belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICAT

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO. : GZ 9191-2020

ORDER NO. : GZ 9069-2020 DATE: 14/05/2020

MANUFACTURER: Meril Diagnostics Pvt Ltd., FACILITIES: Meril Diagnostics Pvt Ltd.,
Second floor, D1-D3, Meril Second floor, D1-D3, Meril

Park, Survey No 135/2/B, Park, Survey No 135/2/B,
174/2, Muktanand Marg, Chala, 174/2, Muktanand Marg, Chala,
Vapi 396191, Gujarat, India Vapi 396191, Gujarat, India

PRODUCT Please See Annex A - List of Devices (9 Devices, 2 Pages )
CATEGORIES:

MODELS: Please See Annex A - List of Devices (9 Devices, 2 Pages )

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 10.3 of the Directive 98/79/EC and to the terms and conditions set out in the agreement entered into force
on May 1st 2015.*

-

ZTE
NG

Obelis s.a.- O.E.AR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 2 73259 54 - Fax +32 2 73260 03

Mr. G. Elkayam CEO
Obelis sa

Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance
to the profession of a European Authorized Representative.

*This is not a CE mark and is only provided
as a template for informational purposes.

**This certificate will become void automatically upon termination of the EA
Digitally signed by Matel Andrei 4

Registered Address: Bd. Géné ?Wa@ﬁé% %% IiOf‘flce AddreiéE Whitlock 30, B—1200 Brussels- Belgium
T: +32(0)2 7325954 | F: + P Vi lis.net

V3 — ID: 00453116 — 22/026ation: Moldova




Order No.: GZ 9069-2020
Ref No.: GZ 9191-2020

Annex A - List of Devices
(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)
Catalogue Short description and GMDN/

# Commercial Name Generic Device Term . Class
reference number intended use EDMS Code
NCVPCR-01 . . .
1. MERIL COVID-19 One-Step RT-PCR Kit As per pack insert 64747 Non-Listed
NCVPCR-02
NCVRPD-01
2. NCVRPD-02 MERIL COVID-19 1gG/IgM Rapid Test As per pack insert 64756 Non-Listed
NCVRPD-03
MHLRPD-02
MHLRPD-03 MERISCREEN Malaria . . .
3. One Step Test for Malaria Pf/Pan Ag As per pack insert 52311 Non-Listed
MHLRPD-04 Pf/Pan Ag
MHLRPD-05
MFLRPD-03 MERISCREEN Malaria Pf/Pv 1 . .
4. One Step Test for Malaria Pf/Pv Ag As per pack insert 52311 Non-Listed
MFLRPD-04 Ag
RPWMPH-02 .
MERISCREEN Malaria Pf ) . .
5. RPWMPH-03 HRP 1L A One Step Test for Malaria Pf HRP Il Ag As per pack insert 52336 Non-Listed
RPWMPH-04 &
One Step test Rapid Test for detection of
HVWRPD-01 . . . .
6 MERISCREEN HIV 1-2 WB anti-HIV in Human Serun/Plasma/Whole | As per pack insert 48447 List A
HVWRPD-02
blood
7 RPDHBV-01 MERISCREEN HBsAg One Step Rapid Test for HBsAg As per pack insert 48322 List A
RPDHCV-01 MERISCREEN HCV One Step Rapid Test for HCV As per pack insert 30829 List A
Enzyme immunoassay for the detection
9 HPCELI-01 Merilisa HCV of antibodies to Hepatitis C Virus in As per pack insert 48365 List A

human serum or plasma

Attachments — Annex to DoC IVD — ID # 00207717 — V1 — 08/11/2017
Page 1 of 2
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 114470 0001 Rev. 00

Product Service

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.

The Certification Body of TUV SUD 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 TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 114470 0001 Rev. 00

Report No.: IND2021150
Valid from: 2022-03-14
Valid until: 2025-03-13

COn

Date, 2022-03-14 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH + Certification Body « Ridlerstralke 65 « 80339 Munich » Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKsS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 114470 0001 Rev. 00

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN 1SO 13485:2016

Facilitv(ies): Meril Diagnostics Pvt.Ltd.
tY( ) Second Floor, D1-D3, Meril Park,, Survey No.135/2/B & 174/2,

Muktanand Marg, Chala, Vapi 396191, INDIA

see scope of certificate

Page 2 of 2
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich « Germany
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