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Form 1

LBHUEFRICETIRAENRREZFICET IHE
Outline of Product(s) Subject to Inspection

PRk £ OH REUE
As of DD/MM/YY

FOEREEZ ORL (ENCH -
TiE, AL OREEDKA)
Name of

marketing authorisation holder

mn H 44

Product name

RIERT D4

Name of manufacturing site

RGP O FT{EHE

Address of manufacturing site

FAEXRMEFIZET 5 1EHR BYTHOICVRAZRBMLTIEI,
Information of product(s) subject to inspection
Please put X in the appropriate boxes.

RS ER - x| R RE L B —RE TR E TORE KD
Buildings, From APIs manufacturing to the primary packaging
facilities and et/
equipment Buildings:
O HH O J&H (—EEHEEt,)
Dedicated Shared(including partially shared)
RS X
Manufacturing areas:
O HH O J&H (—EEHrEte,)
Dedicated Shared(including partially shared)
R R P
Facilities and equipment:
O HH O J&H (—EEHrEte,)
Dedicated Shared(including partially shared)




kDT T (5 25T, ) | TS T 25812
I, T E T RS ED

When buildings, manufacturing areas or facilities and
equipment correspond to “shared (including partially
shared)”, please provide information of the product(s)
sharing them by putting X in the appropriate box(es).

O&AEEYE (bAEOATaA FE (EHLVES, I
PEDFRNAT v A &) CHIREED & D5 A D X 512
SRR SO 3w 2 AT 2 WE )

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

OX= U R PUAEWME OB 77 % L R514EWE

Penicillin antibiotics B-lactam antibiotics
O ERCIZEEY 72 L CBAR7Z2 L
None of the above Not to be disclosed

TREVIE TR O RIEIAR D fuak - it

Buildings, facilities and equipment in and after the
secondary packaging

O &5 O HH (—HEREET,)

Dedicated Shared(including partially shared)

BUE TR O#HIPH
Manufacturing
process

O R A s

Manufacturing of API intermediates

O R aE

Manufacturing of APIs

O JFEEO—H TR (RIEOKE)

Part of API manufacturing process (Milling of APIs, etc.)
O JFEED/N

Subdividing of APIs

O fAISE

Manufacturing of drug products

O ®WAO—MTE (WAOa—TFT 4 7%)

Part of drug product manufacturing process (Coating of
drug products, etc.)

O ®HKID/Ny (PTP @, A bV FESE)

Subdividing of drug products (PTP packaging, bottle
filling, etc.)

O e - R

Packaging/Labeling

O PR

Storage




4 T
Product
information

O A= 570 Bd7) %%
Biological product, etc.

O B 40

Modified release drug product
O U v PyESHA
Syringe injection drug

O ik

Infusion fluid

O By ARIEH

Powder injection drug

O DR W88 5 4
Lyophilized injection drug
O EHESA

Liquid for injection

O Zoft ( #il)
Others (dosage form :




Jr A
Information of
APIs

MF #I|H

MF registration
O#
Registered

O f%

Not registered

O Hr A 2Ry
New active ingredients
O BEAF A ZhE Sy

Existing active ingredients

O vrsF

Vaccine

O BfsEf . MfnkEEG A

Recombinant DNA technology-applied or cell culture
derived drugs

O P ik

Antiserum

O S/AEEEEYE (bAFEOAT oA N (AT, IF
PEDIRNAT v A RE) MREEOH 2503 AHO X 512
SRR SO 3w 2 AT D WE )

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

O =2V U RhitEmE

Penicillin antibiotics

OBT 7 ¥ LRHEME

B-lactam antibiotics

O ~ U RE

Heparin-like compounds

O b FECRE

Human-derived materials

A4 (FdE L LTo)

Crude herbal medicine (as API)

eZ I v

Vitamin

O BRRICEZE 72 L ( )

None of the above ( )

Sterile APIs
O FEME R K
Non-sterile APIs

O BRI

Products listed in Japanese pharmacopoeia
O |&mEsny)

Food additives

O Zoft ( )

Others( )




G R (R
#l)

O MEE#{EE Aseptic processing
O & 12 Terminal sterilization

Manufacturing O % dfth Others ( )
method (Sterile

preparations)

LS TR DR OF WA o AR— ZEH
Characteristics of |Introduction of design space(s)
manufacturing ORTZANY w27 U Y —25EE
process Implementation of parametric release

ORTRT Zffi Implementation of RTRT
ORIARNY w7 VY —25E
Implementation of dosimetric release
[JContinuous process verification
[JContinued process verification

O EFRICEY 722 L ( )
None of the above ( )
GQPESHE 74|00 F (BukoH e A H)

He S < Bk od
Agreement in
accordance with

Concluded (Date of agreement : DD/MM/YY)
O & (FRZ7 hagite,)
Not concluded (including draft agreement)

GQP Ordinance
Article 7
SRR AR (BEES DA FR

(R4 %412 |Name of the laboratory
T L) BRBAO T EH
External testing |Address
laboratory EEE

@if applicable) Telephone: Fax:

O JUkFAER

O HtLOMfisX  [Raw material test

(I n—T74t " [REr4
i) Name of the test:
In-house O TRENE R
Laboratory In-process control test
(including R4
affiliated Name of the test:
companies®) O HfarakBa
O A58 Release test
Contract SHERA, -
laboratory Name of the test:

* 70— VI B IREER SN & 5 56
* Manufacturers with their global quality control systems




B 1 0RHLDIER

SRR ERBIOR I B LTI, B OmORBRAT R & &R (7
B LIS S U IR T & & 1, Ik B BT B L
THMT 5 £ 5T LTS,

 SAEERBR R AR 2 R L TIT ) RBRIC Wik, TEEHRER ), [ TRNEHE
AR X THRRER ) OWTNiE S 3 2 EPTICiaE L T<7E 3, 2k,
By BIEAL R AKRERR (BEE) E0O TS KOV EXIIAE
W FLE S NSO SVERBRIC BT i b LT, =L, REE=
H ) TR DB AT SR A E T,

- [Continuous process verification] & [Continued process verification |
2B LTIk, ICH ®AIBRRICET 24014 FZ7 4 (Q8(R2). FDA A X
A @FEZSHLTIIZIN,

3 U.S. Department of Health and Human Services, Food and Drug Administration, CDER, CBER and CVM (ed.),
Guidance for Industry, Process validation: general principles and practices. January 2011
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HEXBEH (X— MEEFEEZTT,)
BIEFEB BLEE QC #8M QA HBFH
N N A A
MEEHE
K4 &4
A FAX
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B 3
Form 3
EXRMERHE GIESERA)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)

PRk £ OH REUE

As of DD/MM/YYYY

RAERT D4 B
Name of
manufacturing
site
BIYEFT O FTE
Address of
manufacturing
site
[ NS S EE g
Contacts in Name of the company
Japan iR

Contact person

e

Phone FAX

E-mail
RIER T BHFEFEHA
Accreditation No. Date of initial accreditation
O E DHIFR PRE DK Sy
Expiry date Accreditation category

WEEH (- MEEEEZETD,)

Numbers of employees (including part-time employees)

BIEEER ROEERM QC #BM QA #BM
Total Manufacturing QC department QA department
department
A A A A
BERTORMEE

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

K4 k44
Name Job title
A

Phone FAX

E-mail




fELER (BA~omMH BT () <°fit#,)
Number of manufactured products (Number of products exported to Japan
should be described in parenthesis.)

TREEET
B R | MR | el | B
- EIDN S = RE DI
Manufacturing of | Manufactur Aft S 1
APIs/Intermediat | ing of drug ter econdary
es Products primary packaging -
packaging | Labeling -
Storage

fEsh B

Number of

products

AR E

Highly bioactive

substances

N=2Y R

EE

Penicillin

antibiotics

BT & LR

LAEYE

B-lactam

antibiotics

) 1. SAMEMME L. HAEOATOA RE (EARLEL . EEOROAT o4 R5)
RLMEFNED & 2 FLA A D K9 IZHRWEIE SUIHF 2 AT 2WEEZ V9,

2. JFIEO/NGIFITE L TIE, THEZE - REE] OMICERH,

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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Information of the products subject to the inspection

mmHA GREE4A S | UxERTTo
itz &) B B A HRE ]
Names of the Commercial
products (Please | manufacture
specify English started from
names as well) (MM/YY)

Rz S P S S O
IR 16 A A RF 1)
Marketing in EU
and US started
from (MM/YY)

5 R BSE A O
PRIt 88 B A R 1
Marketing n
Japan started from

(MM/YY)

fEskiEE® ©

Information of the manufacturing site I

B P O h FE T o T A

Area of the site Area of the warehouse
RS R AR AR R A e R T A

Area of the manufacturing facilities

Area of the testing laboratory

MERIEHRO (FERALTWHIEERaVEa—F LV AT A)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing

site)

B/ o B a—H
b 27 ADOL4FR
Name of major
computer system

LJERP [IMES [ILIMS
(1% Ot Others (

LIDCS

) DA 72 L(N/A)

B|E 5 FEROITBHERED b DEROFE
History of GMP inspections by regulatory authorities over the past 5 years.

ITERERE | BRI
Name of Inspection
regulatory date
authorities

X5 H 4
Name of
inspected
products

(SRS
Inspection
results

FER D EH DD
Type of inspection
(On-site/Desk-top)

B/E 5 EMOEIN, GMP REEDFE (D% 32 2 i, )

History of product recall or GMP non-compliance over the past 5 years

(Please specify details.)
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- 1QC M (Quality Control) %, WEEHTE GGRERAHEYHE) 215
THLDOTT, —F. QA (Quality Assurance) 1%, SWERIEE 25
THOTT, WWEHM X TQCHEM & TQAHMI &izmiFoinETd,

- QC #BFH & QA I & 245 1 TV AW EIERTICB LTIk, SVEERFH & L C Rk
E¥% TQC HM ) MllcitdE L, TQA EFY) MlCIZ 0 A Eftd L TS 72 &0,
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ATE L TORRRBRIC OV TOZYFIHAZFLH L T 7ZS 0,
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ED, YHRLERTICB W THRIE SN TV AT RTORENICR D% Y FIE (I
SBR[ E DOELRIAR D FEE ETe,) ZFtdE LT &0,

- A E 5 FR DB, GMP fES oA OmEIZiE, AEPFEICELMEO
E0y, YUEZHEFTICB W THRIE SN TV AT R TOREL TR 530S FH 5 0
BERGOWEEATTEH L T EE0,

- TEIPERE e ) DIEICIE, REMEOREHLE N2 27 o L 5 DIZiEY)
IR RE R L T IE Sy,

T B4 OFGEEA & LR, B ETHEH S 23R4 2 iilil L T E &N,
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