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0 1S09001:2008 TAE

0 1S09001:2015 Initial Certification
0 1SO13485:2003 Initial Certification
O 1SO13485:2016 Initial Certification

O US FDA 21CFR Part 820 Compliance

nau ¢ 7ERTIFIKAT @ CERTIFICATE}

AFNE N E

Verification of Conformity

Applicant: Jiangsu Kehua Medical Instrument Technology Co., Lid.

Address: West Industrial Park, Wulie Town, Dongtai City, Jiangsu Province,
China

Product(s): plastic dropper, transfer pipette, capillary pipette, glass capillary tube,
micro specimen loop, micro pipette, fixed volume pipette, capillary
blood collector, plastic capillary tube, extraction test tube, POCT
botle, urine collector

Type(s):

see annex.

The submitted technical files including test report of the above products have been
reviewed against the self declaration requirements of conformity for CE marking
according to In Vitro Diagnostic Directive (98/79/EC)-

Standard(s) used for showins
Standard(s):

he specified directive(s):
8113-1:2011;

The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the product listed they

must ensure that all the requirements of the appropriate EU directive(s) have and continue to be
met

SUNGO Certification Company Limited

SUNGO CHINA OFFICE Tel: 021-68828052
Add:

com Website:

13" Floor, No.1500 Century Avenue, Shanghai 200122, PR China
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