1%3¥1FR Checklist 2E

EHETREETHERRG

Chinese Medicine Council of Hong Kong
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Documentation Checklist

Application for Certificate for Manufacturer
(Good manufacturing practice in respect of proprietary Chinese medicines)

SR S R [E TR - BBUERGREIAE (PEEEEE R EENE) R (R
1E) —(F B R EF R E T BN E A E - BUIRE Tt 1 2 12 75 - (£a—IEY
EEZTE ) BN E AR

Please submit in person or by post this documentation checklist together with the following
documents and the Application Form for Certificate for Manufacturer (Good manufacturing
practice in respect of proprietary Chinese medicines) (Form 1E) to the Chinese Medicine
Regulatory Office of the Department of Health. If your answer to any one of the following items
1to 12 is “No”, please attach an explanation in writing.

TR B AEHEAC Have you submitted: = Yes 7 No
1. —piE i BEpgaEIHE (P gk A E B8 ) HEE R (FR1% 1E) [] []

A duly completed “Application Form for Certificate for Manufacturer (Good
manufacturing practice in respect of proprietary Chinese medicines)” (Form 1E)

2. PHFEEECAERIA [] []

Copy of Business Registration Certificate

3. TRREERE R R A ] ]

Copy of Manufacturer Licence in proprietary Chinese medicines

4, BLERGHYEAE R} Basic information of manufacturer

a. B RHHYLE B AR A [] []
Brief description of quality management system of manufacturer
b, AEIAHSRANIE (LS EP IR AT R 5 - BP0 O O

Organization chart (including responsibilities of departments, relationships
between departments, department heads)

C. PTG s RS Y EE B A N A 2R [] []
Table of dosage forms and type of products being manufactured or to be
manufactured

d. FraCEnvalasEs (B REEmBlis R T) [] []

Manufacturing business carried out (including medicine and non-medicine
manufacturing business)
e. (EEEBLE - WEER] - VIR YT F A B B T8 H [] []
Number of personnel involved in manufacture, quality control, and storage and
distribution of materials and products
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2 Yes

4 No

5. AEBEFK} Personnel information

a. RSN BIVERE (BRFEEHH R/ESER TR EREE) MHME
Qualifications (evidence of academic qualifications and/or documentary proofs
of relevant working experience) and responsibilities of key personnel

b. A &5/l
Training program for personnel
c. AN (BFERE - TIEIRERERE)

Personal hygiene measures (health examinations, requirements of working
clothing, etc.)

6. ARG ERl Premises and facilities information
a. Wl (R - FHEEE - SHER)
Brief description of premises (location, brief floor plan, total area)
b. S5 it
Brief description of facilities

7. MEERL Equipment information

a. FEBUERC A E R R A B
List of major manufacturing equipment and quality control equipment

8. XAt
Brief description of documentation system

9. HLATHEZRL Manufacturing management information

a. BUETIZMEE - WakBH T RS AR R
Simple flow chart of manufacturing processes with indication of major
in-process control points

b. VI mEmBERAR R (B ~ EUR ~ 30~ IrFEEERNZHR)
Simple flow chart of materials and products handling (arrangements for receipt,
rejection, release, storage and disposal)

10. SEPEHIERE Quality control information
a. i E ] SRR A
Brief description of quality control system

b. SEZERIERFIHIEE

Responsibilities of quality control department

11, pEIEFEERAE S e E R Complaint handling and product recall information

a. pRFRA Rt B YA T RS It

Measures for handling complaints about product quality
b. A Sn[EI S Z ek

Brief description of product recall system
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= Yes 75 No

12. HfgatEl ] ]

Self-inspection program

13. &4 ELER &4 ERER] Contract manufacture and test information

a. ZeRtHMELER ST ERENITER (W1A) [] [
Information on contract manufacturing given out to other manufacturers (if any)
b. ZEtHMmERtEE T S4B ER (415) [ []
Information on contract test given out to test organizations (if any)
¢. BEZZEEETEHEIER (WH) [] []
Information on contract manufacture accepted (if any)
14, HfEskt (a0A) ¢ [] ]

Other information (if any):

it WA JEELE ATEOR H R AR SCHASE ISR R B IEA - DA -
Note: Where necessary, the Chinese Medicines Board may require the applicant to submit other documentary proofs and
the originals of the said documents for verification.
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