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CONTENT OF SITE MASTER FILE (%A b~ A ¥ —7 7 A /L OFLik4-H)

1. GENERAL INFORMATION ON THE MANUFACTURE  (Bi&phrod>—ixrIlE )

1.1 Contact information on the manufacture  (BUERT & OHEAED - O DEFHR)

1.2 Authorised pharmaceutical manufacturing activities of the site

(2= 3 5t B E R W% M OB EHLH S R 2 & D R 3K S BE |2 B 2 B8 S5 O B fk i)

1.3 Any other manufacturing activities Carried out on the site
CYUFERLEFTIZ B W TIThIL TV B ESR S LIS O Bl T 4)

2. QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURE (ftE~FRT AL R AT L)

.1 The quality management system of the manufacture (FL&EFTOME~RI AL M AT L)

.2 Release procedure of finished products  (E#&ELEL D Hf FNEE)

.4 Quality Risk Management (QRM) (fWE=EV A7 <Y Ak (QRM))

)
\

2
2
2.3 Management of suppliers and contractors  (HLfG2EH K OERFEEE OETF)
2
2

.5 Product Quality Reviews (il

o
So
R
B

3. PERSONNEL  (1£35)

3.1 Organisation Chart  (RL&EATOREMEX)

3.2 Number of employees  (BlLi&EFTOHEEER)

4. PREMISES AND EQUIPMENT  (Jitasx & U fi)

4.1 Premises  (Jifiz%)

4.1.1 Brief description of heating, Ventilation and air conditioning (HVAC) systems
(ZEFHALBR S 2T KD B 72 3 )

4.1.2 Brief description of water systems (& HAKMLAE S AT A OFF H 2230 0)

4.1.3 Brief description of other relevant wutilities,such as steam, compressed
air,nitrogen,etc. (ZDfDO=2—7 4 VT ¢ (GEK., EMZER, 670 L) OFHZRTH)

4.2 Equipment  (Efi§)

4.2.1 Listing of major production and control Laboratory equipment  (#l&Es% (i K OeBhka
EAi)

4.2.2 Cleaning and sanitation  (PEy% & OV RE)

4.2.3 GMP critical computerized systems (GMPICE L /-EELa L Ea—H Lo AT L)

5. DOCUMENTATION (G4 ER)

6. PRODUCTION  (#i&)

6.1 Type of products  (HlSLDFE¥H)

6.2 Process validation (TFENRUF—3)

6.3 Material management and warehousing  (JFkFEl. &f. L7 B OB KR OVE EER)

8. DISTRIBUTION, COMPLAINTS<PRODUCT DEFECTS AND RECALLS  (Bdus, 1% - dn/EfH #ALEE & OVEIN)

8.1 Distribution  (Fdi%)

8.2 Complaints, product defects and recalls (&% « SR HRALER K ONAE]IR)

9. SELF INSPECTION  (H k%)

(RE~KES)
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(RTE 6 D X)
Appendix 1 Copy of manufacturing authorization
(IRFHERE 1) (BRSSP AIRED G L)
Appendix 2 List of dosage forms manufactured including the INN-names or common name

(AT EE2) (as available) of active pharmaceutical ingredients (API) used
(BLERT CHRLE L CW ARG OFE S H L TV D JFEEDOEHR)

Appendix 3 Copy of valid GMP Certificate
(AR 3) (Fh 7 GMPIEHDE L)

Appendix 4 List of contract manufacturers and laboratories including the address
(AT EE4) and contact information, and flow-charts of the supply chains for these
outsourced activities
(g - SWEBIEEBEOERELD Y A bR OEFLEROHE)

Appendix 5 Organizational charts

(IR EEE5) € ik RY)

Appendix 6 Lay outs of production areas including material and personnel flows, ge-

(A& L 6) neral flow charts of manufacturing processes of each products type (dosage
form)
[@%W%%@%ﬁﬂ\A-%@%ﬁ\%@EE”\%E\ﬁZS&@%iﬁ]

Tu—KXig L

Appendix 7 Schematic drawings of Water systems

(IR T) (s KRS o A 7 A OB EX])

Appendix 8 List of major production and laboratory equipment

(BATEEL 8) (EE R RERE - BRI AERMEO U 2 B)

(i)

“EXPLANATORY NOTES FOR PHARMACEUTICAL MANUFACTURERS ON THE PREPARATION OF A SITE MASTER
FILE” PE008-4 Annexl January 2011, PHARMACEUTICAL INPPECTION CONVENTION PHARMACEUTICAL
INSPECTION CO-OPERATION SCHEME (PIC/S)
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