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YRS
Medicinal Test Report

#H45HA Report period
A HEH Date of this report (dd-mm-yyyy)

B RS B N g e s8 A E Rt
Number of Certificate for Clinical Trial and Medicinal Test :

FZE4R5E Protocol no. :

75 ZEAERE Protocol title ¢

Fr4GHIH Start date : H Day
FEET4E A HEA Anticipated end date : HDay
W74 HEE. Summary of study outcome :

SBREEVII SRS (2 H 1 MEslBREEY) - 55 HIER) -

=

2 to

HMonth FEYear
H Month fEYear

Record of usage of the investigational product (If more than 1 investigational product, please use a separate sheet):

S EREEY) T

Name of investigational product

(e BT S i

Name and address of supplier

WEHE H

Quantity received Date
y

{5 R R EH H

Remaining quantity after use Date

FlaratEn ey T 77 7% Handling of the remaining investigational product

WH9e &4 %4 Name of Investigator : %2 Signature :
Rfiz Posting : A5 H 1 Date :
TRE 478 Stk Name and Address of Organization :
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Suspect Adverse Reaction Report

A B A RNERER
PART A: REACTION INFORMATION

1. 98 A\ S A B (S 4415 4E) PATIENT INITIALS (first. last) : la. Fl% COUNTRY

2. H4=HHE DATE OF BIRTH (dd-mm-yyyy) : 2a. FE5(5%) AGE (Years)

3. MR SEX

4-6 EIFZENHE] REACTION ONSET H Day | H Month | 4 Year

7 +13 RZFERYER A (BuiEAERE RS (EESAY H HH) DESCRIBE REACTION(S) (including relevant tests/lab date)

8-12 FEHIEFTATTE A B ERYERIH CHECK ALL APPROPRIATE TO ADVERSE REACTION

% AJET Patient Died

B A AJREIE R FRIER] Involved or Prolonged Inpatient Hospitalization

= AR E S R IR B RE v IR B EE S T/EBE T Involved Persistence or Significant Disability or Incapacity
& K Med Life Threatening

H& 55 K IEF T, Congenital Anomaly

O0Oo0oaoao

B &8 SEHEEYIHVE R
PART B: SUSPECT DRUG(S) INFORMATION
14. SE54EY) SUSPECT DRUG(S)

14a. pEk{n Rl 2478 INGREDIENT AND EXCIPIENT(S)

15. = HIE DAILY DOSE(S)
16 455521 ROUTE(S) OF ADMINISTRATION

17. FJAF%& INDICATION(S) FOR USE

18. & HER (FH,%£) THERAPY DATES (from/to)

19. J&H] THERAPY DURATION

20. (FEE{% K TEZ M OF Yes O%No OR 8 FIN/A
DID REACTION ABATE AFTER STOPPING DRUG?
21. FHEHE RN EEREIR? O/&Yes O No OB HANA

DID REACTION REAPPEAR AFTER REINTRODUCTION?
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C &: SO HEYIRIRE
PART C: CONCOMITANT DRUG(S) AND HISTORY

22. eHtHEEYIRNARE RO EE H A (HDUEREELIA R IEEEYIERIN)

CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

HAFHBHRIE (FIaEsEr ~ SURVE - B2k EREIAEER)

OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period. etc.)

D ¥ - SUEERGEr
PART D: MANUFACTURER INFORMATION
24a. BUEEpG 2 FE K k- NAME AND ADDRESS OF MANUFACTURER

24b. FFEEE A RS B THIHEIEEE4RS5E CERTIFICATE OF GOOD MANUFACTURING PRACTICE NUMBER
24c. BUEEPGIREGERAE HEHA H Day H Month 4 Year
DATE RECEIVED BY MANUFACTURER

24d. HEAF REPORT SOURCE O B3¢ STUDY

O KJ%)E LITERATURE
O &3 A 5 HEALTH PROFESSIONAL

25a. 54 REPORT TYPE O F5584 INITIAL
O FR#EFRE FOLLOWUP

FRs A4 Reported by %22 Signature :

R{IL Posting - 5 ] Date -
TERE 2% K 3k Name and Address of Organization
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KR PReABR R

Clinical Trial Yearly Progress Report

#R4=HA Report period = to
AE4E H Y Date of this report (dd-mm-yyyy)

ER R S BE YIS B RSk

Number of Certificate for Clinical Trial and Medicinal Test :

J7ZE4R5k Protocol no. :

77 ZEFERE Protocol title :

Bata HHEH Start date : H Day HMonth HFEYear
FHETH45 R HE Anticipated end date HDay HMonth HYear

El g5 A 85 5 (J5 22 Fr&k) Target no. of patient (as stated in protocol)
fEEEYE A\ 8 H (5 HEE) No. of patient intended to recruit (per site)
CLFA%R A3 B (HE %) No. of patient recruited (per site)

SERGERERIE A B H (G-I ER) No. of patient completed the trial (per site)
B HERERATR A B H (EHEHEL) No. of patient drop-out from study (per site)
JBHEA Reasons for drop-out :

W92 5 221 F BT E A AU 2 (F » 55HR{LEES) Any changes for study protocol/principal investigator? (If yes

please give details)

S HAN RS TAURE (4174 » FH2{L) Summary of amendments during report period (if any)

BRER BESAVIREE (WF » 5572 ) Summary of Serious Adverse Events (if any)

AR BEE B AT 2 A2 K EREUT{TE) 7 Does SAE affect the study? How and what action has been

taken?

FHETRFZE PR RS (W07 - 35E2t) Summary of complaints about the study (if any)
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ATHAFTSEAE AR (REALE R SE R Ry 20R))
Summary of recent findings (especially information about risks associated with the research )

SEREEYINY SR (R 1 EREREEY) - S5 HIER) ¢
Record of usage of the investigational product (If more than 1 investigational product, please use a separate sheet):
A EREEY T

Name of investigational product

(e uAt

Name and address of supplier

WEEE H 34

Quantity received Date

(i A& Y BREH H 34

Remaining quantity after use Date

WHZEH#EME Progress of study
YarEtE0#E{T According to Plan
e R (A

O
a )
Extend study period (Reason )
)
)

O figeEE (RN

Premature termination (Reason

W32 E 44 Name of Investigator : 522 Signature :
H§kfiz Posting : HHH Date :
TR 278 Ktk Name and Address of Organization :

WZEIABURSS » sA5 HARYIARERL - WWAEA RS - B8 NREZ H FEEHEAEXIEE - MR E
SIPAE I s s AEHES DL B EORPA (&5 AT AR R S R R4 B P B U T N == A5 B8 5T £ 3904 9130+
If there is insufficient space, please use a separate sheet and indicate accordingly in the relevant part of the Report. The
responsible person should write his name and sign on the attached sheet, and attach it to the report; if you have any enquiries
when filling in the above information, please contact the Chinese Medicine Regulatory Office of the Department of Health
at 3904 9130.
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ERRR B R RS
Clinical Trial Final Report

#R4=HA Report period = to
A4 HEA Date of this report (dd-mm-yyyy) :

BE RS B S B A B E A
Number of Certificate for Clinical Trial and Medicinal Test :

JFZELRSE Protocol no. :
J5ZEfERE Protocol title :

G4 HHA Start date : H Day HMonth FYear
455 HHEA End date : H Day F Month - Year

El g5 A 8 5 (J7 22 Fir&k) Target no. of patient (as stated in protocol)
FHEZR A\ H (FE %) No. of patient intended to recruit (per site)
SR A8 H (%5 No. of patient recruited (per site)

SERCER BRI A E (EHEHEL) No. of patient completed the trial (per site)
SR ERERI R A 85 E (SHEHEE) No. of patient drop-out from study (per site)
JBHEA Reasons for drop-out :

BN BESARE (W1FA - 55H2Ht) Summary of Serious Adverse Events (if any)

BRE AR BENE B AT 2 A2 K EREUT{TE) 2 Does SAE affect the study? How and what action has been

taken?

FHETFE AR AETIRE (W0 - $51EE) Summary of complaints about the study (if any)
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THZE4E SR ATHRSE Summary of study outcome :

SEREEYINY SR (U2 L EsEREEY) - S5 HIER) ¢
Record of usage of the investigational product (If more than 1 investigational product, please use a separate sheet):

S EREEY T
Name of investigational
product

HLJE By Rtk
Name and address of
supplier

WEEE H

Quantity received Date

{5 TR Y R A H
Remaining quantity after Date
use

FlarsERnZey Rz 7754 Handling of the remaining investigational product

THZEH#ERE Progress of study
fz=tE03#E7T According to Plan
e R (RA

O
o )
Extend study period (Reason )
)
)

O drigéEs (R

Premature termination (Reason

W35 E 44 Name of Investigator : Z522 Signature :
H§kfiz Posting : HHH Date :
TR 4% K ik Name and Address of Organization :

WZEIRBUIRSS » sA5 HARYIARERL - WAEA A - B8 NREZ H FEHEAEMIIEE - MR E
ETARAE MR s WA DA R BRI AT &5 » A AN R 20 B R AR B P B R B Y == A ) » BB 5 £ 3904 9130
If there is insufficient space, please use a separate sheet and indicate accordingly in the relevant part of the Report. The
responsible person should write his name and sign on the attached sheet, and attach it to the report; if you have any enquiries
when filling in the above information, please contact the Chinese Medicine Regulatory Office of the Department of Health
at 3904 9130.
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