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The Rapporteur in charge of the membership
application of Japan / MHLW & PMDA &
Prefectures provided the Committee with an

oral update on the successful outcome of the
on-site inspection visit performed by the Audit
team, which took place on 9-13 September 2013.
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[t is recognized that there are acceptable methods,
other than those described in the Guide, which are
capable of achieving the Quality Assurance
principles of Good Manufacturing Practice. An
inspector should be open and able to assess whether
alternative methods and procedures meet these
principles taking into account the principles of
Quality Risk Management.
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B 3 DUET

EXREEMEE GIERERA)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)

TRk & A ABUE

#= 3

Form 3

As of DD/MM/YYYY
BUERT D4
Name of
manufacturing
site
BE AT OPTEH
Address of
manufacturing
site
(] A S S EFL
Contacts in Name of the company
Japan 245
Contact person
56
Phone FAX
E-mail
PEE BHFREFH B
Accreditation No. Date of initial accreditation
PE DR FE DX 5y
Expiry date Accreditation category

wEEEH (- MEEFEEZED,)

Numbers of employees (including part-time employees)

BREEBH B QC #M QA #Fd
Total Manufacturing QC department | QA department
department
A A A A
BERORLE

Responsible person of the site
(Qualified person in the EU, or head of quality unit in other countries)

K4 k4
Name Job title
i

Phone FAX
E-mail

WERBY (AA~ORMSERT () Tia)
Number of manufactured products (Number of products exported to Japan
should be described in parenthesis.)

<Ok
| BB
wE- s | w | DR R
Manufacturing of | Manufactur Aifterq; H
APIs/Intermediat | ing of drug , Secondary
es Products | Praty ackagin
packaging P .g £
Labeling -
Storage
LSETRYEE
Number of
products
mAEETE R
Highly bioactive
substances
=) IV 37}
EWE
Penicillin
antibiotics
p7745 L%
mAWE
p-lactam
antibiotics

) 1. BABEEDE LI, HOROAT B ME MAVEY | EEORNZT B A RE)
RARFEED D AHBAAO & 9 IRCERER IHEE T ADEEL ),
2. REOMIFICBL T, TRE - PRIk ORICEEE
Note)

1. "Highly bioactive substances" include strong pharmacological and/or toxic substances
such as some sorts of steroids (e.g. sex hormones, and strong steroids) or cytotoxic
anticarcinogens.

2. In cases of subdividing manufacture of APIs, please fill in the Manufacturing of
API/Intermediate column.
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RRA 3 OWET (DD

MEX &AL H ORI

Information of the

roducts subject to the inspection

GhH4 GRGE4 b | YRRERTTO YR RSP RGE o> | YRR RE TR
PFEEop Z &) U5 BH AR R PR A i 8 B A R ) ] PNt i BA A e
Names of the Commercial Marketing in EU | Marketing in J
products (Please | manufacture and US started | started from
specify English started from from (MM/YY) (MM/YY)
names as well) (MM/YY)

HEERIER O©

Information of the manufacturing site I
BUYE PIT HCHh h FE o ek i
Area of the site Area of the warehouse
SR it R T A TR A AR
Area of the manufacturing | Area of the testing laboratory
facilities

RSB AL TWAEERI L Ea—X LI X7 L)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing
site)
HERA 2 —H
b AT L DL F OJERP [MES OLIMS [DCS
Name of major [ DAl Others ( ) DM 72 L(N/A)
computer system

BE 5 FEROITBHEEE b DEROF E
History of GMP inspections by regulatory authorities over the past 5 years.

1TEORBA | RE XE5dh B 44 (B FEH )~ FE HI D> D)
Name of Inspection | Name of Inspection | Type of inspection
regulatory date inspected results (On-site/Desk-top)
authorities products

EWE 5 EMOEIR, GMP R#EEOHE (GO5E T IS4 FH, )
History of product recall or GMP non-compliance over the past 5 years (Please
specify details.)
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TEL : 03-3506-9446  FAX : 03-3506-9465

PMDAXR—ALN—Y : http://www.pmda.go.jp/
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