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=5 (g)

(rpm) BER (cm) (bar) (g/min) (°C)
1 600 15 10 2 8 55
2 600 25 10 2 6 65
3 600 15 5 2 6 65
4 1,000 15 10 1 6 65
5 1,000 15 5 2 8 65
6 1,000 15 5 1 8 55
7 1,000 25 5 2 6 55
8 1,000 25 10 1 8 55
9 800 20 7.5 1.5 7 60
10 800 20 7.5 1.5 7 60
11 1,000 25 10 2 8 65
12 600 25 10 1 6 55
13 1,000 25 5 1 6 65
14 600 25 5 1 8 65
15 600 25 5 2 8 55
16 800 20 7.5 1.5 7 60
17 600 15 10 1 8 65
18 600 15 5 1 6 55
19 1,000 15 10 2 6 55

Reu=—2
Metformin HCI ER 2. Colofcon



R2.ZEAG. {TREREM EZGERE T H

Dose (1000 mg + 5 mg) % wiw mg/Tablet
Extended-Release Core

Metformin 70.5 1000
HPMC E5 (binder) 24 34
Polyox 303 26.1 370
Mg-st 1.1 15
Subtotal 100 1419
Opadry 40F18389-CN 100 85
Subtotal 100 85
Solid 20  —
Opadry 00F19246 47.6 40
Linagliptin 6 5
L-Arginine 23.8 20
PEG 6000 11.9 10
Talc 10.7 9
Subtotal 100 84
Total 1588
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Content RSD Response Surface Content RSD Response Surface Fusion Pro Graph
Gun to Bed Distance = 7.5; Pattemn Air Pressure = 1.5; Spray Rate = 7.0; Inlet Temperature = 60 Pan Load = 800; Pan Speed = 20; Spray Rate = 7.0; Inlet Temperature = 60
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Content RSD Response Surface
Pan Load = 800; Pan Speed = 20; Gun to Bed Distance = 7.5; Pattern Air Pressure = 1.5
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_Fusion Pro Plo
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Yield Response Surface Yield Response Surface
Gun to Bed Distance = 7.5; Pattern Air Pressure = 1.5; Spray Rate = 7.0; Inlet Temperature = 60 Pan Load = BOD; Pan Speed = 20; Spray Rate = 7.0; Inlet Temperature = 60
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Yield Response Surface
Pan Load = 800; Pan Speed = 20; Gun to Bed Distance = 7.5; Pattern Air Pressure = 1.5
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