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PEOPLE’S REPUBLIC OF CHINA

(JIANGSU ) FOOD AND DRUG ADMINISTRATION
Written confirmation for active substances exported to EU

Confirmation no. (given by the issuing regulatory authnrlty} JS190023
EFISCE4R S . JS190023

1. Name and address of site (including building number, where applicable):

T AR Sihht (BERAMITNS)

Name: Joyang Laboratories
AE) B ILIR U R ZSH R A F)
Address:Haidu North Road Sheyang Economic Development Zone, Yancheng, Jiangsu;

AR TR R S PRAF R XA ALRE ;

2. Manufacturer’ s licence number(s): SU20160342
(H A= FafE) %5 : 7520160342

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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(Bacitracin Zinc) (Biological processes)
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THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

25N

This manufacturing plant complies with the requirements of the Chinese Good
Manufacturing Practice (= GMP of EU, WHO/ICH Q7);

Z ARV TSR RIGMP T G [H 25 ShGMP R, R TFECHE., 5 DAL L ICH Q724 SAGMP L
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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 equiva]ent 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.
MEBRA GG, L REHEIREKEHE X1,

Date of inspection of the plant under (1): Mar 07,2019-Mar 09, 2019:
MEZEFT REMBM: 20194203 507H 201940375098 :

This written confirmation remains valid until: Jun 11, 2022

AAERACHRIA XN, BRNE 20224206 511 H

The authenticity of this written confirmation may be verified with the issuing
regulatory authority.

AT A AR AT SEYE AT A A R A

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: No.5 Gulou Street, Nanjing, Jiangsu
Province

ZZRERIIhE: VLI E MR TTEEHESS, 210008

Name and function of responsible person: Meng Yu, Director of Drug Safety

MIMABLZRIRE: T ARLeal

E-mail, Telephone no., and Fax no. :anjc@jsfda. gnvqgnfﬁzﬁ”"ﬁza 367;025-83273702
HBFERAE . HiE. f£3: anjc@jsfda. gov. cn;025-832¢ 363\p25-33213
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