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It C R R AR T B S U TATEERREER 7 «
Is this study also approved by the China Food and Drug Administration {CFDA) for conducting the trial? *

et g (0h - FERRAEFRER
TEEETER)

Concomitant drug(s) used (if any,
please specify the names and
quantities of all ingredients)

O 2 COCisHt s - SRSt 5, Fedttofe HEH )
Yes, (if available, the number of Drug Clinical Trial Approval Document and the date of approval )

O & No

C i B

PART C: STUDY DRUG(s)

st REE
Estimated quantity of study drug(s)
required

B R T O EE A MR B R R PR
Has the study drug(s) been approved by other regulatory authorities outside Hong Kong?

R EE RS A8 Kot 1L (Chinese) : O 2 » S55E98 Yes, please specify
Name and address of £z of m’
udy drug(s
sty drees) ABREREEHA IR (PR 5121 frEE a8t (STt
#3 (English) : EREIEEES) ?*

Will the study results be used for supporting application for registration of proprietary Chinese medicine for the study
drug(s) according to Section 121 of the Chinese Medicine Ordinance (including new registration or addition of
indications etc.)?

HEHEERHTHE 4157 (Chinese): O & ves O Fd No

Name of study drug(s) to be

i i ‘é’ 3 ‘ lEﬁ“ihi :

q’ﬁﬁﬁﬁﬂﬁ%ﬁ%/a@:}g%};&ﬂﬂlﬁﬁ?ﬁ ll( ’;!Dﬁ ) The registration number/transitional registration number of the D a . $’)\!m

proprietary Chinese

HEE PRREEE N (FRBREME) SRS RAYERTESRSR (X075 Application serial number of the

“Notice of confirmation of (non-transitional ) registration application of pCm” (if applicable) :

T RGE

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

SR (05)
Names and quantities of excipient{s)

(if any)

HHES
Dosage form

iteEEmmyEms |0 XA pacho 0O 288 comparator drog
O &fifH% concomitant drug

O FER (LLEBFE) notapplicable (none of the above)

The study invelves concurrent use of *

A (0F - FHHURTERIT
B KD

Placebo used (if any, please specify the
names and quantities of all ingredients)

HEAEE (077 - SEEREHRTE R
LR TER)

Comparator drugis) used (if any,
please specify the names and quantities
of all ingredients)

Rev. 09/2015(1) 3

PART D: DECLARATION OF THE APPLICANT
L AEAHSRE (PREERE) 5153 FREIFEHRE - ERUAE [ b HE R R 5 eSS T
FEE o EEE EEHATRE RE R TR (R B s - ENEAETE - R IR e
SERUREE SR - S NERIFE R AR R - P BRI B R S -
I 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, commiis an offence and shall be liable o 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 1s
full, complete and true to the best of my knowledge and belief.

2. HESEERREEE ¢ AR B ETIS S S (PHEEEE GRS R AR -
For clinical trial : I promise the clinical trial will be conducted in accordance with the “Good Clinical
Practice for proprietary Chinese medicines™.

3. MSESPREEE | EEESEIEE - RAFEEMT T EREN R RS ERE AR fR
TEAFRBHERER "RELF RRERSHRE ) ERAEDT S - B TERGREEERE
& K TERERRRERY ) - BT (TRESERELERG RE R AR B TR
BEFREABRERTT OO » DUHE T MBI & -
For clinical trial: If the application is approved, | agree to abide by the requirements as stated in the
“Guidance Notes for Holders of the Centificate for Clinical Trial and Medicinal Test” and submit, in
accordance with the requi its, local drug-related safety reports using “Suspect Adverse Reaction
Report”™, to submit “Clinical Trial Yearly Progress Report™ and “Clinical Trial Final Report™, and to
retain the documents listed in the Appendix 1l of “Good Clinical Practice for proprietary Chinese
medicines™ for inspection when necessary.

Rev. 09/2015(1) 4
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