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Form 3

= 3K o BUERTBEEE (S EREETH)
Outline of Drug Manufacturing Site

(Foreign Manufacturing Site)

ERk % H HBEE
As of MM/DD/YY

WoE P 4
Name of
manufacturing
Site

Fr £
Address

E P #S S ¥3#E4% Name of the company
Contacts in f8¥%# Contact person

Japan #Hih  Phone FAX
E-mail
FWEEE  Accreditation No. BUEEFHH Date of initial
‘ accreditation
TIEDOHIE  Expiry date FEDK S Accreditation category

HEEER (N— MEB% L E 1) Numbers of employees  (including part time employees)

EUEEBK A | BLEE A | QC H#RM A | QA EBF N
Total Manufacturing QC QA
department

BUIERT O EFE#H Responsible person of the Site
(Qualified person in the EU, or head of quality unit in other countries)

K4 Name k4 Job title

&% Phone FAX
E-mail
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BEMRBH (AA~0®wml 5B (
Number of manufactured products (Number of products exported to Japan should be

described in parenthesis)

TIREEETRE
—WEETE | L& &7 RE
o AL TR -
JREE - FRER ] LIk DI
' Manufacturing
Manufacturing of fd After Secondary
O r
APIs/Intermediates 8 primary packaging -
Products . i
packaging Labeling -
Storage
rEmE
Number of
products
EAREEYE
High
pharmacological
active
substances
=Y &k
PUEWE
Penicillin
antibiotics
BT U ELFHR
PAME
8 -lactam
antibiotics
H) 1. m’E@?ﬁ’t%’é’i} . HOBORT oA FE, MIREED L S ISRVCEBEA IEREE T AUESFE LV D
2. JFEO/NE, HE - PEERORICEE

Note) 1.High Pharmacological active substances(e.g. certain steroids or cytotoxic substances)

2. In cases of subdividing manufacture of APIs, please fill in the Manufacturing of API/Intermediate column
Ep = Ve
TR A XS dn B OART

Information of th

f the products subject to the inspection

b 1A (3EE4 b L BLEFTTO S RLEFTRLE SR O | Ak TR & 0
ffso = &) H 75 B LAIRF WK it 288 BA 2R T 1 (] P 3t 26 B s sy 240
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)
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Information of the manufacturing site I

BLEFTEUM E R BEmEE

Area of the site Area of the warehouse
Rk i A A R T AR

Area of the manufacturing facilities Area of the testing laboratory

BRE#RO EAL TV IEERI V2 — 2Ly AT A)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing site)

HELQava—41
VAT ADEFR
Name of major

OJERP OOMES [OJLIMS [IDCS [O# ofth Others
( )
O 72 LIN/A)

computer system

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

ITERERE 4 fiey 441 & in HA4 i e EhEmrop|

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

wE 5 EE OB, GMP FEAOFE (FOGEIIHEL L)
History of product recall or GMP non-compliance over the past 5 years (Please specify
details.)




