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CERTIFICATE

Certificat - Certificado- Ceprimar - Zertifikat - 78 #

APPLICANT : (who finally puts ihe produect on the market)

Guangzhou Huaizhong Medical Co_,Ltd

No.103, Ruyi 3rd Road Luoxi New Town, Luopu Street Panyu District Guangrhou
CERTIFICATE NO.: ISETC.000920210107

TECHNICAL REFERENCE: TCF-03-2020312-REACH

ISET MARK: cﬁfﬂ:‘q"&

-

CAUTION ABOUT CE MARKING (Instruction for the Applicant who puts the product on the EU market):
c € - The label of the CE Marking on the left side should be not less than 5mm height. CE Marking and

EC Declaration of Conformity are duties for the manufacturer or its applicant who puts the product
on the market. This one is responsib ke to start the CE marking and certification procedure as required
by the legislation in force. Only for the products which are compulserily included into specific Directives or Regulations
will be necessary toappoint a Notified Body.
TYPE OF PRODUCT: MEDICAL INSTRUMENT VAGINAL GEL
MODEL(S): I:Haojin 3G/A, IEDongtingmei 3G/A
LIST OF DIRECTIVES | REGULATIONS /STANDARDS (as declared by the manufacturer ielf)
REGULATON conceming the Registration, Evaluation A uthorization and Restriction of Chemicals (REACH) 1907/2006
EN 1276:2019
NOTE: This document is not referred to any evalation that could be considered as included in the scope of the
activities covered by the standard BS EN ISO/IEC 17065:2012 or European Regulation 76 5/2008.
REMARK: Certificate is issued on voluntary application from the Client and it gives to the applicant the nght to
use and affix the ISET Mark on their products, even if it doesn’t imply any assessment on the safety and compliance
of the product. ISET declares that the only scope of the asscssment is to verify the existence of the declaration issued
by the manufacturer or an applicant under its own responsibilities.
9) DATE OF ISSUE: 0740 1/2021 EXPIRY DATE: 06/01/2026
10) SIGNATURE: X i
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FISCAL YEAR 2019
CERTIFICATION OF REGISTRATION

This certifies that:

Doengguan Hongye Boai Biotechnology Co., Ltd.

ROOM 1821, JIAJUN CENTER, 76 CHANGDONG ROAD, CHANGPING TOWN,
DONGGUAN CITY, GUANGDONG PROVINCE, CHINA

is registered with 1.5, Food and Drug Administration pursuant to section 305 of the United
States Public Health Security and Bioterrorism Preparedness and Response Act of 2002,
P.L.

U.S FDA Registation No :19886182356
U.S Registation Agent :ZBJ NETWORK,INC.

This certificale affirms that the above staled Taciity is registered with the U.S. Food and Drug Administration
pursuant te section 305 of the U.5. Public Health Security and Bicterrorism Preparedness and Response Act of
2002, P.L. 107-188, such ragistration having bean verified as affective by ZB.J as of the date haraof, and ZBJ
will eonfirm that such registration remains éffective upon request and presentation of this certificate until the
expiration of ane year from the date hareof, unless terminated after lssuance of this certificate. ZBJ makes no
other presentations or warranties, nor doas this certificate make any representation or warranties to any person
or entity other than the named certificate halder, for whase sole benefit it i izsued. ZBJ aszume no liability to
any person or entity in connection with the foregeing. The U.5. Food and Drug Administration does not issue a
cartificate of registration, nor dees the U.S. Food and Drug Administration recognize a certificate of
risgistration. ZBJ is not affiliated with the LS. Food and Drug Administration.
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