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: Levels
Factors: Process Variables = n )
A Roller pressure (bar) 0 50 80
B Roller gap (mm) 1.2 1.8 2.4
C Mill speed (rpmm) 20 6l 100
D Mill sereen onfice size (1) 0.6 1.0 1.4
Responses Goal Acceptable ]l:lnE

Y, Ribbon density (g/cc) Target at 1.1 1.0-1.2

Y di.'.i' of milled granules (pum) Target at 100 pm 50150 pm

Y3 d:p of mulled grannles (pim) Target at 600 pm A00-800

Y oy of mulled granmles (pm) Target at 1000 pum E00-1200 pm

Y Granule uniformity (% RS0 Minimize %0 RSD < 5%

Ye Granule flowabality (fTe) Maximmze = f

Y3 Assay of granule steve cut (% wiw) Target at 100% wiw 95.0-105. 0% wiw
Yy Tablet hardnessia 5 kN (kF) Maxmmze =50 kP

Y Tablet hardness @ 10 kN (kP) Maximize = 9.0 kP

Yo Tablet hardness (@ 15 kN (kP) Maximize = 12.0kP

Y13 Friabality (@ 5 kN (%) Minimmze < |.0%

Yis Friability (@ 10 kN (%) Minimize < |.0%

s Friability @ 15 kN (%) Minimize < 1.0%

Y Tablet assav (% wiw) Target at 100%6 wiw 95.0-105.0% wiw

Yis Tablet content uniformity (% RS Minimize % RSD < 5%

Y4 Tablet disintegration time {min) Minimize -5 dmen ey

Y, Dissolution at 30 min (%) Maximize = 0%
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1.The use of anovel roller compactor with a concavo-convex roller pair to obtain uniform compacting
pressure Yoshiro Funakoshi(1977)

2.Rollcompaction /dry granulation: Suitability of different binders. Haress Mangal(2016)

3.Quality byDesign for ANDAs An Example for Immediate-Release Dosage Forms. FDA(2012)

4.Roll compaction process modeling- Transfer between equipment and impact of process parameters.Nabil

Souihi(2015)
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5.Roll compaction/dry granulation: pharmaceutical applications.Peter Kleinebudde(2004)

6.Mini review: Mechanisms to the loss of tabletability by dry granulation. Changquan CalvinSun(2016)
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