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Acetaminophen Instant Granules
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Acetaminophen Instant Granules
Each Sachet contain:

1-Acetaminophen ( Fine powders) 500 mg
2-Sorbitol (instant) 1300mg
3- Lutrol F 127 500mg
4- Citirc acid ( powder) 30 mg
5- Sodium citrate 30 mg
6- Kolidon 90 F 80 mg
7- Eathnol 96% 500 mg
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Prepare 250 g Methylcellulose Granules BP 1988
Ingredients: Master formula

Methylcellulose 64 g
Amaranth, food grade of commerce 20 mg
Saccharin Sodium 100 mg
Vanillin 200 mg
Acacia 4g

Lactose sufficient to produce 100 g
Water QS....

Formulation; High-viscosity grades of methylcellulose (such as 2500 or 4000)
are used as intestinal bulking agents (the compounding record should indicate
the variety actually used). Vanillin and Saccharin Sodium are used to sweeten
and flavor the granules and amaranth is a permitted color. Acacia helps to
bind the granules.

Advice for patients when dispensed: The granules should be placed on the
back of the tongue and swallowed with water. For the treatment of
constipation the granules should be taken well diluted with water. For the
treatment of diarrhea, the minimum of fluid should be taken.

Actions and uses: Intestinal bulking agent used as a laxative. Appetite
depressant or in the treatment of diarrhea.
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Friability

Friability determined by taking sufficient number of tablets using Friabilator at

25rpm for 4 min. Initially tablets cumulative weight was taken (w0) and

subjected to 100 free falls of 6 inches in the Friabilator. After the operation the
tablets were reweighed (w). The friability

. W
=100 x (1- %)
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Acetylsalicylic Acid Tablets (Direct Compression)

Bill of Materials
Scale (mg/fablet) | lem | Matenal Name Quantity/ 1000 Tablets (2}
40000 1 | Acetylsalicylic acid (crystalling) (Merck) 400,00
W 2 |Ludipress® 99,00
10| 3 | Stearic acid 100
1500 4 | Kollidoo® CL 15.00
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Vitamin C Effervescent Tablets

Bill of Materials
Scale imp/tablet) | Item | Matenial Name Cuantity/1000 Tablets (g)
00000 | 1 | Ascorbic acid (crystalline) 10K
B0 | 2 | Sorbito] {crystalline) Bi0.00
[5000 | 3 | Anhydrous citric acid 150,000
66000 4 | Sodinm bicarbonate B0.00
B000| 5 | PEG-6000 {powder) B0.00
05| & | Lemon flavor {5
Q5 7 | Cyclamate sodiom Qs
Q5 & [ Saccharin sedium Qs

MANUFACTURING DIRECTIONS _— . .
and press with high compressive force at 2 maximum

Diry the sodium bicarbonate for | hour at 100°C, mix with  atmospheric relative humidity of 30%. Compress 2690 mg
the other components, pass all through an (0L.8-mm sieve,  in 20-mm biplanar punches.
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Acetaminophen Chewable Tablets

Bill of Materials
Scale mg/tablef) | lem | Material Name Quanfity/ 1000 Tablets (g
H000| 1 | Acetaminophen, milled (Hoechst) 30000
000 | 1| Sucrose, milled B0
550000 3 | Kollidon® CLM 5500
00| 4 | Orange flaver (FOO) 3000
W0 5 | Strawberry flaver (FDO) 30,00
00| 6 | Kollidon® 30 6.1
(0S| 7 |Fthanal (%6%) 4250

MANUFACTURING DIRECTIONS | | |
compression force. Averape weight of tablet is 1620 mg

Granulate mixture of items | to 5 with solution of items  using a 20-mm biplanar punch. Taste is sweel, fruity, and
6 and 7, pass through a sieve, and press with medium  only very slightly bifter

ASaall Y] LAl & Ly ¢ ope 050 findll Jila e gl 1a L) 13l COUl
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Aluminum Hydroide and Magnesium Hydroxide Chewable Tablets

Bill of Materials
Scale mp/tablet) | liem | Material Name Quantity/1000 Tables iy
20000 1| Ahuminom hydroxade (Dried Gel) 3000
2000 1 | Magnesium hydroxide powder 3000
0| 3| Suerose 00
B840| 4 | Mangitol M40
0S| 3 |Povidon (Plasdone® (10% solution in equal parts water and alcobal) (05
1200] 6 | Clycerin 1290
20| T | Magnesium sterate 19.20
60| § | Fumed silica 640
0301 9 | Chl of peppermint 030

MANUFACTURING DIRECTIONS |
| 10 4, Granulate by passing through 2 20-mesh screen,

Mix items | to 4 in 2 suitable blender; add item 6 todtem  Add and thoroughly mix items 7 to 9, and compress using
3, and use this combination (o moisten the mix of items  0.3-inch, flat-face, beveled-edge punches.
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Bisacodyl Delayed-Release Tablets

Bill of Materials

Scale (mpg/tablet) | Item | Material Name CQuantity/ 1000 Tablets ig)
0500 | 1 | Bisacodyl 500
2000 2| Cellulose (microcrystallin) { Avicel™ PHI02) 000
4377| 3 | Lactose (spray dried® 457
0400 | 4 | Maize starch (dried 400
.73 5 | Magnesium stearate 07

* Particle sire distribution; minimom, 98% 250 pm, X0 o 60% 100 pm; maximum 15% 45 pm

* LOD NMT 4.5%, when dried at 120°C for 4 hours.

MANUFACTURING DIRECTIONS

Handle bisacodyl carefully; it can cause itching if it comes
into contact with skin. Over-mixing of lubricants reduces
the hardness. Check the temperature and relative humidity
of the room before beginning processing. Limit relative
humidity to 30 o 60% and temperature to 27 to 30°C.
Mix items | and 2 in a stainless steel drum for 2 to 3
minutes. Pass the mixed powder through a 500-um sieve
using sifter. Collect in stainless steel drum. Pass item 3
through a 500-pm sieve using sifter. Collect in stainless

steel drum. Load the sieved material into the drum mixer,
and mix for 3 minutes. Mix items 4 and 3 in a polyethylena
bag for | minute, Pass the mix through a 250-pm sieve,
Collect in a polyethylens bag. Add 3 to 3 g powder (o it,
and mix for | minute. Add this mixture, and mix for |
minute in 3 drum blender. Check the moisture content
{limit: 1.0 to 1.5%). Compress the granules using a rotary
tabletting maching; 6-mm biconvex tablets have an aver-
ape weight of 750 mg and hardness of 4 1o 5 kp. Apply
enteric coating.
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Charcoal Tablets
Bill of Materials
Scale (mg/tablet) | Item | Material Name Quantity/1000 Tablets ig)
2000 || Activated charcoal 250,00
[3000) 2 |HBolus alba (Merck) |30.00
B00| 3 | Kollidon® 25 2800
BO0[ 4 | Acacia gum R0
08 53 | Water + isopropanal (10 + 3) 575,00 ml.
1500 & |Cremaphor EL 13,00
08 7 | lsopropanl 30000 ml.

MANUFACTURING DIRECTIONS

Granulate mixture of items | to 4 with item 3, and pass
through 4 1-mm sieve. Dry until a relative powder humid-
ity of 90% is reached. Add solution of items 6 and 7, and

24

pdss again through a 0.8 mm sieve, Dry the granules, and
press into 481-mg tablets using low compression force
and 12-mm planar punches. Dry the obtained tablets.
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Acetaminophen with Codeine Capsules

Active ingredient: Acetaminophen 325 mg
Codeine phosphate 30 mg
Disintegrant: Sodium starch glycolate ? %

Lubricant/ glidants: Magnesium stearate, stearic acid Y%
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