
Anexa nr. 1 

La Procedurile administrative pentru  notificarea 

  dispozitivelor medicale care dețin marcajul CE 

        
Către  Agenţia  Medicamentului  

        şi Dispozitivelor Medicale  
 

NOTIFICARE 

pentru înregistrarea dispozitivelor medicale în Registrul de stat  
al dispozitivelor medicale  

nr. TR-100 din 15.12.2023 
 

Solicitantul ___TRIUMF MOTIV SRL__, cu sediul _or. Chișinău str. Puskin 60/1, 

of. 4,  tel./fax: 022-22-03-02, e-mail_triumf.motiv@mail.ru, solicit înregistrarea în 
Registrul de stat al dispozitivelor medicale a următoarelor categorii şi tipuri de 

dispozitive medicale pentru introducerea și punerea la dispoziție pe piață a: 
 

Denumire generică (denumirea dispozitivului) Modelul 

Merilisa HCV HPCELI-01 

Merilisa HBsAg HPBELI-01 

Merilisa T3 ELISA ITTELI-01 

Merilisa T4 ELISA ITFELI-01 

Merilisa TSH ELISA TSIELI-01 

 
Se anexează următoarele acte: 

__DECLAȚIE DE CONFORMITATE CE_______ _ 
__CERTIFICATUL DE CONFORMITATE CE_____ 

__Scrisoare de autorizare de la producător___ 
 
Data _15.12.2023__                                                Semnătura _______ 

 
Tabelul de recepționare a notificării 

(se completează de către Agenție în momentul depunerii notificării de către 
solicitant) 

 

 

Comentarii cu privire la 

acceptul/refuzul recepționării 
notificării, inclusiv motivul refuzului 

 

Data/nr. de ordine atribuit notificării 
de către Agenție (în cazul acceptării 

recepționării) 

 

Numele, prenumele, funcția 

persoanei responsabile de 
recepționarea dosarului 

 

Semnătura persoanei responsabile  

 

 

mailto:e-mail_triumf.motiv@mail.ru


Anexa nr. 2 

La Procedurile administrative pentru  notificarea 

  dispozitivelor medicale care dețin marcajul CE 

 

 

Către Agenția Medicamentului și Dispozitive Medicale 

 

 

DECLARAŢIE PE PROPRIE RĂSPUNDERE 

 

Solicitant: _____TRIUMF MOTIV SRL______________________________, cu 

sediul ______or. Chișinău     str. Puskin 60/1, of. 4__________________________,    

declar pe proprie răspundere, cunoscând prevederile art. 352
1

, Codul Penal al 

Republicii Moldova cu privire la falsul în declaraţii, că documentele și datele furnizate 

pentru notificarea  dispozitivului medical: 

Denumire generică (denumirea dispozitivului) Modelul 

Merilisa HCV HPCELI-01 

Merilisa HBsAg HPBELI-01 

Merilisa T3 ELISA ITTELI-01 

Merilisa T4 ELISA ITFELI-01 

Merilisa TSH ELISA TSIELI-01 

 

Sunt autentice și corespund realității. 

Numele, prenumele şi funcţia   Jighili Tatiana, Administrator                                    

Semnătura ___________ 

 

Data _15.12.2023___ 



LETTER OFAUTHORIZATION

Date: June 10th, 2023

ToWhom It May Concern:

Hereby, we

Company Name: Meril Diagnostics Pvt Ltd
Address: Muktanand Marg, Chala, Vapi, Gujarat. INDIA
Phone number: +91 260 2408000

Certify that:

Triumf Motiv SRL
Address: Republic Of Moldova, MD 2043-str. Grenoble 193, et.13, of.1
Phone number: (+373 22) 76 84 62, 76 88 41

Triumf-Motiv SRL is our authorized representative and distributor on the territory of the

Republic of Moldova.

We allow this company to register our products with the competent authorities on the

territory of the Republic of Moldova, as well as to promote, sell, distribute our products in

the Republic of Moldova, and we will provide all necessary assistance to expand the market

of medical supplies and devices of our brand Merilisa in your country.

This letter of authorization remains valid for five years, starting from June 20.2023 and

expiring on March 09, 2028.

Signature:





















Certificate
No. Q5 114470 0002 Rev. 00
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TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Holder of Certificate: Meril Diagnostics Pvt.Ltd.
Second Floor, D1-D3, Meril Park,
Survey No.135/2/B & 174/2, Muktanand Marg, Chala
Vapi 396191
INDIA

Certification Mark:

 

Scope of Certificate: Design and Development, Manufacture and Distribution of In 

Vitro Diagnostic Reagents and Kits for Biochemistry, 

Hematology, Immunology and Molecular Biology including Point 

of Care Testing (POCT) Strips,

The Provision of Manufacturing and Distribution Service for 

Monoclonal & Polyclonal Antibody for In Vitro Diagnostic 

Immunology Reagents,

Manufacturing, Distribution, Installation and Servicing of In 

Vitro Diagnostic Instruments (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)

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 114470 0002 Rev. 00  

Report No.: IND2021150_CN

Valid from: 2022-07-13
Valid until: 2025-03-13

Date, 2022-07-13 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20114470%200002%20Rev.%2000%C2%A0


Certificate
No. Q5 114470 0002 Rev. 00
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TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Meril Diagnostics Pvt.Ltd.
Second Floor, D1-D3, Meril Park,, Survey No.135/2/B & 174/2, 
Muktanand Marg, Chala, Vapi 396191, INDIA

see scope of certificate

-/-



CERTIFICATE
OF REGISTRATION

This is to certify that the management system of:

Meril Life Sciences Pvt. 

Ltd.
Main Site: Survey No. 135/2/A & 135/2/B and 174/2, 

Vapi - 396191, Gujarat, India

See appendix for additional sites and additional site scopes

has been registered by Intertek as conforming to the requirements of:

ISO 14001:2015
Organization was certified by another Certification Body before 22/03/2021.

The management system is applicable to:

Manufacturing of Medical Devices like Balloon Catheters, Stents, Heart 

Valves and Tissue Valves.

Certificate Number:

0114155

Initial Certification Date:

07 April 2018

Last Certificate Expiry Date:

06 April 2021

Date of Last Recertification Audit:

31 March 2021

Certification Cycle Start Date:

21 May 2021

Issuing Date:

26 May 2021

Valid Until:

06 April 2024

Calin Moldovean
President, Business Assurance

Intertek Certification Limited, 10A Victory Park, 

Victory Road, Derby DE24 8ZF, United Kingdom

Intertek Certification Limited is a UKAS 

accredited body under schedule of 

accreditation no. 014.

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification 

Agreement. This certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may 

be confirmed via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to 

whom it must be returned upon request. 
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APPENDIX TO
CERTIFICATE OF
REGISTRATION

This appendix identifies the locations covered by the management system of:

Meril Life Sciences Pvt. Ltd.
This appendix is linked to the Main Certificate # 0114155 and cannot be shown nor reproduced without it. 

Meril Diagnostics Private Limited

Survey No. 135/2/B and 174/2, Vapi - 396191, Gujarat, India

Manufacturing of Analyzers and Reagents for Clinical Biochemistry, Hematology, Immunology (ELISA & CLIA), 

Rapids, Blood Grouping Reagents Coagulation, Critical Care, Diabetes Management and Lab Consumables.

Meril Healthcare Private Limited

Survey No. 135/2/B and 174/2, Vapi - 396191, Gujarat, India

Manufacturing of Orthopedic Implants like Bone Plate, Bone Screw, Bone Nails, Hip and Knee Implants, Instruments 

for Hip and Knee.

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification 

Agreement. This certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may 

be confirmed via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to 

whom it must be returned upon request. 
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