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Community Pharmacists

Dr.A.S. Manjula Devi is exploring the role of Community
Pharmacists in Patient Counseling and suggests to find
a standardized evaluation tool that helps to evaluate all
aspects of medication counselling by the Pharmacist.
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Sri. S.V. Veeramani, the newly elected Vice chairman
of Pharmexcil and Chairman & Managing Director of
Fourrts (India) Laboratories Pvt Limited, Chennai. Sri.
S. V. Veeramani discloses the future plans of Pharmexcil
to promote export of drugs from India with quality and
safety across the globe.
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Dr.Sabu M C & Dr.Priya Thambi narrate the effects
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«a »An Untapped Source for
‘2 Patient Counselling

Dr.Manjula Devi.A.S

Associate Professor, College of Pharmacy
Sri Ramakrishna Institute of Paramedical
Sciences

ffective patient counselling by pharma-
cists on proper use of medications
can positively impact the therapeutic
outcome. This is possible when all important
information about the medicine is exchanged in
an appropriate and timely manner with an open,
unhurried and relaxed attitude. Giving adequate
time for each patient is essential to effective
patient counselling.

Essential componentsofaneffective patient
counselling include assessing the understanding
of patient about the medication, considering
previous history of allergy and contraindications
to the medication, discussing the dose of the
medication and how often it should be taken,



what to do if a dose is missed and educating the
patient on potential problems of non-adherence.
The patient must be educated about proper
storage of the medicine and disposal of unused
medicines. Possible drug-drug or drug-food
interactions of both prescription medicines and
over-the-counter medicines used by the patient
must be screened and resolved. Interaction of
the medicine with alcohol must be evaluated
and appropriate advice must be given. Specific
precaution for elderly, paediatric, pregnant and
breast feeding patients or any other medicine
related precautions have to be discussed. The
patient must be advised to avoid sunlight if the
medicine is photosensitive. Educate the patient
about possible side effects of the medication
and advice the patient to report to the prescriber
in case of any suspected adverse effects.
Effective patient counselling not only facilitates
patient education but also promotes medication
adherence and reduce medication-related
problems. Pharmacists need to possess both
knowledge on current pharmacotherapy and
skill to provide accurate medication counselling.
Teaching aids like pictures, models, audio visual
resources, memory aids, written materials,
placebo devices and medication counselling
guides may be used by the pharmacists in order to
share the information with patients. The ability
to communicate effectively with patients is an
important skill necessary for accurate patient
medication history interview, appropriate
decisions and contributes to patient’s interest
and adherence to therapy. Essential verbal
communication skills required for a pharmacist
include the ability to listen, understand, and
respond to what patient says and the ability to
interpret nonverbal communication and respond
to patients in a way that encourages continued
interaction. Active listening is the key skill

required in patient counselling.
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As pointed out by the World Health
Organization, community pharmacists are the
most accessible healthcare professionals to
the public. Pharmacy practice in community
pharmacies in India is moving towards a new
paradigm that integrates drug delivery and
patient-centered care. Common physical barriers
encountered in community pharmacies include
large countertops, display areas, protective glass
in the dispensing area, and elevated pharmacy
work area. Lack of privacy is a common
problem in most pharmacies. Exchange of health
information at the point of dispensing may result
in breach of patient privacy and incomplete
and inaccurate information from the patient.
Therefore, it is important to create a sense of
privacy (visual and auditory privacy) by setting
up a specially designated area in the pharmacy
for patient counselling. The environment of the
patient counselling area should facilitate patient
participation and learning and encourage the
establishment of a caring relationship between

the pharmacist and the patient.

The should
respect to the patient and not discriminate against

pharmacist show sincere
the particular qualities of the patient such as
smoking, excessive alcohol consumption, non-
compliance with prescribed medications, obesity
and poor hygiene. Pharmacist may introduce
himself/herself first, obtain permission to interact
with the patient and explain the purpose of the
interaction. By controlling the types of questions
asked, the pharmacist can better manage patient-
pharmacist interaction throughout the session.
The educational background and emotional
state of the patient should be considered before
starting the session. Important information about
medicine allergies, non-prescription medicines
and alternative medicines use, medication
adherence behaviour of the patient etc. are

obtained during the interaction. Initially more



open-ended questions may be asked, followed
by structured and directed questions. Patients
should be given multiple opportunities to ask
After the
information is provided, the session should

questions during communication.

conclude by summarizing the points, determining
the depth of the patient’s understanding, and
retaining the information through feedback.
Over time, by providing large amounts of drug-
specific information, pharmacists can help the
patient successfully manage drug therapy.

Welfare of humanity is the basis of ethical
pharmacy behaviour. While the preservation of
confidential information related to the health
condition and medical treatment is a basic right
of the patient, it is also the ethical obligation
upon the pharmacist who is counselling
the patient. Thus, confidentiality of patient
information is not only the ethical responsibility
of pharmacist but an indication of respect for
moral right of the patient for privacy. Therefore,
confidentiality is both an ethical consideration
and an important element of patient counselling.
to trust their

It also encourages patients

pharmacists.

In addition to extensive knowledge of
various medications, pharmacists must have a
range of essential counselling qualities such as
sincerity, caring, warmth through body language
and words, deep empathy, and respect for the
patient as a unique human being. Empathy is
communicated non-verbally through facial
expression, eye-contact, leaning forward and
reducing physical distance. Empathy is a skill

that pharmacists can develop.

Patient counselling by pharmacists touches
the human life more closely than any other helping
relationship. However, patient counselling
requires extensive training, supervised practice
and a high level of professionalism. Fortunately,
effective patient counselling can be learned and
practiced. Moreover, a standardized evaluation
tool that helps to evaluate all aspects of
medication counselling by the pharmacist is the

need of the hour @
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INTERVIEW with

Sri. S. V. Veeramani

an Industrialist with an unblemished
Commitment to serve the Mankind

Veeramani is totally committed to deliver quality\
health care across the globe, has now past 44
years with excellence in the Pharma Industry. S
Under his dynamic leadership, the firm has won " O T 5
several awards including Quality Excellence IDMA THEME®
(10 times), Marketing Excellence, Outstanding
Exports & Industrial Safety sectors.

As President of IDMA, Sri.Veeramani has
taken several initiatives for the development of
MSMEs in the country and Government of India

has declared a technology upgradation fund
(PTUAS) for MSMEs to enable them to apply &
obtain fund for upgrading their technologies in
the units.

Dr. MGR Medical University honoured
him with the LIFE TIME ACHIEVEMENT
AWARD for the valuable contributions to the
Pharmacy Education & Healthcare services.

In its Annual edition, Pharmafirst team
is delighted and proud to present this esteemed
personality of Indian Pharmaceutical Industry

before the valued readers. er

Directors receiving the IDMA Quality Excellence Gold Award
for the 10™ time at Mumbai

Sri. S. V. Veeramani shared his views on

various developmental activities needed in the
Pharmaceutical Industry and the future plans
to be initiated for promoting export of quality
products from India.
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First of all, on behalf of the Pharmacy Professionals
of Kerala, | extend our whole-hearted Felicitations for
assuming the distinguished post of Vice Chairman of
Pharmexcil.

Thank you for your warm appreciation.

Can you please summarise the biographical sketch
of 44 years of service as founder of Fourrts India
Laboratories Pvt Ltd for information of our readers.

Istarted my life asa Medical Representative
in Dey’s Medicals in the year 1970. I performed
well as Medical Representative and received
the “Man of the Year Award” thrice from the
company. In 1977, we started Fourrts with a few
partners. Initially, I took up the responsibility
of Marketing, but as the years progressed, I
took up Finance, Manufacturing and Exports.
We established a WHO-GMP plant in 1985.
We introduced products first time in India like
SUCRALFATE. By 1991, when all my partners
have left, I took up the full responsibility along
with my wife Radha Veeramani and a bunch of
dedicated professionals. We made Fourrts as
an All India organization and we introduced
novel products like Fourts B, Ubi-Q, Nefrosave,
L Montus, Pulmoclear, Rejunuron, etc, which

].0 <4Pharma Firstp
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are now amongst the winner brands in Indian
market. We also entered the International market
and now exporting to 51 countries.

Sir, Kindly comment on the remarkable developments
in Indian Pharma Industry during the past 10 years,
considering its growth in the domestic and global
markets.

During the past 10 years, Indian Pharma
Industry has phenomenally grown with a
compounded growth rate of more than 10% both
in domestic as well as international markets.
It is remarkable, considering that the world
Pharmaceutical industry is growing only by
2 to 3%. The Indian Pharmaceuticals are now
reaching to 202 countries, getting a name as
“Pharmacy of the World”, catering to a wide
range of Pharmaceuticals to the world, from
USA to deep most Africa.

Sir has adorned many renowned posts of various
reputed organizations during the past 15 years. In
your opinion, which role was most challenging &
momentous ?

Amongst the various post I have held, I
consider the position of National President
of Indian Drug Manufacturer’s Association

X
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(IDMA) for a record three years as the most
challenging and satisfying.

Can you please disclose the achievements of the
Pharmaceutical Industry during your tenure as
President of Indian Drug Manufacturers Association ?

During my tenure as the National President
of Indian Drug Manufacturer’s Association, we
could work with the Government to streamline
FDCs and also help establish Food Regulations
under FSSAI. We also worked for a stable
pricing regime. Many MSMEs made steady
growth and some of them became Medium
Sector companies. IDMA with more than 1000
members, could gain the acceptance of the
Government of India as a credible organization
and our representations was received well by the
Government.

Please give your valuable suggestions for the
improvement of the MSMEs in Pharma sector and the
encouraging steps to be initiated from Government of
India for its survival.

MSMEs are known for their creativity,
innovation and energy levels. They should focus
their energy on a few therapeutic segments and
try to excel in the same, instead of spreading
their resources thin over many segments. Either
they should try to excel in manufacturing or
marketing or research. The Government should
encourage MSMEs as they are growth engines
for the future. They should help many of them
to become WHO-GMP units by providing
adequate financial subsidies and support. There
should also be encouragement in marketing
by providing purchase preference and price
preference to SMEs in government supplies.
Today’s SMEs can become tomorrow’s Giants,
as it happened to many erstwhile SMEs.

What are your personal views regarding the tax
incentives given by some North Indian states for
the Pharma Industry and its impact on the growth
& development of the Industry in other states,
considering the backwardness in South India.?

Some time back, Excise and Tax
exemptions have been provided to units in
Himachal Pradesh, Sikkim, Jammu & Kashmir,
etc. During that period, many pharma units set
up their plants in those states and did well. But,
now with the arrival of GST, there is a level
playing field and those incentives are also not
fully available. South India is not back ward
in Pharma Industry since states like Andhra
Pradesh, Karnataka, Tamil Nadu are doing well
in Pharmaceuticals and Kerala is doing well in
Ayush. They also provide quality products on
an all India level and in exports.

In the 2010 budget, the government had introduced
a weighted tax deduction of 200% on expenditure on
R&D. But in 2020, it has slashed the benefit to 100%.
How this can affect the innovations in the industry,
when we are exploring new drugs to conquer Corona
viruses.?

Of-course, the reduction of weighed tax
deduction for R&D from 200% to 100% has
affected the investments in R&D and Innovation.
We have made fervent appeals to Government to
reinstate 200% depreciation on investments on
R&D so that we will be encouraged to put more
attention on R&D and Innovation, which is most
required for the future of the Indian Pharma
Industry.

It is observed that there is a modest hike in the
export of AYUSH products, when compared to its
increasing demand. How can the newly formed Export
Promotion Council (AEPC) for Ayush Products helpful
to promote their export? Is there any specific plans
for PHARMEXCIL to promote the export of traditional
herbal formulations ?

With respect to Ayush products, it
is important that we should improve our
documentation on Ayush products with good
back up of Clinical studies. This along with
good promotion can increase our acceptance
at the international level. Chinese medicines
are doing well in the world and why not Ayush
products, which also have a long history of
usage.

4Pharma Firstp ]. ].
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Sir, It is a general complaint that the drugs regulatory
system is very rigid and is far from the practical side
and is adversely affecting the growth & development
of MSMEs, especially to launch a new FDC. What is
your comment on the matter?

A sound regulatory system is required
for improving the quality of the products and
providing confidence to the patients. A good
regulatory regime will also be well accepted
in international markets. Of-course, we can do
away with un-wanted regulations and simplify
them. Government is seized with the matter and
having discussions on the same. With respect
to FDCs, many of them have been approved and
examinations and presentations are going on
with respect to unapproved FDCs.

Itis seen that M/s Fourrts India had won many awards
of Excellence during the past 25 years. How will you
observe the remarkable achievements, as CMD of the
organization?

The achievement of Fourrts has been its
ability to provide quality products consistently
over the years. The people of the company are
our greatest asset. We are an ethical and reliable
organization. Based on this foundation and
values, we have been continuously striving for
excellence. We are sure to succeed.

When examined the product range of Fourrts India,
the company is found manufacturing and marketing
AYUSH products, including Homeopathy also along
with modern drugs. How can this affect the marketing
plans, when IMA doctors are deadly against the AYUSH
products?

Fourrts is having both Allopathic and
Homeopathy divisions. Homeopathy products
are promoted only to Homeopaths and not
Allopaths. Hence, there is no problem in
acceptance of the products by the concerned
groups of Doctors.

Apart from engaging as a busy Pharma Industrialist,
What are your hobbies and specific interests of
activity and how will you find time to involve in such
social engagements?
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I am a Rotarian and doing social service
through Rotary. 1 am also a Major Donor to
Rotary Foundation which helps people for better
healthcare and education. Fourrts has donated
class rooms to Panchayath School, Vision
Centres for Eye Care and this year Mobile van
for Covid Vaccination in interior areas.

The company is successfully moving to its Golden
Jubilee years. How will you recognize the role of the
family members in achieving the excellent land mark?

My wife, Radha Veeramani has been a
great supporter for Fourrts over 30 years now.
She has taken up responsibilities of managing
Finance and Operations of the company and
concerned with the growth and welfare of the
company. Recently, my Daughters and Son-in-
laws have also joined the company. As they are
Medical and IT Professionals, I am sure, they
will add further value to the company.

Sir, What is your vision on the harmonization of
Pharmacy Education and research and the Industry
to generate some remarkable changes in the R & D of
new formulations?

In countries like USA & Japan, Universities
take up research and offer the benefit of the same
to the Industry. I feel that similar thing should
also happen in India, where Pharmacy Colleges
and Universities should become centers of
research and collaborate with the industry,
which will go a long way in the future of Indian
Pharmaceuticals.

We are eager to hear a message for the entrepreneurs
coming to Pharma Industry.

For those entrepreneurs who are coming
to the Pharma industry, I can only say, Welcome
and be a part of our journey to make India, a
proud destination for pharmaceuticals in the
world. There is a tremendous and exponential
scope in the Pharmaceutical industry and they
can have a good future. They can excel in
their role as Researcher, Manufacturer, Quality
Assurance Professionals or Marketeers. I wish
them the very best @
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EFFECTS ON DRUG-METABOLIZING
ENZYMES

Long-term ingestion of green tea increases
UDP-glucuronosyl transferase activity in
rats, and after being absorbed, catechins are
metabolized by drug-metabolizing enzymes
in various organs. Thus, the increased
glucuronidation through UDP-glucuronosyl
transferase induction is postulated to contribute
to the anticarcinogenic effect of green tea
by facilitating the metabolism of chemical
carcinogensintoinactive products thatarereadily
excreted. The interaction between 2-amino-3-
methylimidazol (4,5-f) quinoline (IQ) and green
tea catechin metabolism was examined. 1Q is a
precarcinogen that was originally detected in
an extract of fried meat. The major route of 1Q
biotransformation in rats is cytochrome P450 in
the first step, followed by conjugation to a sulfate
and a glucuronide conjugate. Green tea modifies
IQ metabolism in rats, increasing the formation
of IQ glucuronides, which are then excreted in
the urine. Moreover, protection against cancers
induced by polycyclic aromatic hydrocarbons by
green tea catechins may be due to the inhibition
of their cytochrome P450 metabolism, but the
effect of green tea on cytochrome P450 enzymes
depends on the particular form. The long-term
consumption of green tea increases cytochrome
P450 1A1 and 1A2 activities, but not 2B1 and
2E1 activities, in normal rats. However, it is
difficult to draw conclusions about a beneficial
effect of green tea against carcinogens involving
only modulation of this metabolic pathway.

EFFECTS ON ANTIOXIDANT MARKERS AND
OXIDATIVE STRESS

Green tea is a popular neutraceutical as an
antioxidant. Antioxidants are compounds that
protect cells against the damaging effects of
reactive oxygen species, such as singlet oxygen,
superoxide, peroxyl radicals, hydroxyl radicals,
and peroxynitrite. An imbalance between
antioxidants and reactive oxygen species results
in oxidative stress, leading to cellular damage.
Catechins are hypothesized to help protect
against these diseases by contributing, along
with antioxidant vitamins (i.e., vitamins C and
E) and enzymes (i.e., superoxide dismutase

and catalase), to the total antioxidant defense
system.

In vivo studies showed that green tea
catechins increase total plasma antioxidant
activity. Intake of green tea extracts also
increases the activity of superoxide dismutase
in serum and the expression of catalase in the
aorta; these enzymes are implicated in cellular
protection against reactive oxygen species. This
action is combined with direct action on oxygen
species by a decrease in the nitric oxide plasma
concentration. Malondialdehyde, a marker of
oxidative stress, also decreases after green tea
intak. These results suggest that catechins could
have a direct (antioxidant) or indirect (increase
of activity or expression) effect. Since catechins
can act as antioxidants in vitro, they might
prevent the oxidation of other antioxidants,
such as vitamin E. However, ingestion of green
tea catechins does not modify the plasma status
of vitamins E and C in vivo. Nevertheless, one
study reported that catechins increase vitamin E
concentration in low-density lipoprotein and in
this way could protect low-density lipoprotein
against peroxidation.

Pilipenko et al. assessed the tolerance
of tableted green tea and its effect on the
antioxidant status indices. Twenty-five patients
with different gastrointestinal pathologies were
included in the study and divided into treatment
and control groups. The tolerance of tableted
green tea was good in the treatment group,
who showed better dynamics of quality-of-life
indices, especially in scales of body pain and
social functioning. There were no significant
differences in biochemical analysis between
the groups, which may indicate the safety
of this product. Analysis revealed that the
treatment group showed a decreased level of
all antioxidant status indices, as reflected in a
significant decreasing of the lipid peroxidation
index from 4.63 to 4.14.

EFFECTS ON CARBOHYDRATE METABOLISM

Type II diabetes is a heterogeneous
disorder that involves resistance of glucose and
lipid metabolism in peripheral tissues to the
biological activity of insulin and inadequate
insulin secretion by pancreatic B cells. Animal
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models of diabetes are available: Zucker
rats, which are genetically obese; injection
of streptozotocin or alloxan, which destroys
pancreatic  cells; and treatment with sucrose-
rich diets, which induces obesity and insulin
resistance.

In a study by Sabu et al, administration
of GTPs (500mg/kg) to normal rats increased
glucose tolerance significantly at 60 minutes.
GTPs were also found to reduce significantly
serum glucose levels in alloxan diabetic
rats at a dose of 100mg/kg. Continued daily
administration (15 days) of the extract at 50 or
100mg/kg produced 29% and 44% reduction,
respectively, in the elevated serum glucose level
produced by alloxan administration. Elevated
hepatic and renal enzymes produced by alloxan
were found to be reduced significantly by
GTPs. The serum lipid peroxidation level was
increased by alloxan and reduced significantly
by the administration of 100mg/kg of GTPs.
Decreased liver glycogen resulting from alloxan
administration showed a significant increase
after GTP treatment. The GTP-treated group
showed increased antioxidant potential, as seen
from improvements in superoxide dismutase
and glutathione levels. However, -catalase,
lipid peroxidation, and glutathione peroxidase
levels were unchanged. These results indicate
that alterations in the glucose utilizing system
and oxidation status in rats that were increased
by alloxan were partially reversed by the
administration of GTPs.

Catechins also reduced plasma triglyceride
levels in an oral glucose-tolerance test in
normal rats. Green tea extract intake reduced
these values in both Zucker rats and rats fed a
sucrose-rich diet. Several human- and animal-
based studies suggested that green tea and its
flavonoids have antidiabetic effect. Green tea
flavonoids were also shown to have insulin-like
activities as well as insulin-enhancing activity.

The antihyperglycemic effect of black
tea was reported by Gomeset al. EGCG was
found to inhibit intestinal glucose uptake by the
sodium-dependent glucose transporter SGLT1,
indicating its increase in controlling blood
sugar. Streptozotocin diabetic rats showed
increased sensitivity to platelet aggregation
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and thrombosis, and this abnormality could
be improved by dietary catechins from green
tea. Alloxan produces oxygen radicals in the
body, which cause pancreatic injury and are
responsible for increased blood sugar.

Under in vivo conditions, glutathione acts
as an antioxidant, and its decrease was reported
in a diabetes mellitus model. The increased
glutathione content in the liver of the rats treated
with GTPs may be one of the factors responsible
for the lipid peroxidation.
Superoxide dismutase and catalase are the two
major scavenging enzymes that remove the

inhibition of

toxic free radicals in vivo. Vucicet al. reported
that the activity of superoxide dismutase is low
in diabetes mellitus.

The (MEDIS)
epidemiological study is a cross-sectional health
and nutrition survey that aims to evaluate the

Mediterranean Islands

association between various sociodemographic,
bioclinical, dietary, and other lifestyle habits and
the prevalence of the common cardiovascular
disease risk factors (i.e., hypertension,
dyslipidemia, diabetes, and obesity) among
elderly people without a history of any chronic
disease and living in the Mediterranean islands.
Because data relating tea consumption with
clinical characteristics are lacking in elderly
populations, in the context of the MEDIS study,
the authors sought to evaluate whether green tea
consumption is independently associated with
fasting blood glucose levels and the prevalence
of type Il diabetes mellitus. An earlier study was
aimed at providing evidence of improvement
in glucose metabolism in diabetic mice and
healthy humans upon green tea consumption.
Green tea promoted glucose metabolism in
healthy human volunteers at 1.5 g/kgas shown
in oral glucose-tolerance tests. Green tea also
lowered blood glucose levels in diabetic db+/
db+ mice and streptozotocin-diabetic mice two
to six hours after administration at 300mg/kg
without affecting serum insulin level, whereas
no effect was observed in control mice (+m/+m

and normal ddY mice) @
To be continued
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Name the drug used for
treating over dosage & toxicity
of opioids ?
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Name the science and activities
relating to the detection,

assessment, understanding and
prevention of adverse events ?

Which drug is causing
Stevens-Johnson syndrome &
epidermal necrolysis in Thai
and Malaysian populations ?

Which agency has started
the Yellow Card Scheme for
reporting ADRSs for the first
time ¢

N

What is the full form of ‘DoTS,
the criteria used to classify
ADRs ?

O
O UK in 1964 ?

Name the incident leading to
start yellow card scheme in

What type of adverse effect is
associated with long term use
of corticosteroids ?

9

Which drug is used as the
antidote for treating severe
cardio toxicity from local
anaesthetics?

_\/

CHRENEOINS

Which drug is given as co-
prescription with methotrexate
to reduce its adverse effects ?

Name the nodal agency in
India entrusted to study the
ADRs reported from the
country ?
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ADVERSE
DRUG

REACTIONS (ADR)

& THEIR
MANAGEMENT

PART 2
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g

Definition of an Adverse Drug Reaction

The definition of an ADR is
confused with that of an Adverse Drug Event
(ADE). The World Health Organization (WHO)
defines an ADE as

occurrence that may present during treatment

often

“any untoward medical

with a pharmaceutical product but which does
not necessarily have a causal relationship with
this treatment.

The WHO defines an ADR as “a response
to a drug which is noxious and unintended and
which occurs at doses normally used in man for
prophylaxis, diagnosis, or therapy of disease or
for the modification of physiologic function.”
An ADR is a type of ADE whose cause can be
directly attributed to a drug and its physiologic
properties. A main distinction between ADRs
and ADEs is that ADRs occur despite appropriate
prescribing and dosing, whereas ADEs may also
be associated with inappropriate/irrational use
of the drug or other confounders that occur
during drug therapy but are not necessarily
caused by the pharmacology of the drug itself.
A causal relationship is suspected for an ADR
but is not required for an ADE.

ADEs may also be caused by medication
errors, which the National Coordinating Council
for Medication Error Reporting and Prevention

].8 <4Pharma Firstp
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i
(NCC MERP) defines as
event that may cause or lead to inappropriate

“any preventable

medication use or patient harm while the
medication is in the control of the health care
professional, patient, or consumer. It is also any
errors in the process of ordering or delivering
a medication, regardless of whether an injury
occurred or the potential for injury was present
or Inappropriate use of a drug that may or may
not result in harm.

Published of ADRs, ADEs,

and Medication Errors often use these terms

studies

interchangeably, leading to inconsistency in
the reported prevalence of each. Definitions
are often subject to the individual researcher’s
preference, making the interpretation of results
and reproducibility difficult.

An Unexpected Adverse Reaction is an
ADR, the nature or severity of which is not
consistent with domestic labeling or market
authorization, or expected from characteristics
of the drug.

A Serious Adverse Effect is any untoward
medical occurrence that at any dose results
in death,
prolongation of existing hospital stay, results in

requires hospital admission or

persistent or significant disability/incapacity, or

is life threatening @ To be continued
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Department Of Pharmaceutical Sciences, Cheruvandoor Campus
Under Centre For Professional And Advanced Studies, Kottayam.

(CPAS), Established by Government of Kerala, is one

of the premier institutions of Pharmacy education in
Kerala. The Department was established in the year 1996,
in the field of Pharmaceutical education with competent
staff and infrastructure under Mahatma Gandhi University,
Kottayam.

The Centre for Professional and Advanced Studies

Later, the Center for Professional and Advanced
Studies was established by the Govt. of Kerala in 2017
with a vision to impart Quality education in the allied
Healthcare sector. In order to meet the ever-increasing
demand for trained human resources in the area of allied
medical and health sciences, Engineering, Applied
Science, Journalism, Library Science, Commerce,
Teacher Education and Life Sciences at both graduate and
postgraduate levels, the institute was established. The
College is approved by The Pharmacy Council Of India
and is affiliated under the KUHS. The Courses offered
are B.Pharm (60) and M.Pharm-Pharmacology(15). The
department is also a recognized research centre of KUHS.
The campus has produced above 15 PhD awardees as
an approved research centre under KUHS with its own
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approved guides as well as infrastructure for competitive
research. The Institute faculty members are dedicated
researchers carrying out interdisciplinary researches and
funded projects.

The college is set in a sprawling green campus
with ample playground and other amenities in a student
friendly manner. Smart class rooms and free Wi-Fi is yet
another specialty. Presently Prof. Dr. Jyoti Harindran is
its Principal. The Admission to the courses are based
on Government directions with fees as decided by the
Commission to requlate the Professional Self Financing
Colleges in Kerala. The Campus is very calm and peaceful
and have contributed a lot in uplifting the weaker sections
of the society by providing cheap and value added
education by observing all the statutory reservations.@

Address
Department of Pharmaceutical Sciences
Cheruvandoor campus
Ettumanoor PO, Kottayam — 686631
Phone number: 04812537557, 2539494
e-mail address: dpschr@cpas.ac.in.
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Pharma Quiz Answers
1. Naloxone 6. Pharmacovigilance
2. Carbamazepine 7. Medicines and healthcare products regulatory
3. Dose of the drug, time course of the reaction agency (mhra).
and relevant susceptibility factors. 8. Thalidomide disaster
Osteoporosis 9. Intravenous lipid emulsion
5. Folic acid 10. Indian pharmacopoeia commision(ipc).
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Salient features of The Drugs & Cosmetics Act 1940 PART IV-IMPORT AND REGISTRATION

30AA. Import of new Homoeopathic medicine

(1) No new Homoeopathic medicine shall be
imported except under and in accordance with
the permission in writing of the Licensing
Authority(LA)

(2) The importer of a New Homoeopathic medicine
when applying for permission shall produce
before the LA such documentary and other
evidence as may be required by the LA for
assessing the therapeutic efficacy of the medicine
including the minimum provings carried out
with it.

Explanation. For the purpose of this rule, New
Homoeopathic Medicine‘ means

(i) a Homoeopathic medicine which is not specified
in the Homoeopathic Pharmacopoeia of India
or United States of America or of the United
Kingdom or the German Homoeopathic
Pharmacopoeia; or

(ii) which is not recognized in authoritative
Homoeopathic literature as efficacious under the
conditions recommended; or

(iii) a combination of Homoeopathic medicines
containing one or more medicines which are not
specified in any of the Pharmacopoeias referred
to in clause (i) as Homoeopathic medicines
and also not recognized in authoritative
Homoeopathic literature as efficacious under the
conditions recommended

30B. Prohibition of import of certain drugs.

No drug, the manufacture, sale or

Adv. BIPIN. J.

distribution of which is prohibited in the country
of origin, shall be imported under the same name
or under any other name except for the purpose
of examination, test or analysis.

31. Standard for certain imported drugs

No drug shall be imported unless it
complies with the standard of strength, quality
and purity, if any, and the test prescribed in
the Rules shall be applicable for determining
whether any such imported drug complies with
the said standard:

Provided that the drugs intended for
veterinary use, the standards of strength, quality
and purity, if any, shall be those that are specified
in Schedule F(1) and the test prescribed in that
Schedule shall be applicable for determining
whether any such imported drug complies with
the said standards and where no standards are
specified in Schedule F(1) for any veterinary
drug, the standards for such drug shall be those
specified in the current edition, for the time
being in force, of the British Pharmacopoeia
Veterinary:

Provided further that the LA shall not
allow the import of any drug having less than
sixty per cent residual shelf-life period as on the
date of import:

Provided also that in exceptional cases
the licensing authority may, for reasons to be
recorded in writing, may allow, the import of any
drug having lesser shelf-life period, but before
the date of expiry as declared on the container of
the drug @
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Homeopathic medicines for treating Acute and Chronic
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the homoeopathic remedies authentlcally

CINERARIA
MARITIMA
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CINERARIA
~ MARITIMA
ou Drogs t is also named as Senecio cineraria. Dusty
@ Miller. N. O. Compositae. Tincture or succus
of the fresh plant, growing wild, gathered just
WITHOUT oty before the flower-buds open.
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This is an unproved drug, but it has been
used with a good deal of success in cases of cataract
as an external application. The method adopted
is to instill one drop, four or five times a day, into
the eye affected, and to keep this up for several
months. Traumatic cataract and corneal opacities,
as well as senile cataract, have been removed in this
way. Generally the patients have received specific
homoeopathic treatment internally at the same time.
Cineraria Maritima Eye Drop is effective for treating
traumatic cases, cataract, eye strain, blur vision,
chronic conjunctivitis, glare, sand like sensation in
the eyes.

These homeopathic drops trigger the transfer
of oxygen and nutrients from the blood to the
aqueous to nourish and detoxify the living tissue
of the crystalline lens. Cineraria maritima has been
used homeopathically for over one hundred years to
safely and effectively treat cataracts.

Blur Vision is common in elderly people, who are
over the age 50 years. There is no specific cause
identified, but the following are considered as risk
factors:

« Advancing age with improper care of eyes

o Eyeinjuries

e Improper nutrition

« Cigarette smoking

o Excessive exposure to sunlight

Signs and symptoms

In the very early stages of cataract no significant

symptom may appear. As time passes, some of the

following symptoms may appear:

o Hazy vision

+ Glaring of sunlight

o  Sharp edges are difficult to make out

o Streaks or rays of light as if comes from light
sources

o  Circular ring surrounding the light

« Rainbow like semi circle

« Difficult reading in dim light

Composition of Cinararia Maritima Eye Drop

(10 g of Isotonic solution contain)

Cineraria maritima succus 5 g:

(Cineraria maritima HPUS 5x helps to strengthen
resistance and clear away infections. Used in
removing clouding oflens and also in the treatment of
conjunctivitis. Cineraria acts as a safe lymphagogue,
increasing circulation in the intraocular tissues,
also stimulating collateral circulation and normal
metabolism)

Benzelkonium chloratum Excipients 0.001 g

Water for injection Q.S.

Alcohol 9.3% w/w.

Homeopathic eye drops: Sterile, non-preserved, pH
balanced, isotonic ophthalmic solution containing
seven homeopathic active ingredients, micro-diluted
and homeopathically potentized between 5x and 11x.

No Sting. Safe for pregnant women & children.

Treatment strategy:

There are no blood vessels to the crystalline lens
and the lens is comprised of living cells which need
oxygen, nutrition, detoxification and anti-oxidation.
The treatment strategy is to stimulate and support the
body’s tissues, organs and functions which keep the
lens healthy. It gently triggers the body’s mechanisms
to maintain a clear crystalline lens. The “Total Ocular
Function Spray” provides important nutrients and
powerful antioxidants for the lens. Surgery may be
delayed or eliminated.

Directions: Instill one to two drops in affected
eye/s three times per day for six to nine months
(approximately three bottles) before re-evaluating
the cataract. These drops should be administered at
least five minutes before, or after, other prescribed
drops. These drops also contain Euphrasia which is
extremely effective for relieving dry, red, sore or tired
eyes. Slight massage of the eyeball shall distribute the
medicine evenly. Use the solution within one month

after opening the vial @
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Molnupiravir

olnupiravir is an antiviral drug which
inhibits viral reproduction by promoting
widespread mutations in the replication
of viral RNA by RNA-directed RNA
polymerase. It is used to treat COVID-19 in those
infected by SARS-CoV-2. It is indicated for adult
Covid-19 patients having 93% blood oxygen levels.

It is a prodrug of the synthetic nucleoside
derivative N4-hydroxycytidine and exerts its antiviral
action through introduction of copying errors during
viral RNA replication.

Originally the drug was developed to treat
influenza at Emory University by the university’s drug
innovation company, Drug Innovation Ventures at
Emory (DRIVE), but was reportedly abandoned for
mutagenicity concerns. Later it was acquired by Miam
based company Ridge back Biotherapeutics, which later
partnered with Merck & Co. to develop the drug further.

Based on positive results in placebo-controlled
double-blind randomized clinical trials, Molnupiravir
was approved for medical use in the United Kingdom in
November 2021. In December 2021, the U.S. Food and
Drug Administration (FDA) granted an emergency use
authorization (EUA) to molnupiravir for use in certain
populations where other treatments are not feasible.
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Molnupiravir is indicated for the treatment of
mild-to-moderate coronavirus disease (COVID-19)
in adults with positive results of direct SARS-CoV-2
viral testing, and who are at high risk for progression to
severe COVID-19.

The drug is administered as four 200 mg capsules
taken orally every 12 hours for five days, for a total of 40
capsules. It is not authorized for use for longer than five
consecutive days.

13 Indian drug manufactures will be producing
the drug domestically. Dr. Reddy Laboratories, Cipla,
Natco Pharma, Optimus Pharma Pvt Ltd, Stride, and,
Hetero are among the large drug manufacturers.

Its use in pregnancy is not recommended.
There are no human data on use during pregnancy to
assess the risk of adverse maternal or fetal outcomes.
Based on animal data, the drug may cause fetal harm.
Breastfeeding is not recommended during treatment
due to potential adverse reactions in the infant.

There are no data on the presence of the drug or
its metabolites in human milk. It is not known whether
it has an effect on the infant or on milk production. Use
in patients under 18 years of age can affect bone and
cartilage growth. In rats, bone and cartilage toxicity was
observed after repeated dosing @




— mm&nﬂmz - 86 oledene

06MO®)Bo MEOMYEAM W0EHAQ aNdBAMV] M3

a) all®@emMo §21QYIMM, OBO GOIY alildlorWIcd
Ll M@ MOV O}AN HOAUBYBHLIOMIUW] GAWO: B af)aV.
NDoNIWOM B)alo MEIGIW, GRAY® MIlMB) af)aM @R W)
dcqs avloa] f)ELIOOMO0 DBEOCEINEEBULN)0 B0}
aDLI(aIBA0W BVoHWRIW] 2o |@ICRIH0 AIGUBBBO
@l ailalemlwlcd @Rolweals)an).

0D 20)MIOG 2)61) *LISHEBOSW)0 aOLI(ald
@O0 &)0la] ailltodeimo e21Q0o.

@RAl®a0] @Rl 9@daloBGlafleeyam @) @elo
@R 2000 O] &S] E3 H6N0 )M @R PO LN BB MY olAal,
BA1H&H06Mo M)MLIDVAOHW MIW(@]a)) HMER) BN,
20Q36], BaOMEHNS, B0HHOMo, (Na06emM], AUV} Ald
B9), AUIWCHHUIR0, afMUBeo AflSel, al)Slaf)@legel
o)seBloal @%o@m 921Q0M DD BDaUHWO Dald0]
@9)o. @RAI®20W] BaOMOMVEBUE D@afoBlaflev)aM®)
®SWOM0 MOMISHB)OS @AVINVLO® &) WPBHOMY0
D®IM) HF1Wlo. RHUYQNaHMNIOWM)LI0  DENZOE)AM
AWOI8Hn0 MIGHNIMY0, BaOM(al(BH]W, EHUMOMI
01 @RUloeMo af)MNIAl HR2|Ha]S}EMIM)o WD M)A
DaldBle9)o. aldM(H1WOGlS BaOM OAVEBSIOSV)0
af) MOOTVD) HB}OSWV)o D@Ba|oBMo DEOMHlaflanom)o
0D AE)ANIM) AVOWIH)o.

(adDIM GalE3BD :

21)d6) [Zingiber officinale] -3.7g9g
©@lajeil [Piper longum] -379
@REIGAI] [Azadirachta indica] -37¢
&Sel0s] [Achyranthus aspera] -3.79
LISV [Elettaria cardamomum] -379
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Dilated Cardiomyopathy
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National Heart Month
February

National Heart Month aims to raise awareness about
heart diseases and encourages people to look after their
hearts. It helps people understand how to keep healthy and stay

informed about the risks of heart-related conditions.People with
poor cardiovascular health are also at increased risk of severe -
iliness from COVID-19. The number one cause of deaths is :
heart disease which affects all ages, genders, and ethnicities. :

Risk factors include high cholesterol, high blood pressure,

smoking, diabetes, and excessive alcohol use. This can be :
reduced by eating a healthy diet, engaging in physical activity, :

and managing cholesterol and BP

Eating Disorders Awareness
Week (EDAW): February 1to 7

Eating Disorders affect people of all genders, sexual
orientations, ages, socioeconomic class, abilities, races, and
ethnic backgrounds. EDAW is celebrated focusing on educating
the public about Eating Disorders. It is a time to escalate
awareness of the impact of Eating Disorders, the dangerous
stereotypes and myths, and the supports available for people
living with or affected by them. This annual campaign is to

to provide hope, support, and visibility to individuals and -
families affected by eating disorders. We can inspire and
generate support in so many ways like more research, better @
treatment options, enhanced training, greater prevention :
efforts, caregiver support and education to end stigma.

Congenital Heart Defect (CHD)

- an integral part of an individual’s life and identity. Despite
* this, sexuality and sexual health are often considered taboo

Awareness Week
February 7"-14%

Heart is one of the most important organs of our body.
Every year thousands of infants are born with a CHD around
the world. It is still one of the main causes of death during
the first year of life. The main aim of CHD Awareness Week is
to educate and bring awareness about this kind of congenital
defects. Such defects are already existing at the moment of
birth, so they are the result of what was happening already in
the womb.
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It happens when the baby’s heart or blood vessels

¢ near to it do not develop normally before birth. All pregnant

women should be aware of CHD being the most common
birth defect in the world. When they hear that terrible
diagnosis, that there is something wrong with their newborn’s
heart, they may feel extremely confused, scared, depressed
and helpless. If they had all the knowledge about CHD at
the beginning, they would be able to immediately start doing
their best to help their child survive. All women should know,

. that some of such heart defects can be diagnosed on prenatal

: ultrasound.
educate the public about the realities of eating disorders, and +

:Sexual and Reproductive
:Health Awareness Day
February 12t

During this day, a campaign is designed to raise
awareness on sexual and reproductive health. Sexuality is

subjects This Day attempts to change this by engaging youth,
adults, educators, sexual health practitioners, nonprofit
organizations, and government policy-makers in an open and
earnest conversation about sex, sexuality, and sexual health.

The day also encourages parents, teachers, guardians,
and pediatricians to provide children and youth under their
care with age-appropriate and scientifically accurate sex
education. In addition, sex education promotes safe sex and
helps make consent an integral part of all sexual encounters.
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SHANKAR PHARMACY contact@shankarpharmacy.com +91484 2540399
Udyogamandal PO., Manjummel, Emakulam Dist., Kerala, India, Pin: 683 501 +91 9388610115

FI RST Product Development

from a crude drug

p P H AR MA New Pharmaceutical

Pharma Consulting | Publication | Personal Care Products

Mo_dif_ication of Help in Improving
an Existing Product / Stability,
~ dosage form for Bioavailability
increasing Consumer, & Safety

acceptance of a Product

Conduct
Training Programs
for Technical
Personnels and
Pharmacists

SERVICES OFFERED gZz=>

with a regulatory

complaint of a product
before a tribunal

Give scope

Defend Pge;)saige of a Pharmaceutical
. . Product
1 1 1 a firm when there is a Planning Schedule ) ;
Consulting, Publication & Products Qualty Complaint, forstartng a inth Mkt b s

based on merit, before
Government
bodies.

retail/wholesale
community
Pharmacy

launch

Help in
Branding,
Trademarking, logo
& tagline formation etc

of a Company/
Product

Select
Pharma products
for initial branding of a
Marketing firm

Conduct
Feasibility study
of starting a new
medical store in a
locality

Formulation Create

. Guidance to
of Ayurvedic/ legal agreement Newcomers
cosmetics/ Dietary of Associations in Pharma field for
food supplements between companies

their Career growth

for smooth conduct & Development

of Business.

using herbal
ingredients

Conduct
Quality
Regulatory Auditing
of Manufacturing/
Marketing/Distribution/
sales outlets.

Select
suitable Man power
for business
establishments through
records scrutiny
& interview.

Support
marketing of
new Products
by arranging suitable
dealers in
India

Pharmafirst
is a Venture of
M R Pradeep,M.Pharm
Retired Deputy Drugs Controller, Kerala.

Prepare

Brochures,
Display boards
& leaflets of products
for ease of
marketing

Promote
Products & Services
through Pharma first Magazine
using Interviews, Product Reviews,
Highlighting firms &

Advertiments
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