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Form 3 . : '
ERBMETEE ONEIER)
Outline of Drug Manufactuﬁng Site
(Foreign Manufacturing Site)
R £ A BEE
As of MM/DD/YY
o BT 4
Name of
manufacturing
Site -
BT TE Hb
Address

FE] PRaELA S #¥#4 Naime of the company-
Contacts in =7 Contact person

Japan #s5 Phone | FAX
E-mail '
BWEHES  Accreditation No. i H M EF ABE  Date of initial
. - accreditation '
FEDHE Expiry date SREDKSr  Accreditation category

PEEBR (11— MEE% S ET) Numbers of employees (including part time employees)

EEEEE A | BIEEM A | QCHEM AL QAFREY A
] Total Manufacturing QC A QA
department '

BLETT OELH 'Responsible person of the Site
{Qualified person in the EU, or head of quality unit in other countries)

K4 Name : &4 Job title

#=2% Phone ' -~ FAX

E-mail




BELEH (AF~omESHEEE () CER

Number of manufactured products (Number of products

described in parenthesis)

exported to Japan should be

JFEE - hiEE

Manufacturing of
APlsfIntermediates

HAUETIE

Manufacturing
of drug

. Products

—REIETE
LA
After
primary
packaging

kTR
LLBg - Fook - RE
DF
Secondary
packaging -
Labeling -
. Storage

aLES B
Number of
products

m A A E
High
pharmacological
active
substances

~N=Y R
FAEYE
Penicillin
antibiotics -

BZIHE LFR
nEWE

B -lactam
antibiotics

Pl

) 1. BEBENRE LT, HAEOAT A N, ARFEED L IR EREANAENAT T INESEV D
© 2. BEOANGURE, FE - PREORICRE . .
Note) 1.High Pharmacological active substances{e. g certain stercids or eytotoxic substances)
2. Incases of subdividing manufacture of APIs, please fill in the Manufacturing of API/Intermediate columm.

A RIS H ORI

Information of the products subject to the inspection

B4 (FEEAD
ffemZ &)
Names of the

pro'ducts (Please
specify English
names as well)

LHELERTTO
RERA LR AT ER
Commercial
manufacture

started from
“(MM/YY)

VHEERRELO
B A it B A RS A
Marketing
in BEU and US
started from
(MM/YY)

WS FEER O
] PR e A SR R
Marketing
in Japan
started form
(MM/YY)




B ©

Information of the manufacturing site I

S BTRR H E A : BEEE

Area of the site ' Area of the warehouse

RS A AR R R

Area of the manufacturing facilities Area of the testing laboratory

HREHO EALTVBEERD Y a—# LI XF A)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing site)

BEHEpaEa—a1k
VAT b OAE
.Name of major

'OERP OMES OLIMS 0ODCS 0% i Others
( )
A% LIN/A)

computer system

B 5 FEROTEHEN» b OEROTE
History of GMP inspections by regulatory authorities over the past 5 years.

TEgEE | R NERBL ) T = EEIDR]

Name of Inspection Name of Inspection Type of inspection
regulatory date |  inspected results (On-site/Desk-top)
authorities products

RS FRIOEI, GMP THAOHE (FOBSIIHELIH)
History of product recall or GMP non-compliance over the past 5 years (Please specify
details.) : : : '




