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FHES4RIT |
Application Ref. No.:

EETPREVEHZ B g rh g
Chinese Medicines Board of
The Chinese Medicine Council of Hong Kong

BE SR LESIRE S 15812 25
(HRAF RS ey ER R Epar—Ht  plgEsliEpg A )
Application for exemption in accordance with section 158(1) by a person or
institution concerned with education or scientific research

(For application of exemption in relation to proprietary Chinese medicine registration
by proprietary Chinese medicine manufacturer)

(B EEfRpE])
25 549 =
= 158(1)f
Chinese Medicine Ordinance (Cap. 549)
Section 158(1)

/% E1D
Form E1D



FE BRI A BRI RS 158(1) 1k
(EERAZELIRAVEIR ) < EhmfER
Form of the application in accordance with section 158(1)
(Exemption from the application of sections 119)
by a person or institution concerned with education or scientific research

FHEE SR EE HE ~ 2480 ~ NEb kT & - Applicant please complete Part A, Part B, Part C and Part D.

T R EERS PR IR R I ¢

FHER > SEEa v

Part A Particulars of applicant

e SRS P T (20
Name of proprietary Chinese (English)
medicine manufacturer:

iEENMAE (30
Correspondence address: (English)

Licence number of the proprietary Chinese medicine manufacturer:

PRENT LR

Name of authorized person Note 1
TFAEG(rEE5ENE, GRS
HKID no. / Passport no.:

Hk{ir Position:

#4435 Contactno] | ||

(30
(English)

EEH L E-mail:

| L] s R | | | | | | |

F {17 Position:

#4435 Contactno] | ||

ZH oy R FR I S Bt

Part B Particulars of sponsor & institution conducting the clinical trial
R R R e A (120

Name of the sponsor for the clinical ~ (English)

trial:

R R FR e A (F0)

Address of the sponsor for the (English)

clinical trial:

BRAGS (20

Name of responsible person: (English)

B fir Position: BEHHE E-mail:
prssseias Contactno,_ | | | | | | | | msmsgmsFace| | | | | | | |
AETTEE RS BRI 2 (20

Name of institution conducting the  (English)

clinical trial:

AT TER RSB - (20

Address where the clinical trial is (English)

conducted:

BRAES (20

Name of responsible person: (English)

BB IE E-mail:

I N L O N N O I B
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WNERT EESy
Part C Details

AR EEER R A R S

Scope of exemption applied for and reason(s):

#0 [E] Scope ¥ FH Reason(s)

R EEEE AT
Registration of proprietary [
Chinese medicines

HAth
Others ]

B RS BR AT -

Title of the clinical trial:

b RE B s (A )
Identifying no. of the clinical trial (if applicable):

WA

Content of the clinical trial:

BEAR T syt - B HEE

Name, dose form and quantity of the proprietary Chinese medicine to be acquired:

TEARH T R R A

The reason(s) of acquiring the concerned proprietary Chinese medicine(s):

SBL| FIAH B AR R R 47

The name and post of the person(s) involved in the above-mentioned project:

sma At iDL I HA A AT R B TIFEE  ME
Please give details on the duties and responsibilities of the person(s) involved in the above-
mentioned project:

58 R BRI H AT AR HYARRFHE]
Total time required for completion of the educational project or scientific research:

FH E

From to

GHEEEE HEAIN_EVE) (Please tick v as appropriate)
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ER Y
Part C (Cont’d) Details

(&) G

ARNEM ELUR SR a2

| attach the following documents for approval of the application:

(i)

(i)

(iii)

(iv)

(v)

(vi)

(vii)

(viii)

HEZIHEER (RIE ELD)
A duly completed application form (Form E1D)

R EERLE R E T IR BRI SRS

Proof that the authorized person has been authorized by the manufacturer to make the
application.

ik EE G Ry TN ) BB RRIA

Proof of identity of the authorized person of the manufacturer.

R RS s e st S PR 2 S 4V EIIAR
Copy of the contract covering the manufacture of the investigational product for the
clinical trial

% PR B SE R i T R BLIE T A
Master formula and manufacturing method of the proprietary Chinese medicine

R SRS R R RS RS (PR E S BRI B

Copy of the Manufacturer Licence in proprietary Chinese medicines, and the Certificate
for Manufacturer (Good Manufacturing Practice in respect of Proprietary Chinese
Medicines)

FIERTE (EERaER) sTEE
Proposed plan of the scientific research (clinical trial)

WE iy N R S e P (e 4% JHIR M & 82 BE B s 38 (I AVEE A
DURfER R e B PR e B A M A (5 P RH B o e B A B St T TR B R PR

For application related to the supply of investigation product for clinical trials conducted
outside Hong Kong, documentary proof issued by regulatory authority certifying that the
related clinical trial and the use of the proprietary Chinese medicine thereto have been
approved.

HHEEH MR A TR FI SR B PR e A S AR EE Y
The Chinese Medicines Board may, if necessary, request the applicant to submit any other documents or
information.

BRI A TR AT SR RSB IS S B R (E A DL EAZ -
The Chinese Medicines Board may, if necessary, request the applicant to submit original copy of any of
the above documents or information for verification.
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TSy B (AN LEdRELEEER )

Part D Declaration (To be completed by person or institution)

L OARAGEIETE - EREIEE A RINER > DU NPT RS > HH AR
H~ ZR AR PR Bt E R B B E A28 -
| hereby declare that have read through and understood the Guidelines N 2 and that all the
foregoing information in Parts A, B and C of this application is FULL, COMPLETE and TRUE
to the best of my knowledge and belief.

2. AANFHERBTREEHZEGHEE - HNAGHEIT LB PR MEE
il o I authorize the Chinese Medicines Board of the Chinese Medicine Council of Hong Kong to
verify the foregoing information in any manner as it deems fit.

3. AANHABFRR THE AT EHEEHZ 8 g e N BB R HAMAHRER - & EHE
BT (HEEEERRE]) HIRK -
I understand that my personal data or other relevant information given to the Chinese Medicines
Board of the Chinese Medicine Council of Hong Kong are for the purposes of facilitating the
implementation of the relevant provisions of the Chinese Medicine Ordinance.

4. AANBHEFHECHHENERE » TR ETEEEH R S NEEA - EIR TR 3

ESFyIEEY - [ EMBURFERFT ~ thy MRS B T ECE B REREEE © FRItb 24 - Bt E A B RHE
EEANEE ~ XEETE (EAER (R RE1) Frast o [mEAM AR -
I understand that my personal data are mainly for use within the Chinese Medicine Council of
Hong Kong but they may also be disclosed to other Government bureaux / departments, agencies
or organizations for the purposes mentioned in paragraph 3 above. Apart from this, my personal
particulars and information will only be disclosed to parties where | have given consent to such
disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

TR SERLE P N
Signature of the authorized person of the
manufacturer:

(R P R EE RS %)
(Signing for and on behalf of the manufacturer )

rh R EE RS A A\ AL (IEAE) ¢
Name of authorized person of the
manufacturer:

PSSR AT -
Name of manufacturer :

o R TR
Stamp of the manufacturer:

HEH :
Date:
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il R (FRPAESEEEEMNEES) - TR B2PREERERRR AR — AR
BTGB E S B AR -

Note 1: According {Hong Kong Good Manufacturing Practice Guidelines for Proprietary Chinese Medicines) ,
“Authorized person” is one of the key personnel who responsible for the release of every batch of finished
products for sale.

a2 0 R T B SR A BRI A L EARRER S (P ESEERRE]) SB158(DIRER A BA P B EEEE Y 5%
AR (EREERERZHA) PIRYERKR -

Note 2: Refer to the requirements of the “Guidelines on application of exemption in relation to proprietary
Chinese medicine registration by a person or institution concerned with education or scientific research in
accordance with section 158(1) of the Chinese Medicine Ordinance” (“the Guidelines™).

—MREIH ¢

General Remarks:

1. FHROSKENETEEEHFE -
Please use black inked pen or ball pen to fill in the application form.

2. HIGE NHIEZHFERESARMAR (EfETIssthlh) - WIREEREER -
Applicant shall complete every relevant items of the application form (including Chinese and English
addresses), and provide correct information.

3. BREEHASN » FELATR SOERE B OHE HEERA
Unless otherwise specified, please use Chinese or English block letters to fill in the application form.

4. HEENOARBERRMEFTFENAAER > SFHESNER AR BB NGB AT S RARNEFRE -
ii%ki%ﬁ$%2%%%m—&ﬁ%Wﬁ?%%%%ﬂ’¢%@ﬂﬁ%ﬁ—%ﬁﬁ&ﬁ%ﬁ

AN

In the event that an applicant cannot provide all necessary information, or that the information provided
does not clearly indicate the applicant has complied with all basic application requirements, or that the
applicant fails to provide all necessary information within a specified period of time after application, the
Chinese Medicines Board may decline to process the application further or reject the application.

5. HIGE AFECRE — (2 HREEREIR - DIFS% -
Applicant should retain a photocopy of the application for reference.

6. $%A%§$%§%’Wﬁﬁﬁﬁﬁﬁﬁkﬁﬂ’%@%$%¢§%ﬁ%WQ§%%(%ﬁ%%i
3904 9130) -
If an applicant wishes to amend or inquire personal information after submission of the application form,
please contact the Chinese Medicine Regulatory Office of Department of Health (telephone no. 3904 9130).

7. WHGERZEMABUAE > F5HES - WAEHRFHRARME 2 - B AEEZ M B LR
MR GEE  INERESTIHERGERA -
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.
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