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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 authority): JS130024
ik BA S 4 178130024

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

T R GHA(EBEEANTES):

Name: Changzhou Pharmaceutical Factory

NE AR FME A AR E

Address:No.518 Laodong East Road, Changzhou, Jiangsu
NEMAT ARG FEMNTRTEFARE 518 5

2.Manufacturer's licence number(s): SU 20110138
(Zh & AP FAE) %5 7 20110138

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING
ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS
FOR HUMAN USE

BE 1A AV AEFNTIRTHORENARARRSA

Active substance(s) Activity(ies) apf)lrl::/:enirnlllﬁer
K| 2 2 (25 55 = :

AAE%R B R 255 132021705
Hydrochlorothiazide Chemical synthesis
B 67 R AT 45 Bk
Rosuvastatin Calcium Chemical synthesis
T 55 B 155 R
Pregabalin Chemical synthesis




THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

AR :

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

DL B S GMP Ak 258 GMP Bk, SR TKE. tR T4 A RALL
K ICH Q7 # & GMP E K;

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

BAFET BT, ThEMERNEEURAZHHBTE R GMP BE# K, %
REMATHE, HERPANER, EAFESREMRY; HH

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.

WERTAREN, 2Rt @HKEH<HIT,

Date of inspection of the plant under (1): July 16" —19™, 2013
MEAEET AEWERN: 20134716 HE201347 A 19 H

This written confirmation remains valid until: August 11™ 2016

AGEH X R R AR E 2016 -8 A 11 H

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

% FACE B X f 00 ¥T SE 0T AR 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.

5 B8 o B A £ 2 DL R B B 2001/83/EC #64-, A FFHF NN AR T E AT, KILEAT
B A PR H BATZ IR .

Address of the issuing regulatory authority: No.5 Gulou Street, Nanjing, Jiangsu Province

SR HAE: IAAA B RS AEA 5 5, 210008

Name and function of responsible person: Yaoyu Ye, Deputy Director

REABL LIRS "TRF BlRAK

E-mail, Telephone no., and Fax no.:anjc@jsfda. 20oy.cn;025-86275806;025-83273702
BT UM, HIE. K anjc@jsfda.govion;025-86293806;025-83273702
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