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TaY  The tablets obtained from all formulations had acceptable weight, thickness, breaking force and friability 6-20-80 800.08 3.00 6.60 0.02 16.24 0.38 0.076 0.131
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To determine the processability of formulations containing Carbopol® 971P NF polymer via roller compaction 50 | :: :zzzzgzzs T 12-26-80 799.75 4.26 6.76 0.02 12.03 0.83 0.183 0.405
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Materials ] —©—12-24-100 (20% CBP) .
Theophylline USP (Shandong Xinhua Pharmaceutical Co. Ltd., Shandong, China), Guaifenesin (Delta Synthetic 12: 1::
Co. Ltd., Taiwan), Carbopol® 971P NF polymer (Lubrizol Advanced Materials Inc., Cleveland, OH) - CBP, 0 : : : : . ; : — O e o
Emcocel® 50M microcrystalline cellulose (JRS Pharma LP, Patterson, NY), Foremost™ NF Fast Flo® Lactose " P e * ” siove size (um) S : 2 o
316 (Sheffield Pharma Ingredients, Norwich, NY), Magnesium stearate (Ferro Corporation, Walton Hills, OH). 7;« Q0 --m-mmmommmommnosonooooo : § Q0 A -
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compaction parameters were: roll speed (6—-12 rpm), feed screw speed (20-28 rpm), roll pressure (80-100 2 20 - WP e —~5—12-20.80 (20% CBP) : 200100 (19 ey oemeee
bar), roll gap (1.5 mm). The granules were blended with lubricant and compressed into tablets (800 mg). ° 1 .;;'/”/ ----------------------------------- e e o | I I e
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The properties of the granules and tablets and the drug dissolution (USP apparatus 2, 100 rpm, pH-6.8 ] ] S Pt e 2
phosphate buffer) were evaluated. Flodex (mm) Flow rate Bulk density Ta_pped Hausner ratio Carr f Index
(9/sec) (9/cc) density {g/cc) (%) Fig. 3. Influence of compaction parameters and Fig. 4. Influence of compaction parameters on
Theophylline (10% CBP) polymer level on theophylline release (*aa-bb-cc = guaifenesin release (*aa-bb-cc = roll speed - feed
Table 1. Composition of tablet formulations (% w/w) 6-20-80 19 6.50 0.605 0.770 1973 21 42 roll speed - feed screw speed - roll pressure) screw speed - roll pressure)
Formulation (% w/w) Theophylline Theophylline Guaifenesin 8-20-80 12 6.58 0.619 0.785 1.269 21.22
(10% CBP) (20% CBP) (10% CBP) 10-20-80 14 6.31 0.613 0.785 1.280 21.87
Theophylline 50.0 50.0 _ 12-20-80 20 No flow 0.584 0.769 1.318 24.11 CONCLUSIONS
_ _ Theophylline (20% CBP) Theophylline (50% w/w) or guaifenesin (25% w/w) formulations containing Carbopol® 971P NF polymer
Guaifenesin i il 25.0 6-20-80 19 6.10 0.597 0.755 1 264 20.89 ? (t)) |O': 20% w/w) could be successfully processed by roller-compaction for preparing extended-release matrix
ablets.
Carbopol® 971P NF polymer 10.0 20.0 10.0 12-20-80 14 4.80 0.567 0.722 1.273 21.44
o _ _ 6-20-100 12 7.38 0.622 0.776 1.248 19.90
Emcocel® 50M microcrystalline cellulose 10.0 10.0 10.0 19-24-100 9 ~ 06 0597 0.758 1 271 51 31
Foremost™ NF Fast Flo® Lactose 316 29.0 19.0 54.5 Guaifenesin (10% CBP)
_ _ 6-20-80 14 6.54 0.639 0.804 1.259 20.55
Magnesium stearate (intra-granular) 0.5 0.5 - 12-26-80 14 2 70 0.656 0.822 1253 50.00
Magnesium stearate (extra-granular) 0.5 0.5 0.5 6-20-100 16 5.83 0.653 0.829 1.269 21.20 oo s recistored fademark of The Lubrisol Corooat
" 100 100 100 12-28-100 14 7.33 0.661 0.831 1.257 20.47 Emooser® is a registered trademark of JRS Pharma.
Foremost™ and Fast Flo® are registered trademarks of Sheffield Pharma Ingredients.
ota *aa-bb-cc = roll speed - feed screw speed - roll pressure © 2012 The Lubrizol Corporatioil all rights reserved. ?




