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1. DOCUMENT HISTORY (CrEEEE)
Adoption by the PIC Committee of Officials of PH 4/93 22-23 April 1993
Entry into force of PH 4/93 April 1993
Entry into force of PE 008-1 1 November 2002

2. INTRODUCTION (XL ®iz)

2.1 The Site Master File is prepared by the pharmaceutical manufacturer and should contain
specific information about the quality management policies and activities of the site, the
production and/or quality control of pharmaceutical manufacturing operations carried out
at the named site and any closely integrated operations at adjacent and nearby buildings.
If only part of a pharmaceutical operation is carried out on the site, a Site Master File
need only describe those operations, e.g. analysis, packaging, etc.

Site Master File (%, EFMELEEHRPER L, RO, PiERERE 522 2 &,
- BHELEFTT O ME~ RV A o M L OVER)
« ZTOFE SN BGEFT TIThi T % EHE L G R O lEE P
BIO (13 SWEEH
BT @M L ORHE LI TO, BEEICEET H1E%E
b L, TORERT CEEMBGEERO o OH (BT, 5, 1dnd) 217> Tn5
72 51E, Site Master File |3, TAUIKERMEED A ZFRT LI L TRY %,

2.2 When submitted to a regulatory authority, the Site Master File should provide clear
information on the manufacturer’s GMP related activities that can be useful in general
supervision and in the efficient planning and undertaking of GMP inspections.

ITEBCA SIS 2556, Site Master File 1%, 2SS4 OGMPRIEIFE)IZ SV T O fif
eiEWmAE 5252 &, D% D Site Master File 1%, —fxAJ7e i (general supervision) &, GMP
BERONHRAVRGIE & Tz + 5 ETHERIERE T2 D2 L,

2.3 A Site Master File should contain adequate information but, as far as possible, not
exceed 25-30 pages plus appendices. Simple plans, outline drawings or schematic layouts
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are preferred instead of narratives. The Site Master File, including appendices, should be
readable when printed on A4 paper sheets.

Site Master File 1%, @72 fFHAZFZIrZ &, UL, AIREZR[RY GRIE : AL A4 14 X
THRI2ZS30H & LT, THUSHBEEZ ST D2 &, WREHO B D (narratives) LV &, filife
P, B, SO WITRAN R LA T U MO T AHEE TS,

The Site Master File should be a part of documentation belonging to the quality
management system of the manufacturer and kept updated accordingly. The Site Master
File should have an edition number, the date it becomes effective and the date by which
it has to be reviewed. It should be subject to regular review to ensure that it is up to date
and representative of current activities. Each Appendix can have an individual effective
date, allowing for independent updating.

Site Master File |3, #EEFDMWE~ R —V AL VAT MRS HLFFHO—H L LT,
MOVBIZE U TT v 77— 9% Z &, Site Master File (%, SGThHRE. AL E, B
NEDREL (LEa—) ZLRTHIERORWHIIRE ZRE#ETLS 2L, THRsh, 7o
BATOEHZREL TWD ZENEELRD I DI, EMWRLE2—%2%105 2 &, &1
J&# (Appendix) (X, HANCHZHEZ O L, B, ML CTEHT 2 Z LTSNS

GRIE),

AR ATBE (Appendix) (358 ENKRD HRERE SN TWAH DT,
HEOCELEZZHRTILLEOERTH D,

3. PURPOSE (H )

The aim of these Explanatory Notes is to guide the manufacturer of medicinal products in
the preparation of a Site Master File that is useful to the regulatory authority in planning
and conducting GMP inspections.

Z O E (Explanatory Notes) @ HAJIE, EIMOMIEIEFE ) Site Master File Z{Fk 7 %
DIz, H#tE 5252 L ThDH, ZO Site Master File 13, 1THYJH 0 GMPEZL D
ERIBIZHIZ>THRBR LD LT RETH D,

4. SCOPE (i FH#apH)

These Explanatory Notes apply to the preparation and content of the Site Master File.

Manufacturers should refer to regional / national regulatory requirements to establish

whether it is mandatory for manufacturers of medicinal products to prepare a Site Master
File.

B OFBR EIX, Site Master File DOERY & NAIZxF LT &4v5, Site Master File #1{E

T % Z &3, EEMOBIEREF I L > TEMREH N E O D EiET 21203, FEOITBCRY
ROERZZHRT D2 L,
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These Explanatory Notes apply for all kind of manufacturing operations such as production,
packaging and labelling, testing, relabelling and repackaging of all types of medicinal
products. The outlines of this guide could also be used in the preparation of a Site Master
File or corresponding document by Blood and Tissue Establishments and manufacturers of
Active Pharmaceutical Ingredients.

L OBATEDL, 2 TOMEBOELRELORE, tliE s FoR, R, BT (relabelling) &
2% (repackaging) D X 972, HH W HRIEFEITH L TEMA SN D, ZOH A FOBEIL,
Site Master File, & 2\ MIM#EF L OHLEK O THaRk COARY 35 LEDIERICKH LT, %7z
Ji#E  (active pharmaceutical ingredients) DREHEF TR L CH EEH SN D,

5. CONTENT OF SITE MASTER FILE (A b - ¥ A% — « 7 7 A )LD HIK)

Refer to Annex for the format to be used.
T > ERC O VT EEESHR I NV,

6. REVISION HISTORY (Z4ET/EEE)

Date Version Number

1 November 2002 PE 008-1 Revision of format (in line with SOP on SOPs) and introduction; delete
reference to the Site Master File as being Part B of the PIC/S inspection
report; new point C.5.3 on reprocessing/rework; better distinction between
Quality Assurance and Quality Control; explanation of abbreviations; minor
editorial changes. All changes adopted at PIC/S Committee meeting on 8

October

1 July 2004 PE 008-2 Change in the Editor’s co-ordinates

25 September 2007 | PE 008-3 Change in the Editor’s co-ordinates

1 January 2011 PE 008-4 Simplification of the document and implementation of requirements related
to quality risk assessment policy
CEOMFMBLOWEY A7 T2 A A F NI L7 2ko
iV QIBVZS

&k sk
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Annex to
PE 008-4
CONTENT OF SITE MASTER FILE
A b ~vAE— T ANDHR

1. GENERAL INFORMATION ON THE MANUFACTURER
BEIZONTO—RITER
1.1  Contact information on the manufacturer ~ {B3£ &E{E %2 & 572D DIF#H
1.2 Authorised pharmaceutical manufacturing activities of the site.
FZELERT OITBCY I K0 §8 T S A7 [ FE AL SR E)
1.3 Any other manufacturing activities carried out on the site
WRLBLET T 7220 T 2 o0 S TE E)
2. QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURER
BEORE~ IR —V AL VAT b
2.1 The quality management system of the manufacturer
WYEHREOME~Y R —V A MV AT LD
2.2 Release procedure of finished products  #i f& 8 5 D Hifif FIE
2.3 Management of suppliers and contractors
AR EE B LOZFEE O~ RV AV b
2.4 Quality Risk Management (QRM) BE Y A7 <X T A K (QRM)
2.5  Product Quality Reviews ImmE L E2— GRIEFE &kl B 2—)
3. PERSONNEL % B
4.  PREMISES AND EQUIPMENT  fiig% 3 L OW&eR
4.1  Premises i FX
4.1.1  Brief description of heating, ventilation and air conditioning (HVAC) systems
723 (HVAC) ¥ A7 AOfEER ALl
4.1.2  Brief description of water systems #UFEFHIK > 2 7 A O FE A2 FLal
4.1.3  Brief description of other relevant utilities, such as steam, compressed air, N», etc.
MOBEST 22— 4 U T ¢, BIAIEZERK, EHEZER. NoZg & DR
FLIR
42  Equipment % 2%
4.2.1  Listing of major production and control laboratory equipment with critical pieces
of equipment identified should be provided in Appendix 8.
TR NSRS JOE R T A S (RE LcBEESLEET) U R b
% . Appendix 8 ~DHEH
422 Cleaning and sanitation 2 V—= 27XV =7— =z
423 GMP critical computerised systems
GMPLOEE /R a Y Ea—H « VAT A
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5 DOCUMENTATION CEL
6 PRODUCTION # &

6.1
6.2
6.3

Type of products L OFEH
Process validation Z'mt&A « N F— 3
Material management and warehousing  JFUMEHE BLES L OV A4S B

7.  QUALITY CONTROL (QC)  &WEEFE (QC)
8.  DISTRIBUTION, COMPLAINTS, PRODUCT DEFECTS AND RECALLS
Bk, EEALRE, B R e K OVMENY

8.1

8.2

Distribution (to the part under the responsibility of the manufacturer)

fidx (BUEEHEOREMETICH 2E5)

Complaints, product defects and recalls - FLEE, L5 K Ffads L OMEIUR

9.  SELF INSPECTIONS H Ok

Appendix 1

Appendix 2

Appendix 3

Appendix 4

Appendix 5

Appendix 6

Appendix 7

Appendix 8

PE 008-4

Copy of valid manufacturing authorization A %h7c8iE () FFAlEOE L

List of dosage forms manufactured including the INN-names or common name (as
available) of active pharmaceutical ingredients (API) used
HELTWDAO Y 2 b, ZHUZiE, ERARUZ SN T, ] L2
INNA iz & Te

Copy of valid GMP Certificate ~ A %)72GMPFEE D = &7 —

List of contract manufacturers and laboratories including the addresses and contact
information, and flow-charts of the supply chains for these outsourced activities
FAORIESHEB LRI RZEEEOV 2 b, ZHICIIAHEERE, B X
CZN OINBEFEEIC OV TOWRIGTF == D7 —F ¥y — bz @05

Organisational charts FHAE

Lay outs of production areas including material and personnel flows, general flow charts

of manufacturing processes of each product type (dosage form)
FOEDRIRD LA 7 7 K, AT, AR E AOBIHRIN ., A& RS ORI ()
) ORGET v 2D~ RIRIENHZE D %

Schematic drawings of water systems HFEH K T 2 7 A DFLH

List of major production and laboratory equipment

T 2 TERMERS LT RGO Y 2 b
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PA b e vRE— - T7 A VOHNE

1. GENERAL INFORMATION ON THE MANUFACTURER
BT DN T O —RAITE

1.1 Contact information on the manufacturer
¥ LA & DD DEHR

- Name and official address of the manufacturer;
DL L AR FETT

- Names and street addresses of the site, buildings and production units located on the
site;

BOERTOA PR L I, YEZRGERTICATE S 2 @k K OVEERP O4Frds & OMERT

- Contact information of the manufacturer including 24 hrs telephone number of the
contact personnel in the case of product defects or recalls;
EEA~OMKETE, ZHUSE, R KRKH 5 \VIFEIROE 5 MR A 0D 240 R LA T
EERE e At

- Identification number of the site as e.g. GPS details, D-U-N-S (Data Universal
Numbering System) Number (a unique identification number provided by Dun &
Bradstreet) of the site or any other geographic location system.

BT 2 R T 28T, BIAIR, MERIEFTO TRLO L D 2R 1E R
[GPS details| ~ (&HUERHINL > X7 2)
+ D-U-N-S (Data Universal Numbering System) Number (k)
< fth D HER A 72 % 7k 9 3 AT A (any other geographic location system)

% : Dun & BradstreetiZ & ¥ 5.2 b HME—DBAIE S TH D, FREZM)

(RIE) : D-UN-SEF 1%, HSUERE(LBME (1ISO) . UN/EDIFACT. KEEIEUMN 2 10 L0 HEE ST
WAREBBa— RO T a— V2R Z— R Thb, BlfE, #5200 EY EATEDORZE -
FEFIAESNTEY, ERPRPDWH, SCM, CRM72 EEFENDHER L AT L0, AT A
VCOFERMOREE - ALY, FERICSEHARFEERTHHEND LI o T D,
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1.2 Authorised pharmaceutical manufacturing activities of the site.
YRZRIEFT OITBCE JRIC K 0 R AT S - S RS TS B

- Copy of the valid manufacturing authorisation issued by the relevant Competent
Authority in Appendix 1; or when applicable, reference to the Eudra GMP database. If
the Competent Authority does not issue manufacturing authorisations, this should be
stated;

Appendix 1 OBt 9 % MTEY )R] (Competent Authority) 31T L72, Azh7pHE (F)
FFREOEL ;#4755 E1E, Euda GMP 77— 2 X—Z~OZRUELE#T2, b L,
MTBCY R NELE G8) FaEZRBITLARVOTHIVUL, TOFELTHT LI L, ;

Brief description of manufacture, import, export, distribution and other activities as
authorised by the relevant Competent Authorities including foreign authorities with
authorised dosage forms/activities, respectively; where not covered by the
manufacturing authorisation;

BfRd 2 MTECY R 2AGE Lo BbE, A, . #iid K UM oiEEh o fi 3R e 5l sl
SMEIBUR Y R (foreign authorities ; 4% EH M EOEELAOEZ EWK T 5) 23 &G L 7 A1
SIEBOZNZRICOWTOREMEET, ; TOHE, fE (§) FFUENET IRV
BREET D,

- Type of products currently manufactured on-site (list in Appendix 2) where not
covered by Appendix 1 or the Eudra GMP database;
/@ (Appendix) 1 F£721% Eudra GMPDT — & X— X Tl SN TV WIGATX, Hi%
BEAT CHRARLE L T A RO (Appendix 2 12U & b3 %)

- List of GMP inspections of the site within the last 5 years; including dates and
name/country of the Competent Authority having performed the inspection. A copy of
current GMP certificate (Appendix 3) or reference to the Eudra GMP database should
be included, if available.

W2 5 FER AN O Y RERT TIT O TGMPEZ O U A L Zhilid, TOELEEIT-
c MTBCYR) o4/ EAB IO AN E2ET, BHEOGMPEAMEREAE (Appendix 3)
DEL, H5WVIE, b LARETHIL, Eudra GMPT — X N—ZA~DBHEEEZDH D Z &,

1.2 Any other manufacturing activities carried out on the site
U RZBLEFT TIT 22 D T 2 A oD BUGE T B

- Description of non-pharmaceutical activities on-site, if any.
H LITHON TV D bIE, SiERIERTIC R T 5 EHR A LA OTEB) O Fib
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2. QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURER
PBEONE~ X —T AL NV AT A

2.1 The quality management system of the manufacturer
UHEEEDOWE YR — VAL N VAT LD

- Brief description of the quality management systems run by the company and reference
to the standards used;
ZOREETIT> TVLMET R =V AL MY AT AOMRRFE, BLO, FALTND
FEHED M

- Responsibilities related to the maintaining of quality system including senior

management;
an'E ¥ AT AOHERFICBIE T D AR, ZAUCiE B E R AE S D,

- Information of activities for which the site is accredited and certified, including dates
and contents of accreditations, names of accrediting bodies.
£ ORLGEFT N IEAGE W] & 52 1T 22 0f8E 4TV (accredited and certified) 1EEIZ-DOUVNT
DI, ZHZiE, BESNEHMEARE, BLORT L TWLHHEOATREED 5,

2.2. Release procedure of finished products

&S b O H e TN

- Detailed description of qualification requirements (education and work experience) of
the Authorised Person(s) / Qualified Person(s) responsible for batch certification and
releasing procedures;

Ry FOwEA MR X O FIEIC F % 479 % Authorised Person(s) / Qualified Person(s)
WS PERHIMEK (RIS L OMREE) OFEMI 72 FEid

- General description of batch certification and releasing procedure;
ANy FOBEGVERBES & OHI FIEO i) 2250 id

- Role of Authorised Person / Qualified Person in quarantine and release of finished
products and in assessment of compliance with the Marketing Authorisation;
B AL ORFEBEC 23 10 5, B L OMRFEAGRE (Marketing Authorisation) D385 REAMIZ
$51F 5. Authorised Person / Qualified Person D&,

- The arrangements between Authorised Persons / Qualified Persons when several
Authorised Persons / Qualified Persons are involved;
#2540 Authorised Persons / Qualified Persons?3Bd#> 535412, Authorised Persons / Qualified
PE 008-4 Page 9 of 18 pages 1 January 2011
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Persons D [ D Bk

- Statement on whether the control strategy employs Process Analytical Technology
(PAT) and/or Real Time Release or Parametric Release.
B PLHERS & LT, Process Analytical Technology (PAT)X>, Real Time Release (Parametric
Release) ZfHEH3272& 9 st

2.3 Management of suppliers and contractors
I EE B L OEFEEO~Y RV A B

- A brief summary of the establishment/knowledge of supply chain and the external
audit program,;
itk F = — > DK% (establishment) Z0i% (knowledge) . B X UWMNAEA T 1 7T A
1 i FE PRI

- Brief description of the qualification system of contractors, manufacturers of active
pharmaceutical ingredients (API) and other critical materials suppliers;
ZRtde, R (AP BUEZER | o L OVEEEURMILKGE O i MR o A 7 A DR 2R

ik

- Measures taken to ensure that products manufactured are compliant with TSE
(Transmitting animal spongiform encephalopathy) guidelines.
BYE U728 A TSE  (Transmitting animal spongiform encephalopathy : = ZEMEHERDHRAMIE .,
REESZROZE) TARTAVZHEGLTWD ZLEEAERERIZTIEDICTEHNTND
TR

FRYE : TSEiX. BSEOTERAFR, KDWebsiteZ S S 41720 ¢
http!//www.mhlw.go.jp/topics/0103/tp0308-1.html#11q1

- Measures adopted where counterfeit/falsified products, bulk products (i.e. unpacked
tablets), active pharmaceutical ingredients or excipients are suspected or identified;
AL, L7 B (TR b ROBEOEER]) | FED D WITEINFI DM IE & DB
FlnleHmaill, ®0WIHMEETH D LRESNTEHAIZE DR

- Use of outside scientific, analytical or other technical assistance in relation to

manufacture and analysis;

RER L OO LT, AMEORER 2HTRIS 5 WMo BfrrI =B O 1 ]

- List of contract manufacturers and laboratories including the addresses and contact
information and flow charts of supply-chains for outsourced manufacturing and Quality
PE 008-4 Page 10 of 18 pages 1 January 2011
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Control activities; e.g. sterilisation of primary packaging material for aseptic processes,
testing of starting raw materials etc, should be presented in Appendix 4;
Zite LTWORIEREEZ B LT ARDY A b, ZHIZIIAMBEFERIEIZ OV T O &
BRBLOHRTF =—r 07 —F v — |, BLOWHAEROFEHZETZ L, HIXIX,
- BRI EEDO T 0t v 0 7 O— RO OB
- JEATEL (starting raw materials) DFRBR72 &
ThHVH, ZHlTAppendix 4 (TR THI L,

- Brief overview of the responsibility sharing between the contract giver and acceptor
with respect to compliance with the Marketing Authorisation (where not included under
2.2).

BRFEAREE (Marketing Authorisation) OESFIZBE LT, ZKFt# (contract giver) & it
(contract acceptor) D fE D EAT-/74H (respon51b1hty sharing) (2B L C DR e %
Q2EIFEIM SN TR NEE)

2.4 Quality Risk Management (QRM)
E Y A7 <3P A~ (QRM)

- Brief description of QRM methodologies used by the manufacturer;
A% BLERFEAME T L TV 5 QRMUS i O iR 72 Rl

- Scope and focus of QRM including brief description of any activities which are
performed at corporate level, and those which are performed locally. Any application of
the QRM system to assess continuity of supply should be mentioned.

QRM i i & fE . ZAUTIXBERIR L1 (corporate level) TITOIREIE . RFTHY
(2 GRIE : ®EFTR ET) AT 2 EBOMRREER 25T, Hs Okt 2 F 4 2 72012
QRMY AT L& EDRRIZHEMA L TWANCELTHZ &,

2.5 Product Quality Reviews
fERELE 22— GRIE : k1L E=2—)

- Brief description of methodologies used
FEH LT 5 ikam O iR 72 flad

3. PERSONNEL  (§%E)

- Organisation chart showing the arrangements for quality management, production and
quality control positions/titles in Appendix 5, including senior management and
Authorised Person(s) / Qualified Person(s);

Appendix 52, fE~F VAL b, BiE BXOWWEEEONE 4 E s Z D
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WD, TIUiE, EAEEFHFS X UNAuthorised Person(s) / Qualified Person(s) % & €2

- Number of employees engaged in the quality management, production, quality control,
storage and distribution respectively.
mE RV A Y b GG WEERE, RER L OREDO TN ENITIEET DR

4. PREMISES AND EQUIPMENT
fiiz Fs & OB+

4.1 Premises

fit

- Short description of plant; size of the site and list of buildings. If the production for
different markets, i.e. for, EU, USA, etc. takes place in different buildings on the site,
the buildings should be listed with destined markets identified (if not identified under
1.1);
fEFTOBEWELE 3 BioRE L @Y 2 b, b LER LTSRS (Thbb,
B Grin) . BN, CKEZR E) T ORIED MRS O R R S IZ Y TIThh TV D
moiX, xoEWME Tkt (ICRELLY X b ziRHT 5,

(ZHF, LIETHESNTORNEEIZEE T 2)

AR “local” & “BN” LR Uiz, ZORENN S 2 E/JAIHIKICRE Sh =G0 %R th 5 5,

- Simple plan or description of manufacturing areas with indication of scale (architectural
or engineering drawings are not required);
RS DI O 22 H S D VI, 27 —L () 2 A TH D Z &, (EFERZ,
HHNNIE V=T ) TRRKEIIALETH D)

- Lay outs and flow charts of the production areas (in Appendix 6) howing the room
classification and pressure differentials between adjoining areas and indicating the
production activities (i.e. compounding, filling, storage, packaging, etc.) in the rooms;
BLEXIKDO LA T 7 b EERRX (flow charts) %, Appendix 6 & L CTHEHIT %,
ZTNOITIE, RO GRIE A IFEHFED) AT, HiakKe oXEEzR L, TLT, £
NHOETORENERE (TRbb, #iG, BE, RE, BiEhe) 2877528,

- Lay-outs of warehouses and storage areas, with special areas for the storage and
handling of highly toxic, hazardous and sensitizing materials indicated, if applicable;
BEBLIOMRERIKO LA 77 MK, ZHUZid, b LY T 52061, ®ECHEEEZAT
LWE., faE AT L5WE. T L TRIEMEORE & IR BT 2Rl e K2 B L
ToRREAND

PE 008-4 Page 12 of 18 pages 1 January 2011



Tynw eIV a—a XMW HNBEA 2011 4 1 A 10 HGR

- Brief description of specific storage conditions if applicable, but not indicated on the

lay-outs.
b LT 27001, FrERthE RIFOMRLE, Zhidb a7y MRICIIRS 2T
SN

4.1.1 Brief description of heating, ventilation and air conditioning (HVAC) systems
2254 (heating, ventilation and air conditioning (HVAC)) A7 A DfEE /LR,

Principles for defining the air supply, temperature, humidity, pressure differentials

and air change rates, policy of air recirculation (%).
2] OMEE. B, A, FEEL ., HRBE, EROBMEERO %) G#HEREST D200

Je Bl

4.1.2 Brief description of water systems
RS 2T b DRl

- Quality references of water produced;
RS 2 BEEHKO MBI OWTORERE GRIE « ARIEK)

- Schematic drawings of the systems in Appendix 7.
Appendix 7 IZEBIT DT AT LDFBHK (schematic drawings)

4.1.3. Brief description of other relevant utilities, such as steam, compressed air, N, etc.
MORR#ET 22— 1 U7 ¢, BIZITAK, EHEZER, No/p E ORI R,

4.2 Equipment
I

4.2.1 Listing of major production and control laboratory equipment with critical pieces of

equipment identified should be provided in Appendix 8.
Fgy (g & VEFRLT ) AR B L-EERm A &) O U X N, Appendix 8

ZU AT D,

4.2.2  Cleaning and sanitation
7)== B0 =7 —va v

Brief description of cleaning and sanitation methods of product contact surfaces (i.e.

manual cleaning, automatic Clean-in-Place, etc).
W EE O 7 ) —= 7 LY =7 — 2 g U ORREE
PE 008-4 Page 13 of 18 pages
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V—=2 7, BEIRREEDE (Clean-in-Place) 72D, 72 Y)

4.2.3 GMP critical computerised systems
GMP LOEE /R a L Ba—H « VAT A

- Description of GMP critical computerised systems (excluding equipment specific
Programmable Logic Controllers (PLCs)).
GMPLOEE/p= v a—F « VAT L0 BRI EL TS 7 I~ 7
avbr—72R< 0 ERE)

RE:T7FerrI~7var ha—7 ) (Programmable Logic Controllers ; PLCs) & %
Tmr v rarin—JiFvArsnarta—4% (CPU: PREFAIER) &
AEY (RRIEHETF) ZWE LZFAH ORBEEE TS, HESHRFRICRE Lika 2
ANgam (B PR A v TFRE) oD ANEZEANEIRTRYIALZ, &1L
DTS T AENTEMETH AR ZON/OFFT 5 = & T~ 2o i s (BREA
T—F, RAMRE) ZAHRICHETCEET,
TaTTNEANY a7 TV = a7 FEMEH L TER L. USBRRS-232C
A—rEERAL TR I~vTvariin—JEELET, Tur T A5EICIET
F—=Ta ItV ERNOFELZMEMLET,
FusI~7)ar hua—7 (FPLC (Programmable Logic Controler® ) & & IF (3
ET,

5] FWebsite http://www.sensor.co.jp/seigyo/jiten/plc01.html

5. DOCUMENTATION  (3z&1k)

- Description of documentation system (i.e. electronic, manual);
LERTAT MO TORIE (Fbb, BN, ADOFITE D)

- When documents and records are stored or archived off-site (including
pharmacovigilance data, when applicable): List of types of documents/records; Name
and address of storage site and an estimate of time required retrieving documents
from the off-site archive.

XEHB L OREE Y, JETMRE D2 WIEIT =07 GRiE) 72556 GE4T
L%, TREERLZEMEROT — 2 25T)  RKICFHZEZ Y X M5,

- CE RO

- BRE G OA BRI K OMERT

* TORGEFH DT =T A 7 b XEHEZEPIIR T £ TICRE & S D HEERFH

REE . T—H A7 (archive) DFHE (Websitek V) :
7 =747 (archive) &1L, FEESCEEREE2VEFLEDICILTURGFTIZE R [FD XS
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FLOONTERED Z &), S LI T2 ORGFGITCRFEEDO Z L) 2R LET, Z< D54,
AFHERENER (F3CE - AXE - SUEEFEOBL72 L) [ZoWTEWET, FEZFEOTA
75V — (EE - MEHEOE) B [MELFGRICLEZalLryay] THHOII L, T—IA7
(T Tk RO R RIC Lica by va v HLET, BlAXBAGEHETIE TNH
K7 —=HhA 72 GERJIAH) EMHIh M EEE L TWETR, 22 TERBEARET 2
TV TUEEMERSE [ L TWET,

—HaArEa—FONHTIHE, LEOBRBEL T MEHOT7 7 A LEDEDICE LD L] R
(ZDEIITELOONTET 7 AN ODZLEFRTROCRY E LT, FIAE T3CEA L] & 13X
EBtxt] 2FLOT ZFELzip] WO 77 A NEEDLHEE, TDLIIT TELDLHRE] R
(ELDTTT7AN] DZEEBT—HATEEVET, —RIZT 7 ANEELDHEEIT, T—F
DIEME (=7 7 A VORIFRBEIMERN R L 5, T—FNEERFFLEEEET -2 RET 2L
THME) bREFICITONETOT, T—hA TR TEME < Ef7 7 A4 2HETEL%
WESTE, ERLHIZ URFE] 2RTEORGEICH, T—IA 7OEPHVLNET,

6. PRODUCTION

TR

6.1. Type of products
B OFERE

(references to Appendix 1 or 2 can be made):
(Appendix 1 &5 WE 21T BB KDL LOICTHZ L)

- Type of products manufactured including
fhE T 2 /M OREORITIE, IO OREEND

list of dosage forms of both human and veterinary products which are
manufactured on the site;
FERT CRIET 52 AR LOEHEE L O I7 IOV T ol

list of dosage forms of investigational medicinal products (IMP) manufactured
for any clinical trials on the site, and when different from the commercial
manufacturing, information of production areas and personnel;

Yz EFT CIAER (clinical trials) MIZHE LTV 5765 (investigational medicinal
products; IMP #R7E FKMNEIR TORBRIEDOHT) OO Y 2 b, BEO, Zhnstilk
i DEGEDOFITL L Felp > T D 5HAE1E, RIE XKL A OTF#

- Toxic or hazardous substances handled (e.g. with high pharmacological activity and/or

with sensitising properties);

PE 008-4
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Y Fooi B mEDE W E D WITERRIED @O EIZ DWW T OREE (B 2 1E, mOIEE
EEOECIE., B/ D WTEEEE G T 2WE)

- Product types manufactured in a dedicated facility or on a campaign basis, if

applicable;
57 FH i (dedicated facility) £ 721%, %4 T 55 A 1%, M (campaign basis) THIET 5
5L O FEEE

- Process Analytical Technology (PAT) applications, if applicable: general statement of
the relevant technology, and associated computerized systems.
H L4357 51X, PAT(Process Analytical Technology) Z i L T\ % & OFtak, ;
B 58N B KOMH 2 2 v B2 — 2Ly 2T L DO —fRAYRER

6.2 Process validation
TakA e RN F— g

- Brief description of general policy for process validation;
Trt A e NYF =g TN TORERTEHNT OV T ORI TR,

- Policy for reprocessing or reworking.
PN (reprocessing) F 71X FLEE (reworking) (2B L T Ji#t

6.3 Material management and warehousing
JFAFEHE Blds L OVR A L

- Arrangements for the handling of starting materials, packaging materials, bulk and
finished products including sampling, quarantine, release and storage;
IR WAL, /3L 7 38 K ORAIRE O 2B L TORY kD, Zhizid,
Y7V T REE MRS LOREZED D,

- Arrangements for the handling of rejected materials and products.
AERE DTS L O O HLY M L TOHRY kD

7. QUALITY CONTROL (QC) (BB 5 QC)

- Description of the Quality Control activities carried out on the site in terms of physical,
chemical, and microbiological and biological testing.
WELRY . ALY, B L OMAEYRY - AT a0sBRICE LT, BUERT TiThbi 2 an B B B
{EE)DFLIE,
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8. DISTRIBUTION, COMPLAINTS, PRODUCT DEFECTS AND RECALLS
Ak, SR, AR K ads KON

8.1 Distribution (to the part under the responsibility of the manufacturer)
fit (WE¥EEOBEM FICTH HH57)

- Types (wholesale licence holders, manufacturing licence holders, etc) and locations
(EU/EEA, USA, etc.) of the companies to which the products are shipped from the
site;

WEBLETT) B AL 2 T A e DRFED X A 7 (wholesale licence holders, manufacturing
licence holders, 72 &) &35 (EU/EEA, USA, 72 &)

- Description of the system used to verify that each customer / recipient is legally
entitled to receive medicinal products from the manufacturer;
UL ELERED D DEML 22T 558 # (customer) /= 1H#E (recipient) 73, 1%
B2 ERZAT D2 L2l T 2720 T 5 v A7 Lok, GRIE)

FUE  WER ETOBRERS = FEA~DOT DV EAIEEZEELZRETHA D
- Brief description of the system to ensure appropriate environmental conditions during
transit, e.g. temperature monitoring/ control;
PIZIE, BET=2 U CEHO X I, EEPICHEIERRERMTH o2 2 L 2T 5
T2 DY AT KORERIRFLIE,
- Arrangements for product distribution and methods by which product traceability is
maintained;

RGOz HEFFT D & D 7a WL ORI & HIEDOHRY PR

- Measures taken to prevent manufacturers’ products to fall in the illegal supply chain.
TLEEHE O, NERTBETF = — AL 2 L 2Bl s b TWD R

8.2 Complaints, product defects and recalls
wIEALEE, B Kbt K ONENY

- Brief description of the system for handling complains, product defects and recalls.
wE, WK K OB OB SRS 5 v AT LDl

9. SELF INSPECTIONS (A C./5f#)
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- Short description of the self inspection system with focus on criteria used for
selection of the areas to be covered during planned inspections, practical arrangements
and follow-up activities.
AR Y AT LOMOGLIR, FHE L7z B s, EROMERHTIC, ZLT7+r—
Ty TOIEBRNZ, IAN—F DB OBIEE T DO AT LB IR S 2 S oY
o

I

Appendix 1 Copy of valid manufacturing authorization
AR LBLERRED G L

Appendix 2 List of dosage forms manufactured including the INN-names or common name
(as available) of active pharmaceutical ingredients (API) used
BOEL TV DA U 2 b, Zhucid, BEAARIZOW T, A LZBEEOINN (EEE—fik
4, ; International Nonproprietary Name) ¢ (GRiE) % &

R ¢ http:/[ja.wikipedia.org/wiki/[EE—fi%x4 #SROZ &

Appendix 3 Copy of valid GMP Certificate
AN 72GMPREM E D =1 & —

Appendix 4 List of contract manufacturers and laboratories including the addresses and
contact information, and flow-charts of the supply chains for these outsourced activities
ZREDRLERALB L O T RZFEEE DY A b, ZTHIZIIAREEE R, BLOTh 6T
FEEEIC OV TCOETF = —r DT n—F v — b2 ED D,

Appendix 5 Organisational charts (RELA)

Appendix 6 Lay outs of production areas including material and personnel flows, general flow
charts of manufacturing processes of each product type (dosage form)
RSO LA T U M, ZhIZiE, AR AOBERK, FRGORE FHH) ofliEs
B AD—ERTNNE S0 5,

Appendix 7 Schematic drawings of water systems
BIEHIAK > AT L OFHIK

Appendix 8 List of major production and laboratory equipment
AT 2 FERMEL LT REHRO U R b,
(End of File)
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	製造した製品がTSE（Transmitting animal spongiform encephalopathy：伝達性海綿状脳症。訳注を参照のこと）ガイドラインに適合していることを確実にするためにとられている方策

