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An overview of

OMMON
NESTHETIC
DRUGS

CompiLep BY : Sri. V. M. GANESHKUMAR

naesthetics are drugs used to induce

anesthesia or a temporary loss of

sensation or awareness.Many drugs are
employed in modern anesthetic practice.Most
of them are used exclusively in anesthesiology
& some are in other fields of healthcare also.
Generally combinations of them are given to
impart a synergistic and additive therapeutic
effect amidst increased adverse effects.

They may be General Anesthetics causing
a reversible loss of consciousness,and Local
Anesthetics,effecting areversibleloss of sensation
for a limited region of the body without affecting
consciousness.



General Anesthetics (G. A)

These drugs render a patient reversibly
unconscious and unresponsive so as to allow
surgeons to operate on that patient.Usually these
drugs are administered intravenously or by
inhalation by an anesthetist while monitoring the
patient’s vital signs (breathing,heart rate,blood
pressure,temperature) during the procedure.
The patient is unable to feel pain and will likely
wake with some short-term memory loss after
the procedure.

Anaesthetic agents can be differentiated into
five classes.

+ Inhalational anesthetics,

o Intravenous (IV) anesthetics,

o IV sedatives,

« Synthetic opioids &

» Neuromuscular blocking drugs.

and

Each class has

weaknesses in attaining the primary goal of

particular strengths

general anesthesia

General Anaesthetics can be classified as
Inhaled agents

Any inhaled anesthetic agent can be used
for induction of general anesthesia.But most of
the halogenated anesthetics are irritating to the
airway,leading to coughing,laryngo spasm and
overall difficult inductions.Volatile agents are
typically organic liquids that evaporate readily
and are given by inhalation for induction or
maintenance of general anesthesia.

They can be used alone or in combination
with other medications to maintain anesthesia.

An ideal volatile anesthetic should be non-
lipid-soluble.It

should possess low blood gas solubility;have no
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flammable,non-explosive,and

end-organ (heart,liver,kidney) toxicity or side-
effects,should not be metabolized,and should
not irritate the respiratory pathways.There are
inherentrisksanddruginteractionsthatarespecific
to each and every patient.The commonly used
drugs are isoflurane,desflurane,sevoflurane,and
nitrous oxide.

Nitrous oxide is a common adjuvant
gas,making it one of the most long-lived drugs
still in current use.Because of its low potency,it
cannot produce anesthesia on its own but is
frequently combined with other agents.

Halothane,another ~ agent,is  almost
completely replaced in by newer agents because
of its shortcomings.Enflurane is rarely used

because of its side effects.

Volatile agents are generally compared in
terms of potency,which is inversely proportional
to the minimum alveolar concentration.

Potency is directly related to lipid solubility.
Another blood/gas
coefficient refers to the relative solubility of a

property,the partition
given agent in blood.Those with a lower blood
solubility (i. e. ,a lower blood-gas partition
coefficient; e. g. ,desflurane) give the anaesthetist
greater rapidity in titrating the depth of
anesthesia,and permit a more rapid emergence
from the anesthetic state upon discontinuing
their administration.

Newer  volatile  agents (e. g
,sevoflurane,desflurane) have been popular
due to their versatility for a faster emergence
from anesthesia,with lower blood-gas partition

coeflicient.

Intravenous Agents (Non-Opioid)

The most commonly used Intravenous agents to
produce anesthesia or sedation are:

Barbiturates



e Amobarbital
o Methohexital
o Thiamylal

« Thiopental

Benzodiazepines

o Diazepam
o Lorazepam
« Midazolam
« Etomidate

¢« Ketamine

« Propofol

Thiopental and Methohexital,are ultra-
short-acting,and are used to induce and
maintain anesthesia.Though they produce
unconsciousness,they do not provide analgesia

(pain relief) and must be used with other agents.

Benzodiazepines act as sedatives before or
after surgery and can be used to induce and
maintain general anesthesia. Midazolam is
preferred over other benzodiazepines & they
are also used for sedation during procedures
that do not require general anesthesia.Like
barbiturates,benzodiazepines also have no

analgesic effects.

Propofol is one of the commonly used I V drug
to induce and maintain general anesthesia.lt
can also be used for sedation during procedures
or in the ICU.This drug makes the patients
unconscious without producing pain relief.
Etomidate has been primarily used in sick
patients,due to its favorable physiological effects.

Ketamine is rarely used in anesthesia
because of its untoward effects that occur on
emergence from anesthesia,which include
“vivid dreaming,extracorporeal experiences,and
illusions. “ But,like etomidate it is frequently
used in emergency settings and with sick patients

because of the fewer adverse physiological effects.

Unlike the I. V drugs mentioned above,ketamine
gives profound pain relief,even in sub therapeutic
doses to induce general anesthesia.Unlike other
agents,when given alone,ketamine makes the
patients appear to be in a cataleptic state,when
other states of anesthesia resemble normal sleep.
Ketamine-anesthetized patients have the best
analgesia but keep their eyes open and maintain
many reflexes.

Intravenous Opioid Analgesic Agents

Opioids can produce unconsciousness unreliably
and with lot of side effects.So,they are rarely
used to induce anesthesia,but,can be used along
with other agents such as intravenous non-
opioid anesthetics or inhalational anesthetics.
They
before,during,or after surgery.These opioids with

induce good analgesia of patients

short onset and duration of action are commonly
used during general anesthesia.Their dealings
are controlled by drugs control department to
avoid potential abuse and illicit sales.

o Alfentanil
« Fentanyl
o Remifentanil

o Sufentanil,

The following agents with longer onset and
duration of action and are used for post-
operative pain relief:

» Buprenorphine

« Butorphanol

« Diamorphine,also known as heroin
« Hydromorphone

« Levorphanol

o Pethidine,

o Methadone

« Morphine

« Nalbuphine

Pharma Firstp 7
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« Oxycodone,
« Oxymorphone

e« Pentazocine

Muscle relaxants

Muscle relaxants do not cause patients

unconscious or relieve pain.They are used
after a patient is given anesthesia & to facilitate
intubation or surgery by paralyzing skeletal
muscle.

Depolarizing Muscle Relaxants
 Succinylcholine

o Decamethonium
Non-Depolarizing Muscle Relaxants

Short acting
e Mivacurium

« Rapacuronium

Intermediate acting
o Atracurium

o Cisatracurium

e Rocuronium

e Vecuronium

Long acting

e Alcuronium

e Doxacurium

o Gallamine

¢ Metocurine

e Pancuronium
« Pipecuronium

e Tubocurarine
Adverse effects

Depolarizing muscle relaxants
e. g. Suxamethonium

« Hyperkalemia — A small rise of 0. 5 mmol /L

occurs normally; this is of little consequence
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unless potassium is already raised such as in
kidney failure

o Hyperkalemia -  High

release in burn patients (occurs from 24

potassium

hours after injurylasting for up to two
years),neuromuscular disease and paralyzed
(quadriplegic,paraplegic) patients.Its
mechanism is through upregulation of
acetylcholine receptors in those patient
with
potassium from inside muscle cells.It may

populations increased efflux of

cause life-threatening arrhythmia.

e Muscle aches,common in young muscular
patients who mobilize soon after surgery.

» Bradycardia,when repeat doses are given

o Malignant hyperthermia,a life-threatening
condition in susceptible patients

o Suxamethonium apnea,a rare genetic
condition leading to prolonged duration of
neuromuscular blockade,which can range
from 20 minutes to a number of hours.Not
dangerous as long as it is recognized and the
patient remains intubated and sedated,there
is the potential for awareness if this does not

ocCcur.

 Anaphylaxis

Non-depolarizing muscle relaxants

o Histamine release e. g.Atracurium and
Mivacurium

« Anaphylaxis

blockade is
‘anesthesia awareness’ where the paralyzed

Neuromuscular employed in
patients may awaken during their anesthesia,due
to an inappropriate decrease in the level of drugs
providing sedation or pain relief.If this is missed
by the anesthetist,the patient may be aware of
their surroundings,but be incapable of moving



that
monitors are now available which can decrease

or communicating fact.Neurological

the incidence of awareness.

Intravenous Reversal Agents

o Flumazenil,reverses the effects of benzodia-
zepines

« Naloxone,reverses the effects of opioids

« Neostigmine,helps to reverse the effects of
non-depolarizing muscle relaxants

« Sugammadex,helps to reverse the effects of
non-depolarizing muscle relaxants

Local anesthetics

Local Anesthetics produce

inhibiting excitation of nerve endings or by

anesthesia by

blocking conduction in peripheral nerves.

They prevent the transmission of nerve impulses
without causing unconsciousness.They act by
reversibly binding to fast sodium channels
from within nerve fibers,thereby preventing
sodium from entering the fibres,stabilising the
cell membrane and preventing action potential
propagation.Each of the local anesthetics has the
suffix “~caine” in their names.

Local anesthetics can be either ester- or amide-
hased.

Ester local anesthetics

Eg:-Procaine,Amethocaine,Cocaine,Benzoc
aine,Tetracaine.They are unstable in solution
and fast-acting,are rapidly metabolised by
cholinesterases in the blood plasma and liver,and
more commonly induce allergic reactions.

Amide local anesthetics

Eg:-  lidocaine, prilocaine, bupivacaine,

levobupivacaine,

ropivacaine, mepivacaine, dibucaine and

etidocaine

They are mostly heat-stable,with a long
shelf life (around two years).

Amideshave a slower onset and longer half-
life than ester anesthetics,and are usually racemic
mixtures,with the exception of levobupivacaine
(which is S(-) -bupivacaine) and ropivacaine (S(-
)-ropivacaine).

Amides are generally used within regional
and epidural or spinal techniques,due to their
longer duration of action,which provides

adequate  analgesia for surgerylabor,and

symptomatic  relief.Only  preservative-free
local anesthetics may be injected intrathecally.
Pethidine has both local anesthetic and opioid

effects.
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-
Dr. P Jayasekhar

Former Dean, College of Pharmacy, National University of Science&
Technology, affiliated to West Virginia University US) and President, Indian
Pharmaceutical Association, Kerala Branch

o
Generic versus
Branded Prescriptions

radhan Mantri
(PMBJP) is a
Government of India,

Bhartiya Janaushadhi
Pariyojana flagship

initiative of
aimed at providing affordable and quality
generic medicines to all citizens. The WHO
also proclaimed the accessibility of quality
and safe medicines at affordable prices for all.
The importance of Generic medicines is due to
their availability and affordability. However,
there are concerns about the quality and safety
of generics manufactured by a large number of

Pharmaceutical firms.

The Professional Conduct Regulations,
2022 of the National Medical Commission
(NMC) directed that every Registered Medical
Practitioner (RMP) shall prescribe drugs in their
generic names, written legibly and by avoiding
unnecessary medications and irrational fixed-
dose combinations. According to the NMC,
prescribing generic medicines may overtly
bring down healthcare costs and improve access
to quality healthcare.

Background

The Indian Medical Association (IMA)
had raised concerns over the NMC’s recent
decision directing doctors to prescribe
only generic medicines and demanded the
government to ensure quality of all the drugs
released into the market, since patient care and
safety are non-negotiable. The IMA also states
that the government allows several categories
like branded, branded generic and generic drugs
and permitting the Pharma companies to sell the
same generic drugs at different prices and such

loopholes of law should be plugged.

A branded generic drug is one that has
come off-patent and is manufactured by Pharma
companies and sold under different companies’
brand names. These drugs are cheaper than the
branded patent version. New branded drugs
are usually protected by patents that prohibit
others from selling generics of the same drug.
Periods of marketing exclusively for branded
drugs can also impact the timing of generic drug
approvals. When a new drug is released, it is
patented and sold under a brand name. When the
patent period expires, its generic versions may
be sold by others. These differ slightly from the
branded version, but with comparable efficacy.

A generic drug must demonstrate the same
as a branded drug (inventor) in dosage, safety,
effectiveness, strength, stability and quality,
as well as in the way it is taken. Generic drugs
also have the same risks and benefits as their
branded counterparts. Generics also require
a rigorous pre-approval review to make sure
that they meet the requirements as per the
pharmacopoeial standards including stability
studies and bioavailability profiles comparable
with the inventor’s product. In addition, drugs
conduct periodic

regulators inspections of

manufacturing plants, ensuring compliance

with the regulations on Good Manufacturing
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Practices(GMP). The
shall monitor approved generics to ensure their

regulatory authority
availability at all levels of the supply chain,
from the Active Pharmaceutical Ingredients that
provide therapeutic effects to the final products
being sold to the consumers are safe, effective
and with high-quality.

In the event of reports of negative efficacy,
patient side effects or other adverse reactions,
the Central Drugs Standard Control Organization
(CDSCO ) will investigate and may require
changes in how medicines (both branded and
generics) are used or manufactured. CDSCO will
also communicate any information to the public
as warranted. They require drug companies to
demonstrate that the generics can be effectively
substituted and provide the same clinical benefit
as the branded medicine. The Generics have to
face competition to penetrate the market and
enjoy market volume.

Generics tend to cost less than their branded
counterparts because they do not have to repeat
animal and clinical (human) studies which
are mandatory for the branded medicines to
demonstrate their safety and efficacy. In addition,
multiple generic drugs are often approved for
the same single product; this creates competition
in the marketplace, typically resulting in lower
prices. A single generic competitor can lead
to price reductions of 30%, compared to the
inventor product, while five generics competing
are associated with price drops of nearly 85%.

Facts

Indian Generic drugs are well-accepted globally.
In the highly regulated Pharma market of US &
UK, 40% of generics in the US and about 25%
of all medicine in the UK are from India. 60%
of global vaccine demand (India is a leading
supplier of DPT, BCG, and Measles vaccines)
& 70% of WHO'’s vaccines (as per the essential
Immunization schedule) are also sourced from
India.

14 4Pharma Firstp

2023 / September

However, the quality of the generics in the
domestic market is in question. There is
practically no guarantee on the quality of drugs
and are without an assured quality, which is
detrimental to patient health. It is impractical
to test every medicine for quality. Stringent
enforcement of regulatory mechanisms at
the manufacturing premises for GMP & GLP
compliance & at the Pharmacies is the need
of the hour to ensure quality and safety. There
shall be sufficient number of well-trained Drugs
Inspectors and Analysts in the Drugs Control
Department to handle the ever-growing drugs
market. The testing labs shall be modernized
with validated equipment to handle a huge

number of drug samples.
Way Forward:

1. All stakeholders in the healthcare system
like the manufacturers, doctors, regulators,
and Pharmacists shall uphold professional
ethics. The quality and safety of medicines
must be the primary concern in the health
care system.

2. The
compromise with

manufacturers shall not
the quality of API,
adjuvants, packaging materials and must

generic

strictly comply with GMP regulations in
every step of the manufacturing process and
supply chain management.

3. The firm shall carry out Post-Marketing
Surveillance to check the safety profile and
ensure the acceptability of the products by
the Prescribers & the Patients.

4. The regulators shall enforce drug laws
strictly to curb substandard medicines and
unethical practices in the drug market.

5. The doctors shall prescribe in the generic
name and the Pharmacists shall procure &
dispense these generics which are validated
by quality and efficacy as per their best
scientific knowledge and wisdom

6. The low cost of generics are not acceptable,
if the quality and safety are not ensured and
demonstrated
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What is the name given to a
temporary blockage of blood
flow to the brain ?

Which symptom is
considered as the leading
cause of stroke ?

Which is the best medicine
given to treat an ischemic
stroke to break up the blood
clots ?

Name the active content
present in Citrus Fruits which
helps to protect brain cells to
avoid stroke ?

What is the name given to the
bulges seen at weak spots in
the blood vessel walls ?

Name the surgical procedure
done to the arteries to reduce
the risk of strokes by removing
the plaque ?

—N

Which is the best diagnostic
method used to identify
hemorrhagic strokes ?

\_/

Who was the first Physician to
describe the phenomenon of
sudden paralysis,associated with
ischemia ?

o/

Which celebrity had an
apoplectic stroke that deprived

him of his speech shortly before
his death in 1546 2.

16 EO~ (&

What is the Blood pressure
range recommended to
prevent recurrent is chemic
strokes ?

O & (9 R

.,J%
S\

Answers @ Page 23
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Compiled by M.R.Pradeep.M.Pharm.

FORMS OF

DRUGS g

PART-3

ORALLY ADMINISTERED PRODUCTS

Formulation of Tablets

While converting the active pharmaceutical
ingredient (API) into a tablet dosage form,
during tablet-pressing process,all the ingredients
must be freely flowing,fairly dry,powdered or
granular and with uniform particle size.The
mixed particle sized powders segregate during
manufacturing operations due to different
densities,which can result in tablets with poor
drug content uniformity.Content uniformity
ensures that the same API dose is delivered
with each tablet.This problem can be prevented
through proper granulation process.

Some APIs may be tableted as pure
substances,most of the formulations include
excipients, which are pharmacologically
inactive ingredients.

A binder is usually added to help hold the
tablet together and give it strength.Examples are
lactose,dibasic calcium phosphate,sucrose,corn
(maize) starch,microcrystalline
cellulose,povidone polyvinylpyrrolidone and
modified cellulose (for example hydroxypropyl
methylcellulose and hydroxyethylcellulose).

A disintegrating agent is added to aid
tablet dispersion once swallowed,releasing the
API for absorption.Some binders,such as starch
and cellulose,are also excellent disintegrants.

A lubricant is used prevent ingredients
from clumping together and from sticking to the
tablet punches or capsule filling machine.They
also ensure that tablet formation and ejection
can occur with low friction between the solid
and die wall,as well as between granules,which
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. helps in uniform filling of the die.Commonly
used ones include talc or silica,vegetable
stearin,magnesium stearate or stearic acid.

Properties of tablets
The important physical properties of

__h tablets include its shape, diameter, thickness,
‘ hardness/ mechanical strength etc.

The Tablets can be made in various
shapes like round,oval,square or capsule based
on the requirements of patients and tableting
machines.More unusual shapes have been
manufactured but patients find these harder
to swallow,and they are more vulnerable to
chipping or manufacturing problems.

Tablet diameter and shape are determined
by the machine tooling used to produce them
- a die plus an upper and a lower punch are
required.This is called a station of tooling.

The thickness is determined by the
amount of tablet material and the position
of the punches in relation to each other
during compression.Once this is done,we can
measure the corresponding pressure applied
during compression.The shorter the distance
between the punches,thickness,the greater
the pressure applied during compression,and
sometimes the harder the tablet.Tablets need
to be hard enough that they do not break
up in the bottle,yet friable enough that they
disintegrate in the gastro intestinal tract.

Tablets need to be strong enough to
resist the stresses of packaging,shipping and
handling by the pharmacist and patient.

The mechanical strength of tablets is
assessed using a combination of simple failure
and erosion tests,and more sophisticated
engineering tests.The simpler tests are often
used for quality control purposes & more
complex tests are used during the design of
the formulation and manufacturing process in
the R & D phase.The tablet hardness is the
principal measure of mechanical strength.It is
tested using a tablet hardness tester,measured

in Kg/Cm2 @ To be continued



We, the Pharmafirst family dedicate this edition to the indispensable
contributions made by Dr Muhammed Majeed, founder,Chairman and
Managing Director of Sami Sabinsa Group of Companies to the Medical and

Pharmacy profession.

The legendary Pharmaceutical Scientist

@
SAMI-SABINSA
__GROUP |

Dr MUHAMMED MAJEED

MUHAMMED MAJEED, honoured
D r as Father of Indian Nutraceuticals
® Industry,is a  world leader
in globalizing Ayurveda and a role model for
Nutraceutical Sector and Preventive Healthcare.
He obtained his Ph.D. in Industrial Pharmacy
from St. John’s University and equipped himself
with technologies while working with Pfizer,
Carter Wallace and as Head of Research at Paco
Pharmaceuticals, New Jersey.

Dr Majeed, a visionary leader, established
foothold for Ayurveda in the developed world
andestablished his first Nutraceutical company in the
USA in 1988 and then returned to his motherland
to create Nutraceutical Sector for India, which is

heading towards USD 6 billion Industry now.

With the understanding of potential of
Indian Systems of Medicine and his knowledge and
experience in the developed country, Dr Majeed
correctly anticipated and assessed underdeveloped
market opportunity that existed in providing
Ayurveda-based products to developed world.
He focused on combining ancient knowledge of
Ayurveda with modern science and developed
evidence-based plant products through innovations,
standardization, desired value-addition at every step
and clinical documentation to make them acceptable

globally.
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Dr Majeed introduced Nutraceutical Sector
in India in 1991 by establishing Sami Labs Limited.
As a true Indian, he reverse-merged all his overseas
businesses in Europe, Japan, Australia, Korea, Dubai,
South Africa and China to recognize his organization
as Indian Multinational. This group, now known
as Sami-Sabinsa Group is a leading producer
of nutraceuticals, cosmeceuticals, standardized
herbal extracts, fine chemicals, specialty chemicals
and probiotics reflecting the highest quality and
acceptability. Dr Majeed has set gold standards for
the preventive wellness support Industry.

He isan Institution builder. Dr Majeed
motivated and mentored several entrepreneurs and
today there are 200 plus Nutraceutical companies
in India providing livelihood to medicinal plants
cultivators, tribals collecting medicinal plants and
suppliers and contributing to the preventive care and
wellness support, exports and economy. This sector
has helped the humanity a lot during the COVID 19
time.

Dr Majeed pioneered the concept of contract
farming of medicinal plants in India, which provided
best alternative crops to multiply income and direct
benefit sharing to thousands of farmers. Through his
research efforts, wild medicinal plants like Coleus
were introduced to farmers, which is cultivated over
15000 acres now. Several Nutraceutical and Herbal
companies have followed his contract farming of
medicinal plants concept and helping the growers and
promote conservation. Through his CSR funds Dr
Majeed has initiated reforestation of rare antidiabetic
medicinal trees Bijasar in Madhya Pradesh on
250 acres and working with agencies for extensive
plantations of Kokum trees in Konkan region.

His tireless efforts have created opportunities
and jobs for thousands of stakeholders including
farmers, facilitators, entrepreneurs, scientists and
exporters, directly and indirectly. He created direct
employment for over 1500 employees including 120
world-class scientists working in his state-of-the

art R and D Centres and 7 manufacturing Units in
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India and abroad and associated over 10000 farmers.
Following him, 200 plus Nutraceutical companies in
India have generated huge employment and support
to several thousand people.

Dr Majeed is an accomplished scientist with
324 US and international patents granted and 320 in
pipeline. He has published 213 scientific papers and
authored 17 books. He is recognized with several
prestigious awards for his contributions in research
and development in Nutraceutical and Cosmeceutical
Sector. He is a biggest advocate of natural products,
holistic approach in resource management and
herbal security.

Dr Majeed has been helping Society and the
Nation generously. He has donated Rs 10.0 Crores
to the PM CARE FUND and Rs 2.0 Crores to
Karnataka Govt during COVID 19 time. To help the
sufferers during floods, he donated Rs 10.5 Crores
to Chief Minister’s Distress Relief Funds of Kerala
and Karnataka in 2018-2019. He has been helping
and donating generously to needy individuals,
handicapped, cancer and HIV patients, institutions
and NGOs for awareness, education, technology
upgradation and health support regularly.

Dr Majeed is well known for introducing,
nurturing and  developing  Export-oriented
Nutraceutical sectorinIndia past three decades, which
is dedicated to natural-products-based preventive
medicines and wellness support. He laid a firm
foundation, set high standards, created entrepreneurs
and ensured that the Sector contributes significantly
in building New India by helping economy of
farmers and tribals, new opportunities and jobs and
avenues for Exports of value-added natural products.
Dr Majeed shouldered huge responsibility and
paved ways for large band of farmers, academicians,
students, researchers, entrepreneurs, Universities,
Institutions, industrialists and policy makers and
roped them in to contribute for this rewarding
Sector. Today, the Sector is heading towards USD 6

billion in India and contributes to export of about



USD 1.5 billion. It is bound to grow exponentially,
when everybody is inclined to the natural products
for preventive medicines and wellness support.
Hebelieved in Make in India conceptin nineties
and created a new export industry of standardized
herbal extracts in India due to his persistent efforts.
His discovery of bioavailable Curcumin C3 Complex
and White Curcumin from turmeric, ForsLean from
Coleus, BioPerine from black pepper, Citrin from
Garcinia, Saberry from Amla and others are well
known to the world. Dr Majeed is an advocate of
Herbal Security and conservation of high value and
rare medicinal plants through contract farming.
While developing international markets for
Indian Nutraceuticals, Dr Majeed always worked at
grassroot level with farmers and forest dwellers and
introduced contract farming of medicinal plants
in India to ensure sustainability and conservation
of natural resources. As one of the ambassadors of
Brand India, Dr Majeed vigorously promoted Indian
bioresources and Ayurvedic wisdom to the world in
international markets through scientific validation,
standardization, clinical studies and value-addition
at his
Organisation and through collaborations.
Dr. Majeed has

several prestigious awards for his contributions

state-of-the- art Indian Multinational

been recognized with
in research and development in the Nutraceutical
and Cosmeceutical Sector. Recently his Sami-
Sabinsa Group Ltd was recognised and awarded
by Confederation of Indian Industries (CII) at IP
Awards with 1) Best Patent Award (2015-2020) and
2) Best Trademark Portfolio Award (2015-2020) in
SME.

State Awards :

2018 Best Manufacturer Exporter Award
Gold in Large Category at the 13th edition of Export
Excellence Awards by FKCCI 2017 Export Excellence
by Federation of Karnataka Chambers of Commerce
and Industry, FKCCI 2016 Excellence in Research and

Development Award received at the Emerging MSME
Award organized by DC Media on August 25, 2016,
Trivandrum 2015 State Export Excellence Awards by
Visvesvaraya Trade Promotion Centre, Karnataka.
Gold Award in the Agricultural and Horticultural
category for Medium to Large Enterprises for 2013-
2014, third year in a row. 2012 Amulya Award
received from Karnataka State Innovation Council
and Department of Industries and Commerce. The
award was presented for having filed an application
entitled Oleanoyl Peptide Composition, Process and
Methods thereof before the Indian Patent Office.
2004 Lifetime Achievement Award by the Kerala
Association of New Jersey. 2002 Export Award in
Recognition of Company Performance in Chemicals
Category for the year 2001-02 by FKCCI, Karnataka.
2001 Award for Excellence in Exports from
Karnataka for the period 1996-2000 by Visvesvaraya

Industrial Trade Centre.

National Awards :

2021 Dr Muhammed Majeed Named as Father of
Indian Nutraceuticals Industry by ASSOCHAM
2020 TASTAM Zandu International Oration Award
for his Research Contribution to Natural Product
Development by IASTAM

2020 Lifetime Achievement Award by ASSOCHAM
2020 Legend of Natural Cosmeceuticals, Best
Personal Care Product of the Year and Best Cosmetic
Ingredient Manufacturer of the Year by ASSOCHAM
2020 Iconic and Inspiring Leader of Nutraceutical
Industry by Times of India, Mumbai 2019 Indian
Nutraceuticals Trailblazer award received from Shri
PC Sarangi, Minister of State for MSME.

2018 Shield of Honour and Certificate of Excellence
for Best Nutraceutical company from Sri AK
Choubey, Minister for Health, by ASSOCHAM

2015 My Home India- Karmyogi Award -received
from Shri Amit Shah, M.P, Rajya Sabha 2012
National Award for R and D -FICCI Food 360
Awards, by FICCI
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2008 Certificate of Excellence for Exports by FIEO
in presence of Smt. Pratibha Patil, The President of
India. 2007 Export Excellence Award for 2006-2007,
by FKCCI

2002 presented by Sri BS Rawat, Minister of State,
Science and Technology and Dr RA Mashelkar 2002
Export Achievement in 2001-2002, by Ministry of
Commerce and Industry

2001 Highest Export of Newly Developed Value-
Added Spice Products from India and Outstanding
Performance by Ministry of Commerce and Industry
2000 Best Export Award-Overall GOLD for
Excellence in Exports from Karnataka in 1996-2000,
by Govt. of Karnataka 2002 DSIR Award

1997 Entrepreneurial Excellence, by Asian American
Heritage Group

1997 Developing Export Markets for Garcinia
cambogia from Dr. Shankar Dayal Sharma, President
of India, by Spices Board of India.

1995 National Award for Quality and Innovation
-Basic Drugs from Dr. Shankar Dayal Sharma,
President of India, by Ministry of Commerce, New
Delhi.

International Awards :

2018- NutraChampion by Nutralngredients Awards
with VitaFoods, Europe.

2016- Hall of Legends at Natural Products Expo West
in Anaheim, California.

2009- Thomas Alva Edison Patent Award by R and D
Council, New Jersey.

2010- Daniel B. Stateman Award for Distinguished
Alumni at Long Island University, New York

2006- Frost and Sullivans Technology Innovation
Award at NBJ Newport Summit, California.

2005- Thomas Alva Edison Patent Award for 2004
and 2005 by R and D Council, New Jersey.

2004- Ellis Island Medal of Honor by National Ethnic

Coalition of Organizations, New York
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Contribution to the Society :

Dr Majeed has been helping individuals,
society and the Nation generously. During COVID19,
he donated Rs 10.0 Crores to the PM CARE FUND
and Rs 2.0 Crores to Karnataka Govt, distributed
3600 food kits in Bangalore and Hyderabad and
thousands of his innovative ImmuActive bottles for
immune support. To help sufferers during floods, he
donated Rs 10.5 Crores to Chief Minister Distress
Relief Funds of Kerala and Karnataka in 2018-19.
Dr Majeed Foundation UMMEED -Empowering
Through Education, focuses on providing support
for education and scholarship for needy students,
irrespective their caste, creed or religion, for those
from impecunious families. The Foundation has
extended financial support for Creating awareness
on diagnostic, preventive and treatment modalities,
Rural Public awareness programs, Screening camps,
Training Healthcare workers, construction of special
wards in hospitals, donating TVs and computers
for education. He has been helping and donating
generously orphans, blinds, handicapped, mentally
retarded cancer and HIV-AIDS children directly
and through institutions and NGOs. Dr Majeed
advocates and supports education and empowerment
of Girlchild. He promoted and donated for Para Judo
Sports, diabetic walkathon, Bharat Scouts and Guides
and several scientific and environmental programs
His initiative of contract farming, introducing
alternative medicinal crops and ensuring appropriate
returns to farmers and raw material collectors has
helped their economy. Dr Majeed has been successful
in establishing Nutraceutical Industries in India and
supporting thousands of families and Export of India-
based natural products. Dr Majeed is the recipient of

Ellis Island Medal, USA for his community support.



IMPORTANT
COURT CASES ON DRUGS
IN KERALA HIGH COURT

i

g

Appellant- :
State of Kerala

RESPONDENTS :

Orison J Francis & Anr.
1. Leave granted..

Challenge in this appeal is to the judgment of a

= learned Single Judge quashing the proceedings in CC

No. 917 of 2004 in the Court of Chief Judicial Magistrate,
Ernakulam..

The facts of the case, in a nutshell are as follows:

A complaint was filed alleging commission of
offences punishable under Section 18(c) read with Section
27(b)(ii) of the Drugs and Cosmetics Act, 1940 (in short
the ‘Act’).

Allegation was that the three accused persons were
manufacturing and selling and storing DXN Ganocelium
(GL) and DXN Rishi and (RG) capsules, which are drugs
within the definition of Section 3(b) of the Act, without a
manufacturing licence.

In the complaint M/s. Deshsan Trading (India) Pvt.
Ltd. represented by Abdul Rahmath Puvarasar Abdulla,
Director and Abdul Rahmath Pavarsan Abdulla and Orison J
Francis, Branch Manager were arrayed as accused persons

CRIMINAL APPELLATE JURISDICTION
CRIMINAL APPEAL NO. 1723 OF
2008 (Arising out of SLP (Crl.)
No. 6043 of 2007)
JUDGMENT
Dated November 4, 2008

of Dr. ARIJIT PASAYAT, J.

i kY
Adv Chandrakumar. M TITE

A petition under Section 482 of the Code of Criminal
Procedure, 1973 (in short the ‘Code’) was filed by the
accused No. 1 and 3 who are respondents 1 & 2 in the
present appeal.

Basic stand before the High Court was that the
alleged drugs seized belonged to “Ayurvedic” category
which is dealt with under Section 3(a) whereas the
“Allopathy drugs” are defined under Section 3(b). Separate
Chapter i.e. Chapter IVA deals with Ayurvedic drugs etc.
while Chapter IV deals with “Allopathy drugs”. The charge
is that the appellants violated Section 18(c) of Chapter
IV, i.e. with respect to Allopathy Drugs. According to the
accused the article sold was food supplement and at best is
only an Ayurvedic proprietary drug.

The Drug Department of State of Tamil Nadu has
issued drug licence under Chapter IV-A as an Ayurvedic
drug and thereafter licence was issued by the Food and Drug
Administration, Pondicherry. Hence, sanction under Section
33 M of the Act ought to have been obtained to launch
prosecution, which is lacking. It is also not established that
the person who launched the complaint is a public servant
under Section 21 of the Act.

According to them, gazette notifigtion and the
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letter of appointment of the complainant/Drug Inspector are
insufficient to satisfy Section 21 or Section 33G.

What has been produced is only a transfer order. It
was further contended that the court has not considered
the pre-summoning evidence in the matter. No where it is
mentioned in the complaint that the same has been filed by
the complainant in his capacity as public servant and the
examination of the complainant can be dispensed with..

| Stand of the present appellant before the High Court

= Was that whether the goods seized were Ayurvedic

Drugs can only be decided in the trial and the threshold
interference by the High Court is not called for.

Additionally it was submitted that the undisputed
position being that the respondents did not possess a
licence, the High Court could not have interfered. The mere
fact that the licence was granted subsequently is of no
consequence.

It was pointed out that the inspector who made the
seizure and filed the complaint was authorized to do so.
In this connection, reference is made to the order dated
3.5.2000 transferring the concerned Drug Inspector from
the Drugs Control office, Trivandrum to be posted as Drug
Inspector in the office of the Assistant Drugs Controller.

Reference is also made to the Notification dated
19.11.2001 relating to the power of inspection of inspectors.
It is stated that the explanatory note has no application
because only when the drug is shown to be Ayurvedic drug,
the explanatory note shall have relevance.

5 Learned counsel for the respondents, on the other
= hand, submitted that the seized drugs are nothing
but Ayurvedic drugs. The complaint itself was filed after
two years on 2.12.2003, though the seizure was made
on much earlier. It is also submitted that the licence was
subsequently granted after a long lapse of about two years.
Same is a factor which has weighed with the High Court and
for a technical breach the proceedings should not continue.
The drugs were seized on 12.12.2001 and on the next day
itself the respondent had obtained the licence.

Whether the goods in question are Ayurvedic drugs is
= essentially a matter for trial. Section 18(c ) of the Act
reads as follows:
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“18. Prohibition of manufacture and sale of certain
drugs and cosmetics — From such date as may be fixed by
the State Government by notification in the Official Gazette
inthis behalf, no person shall himself or by any other person
on his behalf. @)........ (0)......... (c) manufacture for
sale (or for distribution), or sell, or stock or exhibit (or offer)
for sale, or distribute any drug (or cosmetic), except under,
and in accordance with the conditions of a licence issued
for such purpose under this Chapter.”

Obviously, a licence was required for dealing with the

= drugs. The mere fact that the application for licence

was filed, did not entitle the respondent to manufacture and/

or to sell the concerned drugs. The High Court, therefore,

was not justified in quashing the proceedings. This is a not

a case where threshold interference by exercising power
under Section 482 of the Code was called for.

The scope for interference at the threshold by

= exercising power under Section 482 of the Code has

been succinctly stated by this Court in State of 5 Haryana

v. Bhajan Lal [1992 Supp(1)SCC 335]. In paragraph 102 it
was stated as follows:

“In the backdrop of the interpretation of the various
relevant provisions of the Code under Chapter XIV and of
the principles of law enunciated by this Court in a series of
decisions relating to the exercise of the extraordinary power
under Article 226 or the inherent powers under Section
482 of the Code which we have extracted and reproduced
above, we give the following categories of cases by way of
illustration wherein such power could be exercised either
to prevent abuse of the process of any court or otherwise
to secure the ends of justice, though it may not be possible
to lay down any precise, clearly defined and sufficiently
channelised and inflexible guidelines or rigid formulae and
to give an exhaustive list of myriad kinds of cases wherein
such power should be exercised.

(1) Where the allegations made in the first information report
or the complaint, even if they are taken at their face value
and accepted in their entirety do not prima facie constitute
any offence or make out a case against the accused.

(2) Where the allegations in the first information report
and other materials, if any, accompanying the FIR do not
disclose a cognizable offence, justifying an investigation
by police officers under Section 156(1) of the Code except
under an order of a Magistrate within the purview of Section
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Pharma Quiz Answers
1. Transient Ischemic Attack(TIA) 6. Carotid endarterectomy
2. High blood pressure. 7. Structural MRI scanning
3. Tissue Plasminogen Activator (TPA). 8. Hippocrates
4. Flavonoids 9. Martin Luther
5. Aneurysms 10. Below 140/90 mmHg
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CHAPTER VII

PROCEDURE OF SAMPLING FOR TEST OR
ANALYSIS, SEIZURE AND REPORT

51.Report of result of test or analysis.

After test or analysis,the result of the test or
analysis,together with full protocols of the tests
applied,shall be supplied immediately after
completion of such tests or analysis to the sender in

Form COS- 21.
52.Issuance of certificates.

Certificates issued under these Rules by the
Laboratory shall be signed by the Director or by
an officer authorised by the Central Government
by Notification in the Official Gazette to sign such
certificates.

53.Confiscation of cosmetics, implements,

machinery etc.

(1) Where any person has been convicted for
contravening any of the provisions of Chapter IV of
the Act or any Rule made there under,the stock of the
cosmetics in respect of which the contravention had
been made,shall be liable to confiscation.

(2) Where any person has been convicted for
manufacturing of any cosmetic deemed to be
misbranded under clause (a),clause (b) or clause (c)

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART - 47
Adv. BIPIN. J.

of section 17C of the Act,or adulterated cosmetic
under section 17E of the Act,or for manufacture
for sale of any cosmetic without a valid licence
as required under clause (c) of section 18 of the
Act, any implements or machinery used in such
manufacture and any receptacle, packages, or
coverings in which such cosmetic is contained and
the animals,vehicles,vessels or other conveyances
used in carrying such cosmetics shall also be liable
to confiscation.

54.Procedure for disposal of confiscated cosmetics.

(1) The Court shall refer the confiscated cosmetics to
the Inspector concerned for report as to whether they
are of standard quality or contravene the provisions
of the Act or the Rules in any respect.

(2) If the Inspectoron the basis of Government
Analyst’s report,finds the confiscated cosmetics to
be not of standard quality or to contravene any of
the provisions of the Act or the Rules there under,he
shall report to the Court accordingly.

The Court shall,thereupon,order destruction of such
cosmetics.The destruction shall take place under the
supervision of the Inspector in the presence of such
authority,if any,as may be specified by the Court.

(3) Ifthe Inspector finds that the confiscated cosmetics
are of standard quality and do not contravene
the provisions of the Act or the Rules made there
under,he shall report to the Court accordingly @

To be continued
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i homoeopathic remedies'authetically.

CALCAREA CARBONICA-
CARBONATE OF LIME

alcarea carbonica,abbreviated as Calcarea |

carb.is a remedy made from the middle
layer of shells.It is impure calcium
carbonate prepared by a process called trituration.
Triturated material is ground or pounded until it is
reduced to a fine powder.

This
remedy par excellence.Impaired nutrition being

anti-psoric remedy is a constitutional

the keynote of its action,the glands,skin,and

bones,being instrumental in the changes wrought.

Increased local and general perspiration,swelling of
glands,scrofulous and rachitic conditions generally
offer numerous opportunities for the exhibition of
Calcarea.lt is used to treat acne,arthritis,vaginal
discharges in women,night terrors in children,and

ringworm on the scalp.

It covers the tickling cough,fleeting chest
pains,nausea,acidity and dislike of fat. A jaded
state,mental or physicalldue to overwork.
Abscesses in deep muscles; polypi and exostoses.
Easy relapses,interrupted convalescence.Persons of
scrofulous type,who take cold easily,with increased
mucous secretions,children who grow fat,are large-
bellied,with large head,pale skin,chalky look,the
so-called leuco-phlegmatic temperament; affections
caused by working in water.Great sensitiveness to
cold; partial sweats.Children crave eggs and eat dirt
and other indigestible things; are prone to diarrhoea.
Calcarea patient is fat,fair,flabby and perspiring and

cold,damp and sour.



MIND - Apprehensive; worse towards evening; fears

loss of reason,misfortune,contagious diseases.

Forgetful,confused,low-spirited. Anxiety with
palpitation.Obstinacy; slight mental effort produces
hot head.Averse to work or exertion.

HEAD - Sense of weight on top of head. Headache,with
cold hands and feet.Vertigo on ascending,and when
turning head.Headache from overlifting,from
mental exertion,with nausea.Head feels hot and
heavy,with pale face.Icy coldness in,& on the right
side of head.

EYES - Sensitive to light.Lachrymation in open
air and early in morning.Spots and ulcers on
cornea.Lachrymal ducts closed from exposure to
cold.Easy fatigue of eyes.Far sighted.ltching of
lids,swollen,scurfy.Chronic dilatation of pupils.
Cataract.

EARS - Throbbing; cracking in ears; stitches;
pulsating pain as if something would press out.
Deafness from working in water.Polypi which bleed
easily.Scrofulous inflammation with muco-purulent
otorrh$a,and enlarged glands.

NOSE - Dry,nostrils sore,ulcerated.Stoppage of
nose,also with fetid,yellow discharge.Offensive
odor in nose.Polypi; swelling at root of nose.
Epistaxis.Coryza.Takes cold at every change of
weather.

FACE - Swelling of upper lip.Pale,with deep-seated
eyes,surrounded by dark rings.Crusta lactea;
itching,burning after washing.Submaxillary glands
swollen.Goitre.Itching of pimples in whiskers.Pain
from right mental foramen along lower jaw to ear.
MOUTH - Persistent sour taste.Mouth fills with sour
water.Dryness of tongue at night.Bleeding of gums.
Difficult and delayed dentition.Teeth ache; excited
by current of air,anything cold or hot.Offensive

smell from mouth.Burning pain at tip of tongue;

worse,anything warm taken into stomach.

THROAT - Swelling of tonsils and submaxillary
glands; stitches on swallowing.Hawking-up of
mucus.Difficult swallowing.Goitre.Parotid fistula.
STOMACH - Aversion to meat,boiled things; craving
for indigestible things-chalk,coal,pencils; also for
eggs,salt and sweets.Milk disagrees.Frequent sour
eructations; sour vomiting.Dislike of fat.Loss of
appetite when overworked.Heartburn and loud
belching.

ABDOMEN - Sensitive to slightest pressure.Liver
region painful when stooping.Cutting in abdomen;
swollen abdomen.Incarcerated flatulence.Inguinal
and mesenteric glands swollen and painful.Cannot
bear tight clothing around the waist.Distention
with hardness.

STOOL - Crawling and constriction in rectum.Stool
large and hard (Bry); whitish,watery,sour.Prolapse
ani,and burning,stinging hémorrhoids.Diarrh$a
of undigested,food,fetid,with ravenous appetite.
Constipation; stool at first hard,then pasty,then
liquid.

URINE - Dark,brown,sour, fetid,abundant, with white
sediment,bloody.Irritable bladder.

MALE - Frequent emissions.Increased desire.Semen
emitted too soon.Coition followed by weakness
and irritability.

FEMALE - Before menses,headache,colic,chilliness
and leucorrhsa.Cutting pains in uterus during
menstruation.Menses too early,too profuse,too
long,with vertigo,toothache and cold,damp feet;
the least excitement causes their return.Burning
and itching of parts before and after menstruation;
in little girls.Increased sexual desire; easy
conception.Hot swelling breasts.Breasts tender
and swollen before menses.Milk too abundant;
Respiratory - Tickling cough troubles@hne at
night,dry and free expectorag®haimarficping/
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cough when playing piano,or by eating.

Perqictent irritatine couch from ar<enical wall



DRUGS WE USE COMMONLY

TRAMADOL

ramadol is a strong synthetic narcotic

I analgesic used to treat moderate to severe
pain & it acts in the brain and spine (central
nervous system) to reduce the amount of pain.It is

a habit forming drug prescribed by specialists and
is not to be sold as an OTC medicine.

It should not be taken if one is allergic to it,or if
there is

* Severe asthma or breathing problems;

* A stomach or bowel obstruction (including
paralytic ileus);

e Habitual user of alcohol, sedatives,
tranquilizers, or narcotic medications; or have
used an mao inhibitor in the past 14 days (such
as isocarboxazid,linezolid, methylene blue
injection, phenelzine,or tranylcypromine).

* Seizures have occurred in some people taking
tramadol and the seizure risk may be higher if
there is a head injury,epilepsy or other seizure
disorder;

* A metabolic disorder.

To make sure tramadol is safe,tell the doctor if one
have ever had:;

. liver or kidney disease,urination problems;
problems with gallbladder,pancreas,or thyroid;

. mental illness,or suicide attempt.

Stop taking all opioid drugs when taking tramadol.
It can be taken with or without food.There may be
withdrawal symptoms if the medicine is stopped
suddenly.This should not be given to children
below 12 years or anyone younger than 18 years
old who recently had surgery to remove the tonsils
or adenoids.When taken during pregnancy it may
cause life-threatening withdrawal symptoms in the
newborn.

Store at room temperature away from moisture and
heat.
28 4Pharma Firstp
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Dosage forms

* Tincture: 5-15 drops or 1-3 drops of fluid
extract.

Tablets 50mg:

* Suspension,Reconstituted 10 mg/mL,

* Capsule,Extended Release: 100 mg, 150 mg,
200 mg &300 mg

*  Children Tablet: Oral dose 50
mg,Suspension,Reconstituted-10 mg/mL

Dose: Adults: 50 to 100 mg orally every 4 to 6
hours as needed for pain.Max: 400 mg/day.

For Chronic Pain: Extended-Release (ER): 100 mg
orally once a day. -Max: Dose: 300 mg/day.Over
75 years: 300 mg per day.

Overdose may cause severe drowsiness,pinpoint
pupils,slow breathing,or no breathing.Avoid
driving or hazardous activity.Dizziness or
drowsiness can cause falls,accidents or severe
injuries.

Allergic  reaction  include  hives,difficult
breathing,swelling in the face or throat or a severe
skin reaction fever,sore throat,burning in the
eyes,skin pain,red or purple skin rash that spreads
and causes blistering and peeling.It can slow or
stop breathing,and death may occur.

Serious side effects include noisy
breathing,sighing,shallow breathing,breathing that
stops during sleep , a slow heart rate or weak pulse;
a light-headed feeling,like you might pass out
;seizure (convulsions); or low cortisol levels,loss
of appetite.

Common side effects: constipation;nausea
and vomiting;stomach pain;dizziness
;drowsiness;tiredness;headache;itching etc.

Many other drugs can be dangerous when used
with tramadol.

* Medicines for allergy,asthma,blood pressure,
motion sickness, irritable bowel, or overactive
bladder; other opioid medicines;

* A benzodiazepine sedative like diazepam,
oxazepam, chlordiazepoxide

* Sedatives, muscle relaxants or other drugs
causing drowsiness‘ﬂ

* Drugs that affect serotonin, such as anti
depressants, stimulants,or medicine for
migraines or parkinson’s disease.

| Aswin. P
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Sept. 10th World

Prevention Day

Suicide

Unique advantages:

No water collection

No Noise

No dust collection

No duct works required
No Oxygen burning

No Dust burning

® 6 6 o o o

Usage:
+ Enables Your Air conditioners for removing the excess moisture in the room.
+ Used in applications where target humidity is between 30%-80%RH
¢ The room temperature range of 15-40 Deg C

Pharmaceuticals, Food Hospi’[a|s
Ayurvedic, :

Cosmetics units Procegsmg

& Testing Labs Units

For Information & Installation,

Registered Office
Dewteq Technologies Private Limited (OPC)
www.dewteg.com

No 354, Chennapura Road, Kote, CHIKMAGALUR, KARNATAKA - 577101, INDIA.
Ph: +91(0) 8262 796458, +91 96202 01248
Hours: Mon - Fri - 9.00AM to 5.00PM.

Storage
Units

Kerala Distributer

PARAYIL SURGICALS,

ETTUMANOOR Kottayam-686631

PH: 04812533628, MOB: 6282480441
E mail : parayilsurgicals@gmail.com
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Pankajakasthuri Herbals India (P) Ltd., Kerala - 695 575
.| Ph: 0472 289 5301/6301 « info@pkhil.com « www.pankajakasthuri.in GNIBMeIW ANEML®)] >)
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