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Abstract 
Aim: It is a examination achievement of fitting ODTs of pantoprazole as a model PPI 
utilizing face-to-face condensation method and outstanding example engaging 
miscellaneous excellent disintegrants. 
Method: ODT formulations happened grown in accordance with the direct 
condensation and restriction design, and the pre- condensation limits in the way that 
size bulk, patted bulk, the angle of repose, Carr’s Index, and Hausner’s percentage 
were judged. Characterizations of the planned ODTs complicated colour, shape, 
severity and friability, capsule denseness and burden alternative, drug content 
uniformity, in-vitro dispersal opportunity and in-vitro destruction rate. FTIR was used 
to review drug-excipient interplay and balance test were approved on the picked 
formulations through temporary increased security studies. 
Result: In the ODTs willing the decomposition period and the delivery period were 
further real inferior as asked for surpass patient agreement. 
Conclusion: It was attainable to judge that study samples of direct condensation and 
hindrance accompanying various excellent disintegrants are adept in the expression of 
ODTs held pantoprazole secondhand as PPI on account of the fast decomposition and 
the feature of next release. 
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Introduction 

Established namely, Orodispersible Tablets (ODTs) [1] maybe detailed as the new progress in portion of drug or other consumable 

forms, the purpose of that search out cause comfort to inmates [2]. These tablets are devised to either annul or wither in the 

sputum in the backtalk outside the use of water and are exceptionally beneficial for inmates the one knowledge a question in 

taking into throat standard tablets as defined for one paediatric, advanced in age or insane subjects. Various process and 

formulations excipients secondhand in the arrangement of ODTs accompanying an aim of fast decomposition. Aforementioned 

methods as direct condensation, hindrance, lyophilization, and spray-drying is secondhand in the process while excellent 

disintegrants sweeteners, flavours and lubricants can be amounted to the expression to help in hastening the decomposition of 

the pill [3, 4]. The main benefits of ODTs are allure ability to move, smart effect, increase inpatient agreement and changing drug 

repetitions [5]. The aim of the study search out expand ODTs holding differing types of excellent disintegrants and C- PPIs by 

way of the direct condensation and hindrance method, and to determine decomposition skill accompanying next release traits. 

 

Matters and order 

In this place research work, an instance of the class of PPIs that is Pantoprazole Sodium was secondhand as the drug existing. 

All chemical compound/Powder secondhand for this study was composed from Vasudha Pharma Chem Ltd., Vizag, and the 

drug Pantoprazole Sodium was of examining grade. The polymers were obtained from K. P. Pharmaceuticals New Delhi, India 

and Vara Pharma chem Mumbai India. Ltd all added excipients and reagents secondhand were of examining acid-base indicator 

grade and were obtained from approved beginning. 

 

Pre expression studies 

Description of pantoprazole sodium and rapport study 

This was verified by deciding it point at which something melts. Further, FTIR incorporation range of Pantoprazole was scoured 
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Post expression studies 

Development of Oro capable of disintegration tablets from 

the merger of differing excellent disintegrants utilizing 

system. Here in this place approach Pantoprazole Sodium 

ODTs were arranged by direct condensation and restriction 

means utilizing two various excellent disintegrants in the 

percentage 1:1. Each of the additives was separately filter 

through 60# mesh strainer and recovered in a bowl. The drug 

was weighed in addition to the additional excipients and 

additional into the crate in concerning manipulation of 

numbers method. This had expected exhausted order to join 

all the additives in the beverage correctly and the 

combination was unnerved for few notes. These tablets were 

compacted and their characteristic possessions are 

established in the Table 1 utilizing a flat face 16. The tablets 

were processed accompanying ten station Rimek medicine 

condensation motor (Karnavati Engineering Ltd. 

Ahmedabad, India) accompanying 4 × 8 mm flat elliptical 

punch to catch tablets of 1300 mg pressure [7]. 

 

The various approaches secondhand are noticed as: 

Approach 1: Super disintigrant accompanying direct 

condensation order. 

Approach 2: Combination of various superdisintegrants 

Approach 3: Sublimation arrangement. 

Approach 4: Combination of superdisintegrants and 

outstanding example pattern. 

Approach 5: Treated Natural gums secondhand as 

superdisintegrants. 

 

Total 27 formulations were inclined F1 to F27 filed in table 

1 and 2 under. 

 
Table 1: Expression consolidation for F1 to F16; F21 to F23; F26 

and F27 
 

Ingredients 
Pantoprazole 

(in mg) 

Mannitol 

DC (mg) 
Excipients in mg 

F1 18 76.5 -  

F2 18 63.5 12 
Crospovidone 

(CP) 
F3 18 37.5 38 

F4 18 11.5 64 

F5 18 63.5 12 
Sodium Starch 

Glycolate (SSG) 
F6 18 37.5 38 

F7 18 11.5 64 

F8 18 63.5 12 
Croscarmelose 

Sodium (CCS) 
F9 18 37.5 38 

F10 18 11.5 64 

F11 18 63.5 12 Hydroxypropyl 

Cellulose (L- 

HPC) 

F12 18 37.5 38 

F13 18 13.5 64 

F14 18 63.5 12 
Pregelatinized 

Starch 
F15 18 37.5 38 

F16 18 11.5 64 

F21 18 11.5 64 Camphor 

F22 18 11.5 64 Thymol 

F23 18 11.5 64 Menthol 

F26 18 11.5 31.5 Treated Gaur 

F27 18 11.5 31.5 Treated Agar 

 

Evaluation of tablets Uniformity of girth 

Using a vernier judge, sovereignty width of an individual 

pellet maybe driven while permissive the perseverance of the 

type middle from two points the tablets. Other procedures 

secondhand in result control involve; putting 5 or 10 tablets 

in a equity platter by which the total crown density of the 

tablets maybe calculated utilizing the drifting judge scale. 

Since it is an increasing by additions calculation the density 

of the pill was calculated utilizing vernier judge [8]. 

 

Hardness test 

Tablets need sure strength of substance, or severity enduring 

friability to endure machinelike stress hereditary to 

substance, or severity endure the machinelike stress all the 

while management in production, wrap and transport. The 

tablets severity was calculated by utilizing Monsanto 

Hardness experimental. It is recorded in Kg/cm2. Each 

expression was qualified and three tablets were picked 

carelessly each of the formulations and the mean 

accompanying predictable difference was persistent [9]. 

 

Friability test 

The process by which all or constituent the surface of tablets 

receive sullied and or take flaky or defective as an effect of 

shock or regret. Friability of tablets was before evaluated 

utilizing Roche friabilator. It is in allotment (%) It gives the 

allotment ratio of the total society that forms the leftover risks 

in the arrangement. A orderly report of the experiment Three 

sets of ten tablets were each weighed [W (primary)] and 

therefore moved into friabilator. The speed of the friabilator 

was uphold at 25 rounds per minute for four notes or just 

before the sample created 100 revolutions. The amount of 

misfortune by effluxion momentary it was likely to 

contemplate the tablets repeated following, accordingly gettv 

the worth of W (ending) [10]. The portion friability was before 

determined by, ±25%. Twenty tablets were establish 

expected weighed and met with powdering wholly. The 

citation quantity of 20 mg of pantoprazole sodium was 

thought-out, and the weighed blend equivalent to that 

application was discontinued in an able amount of 0. 1N HCl. 

The answer was therefore gived through Whatman dribble 

paper (No.41) to ultimate acceptable something for dunking 

accompanying 0. In the case of 1N HCl the absorbance 

advantage was establish at 281. As absorbance, the dossier 

are articulated in absorbance part at 5 nm, by utilizing a UV- 

seeable double-beam spectrophotometer (UV- 1800 

Shimadzu) [12]. 

 

In vitro decomposition period 

The time necessary for decomposition of the water capable of 

disintegration tablets was completed activity established the 

official European Pharmacopoeia Dispersible tablets 

document that prescribes the maximum decomposition 

occasion of water capable of disintegration tablets expected 

not in addition to 3 record for the device (European 

Pharmacopoeia 2001). The decomposition hierarchy (Pharma 

Test, Hain city, Germany) had expected changed, because the 

standard mirror hose is 21. 5mm in within width and the 

proven tablets have nevertheless a mean width of 25mm.The 

decomposition was exhausted a cup holding the 200ml 

medium. The medium was in the form of water 

accompanying hotness variable 'tween 15 to 25ºC [13]. 

Tablets fasted in a Japan Scientific lab were secondhand; 

singular pellet was proven at a opportunity and the 

decomposition was asserted complete when limited 

fragments were got. 

 

In vitro death studies 

A destruction test bureaucracy of USP XXIII means 

accompanying separation radio reduced as said earlier was 
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secondhand for artificial release studies. For separation 

studies, sane USP XXIII separation machine was picked at 

which point a cup was established. The cup was an 

lengthened individual usually secondhand for Thin Layer 

Chromatography and for added uses. Another change 

fashioned was that while moving the combination, a 

suggestion of correction utilizing paddles, a crate was 

secondhand by way of the narrow hole concerning this cup. 

Depending on this another cup suffused accompanying water 

was cascaded to a level that the separation fluid in the cup 

accomplished a hotness that was confirmed and claimed at 

40. 1°C and the use of the turn of the crate was asserted at 75 

RPM [14]. Dissolution fluid was qualified only accompanying 

190 ml. 

Tablet Hardness: The tablets of each collection had the 

smashing substance that different from 3. 13 to 4. 23 kg/cm2. 

This helps to correct the handle capability of all the clusters. 

Friability Test: According to the principles of the specified 

friability test they were inside the range from 0. 21 to 0. 64%. 

All the allotment friability of all the expression were beneath 

1% this proved that the tablets were automatically sound. 

Weight Variation Test: Percentages of weights for all the 

formulations were fashioned in this manner. All the planned 

tablets obeyed burden difference test as the allotment 

pressure difference was inside the merchandise because the 

expression blend of all the formulations had good flow 

therefore the allotment burden departure was inside ±5% of 

the average burden [22]. It was further noticed that the weights 

of all the tablets under test were homogenous accompanying 

limited predictable difference. 

 

Drug content consistency 

From all the expression allotment of the drug content was 

persistent expected 91. 98% to 100. 94 % that comes inside 

the IP range for pertaining to the stomach smeared expression 

of 90 to 110 % that was deliberate while fitting ODTs of 

pantoprazole sodium cause ODTs of pantoprazole sodium is 

not official in some merchandise [23, 24]. 

 

In vitro decomposition Test 

This is ultimate main test in up until now as ODT 

formulations are worried [25, 26]. The studies secondhand five 

superdisintegrants, three glorify powers and two discussed 

gums for these studies. Out of all the CP, CP was picked as 

highest in rank superdisintegrant as it determined the smallest 

in-vitro decomposition opportunity. From this note it was 

visualized that no one of the superdisintegrant supported an 

artificial decomposition opportunity inside 180s at a 

aggregation of 2 % except that CP. Regarding aggregation, it 

was noticed that CP was raised and artificial decomposition 

earlier lowered; slightest artificial decomposition earlier 

famous expected 5 % aggregation. 

 

In vitro separation studies 

All the picked formulations that emptied the artificial 

decomposition test were assign artificial release studies 

utilizing changed rupture congregation structure of USP II in 

0. 1N HCl pH 1. 2 [27, 28]. Based on the artificial 

decomposition test, artificial rupture test and the 

correspondence determinant; expression F3 and F4 were 

labeled as revamped formulations. Of all the expression 

groomed Formulation F3 announced the maximum amount 

of the drug. The drug release studies disclosed that the 

maximum release for the expression F3 was (98. 86 ± 1. 24) 

inside 2 brief time period and for the 

expression F4 the maximum drug release (102. 52 ± 0. 23) 

was establish inside 1 brief time period, that are again in 

accordance with the decomposition period got for particular 

formulations. 

 

Similarity determinant 

The correspondence determinant of expression F3 and F4 

concerning standard expression “OMEZ INSTA” was 

50.6033 and 72.0016. Since the correspondence determinants 

of the formulations F3 and F4 are two together degree 50, as 

per the USP directions, two together these formulations are 

complementary to the citation expression. 

 

Accelerated security study 

Subsequently, the picked formulations were unprotected to 

increased strength studies and material traits like presence, 

severity, friability, drug content, artificial decomposition 

opportunity and artificial separation test was approved on the 

formulations [29]. The formulations were observed at hotness 

of 40 ± 1°C and relative moisture of 75 ± 5%. All the 

formulations were judged following in position or time 

moment of truth breaks of 15 days, 30 days, 45 days and 90 

days. All the formulations waited unaltered effectively the 

same limits accordingly favorably passing the increased 

cohesion study that was completed activity for a ending of 90 

days. 

 

Conclusion 

Respectively, it has existed visualized from the result of the 

artificial decomposition test that, by way of CP, and the 

combination of excellent disintegrants accompanying CP, the 

decomposition rates of the tablets have happened erect 

expected more active than the added proven excellent 

disintegrants, glorify powers and considered unaffected gums 

employed for the unchanging purpose. Tablets planned 

accompanying CP and allure combination still disclosed the 

faster drug release as distinguished to tablets processed 

accompanying additional surplus excellent disintegrants, 

glorify powers and doctored unaffected gums secondhand as 

excellent disintegrants even from death studies. 

The flow features of the expression powder have fair flow 

characteristics that is attractive for the ODT formulations. 

According to the analysis, direct condensation means is 

ultimate acceptable pattern for the readiness of ODTs. This 

design is still very inexpensive in addition to occasion 

conditional. CP was noticed to have likely highest in rank 

excellent disintegrant result with all the aggregation admit the 

5% aggregation had likely high-quality result. It was more 

establish at another time that 1.1 g of bicarbonate is the 

protection that helps to determine support of the PPIs 

engaged of the acid radio. The become functional artificial 

decomposition period and artificial drug release disclose that 

the preferred excellent disintegrants detach smallest artificial 

decomposition period and emancipate maximum amount of 

drug inside 1 to 3 brief time period CP level secondhand 

reduces the artificial decomposition opportunity and in 

proper sequence artificial drug release period. Therefore, 

with the formulations deliberate two together best 

formulations recognized were F4 and F3. Stability studies 

granted that the proven formulations, F3 and F4, or the 

formulations holding 3% and 5% CP were fixed last of 

increased security experiment. 
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