belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE
IVD NOTIFICATION

Ref. No.: GZ 9886-2020
BELGIUM
Order No.: DK 9600-2020 Date: 25/09/2020

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.E.A.R.C.)

PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

MERIL DIAGNOSTICS PVT LTD,,

ADDRESS: SECOND FLOOR, D1-D3, MERIL PARK, SURVEY NO 135/2/B,
174/2, MUKTANAND MARG, CHALA, VAPI 396191, GUJARAT,
INDIA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 24/09/2020 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (2 PAGES, 10 DEVICES)

As of the 25/09/2020, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements* he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU).

Mr. G. Elkayam CEO
Obelis sa

~) ~ Obelis European Authorized Representative Center is a member of the European Association of
EAB} ¢ : 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 be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement.

Registered Address: Bd. Général Wahis 53 - 1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: +32(0)2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
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Order No.: DK 9600-2020
Ref No.: GZ 9886-2020

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Me ;

dical Devices)
Catalogue . Short GMDN/
# | reference Commercial Name Generic Device Term description and | EDMS Class
~ number intended use Code
1.| HPBELI-03 | Merilisa HBsAg =DEyme lininanoassey or e delsclaDCTHINNEV RGN . . isodt [ deate | lien
in human serum or plasma .
Enzyme immunoassay for the detection of
= antibodies to Human Immunodeficiency Virus Type . ;
2. | HV3ELI-01 Merilisa HIV 1-2 Gen 3 1(HIV-1) and Type.2(HIV-2) in human serum or As per pack insert | 48451 | List A
plasma
Enzyme immunoassay for the detection of p24
" antigen and antibodies to Human ! .
3. | HV4ELI-05 Merilisa HIV Gen 4 Immunodeficiency Virus Type 1(HIV-1) and Type As per pack insert | 48445 | List A
2(HIV-2) in human serum or plasma
SYPRPD-01 NoF
4. | SYPRPD-02 | MERISCREEN Syphiline One Step Test for Syphilis As per pack insert | 51801 Listed
RPDSYP-01 =
5.| MFLRPD-05 | MERISCREEN Malaria Pf/Pv Ag One step test for Malaria Pf Pv Ag As per pack insert | 52311 Eztne d
DNSELI-01 il o ELISA test for detection of Dengue NS1 Ag in ; Non
6. DNSELI-02 Merilisa / Dengue NS‘!‘ Ag human'senim / plasma ASs per pack insert | 48912 Visted
7.| DTCRPD-02 | MERISCREEN Dengue Onset One step test for Dengue Ab (IgG/ight) + NSEIRC” o | S8 per pack insert | 62928 | NNoN
combo Listed
8.| CKMELI-01 | Covid Kavach Merilisa Anti-SARS CoV -2 Human IgG ELISA As per pack insert | 64824 EZFQ ;s
NCTTAB-01 | MERISCREEN Covid-19 total antibody : ; . ; ; Non
9. NCTTAB-02 | detection test Covid-19 total'antibody detection Rapid test As per pack insert | 64956 Listed
’ NCTCAG-01 | MERISCREEN Covid-19 antigen ; - - . . Non
10 NCTCAG-02 | detection test Covid-19 antigen detection Rapidtest As per pack insert | 64787 Lt
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	Annex A-signed

	Text5: Ref. No.: GZ 9886-2020 
	Country: Belgium
	Text6: Order No.: DK 9600-2020
	Date: Date: 25/09/2020
	Article: This is to certify that, according to the Council Directive 98/79/EC, Obelis s.a. (O.E.A.R.C.) performed all notification duties and responsibilities as the European Authorized Representative (EC REP) of:
	Company Name: name:
	Company Name R: Meril Diagnostics Pvt Ltd.,
	Address 1: Address:
	Address R: Second floor, D1-D3, Meril Park, Survey No 135/2/B, 174/2, Muktanand Marg, Chala, Vapi 396191, Gujarat, India
	Texte1: as stipulated and demanded by the aforementioned directive.
	Texte7: The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.
 
The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC Directive – article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive 98/79/EC 

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on the 24/09/2020 in compliance with the European Council Directive 98/79/EC - article 10 requirements.
	Product Name: In-vitro diagnostic medical devices: Please See Annex A - List of Devices (2 pages, 10 Devices)
	Texte4: As of the 25/09/2020, and as long as the manufacturer will continue complying with the hereabove mentioned requirements* he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in alignment with Decision 2010/227/EU).
	ce mark: * This is not a CE mark and is only provided as a template for informational purposes.
	Date R: 
** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR agreement. 


