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Development and evaluation of orodispersible films for
oro-mucosal application
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I 1. A typical composition of orodispersible films for

oro-mucosal application,

I 2, Active drugs applicable in orodispersible films

for oro-mucosal application,
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Ingredients Ratio(w/w%) Category of Drugs Examples
Drug 1~30 Selective Serotonin reuptake Fluoxetine, sertraline, paroxetine,
inhibitors fluvoxamine, citalopram and alaproclate.
Water Soluble Polymer 35~50
Plasticizers 0~20 Ondansetlron, granigetron, palonosetron,
dronabinol, aprepitant, ramosetron,
Sufactants as Anti-emetics mctopimazine,_nabilonc, tropisct_ron,
metochlopramide, prochlorperazine,
Sweetening agent 3~6 trimethobenzamide, dimenhydrinate,
prochloperazine and dolasetron.
Saliva simulating agent 2~6
N . ETTT rborcsed cde Alosetron, ondansetron, granisetron,
Fillers, Colors, Flavors etc. a-s SHT3 antagonists palonosetron, ramosetron and tropisetron.

Carbamazepine, clonazepam, diazepam,
divalproex sodium, fosphenyloin, gabapentin,
lamotrigine, levetriacetam, oxcarbazepime,
phenyloin, pregabalin, primidone, tiagabine,
topiramate, valproate sodium, vigabatrine
and zonisamide

Anti-epileptics

Almotriptan, dihydroergotamine mesylate,
eletriptan, frovatriptan naratriptan,
rizatriptan, and zolmitriptan

Anti-migraines

Amisulpride, bromperidol, cabergoline,
domperidone, fenoldopam, haloperidol,
metochlopramide, metopimazine, pergolide
methylate, prochlorpearazine, quetiapine,
ropinirole hydrochloride, sulpiride, tiapride
and zotepine.

Dopamine D1 and D2 antagonists

Almitrine dimesylate and raubasine,
cevimelin hydrochloride, codergocrine
mesylate, donepezil, galantamine, ginko
biloba extrate(EGb 761), memantine,
nicergoline, piracetam, rivastigmine,
sulbutiamine, tacrine and vimpocetine.

Nootropics

Atorvastatine, cerivastatine, fluvastatine,
Statins lovastatine, pitavastain, pravastatine,
rosuvastatine and simvastatine.

I 3. Polymers used in the orodispersible films for

oro-mucosal application.

Category Polymer

Pullulan, Starch, Gelatine, Pectin, Sodium

Natural Polymer alginate, Maltodextrins, Polymerized rosin

Hydroxypropyl methylcellulose, Sodium
Carboxymethylcellulose, Polyethlene oxide,
Hydroxypropyl cellulose,
Polyvinylpyrrolidone, Polyvinyl alcohol,
Ethyl cellulose

Synthetic Polymer
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I 4, Artificial Sweeteners

First Generation Second Generation
Saccharin Acesulfame-K
Cyclamate Sucralose
Aspartame Alitame
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4.1 Solvent Casting
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Other ingredients including active agents

Water scluble hydrocolleids dissolved 1 small portion of aqueous solvent
dissolved in water to form homogenous using high shear processor

viscous solution ~
\ //
g

Both mixtures are mxed to form homogenous viscous solution
Degassed under vacuum
Bubble free solution is coated on non-treated casting film
Coated film 15 sent tTeralmu drymg oven

Film 15 cufted in to desired shape and size

»» T3 1. The process of solvent casting method

4.2 Hot Malt Extrusion

Hot malt extrusiong< 2% %
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4.3 Semisolid Casitng
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4.4 Solid Dispersion Extrusion
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4.5 Rolling Method

Rolling Method+= €/4/4d+0] 235 o] Q= A& 9l
v & EE dgas hEdshe 9okl EshiA A
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- 9718 AA ke 2712 Addit.

Meterng Roll

Apolicator Roll
Backing Roll

»» 1% 2. The process of rolling method
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