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ABSTRACT

Fast dissolving dosage form (FDDF) is designed ltovaadministration of an oral solid dose form imetabsence
of water or fluid intake. Such formulation readdissolve or disintegrate in the saliva generallyhivi <60seconds.
Fast dissolving System are useful for pediatricjagec, and bedridden patients and for patientsondre suffered
with Dysphagia. This fast dissolving drug deliveggstem (FDDS) is suited for the drugs which unddrigt first

pass metabolism and is used for improving bioatditsy with reducing dosing frequency to mouth phespeak
levels, which in turn minimize adverse/side effeBtsme drugs are absorbed well from the mouth, ywhaand

esophagus as the saliva passes down into the storirasuch cases, bioavailability of drug is siggahtly greater
than those observed from conventional tablet dogaga. Most fast-dissolving delivery system filmsstrinclude
substances to mask the taste of the active ingnedighis masked active ingredient is then swallowgdthe

patient's saliva along with the soluble and insddubxcipients. The sublingual and buccal deliveiyaarug via
oral film has the potential to improve the onsetaofion, lower the dosing, and enhance the efficang safety
profile of the medicament. In this paper we havagared fast dissolving tablet and fast dissolvirg 6lm.

Keywords: FDDF, FDDS, Fast dissolving tablet, BioavailaliliFast dissolving oral film etc.

INTRODUCTION

Despite the tremendous advancement in the drugedglisystem, oral route is the most preferred ronfte
administration and tablet and capsules are the pre$¢rred dosage form [1-3] but now they experehseveral
limitations like chocking and swelling discomfoitsthe geriatric and paediatric patients [4-5]. Argdhe plethora
of avenues explored oral strips gain more atterd®it emerging new platform for geriatric and pagit patients
[6-8]. Fast dissolving dosage forms can be dishatiegl, dissolved, or suspended by saliva in thetmdthis fast
dissolving tablet disintegrates instantaneouslymplaced on tongue and releases the drug dissohdisperses in
the saliva. Fast dissolving tablets are usefulatiepts, like pediatric, geriatric, bedridden, centally disabled, who
may face difficulty in swallowing conventional tabd or capsules leading to ineffective therapyhvpiersistent
nausea, sudden episodes of allergic attacks, aghoog for those who have an active life style. Fdissolving

tablets are also applicable when local action enrtiouth is desirable such as local anestheticofmthaches, oral
ulcers, cold sores, or teething, and to those wdrnat swallow intact sustained action tablets/ciasd9] Fast
dissolving drug delivery system (FDDS) was introglidn late 1970 as the alternative to conventidablet,

capsule and syrups especially for the geriatric paediatric patients suffering from the dysphasizbjem [10].

Fast dissolving tablets are the solid dosage fohithvdisintegrates rapidly in the oral cavity withdhe need of
water [11-12]. Some problems are associated wighQRDF like they are sometime difficult to carrering and
handling (friability and fragility), these are peepd using the expensive lyophilisation method I4R- To

overcome these problems oral films were developaiich are very popular now a days. The conceptralf fiim
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was come from confectionary industry [15-16]. Ofiths are the recent ultra thin novel formulatioh pmstage
stamp size which contains active pharmaceuticaletignts and excipients. Domperidone is a spebificker of
dopamine receptors. It speeds gastrointestinastadsis, causes prolactin release, and is usedtiasnetic and tool
in the study of dopaminergic mechanisms. Dompegdacts as a gastrointestinal emptying (delayed)natjand
peristaltic stimulant. The gastroprokinetic profertof Domperidone are related to its peripheralatoine receptor
blocking properties. Domperidone facilitates gas&nnptying and decreases small bowel transit tignen¢reasing
esophageal and gastric peristalsis and by loweeisgphageal sphincter pressure. Antiemetic: Theermuetic
properties of Domperidone are related to its dopameceptor blocking activity at both the chemopéaetrigger
zone and at the gastric level. It has strong dféigifor the D2 and D3 dopamine receptors, whiehfaund in the
chemoreceptor trigger zone, located just outsidebtbod brain barrier, which - among others - ratgd nausea and
vomiting.

MATERIALS AND METHODS

DRUG AND CHEMICALS

Domperidone (Centurion pharmacy, Vadodara), Soditarch glycolate (SDFCL), Corn starch (SDFCL), Sodi
CMC (Ranken F.C.L), Crosspovidone (ACROS ORGANIC8Yy stereate (CDH pvt Ltd), Mannitol (SDFCL),
Polyvinyl alcohol (HI-MEDIA), Glycerin (SDFCL), DMO (SDFCL)

INSTRUMENTS
Electronic weighing machine (Sartorious), UV-VISsgrophotometer (SHIMADZU), Friability test apparstEF-2
(NISCO), Dissolution apparatus (VEEGO), Disintegmatapparatus (NISCO), Hardness tester (Pfizer tgpter).

METHOD

FORMULATION DEVELOPMENT OF FAST DISSOLVING DOSAGE F ORM:

Formulation of Fast dissolving tablet by Direct conpression method

Each tablet containing 10 mg Domperidone were pespas per composition given in Table no 12. Thedmd
excipients passed through sieve no ‘20’ to ensheeltetter mixing. Mannitol, Crosspovidone, SSG atttker
excipients were used in different ratio. The powdas compressed by Direct compression machineatiéts were
prepared for each batch and the weight of eackttalds 350 mg.

Table no 1: List of ingredients used in the directompression method

INGRADIENTS QUANTITY FUNCTION
Domperidone 10 mg API
Mannitol 44 - 66 % Diluent
Sod- CMC 5-15% Binder
Mg stearate 1% Lubricant
Talc 3% Glident
Crosspovidone 1-3% Superdisintegrant
Sodium starch glycolate 2-8% Superdisintegrant
Corn starch 3-10% Antiadherent |

OPTIMIZATION OF EXCIPIENTS :

Optimization was carried out for the best resultsthe formulation of Fast dissolving tablet thecipients were
optimized. The optimized excipients were CMC aglbin Crosspovidone and Sodium starch glycolateusas as
superdisintegrating agent and mannitol as a Diluent

Table no 2: List of excipients which were optimized

S.NO | EXCIPIENTS | CONCENTRATION
1 CMC 5 %, 10 %, 15 %
2 SSG 2%,4%,8%
3 Crosspovidone| 1%,2%,3%
4 Mannitol 47 %, 56 %, 66 %
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FORMULATION TABLE FOR FAST DISSOLVING TABLET:

Table no 3: Composition of fast dissolving tabletfdomperidone

N eabey . | P F Fs Fy F Fe
Domperidone 10 mg 10 mg 10 mg 10 mg 10 mg 10 g
Mannitol 164.5mg| 1645mg 197.75mg 197.75mg 1281| 231 mg
CMC 17.5 mg 17.5 mg 35mg 35mg 525mg 52.5|mg
Crosspovidone 3.5mg - 7 mg - 10.5 mg -
SSC - 7 mg - 17.5 - 28 m¢

Mg stereat 3.5 m¢ 3.5 m¢ 3.5 m¢ 3.5 m¢ 3.5 m¢ 3.5 m¢
Corn starch 10.5 mg 10.5 mg 10.5m 10.5 mg 10.5 m@.5 mg
Talc 28 mg 28 mg | 28 mg 28 mg 28 mpg 28 mg

Formulation of Fast dissolving oral film by Solventcasting method

The oral fast dissolving film of Domperidone wagmared by solvent-casting method. Film forming pay PVA

(polyvinyl alcohol) was dissolved in 10 ml of dikd water by continuous stirring with the helprofgnetic stirrer
for 2 hrs in 100 ml beaker. After 2 hrs, 1.5 grafglycerin and dissolved drug (Domperidone in DMS@s

incorporated into the beaker. It was further stifog 2 to 3 hrs. Finally the entire mixture wasteal into the petri
dish annfd allowed to dry at room temperature. The ¥vas carefully removed from the petri dish, and ioto size
of 2 cnf.

Table no 4: List of ingredients used in the Fast dsolving oral film

INGRADIENTS QUANTITY FUNCTION
Domperidone 10 mg API|

PVA 1-5%wiv Film former

Glycerin 11 -20 % w/v| Plasticizer

DMSO 1ml Drug solubilizing agent
Distilled water 10 ml Dissolution medium for PVA

OPTIMIZATION OF POLYMER

In the formulation of Fast dissolving oral film tipelymer was optimized. The optimized polymer wa&ARvhich
was used as a film forming agent. The concentraifgrolymer was optimized from 1% - 5 % (w/v).
FORMULATION TABLE FOR FAST DISSOLVING ORAL FILM:

Table no 5: Composition of Fast Dissolving Oral Fih of Domperidone

INGREDIENTS Ny N, N3 N4 Ns Ng N7 Ng Ng

Domperidone 10 mg 10 mg 10 mg 10mg 10 mg 10 mg 10md.0 mg 10 mg
PVA 0.10gm| 0.15gm 0.20gm 0.25gm 0.30gm 0.35gm Om(0g0.45gm| 0.5gm
Glycerin 1.5gm| 15gm 1.5¢gn 15gm 15¢gm 15¢gmM.5gm| 15gm| 1.5gm
DMSO 1 ml 1ml 1ml im | 1ml 1ml 1ml 1ml 1 ml
Distilled water 10m [ 10ml| 10ml] 10m| 10m 10m 10ml | 10ml | 10ml]

EVALUATION

PRE-COMPRESSION PARAMETERS OF MOUTH DISSOLVING TABL ET:

Bulk density- It was defined as the ratio of total mass of pemis the bulk volume of powder. It was determined
by pouring preseived (20 mesh) bulk drug in a geaeld cylinder via a large funnel and measured thenve. Bulk
density was calculated by the formula.

Bulk density = Weight of powder / Bulk volume

Tapped density It was defined as the ratio of total mass of pemtd the tapped volume of the powder. Weighed 1
gm of drug which was passed through 20 mesh sieasg transferred in 50 ml graduated cylinder. THandgr was
tapped several times primarily and the tapped velyiil) was measured to the adjoining graduateds uttie
tapping was repeated an extra several times anthpiped volume (V2), was measured to the adjacemtugted
units. The tapped bulk density in gm/ml was cal@daby the following formula.
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Tapped density = Weight of powder / Tapped volume

Angle of repose It was related to the flow property. The frictiforce can be calculated by this method. It was
defined as the maximum angle made between thecsuofepile of powder and the horizontal plane.

tan0 = h/r

The powder mixture was allowed to flow through fhenel fixed to a stand at definite height. Thelargf repose
was calculated by measuring the height at the saafilheap of the powder form.

Table no 6: Effect of Angle of reposed) on flow property

S. No | Angle of repost | Type of dope
1 <2C Excellen
2 20-30 Good
3 30-34 Passable
4 >34 Very poor

Carr's Index or Compressibility - It was related with the flow property. The Carinslex or Compressibility was
calculated by the formula.

Carr’'s index (percentage) = [(TD — BD) x 100]/ TD

Table no 7: Effect of Carr’s index on flow property

S. No. | Carr's index or compressibility (%) | Type ofFlow
1 5-12 Excellent
2 12-16 Good
3 18-21 Fair passable
4 23-35 Poor
5 33-38 Very poor
6 <40 Very very poor|

Hausner's ratio: It was defined as the indirect index of easeafiger flow. It is measured by the formula
Hausner’s Ratio = TD / BD

Table no 8: Hausner's ratio-

Hausner's ratio | Properties
0-1.2 Free flow
12-16 Cohesive powds

=

EVALUATION OF FAST DISSOLVING DOSAGE FORM

Evaluation of Mouth dissolving tablet

Weight variation: The cause of weight variation can be divided igtanules and mechanical problem. If the
granule size is large, the dies will not be unifiyrifilled. Similarly mechanical problem can be tealcof lower
punches of non-uniform length [16].

Method Uncoated tablets complies this test. Theageweight was determined by weighing 20 tablti. more
than 2 tablets deviate from the average weight pgraentage greater than that given in Table naritbno tablet
deviate by more than double that percentage. Weigfition tolerance for uncoated tablet is giveable no 9.
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Table no:9 Weight variation specification as per IP

Average Weight of Tablet % Deviation
80 mg or less +10
More than 80 mg but less -
- = +7.5
than 250 mg
250 mg or more +5

Tablet Hardness The strength of tablet was expressed as tensiegth (Kg/cm?2). The tablet crushing load,
which was the force required to break a tablet tves by compression .It was measured usinglatthbrdness
tester (Pfizer Hardness Tester) [16].

Friability testing : The friability were determined using Roche Friatar. It was expressed in percentage (%). Ten
tablets were initially weighted (W) and transferred into Friabilator. The Friabilateas operator at 25 rpm for 4
minutes or run up to 100 revolutions. The tabletsenveight again (W.). The % friability was then calculated by,

F=100 (Whitai — Wrina1) / Winital

Wetting time: A piece of tissue paper folded twice and plaged ismall petridish containing 10 ml of water. A
tablet was placed on the paper and the time foipbete wetting was measured.

Water absorption ratio: A piece of tissue paper folded twice and placed small petridish containing 10 ml of
water. A tablet was placed on the paper and the fon complete wetting was measured. The wettekbttabas
again weighted. Water absorption ratio, R, wasutated using the formula;

R=100 (V\éfter_ Wbeforg / Wbefore

In vitro Disintegration studies: The disintegration time was performed using U$$integration test apparatus
with 6.8 phosphate buffer solution at 37 AL5Disintegration time was recorded when all thegfnents of the
disintegrated tablet (6 tablet) passed througlstineen of the basket. The time and mean value riepoeted.

Drug content For the drug content 10 tablets were powdered thedblend was equivalent to 100 mg of
Domperidone was weighted and dissolved in 100 ntb®.8 phosphate buffer solution, stirred for liutes and
filtered. 1 ml of filtrate was diluted upto 100 mith 6.8 pH phosphate buffer. Absorbance of thikitsan was
measured at 287 nm using 6.8 pH phosphate buffielaak and content of drug was estimated.

In vitro Dissolution studies: It was carried out in 100 ml of pH 6.8 phosphatiéfer in dissolution apparatus at 50
rpm. A measured 5 ml amount of dissolution mediuas withdrawn at regular interval and diluted ugd®ml with
6.8 PBS. An equal volume of phosphate buffer wakeddo maintain the sink condition. Absorbance massured
at 287 nm [17].

Evaluation of fast dissolving oral film:
Visual Inspection The fast dissolving films were inspected manugdhtheir transparency and air bubble.

Weight variation: The four individual batches of fast dissolvingnfiof size (2x2 crf) was weighted on an
electronic balance and the average weight wasrdeted.

Thickness: The thickness of film (2x2 chwas measured by using a micrometer screw gauge tiickness of
each film at three different places determined12&0].

Folding Endurance: The folding endurance of patches was determirye@fpeatedly folding one patch at the same
place till it break or up to 300 times without broken. Tégeriments were performed in triplicate, and agera
values were reported [21]
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Surface pH: For the determination of surface pH combined gldectrode was used. The patches were kept in
contactwith 5 ml of distilled water for 1 hr. The pH wa®tad by bringing the electrode near the surface of
formulations and allowed it to equilibrate for 1rmi

Weight of film: The fast dissolving oral film were weighted orabsical balance (Shimadzu).

In vitro Disintegration studies: The disintegration time was performed using U$$ntegration test apparatus
with 6.8 phosphate buffer solution at 37 AT5Disintegration time was recorded when all theelpes (2 x 2 cfl
of the disintegrated film (6 tablet) dissolved @sped through the screen of the basket. The timiersan value
were reported

Drug content A film of 2 x 2 cnf was cut and placed in a beaker containing 10 n@l.8fpH phosphate buffer
solution. The content was stirred in magnetic stito dissolve the film. The content was transfitea volumetric
flask of{l? ml. The absorbance of the solution wassured against 6.8 pH phosphate buffer as a blanfion at
287 nmi*7],

In-vitro dissolution studies: The dissolution study was carried out in 100 m&®& pH phosphate buffer solution.
The dissolution study was used to study the drdgase from the bilayered and multilayered patcHdse
dissolution medium consisted of phosphate buffel6@H The drug release study was performed &t@®B°C, with

a rotation speed of 50 rpm. Samples (3 ml) werédvdwn at predetermined time intervals of 2 min eeplaced
with fresh medium. The samples filtered through tnien filter paper and absorbance was taken at 28[28].

RESULTS AND DISCUSSION

PREFORMULATION STUDIES:
Drug ldentification-

Spectrum Graph

e T et
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Fig no 1: FT IR spectra of Domperidone

COMPATIBILITY STUDY -
The compatibility studies were performed using iRrophotometer.
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Fig no 2: FT IR spectra of Domperidone + Crosspovione
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Fig no 3: FT IR spectra of Domperidone + PVA
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All the significant peaks of Domperidone were prasi the entire spectrum obtained between the dnog
excipients. It shows that there was no signifiacdr@nge in integrity of the drug.
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CALIBRATION CURVE

Calibration curve for Domperidone in 0.1N HCI

© 004

2 0.03 y = 0.004x - 0.004

8 002 R? =0.9753

§ 0.01 —i—absorbance

< 0 A , , , , , . : . —Linear (absorbance)

0 2 4 6 8 10 12 14

Concentration (png / m)

Fig no 4: Calibration curve for Domperidone in 0.1N HCI at 287 nm

EVALUATION OF PRE-COMPRESSION PARAMETERS OF MOUTH D ISSOLVING TABLET :
Bulk density: The bulk density was shown in Table no 10. Thi llensity ranged from (0.303 — 0.433) which
indicated the good properties of powder blend.

Tapped density The tapped density was shown in Table no 10 hrfigem (0.28 — 0.52). The results of tapped
density indicated good flow properties of powderal.

Angle of repose The values obtained for angle of repose for Bl ) batches was shown in Table no 10. The
values were found to be in range from 22.4 — 3Phs indicated good flow properties of blend.

Carr's Index: The values obtained for Carr’s index for all thegts was shown in Table no 10. Compressibility value
ranged from 13.6 — 20.7 indicated good flow praperbf batches #F; and k and passable flow properties of
batches Fand k.

Hausner’s ratio: The values obtained from for Hausner’s ratio dirbatches was shown in Table no 10, ranged
from 0.62 — 1.93 indicated that all batches hagagd flow properties.

Table no 10: Pre-compression evaluation parametefsr Mouth dissolving tablet:

FORMULATION |Bulk density | Tapped density | Angle of Carr'sindex | Hausner's
(gm/cnt) (gm/cnt) Repose ) | (%) Ratio (%)
Fi 0.303 0.40 27.9 19.2 0.86
F, 0.321 0.32 28.3 13.1 0.62
Fs 0.418 0.28 224 13.6 1.14
F4 0.402 0.46 30.2 194 1.93
Fs 0.428 0.52 32.8 15.7 1.87
Fe 0.378 0.37 25.6 20.7 1.12

EVALUATION OF POST COMPRESSION STUDIES OF DOMPERIDONE MOUTH DISSOLVING
TABLET-

Shape of the tablet Microscopic examination of all batches of forntida showed circular shape without any
cracks.

Hardness test The measured hardness of tablets of each batstsiawvn in Table no 11 and the range between 2.9
kg/cnf to 4.1 kg/cm. The hardness was increased with the compressime.f This ensures good handling
characteristics of all batches.

Friability test: The values of friability test were shown in Tabke 11. The friability range was between 0.61 % to
0.95 %.The friability values was not more than 19call the formulation which ensuring that the tablevere
mechanically stable.
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Wetting time: The wetting time of the tablets was given in Eabb 11. The wetting time obtained from the direct
compression method was in range of 24 — 32 seeTtesult shows that the disintegration time wasigo

Water absorption ratio: The water absorption ration was given in Tablelto The water absorption ration from
the direct compression method was between 9.1 3-%2.This method shows that the water absorptitio veas
within limit.

Weight variation: The percentage weight variation for all formwatiwas within Pharmacopoeia limits. The limit
was +5%. All the formulations passed weight vaoiatiest as per I.P limits. The weights of all thblets were
found to be uniform.

Disintegration time: The in-vitro disintegration time of the tablet svgiven in the Table no-21. The in-vitro
disintegration time obtained from direct compressitethod was between 32 — 37sec. The formulatiowst that
the disintegration time was within the limit pattiar in Pharmacopoeia.

Drug content The percentage of drug content was found to lrarige of 88.3 — 98.4 of Domperidone, which was
within acceptable limits. Table no 21 showed theilts of drug content uniformity in each batch.

In-vitro drug release: The in-vitro dissolution time was 25 minutes iieh 98.5 % drug was released for
formulation k. Therefore formulation nosfshowed better in-vitro drug release within 25 nbésu

Table no 11: Physical properties of all formulationof Mouth dissolving tablet (R _F¢):

L . . . . Drug
) Hardness | Friabili Disintegration | Water absorption | Wettin

Formulation (Kg/cm?) (%) v Ti meg(sec) ratio (%)p Time(sgc) C%% ;ant
F 3.8 0.77 35 11.2 25 93.€
F 3.2 0.7¢ 38 12.2 29 96.€
Fs 3.6 0.95 33 12.1 24 95.1
F4 2.9 0.74 37 11.3 32 92.7
Fs 4.1 0.61 32 9.1 22 98.4
Fe 3.3 0.76 41 10.7 30 88.3

DISSOLUTION PROFILE FOR MOUTH DISSOLVING TABLET:
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Fig no- 5: Drug release profile of formulation R
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Dissolution profile of Formulation F,
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Fig no 6: Drug release profile of formulation R

Dissolution profile of Formulation F3
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Fig no 7: Drug release profile of formulation R

Dissolution profile of Formulation F,
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Fig no 8: Drug release profile of formulation i

230
Scholar Research Library



Wajahat Ullah Khan

Der Pharmacia Lettre, 2015, 7 (2):221-236

Dissolution profile of Formulation Fs
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Fig no 9: Drug release profile of formulation k5

Dissolution profile of Formulation Fg
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Fig no 10: Drug release profile of formulation k
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Fig no 11: Comparative percentage Drug release vEime for all batches of MDT
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The comparative percentage Drug release was shoviigi no 11. Among all the formulationg Formulation
achieved maximum percentage drug release at theobr#h minutes. Therefore formulationy Was the best
formulation for Mouth dissolving tablet of Dompeuiake.

EVALUATION PARAMETERS OF FAST DISSOLVING ORAL FILM:
Visual Inspection The visual Inspection was carried out manuallyclvtshowed in Table no 12. Formulation N
and N,were transparent but formulation Bind N;were semi transparent.

Weight of film: As the weight of polymer increased, the weighfilof was also increased. Weight of the film of N
- Ng was found in range of 83 mg — 125 mg. Minimum keigf the film was found of the Normulation which
was 83 mg and the maximum weight of the film was @y of N; formulation shown in Table no 12.

Folding endurance The folding endurance of the film formulation bglvent casting method was found to be in
range of 104 — 150. The result was shown in Tabléz

Thickness: Thickness of the film was found in increasing @rds polymer concentration increased the thickness
of the film also increased as shown in Table noFi thickness of formulation N- Ns was found to be in range
of 137 - 194um.

Disintegration time: Disintegration time was found in range of 28 setto 37 seconds shown in Table no 12.
Disintegration time for formulation Nvas found 28 seconds as fastest and fonvé&s 37 seconds as slowest.

Surface pH: The pH of the film was found in the range of-6.85 for all formulation. The result was showed in
Table no 12.

Drug content: The percentage of drug content was found to lrarige of 89.7 — 98.6 of Domperidone, which was
within acceptable limits. Table no 12 showed thults of drug content in each batch.

Dissolution studies The dissolution studies of the formulation batcfrem N, — Ng were carried out to know the
in-vitro drug release. The drug release at diffetiene intervals was determined and calculatednovkthe release
at variable concentration of polymer used. Theltesvere converted in form of % drug release. omiulation N
the dissolution time was 10 min in which 98.7% dwag release.

Table no 12: Evaluation tests for Fast dissolvinglfn

) - . . . Drug
Batch Visual Thickness of film  (um) D|s!ntegrat|on Folding Welght of pH | Content
appearance Time (sec) endurance | Film (mg) (%)
N; Semi 137 30 104 830 | 72 897
Transparet
N3 Transparent 156 32 127 98.3 6.3 95.7
Ng Transparent 175 28 148 107.6 q.1 98.6
Ne Semi 194 37 150 1250 | 75 973
Transparent
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DISSOLUTION PROFILE FOR FAST DISSOLVING ORAL FILM O F DOMPERIDONE.

Dissolution profile of Formulation N,
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Fig no 12: Drug release profile of formulation N

Dissolution profile of Formulation N
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Fig no 13: Drug release profile of formulation N

Dissolution profile of Formulation N,
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Fig no 14: Drug release profile of formulation N
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Dissolution profile of Formulation Ng
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Fig no 15: Drug release profile of formulation N
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Fig no 16: Comparative percentage Drug release v&ime for all batches of Fast dissolving film
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Fig no 17: Drug release profile of batch F
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Fig no 18: Drug release profile of batch b

The comparative percentage Drug release was showrigi no 16. Among all the batches, batch achieved
maximum percentage drug release at the end of hQtes. Therefore formulations,Mas the best formulation for
Fast dissolving oral film of Domperidone

The drug release for the batch(MDT) was 98.5 % at the end of 25 minutes, whaeedrug release for the batch
N, (MDF) was 98.7 % at the end of 10 minutes. Hererst Bissolving film is producing rapid action inngparison
to Mouth dissolving tablet and provide fast relietase of nausea and vomiting.

DISCUSSION

The Mouth dissolving tablets of Domperidone wereparred by Direct compression method. Formulatiorabliets
was carried out using different types of superdéginating agents and excipients. The optimizatiocoacentration
of excipients and superdisintegrants was carrigdia@uhardness of the tablet to give the leastntégjration time
and get greatest drug release. The taste and odasracceptable for the geriatric and pediatric epdsi
Domperidone drug was used as an anti-emetic droguse of best relief in the nausea and vomiting.

The Fast dissolving oral film of Domperidone wagpared by Solvent casting method. Formulation laf fvas
carried out using film forming polymer (PVA), plaszer, DMSO and distilled water. The optimizatiarf
concentration of polymer was performed for leastrdégration time and good drug release as weiteTand odour
was acceptable for both types of patient like geciaand pediatric. The obtained calibration cuwess straight line.
The curve was obtained in 0.1N HCI at the maximuavelength of 287 nm. The slope, intercept and s=ipa
coefficient were obtained from the graph. The daltbon of in-vitro drug release study was basedhencalibration
curve.

Compatibility studies of Domperidone with differeecipients and polymer were carried out prior ke t
preparation. All the significant peaks of Domperidavere present in the entire spectrum obtainesdsst the drug
and excipients. It shows that there was no sigaifichange in integrity of the drug.

CONCLUSION

The aim of this study was to Fabricate and Evaltia¢eFast dissolving dosage form of Domperidoneydrsi an
anti-emetic drug. The direct compression method used for the formulation of Mouth dissolving tabind
Solvent casting method was used for the formulatibriFast dissolving oral film of Domperidone. Theoth
dissolving tablet and Fast dissolving oral film lbodre beneficial for geriatric and pediatric patsenThe
Crosspovidone as Superdisintegrant shows bettadtsesn compare to Sodium starch glycolate for Mwout
dissolving tablet. Therefore sFormulation is the best formulation of Mouth dissohy tablet among all
formulations. The disintegration time and in-vittoug release is good. About 98.5% drug was releasitn 25
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minutes by direct compression method. For the Hessolving oral film formulation Wis the best formulation
among all formulation. The disintegration time a@nelitro drug release is good. About 98.7% drug welsased
within 10 minutes by Solvent casting method. Thecget drug release of Mouth dissolving table) (ras 98.5 %
at the end of 25 minutes and disintegration time 82 seconds where the percent drug release oflsastving

film (N,4) was 98.7 % at the end of 10 minutes and thetdigiation time was 28 seconds. Therefore on this loés
percentage drug release and disintegration time$#st dissolving film of Domperidone was produagid action

and provide relief in case of nhausea and vomiting.
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