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(CONTENT OF SITE MASTER FILE)
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1 W RA TR
(GENERAL INFORMATION ON THE MANUFACTURER)
1.1 ®sd BB e 7o 1.1 Contact information on the
manufacturer
- W R FHE DR - Name and official address of the
At manufacturer;

- IR EFEE B AR - Names and street addresses of the | & iz 4 B % P 0
nNEZEREY RH > site, buildings and production Ay T @ T %ﬂ
2% units located on the site; T I eRiE A B

AH o

- % 7 A&SEBR S T - Contact information of the

o ] aE B e B R T manufacturer including 24 hrs

Moo FEBBEAR 24 telephone number of the contact

o PR R RS personnel in the case of product
defects or recalls;

- 1 2o #u g 4 GPS - ldentification number of the site as | &4 @ &/ &% B A
(2rk iz k)T e.g. GPS details or any other z_ Google # ] °
e H Bk geographic location system.

- 1 RETE - Certification number of the site. LR RE B ) Rk
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12 1 jisynaz 2549 | 1.2 Authorised pharmaceutical IR R ek - R B I o
BITE manufacturing activities of the site | /&2 iT% % o

- L R L E s - Copy of the valid manufacturing | < & 1 »>cp p i 3%
Py v A po2 authorisation issued by the TRAA LT AR
WigFv P AoFi g relevant Competent Authority in “ & GMP Rz 2 3F
WHAPF UG HFT Appendix 1. If the Competent o o
P RIS Authority does not issue S AR A FE

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

Type of products currently
manufactured on-site (list in
Appendix 2) where not covered by
Appendix 1;
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- B3 fdiT b E R
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Hoodap 2 {74
he i B E AR
o BT (T GMP Zp

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

THAE R 3o of current GMP certificate
(Appendix 3) should be included,
if available.

1.3 fep H w2 B ivd 1.3 Any other manufacturing activities

carried out on the site

- R E e R E R
2 1 o

Description of non-pharmaceutical
activities on-site, if any.
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(QUALITY MANAGEMENT SYSTEM OF THE

MANUFACTURER)
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2.1 The quality management system of

the manufacturer
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Brief description of the quality
management systems run by the
company and reference to the
standards used,
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Responsibilities related to the
maintaining of quality system
including senior management;
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Information of activities for which
the site is accredited and certified,
including dates and contents of
accreditations, names of
accrediting bodies.
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22 B A 2 3742 R | 2.2 Release procedure of finished
products
-FHE R F ey - Detailed description of L
ITALR 2 AR PR A qualification requirements 2088
AleR A AE2ZFRE (education and work experience) | 1 r i

f (KT AR
S5k

of the Authorised Person(s) /
Qualified Person(s) responsible
for batch certification and
releasing procedures;
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General description of batch
certification and releasing
procedure;
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Role of Authorised Person /
Qualified Person in quarantine and
release of finished products and in
assessment of compliance with the
Marketing Authorisation;
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The arrangements between
Authorised Persons / Qualified
Persons when several Authorised
Persons / Qualified Persons are
involved:;
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Statement on whether the control
strategy employs Process
Analytical Technology (PAT)
and/or Real Time Release or
Parametric Release.
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supply chain and the external audit
program;
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23 BT E ENF 2B 2.3 Management of suppliers and
= contractors
- R R R aRE A brief summary of the AR » Fa
2 FEZ[F o LR establishment/knowledge of e 7o
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Brief description of the
qualification system of
contractors, manufacturers of
active pharmaceutical ingredients
(API) and other critical materials
suppliers;
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Measures taken to ensure that
products manufactured are
compliant with TSE (Transmitting
animal spongiform
encephalopathy) guidelines;
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Measures adopted where
counterfeit/falsified products, bulk
products (i.e. unpacked tablets),
active pharmaceutical ingredients
or excipients are suspected or
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identified;

- kR

’*f}&”ﬁi%‘f‘/’a\ﬁg\l;r‘_{

- Use of outside scientific,
analytical or other technical

<>3fpfi]”\ g & W B G
,p R E e H iR

W Bt 3 assistance in relation to A E2 R
manufacture and analysis; 1;1] SR g A= |

A

SERF OB "HE -

- AW F —Jﬁ g - List of contract manufacturers and
oz o i laboratories including the
RHELZFN e addresses and contact information
Loy RFEA and flow charts of supply-chains
T ¥ B R 4a T 42 for outsourced manufacturing and
Bl &b TR R IR Quality Control activities; e.g.

Wit 4 sterilisation of primary packaging
material for aseptic processes,
testing of starting raw materials
etc, should be presented in
Appendix 4;

R S B | - Brief overview of the ST REHET N EH
Fhafsg s Fe responsibility sharing between the o TPHEEER
Lp oAt (e contract giver and acceptor with 222 KR ITE
AP~ B 22 ¢ en respect to compliance with the BRIR T2 BEME-
&) e Marketing Authorisation (where

Not included under 2.2).
24 SFh'eE 2 2.4 Quality Risk Management (QRM) | &5 kb *& (%1395 44 & &
W CR A FRTE
oo MEEEH FH e
- Bk E 75‘ AT H - Brief description of QRM S HEE DR
ZEhol i WUR - LR E I methodologies used by the B F(MFT e
manufacturer; [T R
FEF)F v e
PEIE) -
CFELF 0B "#®a o

- & h'w g 322 = F | - Scopeand focus of QRM 2 TR
BEE, AR including brief description of any i E A S HiEE 2
SRR TR e R activities which are performed at AR HEERG
A A R Al S A corporate level, and those which i ?

Ew g R B are performed locally. Any CFESEFEE A

b PRk SaniE e application of the QRM system to NFE S0P AR

B* o ER B R S assess continuity of supply should et Al SR LR ES

- R be mentioned. (12) 2 &% 34
-

T PR TR AR
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2.5 Product Quality Reviews

- ﬁg’?‘_;i:aﬁr;g * o E o

- Brief description of methodologies
used.

>3y GMP % 45
TEETITZ A S
CIRIPER Al LR U

Sdrp FER T S
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3. +% (PERSONNEL)

SN b I A
A SR A2 B
B e R E
250 e B E R
B e L BE A
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- 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);

- A uEE R TR
TR pigs

EHenf a1 A dce

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

4. B %% %2 k% (PREMISES AND EQUIPMENT)
EZ

4.1 B 5K 4.1 Premises

- B R AR - Short description of plant; size of | < 1 By f§ it @ B #L ~ 22
AR EEREAS the site and list of buildings. If the HE
Hox 4 2 iv¥ ey production for different markets, R R 8- RS R E
R HE RS AR i.e. for local, EU, USA, etc. takes FOA 0 Ay 5 FH T
ER NG S place in different buildings on the O > By ® M7 Oﬁi
PFo blde SR S ® site, the buildings should be listed EHR ARG -a‘n)pa
PNEFRE RS with destined markets identified P21 B
i g: ;aL P2 e (if not identified under 1.1); R0 TR - }_j,_)%x
H(p e 1l Iﬁl”ﬁén KETEH - R o

CEFEHTED FF
*&ﬁﬂkﬁﬁ%
ﬁﬁ4g St

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

-4 A F% K

B2 el % s
2B/ (L' 6)E T
LR aFEER S B
PR P ED SR
TS FNE Y
B (blde: 8 A
CEREE =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;

- 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;
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F Ry EART 2R
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CEEIERFADG
BN YR
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FA LT G R
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- Brief description of specific
storage conditions if applicable,
but not indicated on the lay-outs.
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411 @iz n (HVAC) 4
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4.1.1 Brief description of heating,
ventilation and air conditioning
(HVAC) systems

- F R EAR

BARL B
J-’T“ £ Vii% (%) W v%
23T Z_RP e

- Principles for defining the air
supply, temperature, humidity,
pressure differentials and air
change rates, policy of air
recirculation (%).

M A E T2 R eh
HIE R E R SRR
BA~HFfi#H2 251
ik EALE S S
R F G o

412 itk s

4.1.2 Brief description of water

- ﬁﬁl’# }\mw%‘rg‘i«;‘;
121-‘})‘%;

- Quality references of water
produced,;

> kg ¢ EELY
8 5K o

> iRy L ACH 1}41}4%_*
L

T A KRR

2RAE &G LK

#(rinse) * KRt

S REIY AL N G - Schematic drawings of the BTG R ARIE kS P
BT systems in Appendix 7. K@ ket ik o
413 @it H s 4phE o 4.1.3 Brief description of other

K3 o Ao T S R

relevant utilities, such as steam,
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compressed air, N2, etc.

4.2 Equipment

A | 4.2.1 Listing of major production and

control laboratory equipment
with critical pieces of equipment
identified should be provided in
Appendix 8

4.2.2 Cleaning and sanitation

BN A b o
4 g2k (blde £
x

- Brief description of cleaning and
sanitation methods of product
contact surfaces (i.e. manual
cleaning, automatic
Clean-in-Place, etc).

423 GMP #p B 2 T P it

/"( wu

4.2.3 GMP critical computerised

systems

- Rty GMP j £ &
M2 TRk B(K
[ W RS AP
GiE 41 F (PLCS)
:4) °

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

<>PLCS('7 f2 7 MRy
FB)L- AT

+EE P p e
AW RERF
Boo v rdlAp BT
A2 o

it GMP 4 B2~
EHEET ,;" Lo B A F

FARSEN N (RLE 1N

¥ 42 % e PLCs

> BB
F % F By

X% o PR R 4o

% it (DOCUMENTATION)

R L E *m(m—kr’
TF 2 iEN &ﬂx@,)

- Description of documentation
system (i.e. electronic, manual);
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RREES L >E AR
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- 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.

S het Pl
sERt B TRy

6.1 Type of products (references to

Appendix 1 or 2 can be made):

- Type of products manufactured
including;

* R Waigz A 2 * list of dosage forms of both human | *& « * ZEH A EE R
e & AR ) 2 and veterinary products which are o FRG Ep Y BN
FH manufactured on the site; HA > h TEE

B AT o

* BN L P TRk i * |ist of dosage forms of FRF o8 Tal e
R N ) 2 investigational medicinal products
Z 5 (IMP) 2 ] 4] 5 (IMP) manufactured for any clinical
o3 2 49:d 5978 trials on the site, and when different
AR E T A R from the commercial
W Frrer LR 7 manufacturing, information of
PR R T i S production areas and personnel;

A AR
-EF A MR BT B - Toxic or hazardous substances FRAF B Ty o

B2 e dZ > i (bl o
LR ERFEME[NE

R X))

handled (e.g. with high
pharmacological activity and/or with
sensitising properties);

F LR P
B dkd A5 Ad#Hen
MERR R E EE: R3]
SRR R

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

¢ R TE A
ke F s F g
LR

o gl A 5
(PAT):R pit # 4p B ¢
MR Arig B2 7 it

4L
-5
PRI

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

S FF T PAT 1%
wH et 2 TR
b E e
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SFRXF 0B A o
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computerized systems.

6.2 % feFErx

6.2 Process validation

- ﬁ%i@lfiﬁ-‘ﬁgl— i

- Brief description of general policy for

R RA 2 0 FA A

FOERE process validation; HEmreo g E e
S A <9 LA T R - Policy for reprocessing or reworking. | &4 : %z £ % SOP 2z
. AP F -

6.3 Material management and
warehousing

N FANER SN
P EARE BY AR
BT o & s
o o %R

F

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

SRR e
BIRPEE
SRR MY R
M BL 2 B B
-H R R
- R R R T
)
- 7 s
#ye &
-F=E E #
P

THERE KARPER
TR -

el A 13
- Fé&é_\_—%‘i?i

B & EHEL %

A

- B AP A &R
W h o

- Arrangements for the handling of
rejected materials and products.

7. & %4 (QUALITY CONTROL)

SRR A
N SR EERY.

B 5 R s

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

PRI F eI P
AP REED
A Ptk Pk P
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FE I -

microbiological and biological
testing.

R ASFEZH
2 ARAT

8. 4 YR ARBEREPC

(DISTRIBUTION, COMPLAINTS, PRODUCT DEFECTS AND

RECALLS)
8.1 4 (4 44l ¥ #r | 8.1 Distribution (to the part under the
foeng iT) responsibility of the manufacturer)

A& R (45 4
FERET oG U
BHETFE)E AR
(BB R (g% ~ £
%)

- 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;

S B
R LR L
%5  EERH

AR R % Suendy it 1y

FEGE - F S R

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

REE G R T
P EEREHE T

% ¥ %7 GDP> 2
L& GMP % 49
R TR
7 A -

> FRP e %~ GDP
PEE MR E
WiBAZR i e
2 (5-%2S0OP) -

-t AFE Y P | - Brief description of the systemto | g ) (FERLTIES o
AR TRB T h ensure appropriate environmental
B Bl SRR T conditions during transit, e.g.
R temperature monitoring/ control;

- A SEH hE 2 | - Arrangements for product RN TERTIED o
FA ST AR R distribution and methods by which
R product traceability is maintained;

- B - Measures taken to prevent fitdew i e A

manufacturers’ products to fall in

-2
WAEE 0§ D

Poihiy ¥ o the illegal supply chain. %o FRiTL @Mk
G- E sy ATl
w7 ?

8.2 ¥ . & R R 2 w T | 8.2 Complaints, product defects and
recalls
- i ESEY A RE - Brief description of the system for
He B W Tk AL o handling complains, product

defects and recalls.
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9.

p 2 %1% (SELF INSPECTIONS)

SRR AAP s
#-E BT AT A
o R R O E
b 3 S s Mg S L A
FRBFH o

- 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.
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HEl o i e lEFET R A o Appendix 1  Copy of valid manufacturing

authorization.

Mit2 i AAl 2 G E e e RAL# 2 Appendix 2 List of dosage forms
INN % # (International Nonpropietary Names manufactured including the INN-names or
for Pharmaceutical Substances > % =- 7% "% 24 common name (as available) of active

BEH) AR (TR pharmaceutical ingredients (API) used.

W3 sz p IGMPER F A - Appendix 3 Copy of valid GMP Certificate.

4 A(X)FHLFFETRELGF | Appendix 4 List of contract manufacturers
HoodqpHep w54 s gl 4 (%) and laboratories including the addresses and
T B ARz ARE e contact information, and flow-charts of the

supply chains for these outsourced activities.

E5 R Appendix 5 Organisational charts.
W6 2 A®RAER IR AN #| Appendix 6 Lay outs of production areas
- A SRR (AP TR AR - including material and personnel flows,

general flow charts of manufacturing
processes of each product type (dosage
form).

2T R SBT Appendix 7 Schematic drawings of water
systems.

Wit8 A&t A2 FHETRAFE o | Appendix 8  List of major production and
laboratory equipment.
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