belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE

IVD NOTIFICATION

Ref. No.: MQ 0343-2020 N\
BELGIUM
Order No.: JC 0090-2020 Datg, a#12/2020

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, O @S.A. (O.EARC)
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPE UTHORIZED
REPRESENTATIVE (EC REP) OF: &

NAME: NANJING VAZYME MEDICAL TECHNOLOGY CO., LTD

ADDRESS: FLOOR 1-3, BUILDING C2s UANG ROAD,
RED MAPLE PARK OF NOLOGICAL INDUSTRY,
ECONOMY & TECH&O GY DEVELOPMENT ZONE,

NANJING, CHI&
AS STIPULATED AND DEMANDED BY THE AFOREMEN D DIRECTIVE.

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

Directive — article 10 requirements including Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, a filling the applicable requirements of the European Council Directive

98/79/EC @

The notification of the following In-%j *ﬁignostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 01/12/2020 in compliance wit European Council Directive 98/79/EC - article 10 requirements.

\

IN-VITRO DIAGNOSTIC MEDI DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (3 PAGES, 7 DEVICES)

The Manufacturer has provided Obelis s.a. (O.E?.R .) with all the appropriate declarations according to the 98/79/EC

As of the 02/12/202Q, z@% long as the manufacturer will continue complying with the hereabove mentioned
requirements* he t@(o e:

- Is required tm@‘lhe CE marking on these devices;

- Place q{evices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
align ith Decision 2010/227/EU).

Mr. G Elkayam CEO
Obelis sa

~) ~ N 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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Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Catalogue reference Commercial Generic Device Term Short description GMDN/ Class
number Name and intended use EDMS Code
This kit is C’
applicable for Q
extracting highly &@
pure viral nucleic @
A kit used to extract |acid (DNA/RNA) &,
RM301 DNA/R',\IA _|the Nucleic acid from |from samples such |15 90.40 1® others
Extraction Kit virus as blood,Serum,
plasma, human O&
nasopharyngeal K
swabs, sputum,
broncho lav
fluid and ofar
lavage fl
\
Automatic The instrument for ﬂ@n'.lent i
leicacids  [nucleic acid extr, @xtractmn,
VNP-32YL e : , Q, purification of  |26.02.10.01  |others
extraction with nucleic a _—
- ’ ) nucleic acid from
instrument extration kit ap
&’O clinical samples
Q The SARS-CoV-2
’\Q Neutralization
& Antibody Detection
@ Kit is a competitive
" \3 elisa assay intended
\ for the qualitative
6 detection of
\0 Anti-SARS-CoV- An ELISA method |neutralization
o 2 based kit which antibodies against
C@‘ Neutralizing A el 1GEiETRl SARS-CoV-2inhuman |, o 1 8599 |others
] detect the serum. The SARS-
n.tlbody ELisA neutralizing CoV-2 Neutralization
Kit an P%edies. Antibody Detection

Kit is intended for
use as an aid in
identifying
individuals with an
protective immune
response to SARS-
CoV-2.
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The SARS-CoV-2
Neutralization
Antibody Detection
Kit is a competitive
elisa assay intended
for the qualitative
detection of
An TR-FRET Kit neutralization
Anti-SARS-CoV- 2 |method based kit antibodies against
Neutralizing which qualitatively SARS-CoV-2in human
* 4G Antibody TR- |detect the serum, The sars. | 1>-0480-DRQUBLRIsgP |
FRET Kit neutralizing CoV-2 Neutralization Q
antibodies. Antibody Detection &@
Kit is intended for
use as an aid in &@
identifying @
individuals with an &
protective immune &
response to SARS- O
CoV-2. *K
i sQQable for
SARS-CoV-2 and e detection
Influenza A/B 1 S-CoV-2
Virus Antigen a combined antige \%n igen, influenza A
5. €9602C Combined kit of Coronavir % rus antigen and 15.30.02.49 others
Detection influenzaA/B kb’ influenza B virus
Kit(Colloidal Gold antigen in human
Based) O nasal swab and
& throat swab samples.
C
4
’\q This kit is a real-
& time RT-PCR test
@ intended for the
'Qk"’e' ART-qPCRtest kit |dualitative
6 Coronavirus(SAR hich can detect detection of
S-CoV-2) and iy nucleic acids from
6 CD Influenza A/B 'SARS—COV—Z and the SARS-COV-2, 15.30.02.49 others
+ Virus RT-qPCR inflenzaa/B influenza A and
% Detection kit~ |together influenza B virus in
nasopharyngeal/or
opharyngeal swab,
sputum.
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2019-Novel
Coronavirus
(2019-nCoV)
Triplex RT-
qPCR Detection
Kit

CD312

In Vitro Diagnostic Kit
of SARS-COV-2.

This product is
intended for the
detection of 2019-
Novel Coronavirus
(2019-nCoV).

The detection
result of this
product is only for
clinical reference,
and it should

not be used as the
only evidence for
clinical diagnosis
and treatment.

15.70.90.08

&

others

* Annex A is part of the Agreement.

Obelis s.a.

Signature:

1030 Bruxelles
Tél, +3227325954 - Fax+32273260™®

Obelis s.a.- O.EAR.C.
Registered Address :
Bld Général Wahis 53 Q

\06
<<;\~

Attachments - Annex A IVD -
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ts sole responsibility

** The here above product list classification is based on the classification claim of the manufacturer and Q

K

(IVD 98/79/EC).
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	Text5: Ref. No.: MQ 0343-2020
	Country: Belgium
	Text6: Order No.: JC 0090-2020
	Date: Date: 11/12/2020
	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: Nanjing Vazyme Medical Technology Co., Ltd
	Address 1: Address:
	Address R: Floor 1-3, Building C2, Kechuang Road, 
Red Maple Park of Technological Industry, 
Economy & Technology Development Zone, 
Nanjing, China
	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 01/12/2020 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 (3 pages, 7 Devices)
	Texte4: As of the 02/12/2020, 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. 


