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TRADE MARKING
OF DRUGS &
PHARMACEUTICALS

NEED FOR TRADEMARKING OF
DRUGS & PHARMACEUTICALS

Adv. Philip Varghese is narrating the importance of
trade marking of drugs and pharmaceuticals with the
regulatory and marketing point of views.

MAJOR CAUSES OF
ROAD ACCIDENTS IN INDIA

The never ending hazards of road accidents in India
and its impact on healthy living of the public are
described with the support of published statistics.

61°" NATIONAL PHARMACY WEEK
CELEBRATIONS 2022

A detailed report on the National Pharmacy week
celebrations 2022 held from November 20th to 26th
under the active participation of Indian Pharmaceutical
Association Kerala State Branch for information of the
Pharma Community.
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OF DRUGS &

Compiled by : Adv Philip Varghese, Chennai

owadays we purchase a commodity of a popular
brand present in the market. The brand is seen
registered with specific marking as R or TM
on top of the name to show its authenticity.
We select a product based on the brand value

symbolizing its minimum quality and market acceptance.
Such brand names are usually registered with the Registrar
of Trade marks in India.

Such Registered trademarks are typically a sign or
mark of a respective brand and it act as the source of origin
of the said product or service. These signs are capable
of distinguishing the goods or services of one enterprise
from those of other enterprise. They includes Name, Word,
Sound, Logo, Symbol, Design, Phrase which are Distinctive
and Non-Descriptive.

PHARMACEUTICALS

TRADE MARK SELECTION IN THE PHARMACEUTICAL
INDUSTRY

Pharmaceutical ~ trademarks are  similar  to
conventional trademarks, with the exception that they are
typically registered for reliable pharmaceutical goods
and services, such as life-saving pharmaceutical drugs
and healthcare products and services. Pharmaceutical
trademarks are particularly important since they are directly
linked to a matter of public health. Here it is paramount that
customers should easily differentiate between the products
on the basis of name and trade dress to reduce medication
errors.
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0170 RELEVANT TRADE MARK SECTIONS TO
CONSIDER BEFORE SELECTING A MARK

Section 9 of the Indian Trademark Act, 1999 provides
absolute grounds for refusal of trademark registration, for
marks which are devoid of any distinctive character, i.e.
not capable of distinguishing the goods or services of one
source to another and it is of such nature as to deceive the
public or cause confusion.

Section 11 of the Indian Trademark Act, 1999 provides
relative grounds for refusal of trademark registration on
similarity to an earlier trade mark which is likely to create
confusion among customers.

Y110 AVOID WHILE DECIDING A TRADEMARK
Generic words/terms

These are common everyday names for goods and
services, in case of pharmaceutical e.g. “pharma” or “anti”
for Pharmaceutical Products.

In case of pharmaceutical products it is very common
to find generic names as trademarks which are coined for
easy identification of chemical names in the drug. Although,
a generic name may help avoiding confusion between
medication or medical errors, these marks are weak marks
as they do not indicate the source of the products rather just
indicates the ingredients, hence considered a weak mark,
and a source for confusion for the consumers.

E.g. CELEBREX (celecoxib), CEREBYX (fosphenytoin),
CELEXA (citalopram) etc.

AZIWOK and AZIWIN indicate “Azi”-a common stem
indicating Azithromycin combined with “WOK” and “WIN”
acting as variable suffix.

Although both the names are different but not very
distinctive and do not indicate towards their producers or
manufactures, and are liable to be objected under Section
9 and Section 11 of the Indian Trademarks Act, hence are
categorised as weak marks.

Avoid descriptive words/terms

Directly describe the features or quality of the goods
or services or provide the information but do not identify or
distinguish the goods or the services e.g. CREAMY for milk.

Avoid Suggestive marks

Suggest qualities or characteristics of the goods and
the services without actually describing them e.g. ULTRA
GROW for Hair growth formula.
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Section 13 of the Indian Trademark Act, 1999 restricts
registration of names of chemical elements or international
non-proprietary names. More particularly, commonly used
and accepted name of any single chemical element or
any single chemical compound (as distinguished from a
mixture) in respect of a chemical substance or preparation,
or international non-proprietary name declared by the
WHO or which is deceptively similar to such name, are not
registered.

011l KEY POINTS TO CREATE A STRONG
TRADEMARK

A strong mark fulfills two main objectives, stops third party
use, and is easier to protect.

A strong mark should therefore:
¢ Have a distinctive character;

* Avoid likelihood of confusion with existing marks and/
or existing inter-national non-proprietary names; and

» Not have a derivative of prior mark or existing inn
(international non-proprietary names).

Avoid Likelihood for Confusion:

The likelihood of confusion exists when the marks
of the parties are similar (looks alike, sounds alike, similar
meaning or creates similar overall commercial impression)
or the parties have related goods and services in such a way
that the consumers are likely to believe that it comes from
the same source. The manufactures should make bonafide
effort to make the mark distinctive, by using different trade
dress (over all look of the packaging) or taglines etc. to
avoid likelihood of confusion.

Pharmaceutical trademarks are mostly filed for
reputable pharmaceutical goods and services. In the case of
pharmaceutical trademark, the brand name or drug name is
typically taken from the drug’s treatment, salt composition,
or any other associated medical word. For example, if the
drug for the liver is called LIV, the next drug from the same
firm will be labeled “LIV 1.”

Medicinal and pharmaceutical products are
commonly named after their generic ingredients. However,
such marks are frequently regarded as weak or non-
distinctive because they can easily be traced back to their
individual ingredients.



Importance of
Pharmaceutical Trademark

Pharmaceutical trademarks are important because
they are directly related to public health issues and help
users identify the products they want, which improves
the reputation and motivates pharmaceutical companies
to maintain high quality. By minimizing name-related
prescription errors, pharmaceutical trademarks protect
a patient’s health and safety. Any chance for error or
mistake in a medicine’s nomenclature, such as identical
sound or resembling names or any similarity in trade
style, packaging, etc., might affect a patient’s purchasing
decision, whereas the purchase of the wrong drug can be
fatal. As a result, courts are strict in this regard and take
particular caution when evaluating problems related to the
pharmaceutical industry, with public welfare and health as
the highest priorities.

Due to business and regulatory factors, the
pharmaceutical industry’s procedure is extremely time-
consuming. Here’s a quick checklist of actions you must
take with the help of an IP professional or trademark attorney
to help you register an effective pharmaceutical trademark:

* Make a list of possible trademark contenders and rank
them in order of importance.

e Proceed with the strongest options; conduct a full
trademark clearance similarity search to determine the
risk of your trademarks being confused with existing
brand names.

» Proceed with the strongest options; conduct a full
trademark clearance similarity search to determine the
risk of your trademarks being confused with existing
brand names.

e To keep track of possible infringement by using both
traditional and non-conventional resources.

» File for trademark registration.

e Manufacturers might also be enticed to invest in new
treatments by using trademark to secure the safety of
their existing drugs. Apart from this, trademark in the
pharmaceutical industry also:

»  Supports Health Professionals to Minimize Medication
Errors.

e Enables Consumers to Choose Suitable Medications.
*  Allows Manufacturers to Monitor Their Drugs.

Naming
a New Pharmaceutical Drug

Pharmaceutical products are distributed all over
the world. Thus, pharmaceutical companies must choose
a trademark that is recognized in every country where the
product will be sold. Companies who are introducing a new
pharmaceutical product must conduct a global trademark
search to ensure that their intended trademark is not already
in use and that their branding does not have a negative
impact in particular regions. Before attempting to sell a
pharmaceutical product, it is critical to seek approval from
the appropriate health authorities as well as the appropriate
trademark registries.

There are multiple names for all pharmaceutical
drugs. This includes a scientific name, which follows
International Union of Pure and Applied Chemistry (IUPAC)
rules for small molecular medicines. Because these names
are often long and complex, a nonproprietary or generic
name is also chosen. These names must go through an
approval process to make sure they do not sound too similar
to existing drugs and that the same ‘stems’ aren’t used to
name related chemical compounds. As a result, drugs that
treat a certain type of condition end with the same suffix
(e.g., -lol’ for beta-blockers).

Naming Process

The Ultimate goal is to have a name that:
» Satisfies branding and marketing goals.
* Minimizes the risk of medication errors.

e Isapproved by the United States Patent and Trademark
Office (USPTO) and foreign trademark offices.

* s acceptable to the FDA, EMA, and other regulatory
bodies.

Name ready and approved by launch day (timing is

important) @ To be continued
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MAJOR GAUSES Of

ROAD AGGIDENTS

study of the Indian Council of Medical
A Research has revealed that injuries

due to road traffic accidents accounts
for the major cause of deaths of adults in India.
The loss of life due to unexpected accidents
largely affects the socio economic system of the
community.

Road accidents are on the increase due
to multiple reasons, which can be corrected by
knowing its causes. Let us examine the major
causes based on a study report published in
2020.

India is the second largest road network in
the world with a total road length of around 63
lakh KMs. Road accidents are the leading cause
of deaths worldwide, with the last three decades
seeing a substantial increase in this regard.
India accounts for the second highest number of
road accidents globally and the highest number
of deaths.

Impacts of road accidents may range from
the most severe resulting in death to the relatively
negligible involving no injuries. Over the years,
the share of fatalities and grievous injuries has
increased while that of minor injuries and no
injuries have registered a decline. 6% of total
roads in India comprise of National and State
Highways and have cumulatively accounted for
almost 54% accidents and 60% deaths in the
country with the balance 94% of Indian roads
contributing to 45% of road accidents and 39%
of deaths. The higher number of accidents on
highways are indicative of over speeding being
the primary cause for such accidents.

IN INDIA

Dr.Mathew Thomas Pharm D
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Two wheeler passengers comprised 37%
of the total number of people killed in road

accidents, implying the need for greater control |

on this category through legal and penal
provisions. An analysis of the type of collision
to include hit and run, head on collision, hit
from back etc indicate the nature of preventive |
measures that need to be adopted to ensure
reduction in the number of accidents.



Majority of the fatal victims belong to
ages between 18-45 years. Male candidates
form 84-85% of the fatalities of road accidents.
These
more of a rural phenomenon than an urban one,

accidents and related deaths emerge

with 67.1% people dying in accidents in rural
areas as compared to 32.9% in urban areas.
Maximum accidents occurred during the time
of 1800-2100 hours( 19.3%) and the period
from 1500-1800 hours accounts for 17.5%. Data
over a five year period also corroborates these
figures indicating that afternoon and early part
of the night account are the most dangerous
times to be on the road. The least accidents have

occurred between 0000-0300 hours.

CAUSES OF ROAD
ACCIDENTS IN INDIA

Globally, road traffic injuries are the 8th
leading cause of deaths. Many factors can be
attributed to be the causes of road accidents and
can be broadly classified into road environment

factors, human factors and vehicular factors.
Road Environment Factors.

Road Features : The various road features such
as straight stretches, curved roads, location
of culverts, bridges, potholes etc also cause
accidents. Straight road stretches, which allow
for movement of vehicles at high speeds, have

accounted for the highest number of accidents.

Road Junctions and Type of Traffic Control : Road
junctions, by virtue of being traffic merging
points, are theoretically prone to more
accidents. Within the road junction categories,
T junctions account for the largest share in road
accidents, deaths and injuries. As regards traffic
control, the largest number of accidents, deaths
and injuries have taken place at uncontrolled

crossing places.

Ongoing Construction Works : Ongoing road and
other construction works on or astride the road
result in availability of restricted space to the
road user. Improper road markings, lack of traffic
control etc at such sites further complicates the
safety environment around these construction

sites.

Speed Breakers : Presence or absence of speed
breakers are amongst a major cause of road
accidents. Incorrect location, poor construction
and possibility to avoid the speed breaker result

in a large number of accidents.

Weather Conditions : Weather impacts the road
surface condition and the visibility of the
road user thereby increasing chances of road
accidents. Heavy rain, dense fog and hail storms
reduce visibility and make the road surface
slippery thus posing serious risks to the road

uscers.

Poor I.ighting . Lack of lighting on roads is a major
cause for accidents. Dim lighting, particularly
during night and in adverse weather conditions,
impinges on visibility and increases the chances

of road accidents.

Lack of Adequate Road Signs : Correctly placed
road signs are necessary to provide road users
with advance warnings with respect to road
conditions, ongoing works. Absence of road
signs results in the road users being unaware
of the requirement of reducing speed or taking

additional care in driving.

Sidewalks : Constructed for use by pedestrians,
poor maintenance and encroachment by residents
and street vendors has resulted in the sidewalks
not being available for pedestrian use, who then
move on the roads thereby becoming vulnerable

to accidents.
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Neighbourhood Environment. Residential, institu-
tional and market/ commercial areas tend to
have higher amounts of traffic congestion and
are therefore more prone to road accidents, as
open areas have lower enforcement presence
and may be prone to driving and traffic rule
violations.

Human Factors

Violation of Traffic Rules.

Over speeding is the major cause of road
accidents in India with 71% accidents, resulting
in 67.3% of total deaths and another 72.4% of
total injuries to individuals. Lane indiscipline
was the next major human factor accounting for
5.4% of road accidents, 6.1% of total deaths
and 5.5% of total injuries.

Balance violations like Drunken Driving
jumping of traffic signal and use of mobile
phones together accounted for 6% of total
accidents and 8% of total deaths, highlighting
the need for stricter enforcement measures.
Traffic accidents, deaths and injuries on account
of other causes such as road environment,
vehicular condition etc accounted for 17-18% of
the total figures, showing a substantial reduction

as compared to those caused by human factors.
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Invalid Driving License. Driving by untrained and
unqualified persons can make serious traffic
hazard and can cause accidents, death and
injuries. Though this is basically an enforcement
issue, it must also be addressed with better
facilities and opportunities for training/skilling
and evaluation/ testing.

Non-Use of Safety Devices - Helmets and Seat Belts
Driving by using safety devices such as helmets
and seat belts are instrumental in reducing
the number of fatal and grievous injuries.
29.82% of the fatalities were on account of the
driver/ passenger not wearing safety helmets
and indicates a callous attitude amongst the
population as well as inadequate enforcement

measures.

Triple Riding: This accounts for the large number
of two wheeler accidents. Besides being illegal,
triple riding amounts to contributory negligence,
as it renders the vehicle unstable and more
accident prone.

Distracted Driving. A distracted driver diverts his
or her attention from the road, usually to talk on
a cell phone, talk to the passengers, send a text
message or eat food or even applying makeup.
Distracted driving is dangerous because, unlike
cases of drunk driving which usually occur at
night, it can occur at any time of the day. Teens
and young adults use cell phones frequently, in
riskier situations than adults and therefore are
more likely to indulge in distracted driving.

Negligent Parking. Vehicles are usually parked
negligently on the side of the roads without
any kind of warning or reflectors thus causing
inconvenience for the easy plying of other
vehicles. Also, the vehicle which break down are
also left unattended / carelessly parked leading
to accidents, fatalities and injuries.



Not Crossing Roads at Pedestrian Crossings.
Pedestrians cross roads without using
designated crossing places along the roads

Jleading to fatalities and injuries.

Road Rage.

Road rage is an aggressive behaviour by a
motorist towards other road users. This includes
rude gestures, verbal insults, physical threats
or dangerous driving methods targeted toward
another driver in an effort to intimidate or
release frustration. It can lead to assaults and
collisions that result in serious physical injuries

or even death.

Overloading/ Overcrowding of Passenger Vehicles.

Overloaded luggage and passengers beyond the
mandated capacity of the vehicle also lead to
accidents and cause fatalities and injuries. Such
overloading/ overcrowding disturbs the centre
of gravity of the vehicle and causes accidents
due to loss of balance. Hindrance to the driver’s
view of the rear is also a result of overloaded

passenger vehicles.

Improper Use of Headlights.

High-beam from headlights, particularly used
during low visibility, is one of the causes of
traffic accidents at night. Though the high-beam

lights in cars are prohibited within city limits,

people continue to use them even when not

required. g,

Vehicular Factors

Accidents in Over-Age Vehicles.

Old vehicles are relatively more prone to
breakdown and malfunction and therefore
require greater care and maintenance on the part
of the owner. A study reveals that vehicles in
the 10-15 year age range accounted for 12.5% of
total accidents and 12.6% of total deaths while
those above 15 years of age were involved in

11% accidents and 12.3% deaths.

Overloading.

Overloaded vehicles (improperly secured loads
and with loads protruding beyond their body
structure) can cause accidents on account of
the excess load which include bursting of tyres
due to excess weight, wearing out of brakes due
to excessive friction, road collapse due to extra
weight, overturning/ roll-over of the vehicle due
to shifting of the centre of gravity and increase/
decrease of speed/ momentum while going
downhill/ uphill due to the excessive load.
7.9% of the total accidents, 9.5% of deaths and
8.2% of injuries were attributable to overloaded
vehicles.

It can be seen that the reasons for the large
numbers of accidents fall in two categories-
road conditions/ features and human factors.
Even the road environment/ features is finally
influenced by human factors in terms of the road
user’s adherence to laws, level of awareness and

alertness etc @ To be continued S
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The National Pharmacy week celebrations
instituted by Indian Pharmaceutical Association
from 1962 is celebrated all over Kerala from 20th to
26th November 2022

In a befitting manner upholding this years
theme: The pharmacy of the World, India. The
zone wise programs conducted by The Indian
Pharmaceutical Association, Kerala State branch
along with various Pharmacy Educational Institutions
are given below.

I .' - Y/

SOUTH ZONE, AT THIRUVANANTHAPURAM

The event was organized along with Mar
Dioscorus Collegeof Pharmacy, Thiruvananthapuram
on 22nd November at the College auditorium.

Hon’ble Minister for Transport, Sri. Antony Raju
inaugurated the celebration and has highlighted the
significant role played by Pharmacists as frontline
health professionals. He urged the need for a
Pharma park in the state to cater the needs of the
domestic market of quality medicine. He added that
Pharmacy curriculum to be revamped including the
application of Al, big data analytics robotics, etc. in
pharmaceutical sciences. Dr.Preeja G Pillai, Principal
of the College welcomed the gathering. His Grace
Dr. Gabriel Mar Gregarious presided over the meeting
and pointed out that human values and civic sense
should also be included in higher education sectors.
The Pharma Excellence Award 2022 was presented
to Prof. AK Chandrasekharan and Smt. Annakutty
by the minister on the occasion. Prof. Bhanumathy

].2 <4Pharma Firstp
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and Mrs. Troya introduced the awardees to the
audience. Dr. P. Jayasekhar, President IPA Kerala
State gave the NPWC message highlighting the
need to strengthen the Pharmacy practice settings
in the healthcare system and the need for a
Pharma Park in Kerala to manufacture medicines
and medical devices. The Director of Medical
Education Dr. Thomas Mathew & Drugs Controller,
SriP. M. Jayan were the Guests of honour.
Dr.Shaiju S Dharan, Mr.Sunil Kumar D and
Mrs. Subha N gave felicitations. Mr. Shisi A, treasu-
rer of IPA proposed Vote of thanks.

Scientific sessions include “Antimicrobial
Literary - need of the hour’ (by Dr.Aravind, R),
“Entrepreneurship and management opportunity
in Pharmaceutical sector” (By Dr. KS Chandra
sekharan) and Drug Regulatory laws in Kerala
(By Sri.M. S.Sajeevkumar). There were about 300
students registered for the seminar.



CENTRAL ZONE, AT CHALAKKUDY

The celebrations were conducted from 21st
to 23" November along with St.James College of
Pharmaceutical Sciences, Chalakkudy. On 21,
students’ competitions were conducted at St. James
College Auditorium.

A Pharma exhibition and free clinical
Investigation of lifestyle diseases (with the support
of Lions International and St. James Hospital) were
arranged on 22"-23" November with the support of
IPA students Forum and College management at the
Block panchayath Hall,Chalakkudy.

The Pharmacy week celebrations were officially
inaugurated by Sri. Benny Behanan. Member of
Parliament on 22™ November. Dr. K. Krishma
Kumar, Principal St. James College of Pharmaceutical
Sciences welcomed the gathering. Sri. M.P George,

Chrganized by

NORTH ZONE AT KOZHIKODE

The Celebration was organized on 22nd
November along with the JDT Islam College of
Pharmacy, Kozhikode.

Mr. Harish kumar, Asst. Drug Controller
Kozhikode inaugurated the program. Dr.Anjana John,

NATIONAL PHARMACY WEEK CELEBRATIONS

Indtan Pharmaceutical Associatien Kerala State Branch

12 November 2012
IO Inlam Calbege of Pharmacy

Vice president, IPA Kerala branch was the chief
guest. Rev. Fr. Dr. Antu Alapadan gave benevolent
message and.Dr. C.S Satheeshkumar gave the NPWC
messsage., Dr. PK.Sreekumar, Dr. R.S Rajasree,
Mr. VJ Joshy & Mr. Gopakumar spoke on the
occasion. Dr. John Jospeh Hon. Secretary IPA Kerala
propsoed the vote of thanks.

The Scientific sessions includes Kidney
Disease and its management (By Dr. Noble Scaria),
Control of Lifestyle diseases and their complications
(By Dr. Basil Sunny), Safe and rational use of drugs
(Sri.M.R.Pradeep), An overview lifestyle diseases
(Dr.T.K.Manoj),

Antimicrobial resistance (Dr. Suja Abraham),
Adverse drug reactions (Dr. Tinu Johny) and Health
through Exercises (Sri. Thomas A.L)

JDT
welcomed the gathering. Dr. P.C Anwar, Secretary,

of Pharmacy

Principal, Islam College
JDT Islam Orphanage Committee presided over
the function. Mr. Shaji M Varghese (Asst. Drugs
controller Kannur) gave the NPWC message.
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Janab Abdul Gafoor, Dr.Sujith Abraham, Dr.Biju
CR, and Mr. Jayachandran felicitated the function.
Dr. Sujith Varma, Principal, National College of
Pharmacy proposed the Vote of thanks. Mrs.Merlin
Bettila, Manger, Legal & Patient Relations IQRAA

NIRMALA COLLEGE OF PHARMACY, MUVATTUPUZHA

The celebrations were conducted from 22nd to
26" November by arranging medical camps, cultural
events, competitions, house visits etc. The program
was conducted by the Indian Pharmaceutical
Association Students forum and was inaugurated on
22" November by Sri.M.R.Pradeep, Deputy Drugs
Controller, Kerala (Retired) & CEO, Pharmafirst.

Rev.Fr.Jose Pulloppillil (Administrator of the
College) presided over the function.

Dr.R.Badmanabhan (Principal) gave the
NPWC message.Dr.Deepa Jose (Vice Principal) &
Dr. Fels Saju spoke on the occasion. Student forum
office bearers had performed welcome address &
Vote of Thanks.
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hospital was honoured for her excellent profession
at service.

The scientific sessions include talks on
“Medication Errors (by Mrs. Manju CS) and
“Antimicrobial Stewardship” ( By Dr. Kiron SS)About
250 students were registered for the scientific session.

(LR

T

MOOKAMBIKA COLLEGE OF PHARMACEUTICAL
SCIENCES & RESEARCH, MUVATTUPUZHA

The Celebrations were scheduled from 24"
to 26™ November. The inauguration was done by
Sri.M.R.Pradeep, Retired Deputy Drugs Controller,
Kerala on 24™ at the College auditorium. Sri.N.Sivadas
(Director of the College) presided the function.
Dr. Sabu. M.C (Principal) welcomed the gathering.
Sri. Jayanthan Namboodiri, Sri.Benny Thomas &
Dr. Sankar Sundaram felicitated the function.
Sri.Sujith.M (Vice Principal) proposed Vote of
thanks. A national Seminar on Patient Safety &
Intellectual Property Rights was conducted on the
day with a participation of over 200 students from
different colleges. Sri. M.R. Pradeep distributed

certificates to the students who got prizes in the
Central Zone Quiz competitions of IPA @



PHARMA
®

Oviz

Dr. Swathy Pradeep. Pharm D

—N

Where did HIV infection in
humans come from in Central
Africa?

Which cells of the human
immune system are infected
& destroyed by HIV ?

Name the therapy used to make
HIV infection a manageable
chronic condition ?

What are the Measures used to
diagnose primary HIV before
sero conversion ?

\_/

In which year AIDS was first
recognized by the U.S. Centers
for Disease Control and
Prevention ?

Name the three medicines used
to prevent HIV-AIDS in the
United States

\_/

Name the most common
occurring in 10% to 20%
people with HIV ?

cancer
of

16 EO~ (&

What are the primary caus
of death from HIV/AIDS ?

€S

\_/

O & (9 R

Which virus is associated with
HIV-AIDS to cause cervical
cancer ?

ﬁ%

Which HIV type is the most
prevalent strain in India ?

Answers @ Page 23
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ADVERSE

DRUG
REACTIONS (ADR)
& THEIR

MANAGEMENT

PART-11

Clinical trial study of drug generally
detects common Adverse Drug Reactions, but,
the reaction which occurs after long duration
in a specific person or population remains
undetected.

Pharmaco vigilance (PV) is a scientific
activity which keeps constant watch on the
drug throughout its life cycle. PV is a booming
concept which deals with chemical, botanical,
and biological medicines including medical
devices.The information about suspect productis
collected from healthcare providers and patients
to detect and prevent abnormalities associated
with it . Therefore PV deals with adverse effects
of drug, poly-pharmacy, paradoxical reactions,
and severe adverse events. It also covers
vaccination failure, irrational use, and lack of
efficacy, drug interactions, poisoning, overdose,
abuse, medication errors and misuse of drug.

In India, Indian Pharmacopoeia
Commission (IPC) and National Coordination
Committee (NCC) through the Central Drug
Standard Control Organization (CDSCO)
cordially regulate the PV activity.

On 14th July 2010 the Government of
India started the PV Program for India (PVPI).
As part of PVPI, All India Institute of Medical
Sciences (AIIMS), New Delhi selected as
National Coordinating Centre (NCC) to safe-
guard public health by validating the safety of
products. About 22 ADR monitoring centres
were established in the year 2010.

The NCC was transferred from AIIMS,
New Delhi to IPC, and Ghaziabad on 15th April
2011 for smooth and efficient functioning of
program. Selected eligible medical colleges,
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hospitals and centres were approved as ADR
Monitoring Centres (AMCs).

These AMCs collect the Individual Case
Safety Reports (ICSRs), analyses and report it
to regulatory authority. Till January 2017, 250

AMCs (Government and Non-Government) {.J_‘

have been established under PVPI.

About 20 Anti Retroviral Therapy (ART)
and 17 Revised National Tuberculosis Program
(RNTCP) centres were also established for
spontaneous ADR reporting. The technical
associate from Medical Sciences, Banaras
Hindu University is an authorised person for
collecting ICSRs along with its follow up and
online database entry in Vigi-Flow software.

All the primary health care centres (PHCs)
and community health centres (CHCs) submit
their ADR reports to the regional centre.

To build a potential PV system in India,
Pharmaco vigilance Program of India (PVPI)
have been proposed and implemented by the
Indian Government in 2010.

Accurate detection and reporting of ADR
is the heart of this system. Hence various
regional, zonal and peripheral centres have been
proposed for the smooth and effective reporting
of ADR.

Anyone can report ADR by filling the
suspect ADR reporting form available online
or offline to the nearest centre in suitable
language. Considering Indian geographical
distribution, huge population and mobile
network connectivity, a toll free number and
the mobile app is also provided for timely and
effective reporting of ADR.

The reported ADRs are collected and
processed at the centres in Vigi-flow software.
These centres detect signal which are reported to
CDSCO and World Health Organisation (WHO)
for further regulatory action.

CDSCO-WHO communicates their deci-
sion through a suitable media for the betterment

of public health @ To be continued



abies is a deadly virus spread to people
from the saliva or neural tissue of an
infected animal, through bite or scratch.
Usually stray dogs transmit this deadly virus to
people. Rabies virus generally infects the central
nervous system. Symptoms may occur from days to
years after exposure to the virus and include delirium
(confusion), abnormal behavior, hallucinations,
hydrophobia (fear of water), and insomnia (difficulty

sleeping), which precede coma and death. The

animals most likely to spread the rabies virus to
people include Pets and farm animals like Cats, ‘

Cows, Dogs, Goats, Horses and wild animals like
Bats, Beavers, Foxes, Monkeys etc. Once a person A N I R A B I E S
begins showing signs and symptoms of rabies, the
disease nearly causes death. So, anyone who may

have a risk of contracting rabies should receive V A' ' ) I N E -
rabies vaccinations for protection. k

Rabies vaccine is an active immunizing agent used to

prevent infection caused by the rabies virus. It works

by causing the body to produce its own protection
| Dr. V.J. Joseph

(antibodies) against the virus. This vaccine is given
to persons who have been exposed to an animal that
is known, or thought, to have rabies. This is called
post-exposure prophylaxis. The vaccine may also be
given in advance to persons who have a high risk of

viral infection.

Doses are given by injection into the skin or
muscle. After exposure, the vaccination is typically
used along with rabies immunoglobulin. It is
recommended that those who are at high risk of

exposure be vaccinated before potential exposure.

Rabies vaccines are effective in humans and

other animals, and vaccinating dogs are very effective

in preventing the spread of rabies to humans. A

long-lasting immunity to the virus develops after a



full course of treatment. The vaccines may be used
safely by all age groups. About 35 to 45 percent of
people develop a brief period of redness and pain
at the injection site, and 5 to 15 percent of people
may experience fever, headaches, or nausea. After
exposure to rabies, there is no contraindication to its
use, because the untreated virus is overwhelmingly
fatal.

Most often the vaccine is used after exposure
to the disease. Preventive vaccination is done to those
who are at high risk for exposure, such as laboratory
workers, veterinarians, animal handlers, spelunkers
(someone who explores caves), and travelers going
to parts of the world where exposure to rabies is
likely.They should get two doses of vaccine. The
second should be given seven days after the first
dose. Some people will also be recommended for
antibody testing and possibly a booster dose. Once
someone has been exposed, their dosing will vary

depending upon their vaccination history:

For those who have been exposed to rabies
without previous vaccination, the vaccine is given
shortly after exposure to prevent the progressive,
invariably fatal disease, rabies. In these situations, a
total of four shots are given in the shoulder muscle
of adults or the thigh of children. The first shot is
given immediately after exposure to a rabid animal,
then again three days later, seven days later, and 14
days later. The person should also receive another

shot called rabies immune globulin (RIG).

For those who have been exposed to rabies, but
who were previously vaccinated with rabies vaccine,
two shots should be given in the shoulder (adults)
or thigh (children) muscle. The first shot should be
given immediately after exposure. A second shot
should be given three days later. These people do not
need to get RIG.
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Additional doses

Immunity following a course of dose is
typically long lasting, and additional doses are
usually not needed unless the person has a high risk
of contracting the virus. Those at risk may have tests
done to measure the amount of rabies antibodies in

the blood, and then get rabies boosters as needed.

Types

The Human Diploid Cell Vaccine (H.D.C.V.) was
started in 1967. Which are inactivated vaccines made
using the attenuated Pitman-Moore L503 strain of

the virus.

Newer and less expensive purified Chicken Embryo
Cell Vaccines (CCEEV) and purified Vero cell rabies
vaccines are now available and are recommended for
use by the WHO.

CCEEVs can be used in both pre- and post-exposure
vaccinations. CCEEVs use inactivated rabies virus
grown from either embryonated eggs or in cell

cultures and are safe for use in humans and animals.

The purified Vero cell rabies vaccine uses the
attenuated Wistar strain of the rabies virus, and uses

the Vero cell line as its host.

Treatment of people bitten by an animal that might

be rabid should include the following:
o Wash the wound carefully with soap and water.

e Administer rabies immune globulin (RIG), a
preparation of serum obtained from people who
have high levels of rabies-specific antibodies in
their blood. RIG should be injected in and around
the wound to prevent attachment of rabies virus

to the nervous system.

o Begin the series of shots of rabies vaccine

immediately @



OMEGA-3
FATTY ACIDS

HEALTH

Compiled by Abdulla Samad

mega-3 fatty acids are polyunsaturated fatty

3 E E F I acids that are incredibly essential for our
J l body. These fatty acids are vital components

of the membranes that surround each cell in
the body, and have many powerful benefits for the brain,
immune system, heart, blood vessels, lungs, and for the
network of hormone-producing glands.

The lack of these fatty acids have been linked with
several physical and psychological diseases as well as
developmental delays in children.

There are many natural and simply available
sources of omega-3s. It is plenty in fatty fish, fish oil
or omega-3 supplement as these are a cheaper and
extremely effective way to improve health for individuals
with omega-3s deficiency.
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Deficiency Signs and Symptoms

o Dehydration, thirst, dry mouth/ throat, or frequent
urination

« Fatigue
o Trouble sleeping

o Concentration problems, attentiveness or poor
memory (in children and adults)

o Irritability, restlessness, anger and anxiety. People
who seem to anger quickly for no reason may actually
suffer from omega-3 deficiency

» Depression

o Mood swings

« Stiff or painful joints
o Leg cramps

o Allergy symptoms such as hives, hay fever, asthma,
and eczema can all indicate lowered omega-3 levels

o Excessive ear wax
« Cardiovascular concerns

o Difficult menstrual cycles, or prolonged, heavy
periods with clotting

o In addition, problems with skin, hair and nails such
as:

 Rough, dry, scaly, flaky, cracking, or callused
skin

o Dermatitis

« Rashes on the skin

o Brittle, dry or dull hair

« Dandruff or “cradle cap”

« Thin, soft or brittle nails that peel and crack
(or slow-growing nails)

Diseases Related to Omega-3 Deficiency

Cancer Breast Cancer

Heart Disease ADD/ADHD

Stroke Diabetes

Alzheimer’s Obesity

Multiple Sclerosis Cardiovascular Disease

20 <4Pharma Firstp
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Risk Groups and Factors

e Vegans

o Individuals who restrict fat in their diet

o People who do not consume enough fatty fish

o Individuals whose diets are high in red meat and
poultry

Types

There are three kinds of omega-3 fatty acids: ALA, EPA
and DHA. All these fatty acids are vital components
of the membranes that surround each cell in the body.
These are obtained from certain foods and dietary
supplements.

Alpha-Linolenic Acid (ALA)

Naturally found in plant oils such as flaxseed,
soybean, and canola oils. Also in pumpkin seeds
and pumpkin seed oil, walnuts and walnut oil.
ALA is an essential fatty acid obtained from the
beverages, foods or supplements consumed by us.

Eicosa Pentaenoic Acid (EPA)

Naturally found in fish and other seafood. The
body can convert some ALA into EPA and then to
DHA but, in very small amounts. Therefore dietary
supplements like fish oil is the only way to increase
levels of these omega-3 fatty acids in the body.

Docosa Hexaenoic Acid (DHA)

Naturally found in fish and other seafood. EPA and
DHA rich foods include mackerel, salmon, seabass,
oysters, sardines, shrimps and trout. DHA levels are
high in the brain, retina (eye), and sperm cells.

Treatment and Prevention of Deficiency

The treatment includes taking omega-3 rich foods
and/or taking fish oil or other omega-3 supplements,
keeping in mind the following.

o Most health benefits are linked with DHA and EPA.
So select supplements containing these two.

o Seek for the product that contains the highest
optimal dosage of EPA and DHA.



o Search high quality and pure products that meet
international quality standards, as all fish oil
supplements are not the same.

o Do not consume fish oil if there is allergy to fish.

o Do not exceed the suggested dosage on the product
label.

Side effects
»  Bad breath
»  Bad-smelling sweat
»  Headaches
»  Heartburn
»  Nausea

»  Diarrhea

Health benefits
Physical

Omega-3s are an integral component of cells and help
them function effectively. They also help from signaling
molecules called eicosanoids, which play a vital role in
the:

o Cardiovascular system: This includes the heart,
blood vessels, and blood.

o Pulmonary system: This is the lungs, airways, and
blood vessels.

o Immune system: This includes the bone marrow,
spleen, lymphatic system, and white blood cells.

« Endocrine system: This includes the pancreas,
adrenal glands, thyroid gland, pituitary gland, and
hormones.

Mental

Omega-3 also plays an important role in brain
development, functioning, and aging. Polyunsaturated
fats (PUFAs) — including omega-3 and omega-6 —
make up 20% of the brain’s overall weight.

Its deficiency has links to an increased risk of
developing a range of mental health conditions like
depression, bipolar disorder, and attention-deficit/
hyperactivity disorder (ADHD).Increasing intake of
omega-3 may beneficially affect neurodegenerative
disorders such as Alzheimer’s disease.

Supplements

Fish oil: Fish oil is the most common omega-3
supplement, and it offers the highest available
dose. Fish oil supplements include both DHA
and EPA.

Cod liver oil: Cod liver oil is rich in DHA and
EPA omega-3s.

Krill o0il: Krill oil is another seafood oil that is
rich in DHA and EPA.

Algae oil: For people following a vegetarian or
vegan diet, algae oils are an excellent source of
omega-3s. However, they contain a lower dose
than most fish oil supplements, so people may

need to take more of them.

ALA supplements: Flaxseed, chia seed, and hemp
seed supplements contain only the plant-based
omega-3 ALA, which is not sufficient on its own.
Although ALA supplements are not a substitute
for fish or algae oil, they can be a good addition
to the diet.

The amount of omega-3 in each of the above
supplements depends on the type of supplement and the
specific brand. Certain plant-based supplements, such
as some algae and ALA supplements, include gelatin

and are not suitable for vegetarians and vegans.

Omega-3 fatty acids are an essential dietary
component and help to maintain proper cell functioning
throughout the body. Research suggests they also play an

important role in brain functioning and mental health.

A healthy diet is one that includes the three types
of omega-3: DHA, EPA, and ALA. Fish and seafood
tend to be high in DHA and EPA.

Plant sources are typically abundant in ALA,
although seaweed and algae also contain EPA and DHA,
making them a healthy option for people following a

vegetarian or vegan diet
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BLUE CROSS LABORATORIES

of more than 40 years, is a leading Pharmaceutical

firmwith products price affordable to common man.
Founded in 1980 by Mr. N.H. Israni, is now transformed as
the leading research-based fast-growing pharmaceutical
companies in India providing healthcare products to
people across the Globe with the aim of improving human
life. Sri. N. H. Israni is the Founder & Chairman and Mr.
Manoj Israni,the Vice-Chairman and Managing Director.

Their leading brands “MEFTAL and “TUSQ”
are the household and trusted names across India and
outside. They discover, develop and deliver a wide range
of innovative and highly advanced products covering
major therapeutic segments like Antibacterial, Analgesics,
Antispasmodics, Cough & Cold Preparations, Cardioacting,
Antidiabetic, Dermatological, Anti-ulcerants, Antipyretics,
etc. in different dosage forms at affordable cost.

IVI /8 Blue Cross Laboratories, Mumbai with a tradition

Blue Cross is recognized as the pioneers in
Dispersible Tablets & also developed Mouth-dissolving
Tablets which are convenient for patients who have
difficulty swallowing.Their R&D is currently focusing on
the development of Novel Drug Delivery Systems (NDDS),
Novel Topical drug delivery i.e. effectiveness of the drug
by localization at the site of action (emulgel) etc.

The Quality Control facility consists of separate
Chemical, Instrumental and Microbiology laboratories.
Each lab is equipped with sophisticated latest instruments
like HPLCs, FTIR, UV-Visible spectrophotometers, Gas
Chromatograph, TOC, Dissolution testers, Walk in Humidity
chamber and LAF units. These instruments are calibrated
periodically to ensure their error free performance.
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The Analytical methods are validated as per WHO
and ICH Q2 guidelines. Stability of products conducted
as per ICH Q1 guidelines which ensure quality of products
up to their shelf life. Document & data controls in Quality
control laboratory ensure data integrity and meets all the
national and international regulatory and GLP compliances.

The in-house product development capabilities
deliver products of world class quality at affordable price to
consumer by focusing on Quality by Design (QbD) through
various Design of experiments (DoE). The inbuilt quality
of products is assured through scientific way of product
development at R&D scale, stability studies, transfer of
technology from lab scale to mass production, process
validation, Analytical method development and Analytical
Method validation.

The major manufacturing units are at Nasik(26000
Sg.Mt) and Goa(23000 sg.mt). The Nasik and Goa
pharmaceutical plants have adequate production capacities
to meet the growing market requirements of various types
of tablets, capsules, liquids, ointments, and creams. Both
these plants are modern, well equipped, and are run by
competent, experienced personnel. They fully meet the
G.M.P requirements and are approved by local F.D.A. and
W.H.0-G.M.P authorities & many overseas countries @

CORPORATE OFFICE

Peninsula Chambers

Peninsula Corporate Park,G.K Marg

Lower Parel (West), Mumbai, PIN — 400013
Maharashtra, INDIA.

Tel: 022-6663 8000

Email: info@bluecrosslabs.com



MIEURB3HS BDaHW (oNUMVAIW
MoBWEBWEE o 9.

To,

The Editor, Pharma First

18t Floor, Marymatha Apartments, Piravom Road,
Muvattupuzha-686661. editorial@pharmafirstconsulting.com

adewiam.ales@led oladns wieRIge G.d oalles oilel
EVOEMNU PEMIMIOE. MEBILE 86 ERWIAEAR CWILNI0
al@wlame &¥leom Eleinod al3KkLee S6E. CWIHNIOS
mdegn(eIee @allas MYIB aAQIM HEHSBIe 203MISE]
226m’ ERONLNS W6 MBISIME. AMEIBSIMISHIM 2GIMIS D
erolbleden a:I530m3 allsimd mIwlen3e2)? @eaimy mlwa
MIVIOWIEERI ?

am@dmend oil. ail., 60dd3g &Il

Ans. erotio)om @rwideqs aquig amndd Grul aeriMM
988 MOlIMOUIM 863 cAWIHGHH MM gmIsHlo 26]
m&@ gnlewIdly] alelon msomymelm’ @sgylg. GRO
80) epWidens eHIMEEHM 088 cWIHBLEH 22388
(@Y S&IMS:3e)206m. @RNleS Mildodgl 263600 &ilalenss
CRINIT 6.210M) §a1ERISMSNIDSN allmlam msomiemiwd mw
2elon2IM2)W 23030. GROIMIEI 263mM3 Mmldxiem eeeImdmyo
. oM.l EHMESHMIPe 2030 ANSICLNTRMIVIAE. (WM
AORIMMM’ mosmily mdeReBW «HomMISIBe milailod
CAMENREs ERWIACHS (WOM OMMBI0INS BIanImilw
mlmmyo eIflengo.

0.2 «pon} e2uileam eqolm eem3 anddamiqied ewoel
0210m3 AEIM}. H5WIAS (wlGOD] MAWe IO afP] AJMTD
@O olOM3 AUOEWIEM. al9QMICINR DEIB SglMiSo DA
803 rndd2mil@flom 20(@2660 2130360208 ©¥lwe2)? 8eIB 23
930008 mawe eBIel 6AQIT EaldOE ?

2mIdgmmd. 66 ,6&I5Wo.

Ans. 0l02eI00 863 elaqdw’ .nidamiqiend mimilay
oolod 2)(me2 203M3HW@ alodam msomIm ERv1&I62388].
Alaimaido 15 26mlend (adovilen;m 8} eawleadd eqyina
¥ Mwa. ERM3LIMILHIMOT G306 R6R] 0IG2MIMY]
&1 cnlemeamIaN. 8rIHS 2)(M2AIW 213638036MI mlanpuies
8wl 26mlengd mawo (990es 66} 2emlenid al(wae M@

4 A
0.1 emmd @ales 86 Grwdeqs agyIy emmd msoul

@IO) 2)(@E2 MOlalMo @IOM] (alidEISHIND a.wmg‘(mamﬂmg_\
al030281@ 8108 BYIANSND. Halelnl 213e3enM @RGIEMENIWD
mg 28go, 863 emulwmaiem aslanes nidamiqglem el
mldomieaem.

0.3 prles 863 ERWIGEAR 263MISSWIEE. MAlaSs 863 LIS
(&I 6.21Q3MI26ME. @REGaN0 ERMINIR)e ERERNMEI 2e3M]
&80 aDPIMINIME. SHOGNISS MoMAIMSNIEMIV  CAIALE
@ERWVIACIBCOMIASIEe  @ROIMGJe  @REENAMIV (&I’
0.2Q3M@lm’ @eAleSs @RI, DEIB CAIGNINS BRERI
Aol 2e3mM} @3dcslend ersjom eaulenm eqilecawon @R
£0}606M H20QIMO. GRMPA®e 2e3MGWE «Harf modalm
ool meslaly al@lam msomymalm aesimmdm’ &153621?
0626 (B, SIMAeMIW

Ans. @reen«ol 2emiesulol erwidens 203mMswda;sl ai
@«cim msomymalm’ Mo @sgg). EROIN; (WO aaaImmm’
eifleenm @rmdema’ (W Ddmbagsd @lnolmlc mald
9@ amlwiIs)oe. Dailes ERWIAEQR 203MIGEE 2(@o aillmdeniad
@PMN1IB2388 &SUIOh ERWIAEAIR CAIHA (WIS §.aIQIeDI0
cHE8OI03 ERMIUBMWALIOM GREANHE] M(MIBIWo (alI@1Mm’
02QI&W0 6.21Q3M3. GRERaN0 aPPIMIM 2AGIMGW MOIS:IMIo
mwamsqy23es. Registered Medical Practioner @p®l 62166
ealmim (nD&IM’ 6.2QIM ¢oe8) nawlenm @vmmilo o
mgsm mmlelulsiss 68BN 2)(ME2 GRERNMM] 2AG3MIal
cI6lgl3 allSlan ea1gImd MIWlen3. SAgRIse MALnIB mulslw
ERVIACAIB (1M EHIMBSHUM DalcwIilg] Mailas 2e3MS3Al
&0m@mo AlMcIM MSEMIM@o S3)EE2I6M.

Pharma Quiz Answers
From a chimpanzee

Antiretroviral therapy (ART)
In 1981
Kaposi’s sarcoma

Human Papilloma Virus (HPV)

MR .

6. CD4+ T cells.

7. HIV-RNA or p24 antigen.

8. Tenofovir, Emtricitabine and Raltegravir
9. Opportunistic Infections and Cancer

10. HIV-1 subtype C
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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.

18. Prohibition of import of certain cosmetic.

(1) No cosmetic, the manufacture, sale or distribution
of which is prohibited in the country of origin, shall
be imported under the same name or under any
other name except for the purpose of examination,
test or analysis.

(2) No cosmetics shall be imported unless the KUse
Before or use by“ date shown on the label, wrapper
or container of the cosmetic is later than six months
from the date of import.

(3) No cosmetic containing hexachlorophene shall
be imported.

(4) No cosmetic that has been tested on animals after
the 12th day of November 2014 shall be imported
into the country.

19. Documents to be supplied to the Commissioner
of Customs

Before any cosmetics are imported, a declaration

signed by manufacturer or on behalf of the
manufacturer or by importer or on behalf of
the importer that the cosmetics comply with
the provisions of Chapter III of the Act, and the
rules made there under, shall be supplied to the
Commissioner of Customs.

20. Procedure for import of cosmetics.

(1) If the officer appointed at the port of entry by the
Central Government (CG) has reason to believe that
any cosmetic contravenes any of the provisions of
the Act or the rules made there under, he may take
sample of the cosmetic from the consignment for
inspection.

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART - 37
Adv. BIPIN. J.

(2) If on examination of the sample drawn as per sub-
rule (1) defects are noticed, the officer shall advise
the Commissioner of Customs about further action
to be taken.

(3) If the suspected contravention of the provisions
of the Act or the rules is such as may have to be
determined by test, the officer shall send the sample
to the Laboratory established for the purpose for
performing such tests and the consignment of
the said cosmetic shall be detained till such time,
the test report on that sample is received from the
Director of the said Laboratory or any other officer
of the Laboratory empowered by him in this behalf:
Provided that if the importer gives an undertaking
in writing not to dispose of the cosmetic without
the consent of the Commissioner of Customs and to
return the consignment or such portion thereof as
may be required, the Commissioner of Customs may;,
make over the consignment to the importer.

(4) If the importer who has given an undertaking
under proviso to sub-rule (1) is required by the
Commissioner of Customs to return the consignment
or portion thereof, he shall return the consignment
or portion thereof within ten days of receipt of the
notice.

(5) ) If the Director of the Laboratory reports to the
CC that the sample of any cosmetic in a consignment
contravenes provisions of Chapter III of the Act or
rules made there under and that the contravention is
such that it cannot be remedied by the importer, the
CC shall communicate the report forthwith to the
importer who shall, within two months of receiving
such communication, either send back all the
cosmetic in the consignment to the country in which
it was manufactured or to the country from which it
was imported or hand it over to the CG which shall

cause it to be destroyed @ '
To be continued
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Common
Homeopathic

Remedies

Part-23

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.

NATRUM MURIATICUM

atrum Mur is a slow acting remedy for
chronic ailments and is rarely prescribed
for acute conditions. It increases
production of RBCs and albumin. It does not cure
by supplying the amount of salt that the body needs,
but acts to alter and restore the tissues of the body
so they can assimilate the body’s needs for salt from
food. By bringing the body into a state of health, it
reduces the patient’s susceptibility to colds, fevers,
and other ailments.

GENERAL USE

Nat. mur. ailments come about as a result
of emotional excitement, trauma, bad news, grief,
disappointed love, fright, suppression of emotions,
sexual excess, and head injuries. Exposure to the
sun and intake of alcohol or salt may also cause
ailments. These conditions may weaken the immune
system and create illness.
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This is indicated in emaciated persons, teething
children, persons who are congested and catch cold
easily, the elderly, or awkward, pubescent girls who
suffer from headaches and menstrual irregularities.
The children are usually serious and dislike excessive
physical contact and hate to be teased. They often
see frightening dreams about being robbed.

NAT. MUR. IS INDICATED FOR THE FOLLOWING CASES

The patient’s face is pale and waxy and the
body has an emaciated appearance. The face and hair
may be oily, while the lips and corners of the mouth

are dry and cracked. They are weak, both in body



and mind, and is absentminded and forgetful. The
mucous from bodily discharges has the constituency
of egg whites. A craving for salty, sour, or bitter
foods is present, as is an aversion to bread, fats, or
rich foods. The patient is thirsty for cold drinks even
though, is constantly chilly and suffers from a lack
of vital heat. They are sensitive to light touch and
pressure. Cold sores on the lips or mouth may appear
frequently, often as a result of suppressed emotions
or as a companion to fever . The body may exude a
sour smell. Hang nails are prevalent. Complaints are
better from open air, but worse from warmth or heat.

Mentally depressed, sad, easily startled,
sensitive, anxious, irritable, restless, angry, moody,
nervous, easily offended, and indifferent. Dwells
on past occurrences and is fearful of crowds, of an
impending situation or calamity, thunderstorms, or
being robbed. The patient wishes to be alone and
demonstrates introverted behavior. To avoid being
hurt they may avoid intimacy. Very emotional but
does not like to express the emotions in public and
retires to the safety of their own home to cry. The
emotions are exaggerated and moods often alternate
radically. May appear to desire consolation, but
when it is offered, becomes angry or rejects it. Acts
in a hasty or rushed manner and cannot urinate in
public.

Symptoms are generally worse in the morning
around 10 a.m., at night, from the cold, the heat
of summer, sun exposure, open air, consolation,
suppression of sweat, physical and mental exertion,
lying on the left side, after eating, from noise, from
pressure or touch, and before, after, and during
menstruation. Symptoms are better from bathing in
cold water, lying down, from sweating, or through

rest.

SPECIFIC INDICATIONS

The patients suffer from digestive ailments,
often times from the suppression of emotions. There
is distended stomach with gas , slowness of bowel
function, and slow digestion. Other indications
include stomach pain, heartburn , liver pain two or
three hours after eating, excessive hunger and thirst,
a constant need to urinate, an aversion to bread, and
a craving for salty, sour, and bitter foods. An empty
feeling in the stomach may occur at 10 a.m. Symptoms
are often relieved upon eating. Constipation. Stools
appear as dry and hard and often difficult to expel,
preceded by rumbling in the abdomen and flatulence.
Nat. mur. is a good remedy for indigestion caused
by the consumption of rich food, which often causes
green, watery diarrhea . Symptoms are worse from
eating starchy food.

Woman is greatly affected by her menstrual
cycle. Her mental symptoms are increased before
menstruation, and may suffer from headaches,
nausea , skin eruptions, weakness, back pains, heart
palpitations, and pains in abdomen and loins. She
is discontented and lacks enjoyment of any kind.
Her cycle is either early or late. After the menstrual
flow has stopped, the woman may still suffer from
depression, headache or cramps.

The headaches are centered in the forehead
and temples, although they may occur at the back of
the head. Headaches are often caused by emotional
excitement, grief, anger, head injuries, eye strain,
anemia, or malnutrition. The pain is of a bursting or
throbbing nature. The headache is accompanied by
nausea, vomiting, dry mouth , and extreme thirst. @
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DRUGS WE USE COMMONLY

Povidone-iodine

his is a broad spectrum antiseptic for

topical application in the treatment

and prevention of wound infection. It

may be used in first aid for minor cuts,
burns, abrasions and blisters.It exhibits longer
lasting antiseptic effects than tincture of iodine,
due to its slow absorption via soft tissue, making
it the choice for longer surgeries. Chlorhexidine
provides superior results with equivalent adverse
events.

It may be used for skin disinfection before
and after surgery and can be applied to the skin as
a liquid or a powder. It is sold under a number of
brand names including Betadine.

Povidone-iodine is a chemical complex
of the polymer povidone (polyvinylpyrrolidone)
and triiodide (I3—). It contains 10% Povidone,
with total iodine species equaling 10,000 ppm or
1% total titratable iodine. It works by releasing
iodine which results in the death of a range of
microorganisms.

It is soluble in cold and mild-warm water,
ethyl alcohol, isopropyl alcohol, polyethylene
glycol, and glycerol. Its stability in solution is
much greater than that of tincture of iodine or
Lugol’s solution.

Side effects include skin irritation and
sometimes swelling. If used on large wounds,
kidney problems, high blood sodium, and metabolic
acidosis may occur. It is not recommended in
women who are less than 32 weeks pregnant.
Frequent use is not recommended in people with
thyroid problems or are taking lithium.

Indications: Consequently, PVP-I has found broad
application in medicine as a surgical scrub; for pre-
and post-operative skin cleansing; for the treatment
and prevention of infections in wounds, ulcers,
cuts and burns; for the treatment of infections in
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decubitus ulcers and stasis ulcers; in gynecology
for vaginitis associated with candidal, trichomonal
or mixed infections. For these purposes PVP-I has
been formulated at concentrations of 7.5-10.0% in
solution, spray, surgical scrub, ointment, and swab
dosage forms; however, use of 10% povidone-
iodine though recommended, is infrequently used,
as it is poorly accepted by health care workers and
is excessively slow to dry.

Antiseptic activity of PVP-I is because of
free iodine (I2) and PVP-I only acts as carrier of
12 to the target cells. Most commonly used 10%
PVP-I delivers about 1-3 ppm of I2 in a compound
of more than 31,600 ppm of total iodine atoms. All
the toxic and staining effects of PVP-I is due to the
inactive iodine only.

The iodine in PVP-I reacts with hydrogen
peroxide, silver, taurolidine and proteins such as
enzymes, rendering them (and itself) ineffective. It
also reacts with many mercury compounds, giving
the corrosive compound mercury iodide, as well
as with many metals, making it unsuitable for
disinfecting metal piercings.

Iodine is absorbed into the body to various
degrees, depending on application area and
condition of the skin. As such, it interacts with
diagnostic tests of the thyroid gland such as
radioiodine diagnostics, as well as with various
diagnostic agents used on the urine and stool.

PVP-I has been used for more than 60 years
as a topical antiseptic agent. Of note, PVP-I is
viricidal against a wide range of viruses, including
corona viruses. Numerous reports confirm that low
doses of PVP-I applied for short periods of time
are extremely effective at reducing viral load. The
safety profile of topical application of PVP-I to
oral mucosa has been demonstrated @
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(PREP) agyam al@latos] aigeo alR@e02001 @3atyo
MO HHOM DalCWIUIl 2} AIOIIM). BMUBH B0 / Al
SOURBHPNSWVNORI GBaHYo alBla0GIBH)EHWIEM MEa[oud
(alWoMm@oWg) GAMB®. @RAI® GBaHio MLlo BOIUD
26000008 @R(BAlsmaM  qmudl®l  adella) Al
BHWOEMELJ0? MSHNo  MO@  DOAN
SO0V alFO@IGWIS) &Sl GBaHYo BOWBH)aN

@MIMOoW]

21l&1oN @R oElEH) B @REIG:A 0.

Cognitive behavioral therapy (CBT) avowoomem @alcwous]
B9)IM 30) 2flaslond O1e1WoeM.O@IG3 GEIWIEB:E30S
@RAIOYES amqYloal QllaHAEBUd ®)0aN)  alO0WIm
@RAITVOO OBHIS}AN)MM). ®SBM GRAUTHNBS (ald
COUl® alBla000208YEBUWY AllBBIWAE MIAEGUTIH)
aN).@R®) QIS

B9 HF1W)o.

GBaHIOHOM  B30)aldlWlae  Mloam]

Positive mentalization and personal development. @wryai
00yleI0O®  GBaHyo HOEMVIHNAD  B)SlHUBH ME3
)N H®00a{l@EMI®. @ROMO0  H)SlHes  @Icl
2J0leom) @YV 30600 AMIENAE aflmo (al
GO o BSWIMIEE MMM @RAUOOS (alWdMEBBUI
(U0ELOANABQYo BHS TVEAMOAHQN TVAOWIMANe M@I
&1 M2 a0OWIEE Ealomilglal MalalHEOMINS DSHal
S0M (a10aI®OBHaM).
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M@H)AM  adlad}em qVoMa0y aVflBH00y® Adrblajl
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003 0alSINE & B0

30} 921010 M1EIVOTIONG CalIGIT3 ERaUY NSO
WIS @M MW ANEWWAISNIM DSOHM GHAN
31301200 VITSIE9)H, @REMINSIalo Alle:006 O
@RS HS MO0V H:0)®) &, GBaH Yo GRSEBBIAM QAUSHO
relaxation exercise ©al@)d. MIWTENOMNHHSW)0
a0 BVWAMISHOSWV)0  @REERYQ0  BRVWANBB®IBE]
29g] @1H610m VIO VLICD)H>.
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GOaIOS)OT] QITE6)d>. QllaHAEBBUE O], B)S) DT
MLEAMaHlENIM)o  2flAlEOHIM)MBB  @PAITLOEBBUY
BO)HN)B. DOQOVIBIOS GRAITLOWBIW] GOO®A S0
OaIQYEMIOUE  MIMEOS GRAITLO  of)(MCWO  GRB
2006mMaN)  @1Cla Ol  HUACWIOS  2OQI0IOS
GHUWHHOM  Wlaillen)d. MaMeS AEMOIRIAUICTINEAI
Qy®LOoaVo  @@lajolenm), O®JIRLIEEMEHUE M,
@SJMO8  MVDaOIBalERIHE] RIQM:. HISOT 209
BWEHOV] AlBBWMIV B0} HOIVEHHISHEITO
MVa0OIWo GMS)h. @RYAUUDIHAHIG3 AMAYIOM (00D
DOBHOMBB AOYMAHUT DalBWOUIla] GBaHYo &0

DBomMo (VOHNEe)H>.
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20l aildlo}0ydeo  EBHOWRIW]  al0Em)AIIN)
@R(HR0 HoeMla)) PQASOO MaYPalS)OaN qudlo]
891QI106HHNBMoM. MU B:WBesIswlalo GA®IBs
WBaslsailene &)SjoamidonaaBUdaslswlane aldrula))
QAOYIN aGloMOTRE:@ BF1AIIEHIM (A I0CWIUTEHM0W]
62@3 M1B63Ula] 0103E:03 TNOOETMSIOD) B)3GAI0S)
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(MO HILIOMI
GRAUIWINS (ICMm)d O & B30

301® alodm])

2)6S O1OOTIOL! HHRHI9aflond (9508
( I ’ MIE(s0U8, HSPITLHHOAD) @esql Mldem

VB9)IM OB IGIGUIWMWIEMID). i@y
00 MSEAUBMHSITE MDD alGlGUIWM MSOMIVWIGEY
aflel ROIOE: GOIMEEBSI0, a0JGB30Y) @Rald:S TLORDY
®HB)o aloM(HOMS Arleno GaloeN8s GOONEEBRS)o
BOEMBO] 21Gla0002038NEEBU3 MVIE:G1E9M & ¥lw)o.
MLOWIMWOW] (alolNdld: WETO alGlGUDOWME:S)o,
QBMalBIGUIWM 800 CBCW)o, BMPW)o (basic meta-
bolic panel) ©210® GU0au206N) ) HalQIAB GAIHRA
m13e3uslen)mM®.

D alolevoowmwilad Total cholesterol (combination of
LDL-C, VLDL-C & HDL-C),

Low-density lipoprotein (LDL) cholesterol, Very low-density
lipoprotein (VLDL) cholesterol, High-density lipoprotein
(HDL) cholesterol, Triglycerides agyamlaiosn) ©21Q)ds.

MM  OsMGIAB  afP) @00 CLISGHEBBOS Mlel

afloaImOl@IoeN) B:6MEN0He) .

*@s05©3- lipids, Serum total cholesterol, serum HDL
cholesterol, Total cholesterol/ HDL cholesterol ratio, Serum
triglycerides, af)an1QL.@GREMO
®S0qajo Electrophoretic fractionation ©l@iloiled Chylomi-
crons, LDL, VLDL,HDL vom@aomal)o.

Serum Phospholipids

@aM) CLISHEBE)NS @PSAIlE3 MIIN)o AYBBAI @6
B9)DH)S] af)S}HH0M  alQlo.afQON0 GBIaHo B alQIaD
LDL &@d98aUESo03 @RLOAID 21100 6)@3H08T0GSI03
Wam1eB08 @RSIEOm) &)Sl aOiGBOY) TLOBRLID )
S1aM AU @) U0eM1oY.

®R010mIGICANM ailel AAM alEICWINMH 830
GROMNIMNEI93 CIGDHAING &MY CEIN
(@16EIWIZo all&lOVWIo Ml BIEANMS @R QI0R) & W30 AlAIG]AHIM

pilailng’

61[nl6161n 0D

VLDL 6®:08M36(S008 &)060m @psailed &0
EMAM D TLOWIEM EOAilOel HAIY AIWleIde)
alG1GUOWlEN . OBHI91aflo (Haallo)ELeIY eng
eenIglaTvo  @RBHHOM)0 @R®) AUl GEINMIBENWo
§21Q0M)0 DD Dald00MIB)0.

HDL 9:08T06(S008 @RLOAID ME] B8V E(SOUd
0oloomlod @sle)mm LDL e808miesoglom ealn)
Q) a0yBWIGOINY0 HD2e|S;AMAN AR D).

6)6)@@6)«06)6)0(113 a0yB®o, aloMB(B1WOMS ag)am]
QAUWOS (IAUIGCMOOD NIOUWIBNAD  AHQI0) HEIP)
a]06em1©). a0yE(30¢ MVIERLY® MIBERVILHIM)0, HBOB
OGSO HOTENM  AOYIMYBHBYOS  anLl(aldaio]
@156q|S)OMIMI0 DD alBlGUOWM MM |S}AM).

alfl BI0ENNEO0)0 HAI0J AUWEOINS OBD® oldl
GUOOWM  MSAMIMIEM @YU |S)AND. DG JOUd
@RLPOMWo  BHYOIR0V] @ WIBRVLHIMBS
VDO EBBBIM6NE.

GS05M OBHOBMVE(SOUB @RSl Od®H06MB) Moo
6o0MIBgP®@o qLoaLYRA(El BTl )88 @R
GMIHPIWOET GOIN® QAU AMYILIOHO) B, TVOWOOEM
@O 80y WV 2lgd V@O alafl(oo @egail
BNSS LISEHN6M BHEMEN) &)SIAMNO).

LOWIVEM BRBANGUZ @IOY M@IHHIAN)

8S05@ HHIBMVE(SU3 200 my/dL @3- @oee.

HDL -0&08a0¢(soud 60 mg/dL.m) o)&sS1@d
LDL-9#:08M3¢(s003 -100 mg/dLm) @009  ((ale@ad
@I Hs 70 mg/dL @3 ®06)9.).

99@@6)«0990(15 150 mg/dL. @3 oY

B)S)OT OB»09)a] vooloomlenemeslcd muiloadwl
DD alGlEUOWM MSOM] @Rald:S TVIRLID d:)O6I0IN)
HAIM)0a ) AUOYOM)dh. AO)AMY0, AULOWOAAI)0, YOGIWOW
BHUM  MIVOMEMAN0, DOSHANe AQ) BGEINBBOS
(a1@leooWlafio MLOWOEEM Mlal HOBAClee0 @
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Approved COVID-19 vaccines as on 04.10.2022

2.COVID-19 vaccines approved for Primary vaccination series for Restricted Use in Emergency

Situation in the country

. . Date of Age ~ Route & Sclielil
No Vaccine Applicant approval grogup Dosing schedule Storage 04350 0212) ”
>6 to <12
SARS-CoV-2 rS Protein 2 LA years
M/s Serum
(COVID- 19) recom- Institute of Two doses, Day 0 | Intramuscu-
10 | binant spike protein India Pvt. | 21022022 | > 18 years & 28 Y lar, 2-8°C 18 months
Nanoparticle Vaccine Ltd
[COVOVAX] 26.04.2022 | > 12 years
Recombinant adeno-
viral vector va.aiine B 20/ Dr Red
containing particles o s Dr. Red-
11 | serotype bcontaining | dy’s Lab. Ltd. | 05.02.2022 | > 18 years Single dose Intr%?é%;%UIar’ 6 months
the protein S gene o Importer)
the SARS-CoV-2 virus
(SPUTNIK Light)
Recombinant adeno-
viral vector vaccine
containing particles of | M/s Hetero I 1
12 | serotype 26 containing | Biopharma | 16.03.2022 | > 18 years Single dose ntra:riaélos(c:u a% | 6 months
the protein S gene of Ltd
the SARS-CoV-2 virus
(SPUTNIK Light)
Novel Corona Virus- .
M/s Cadila
2019-nCov Two doses, Intradermal,
13 e (CINA) Hfiarlrtl}iltf:cllre 26.04.2022 | = 12 years Day 0 & 28 5-89C 9 months
(ZyCoV-D)
Lyophilized mRNA M/s Genno-
Vaccine for Injection | va Biophar- Two doses, Day 0 | Intramuscu-
14 (COVID-19) maceuticals 28.06.2022 | = 18 years & 28 lar, 2-8°C 6 months
[HGCO-19] Limited
ChAd36-SARS-CoV-S
COVID-19
(Chimpanzee Adenovi- | M/s Bharat Two doses, Day 0 Intra Nasal
15 | % 2s Vectore ) aserice Biotech 06.09.2022 | > 12 years & 28 2°8°C 6 Months
binant COVID-19
Vaccine [iNCOVACC]

3.COVID-19 vaccines approved for Booster (third) dose vaccination for Restricted Use in

Emergency Situation in the country

. . Date of . Route & Shelf Life as
No Vaccine Applicant approval Age group | Dosing schedule Storage T e

SARS-CoV-2 vaccine Single dose f be

fonigmigsieL el M/s Biologi- months after pri- | Intramuscu-

1 | Binding Domain (RBD) . 03.06.2022 [ > 18 years A o
cal E Limited mary vaccination | lar, 2-8°C
O SARE Co/ 2 gonis with COVAXIN &
(CORBEVAX) COVISHIELD
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Why
Pharma
First? |

Here’s why Pharma First's solutions come
perfectly aligned to keep your business on the right side of
the country’s benchmarks. Pharma First is directed by Mr. M.R
Pradeep, M.Pharm, Retd. Deputy Drug Controller, Govt. of
Kerala.

His 38-year long career in multi-verticals —
Pharmaceutical Education & Research, Industrial Pharmacy,

Formulation Technology, Regulatory affairs - enabled him to
gain hands-on experience and in-depth exposure in the industry.
In his position as Enforcement Officer, Dept. of Drugs Control,
Govt. of Kerala. for a period of 27 years dealing with problems
and issues connected with drug formulation, legal compliances
both at national and global levels, pharma R&D evolution and
the like poised him as a globally acknowledged industry expert.
This wide and in-depth exposure enables Pharma First to offer
superior consultancy services and knowledge contribution which
help our clients realize their organizational visions and goals while
remaining growth - focused.

THE SOLUTIONS SPECTRUM

The origin of Pharma First is inspired by the deep understanding that the segment needs professional
consultancy services to make the industry growth-focused while remaining people and patient-friendly. Hence, the
company’s objective is to simplify the involved processes, while transparently imparting the latest industry happenings and

developments taking place across the world.

Advisory solution for legal policies.

Aiding expansion drive for new products, securing
the mandatory licence.

Comprehensive guidance to start pharmaceutical
firms right from location selection to
commencement as per legal and regulatory
guidelines.

Conducting auditing of running shops for business
development.

Conducting  training programmes for the
community / Hospital Pharmacy staff.
Counselling for running a community / Hospital
Pharmacy successfully.

Extending support in overcoming legal / regulatory
procedures in running shop.

Guidance to proper management of a community
/ Hospital Pharmacy.

Help in obtaining Drugs licence and other
requirements to start a sales / distribution firm.

Medicine formulation and ingredient combination
norm advisory solutions.

Offering professional assistance in creating
websites, software development and online
trading.

Dealing with market / consumer complaints
and providing  technical support  to
clear such complaint.

Providing assistance in obtaining licences and

registrations of manufacturing units of Drugs and
Cosmetic.

* Providing guidance to start medical devices

manufacturing units and imparting training to the
staff.

Helping upkeep legal and regulatory compliance of
firms for business development.

Market study to find out the scope of starting a
sales and distribution outlet in an area.

Marketing promotion of Drugs and Cosmetics.
Help in selecting a product for marketing based
on market needs.

Supporting in the preparation of essential records
for running a manufacturing and testing units for
GMP, GLP, NABL.

These services are offered to see through the

completion of a project, on a total project fee basis
or on a monthly advisory basis remuneration.

Any queries please contact:
PHARMA FIRST
Muvattupuzha

+91 8289856081
+91 9446056081

enquiry@pharmafirstconsulting.com
rdipradeep@gmail.com
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MSENM RAUNNIS, SIS SQMMD
S3mig), 6SXRINGd MElENM algammg,
ISIMeEImd GahERo alSIENAM MSENTD
MIAEHZTIE). D3SICBM GRIVAIMQEONAS
MINMo ERIEBIDER3 GaDRlZo DNIBBIOG
BRRICHETEINIGIM.

HOMEENE3 ERAIOQILNEEM) MIEIBUD?

B0 (MEIRUDES GUIETEDY, alEMaNIQAE).
OMEQ DIEMNMIBES SEOONEY.
BRQIOEBODINMT MMQo,
AlBRSMOIEIWINS NENIEN HoNZo
BO03E210M ROCOINBANMEN, &SI
mnulenBmSEIod MM GRUDMICABD
MaM@EIM3. 28 BIHWNILNE BT
OO H.2lQD MNIERUN

SaIWo, OSHHRISHER)
(@IVOCNFNRSER) BalO&NOM, MIOM
MIEBONSYWIAS MaNIQEONES
SINRRIY GlOOIENES, BRE1IWID
alRl(aDalO RIFlEZoNIWo O@IMETIQONEN
BIOBOONERNOEN.

SORNMQ MO (SVMIRRNS
MIRENMNLZ0, aDRI(nIBAZOAMT
R0ENEIQ MOCOIANGEINN
(03EMEDM, LISASEMEIT MoMinlMEIQ)
DalCRISINED Dale@IUolMEOIMIEN.

MOCOONANO6N Ple@Ue] MISEIRI,
mmAcBMSE@ MM GRUDMo ANADER.

lBRG&NMI6E]
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aMSEMQ ASHASLRGER), AaN0IANNRRGEE)
ea/M pnaDEMOIMEI 27 KZeMaINDe
MM aEEWNSEIRREAS GSMIEDWMINE
GURIMET IEE) BIOCMNANGEN SHEHRIN0
M60BBIAS HOSSETD aQOOZM().

&S o : SO 2 1S NiDo 3 EMGo BRHMEMINNT
G0, BAIBM HHYNWZMOY @RMIMEI2] 2 NIElS: Nfio 2 BMo.
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