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PEOPLB'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/: JSl300l9
irt.Enxftffi€:JS130019

1. Name and address of site (including building number, where applicable):
r r 4 ft8 F Itu +t_(F,# *.rfr*ht i-t H € ):

Name: Changzhou Pharmaceutical Factory
*4 1 t8, H'l't.l fr|] Zt r H pRa\ a
Address:No.5l8 Laodong East Road, Changzhou, Jiangsu
A\4 j&if :irfr.AH /'t.lTirX +A*4rfr,W srs +

2.Manufacturer's licence number(s): SU 201 1 01 33
Kfr F, +Pi+Eirt)) !hF: fr. zot1o138

REGARDING THE MANUFACTURING PLANT UNDER (I) OF THE FOLLOWING
ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS
FOR HUMAN USE
4H r Ffi^ +.P #u 4 P WT rllfl f S tr W,HHH A/fl IF,N*

Active substance(s)
R*426&trn GEFauEHA)

Activity(ies)
)ntr.l*

Chinese drug
approval number

trtr4ffi+trffi€
+tr*4rl
Captopri 1

41,+eFX
Chemical synthesis

EZEIE+H3zozr6zl



THE ISSUING REGULATORYAUTHORITY HEREBY CONFIRMS THAI:
ItifrEA,
This manufacturing plant complies with the requirements of the Chinese Good
Manufacttning Practice (: GMP of EU, WHO/ICH Q7);
vbiLffT*;ffifr! cvtp f+++ EgS fl" cMP F*, + H t&-H. UJF-I +.tE tF,tE gRD)
fr-rcsQ7 fr fp cMP F*;

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

lh EF rf &*R-ffi. P &tuifr.EnPf. M-E D)&-A xk]il,}t"'frh F, cMp M_E #itr , @#
F.F-W\ftdSA, ahlfr'l,Y# ^At€R, *^+5 Fl.HtH * ; + H

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.
Ap RrLTAffi'lFn, Vt+&Ft€+R V,WA XrF il "

Date of inspection of the plant under (1): May 30th -June 4ft,2013
r tv+.tsrFt#tr*! f lH, 2013+ s E 30 f lF�2013+6 A 4 f l

This written confirmation remains valid until: July 2lth,2016
^irtEniftW6rkffi, HrkfrfrE2or6 +7 A 2r n

The authenticity of this written confirmation may be verified with the issuing regulatory
authority.
X f Ail qE x'f+ Ht EI +,|.4 -'l H * Fr trht aht), "

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 200ll83lBc.
+iXnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn€ + tf Xi*ED)t-WH.200r/8s/EC +F+, 4.P # tEtth F, f.Ef!f , ^itEAT
F,t,HEP# E fti^Wfr "

Address of the issuing regulatory authority: No.5 Gulou Street, Nanjing, Jiangsu Province
Ekil|il't'il, irfr.AHFTirff#'4h s +, 210008

Name and function of responsible person: Yaoyu Director
fifrLrk&ery,+' +H+ AlFt#'

E-mail, Telephone no., and Fax no.:anj
K#ffi/r:

and date:2O13-7-22

H,+fr1|3#'. +,ifr. (tH' anjc@i


