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Bisoprolol fumerate 3%
Dibasic calcium phosphate: DI-CAFOS® A 12 44.75 %
Microcrystalline cellulose 101 44.75 %
Polyvinylpyrrolidon (PVP) K30 5%
Crospovidon 2%
Magnesium stearate 0.5%

Tablet weight: 169.9 mg + 1.5 mg

https://mp.weixin.qg.com/s/VDGlbm5hsgl4UgZ4XQ4ZgA

API

Filler / Diluent
Filler / Diluent
Binder
Disintegrant

Lubricant

3/12



2023/2/15 42:00 BRI RS LR AEETS

High Shear Granulation

r -
Bisoprolol fumerate —— Mixing
DI-CAFOS® A 12 32 rpm / 10 min
MCC 101
b
Granulation: 30 min
PVP K30 (12 % aqueous solution) J —— Drying (oven)
. Sieving: 0.B mm
Crospovidone | Mixing
S — 32 rpm / 10 min
Magnesium Stearate 32rpm / 5 min
' Y
Fette 102i
@60 rpm, 7 mm flat faced /round punch, Tabletting
compaction forces: 2.5 — 10.0 kN ) E— (rotary press)
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ol ﬁggi’of 12 Granulation:
120 min, 60°C
) !
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@60 rpm, 7 mm flat faced/round punch, [ (roIE:'a “ Irggs) J
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API Standard relative API  Rel. St. Acceptance
Sample Type content Deviation content Deviation Value
[mg] [mg] [%o] [%0] (UsP)
High-shear 5.08 0.05 101.5 1.1 2.6
Fluid-bed 5.00 0.07 100.1 1.3 3.2
Originator 5.01 0.15 100.2 3.0 7.2

200 FAMER I ZR—MEHRTRA  ZEFUSPHENLS , fEEMa EZEEK
TR
(USPmonograph tolerances for bisoprolol fumerate tablets : NLT 90.0% and NMT 105.0%;

acceptance value < 15)
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Dissolution Time Bisoprolol
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Ingredient Formulation Role
Bisoprolol fumerate 3% API
Dibasic calcium phosphate: DI-CAFOS® A 60 47.25 % Filler / Diluent
Microcrystalline cellulose 102 47.25 % Filler / Diluent
Crospovidon 2 % Disintegrant
Magnesium stearate 0.5 % Lubricant

Tablet weight: 171.7 mg + 1.7 mg

Bisoprolol fumerate Mixing

DI-CAFOS® A 60 .
MeC 100 EE— 32 rpm / 5 min
- Sieving: 0.8 mm
Crospovidone
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- Mixing
[ Magnesium Stearate ] E— [ 32 rpm/ 5 min ]

Fette 102i

@60 rpm, 7 mm flat faced/round punch, T [ (rI::rI;t;ir:gs) ]
compaction forces: 2.5 - 10.0 kN
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Particle Size Distribution
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API Standard relative API  Rel. St. Acceptance

Sample Type content Deviation content Deviation Value

[mg] [mg] [%] [%] (UsP)
Direct Compression 5.06 0.07 101.2 1.5 3.5
High-shear 5.08 0.05 101.5 1.1 2.6
Fluid-bed 5.00 0.07 100.1 1.3 3.2
Originator 5.01 0.15 100.2 3.0 7.2

2 BEEIZHY—MREEX , inEENTESERTRHA.
(USPmonograph tolerances for bisoprolol fumerate tablets : NLT 90.0% and NMT 105.0%;

acceptance value < 15)
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