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f4 3

Content of Site Master File
Blim XA R

1. General Information on the Manufacturer

Ml S EEE S

1.1 Contact information on the manufacturer
PlEEARER

Name and official address of the manufacturer;

lAAFR ~ JE AL

Names and street addresses of the site, buildings and production units located on the site;
A= DU NS R A 7= 2 B A4 R

Contact information of the manufacturer including 24 hrs telephone number of the contact
personnel in the case of product defects or recalls;

ML Z T3 CEE I L BRaE A B SRR 24 /NTEE R A FRIE )

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 Duné& Bradstreet) of the site or
any other geographic location system.

IR A SHE FIA0 GPS #4015 D-U-N-S S ¥z g S 240 )(— 1 H Dun&
Bradstreet $2tAVEFR RS0 ) BEE A H M E L 50 -

1.2 Authorised pharmaceutical manufacturing activities of the site.

EASETo St < Rl Pl

Copy of the valid manufacturing authorization issued by the relevant Competent Authority in
Appendix 1; or when applicable, reference to the EudraGMP database. If the Competent
Authority does not 1ssue manufacturing authorizations, this should be stated;
A 1 iR BBV L AT T AR - MR » 7][5F
EudraGMP ¥#5 5 - QB IR BV IR L LT VFaFMN » M LA -
Brief description of manufacture, import, export, distribution and other activities as authorised
by the relevant Competent Authorities including foreign authorities with authorized dosage
forms/activities, respectively; where not covered by the manufacturing authorization;
RS R EYV M A ~ 0 - B0~ R EMTED) > B S
A R S MU BT B AR AR P VS s
Type of products currently manufactured on-site (list in Appendix 2) where not covered by
Appendix 1 or the EudraGMP database;
TEFHA 2 FRFI T % 1 57 EudraGMP %088 22 FU A 52 SV T B ATV m 22,
List of GMP 1inspections of the site within the last 5 years; including dates and name/country of
the Competent Authorities having performed the inspection. A copy of current GMP certificate
(Appendix 3) or reference to the EudraGMP database should be included, if available.
AT 5 LT B2 GMP AN - B iERGE R [ S tie & i I EH 2V E % -
WERA - BIEWH 3 dFRd L EirY GMP IE B E EI{F 2% BudraGMP 357 -
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1.3

2.

2.1

2.2

2.3

Any other manufacturing activities carried out on the site
T Ha T E B4 Es)
- Description of non-pharmaceutical activities on-site, if any.

WL AIEZamErEs - 1E T -

Quality Management System of the Manufacturer
A RREEE R

The quality management system of the manufacturer

A=l EEEAE A

- Brief description of the quality management systems run by the company and reference to the
standards used;
A AN T B E A RBT R RS FHIR A

- Responsibilities related to the maintaining of quality system including senior management;
S EEEENTER LMK -

- Information of activities for which the site is accredited and certified, including dates and contents
of accreditations, names of accrediting bodies.
T REEZFENEATIE R EREINEATHE AT NS A2 RE -

Release procedure of finished products

A TAE P
Detailed description of qualification requirements (education and work experience) of the
Authorised Person(s)/ Qualified Person(s) responsible for batch certification and releasing
procedures;
PEAHE I TTHEIA A ST IR e AV RAARY BT 225K s

- General description of batch certification and releasing procedure;
LN ST TR

- Role of Authorised Person/ Qualified Person in quarantine and release of finished products and
1n assessment of compliance with the Marketing Authorisation;
PR A T AERF I ST AR B i o] — Bt 1 TP AV ER ST

- The arrangements between Authorised Persons/ Qualified Persons when several Authorised
Persons/ Qualified Persons are involved;
I R AR TAEZHE

- Statement on whether the control strategy employes Process Analytical Technology (PAT) and/or
Real Time Release or Parametric Release.

BRI EN IR ITEOR (PAT) RS SRS E AT

Management of suppliers and contractors

N PRI [ Y E
A brief summary of the establishment/knowledge of supply chain and the external audit program;
gt N S R DL SN T T B L

- Brief description of the qualification system of contractors, manufacturers of active
pharmaceutical ingredients (API) and other critical materials suppliers;

11



far A TR ~ FRUREZG AR = 1l s HoA S B PR BE ML R Y B BT A 2R 58

Measures taken to ensure that products manufactured are compliant with TSE(Transmitting
animal spongiform encephalopathy)guidelines.

KU ELHE R (R AR T AR F & TSE  (BhMEZLiiEssilg ) FermEk -

Measures adopted where counterfeit/falsified products, bulk products(i.e.unpacked tablets),
active pharmaceutical ingredients or excipients are suspected or identified.

NHERZA LR S et S s B XU R i Y M X SRR it DAT2EA]

Use of outside scientific, analytical or other technical assistance in relation to manufacture and
analysis;

ZIEAETNZER TR K EETH ZEE R

List of contract manufacturers and laboratories including the addresses and contact information
and flow charts of supply-chains for outsourced manufacturing and Quality Control activities;
e.g. sterilization of primary packaging material for aseptic processes, testing of starting raw
materials etc, should be presented in Appendix 4;

EEAEF ARG =S BFELNMER il - ARG ZTRAEF R ERE
EEIHERNFERAZRE  BI0 © BE L2 AT N B REK R ~ EAEYIRIHIR 30 %
NIRRT % 4 P DARIMOEEE

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

AL ZAEITRIZ I B T T E (NEREAE 22 1) -

2.4 Quality Risk Management (QRM)
FiE A EH (QRM)

Brief description of QRM methodologies used by the manufacturer;

i e A Ml o7 2 XU B B 5 0%

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.
FHAEAREER (EAREF ) whE X QEHEERME & BN AR
i BENRFERMERY T 8 NGB A SN -

3. Personnel

NG

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)'

Ml EEH A4 M E P R E T ANAHLWIME - EfES R EEERRAA
L (MHES)

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

MEFEEHE - 47 FTEEH - (fFER M TR

12



4. Premises and Equipment
B
4.1 Premises

=

- Short description of plant; size of the site and list of buildings. If the production for different
markets, 1.e. for local, EU, USA, etc. takes place
in different buildings on the site, the buildings should be listed with
destined markets 1dentified (if not identified under 1.1);

AL AE = T E N X AR & RS PR S WA RS AE F= Y dn R I )
LD ERER ~ SEEEAR T - NARRRE HiAH Vs BB (QORAEL1EAA )

- Simple plan or description of manufacturing areas with indication of scale (architectural or
engineering drawings are not required); 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 (1.e.compounding, filling, storage, packaging, etc.) in the
rooms;
i 2 A P DA B 0 BT X PR e~ AR RIS AT R B AR A B AR
BHEEG (N E TAREAR )« NS FR0E 55 RIS A 2onl ~ AH AR5 I &2
I Heetsr B IR a4 r=rEsh (B0 - Bkl - 2L - ifF -~ B3E%) (MfH6)
Lay-outs of warehouses and storage areas, with special areas for the storage and handling of
highly toxic, hazardous and sensitising materials indicated, if applicable;
CEMEFEFXEHFEE  O8F  afEiEfEiaE sE5NE - aa S BRI RS
TR, -

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

0 R AT AR » (R ARAE RIS LD -

4.1.1  Brief description of heating, ventilation and air conditioning (HVAC) systems
fEZz A (HVAC) &4
- Principles for defining the air supply, temperature, humidity, pressure
differentials and air change rates, policy of air recirculation (%).
a2 P A LB BT R WA~ JRIE B - R IE DS AREL ~ B AE
(%) -

4.1.2  Brief description of water systems
TE UK 258
- Quality references of water produced;
KBTS TR AR
- Schematic drawings of the systems in Appendix 7.
KERGorEEM T

4.1.3. Brief description of other relevant utilities, such as steam, compressed air,
nitrogen, etc.

] AL AR R A PR BIANZES » [RARZE S ~ BREFERS -
13



4.2  Equipment
Wi
4.2.1  Listing of major production and control laboratory equipment with critical
pieces of equipment identified should be provided in Appendix 8.
S A=At g FH E 2 Es - eaff=k8
4.2.2  Cleaning and sanitation
THE M
- Brief description of cleaning and sanitation methods of product contact
surfaces (1.e. manual cleaning, automatic Clean-in-Place, etc).
Tl S 20 mmE R A ~ TEsERRENEL ~ HEEARBIEE R (Fid : AT
G HOEREEE) -

4.2.3  GMP critical computerised systems
S5 mAF RERARNREITEIUERS
- Description of GMP critical computerised systems (excluding equipment
specific Programmable Logic Controllers (PLCs)).
A S 24T BRI R RV (LR S E N (P EiEE EmIE s
(PLCs) ) -

5. Documentation
XA

- Description of documentation system (i.e. electronic, manual);
A SR 2 (BIE+ ~ 40057)

- 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.
WSHFIC AR T IMrFE (WF - BRESYIEREdE) - SRS MER S
W HFE ~ EFEHPFTARARAIIE DR ) MBS AR R AR [A] -

6. Production
&=
6.1 Type of products
Py
(references to Appendix 1 or 2 can be made):
(A[ZF 12 ) -
-Type of products manufactured including
A=Ay
* list of dosage forms of both human and veterinary products which are
manufactured on the site
T AErmi—EE (EEARSEAm)

* list of dosage forms of investigational medicinal products (IMP)

14



6.2

6.3

manufactured for any clinical trials on the site, and when different from
the commercial manufacturing, information of production areas and
personnel
T A imRiAHSem (IMP) FIBI—Y%5% - A= hS Bl mifRE o
AT IEAE ARER -

- Toxic or hazardous substances handled (e.g. with high pharmacological activity and/or with
sensitising properties);
FHEEERYITRYARE Y (a2 Esm)

- Product types manufactured in a dedicated facility or on a campaign basis, if applicable;
WA - BT R B AR T RS a0

- Process Analytical Technology (PAT) applications, if applicable: general statement of the
relevant technology, and associated computerised systems.
WA - FRIHERESTEOR (PAT) NAEMN » FHEAE SEARFIHT BN RSN
FHIFM -

Process validation

T 2%k

- Brief description of general policy for process validation;
TET SRR T 23 A R

- Policy for reprocessing or reworking.

AR T BCEHT T A S -

Material management and warehousing

Ykl E G i

- Arrangements for the handling of starting materials, packaging materials, bulk and finished
products including sampling, quarantine, release and storage;
RELEYIEL ~ BLEEADR ~ SR S EHIAARE - EFREURE ~ G ~ T SHEE

- Arrangements for the handling of rejected materials and products.

A GISYIRIRIT™ A f A

Quality Control (QC)
[oT E
- Description of the Quality Control activities carried out on the site in terms of physical, chemical,
and microbiological and biological testing.

M RS ~ MY AR F T E RS -

Distribution, Complaints, Product Defects and Recalls
SrEH ~ BIR -~ IERGRE S A

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

S8 (B T RIS TT NI E S )
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;

15



SRR (BERERFASE T TNEESEE RS ) KHEEX (BEE /O
25X ~ EEF)
- Description of the system used to verify that each customer / recipient is
legally entitled to receive medicinal products from the manufacturer;
TR SR FE 2 B 240 > DOEIAIIE A Gk Ps e 2in
- Brief description of the system to ensure appropriate environmental
conditions during transit, e.g. temperature monitoring/ control;
AT A I o AE B i AR P A R T S TR SR R R YRS e - D
S5 S/ A2
- Arrangements for product distribution and methods by which product
traceability 1s maintained;
- TR HEHE D SR BERRY T A -
-Measures taken to prevent manufacturers’ products to fall in the illegal
supply chain
B3 17 iR AT B A HE R BRI FE I <

8.2 Complaints, product defects and recalls
R ~ PG S A e
- Brief description of the system for handling complains, product defects
and recalls.

(A R AL URAAER ~ T iR S5 H B 2 -

9. Self Inspections
=fiva
- 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.
A H A 2 > B A B A TR O BT R AR - B SRHELL R
BIEMN -

MR -

Appendix 1 Copy of valid manufacturing authorisation

LRER! ARIE A VF R] SR EN:

Appendix 2 List of dosage forms manufactured including the INN-names or
common name (as available) of active pharmaceutical ingredients
(API) used
P2 P A=A H 5% - B FERT I URIZSRYINNAA MREGE 44 (A0 )

Appendix 3 Copy of valid GMP Certificate
B3 BREIGMPIE & BNt
16



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
P4 EEAEFMIASEREFL R - AEIE A ARER
DARAMEE TRV R SRR AZ A -

Appendix 5 Organisational charts
FFA=S HEWFE

Appendix 6 Layouts of production areas including material and personnel

flows, general flow charts of manufacturing processes of each

product type (dosage form)

P60 AR EIE - BFEYRAIA SRR E - 258 G 7™ m
& S B 1 A

Appendix 7 Schematic drawings of water systems
Bf47 KirFrER

Appendix 8 List of major production and laboratory equipment

{RERY REEAE TR SRR E IR - (NEE R

17
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