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MHRA (Medicines And Health Products Regulatory Agency) is th

regulatory authority body for pharmaceuticals approval in the UK union. MHRA is

Published on: 20 Oct 2023
formed by the merging of two separate agencies in 2003 i.e., Medicines Control

Agency and Medical Device Agency. This agency works to maintain safety, quality
and efficacy of the drug product before it enters into the country. The main aim of
this work is to know about the practice and the regulatory requirements for the
registration of a drug in the UK as per the regulations of MHRA. They are
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marketing authorization to the manufacturer, required before a drug is being used by
the patients of that country. Good Manufacturing Practice (GMP) is the minimum
requirement that a manufacturer should possess during the period of production of the
drug product. New drugs are being invented and also being distributed as per the
needs of the patients. It is known that no drug product is completely safe or is 100%
safe for use, but MHRA tries to minimize as many problems regarding the drug so
that patients will be provided with the best drug with minimal risk.

-

responsible for ensuring that the medicines and medical devices are acceptably safe |
and don’t cause any harm to the patients. MHRA provides a license which is a |

Keywords: MHRA, United Kingdom, Product license, eCT, CTD
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INTRODUCTION

The Medicines and Healthcare products Regulatory Agency regulates medicines, medical devices and
blood components for transfusion in the UK. MHRA is an executive agency, sponsored by the Department of
Health and Social Care. MHRA (Medicines And Health Products Regulatory Agency) is the regulatory authority
body for pharmaceuticals approval in the UK union. MHRA is formed by the merging of two separate agencies
in 2003 i.c.. Medicines Control Agency and Medical Device Agency. This agency works to maintain safety,
quality and efficacy of the drug product before it enters into the country. The main aim of this work is to know
about the practice and the regulatory requirements for the registration of a drug in the UK as per the regulations
of MHRA. They are responsible for ensuring that the medicines and medical devices are acceptably safe and
don’t cause any harm to the patients. MHRA provides a license which is a marketing authorization to the
manufacturer, required before a drug is being used by the patients of that country. Gogd Manufacturing Practice
(GMP) is the minimum requirement that a manufacturer should possess during thﬁ‘iud of pmc}uclion of the

drug product. New drugs are being invented and also being distributed as per the ngtds-of the/patients. It is
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A rapid and precise reverse phase high performance liquid chromatographic
| Published on: 20 Oct 2023 | method has been developed for the validated of Spironolactone and Furosemide, in its
pure form as well as in pharmaceutical dosage form. Chromatographic separation was
carried out on a Symmetry CI18 (4.6 x 150mm, 5um) column using a mixture of
Methanol: TEA Buffer pH 4.2 (40:60v/v) as the mobile phase at a flow rate of
1.0ml/min, the detection was carried out at 272 nm. The retention time of the
Spironolactone and Furosemide was 2.781, 4.048 +0.02min respectively. The proposed
method was validated for various ICH parameters like linearity, limit of detection.
limits of quantification, accuracy, precision, range and specificity. The method produce
linear responses in the concentration range of 5-25mg/ml of Spironolactone and 9.375-
46.875 mg/ml of Furosemide. The method precision for the determination of assay was

. below 2.0%RSD. The proposed method is applicable to routine analysis of

Spironolactone and Furosemide in bulk and pharmaceutical formulations.
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INTRODUCTION

Analytical chemistry is a scientific discipline used to study the chemical composition, structure and
behaviour of matter. The purposes of chemical analysis are together and interpret chemical information that will
be of value to society in a wide range of contexts. Quality control in manufacturing industries, the monitoring of
clinical and environmental samples, the assaying of geological specimens, and the support of fundamental and
applied research are the principal applications. Analytical chemistry involves the application of a range of
techniques and methodologies to obtain aml assess qualitative, quantitative and structural information on the
nature of matter. ( A

Qualitative analysjs s mc identification of elements, species aml’yn u)mpounds present in sample.

Quantitative am)lym 4s the delumm,nwn Ql the absolute or IlelI\’l:' amounts of elements, species or
compounds present in sa;pp]c,’ : } ,_l
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INTRODUCTION

Cardiovascular illness (CVDs "arcg‘

ria disease,
cclusion and embolismand

they embody arte
heart condition, deep vein o

Cardiovascular discases
nation. 1 / 4 of all mortality 1s as &

predominant causes and area

estimate of age-sta

®) Abstract
heeas B
Cardiovascular discases are the biggest Killers in the world according to

-
Keywords: Drug Related Problems,

ndardized CVD death rate ot 272 per

f which stroke and ischemic heart discase are main diseases, which nearly
roblems are defined as a circumstance or an
event which involves the pharmacotherapy or the drug treatment that interferes with
the optimum outcome of medical care of a patient. DRP’S are classified into 4
categories according to PCNE classification V.5.01 which are the Problems, Causes,
Interventions and the Outcome of intervention. The main aim of the study is to detect
the drug related problems among the patients with cardiovascular diseases admitted
to the hospital in a tertiary Rohini hospital. A cross sectional observational study with
atients in a period of 6 months was included as per inclusion
criteria and exclusion criteria. All the case record sheets of patients above 18 years
are collected to assess the drug related problems. Of all the 100 case records
collected,44 DRP’S were found in 39 patients. The major DRP identified is Drug
interactions-26 followed by ADR’S-15, Therapeutic duplication-2 and Wrong dose-1.
Mainly the 33 DRP’S were found in 29 male patients with an incidence rate of 41.4%
when compared to females, 11 DRP'S in 10 patients with an incidence rate of 33.3%.
The drug related problems have higher incidence rate in male patients than in female

problems observed are Drug Interactions

Most common drug related
Drug Reactions. Interventions are generally made at the
of intervention in most of the cases is totally solved.

WHO, o
cause 15 million deaths. Drug Related P

a sample size of 100 p

patients.
followed by the Adverse
prescriber level and the outcome

Cardiovascular Discases, Drug Interactions,

=N

Adverse Drug Reactions.

is unit bunch af disorders of the guts and blood vessels, .""\‘.‘L‘,“—‘.“-\V
peripheral blood; vessel illness, rheumatic heart condition, inborn

stroke( 1),

ly become the leading reason behind mortality in Asian
result of CVD. Anaemia, heart condition and stroke area unit the
of CVD deaths. The worldwide burden of illness study
100000 population in Asian nation is beyond the

vessel illness,
(CVIDS) have current

unit answéi‘gblc‘lbp >80%
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ABSTRACT:
In the present research work, we have designed a pulsatile formulation of Bosentan to treat High blood pressure

as per the chronotherapeutic pattern of the disease. Core tablets were prepared by incorporating different
concentration of disintegrants and were compressed in between different concentration of polymers. The core
and compression coated tablets were subjected to pre-formulation, physicochemical and In-vitro drug release
studies. FTIR studies revealed that there was not any chemical reaction between pure drug Bosentan and
polymers. The pre and post-compressional parameters of tablets were also found to be within limits. Our
optimized formulation F-6 releases Bosentan after a lag time of 2 hours and 98.01 % up to 12 hours.
Formulations were stable for at least 3 months under standard long-term and accelerated storage conditions.

KEYWORDS: Pulsatile formulation, Bosentan, and press coated tablets.

Bosentan monohydrate was selected active therapeutic
agent which is having 50% absolute bioavailability and 5
hours of terminal climination half-life. The innovator
Trachleer is successful brand tablet formulation of
Bosentan monohydrate US manufactured by Patheonlne
and marketed by Acteleon pharmaceuticals US was
found‘ to be expensive and exhibits high cost benefit
ratio.’

INTRODUCTION:

Bosentan is chemically, 4-tetrabutyl-N-[6-(2-
hydroxyelhoxy)-S-(2-mcthoxyphcnoxy)-2—(pyrimidin—2-
yl) pyrimidin-4-yl] benzene- | -sulfonamide2. (Fig.1).1t is
a white crystalline powder .chemical formula
C27H29N506S, and Molecular weight ofS51.6."
Bosentan is used to lower the pulmonary hypertension
by blocking the action of endothelin-1 molecules
responsible for narrowing the blood vessels and elevates

high blood px‘cssurez.

Anti-hypertensive agents hold a major share of drug
market as hypertension is a major cause of health
problems. The estimated market share of anti-
hypertensive agents is $30 billion by 2016. As a
consequence, the chances of adulteration increases due
(0 increased market needs. Adulteration in any form is
not acceptable for any drugs, especially for Anti-
hypertensive agents.” Hypertensioty is a condition in
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Nephro protective activity of plumbago zeylanica extract on gentamicin
induced nephrotoxicity in rats
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ABSTRACT

Herbal medicine is the oldest form of healthcare known to mankind and most cultures have long folk medicine histories that include
the use of plants. Nephrotoxicity is one of the most common kidney problems and occurs when the body is exposed to a drug or
toxin that causes damage to the kidneys. To investigate the Nephroprotective activity of ethanol extract of Plumbago
zeylanica on  Gentamicin induced Nephrotoxicity in male Wistar rats. In this model of Nephrotoxicity, 30 adult male wistar
rats (150-200gms) were evenly divided into 5 groups. Group-l1 and Group-2 served as untreated and model controls
respectively, while Group-3, 4 and 5 were the treatments groups which were simultaneously treated with standard, 200 and
400 mgkg  extract respectively, after cach dose Gentamicin (80 mg/kg, i.p.) for 10 day. On 11" day, blood samples for
biochemical parameters, while the rats kidneys for histology were obtained under inhaled diether anaesthesia. Gentamicin treatment
caused Nephrotoxicity as evidenced by marked elevation in blood urea, uric acid and Creatinine. Co-administration of
extract with Plumbago zeylanica decreased rise in blood urea, uric acid and Creatinine. Apart from these, histopathological
changes also showed the protective nature of extract against Gentamicin induced necrotic damage of renal tissues. It was  observed
that the ethanol extract of conferred nephroprotective activity by histopathological and biochemical observation against
Gentamicin induced Nephrotoxicity in rats. In the near future could constitute a lead to discovery of a novel drug for treatment

of drug induced Nephrotoxicity.

Keywords: Plumbago zeylanica, Nephrotoxicity, Nephroprotective activity, Gentamicin

inner hypertonic medulla. The structural and functional unit of

INTRODUCTION :

the kidney is nephron. Each human kidney has approximately
Kidney about |.3 million nephrons. Eacl} n(::phron has lglomtfrulgs and‘
Anatomy and physiology of kidney renal tubulf:S. Thc_glomcrulqs 1s 1ormcd by invagination of
Kidney is an important excretory organ in the human body. tuft of caelllal'lcs into the dllat_cd §lmd end of thc nephron
The function of kidney is not only to excrete the metabolic (%mean s: c"a:)‘sl.llc()j; d{t'“.: caplllarles) :‘:.re’ supplicd E)y 2“1
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which regulates absorption of calcium and phosphorus from straight portion which .form‘s the first part of the loop of henle.
food. promoting formation of strong bone), renin (which The loop of h-enle continues with usccndm.g loop of hgnh and
regulates blood v 2 pressure). The kidney furrhcr_ as dlstlal convoluted tubule which opens into the
receives blood su phal artery, the branch of eollecting Fiuct : . | A

In the resting adult, the kidney receives 1.2 to 1.3 liters of
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Reverse Phase High Performance Liquid Chromatography Method for
Simultaneous Estimation of Aspirin and Caffeine in Pure and Tablet
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ABSTRACT:

A new, simple, rapid, accurate and precise Reverse Phase High Performance Liquid Chromatographic method
has been developed for the validated of Aspirin and Caffeine, in Active pharmaceutical Ingredient form as well
as in combined tablet dosage form. Chromatography was carried out on Symmetry ODS C18 (4.6mm 250mm,
Sum) column using a mixture of Methanol: Acetonitrile (35:65v/v) as the mobile phase at a flow rate of
| .Oml/min, the detection was carried out at 273 nm. The retention time of the Aspirin and Caffeine, was 2.085,
5.262 + 0.02min respectively. The method produce linear responses in the concentration range of 20-70mg/ml of
Aspirin and 6-14mg/ml of Caffeinc.. The mean % assay of marketed formulation was found to be 100.04%. and
% recovery was observed in the range of 98-102%. Relative standard deviation for the precision study was found
<2% The developed method is simple, precise and rapid, making it suitable for estimation of Aspirin and
Caffeinein API and combined tablet dosage form. The method is useful in the quality control of bulk and

pharmaceutical formulations.

KEYWORDS: Aspirin and Caffeine, RP-HPLC, Validation, ICH Guidelines.

INTRODUCTION: Another  important  field of  application of
High performance liquid chromatography (HPLC) is a chromatographic methods is the purity testing of final
technique used for analysis of drug substance, drug products and the intermediates”.

product and determination and quantification of known
as well as unknown impurities at lower level, food and
drug administration (FDA) also trust on the purity
method of analysis by using HPLC, because of high
accuracy and reproducibility of results’'.

The importance of chromatography is increasing rapidly
in pharmaceutical analysis for the exact differentiation,
selective identification. guantitative determination of
structurally ¢losely related compounds.

Aspirin, 2-(acetyloxy) benzoic acid, acts as an inhibitor
of cyclooxygenase which results in the inhibition of the
biosynthesis of prostaglandins. It also inhibits platelet
aggregation and is used in the prevention of arterial and
venous thrombosis . Aspirin is also used for long-term,
at low doses, to help prevent heart attacks, strokes, and
blood clot formation in people at high risk for
developing blood clots -
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Pharmaceutical regulations across the world play an important role in
ensuring the safety and efficacy of the approved drugs. They not only regulate the
pricing of drugs but the quality as well. The regulations are required both for new

innovations and already existing products, in order to improve health status. An |

important agenda of pharmaceutical companies is the establishment of therapeutic
area strategies, drug modality, and geographic for research and
development. It is worthwhile to understand the changes in therapeutic area, modality

and internationalization of the top-selling pharmaceutical drugs over the past. Hence,

strategies

the purposes of this study are to investigate changes in therapeutic area, modality and
internationalization of the top-selling drugs and to identify their life cycle patterns.
We compared the top-selling drugs between 2011 and 2017, and found that the
percentages of nichebuster cancer drugs and home region-oriented drugs have
increased whereas the proportions of traditional blockbuster cardiovascular drugs and
global drugs have decreased. We compared product life cycle patterns via a Kruskal—
Wallis test, and identified the features of product life cycle patterns per therapeutic
area and modality. We performed a case study on drugs in the same class with the
same pharmacological mechanism but found no differences across cases. Our results
provide insights into therapeutic area strategies that consider life cycle patterns and
geographic strategies that consider the competitive advantages of home region-
oriented drugs. Finally, we presented new and simple models of life cycle patterns.
This approach may help such enterprises establish and maintain sustainable growth.

Keywords: (FDA), the European Medicines Agency (EMA) and the Japanese
Pharmaceutical and Medical Devices Agency (PMDA).
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Adulteration has led to many mild, moderate, severe adverse reactions in
our body. They Can Be Life Threatening as Well. Adulteration Is Done with The
Use of Other Crude Drugs Which Consists of Similar Properties. Every country is
Published by: the victim of misbranded or adulterated drugs, which result in life threatening
DrSriram Publications issues, financial loss of consumer and manufacturer and loss in trust on health

system. For minimizing adulterated and misbranding drugs or not of standard
quality drugs, there is urgent requirement of more stringent regulation and legal
2023| All rights reserved. action against the problem. The adulteration and substitution of crude drug is a
burning problem. substitution is helpful in places where unavailability of

(13 particular crude drug and or unwanted adverse effects of desired crude drug are
Creative Commons there and have a choice of other drug with similar pharmacological effect and less
Attribution 4.0 unwanted after effects. But in most cases, it is unacceptable because the
International License. conversion of authentic drug into substandard drug may cause variety of adverse
effects from mild and moderate to severe life threatening reactions. So,
understanding of all the ways of adulteration and substitution is necessary to
rectity. this illegal act and maximizing consumers' safety. However, India has
taken some preventive steps in the country to fight against the poor quality of
regulatory organization drugs for protecting and promoting the public health.

Published on: 20 Oct 2023

Keywords: Adulteration, Crude drug, Misbranding drugs.

INTRODUCTION

An Introduction to Adulteration of drugs
A treatise published two centuries ago (in 1820) on adulterations in food and culinary materials is a

proof for this practice as an age-old one. Due to adulteration, faith in herbal drugs has declined. Adulteration in
market samples is one of the greatest drawbacks in promotion of herbal products. Many rescarchers have
contributed in checking adulterations and authenticating them. It is invariably found that the adverse event
reports are not due to the intended herb. but rather due to the presence of an unintended herb. Medicinal plant
dealers have discovered the “scientific’ methods in creating adulteration of such a high quality that without

microscopic and chemical analysis, it is very diffieult to trace these adulterations.' x

(£l ' Principal

eV 420 .















TAJPS 2023, 10 (09), 137-145 Vurimetla Shruthi et al ISSN 2349-7750

e AR

INDO AMERICAN JOURNAL OF

CODEN [USA]: IAJPBB ISSN : 2349-7750

IAUJPS  pHARMACEUTICAL SOIENCES

A AN JOURNAL OF
i TIC. ENC s
HARMACEUTICAL SCIENCE S SJF Impact Factor: 7.187
Available online at: h ttp://www.iajps.com Research Article

PHYTOCHEMICAL SCREENING AND PHARMACOLOGICAL

EVALUATION OF ANTICANCER ACTIVITY OF

METHANOLIC EXTRACT OF MAYTENUS EMARGINATA

(WILLD) IN RATS

VURIMETLA SHRUTHI'*, DR.D.SWATHI*,DR.NAGASREE",DR.Y.SIRISHA*
'DEPARTMENT OF PHARMACOLOGY, SAMSKRUTI COLLEGE OF PHARMACY,

GHATKESAR, TELANGANA. 501301.

Abstract:
( 1OCT S 2L e niost xeriou acaltit prof n tiwat f Ties i [ file ANVl
i
most of (e therapetd i sivaiegies. lires I/ ¢ CXpe i
stergreons. lack of specificity and hieh cost. as swell as 7 if siele efle
1s the convenrional thevapeutic stratevies fait i thy
use of narmally developed anticancer aventy has eveo { fe ! Vet fe ' ' oy
Therefore, the use of plant exiracts with potenr 27 i -
ectaliv in Palestine, whicl is rich in thousands of i) ! 1 J nedtcal uxes, Meoreover. th A
) CXPCTlSe, e SCarey coonaomical 1resotirce ARG TIC COnatic o proniica teciian in Palestine don 't aliow the
) N ] )
Gerived Jroint difiereitt iuanan NS (iein 1ic} ) vidtida CUTC IO Hela, cervical epiil i
cancer; crd 4549 huntan lune adrenal
Lhe resuits showed a concentration-d pendent reduction in (he final number of ¢ ancedr celtls ¢ onscquence o
mtment with the atorementioned methanol tracts. 1 ! PELcea i ; [fetctn ¢ thicarced andd 1o 4
ity il
'
msess the acn Vig sivie
[ these plaris. These Studies must ol e establishiment o i) models and the
ppircation of more efficient extraction and fracttonation technigi g

Corresponding author:
Vurimetla Shruthi,
Department of Pharmacology, Samskruti College of Pharmacy,

gy

Ghatkesar, Telangana. Email ld- shruthivurimetla?7 7@ gmail.com

Please cite this article in press Vurimetla Shml_hi etal, Phytochemical Scb‘eening And Pharmacological Evaluation or
Anticancer Activity Of Methanolic Extract Of Maytenics Emarginata (Willd) In Rats, Indo Am. J. P. Sci, 2023 10 09);













dsian Jowrnal of Pharmaceutival Analysis 13¢2): April - Jupe, 2023

ISSN 2231-5667 (Print) Availuble online at -
2231-5675 (Online) www. anvpublication.org Fp——
DOl www.asinnpharmaonline.org Phstmmesuting Ansiythe
ot s Asian Journal of Pharmaceutical Analysis
April - p| 202 . g g v
pril - June| Home page wivi, ajpaonline.com NPAna-
[l
i ’ /"

RESEARCH ARTICLE

A New Analytical Rp-Hple Method for the Estimation of Letrozole in Pure

and Tablet form

V. Ravikumar'*, Chillara Sandhya', Ramya Sri. s’
'Department of Pharmaceutical analysis, Samskruti ollege of Pharmacy,
Affiliated to INTUH University, Hyderabad 501 301, Telangana, India
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ABSTRACT:
A simple, rapid, specific and accurate reverse phase high performance liquid chromatographic method hi
developed for the validated of Letrozole in bulk as well as in marketed pharmaceutical dosage form, This
performed on a Symmetry ODS CI8 (4.6<250mm, Spm) column with Methanol: Phosphate
a flow rate of 1.0 mL min—1 with UV detection at 240 nim; the constant

15 been

separation was

Buffer (35:65) V/V as mobile phase at
column temperature was Ambient. The runtime
retention time of Letrozole was fout
6-14pg mL—1 with limits of detection and quantifi

o, assay of marketed formulation was found to be 99.86

deviation for the precision study was found
suitable for estimation of Letrozole in bulk and marketed

102%. Relative standard
precise, specific, accurate and rapid, making it
pharmaceutical dosage formdosage form.

KEYWORDS: Letrozole, RP-HPLC.

under these chromatographic conditions was less than B min,
\d to be 2.252. The calibration plot was linear over the concentration range of
cation values of 1.2 and 3.6ng mL~1 respectively. The mean
%. and % recovery was observed in the range of 98-

The

<2%.The developed method is simple,

INTRODUCTION:
HPLC is also being automated which involve automated

sampling, separation, detection, recording, calculation
and printing of results.
chromatographic separation methodologies from normal
to reverse phase and whole range of mobile phases using
isocratic or gradient clution techniques ', The packing
material of the column is the basic feature for the growth
of this technique which directly responsible for the
chromatographic separations.

HPLC offers a wide choice of

The principle of separation of compounds is given by
Van Deemter equation, which is an empirical formula
that describes the relationship between linear velocity
(flow rate) and plate height *.

Letrozole 4.4i-(1H-1,2 4-triazol-1- ylmethylene)
bisbenzonitrile’, is a potent, specific, non-steroidal, third
generation aromatase inhibitor, used therapeutically 1o
treat hormone-sensitive breast cancer in postinenopausal
women',

Cancgf is a fatal discase. It can be cured if detected in an
czz(lry,:@.l'zngu“ 1 hu'mudcncc of breast cancer I8 rising in
_cvery fcountiy of the world especially in developing
country’such as India. There has been no improvement i
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HPLC Analytical Method Development and Validation for Estimation of
Cytarabine and Daunorubicin in API and Pharmaceutical Formulation
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*Corresponding Author E-mail: vijuyalaxmisamskruthi@gmail.com

ABSTRACT:

A rapid and precise reversce phase high performance liquid chromatographic method has been developed for the
validated of Cytarabine and Daunorubicin, in its pure form as well as in pharmaceutical dosage form.
Chromatography was carried out on an Altima C18 (4.6mm x 150mm, Spum) column using a mixture of ACN,
Methanol and Phosphate buffer pH-4.6 (10:25:65 v/v) as the mobile phase at a flow rate of 1.0ml/min, the
detection was carried out at 265nm. The retention time of the Cytarabine and Daunorubicin was 2.088,
6.068+0.02 min respectively. The method produces linear responses in the concentration range of 10-50mg/ml of
Cytarabine and 20-100mg/ml of Daunorubicin. The method precision for the determination of assay was below
2 0%RSD. The method is useful in the quality control of bulk and pharmaceutical formulations.

KEYWORDS: Cytarabine, Daunorubicin, RP-HPLC, Validation, Accuracy, ICH Guidelines.

INTRODUCTION: According to the principle of separation of HPLC, as the
High performance liquid chromatography (HPLC) is a pa\rliclc size of column material decreases, the efficiency
technique used for analysis of drug substance, drug of the chromatographic separation, speed and resolution
product and determination and quantification of known also increases. The HPLC is the most simple, economic,
as well as unknown impurities at lower level, food and reliable  and worldwide  used technique in the
drug administration (FDA) also trust on the purity pharmaceutical analysis ~.
method of analysis by using HPLC, because of high .
accuracy and reproducibility of results. By using this Cytarabine, is_ cytosine arabinoside (ara-C), is a
technique we can separate drug related process chcmolherapcuuc agent used to treat acute myeloid
impurities, degradation impurities as well as reactants I leukemia (AML), acute lymphocytic l«;ukmmn (ALL),
non-Hodgkin's lymphoma, and chronic myelogenous
leukemia (CML). It is administered via injection, under
_ the skin, or, into the cerebrospinal fluid. There is a
. pharmaceutical liposomal formulation for which there is
V/dw) tentative evidence of gahanced outcomes in lymphoma
including the_meninges ' Cancer is a group of diseases
characterized * by [ the disregulate proliferation  of
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Evaluation of anti ulcer activity of eclipta alba extract in experimental animal model
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" ABSTRACT

The cause of ulceration in patients is mainly due to hyper secretion of gastric juice and also due to hyper secretion of pepsin. In
traditional system of medicine a number of herbal preparations have been used for the treatment of peptic ulcers. There are various
medicinal plants has been used for the treatment of gastrointestinal disorders. In view of this, in present study we have to evaluate
the anti-ulcer activity of Eclipta Alba. Study was carried out, by using three methods i.c., alcohol, paracetamol and stress induced
ulcers in rats pretreated with the doses of 250 mg/kg AQEA and ALEA, 10mg/kg Omeoprazole and 50 mg/kg Ranitidine.

To evaluate the antiulcer activity of aqueous and alcoholic extracts of Eclipta Alba leaves (AQEA and ALEA) at 250 doses using
different experimentally induced gastric ulcer models in rats. Gastric ulcers were induced in rats by 80% alcohol, paracetamol and
forced immersion stress induced methods. In alcohol induced ulcer model, paracetamol induced ulcer model and stress induced
model the ulcer index was determined. Where as in stress induced ulcers stress plays an important role in ulcerogenesis.In alcohol-
induced ulcers, AQEA and ALEA were effective in reducing lesion index and increasing the gastric mucus content. It was also
effective in decreasing ulcer index in paracetamol-induced ulcers. All the results obtained with Eclipta Alha were dose dependent.
The results suggest that AQEA and ALEA possesses significant and dose dependent antiulcer activity. The antiulcer activity of
AQEA and ALEA can be attributed to its cytoprotective and antisecretory action.

Keywords: Eclipta Alba, antisecretory, cytoprotective, gastric ulcer, alcohol induced ulcers, paracetamol-induced ulcers and stress

induced ulcers. :

INTRODUCTION from this case die each year as a result of ulcer condition. The
lifetime of human being developing a peptic uleer is about 10
percentages for Americans males and four percentages tor
female population2.

Peptic ulcers is wound in the lesions sthat are most often
affected in younger to older adults population, but this may
diagnosed in young adult life. They often-appear without
obvious sign and symptom, after ’:f'ﬁéxgimgl of days to months
of active phase of disease, it may heal with or without drug

Areatment. It also affect because of bacterial infections with

H Pylaric;

Peptic ulcer and other acidic symptom affect up to ten
percentages of the humans with sufficient severity to prompt
victims to seek medical attention. The more significant
discase condition requiring medical fuscous is ulcer and
gastro esophagealdiseasel. In the US, approximately 4
million people have peptic ulcer (duodenal and gastric types),
and 350 thousand new patient are diagnosed in each year,
around 180 thousand peoples are admitted to hospital and
treated with drugs yearly, and about five thousand patient
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Delivery of Cyproheptadine
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ABSTRACT: .

The purpose of this research was to develop a matrix-type transdermal therapeutic system containing drug
Cyproheptadine with different ratios of polymeric systems by the Solvent evaporation technique by using
Dibutyl phthalate to the polymer weight, incorporated as plasticizer. Dimethylsulphoxide were used to enhance
the transdermal permeation of Cyproheptadine. The physicochemical compatibility of the drug and the polymers
studied by infrared spectroscopy suggested absence of any incompatibility. Formulated transdermal patches were
physically evaluated with regard to thickness, weight variation, drug content, flatness, tensile strength and
folding endurance. /n-vitro drug studies of formulations were performed by using Franz diffusion cells. The
results followed the release profile of Cyproheptadine followed mixed peppas release kinetics. However, the
release profile of the optimized formulation F3 (98.51% at 12hr) indicated that the permeation of the drug from

the patches was governed by a diffusion mechanism.

KEYWORDS: Cyproheptadine, Transdermal drug delivery and solvent evaporation technique.

INTRODUCTION:

Cyproheptadine hydrochloride (CYP) chemically known
as 4-(5H dibenzo[a.d]-cyclohepten-5-ylidene)-1-methyl-
piperidine HCL. Cyproheptadine is an antihistamine used
to relieve allergy symptoms such as watery eyes, runny
nose, itching eyes/nose, sneezing, hives, and itching. It
works by blocking a certain natural substance
(histamine) that our body makes during an allergic
reaction. This medication also blocks another natural
substance in your body(serotonin).'

Transdermal delivery of drugs through the skin to the
systemic circulation provides a convenient route of
administration for a variety of clinical indications.

Pharmaceutical scientists have accepted the challenge of

Received on 08.10.2022 Accepted qn 1 l([l ‘25012' Ry
Accepted on 01.12.2022  ©A&V l?huc,umﬂs all right n{brw}!x
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transdermal drug delivery over the last 25 years.’
Transdermal delivery system is currently available for
the treatment of various diseases such as cardiovascular
discases, Parkinson’s disease, Alzheimer’s discase,
depression, anxiety and attention deficit hyperactivity
disorder (ADHD), skin cancer, female sexual
dysfunction, post-menopausal bone loss and urinary
incontinence.’ The transdermal route of administration
cannot be employed for a large number of drugs, only a
small number of drug products are currently available
via transdermal delivery. In many cases, a drug's
physical properties, including molecular size and
polarity, have limited its capacity to be delivered
transdermally. Similarly, the biological properties of
drug molecules, including dermal irritation and
insufficient bioavailability, have been problematic.®
Transdermal drug delivery systems have recently
developed to achieye, the objective of systemic
~medication through mp;,c.ﬂ applicatioh. The transdermal

route of drug delwel Y & bceommb popul‘u because large
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Dosage Forms by Rp-Hple Method
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ABSTRACT:

A Rapid and Precise Reverse Phase High Performance Liquid Chromatographic method has been developed for the
validated of Roxithromycin and Ambroxol, in its pure form as well as in tablet dosage form. Chromatography was
carried out on Altima C18 (4.6 x 150mm, Sum) column using a mixture of ACN, Methanol and Phosphate buffer
pH4.6 (10:25:65 v/v) as the mobile phase at a flow rate of 1.0ml/min, the detection was carried out at 215 nm. The
retention time of the Roxithromycin and Ambroxol was 2.344, 3.286 +0.02min respectively. The method produce
Jinear responses in the concentration range of 10-50mg/ml of Roxithromycin and 2.5-12.5mg/ml of Ambroxol. The
method precision for the determination of assay was below 2.0%RSD. The method is useful in the quality control of

bulk and pharmaceutical formulations.

KEYWORDS: Roxithromycin, Ambroxol, RP-HPLC, validation.

INTRODUCTION:

Analytical chemistry plays a vital role in maintaining the quality of drugs. It consists of Qualitative and Quantitative
estimations'. To develop a new HPLC method for any drug, knowledge of its molecular weight, polarity. ionic
character, pK, values, wavelength of absorption, purity of compound and the solubility should be known. Method

development involves considerable effort and time.”

flammation of the respiratory tract anywhere from nose to alveoli,
with a wide range of combination of symptoms and signs. ARI is often classified by clinical syndromes depending
1 the site of infection and is referred to as ARI of upper (AURI) or lower (ALRI) respiratory tract.’” Uppet
airways from nostrils to the vocal cords in the larynx, plus the paranasal sinuses
respiratory tract infection (URTI) includes the common cold, laryngits,
The lower respiratory tract includes the furtherance of the
act infection (LRTD)

Acute respiratory infections (ARI) may cause in

o1
respiratory tract comprises of the
and the middle ear. Upper
pharyngitis/tonsillitis, acute rhinitis and acute otitis media.
airways from the trachea and bronchi to the bronchioles and the alveoli. Lower respiratory tr
includes acute bronchitis, bronchiolitis and pncumoni:ﬁ.

WHO reported more than four million deaths a year from acute respiratory infections in the developing world
quarters. Mortality may be greater in developing countries because of low resistance of children due to malnutrition,
overcrowding and poor environmental circumstances such as indoor air pollution’. Respiratory problems are
responsible for a large proportion of pediatric admissions and outpatient attendance. Children are an embodiment of

our dreams and hopes of the future.”
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Screening of antidepressant activity of bouganvillae spectabillis in wistar albino rats
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ABSTRACT

Viburnum opulus Belongs to the family Adoxaceac. Depressions are widespread psychiatric disorders affecting around 5% of the
population. Furthermore, it is difficult to predict which patient will respond to any given treatment. In the traditional systems of
medicine, many plants have been used to treat anxiety and depression for thousands of years. The present study was designed to
evaluate the antidepressant activity of the alcoholic and aqueous extracts of Viburnum opulus leaves in rodents. The antidepressant
activity was tested by using forced swim test and Open Field Test. The results infer that reduced immobility time clicits
antidepressant activity. It was concluded that alcoholic and aqueous extracts of Viburnum opulus leaves having antidepressant
activity. Alcoholic extract of Viburnum opulus leaves showing more significant activity over the aqueous extract.

Keywords: Viburnum opulus, Antidepressant activity, forced swim test, Open Field Test

toxic constituents. There is an ever increasing need to limit
toxic clinical drugs.In modern times, the active ingredients
and curative actions of medicinal plants were first
investigated through the use of European Scientific methods e
The most important ingredients present in plant communities
approved by regulatory agencies such as the United States turnout to be alkaloids, terpenoids, steriods, phenols
Food and Drug Administration or European Food Safety glycosides and tannins®.

Authority 1o have medicinal effects. World Health The information obtained from extracts of medicinal plants
Organization (WHO) has provided a definition of medicinal makes pharmacological studies possible. The mode of action
plants, that is “A medicinal plant is any plant which, in one or of plants producing therapeutic effects can also be better
more of its organs, contains substances that can be used for investigated if the active ingredients are characterized.
therapeutic purposes or which are precursors for synthesis of Infectious diseases are the leading cause of death worldwide.
useful drugs.” The clinical efficiency of many existing antibiotics is being
World Health Organization (WHO) reported that 80% of the threatened by the emergence of multidrug resistant
world’s population depends on medicinal plants for their pathogens. Bacterial pathogens have evolved numerous
primary health care. In the Plant Kingdom, Medicinal plants defense mechanisms - against antimicrobial —agents and
form the largest single grouping of plants. It is_gﬁ_ti'(mwcﬂlha! e resistance to old andmewly produced drug is on the rise. The
30,000 species worldwide fall in this group, gf which around " Lincreasing failure 0f chemothérapeutics and - antibiotic
33% are trees * Plants are known to be thg/source of many pesistance  exhibited by pathggenic microbial infectious
chemical compounds. Medicinal plants w (¢ used by people agents has led to the screeping of'several medicinal plants for
of ancient cultures without knowledgd of| their active! | their potential anfintigroblat activity*.

ingredients. The common practice of taking trude éxtract | There, are several veportsin the litrature regarding the
orally is laden with hazards as the extracts May contain some ""‘i'l"ECI“?l’ii‘l actiyity of crude extraety prepared from plants

INTRODUCTION

Medicinal plants are various plants thought by some to have
medicinal properties, but few plants or their phytochemical
constituents have been proven by rigorous science or
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Evaluation of anti hyperlipedimic activity of Pterocarpus marsupium extract in
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ABSTRACT v
To investigate the anti Hyperlipidemic activity of methanol extract of Prerocarpus marsupium s in male Wistar rats. In this
model of Hyperlipidemia, 30 adult male wistar rats (150-200gms) were evenly divided into 5 groups in both groups. Group-
| and Group-2 served as untreated and model controls respectively, while Group-3, 4 and 5 were the treatments groups which
were simultaneously treated with standard, 200 and 400 mg/kg extract respectively along with High Fat Diet and Triton x
100. On last day, blood samples for biochemical parameters, were obtained under inhaled diether anaesthesia. In the model of anti
diabetic animals were evenly divided into 5 groups. Group-1 and Group-2 served as untreated and model controls respectively.
while Group-3.4 and S were the treatments groups which were simultaneously treated with standard, 200 and 400 mg'kg
extract respectively after glucose loading. HFD and Triton x 100 treatment caused Hyperlipidemia as evidenced by marked
clevation in Cholesterol, Triglycerides, LDL, VLDL and decrease in HDL levels. Co-administration of extract with HFD and
Triton x 100 decreased rise Cholesterol, Triglycerides, LDL, VLDL and increase in HDL levels. It was observed that the
methanol  extract of Prerocarpus marsupium conferred Anti- Hyperlipidemia activity by biochemical observation against HED
and Triton-x-100 induced Hyperlipidemia in rats. In the near future could constitute a lead to discovery of a novel drug for
treatment of drug induced Hyperlipidemia.

Keywords: Prerocarpus marsupiums, Hyperlipidemia, anti diabetic, HFD and Triton-x-100.

INTRODUCTION - a modification of this hypothesis it was proposed that the

endothelium normally influences the behaviour of arterial
Hyperlipidemia is a condition when abnormally high smooth muscle cells by providing a barrier to the passage
levels of lipids i.cthe fatty substance are found in the of plasma proteins, and that the major effect of
blood. This condition is also called hypercholesterolemia/ haemodynamic or other factors that injure endothelium 1s to
hypc]']i])(,pr(,[cinclnia|_ Human b()dy s CUlnplCX n]achincry reduce the effectiveness of the barrier. Arteries are nl)l'ﬂ\-'.lll)
and for |]]ui|][aining the homeostasis of various organ and smooth and unobstructed on the mside, but in case of
organ system. Any undesirable change will disturb the balance increased lipid level, a sticky substance called plaque s
resulting in diseased state. Lipids are fats in the blood formed inside the walls of arteries. This leads to reduced
stream, commonly  divided into  cholesterol and blood flow, leading to /stiffening and narrowing of the
triglycerides. Cholesterol circulates in the bloodstream and arteries. Ithas been proved that gleyated plasma levels of
is imvolved in the structure and function of cells. cholesterol and of LDL-/ate, responsible for atherosclerosis

Triglycerides(TG) are best viewed as energy that 1§ cither |« in man, and cp@dc111ioldgité‘["'{ialziisuggcsts that elevated
used  immediately or  stored in  fat  cells TG are ~plasma levels of HDL havea protectiye effect”

manufactured in the liver from the foods \l;y‘ being ) C Lol L ~f DA
absorbed from the intestine’. Virchow in 19theentury who Classification of Lipid Concentrations

e T b

’e

identified cholesterol crystals in atheroscleratic lesion and The cholesterol along with some other types of fats cannot
stated that endothelial cell injury initiates atherogenesis2. ‘In be ~dissolved in the blood. Meoreover, in order to be
e A
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n Abstract

O ter
A

1

A rapid and precise reverse phase high performance liquid chromatographic
Published on: 20 Oct 2023 | method has been developed for the validated of Spironolactone and Furosemide, in its
pure form as well as in pharmaceutical dosage form. Chromatographic separation was
Published by: carried out on a Symmetry CI18 (4.6 x 150mm, Sum) column using a mixture of
F Cr Methanol: TEA Buffer pH 4.2 (40:60v/v) as the mobile phase at a flow rate of
DrSriram Publications y i . . -
1.0ml/min, the detection was carried out at 272 nm. The retention time of the
Spironolactone and Furosemide was 2.781,4.048 +0.02min respectively. The proposed
method was validated for various ICH parameters like linearity, limit of detection,
3023{ Al rights reserved. lfmns ofquanuﬁf:anon. accuracy..precmon. rfinge and specnﬁcx.lyA The method produce
linear responses in the concentration range of 5-25mg/ml of Spironolactone and 9.375-

3 @ i 46.875 mg/ml of Furosemide. The method precision for the determination of assay was
@ o below 2.0%RSD. The proposed method is applicable to routine analysis of

Spironolactone and Furosemide in bulk and pharmaceutical formulations.
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INTRODUCTION

Analytical chemistry is a scientific discipline used to study the chemical composition, structure and
behaviour of matter. The purposes of chemical analysis are together and interpret chemical information that will
be of value to society in a wide range of contexts. Quality control in manufacturing industries, the monitoring of
clinical and environmental samples, the assaying of geological specimens, and the support of fundamental and
applied research are the principal applications. Analytical chemistry involves the application of a range of

techniques and methodologies to obtain and assess qualitative. quantitative and structural information on the

n
* .
/’-&a
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analysis is the identification of elements, species and/or compounds present in sample.
nalysis is the determination of the absolute or relative amounts of elements, species or

ple.
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ABSTRACT

Depression is a widely prevalent form of mental illnesses worldwide. It is commonly associated with sad mood, loss of interest or
pleasure, feelings of guilt or low self-worth, disturbed sleep or appetite, and low energy. Marsilea minuta has many medicinal
properties, and are used in traditional medicine in the treatment of various medical conditions. This study was conducted to better
understand the antidepressant activity of Marsilea minuta. To evaluate the in vivo antidepressant activity of Methanolic extract of
Marsilea minuta leave in Swiss albino mice. Methanolic extract of Marsilea minuta (MEMM) leaves was prepared by a continuous
method using Soxhlet apparatus. The extract was subjected to phytochemical screening followed by acute oral toxicity studies in
mice. MEMM in the doses of 100mg/Kg, 200mg/Kg and 400mg/Kg mg/kg body weight was administered to test groups Group 3
4 and 5 respectively. Imipramine hydrochloride 15mg/kg body weight was administered to Standard group by oral route. Test group
3 received 100mg/kg (p.o). Control group received Normal saline 10ml/kg body weight. Antidepressant activity was identified by
using modified Forced Swimming Test (FST) and Tail Suspension Test (TST). Period of immobility was observed in both the
models which was indicative of anti depressant activity. Standard statistical methods were used to evaluate the results. The results
showed significant dose dependent antidepressant effect of EASL in Swiss albino mice for both the models in all the test groups
(Test group 1, II and I1I). MEMM possess significant antidepressant activity. However, further investigations are required to
determine its active constituents and molecular level of target mechanism of the extract for further use in humans.

Kevywords: Marsilea minuta, Antidepressant activity, forced swim test. Open Field Test.

forms the adrenergic systems. Out of these, few of the

INTRODUCTION :

. . _ . . adrenergic neurons are radiating from the ancient limbic
Depression: It is bas'lcally acknowlc.tdged as illness with system and plays to role of discharging the catecholamines
Symptonss such A Moy and sleep disturbances. Lt ogmbie within the frontal cortex. Thus, the catecholaminergic
pcrs:!s}enl, reciing illness that €an-cause any personal pathways are claimed to be responsible for mood, alertness
sqficr_mg for md;wduﬁl'rs: a.nd ‘lhexr‘ families. At present, and stress responses. The primary neurotransmitter, which
disability caused by depression is estimated to be the fourth modulates the excitatory catecholamine systems of the CNS

most important cayse of worldwide loss of life years. This has is Scrotonin. The Serotonin neurons are responsible for the

resulted into a ry uiﬁmiun of search for effective treatments, control of memory, mood, sex drive and appetite.' The
including  a ’aep"'“dm -‘"_‘?BS'_ h:rl:]al remedies, systems of serotonin and noradrenaline are the important their
psychotherap M‘Ll?cm’w"vuhwe shock therapy. main cell small bodies in brainstem areas that serve as
: headquarters for shipping axonal projections by the brains in
4 Vi 4
THE NEU. K!ULOG’/ AND PHARMACOLOGY specific pathways thatamediate specific functions (See Figure
or DbPRESSIdN 28 . No. | for an illuslraliom,/o lkﬁ“somtomn projections and
NeurolransmttterSy.stems 7 Figure No. 2 for an 11|n§ﬂ'afron of the noradrenergic
Within  the central nervous system (CNS), the projections).  Multiple ;uunuyé and noradrenergic
catecholamines, adrenaline, noradrenaline and dopamine Py
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ABSTRACT:

Analytical Method Development and Validation for Spironolactone and Hyvdrochlorothiazide in bulk and
Combined Dosage Form by RP-HPLC. New method was established for simultaneous estimation of
Spironolactone and Hydrochlorothiazideby RP-HPLC method. The chromatographic conditions were
successfully developed for the separation of Spironolactone and Hydrochlorothiazideby using Inertsil C18
(4.6mm *x250mm, Spum particle size), flow rate was 1.0 ml/min, mobile phase ratio was (55:45% v/v) Methanol:
Phosphate buffer pH 4.8 (pH was adjusted with ortho phosphoricacid), detection wavelength was 282nm. The
instrument used was WATERS Alliance 2695 separation module, Software: Empower 2, 996 PDA detector. The
retention times were found to be 1.688mins and 3.282mins. The % purity of Spironolactone and
Hydrochlorothiazidewas found to be 99.86%. The system suitability parameters for Spironolactone and
Hydrochlorothiazidesuch as theoretical plates and tailing factor were found 1o be 7586, 1.69 and 6235 and 1.5%,
the resolution were found to be 10.85. The analytical method was validated according to ICH guidelines (ICH,
Q2 (R1)). The linearity study ofSpironolactone and Hydrochlorothiazidewas found in concentration range of
100pug-500pg and 30pg-70ug and correlation coefficient (r2) was found to be 0.999 and 0.999, % recovery was
found to be 100.112% and 100.16%. %RSD for repeatability was 0.1702 and 0.043 respectively. The precision
study was precise, robust, and repeatable. The LOD value was found to be 2.1pg/ml and 1.28pug/ml, and LOQ
value was 6.3upg/ml and 3.84pg/ml for Spironolactone and Hydrochlorothiaziderespectively. Hence the
suggested RP-HPLC method can be used for routine analysis of Spironolactone and Hydrochlorothiazide in AP1

and Pharmaceutical dosage form.

KEYWO%;STﬁff\S'QpIaCmnc and Hydrochlorothiazide, Accuracy, Precision, ICH Guidelines.
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Ka g iCAN INTRODUCTION:

% r.:“\'\ High-performance liquid chromatography (HPLC) 1s the
: "\,\-, } ot h fastest growing analytical technique for analysis of
7 7 /" drugs. Its simplicity,{high specificity, and wide range of
/ // sensitivity make it'id%gl for the analysis of many drugs in
5 / both dosage forms and biological fluids !
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