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Form 3
EEXMMEHTERE AERERAR)
Outhne of Drug Manufacturing Site
(Foreign Manufacturing Site)
YR £ B BIE
As of MM/DD/YY
B8 E R 4
Name of
manufacturing
Site
BT TE b
Address
E YR 5 #g#H4 Name of the company
Contacts in #HY43% Contact person
Japan 55 Phone FAX
E-mail
WEEE  Accreditation No. - MW ESEHB  Date of initial
accreditation
FRIEDHR Expiry date BEDES Accreditation category

PEEBH (S PEAE%HETe) Numbers of employees  (including part time employses)

LREFEBK
Total

A

BUSEFS A | QCHEM A | QAR A
Manufacturing QC QA
department

BT DOEH Responsible person of the Site
{(Qualified person in the EU, or head of qualiiy unit in other countries)

K4 Name

K4 Job title

5% Phone

FAX

E-mail




MEMIHE (AR~ EHET () TR
Number of manufactured products {(Number of products exported to Japan should be

described in parenthesis)

JF3 - Pk
Manufacturing of
APIs/Intermediates

Manufacturing

BAHL TR i
of drug After

Products

—kaikklE

primary
packaging

“RAFEIe
LIFE - %1 - RE
D&
Secondary
packaging -
Labeling -
Storage

BESBEH
Number of
products

BRI
High
pharmacological
active
substances

_R=vYFk
wEME
Penicillin
antibiotics -

BF o7& A%
nEDE
B -lactam

antibiotics

2. FHo/ stk F¥ - PEEORICRE
Note) 1.High Pharmacological active substances(e. g certsin steroids or cytotoxic substances)
2. In cases of subdividing manufacture of APIs, please Fill in the Manufacturing of API/Intermediate column.

FEE b B DR
Information of the products subject to the inspection

#H) 1. REEERDHLE, H2WOAT a4 FR. BEEEOL S KRV EREA L TEEr T 2REEV

mBE%A (FEGEAD YHEBLEHTO YU ILERTRIER O | MR MERRES D
fED = &) BLERALARFA RRH SR P A4 B A [ P9 e PR A R A
Names of the Commercial Marketing Marketing

products (Please manufacture in EU and US in Japan

specify English started from started from started form
names as well) (MM/YY) (MM/YY) (MM/YY)




mEkiE® O
Information of the manufacturing site I

SUERTRUtH IR poy i |

Area of the site Area of the warehouse
BlhEHeaR ik ABRERR TR

Area of the manufacturing facilities Area of the testing laboratory

BRIFHO ERALTWAEERa L Ea—F LY AT A)
Information of the manufacturing site IT
(Overall function of major computer system adopted in the manufacturing site)

BERaVEa—-41k |
2T ADATE EI(ERP DMES) OLIMS [IDCS D% ofts Others
Name of major DV 72 LNJA)
computer system

W*E b FEROTEERBEN? L 0EROFE
History of GMP inspections by regulatory authorities over the past 5 years.

TR A i xt&dn B4 R Kt hEE A DR

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

BE 5ERMOEN., GMP FESOFHE (FOBE IS 1RH)
History of product recall or GMP non-compliance over the past 5 years (Please specify
details.)







