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(—) Biosimilar drug products
(©) Generic substitution

(=) Pharmaceutical alternatives
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KN 7z £ (mg/tab)
1.Furazolidone 100.00
2.Lactose monohydrate 40.00
3.Dicalcium phosphate 40.00
4.Gelatin 2.00
5.Talc 2.00
6.Magnesium sterate 20.00
7.Starch (maize) 10.00
8.Water,purified QS
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Category Gastrointestinal Agents
Formula C21 H25 ClF N3 03
Molecular Weight 421.9
Lowest Solubility (mg/ml) 0.01
Human Permeability N/A
clogP 3.436
logP 2.61
. . | Minimum Dose | Maximum Dose :
Country List Do (min) | Do (max
VS (mg) (mg) (min) | Do (max)
JP 2.5 5.0 1.67 3.33
KOR 2.5 5.0 1.0 2.0
G+ o)



102 2754 B #5484 A4 B 428 10248 274 f

Ffay i

;&ﬁ%é1MﬁAﬁA§%@5$ﬁ#WﬁAﬁwé1@&? I
%‘ﬁ%ﬁ E AN R R (VRS -y R oiU S R (%5 )
oA R TR 102E RE S Jff;’;,"u B IO g%;“;é;é%{
% N Z ERAAX R YR
B(FOW  EBE
BB ENE (¢ RLFENT)
o~ Gt BIRE AR L EHIEF ﬁﬁ_‘i“‘ F™ v (preformulation) 23 & F]3F R4cie %
G ERE L ERE L R R R L W R AR R AR AR o (15 4)
I~ 34 Blor & o7 ) dry-powder inhaler P A 4iE > TP H RS AR R e (154 )
A BN BEERPN T ORFE O FAPEZERE 20T E o (154)
S CRBTATR O G EMEESHEREL S A S P T S B
FEFATRAMpRE WP g e (10 4)
clopidogrel SR26334
Parameter Test Reference Test Reference
C,o Ng/mL 1.86 (1.52) 1.97 (1.92) 2993 (962) 3328 (807)
T, h 0.6 (0.3) 0.7 (0.3) 0.68 (0.20) 0.60 (0.13)
t, h 6.9 (6.5) 6.5 (6.0) 8.3(1.4) 7.7 (1.2)
AUC,_, ng-h/mL 2.37 (1.66) 2.36 (1.54) 8108 (1861) 8475 (1493)
AUC,_,.- ng-h/mL 2.48 (1.79) 2.43 (1.62) 8269 (1690) 8624 (1622)

Table 1: Pharmacokinetic properties of clopidogrel and SR26334 after a single 75-mg oral dose
of 2 formulations of clopidogrel tablets in healthy Chinese male volunteers (n = 20). Data are

mean (SD).
P for Exceeding the Limits of Acceptance for Bioavailability
Compound Parameter Ratio Test/Reference,% 90% CI <80% >125% Power
Crnax 94.4 90.26-113.91 0.001 <0.001 0.99
clopidogrel AUC- 100.4 91.82-103.27 <0.001 <0.001 0.99
AUC- 102.0 93.67-106.89 <0.001 <0.001 0.99
Crnax 90.1 85.23-112.97 0.002 <0.001 0.99
SR26334 AUCy- 95.6 93.11-103.67 <0.001 <0.001 0.99
AUCj-o 95.8 88.67-101.53 <0.001 <0.001 0.99

Table 2: Comparison of 90% Cls of natural log (In)-transformed parameters for clopidogrel and SR26334 following

administration of 2 formulations (Test/Reference) of clopidogrel tablets in healthy Chinese male volunteers.



