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Abstract.

Aim: The amm of this paper 1z to estmate Mesalazmne or
Mesalamme (MESA) in pharmaceuticals.

Methodologies: Thereversed-phase HPLC (BP-HFLC) results
were used to evaluate the type of Mesalazne Chromatographic
anahysis was camed out wsing an HPLC-TTV method along with
an Ion Pac column (Arvens EP-CLE; S m, 4.6 mm 250 mm)
and a mobile phase of acetommle: acetic amd: water, $0:40:20
(v} + 0.5 M potassium dibydrogen orthophosphate buffer at
pH 3.3, at 2 flow rate of 1.0 mlmin At 260 mm UV detection
was employed m the HPLC mwethod Exactness, precision,
particulanty, lineanty, and affectabality were all accepted for
the technique The (MESA) had 2 maintenance time of (3.17)
mumtes. The (MESA) zhgnment plots were over the target
ranges of 1-5 2L, B2 0.9998. The quantitation limit was 0.3613
g/ml, with a detection kit of 1.636 g'ml The precision of the
proposed procedure, which ranged from 98.0 percent to 100
percent, was determined through recovery expenments.

Concluzion: The moderm HFLC-TTV approach was uwsed to
analyze genenc dmg products, and the planned techmique's
effictency was comfumed. The study’s fndngs show that
precision, accwacy, and efficiency are all within reasonable
lmmts, so there 15 no substantal difference between the values
obtained using the proposad methodology and those obtained
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Introduction.

Mesalazine (MESA), also named mesalamune its chemical
name 15 S-amine-2-hydroxy benzoic acid. The powder or
crystals of MESA has a white or hight srey or Light pink color
(Brntzshpharmacopia, 2013). It 15 soluble n o1l acidic and
alkahine medmm, fawly msohoble m chloroform, ether, ethyl
acetate, and n-hexane [1].

Mesalamme (Figure 1) also known as Mesalazine or 5-anunc
sabievlie acid (5-ASA), 15 an anfi-imflammatory dmg uwsed fo
treat inflarmmatery bowel disezses, such as ulcerative colis
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Figure 1. Paszive axemal ronation gf the shoulder while ving on the
back.
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and muld-te-moderate Crobn's disease. Mesalanine 15 a bowel-
specific ammmosalicylate drug that acts locally m the gut and has
its predomunant actions, thereby having few systemie side effects.
As a denvative of salicyhe acid, Mesalamune 15 also thought to
be an anticcadant that traps fee radicals, which are potentially
damazimg bvproducts of metabolism. Mesalanune 15 considered
the actrve molety of Sulfasalazme, which 15 metabolized to
Sulfapyridine and Mesalamime. A literatwe swvey revealed
that a few analybcal methods have been reported for the
determmation of Mesalamine m pure dmg, phammaceutical
dosage forms, and biclogical samples nsing spectrophotometry,
HPLC, UPLC, and LC-IMS etther in single or mn combined
forms. The aim of the present work 15 to develop and validate a
simple, fast, and rehable isocratic RP-HPLC method wath TV
detection for the determination of Mesalamme in bulk and in
tablet dosage forms Confimation of the appheability of the
developed method was validated according to the Intemational
Conference on Hamomzation (ICH) for the determanation of
Mesalamine in bulk and tablet dosage forms [2-9].
Synthesis of Mesalamine.

The synthetic step in the synthesis disclesed therein 15 the
reaction of a cvano group on the biphenyl nng with an arde,
such as tmbuty] fin amde. as follows:

Synthesiz of Mesalazine

The curent study's am was to estabhish and vahdate an BP-
HPLC system with an ultraviolet (LTV) detector for quantitatrie
Mesalazmme determination in phammaceuticals.
Experiment.

Tools:

Completely automatic dizital computer comtrol 15 standard
on the LC-100 senes 3-HPLC. Iis electronie cwewt design
mternal mechanical constuchon techmques, processing
technology, cmematography workstation functions, and
technical requrements make 1t one of the most stable and
reliable mstruments avallable double-beam optical spectrometer
{(Ang=tvom Advanced Inc. TUSA), a sort UV-100PCwitha l cm
hght frequency quartz cell, and an IBM compatble PC make
up the LC100-style HFLC-UV. The replica was made out of
UPVC. PLS Toolkox for Matlab B2003b, VP pumps, and a
UV indicator with vanable firequency programmimg, as well
as PLS Toolbox for Matlab E2003b, chemometne techniques,
and the halfway least squares process, were all great (PLS)
An Angstrom Developed Ine. LCsclufion programming tool
was used to coordinate peakareas. An Jon Pac sezment and
an ArcusEP-C138 analyhcaleolunn were used to conduct
the chromatographic separation and measurement at room
temperature (250 mm 4.6 mm; molecule size 5 m). Before
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