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THIS IS TO CERTIFY THAT: the annexed photostated copy of
DOCUMENT is in conformity with the original.
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Zhang Dianming
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PEOPLE’S REPUBLIC OF CHINA
ZHEJIANG FOOD AND DRUG ADMINISTRATION
Written confirmation for active substances exported to EU

Confirmation no.(given by the issuing rcgulatory authority): ZJ190020
W S A4 5223190020

1. Name and address of site (including building number, where applicable):Zhejiang
Huahai Pharmaceutical Co., Ltd. Chuannan Duqiao.Linhai.Z.hejiang,3 17016
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2 Manufacturer's licence number(s):#i 20000311
(255 SRR %5 #Ii 20000311

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING
ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS
FOR HUMAN USE
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Active substance(s} Activity(ies) apgl'};s:f is;ufer'
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THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

ZE R

This manufacturing plant complies with the requirements of the Chinese Good
Manufacturing Practice (= GMP of EU, WHO/ICH Q7);
ﬁmﬂmmmmGMpH%@@%ﬁGMP%K@wMﬁmmﬁﬁﬂmﬁhu&Km
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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
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Record "none™ in case where there is lor export-only aclive substance.



equivalent to that in the EU: and
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In the event of findings rclating to non-compliance, information on such findings is
supplied by the exporting third country without delay to the EU.
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Date of inspection of the plant under (1): Feb 14™ 2019
A ) REMEM: 20094202 7] 14 H

This written confirmation remains valid until: Mar 7", 2021
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The authenticity of this written confirmation may be verified with the issuing regulatory
authority.
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This written confirmation is without prcjudice 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: 27Wenbei Lane Mogansan Road Hangzhou
310012 P.R.China
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Name and function of responsible person: Ju Bo . Deputy Director
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E-mail, Telephone no., and I'ax no.:

jubo @zjfda.gov.cn,(+86)0571-88903351, (+86)0571-88903273
AT i
jubo@zjfda.gov.cn,(+86)0571-88903351, (+86)0571-88903273
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TODA DOCUMENTO LEGALIZADO EN ESTE CONSULADO DEBE SER
REVALIDADO ANTE EL MINISTERIO DE RELACIONES EXTERIORES DE
CHILE. (De esta forma, su documentc =era reconccido por las
autoridades chilenas).

Para ello, cuando llegue a Chile, dirijase al Departamento de
Legalizaciones del Ministerio de Relaciones Exteriores, ubicado en
calle Agustinas 1320 {esquina Teatinos}, Santiago. El horaric de
atencién es de 9:00 a 14.00 horas. El tramite no tiene costo.

Si usted es de provincia, lo invitamos a acercarse a su Gobernacion
mas cercana y solicitar la legalizacion en el Ministerio de Relaciones
Exteriores de Chile. Ellos enviaran a Santiago sus documentos, los
que seran legalizados y enviados de regreso a la Gobernacién, sin
costo alguno.
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CONSULADO DE CHILE EN BEWING

R.P. CHINA

FICA LA AUTENTICIDAD DE
UL DE CHILE QUE SUSCRIBE CERTI

Ek gl%?:ﬂ?‘\ ELECTRONICA DEL OFICIAL DEL DEPARTA!?SEEI‘?ECR?ONRSE%LQE
DE LEGALIZACIONES DEL MINISTERIC DE RELACION

LA R.P. CHINA.
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NO. ACTUACION2233 ARANCEL ART. N° 410

20
DERECHOS US$: 12.00 DIFERENCIA 10% Y&
TOTAL PERCIBIDOS EN USS 13,20
PAGADO EN MONEDA DEL PAIS ¥§6.00
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