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4. BLEFERIE AR Basic information of manufacturer

a.

=)

PSP GL T AR A

Brief description of quality management system of manufacturer

O EISHEIREE (BEAS P IRYIE RAH RE A - EEFTEE)
Organization chart (including responsibilities of departments. relationships
between departments, departinent heads)

S S B 2L B R A L

Table of dosage forms and type of products being manufactured or to be
manufactured

Frel ERVEHERET (BAfEEEn I FEEmBEETS)

Manufacturing business carried out (including medicine and non-medicine
manufacturing business)

PESRELE - SLEPER] - PRI AT A oy $5HY B T H

Number of personnel mvolved in manufacture. quality control. and storage and
distribution of materials and products

AN EE#F} Personnel information
a. [E#E A BRVERE (EREEHH R/ EARI CIFEResg ) FHE

Qualifications (evidence of academic qualifications and/or documentary proofs
of relevant working experience) and responsibilities of key personnel

b. A BlEETE
Training program for personnel

c. (B AMRIAFER (BERE - TIFRENTERS)
Personal hygiene measures (health examinations, requirements of working
clothing. etc.)

&g B Al 5 i} Premises and facilities information
a. EE (E: - P EGE - SEEE

Brief description of premises (location, brief floor plan, total area)
b. S Al

Brief description of facilities

S HE R} Equipment information

A LT R R A

List of major manufacturing equipment and quality control equipment

SR ZR R Al

Brief description of documentation system

9. SUEETIHYHE Manufacturing management information

a. BUERAZAIE - A0REA TSR A R IR
Simple flow chart of manufacturing processes with indication of major
in-process conitrol points

b, PrEIRIE LR AGE (B~ TR - SRR~ BT AEEERY D)
Simple flow chart of materials and products handling (arrangements for receipt.
rejection. release. storage and disposal)

10, SEFEHEE} Quality control information
a. B F A

Brief description of quality control system

b, S AR I T

Responsibilities of quality control department

11, FEBHFEEFFIE Sl Complaint handling and product recall information

a. BB A O AR

Measures for handling complaints about product quality

b, ZE [ A

Brief description of product recall system

12. BgEtEl

Self-inspection program

13. &&9ELEERE 475 E R} Contract manufacture and test information

a. ZRtHEAMEGERET SORISERTER (WH)

Information on contract manufacturing given out to other manufactur ers (if any)
b. ZEtHEAMREREIET SRR ER (014)

Information on contract test given out to test organizations (if any)
o ERZSUETSNEENER (WAH)

Information on contract manufacture accepted (if any)

14. Hftrgokt ()

Other information (if any):
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Write Procedures

Maintain the facilities and equipment

Follow the written procedures

ST A

Be competent

Be clean

Validate the work

Control for quality

Design and build proper facilities and equipment

Audit for compliance

U
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