Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Certificate Holder:

Scope:

SX 2118535-1

Tiangen Biotech (Beijing) Co., Ltd.

Room 201, Floor2 and Floor 1,3,4,5,
Building 5, No. 86 Yard Shuangying
West Road, Changping Technology Park,
Changping District,

102200 Beijing,

P.R. China

Design and Development, Manufacture and Distribution of In-
vitro-diagnostic Test Kits for Nucleic Acid extract Reagent;
Manufacture and Distribution of Automated Nucleic Acid
Extractor

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies
a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:

Issue date:

190156190-110
2024-06-04
2027-06-03

2024-05-28 .
Replaces certificate SX 2118535-1 issued 2021-07-12

This certificate can be validated on https://www.certipedia.com

1/2

Jing Zhang
TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany

(( DAKKs A TUVRheinland®

Deutsche

DM 1A 6B 502 Precisely Right.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2118535-1

Certificate Holder:

The scope of certification also covers the following sites:

Tiangen Biotech (Beijing) Co., Ltd.

Room 201, Floor2 and Floor 1,3,4,5,
Building 5, No. 86 Yard Shuangying
West Road, Changping Technology Park,

Changping District,
102200 Beijing,

P.R. China

No. Facility
/01  c/o Tiangen Biotech (Beijing) Co., Ltd.
Room 201, Floor2 and Floor 1,3,4,5,
Building 5, No. 86 Yard Shuangying
West Road, Changping Technology Park,
Changping District,
102200 Beijing,
P.R. China
/02 clo Tiangen Biotech ( Beijing) Co., Ltd.
Haidian Branch
Room 101, 4F and Room 101, 3F,
Building 2, No.9 Yard,
Yongfeng Road, Haidian District,
100094 Beijing,
P.R. China
/03  clo Tiangen Biotech (Beijing) Co., Ltd.
No. 1 Warehouse,
16 Tianzhu Middle Road, Zone A,
Tianzhu Airport Industrial Area, Shunyi District,
101312 Beijing,
P.R. China
Report No.: 190156190-110
Effective date: 2024-06-04
Expiry date: 2027-06-03
Issue date: 2024-05-28

This certificate can be validated on https://www.certipedia.com
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(( DAKKS

Deutsche

Scope

Manufacture of Automated Nucleic Acid Extractor,
In-vitro-diagnostic Test Kits for Nucleic Acid extract
Reagent

Design and Development, Distribution of In-vitro-
diagnostic Test Kits for Nucleic Acid extract
Reagent; Distribution of Automated Nucleic Acid
Extractor

Storage of Automated Nucleic Acid Extractor, In-
vitro-diagnostic Test Kits for Nucleic Acid extract
Reagent

Jing Zhang

TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany

TUVRheinland®

Akkreditierungsstelle

D-ZM-14169-01-02 PreCisely ng ht.


https://www.certipedia.com/
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