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214+ 2FA] . Wholesaler License in Chinese Herbal Medicine.
QA14HAIF © Wholesaler License in Proprietary Chinese Medicines
FHEE HE 72 HEEITEEIAHR HE A 603D

N2 F AT 2 Tl deiAe 7EHoE FEUHE T  ‘Public
Health and Municipal Services Ordinance(Cap. 132)° o] & &S W
Uut 2 F F 9 eK(Medicine) A&Eoly oty BHETFE st Q)
= A|F thsiA+= ‘Pharmacy and Poisons Ordinance(Cap. 138)° ™
ES wEH, K Chinese medicine) AE 2 FEE+= A Fo dis
e ¥WE9 ‘Chinese Medicine Ordinance(Cap. 549)° 2 &< W&
FTHHES HE&& We TFS A gk <kx(herbal) FAo=2 FE
=2 & 9= duk Z=°KChinese herbal medicines)® 78<, 715 5 7}&
ZofEo | F3t= T4 F(proprietary Chinese medicines) .2 &
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Public Health and Municipal Services Ordinance

(Cap. 132)

Pharmacy and Poisons Ordinance(Cap. 138)

Chinese Medicine Ordinance(Cap. 549)
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Korean Ginseng

Panax ginseng C.A.Meyer ol A

U]"v—‘n“f:l_, 7H‘/]r‘_3]"f}, Hop| EH 923
American Ginseng © whe
A, A,
Chinese Ginseng
23, FA4 A

Panax japonicum C.A.Meyer & =24 ’ = 9]
1ap y TS Japanese Ginseng |

Panax quinquefolium L. 3714t

Panax notoginseng Burkillr | AFzA}
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73412 . Transitional licensing of Chinese medicines traders
Avjgd A} : Retailer Licence in Chinese herbal medicines

- T A} : Wholesaler Licence in Chinese herbal medicines

O W ARE M & TF T3 HE 5oF AAol(Chinese
Medicines Section of the Department of Health) 9Holu} W2 A= 4= 1S

O AARA e} FHMFRE &F TFelse] “FoolAls]” o o3 HriEH,

RE M7 S48 AFo] 4=9H A4 5= A(Certificate of

registration of proprietary Chinese medicine)”} #HF& g% o] 533t

TS AT

Zof Bolals AS 2eojA |

ZFAM(HK Island) T&(Kowloon)
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Chinese Medicines Section, Department
of Health, Chinese Medicine Council of HK, 2/F,
Public Health Laboratory
Centre, 382 Nam Cheong St., KL, HK

Chinese Medicines Division, Department of
4 | Health, 32/F, Wu Chung House, 213 Queen’s
Road East, Wanchai, HK

A 852—2574-9999 852—-2319-5119

AR EF AFHHAAA



O A=AF ¥4 o URL :
http://www.cmchk.org. hk/pcm/eng/idx_reg03a.htm

O 9 goldz BF 2 4 55 AR v L ol 2e

TE Hl-& U =
Uk ok T A} eho]d 2 Hha HK$1,210
2} o] Al 2 ANt FoF vl A} o] W] HK$1,090
T 43 oF wuld At gho] s W] HK$1,210
73 o AREAA} Bfol Al ] HK$3,180
= A A (single ingredient) 4% 5= Al%H| HK$500
° | HEAE(multiple ingredients) F4F £ A1) HK$1,000

Aef AFSE YA

Laboratory Centre, 382 Nam Cheong St., KL, HK

- A=A ¢ (852)2319-8460

| 5o

4~ : Pharmaceutical Service, Department of Health, 3/F, Public Health
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(Application form &appropriate checklist)

2.

A1 %8](Application fee)

3. AAAA =

Gt 7jAA R
(Personal information of the person—in—charge of the company)
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(Documentary proofs of manufacture or sales history of the product)
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A1 S AR

(Copy of manufacturing authorization issued by the country of origin)

A =7k ERE

Wk Al R A5 AR
(Copy of free sale documentation of the product issued by the country
of origin)




7 AENE L WIEY 9E
(Product samples and prototype sales pack)

8. HE &l s 9 2 e
(Label &package insert that have complied with the laws)

9. 285 A ZH(Master formula)
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A& obAA AF(Product safety documents)

L T34 % 54 24 HAE d3u A

(Heavy metals and toxic elements test report)

AR Zo] B 2AE A3 314 (Pesticide residues test report)

Al SHE Bl AE A3kH 4 (Microbial limit test report)

A 654 " AE AR 14 (Acute toxicity test report)

710 §=A Bl~E B34 (Long—term toxicity test report)

A 54 H2AE B34 (Local toxicity test report)
|

E A3y 314 (Mutagenicity test report)

15 Ea
b B A~E A3} 114 (Carcinogenicity test report)

X| X|™| X |”g| ”|™”| '©
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CHA D Ak G = AE Ay E A
(Reproductwe and development toxicity test report)
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10. A% obdA A5 Q.oFH 1A
(Summary report on product Safety documents)

A% a-84 AF(Product efficacy documents)

L A% 2138 84 2 e
(Interpretation and principle of formulating a prescription)

A% a8 FaAtE(Reference materials on product efficacy)

&} 919t 314 (Principal pharmacodynamic studies report)

ELigs]
29k okl ek o) 114 (General pharmacological studies report)
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OlAbalE] A5 A3 1l @ ok J1A]
(Clinical trial protocol and summary report)

6. AE G8A AFTE ok 1A
(Summary report on product efficacy documents)

A% EA A7 (Product quality documents)

1. A2F 9 (Manufacturing method)

2. A9 ok B3ty A4
(Physicochemical properties of crude drugs)

3. AlRE 5, A R A

(Product specification, method and certificate of analysis)

4, Z/Lnk ok HIAE A3 H A
(Accelerated stability test report or general stability test report)

5. A7 oF A E| A~ E ZA3}H 114 (Real —time stability test report)
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