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Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)
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manufacturing —
Site
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Address
[ R A %4 Name of the company
Contacts in H4¥E Contact person _
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FREDHIR Expiry date ' BWEDKSr  Accreditation category

HEHER (S— MEESH S Tr) Numbers of employees (including part time employees)

EXE =
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HFEERFR A 1QC ‘EEF'Q A | QA B A
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BLEROREE Responsible person of the Site
(Qualified person in the EU, or head of quality unit in other countries)
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%Ef5 Phone

FAX

Frmail




B A (BA~omE&GEEE () TER)
Number of- manufaqtured products (Number of products exported to Japan should be
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Manufacturing of
APIs/Intermediates
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Manufaéturing
of drug

Products
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After
primary
packaging
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Secondary
packaging *
Labeling -
Storage

BELE R
Number of
products

ST EME
High
| pharmacological |
active
substances
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Penicillin

antibiotics -
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B -lactam -

antibiotics
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Note} 1.High Pharmacological active substances{e. g certain steroids or cytetoxic substances)
2. In cases of subdividing manufacture of APIs, please fill in the Manufacturing of API/Intermediate column.
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Information of the products subject to the inspection
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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
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Area -of the manufacturing facilities Area of the testing laboratory

CERERO ERL TV IEERIVEa—F KV AT A)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing site)
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.Name of major O % LON/A)
computer system _
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History of GMP inspections by regulatory authorities over the past 5 years.
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Name of ' | Inspection Name of Inspection Type of inspection

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

1% 5 FMOE, GMP FEAOHE (FOBATEELER)
History of product récall_ or GMP non-compliance over the past 5 years (Please specify
details.)




