(TRESZERRPT)

(55491) FEZEGRTE
Chinese Medicine Ordinance
(Chapter 549) Ref. No. :

ERPREE B B Y I SE A E s
(FREEEERRDT) SH5129(0%
Application Form for Certificate for Clinical Trial and Medicinal Test
Section 129, Chinese Medicine Ordinance

=S NEAY (30
Name of applicant : (FEX)
FREE A A HE (30
Office address of applicant : (B30

P BB RS RIS (U1S) Business Registration No. (if any)

ek BB EE (ENERRTS
Contact telephone number - Fax number :

A B SREER

PART A: TRIAL INFORMATION

EHE5#ETT Apply for conducting® :

O FEEPREES Clinical Trial (GEIEE A~ B~ C KDEP Please complete Part A, B, C & D)
O #9705, Medicinal Test GHIEES A ~ C D0 Please complete Part A, C & D)

BERYEE R s E 22/t ) 22 R Title of Clinical Trial/Medicinal Test" as stated in proposed Protocol:

T ZE4E5% Protocol No.: FZZHHH Protocol Date:

FEERFFEE A4 Name(s) of Principle Investigator(s)

f137 (Chinese) :

7 (English) :

S\EBTARE 218 S ik Name(s) and Address of Institution(s) conducting the trial

§13Z (Chinese) :

7 (English) :

Tit4& 855 Contact Tel. No. EHERNE Fax No.
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B #F: BRI
PART B: TRIAL DESCRIPTION

IEEERE This study is * O EEfu0, single centre O 2%t multi-centre
Y ABIITZE H0 H {EH 0 Total no. of sites
No. of study sites in H.K. o018 Site name(s)

Ha 0 Site Address(es)

S BLIMITFEFOEA)  (FHEBEZRMER 2/ DE T 40 EEEE 2 {E e 5 Bt 2 (E
Study sites outside Hong Kong (if any) H1,0) (No. of sites in each country/region, e.g. USA — 2 sites, Singapore — 2

sites)

ER¥REHRE R Type of Sponsorship * | O FHFTE 24 AEAYEAES Investigator initiated study
O ZEpgastenyzAE Traders initiated study
FH Y& 44 F% Name of sponsor:
Hi3k Address:

A% N # Recruitment Size SHE{EE HRIEEEAY AL Planned number of trial subjects in H.K.
P ERAEFHEE N\ # Total planned number of trial subjects world-wide

=EBHA Study Period =1 #Br%A HEH Planned start date
=12 524%5 H HH Planned end date

B DR By O —Hf Phase | (52X FHHA A First-In-Man? [ & Yes O 75 No)
Phase of Clinical Trial to be conducted * | 00 —Hf Phase II O =HH Phase 1

WIHFEE > 55 1LAETEHH Describe if necessary:

IEEERE The study is * O BHI= open label 0 EEE singleblind [ %5 double blind
O JEFER% non-randomized [ [#E#% randomized
O HAth (G5E7HH) other (please specify)

JE%4 Disease (A9 &, > F&ES) (e.g. Stroke, Sore and ulcer)

SN B O E R R A g B B S S TR PR Es ©
Is this study also approved by the State Food and Drug Administration (SFDA) for conducting the trial? *

O 2 GNEEdieE, SRRy 7ttt FeAttAE H B )
Yes, (if available, the number of Drug Clinical Trial Approval Document and the date of approval )
O & No
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C & SEEEy)
PART C: STUDY DRUG(s)
o Bl B L P Y 4 78 Bk

Name and address of manufacturer of study drug(s)

W7 B IR 2 HH
Name of study drug(s) to be investigated

FVA ARy AR (PSR T SO R &

Names (Chinese and Latin ) and quantities of all active
ingredients

AR TE (A)

Names and quantities of excipient(s) (if any)

PRI

Dosage form

[H 5y S 5 B fy g ] OO Z2RP%] placebo OO0 ¥t08ZE comparator drug
O &1FF %% concomitant drug

O N (DA EERE) not applicable (none of the above)

The study involves concurrent use of *

LR A - FEERHRTE R ATE D &)
Placebo used (if any, please specify the names and
quantities of all ingredients)

HIREE (A - FRHPTA RO 2 R &)
Comparator drug(s) used (if any, please specify the
names and quantities of all ingredients)

GOFHEE (R FEERETA R SRR &)
Concomitant drug(s) used (if any, please specify the
names and quantities of all ingredients)

HETE RSy RS E
(Estimated quantity of study drug(s) required)

A EREEY e S CE AL T A LY MY S i B E B O L AR A2 *

Did the study drug(s) approved by other regulatory authorities outside Hong Kong?
O 2 > 555595 Yes, please specify :

O & No

PBREEY G IRRE (HPEREE(RG) 1210 55 Hp R g i +
Will the study drug(s) apply for the registration of proprietary Chinese medicine according to Section 121 of the Chinese
Medicine Ordinance?

O = Yes O A& No
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D #: HEAEH
PART D: DECLARATION OF THE APPLICANT

L ARANUEREE (hELEGRE]) B3R EINMFE, M NLE R HLEAIR W P EE /e A4S TAEMT RN, (E2TH
b A LA N R R BT AN AR 2 BB ISR Bk, BUE AU, e R SR 6A S M B A2 AR NBUE W]
FARNPTRLIIE, s IR A B ORI B R 1 AT
| understand that according to Section 153(3) of the Chinese Medicine Ordinance, any person who, in making an
application to the Chinese Medicines Board or in giving any information, makes a statement or representations which
he knows to be false or does not believe to be true in a material particular, commits an offence and shall be liable to
maximum penalty of a fine at level 6 and to imprisonment for 2 years. | hereby declare that all the foregoing
information in this application form is full, complete and true to the best of my knowledge and belief.

2. WBEREE - AR ETRE TS (PR RS BRI .
For clinical trial : | promise the clinical trial will be conducted in accordance with the “Good Clinical Practice for
proprietary Chinese medicines” .

3. ABEEIRENEE ¢ EEEEAAUE - ANEERE IR RSB R A (8D 2 84
SV W RSB T R R s RSB e R IR (kSRR R BRI ) [
SR =PRI SRR SR L DI TR A -
For clinical trial : If the application is approved, | agree to submit local drug related safety reports, yearly progress
reports and the final study report of the clinical trial, and to retain the documents listed in the Appendix Il of “Good
Clinical Practice for proprietary Chinese medicines” for inspection when necessary as stated in the “Guidance Notes
for the Holders of  Certificate for Clinical trial and Medicinal Test” (Appendix 1).

FE5 A5 Signature of the applicant 4% 85 Contact telephone number
Fi35 A4 (IERE) Name of person-in-charge (block letters)” N\ EZEZE(417) Company chop (if any)
B&{L Position HH Date

* ST E I 2E RN V5% Please tick M in the appropriate box.
¥ R AEMZ - Please delete as appropriate.

(51 DA EERDSHEE NRALE 55 T R B IR S B M BN EE I E 25 2 A - HEREME S A RFREE - ]
[ Note: The information is provided by the applicant for reference purposes in connection with an application for Certificate
for Clinical Trial and the Medicine Test. The authenticity of these information is subject to verification. ]

WA B A BORE - B HIHE  WAEFHFEARES TN - B NAEZIN B ESHHE R E - MEFI
HEMIAEREENA -

If there is insufficient space in the application form, please use a separate sheet and indicate accordingly in the relevant part of
the application form. The applicant shall write his/her name and sign on the sheet and attach it to the application form.

I EA RSP RS For Office Use Only
HHA Date @ o, SATEAEEEr Paid applicationfee @ ...,
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