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PEOPLE’S REPUBLIC OF CHINA
ZHEJIANG MEDICAL PRODUCTS ADMINISTRATION
Written confirmation for active substances exported to EU

Confirmation no.(given by the issuing regulatory authority):ZJ220105
LW X4 5 Z]220105

1. Name and address of site (including building number, where
applicable):Zhejiang Jinhua Conba Bio-Pharm. Co., Ltd. No. 288,
Jinqu Road, Jinhua City, Zhejiang Province

T ARG MI(BEREAMITIEE): Lo EREN AW % AR

HiLE &4 Tl #2885

2.Manufacturer's licence number(s):#20000360
€ A P FTHEY 485 #720000360

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE
FOLLOWING ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR
MEDICINAL PRODUCTS FOR HUMAN USE
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Activity(ie Chinese drug
Active substance(s) ) y approval
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Hh [ 24 i i S5
. . . N J 5 —é*:\ b
Amikacin sulfate, #i 2R K+ & sgf:r}:fhnel;(i:sa,ll {ﬁ%113302138

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS
THAT:

25 B :

This manufacturing plant complies with the requirements of the
Chinese Good Manufacturing Practice (= GMP of EU, WHO/ICH Q7);
AT L GMPH A+ E 2 RGMPE X, SF FME. HRTEALAR
XICH Q7% % GMP#E X
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Record “none” in case where there is for export-only active substance.



The manufacturing plant is subject to regular, strict and transparent
controls and to the effective enforcement of good manufacturing
practice, including repeated and unannounced inspections, so as to
ensure the protection of public health ,which is at least equivalent to
that in the EU; and
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In the event of findings relating to non-compliance, information on
such findings is supplied by the exporting third country without delay
to the EU.
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Date of inspection of the plant under (1):Sep 20th, 2022
XZ AT ey H#: 2022409208

This written confirmation remains valid until:Sep 19th, 2025
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The authenticity of this written confirmation may be verified with the
issuing regulatory authority.
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This written confirmation is without prejudice to the responsibilities of
the manufacturer to ensure the quality of the medicinal product in
accordance with Chinese law and Directive 2001/83/EC.
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Address of the issuing regulatory authority: 27Wenbei Lane Mogansan
Road Hangzhou 310012 P.R.China

BRETHAE: M E T LB E27 5

Name and function of responsible person: He JinHua , Deputy Director

FFAEL KIS et ik

E-mail, Telephone no., and Fax no.:

ypsclzjfda. gov. cn, (+86) 0571-88903348, (+86) 0571-88903273
WA . BIE. R E:

ypscizjfda. gov. cn, (+86) 0571-88903348, (+86) 0571-88903273

Signature Stamp of the authority and date:Sep 20th,
2022
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