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HIFEART 3

Form 3
EEMBLETTHE S ERETH)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)
¥k £ H HBE
As of MM/DD/YY
8 oE O 4
Name of
manufacturing
Site
BT R
Address
[ RS ST ¥#%4 Name of the company

Contacts in H¥3¥E  Contact person
Japan Ban  Phone FAX
E-mail .
ZWEE S Accreditation No. MHBEESEHAA Date of initial
accreditation '
FREOHE  Expiry date RIEDFESr  Accereditation category

HEREH (— MEBF L E7r) Numbers of employees  (including part time employees)

EX =L A | B A | QCHHM A1 QAEM A
Total Manufacturing QC QA
department

BUET O RARH Responsible person of the Site
(Qualified person in the EU, or head of quality unit in other countries)

K4 Name

B Job title

%EiE Phone

E-mail

FAX




R EE (BA~ombR LR () TR

Number of manufactured products (Number of products exported to Japan should be

" described in parenthesis)

TRAE TR
- LT —RAEETRE | PR R RE
JFEE - RRE , VIR Iy
. Manufacturing
Manufacturing of of drug After Secondary
APlIs/Intermediates primary packaging -
Products : . .
packaging Labelng -
Storage
AliEm B
Number of
products
EAEEEEYE
High
pharmacological |
active
substances
A= rF
EmE
Peniciliin
antibiotics
BT E LT
fiEweE
3 -lactam
antibiotics .
5 1. EAeEE i%s{ L, bomEOAT oA FE, MREED L 5 @éﬁi’ﬁﬁﬁl%i%ﬁ%ﬁ? AMESEVD

2. JFEED A

o FEE - PEEOMICE

Note} 1.High Pharmacologlcal 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

TR ER A B ORI
Information of fh@ products subject to the insn ctio
B4 (FEEE4A HFRIERTTO EFA % ERTILESL D L RER RSSO
oo & ) e B AR ER R A e BA G 1A =] P e B A ter B
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) (MMNYY) (MM/YY) (MM/YY)




MRt ©

Information of the manufacturing site I

BhERT R E T B

Area of the site Area of the warehouse

R e TR B A M AR A

Area of the manufacturing facilities Area of the testing laboratory

MRERD EBLTCWAEE R a2 L AT A)
Information of the manufacturing site Il
{Overall function of major computer system adopted in the manufacturing site)

B¥ o Ea—Fk
VAT LDBFR
Name of major

'JERP [OMES [DLIMS [IDCS D%@@ikmﬁ
( )
O 72 UIN/A)Y

computer system

187 5 FRIOITBHRE D b O EOH
History of GMP inspections by regulatory authorities over the past 5 vears.

TR T PrNEp FE EHEENOH

Name of Inspection Name of Inspection Type of inspection

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

W% 5 EROENN, GMP FEEOEHE (FOHSIIRELTE)
History of product recall or GMP non-compliance over the past 5 years (Please specify
details.) '







