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EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V092396 0002 Rev. 04

Manufacturer:

Q
Product Service

Gaobeidian PRISES Biotechnology Co.,Ltd.
No.136, Shiji West Road
074000 Gaobeidian City, Hebei Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies):Gaobeidian PRISES Biotechnology Co.,Ltd.
No.136, Shiji West Road, 074000 Gaobeidian City, Hebei
Province, PEOPLE'S REPUBLIC OF CHINA

Product Category(ies):
Model(s):

In Vitro diagnostic for selftesting
One Step HCG Pregnancy Test, One Step LH
Ovulation Test, Transferrin Rapid Test, One Step
Fecal Occult Blood Rapid Test, One Step Follicle
Stimulating Hormone(FSH) Rapid Test.

The Certification Body of TUV SOD Product Service GmbH declares thatthe aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection ofthe respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements ofthis Directive and is subjectto periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All
applicable requirements ofthe testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud,com/ps-cert?q=cert:V1 092396
0002 Rev. 04

Report no

Valid from
Valid until

BJ22093001

2022-05-13
2025-05-26

乙Q瓜巨Christoph Dicks
Head of Certification/Notified Body

Date,2022-05-13

Page 1 of1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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Zertifiziervertrag
Grundlage fur die Zertifikatserteilung ist die Pruf-
und Zertifizierordnung der TUV SUD Gruppe.
Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gultige Fassung der
Pruf- und Zertifizierordnung an
(www.tuvsud.com/ps-zert) und wird somit Partnerim
Zertifiziersystem der TUV SUD Gruppe.

Prinzipielle Voraussetzung fur die Gultigkeit
des Zertifikates:
@Gultigkeit der zitierten normativen

Prufgrundlage(n)ist gegeben
und zusatzlich bei Zertifikaten mit Berechtigung
zur Verwendung eines Prufzeichens bzw. bei
Zertifikaten fur QM-Systeme:
@Voraussetzungen fur vorschriftsmaR>ige

Fertigung werden eingehalten.
@Die Fertigungs- bzw. Betriebsstatten werden

regelma^^ig uberwacht.

Certification contract
Certification is based on the Testing and
Certification Regulations of TUV SUD Group.
On receipt ofthe certificate the certificate holder
agrees to the current version ofthe Testing and
Certification Regulations (www.tuvsud.com/ps-cert)
and thus becomes partnerin the Certification
System of TUV SUD Group.

Requirements forthe validity ofthe certificate
in principle:
@Validity ofthe quoted test standard(s)@.
In addition,for certificates with the rightto use a
certification mark and for QM certificates:
@Conditions for an adequate manufacturing are

maintained
@Regular surveillance ofthe facility is performed

认证合约
认证基于TUV SUD 集团¡¶测试及认证准则¡·¡£
获得证书即表明证书持有者接受当前版本的¡¶测试及
认蝉则¡·(见www.tuvsud.com/ps-cert并成为

TUVSUD 集团认证系统内的合作伙伴¡£

维持证书有效性的原则要求:
·认证所依据标准的有效性·£¬
此外£¬对于授权可使用认证标志的证书和质量管理
体系证书:
·保持充分的生产条件
·生产场地通过定期的监督

耗证契的
蒸乱肚丁UV SOD Group 0献献款乱烷的汇基书《¡£
蒸乱害保持者肚辙乱害奄受颁寸石乙巴拒山U最新Q
拭默款乱规约(www.tuvsud.com/ps-cert拒同意L 走

屯Q巴寸吞¡£
召Q秸果¡¢丁UVSUD Group 韶乱夕只于AcQ八一@
士一担杠刁¡£

韶乱害Q有劝性仁黄古石原则的电要求事填
·引用LTU石拭胺规格州有劝否扔石

也心仁裔证7一夕Q使用乏辞嚣岂札大器乱善申品
笆7环?卜该@韶乱害性:
·通切枉裂造Q条件乏稚持巳了U石
·定期的改工惕篮查在美施巳了D吞

Contrato de certificacao
A certificagao se baseia nos Regulamentos de
Testes e Certificagao do Grupo TUV SUD.
Ao receber o certificado, o Fomecedor,titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificagao do Grupo
TUV SUD (www.tuvsud.com/ps-cert) e assim,torna-
se parceiro no Sistema de Certificagao do Grupo
TUV SUD.

Requisites para a validade do certificado (em
principio):
@Validade da(s) norma(s) de ensaio(s)

referenciada(s).
Adicionalmente, para os certificados com o direito
ao uso da marca de certificacao e para
certificados de SG:
@Condigoes de fabricagao adequada estao

mantidas.
@Auditoria de monitoracao realizada

regularmente.
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