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European Regutatory Services

DECLARATION

The undersigned, Mrs. Joke Doutreloigne, Consultant at Qarad b.v.b.a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed the EC Declaration of
Conformity in agreement with the Annex |1l 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:

IVD name Catalogue nr.

Finecare™ FIA Meter Plus

Handheld Colloidal Gold Test Analyzer

The notification to the Belgian Competent Authorities has been carried out on June 21t 2016
by Qarad b.v.b.a., the appointed Authorized Representative of Guangzhou Wondfo Biotech Co.

Ltd.

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

g

Joke Doutreloigne.

Qarad b.v.b.a.
Authorized Representative

Qarad b.v.b.a. | Cipalstraat 3, B-2440 Geel, Belgium | Tel. +32 (0)14 57 05 44 | Fax +32 (0)14 58 23 87 | qarad@qarad.com | www.qarad.com
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furopean Requlatory Services DECLARATION
The undersigned, Mrs. Joke Doutreloigne, Consultant at Qarad b.v.b.a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed the EC Declaration of
Conformity in agreement with the Annex IIl 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:

- Diagnostic Kit for Rotavirus Antigen (Colloidal Gold): W112-S & W112-C

- Diagnostic Kit for Adenovirus Antigen (Immunochromatographic Assay): W133-S & W133-C
- Combined Diagnostic Kit for Adenovirus Antigen and Rotavirus Antigen
(Immunochromatographic Assay): W134

- Diagnostic Kit for IgM Antibody to Hepatitis A Virus (Colloidal Gold): W071-S & W071-C

- Diagnostic Kit for IgM Antibody to Hepatitis E Virus (Colloidal Gold): W072-S & W072-C

- Diagnostic Kit for Human IgM Antibody of Mycoplasma Pneumoniae (Immunochromatographic Assay):
W113-S & W113-C

- Combined Diagnostic Kit for Dengue NS1 Antigen and IgG/IgM Antibody (Colloidal Gold): W111
- Finecare™ ¢ Tnl/CK-MB/Myo Multi-Control: W817

The notification to the Belgian Competent Authorities has been carried out on August 27t, 2015
by Qarad b.v.b.a., the appointed Authorized Representative of Guangzhou Wondfo Biotech Co.
Ltd.

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

Joke Doutreloigne.,

Qarad b.v.b.a.
Authorized Representative

Qarad b.v.b.a. | Cipalstraat 3, B-2440 Geel, Belgium | Tel. +32 (0)14 57 05 44 | Fax +32 (0)14 58 23 87 | garad@qarad.com | www.qarad.com
BTW/VAT nr. BE 0471.972.009 | IBAN BE72 7765 9763 8016 | BIC GKCCBEBB | RPR Turnhout
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DECLARATION

The undersigned, Mrs. Agnes Goris, Consultant at Qarad b.v.b.a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed the EC Declaration of
Conformity in agreement with the Annex |1l of the European Directive 98/79/EC on In Vitro
Diagnostic Medical Devices and has submitted the required technical documentation, for the
following [VD products {for professional use only):

Finecare™ H-FABP Control w8a11-L, W811-N, wW811-H
Finecare™ D-Dimer Control W812-L, W812-N, wW8a12-H
Finecare™ Microalbumin €ontrol W813-L, WB13-N, W813-H

The notification to the Belgian Competent Authorities has been carried out on October 6%, 2014
by Qarad b.v.b.a., the appointed Authorized Representative of Guangzhou Wondfo Biotech Co.
Ltd.

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

Agnes Goris.

Qarad b.v.b.a.
Authorized Representative

Qarad b.v.b.a. | Cipalsiraat 3, B-2440 Geel, Belgium | Tel. +32 (0)14 57 05 44 | Fax +32 (0)14 58 23 87 | qarad@gqarad.com | www.qarad.com
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IWondfo
EC DECLARATION OF CONFORMITY
According to the In Vitro Diagnostic Medical Device Directive 98/79/EC

No.: DOC-W211(1)-01
Version: 00

Manufacturer: Guangzhou Wondfo Biotech Co., Ltd.
Address: No.8, Lizhishan Road, Science City, Luogang District,
510663, Guangzhou, P.R. China

EC Authorised Representative: Qarad BV
Address: Cipalstraat 3, 2440 Geel, Belgium

In Vitro Diagnostic Medical Device(s):
Product Name: Finecare™ D-Dimer Rapid Quantitative Test
Cat. No.: w211

IVDD Classification: Other, for professional use

This declaration of conformity is issued under the sole responsibility of the manufacturer that the
above product(s) meet(s) the provisions of the European Directive 98/79/EC for In Vitro Diagnostic
Medical Devices and Regulation (EC) No 1272/2008.

The following (harmonized) standards have been applied:

ENISO 13485:2016 ENISO 18113-1:2011 EN 13612:2002
EN ISO 14971:2019 ENISO 18113-2:2011 EN 13641:2002
EN ISO 23640:2015 EN ISO 15223-1:2016 EN 62366-1:2015
EN ISO 17511:2003

The conformity with the requirements of the Directive has been assessed following the procedure(s)
outlined in the following annexes of the Directive: Annex 111, excluding 6

Notified Body (if consulted): Not Applicable
Address: /
EC Certificate(s): /
Expiry date of the Certificate(s): /

) A
Signature of manufacturer ﬁ %
(Name and function): enior President of Regulatory Affairs

Place and date of issue: Guangzhou, P.R. China,

March 11, 2022

Doc No.: RF—008—01 Effective: 2021-2-19 page 1of 1




IWoncHo
EC DECLARATION OF CONFORMITY
According to the In Vitro Diagnostic Medical Device Directive 98/79/EC

No.: DOC-W216(1)-01
Version: 00

Manufacturer: Guangzhou Wondfo Biotech Co., Ltd.
Address: No.8, Lizhishan Road, Science City, Luogang District,
510663, Guangzhou, P.R. China

EC Authorised Representative: Qarad BV
Address: Cipalstraat 3, 2440 Geel, Belgium

In Vitro Diagnostic Medical Device(s):
Product Name: Finecare™ c¢Tnl/CK-MB/Myo Rapid Quantitative Test

Cat. No.: w216
IVDD Classification: Other, for professional use

This declaration of conformity is issued under the sole responsibility of the manufacturer that the
above product(s) meet(s) the provisions of the European Directive 98/79/EC for In Vitro Diagnostic
Medical Devices and Regulation (EC) No 1272/2008.

The following (harmonized) standards have been applied:

EN ISO 13485:2016 EN ISO 18113-1:2011 EN 13612:2002
EN ISO 14971:2019 EN ISO 18113-2:2011 EN 13641:2002
EN ISO 23640:2015 EN [SO 15223-1:2016 EN 62366-1:2015
EN ISO 17511:2003

The conformity with the requirements of the Directive has been assessed following the procedure(s)
outlined in the following annexes of the Directive: Annex I11, excluding 6

Notified Body (if consulted): Not Applicable
Address: /
EC Certificate(s): /
Expiry date of the Certificate(s): /

Signature of manufacturer ‘@ %
(Name and function): nior Presient of Regulatory Affairs

Place and date of issue: Guangzhou, P.R. China,

March 11, 2022

Doc No.: RF—008—01 Effective: 2021-2-19 page 10of1




Wondfo
EC DECLARATION OF CONFORMITY
According to the /n Vifro Diagnostic Medical Device Directive 98/79/EC

No.: DOC-W225(1)-01
Version: 00

Manufacturer: Guangzhou Wondfo Biotech Co., Ltd.
Address: No.8, Lizhishan Road, Science City, Luogang District,
510663, Guangzhou, P.R. China

EC Authorised Representative: Qarad BV
Address: Cipalstraat 3, 2440 Geel, Belgium

In Vitro Diagnostic Medical Device(s):
Product Name: Finecare™ [(-hCG Rapid Quantitative Test

Cat. No.: W225
IVDD Classification: Other, for professional use

This declaration of conformity is issued under the sole responsibility of the manufacturer that the
above product(s) meet(s) the provisions of the European Directive 98/79/EC for In Viiro Diagnostic
Medical Devices and Regulation (EC) No 1272/2008.

The following (harmonized) standards have been applied:

EN ISO 13485:2016 EN ISO 18113-1:2011 EN 13612:2002
EN ISO 14971:2019 EN ISO 18113-2:2011 EN 13641:2002
EN ISO 23640:2015 EN ISO 15223-1:2016 EN 62366-1:2015
ENISO 17511:2003

The conformity with the requirements of the Directive has been assessed following the procedure(s)
outlined in the following annexes of the Directive: Annex 111, excluding 6

Notified Body (if consulted): Not Applicable
Address: /
EC Certificate(s): /
Expiry date of the Certificate(s): /

Signature of manufacturer 7% %
(Name and function): Senior President of Regulatory Affairs

Place and date of issue: Guangzhou, P.R. China,

March 11, 2022

Doc No.: RF—008—01 Effective: 2021-2-19 page 10f1
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