IN VITRO DIAGNOSTIC IMMUNOLOGY REAGENTS 

 

- PURCHASE FOR RESALE OF ELISA PROCESSORS, COAGULATION ANALYZERS, REAGENTS AND POINT 
OF CARE TESTING (POCT) DEVICE 

 
 

Certificate no.:  QMS-13-026-2024/A            Date of issue: 16/01/2025 
                     Valid from: 16/01/2025 
This revision “A” of the certificate, replace certificate QMS-13-026-2024. 
 
On condition that the organisation will maintain an effective quality management system for medical devices, this certificate remains 
valid until 15/01/2028. 
 
 
 

 
 

Ľubica Škrovanová 
Head of Certification Body 

 

http://www.procedo.sk/
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CERTIFICATE 
 

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

 

MERIL DIAGNOSTICS PVT. LTD. 
NO. 135/139, MUKTANAND MARG, CHALA, VAPI – 396 191, GUJARAT, INDIA 

 
has been found in compliance with requirements of the standard 

 

EN ISO 13485: 2016  
for the following scope: 

 

- PROCUREMENT AND SALES OF ELISA PROCESSORS, COAGULATION ANALYZERS AND POCT DEVICES 
 
 
 

Certificate no.:  QMS-13-026-2024/B                 Valid from: 22/09/2025 
           
This revision “B” of the certificate, replace certificate QMS-13-026-2024/A issued on 16/01/2025. 

 
On condition that the organisation will maintain an effective quality management system for medical devices, this certificate remains 
valid until 15/01/2028. 

 
 
 

 

 

 
Ľubica Škrovanová 

Head of Certification Body 
 
 

- DESIGN AND DEVELOPMENT, MANUFACTURE AND SALES OF IN VITRO DIAGNOSTIC BIOCHEMISTRY, 
HAEMATOLOGY, IMMUNOLOGY, MOLECULAR BIOLOGY INCLUDING POINT OF CARE TESTING (POCT) 

STRIPS, REAGENTS & KITS 
- DESIGN AND DEVELOPMENT, MANUFACTURE, SALES, INSTALLATION AND SERVICING OF IN VITRO 

DIAGNOSTIC ANALYZERS (SEMI AUTOMATED BIOCHEMISTRY ANALYZERS, FULL AUTOMATED 
BIOCHEMISTRY ANALYZERS, ELISA PROCESSORS, HEMATOLOGY ANALYZERS, COAGULATION 

ANALYZERS, ELECTROLYTE ANALYZERS, MOLECULAR DIAGNOSTICS ANALYZERS, DIABETIC 
MANAGEMENT ANALYZERS AND POCT DEVICES) 

- DESIGN AND DEVELOPMENT, MANUFACTURE AND SALES OF MONOCLONAL & POLYCLONAL ANTIBODY 
FOR IN VITRO DIAGNOSTIC IMMUNOLOGY REAGENTS 

- DESIGN AND DEVELOPMENT, MANUFACTURE AND SALES OF IN-VITRO DIAGNOSTIC DEVICE: STERILE 
ccfDNA BLOOD PRESERVATIVE TUBE 

Reg. No. 672/Q-084 
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Annexure 1 to the  

CERTIFICATE no. QMS-13-026-2024/B 
 

MERIL DIAGNOSTICS PVT. LTD. 
NO. 135/139, MUKTANAND MARG, CHALA, VAPI – 396 191, GUJARAT, INDIA 

 

 

 

Branches/sites/Works/Offices covered by the certified scope: 

Branches/sites/Works/Offices addresses Activities at Site 

Corporate Office: 
No. 135/139, Muktanand Marg, Chala, Vapi – 396 191, Gujarat, 
India. 

Management, Human Resource, Marketing & Sales, Purchase 

Site 1: 
Meril Campus, B. No. 8 – F2, B. No. 6 – F7, Muktanand Marg, 
Vapi – 396191, Gujarat, India. 

Design & Development, Regulatory Affairs, Production, Quality 
Assurance, Quality Control, Stores & Dispatch 

Site 2: 
Meril Campus, B. No. 31 – F2, Muktanand Marg, Vapi – 396 
191, Gujarat, India. 

Design and Development, Production, Installation, Servicing, 
Quality Assurance, Quality Control, Stores & Dispatch 

 
 
 

 
 
 

 
 
 
 
 
 
 
 
 

Certificate no.:  QMS-13-026-2024/B                 Valid from: 22/09/2025 

           
This revision “B” of the certificate, replace certificate QMS-13-026-2024/A issued on 16/01/2025. 

 
On condition that the organisation will maintain an effective quality management system for medical devices, this certificate remains 
valid until 15/01/2028. 

 
 
 
 

 

 
Ľubica Škrovanová 

Head of Certification Body 
 
 

Reg. No. 672/Q-084 

http://www.procedo.sk/
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