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Table 1—Calculated Optimal Sample Size for Point Hypothese in the Reported Bioequivalence Tests

Tested Drugs Volunteers Samplir.lg Evaluated Ttems

Numbers Times AUC Conar Toas Others
Theophylline 10 15* 48 N=6 X A=38 N=30
Enalapril 12 14 23 v, NA NA v, NA AUCm
Omeprazole 16 13 8 N=14 v,N=16 A=34 N=44 MRT
Diltiazem 1 1 12 N=10 N=12 AUCm(A=21, N=16)

AUCp+AUCM(N=16)
Rifampicin 16 8* 12 N=14 v, N=16 A=22 N=20
DDB 20 7 8 N=8 N=8 N=8
Ofloxacin 12 13 24 oo, N=6 A=24, N=18 A =49, N=60
Ciprofloxacin 12 13 12 N=10 AN=22, N=14 X
CMT 10 8* 12 o, N=6 N=8 NA
Trimebutine 10 12 48 AUCm(N=8), Cm,ma
x(X), Tm, max(X)

Ranitidine 12 13* 8 N=12 N=8 NA 2nd Peak
Propranolol 12 9 8 v, N= (N=10) =21, N=16
Norfloxacin 12 12 12 (A=25 N=18) (N=12) (A=29, N=24)
Cephradine 12 10 8 N=10 =29, N=22 A =40, N=38
Praziquantel 18 11 8 (A=22, N=22) X X
Eperisone 12 9 8 N=8 v, N=12 v, N=12

*,

; not include zero time sampling, o; AUC*®, (); a=0.1, A; the minimum difference of the formulations, Vv ; not

satisfied with confidence intervals, X; different from the reference drug over 20%, NA; not available.
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Table II—Analytical Drug Moieties for the Reported Bioe- HA3Y JFAFEA L Hojol & Ao
quivalence Tests Atz "o}
Analytical EdEtio 42 BEXSB
Tested Drugs Specimen
Mode  Moieties SJAAA Tl A WEE 200 Be] A A
Theophylline  Saliva HPLC P ZTEZA AE doMe AN HE EAES
Enalapril Plasma/Urine UV/VIS P M(enalaprilat) AE3A Table 119 EA)3tgch Z ol A= v
Omeprazole Plasma HPLC P WA U A B E g} 22 JeERRAY o
Diltiazem Plasma HPLC P M(desacetyldil- Abdgho] FEE VYEhE AodAME njwa}
tiazem 5 = 515 >
Rifampicin Plasma HPLC P : Xj 2 j]tij ol\li fzf— . ];f;_' NS —zf ;_H}:i
DDB Plasma HPLC P ;EH s ; - Eo] e 55; ﬂ;a};
Ofloxacin Plasma/Urine HPLC P ©° H L ¢ = e
Ciprofloxacin Plasma/Urine HPLC P SR o2 AuHojop & Ao AR,
CMT Plasma HPLC  P(salicylic acid) Af ASX|L ol agt el
Trimebutine ~ Plasma HPLC  P,M{(N-monodes- oA ZA] Fulel AHE FEH 554 A E
metyl TMB) oo glo] 4 A8 ALt} o] 43ke) 2 g ol
Ranitidine Plasma HPLC P sled ZAESS Table MIo] JeERQTH 2F
Propranolol Plasma HPLC P A& o] dgko] AEsA =4 AZd o
Copninepiams e T 9ol 2 AT vl wys ol g
Praziquantel Plasma GC/NPD P Helgel #s) 71_94 dedel ges & 5
Eperisone Plasma GC/MS P AT whepA, d ki EAG o] Aol HE
ol FE3 Fo Harl o Alsdd
P; parent, M; metabolite.
Table IH— Determining Methods of Dose Unit and Outliers in the Reported Bioequivalence Tests
Formulation . Types
Tested Drugs - Dose Unit - -
Reference Test Evaluation Omitted Outlier
Theophylline C(s) T(s) o] 200 mg/192.5 mg o(t) X
Enalapril T T X 10 mg NA NA
Omeprazole C(e) T(e) o 20 mg NA NA
Diltiazem T(s) T(s) o 30 mg X x
Rifampicin C C 0 150 mg X3 X X
DDB T T X 25 mgXx8 NA NA
Ofloxacin T T X 200 mgX2 X
Ciprofloxacin T T X 250 mg X2 X X
CMT T T X 500 mg NA NA
Trimebutine TG) T(s) o 100 mg X< 3/300 mg X X
Ranitidine T T o) 150 mg o(t) X
Propranolol T T [ 40 mg o(t) X
Norfloxacin T T 0 100 mg o(t) X
Cephradine C C o 500 mg o(t) X
Praziquantel T T [ 600 mg X3 NA NA
Eperisone T T X 50 mgX3 oft) X

C; capsule, T; tablet (i); immediate-release, (s); sustained-release, (e); enteric coated, NA; not available,

o(t); t=o, olc); ¢c=0, x; none.
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