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health benefits of Green Tea for a wide variety of ailments,
including different types of cancer, heart and liver diseases
etc along with their untoward effects.
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Development and their mechanism of action, types and
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Dr.Sabu MC

ABSTRACT

The health benefits of Green Tea for a wide
variety of ailments, including different types
of cancer, heart and liver diseases etc. were
reported. Many of the beneficial effects of Green
Tea are related to its catechin, particularly (-)
- epigallocatechin-3-gallate, content. There is

evidence from in vitro and animal studies on the

underlying mechanisms of green tea catechins

and their biological actions. There are also

human studies on using green tea catechins to

Principal, Mookambika College of Pharmaceutical
Sciences and Research, Muvattupuzha
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Dr.Priya Thambi T
Assi. Prof., Department of Chemistry
Baselius College, Kottayam

treat metabolic syndrome, such as obesity, type
II diabetes, and cardiovascular risk factors.
Long-term consumption of tea catechins
could be beneficial against high-fat diet-induced
obesity and type II diabetes and could reduce the
risk of coronary disease. Further research that
conforms to international standards should be
performed to monitor the pharmacological and
clinical effects of green tea and to elucidate its
mechanisms of action.
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REVIEW
BACKGROUND

In recent years, the health benefits of
consuming green tea, including the prevention
of cancer and cardiovascular diseases, the
anti-inflammatory, anti arthritic, antibacterial,
anti angiogenic, antioxidative, antiviral, neuro
protective, and cholesterol-lowering effects of
green tea and isolated green tea constituents
are under investigation. However, adding green
tea to the diet may cause other serious health
concerns.

The health-promoting effects of green tea
are mainly attributed to its polyphenol content,
which
represent 30% of fresh leaf dry weight. Recently,

particularly flavanols and flavonols,
many of the aforementioned beneficial effects of
green tea were attributed to its most abundant
catechin, (-)-epigallocatechin-3-gallate (EGCG).
Green tea extracts are more stable than pure
epi gallocatechin gallate, one of the major
constituents of green tea, because of the presence
of other antioxidant constituents in the extract.
herbal
mixtures of different compounds that often act in

In general, medicines are complex
a synergistic fashion to exert their full beneficial
effect. However, relatively few herbal medicines
have been well characterized and their efficacy
demonstrated in systematic clinical trials as
compared to Western drugs. This review article
highlights the recent research on the efficacy,
action mechanisms, and side effects of green tea
and its catechins in in vitro, in vivo, and ex vivo
systems.

In this review, the history of the early
development of green tea and its catechins
were traced at first and recent publications
on their health benefits on various diseases
including cancer, cardiovascular, diabetes as
well as general pharmacology and toxicology

were focused in English databases. As most

é Pharma First / December / 2021

relevant studies were published in English, the
electronic literature searches were conducted
in the following data bases: Medline (1980 to
2009, via pubmed), EMBASE (1980 to 2009),
AMED (Allied and complementary Medicine
Database, 1985 to date) and China journals full
Text Database (1975 to 2009). The following
search key words or terms were used: green tea,
catechins, anticancer, diabetes, polyphenols as
well as in vivo studies, general pharmacology
and toxicology. After systematic analysis of the
data included the health benefits as well as some
of the ill effects of green tea and its catechins in
this review.

All authors agreed to a consensus on the
assessed data and cases of discrepancy would
be settled by discussion. Articles which are
included in the study had to meet all of the
following criteria :

a. Process and health benefit of green tea in
humans and animals

b. Effect of green tea on absorption of ion and
drug-metabolizing enzymes
Antioxidant and inhibition of oxidative stress

d. Effect on carbohydrate mechanism and anti
diabetic property of green tea polyphenols
and

e. Adverse effect of green tea consumption.

As a result, over 105 peer-reviewed
international papers in english and 10 books
and four-web information have been used for
reference. In this review we have looked not
only the health benefits as well as some of the
ill effects of green tea and catechins isolated
from green tea. Duel effects of green tea and its
isolated compounds are seldom reported in any

other reviews earlier.



GREEN TEA

Tea is one of the most popular beverages
consumed worldwide. Tea, from the plant
Camellia sinensis, is consumed in different
parts of the world as green, black, or Oolong
tea. Among all of these, however, the most
significant effects on human health have been
observed with the consumption of green tea.
The first green tea was exported from India to
Japan during the 17" century. It is estimated
that about 2.5

produced g

nillion tons of tea leaves are

-

-—___%hajt\qzw 'teas may have different biological
! "} i To be continu

the United States, and Europe. The association
between tea consumption, especially green tea,
and human health has long been appreciated.
Green tea and black tea are processed differently
during manufacturing. To produce green tea,
freshly harvested leaves are immediately
steamed to prevent fermentation, yielding a dry,
stable product. This steaming process destroys
the enzymes responsible for breaking down the
color pigments in the leaves and allows the tea
to maintain its green color during the subsequent
rolling and drying processes. These processes
e natural poly phenols with respect to
h:promoj_'wg properties. As green tea is

to Oolong and then to black tea, poly
phenol conhqgunds (catechins) in green tea are

dimerized to form a variety of tl‘f?‘!ﬂavms such

ra'- ]
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Role of
vaccines

In Immunity
Development

" DR.M.S.VINODKUMAR &

—

germs are seen everywhere, both

WE in the environment and in human
and animal bodies. The body

A LL will defend these pathogens in
different ways. Skin, mucus, and

KN Uw cilia (microscopic hairs that move
TH AT pathogens from entering the
body. When there is a pathogenic
infection, our body’s defense mechanism, called the
immune system, are triggered and the pathogen is

debris away from the lungs) all
work as physical barriers to prevent
attacked and destroyed or overcome.

The pathogen may be a bacterium, virus,
parasite or fungus which cause diseases within the
body. Each organism is made up of several subparts,
unique to that specific pathogen and the infected
disease. The part of a pathogen that causes formation
of antibodies is called an antigen. The antibodies
produced in response to the antigen form the
pivotal part of the immune system. Antibodies are

Pharma First / December / 2021
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the soldiers in the defense system. Each antibody is
trained to recognize one specific antigen. When the
human body is exposed to an antigen for the first time,
it takes time for the immune system to respond and
produce antibodies specific to that antigen. Once the
antibodies are produced, they act, with the rest of the
immune system, to destroy the pathogen and stop the
disease. Antibodies to one pathogen will not protect
against another pathogen except when two pathogens
are very similar to each other, like cousins. Once the
body produces antibodies in its primary response
to an antigen, it also creates antibody-producing
memory cells, which remain alive even after the
pathogen is defeated by the antibodies. If the body is
exposed to the same pathogen more than once, the
antibody response is much faster and more effective
than the first time around because the memory cells
are now ready to pump out antibodies against that
antigen. That means, if the person is exposed to the
pathogen in future, their immune system will be
able to respond immediately, protecting against the
disease.




ROLE OF VACCINES

A vaccine is a biological preparation that
contains an agent that resembles a pathogen (antigen)
usually made from weakened or killed forms of the
microbe, its toxins, or one of its surface proteins.
These antigens triggers the immune response within
the body. Newer vaccines contain the blueprint for
producing antigens rather than the antigen itself.
Regardless of the nature of the contents, the vaccines
will not cause any disease in the persons receiving
it, but will prompt their immune system to respond
much as it would have on its first reaction to the actual
pathogen. Some vaccines require multiple doses, given
weeks or months apart. This is sometimes needed to
allow for the production of long-lived antibodies and
development of memory cells. In this way, the body is
trained to fight the specific disease-causing organism,
building up memory cells of the pathogen so as to
rapidly fight it, if and when exposed in the future.

HERD IMMUNITY

When someone is vaccinated, they are very
likely to be protected against the targeted disease. But
everyone cannotbevaccinated. People with underlying
diseases that weaken their immune systems (such as
cancer or HIV) or who are allergic to some vaccine
components, may not be able to get vaccinated with
certain vaccines. These people can still be protected if
they live in and amongst others who are vaccinated.
When lot of people in a community are vaccinated,
the pathogen has a hard time circulating because
most of the people it encounters are immune. So the
more that others are vaccinated, the less likely people
who are unable to be protected by vaccines are at risk
of even being exposed to the harmful pathogens. This
is called herd immunity.

This is important for those people who not only
cannot be vaccinated but may also be more susceptible
to the diseases we vaccinate against. No single vaccine
provides 100% protection, and herd immunity does
not provide full protection to those who cannot safely
be vaccinated. But with herd immunity, these people
will have protection due to vaccination of all around
them.

The terms vaccine and vaccination are derived
from Variolaevaccinae (smallpox of the cow), the
term devised by Edward Jenner (who both developed
the concept of vaccines and created the first vaccine)
to denote cowpox.

Vaccines can be Prophylactic (to prevent the
effects of a future infection by a natural or "wild"
pathogen) or Therapeutic (to fight a disease that has
already occurred, such as cancer). Some vaccines
offer full sterilizing immunity, in which infection is
prevented completely.

The acquired immunity due to vaccination is
largely responsible for the worldwide eradication of
smallpox and massive control of diseases like polio,
measles, and tetanus.

The vaccines that have proven effective include
the Influenza vaccine, the HPV vaccine, and the
chickenpox vaccine.

Presently WHO has approved around
25 different vaccines for various infections.
Immunization now prevents 2-3 million deaths every
year from diseases like diphtheria, tetanus, pertussis,
influenza and measles.

TYPES OF VACCINES

The first human vaccines against viruses were
developed by using weaker or attenuated viruses
to generate immunity. The smallpox vaccine used
cowpox, a poxvirus that was similar to smallpox to
protect against it, which did not cause serious illness.
Rabies was the first virus attenuated in alab to create a
vaccine for humans.The vaccines are developed based
on how the immune system responds to the germ,
who needs to be vaccinated against the germ and the
best technology or approach to create the vaccine.

THE VACCINES INCLUDE

Inactivated vaccines
o Live-attenuated vaccines
o Messenger RNA (mRNA) vaccines

« Subunit, recombinant,
conjugate vaccines

polysaccharide, and

o Toxoid vaccines

e  Viral vector vaccines

INACTIVATED VACCINES

Inactivated vaccines use the killed version
of the pathogen that causes a disease. They do not
provide immunity (protection) that is as strong as live
vaccines. So one may need several doses over time
(booster shots) in order to get ongoing immunity
against diseases.

Inactivated vaccines are used to protect against:
Hepatitis A, Flu, Polio & Rabies

2021/ December / Pharma First Q



LIVE-ATTENUATED VACCINES

Live vaccines use a weakened (or attenuated)
form of the disease causing organisms.

Since these vaccines are very similar to the
natural infections that they prevent, they create a
strong and long-lasting immune response. Just 1 or
2 doses of most live vaccines can give a lifetime of
protection against a germ and the disease it causes.
There are some limitations also.

Due to the presence of small amount of the
weakened live virus, people with weakened immune
systems, long-term health problems, or who have had
an organ transplant must consult a Physician before
taking such vaccines to avoid any untoward effect.
These vaccines must be handled properly with a cold
chain system and so cannot be used in countries
with limited access to refrigerators. Live vaccines are
used to protect against: Measles, Mumps, Rubella
(MMR combined vaccine)., Rotavirus, Smallpox,
Chickenpox, Yellow fever etc.

MESSENGER RNA (MRNA) VACCINES

This technology was used to make some
COVID-19 vaccines. mRNA vaccines make proteins
in order to trigger an immune response. They have
several benefits compared to other vaccines, including
shorter manufacturing times and because they do not
contain a live virus, no risk of causing disease in the
person getting vaccinated.

SUBUNIT, RECOMBINANT, POLYSACCHARIDE, AND
CONJUGATE VACCINES

Subunit, recombinant, polysaccharide, and
conjugate vaccines use specific pieces of the germ—
like its protein, sugar, or capsid (a casing around the
germ).

Since these vaccines use only specific pieces of the
germ, they give a very strong immune response that
is targeted to key parts of the germ. They can also be
used for a wider population, including people with
weakened immune systems and long-term health
problems. But booster shots are to be given to get
ongoing protection against diseases.

These vaccines are used to protect against: Hib
(Haemophilus influenzae type b) disease, Hepatitis
B, HPV (Human papilloma virus), Whooping cough
(part of the DTaP combined vaccine), Pneumococcal
disease, Meningococcal disease, Shingles etc.

] O Pharma First / December / 2021

TOXOID VACCINES

Toxoid vaccines use the harmful toxin made
by the pathogenic organism. They create immunity to
the parts of the germ that cause a disease instead of
the germ itself. Here the immune response is targeted
to the toxin instead of the whole germ. They also
need booster shots to get ongoing protection against
diseases. They are used against Diphtheria &Tetanus.

VIRAL VECTOR VACCINES

Viral vector vaccines use a modified version
of a different virus as a vector to deliver protection.
Many viruses have been used as vectors, including
influenza, vesicular stomatitis virus (VSV), measles
virus, and adenovirus (which causes the common
cold). Adenovirus is one of the viral vectors used in
some COVID-19 vaccines. Covid 19, Ebola vaccines
have used viral vector technology.They can also be
used against other infectious diseases such as Zika,
flu, and HIV @
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Dr. Swathy Pradeep. Pharm D

Which country has the
highest no of death rates as per
population due to Covid 19 ?

Name the vaccine that uses
circular strands of DNA against
the covid virus ?

\_/

Name the country which
has administered the highest
number of doses of Covid
vaccines?

How long does the SARS-
CoV-2 antibodies remain
stable following infection ?

N
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Name the first Covid vaccine
approved by U.S. Food and Drug
Administration ?

In which name Vaxzevria, the
COVID-19 vaccine developed by

Oxford University and AstraZeneca
is available in India ?
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Which is the only medication
approved by the FDA to treat
COVID-19 ¢

Name the Covid 19 vaccine
permitted to use in India asa
single-dose ?

I
O

\_/

Give the period in which the
corona virus can remain viable on
plastic and stainless steel surfaces ?

Which Pharma company in
India has got emergency use
approval to produce Roche's
drug to cilizumab to treat
Covid-19 2
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Answers @ Page 14
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Pharma Quiz Answers
1. PERU 6. ZyCoV-D
2. China 7. 7 months
3. Pfizer-BioNTech COVID-19 Vaccine 8. Covishield
4. Remdesivir 9. Johnson and Johnson’s COVID-19 vaccine
5. 72 hours 10. Hetero labs, Hyderabad
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STABILITY STUDIES OF

PHARMACEUTICAL PRODUCTS

IN INDUSTRY
—

-

' —
‘ >

DESIGN BASED ON QUALITY (QBD)

Quality by design is a systematic approach to
Pharmaceutical product development that begins with pre-
defined objectives and emphasizes product and process
understanding and process control, based on sound
science and quality risk management. It means designing
and developing formulations and manufacturing processes
to ensure a predefined quality. Thus, QbD requires an
understanding of how formulation and process variables
influence product quality. Relevant documents from the
International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for
Human Use (ICH), ICH Q8, Pharmaceutical Development,
along with ICH Q9, Quality Risk Management, and ICH
Q10, Pharmaceutical Quality Systems, indicate on an
abstract level how quality by design acts to ensure drug
product quality QbD is a scientific, risk based, holistic,
and proactive approach to pharmaceutical development.
It is a deliberate design effort from product conception
through commercialization. The goal of QbD is to fully
understand how certain product attributes and process
relate to the overall product performance. The potential
advantageof the QbD approach to stability studies is to
avoid conducting additional stability studies and filings
when the scale, site, process, and route are altered from
the initial registration stability batches. The barriers of this
approach are related to cost, regulations, and guidelines.

.Pharm.

M.R.Pradee

PRESENT STAGES

Current trend, especially amongst the multinational
pharmaceutical companies, is to define conditions
for stability testing for global marketing. For this, the
companies are orienting their protocols to single set of
conditions that covers extreme environmental conditions.
The specific changes for global testing include increase
in duration of accelerated testing period from 6 to 12
months, and conduct of additional tests at 50°C/75% RH
for 3 Months. The concept behind this change is to avoid
repetition of stability testing for other regions and efficient
and optimum use of resources as all tests are done in one
laboratory. Moreover testing under combination of three
environmental factors, viz., temperature, humidity and
light, has been reported to result in stronger deleterious
effect on drug substances and products, than under
temperature and humidity conditions only.

Stability testing is now the key procedural
component in the pharmaceutical development program
for a new drug as well as new formulation. Stability tests
are carried out so that recommended storage conditions
and shelf life can be included on the label to ensure that
the medicine is safe and effective throughout its shelf life.
Over a period of time and with increasing experience
and attention, the regulatory requirements have been
made increasingly stringent to achieve the above goal
in all possible conditions to which the product might be
subjected during its shelf life. Therefore, the stability tests
should be carried out following proper scientific principles
and after understanding of the current regulatory
requirements and as per the climatic zone @

2021/ December / Pharma First -| 5
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Receiving memento from Dr.Javed Ali and Dr. M. Shalahuddin,during presentation on
Teaching- Research Nexus in Apticon 2019, Dehradun

Can you describe the research works
done during the service as faculty under
the DME and the hurdles in getting the

PhD Degree? What is your vision about
academic research?

Student life during the B.Pharm program
My research work started with the inspiration
and guidance of Dr.S.B.Rao. Since [ was
interested in Medicinal Chemistry, the topic- a
blend of synthetic chemistry and Pharmacology
entitled  “Structural = Modification  and
Pharmacological Studies of 5-Aminosalicylic
acid and Dehydrozingerone” was selected.

I had got a research grant from Kerala
State Council for Science, Technology, and
Environment (KSCSTE). Being the first Ph.D.
candidate in Pharmaceutical Sciences from
CPS, it was difficult to arrange equipment and
chemicals for the research. Technical supports
from Institutions like Regional Research Lab,
RCC, SCTIMST, Amala Cancer Research
Centre, Annamalai University etc were sought
to complete the work. I could publish and

] é Pharma First / December / 2021

present research papers out of the Ph.D. thesis
in peer-reviewed journals and the Indian
Pharmaceutical Congress.

When I rejoined at CPS, I could supervise
the dissertation work of the first batch of
M.Pharm (Medicinal chemistry) students. Four
faculty members were registered for Part-time
Ph.D under my guidance and Dr. Haripriya,
Dr. Jose Kurian, and Dr.P.N. Prasannakumaran
were awarded Ph.D degree on topics related to
Pharmaceutical Analysis from the University of
Kerala.

Frequent transfer of faculty and paucity of
dedicated research labs at CPS were the major
hurdles in conducting qualitative academic
research work of the faculty members.

Vision about academic research

The teaching — research nexus shall start
from the graduate level itself and faculty shall
share their research experience with students
and must stimulate their research mind-set
and critical thinking ability. The nexus can be




INTERVIEW WITH

Prof: Dr P JAYASEKHAR

FORMER DEAN, COLLEGE OF PHARMACY

NATIONAL UNIVERSITY OF SCIENCE AND TECHNOLOGY
AFFILIATED TO WEST VIRGINIA UNIVERSITY US.

managed effectively with proper strategy and
outcome analysis. The students shall be given
an overview of college/ department research
activities and introduce researcher faculty
members to the students during induction/
refreshers day itself.

There should be a perceived alignment
between institutional incentives for the
academic staff and faculty involved in research
and teaching process. The institution shall
deploy pragmatic strategies in the curriculum
design, staffing and curriculum delivery to
achieve sustainable research and teaching
— learning nexus. The Graduate program or
Doctoral program shall have courses in research
methodology, biostatistics, literature evaluation
etc. to facilitate research studies and institution
shall deploy teaching faculty with proven
research capability.

A systematic approach must be there to
ensure qualitative research and the scholarly
activities shall have a positive impact on
teaching and student learning. The students
shall get opportunity to discuss their findings in
Team Based Learning (TBL) environment with
the faculty. The student participation in research
shall result in publication or translation to public
benefit to get appropriate recognition. Regular
reviews of the sustainability of research-
teaching nexus are important. All students
admitted shall be assigned dedicated academic
advisors to groom and oversee their academic,
professional and social behaviour. Such teacher-
student bonding would fetch marvellous effect
in the mind-set of the students to grow as good
professionals.

PART-2

When looking back, with a bright career

in Pharmaceutical Sciences, what are the
golden moments in your life and why so?

My teaching career started at College of
Pharmacy Manipal and later at CPS Thiruvana-
nthapuram, Kozhikode, and Alappuzha and had
taught D.Pharm, B.Pharm, and M.Pharm courses
and guided Ph.D. candidates.

Like other teachers, I do have a lot of
brilliant and highly committed students who
excelled in their professional careers in the
industry, academia, research, regulatory affairs,
pharmacy practice and as entrepreneurs etc.
I feel proud of my students the way they
diligently practice our profession and most of
them are in touch with me.

Attending Pharmacy conferences was my
passion and used to organize events under the
banner of KPGA, IPA, and APTI. I could serve
as a member of the Scientific Service Committee
of IPC continuously for a period of 6 years.
The association with IPA and APTI also gave
confidence in the professional activities and gave
fellowship, visibility, and connectivity with the
pharmacy fraternity at the national level.

When I joined the Oman Medical College,
Muscat, affiliated to West Virginia University
(WVU), USA as Chair of the Pharmacy Program,
I could do a lot for the development of Pharmacy
Education in Oman. The B. Pharm program was
made more clinical orientated for the requirement
of the Ministry, by incorporating the clinical
components of the Pharm D Program.

From 2009, the College used to organize
2021/ December / Pharma First -| 7



Dr. P. Jayasekhar with official of Minist.ry of Health, Oman

Oman Pharmaceutical Conference every two
years, which was a pride for Oman Medical
College and Pharmaceutical community of
Oman. Many eminent speakers from GCC,
Europe, USA, and India were invited to the
conferences and their presentations were well
received by the Students and Professionals alike.

I had visited the West Virginia University,
North Carolina University, Rasal Khima
University of Health Sciences etc. under the
faculty /leadership exchange program and these
trips were much exhilarating and rewarding
in terms of capacity building and fellowship.
Industry — academia partnership with three
Pharma industries in Oman and Student exchange
program with WVU, KLE University Belgaum,
and JSS University, Mysore were initiated. I had
presented many research papers in conferences
held in Oman, UAE, and USA during that
period. The interaction and exposure to Oman
Medical Specialty Board as a subject expert of
Pharmacy, Directorate of Pharmaceutical affairs,
and National Pharmaco-vigilance Centre, Oman
also are worth commending.

Please share the future plans in your mind
for uplifting the Profession of Pharmacy in
Kerala as President of IPA Kerala state.

I am happy to share my professional
experience with the colleagues and young
generation and wish to strengthen KPGA and
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IPA activities in Kerala with the support of
likeminded professionals. The IPA activity
is now more focused to empower practising
Pharmacists in patient counselling by conducting
the Trainers Program. Steps were initiated to
equip Pharmacy graduates to develop their
career in the Pharmaceutical industry through an
orientation course.

Though there are many number of
Pharmacy institutions under Kerala University
of Health Sciences, they are not in the limelight
of the National Institutional Ranking Framework
(NIRF). The Quality assurance concept is not
envisaged as needed by the accrediting agencies.
Due emphasis in quality research and the industry
- academic partnership in capacity building for
inter disciplinary/ applied research is the need of
the hour.

The IPA Kerala state is planning to
strengthen the quality assurance concept, soft
skills of new academic staff, teaching —research
nexus, industry- academia partnership in a phased
manner with support of academic institutions.

Based on the service as Clinical Pharmacist
in the Middle East, How will you rate the
Pharmacy services in India and what
further steps are to be initiated from
Indian Authorities to streamline the Patient
services?
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I witnessed the dynamic role of Clinical
Pharmacists in specialist teaching hospitals,
under Ministry Of Health, KSA during 1990s.
They used to recruit Pharm.D and M.Sc Clinical
Pharmacists from USA and UK to serve in the
Pharmacy Department. The concept of ward
rounds, medication therapy management,
discharge reconciliation counselling, antibiotic
Policy and stewardship, transitions-of-care
services etc were well provided even at that time.
Now Saudi Arabia has emerged as one of best
counties in Asian continent having the quality
education in Pharmacy practice as they follow
US style education system contextualized to the
national needs.

The Clinical Pharmacy Service in
India is in its infancy as the other healthcare
professionals and policy makers do not give due
importance to the system. Introduction of Pharm
D Program in India is a landmark achievement
and now thousands of Pharm D professionals
are available to gear up the Pharmaceutical
care service and medication management. The
government must be proactive to direct hospitals
to deploy the service of clinical pharmacists for
patient safety, cost effective treatment and better
health outcomes.

The Government used to spend lot of
money for procuring quality medicines for its
hospitals, but the patients are not getting the

optimum benefit as rational use of medicines is
not always practiced. The healthcare delivery
system can be much improved by incorporating
Pharmaceutical care services as envisaged in the
Pharmacy Practice Regulations 2015, whereby
the Pharmacists can play a vital role.

Its implementation can be achieved only
if Government gives directions to the DHS &
DME to establish mandatory Patient counselling
service in Government Hospitals and Medical
Colleges. Also necessary directions may be
given to the Drugs Controller, Kerala State
Pharmacy Council and the Travancore — Cochin
Council of Modern Medicine to oversee the
Patient counselling services in Private Hospitals
and Community Pharmacies. To attain better
Pharmaceutical care, adequate no of Clinical
Pharmacists and Drug Information Pharmacists
are to be recruited in all tertiary and secondary
care hospitals.

Presently, only Private Pharmacy colleges
are offering PharmD degree and many meritorious
students are not getting a chance to study this
course. The Pharm D program could be introduced
in all Government Pharmacy Colleges, where
they have post graduate programs. This would
revolutionize the healthcare system of the state,
and further raise its level to global standards @

To be continued
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PHARMA NEWS

Compiled by Ashida Muhammed.

Mr. S.V.Veeramani, founder of Fourrts India Laboratories
Private Limited, is elected unopposed as Vice Chairman of
Pharmaceutical Export Promotion Council,Government of

India (PHARMEXCIL).
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Fourrts (India) Laboratories, a totally

committed firm to deliver quality health
care across the globe, which has past 44 years
with excellence in the Pharma Industry. Fourrts
is involved in all India marketing and exports
to more than 50 countries and is an Ethical,
Transparent, Spirited, and Vibrant organization
with a progressive outlook.

Mr. S V Veeramani is the Chairman and
Managing Director of Fourrts (India) Laboratories
Private Limited. He holds Bachelors in Chemistry
and Masters in Business Administration.

S ri. S. V. Veeramani is the founder of M/s

Apart from holding the Post of Vice
Chairman, PHARMEXCIL, Sri. S. V. Veeramani
has served the following prestigious chairs also.

¢ Member of CII (Confederation of Indian
Industry) National Committee on Pharma-
ceuticals (2020 - 22).

o« National President of the

Manufacturers Association
e (IDMA) ( from 2014-2016).

e 68" President of Indian Pharmaceutical
Congress Association (IPCA) (2016).

Indian Drug
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e Chairman of Tamilnadu Pharmaceutical
Sciences Welfare Trust (TNPSWT)

o Member of the Jury for UBM India Pharma
Awards & AWACS Awards for Marketing.

e DISTRICT ADVISOR & MENTOR -
COMMUNITY SERVICE HEALTH of Rotary
International

o Awards & recognitions received in recognition
of his exemplary contributions.

o LIFE TIME ACHIEVEMENT AWARD (Dr.
MGR Medical University)

. INDUSTRY CRUSADER AWARD (CPHI
INDIA)

o IPA FELLOWSHIP AWARD (69" IPC 2017),

« VOCATIONAL SERVICE LEADERSHIP
AWARD &

o CITATION FOR MERITORIOUS SERVICE
(Rotary International, USA)

Fourrts has also won several awards
including Quality Excellence (10 times),
Marketing Excellence, Qutstanding Exports
& Industrial Safety sectors, under the vibrant
leadership of CMD Sri. S.V. Veeramani and Joint
M D Smt. Radha Veeramani.
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THIRUVANANTHAPURAM,
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PH: +91 472 2872524, 2872624
Mob : +91 9400829900

Web: https://originpharma.co.in
Email: info@originpharma.co.in
originpharmaceuticals@gmail.com.
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he US. Food and Drug Administration
approved the first COVID-19 vaccine named
Comirnaty, manufactured by Pfizer for Bio
NTech. Comirnaty and the Pfizer-BioNTech
COVID-19 Vaccine have the same formulation and
can be used interchangeably to provide the COVID-19
vaccination series. When used under the FDA approval
the vaccine is called Comirnaty and when used under a
EUA it is called Pfizer- BioNTech COVID-19 Vaccine.
The mRNA present in the vaccine is used by the body
to make a mimic of one of the proteins in the virus that
causes COVID-19. The immune system will ultimately
react defensively to the virus that causes COVID-19.

Major Ingredients of Comirnaty & the Pfizer-BioN
Tech COVID-19 Vaccine

30 mcg of a nucleoside- modified messenger RNA
(modRNA) encoding the viral spike (S) glycoprotein
of SARS-CoV-2, lipids (0.43mg (4-hydroxybutyl)
azanediyl) bis (hexane-6,1-diyl) bis (2-hexyldecanoate),
0.05 mg 2[(polyethylene glycol)-2000]-N,N-ditetrade
cylacetamide, 0.09 mg 1,2-distearoyl-sn-glycero-3-
phosphocholine, and 0.2 mg cholesterol).

It is approved as a 2-dose series for the prevention
of COVID-19 in individuals 16 years of age and older.
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The vaccine is found effective when 2 doses are given 3
weeks apart. Results from clinical trials show Comirnaty
to be 91% effective in preventing Covid-19. Comirnaty
and the Pfizer-BioNTech COVID-19 Vaccine is given as
an Intramuscular injection.

It should not be given to people who have any
allergies, myocarditis (inflammation of the heart
muscle) or pericarditis (inflammation of the lining
outside the heart), fever, bleeding disorder or are on a
blood thinner, are pregnant or plan to become pregnant,
are breastfeeding, have received another COVID-19
vaccine etc.

Side Effects

o Allergic reactions may usually occur within a few
minutes to one hour after getting a dose of the
vaccine. Its signs include: Difficulty breathing,
Swelling of face and throat, A fast heartbeat, A bad
rash all over the body, Dizziness and weakness etc

o Myocarditis and pericarditis.
o Chest pain, injection site redness,nausea

o Feeling unwell, swollen lymph nodes (lymphadeno-
pathy)

o Diarrhea, vomiting, arm pain @



Know the

PART - 27

Salient features of The Drugs & Cosmetics Act 1940 PART IV-IMPORT AND REGISTRATION
Adv. BIPIN. J.

Chapter III of the Act, or the rules there under

26. Conditions of import licence.
P and on being directed so to do, withdraw the

An import licence shall be subject to the following remainder of that batch from sale and, so far as
conditions may in the particular circumstances of the case
(i) the manufacturer shall at all times observe the be practicable, recall the issues already made
undertaking given by him or on his behalf in from that batch;
Form 9; (vi) the licensee shall maintain a record of all sales

by him of substances for the import of which a
licence is required, showing particulars of the
substance and of the person to whom sold and
such further particulars, if any, as the licensing
authority may specify and such record shall
be open to the inspection of any Inspector
authorised in that behalf by the licensing

(ii) the licensee shall allow any Inspector authorised
by the licensing authority in that behalf to enter
with or without notice any premises where the
imported substance is stocked, to inspect the
means, if any, employed for testing the substance
and to take samples;

(iii) the licensee shall on request furnish to the authority: 1[Provided that in respect of the sale
licensing authority from every batch of each or distribution of drugs specified in Schedule
substance or from such batch or batches as the X, the licensee shall maintain a separate record
licensing authority may from time to time specify or register showing the following particulars,
asample of suchamount as the licensing authority namely:

may consider adequate for any examination
required to be made, and the licensee shall, if so
required, furnish full protocols of the tests, if any,
which have been applied;

1. Name of the Drug,
. Batch number,

. Name and address of the manufacturer,
(iv) if the licensing authority so directs the licensee

shall not sell or offer for sale any batch in
respect of which a sample is or protocols are
furnished under the last preceding sub-rule until
a certificate authorising the sale of the batch
has been issued to him by or on behalf of the
licensing authority;

2

3

4. Date of transaction,

5. Opening stock on the business day,
6

. Quantity of drug received, if any, and the source
from which received,

N

. Name of the purchaser, his address and licence

(v) the licensee shall, on being informed by the number,

licensing authority that any part of any batch of . Balance quantity of drug at the end of the business
the substance has been found by the licensing day,

authority not to conform with the standards
of strength, quality and purity prescribed by

o]

Nel

. Signature of the person under whose supervision
the drugs have been supplied.] @

To be continued
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Common
Homeopathic
Remedies

Part-12

DR. S.R.LKUMARIDHM S

This serial contains a review of commonly used
Homeopathic medicines for treating Acute and Chronic
diseases by referring Materia medica which narrates
the homoeopathic remedies authentically.

ARSENICUM ALBUM

JDDILUTION Mt 200
wopathic Medicine |

=il

rsenicum album (Arsenic. alb.) is prepa-
Arsenicum album

red by separating arsenic from iron (as
in arseno pyrite), cobalt, or nickel by S0CH
baking at high temperatures. The powder is then

ground and diluted with lactose. The final dilution - "'_'11_

will contain zero molecules of the original arsenic P .
. . . = -
used, some might contain a single molecule. R ==

The final product is sold as tinctures (liquid),
tablets, pellets, or powder.

It is one of the most important remedies to
treat anxiety and "fear caused by insecurity. The
constitutional type of "Arsen. alb." are "tense,
restless ambitious individuals" with a tendency
toward hypochondriasis, pessimism, need for
reassurance, and a meticulous attention to neatness
and detail.
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It is used to treat respiratory problems like
throat infections, sore throat, and cough leading
to breathing difficulties. It is also used to boost
your immunity against infections. This medicine
can improve digestive disorders by relieving the
symptoms of acidity and indigestion. It also helps
in reducing fever and weakness following an
infection.

Ars. album 30 could be taken as prophylactic
medicine against coronavirus infections. Daily
one dose of Arsenicum album 30 is recommended
to be taken on an empty stomach for three days.
The dose should be repeated after one month by
following the same schedule in case of coronavirus
infections prevailing in the community. Arsenicum
album 30 has also been advised for the prevention
of influenza-like infections.

Directions for use: Take 2-3 drops of dilution in
1 teaspoon of water thrice a day or as directed by
the physician.

» Store in a cool dry place away from direct

sunlight and heat.

Those who need this medicine are prone to the
following symptoms.
Mental-Emotional Symptoms
especially about
Hypochondiasis.

* Anxiety, health matters.

o Irritable and intolerant, especially with family
members. Critical.

* Anxious when alone.

* Overly fussy about cleanliness and order.

* Restlessness leading to mental and physical
exhaustion.  Symptoms between

midnight and 2 AM

worsen

Colds and Hayfever

* Red, puffy, burning eyes that feel better for hot
compresses.

* Watery, nasal discharge that burns and reddens
the nostrils and lip.

* Frequent sneezing with no relief.

* Coughs

* Worsened by cold air or cold drinks.

* Rapid, difficult
(asthma).

* Coughs or wheezing worse for lying down and

breathing, with wheezing

better for sitting upright.
Headaches

* Burning, throbbing pain.

* Worsened by heat and relieved by cold
applications or cool air (though rest of body will
be chilly and rugged up).

Skin Problems
* Eczema with burning, itching, dry skin.
Digestive Problems

» Thirst for frequent small sips of water.

* Burning stomach pains eased by drinking milk.

» Offensive, burning, scalding diarrhoea.

* A key
gastroenteritis.

remedy for food poisoning or

Fever

* Hot head and cold body.

» Chilly and want to be rugged up.

* Sleep

* Restless and anxious — insomnia between
midnight and 2 AM

* Dreams of robbers

Carbo; Phos.

Secale. Antidotal to lead poison.

Complementary: Rhus; Thuja;

Antidotes: Opium; Carbo; China; Hepar; Nux.
Chemical Antidotes: Charcoal; Hydrated Peroxide
of Iron; Lime Water @
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SREEKRISHNA COLLEGE OF PHARMACY & RESEARCH CENTR

Centre Parassala Thiruvananthapuram (SKCPRC) is a

Private Self financing Pharmacy College, situated in
Parassala, Kerala. It was established in 2003. It is affiliated
to KUHS & approved by AICTE, PCI and DME Kerala.
The College offers admission in D.Pharm, B.PHARM,
M.PHARM, PharmD and PharmD (PB).

The Institute possesses permanent spacious
academic building with all amenities and infrastructure
sprawling over an area of 5 acres. The building has
spacious class rooms, fulfledged library with internet
facility, well equipped laboratories, a modern computer
center with global communication facility, an audio visual
centre, laboratory animal facility and medicinal garden.
A dedicated team of experienced and diligent faculty has
high standard of academic excellence in Pharmaceutical
science.

Sreekrishna College of Pharmacy and Research

SKCPRC is run by Sree Sankara National Institute of
educational Trust established in 2003 with a commitment
to provide Pharmacy education of high quality and
excellence that will produce better professionals to
contribute towards all aspects of pharmacy practice and
research. DR.K.MONIKANTAN NAIR is its Chairman and
Prof. Dr. PRASOBH G. R is the Principal.

The courses offered in this institution are:-
Two year Diploma In Pharmacy,

* Four year Bachelor of Pharmacy (B.Pharm) degree
which is the basic prerequisite for registration to
practice as a pharmacist in many countries and it's
about understanding the properties and impacts
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Parassala,Thiruvananthapuram

of medicines and developing the skills required to
counsel patients about their use.

* Two year Master of Sciences of Pharmacy (M.Pharm).
After M.Pharm students are hired to work as project
assistants at research institute or research fellows.
Here they are required to assist and work on a particular
project this makes them gain experience and move
ahead in research field.

* Six year Pharm.D course is a Professional Pharmacy
doctoral program after 1042 (science academic
stream) which includes byrs of academic study + 1
year of internship or residency.

* Pharm.D (PB) course is a Professional Pharmacy
doctoral Program. B.Pharm graduates shall be admitted
as lateral entry candidate to the 4th year of Pharm.D
program & the duration of course is 3 academic years
(2yrs of study and 1 year of internship or residency).

The institution forms Examination pattern with
respect to university, NSS, Research, Anti-ragging, Sports
& Arts which are constituted and assigned in charges
should have the responsibility to meet the requirements@

Address
Sreekrishna College of Pharmacy & Research Centre
Near Parassala Railway Station
(Mulluvila),Parassala(P0),
Thiruvananthapuram — 695502,
Phone: 0471-2204747, 0471-2205757,
9188892963 & 9497353697
Email:skcpre_tvm@yahoo.co.in
skepretvm@gmail.com.



ADVANCED DIAGNOSTIC TOOLS IN
MODERN MEDICINE- PART-17

ELECTRONIC
STETHOSCGOPES

he stethoscope is a medical device used for
auscultation, or listening to internal sounds
of an animal or human body. They are the
most recognizable of all medical diagnostic

tools.

It consists of a small disc-shaped resonator
which is placed against the skin, and one or two tubes
connected to two earpieces. This device can be used
to listen to the sounds made by the heart, lungs or
intestines, as well as blood flow in arteries and veins.
In combination with a manual sphygmomanometer,
it is commonly used when measuring blood pressure.

It was invented in 1816 by René Laennec.
Laennec's device was similar to the common ear
trumpet, a historical form of hearing aid.He called
the device the "stethoscope” (stetho- + -scope, "chest
scope"), and its use as "mediate auscultation",
because it was auscultation with a tool intermediate
between the patient's body and the physician's ear.

One problem with acoustic stethoscopes is
that the sound level is extremely low.

\ Dr. Mathew John

Electronic stethoscopes utilise advanced
technology to overcome these low sound levels by
electronically amplifying body sounds. Electronic
stethoscopes require conversion of acoustic sound
waves obtained through the chest piece into electronic
signals which are then transmitted through uniquely
designed circuitryand processed for optimallistening.
The circuitry consists of components that allow the
energy to be amplified and optimised for listening
at various frequencies. The circuitry also allows the
sound energy to be digitised, encoded and decoded,
to have the ambient noise reduced or eliminated, and
sent through speakers or headphones.

The main features of electronic stethoscope are:

 Record and save up to twelve 30-second patient
sound tracks

o Transmit sounds via Bluetooth technology

« Can Listen remotely

Eliminate 85% (on average) of ambient noise
« Amplify sounds up to 24x

Their battery will last for approximately 60
hours of continuous use.

The Stethoscopes are used to diagnose
Pneumonia, Bronchitis,Heart palpitations, Heart
disease, Arrhythmia, Heart valve issues etc.They
are also used along with a sphygmomanometer to
measure blood pressure.

Electronic stethoscopes improve sound quality
when listening to the low-pitched heart sounds
and the high-pitched pulmonary sounds. They can
be connected to a computer to record and save
the sounds. They can be hooked up to distributors
that allow multiple people to listen to adjoining
stethoscopes. This feature is useful for training
interns, residents, and fellows @
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Compiled by P. Akshay

MOST I
DECEMBER IMPORTANT
HEALTH
i
MONTH I

International Day of Persons with Disabilities (Dec. 3)

This Day is observed with an aim of promoting empowerment,
and helping to create real opportunities for people with
disabilities. This enhances their own capacities and supports
them in setting their own priorities. Empowerment is by
investing in people in jobs, health, nutrition, education,
and social protection. When people are empowered they
are better prepared to take advantage of opportunities, they
become agents of change and can more readily embrace
their civic responsibilities.

National Influenza Vaccination Week (Dec. 6—12)

It highlights the importance of continuing flu vaccinations

. through the holiday season and
@13EEIN)BUYo 0&.ap M. GROAUIBIGHM  peyond. Anyone over the age of

6 months get the flu vaccination.

(@rada 20T @ﬁsﬂmm':ﬁlrﬁ Vaccination is important for the

m,g,nﬂ EX)cEh high risk categories like adults over
Il 5 the age of 65, Pregnant women,
LR ERITUIEI 6] Young children, Children with

neurologic conditions, Those with
asthma, diabetes, HIV/AIDS, heart
disease and cancer.

The symptoms of Influenza
include fever/ feeling feverish/
chills, cough, sore throat, runny or
stuffy nose, muscle or body aches,
headaches, fatigue (tiredness),
vomiting and diarrhea etc.
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PHARMA
FIRST

Pharma Consulting | Publication | Personal Care Products

PROFESSIONAL

SERVICES OFFERED
BY PHARMAFIRST

Consulting, Publication & Products

New Pharmaceutical
Product Development
from a crude drug

Modification of

Help in Improving

an Existing Product / Stability,

~ dosage form for Bioavailability

increasing Consumer & Safety
acceptance of a Product

Appear
in Hearings
in connection

with a regulatory
complaint of a product
before a tribunal

Conduct
Training Programs
for Technical
Personnels and
Pharmacists

Give scope

Prepa_re of a Pharmaceutical
: Defend ; Basic Product
afirm when there is a Planning Schedule in the Market, before its
Quality Complaint, for starting a develop}nent/

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

Formulalign Create Guidance to
of Ayurvedic/ legal agreement Newcomers
cosmetics/ Dietary of Associations

in Pharma field for
their Career growth
& Development

food supplements
using herbal
ingredients

between companies
for smooth conduct
of Business.

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

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

Pharmafirst
is a Venture of

M R Pradeep,M.Pharm
Retired Deputy Drugs Controller, Kerala.
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