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Treatment

. . Drinking water was not allowed from one hour before dosing till one hour post-dose (except Category Reference Total This single dose study found that the test formulation carvedilol phosphate 40mg Extended
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determine the pharmacokinetic, bioavailability and bioequivalence of carvedilol phosphate ' . SN . Range | 180-350 | 180-350 | 180-350 Release Capsules the extent and the rate of absorption, of 40mg under fed condition in

' : . over to the next treatment following the same procedure as conducted in the 1st period. Age (years) : healthv adult male volunteers according to the USFDA requlatorv quidance
40mg extended release capsules in comparison with Coreg CR™ extended release capsules Median 23 23 2 y 9 g y9 :
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and its metabolite 4-Hydroxy phenyl carvedilol concentrations was performed using a vqur’ne co’IIected, per st,udy pa,rticipan’t in this’ study will not exceed approximately 321 mL Gender F:AZZIE 20 200 20 PkParameters | Test | Reference | Test | Reference the treatment of primary hypertension? A meta-analysis. Lancet. 2005;366:1545-53.
validated LC-MS/MS method. The pharmacokinetic parameters were analyzed using the including up to 9 mL for screening, and 7-9 mL for post clinical assessment of lab American 0 Cmax(ngiml) | s2421 | 37821 | 5845 | 6494 3. |.Sarath Chandiran, K. N. Jayaveera and Raghunadha Reddy. S, High-Throughput
non-compartmental model. Drug safety and tolerability were assessed. The primary parameters and 18 mL for discarded blood sample resulting from use of intravenous cannula face Hispanic 0 AUCt(nghiml) | 239.95 | 248616 | 39.872 | 4344 Liquid Chromatography - Tandem Mass Spectrometric Method for Simultaneous
pharmacokinetic parameters at 90% Cl were within the 80 t0125% interval required for for 12 hours and 29 mL was collected for repeat/additional lab tests, if required. For Caucasian 0 o Quantification of Carvedilol and Its Metabolite 4-Hydroxyphenyl Carvedilol in Human
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parameter between the two formulations (p>0.05). No serious adverse events related to the Mean—SD | 21104179 | 2286146 | 2198+ 162 5. YKN, Koteswara Rao Divi, Penchala Kalyan Reddy Mule, Sarath Chandiran | and
study drugs were found. This single dose study found that the test formulation carvedilol Study population: M (g | —Rense | 200-249 | 201-248 | 200-249 Jayaveera K N. Simultaneous Quantification of Alverine And Its Metabolite P-Hydroxy
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Materials and Methods

pharmacokinetic and statistical analysis. Table-1 demonstrates the demographic
characteristics of the volunteers.

Table No 1: Demographic characteristics
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estimated based on, Coefficient of variation (C.V.) of the drug, sufficient statistical power to
detect 20% difference with the power of 0.8 in C,,, and AUC between the test and reference
product, Regulatory requirements. Sample size was based on estimates obtained from

(r2) usually higher than 0.995 in range of 0.1 ng/mL to 250 ng/mL. For each calibration
standard level, the concentration was back calculated from the linear regression curve
equation. No significant difference was observed in any of the analyzed pharmacokinetic
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Fig. 1: Mean Plasma Concentration Vs Time profile for Carvedilol & 4-Hydroxyphenyl Carvedilol
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