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Attachment 3

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
[t is hereby certified that there is no discrepancy between the manufacturing process(es),

specification(s) and analytical test method(s) of (Product(s) subjected to inspection) in (Name of

manufacturing site) and the content(s) described in the Marketing Approval Document.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(The name of responsible person of the site) YYYY/MM/DD
(Title) Date
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Attachment 4

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
[t is hereby certified that there is no discrepancy between the manufacturing process(es),

specification(s) and analytical test method(s) of (Product(s) subjected to inspection) in (Name of

manufacturing site) and the content(s) described in the registered DMF.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(Name of responsible person of the site) YYYY/MM/DD
(Title) Date

(Name of DMF in—country representative) YYYY/MM/DD
(Title) Date
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List of Procedures, etc.

Attachment 5

Procedures, etc.

Name of procedure at the site

Procedure
Number

the latest Revision
(Revision date)

Explain why any
procedure isn’t set up
(if applicable)

Procedures for Hygiene Control of buildings,
facilities and personnel

Procedures for Manufacturing Control describing
Manufacturing process, Manufacturing facilities,
Materials and Products

Procedures for Quality Control describing Testing
facilities, Testing equipment, Test samples, Testing,
etc. (including Procedures for handling OOS and
Re-testing)

Procedures for Stability Monitoring

Procedures for Product Quality Review

Procedures for Supplier Management

Procedures for Management of Outsourced
activities

Procedures for Batch disposition

Procedures for Validation (including Procedures for
Process Validation and Procedures for Cleaning
Validation)

Procedures for Change Control

Procedures for Deviation

Procedures for handling quality information
(including complaint)

Procedures for Recall

Procedures for Self-inspection

Procedures for Training

Procedures for Documentation
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Form 1

LBRRNEFICHTHIAENRMEBFICRHTIME

Outline of Product(s) Subject to Inspection

£ H HEBE
As of DD/MM/YYYY

REIRGEES D4 (JENZH - T,

LR OREHO

marketing authorisation holder

K 4 ) Name of

ah H A

Product name

BUEFT D4 FR

Name of manufacturing site

BYEFT O FTAE Hy

Address of manufacturing site

SRR B ZIT B4 A 1E 8 Information of product(s) subject to inspection
FWUTAOICL BEFEHL TEEYY, Please put X in the appropriate boxes.

e, s XK, Rl
X% es Buildings,
manufacturing areas,
facilities and equipment

JFR LS A G e — IR AL EE TR FCORLE AR D RS ik - 5% kg
WL TR0 A ERHE L TS,

Please provide information of buildings, manufacturing areas, facilities and
equipment for use in processes, from APIs manufacturing to the primary
packaging by checking the appropriate box (es).

247 Buildings:

O HH O A (—HIEHEE T, )

Dedicated Shared (including partially shared)
#IE X Manufacturing areas:

O HH O EH (—HIEHEE T, )

Dedicated Shared(including partially shared)
RIS EMLSE Facilities and equipment:

O HH O HH (—HEHEE T, )

Dedicated Shared(including partially shared)

kG A TRGE I T I (3 HZ B T, ) IS T 056121,
ENELEH TR DNZ Y T A0V RAFLEL TIEEW,
When buildings or manufacturing areas correspond to “shared (including
partially shared)”, please provide information of the product(s) sharing
them by checking the appropriate box (es).
O R ABEEDE (HAEDOAT AR (HEAVEY  IEEOIRNAT
RA R %) ML EENE D B DHLDAFN D IR ERAEH X7
A9 AWE %) 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_R= VR PAME Penicillin antibiotics
OB F7XLZRPIEME B -lactam antibiotics
O E#tica% 472 None of the above
CIBA 72 L Not to be disclosed

* SR AE g S T (=B A S T, ) JICRS T2, A1 £




AT AN Y TH0OICL REFLHE L TZSWY, When facilities
and equipment correspond to “Shared (including partially shared)”, check
the appropriate boxes for shared products.
@ = 3/ Drugs
O EBEEDE (HAFEDO AT aA R (HER/vEr I5EOE
WAT 1A REE) O w3 D 8 105 AU F D I IR\ FE B H
XTHMEE AT OMESE)
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)
OR= VU RPUEWE Penicillin antibiotics
OB FZ7FL5R5U4EWE B -lactam antibiotics
@ GMP 415 75 S 72\ i
Products exempt from Drugs/Quasi—drugs GMP Ordinance
LVRBR*K Investigational Drugs
CIEh) F = 355 Veterinary Drugs
O & Foods
OISR e dm Al B A Agricultural Chemicals, Pesticides
& DA, Others ( )

O FEEIZE %472 None of the above
OBA7R72L Not to be disclosed

TRELEE TRRDARE O LS AR D % « X (iR -
Buildings, facilities and equipment in and after the secondary packaging:

O ®=H O EH (—EHILHEE T, )
Dedicated Shared (including partially shared)
BOE TR (- |0 RS EARdlE Manufacturing of API intermediates
720, —AHFEICHIR|O JREEELE Manufacturing of APIs
BHFFEOLHAIE, —Z |0 FEEOKHE Milling of APIs
XHROFPAD L 5% |0 JE3HED /Ny Subdividing of APLs
FC#R) Manufacturing O 5K, JFEE A (WCB &) DR Storage of APIs and/or

process etc. (Note: in
the case of the
application entailed in
application for partial
change of marketing
approvals, put X in the
only subject for partial
change)

Intermediates (including WCB%) * Working Cell Bank

O J5RDFER Testing of APls

O JFEIKDF Do TFE Other manufacturing process of API

O #4)85% Manufacturing of drug products (formulation)

O RAND—EF TR (BER|Da—T 427 %) Part of formulation process
(Coating of tablets, etc.)

O ®HO—wke2k (PTP w2k, ARV FEHESE) Primary packaging (PTP
packaging, bottle filling, etc.)

O BHF o —Ra LI TR - #2718 Secondary packaging and

subsequent process/Labelling

2L 7 BIRN DR Storage of Bulk products

I BRI DO PR Storage of Finished Products

& BUH DOFRER Testing of Finished Products

HIH| T ROF DM T F2E Other manufacturing process of formulation

it

Product information

A= WA 8R4 Biological product, etc.
R ETEA] Modified release drug product
VR A Syringe injection drug

Hiiif% Infusion fluid

¥y AR 1EHHA] Powder injection drug

Oooogooond

2




O WS Al Lyophilized injection drug

O IR ESA] Liquid for injection

O BER, 7' v Al BOR, JERIA . A SER . e

Tablets, Capsules, Powders, Granules, Tablets for Oro—mucosal
Application, Tablets for Vaginal Use

O #REH. Z70—280, SFREEH AL 7 LAl

Ointments, Creams, Liquids and Solutions for Cutaneous Application,
Suppositories for Rectal Application, Gels

O W AH], W A7 — L& Inhalations, Metered—Dose Inhalers

O AHRFA. IR#KE % Ophthalmic Preparations, Ophthalmic Ointments
O ALfT4| Patches

O A7 —Hl|., A A7 1L —HAl Sprays for Cutaneous Application,
Sprays for Oro—mucosal Application

O BOEAL a7 Al DAL A

Liquids and Solutions for Oral Administration, Preparations for Syrups,
Liquids and Solutions for Oro—mucosal Application, Enemas for Rectal
Application

O &S HA, 55K Ear Preparations, Nasal Preparations

O #OEBU—HA Jellies for Oral Administration

O #MHIEFA] Solid Dosage Forms for Cutaneous Application

O BB HEETEA, = - E A, I 4454 Semi-solid Preparations
for Rectal Application, Suppositories for Vaginal Use, Semi—solid
Preparations for Oro—mucosal Application

O RAI, Z5A, =3 2K Pill, Teabags, Extract and Fluidextracts

O RS AI, = - BUA, 2041 5B RA, pi A4

Spirits, Infusions and Decoctions, Tinctures, Aromatic Waters,

Fluidextracts
O it ( #l)) Others (dosage form : )

ZE Sicgc

Information of APIs

MF %] H

MF registration

O A Registered

0 % Not registered

k ZOPENID, YT DL 0%E DO EITEECEINL TEE,

*k Please put X in the appropriate boxes from this area.

O Y2ZF > Vaccine

O Es ez | MfusE s H

Recombinant DNA technology—applied or cell culture derived drugs

O $HLifLiE Antiserum

O mAEEYE (HOFEDOAT oA NE (MERLVE S JEEDRVAT B
AREE) SPHIBR FEE D HDHLH AFN D IR ERERVE F U332 A4
LWE )

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 NX=UV R PrAEWE Penicillin antibiotics

O 775 LR LAY E B-lactam antibiotics

O ~ UL AEY)’E Heparin-like compounds

O ehEEYE Human—derived materials

O 3K (JLFE L L TD) Crude herbal medicine (as API)

OB 43 Vitamin

O EEIZEZ 4721 None of the above ( )

O M3 Sterile APIs
O FEEEE I Non—sterile APIs




O H /FUNE &L Products listed in Japanese pharmacopoeia
O &I Food additives
O Z D4 Others ( )
flE Yk, BGRR[0 MEEEEYE Aseptic processing
R ! O I #&PK# % Terminal sterilization
Manufacturing O %A Continuous Manufacturing
Process, characteristic |[J 7 %A A~X—2A Design Space(s)
of Manufacturing O "I AN Z7YJ—2R Parametric Release
Process? O RTRT
0 R AR) 7YY —2A Dosimetric Release
[0 Zofth Others ( )
- FEHFH R & D BS O ZHEE AR 23 (Faim R, (5 H7%) 2 FMEL 70 H Pre-consultation or Simple
FoM BN B IR consultation about PACMP (52 f4#& %5 Reception number )
4B [0 BTG ES AK TG AK E (52443 %5 Reception number )
In relation to all kinds of O BE@m# i A Notification for fast-track review (& 1 % 5 Issue number )
consultations O GMP/ QMS fé& 55 B GMP/QMS Simple consultations * (3% £+ 2 Reception
Other information relevant number )
to the application O] FKGIER Y LRI Pre-review consultations for approval (GMP B& I3, Yk BEHOEEEERH-

O V~NTREM T DI AL RS
HLIAZ H | FHRRFE A R OHE SR O
PR R L T B T I SRR R
& MR (5 & ARG E O UM R
L THEH L TLEEWY, ) (* In the cases
corresponding to A) to C), please submit
either of following documents as an
attachment of application.

+A Document describing the date of
application for consultation, name of the
applicants, and abstract of the answers.
*A copy of the request form of the
confirmation of abstract of the result of
simple consultation.

O

0

T84 For the applications having special information related to GMP inspections that are unique to the products)” (5% <)
# 5 Reception number )

CHEEMOKREERIIT S GMPE AR EOER RO ZF IOV T (WEE
B B (A SH O FRTR AT 5725 B When the forms are submitted in advance
based on the Administrative Notice by the Office of Manufacturing Quality for Drugs, PMDA,
“Confirmation of the progress of GMP inspection for the new drug approval review” (52 -} & =&
Reception number )

ZFOMOIFEZEIA Other items for consultation” ( )

T ANRNY T —gr

D FE SR GE 1386 &

PR DA TR A
%)

PV status

(If a regular inspection,

it’s unnecessary to fill

O Sz hlEaR  FEE R — L e 3 Ny T DS TPV 2 E L7z,
MIFFEMTHTETHD, (EiA > F HAxrb H)

PV was (will be) conducted under the following conditions: Use of]
commercial batch production equipment/ Commercial batch scale /

Continuous 3 batches.

(Date": MM/YYYY~MM/YYYY)

O 52idEtds ERER 7 —v /e 3 /3y F LSO R T PV & 3
Ui, UFERTHTETHD, (FEhiH: F Arb  A)

in.) PV was (will be) conducted under the other conditions. (Date:
MM/YYYY~MM/YYYY)
GQPASHETHRICE S |O F HYLH H 2SS A H)

<HiR

Agreement in
accordance with GQP
Ordinance Article 7

Concluded (Date of agreement: DD/MM/YYYY)

O

I (NT7MeE T, ) (RO TER

£ )

Not concluded (including draft agreement)

(Expected date of agreement : DD/MM/YYYY)

YRS OWE TRBNT IO TREZ A0, DIV Raif L TlZauy,
2 Please put X in the appropriate boxes only if the manufacturing process of the site has any of these

operations.

3 RARFERICRE/mMOSAIX, FEhTEH 2R L T 7Z30,
3 HAHEERFICRFEM OSAIT, FETEHA 2R L T EE W,

4 If PV is not completed at the time of submitting GMP compliance application, please write a

scheduled date.



ANERBR RS ° (BRI D4 B Name of the laboratory:

(FIAT 2561508 (BRI O FT{EH Address:

TH2L,) a6 Telephone:
External testing O JFEEER Raw material test
laboratory® B4 Name of the test:
(if applicable) O TREANEHEER In—process control test

R4 Name of the test:
O HfartBR Release test
R4 Name of the test:

MR AR AR B AR D R O IRVL (GMP A58 11 56, GQP BB 7
FIFRDERDEE T, )
External testing laboratory: Agreement (concerning GMP Ministerial
Ordinance Article 11 or GQP Ministerial Ordinance Article 7)
OfF BukHH: 4 A H)
Concluded (Date of agreement:DD/MM/YYYY)
O (77 ate, ) (kO TER: £ A  H)
Not concluded (including draft agreement) (Expected date of agreement :
DD/MM/YYYY)
Hyﬁ%&)m ?ﬁ%@ Name of the counterparty:
O #2428 Manufacturer
ORISR e 364 MAH
L& DAt Others ( )

HU D OF E NS 13F D FE H Describe the reason in the case there is no

plan of concluding agreement. .

SO AR TARD BFEICR T BIAL 1 5 2. JEf @B 23 2008 (1) = Nl & MR A HEHE A3 4%
T3 HER D1, ARG B ST K CRGEFIE O B F I EHOLBY, Ytk TG o4
) RO RGEFT O FTTE R M IR T e O RS T O ) 2 Fedki L. [T B AR | Ol TR At G D
S ERER MBI B D F AR L TN,

%When an application is for an external testing laboratory, the“contracted manufacturer information” should be
filled in the space provided on “Name of manufacturing site” and “Address of manufacturing site”, and, the
“external testing laboratory information” should be filled in the space provided on “External testing laboratory”,
respectively, as mentioned in Apendixl No.2, (Note of) 1. Outline of Product(s) subject to Inspection of
“Documents required by inspection authority”, 2-8(1)—d, Chapter2, Enforcement Notification.

5 SMNHRRBR A ORI L TR, G258 I MAZBM L TRHBT D LI LT 7EEN, ¥
7o AN ERR A A R H U CIT 2 BRBRIC Wik, THUEIERER ) T TR BERER ) UL THATERER)
DOWTIPRE T LERICRML T EI WV, 2B, AR BIEA, EHHKEERR (B &0

Ty B OV B XAIAE ) MICEE S 7ol O SWERBRICE T 2 il b L BT, 72720, REE=
& T EIR DB AT 2 FHII AR E T,

6 If there are multiple laboratories, please add the column as you needed. Please breakdown the

outsourcing tests to “Raw material”, “In-process” and “Release”. Do not forget to put all external

laboratories where conducting all tests indicated in application (eg, API, excipients, WFI etc.).

Exclude the laboratories which conducting the Environmental monitoring test (eg. Microbial test,

Identification of bacteria etc.).
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1 55 AR St SR 22 B R
FHEO L HIHEEORTE R
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O s En st ih B (B A )

GMP/ QMS fli B AR#R M B Y (A& )

O 7KGRGEE T EFANHRGMP AEICEET 5, Y% BEFE D
(GEFENH TGP (Z &5 )

O DHrEF G OAKGREA R 23815 GMP jiE &M A o R I
DREFBFNTHONTY (BB B H B A ([T SRR F
AR EI T B (A& )

O ZOfOEREE © ( )

[

TakANY T —a
NLRES) V/NVACiE b
HEYEFREDOSG AT
WAL, )

O Ffldas FRER T —v /il 3 Ny T OLMT PV 25
MEL7=, ULFEMETHFETHD, (EhEH > & Ard  H)
OSERIERESS RRIE R r— L g 3 Ny FLISOSMET PV
EEMLTZ, IERTHTETHD, (FEwH: £ Ans A)

GQPEDHE T 4RICE | DA HWHH: # A H)
SR D O (Fo7 N egte, ) BukOTER: 4 H  H)
SRR AR © | B4 R
(FIHT 25681 C50# [ =
L

CREEAER

R4
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R4,

O H ek

a4,
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RO A4
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O R 5 364
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£ R

b DT ENEENIEE XL O

SOMRRBIR AR RO FEICR VT, BIRL 1 26 2. iefTi@me2s 208 (1) = A
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DEFEY, YiLkk o TG O£ FR ) K O\ RGEFT O FrfE ) M2 i13 N ZFton o B i O fF ) %
RO L, MR BR R A B B | ORI TR A kT R OB E IC B 2 A FEH L <72
U,

2 PAEHFERHCREROSL AL, T FEH 2R LT 72 E0n,

3 AERERBR ARSI ORI LT, B 258 i3 e B il s koL TL

FEV, F, AMTRBRAEME AR LT O RBRic o T, TERERER ) . T TRANEEE
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DUNS &5 (tRALTWDHH)

HEEH (R—MEEZE ST, )
BNEEER IS Y QC HiFH QA

p
=
~

~

MEEEE

K4 44
T o FAX
E-mail

REFTCREL TWBTRTOEBE (TRTORBEON, AMTORBEE( )N
IZEEER)

(f51:50 & B BIEL TRY., 50 5B DKW 10 5 B B3 AT oS : 50 (10) )
JREE - FR A BIFAUE TR | —WeETRE | “WRaETRE

LI LUK - R - I
B DI

i B 5
* FRRim B 0oL, TiEaaH 3 50m B 5 it#,
EAEEIE Y E

N YR

g

B TU8LRPUEY

s
A

) 1. mAREEYE LI, HOEOAT A RNE (AL JEMEDOIRNAT oA RE)
AR EEDOH DTN AT DO INTIRNIEEEH I Bm a2 H T2 EEEZ V),
2. JFEED/NPFICEIL T, TR - A ORI 2GRk,

AR XIS e B DR
i H 4 F 7213 R A4 WL T C 0 B B AR IRE ]
fEEF RO

PURARLEFTO SWF 23, ASUICTAT 2 2 TOMREMRET 25513, AREUIRNET, SWF (1A
RIXHEEE) DT LOWIME b o THHRRICRA S 2 L8 aTHETT,

WLRIEFT O SWF 23, ARRUCTLAT D WO HAMBIRET 25 81%, SWF (B ARG UTHGH) OF L ik
772K & & bic, S ICE i RE RIS A L T2 &0,
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|

HEFER O, EADPREA DR TR, FEOWRZFHMICTTR L T &0, #ilZiE, KE Fpa
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(FEH)
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Form 3
EXRMERHME (G ERERA)
Outline of Drug Manufacturing Site?
(Foreign Manufacturing Site)
£ A HIIE
As of DD/MM/YYYY
RGO FR
Name of
manufacturing site
B FT O BT A
Address of
manufacturing site
] PN ELA St 344 Name of the company

Contacts in Japan EBZE4 Name of the department
$H324 35 Contact person

Phone FAX
E-mail

TE R

Accreditation No.

RE DX 5y

Accreditation category

DUNS F & ((RAELTWD5H)
DUNS number (f you have any)

PEXRRB (N —MEESEZE T, )

Numbers of employees (including part—time employees)

EXTEI =P B QC #hM QA P9
Total Manufacturing QC department QA department
department
A A A A
REFTOBRLEE

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

K4 &4
Name Job title
E5n

Phone E-mail

L Mg libaT o> SMF 25, ARERICEAT 52 TONHE MR 2541, AERUITIREE, SMF (H AGEXITH5E)
DE LRI E S > TYHZFEAUTRZ D Z L3 FHETT,

Y ELERT O SMF 28, ARERICRAT 2 - ol &2 MET 258135, SMF (AARGEXITHRGE) 05 L a2
<L &bilz, SMFITHEENRWEREHENCHALTIES U,

2 In the case that SMF of the corresponding manufacturing site covers entire information for this format, a copy of
the SMF (either in Japanese or English) can replace this format.

In the case that SMF of the corresponding manufacturing site partially covers information for this format, please
submit a copy of the SMF (either in Japanese or English) together with this format filled out with the information
not included in the SMF.




REFFCREL TWBTRTOEBE (TRTORBEON, BAMITOMBEEZ( )N

IZEEER)

(f51:50 & BBIEL TRY. 50 S B DN 10 B A BARMAETOES: 50 (10) )

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

in parenthesis.)

(eg. If the site manufactures 50 products and 10 out of 50 products are exported to Japan:

50(10))
TR TR
—WEEET | DI FoR R
e IJ l I E A Var
k- R e L DB
Manufacturing of & After Secondary
. of drug . .
APIs/Intermediates primary packaging*
Products . .
packaging Labeling*
Storage
fE S B
Number of products
AR E
Highly bioactive
substances
=V RGUAEY
T
=
Penicillin antibiotics
B TU7% Ik
PLAEwE
B —lactam
antibiotics

) 1. @ABEEE L, BHOFEDOAT A RNE (MR, IEEOIRWAT oA R &) Of oz
DHDPLIAHND IR IREE ] X332 A T OWEEE2 ),
2. JFEEO/INFIZBEIL Tk, TR H AR ) oMl 2 Fea,

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

RS P RE S DRK
K7t 168 A A RE 4]
Marketing in EU and US
started
(MM/YYYY)

from

column.
FAA G B DRI
Information of the products subject to the inspection
i B4 ROV, | M RERTTO
(HFEAD 5 BR AR R 1]
iAoM) Commercial
Names of the manufacture started
products and APIs from
(Please specify MM/YYYY)

English names as
well)

YL REPT RSSO
PRI 188 B A R
Marketing in
started from
(MM/YYYY)

Japan

faEfE# O




Information of the manufacturing site I

G PO R B

Area of the site Area of the warehouse

U e AR 1 AR AR R A e R T A

Area of the manufacturing facilities Area of the testing laboratory

HEREBRO EAL CWIEERIVEa—F bV AT L)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing site)

BEEpa o —H
AT LD FR Name of
major computer system

LIERP [IMES [LIMS [IDCS
L& DAt Others ( ) OfFE A7 L(N/A)

BE 5 ERDOITBHERE O DEZEDOF E
History of GMP inspections by regulatory authorities over the past 5 years.

1T BB 4 iy 551 kPG H 4 (S FEHHE DR
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results? (On-site/Desk—top)
authorities products

WE 5 FFDOEIL, GMP ANEE DFE (A OGA I ZITEA TR, )
History of product recall or GMP non—-compliance over the past 5 years (Please specify
details.)

SESEROTANL, WA R ANDH T/, FEDRRAZEMIC R TZSW, B2, KE FDA 2T, 7—=
YTV E=RRAELTG AR, O EHRHEL TTEE W, Rl OBEIE. TINEZE 5 FMOEIR, GMP A& 0 #E | (2B
TR G L TLIZEN,
(FE#p)

BRE

ESTiE

V== L E—H/Y (2D EE)

YRS
* 1n the Inspection results column, please indicate the detailed situation. Do not write just as Compliance/Non—compliance.
For example, if a warning letter was issued by US FDA, please indicate it clearly. In the case of non—compliance, please indicate
the detailed situation in the column of “ History of product recall or GMP non-compliance over the past 5 years” at the bottom.
(Example)
Compliance
Non—compliance
Issued Warning letter (It was determined as Compliance afterward.)
Corrective actions are in progress
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Attachment5 List of Procedures, etc Attachment5 List of Procedures, etc YLER DOEIE

Procedures for Hygiene Control of buildings, facilities and Procedures for Hygiene Control of buildings, facilities and

personnel personnel

Procedures for Manufacturing Control describing Manufacturing Procedures for Manufacturing Control describing Manufacturing

process, Manufacturing facilities, Materials and Products process, Manufacturing facilities, Materials and Products

Procedures for Quality Control describing Testing facilities, Procedures for Quality Control describing Testing facilities,

Testing equipment, Test samples, etc. (including Procedures for Testing equipment, Test samples, Testing, etc. (including

handling OOS and Re-testing) Procedures for handling OOS and Re-testing)

Procedures for Stability Monitoring Procedures for Stability Monitoring

Procedures for Product Quality Review Procedures for Product Quality Review

Procedures for Management of Supplier of Materials Procedures for Supplier Management

Procedures for Management of Outsourcing contractor Procedures for Management of Outsourced activities

Procedures for Management of Release Procedures for Batch disposition

Procedures for Validation (including Procedures for Process Procedures for Validation (including Procedures for Process

Validation and Procedures for Cleaning Validation) Validation and Procedures for Cleaning Validation)

Procedures for Change Control Procedures for Change Control

Procedures for Deviation Control Procedures for Deviation

Procedures for handling quality—related information (Complaint) Procedures for handling quality information (including

Procedures for Recall complaint)

Procedures for Self-inspection Procedures for Recall

Procedures for Training Procedures for Self-inspection

Procedures for Document and Record Management Procedures for Training

Procedures for Documentation
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