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8 B LA AAZHNE (CONTENT OF SITE MASTER FILE)

IR B ) ) B
1. #HismARETH
(GENERAL INFORMATION ON THE MANUFACTURER)
1.1 2 3% R e 4% A 1.1 Contact information on the
manufacturer

- W R LM AR K - Name and official address of the
e manufacturer;

- TRR A #E R ML B & - Names and street addresses of the | A4k 4 42 B & N 49
NEZERAAE E S site, buildings and production BHAMET@E > E42
ZHE units located on the site; THAFRELRM AR 4

AR

- EFH A SR E L - Contact information of the

(ES AR Y
o LIEHE AR 24
ANER: SRR s

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

TR 2 3% 5540 GPS
(R EMAH%)F X

Identification number of the site as
e.g. GPS details or any other

folho @ AR 9 48 42 L B AR

z Google ¥ -

AEAT H A W T2 AL A geographic location system.
&, °
- TRABRIEE o - Certification number of the site. BwH EEMRMAZEZ
Ll
1.2 TREM k2% 5% | 1.2 Authorised pharmaceutical B sl A R~ M
wAEE manufacturing activities of the site | EZAF £ % -

5 S W 5 0 e -2 Y
A BN X
\'.l.—;'ll;—]_ D%i%
MM R A T
¥ > IR JEGERA

Copy of the valid manufacturing
authorisation issued by the
relevant Competent Authority in
Appendix 1. If the Competent
Authority does not issue
manufacturing authorisations, this
should be stated;

> M1 e
TR AR R E
4 GMP B 23
Ty o

& AR AR B A 2 3T
Bk o

3 Jlli A M
R R T > 4o
B P e B
SRS S S
) LUR

Bk AN B T
fed 48 B E 5 (L
3% B I B )M 2 &
MM/ o W8y
AN E AR H A
A8

Brief description of manufacture,
import, export, distribution and
other activities as authorised by
the relevant Competent
Authorities including foreign
authorities with authorised dosage

+%w#lﬁﬁmzm
b o S A RAbEM
B2 F A () do
GDP:«++++) » R 35 4% ik
NEBARDIEE -
;Etrflﬁ 'E; I—E‘-J 2
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forms/activities, respectively;
where not covered by the
manufacturing authorisation;

SRR QSR |
3R S ) A B
(IR 2)

Type of products currently
manufactured on-site (list in
Appendix 2) where not covered by
Appendix 1;

VR - (TR
By o

- IR TBRE S FA
% GMP #3582 #%
¥ a.45 B #1 R AT HE
E 2 X F LB B
Ko 24T GMP 3%
EHRAENMES -

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) should be included,
if available.

1.3 B Atbz fa4E ¥

1.3 Any other manufacturing activities

carried out on the site

- 3l Bk P9 AE fT IE
%

Description of non-pharmaceutical
activities on-site, if any.

CIECRES & & o i
&b —EH B F

2. Rtz b TR A%

(QUALITY MANAGEMENT SYSTEM OF THE

MANUFACTURER)

21 Hsmz Y8R A
#“,

2.1 The quality management system of

the manufacturer

- ff o 3] P EEAE 2 S
TE2 2% R HEme
B2 AZE

Brief description of the quality
management systems run by the
company and reference to the
standards used;

S AR R R A
< S BARE > fdo - ISO
9000 » GMP % -

- A MgEFLE A%
AR ERA A5
REEHZIE

Responsibilities related to the
maintaining of quality system
including senior management;

5] 4o -

K IR
Bk -
AL A -

B W e
AR AR AR IR
AR AR IR

00000 ¢




-@(W?& T&UUvﬁL{}F

¥z B0 83 REY
BHIA A% BARAE
WAk L A% -

- Information of activities for which

the site is accredited and certified,
including dates and contents of
accreditations, names of
accrediting bodies.

) %o

KBEN 1073 B 25
B H4% TFDA %4 &
o8k A R = LA R

:[E E :‘;E:i{ &

22 B AESHZHATESF | 2.2 Release procedure of finished
products
- A AR E A Detailed description of 2
HITRAFZ A qualification requirements Bil4k
B/6#MABZEHKE (education and work experience) | 1 Ve ey :

f HEFRFARIAH of the Authorised Person(s) /
B EY) Qualified Person(s) responsible
for batch certification and
releasing procedures;
- Ak Bt =R AR T L AT General description of batch Wik A2 SOP # % -
25 certification and releasing
procedure;
- ERKE SRR Role of Authorised Person / A AT -

R R B 4
T A A
S IN-U 1 T
e

Qualified Person in quarantine and
release of finished products and in
assessment of compliance with the
Marketing Authorisation;

< BIREITHAT R
B W MR RAE o >

AR AR %Ak i
ANB/A#%ABF b
Mo F &5

The arrangements between
Authorised Persons / Qualified
Persons when several Authorised
Persons / Qualified Persons are
involved;

S hofd 1 A RBGER
HAER 14 -

> dm A F AL B4
HAER R > Bldo
ZHHZ LI~ R
i i

SRR E ] R A TR
JA 42 A 495 (PAT)
B/ 3% Bp B AT & 4B
AT

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

SPAT BiE @4 %R
L EpE 2R A A2 P g
ﬁﬁ#%%%ﬁ%

v GRS AT L
Pkﬁfi'sz_éﬁ%\ﬁ}i ' 3
U2 DS
ey — 3tk - AT
F o B A2 Bp B B 3 &,
8 E AT -

S H KA B bRt




R 2T HERE %

WHATZ 408 AT

AR ©
SEHEARELE & -

23 HERARLSLHHZE
19

2.3 Management of suppliers and

contractors

- BRI A
ZEI/EWM 0 LR
A% E

A brief summary of the
establishment/knowledge of
supply chain and the external audit
program;

SRR E LR TN
Eas
> R A e 4R OR
#2E) BRiER
P AR
(R)BHRILE -
> o AR 30 PT 34T R
LR SR S
/RS Y
A -
> AR E o e
R R IrESE
72 SOP -
SHEMARIE &

- s sH - RMNE
(AP R & ¥4 L b
8 S T R 40 B4
ZERRT R

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

S s R4S P #
# e

S EBERATAHRRE—F
LA -

4 f M SL AR 2R P AT B
AR R ALY
E/IRBAHOHZE
TR o EARAL
M AT AL 0 Rl
HAAAHHHAE S
b8 2 A 0 PRARER
2Kk e

- KRR g E 5
¥4 TSE (1% % M &
) M3 45 AR B R )48 3] AT
B2 I

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

EAHE K &y -

- BB R koA
e ENR (ehkée
K2 AR ~ Rk 2
I T A= NRCY 5
R EER A

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

4




identified;

- 48 B &9 B i 1Ak B 4k Use of outside scientific, > JE AP i AR A
BRSO R analytical or other technical JAE RN e B A AR
i3k A % 35 assistance in relation to GEI TS & Tt Y=

manufacture and analysis; Bldo @ R EY
i~ .. K
}?:J‘r" (ﬁ.;ﬁ— ‘3%’ 5 -’E‘_t M
I B o List of contract manufacturers and

BREFE O3 L
hERIEE W T dE
FohHEs HEH
1B XL a2t R &
B 0% L E o 2R
M4

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

SR S o o
F] 42 4F & L 3 7T A
A B i EEED
AMAG 2.2 oy

) -

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).

CHRBYHETNEG

Mo EH ARy

FHB &R E
BAREZ M-

2.4 55 A IR 2.4 Quality Risk Management (QRM) | & 4 JA 44 AR 45 £} £ 4o
WL Ay ¥ B S AT IR

& UEERAESE -
- MRS ESER Brief description of QRM < MKIER 6 & E B
& 5 G R IR methodologies used by the FTIEFE(NETE

manufacturer;

TRz ERETE

HE BT AR~ 4o

fTEIEE)
SERR B TRy

o g R e AR 2 0 E
9 F g 5 A
NEIRE S W Y.
AEETFT ARG
EfAF ¥R A
J I B 3R A 4 89 4E AT
JER > LI AEAR R JL 4G
—E M o

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.

<> B 346 6 12 o S0 )
R R R e
PR HE%A
17 ?

CHEHLEEE > AH
o 8) B 8 P B e
0 ou B R A R Y 0k
(ZR) RIEAHA
BAT ?

< T HE N 8] BT AR B
2N B Fn F s 8] Rl




% AT 08 &
ST o B ST AT
RAE e

SCEREF "Ry -

2.6

£ &5 Mk

2.5 Product Quality Reviews

- e R ok e

- Brief description of methodologies

used.

$ 2 VARAE GMP % 45
1RPR3TZ A b b E 3F
R s i

SwHHE RTEF
PIC/S GMP % — 3} &
110458 % 11.1 452
BBz -

3. A¥ (PERSONNEL)

- WAL E FE A

A5 H R W 2 AL/

Organisation chart showing the
arrangements for quality

kAR 0 4 8% [B] & 7 management, production and
%5 QEHHEESR quality control positions/titles in
Ak ANB /BB A Appendix 5, including senior
g ; management and Authorised
Person(s) / Qualified Person(s);
- R FESREEE 4 | - Number of employees engaged in
& S E R s AR the quality management,

production, quality control,
storage and distribution

respectively.
4. Rk z@& %% (PREMISES AND EQUIPMENT)
4.1 i3 4.1 Premises
- 18 m;ﬁfr&?i’ 3£ ® = | - Short description of plant; size of | < TR fiill @ B~ &
miEREWREREMF the site and list of buildings. If the M o
Boxmd A EAsH production for different markets, | < f#]4v @ A Sk o & ug
KB HHE K MR i.e. for local, EU, USA, etc. takes Z2OR  RwaiEA

B MR ] 3 M AT
B 4o SHEEI A~ BR
B ARF RPN
EAREE MR
WEAE 1] BAH
A& 4 BF)

place in different buildings on the
site, the buildings should be listed
with destined markets identified
(if not identified under 1.1);

O BEARAFOR
Y ARABEY
REETE BRAR
SRk AR —JE R
KEEFG - — ..o
SEAHHARRE TG E
KA R B 4

WATA A > FHIMHE -

BB kM e Rz
Wik B R Ay £ (7 N
AR R TAZE)

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

#1101 a0 fER
B3R A X > LA L
R o

6




required);

- A EEBZEERIM
2@ (RM44 6)BaT
BB EREFETR
AR & R e B £ 0 3
B RN 24E ¥R
B (54 : H -~ LI
i~ K%

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;

- B R GE IR E
B whHBHEK LE
M BB BUME 2 R
B EAR S G A7 LR
HHFE B

Lay-outs of warehouses and
storage areas, with special arcas
for the storage and handling of
highly toxic, hazardous and
sensitizing materials indicated, if
applicable;

SRUE R EZ
FaE - wHHHE
M~ A E MR
% B AT T H
ﬁ IREER -

4 AR MR B
r$ﬁ@ﬂ&%%
M B E MR B
Z B e

- FAREAMEF & E L
Ao B A A WA 4%
A o

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

<& AR E R
R E 429 K B A R
=
CHEBREE "R o

4.1.1 f§ik 2l (HVAQ) 4
#,

4.1.1 Brief description of heating,

ventilation and air conditioning
(HVAC) systems

- P RBEIE S B S
BRI RE S BAKRR
= RAEEE %) RS
Z3TERZA »

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

38 A AT 2 A A8
G ER B R
BE -~ BRAHBREERH

PERZITE RE > LA

recirculation (%). RXFHE -
4.1.2 fHitiK & & 4.1.2 Brief description of water
-AMNAKRGLE 2FE - Quality references of water < #6175 -

RIE o

produced;

>R P B BN
8 IR -

> RAF KRR AKKE
RE -

<> T ff 3 A2 A KA

RO E So R AR 2 R

fﬁ%{@éﬁ ‘f&"" M

#(rinse) A KM A4% -

- T MEKRHKZ
Bl o

- Schematic drawings of the

systems in Appendix 7.

EAFKEEA G B
S K Bl SRR o

4.1.3 ?;?}in‘;ﬁmifﬁ R 2~ A
B 0 9] do A S B

4.1.3 Brief description of other

relevant utilities, such as steam,

7




ARFE -

?21'1

compressed air, N2, etc.

2 %M

4.2 Equipment

42.1 Mt SR X HAE
#15LE KR E X
-Z.;ﬁ -?‘ Ji**ﬁﬂ: tﬁ X
B &Y Bl SRS - ©

4.2.1 Listing of major production and
control laboratory equipment
with critical pieces of equipment
identified should be provided in
Appendix 8

4272 FREEE 4.2.2 Cleaning and sanitation
- A s A LA A ey - Brief description of cleaning and

B E-R S ﬂi#ﬁ
AR E (o

sanitation methods of product
contact surfaces (i.e. manual

I#HE - BHwiF ﬁr cleaning, automatic
) Clean-in-Place, etc).
4.2.3 GMP # iz &SI | 4.2.3 GMP critical computerised
% % systems

-fik$ GMP A £ 8%
A8 Mz AL & #(%

Mz
¥ 97 3% 4] 3 (PLCs) IR
k) e

- Description of GMP critical
computerised systems (excluding
equipment specific Programmable
Logic Controllers (PLCs)).

< PLCs( T #2 X, # 4§ &
| B)A - E

TRE AN B &L
ER AR ER R
0 TIESIAE A ¥
2 o
s GMP A=
BHIL A& 2R &
o Rr B H1oE w4E
¥ 42549 PLCs -
> BB

BT BIE R R
A % 0 Wil 4
"F °

CHEBRE K & -

5. x4+ (DOCUMENTATION)

B A A S (B o
EF UM~ R XA

- Description of documentation
system (i.e. electronic, manual);

& XHEHEA AR RE
TR RFHEREN
% o
CHH XA K B
4o
P XM ASKWA L X
4o 25 J7 R o

» s‘uﬁéfm ’ fﬁ]&n ;
ﬁ'] Ffi 3 nr.: 'fﬁ.
B &

» SUAF R RTHE T ~ %
M HMEZXAEF




/\ o
> XA AF AT -
> AR A XA
FEFE - o
> SUAF R ik e
> XAHARAT TR o

- EXMR (AR S
W RS ERK
R ) 548 A7 257 A8 7 R
=T e &
SR AL A7 M BE 2
LAk 0 BABAE 3
B SN IR ©) XA P
Z 5P -

- 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.

<> hog BIFHZ o
SERA BT8R

6. % & (PRODUCTION)

6.1 Az faR (T4#
M4 1 B 2) ¢

6.1

Type of products (references to
Appendix 1 or 2 can be made):

- A B &
15

Type of products manufactured

including;

* BN EZ ARR
S A BB A 2
- g A

* list of dosage forms of both human
and veterinary products which are

manufactured on the site;

P AR BB A EHE
gh o R A G A B
BAHE T RHHA
B, .

* i P9 By AE AT BR R GR
S pr W ik ey Bt A
% & (IMP) 2 #I R i
Bog ARG mR
ABRETNEBZ
R&FmPARR
7] B > S JB A 35 sk 35
Prg A B e B

* 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;

#AAF "R oo

-BERHEMRAEENRD
B2 R I H k(o
BB EHA/RE

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

EBEF "& -

BB HNY) sensitising properties);

- E R R - Product types manufactured in a S HRE N ERBE
Biriad & ARG dedicated facility or on a 7 o
HAMEEZ E S campaign basis, if applicable; S fplde L iR wMAE

A B &P LASEA

R R e

- HHR H AL R
(PAT): 4% 1 2 48 B 4%

Process Analytical Technology
(PAT) applications, if applicable:

> KA PAT » %4k
i H ik 4 2 E S G

Hi B PR iR 4 2 & BS1G general statement of the relevant A e
A o technology, and associated SERE B "R -

9




computerized systems.

6.2 Wik

6.2 Process validation

- R — A
R

- Brief description of general policy for

process validation;

BRIz FdHk
MATHEH BB & -

-ERERFOTZR
%_O

- Policy for reprocessing or reworking.

540 BB E SOP =
A8 R B e

6.3 Bt E 2 R Ak

6.3 Material management and
warehousing

- BB EMMFa
OEEALRARELE D
RILH) M BIE
B BB~ AT R A#
1%

- Arrangements for the handling of
starting materials, packaging
materials, bulk and finished
products including sampling,
quarantine, release and storage;

< R K AR
EEBME
-4t JE T it 9% S AR
P9 Bk 3% 2 B B
bkt E
- B4Rk AR R
R
SR Mk AT A
PR
-FE 2 & H)
¥ ik
THyLRKARETE
ME -
OEMEERT
*ﬁé% +#
o~ LR AR 2
EAT e K F
5~ 2 ek iR
@» ? 1%"\ *xx
SRR BRE T X
¥ e
CREEDZIHARR
AT ©

tm%%%@ﬁﬂ

-EERRBRMHARAE SRR
POy HE -

- Arrangements for the handling of
rejected materials and products.

Bau gAY HF TR R
T HEZ MK EAET
& IR~ RE R %
HARE o

&% # 4] (QUALITY CONTROL)

- B BE 9 fe 32~ Ak
P AEMBR A S
R & AT IRAT B &

- Description of the Quality Control
activities carried out on the site in
terms of physical, chemical, and

< IR E KRR IE R
< A iR A 8
< B WA %A B

10




HEHMEE

microbiological and biological
testing.

SEH S ARAERRYH
B ZRAEHRT

8. il ~ ¥3IF ~ A SLBURA I

(DISTRIBUTION, COMPLAINTS, PRODUCT DEFECTS AND

RECALLS)
8.1 fE4(4t¥ ¥ ¥£4p7 | 8.1 Distribution (to the part under the
B &) 7 1E) responsibility of the manufacturer)

Aol R (A
PHEHHFTH 4 Y
BHTE )R
(ERA/mMNERE - £
B%)

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;

R A RN N s
SR R4 E R A
GLE) -

CHB
>HEHEAR S E

Bl REREREY
B BRI -
> ABB ARy -

P4 A Sued b all - 2
RS SN Y E
tht ik BUF % ¥
HA RN RS

Description of the system used to
verify that each customer /
recipient is legally entitled to
receive medicinal products from
the manufacturer;

CHERE P RIFHE LR
BASTEN  AEE
RGBT B A -

< % % k4T GDP > &
b B4 GMP % 49
MR T 0 3 MR
AT o

CHEBRANCEA GDP
WA o 3F R E
i Rk B4
s (H—250P) -

il 3 AE S 3% 2 R 2R AR

Brief description of the system to

RBENAEER BT -

Ll IRIBES TS ensure appropriate environmental
At pldo o B EE conditions during transit, e.g.
1% ¥, temperature monitoring/ control;
- ALESHMRER Y - Arrangements for product BN EERETRE -
FAELTHIERG S distribution and methods by which
7% product traceability is maintained;
- EHR 2 A S - Measures taken to prevent il o T35 A O & b

i By 9 ik AR 88 %
Bty 4556 -

manufacturers’ products to fall in
the illegal supply chain.

AR 6 o A AR A3
W~ BRAES ? EH &
5k~ BB SR A T
A% 7

3.2

§ 3 0 & b IBUBE A i

8.2

Complaints, product defects and
recalls

ff AR 32 3R~ A IR
BAE W R o

Brief description of the system for
handling complains, product
defects and recalls.

11




9. B # &4 (SELF INSPECTIONS)

ke REZAH T
WEIBMRAITE S
tE T E R e B
BRE-THRHRE
RIREATE) -

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.

CHRBEARRIEEY
WG » w8 K
£ 4% SOP » 35 ff ik
Z o

CHxEHAPITARE
B #E "s, o

12



P+

ML AN R FTHA - Appendix 1  Copy of valid manufacturing

authorization.

2 R HA 2 h B &35 A7 A R 8 2] Appendix 2 List of dosage forms

INN % #% (International Nonpropietary Name§ manufactured including the INN-names or
for Pharmaceutical Substances # & &4 B % JF common name (as available) of active

BALH) h—REH (FTIT8F) - pharmaceutical ingredients (API) used.
M43 AP eGMPHE IR EH A - Appendix 3 Copy of valid GMP Certificate.

4 B(RBERBEFETMEZXF | Appendix 4 List of contract manufacturers
B a6 hibak H4s r X o AR T F(R) and laboratories including the addresses and
T EM AR - contact information, and flow-charts of the

supply chains for these outsourced activities.

MAES sk Appendix 5 Organisational charts.
fF6 A E & B E B a5 R A > B Appendix 6 Lay outs of production areas
— A A (B e Rk X iR E - including material and personnel flows,

general flow charts of manufacturing
processes of each product type (dosage

form).
M7 KRESKET Appendix 7 Schematic drawings of water
systems.

A8 ERMAZRTWEZMAE © | Appendix 8 List of major production and
laboratory equipment.
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