Confirmation no.(given by the issuing regulatory authority): HB1900010

IEBA X 4% 5 HB190010

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

T aREH(BEEAY I TES):

HuangShi Shixing Pharmaceutical Co.,Ltd

EFEHEAVARFMANF

NO.73 East Jinshan Road, Huangjinshan Development Zone,Huangshi,Hubei,China.
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Manufacturer's licence number(s): 7 20160125
(25 & £ =¥ HE) %5 3 20160125

REGARDING THE MANUFACTURING PLANT

UNDER (1) OF THE

FOLLOWING ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR
MEDICINAL PRODUCTS FOR HUMAN USE

FH 1A eV EFRTIHRATHOREWARERY

Active substance(s) Activity(ies) Chinesif;“g;}’ Pl
ey = =
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MaEx 3 & B E 25 %
Azithromycin Chemical synthesis H20067135
RLULEFR W A B 25 % F
Erythromycin Ethylsuccinate Chemical synthesis H42020280
TWEER 5 B ElZ5 AT
Clarithromycin Chemical synthesis H20067159
FUEF W B R, E 2T
Roxithromycin Chemical synthesis H20067151
KICLEZ 62 & B, & 25 % 7
Erythromycin Estolate Chemical synthesis H20003111
EWESFAT =8 W A R, B 25 % F
Dexketoprofen Trometamol Chemical synthesis H20061277
% e B - 55 W A K, [ 24 8 7
Dexketoprofen Chemical synthesis H20061230

W DR GRS “1” .

Record “none” in case where there is for export-only active substance.



THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

LA ; :

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

L BT g GMP KA E2h % GMP Bk, SR TRE. #R L AR
® ICH Q7 %5 & GMP E;

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

AT BT R R, A T U DL BRSO T B GMP B R,
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In the event of findings relating to non-compliance, information on such findings is
sup?gied by the exporting third country without delay to the EU.
o R ARANER, FL R BRKER KT

Date of inspection of the plant under (1): September 17, 2015
AL R ER B 2015409 A 17 H

This written confirmation remains valid until: July 12", 2022

AFBE AR Bk EE: 2022 47 A 12 H

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: No.19 Gongzheng Road, Wuchang
District, Wuhan City, Hubei Province 430071

Bk Hdk: HALE RRX TR EXALER 195 430071

Name and function of responsible person: Liu Wenbin, deputy director of the Hubei
Medical Products Administration
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E-mail, Telephone no., and Fax no.:

W E A, wmiE. FE:
hbanjian@163.com, 027-87111518
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