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. GRS, FoE, GBS @ siEsry TS sitq HRea Soimra TR AIeamons oA @
s FHEARICS wEee S Excipients eg. Diluents, Binders, Glider, Lubricants,
Disintegrants, Antioxidants, Filler etc forg<fefe Tary 4ere T4 |

a. Binders:
Binders 7 Usual Concentration
Maize Starch 5-10% aqueous paste
Gum Acacia 5-20% agueous solution
Starch-1500 5-15% aqueous solution
b. Disintegrants:
Disintegrants Usual Concentration (Yow/w)
Sodium Starch Glycolate 2-8%
Microcrystalline Cellulose (Avicel PH 101 & PH102) 5-15%
Carboxymethylcellulose Sodium 1-10%
c. Lubricants:
Lubricants Usual Concentration (Yow/w)
Magnesium Stearate o _0.25-5%
Talc/Talcum Powder B 01-10%
e. Glidants:
Glidants Usual Concentration (Yow/w)
Colloidal Silicon Dioxide 0.1-1%
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oy | Definitions:

Excipients

Binders

Disintigrants

Lubricants

Glidants

R . -
Y & @V & 0

An excipient is a substance formulated alongside the active ingredient of
a medication, included for the purpose of long-term stabilization, bulking
up solid formulations that contain potent active ingredients in small
amounts (thus often referred to as "bulking agents", "fillers", or "diluents"),
or to confer a therapeutic enhancement on the active ingredient in the final
dosage form, such as facilitating drug absorption,2Il reducing viscosity, or
enhancing solubility. Excipients can also be useful in the manufacturing
process, to aid in the handling of the active substance concerns such as by

facilitating powder flow ability or non-stick properties, in addition to
aiding in vitro stability such as prevention of denaturation or aggregation
over the expected shelf life.

Binders hold the ingredients in a tablet together. Binders ensure that tablets
and granules can be formed with required mechanical strength, and give
volume to low active dose tablets. Binders also referred to as granulators or
granulating fluid, are polymeric, natural or synthetic materials that impart
cohesive qualities to powdered materials used in tablet manufacture. They
ensure the tablets remain intact after compression, as well as improve the
free-flowing qualities of the powdered materials without retarding
disintegration or dissolution. ‘

Disintegrants expand and dissolve when wet causing the tablet to break
apart in the digestive tract, or in specific segments of the digestion process,
releasing the active ingredients for absorption. They ensure that when the
tablet is in contact with water, it rapidly breaks down into smaller
fragments, facilitating dissolution. They are added to formulations to
overcome the cohesive strength imparted during compression, thus
facilitating the breakdown of the tablet into granules for ready drug
availability once they come in contact with moisture.

Lubricants as the name suggest, reduce friction between the powder mix
and the die walls during compression and ejection. They also prevent the
mixed powders/ granules from sticking to the processing zone of the tablet
press especially the punches and die. In some cases, lubricants reduce inter-
particulate friction and thus, improve flow rates of powders or granules.
The best lubricants are those with low shear strength but strong cohesive
tendencies perpendicular to the line of shear.

Like lubricants, glidants are fine powders that enhance the movement of
powders or granules within the hopper and into the die cavity prior to
compaction, compression, or encapsulation. By enhacing flow rates of
powders or granules, there is less weight variability of the tablets
manufactured, resulting in more consistent dosing of the drug substance(s).
It has been suggested that the ability of glidants to enhance the movement
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Diluents/Filler/
Bulking
Agents

Refarences:

1.

142

of the powder or granules within the hopper and into the tablet die in the
tablet press is due to the ability of particles of the glidants to locate within
the spaces between the powder particles/ granules.

These are approved excipients added to any tablet formulation when the
quantity of active pharmaceutical ingredient is very small. They are added
to increase the size of the tablets to get a significant tablet weight that can
be handled or compressed, thereby rendering the manufacturing process
more reliable and reproducible. The quantity of bulking agent that appears
in a formula is normally determined by the quantity of the drug, the nature
and amount of other ingredients in the formulation. Lactose is a common
bulking agent used in both tablet and capsule formulations as it fulfils most
of the ideal characteristics of bulking agents. It is unsuitable for patients
who are lactose intolerant.

Bangladesh National Formulary of Ayurvedic Medicine

Bangladesh National Formulary of Unani Medicine

Hand Book of Pharmaceuticals Excipients (6™ Edition)

hitps://www.pharmapproach.com/excipients-used-man ufacture-tablets/2/

https://en.wikipedia.org/wiki/Excipient
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