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Present Challenges in
Pharmaceutical Marketing

Sri.P.Krishnakumar analyses present challenges faced
by Pharmaceutical marketing in India, highlighting the
measures to be taken to survive in the domestic sales
of drugs and Pharmaceuticals using professional tools.

MAJOR CAUSES Of
ROAD ACCIDENTS IN INDIA

Sri. S.Mohanraj gives practical suggestions to reduce
road accidents in India, based on a detailed study
conducted by experts in the field in continuation of the
article published in the previous edition.

NEED FOR TRADEMARKING OF
DRUGS & PHARMACEUTICALS

The trademark attorney Adv. Philip Varghese is
discussing in detail, the guidelines for regulatory
approval of trademarks of drugs and Pharmaceuticals,
with an overview of the Trade mark infringement cases.
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Thyroid Function Test

The methods of testing of Thyroid hormones in the blood
and its importance are described, to detect various life
style diseases caused due to hormonal changes in the
body.



o I@Wlalas0lal
ldMINONE ol & 00

oD (ol AOMENIBEH0 BRRIIBY&I0BH & WEHI0 a0IB2 NQYIAN lj@FAIOVEI B0 MS (3.

QIEMIBo (o lO1BUSEBINS MICAICRIGIOMAF0 alJMIUAHOODM QAUEEAUMENIHWIEM. 2a0)(al8WAITo 2a0IRIE]
Q3o MBSV SYPISISHST MM al@FOSH SHESWA MIWIEEM (el §H&ME2IOBIMEIGSNIM HEB1V M23ad
oolmg GREEIN)OMELINEISN Ba0W3aE.Rlalmaake] CEINMEBINS EH(MBAIW] 21(108HIMNIELNIM @BHEERIW) SRS
OO @ ofl@lOonIalleinlsd ofol uEle:wIem. MmEenId RIamenItenio 0alMdidaIdenio HAWINMAL oM D18 U008 M’
GRMIB3ILYo &153EMINM MNIaN3REalSH0 AEAM DSOMEENIRI0 MICYOMSIAIIBBAIERZ0 MIAAI(® 2fl&)ONI MaNIWo 6EIEMN
AUBHREVHN HHOBEBINS GRMIEREI200) 2p/153 @lalleezm3.aiele 036 MME] CREERIY) DHMHINMWM ofS]
@0m mlayoolWlgpnomaudes, GRRLIINT 9IZMISHIM WMo @3SA 2&lONVWENIV] 220lUWESNENE] UE3IMZ.MEMInlEWIE
mIWMemRsIns aleiudrumal mIemsImIAe® =lalmo W2SIEMIB SINSENIOSWIMBISIM  ac3aIalel AGRLM
Q3o ERRII(@oleIN}& 80 &3SIOMM BIGIMo HEBIAHIMI. GRMocRISIO GaeIAIQNTE E®IA §a1YImM OmIYIRINE G 1B L
MASHIB MTBBSIM Oal(BeHM@all GOV MaNIWo OESIMBIAI (o ERINHOM EMEISIM & FIWE). al(M2IRL)26BSIT &3S1SaNFS!
AUEIM 2&10WI) MaNIW ERRIOMOME B MIWIGIMENIEINS BIFIMEINNG @Yo 2MIYILIISH @EIMMIE.

@ a0I@0o, UM (Mo, ald@EISo aMIAICIIONLIMOM (alWIMAIEN G1YERIE)Mo@ESHM O MIBS @6 QI&IPAIZo. DD LlBH
OO @ EROIOMSN3N1 93 QSMAISHIMM CLIUMAENSE. B W0Fal (@S0 alaM@3 $3SIMONEMENID (o!1WIMo BIEEI alDEOMWI0
@R IWRje GROIMIM] @RYMIaldO]&2IW), AlealalMEaNMAIW] aNRI(aIR2IW il &NV EERIN (AIGIEEIWAIZo LIRJAI SN WIEM'
CAIEMBM. 200206 &ILIOM3 62 alfl &IQJEBBI0 BoldBjo 6)olQOMSIAN DEHILIOMI O 930 MIMIQJ20W G10IWeI38s
a0 (n1B2)Q @RERIC) Mo SH6M2AI6M R3A6MIAl 0lRINEREBENIW] MTIEH M.

LMMoYIUARIMAUZ al@MIGO) 261MISEMMAI 23000 (BIRAVWAIAIZ, BIRVAUIVIAUI0, ML} ERMMETSHUI0 @RM)
20636MI0 13010 oIROISHE ERWIMNE MBS AlRWINS MaNIVWEOMISIHIS! GYAli@@lely MSLICSNMBMIENS.
alg6memmgloaiecidnnl @am (®ialen eaclaIwleljo 20a1M)MoM&EMe &S3OM eARIANE M)H E63HWIEM. @Ry WIM &
208llM) MoM&EEM ¢3S M1NIallENIMO alfIWISOMIe MoRldHOTM3 AUYloOESn3mM3. alemlo (IR 6B G
aDAI(alR2W]  MSHIGHNOSNMIRISNZM  20elmBe3ns 6wealeem e1M&830 oElMIoINY  MIIWEeI Ol a3ss
Mo M@ EEM QU0 al@1SHEMISIMINIM T 6LIG]LIZ0 2llel al56METRE]IM MSISHIM MABHIB MSals] M1 Elen6Mo. al@Mal®
al30&200 2elnM6RIGLRMA BIR) RAI AYZ LIROVI B8RICIWINE ML GRHERIVHOD IIWIEHZIMWIEM.
A g al@lHBHIEEIRBI0 ERAIWINS NOFEMEBISMISHBINS &3S (OIMIWJEOMIOS MSEHISHIEMIIEN (alEWIVM23ZB 30
S3020M3ISIMO).CRHWIMIS GRS O GRMAISIM RIRVRA! ¢(MIMIYIS® o13Me3DETldfleazuamge @ 61SH2A1
M1SEEMOOT MSWIM QM AUTILHEBEMo BlaldOIa0l&l80301IMIe MOE2ILNMJo §(MIO M @B OMEMaldM alo(H26Mo 6 alW®]
a0l (n13200] §aleWIEHENIAUIMI0 GRSIQWINE MSalS] G QIRJ2AI6M.

al3@30I@Ho ME) ERHEEIM)MIFo M2AIWIMAIZ0 HaPBIG)A0 MEMIHMIo @060 @IV]ELHAS.

M'€MaNal3@io
( ao.@RA. (alBlal (apalna@)
U 1'-!»

- 0l5. OWal3s) (WE'M &6EmESIBO

Address :

DISCLAIMER :
PHARMA FIRST For online . The information and opinion presented in PHARMAFIRST
purchases : www.pharmafirstonline.com
18/449, A-2, FIA o reflect the views of the authors and not of PHARMAFIRST
Marymatha Apartments Subscription Desk  :  +91 8289856081 or its editorial board or the publisher.
X Advertisement Desk :  +91 8848729596
Piravom Road

enquiry@pharmafirstconsulting.com “Neither PHARMAFIRST nor its publishers nor anyone else
Muvattupuzha-686661.

Phone: +91 8289856081

involved in creating or delivering PHARMAFIRST, assumes any liability

x Bank Details for Payment or responsibility for the accuracy, completeness or usefulness of any
+91 9446056081 Bank Name : AXIS Bank i  information provided in this”
@) editorial@pharmafirstconsulting.com A/c No : 919020020110452
h first Iti ’ ' i Editor, Printer & Publisher : M.R.Pradeep.
www pharmafirstconsulting.com . IFSCNo. : UTIB0002992

Layout & Design : Akhil Chandran

® pharmafirstconsulting
Today Graphics. kothamangalam

pharmafirst_online

4 Pharma Firstp
2023/ January

i Branch : Muvattupuzha |




e

ac-feutlcal

CompiLep BY: Sri.P.Krisunakumar.M.B.A.

h%v‘

he Indian Pharmaceutical Industry
is ranked 3™ globally in terms of
/ volume and 13th in terms of value. It
r accounts for around 10% of the World’s
production of pharmaceuticals by volume. The
industry is growing at an annual growth rate of
around 14%.

It is a highly fragmented industry com-
prising of a mix of sophisticated patented
technologically advanced products, branded &
commodity generics with the presence of more
than 10,500 registered manufacturers as per
the National Pharmaceutical Pricing Authority
[NPPA]. It is undergoing various changes in the
macro-environment, regulatory environment &
the competition. Each of these inter relate with
each other and in turn result into challenges for
marketing.
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Challenges to Pharmaceutical
Marketing in India:

Macro-environment

challenges

These are mainly posed by demographic
factors such as the patient population, age,
gender, education levels, shifts in patient
population, income levels and disease patterns.
Technological advancements like proliferation
of social media & mobile computing also have
an impact upon pharmaceutical marketing.

Legal /Regulatory

Environment challenges

These are the challenges which arise due
to the various policy decisions taken by the
Government. The recent ones include the new
pharmaceutical pricing policy, the DPCO 2013,
the National List of Essential Medicines [NLEM],
Compulsory Licensing, Approval of new drugs
through clinical trial approvals etc.

Challenges due to
competition

Around 90 % of the Indian market
comprises of branded generics. Thus competition
poses major challenges for pharmaceutical
marketing in India. As mentioned earlier, there
are more than 10500 SMEs and about 300
manufacturing organizations. These produce
over 64000 formulations covering almost every
therapeutic segment. The extent of competition
can be gauged by the fact that there are almost
10 to 150 brands of a molecule with similar
composition.

Challenges inherent to the

organization

These challenges are a characteristic of an
organization attributed mainly to the various
functional aspects. The nature of the specific
challenges would depend upon the nature of the
organization. eg. the nature of the marketing
challenges for a SME would differ as compared
to those for a MNC.
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Taking a holistic perspective, some of the
marketing challenges that encompass majority
of the pharmaceutical companies in India are
mentioned herein:

Value creation

With plethora of competitive brands
around, it becomes extremely difficult and
complex for a physician [the customer] to zero-
in on a particular brand in his/her practice,
especially when there are brands with almost
similar names, compositions, packaging and
prices .In such a scenario, the brand which
promises a value for the customer as well as the
consumer would be the winner.

Preferably the value in pharmaceutical
marketing has to be created with respect to the
drug being marketed [pharmaco economics
which compares the therapeutic value of one
pharmaceutical drug or drug therapy to another]
and value for the brand which is being marketed.
The latter assumes a lot of significance especially
when the brand has a high potential of OTC
purchase by the patients. Also it is of prime
importance that the “Value for me proposition”
needs to be perceived by the customer [the
doctor] as well as the consumer [the patient].

Brand building

The approach to pharmaceutical marketing
has to be practiced in a manner that looks
into a top-line increase through the process of
building a brand .This should be a systematized
& structured format which aims at looking
at the product from a “brand” perspective to
build the brand and not only pursue routine
administrative marketing activities which have a
possibility of not achieving the desired focus.

A strategy for the brand
Pharmaceutical marketing comprises of two
components:

I. The science & the medicine component

II. The business component



Itis absolutely essential to have a strategy in
place for both these components. Here strategy
implies a deliberate communication process to
create a perceived differentiation for the brand.

Differentiation

In this highly crowded branded generic
market place, differentiation is a strategy not only
for growth but also survival in the market-place.
In pharmaceutical marketing, differentiation
can be utilized or applied as a “start-up” strategy
for a brand /SBU and then applied to all the
marketing parameters.

Pricing

Pricing has been mentioned here as
a separate challenge considering its prime
importance as a strategic tool. Pricing is more
a strategy decision that should supplement
brand purchase as well as provide the required
bottom line for the brand/ therapeutic category.
Sometimes both these could move into opposite
directions and taking a pricing decision itself
can turn out into a major challenge considering
the market conditions and internal objectives of
the company.

The pharmaceutical industry is econo-
mically important both for employment and
economic balance. However, it must constantly
face many challenges that question the
sustainability of a number of laboratories.

Supply chain disruption

Every industry can face supply chain
problems. Supply chains have witnessed an
unprecedented disruption all around the world.
In fact, this represents one the major challenges
facing the pharmaceutical industry. Even
though pharmaceutical companies’ managers
constantly seek to improve processes for
maximum efficiency, technical contingencies
might unfortunately cause a delay in the entire
sector. Hence, to reduce challenges of their
pharmaceutical supply chain, they change their

strategy and make the best use of their resources.

Even though we are in the midst of a global
digital era, it is important that companies invest
in monitoring software to improve efficiency.
In fact, the monitoring software will help to see
where the products are and the supply chain
status. It also helps to predict potential problems.

On the other hand, opting for this software
will also play a role in improving accountability
and will help to avoid counterfeit products to be
marketed.

Need for qualified workforce

In order to define qualified workforce,
we can say that it concerns people who carry
out technical or intellectual work that requires
thorough knowledge in a particular field of
its discipline. It should be noted that work
productivity within an industry depends on
the qualification of the employed workforce.
Relying on qualified workforce is all the more
one of the essential elements that ensures a
promising future in the pharma industry. In fact,
the pharma industry needs workforce that has
significant knowledge, experience and skills. The
pharma sector has to increase its investment in
highly-qualified workforce to continue progress.

Training workforce helps to acquire the
necessary skills to ensure, enhance and improve
their participation in their daily tasks. This will
also help to fill in the skills’ gaps. The training
will mainly focus on technical knowledge
applied within the company.This is about one of
the essential factors that play a substantial role in
improving the company’s productivity. Indeed,
the more the employee is trained, the more he
becomes productive.

Collection and analysis of

huge amounts of data

It should be noted that data is a true pillar
in industry 4.0. Indeed, it will allow to better
control aspects of the company. In the pharma
industry, data refersto all the information entered
by technicians or generated by machines. It
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should be noted that data collection is one of the
crucial elements for every industry that aspires
to face competition. In addition, the importance
of data collection lies in the companies ability to
perform analysis that can guide decision making.
Pharma industries are exposed to complex risks
concerning drugapproval, quality control, supply
chain or even the different global commercial
practices. To do this, pharma industry operators
need agile tools in order to gather and manage
data well while creating action plans.

Every pharma industry can collect data at
several levels including maintenance, production
and quality service. This step has to be digitalized
in order to be easily exploited. However, data
collection should be planned. In fact, this will
help to avoid wasting resources. Whether to feed
continuous improvement processes or to set up
maintenance planning, the data collected must
be stocked and studied.

Need for agility and

transparency

In its primary meaning, agility refers to
skill and vivacity. These are two characteristics
that companies want to integrate into their daily
operations. In the pharma, there is a growing
need for faster, more accurate and transparent
operations in all the fields.

We find 4 fundamental values to increase
the sense of agility within the company.

The team

One should know that the team is more important
than tools or even working procedures. In
fact, it is essential to build a cohesive and
communicating team rather than having a team
of experts working in isolation.

Collaboration
It is also important to involve the customer
in development. In the agile perspective, the

customer’s demands must not be neglected.
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Accepting change

Moreover, initial planning and the product
structure must be flexible in order to allow the
evolution of the customer’s demand throughout
pharma manufacturing.

The product or

the service
It is important that the product meets the
implemented quality standards.

Workforce optimization

Optimizing workforce refers to all the
commercial strategies aiming to improve the
efficiency of employees and operations. It should
be noted that in pharma industry, optimizing
workforce maximizes the employees benefits
and thus maintains efficiency.

When it comes to batch production
through batch folders, the pharma is sometimes
obliged to implement new standard operating
procedures in operations and quality.

A clear challenge of the industry has been
highlighted by the recent pandemic, and that is
the over reliance on single-sourced materials and
vulnerabilities within the global supply chain.
Like any other manufactured product, pharma
and biopharma products are a sum of the parts,
and missing any one individual component can
ultimately lead to a critical drug shortage.

However, what is unique to the pharma
industry is the exceptionally high quality and
regulatory standards. Therefore, a system
built for the health and safety of patients can
unfortunately make it challenging to quickly
substitute missing ingredients, alter a process,
or change manufacturing sites. Consequently,
building up resilience and redundancy into
supply chains, as well as a pivot to reliability
over cost (including onshoring) of pharma
manufacturing, will rapidly become a key focus
and the biggest short-term challenge of the
industry @



Tips to reduce
road accidentsj,
In India

e have discussed the causes of

\ " / increasing road accidents in India

compared to other countries. Let us

find for some practical solutions to reduce them
with the resources available with us.

It can be seen that most of the factors lead
to the fact that the road accidents are caused
either due to road environment related issues or
due to human factors.

Accordingly, the solutions proposed have

been limited to addressing these factors through
incorporating certain corrective measures in
the construction norms for BRO (Border Roads
Organisation) roads as also proposing measures

towards improving road safety awareness

amongst the road users.

MAJOR GAUSES Of
ROAD AGGIDENTS
IN INDIA

'EI{A Mohanraj.S.




Proposals Relating to Road

Environment/ Features
Road Safety Measures.

The roads constructed by BRO fall in
mountainous and hilly areas which are also
prone to landslides, snowfall, avalanches etc
and therefore provision of protective measures
such as crash barriers, parapets etc must be a
compulsory requirement for all new roads being
constructed as also for existing roads where

these measures are currently lacking.

Lighting Provision.

Street lighting on identified dark stretches must
be ensured as part of jobs subject to security
considerations of the armed forces. Use of solar
powered street lights where feasible may be

considered where feasible.

Weather Proof Roads.

The riding surface must be so designed that it
mitigates the weather related problems a road
user is likely to face. Anti-skid surface in
areas of heavy rainfall and snowfall must be
catered for even at greater costs than the current

specifications.

Provision of Road Safety Mirrors.
Provision of large mirrors on sharp curves, blind

turns etc must be ensured for better safety.

Accident Audit.

A six monthly audit of all roads must be
undertaken to identify accident prone zones
and ensure provisioning of adequate warning

signages.

Signages and Safety Slogans.
BRO has been appreciated by the Hon’ble
Prime Minister for the innovative and practical
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road safety slogans on its roads.These must be
further improved upon and prominent signboards
including, digital ones, displaying road safety

slogans etc. must be placed all along the road.

Road lllumination.
Extensive use of fluorescent paint for road
marking, use of cats eyes etc must be ensured to

complement or offset street lighting limitations.

Avalanche/ Slide Protection.
Identification landslide

zones and construction of protective structures

of avalanche and

to mitigate their damaging effect must be
undertaken through careful scientific study of

the terrain and weather.

Rest Shelters.

Provision of suitable shelters as rest locations at
carefully chosen places along the road to avoid
fatigue to drivers must be catered for since BRO
roads are in remote areas and lack adequate
infrastructure for such purposes. Such structures
can also be created in conjunction with the local

state authorities

Revision of Road Construction Norms.

Areas identified as accident prone can be
provided with greater road width including
surface width in addition to protective structures
to reduce the probability of accidents. As far as
possible sharp curves and steep gradients be
avoided and provisioning of tunnels may be
examined to obviate requirement of multiple

zigs and steep gradient.

Recommendations Relating to
Addressing Human Factors.

BRO Unit Locations to Serve as Road Safety Awareness
Hubs.

The wvarious detachments located astride the



BRO roads can be developed as road safety
awareness hubs through placement of large
signboards, posters and information boards to
make the road users aware of legal and safety

requirements.

Road Safety Awareness Campaigns.

Road Safety Awareness camps involving
road side interaction with road users, visits
to population hubs, talks to local taxi and
commercial vehicle drivers through the local
police/ administration etc are some measures
that can be adopted by the BRO units to spread

the message of road safety.

Interaction with Schools and Colleges.
Regular talks in schools and colleges on road
safety awareness issues must be conducted to

target school and college children.

Road Safety Cards.

All vehicles must be provided with Road Safety
Cards which include Do’s & Don’ts that need to
be adhered to. Placement of such cards in BRO

guest rooms at all levels is also recommended.

Demonstrated Adherence to Road Safety Norms.
BRO vehicles and work sites must ensure that
precautions being taken for road safety are
visible to other road users to serve as an example

and source of motivation/ encouragement.

Harnessing Social Media.

Social Media handles must be extensively
utilised to spread the message of Road Safety
Awareness. All measures being taken in this
regard must be shared through Social Media for

a wider reach.

Road Safety Marathon.

A run for spreading awareness may be conducted

under the aegis of various Projects in conjunction
with local State Govt officials. The culmination
venue can be used to showcase road safety
awareness messages, rules and legal provisions
to road

with respect safety and accident

prevention etc.

Road Safety Seminars.

Seminars at local level with an aim to spread
awareness and address local issues may be
organised by BRO Projects in conjunction with
State Transport and Police departments. Multi-
agency seminars at national and state levels
must also be conducted to achieve the aim of

reducing the number of accidents.

Road Safety Mela.

Conduct of such melas for locals and

tourists in important population centres

and tourist destinations may be planned.
Incorporation of local Transport and Police

officials must be ensured for better impact.

Road accidents have become a leading
cause for fatalities and injuries globally and
India being the leading country in this regards.
The huge loss of life and attendant economic
losses are highly avoidable and require urgent
measures to be adopted for effective mitigation.
The BRO, as a premier road construction
agency, is responsible to ensure that road
safety provisions on all its roads are made to
international standards and are aligned towards
not just reducing accidents but also preventing

them altogether.

Spreading awareness on the aspects of
road accidents and road safety requirements
must become a key agenda for the BRO thereby
enhancing the scope of the organisation’s

contribution to Nation Building @
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Regulatory Approval in Pharmaceutical Brand;@“ e

fter selecting suitable names for a new drug or

product, pharmaceutical companies must obtain

regulatory and legal approval. Pharmaceutical

products must be approved by CDSCO (Central

Drugs Standard Control Organization) and
registered with the appropriate trademark authority before
they can be sold in the market.

Regulatory approval allows one to sell the drug
under the approved brand name. Hence, pharmaceutical
companies must select strong trademarks that are available
in each country where the product will be introduced.

Before registering the trademark, a global trademark
search must be conducted to guarantee that the desired
trademark is unique and that the branding does not
negatively affect any country.

The following aspects can aid in the selection of a
strong pharmaceutical trademark:

e The rule of the standard trademark should apply to
pharmaceutical trademarks.

* The pharmaceutical trademark must be registered with
the TM Registering Authority.

* The guidelines of the CDSCO should be followed when
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OF DRUGS &
PHARMACEUTICALS

Compiled by : Adv. Philip Varghese, Chennai

creating a trademark.
Advantages of Trademark in Pharmaceuticals

Some of the major advantages of Trademark in
Pharmaceuticals are as follows: —

1. Drug Manufacturers can monitor their Products

Manufacturers will be able to monitor the safety of
their existing drug. Without the use of a trademark, they
cannot determine whether their products were involved
based on reports of Not of standard quality/Spurious/
showing side effects than that of drugs with a common
name. It would result in costly investigation that may be
avoided if the manufacturers involved were distinguished by
a specific Trademark.

2. Encouraging Health Professionals to Prevent
Medical Error

The purpose of the Trademark is to ensure that
the mark is unique and original. Due to the similarities of
multiple generic names for pharmaceuticals in the same
category, many Nurses, Pharmacists, Physicians, and
other practitioners find it difficult to recall or spell common



names. Healthcare practitioners ensure that the correct
medication is administered to patients by employing unique
Trademarks for each pharmaceutical drug.

3. Letting users choose suitable medications

People are typically hesitant to switch from their
favorite branded drug to a generic equivalent. The peace
of mind that comes with the administration of a well-known
branded drug may be the reason for some clients to exercise
brand loyalty. Users can also learn about the availability of
unique treatments for their health conditions quickly.

Trade marks Registration process in the
Pharmaceutical Industry

While all potential trademarks face similar problems
in terms of creation and registration, pharmaceutical
companies that want to protect themselves with a trademark
confront @ number of unique issues, particularly with
respect to Pharmaceuticals.

Pharmaceutical trademark approval and protection
can be difficult since brand owners and IP specialists must
not only design a wholly different brand name, but must
also guard against counterfeiting, trademark infringement,
and passing-off attempts.

Any new naming stage always starts with a big
list of possible names, which is narrowed down to more
reasonable proportions using a range of approaches. Some
companies will conduct a deeper comprehensive search
to eliminate names that may be confusingly similar to
existing trademarks, as well as to reject names that may
have unexpected meanings or implications in any of the
languages spoken in the areas where the product will be
sold.

Non-Conventional Trademark

In today’s age of competitive marketing, a variety
of tactics are used to capture consumers’ attention. Non-
traditional trademarks are also playing a role in the same.
Non-traditional trademarks exist beyond the scope of
standard trademarks.

These include marks based on shape, sound,
smell, taste, and texture. In recent years, pharmaceutical
businesses have started using advanced and novel strategies
to differentiate their products from those belonging to
competitors. As a result, pharmaceutical companies are
depending on non-traditional trademarks to stay ahead of the
curve, in addition to merely the brand name or drug name.
This helps in avoiding confusion among customers while

simultaneously emphasizing the trademark’s uniqueness.

In terms of non-traditional trademarks, India has a
long way to go. With the introduction of new technology and
developments in trademark recognition and association,
going beyond the old approaches has become vital.

Trademark Infringement Cases In the Indian
Pharmaceutical Industry

Inthe Indian pharmaceutical industry, there have been
a bunch of cases over the years involving pharmaceutical
trademark infringement. One common feature of these
several cases is that the risk of misunderstanding in cases
involving drugs must be kept to a minimum, if not zero, to
avoid any negative impact on public health.

Some well-known trademark infringement cases in the
Indian pharma industry are discussed below:

Case 1: Cadila Healthcare Ltd. V. Cadila
Pharmaceutical Ltd, 2001(5) SCC 73

Cadila Healthcare Ltd. was granted a trademark for
“FALCIGO” to market its medicine for cerebral malaria.
After a year, Cadila Pharmaceuticals Ltd. launched their
drug “Falcitab” in the market. Cadila Healthcare Ltd. filed
a complaint in the district court of Vadodara seeking a
judgment prohibiting Cadila Pharmaceuticals Ltd. from
using the term “Falcitab. ” According to the appellants,
both pharmaceuticals were used to treat the same condition,
the labels were misleadingly similar, and both medicines
were to be prescribed as a last resort. But according to the
responders, the word ‘Falci’ is derived from the disease
Falcipharum malaria and is used in the pharmaceutical
sector.

Despite the fact that both pharmaceuticals can only
be bought through a prescription, the Supreme Court (SC)
concluded that this information was insufficient to prevent
confusion. The SC declared that the disturbing similarity
criteria must be amended in the case of pharmaceutical
medications since misreading medicinal products can
be fatal. As a result, the injunction was considered to be
appropriate in this case.

The SC also set the following factors for determining
whether two pharmaceutical trademarks are deceptively
similar:

e The type of trademarks, such as a word, label, or
composite mark.

» The degree to which the trademarks are similar.
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e The kinds of goods or services for which they are used
as trademarks.

e The similarity in the character, nature and performance
of the rival’s products.

e The type of buyer who is most likely to purchase or
use products with the trademarks they need, based on
their education and intellect, as well as the degree of
caution they are likely to practice while buying or using
the products.

* How things are purchased or orders are placed.

e And any other information that could help determine
the degree of dissimilarity between the competing
marks.

Case 2: Mankind Pharma Limited V. Novakind
BioSciences Private Limited

In the case of Mankind Pharma Limited v. Novakind
BioSciences Private Limited, the Honorable High Court of
Delhi granted an ex-parte ad-interim injunction in favor of
the plaintiff (Mankind), prohibiting the defendant (Novakind)
from, among other things, manufacturing and selling any
pharmaceutical product with the suffix “KIND.” The plaintiff
was the owner of the well-known trademark “MANKIND”
and a number of other marks with the suffix “KIND,” while
the defendant was using the mark “DEFZAKIND” for its
pharmaceutical medicine.

Case 3: Cipla Limited vs. M.K. Pharmaceuticals MIPR

Inthis case, the plaintiff sold “NORFLOXACIN” tablets
in blister packaging that were oval in shape and orange in
color, under the trademark “NORFLOX-400.” The defendant
adopted the identical name, “NORFLOX-400.” However, the
plaintiff did not sue the defendant for the name; rather, the
plaintiff alleged that the defendant imitated the shape, color,
and blister packaging of tablets, causing confusion. It is
well understood that no color monopoly can exist as no one
orders medicine based on its color, form, or packaging. The
use of blister packaging is common, and pills are frequently
round or oval in shape. As a result, there was no injunction
issued.

Case 4: Neon Laboratories Lid. V. Medical
Technologies Ltd.

The appellant filed a trademark registration
applicationin 1992, and was granted the trademark “ROFOL”
in 2001. However, the product was not released until 2004.
Meanwhile, in 1998, the respondent introduced the drug
14 <PharmaFirstp

2023/ January

“PROFOL.” Due to this, the respondent had an earlier user
date, and the appellant had an earlier registration date. The
case was in favor of the respondent as the respondent began
producing and distributing, as well as earned substantial
goodwill in that period. As a result, the trademark “ROFOL’
was placed under injunction. The temporary injunction
factors of balance of convenience and irreparable damage
favored the respondent.

Since trademarks are valuable in the pharmaceutical
industry, it is necessary to do a comprehensive search
before registering one to avoid duplication. The trademark
search is required to avoid the infringement of a drug
manufacturing formula, as each drug takes extensive study
and has its own manufacturing formula.

After examining pharmaceutical Trademarks, it is
clear that Trademarks are important in the pharmaceutical
industry.

To avoid trademark infringement, a systematic
search should be done prior to registration to avoid similar
naming and sound-alike pharmaceutical names, whether
you're searching the WIPQ Trademark Database, the EPO
Trademark Database, or conducting a custom search.

A pharmaceutical trademark identifies a drug
manufacturer’s success by prohibiting counterfeiting of its
products/processes. Indian courts are adopting a stricter
approach to adjudicating the probability of confusion in
pharmaceutical trademarks due to the impact on human
life. As a result, based on the opinions adopted by various
courts, the following aspects should be considered when
selecting a brand name for pharmaceutical products:

1. Avoid phrases or words that have become familiar
in the business or are descriptive, as they may not
function as source identifiers but rather as markers of
ingredients or diseases.

2. Avoid suggestive words or terms.

3. Avoid the danger of infringement or passing off action,
and conduct a check on the Trade Marks Registry
website before registrations or applications.

4. Conduct a google search to see whether there are
any similar pharmaceuticals on the market, and avoid
names or taglines that are similar in appearance or
sound, as well as trade dress or packaging that is
comparable to your goods.

5. Avoid terms or marks that may be misleading because
they contain inert or inactive components. @
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Dr. Swathy Pradeep. Pharm D

Which part of the eye is badly
damaged due to Glaucoma with
visual field loss ?

What is the first sign of
glaucoma with a sight of halos
around lights ?

Which parameter in the

eye is to be lowered to treat
Glaucoma ?

Which type of foods are proven
to cause damage to the optic
nerve ?

Which element is usually
given as a supplement to treat
patients with glaucoma to
reduce IOP ?

Name the two ingredients
used in the combination
to create Rocklatan, for
reducing IOP ?

—N

Which is the most common type
of glaucoma ?

\_/

Which type of surgery is
prescribed for patients with
open-angle glaucoma ?

\_/

Name the procedure used
to treat patients with angle-
closure glaucoma ?
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Which test is generally
performed to measure eye’s
internal pressure ?
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Answers @ Page 23
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ADVERSE

DRUG
REACTIONS (ADR)
& THEIR
MANAGEMENT

PART-12

In United States and many other countries,
the reporting of ADRs is voluntary. The
underreporting of ADRs remains the largest
barrier to health care professionals in identifying
an ADR when it presents. The most prevalent
reasons for not reporting suspected ADRs are
consistently stated to be inadequate staffing
and the time-consuming nature of evaluating
and submitting the reports. The time needed
to collect the necessary information, document
the findings, and submit the report can be
considerable, and other staffing demands often
take precedence. Many health care facilities lack
dedicated staff for these tasks, so ADR reporting
fails to occur.

Another barrier to ADR reporting involves
information systems. Although several facilities
have transitioned, or are in the process of
transitioning, to electronic medical records, some
still rely on paper charts. Data collection from
paper charts can be even more time-consuming
than that from electronic records. Although
some computer systems can interface with many
departments (e.g., the laboratory) and identify
potential ADRs by cross-referencing drugs
with laboratory values, other systems remain
separate, making the identification, and thus the
reporting, of an ADR more time-consuming and
difficult. These disparate information systems
present barriers to the detection and reporting
of ADRs.

Many facilities have internal reporting
methods for ADRs and medication errors, but
often these reports are not submitted to the FDA
or other reporting agencies. Some staff view this
additional reporting step as duplication of effort.
Internal reporting systems may not require
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enough detail to enable a thorough evaluation of
the ADR.

Standardizing internal reporting forms
to align with those of national reporting
systems, such as the IPC ADR reporting form,
or providing interfaces between internal and °
external reporting systems can assist staff
in collecting appropriate data and reporting
ADRs at the institution. Taking the extra step
of informing the FDA of the ADR can help
improve patient safety on a national or global
level by identifying signals that might otherwise
go undetected at an individual facility.

Additional reasons cited for not reporting
an ADR have included lack of information
and available resources, unawareness of the
importance of reporting, unavailability of
training programs for health care professionals
on ADR detection, and fear of the ramifications of
reporting. Still other reasons include difficulties
in diagnosing the ADR, the assumption that the

ADR is unimportant or minor, and
uncertainty about how and to whom to report
it. The absence of a formal pharmacovigilance
system is an additional barrier to the reporting
of ADRs in health care facilities, and developing
such a system is strongly encouraged.

Although patients can also report the
ADRs, many see this as not their concern or
their responsibility. Educating patients on the
importance of reporting ADRs and encouraging
them to report, as well as instructing them on
where and how to complete the forms, can
overcome this barrier; however, relying solely
on patient reporting may be unrealistic.

By working to overcome perceived
barriers to reporting, the number of reported
ADRs may be increased, which can help patients
throughout the world. Reporting leads to
increased awareness and detection of ADRs and
can prevent their occurrence in both inpatient
and outpatient settings, which in turn can help
prevent hospital admissions or readmissions. @

To be continued
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Med With Love

How to retail

pharmacies

ma_lke profitable using
Digital tools =

Nidhun K
Director, Pillsbee,Kozhikode.

he retail Pharmacy sector in India has
T undergone significant changes due to

the rise of Online Pharmacies and the
increasing use of technology in healthcare.
In order to compete with emerging online
pharmacies and to stay relevant in the community
Pharmacy sector, traditional pharmacies must
adopt new-age technologies and effectively utilize
the services of skilled professionals of that field.

In this digital age, it is necessary for retail
pharmacies to have a strong online presence,
to attract and retain customers. This includes
a professional and user-friendly website and a
mobile app that allows patients to easily order
and receive prescriptions & to improve the
convenience and accessibility of traditional
pharmacies for patients.
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Patients can avoid physical visit to the pharmacy
to procure medicines, which is particularly important
during the COVID-19 period. The mobile app can provide
the patients an easy access to medical information, such
as their prescription history and refill reminders. A strong
online presence can be useful for pharmacies to build
and maintain their brand as a trusted and reliable source
of healthcare products and services. This can help to
differentiate them from e-pharmacies and other online
competitors. They can offer door delivery services also,
especially to patients living in rural areas and who have
mobility issues.

Using Electronic Health Records (EHR) systems
pharmacists can access and track patient medical histories,
drug interactions, allergies and routine medications,
improvement of prescription filling and managing its
accuracy and efficiency. To make the system effective,
pharmacies should hire professionals with a strong
understanding of healthcare information technology and
data management. Through the EHR system, each pharmacy
can provide a proper reminder mechanism to the patients
without any human intervention and can have a strong
customer retention.

Procuring needy medicine from accredited dealers
is a crucial aspect of the retail business, as it allows
pharmacies to stock drugs based on requirements. One way
to improve the efficiency and accuracy of this process is
through the use of arfificial intelligence (Al) systems.
Al systems that can analyze the latest trends in medicine
procurement can help retail pharmacies to order the most
essential drugs and their required quantities. This can help
to avoid overstocking or shortage of certain medications,
which affect the sales turn over and a frustrated customer.Al
systems can also help to identify cost-saving opportunities
by analyzing data on wholesale prices and identifying the
most cost-effective suppliers. By utilizing Al, by optimizing
the medicine procurement process, pharmacies can
improve their profitability and operating costs. They can
also improve the accuracy of medicine procurement by
reducing the risk of human error. By automation of the
process, Al systems can ensure that correct medications
are ordered and are received in right quantities. Usage of Al
systems in medicine procurement can provide significant
benefits by analyzing the latest trends and identifying cost-
saving opportunities, thereby to improve the efficiency,
profitability, and accuracy of the pharmacies.

Telemedicine, or the use of telecommunication
to provide healthcare services remotely, is becoming

increasingly popular for patients to access healthcare
from their own homes. Retail pharmacies can also offer
telemedicine services to their customers by partnering with
online diagnostic laboratories and practising Physicians to
patients. This is beneficial for patients who have mobility
issues or live in rural areas, as they can avoid the need to
physically visit a lab or medical facility.

New prescriptions can be generated when the
current prescriptions expire, by partnering with doctors
or other healthcare professionals through telemedicine
consultations. This is beneficial for physically and mentally
challenged patients and also help retail pharmacies to retain
their customers.

Inorder to strengthen the traditional retail pharmacies
they can seek for technical support from experts in the field
of Pharmaceutical digital services and legal and regulatory
Services.

Pills bee ,a technology company launched in 2019
under the Start-Up Mission, Kerala is equipped to provide
technology solutions to retail pharmacies, including
websites, mobile apps, procurement platforms, working
capital management, and delivery services. They are
powerful to make the retail pharmacies profitable ahead of
the emerging online Pharmacies, who utilize the internet
and mobile devices for business development. Pills bee
can provide necessary technology and infrastructure to the
traditional pharmacies to effectively compete with online
pharmacies in the digital marketplace & to help reach a
wider customer base and to improve the customer services.

Pillshee has developed a range of technology
solutions which can help retail pharmacies modernize
their operations and improve their competitiveness.
Its procurement platform allows pharmacies to
purchase drugs and other products from a wide range
of suppliers, while its working capital management
tools help pharmacies to manage their finances and
improve their cash flow.

Along with PharmaFirst, Pillsbee is going to
provide up-to-date information on the latest trends and
developments in the pharmacy fields for future pharmacists,
to have strong understanding of the latest technologies and
the best Pharmacy practices. The service quality and public
acceptance of the retail pharmacies can be improved using
latest digital technologies and through updated knowledge
on the rules and regulations controlling the sales of the
lifesaving drugs. Pillsbee was founded by Abhijith E M,
Muhammed Rizwan, and Nidhun K. @
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Pharmaceutical

Anand.M B.

based in Bangalore, founded by Kiran Mazumdar-

Shaw in 1978. The company manufactures generic
active pharmaceutical ingredients (APIs) that are sold
in 120 countries including the US and Europe. It also
manufactures novel biologics as well as biosimilar insulins
and antibodies in both bulk and formulation forms in several
emerging markets. Biocon offers 36 brands of products
across the four therapeutic divisions of Diabetology,
Nephrology, Oncology, and Cardiology. Some of their key
brands in India include INSUGEN (rh-insulin), BASALOG
(Glargine), BIOMAb EGFR (Nimotuzumab), BLISTO
(Glimepiride + Metformin), CANMAb (Trastuzumab),
Evertor  (Everolimus), ~ TACROGRAF  (Tacrolimus),
ALZUMAD (Itolizumab) and KRABEVA (Bevacizumab).

Biocon employ about 9,200 personnels. Presently
Kiran Mazumdar Shaw is the Executive Chairperson and
Mr. Siddharth Mittal is the Managing Director and CEO of
Biocon Ltd.

The demand for pharmaceuticals is being driven by
enhanced life expectancy, rising affordability and improved
standard of living. These factors, together with sedentary
lifestyles, changing dietary patterns and demanding work
schedules are responsible for an increasing prevalence
of hypertension, diabetes, dyslipidaemia, metabolic
syndrome and obesity. For severe chronic and lifestyle
diseases, medication consumption is virtually lifelong and
creates a demand for affordable variants, which generic
drugs can provide.

Biocon Limited is a biopharmaceutical company,

Biocon currently has 5 state-of-the-art facilities
across Bangalore, Hyderabad and Visakhapatnam in India
that manufacture high quality products with reliability and
efficiency.

The APl manufacturing
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facilities  leverage

complex technology platforms that range from microbial
fermentation, chromatographic purification, chemical
synthesis, peptide synthesis and HPAPIs.

They are equipped with a wide range of equipment,
to handle fermentation and chemical processes, including
fermenters (upto 100 KL scale), high-pressure liquid
chromatography columns (upto 1200 mm), extractors,
decanters, filtration units (microfiltration/ultrafiltration/
nano-filtration), ~ cryogenic reactors, hydrogenators,
centrifuges, crystallizers, lyophilizers and dryers.Peptide
facility with different scales of peptide synthesizers and
supporting unit operations and dedicated facility for potent
molecules with barrier technology (Isolators).

The formulation division manufacture potent and
non-potent oral solid dosage forms as well as parenteral
dosage forms such as lyophilized powders, liquid vials,
cartridges, devices and pre-filled syringes.

The R&D team comprises 300+ highly qualified
scientists and post graduates from different streams of
science and engineering that leverage our biotechnology
and chemistry capabilities to develop highly complex
and challenging molecules involving high-end product
and process characterisation. Good Manufacturing
Practice (GMP), Good Storage Practice (GSP) and Good
Distribution Practice (GDP)) are followed in the operations
to assure high standards of quality @

CORPORATE OFFICE

Biocon Biologics Limited

Biocon House, Semicon Park

Electro nics City, Phase — Il

Hosur Road,Bengaluru 560100, Karnataka,

Tel: +91 8067756775

Email: corporate.communications@biocon.com
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Pharma Quiz Answers
1. Optic nerve

. Loss of side vision
. Intraocular pressure.

2
3
4. High Trans fats
5

. Magnesium

. Netarsudil and latanoprost

6
7. Open-angle glaucoma
8. Trabeculoplasty

9

. Iridotomy

10. Tonometry Test
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Know the

AU

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.

20(6). If the Central Licensing Authority (CLA) or
any other officer empowered by the said authority
in this behalf with the approval of the Central
Government(CG), reports to the Commissioner
of Customs after inspection of the sample of the
cosmetic and where necessary, after obtaining a test
report thereon, that the sample of the said cosmetic
contravenes any provision of the Act or the rules made
there under and that contravention is such that it can
be remedied by the importer, the Commissioner of
Customs shall communicate the report forthwith to
the importer and permit him to import the cosmetic
on his giving an undertaking in writing not to dispose
of the cosmetic without the permission of the officer
authorised in this behalf by the CG.

21. Import of cosmetic for personal use.

Small quantities of cosmetics the import of
which is otherwise prohibited under section 10 of the
Act, may be imported for personal use subject to the
following conditions:

(i) The cosmetics shall form part of a passenger’s
baggage and shall be the property of and intended
for the bonafide use of the passenger; and

(ii) The cosmetics shall be declared to the Customs
authorities, if they so direct.

22. Import through points of entry

No cosmetic shall be imported into India
except through the points of entry as specified in rule
43A of the Drugs and Cosmetics Rules, 1945.

CHAPTERIV-MANUFACTURE OF COSMETICS
FOR SALE OR DISTRIBUTION

23. Application for grant of license or loanlicense to

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART - 38
Adv. BIPIN. J.

manufacture cosmetics for sale or for Distribution

(1)Any person who intends to manufacture cosmetics
shall make an application for grant of a licence or loan
licence to manufacture for sale or for distribution to
the state Licensing Authority.

(2) Application under sub-rule (1) shall be made
through an identified online portal in Form COS-
5 for licence or in Form COS-6 for loan licence
accompanied with a fee, as specified in the Third
Schedule along with respective documents as
specified in Part II of the Second Schedule.

Provided further that till such time the online portal
is not operational for this purpose, offline application
in Form COS- 5 for licence or in Form COS- 6 for
loan licence may be made for manufacturing of
cosmetic referred to in sub-rule (2).

(3) In case of a new cosmetic, the applicant shall
obtain prior permission in Form COS- 3 as provided
in Chapter V from the CLA and no licence to
manufacture any cosmetic shall be granted by
the State Licensing Authority (SLA) without such
permission.

(4) In addition to the documents specified in part II
of the Second Schedule, the applicant shall furnish
a self-declaration in Form COS-7 conforming
compliance with Good Manufacturing Practices,
requirements of premises, plants and equipment for
manufacture of cosmetics as specified in the Seventh
Schedule.

(5) On receipt of the application under sub-rule
(1) accompanied such fee and such documents as
provided in sub-rule (2) and (3), for grant of a licence
or loan licence, the SLA shall grant a licence or loan
licence within a period of forty-five days from the
date application after scrutiny of application and
documents it is of the opinion that requirements of
the Act and these rules have been fulfilled: @

To be continued
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Common
Homeopathic

Remedies

Part-24
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.

THYROIDINUM

(DRIED THYROID GLAND OF THE SHEEP)

hyroidinum prepared from thyroid gland
of a sheep, is a popular remedy used for
disorders of the thyroid gland. The common
symptoms include weight fluctuations, weakness,
tiredness, hair fall and sensitivity to temperature.It
is also helpful in patients of thyroid disorder who
have a decided craving for sweets and cold water.
Thyroidinum 3X hastens the curative process in

primary Hypothyroidism.
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Thyroid disorders cause anaemia, emaciation,
muscular weakness, sweating, headache, nervous
tremor of face and limbs, tingling sensations,
paralysis. Increased heart rate, exophthalmus and
dilation of pupils. Rheumatoid arthritis. Infantile
wasting. Rickets. Delayed union of fractures. In half
grain doses twice a day over a considerable period
said to be effective in undescended testicle in boys.

Thyroid exercises a general regulating influence over



the mechanism of the organs of nutrition, growth and
development. Its weakness causes decided craving
for large amount of sweets. Arrested development in
children. Improves the memory. Goitre. Excessive
obesity. Acts better with pale patients, rather than
those of high color. Amblyopia. Mammary tumor.
Uterine fibroid. Great weakness and hunger, yet
loses flesh. Nocturnal enuresis. Agalactea. Begin
treatment early in pregnancy. Dose 1 1/2 gr. 2 to 3
times daily. Vomiting of pregnancy (give early in
morning before patient gets up). Fibroid tumors of
the breast, 2x trit. Sensation of faintness and nausea.
Marked sensitiveness to cold Hypothyroidism after
acute diseases, i.e, weakness. Easy fatigue, weak
pulse, tendency to fainting, palpitation, cold hands
and feet, low blood pressure, chilliness and sensitive
to cold (Thyroid 1x3 times daily). Has a powerful
diuretic action in myxodema and various types of
oedema.

MIND.- Stupor, alternating with restless melancholy.
Irritable, worse least opposition; goes into a rage
over trifles.

HEAD.- Feeling of lightness in brain. Persistent
frontal headache. Eyeballs prominent. Face flushed;
lips burn. Tongue thickly coated. Fullness and heat.
Face flushed. Bad taste in mouth.

HEART.- Weak, frequent pulse, with inability to
lie down. Tachycardia. Anxiety about chest, as if
constricted. Palpitation from least exertion. Severe
heart pain; Ready excitability of heart. Heart’s action
weak, with numbness of fingers.

EYES.- Progressive diminution of sight with central
scotoma.

THROAT.- Dry, congested, raw, burning; worse left

side.

STOMACH.- Desire for sweets and thirst for cold water.

Nausea worse riding in car. Flatulence, much flatus
in abdomen.

URINARY.- Increased flow; polyuria; some albumen
and sugar. Enuresis in weakly children who are
nervous and irritable (1/2 gr night and morning).
Urine smells of violets, burning along urethra,
increase of uric acid.

EXTREMITIES.- Rheumative arthritis with tendency to
obesity, coldness and cramps of extremities. Peeling
of skin of lower limbs. Cold extremities. Aching
pains. Sdema of legs. Trembling of limbs and entire
body.

RESPIRATORY.- Dry, painful cough with scanty,
difficult expectoration and burning in pharynx.
SKIN.- Psoriasis associated with adiposity .Skin dry,
impoverished. Cold hands and feet. Eczema. Uterine
fibroids. Browny swelling. Swelling of glands
of stony hardness. Sluggish cases. Jaundice with
pruritus. Ichtyosis, lupus. Itching without eruption,
worse night.

RELATIONSHIP.- Todothyrine, (the active principle
isolated from thyroid gland, a substance rich in
Iodine and nitrogen, affects metabolism, reducing
weight, may produce glycosuria. Use cautiously in
obesity, for a fatty heart may not be able to maintain
the accelerated rhythm. Milk contains the internal
secretion of the thyroid). Thymus gland extract
(arthritis deformans; metabolic osteoarthritis, 5-grain
tablets 3 times daily). High potencies very efficient
in exophthalmic goitre.

DOSE: Better sixth to thirtieth potency. If the crude
Thyroid is taken (two to three grains or more daily);
the pulse should be watched. Must not be given in
physiological doses where with feeble heart there is

high blood pressure and not in tubercular patients @
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DRUGS WE USE COMMONLY

ILNIDIPINE belongs to the calcium
channel blockers which are primarily
taken for treating Hypertension (high
blood pressure) and for prevention of
Angina (chest pain), heart attack and stroke.

It is structurally a dihydropyridine calcium
channel blocker with action on both N- and L-type
calcium channels used to treat hypertension.
Compared with other calcium antagonists,
cilnidipine can act on the N-type calcium channel
that existing sympathetic nerve end besides acting
on L-type calcium channel that similar to most of
the calcium antagonists.

Indications.

The drug is indicated for the management of
hypertension for end-organ protection. It is useful
in elderly patients and in those with diabetes and
albuminuria. The drug has been increasingly used
in patients with chronic kidney disease

Mechanism of action

It acts on the L-type calcium channels of
blood vessels by blocking the incoming calcium
and suppressing the contraction of blood vessels,
thereby reducing blood pressure. It also works on
the N-type calcium channel located at the end of
the sympathetic nerve, inhibiting the emission of
nor epinephrine and suppressing the increase in
stress blood pressure.

Cilnidipine is metabolized by both liver
and kidney. It is rapidly metabolized by liver
microsomes by a dehydrogenation process.

Cilnidipine shows side effects like swelling in
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the ankles or feet, headache, sleepiness, dizziness,
tiredness, nausea, and stomach upset. Most of these
side effects are temporary and usually resolve with
time. Avoid consuming grapefruit juice with this
medicine as it can cause serious side effects.

The drug is available as tablets and to be
taken orally either once daily or as directed by
the physician & can be taken either before or after
meals. The usual dosage for adults is 5 - 10mg once
daily &the maximum dosage should not exceed 20
mg per day.

Storage: Store in a cool and dry place away from
sunlight

Drug-Drug interaction: CILNIDIPINE interact
with an antiarrhythmic agent (quinidine),
antiepileptic medicine (phenytoin) anti TB drug
(rifampicin), antibiotics (erythromycin), other
blood pressure-lowering pills (amlodipine) and
antipsychotic drugs.

It is advisable to drink plenty of fluids
while taking this medicine. Lifestyle changes
are helpful in achieving optimum outcomes with
CILNIDIPINE and keeping blood pressure under
check. Inform doctor if there is allergic reaction
to CILNIDIPINE, are pregnant or are planning to
get pregnant, are breastfeeding, have liver disease,
kidney disease, heart failure, heart valve problem
or history of heart attack.

Note: Low salt diet, daily physical activity (even
20-30 minute brisk walking for 5 days a week can
help), losing weight in case of people who are
obese/overweight etc are the mainstay of treatment
of hypertension @
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L()J WB1G0021302OWIERW)0  @YCOIW YOOI
NIOWIBO)IM B0 2130ACEINAEMI®. @ LIGWOSIWI®3
mlam)o QAIEMMBOHMILI §210)daHEMEBBSIW] @PRSAM)
arle)m®osm ®o0m. m)slwileno cmosleno TmEHnno
Ol al1616UWIUW2J0@3 DD aldSld:ud &H06MIM &$lw)o.
@REMINSOajo  218MOBIORI  6al00laflod  H)S)®E3
BaHEMEBBU @PSBaM) QYOm0 SWILN)0. @R
®)s8anomd seborrheic dermatitis ag)am &0) Moo ailg)
20000 Q1562J001TEN)0 AQY) 2IBMD EOINEBBUBHO)0

EDSWOSN)o.

RlH36METBUD

8000366 ®ellcd @00 nIoUlaj®ow] am
q‘l@elooe@g(m@%’ HAUBIOM alds5l:83001 MRl 213
G0006BBU3 @SB Qrlem) @)SE3B)EMUOPI6M.
@REMINSIalo af)Galo}o @LICWISIVIT 6210014 fl@3,
QIP}QIP)ajio AUOMNEONAOW GLICWIS],2)SINI0)Bg1w3
al@la{IS1ajldlee)an 260mMEWO ajalGalo MoOmlenss

2001 ®)sesloalw)o.

SI@E6MEUBUY :

Seborrhic Dermatitis : ®@e101@3 @10} B0} @O0 AldS)o

£21001@)0  OBIEMBYNBOH)AN  aldarlsno  ail5ymo
00O  QI05)e21001WOW] @3] M)A laIGenOMIeEI

Af)FPIVMSS BON@BOSW)0 NIDWIHHN M.

0PIV MBS 21322 BHAIGILIENM) @O0

B)S) MLV B06m)M®. Malassezia globosa agyam)

Calo)3s 80) VITY BlGCE22IAMOBIOLI  af)sPW)al
GOl JAISO)BW)o  2IGIA@DIT  @OOM)ENBIBE) B>

©o ©21QaM).

Contact Dermatitis: eo» eoonmssades) @oeIde]
22188 6a10Glajleno §210016010) Haldgel)o 260wl
UBloqIE8 @OOM MSWILH)IMN). DD ASIVW}OS aldlald
MODIMYalEOUTEN)M UM SHSIG3 Mo, HHW
DalCWIUIHN)IN@OHOCNEI  MVoRAIlHH0.  @6M)af)
HOLIOM)0 O®Moail

OICIGET [(VnII N Q6N &1

0)eMI0U3 @®EIVIT @I0M)o B)alDalS)o.

MQ3 SIEEMEUBUD

@OQM3 QI3 MLORLYGIWBBAIG TVAWOD) )S]
aHOoal) ©21QIAM® MElo af)sIPAWo  B)S1 OIS

WOBe)o.

(a10@a)BOB]WOBIAN TVAQDODEN) DOAM &)
S)D@ HOEMYAND (A IC®Yslafjo 20 AUV EMIOU3,
aBHEBU0 50 AUV HFlVEMIWE D@IMWEO @Y (H
26Mo  &H)0W)o. V(@ 1HOBBNOUB  al)0JaHMOBHHIEN)
)S)MT3 GOINAVIRLI®. @PRAIGIOLI testosterone ag)am
ooLlUld:  Ga00dERM,  OTOOMIOR!  ag)eNPAWo

)5} HB06NBO6MID).

@RAIVAI @09 NI@(BHIQ Msevleadlal)o
HIV or AIDS, hepatitis C, alcoholic pancreatitis ®)seaslw
GEOVMBBAURHH)0 BOIN(AIDICOIW GUOaHl H)OWIAN

@) MElo 21GINCRINEBBU HalHFAN)ENBI)0.

(T)O('LD?O_I(SQQD(B('OOU)GGB@‘ZO 2EMICOIWM6EEBB)0 DABI:

epilepsy,
traumatic brain injury, spinal cord injury ©)seBl® @RAQI

Parkinson's disease, Alzheimer's disease,

MNGHSIG3 @O TVORL M) SYAN).

alo@eelMBaVeMmS  6EOUNEU3B6 enielao
M20® B0} MOWIAUNAOMBB®) B)Llo  af)sIPW) I
ajoBM  (OAWIHe8 MIOOlendm@  ALOWlenIe®
QIaN) ®O0M  HSIOLIDW]  DENROHH)IM).AQ) 2l
GOINEEBBOW eczema, rosacea, psoriasis, acne ag)anl
assa1dss seborrheic dermatitis ©a105aM)NB0B:)0.
a)SPRONBS 2l@MBBAICIL)0 ®RIVITE &)S)®eld
@ ag)e WS)aANAIGIEN0 @OOMIBS TVIBLYD H)S)®
e106Mm.
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Seborrheic dermatitis  meIR)MBIMMM  ®O0a3
AU8OOMIU3 MISIAM 2flE1OND HB:06MB)A(@ECD GRBAD
#90M H¥lw). Contact dermatitis, dry skin, shampooing
habits ©®06M8)eMEoMm)aMAl MANPS volelo @IYAND

OHH0ME alBlandlHn 0.

afl&lon

©®eITloL! af)sIPADo ROQOM TVIWIREM aHdoal)
Dalcwouila] Alalrvale el MmOl @o)ezl@ Gudato

& 9)H1WOT3 A,

@) aDLIIBROLIEHIT  @O0M) QOB
(aIC®Id aHOonl) DaleWINla] MSTHNOS @l &%)
D). 0)HURLOOM @eAITLNNHSE|E3 Selenium Sulfide,
Pyrithione Zinc, Salicylic Acid, Ketoconazole, agyamlai@
Sl  oHloal), HRG ONSEEBIVAI OalCWIUIlHNTo.
@R@lenicwoslene @F1 afonen@OV] Dalewoull
®9)m Tar Tar-based auooal] SO 3)S1860BS6)

MIBGRUBIBEaM).

QlruiRy allslonsuh

JGOMOUB  TLOWOOEM  YOAD Y0610  aHIoal)
HUWB DalcWIUIlafls) WOOH®OO) (aIGWORMAl0 WEL)
@103 Loprox/ Nizoral @reglesled o) Corticosteroid
een oum (fluocinolone, betamethasone, clobetasol
ag)mlal @al@M®) (alcWoullendo. Corticosteroids o)
MBHUBBS aldh@o  Calcineurin inhibitors  ailgow@m
@deq]s Tacrolimus topical, Pimecrolimus topical @)seas]

VAo aNLI(aIBR06M.

0Q3 all&long b

5 vo@maomo tea tree oil (an antiseptic, antibiotic,
and antifungal) @PSEEI® oH00al)HU8,8620 3 200Gl
@RI @RSERIY 2108, a0, MeEmoell M)saslw

2105 8)0,0Q) AUTT@}HOB)0 alEWIUTlBH0.
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a)NUOQWHS BRYDIDICVINS BH}OINF U3 BOW
OMOIW]  HIeMAN B0 (NDMOIWIEM OO EOITW.
D®@3aoGlaflenam  OO@®EOITA  GanIBEIEM)
HUW 0BMOMIGE Heidan) Rlal aroyailem woelo
GaldaeMo  MIVMWIENIN@IM  TVA0OWDIENAN). &)
S0O® 8008)0S 0010 ODAHMOQI, ®)BPo, ODALR0
a)MIAUO® (5215 C1HN)EHW)o Halgam).

OEOOTIOL! HOMEOOVU BaO0BCRM)HBIOS
@zl MBaRVIen)d: alfl D (MOlWOS (alaIdom
OHUA® DOV HOIM  TVIWIHP)o. HOH@EOITW
(WMAlOS (AIUBTIM  OOAIMSELI 0 3)LINYNZIBIAN
GIMEBUE Bl 0le)) VGEIWOIW GOIN( AIGIGOIW
al)o 2il&lEN®o MSOMOM M@ TVAOIWE:ERIEM).

OEMOMOLl OOMBOOW Gn00dc@06M
al@IGUOWM BHa0a|@ HOMEOITIWIaTvo (Kaloomsl
©3 @RYAINIMBBGICI HIS}ME3 GaOIBEAENM D@3 ]oE]
afleean @ealTun), H9a0Ga]d HOMEOIWIWITvo ()
060 @RSAIGTE GanIBERMM DD AIIBMo MSTMANG))
oM’ cEOWOAIMOGHWE  MIBPVIBHOM  TVa0OW]
#9YIM). 99208 HOMEOIVIWIMVo DENZIH)EMIOU3
8008)0S a0y3WalSla] &)S)o, WO10RIVL &)OW)o,
208OEN)00], @RAI® OGN0, HEPIM)  alQlo
aleBle qudlall aganlai)oe &:06m)o.

99a0Ga |0 HOEOITIWIMo MELlo HaldENOmS],
a1, arleEBlw 2130, (Haailo)ELAOWY @RABEMAlS
;00010 ®™BABa] af)aVIAI BRMEASAIS)O.

VHMalBlEUOWM Il ®IOPa|OWIIN GOIWEEBUE ©f
@l2J01wo0

Thyroiditis, Graves’ disease,Hashimoto’s disease, Thyroid
tumors,Goiter, Thyroid nodule, Thyroid cancer .

@R 016 GIEEN6MR oilel ASM alEIBRINM & B30
ERAIWINS (UCM)GOGSJ0 GHIOMIMEI] BWIGDAINE MY BRIN
(18RI NG allGlO®Zo MUl GIESHEM @ WD) & ®Io AllaIG]H6ZM

0D al@leuoWMI@ ofl5Q0l (VMO 9@3ajoGla]l
#0)an Thyroid-stimulating hormone(TSH), (oe®omI@3
@06MIAN  HOMBGOIVAU  GrOOBGRMHB0W T4,
T3 aganlaiies aquam)el@moaiqun  (&nala:alenyam
@a003C@06M3) @RS (AIWOIMAIWIo  BHEOENBOMAMN .
@GOG aBQH6)0ajled @ROIIm) EOINMIAPWAL0

aflaloro ®10)20T 166 0.

OOMEOOTW Ga00BGRoM &)0W)emIoud TSH
@8l &)S10l1Clee)o. ERGING B006Mo OIS
Thyroxine(T4), Triiodothyronine (T3) ag)am’ Ga00@c206mM)
SHB)OS @RBQ  HOMBOMM®) AUl TVOWlee)o.T4
@8l &,)SIWOG §Ha0a|d HemMEooVIAUITAe &)0
FOIOM HHA0G[OW)0 DENBOM:)0.

TSH -cmoda@d @psql 0.40 - 4.50 mIU/mL (milli-
international units per liter of blood).

T4: -emoda®d @psal : 5.0 — 11.0 ug/dL (micrograms per
deciliter of blood).

FT4 @elnalo Free T4/ free thyroxin @esai o1@1cU00WM
)S) MO TVSHNN0W OleYIwosNs.

emodamd @esai:0.9 - 1.7 ng/dL (nanograms per deciliter
of blood)

T3: triiodothyronine a1@leuoowm®m AUl ©6a0a|d OO
coRlWINOBOM  @Rale:soaITD  MIQeRlBno.
600Gal0O@EOOTWITVEMIE3 T3 mlal &)oaomlol
H)}o.

amowoem @wsaal : 100 - 200 ng/dL (nanograms per

deciliter of blood).

FT3:(Free T3)@nLnalo free triiodothyronineal@leuoowm
SN0 TVSHAN0W OlGYIWosS.

eMmodamd @paal: 2.3 - 4.1 pg/mL (picograms per milliliter
of blood) @
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PHARMA NEWS

Compiled by P. Nandakumar
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esearchers have found that treatment with
Rremdesivir within nine days of COVID-19
symptom onset decreases mortality in Asian
patients. These patients were being treated with
corticosteroids for pneumonia, and some were
receiving mechanical assistance for breathing.

ndia was the largest vaccine-exporting
Icountry in the pre-pandemic period .Further,
it is also home to the world’s largest vaccine
manufacturer — Serum Institute of India,
accounts for the production of more than 1.5
billion doses. India exports vaccines (for
polio, diphtheria, tetanus, pertussis, BCG,
hepatitis B, measles, mumps, rubella, etc.) to
more than 170 countries, and 65% of children
worldwide have received at least one vaccine

manufactured by the SII.

( ; ovt. may soon finalise e-pharmacy rules

to regulate online platforms selling
medicines. A regulatory framework is to be
worked out to ensure proper monitoring and
registration of such platforms, due to rising
possible misuse of such avenues for distribution
of illegal or outdated medicines. The rules
may include mandatory registration with
the appropriate authority for sale of drugs,
assigning responsibility on such platforms for
the sale of genuine drugs and regulating the

sale of controlled drugs.

he domestic pharma market saw its
highest growth rate for 2022 in November,
at 17.3%, after both volume sales and price
growth picked up. Anti-infectives — antibiotics,

4Pharma Firstp
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antivirals, antifungals etc, clocked 15 %.
Key antibiotic brands like Augmentin (GSK)
and Clavam (Alkem) clocked 25% and 29%
growth,

respectively.Anti-diabetic, cardiac,

respiratory, vitamins, and gynaecological
therapies posted strong double-digit numbers

during the month.

S regulators approved CSL Behring’s

hemophilia B gene therapy (Hemgenix),
a one-off infusion that frees patients from
regular treatments but costs $3.5 million a
dose, making it the most expensive medicine
in the world. Administered just once, it will
cut the number of bleeding events & freed 94%
of patients from time-consuming and costly
infusions of Factor IX, which is currently used

to control the deadly condition.

he Centre has decided to introduce QR
Tcodes for ensuring authenticity and
traceability for 300 common drug brands,
including analgesics, vitamins, diabetes, and
hypertension medicines etc. The manufacturers
shall print or affix bar code or QR code on its
primary packaging label, on the secondary
package label that store data or information
legible with software application to facilitate
authentication. The stored data shall include
unique product identification code, proper
and generic name of the drug, brand name,
name and address of the manufacturer, batch
number, date of Mfg, date of expiry, and Mfg.

licence number.
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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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