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1 DOCUMENT HISTORY SC{H:J5 5
2 INTRODUCTION fij4

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.
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. 2%, 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.
PR MEYAIN, SMF FRiROEaafE S, o) KT B T
BRI GMP 1 75 A A4 vt Sl R % R AH 5% GMP 35 5)

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 are preferred instead
of narratives. The Site Master File, including appendices, should

be readable when printed on A4 paper sheets.

SWF R0 95 S50 K L I LB P AR 25-30 0. AIBE T
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2.4 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.
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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.

AV H 12 1R B2 5T SMF 19965 . SMF 78 B B
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4 SCOPE & Hyu [

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 1is
mandatory for manufacturers of medicinal products to prepare a Site
Master File.

AUEHIET 5 SME (RS KA R | HKWNB X/ [FH K EER 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.
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5 CONTENT OF SITE MASTER FILE S MF %

Refer to Annex for the format to be used.
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6 REVISION HISTORY f&i] [ 5k

Annex to PE 0084

CONTENT OF SITE MASTER FILE 373 S0y %%

1 GENERAL INFORMATION ON THE MANUFACTURER L) —f%f& &

1.1 Contact information on the manufacturer 4=/~ Rt R {5 &
— Name and official address of the manufacturer;

— PR PR s M

— Names and street addresses of the site, buildings and

production units located on the site;
— JHEAFRAETE R . ) SR AR PR BT IR AR

— Contact information of the manufacturer including 24 hrs
telephone number of the contact personnel in the case of product

defects or recalls;

— B RBERG R, SRR ECA PR AR 24 NS
fith;

— Identification number of the site as e.g. GPS details, DUNS
(Data Universal Numbering System) Number (a unique identification
number provided by Dun & Bradstreet) of the site or any other

geographic location system.

— 1) OIME R, aeBoef i e (GPS A5 R BRHAR I B e 7 5
g8, ARG .

1.2 Authorised pharmaceutical manufacturing activities of the

site. UMY i%3)

— Copy of the valid manufacturing authorisation issued by the

relevant Competent — Authority in Appendix 1; or when applicable,



reference to the EudraGMP database. If the Competent Authority does
not issue manufacturing authorisations, this should be stated; —
FEBHAT 1 rp, B ARG A8 2 R U AT 0 P VFRT R ) A B AT e
s, SRR GMP 25t 22 an R 8 4 JR AN UK A PV nl ik, XV iz
LA B 6

—  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; — Z4BNLA VAT R4E
Py BEEL B SRS S A, A A VERTIE LA
A1 =4 SRV n] 70 28 /5 31

— Type of products currently manufactured onsite (list in

Appendix 2) where not covered by Appendix 1 or the EudraGMP database;

— HEGE] A= 0rm RE CEERAE 2 D), W SRR B AL 5 1 I
£ 1 W E R GMP #E R

— 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 FEudraGMP database should be

included, if available.

— FIE 2% 5 FERIIY GMP KA L, A0 dE H AT TR 06 (1 24 X
DU FR/ oK WiRAT, N 5 HRBIAT I GMP Uk (B 3) ks HIRK
Y GMP Hidfs e Hh R AN

1.3 Any other manufacturing activities carried out on the site

]I BEAT AT AT HeAth A2 7= v 3
— Description of nonpharmaceutical activities onsite, if any.

— WRATIUE, HERT XA AR EI25E S0



2 QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURER W] [ i 845
kU

2.1 The quality management system of the manufacturer /A7)l
HE AR

— Brief description of the quality management systems run by

the company and reference to the standards used;
— A JREE ST RS R LU S5 bR E

— Responsibilities related to the maintaining of quality

system including senior management;
— QSR R AR N N AR R Y IR

— Information of activities for which the site is accredited
and certified, including datas and content of accreditations, name

of accrediting bodies.
— AFEPERTESME R, B HEAAEANZ, NENM SR,
2.2 Release procedure of finished products fxZr = AT RE Y

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

releasing procedures;

— DT RAE P AUEA TR BN /A BN CRiFR: QP frI%E
SOR (A TAEZE) KR

— General description of batch certification and releasing

procedure;
— AR AT R — A

— Role of Authorised Person / Qualified Person in quarantine



and release of finished products and in assessment of compliance

with the Marketing Authorisation;

— FERAEHORN CHIFR: QP 7EF5K . HOTIRATR . LR
FEMEA PR, — The arrangements between Authorised
Persons / Qualified Persons when several Authorised Persons /

Qualified Persons are involved;
— WRBZANTAN/BHE TN, ABATTZ 18] 12 HE

— Statement on whether the control strategy employs Process
Analytical Technology (PAT) and/or Real Time Release or Parametric

Release.

— KM PAT GEREZMHTEARD $2 SR AN/ B sz I T4 T B2 08T 1)
ik

2.3 Management of suppliers and contractors & psFIAERY R
o
B

— A brief summary of the establishment/knowledge of supply

chain and the external audit program;
— PP BEAN N R e ST M R A R A

— Brief description of the qualification system of contractors,
manufacturers of active pharmaceutical ingredients (API) and other

critical materials suppliers;

— TSI AR . TETE AW (APT (RN RS D AL At SRR A1
N R H & R24; — Measures taken to ensure that products
manufactured are compliant with TSE (Transmitting animal spongiform

encephalopathy) guidelines.

— SRIBIAHEME, ARG IR Hh 07 5 TSE CBh it i IR s £ %)
Hev

— Measures adopted where counterfeit/falsified products, bulk



products (i.e. unpacked tablets), active pharmaceutical

ingredients or excipients are suspected or identified;

— RE/hiE =i, BERE A CRIRITRI R D, 259035 1 543 B4
B HRSE B 2 /71 — Use of outside scientific, analytical or

other technical assistance in relation to manufacture and analysis;
— AN B AR DA T I BOR SC R

— List of contract manufacturers and laboratories including
the addresses and contact information and flow charts of
supplychains for outsourced manufacturing and Quality Control
activities; e.g. sterilisation of primary packaging material for
aseptic processes, testing of starting rawmaterials etc, should be

presented in Appendix 4;

— BRI A E N A R, AR R T, DU AME AR
PEAN R A S B PN R IR . Ao 2R A AR AR, R IG
PRI, WY SRR B 4

— 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).

— LR A, A RO SRR CEPRARAE 2. 2 T Mg
Fry ] ZE LA

2.4 Quality Risk Management (QRM) A:,/=r i XU BE (QRM)

— Brief description of QRM methodologies wused by the

manufacturer;
— ZEPTR QRM 7 T B

— 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 HJYE [ AN ST AR PR R, A5 Ak o w2 B A i sh AALAE
JRIFB AT (A ] A o AR QRM AR LS HEAT A DA
AR TR

2.5 Product Quality Reviews ;=\ i & A Jii
— Brief description of methodologies used

— JriER R g
3 PERSONNEL A

— — 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) ;

— SRR B, ARG R ) AR DL A PR B R BT B
fF 5, ARG EAE PN G QP )2,

— — Number of employees engaged in the quality management,
production, quality  control, storage and distribution

respectively.

— ZH5EEE. 57 EESL BAERARS H R TEH
4 PREMISES AND EQUIPMENT | J7= ¢ jii
4.1 Premises | J&

— Short description of plant; size of the site and list of
buildings. If the production for different markets, i.e. for local,
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);



] B TR BRI s I NI AE . W R AR T I I
WiAHL, R, SEESEH, ZEAFRMEFP A, b NN B
HErmids CURARAE 11 iR );

— Simple plan or description of manufacturing areas with
indication of scale (architectural or engineering drawings are not

required) ;

— et B E AR P X TR AR, B AR PR AN ER @ AR El
PRI ;

— Lay outs and flow charts of the production areas (in Appendix
6) showing the room classification and pressure differentials
between adjoining areas and indicating the production activities

(i.e. compounding, filling, storage, packaging, etc.) in the rooms;

— NAEPE 6 PR DA R E R RE o L = Yok g T
o), AR IR W (K22, I8 5 e N REAT IR A il s IR A+ B0RE
fifi A B4R

— Layouts of warehouses and storage areas, with special areas
for the storage and handling of highly toxic, hazardous and

sensitising materials indicated, if applicable;

— QR AT DX IR 7 = R R 15 v 1S 5 R BB R A R A 2 X
AR, WHRIEH. — Brief description of specific storage

conditions if applicable, but not indicated on the layouts.

— FREMEAE AT CWSRIERD R EHE, AT EAE R B PR

4.1.1 Brief description of heating, ventilation and air
conditioning (HVAC) systems ftB%, X A1 (HVAC) R TH] EEAH
i

— Principles for defining the air supply, temperature,
humidity, pressure differentials and air change rates, policy of

air recirculation (%).



TRPEHTTE )

4.1.2 Brief description of water systems 7K &%t faj B4R
— — Quality references of water produced;

— K R A

— — Schematic drawings of the systems in Appendix 7.

— KARGHIREE BT 7

4.1.3 Brief description of other relevant utilities, such as
steam, compressed air, N2, etc. HABAHICH TR ERMAL, WA,
E4a =, ARG

4.2 Equipment %%

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

provided in Appendix 8.
FEF 8 w41 AR p= AN SIZEG 5 P il s £ L e ) e B 1 A
4.2.2 Cleaning and sanitation J5 i A=

— Brief description of cleaning and sanitation methods of
product contact surfaces (i.e. manual cleaning, automatic

CleaninPlace, etc).

— PR AR T TS N DA A R A CEDN ARG, B3
B

4.2.3 GMP critical computerised systems GMP Ho<d Hifixi 240

— Description of GMP critical computerised systems (excluding

equipment specific Programmable Logic Controllers (PLCs)). GMP <
PN R R CAUFERR 2 e es 1] g FE 12 B 45 il 9% PLC)



5 DOCUMENTATION 44

— Description of documentation system (i.e. electronic,

manual) :

— W SCIHR RN R

— When documents and records are stored or archived offsite
(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 offsite

archive.

— SCPEANESRAE) AN RS CRLE 2P s o, iR aE A
A/ PRI B S, A b A A2 FR A 1k DA R S A AR5 T e 28 [
AT TR R PEA

6 PRODUCTION 4=

=

6.1 Type of products ;=27
(references to Appendix 1 or 2 can be made AJZZ% [} 1 8§ 2) :

— Type of products manufactured including
— A R A

n list of dosage forms of both human and veterinary products

which are manufactured on the site;
n L] A=A = i 2 i 51 2=

n 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;

n G ARIG H TS 25 CIMPY IR A, A R) ik A=



PR, B VAR IR B A S

— Toxic or hazardous substances handled (e.g. with high

pharmacological activity and/or with sensitising properties) ;
— HEAFYAAE Cn, m2E S O

— Product types manufactured in a dedicated facility or on a

campaign basis, if applicable;
— ER HZER A A, anSE

—  Process Analytical Technology (PAT) applications, if
applicable: general statement of the relevant technology, and

associated computerised systems.

— R ER (fiFR: PATY BN, WAGEH]: MR EHLR S
TR B 1) o] ZE A

6.2 Process validation L. A

— Brief description of general policy for process validation;
— LZRET AR R SRR . WG, L )RR T

— Policy for reprocessing or reworking.

— R T EE N 5

6.3 Material management and warehousing ¥R PRI

— Arrangements for the handling of starting materials,
packaging materials, bulk and f inished products including sampling,

quarantine, release and storage;

— EIGVIEL. CEARE JEURLZRT S AL B B, RO Ay
K AT BT o

SNF i34 AL USRI LB PRSI 25-30 5. A1 T



&, AR SR SR B A R B . SUF, BRI, ] A4 4R
FTE RN =] 5

2.4 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.

SMF | B ARG &80y, NREATAHN BB . SMF W =447
ARAT AR H ARG R EA T A AL R H Y], WO SME #E4 e T A DL
DRAEH A ST RRCA T AR BB A T8l . BEASBAFel A i 2B 2 0, e vr
BRI AT HEA T BB

3 PURPOSE H It

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.

AU H 2R SR 477 ) HKIHEAT SUF 45 . SMF A& ALY
BEAT GMP 1 A RIRIEIAT GMP A 2 A7 HI )

4 SCOPE i HIya [l

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.

AU S SME (RIS KN A . | KNS HHIX / H SR E K
B R AT S EOR R 2 HI ] K90 ™ SMF



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.

AVEITE T P IBISRA A P R BB 2 w2 . A
Wibs K. FEGARAN PR . AR R AT LA 945 SMF B APT
I BN AL IR IE B B S A7 ) AR S IR S

5 CONTENT OF SITE MASTER FILE SMF %

Refer to Annex for the format to be used.

SME 4 3 UL B AF o

6 REVISION HISTORY f&iT [k

Annex to PE 0084

CONTENT OF SITE MASTER FILE

Pl TN

1 GENERAL INFORMATION ON THE MANUFACTURER L) —f%f& &
1.1 Contact information on the manufacturer 42/~ RiHe R 15 &
— Name and official address of the manufacturer:;

— AR AR TR A L

— Names and street addresses of the site, buildings and

production units located on the site;

— ] hbAARRAVETIE SR . ) A SRR AR P LTI A4 R



— Contact information of the manufacturer including 24 hrs
telephone number of the contact personnel in the case of product

defects or recalls;

— AEPRIBCRLE R, AR B I R 24 N S
i

— Identification number of the site as e.g. GPS details, DUNS
(Data Universal Numbering System) Number (a unique identification
number provided by Dun & Bradstreet) of the site or any other

geographic location system.

— T VUG R, waesoE i (GPS A5 R BRI i B2 {7 5
g8, DL RS

1.2 Authorised pharmaceutical manufacturing activities of the

site. FBMIZYA 55

— Copy of the valid manufacturing authorisation issued by the
relevant Competent — Authority in Appendix 1; or when applicable,
reference to the EudraGMP database. If the Competent Authority does

not issue manufacturing authorisations, this should be stated;

— FEMHE 1 b, B _EAHOC A Y R A A PRV AT IE ) S A
B AT REMTE, 1 RRYN GMP Bl s i SR 35 21 R ANk A F= VP vl g,
X NAZ NN AR o

—  Brief description of manufacture, import, export,
distribution and other activities as authorised by the relevant
Competent Authorities 1including foreign authorities with
authorised dosage forms/activities, respectively; where not

covered by the manufacturing authorisation;

— EWUVFRTI A ™ BE L H L 20 B A s B i fr 24 18
B A VA UE B8 A A1 24 RV l (500 8L /s 3

— Type of products currently manufactured onsite (list in



Appendix 2) where not covered by Appendix 1 or the EudraGMP database;

— HBEIES A7 5= R CERME 2 13D, R AR 57
41 A R GMP i

— 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 EudraGMP database should be

included, if available.

— FIaE % 5 FERIILY GMP R EriE 8, ALHS H AT REA TR 46 ) 24
DR A4 RR/ B 2 WERAT, B3R AEEUAT I GMP UE CRH 3) sG] FHER
Y GMP Hiths 26 v R RILAS

1.3 Any other manufacturing activities carried out on the site

] XN AT AR At A = 0 )
— Description of nonpharmaceutical activities onsite, if any.
— WERAE R, k) XA AR 25530

2 QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURER 2 W] H) 5t
HARR

2.1 The quality management system of the manufacturer 2~#]Ji

BETAR

— Brief description of the quality management systems run by

the company and reference to the standards used;
— QN A FUEE IS AT RGN TR E U A TS 25 ke

— Responsibilities related to the maintaining of quality

system including senior management:

— WA BRAEN TR AR R GEY IR DT



— Information of activities for which the site is accredited
and certified, including datas and content of accreditations, name

of accrediting bodies.

— WEPNERTESHE S, A3 HIANIEN S, AES AR
2.2 Release procedure of finished products f &= MBATREF

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

releasing procedures;

— SRR NUSA TR RN /AT BN CRIFR: QP) A TEA%
HOR (B /T2 g il ;

— General description of batch certification and releasing

procedure;
— LA FBAT ISR ) A

— Role of Authorised Person / Qualified Person in quarantine
and release of finished products and in assessment of compliance

with the Marketing Authorisation;

— WRN/AEIRN (FFR: QP) ERFI . BUATHRA M. LT
TEMWIPM T M. — The arrangements between Authorised
Persons / Qualified Persons when several Authorised Persons /

Qualified Persons are involved;
— WRBIZ NN/ AR, AT 2 HE

— Statement on whether the control strategy employs Process
Analytical Technology (PAT) and/or Real Time Release or Parametric

Release.

— KM PAT GEREZMHTEOARD $2 SRS AT/ B I T84T B2 B0 T 1)
ik



2.3 Management of suppliers and contractors &Kfd AL F )
B

— A brief summary of the establishment/knowledge of supply

chain and the external audit program;
— P BERN N R e ST A B — A R A

— Brief description of the qualification system of contractors,
manufacturers of active pharmaceutical ingredients (API) and other

critical materials suppliers;

— TR AR L WEPEYI Ry (APT BER RS D FILAR OCEE AR 1L
N H RS H B R24; — Measures taken to ensure that products
manufactured are compliant with TSE (Transmitting animal spongiform

encephalopathy) guidelines.

— SRHUIIRE M, DU G2 L (007 B4 7 TSE O AmiR i i e 4
i

— Measures adopted where counterfeit/falsified products, bulk
products (i.e. unpacked tablets), active pharmaceutical

ingredients or excipients are suspected or identified;

— RE/hIE =5, BERE CRIFRITRI R D, 290035 1 B3 B4
B PR B B A € 77 — Use of outside scientific, analytical or

other technical assistance in relation to manufacture and analysis;
— NS oA BRI A A O AE E R R SR

— List of contract manufacturers and laboratories including
the addresses and contact information and flow charts of
supplychains for outsourced manufacturing and Quality Control
activities; e.g. sterilisation of primary packaging material for
aseptic processes, testing of starting rawmaterials etc, should be

presented in Appendix 4;



— HRA AR SR A, AR R 7 UM AR
PR R S B N R . e 2R AR R, I
YRR, - Y s A 4

— 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).

— PEBET ST, A RXUT s CIARRAE 2.2 T F i)
Ry ] EEME A o

2.4 Quality Risk Management (QRM) A== i XU B (QRM)

— Brief description of QRM methodologies wused by the

manufacturer:
— AEPTTE QRM 5 R R B R

— 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 [T LRIV S R , (035 4 b 4 ] SR T W PO 2
TR AT 5 3 4 B o (TSR QRM 380 (3 S AT (10
HR 4 B 1

2.5 Product Quality Reviews y /i i = [7] i

— Brief description of methodologies used
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