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Acetylsalicylic Acid + Paracetamol

(= Acetaminophen) + Caffeine Tablets

(250 mg + 250 mg + 50 mQ)

1. Formulation

|. Acetylsalicylic acid, crystalline (Merck) ...... 250 ¢



Paracetamol, crystalline (Merck) ............... 250 ¢

Caffeine (Knoll) .......coooeiiiiiiiiiiiiiieeein, 509

[I. Kollidon 90 F [1] «oovvveiiiii e 5049
ISOpropanol..........cooevviiiiiiiiiiiii g. s.

lll. Magnesium stearate [2] .......ccccoeveevviviinnenne. 5¢
(0] o [o] o 1 @ I 11 1 16 g

2. Manufacturing (Wet granulation)

Granulate mixture | with solution II, dry and sieve through a 0.8
mm

screen, add the components IIl and press with high compression
force.

3. Tablet properties

Weight ..o 670 mg
FOM e biplanar
Diameter ......ooovvviiiiiiiecee 12 mm
Hardness.......ccooovvveeeiiiieeeeeeicee e 45 N
Disintegration ........cccccceveeviveeiiii e 6 min
Friability........coooeieeiiie 0.7%
4. Physical stability (12 months, 20-25 °C)

Weight ... 670 mg
Hardness.........uuviiiiiiiiiiiiiieeeeiiiii e 65 N
Disintegration .........cccccoeeevviiiiiiiieeeeeei. 4 min
Friability........coooeieeiiie 0.9%

Acetylsalicylic Acid + Paracetamol
(= Acetaminophen) + Caffeine Tablets
(400 mg + 100 mg + 30 mq)

Formulation

Acetylsalicylic acid, crystalline .................. 400 g
Paracetamol, crystalline (Merck) ............... 100 g
Caffeine (Knoll) .......ccooiiiiiiiiiiiiieee, 309
LUudipress [1] «ovvvvveveeiiieeeeiieeeece e 100 g
Kollidon CL [1] .oevvvviiieiiieee e 209
Polyethylene glycol 6000, powder [6].......... 309
Stearic acid [7] ...oveveeviiieeeii e, 509

2. Manufacturing (Direct compression)

Mix all components, pass through a sieve and press with
low compression

force.

3. Tablet properties



Weight ..., 683 mg

Diameter .......ooooviiviiiiie e 12 mm
FOrM oo biplanar
Hardness .......ccoooveiiiiiiiiicieeeee e 116 N
Disintegration..........c..ccvevieviiiineeeennnnn. 1- 2 min
Friability.......cooiiii 0.3%

Acetylsalicylic Acid + Paracetamol
(= Acetaminophen) Tablets
(250 mg + 250 mg)

Formulation

Acetylsalicylic acid, crystalline (Merck) ...... 250 g
Paracetamol, crystalline (MerckK) ............... 250 g
Avicel PH 101 [5] ccoviiiiiiii e, 60 g
Kollidon 30 (or Kollidon VA 64) [1] ............... 159
Kollidon CL [1] ovvveveiiieei e 25¢

2. Manufacturing (Direct compression)

Pass all components through a 0.8 mm sieve, mix and
press with

medium compression force.

3. Tablet properties

Weight ... 605 mg
Diameter .....coooviiiiiii e 12 mm

FOM oo biplanar
Hardness.......ccooeviiiiiiiei e 90 N
Disintegration ............ccooeeveviiiviiiieeenneeenn <1 min
Friability........coooivi 0.7%

4. Chemical stability of formulation No. 2 (20-25 °C,
closed)

0 Months 6 Months 12 Months
Acetylsalicylic acid 100% 100% 100%
Vitamin C 100% 100% 96%

Free acetic acid < 0,01% < 0.01%
Free salicylic acid < 0,01% < 0.01%

Acetylsalicylic Acid + Vitamin C Tablets



(325 mg + 250 mg)
1. Formulations

No. 1 No. 2

Acetylsalicylic acid, crystalline (Merck) ........... 3259325¢
Ascorbic acid, powder (BASF).......c.ccccevvuunnn.. 2509 250¢
Sorbitol, crystalline [10] ........cccovvviiiiiiiiiinnnnnne, 120 g —
Avicel PH 101 [5] ccciiiiieii e, 40 g 100 g
Kollidon VA 64 [1] ..ovvvviiiiiiieeeeee e 25912¢g
Kollidon CL [1] ..oveveieiiiiieeii e 209 30g
Magnesium stearate [2] .......cccoeveeeieeiiiiieiiineeen, 293¢

2. Manufacturing (Direct compression)

Pass all components through a 0.8 mm sieve, mix and
press with

medium/high compression force.

3. Tablet properties

No. 1 No. 2

Weight ..., 790 mg 726 mg
DIaMEeter .....uoieeiiiiie s 12 mm 12 mm
FOIM oo biplanar biplanar
Hardness ........covvveiiiiiiiic e 92 N 100 N
Disintegration ...........ccoovvveiiiiiiin e, 2 min <1 min
Friability ..., 1% 1%

4. Chemical stability of formulation No. 2 (20-25 °C)
0 Months 6 Months 12 Months

Acetylsalicylic acid 100% 100% 100%

Vitamin C 100% 100% 96%

Free acetic acid < 0,01% < 0.01%

Free salicylic acid < 0,01% < 0.01%



