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Tablet strength 10 mg 20 mg
Formulation code F1 10 mg F2_20 mg
Ingredient Amount per one tablet in mg (and in %)
: ; 5.2 104 20.8 41.6
RGN (3.5%) (3.5%) (13.9%) (13.9%)
Tribasic calcium phosphate 30.0 60.0 30.0 60.0
(TRI-CAFOS® 500) (20.0%) (20.0%) (20.0%) (20.0%)
Microcrystalline cellulose 105.8 211.6 90.2 180.4
Type 102 (Heweten® 102) (70.5%) (70.5%) (60.1%) (60.1%)
L-HPC 7.5 15.0 #:5 15.0
(LH 11) (5.0%) (5.0%) (5.0%) (5.0%)
Magnesium stearate 1.5 3.0 1.5 3.0
(Ligamed® MF-2-V) (1.0%) (1.0%) (1.0%) (1.0%)
Mass of one tablet core 150.0 mg 300.0 mg 150.0 mg 300.0 mg
T AU . Round, biconvex, Round, biconvex, Round, biconvex, Round, biconvex,
P © 6mm @ 9mm @ 6mm @ 9mm

AquaPolish® P pink 640.20 PVA Coating to 3 % weight gain
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Rosuvastatin calcium — Mixing
Tribasic calcium phosphate: TRI-CAFOS® 500 15 rpm / 10 min
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Magnesium Stearate: Ligamed® MF-2-V 15 rpm / 5 min
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Compressibility

index [%] Hausner ratio

B el i 348+ 14 1.54 + 0.05 48.0+ 0.6
(Very poor*) (Very poor*) (Poor, must agitate, vibrate*)
Tribasic calcium phosphate 19.1+£0.5 1.24+0.01 372105
(TRI-CAFOS® 500) (Fair*) (Fair*) (Fair; aid not needed*)
Microcrystalline cellulose 23409 1.31 £ 0.02 43.910.9
(Heweten® 102) (Passable™) (Passable*) (Passable, may hang up*)
Forviinitatiog El 22.05+0.6 1.28 + 0.03 443+ 0.6
(Passable*) (Passable™) (Passable, may hang up*)
Formulation F2 21.33+0.8 1.27 £+ 0.02 448+ 0.8
(Passable*) (Passable™) (Passable, may hang up*)

* jn brackets Flow Character as per USP/NF chapter (1174)
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