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7.1 % H - ~ 25803 % i H (Checklist)

% % (Trial Code) :

WRACH TR RAFRT AT LR TR HEING F EEFPELE Y
1. #%3:% 3 (Study Protocol)
7 U A
2. i 4F A & p (Investigators Brochure)
g <30
3. F3tERE I %ss-E (Study product receiving record)
ypn ]
f Rz
4., Fal R TRA P 2 (The clinical trial approved letter from VGHKS)
7 0O *3 O

>

5. FrktmAasfIive & &7 k@& &M £ (The clinical trial approved
letter from DOH)
3 0 <3O

6. (TIclLiFE2 iBfIINE 5257 %2 (The approved drug license from DOH if
any)
7 O <3 U

7. PHEAMBERLR N EERTBHELFLWRAEREN S (The clinical
trial approved letter from JIRB or other organizations if any)
3 0 <3O

8. M3 Frpg@iv¥Hitizdy (The receipt of the payment for managing the
study product)
3 O =3 O

9. * B UM TR RAXTRA -F L pliv* 2 Hipkh g2 2 & (Patient
education information) ¥ir# H »
=3 O

10. & &7.z.p % (The brief description of the study product) ¥4c-# ¥ 7
;\.pmpﬂ # %’-grr'—‘ R ,-%,» W L %?rkﬁ#;’%ﬂ%‘f}fj‘r‘" ~BEH 2 AR hd e
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1.2 % 3 = ~ &A@ M ¥ 4 & (Brief description of the clinical trial)

% % (Trial Code) :

A REAERE R €W E Wi 0 5 KSVGH21-CT1-01

Jz~ p #p (Date of receiving the clinical trial approved letter from VGHKS)
BEICTI AL N pHp

XAy &R 32 §p J(Date of receiving the investigational drugs )
SR B2 h%RET s Wi R R RE RS

2% 0 K (Title)
SRR E F TR

Ay %%“W(Study product)

iﬂq Ao A A A R B R T S SR S o R B 2P 2 38 (indicate
the major chemrcal ingredients, dose, dosage form, route of administration,
dosing schedule, manufacturer, manufactured date, expired date & batch no.)

RER B e(Aims of study)
BARBHREF TR

5% 2% 3+ (Study design)

PP TR R I E P ER AR A e A F RS S R s R
Féﬂ'z A #(indicate the cllnlcal phase -~ type of blind ~ randomization procedure ~
concurrent or crossover & number of subjects)

:#5 ¥ *2(Duration of the study)
PR~ R R B IR 4P " (indicate test, control & washout period)

F=3 @é‘ F7 4+ 7 (Principal investigator) & 1= e % g7 4+ Z (Co-investigators)

ER
5 4 % 25(2 @) Phone (office) " £ #%(Mobile)
% giilﬂz ~F LHE R (Sponsor company name & address)

S Tk 2% f x * 4+ & (Clinical research manager)
L E PR RR Y L (Cllnrcal research associate)
T (2 ﬂ) Phone (offlce) < ¥ (Mobile)

DRER N Y H Y b Bt BUTRRRR TR AL FT -



134%H =~ 3% ZRobizhskieskd (Study product receiving record)

% % (Trial Code) :

#HES)S #REFL[IC AP *Tehd%Emy "t #54 il

te & 0T Ry % % 5 (Study product)2 7 P N |-
SR L SR L = B e

1. # & ¢4 (Drug name or drug code)

2. 2 = i» (Major chemical ingredients)

3. #&[3] (Dosage form)

4. &% (Dose)

5. K% ® % (Manufacturer country)

6. #:izp# (Manufactured date)

7. % »zp #p (Expired date)

8. #%. (Batchno.)

9. FXiEAA_F R G IER s (Storage)

10. ¢ & %8 F =4+ (Packaging)

11 ¢he FEFHP Toppdset * | (Labelling)

12.

e

=83 ¢ 5 L% (Coding)

13. #c& (Quantity)

14. % x.¢t @4y it (Physical appearance)

53 BT AR EET R R
AL pHp

(S = Study Product ; C = Comparator ; P = Placebo)



744 HEw ~ % Zi 3 (Patient education information)

% % (Trial Code) :

HH R T EE LA

L ek A Jh ¢ A(Use)

2. MEZE (ZHERE SLEFTE AL ~ K 42)(Administration)

3. ¥ 2% i (Storage)

4. ;1% ¥ 3 (Warnings/Precautions)

5. # % (Contraindications)

6. A4 2 B i¥* 2 Hiek mJ2 > E (Adverse reactions & its clinical
treatment)
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754 H 7 -~ Z 5@ 2 (Brief description of the study product)

% % (Trial Code) :

o

FHEEPFAL Y FE1dp b

1. 2 =i &4E(Major chemical ingredients)

2. =72 i & 44 (Physicochemical data)

3. Z#| & # 4 (Pharmaceutical data)

4, 2 A fB 1 3 42 % >4 (Toxicology & safety information)

5. # % Z»2 % (Pharmacodynamics)

6. %4 # 4 & (Pharmacokinetics)
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