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Study dates: Phase of development:
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Objectives: Evaluate and compare the relative bioavailability and therefore the bioequivalence
of two formulations of lovastatin after a single oral dose administration under fasting
conditions.

Number of patients: enrolled: 54
completed: 51

Test product (A): Mutual Pharmaceutical’s Lovastatin Tablets
Dose: 40mg

Mode of administration: Oral

Batch number: BB 534 0129

Reference product (B): Mevacor® Tablets
Dose: 40mg

Mode of administration: Oral

Batch number: P4016
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Criteria for evaluation: Bioequivalence

SUMMARY - CONCLUSIONS

Bioequivalence: Mutual Pharmaceutical’s Lovastatin 40mg tablets were bioequivalent to
Merck & Co., Inc.’s Mevacor® tablets on the basis of Cyax, AUCtand AUC,, parameters of

lovastatin.
GEOMETRIC LS MEANS 90% CONFIDENCE
PARAMETER RATIO LIMITS
TEST REFERENCE LOWER UPPER
Crnax 1.59 1.69 93.87 84.58 104.18
AUCt 26.72 25.60 104.41 96.22 113.29
AUC, 30.28 28.54 106.09 96.74 116.34
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