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Form 3 : |
EEmBEFTHME OERERA)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)
¥R £ A BEE
As of MM/DD/YY
% B 4
Name of
manufacturing
Site
ofE
Address '
E P ##2% Name of the company
Contacts in 843 Contact person ‘
Japan #®an  Phone 7 FAX
E-mail :
WEES  Accreditation No. : LB EFAB Date of initial
o accreditation '
REDCHIE Expiry date ' FEDKS  Accreditation category

PERRY (3~ MRS bAT) Numbers of employees (including part time employees)

EREERK

| Total

A

AR A | QC#RF A | QA ERFS A
Manufacturing QC ' QA
department

B OB Responsible person of the Site
{(Qualified person in the EU, or head of quality unit in other countries)

K4 Name

T4 Job title

E35 Phone

FAX

E-mail
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Number of manufactured products (Number of products

described in parenthesis)

exported to Japan should be

APls/Intermediates

JREE - ik
Manufacturing of

AT
Manufacturing
of drug
Products

—REETE
LA
After
primary
packaging

ZREIERTTRE
IR - #7R - RE
DI
Secondary
packaging *
Labeling - .
Storage

sl B K
Number of
products

AT E
High
pharmacological |
active
substances

R= ) E
mEmE
Penicillin
antibiotics -

BT7 7% L%
HiAEDE
B -lactam
antibiotics

) 1. BEAEBERRE LT, bOEORT o4 FE, HEFEEO X I WG EEEHXIEREZT T 2HESE VWD
2. FEDNGrek, FE - PREOH#HCRE ‘
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.

FaEE R ek B ORI

Information of the products subject to the inspection

B4 (4D HEBERTO WHALETRLER D | BHELEIRLER D
stz &) HLER AR K K e 28 B 2 A [ PR I8 B i e A
Names of the . Commercial Marketing Marketing

products (Please manufacture in BEUand 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

FISETRCH y=i ATy

Area of the site Area of the warehouse
ELEHERR I ' AR I

Area of the manufacturing facilities Area of the testing laboratory

HERERO WAL TWHEER 2V E 2 —F LY AT Ah)
Information of the manufacturing site IT
(Overall function of major computer system adopted in the manufacturing site)

FBEpavEa—2{ |
o2 F b OAT %mm DMHitmmm ODCS O dff Others

-Name of major O B 72 L(NJA)

computer system

WE 5 FEROITEEEE» b OEZOHE
History of GMP inspections by regulatory authorities over the past 5 years.

TSR = R 8 B4 &R EHH T DR

Name of Inspection Name of Inspection Type of inspection

" regulatory date inspected results (On-site/Desk-top)
authorities products

WE 5 EROEIN,. GMP FEGOHE (FOBAIEE )
History of product recall or GMP non-compliance over the past 5 years (Please specify
details.)




