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 ABOUT THE STUDY 

 

This type of testing is commonly used in R and D and quality control. QC 

stresses dissolution testing of each product to ensure uniformity in 

subsequent batches of the product produced by the production department. 

In terms of QC, the test should show that dosage forms are formulated 

according to specifications with significant steps of simulation to deliver a 

reliable product, whereas the emphasis of dissolution testing in the R and D 

division is on providing some prognostic evaluation of drug release with 

respect to in vivo performance of a drug product. With the increasing 

complexity of drug delivery for novel dosage forms, a prerequisite for the 

development of modified dissolution testing methods for characterization of 

in vitro . 

 

 

 

Dissolution testing has come a long way in the field of in vivo drug product testing, and it has now established 

itself as a preeminent instrument for the characterization of any therapeutic product and it’s in vivo 

performance. It was discovered that medication products failed the dissolution test by analyzing the profile of 

numerous factors at the same time. During the stability research, the generic products failed the dissolution 

release of these dosage forms should be considered 
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test more frequently than the branded products. On the one hand, FDA uses pharmacokinetic stimulation and 

modeling, in-house dissolution testing, and post market surveillance methods to guide risk based assessment.  

Meanwhile, the draught report will outline the basic scheme for evaluating solid oral dosage form 

disintegration failures as a pharmaceutical quality indicator used intrinsic dissolution criteria to examine the 

impact of processing parameters on drug release. They investigated and validated an atenolol technique using 

validated USP-recommended dissolving media [1-5]. 

Three degrees of optimization were applied to the experimental variables such as disc rotation speed and 

compaction pressure. Wet granulation was used to granulate atenolol, with binder concentration and 

granulation time serving as process factors and dis-solution rate serving as the response variable. Intrinsic 

dissolution was given 1.84 0.13 mg/ (cm2 min) for atenolol; it was high due to increased solubility in the 

dissolving medium, and it was reduced by granulation with PVP under various conditions. As a result, it's been 

stated that pre-compression intrinsic dissolution tests might be used to assess the effect of processing 

parameters on the rate of dissolution of API. This strategy will save time and resources by reducing the amount 

of trial required to optimize the dissolving rate. Anselmo also created a novel approach for analyzing the 

composition and bioavailability of formulations. They assessed intestinal permeability using a converted rat 

intestinal sac model in water and USP apparatus II with P80 at 1%, 2%, and 5% (w/v) with rotations at 50, 75, 

and 100 rpm. At biased circumstances, the notable differences between the two formulations were 100 rpm in 

water with 2% polysorbate 80. This article's main finding in the intestinal permeation experiments of highly 

permeable medicines was lag time and apparent permeability [6-10]. 

They concluded that the dissolution test could be used as an important QC tool for formulations containing 

compounds such as leutin, despite the fact that it is not required by the regulatory agency. They investigated 

easily available solid dosage forms of mefenamic acid for their dissolution profiles in three different mediums: 

PPRC, USP, and Fasted Stimulated Small Intestinal Fluid (FaSSIF). They compared a generic product (available 

as a capsule or caplet) to a product developed by an inventor (available in FN caplet and caplet dosage form). 

At a temperature of 37°C and a rotation speed of 75 rpm, the dissolving test for drug products was performed 

using 900 mL dissolution media and equipment II (paddle). Both of these tests were performed using 

apparatus I (basket) at a rotation speed of 100 rpm, with the exception of the capsule product and USP 

medium. The results showed that mefenamic acid had the highest solubility in USP dissolving media when 

heated to 37°C, followed by PPRC medium (0.5 mg/mL), and then FaSSIF medium (approx. 0.06 mg/mL).  

After 45 minutes of dissolving testing, the percentage of dissolved medication in PPRC and USP reached more 

than 75%, but it was only 44% in USP medium. Meanwhile, the percentage of drug dissolved in the biorelevant 

medium for all products did not surpass 16 percent, and the capsule dosage had the highest dissolving rate in 

all dissolution media. Bredael devised a precise dissolve procedure for QC purposes that took into account a 

variety of parameters. For the logic of process development, their article provided extensive guidelines for 

building a quality-controlled dissolution procedure for IR solid dosage forms. 
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