Reg No 010/G-051

CERTIFICATE
No.: 51003/Q/2018

& Certification body of EVPU a.s. hereby confirms that organization:
Beijing Wantai Biological Pharmacy Enterprise Co., Ltd.,
No. 31 Kexueyuan Road, Changping District,
Beijing 102206, China

has established and maintained quality management system meeting the requirements
of standard:

EN ISO 9001:2015

Scope of certified quality management system:

The design and manufacture of HIV kit, HAV kit, HBV kit, HCV kit, HTLV
kit, Treponema pallidum kit, HEV kit AFP kit, CA16-IgM, EV71-IgM, CMV
IgM, TB-IGRA, PSA, CEA, ELISA in vitro diagnostic testing kit and HIV,
HBsAg, Treponema pallidum antibody, Rotavirus, EV71 IgM, Drug of
Abuse, Collodal gold rapid test products

(EA codes: 12,23)

Issued on: July 9%, 2018 i Marek Hudak
Valid from: July 18,2018 . Head of Certification body

Valid until: July 17", 2021
- Validity is subjected to satisfactory results of surveillance audits

EVPU a.s., Trentianska 19, 018 51 Nové Dubnia, Slovak Republic, www.evpu.sk/sktc
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Certificate history:

Date:

Certificate No.: Description:

18t July 2012

51026/Q/2012 Original certificate

28 April 2014

51026/Q/2012 Rev. 1 | Editorial corrections

18 July 2015

51026/Q/2012 Rev. 2 | Recertification

4*" November 2016

51026/Q/2012 Rev. 3 | Change of the address form

9th July 2018

51003/Q/2018 Recertification — new s‘tandafd
EN I1SO 9001:2015
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Marek Hudak

Head of Certification body
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