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Form 3
IR BELEFTE SERERA)
Outline of Drug Manufacturing Site

(Foreign Manufacturing Site)

¥R E R R
As of MM/DD/YY

™o P &
Name of
manufacturing
Site
AN
Address
EIP9EE 5T #%E4  Name of the company
Contacts in {3  Contact person
Japan 4i5  Phone FAX
Frmail
EES Accredifation No. B ES H B Date of initial
- accreditation o
HUE O Expiry date MUEME Sy Accreditation category

teEAY (0 MEEEL ETr) Numbers of employees  (including part time employees)

AN A | BLER A | QU EM A | QA A
Total Manufacturing QC QA
department

BUER O EIEH Responsible person of the Site
{Qualified person in the EU, or head of quality unit in other countries)

4 Name f-7 Job title
itk Phone FAX

E-mail




BaEi B (AA~omibd R #T (

Number of manufactured products (Number of products

described in parenthesis)

L)

exported to Japan should be

- RHA

Manufacturing of

APls/Intermediates

AN
Manufacturing
of drug

Products

u [53..
After
prumary
packaging

i

Secondary
packaging -
Labeling -
Storage

) s 13

b H i"
Number of

products

A E AR PR
High
pharmacological
active
substances

e U
HiA4 e
Penicillin

antibiotics

B s LR
Rk

A -lactam

2.

AW el 2

5 uf s bd]. v

B R

n of f?ne nroducts gy

HmEHE O L S

(AR E

certain steroids or ¢

viotoxle

substances)
ing mz.araufnr, ture of fi‘ls p}c use Fitl in the Manufacturing of APT/Intermediste columm.

Ndm<><~ of the
products (Please
specity English
names as well)

Gl
( omme ru'll
manufacture
started from
(MM/YY)

B

in B

{(MM/YY)

GHTRhES D
EFIS
Marketing
Iand US

started from

Market;ng

in dapan
started form
MM/YY)
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Information of the manufacturing site I

s B AR A

Area of the site Area of the warehouse

B MR T PLER TR A b R T

Area of the manufacturing facilities Area of the testing laboratory

RIFHRD EHL WL HER 2 Yo — S b 2T L)
Information of the manufacturing site I1

(Overall function of major computer system adopted in the manufacturing site)

HE o e 2k
AT DAL B
Name of major

CERP OMES  UILIMS  LIDCS U3 Ol Others
( )
LR 2 LIN/AD

computer system

B 6 HRIOITBHRE 6 D EEOH &
History of GMP inspections by regulatory authorities over the past § years.

TTHCER B f5 15 ok -FEEd HEHE FEHB D E T A OB
Name of Inspection Name of Imspection Type of inspection
regulatory date inspected resulis (Onysite/Desk-top)
authorities | | products
W3t 5 AR ORI, GMP F5E & O % CH OB AR 4 )

History of product recall or GMP non-compliance over'the past 5 years (Please specify
details.)







