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PEOPLE’S REPUBLIC OF CHINA

ZHEJIANG FOOD AND DRUG ADMINISTRATION
Written confirmation for active substances exported to EU
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Confirmation no.(given by the issuing regulatory authority).ZJ200122
IE B XX R 5127200122

1. Name and address of site (including building number, where applicable):Hangzhou
Huadong Medicine Group Zhejiang Huayi Pharmaceutical Co., Ltd. No.15 Shuangfeng
Road, Fotang,Zhejiang, China
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2.Manufacturer's licence number(s): 7 20000396
(26 &£ P FT5E) 4537 20000396

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

TE VB PP bl P TR T 0 KB AR B 25

‘ Active substance(s) Activity(ies) a Cr}(l)lz;l;lsijglbge B j
| FRZ 47 (R38R %) MIITE | g e s
Chemical
Febuxostat, 347 &) 4tk synthesis, {{, Y20170001633
FEB
Chemical N
Solifenacin succinate, 3% 315 2 |35 &7 cynthesis, {1, Y20180000737
FE R
Chemical
Mirabegron, K F7 I [ synthesis, {{, Y20190000765
| TR ]
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Record “none™ in case where there is for export-only active substance.




Chemical
Empagliflozin, B 71 {4 synthesis, /. | Y20190021274
E | AR
‘ . Chemical |
Canagliflozin hemihydrate, 5 #% 51]1% ~ synthesis,ft, | Y20200001023
AR
| . Chemical |
: Tofacitinib citrate, {4 ER L1255 1 - synthesis,/¢ | Y20200001214
| AR
. Chemical
S i ; i E| 2H =
Ciprofloxacin HCLE2BRA W 2 ~ synthesis,ft, | é/j{/if:_?
ST, H20023625
| A R
i Chemical
: | T RO £ 17 SR
Omeprazole, 535 Fj 4 " synthesis,’Z
| o P M aag H20055742
i | Chemical |
- Duloxetine hydrochloride, £ B2 FE & FYT l synthesis, 1, > B
l L EER |
| | Chemical |
1 Levetiracetam ,/r Z. 57 i H | synthesis e ¥

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)

%A BT S GMP 7 4 F [ 25 & GMP E X, THRE., #RTEHRERN
B ICH Q7 % & GMP & X;

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

BEFI XY, PEMERHEEURGYUPTH R GMP EEHHK, €5
REHIATRE, ARRFANER, HATFE5REMRY; 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.

WRAALEAEIN, BoRaEBRKEFRIHTIT.

Date of inspection of the plant under (1): AEARAETEZERAN, BEEATAT LT H
“bR” ARFAARELEHH.
XTW&FEIT o 2 E’Jrﬂgﬁ TEANMAREEZAN, GREAR LAN “BR” BF




This written confirmation remains valid until: Dec 13 ™ ,2023

AL XA R E: 2023 £ 12 A 13 H

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

% FARUEF X4 AT RETHAREREN.

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.

P EAEAEZURKE 2001/83/EC 4, EFZFNNAERERT, NEFAL
B H BAT R

Address of the 1ssu1ng regulatory authority: 27Wenbei Lane \/Iogansan ‘Road Hangzhou
310012 P.R.China
BEREI A MET LB XGEE 275

Name and function of responsible person: He JinHua , Deputy Director

FRAELRRS: A%, EILK

E-mail, Telephone no., and Fax no.:
ypsc@zjfda.gov.cn,(+86)0571-88903348, (+86)0571-88903273
B, BiE. BFE:
ypsc@zjfda.gov.cn,(+86)0571-88903348, (+86)0571-88903273
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