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THIS IS TO CERTIFY THAT: the seal of ABON BIOPHARM
(HANGZHOU) CO.,LTD on the annexed DECLARATION OF

CONFORMITY is genuine.

China Council for the Promotion
of International Trade

BT [11 9.70 &V/J

Authorized
Signature:

H#: 2019404 15H
(Date: Apr. 15,2019)

Lu Juanjuan

bk Website for verifying the certificate: http://www.rzcepit. com/validate. html
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Abon Biopharm (Hangzhou) Co., Ltd.

Legal Manufacturer:

Legal Manufacturer's Address:

EC Representative’s Name: MT Promedt Consulting GmbH

EC Representative's Address: Altenhofstrasse 80

66386 St. Ingbert/Germany
Notified Body: Institut pro testovani a certifikaci a s,
Notified Body No.: CE1023

declares, that the product
Product Name, Model(s) and EDMA code:

ABON HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) IHC-302 157002 02 00

as described above are in conformity with the requirements as defined in TT-0038 Appendix C: List
of Applicable Standards. '

Additional information:

Management System: QSA-000, Quality System Manual
Applied Standard of 1S013485:2016

Management System: EN 1SO13485:2016

Certification Body: Institut pro testovani a certifikaci a.s.

No. 11 0497 QS/NB/d

EC Certificate No.: No. 11 0498 CN/NB/d .
Conformity Pathway: Directive 98/79/EC Article 8, Section 2, Annex IV
Classification: List A IVD

I, the undersigned, hereby declare that the medical devices specified above conform to the Directive
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements.

Date Signed:
vyWei |
RA Manager
Abon Biopharm (Hangzhou) Co., Ltd.
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#198 12" Street East, Hangzhou Economic & Technological Development Area,
Hangzhou, P.R.China 310018
TEL 86-571-81638000, FAX 86-571 -81638001







