Manufacturing Methods of Buccal Patches:

Manufacturing processes iInvolved in making buccal
patches, are namely solvent casting, hot melt extrusion and
direct milling.

1. Solvent casting:

* In this method, all patch excipients including the drug co-
dispersed in an organic solvent and coated onto a sheet of
release liner.

« After solvent evaporation a thin layer of the protective
backing material iIs laminated onto the sheet of coated
release liner to form a laminate that is die-cut to form
patches of the desired size and geometry.



2. Hot melt extrusion:

o In hot melt extrusion blend of pharmaceutical
Ingredients Is molten and then forced through an orifice
to yield a more homogeneous material in different
shapes such as granules, tablets, or films.

o Hot melt extrusion has been used for the manufacture
of controlled release matrix tablets, pellets and
granules, as well as oral disintegrating films.

o However, only a hand full article has reported the use
of hot melt extrusion for manufacturing mucoadhesive
buccal patches.



. Direct milling:
In this, patches are manufactured without the use of solvents.

Drug and excipients are mechanically mixed by direct milling or

by kneading, usually without the presence of any liguids.

After the mixing process, the resultant material is rolled on a

release liner until the desired thickness iIs achieved.
The backing material is then laminated as previously described.

While there are only minor or even no differences in patch
performance between patches fabricated by the two processes, the
solvent-free process is preferred because there is no possibility of

residual solvents and no associated solvent-related health 1ssues.



Advantages of buccal drug delivery systems
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Sustained drug delivery.

Increased ease of drug administration.
Excellent accessibility.

Drug absorption through the passive diffusion.

Low enzymatic activity, suitability for drugs or excipients that mildly and
reversibly damages or irritates the mucosa, painless administration, easy

drug withdrawal, facility to include permeation.

Versatility in designing as multidirectional or unidirectional release

systems for local or systemic actions, etc.

The drug is protected from degradation due to pH and digestive enzymes

of the middle gastrointestinal tract.

Improved patient compliance.



(i) A relatively rapid onset of action can be achieved relative to the oral route,
and the formulation can be removed if therapy is required to be

discontinued.
(j) Flexibility in physical state, shape, size and surface.

(k) Though less permeable than the sublingual area, the buccal mucosa is well
vascularized, and drugs from the buccal systems can be rapidly absorbed

Into the venous system underneath the oral mucosa.

(I) Transmucosal delivery occurs is fewer variables between patients, resulting

In lower inter-subject variability as compared to transdermal patches.



Limitations of buccal drug delivery systems:

Depending on whether local or systemic action is required the
challenges faced while delivering drug via buccal drug delivery can

be enumerated as follows:

(a) For local action the rapid elimination of drugs due to the flushing
action of saliva or the ingestion of foods stuffs may lead to the

requirement for frequent dosing.

(b) The non-uniform distribution of drugs within saliva on release
from a solid or semisolid delivery system could mean that some

areas of the oral cavity may not receive effective levels.

(c) For both local and systemic action, patient acceptability in terms of

taste, Irritancy and ‘mouth feel’ Is an issue.



