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(~) Protocol Synopsis

I . Protocol title:

II. Objectives:

I. Test drug:
1.Name:

2.Dosage form:

3.Dose(s):

4.Dosing schedule:

5.Mechanism of action (if known):
6.Pharmacological category :

IV. Developmental phase: phaseoI ol oll oIV oOthers

V. Study design:
1. oControl:  oplacebo

oactive  (please specify name and dosage)

oother
oUncontrolled
2. Blinding: oopen-label  oevaluator blind osingle blind
odouble dummy  oother
Randomized: oyes aono
oParallel  oCross-over  0OOther
Duration of treatment: days weeks months

Titration: oforced goptional ~ Onone

N o g s~ w

OMulti-national ~ oMulti-center(Taiwan) ©Single center

odouble blind
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VI. Endpoints
1. Primary endpoint(s):

2. Secondary endpoints:

VII. Selection criteria:
1. Main inclusion criteria:

2. Main exclusion criteria:

VII. Study procedures:

IX. Concomitant treatment:
1. Permitted:

2. Prohibited:
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X . Statistics:

1. Primary hypothesis: gsuperiority aonon-inferiority
oequivalence  Oother

2. Sample size: enrolled
evaluable

3. Efficacy population: oITT  oPP  oDother
Safety population: oITT oPP  oother

4. Statistical method(s) for efficacy/safety evaluations:

o

Planned interim analysis: Oyes Oono

Xl. Please attach flow chart and/or assessment schedule, if available.
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M@ -+ Applicant #M. 2 & B % Country of origin
g #i- %% Unified code A 4238 ¢ gL Shipping port
(@&@%ﬁ’m¢ﬁ%b9¢*%)
Aty pk 2 7 22 Address and Tel. No. ¥ ¢ * ® 7Country of seller
BRI |FR R RN E AR R GRS e AT FHE |WEH
Item Description of Commodltles Spec. and Brand or Maker,etc. C.C.C.Code Q’ty Unit
¥ % 3 Remarks 2 4
, - ) e =
DBApF (DEAEPAQMFS RPATE LA MR Ce:{if?cate No.
EPRAQE &g ~mpF(7H)SP fr(4)p“* s
2ZBEHEP LR e (- B E S v R A Y,
‘f /8P Hp
L uf ) e Issue Date
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BB AR |_4/._ % T
¥ 3+ Applicant #M. 2 & B %| Country of origin
g - %% Unified code Ax4=iE © g Shipping port
(B A 3 PR S A 5T 5)
At pk 2 7 2% Address and Tel. No. ¥ ¢ * ® 7 Country of seller
BA% |FF o Al R8s W R LA Y TR I HHE |WH -
Item Description of Commodities Spec. and Brand or Maker,etc. C.C.C.Code Q’ty Unit

¥ % 3x Remarks
[l N

(] & &Rress 25 7 4 # .
i ‘ Certificate No.
(] A&7 @ 8
[] A&7 8% 2 qpnk
L) A& d e xan P
(] /a»3nizigr |
ssue Date
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(] Ak 22— =
] Maﬁ;gxar%;:fw
[ e = B0 MBI R R 2 X 5| 2ep P
Sl R @% B o AT U 4B K o 7 i |Expiration Date
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98.3.20 fﬁ% ¥ 3 % 0980303396 552 2
ARV F R SRR o

=
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88.12.22. 7% # 3 % 88080067 5= % 189
89.10.11. 5% & ¥ 0890024022 5L = £ 189
89.11.18.% % & 3 ¥ 0890030251 5t = £ 189
92.02.17.% % £ 3 % 0920314824 5L 2 190
95.12.13.% % £ 3 % 0950327740 5L ¢ 192
96.10.12.7#% # 5 % 0960320234 5% 3 193
98.04.02 i#% # 3 % 0980316265 5% 4 193
98.07.02 i#% # 5 % 0980361298 5L 3 194
100.4.18 FDA # F % 1001401371 5% 2 4, 194
100.4.22 ¥ # & F % 1001402478 5% i 194
w7 Y ER 2 F&,‘? 2 ‘_rL'

101.2.26 ¥ % % 1010064538 5 195
101.3.22 ¥ 3 % 1010064538 .3 195
101.7.05 % ¥ 3 % 1010265075 552 4 196
101.7.05 #% ¥ 3 % 1010265098 55 2 4 196
101.7.05 &% ¥ 3 % 1010265083 552 4 198
U EE R

98.12.17 % ¥ F % 0980036359 5% 199
99.07.02 % 41 F % 0990860560 5% 3 199
99.09.08 &% 41 5 % 0990860729 5% 199
100.1.31 &% ¥ 3 % 1000260291 % 4 199
100.1.31 #% ¥ F % 1000061677 5% 3 199
100.2.15 #¥ ¥ F % 1000260532 5% 4 200
100.2.23 &% ¥ F % 1000260735 5% 3 200
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