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PEOPLE’S REPUBLIC OF CHINA
SHANDONG FOOD AND DRUG ADMINISTRATION
Written confirmation for active substances exported to EU

LRI

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

W X% 5
SD130001

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

I ARG HI(QEERATTRT):

Shandong Xinhua Pharmaceutical Company Limited, 14 Dongyi Road, Zhangdian District, Zibo,

Shandong, P.R.China

AR EH 2 A R AR, E L AR EE T RIER AR —8 14 5

2.Manufacturer's licence number(s):

KA RHAEFHEY HR5:
% 20100102

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

HUMAN USE

T 1 Jiole A e P T AR T 0BRE A ROR S

Chinese drug approval

\ ' Active substan?f:(s) Acti»v?t)\/(ies) i mhy |
| FARZGARR (ZREAE) MI ik 25 B SR |
Acetylsalicylic Acid (Aspirin) B & IL & Chemical synthesis {24 & % |[H37020354 =
Hydrocortisone &4k Al fI#A \Chemical synthesis ft.2 A al H37020355
Metamizole Sodium % J5it ‘Chemical synthesis b, 4 st H37023630

Phenazone (Antipyrine) %% Eb Ak Chemical synthesis {22 H37020359
Propyphenazone i A% % Hdk Chemical synthesis {22 &% H19990058 e
Hydrocortisone Acetate BSE2 S AL AT B Chemical synthesis {b =& A% |None J¢

Metamizole Magnesium % JhiT %8s Chemical synthesis /b2 &% |None 75
Acetylsalicylic Acid Granulated Chemical synthesis 12525l Note

B =) DT AR AL

Calcium Carbonate Granule A% 245 ks Chemical synthesis th % & [None 15

Ibuprofen Dc Grade i i Z5-FHL Chemical synthesis {4224 A% |None &

Metamizole Sodium Dc Grade 22 T3z kL Chemical synthesis 1h% &A% [None 15

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

%L

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

P BT LR GMP fF &R E 2 & GMP Bk, SFTHRE. #RTALARALUR

ICH Q7 % & GMP % X;

The manufacturing plant is subject to regular, strict and transparent controls and to the

UL A O RS S <

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

T

@™

oy,



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

ZAEFT XM, FHRAERAEEY URARHHAITH & GMP L8 HiE, LHER
i TRE, AREFAREE, EKFEREMSY; FE

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.

WwE IS EAFR, FakatBEREA AR,

Date of inspection of the plant under (1):

MPEF T wENE H:

May 17th,2013

201345 K178

This written confirmation remains valid until:

AAE B XA A B

June 4th, 2016

2016 56 A 4 H

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

KT AU S ¥ 0 W AR EE 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.

HerE R E A R E R DR 2001/83/EC 4, £FFNRNGERER T, REATY
AP AR TERE,

L\ddless of the issuing regulatory authority:
AK =1 :':ﬁﬂ

No.11, Jiefang Road, Jinan

R AR AREE 11 5250013

Name and function of responsible person:
FFRAYAL KBRS
Haiyan Wang, Deputy Director

g BE K

E maﬂ, Telephone no., and Fax no.:

WA, WiE. R 5
wanghaiyan@sdfda. gov cn,+86-0531-88562007,+86-0531-88562057 f’

Signature ? Stamp of the authorlty and ‘date
R I AHHNEE S0, 2o,




