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IPA Kerala Branch and IDMA -
webinar

In the report on the webinar series organized by the
Indian Pharmaceutical Association (IPA) Kerala Branch
and Indian Drugs Manufacturing Association (IDMA ) for
Pharmacy Graduates named Orientation to Pharma
Industry, conducted from 4th December 2021,the Topics
and the description of the modules are narrated for
benefiting the unemployed Pharmacy graduates.

Management of ADVERSE DRUG
REACTIONS

In the serial of Management of ADVERSE DRUG
REACTIONS, the effect of ADRs in some risky
populations like children and aged people are discussed
& some practical suggestions are given to prevent such
ADRs in Children.
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THINGS TO KNOW FOR SAFE BLOOD
DONATION

World Blood Donor Day is observed to commemorate
Karl Landsteiner’s birthday on 14th June. The salient
features of Human blood is examined along with the
important things to be known for safe blood donation.
The precautions to be taken before and after Blood
donation is also discussed in detail.

Legend of the Millennium in Nutraceutical

Industry

. THE MIRACLE MOLECULES developed by Dr
Muhammed Majeed, the “Legend of the Millennium in
Nutraceutical Industry” are discussed with their practical
benefits in imparting quality healthcare.
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Dr. Jijith. U.S.
Asst. Professor, College of Pharmaceutical Sciences
Govt. Medical College, Kozhikode.
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fter the Covid pandemic, another viral

disease, a hemorrhagic fever named

Monkey fever (medically termed as
Kyasanur forest disease) is in the news now.
It is a vector-borne disease that mainly affects
monkeys and human beings.

The fever was first reported in Kyasanur
forest in the Western Ghats Of Karnataka in the
year 1957 were several monkeys were infected
and died because of this virus, hence got the
name Monkey fever.

Monkey fever is caused by KFD virus
(KFDV) which is an arbovirus. belonging to the

family Flaviviridae, the same family of viruses

that causes yellow fever and dengue, which is

transmitted by monkeys. Monkeypox normally
starts with flu-like symptoms, including fever,
chills, a headache, and achy muscles. Unlike
smallpox and swollen

chickenpox, lymph

MONKEYAREVer

SYmptoms Catses s
fransmissionsand.Ireatment®

nodes are also common. The illness typically
lasts for 2—4 weeks. The virus is thought to be
transmitted by respiratory droplets during direct
and prolonged face-to-face contact. It is possible
Monkeypox can be spread by direct contact
with body fluids of an infected person or with
virus-contaminated objects, such as bedding or
clothing.

The fever is transmitted through the vector
Haemaphysalis spinigera a forest tick and other
animals which are sources of infections include
squirrels, rats etc., The infection spreads to
humans from the bite of nymphs (immature
form) of the ticks or contact with sick or dead
infected monkeys. However, the fever does not
The
epidemic period of this fever usually begins

transmit from human-to-human contact.

in October or November and peaks between

January to April.



SYMPTOMS

Fever and chills with a severe pounding headache
which is followed by Bleeding from the nose,
throat, gums and even the intestine after 4 days
of the onset of the symptoms.
Low blood pressure and decrease platelet and
blood counts.
The neurological symptoms include:
o Nausea
e Vomiting
o Muscle stiffness
e Mental disorder
e Tremors
e Poor vision
o Severe headache
e Poor reflexes
The incubation period is generally 3-8 days, as
it is a viral fever it mostly settles on its own in
weeks’ time without any major complications in
most of the people. However, the convalescence
period is prolonged and the person infected may
feel fatigued and have severe muscle ache which
may hamper their daily activities.

DIAGNOSIS
Blood
inhibition assay (HI), complement fixation
tests, neutralization tests, RT-PCR and ELISA
test are done to detect

tests including hemagglutination

immunoglobin M
antibodies. Initially PCR test is recommended
for early detection, and later stage ELISA test
is performed.

TREATMENT

There is no specific treatment, it is recommended
to seek immediate medical attention to manage
the condition. The patients are generally, given
intravenous fluid therapy to replace lost fluids,
necessary protective measures are also taken
to prevent and control hemorrhagic bleeding.
The patients are advised to take complete rest,
adequate hydration and eat a protein rich diet

rich smallpox vaccine, antivirals, and vaccinia
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immune globulin (VIG) can be used to contain
the disease The vaccine consists of formalin-
inactivated KFDV. An antiviral agent developed
for the treatment of smallpox has also been

licensed for the treatment of monkeypox...

PREVENTION

Getting a suitable vaccination is very important

to avert the spreading of disease. The vaccine

is usually given in two dosages within a period

of one month for people in the age group 7-65

years. A booster dose is also recommended for

the vaccine to be effective. However, it is found
that vaccines are not effective once the person is
infected with fever.

Other measures in preventing the fever include:

o Early detection and prompt diagnosis of the
patients

« To observe any unusual death of monkeys
in epidemic and non-epidemic areas on a
regular basis.

e Surveillance of tick hot spots using the
mapping techniques to spot them and
incriminate ticks at the root.

o Effective pesticidal treatment in the near
vicinity of the monkey death..

o Always wear protective clothing, use insect

repellants like DEET and DMP in case you

have the plan to venture into a forest.



ADVERSE

DRUG
REACTIONS (ADR)
& THEIR
MANAGEMENT

PART-5

The Risky Populations
Geriatrics

WHO considers elderly as people having
60 years and older. The percentage of this age
category continues to increase and the total is
expected to reach 2 billion by 2050. The average
rate of ADR-related hospital admissions is
much greater in the older adult population. Of
these admissions, around 88% are considered
preventable.

Studies have shown a direct correlation
between increasing age and the rate of ADRs.
The average patient older than 65 has two to six
prescription drugs and also takes one to three
OTC medications. Of all the factors associated
with ADRs in geriatric patients, polypharmacy is
the most important for pharmacist intervention.
Cognitive problems also contribute to the
prevalence of ADRs by leading to nonadherence.
As the number of drugs increases, the risk of
medication nonadherence also increases, further
increasing the risk of an ADR.

Pharmacists can help reduce unnecessary
prescriptions and optimize the patient’s drug
therapy regimen, by examining the medication
records of the patients and evaluating for
duplicate therapies or medications being used to
treat ADRs caused by other medications.

As age advances, changes in drug
disposition and pharmacodynamic responses
comes. This increased pharmacodynamic
sensitivity in geriatric patients (e.g., with CNS
agents) can lead to ADRs, even at low drug
doses.

I =,
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Older adults are more llkely to have type
A reactions (e.g., drowsiness, impaired
coordination) from drugs such as antihistamines
or antianxiety drugs.

The use of antipsychotic medications in
geriatric patients may cause ADR symptoms
resembling those in Parkinson disease, resulting
in a misdiagnosis and unnecessary treatment.
This treatment can lead to additional ADRs from
the associated drug therapy and polypharmacy.

Prescribers should always consider the
possibility of an ADR when a new symptom
presents in geriatric patients; this can
prevent a prescribing cascade, where ADRs
are misinterpreted as a symptom of another
disorder, leading to the ordering of unnecessary
procedures or pharmacotherapy.

Elderly patients may also have decreased
renal or hepatic clearance, leading to
pharmacokinetic changes and the accumulation
of various drugs, precipitating ADRs.

Drugs that undergo significant hepatic
first-pass metabolism may have a higher
bioavailability and quicker onset in older
adults. Initiating these drugs at lower doses or
at extended administration intervals can prevent
an ADR.

Cytochrome P450 (CYP) oxidation
declines in this patient population, which
increases the risk of ADRs when drugs are used
that are substrates of these enzymes.

During acute illness, serum albumin may
decline in older patients, resulting in a larger
To be continued
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THE INDIAN PHARMACEUTICAL
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IHELAN BRUS

An Exemplary
work By

IPA Kerala State branch

and IDMA

A report on the Training program for Pharmacy Graduates
An QOrientation to Pharma Industry

Staff reporter, Pharmafirst

ndian Pharmaceutical Association (IPA) Kerala
Branch and Indian Drugs Manufacturing Association
(IDMA ) have jointly organized a webinar series for
Pharmacy Graduates named Orientation to Pharma
Industry from 4th December 2021.

The Topics and the description of the modules
are narrated for benefiting the unemployed Pharmacy
graduates for finding a suitable career in the
Pharmaceutical Industry.
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Module: 4

Clinical Trials, Bio- availability and Bio-
equivalence Studies

Dr. Mukund S. Zarapkar

Vice President,

Centaur Pharmaceuticals Pvt. Ltd.,

Division Life San Clinical Research, Mumbai

Module Description:

The module gives an overview Introduction
to Clinical Trials, Bio-Equivalence Studies of
dosage forms and Post Market Surveillance.

The module has the following subtopics:

1. Whatis the clinical development program in
any new drug or generic drug?

2. Within clinical development program of
new drugs, what is the place for phase I, Il
and Il clinical trial?

3. Within clinical development program
of generic drugs, what is the place for
bioequivalence studies?

4., General discussion about clinical trials and
bioequivalence study design, methodology
and statistics

5. After approval of new drugs or generic

drugs, what is the place for post-marketing
surveillance?

Learning Objectives:

1. To understand the need of clinical trials
and bioequivalence studies

2. To describe the methodology of clinical
trials and bioequivalence studies

3. To understand the challenges in clinical
trials and bioequivalence studies

4. To outline need for post-marketing
surveillance and pharmaco-vigilance.

Expected learning outcomes:

After completion of the module, the
participants are able to

1. To Explain clinical development phase in
the drug development chain

2. Plan, contribute and execute clinical trials
and bioequivalence studies

Module 5: Product Development-

Generic Drug Product
Developments US Regulatory

Perspective: ‘

Dr. Packiaraj Jeyachandran Manohari

Vice President, R&D and Business Development,

Hibrow Healthcare Private Limited. Chennai

The module deals with Generic drug
product development in general and US
regulatory market in-particular. The attendees
will be able to understand and appreciate 1)
The need for generics; 2) Why all the Indian
pharma companies are eyeing for US market; 3)
The complete life cycle involved in the product
development for highly regulated - US market.

The module has the following sub topics:

1. Need for generics.

2. US drug product market — significance.
3. Generic drug product — value addition.
4

Complete life cycle of Generic drug product
development.

5. Case Study - Classical anti-retroviral product
development.

Expected learning outcomes:

After completion of the module, the
participants will be able to understand,

a. Pharma Industry in general & US market in
particular.

b. Generics and its significance.
c. Drug Product Development.

d. Regulatory Perspectives.

e. CGMP &Qb D Concepts.

4Pharma Firstp ]. ].
2022/ July



Module 5 a: Regulatory affairs:

Ms. Payal Surve
Advisor- Formulation,

Consultant,
Regulatory Affairs, Mumbai
Email id: psurve@outlook.com

Learning Objectives:

1. The career opportunity offered in regulatory
affairs to interact with the technical team
of multifunctional disciplines within a
pharmaceutical company and form an
interface between the company and
regulators to ensure that quality products
which are safe and effective are registered
and marketed for use by patients.

2. The challenges associated with this role to
ensure continued professional development
for knowledge update with respect to
changing legislations and guidelines in the
regulatory scenario.

The module has the following sub topics:

1. Role and types of pharmaceutical industry
and regulatory affairs therein.

2. Career opportunities in regulatory affairs
3. Desired qualifications and skills

4. Advantages and Challenges
5

The learning curve for professional growth

Expected learning outcomes:

After completion of the module, the participants
are able to

1. Explain what comprises Regulatory affairs
function within Pharma Industry

2. Outline different regulatory roles available

3. Carry out self-assessment to evaluate

suitability for the role
4. Predict ‘Where to begin?’

5. Answer to ‘How to grow professionally?’
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Module 6b : Intellectual

Property Rights (IPR)

Dr. Ravindra Shetty

Patent Attorney &

Advocate & consultant , Mumbai

Module Description:

The Module on Intellectual Property Rights
(IPR) has the following sub topics:

1. Patents

2. Trademarks

3. Copy rights

4. Trade secret

5. Designs
6. Geographical Indications

Expected learning outcomes:

After completion of the module, the

participants are able to

a. Explain what is an Intellectual property
& What are Intellectual Property Rights.
(IPRs)

b. Outline the significance IPR s; how it

impacts our lives and the industry.

c. Differentiate the various Intellectual

Property Rights.

d. Appreciate PATENTS- as an important IPR

from the Pharma Perspective.
e. Describe the process of obtaining a Patent
f. Explain, what is PCT application?

To be continued
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Dr. Swathy Pradeep. Pharm D
What are the most common
types of liver infections?

Give the normal blood test
results for typical liver function
tests ?

In ALT test, the level of which
material is measured?

Which condition in
Indian patients with
advanced cirrhosis is

responsible for their
death?

—N

Name the eye disease due to
the lack of Vitamin A ?

N

Name the condition of
reduced vision in one eye
due to vision development

\_/

disorder ?
Name a combination of
amino acids that are used
. . Which eye disease is
in the treatment of liver 3
di 2 the result of increased
isease ? .
intraocular pressure, result in

damage to the optic nerve ?

16 EO~ (&

Name the major
complication of the
eye due to diabetes ?

CIRENEOINS

Which part of the body is
affected by Budd-Chiari
syndrome?

.,J%
\_

Answers @ Page 23
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WORLD BLOOD DONOR DAY SPECIAL 2022

ORAL
ANTIDIABETIC
DRUGS

Mechanism of Action,
Usage & Monitoring

Dr.Mathew Thomas Pharm D

We all are aware that Diabetes
mellitus (DM) is one of the most
prevalent life style disease and
has been a leading cause of death in the last
decades. Scientists are trying to develop novel
methods to detect, prevent or delay this disease
and its co-morbidities have long been a matter

of discussion.

Antidiabetic drugs treat DM by altering the
glucose level in the blood. With the exceptions
of insulin, most of them are administered orally
and are also called oral hypoglycemic agents or
oral anti hyperglycemic agents. Based on the
nature of the diabetes, age, causes of diabetes,
situation of the person, pharmacogenetic
considerations, other diseases of the patients
etc the drugs are selected from among different

classes. Two types of DM are identified.

Type I DM - caused by the lack of insulin & is
treated by injecting Insulin sub cutaneously.

Type 11 DM, the most common type, is a disease
of insulin resistance by cells & is treated using
drugs that

(1) increase the amount of insulin secreted by
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the pancreas,

(2) increase the sensitivity of target organs to
insulin,

(3) decrease the rate at which glucose is absorbed
from the gastrointestinal tract, and

(4) increase loss of glucose through urination.

Several groups of drugs, mostly given by mouth,
are effective in type 2, often in combination.
The therapeutic combination in type 2 may
include insulin, not necessarily because oral
agents have failed completely, but in search
of a desired combination of effects. The great
advantage of injected insulin in type 2 is that
a well-educated patient can adjust the dose, or
even take additional doses, when blood glucose
levels measured by the patient, usually with a
simple meter, as needed by the measured amount
of sugar in the blood.

Oral Hypoglycemic Drugs

o+ Sulfonylureas

(glipizide,  glyburide,

gliclazide, glimepiride)

e * Meglitinides (repaglinide and nateglinide)



e * Biguanides (metformin)

e + Thiazolidinediones (rosiglitazone,
pioglitazone)
e * 0-Glucosidase inhibitors (acarbose,

miglitol, voglibose)

e« DPP-4 inhibitors (sitagliptin, saxagliptin,
vildagliptin, linagliptin, alogliptin)

o« + SGLT2
canagliflozin)

inhibitors (dapagliflozin and

o * Cycloset (bromocriptine)

FDA-approved indications of oral hypoglycemic
drugs primarily focus on type 2.

Non-FDA
hypoglycemic drugs,
are for the prevention of type 2, treatment of

approved indications of oral

such as metformin,
gestational DM, treatment of polycystic ovary
syndrome (PCOS) with menstrual irregularities,
and prevention of ovarian hyperstimulation
PCOS patients
intracytoplasmic sperm injection (ICSI) or in

syndrome in undergoing
vitro fertilization (IVF), and management of
antipsychotic-induced weight gain.

Mechanism of Action of different classes

Sulfonylureas bind to adenosine triphosphate-
sensitive potassium channels (K-ATP channels)
in the beta cells of the pancreas; this leads to
the inhibition of those channels and alters the
resting membrane potential of the cell, causing
an influx of calcium and the stimulation of
insulin secretion.

Meglitinides exert their effects via different
pancreatic beta-cell receptors, but they act
similarly to sulfonylureas by regulating K-ATP
channels

in pancreatic beta cells, thereby

causing an increase in insulin secretion.

Metformin  increases  hepatic  adenosine

monophosphate-activated protein kinase
activity, thus reducing hepatic gluconeogenesis
and lipogenesis and increasing insulin-mediated

uptake of glucose in muscles.

Thiazolidinediones activate peroxisome
proliferator-activated receptor gamma (PPAR-y),
a nuclear receptor, which increases insulin
sensitivity and resultant peripheral uptake of
glucose and increases the level of adiponectin,
a fat tissue-secreted cytokine, that increases not
only the number of insulin-sensitive adipocytes

but also stimulates fatty acid oxidation.

Alpha-glucosidase inhibitors competitively
inhibit in the

intestinal brush border cells that digest the

alpha-glucosidase enzymes
dietary starch, thus inhibiting the polysaccharide
reabsorption and the metabolism of sucrose to
glucose and fructose.

DPP-4 inhibitors inhibit the enzyme dipeptidyl
peptidase 4 (DPP- 4). These deactivate glucose-
dependent insulinotropic polypeptide (GIP) and
glucagon-like peptide 1 (GLP-1), among others.
Therefore, these influence glucose control
through multiple effects, such as decreasing
glucagon release and increasing glucose-
dependent insulin release, decreasing gastric

emptying, and increasing satiety.

SGLT2 inhibitors inhibit sodium-glucose co-
transporter 2 (SGLT-2) in proximal tubules
of renal glomeruli, causing inhibition of 90%
glucose reabsorption and resulting in glycosuria
in people with diabetes which in turn lowers the
plasma glucose levels.

Cycloset, a sympatholytic dopamine D2 receptor

agonist, resets the hypothalamic circadian
rhythm, which might have been altered by
obesity. This action results in the reversal of
insulin resistance and a decrease in glucose

production.
Routes of Administration

Glipizide ( 2.5 mg to 10 mg tablet) taken as a
single dose or in two divided doses, 30 minutes
before breakfast.
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SAMI-SABINSA

Dr. Swathy Pradeep Pharm. D.

INTERNATIONAL PATENTED

NUTRACEUTICAL MOLECULES FROM

SAMI DIRECT

Sami Direct Marketing Pvt Ltd, Koramangala,
Bengaluru, Karnataka — 560034, the marketing
company of Sami Sabinsa Group founded by Dr.
Muhammed Majeed is engaged in selling the
patented Nutraceutical products formulated by
their research team. Some of the leading brands
with their health benefits are narrated here.

Curcumin C3 Power

This product is a patented and clinically
evaluated bio-protectant composition of three
Curcuminoids in a convenient form that is better
absorbed in the body.

Curcuminoids have traditionally been
used in Ayurveda in the management of painful
conditions from sore throats to arthritis.

Curcuminoids, valued for the antioxidant
and anti-inflammatory benefits for holistic
health and wellness management offers fitness,
wellness and a healthy life.

Turmeric may be considered as the most
effective nutritional supplement in nature and
Curcuminoids, natural compounds derived
from turmeric roots, inhibit NF-kB, the ‘master
switch’ for inflammation. Most degenerative
diseases are driven by underlying chronic sub-
clinical inflammation. Research has revealed
that when inflammation becomes chronic, it
manifests itself as a disease condition and the use
of natural products such as Curcuminoids would
be effective and safe to manage inflammation.

Curcumin C3 Complex® is the #1
clinically studied and evaluated curcumin brand
in the market today, with over 45+ clinical
studies to establish its efficacy.

Patents: U.S. PATENT #5,861,415 (1999),:
]_8 4Pharma Firstp
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European Patent # EP0839037 (2002)
Curcumin C3 Complex®: Ingredients

It is obtained from the dried rhizomes of
Curcuma longa, and standardized for minimum
95% Curcuminoids.The name C3 Complex has
reference to its three main chemical compounds
- Curcumin, Demethoxycurcumin (DMC) and
Bisdemethoxycurcumin (BDMC) - collectively
known as Curcuminoids. It’s not just Curcumin
but the Curcuminoids.Curcumin C3 Complex®
is the only Curcumin in the market that has been
reviewed and acknowledged by the USFDA for
its GRAS status.



SAMI@zrect

Healthy, Wealthy & Wise

Curcumin C3 Power™

Natural Bioprotectant

Curcumin C® Power™ is a proprietary composition of
Curcuminoids containing our patented Bioprotectant .- f
Complex — Curcumin C3* Complex® and the natural "E}ff_']‘::ﬁ;f::jrﬂf' g
patented bioavailability enhancer, BioPerine®. [

Features

Curcumin C3 Complex® in Curcumin C* Power™ provides all 3 naturally
occurring Curcuminoids, namely curcumin, bisdemethoxycurcumin and
demethoxycurcumin.

Benefits

 Helps to quench free radicals and to prevent formation of free radicals
 Helps support reduce pain and inflammation

 Helps provide optimal protection and integrity of the cells

 Proven Antioxidant

 Supports overall wellness and good health

+ Helps lowering LDL (bad cholesterol) and raising HDL (good cholesterol)
* Helps eliminate toxins from the body

Each Tablet contains

Actives Rationale/ Application
*Curcumin C3 Complex® Antioxidant, Anti-inflammatory
*BioPerine® Bioavailability enhancer

*Patented
Suggested use

1 tablet twice daily

Packing
250mg - available in packs of 30's and 60’s
525mg - available in packs of 60's

<4Pharma Firstp
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BioPerine®:

BioPerine®is obtained from the dried
fruits of Piper nigrum (black pepper) and is
standardized form of Piperine. BioPerine® has
been used as a #bioavailability enhancer.

Usage: One tablet in morning and one at night
after meals with water or warm milk.

Organic Spirulina

It is the most bioavailable supplement
containing 104 nutritional ingredients with
Chlorophyll, Carotenoids and Phycocyanin
in appropriate quantities and improved
bioavailability with BioPerine®.

Good quality nutrition is the key to a
healthy life. It is thus essential to supplement
the human body with nutrients in the form
of proteins, carbohydrates, unsaturated fats,
vitamins & minerals, omega 3 fatty acids and
fibers. Spirulina plays an important role in the
body that manifest in the form of good health
and a fit mind and body. Spirulina provides all
the essential nutrients needed by the body to
rejuvenate and feel energized to perform day to
day activities. While each nutrient has its own
specific function to perform, they synergize
together to provide energy, support metabolism
and are responsible for cell growth, maintenance
and repair.

Organic Spirulina is an effective natural
supplement that:

« Boosts energy and helps the body feel
rejuvenated

o Helps increase the absorption of necessary
minerals

o Helps quench harmful free radicals and
hence support in healthy aging process

o Improves skin health
o« Promotes metabolic and immune functions

o Offers maximum benefits of natural protein,
vitamins and minerals for improved health

20 <4Pharma Firstp
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Spirulina is a microscopic, blue-green
algal culture (a free floating filamentous
cyanobacterium) that supports optimal health and
wellness due to high concentration of essential
nutrients. [tis arich source of vegetable proteins,
vitamins, minerals, carotenoids, inositol,
essential amino acids and the rare essential fatty
acid, GLA (gamma-linolenic acid).Supported by
numerous of studies, Spirulina has multi-faceted
benefits such as antioxidant activity, improved

metabolism and immune functions.

BioPerine® is obtained from the dried
fruits of Piper nigrum (black pepper) and is
standardized form of Piperine. BioPerine® has

been used as a #bioavailability enhancer.

Each film coated tablet contains :

Ingredients Amount per tablet
Spirulina (Spirulina platen- | 400 mg

sis) powder

BioPerine® (Piper nigrum 2.5mg

fruit extract)

Nutritional information: Each serving tablet
contains (Approximate value)

Nutrients Qty./ tablet % RDA*
Energy 2.690 kcal 0.098%
Protein 032¢g 0.53%
Carbohydrate 0.33 *
(Sugar 0.00 g) o
Fat 0.01g 0.03%

*% RDA value Established as per ICMR Guidelines

% RDA value Not Established

Keep out of reach of children

Store in a cool and dry place

This product is not intended to diagnose,
treat, cure or prevent any disease(s)

Pregnant women, lactating mothers and
patients with renal insufficiency are advised
to consult Healthcare professional, before
usage

Nottoexceed stated recommended daily usage
Ingredients  List:  Spirulina  Powder
(Spirulina platensis), Bulking agent (INS
460 (i)], Diluent [INS 341 (ii], Disintegrant
(Sodium Starch Glycolate), Stabilizers [(INS
1201)&(INS  1202)], Glidant [INS 551],
Lubricant [ INS 470 (ili)], Piper nigrum
Humectant

fruit extract (BioPerine®),

[INS 1520], Glazing agent [INS 464].

Recommended Usage: One tablet in the
morning and one tablet in the night after
food or as recommended by Healthcare

Professional

NOT FOR MEDICINAL USE

o

Registered trademark of Sami Labs Limited

To be sold by SAMI Direct

distributors only. Not to be sold loose
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PHARMACY COLLEGES
IN' SOUTH INDIA PART -21

and Technological Studies Charitable trust located in

Thiruvananthapuram, The Institute was established with
a view to bring in excellence in pharmaceutical education
and to prepare the students to meet the challenges in the
area of pharmaceutical retailing ,manufacturing, research
& development.

I PS is founded in 1989 by the Centre for Science

Now the college offers only Diploma course in
Pharmacy. Steps are being taken to upgrade the college
to one offering Bachelors [B.Pharm], Masters [M.Pharm],
and Doctoral [Pharm-D] courses. It is expected that all
these courses can be started in the campus very soon.

From 2017,under the new management,the college
was shifted to Aluva in a beautiful three storeyed building
,close to the Rajagiri Hospital around 6 kms away from
bus station and Railway Station. The Cochin international
airport lies only 12 km from the college. IPS has so far
produced more than 1550 competent Pharmacists and
have received many awards from Kerala state Pharmacy
Council for academic performance. This is the only self
financing Pharmacy college in Ernakulam district,owned
by a Pharmacy Professional. Former Kerala State Pharmacy
Council Registrar Sri.G.Radhakrishnan Nair is the Director
and Professor Dr.A.J.Chacko is its Principal. The College
is collecting only the Government approved fees from the
60 students studying for the two year D.Pharm course.
There is fees concession for students from weaker sections
of the society and two seats are reserved exclusively for
the children of bed ridden Pharmacists

22 <4Pharma Firstp
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- e e ot
e of Pharmaceutical Sciences [IPS]
Aluva, Ernakulam

The Institute gives equal importance to projects,
hospital Pharmacy, industrial visits and training during
vacations to support their curricular work.e The Institute
also organizes National and international conferences to
enable students broaden their knowledge, outlook and
develop personality. With an objective of developing
personality of the students in multiple dimensions,
the Institute organizes, every year, a cultural festival
“ROSTRUM”, which is a competition of various events like
drama, skit, dance, songs & mimicry where the students
can showcase their creative skills and talents. Institute
Advisory Committee comprising eminent personalities of
academics and industries to monitor and guide Institute in
its curriculum, Teaching, Learning, Research, Consultancy
and other activities. They Groom and Train the students
with development of communication skills and extensive
coaching for IELTS, GPAT, TOEFL, GRE etc. Excellent Library
with more than 853 titles of books and 121 E-Journals,
54 Print Periodicals and other reference materials, RFID
system, access to Science Direct publications etc are also
kept. Transportation facility, modern canteen providing
hygienic food and snacks, doctor on dial, Book bank
facility for the needy students, Playground for cricket,
football, volley ball etc., indoor gams facilities are also
there

Address

The Director

Institute of Pharmaceutical Sciences

Nalam mile, Erumathala (PO.), Aluva-683112.
Phone:0484 2838040.MOBILE: +91 70129 03668.
EMAIL:ipsalvcas@gmail.com
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Pharma Quiz Answers
1. Hepatitis (A, B.C.E) (HVOTO)
2. ALT. 7 to 55 units per liter (U/L) & AST. 8to 6. Sarcopenia
48 U/L. 7. Xerophthalmia
3. Alanine Amino Transferase enzymes 8. Amblyopia
4. Hepatic 5mg Injection 9. Glaucoma
5. Hepatic venous outflow tract obstruction 10. Diabetic retinopathy (DR)
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MINISTRY OF HEALTH (Department of Health
and Family Welfare) Government of India, New
Delhi, vide NOTIFICATION No. G.S.R. 763(E)
dated 15th December, 2020 amended the Drugs and
Cosmetics Rules 1945.

In exercise of the powers conferred under section
12 and section 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government (CG),
after consultation with the Drugs Technical Advisory
Board, hereby makes the following rules.

(1) These rules may be called the Cosmetics Rules,
2020.

(2) They shall come into force on the date of their
publication in the Official Gazette(15/12/2020).

2. These rules shall be applicable to the cosmetic
as defined section 3 (aaa) of of the Drugs and
Cosmetics Act, 1940 (23 of 1940).

3. Definitions. In these rules, unless the context
otherwise requires,-

(a) Act -The Drugs and Cosmetics Act, 1940 (23 of
1940);

(b) Actual manufacturer in relation to import of
cosmetics- A person who manufactures cosmetics at
his own manufacturing site in a country other than
India approved by National Regulatory Authority or
any authorised competent authority in that country
for that purpose, by whatever name called.

Explanation. for the purpose of this clause, person
includes a company or a unit or a body corporate or
any other establishment.

(c) Appendix- The appendix appended to these rules;

(d) Authorised agent- A person in India authorised
by the manufacturer. The authorised agent shall
be responsible for the business activities of the
manufacturer in India including compliance to the
provisions of the Act and rules made thereunder.

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART - 34
Adv. BIPIN. J.

(e) Bureau of Indian Standards (BIS)- The BIS
established under section 3 of the BIS Act, 2016

(f) Central Licensing Authority-The Drugs
Controller General of India, appointed by the CG.

(g) Change in the constitution of a licensee- in
relation to,-

(i) afirm, a change from proprietorship to partnership
including Limited Liability Partnership or vice
versa;

(ii) a company, (A) its conversion from a private to
a public company, or from a public to a private
company; or (B) any change in the ownership of
shares of more than fifty per cent. of the voting
capital in the body corporate or in case of a body
corporate not having a share capital, any change
in its membership; and where the managing
agent, being a body corporate is a subsidiary of
another body corporate, includes a change in the
constitution of that other body corporate within
the meaning of this clause;

(h) Director - The Director of the Central Cosmetics
Laboratory appointed by the CG under Rule 11(3).

(i) Form- A Form set out in Appendix to these rules;

(j) Government Analyst - A Government Analyst
appointed by the CG or the State Government under
section 20 of the Act;

(k) Import registration certificate-A certificate
issued under rule 13 by the Central Licensing
Authority for registration of cosmetics manufactured
for import into and use in India.

(1) Inspector -An Inspector appointed by the CG or
a State Government respectively under section 21 of
the Act;

(m) Laboratory-The Central Cosmetics Laboratory
established or notified for carrying out analysis or
test of cosmetics by the CG Rule 11;@

To be continued
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Common

Homeopathic

Remedies

Part-19

Dr.Anilkumar.V.

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.

CARDUUS MARIANUS

his is a remedy prepared from the seeds of a

plant known as St. Mary’s Thistle, belongs

to family compositae. It acts mainly on the
liver and portal system and is a good remedy for
varicose veins, ulcers, jaundice, to recover alcoholics
especially beer drinkers. Acts well for pain and
swelling in the liver region, gallstones, jaundice,
burning pain in the anal region and can be used for
piles, rectal prolapse, rectal cancer etc.

SYMPTOMS.

MIND- Forgets what he has just intended to do.-
Disposition to become angry.-Melancholy with liver
affections.-Joyless; apathetic.

Head-Great giddiness, with tendency to fall forward,
> by epistaxis. -Fulness in head with dull headache
(in forehead or temples), confusion, vertigo.-Pressure
in forehead, over eye
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HOMOEQPATHIC MEDICINE

CARDUUS
MARIANUS

r——
WOHLD CLASS
HOMOEOGPATHY

EYES-Burning & pressure in eyeballs and lids, as if
eyeballs were pressed against side of orbits.

NOSE-Tickling first in nostril with watery discharge
from same. -Burning in nostrils ,Epistaxis; habitual
in psoric young persons.-Sudden profuse epistaxis,

relieving vertigo.

FACE-Heat in face. -Earthy, yellowish-grey, dirty or
florid complexion.

MOUTH AND THROAT.-Bitter taste.-Tongue white; red tip
and edges; white-coated on side.-Collection of water
in mouth.-Smooth sensation of mucous membrane
of palate as though covered with fat.-Repeated
eructations of air with burning in oesophagus.

STOMACH-Intense nausea, painful retching and
vomiting of some greenish fluid.-Stitches in



scrobiculum.-Contents of stomach and intestines
sour.-Pressure in stomach; with eructation of air;
at night on awakening; lasting all day; coming and
disappearing during day.-Sensation of emptiness
with headache before dinner, goes off after dinner.-
Burning as of acidity with transient pressure.

ABDOMEN-Fulness in hypochondria necessitating
deep inspiration.-Liver region sensitive to pressure.-
Pressure, tension, and stitches in liver on lying on
1. side.-Stitches in spleen < on inspiration and on
stooping.-Swelling, sensitiveness, and induration
of 1.

respiratory embarrassment, and cough with thick

lobe of liver, causing by compression
expectoration.-Liver disease affecting lungs and
causing haemoptysis.-Drawing pain  between
umbilicus and pit of stomach, coming and going, in
peritoneum of abdominal wall, from r. to 1., followed
by pain and sensation of heat in spots as large as a
hen’s egg between umbilicus and inguinal region to
l.-Sensation of motion in intestines on expiration,
and extending breadth of a hand around umbilicus.-

Distension; rumbling; cutting.

STOOL AND ANUS-MELAENA. -Stool very hard and
knotty;
Burning pain in rectum and anus which interferes

insufficient.-Paste-like, clayey stool.-
with sitting.-Itching.-Haemorrhoids with acidity of

stomach and distension of bowels.

URINARY ORGANS-urging to urinate, without necessity

of passing water. -Pressure on bladder, producing
dribbling of urine after unavailing urging to stool.-
Burning at meatus; in urethra.-Urine turbid, golden
yellow, and acid.-Strangury; calculi.

FEMALE SEXUAL ORGANS-Catamenia too profuse or
suppressed. -Chronic uterine haemorrhage with
portal derangement.

RESPIRATORY ORGANS-Irritation in posterior part of
larynx causing cough. Expectoration: pure blood;

mucus mixed with blood.

CHEST-Drawing pain on margin of 1. rib, with pain
during breathing. -Cough with stitches in sides of
chest and bloody sputa. -Splenic or hepatic cough.-
Pains in chest, going to front part, to shoulders,
back, loins, and abdomen combined with urging to
urinate.-Drawing pains through 1. pectoral and L.
intercostal muscles below axillae.-Stitches in chest;
from 1. nipple to r. downward.-Pains extend over

entire front of chest, motion almost impossible.

HEART-Pain pressure and stitches in region of heart;

oppression on deep breathing.

NECK AND BACK- Sensitiveness in dorsal and cervical
vertebrae.-Drawing pains in back; drawing; tearing;

burning in 1. shoulder-blade.

UPPER LIMBS-Violent rheumatic pains in r. deltoid; in
r. arm. -Drawing pain in muscles covering l. radius,
alternating with pain in muscles of r. side.-Cramp-
like pain in muscles of arms; hands; fingers; calves,

and feet.

LOWER LIMBS -Pain in hip-joints through buttocks,
causing difficulty in rising, < from stooping.-
Rheumatism and spasm of extremities.-Pain: in L.
tibia; dorsum of foot; muscles of sole r. foot; lower

part r. heel.-Varicose ulcers.
SKIN-Varicose ulcers. -Itching on lying down at night.

SLEEP-Restless sleep with frequent awakening and
many dreams. -Nightmare from lying on back.-

Fatigue with yawning.-Uncontrollable yawning.

FEVER-Chilliness on awakening with strong urging to
urinate. -Chilliness at night < uncovering.-Sweat on

forehead and back after meals.

DOSE- 15 drops of mother tincture in half a cup of
normal water twice each day for 3 months, unless
otherwise prescribed by a physician @
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DRUGS WE USE COMMONLY

] Entecavir
Tablets IP (5 mg
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ntecavir, 1S an antiviral medication used in
the treatment of hepatitis B virus (HBV)
infection.

It is on the World Health Organization’s
List of Essential Medicines. It can used as an
antiretroviral medication in those with both HIV/
AIDS and HBV. And is taken by mouth as a tablet
or solution. It does not prevent the spread of the
virus to others through sexual contact or blood/body
fluid contamination (such as sharing used needles).
The drug is a guanine analogue that inhibits all three
steps in the viral replication process, and claims that
it is more efficacious than previous agents used to
treat hepatitis B (lamivudine and adefovir). It was
approved by the U.S. Food and Drug Administration
(FDA) in March 2005.

Entecavir belongs to the nucleoside reverse
transcriptase  inhibitors (NRTIs) family of
medications. It prevents the hepatitis B virus from
multiplying by blocking reverse transcriptase.
Entecavir reduces the amount of HBV in the blood
by reducing its ability to multiply and infect new
cells.

It is mainly used to treat chronic hepatitis B infection
in adults and children two years and older with active
viral replication and evidence of active disease with
elevations in liver enzymes, also used to prevent
HBYV reinfection after liver transplant and to treat
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HIV patients infected with HBV. The drug is weakly
active against HIV, but is not recommended for use
in HIV-HBV co-infected patients without a fully
suppressive anti-HIV regimen] as it may select for
resistance to lamivudine and emtricitabine in HIV.

Side effects include fatigue, dizziness, headache,
nausea, trouble sleeping and gastrointestinal
symptoms such as sour stomach, diarrhea, and
vomiting,high blood sugar, and decreased kidney
function. Severe side effects include enlargement
of the liver, fat in the liver,high blood lactate levels,
and liver inflammation if the medication is stopped.
While there appears to be no harm from use during
pregnancy, this use has not been well studied.
Laboratory tests may show an increase in alanine
transaminase (ALT), hematuria, glycosuria, and an
increase in lipase. Periodic monitoring of hepatic
function and hematology are recommended. .

Entecavir is taken orally as a tablet or solution.
Tablets:0.5mg and Img

oral solution:0.05mg/mL.The solution is
recommended for children more than 2 years old
who weigh up to 30 kg.It is recommended on an
empty stomach at least 2 hours before or after a meal,
generally at the same time every day. It is not used in
children less than 2 years old. Dose to be adjusted for
people with decreased kidney function @
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Compiled by Nandakumar S.

World Hepatitis Day- 28 July

The day is an opportunity to step up national and
international efforts on a group of infectious diseases known as
hepatitis A, B, C, D, and E & encourage prevention, diagnosis
and treatment and to engage individuals, partners and the
public and highlight the need for a greater global response.
Hepatitis can cause inflammation of the liver both acutely and
chronically, and can kill a person. In some countries hepatitis
B is the most common cause of cirrhosis and may also cause
liver cancer. 28th July is the birthday of Nobel-prize winning
scientist Dr Baruch Blumberg, who discovered hepatitis B
virus (HBV) and developed a diagnostic test and vaccine for
the virus. Low coverage of testing and treatment is the most
important gap to be addressed in order to achieve the global
elimination goals by 2030.

National Childhood
Obesity Week-4t- 10™ July

The purpose of the week is to inform the public about :

the challenges. For Example, the campaign aims to surface

addition, many organizations, including physicians, educators,
and elected officials work hand in hand to create an opportunity
in standing and fighting childhood obesity. The campaign

preventing and dealing with childhood obesity.

International Group B Strep
Awareness Month

providers, parents and future parents, and anyone involved in
perinatal research about Group B Strep (GBS). GBS is a type of
bacteria that naturally exists in the gut and lower reproductive
tracts of both men and women. However, if found in babies and
infants, GBS leads to sepsis and meningitis. It is actually one
of the most serious infections that causes newborn illness and
death worldwide. Approximately one in four pregnant women
carry GBS! Studies show that babies can be infected by GBS
before birth and up to about six months of age due to their
poorly developed immune systems.
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MOST
IMPORTANT
HEALTH
EVENTS

OF THE
MONTH

: EYE INJURY PREVENTION MONTH

the imminent dangers posed by childhood obesity, its effects -

on the health of a child, and find out better means to help fight Alarge number of eye injuries can cause serious, life-changing
. effects, like blindness. The leading causes of eye injury are

parents all over the world with useful information in preventing = orknjace accidents, sports and recreational events, fireworks,

childhood obesity in their children, come up with meal plans : 5,56 and garden injuries, sun exposure and household

and exercise routines to avert this life-threatening condition. In 3 remicals It is important to learn how to protect yourself from

serious eye injuries.

In addition to the proper safety eyewear, early detection and

also aims at raising funds to support affected children, ; treatment of eye conditions and diseases are essential to

provide access to treatment facilities and carry out researches <

supporting the fight against childhood obesity. However, It is < family history of childhood vision problems should be screened

an opportunity for members of the public, health organizations, : for common childhood eye problems before the age of 5. If
and educational institutions to share helpful information in : €ye problems such as visual changes, pain, flashes of light,
- seeing spots, excessive tearing and excessive dryness occur,
+ they should see an eye doctor. Adults between the ages of 40
* 10 65 should have an eye exam every two to four years. Adults
< over the age of 65 should have an eye exam at least every one
< to two years.

It is observed to raise awareness among healthcare

: National Hemochromatosis

maintaining good vision at every stage of life. Children with a

Awareness Month

Hemochromatosis is an iron storage disorder that can cause the
body to absorb too much iron from foods and other sources,
such as multivitamin supplements with iron. This extra iron can
gradually build up in the body’s tissues and organs, particularly
in the liver cells, heart, pancreas, joints, and pituitary gland. If
left untreated, this iron buildup may lead to tissue and organ
damage over time.

Genetics can play a major role in hemochromatosis

Primary  hemochromatosis, also  called
hemochromatosis, is an inherited disorder.

hereditary
Secondary



@6EIN)B|RJ 0. V. GROUIMBIOHMD

BMILEENR..
eEnlad
S{3@00...

63
@2 (B3>0
61132161120

June B
World Erain
Tumour Day

e T R T

P HARMA New Pharmaceutical
FI RST Product Development

from a crude drug

Pharma Consulting | Publication | Personal Care Products

Mo_dif_ication of Help in Improving
an Existing Product / Stability,

dosage form for Bioavailahility
increasing Consumer & Safety

acceptance of a Product

Conduct
Training Programs
for Technical
Personnels and
Pharmacists

SERVICES OFFERED gZz=>

with a regulatory

BY PHARMAFIRST gy

brepare Give scope
of a Pharmaceutical
g Defend ; Basic Product
a firm when there is a Planning Schedule in the Market, before its

Consulting, Publication & Products

Quality Complaint,
based on merit, before
Government
bodies.

for starting a
retail/wholesale
community
Pharmacy

development/
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

Create
legal agreement
of Associations
between companies
for smooth conduct
of Business.

Formulation
of Ayurvedic/
cosmetics/ Dietary
food supplements

using herbal
ingredients

Guidance to
Newcomers
in Pharma field for
their Career growth
& Development

Conduct

Select " Support
" Quality .
suitable Man power . marketing of
for business Regulatory Auditing new Products

of Manufacturing/
Marketing/Distribution/
sales outlets.

establishments through
records scrutiny
& interview.

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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