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InTec PRODUCTS, INC.

EU Declaration of Conformity
According to Annex III of 98/79/EC

We, InTec PRODUCTS, INC., with registered address at 332, Xinguang Road,
Xinyang Industrial Area, Haicang 361022 Xiamen, Fujian, China, herewith declare
that the below listed products meet the applicable provisions of the European

Directive 98/79/EC for in vitro Diagnostic Medical Devices.

PRODUCT CODE PRODUCT NAME
ITP16001-TC25 Rapid SARS-CoV-2 Antibody (IgG/IgM) Test
ITP16002-TC25 Rapid SARS-CoV-2 Antibody (IgG/IgM) Test
ITP16003-TC40 Rapid SARS-CoV-2 Antibody Test
ITP16004-TC40 Rapid SARS-CoV-2 Antibody Test

Technical documentation demonstrating compliance is kept at our registered
address and can be made available by the authorized representative in Europe:

QARAD b.v.b.a., Cipalstraat 3, B 2440 Geel, Belgium

InTec PRODUCTS, r-*( '
Place: Xiamen, China {5 %ﬂﬁﬁq JE

Date: March 10, 2020 §

e BNt i a s ==
Add: 332 Xinguang Road, meang ]ndustly Area HdlCdllg Tel: +86 592 6807188
Xiamen Fax: +86 592 6519161

P. R. China http://wwiv.asintec.com



Unified Social Credit Code
91350200612005312M

Name INTEC PRODUCTS, INC(XIAMEN).

Corporate Type Legal Commercial Entity [Company Limited by Shares
(Taiwan, Hong Kong, Macao Joint Venture with Domestic

Investors), Unlisted]

Name of Legal Jiao Lumin

Representative

Business Scope For inquiries related to business scope, place of business,
investor information, annual report information, and
regulatory information of the commercial entity, please
refer to Xiamen Commercial Entity Registration and the
Credit Information Publicity Platform. Business activities
within the business scope subject to licensing approval
shall not be carried out before obtaining approval from

relevant departments.

Business License

(Duplicate)

For more information about

registration, filing, and license
supervision, scan the QR code to log
in to the "National Enterprise Credit

Information Publicity System".

CNY ONE HUNDRED AND FIFTY-SIX MILLION
SEVENTY-ONE THOUSAND NINE HUNDRED
AND NINETY-TWO ONLY

Registered Capital

Date of Incorporation December 14, 1989

Term of Operation From December 14, 1989

Address No. 332 Xinguang Road, Xinyang Industrial Zone,

Haicang, Xiamen

Market Supervision
Administration of
Xiamen City
3502006117860
[seal]

Registration Authority

une 27,2019

Website of the National Enterprise Credit Information The commercial entity shall disclose the annual report through Supervised by the State Administration for

Publicity System: http://www.gsxt.gov.cn

Xiamen Commercial Entity Registration and the Credit Information Market Regulation

gublicity_l’latform between January 1 and June 30 of each year.
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ZERTIFIKAT & CERTIFICATE

et

A

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 060578 0021 Rev. 00

Holder of Certificate: InTec PRODUCTS, INC.
332 Xinguang Road
Xinyang Industrial Area, Haicang
361022 Xiamen, Fujian
PEOPLE'S REPUBLIC OF CHINA
Facility(ies): InTec PRODUCTS, INC.
332 Xinguang Road, Xinyang Industrial Area, Haicang, 361022
Xiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA

InTec PRODUCTS, INC.

308-8 Wengjiao Road, Xinyang Industrial Area, Haicang, 361022
Xiamen, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

N ENISD 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of

In Vitro Diagnostic Kits for Inmunochemistry,
Infectious Diseases, Clinical Chemistry,
Haemostasis (Coagulation) and Related Instruments

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

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). See also notes overleaf.

Report No.: SH1829614
Valid from: 2018-07-31
Valid until: 2021-07-30
Date, 2018-07-16 Stefan Preifs
TUN /®
Page 1 0of 1

TUV SUD Product Service GmbH + Certification Body ¢ Ridlerstrale 65 « 80339 Munich « Germany
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Date: March 13, 2020

The undersigned, Sara Van Wouwe, Device Compliance Assistant of Qarad BVBA,
hereby declares that:

InTec PRODUCTS, INC.
332, Xinguang Road, Xinyang Industrial Area
Haicang 361022 Xiamen, Fujian
China

has signed the EC Declaration of Conformity in agreement with the Annex |l of the
European Directive 98/79/EC on In Vitro Diagnostic Medical Devices and has

submitted the required technical documentation, for the following IVD products (for
professional use only):

Product name Reference number
Rapid SARS-CoV-2 Antibody (IgG/IgM) Test ITP16001-TC25
Rapid SARS-CoV-2 Antibody (IgG/IgM) Test ITP16002-TC25
Rapid SARS-CoV-2 Antibody Test ITP16003-TC40
Rapid SARS-CoV-2 Antibody Test ITP16004-TC40

The notification to the Belgian Competent Authorities has been carried out on March

13, 2020 by Qarad BVBA the appointed Authorized Representative of InTec
PRODUCTS, INC.

Information on the notification to the competent Authorities of other European countries
is available upon request.

Sara Van Wouwe
Device Compliance Assistant S

Qarad BVBA
Authorized Representative

Qarad BVBA | Office Address: Pas 257, B-2440 Geel, Belgium | Social Siege: Cipalstraat 3, B-2440 Geel, Belgium
Tel. +32 (0)14 49 04 22 | ECREP@qarad.com | www.qarad.com




Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

Qarad BVBA

Cipalstraat 3, 2440 GEEL, Belgium

has been approved by LRQA to the following standards:
ISO 13485:2016

e

g .

P.G. Cornelissen - Area Manager North Europe
Issued By: Lloyd's Register EMEA

for and on behalf of: Lloyd's Register Quality Assurance Limited

Current Issue Date: 14 September 2018 Original Approvals:

Expiry Date: 13 September 2021 ISO 13485 — 14 September 2012
Certificate Issue Number: 10107382

Approval Certificate Number: ISO 13485 — 0019831

The scope of this approval is applicable to:
The sales and provision of consulting, training, authorized representative services for
IVD's and Medical devices and performance evaluations for IVD's. These services are
also available from the Netherlands. The design and development, sales and provision
of e-labeling services for the IVD and medical device industry.

A
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as '
Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that
person has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register EMEA, Jan Van Gentstraat 7 (bus 202) 2000 Antwerp Belgium for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 0of 1
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PEOPLE’S REPUBLIC OF CHINA
E=y7 28GR HH O $HE5IERR
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHHS. HEZLBEMRE 20200019 5
Certificate NO.: Min Xia Yao Jian Xie Chu No. 20200019

FRak: LKA

Product (s): See Attachment

ARSI
Model: See Attachment

i, ERFA (KD BREBRAERAE
Manufacturer: InTec PRODUCTS, INC (XIAMEN).

AEpEp VAR EITHERHE T XHEE 332 F
Address of manufacturer: 332 Xinguang Road, Xinyang Industrial Area,
Haicang, Xiamen, China

By #RE 0 &REET: LHH

Exportation Registration certificate(s): See Attachment

%%%iﬁf‘ﬁiﬁ&* EEM, ¥Rk#NFETYE, ZERHEILX
Thisois to certify that the above product (s) are not registered
in China and not distributed on the Chinese market. The
exportation of the product(s) is not restricted.

EHEAEREHE: 202403 A05H
This certification is valid until: March 5, 2022

& S —
. N " ‘-\.~__'.
Remark: vl _/’(tﬂif; ~

(, A 1 A %

iidd

;@026#— F 06,8 |
”Ma%ig, 202-9
| ERERED

der IRy 5 ) ¥ /
\ MR ST
N v
“..‘
s,



T AT CRE

\ E%ﬁﬂk%ﬁ%%ﬂﬁgﬁ Q pyiz@Es | BEREER | FESiLECLE® B

: 1 . : v i I s e Q = SRR E TS
National Enterprise Credit Information Publicity System BRACVER. R—HaERABRERS

renn  REHRE (EN)) BRBROBRAE EXEEEEEE))
Bl H—SEEMAB: 91350200612005312M

S EEREAD 8@

. BiEN%: EHTHHEEEEE

MIIEH: 1989&E125148

ERITE

FRETER FIRELER FINGESHERER FINFESEABELUEE (BE2) BR

1
1 EVHRER .
CH—HEEAKB: 91350200612005312M C W ER:  ERHE (E) SSRHEEALT e n 5
B BHERADSEASHRSHE. KLWH) CEEREAT E8E A
CEMEER:  15607.1992000 AR *BIZBHE:  1989%12F 148
- EVEARRE: 1989fF12F148 - BLHRRE:  9999F12H318
" BiEHx: ENTHHRLEEER CEEBHE:  2019%06H27H

- BioRE: F8 (B, Fi. '#81)
C{ERT: EIHEEEHB I EEKEIE

- ZEBBE: AFEAABAFE (FEEREERIEEHKFRREZRERNSESAZER)  ELRIANNMSEERE (FERETUEHRHANE)  EXHRDE
BEE. (LELEEmEFAS/EREE NS EREEEENNRE)

Business scope: Mamtfacturing of chemical reagents and auxiliaries (exchiding hazardous chemicals, MCCs and non pharmacentical precursor chemicals); leasing of
other unlisted machinery and equipment (excluding items requiring government's approval); medical research and experimental development. (the above business items
do not inchude those within the scope of Special Administrative Measures for foreign investment access)
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CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

B4
Attachment
= -
W% B o g
Product Name Specification Xportation kegistration

certificate(s)

Rapid SARS-CoV-2 Antibody Test

(RS

Test

|

@)

|

&)

R AR A A AT AR (RS

B RN B 1gM/1gG SO AA R It 75

Rapid SARS-CoV-2 Antibody (IgM/IgG)

B R AR o F 1gM TR TR (AR

Rapid SARS-CoV-2 Antibody (IgM) Test

BRI 126G HUBRIAH (Kef

Rapid SARS-CoV-2 Antibody (IgG) Test

Wi&: 10 AMp/&L 20 A0/ &,
25 N/&L, 40 N6/

W 2%: 50 AB/&, 100 A/
1 Ath/4%

Test Card: 10T/Kit, 20T/Kit,
25T/Kit, 40T/Kit;

Test Strip: SOT/Kit, 100T/Kit,

| T/pouch;

WiRF: 10 AM3/&, 20 AM/4,
25 Nt/ 40 N3/ &

WAk 50 AMi/&, 100 A6/&;
I ANf/48

Test Card: 10T/Kit, 20T/Kit,
25T/Kit, 40T/Kit;

Test Strip: 50T/Kit, 100T/Kit,

1 T/pouch;

W 10 AMR/EL 20 A/ &,
25 N6/, 40 NI/ &

Wksk: 50 An/&, 100 A/ &
1 A /48

Test Card: 10T/Kit, 20T/Kit,
25T/Kit, 40T/Kit;

Test Strip: S0T/Kit, 100T/Kit,

1 T/pouch; o
MWAE: 10 AM/&L 20 A&,
25 NB/&, 40 N/

sk 50 Ap/&, 100 A/ &;
1 AN /4%

Test Card: 10T/Kit, 20T/Kit,
25T/Kit, 40T/Kit;

Test Strip: 50T/Kit, 100T/Kit,

1 T/pouch;

[ J& 20200010

& & 20200010

] [ 20200010

%] 5 20200010

Page 1 of |
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