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CONTENT OF SITE MASTER FILE (%A F~AZ—7 7 A L OFLHFIH)

1. GENERAL INFORMATION ON THE MANUFACTURE  (BLi&pTo>—xnrIIE#H)

1.1 Contact information on the manufacture  (83EFT & OERE D 72D DIFHR)

1.2 Authorised pharmaceutical manufacturing activities of the site

(= S5 5t B BE R WA M OSSR 7 © D [ 3K S BE 2 B 2 B 855 D B fk i)

1.3 Any other manufacturing activities Carried out on the site
CYFEBRLETIZ BV TIThIL T B E SR 5L LIS D S5E1 T 2)

2. QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURE (fWE~RT AL R AT 4)

.1 The quality management system of the manufacture (BLEFTONE~RI AL I AT L)

.2 Release procedure of finished products  (HF#&HLSL D T FNEE)

.3 Management of suppliers and contractors (¥R K OERHEEOEHE)

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

N INININIDN

.5 Product Quality Reviews  (Hl5 F/EREET)

3. PERSONNEL  (1£38)

3.1 Organisation Chart (BT DAHAMEX)

3.2 Number of employees  (BUi&EprDBEZEER)

4. PREMISES AND EQUIPMENT  (Jitisx & UV fi)

4.1 Premises (g%

4.1.1 Brief description of heating, Ventilation and air conditioning (HVAC)systems
(ZEFRALER S 25 LD B 72 50 )

4.1.2 Brief description of water systems  (BEFKALKRE S 2T L OFEE725HH)

4.1.3 Brief description of other relevant wutilities,such as steam, compressed
air,nitrogen, etc. (ZOMO=Z—TFT 1 VT 1 (FER., JEMEZER, EHR72E) OfFHIRFH)

4.2 Equipment (&)

4.2.1 Listing of major production and control Laboratory equipment (B & OVFRBRAR
ARXAH)

4.2.2 Cleaning and sanitation (P& OV ER)

4.2.3 GMP critical computerized systems (GMPICEHELZ-EE/ a Pa—X{L AT L)

5. DOCUMENTATION  (SriEE )

6. PRODUCTION  (Bdi&)

6.1 Type of products (L, DOFESH)

6.2 Process validation (TfANUF— 3))

6.3 Material management and warehousing  (FASEL, &4, 2L 7 8L OEE N OB EED)

8. DISTRIBUTION, COMPLAINTS<PRODUCT DEFECTS AND RECALLS  (Bdik., +1f - fh/EL 1L X OVEIIR)

8.1 Distribution  (fidu%)

8.2 Complaints, product defects and recalls  (GE1F « SWETHHRALFE & OEIR)

9. SELF INSPECTION  (H C.sif®)

(REA~HES)
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Appendix 1 Copy of manufacturing authorization

(IRFTERE 1) (REZEFF A REDE 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
(LSRRG L QW 2 ERSORE T L 0 2RO E#R)

Appendix 3 Copy of valid GMP Certificate

(IR} 3) (E%h7eGMPREFHDE 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

(Rl - WEBIEEB ORI DO U A N R OEFES OB E)

Appendix 5 Organizational charts

(IRfT& ¥} 5) € ik 9]

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

(IRfHEE6) neral flow charts of manufacturing processes of each products type (dosage

form)

TEFEEORER., A - WOBERE, EHEXSS, £E, Al 2L Offifk
Tu—Kia s

Appendix 7 Schematic drawings of Water systems

(IR T) (&R EHG > A7 2O EEX])

Appendix 8 List of major production and laboratory equipment

(IRITEEL8) (EE RSN - SRBRAREDO U A K)

(Hidh)
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