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The aim of this study was to design, prepare and evaluate compressed lozenges of Tadalafil,
because the existing market product of Tadalafil is not available in the form of lozenge.
These tablets dissolve slowly in the mouth and release their ingredients for buccal cavity
membrane absorption of part of it, due to the abundance of blood vessels lining the oral
cavity and tongue. The saliva facilitates the melting of active substances and releasing them
from the pharmaceutical form. Tadalafil is metabolised in the liver by CYP3A4 to the

catechol metabolite. This dosage form gives a quick start of the effect, by avoiding the first
hepatic effect on the absorbed ratio of the active substance on this path, thus increasing
bioavailability. -

Tadalafil has decreases in blood pressure, and relaxation of pulmonary vascular smooth
muscle cell, and vasodilatation of the pulmonary vascular bed, increasing blood flow in the
cavernous tissues of the penis and producing an erection. Tadalafil used for the treatment
of erectile dysfunction.

The compressed lozenges were prepared by wet granulation using sucrose, manitol,
sorbitol, lactose, dextrose PVP, HPMC. In this study, the prepared compressed lozenges
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were controlled according to USP 39-NF34: hardness, disintegration, assay, content
uniformity, and dissolution rate. The optimized Tadalafil formulation were subjected to
stability studies, according to ICH Q1A guidelines. It found that most of prepared
formulations conform to the pharmacopeia requirements: stable during storage, acceptable
by the volunteers and preferred over traditional tablets.
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Ingredient = e TF3 [ Fa | F5 | F6 | F7 | F8 | F9 | F10 | F11 | F12
Tadalafil 20 | 20 | 20 | 20 | 20 | 20 | 20 | 20 | 20 | 20 | 20 | 20
SLS 5 5 5 5 5 5 5 5 5 5 5 5
Sucrose 294 | 294 | 294 | 294 | 294 | 294 | 294 | 294 | 294 | 294 | 294 | 294
Lactose 300 300 300

Manitol - | 300 300 300

Sorbitol - 300 300 300
Dextrose - 300 300 300
Citric aced 15115 (15|15 | 15|15 | 15| 15 | 15| 15 | 15 | 15
PVP K 30 35|13 | 3 | 35

HPMC 5 cp - - - - |1 30|30 |30 | 30| - - - -
Acacia - - - - - - - - 35| 3 | 35 | 35
Talc 15115 (15|15 | 15|15 | 15| 15 | 15| 15 | 15 | 15
Mg stearate 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16
Limon oil 10 | 10 | 10 | 10 | 10| 10 | 10 | 10 | 10 | 10 | 10 | 10
Total Weight 710 | 710 | 710 | 710 | 710 | 710 | 710 | 710 | 710 | 710 | 710 | 710
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Time Cumulative percentage drug release + 5 %
(minute) F1 F2 F3 F4 F5 F6 F7 F8 F9 F10 | F11 | F12
10 335 | 353|363 | 353|349 | 344|382 | 36.3| 344 | 358 | 38.7 | 37.6
20 56.1 | 58.3 | 629 | 59.8 | 67.2 | 698 | 731 | 71.3 | 701 | 726 | 754 | 73.7
30 96.1 | 97.3 1999 | 978 | 97.2 | 96.8 | 98.1 | 97.3 | 91 | 92.6 | 93.4 | 93.7
YL Gl gruaal cilfl) A il 4 Jgand)
) Evaluation parameters of Tadalafil compressed tablet lozenges
Formulation Binder| Losson | . Hard Weight | bilit disintegrating | o, % Drug release
code drying Mrr:iongi% (ig /cnniis Variation + r:;) +IOI 5y time C(:Jn t;lrjw% by the end of 30
%+0.10 - 5% - minz 3 min min+5%
F1: Lactose 0.4 5.60 20.3+1 Pass 0.45 19 103+0.2 96.1 %
F 2: Manitol PVP 0.38 5.50 17+1.5 pass 0.43 17 102+3 98.3%
F3: Sorbitol 0.4 5.40 15+1.5 Pass 0.28 13.18 103+1 99.9%
F4: Dextrose 0.3 540 |[12.5+1.5| Pass 0.28 14 101+3 95.8%
F5: Lactose 0.46 5.50 17.5+1 Pass 0.2 16.4 103+2 97.2%
F6: Manitol 0.32 5.50 15£1.5 Pass 0.17 14.18 10443 96.8 %
F7: Sorbitol |HPMC| 0.28 5.50 14+1.5 Pass 0.23 12 105+2 98.1%
F8: Dextrose 0.39 5.40 13+1.5 Pass 0.18 13.13 1052 97.3%
F9: Lactose 0.4 5.50 16.5+1 Pass 0.23 21.5 9443 91 %
F10: Manitol Acacia 0.32 550 |[15.2+1.5| Pass 0.13 19 93+3 92.6%
F11: Sorbitol 0.4 540 |14.9+15 Pass 0.18 16.5 94+9 93 .4%
F12: Dextrose 0.45 550 |[13.6+1.5| Pass 0.17 16.3 95+3 93.7%
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