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HOW TO PREVENT
LIVER DISEASES

28th of July is observed as World Hepatitis Day and an
article on How to prevent Liver diseases, is giving some
practical suggestions to protect our liver from potential
damages, based on the hidden causes.
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Hemochromatosis
& its Complications

The benefits of Cord blood which has an abundance
of stem cells and immune system cells to re-generate
tissues and systems & its use as a regenerative
medicine is discussed in detail during this Cord Blood
Awareness Month.
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The benefits of Cord blood

The benefits of Cord blood which has an abundance
of stem cells and immune system cells to re-generate
tissues and systems & its use as a regenerative
medicine is discussed in detail during this Cord Blood
Awareness Month.

The benefits of Cord blood

RSV A096RIN all&lON®I & Fleum
RIS CRINKAM. MIRlMOAISIOMIMMIMIo A0
WS CUNOMIGE MIOISIOMIMMIMIo eOLl(alB
2206mm  omSleUMISIES, PRIIAIIDEHIBHNZ0
RIO]AO ECRRHAEM) 6.21QYINIMMIAIW CWIN(SIV
6 9I6MEMRI I @RERIN) NIMEIBLD allai)eezmm
GRIGUMo.

a39136m30 A3 9fl0lwW3o

NORSILION KO  OARM®m  WlKIaNMe0
A36UEm]algo, UIWIRIZAZEMRIGIMN @16 o66 (G ELIJ6UR
800 A3gpemeIo  @3a(101WIe  AZRIAZEMRIGIM
BRERIN|(ABMEOROSWIo aleladI® AIGYEBOHSWIo
3019 afleBRISHIMM CRIOUMo.



aI@IWlalds301af

&R0 BERINBRBI0 MIIS BEHHMAUIo

2RY AUQEOODIMOIM] 23Mal3@OM, EROIWOESIM WIO@IEFANW BIGILIORSI0 DELPOM, MAWINS MIAZan),
MIMGIGS, HLID RoOOM] (alU@OTEHIM alflRo GRGILI AREMASWIM &I al@IEM DI GBSO GHILIOMI &IEMIM
0. 0leesnnw maloovlmlsulel ®aBg3ns BE16l& M3 20MMI1S A3V ERERIGHOM MIIE2IWL66M3 &M@ eIRed
210115180 WA WEIB ERAUGSH MH2VO @RAEINS Allelnds R MeMIM. HAGHSNEI Hald®MIUIC] QMIVIEZM
803 (o!BM2WIE3M3, HAW CEIN. HRW2IJ UWENIM CME AUNE HOTgl3 EROIMIES M2AWo SISO DY CLIIS O]
@Mz alsal06Wemsl AUMAA alflGe CRIO@VIOM M3SENBILION BE1EOMIE (M 2306B@ (WBRJ1SHIOO AllSMm36&IMMBIM
EIROM MoBAllgl@. HSEW 6600 230393 B8EIWG 26193 HMIESSIM SOM HaldM3M2Zao GIWING BE3 QAN
283JaldM@IY] 2fl(@16:618030. 28j0 RI0NOOVG BGlENTIELIAIZ0 @3all 913 EMISHIOM lLIRFAIM &EW €EINo AN GIAl
QUN&WEH3EI08 206000 MO OemS]EL03M MOY236M. DOIM3 SIEMAIW] al0@IAN EEINAISHM A a0dglelad.

a0Q1eNU@ oM GRIVAISHMATI M3 CRAH2IEM 2RJalIMSBLPODAUALE EMIND ©@YWEHENIFS HanIfS
WmIM' (NAHD) o)(M €RIMo QEBIGSIMO@. GROMEBo €EINo GRANOEMIGHIEMIB SO 2(IUWELHM UG @ MIMA
0l @0 LNIOMBOTISNTe. GPERIO) MoEAHMOTIMIW ewILHB208 mAe3EWLa3M 28 203MISBIe HEGOM B3A
MLl ORSIOMIM@IGN. &3SIOO alfi@o al00MI MIWo ol &M gl3 QTR alCWINIENIM GRYWIGEAR 203MMIEBo.
D@ eMIH@ 2TWVOINA oleMY)o HEMBISIM altiee 2301 HOARMIGIV] 23 MIAEREILNIMO. GREMINSIEo
8al)oH & RISH60RW@ MO0 alg800lS&830 al96mB83o AllaleMWI@ MIMIo AIEIRIOHYILHNIM alLlEo 2006 &EW CRIE
60R@0 (flRIH&ISIOMI QIEBIS VIO 62AQFME. 26MAUFo B2l &B0J0 BIalBoVFo &6MB] CaULHNSE@ MmlmM3o aDIQY
aD3W &SHEIO Mmmgo QIETRISHYLOM BAYUMDMISNW alfi®Fo SHIMBMAE AUOHE QMISHIMOMIV] O 60ISI0 @RI
0365 9alCIOOUIM B63 &30MI AUMISIA. DL UAHWF WRIOOA! 28 M SHEBEEIO MofMIMWAIY @RIMIRI(Y RlM
Qo GENINWAIMSNEEMAIZo Oflal3RI20W] MSOMINEME. GRM G3SIOM CRI) l@IERIWLMI &)IMI&B0 alalw MaMAD Mol
SMS@ MSOMINEE. EROMA0 ERAUIMAERW (alEWINVMOSIOD &EEOM EBERI)MAl] amleNEH MaAW. &B8WINO)
(1018RIWe MI1BHNISWIM CAUMO. DHANIQOUITE WIOMIGE OONIAFEMJo HIMBHEIO. &EWERIO AllBEIRLAEHH 6MB]
al@e@Wm mseulen;mMal@ olel amellenilfleggo 21nIE120Me H&IME MITHRJe SIEMSNINL. SESEOM Moe&H L3
mo @Yl 203 oo Rlalo e0eel cRINEMABWI0 BYIAISH MIWIeem =alme @yMILEN. 2e3mMIgNem MAle)®
BOUEMo, AYIWI%, ©0SRo MISERIQWA BIel9dM alll 2066 CRINMBOBWI0 MAJEH (al@EEIWIESHI. @R@IMI MaNIW
0200 MBES1AME (01 EIENE 22WAUNMPWI, SEW €EIN(IOIEEIW 200QMBOBMIl (BT 06&. oflo. 26MILS32I0]
AMWIo GLILMEIBWD DOMAIM a0IG2 a0 20MS W@ AUV B0, &ISIOM SR CEINOTMIBS CaNIAEW)I, B WIBENYR/
@RERNHO 203MIBOBEFIWI0 GRAIWI. GRAIANRIINS MALIAS @HERINJ0 ME) RTONWITS Moe 82 &60.

MeMaNal3@o
(oed

..-_- r
) N

ao. @RA. (alBTal (adQE)
alg. eaWal3sl [WEO'M &ameSI8d

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.

involved in creating or delivering PHARMAFIRST, assumes any liability

Phone:  +91 8289856081 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
. ’ ’ i Editor, Printer & Publisher : M.R.Pradeep.
www.pharmafirstconsulting.com i IFSC No . UTIB0002992

Layout & Design : Akhil Chandran

® pharmafirstconsulting
Today Graphics. kothamangalam

pharmafirst_online

4 Pharma Firstp
2023/ July

i Branch : Muvattupuzha |




HOW TO PREVENT

»“ LIVER
DISEASES?

CompiLep BY Sri. K. M Mano) kumar

.

iver is an organ, sits just under the rib cage
on the right side of the abdomen, essential
for digesting food and ridding the toxic

substances, from the body. Causes

Liver diseases can be genetic & are caused Microbial Infection

by a various factors that damage the liver, suchas [ cayse inflammation that reduces liver function.

viruses, alcohol use and obesity. The viruses that affect the liver can be spread

Symptoms through blood or semen, contaminated food or

water, or close contact with infected persons. The

Skin and eyes that appear yellowish 165t common viral liver infections are Hepatitis
(jaundice) A, Hepatitis B, Hepatitis C etc.

Abdominal pain and swelling Abnormal Immune system

Swelling in the legs and ankles )
Auto Immune diseases that affect the liver

Ttchy skin include Autoimmune hepatitis, Primary biliary

Dark urine color cholangitis, Primary sclerosing cholangitis etc.

Pale stool color Genetics

Chronic fatigue An abnormal gene inherited from one or
Nausea or vomiting both ofthe parents can cause various substancesto
accumulate in the liver, resulting in liver damage.

Loss of appetite
PP They include Hemochromatosis, Wilson’s

Tendency to bruise easily disease, Alpha-1 antitrypsin deficiency etc.



Cancer and other abnormal growths
Examples include:

« Liver cancer

« Bile duct cancer

e Liver adenoma

Other causes
e Chronic alcohol abuse

o Fat accumulation in the liver (non alcoholic
fatty liver disease)

o Some prescription or over-the-counter
medications

« Certain herbal compounds

Risk factors

Factors that may increase the risk of liver disease
include:

« Heavy alcohol use

o Obesity

o Type 2 diabetes

« Tattoos or body piercings

o Injecting drugs using shared needles
 Blood transfusions

« Exposure to other people’s blood and body
fluids

« Unprotected sex
» Exposure to certain chemicals or toxins

 Family history of liver disease

Preventive measures

e Drink alcohol in moderation. More than
eight drinks a week for women and more than
15 drinks a week for men are considered as
heavy or high-risk drinking. So, limit alcohol

use as a responsible drinker.
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Avoid risky behaviour. Use a condom
during sex. Do not use illicit intravenous
drugs and don't share needles for injection.
Choose a clean and safe shop to have tattoos

or body piercings.

Get vaccinated. When there is increased
risk of contracting hepatitis or if there had
been a hepatitis infection, take hepatitis A&

hepatitis B vaccines.

Use medications wisely. Take prescription
and non prescription drugs in recommended
doses only and don't mix medications and
alcohol. Consult the doctor before mixing
herbal supplements or prescription or non

prescription drugs.

Avoid contact with other people’s blood
and body fluids. Hepatitis viruses can
be spread by accidental needle sticks or
improper cleanup of blood or body fluids.

Keep the food safe. Wash your hands
thoroughly before eating or preparing
foods. During travelling use bottled water to
drink, wash the hands and brush the teeth
frequently.

Take care with aerosol sprays. Make sure
to use these products in a well-ventilated
area, and wear a mask when spraying
insecticides, fungicides, paint and other toxic
chemicals. Always follow the manufacturer’s

instructions.

Protect the skin. When handling insecticides
and other toxic chemicals, wear gloves, long
sleeves, a hat and a mask to avoid their

absorption through the skin.

Maintain a healthy weight. Obesity can

cause non alcoholic fatty liver disease @
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Hemochromatosis

& its Complications_ﬂ\w

PREPARED BY :
DR. P. SANKARANARAYANAN.

emochromatosis is a disorder that
causes excess iron deposition and
in turn, multiple organ dysfunction.

Organs affected include the liver, pancreas,
heart, thyroid, joints, skin, gonads, and pituitary.
Storage of too much iron in the organs can lead
to life-threatening conditions, such as liver
disease, heart problems and diabetes.
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MAJOR SYMPTOMS
« Joint pain.

o Abdominal pain.

» Fatigue.
o Weakness.
o Diabetes.

o Loss of sex drive.
« Impotence.

o Heart failure.

o Liver failure.

» Bronze or gray skin color.
« Memory fog.

The most common type is present at birth. But
most people do not experience symptoms until
later in life - usually after age 40 in men and 60
in women. Women are more likely to develop
symptoms after menopause, when they no longer
lose iron with menstruation and pregnancy.

CAUSES

By a Gene change. This gene controls the
amount of iron the body absorbs from food. The
altered gene is passed from parents to children.
This type is by far the most common type & is

called hereditary hemochromatosis.
GENE MUTATIONS

A gene called HFE is most often the cause
of hereditary hemochromatosis. One HFE gene
is inherited from each of the parents. The HFE
gene has two common mutations, C282Y and
H63D. Genetic testing can reveal whether one

have these changes in the HFE gene.
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If two altered genes are inherited, one may
develop hemochromatosis. This can pass the
altered gene on to the children. But not everyone
who inherits two genes develops problems linked
to the iron overload of hemochromatosis.

If one altered gene is inherited, it is
unlikely to develop hemochromatosis. But
can be considered as a carrier of the mutation
[altered gene] and can pass the altered gene on
to children.

EFFECT ON THE ORGANS

Iron plays an essential role in several body
functions, including helping produce blood. But
too much iron is toxic.

A hormone secreted by the liver, called
hepcidin, controls how iron is used and absorbed
in the body. It also controls how excess iron is
stored in various organs. In hemochromatosis,
the role of hepcidin is affected, causing the body
to absorb more iron than it needs.

This excess iron is stored in major organs,
especially in liver. Over a period of years, the
stored iron can cause severe damage that may
lead to organ failure. It also can lead to long-
lasting diseases, such as cirrhosis, diabetes and
heart failure. Many people have gene changes
that cause hemochromatosis. However, not
everyone develops iron overload to a degree that

causes tissue and organ damage.

OTHER TYPES INCLUDE:

JUVENILE HEMOCHROMATOSIS. This causes
the same problems in young people that
hereditary hemochromatosis causes in adults.
But iron buildup begins much earlier, and
symptoms usually appear between the ages of 15
and 30. This disorder is caused by changes in the
hemojuvelin or hepcidin genes.



NEONATAL HEMOCHROMATOSIS. In this severe
disorder, iron builds up rapidly in the liver of the
developing baby in the womb. It is thought to
be an autoimmune disease, in which the body
attacks itself.

SECONDARY HEMOCHROMATOSIS. This form
of the disease is not inherited and is often referred
to as iron overload. People with certain types of
anemia or liver disease may often need multiple
blood transfusions. This can lead to excess iron

buildup.

RISK FACTORS

« Having two copies of an altered HFE gene.
This is the greatest risk factor for hereditary
hemochromatosis.

o Family history. If one have a parent or sibling
with hemochromatosis, there is more likely

to develop the disease.

o Ethnicity. People of Northern European
descent are more prone to hereditary
hemochromatosis than are people of other
ethnic backgrounds. Hemochromatosis is
less common in people of Black, Hispanic

and Asian ancestry.

o Sex. Men are more likely than women to
develop symptoms of hemochromatosis
at an earlier age. Because women lose iron
through menstruation and pregnancy, they
tend to store less of the mineral than men do.
After menopause or a hysterectomy, the risk

increases for women.

COMPLICATIONS

Untreated, hemochromatosis can lead to a
number of complications. These complications
especially affect the joints and organs where
excess iron tends to be stored, such as the liver,

pancreas and heart. Complications can include:

LIVER PROBLEMS. CIRRHOSIS

permanent scarring of the liver - is just
one of the problems that may occur. Cirrhosis
increases the risk of liver cancer and other life-

threatening complications.
DIABETES

Damage to the pancreas can lead to

diabetes.
HEART PROBLEMS

Excess iron in the heart affects the heart’s
ability to circulate enough blood for the body’s
needs. This is called congestive heart failure.
Hemochromatosis also can cause abnormal

heart rhythms, called arrhythmias.
REPRODUCTIVE PROBLEMS

Excess iron can lead to erectile dysfunction
and loss of sex drive in men. It can cause an

absence of the menstrual cycle in women.
SKIN COLOR CHANGES

Deposits of iron in skin cells can make the

skin appear bronze or grey in color @

4Pharma Firstp 1 1
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Cord Blood Awareness Month Special

Cord Blood

/Stem Cell Banking

White Blood Cell
& Platelets

Compiled by
Miss. G. Krishnaprabha

ord blood is the blood that remains in

the umbilical cord and placenta after

delivery. There is a maternal—foetal
transfer of cells to boost the immune systems
of both the mother and baby in preparation for
labour. This makes cord blood at the time of
delivery a rich source of stem cells and other
cells of the immune system.

Cord blood is similar to regular blood and
contains red and white blood cells, platelets and
plasma. It also contains a special type of stem
cell found in bone marrow that can strengthen
the immune system. These cells are unique
because they can mature or grow into different
types of blood cells. Their ability to morph into
other cells makes them valuable. Stem cells help
treat several diseases like genetic disorders,
cancers like leukemia and lymphoma, bone

marrow diseases requiring a transplant, Anemia

12 4Pharma Firstp
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® Red Blood Cell
-

like sickle cell disease, diseases of the immune

system etc.

Cord blood banking is the process of
collecting the cord blood and extracting and
cryogenically freezing its stem cells and other
cells of the immune system for potential future
medical use.

Cord blood banks analyze and process
the cord blood it receives. It assigns certain
characteristics to the blood. For stem cells
to treat a disease, the characteristics from
donated stem cells and the person receiving the
stem cells must match. Which means similar
characteristics. When a match is made, donated
stem cells can help a sick person’s immune
system fight diseases. To keep the cord blood
in a blood bank, tested and

categorized so as to find the best match when a

it is processed,

sick person needs it.



There are two types of cord blood banks:
public cord blood banks and private (or family)
cord blood banks.

Public cord blood banking

Public cord blood banks are large donation
centers used to save a stranger’s life. The stem
cells in public banks can be used by anyone who
matches. The cord blood is donated to someone
who needs it or for medical research. The
Drugs Control Administration/FDA regulates
all public cord blood banks to ensure its safe
collection, storage & transfusion. No one knows
the cord blood is from a specific baby. There are
eligibility requirements, so not everyone can
donate.

Private cord blood banking

Here, cord blood can be stored in a private
blood bank for use of a family only. They are
helpful for families with a history of health
conditions that can be treated with stem cells. It
is also beneficial if a family member currently

needs a stem cell transplant.

Here, there is very low chances to use cord
blood. The child usually can not use his own
cord blood. The FDA does not regulate private
cord blood banks. The healthcare providers
encourage storing the baby’s cord blood with
a private bank if a sibling with a congenital

condition could benefit from stem cells.

PROCEDURE

Blood will be collected right after clamping
and cutting the umbilical cord. A needle is
inserted into the cord to extract the blood. The
blood is then put into a collection bag. The cord
blood collection process is harmless and safe
for both mother and baby. The entire process
takes just a few minutes. Banking starts with a
cord blood and cord tissue collection kit. When
the medical courier delivers the cord blood
collection kit to the cord blood bank, itis quickly

processed to ensure continued viability of the
stem cells and immune system cells found in the
cord blood. Firstly, a sample of the cord blood
is tested for microbiological contamination,
and the mother’s blood is tested for infectious
diseases. As these tests are being conducted, the
cord blood is processed to reduce the number of
red blood cells and its total volume and isolate

the stem cells and immune cells.

Once the stem and immune system cells
have been isolated and extracted from the
plasma and red blood cell, they are mixed with
a cryo-protectant and stored in a cryo-bag. The
over-wrapped cryo-bag is housed in a protective
metal cassette and placed in vapor-phase liquid

nitrogen freezer for long-term preservation.

BENEFITS

Cord blood has an abundance of stem cells
and immune system cells, and the medical use
of these cells has been expanding at a rapid pace.
As these cells help the body re-generate tissues
and systems, cord blood is often referred to as a

regenerative medicine.

o There are several advantages of banking
cord blood. The main reasons parents choose

cord banking are:

e The blood can be used by someone who

needs a stem cell transplant to save their life.

o Private blood banking can help someone in

the family if they need a stem cell transplant.

o Banking cord blood does not affect the
mother or baby & does not impact labor or

delivery.

e Umbilical cord blood gets thrown away.
There is no risk or harm in giving it to a
public cord blood bank @
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Oviz

Dr. Swathy Pradeep. Pharm D

Name the first therapy approved
for chronic hepatitis B ¢

Which is the most common cause
of viral hepatitis in the world with
more than 240 million chronic
carriers of the virus ?

Which is a major cause of liver
cirrhosis and hepatocellular
carcinoma ?

Which complaint of the liver is
projected as the top reason for
liver transplantation ?

Name the Nobel prize
winner who developed the
first hepatitis B vaccine using
plasma rich in HBsAg ?

Answers @ Page 23
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Which type of Hepatitis makes
antibodies against the liver
tissue in the body ?

—\
\_/

Name a corticosteroid used to
treat autoimmune hepatitis in
the early stages ?

\__/
16 EO~ (&

\_/
ﬁ%

Name the popular antibiotic
combination responsible for
drug-induced liver injury. ?

\_/

In hemochromatosis, which
element accumulates in the
liver leading to cirrhosis ?

\_/

Which is the only definitive
diagnostic test that can assess
inflammation and fibrosis of
the liver ?
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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

he Union Health Ministry is initiating

steps to bring in drastic changes in the

Pharmacy Act, 1948, to meet global

standards and for creation of more
employment opportunities for Pharmacists. The
Act has not been amended in the last 75 years,
with the consent of the Parliament, except a
few amendments and rules were brought in by
the council within the purview of its powers.
The Pharmacy Act1948 should be scrapped
and a new Act on the lines of the National
Medical Commission Act 2019 needs to be
framed and can be termed as National Pharmacy
Commission Act, 2023. The National Pharmacy
Commission (NPC) shall look after the core
competency requirements of Pharmacists in the
practice settings.
16 4Pharma Firstp
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The Practice of
Pharmacy

after the Pharmacy Act 1948
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The minimum qualification for practice
as a registered pharmacist in India should
be Graduation in Pharmacy (B Pharm)
along the lines of developed countries. Four
categories of practicing pharmacists with
well-defined minimum qualification & roles
and responsibilities may be stipulated by the
regulatory body viz. Assistant Pharmacist
(Diploma in Pharmacy), Pharmacist (Bachelor
of Pharmacy), Drug Information Pharmacist
(Bachelor of Pharmacy and Clinical Pharmacist
(Pharm D or M. Pharm Pharmacy Practice). The
pharmacy curriculum shall have multiple entries
with the scope for upgrading the educational
qualification of Pharmacists. = The Pharmacy
Licensing Examination on a regular basis has

to be made mandatory as a qualifying test for




registration of Pharmacists at various levels.
The exam shall assess the knowledge, skills and
minimum quality standards of the Pharmacists.

Current Scenario of Community Pharmacy

During the past 75 years, pharmacy practice has
not undergone any structural change with time,
in tune with the professional needs. The number
of pharmacies and community pharmacists has
increased to 8 lakh and 17 lakh respectively
but there were limited changes in pharmacy
education, examination, regulation, and practice
and unethical

standards.  Unprofessional

practices are rampant in the country and
everyone feels helpless and there is an urgent
need to address these issues before it does more

harm to the profession and society

Few gaps in the Community Pharmacy Practice
service to be addressed:

1. The service of pharmacy professionals
are not recognized by the public and the
policymakers.

2. Improper monitoring/enforcement by

regulators on the professional attributes of
pharmacies and pharmacists in promoting
best practices.

3. Unbhealthy competition among the
Community pharmacies (discount sales,
commissions, promotional offers etc).

Stringent regulations are to be enacted to
curb them. There is no regulation to monitor
the chain pharmacies, internet / remote
pharmacies, and e-pharmacy services.

4. Rational use of Medicines is not practiced
most of the prescribers and pharmacists.

5. The registered pharmacists need not earn
credits points from Continuous Pharmacy
Education to renew their license.

6. The on Health Education
Pathophysiology basis of

topics and
therapeutics

are inadequate in D.Pharm and B.Pharm

curriculum for  meaningful  patient

counselling skills.

7. Thereis a dearth of well-qualified preceptors

in practice settings to train students.

8. Patient counselling is not an integral part
of pharmacy practice and the patients are

ignorant about that.

9. The

prescribers about the quality of Generic

confusion among the public and

medicines is a challenge for the pharmacies

and to be addressed on a scientific basis.

10. The Pharmacist owned Pharmacies are to be

promoted to adopt Good Pharmacy Practice.

11. The

practitioner-teacher model in educational

service of teacher-practitioner and

institutions do not exist and there is a gap

between teaching and practice.

Way forward:

It is high time to transform community
pharmacy, education, practice, and regulations
under the new National Pharmacy Commission
(NPC).

constitute active lobbying groups to address the

Pharmacy professionals have to
gaps and then achieve professional recognition.
In the practice setting, distinguished cadres
are to be established and integrate D Pharm,
B Pharm and Pharm D, M. Pharm- Pharmacy
Practice degree holders into practice mainstream
as per the Pharmacy Practice Regulations,
2015. In order to have sustainable professional
growth, the pharmacists shall participate in
research like prescription audits & medication
reviews, drug utilization studies etc, in the
pharmacies in collaboration with educational
institutions. Let us hope, with the new National
Pharmacy Commission, there would be a major
transformation in the practice and education

framework of the pharmacy profession @
4Pharma Firstp 17
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IMPORTANT COURT CASES
ON DRUGS IN KERALA HIGH
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APPELLANT/ PETITIONER:

CIRON DRUGS AND PHARMACEUTICALS PVT. LTD.,
1-PRABHAT NAGAR, GROUND FLOOR,

JOGESHWARI (WEST), MUMBAI 400 104,

RESPONDENTS :

1. THE STATE OF KERALA, REPRESENTED
BY ADDITIONAL CHIEF SECRETARY GOVERN-
MENT OF KERALA, DEPARTMENT OF HEALTH
AND  FAMILY  WELFARE,  SECRETARIAT,
THIRUVANANTHAPURAM - 695001.

2. THE KERALA MEDICAL SERVICES CORPORATION
LIMITED, THYCAUDP.0., THIRUVANANTHAPURAM,
PIN - 695 014, REPRESENTED BY ITS MANAGING
DIRECTOR.

THIS WRIT APPEAL HAVING COME UP FOR
ADMISSION ON 13. 02. 2019, THE COURT ON THE
SAME DAY PASSED THE FOLLOWING: WA. No. 266 of
2019 JUDGMENT,

18 4Pharma Firstp

2023/ July

ILL' —_—
[ [ErEEE EEE
= T o T

Ciron Drugs and Pharmaceuticals
Vs The State of Kerala

PRESENT; THE HON: CHIEF JUSTICE
MR. HRISHIKESH ROY &
THE HON: MR. JUSTICE A. K.
JAYASANKARAN NAMBIAR
13" DAY OF FEBRUARY 2019
WA. No. 266 of 2019

H F—__*
Adv Chandrakumar ]

1 The petitioner was aggrieved by the judgment dated
» 24.01.2019 of the learned single Judge. In the writ
petition, the petitioner who is a supplier of Pharmaceutical

products to the 2nd respondent, the Kerala Medical
Services Corporation Limited (‘the Corporation’ for short),
was blacklisted by the latter in respect of three products
namely, Glimepiride Tablet IP 1mg, Glimepiride Tablet IP 2
mg and Diclofenac Sodium Tablet 50mg.

ltwould appear that, pursuant to a tender proceedings
for supply of drugs to KMSCL,the petitioner had been
awarded the contract (Ext.P1),the express terms of which
indicated that the drugs supplied had to be of standard
quality.

Clause 6.29 of the contract deals with the aspect
of quality testing, quality control deduction and penalties.
Clauses 6.29.1 to 6.29.3 deal with the laboratories where
the quality of drugs supplied would be tested and the
provisions indicate that the decisions of the Tender Inviting
Authority(TIA), based on the reports of the Drugs Control
Department (DCD) of the State on the quality of the drugs,
is to be treated as conclusive.



The terms of the contract also indicate that the testing
can be done in Government Drugs Testing Laboratory (DTL)
and if, for any reason, the testing cannot be done in the
Government DTL, then the testing can also be done at the
DTL empanelled by the Corporation. In either event, the test
reports obtained from the laboratories are to be treated as
final and conclusive for the purposes of the contract.

Clauses 6.29.4 to 6.29.7 deal with the specific
instances where the test results obtained from the laboratories
aforementioned would be deemed as conclusive for various
purposes under the contract. Clauses 6.29.8 and 6.29.9,
however, deal specifically with the aspect of blacklisting
and mandate that, if any two batches of the particular item
supplied by the firm during the contract period fail in any of
the quality tests conducted by the TIA and/or by the DCD,
then that particular product of that firm will be blacklisted
for a period up to three years in terms of Clause 6.39.

The last mentioned clause deals with procedure for
blacklisting and in essence it contemplates affording of an
opportunity to the bidder/supplier to show cause in writing
as to why the proposal for blacklisting should not be gone
ahead with.

Clause 6.40 of the contract provides for an appeal
against an order of blacklisting before the Appellate
Authority, which is the State Government.

2 . Itwould appear from the facts in the instant case that,
= KMSCL after serving a notice proposing blacklisting
of the products of the appellant company, and after hearing
the appellant, proceeded to pass Ext.P5, P13 and P18
orders dated 30.1.2017, 17.03.2017 and 15.03.2017
respectively blacklisting the three products manufactured
and supplied by the appellant for a period of three years
from the date of the order and also declaring the appellant
company to be ineligible to participate in any of the tender
floated by KMSCL for the particular products during the
aforesaid period.

It would be apparent from a reading of the said orders
that, while considering the objections of the appellant to
the proposed blacklisting, KMSCL relied solely on the
conclusiveness of the test report obtained from the DTL
of the DCD, Kerala, as also on the inaction on the part of
the appellant to resort to the remedies provided under the
Drugs and Cosmetics Act, 1940 (D & C Act)for challenging
the said report, to hold that the conclusiveness of the
report of the DTL of the DCD could not be questioned by
the appellant. It is under those circumstances that the test
reports that were relied upon by the appellant, in support of

its contention that there was a possibility of the report of the
DCD being flawed, were not considered by KMSCL.

The appellant preferred appeals against the orders
= passed by the Managing Director of KMSCL before
the State Government, which was the Appellate Authority.
The documents produced in the writ petition would indicate
that, while the Appellate Authority had first considered
the appeals and passed an order rejecting the same, the
said appellate orders came to be set aside in writ petitions
that were preferred before this court on the ground that the
appellant had not been heard by the Appellate Authority.

Pursuant to the judgment of this court in the said writ
petitions, the Appellate Authority once again considered
the appeals of the appellant and Ext.P28 order dated
3.12.2018 was passed, rejecting the appeals preferred by
the appellant. It is necessary to note at this stage that, the
findings of the Appellate Authority in Ext.P28 order are on
lines similar to that taken by KMSCL in Exts.P5, P13 and
P18 orders in that, the contention of the appellant, based on
the laboratory reports relied upon by it to suggest that the
products in question were of standard quality, were not even
considered by the Appellate Authority.

TThe learned single Judge, who considered the

= Writ petition, found force in the contention of the

respondents that the show cause notices that were issued

to the appellant were on the basis of the letters from the

Office of the Drugs Controller, Trivandrum and test reports
and laboratory reports forwarded by the said Authority.

The contention of the appellant that proper procedures
had not been followed by the Drugs Inspectors in question
were taken note of, but it was found that the said contentions
of the appellant had already been answered in the orders
of KMSCL that were impugned in the writ petition. It was
also noted that the Drugs Inspector/Drug Controller or the
Officers of the said Department, whose reports were called
in question in the writ petition, were not parties to the writ
petition.

Thereafter, finding that what was impugned was
essentially a finding of fact by the State Government, the
learned Judge felt it unnecessary to interfere with the
impugned orders and the conclusions reached therein. The
writ petition was accordingly dismissed while leaving open
the right of the appellant to resort to arbitration proceedings
for resolving the differences amicably.

5 Before us, it is the contention of the learned counsel
= for the appellant Sri.PChandrasekhar that Ext.P25
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argument note had been submitted before the Appellate
Authority (State Government) and therein the details
with regard to the testing of the product samples, done
in the appellant’s laboratory as well as other accredited
laboratories, had been furnished to suggest that there could
be an error in the report relied upon by KMSCL for the
purposes of blacklisting.

It is his case that although this aspect was projected
before the appellate authority, the said aspect was not
considered while passing the Ext.P28 order. It is the further
contention of the learned counsel Sri.PChandrasekhar that
while the test reports of the DTL of the State of Kerala may
be deemed as conclusive for the purposes of the D & C
Act as also for certain Clauses in Ext.P1 contract governing
the parties, the very provisions of the contract which dealt
with the procedure to be followed for blacklisting (Clause
6.39), indicated that the test reports relied upon by KMSCL
were not to be treated as conclusive for the purposes of the
blacklisting contemplated under the contract.

Countering the said submissions, Sri.M.Ajay, the
= learned counsel for KMSCL would place reliance on
the decisions in Wockhardt Limited v. Senior Chief Medical
Officer (2011 SCC On Line Cal 5320), K.Guruswami and
Another v. State of Maharashtra [2001 (1) Mh. L.J. 84],
State of Haryana v. Brij Lal Mittal and Others [(1998) 5
SCC 343], Ram Shankar Misra v. State of U.P [(1980) 1
SCC 255) and Zim Laboratories Ltd. and Others v. State of
Maharashtra [1993 (3) Mh.L.J. 132] to contend that, for the
purposes of the D&C Act and Rules the non compliance by
the manufacturer, with the procedure prescribed therein for
challenging the veracity of the test reports obtained by the
department against him, would be fatal and therefore, it was
not open to him to challenge the correctness of the reports
for the purposes of the contract either.

It is further pointed out that even as per the contract,
Clauses 2.1.25 and 2.1.26, which speak of empanelled
laboratories as also the appellate laboratory, clearly indicate
that the report of the appellate laboratory, the DTL of the
DCD, will be final and conclusive for the purposes of the
contract.

It is contended, therefore, that notwithstanding the
conclusive nature of the test reports obtained from the
DCD for the purposes of the D&C Act 1940, the said report
would also have to be treated as conclusive for resolving
the differences between the parties under the contract. It is
pointed out that this aspect is further reiterated in Clause
6.29.2 of the contract where again it is stated that the test
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results of the DTLs empanelled by the Corporation will be
final and conclusive.

7 On a consideration of the rival contentions, we are of
= the view that, while it is not in dispute that in respect
of any rights that are claimed by the appellant under the
provisions of the D&C Act 1940, the inaction on the part of
the appellant to follow the procedure contemplated therein
for challenging the correctness of any report that is relied
upon against it under the Act, would be determinative of his
liability to the penalties/prosecution contemplated under
that Act, we find that blacklisting is not a penalty that is
contemplated under the Act.

The blacklisting of a product/manufacturer is a
penalty that is contemplated under the contract entered into
between the appellant and KMSCL. No doubt, as pointed
out by the learned counsel Sri. M. Ajay for KMSCL, the
contract stipulates that the test reports of the DCD of the
Government of Kerala shall be treated as conclusive for the
purposes of contract.

We note however, that there is a difference in the
phraseology used in the various clauses in the contract,
with some of them indicating that the test reports relied
upon by KMSCL are conclusive for the purposes of further
action contemplated under the contract, and others
such as the clause relating to blacklisting (Clause 6.39)
which contemplates a procedure to be followed prior to
blacklisting, suggesting that the conclusiveness attached to
the test reports of the DCD is only in connection with the
initiation of steps for blacklisting.

A close reading of the latter Clause suggests that
a person, against whom blacklisting is proposed, is given
an opportunity to rebut the report relied upon by KMSCL
for the purposes of blacklisting. We say so because, if the
report was to be treated as conclusive for all purposes, then
the very procedure which contemplates an opportunity of
hearing to the person/product proposed to be blacklisted
would be rendered meaningless.

We are therefore, persuaded to hold that the
procedure contemplated prior to blacklisting, if intended
to provide a meaningful opportunity to the person sought
to be blacklisted, to defend himself, then the procedure
contemplated should be seen as one granting an opportunity
to show cause against reliance on any report otherwise
deemed as conclusive for the purposes of contract.

Viewed in this sense, when we analyse the impugned
order of the Appellate Authority/State Government (Ext.



P28), we find that the Appellate Authority has not even
adverted to the contentions of the appellant, based on
the independent reports produced by it, that there was a
possibility that the report of the DTL of the Government of
Kerala was flawed and hence ought not to be relied upon to
blacklist the products in question.

We might hasten to add that we are not for a moment
suggesting that the inaction on the part of the appellant in
challenging the report of the DTL for the purposes of the
D&C Act 1940 will not be one of the factors operating
against it in the appeals before the appellate authority.

We are only saying that the reports relied upon by
the appellant, and produced before the Appellate Authority,
should also be considered by the Appellate Authority while
deciding upon the correctness of Exts.P5, P13 and P18
orders passed by KMSCL.

The appellate authority cannot ignore the reports
relied upon by the appellant by mechanically treating the
reports of the Drugs Control Authority as conclusive and the
findings therein as irrebuttable.

In as much as in Ext.P28 order of the Appellate
Authority, we do not find a consideration of the appeal
in the manner indicated in this judgment, we deem it

appropriate to allow this Writ Appeal by setting aside the
judgment of the learned Single Judge, as also Ext.P28 order
of the Appellate Authority, and directing the first respondent
Appellate Authority to pass fresh orders in the matter after
taking note of the contentions in the appeals preferred
by the appellant, Ext.P25 argument note, as also the test
reports produced by the appellant along with the reply to the
show cause notice as also before this Court in [.LA.No.1 of
2019, within a period of two months from the date of receipt
of a copy of the judgment, after hearing the appellant and
KMSCL .

The order passed by the Appellate Authority shall
specifically deal with the aspects mentioned in this
judgment and the order to be passed shall be a reasoned
one. The appellant shall produce copies of the documents
relied upon by it, and produced before this court, before the
1 st respondent Appellate Authority, for further action.

We make it clear that the observations and
directions in this judgment are confined to the aspect
of blacklisting, which alone was the subject matter
of the writ petition, and nothing in this judgment is to
be seen as affecting any proceedings for penalties/
prosecutions under the Drugs and Cosmetics Act
1940 or other actions/penalties under the contract @
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Pharmaceutical

Anand.M B.

GIANTS IN INDIA - Part 11

Mankind Pharma Limited

ankind Pharma is one of the leading Pharmaceutical
IVI and healthcare products company, headquartered in
Delhi. The company has products in therapeutic areas

ranging from antibiotics, to gastrointestinal, cardiovascular,
dermal, and erectile dysfunction medications.

It is among India’s top five pharmaceutical companies
by domestic sales and top two prescription drug companies
by volumes. Their consumer healthcare brands are the
largest-selling in their respective categories, including
Manforce in condoms Prega News in pregnancy test kits, and
Unwanted-72 in emergency contraception.

The company is incorporated in 1991 and actively
started its operations in 1995, with the contributions of
two brothers, Ramesh C. Juneja and Rajeev Juneja, who
established the company with a seed capital of 50 lakhs. The
company was started with 20 employees and launched in
two states in the first year of its operation. Today, they have
an employee base of over 17, 000 and are racing towards
$1 Billion. Their moto is to aid the community in leading a
healthy life by formulating, developing, commercializing, and
delivering affordable and accessible medicines that satisfy
urgent medical needs.

The company products ranging from Pharma, OTC,
and FMCG brands like Manforce Condoms, Manforce Tablets,
Manforce Staylong Gel, Unwanted 72, Prega News, Gas-0-
Fast, Kaloree 1, Kabzend, Acne Star Gel, and many others.
They operates in 34 overseas destinations across Asia, Africa,
South-East Asia, Gulf countries, and CIS countries.

Their early products included antibacterial drug Zenflox
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and prescription antibiotic Moxikind CV, which were sold at
a significant discount to the existing products in the market.
The company ventured into the over-the-counter segment in
2007, focusing primarily on sexual healthcare products.

MANKIND acquired Magnet Labs Pvt. Ltd. to enter
the antipsychotic segment in 2007. It acquired Longifene-an
appetite stimulant for children in January 2010 which was
earlier a brand of UCB. In 2017, Mankind Pharma established
Pathkind Labs, a provider of diagnostics and healthcare tests.

In 2019, Mankind was the first Indian company
and second only in the world to develop and launch
Dydrogesterone, a drug used in high-risk pregnancies and
infertility by the brand name Dydroboon.

In 2022, Mankind acquired Panacea Biotec Pharma’s
domestic formulations brands in India and Nepal for 1, 872
crore. It then acquired a respiratory treatment product and an
infant skincare brand from Dr. Reddy’s Laboratories. It also
bought a majority stake in the Ayurvedic and herbal products
manufacturer, Upakarma Ayurveda.

In 2022, the company entered agritech and pet care
segments. In April 2023, Mankind Pharma launched its initial
public offering (IPO), with existing investors selling upto 4,
326 crore worth of shares @

Registered Office Address

208, Okhla Industrial Estate,
Phase-Ill, New Delhi-110020

e mail : contact@mankindpharma. com
Phone Number : +-911126844592
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Pharma Quiz Answers

—

1. Autoimmune hepatitis 6. Injectable interferon alpha

2. Prednisone or budesonide 7. Hepatitis B

3. Amoxicillin-Clavulanate 8. Chronic hepatitis C

4. Iron 9. Non-Alcoholic Steato Hepatitis (NASH)
5. Liver biopsy 10. Blumberg
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CHAPTER VI

LABELLING, PACKING AND STANDARDS FOR
SALE OR DISTRIBUTION OF COSMETICS

38. Special provisions relating to toothpaste
containing fluoride.

(i) Fluoride content in toothpaste shall not be more
than 1000 ppm and the content of fluoride in terms
of ppm shall be mentioned on the tube and carton.
(ii) Date of expiry should be mentioned on tube and
carton.

39. Standards of cosmetics.

(1) No cosmetic shall be imported or manufactured
unless it complies with the specifications prescribed
under the Ninth Schedule or any other standards
of quality and safety, applicable to it, and other
provisions under the rules. In case, the cosmetic is
not included under the Ninth Schedule, it shall meet
the requirements under these rules and specifications
and standards applicable to it in the country of origin.

(2) Raw materials specified in ANNEX A of the
Indian Standard IS: 4707 Part 2, as amended from
time to time, shall not be added in the cosmetic
product.

(3) No Cosmetic shall be imported or manufactured
which contains Dyes, Colours and Pigments other
than the one specified by the Bureau of Indian
Standards (IS: 4707 Part 1 or IS: 4707 Part 2, as
amended) and included the Tenth Schedule.

The permitted Synthetic Organic colours and Natural
Organic Colours used in the Cosmetic shall not
contain more than:

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART - 44
Adv. BIPIN. J.

(i) 2 parts per million of Arsenic calculated as Arsenic
Trioxide.

(ii) 20 parts per million of lead calculated as lead.

(iii) 100 parts per million of Heavy Metals other than
lead calculated as; the total of the respective metals.

(4) No cosmetic containing hexachlorophene shall
be manufactured:

Provided thatin case of soaps, hexachlorophene
may be used in concentrations not exceeding one per
cent weight by weight:

Provided further that the following cautionary
note shall be printed and shall appear in a conspicuous
manner on the wrapper of package of each soap,
namely. “Contains hexachlorophene - not to be used
on babies”

(5) Cosmetics imported or manufactured in the
country shall contain mercury in the following
proportions, namely

(a) in cosmetics intended for use only in the area of
eye, the level of mercury not exceeding seventy parts
per million (0. 007 per cent.) of mercury, calculated
as the metal, as a preservative;

(b) in other finished cosmetic products, unintentional
mercury shall not exceed one part per million (1

ppm).
(6) The use of lead and arsenic compounds for the
purpose of colouring cosmetics is prohibited.

(7) No person shall use any animal for testing of
cosmetics @

To be continued
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arduus Marianus also known as Silybum
Marianus. This medicine is prepared from
seeds of a plant known as St. Mary’s
Thistle, since the leaves of the plant have “milky

veins. This plant belongs to family compositae.

KEY BENEFITS:

*  Primarily used to correct disorders of the liver
caused due to alcohol abuse.

» It is useful in establishing a healthy flow of bile
and breaks up the formation of gallstone.

* Excellent remedy for the treatment of
psychological disorders such as depression.

* Acts as a energy booster and relieves fatigue and
exhaustion.

» Itisalso helpful in relieving headache and relives
strain in the eyes.

ST. MARY’S THISTLE

The action of this drug is centered in the liver,

and portal system, causing soreness, pain, jaundice.

Has specific relation to the vascular system. Abuse

of alcoholic beverages, especially beer. Varicose

veins and ulcers. Diseases of miners, associated

with asthma. Dropsical conditions depending on

liver disease, and when due to pelvic congestion and

hepatic disease. Disturbs sugar metabolism. Influenza

when liver is affected. Debility. Haemorrhages,
especially connected with hepatic disease.

MIND - Despondency; forgetful, apathetic.

HEAD. - Contractive feeling above eyebrows. Dull
heavy, stupid, with foul tongue. Vertigo, with
tendency to fall forward. Burning and pressure in
EYES. NOSE- bleed.

STOMACH. - Taste bitter. Aversion to salt meat.
Appetite small; tongue furred; nausea; retching;

vomiting of green, acid fluid. Stitches in left side of

stomach, near spleen (Ceanoth). Gallstone disease
with enlarged liver.

ABDOMEN. - Pain in region of liver. Left lobe very
sensitive. Fullness and soreness, with moist skin.
Constipation; stools hard, difficult, knotty; alternates
with diarrhoea. Stools bright yellow. Swelling of
gall bladder with painful tenderness. Hyperaemia of
liver, with jaundice. Cirrhosis, with dropsy.

RECTUM. - Haemorrhagic piles, prolapse or rectum,
burning pain in anus and rectum, hard and knotting,
clayey stools. Profuse diarrhoea due to rectal cancer.
10 drops doses (Wapler).

URINE. - Cloudy; golden-colored.

CHEST. - Stitching pains in lower right ribs and front;
worse, moving, walking, etc. Asthmatic respiration.
Pain in chest, going to shoulders, back, loins and
abdomen, with urging to urinate.

SKIN. - Itching on lying down at night. Varicose
ulcers (Clematis vitalba). Eruption on lower part of
sternum.

EXTREMITIES. - Pain in hip-joint, spreading through
buttocks and down thigh; worse from stooping.
Difficult rising. Weakness felt in feet, especially after
sitting.

RELATIONSHIP. - Compare: Card benedictus (strong
action on eyes, and sensation of contraction in
many parts; stomach symptoms similar); Chelidon;
Chionanthes; Merc; Podophyl; Bry; Aloe.

DOSE. - Tincture and lower potencies.

DIRECTIONS FOR USE
Take 10 drops of tincture diluted in water thrice a
day or as directed by the physician. Store in a cool

dry place away from direct sunlightgnd heat.
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DRUGS WE USE COMMONLY ———

N-Acetylcysteine(NAC)
Effervescent Tablets 600 mg

N-Acetylcysteine
Tablets 600mg.
“ Acetynet-600
Y bt

-Acetyl Cysteine is a mucolytic agent
‘ \ ‘ containing cysteine as its active ingredient
has widely used for the treatment of
respiratory-related conditions such as cough,
and congestion. It works by thinning the mucus
in the air passages to make it easier to cough up
the mucus and clear the airways. As a prescription
drug, doctors use NAC to treat acetaminophen
overdose also. As a supplement, it is used to protect
the liver. It also help prevent kidney or neurologic
damage caused by some drugs.

NAC comes under the category of semi-
essential amino acids, which can be produced in
the body via methionine and serine amino acid.
This is rich in anti-oxidant glutathione and widely
used for treating respiratory problems, brain
health, and fertility.

Top Health Benefits

* Useful for producing antioxidants in the body
and ultimately saving the body’s cells from
free radicals damage.

* Helps in detoxifying the damaged kidney and
liver.

* Used in some mental health problems like
OCD, schizophrenia, etc.

* Improve fertility in both men and female.

* For treating conditions like chronic obstructive
pulmonary disease (COPD).

Uses and Side Effects

The effervescent tablets helps in loosening the
mucus stuck in the nasal airways. The different
respiratory problems like cystic fibrosis, bronchitis,
28 4Pharma Firstp
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emphysema, and pneumonia etc are treated by
NAC Effervescent tablets.

Consult a physician before taking this drug. Do
not take this tablet with other medication without
consulting a doctor. Children and pregnant women
should avoid this medication.

Its common side effects include nausea, vomiting,
fever, runny nose, swelling of the inside of the
mouth, throat irritation, drowsiness, cool, moist
skin etc.

Serious side effects requiring emergency
medical treatment are chest tightness, wheezing,
difficulty breathing or swallowing, coughing up
blood, hives, rash, itching etc.

Recommended Dose: Take orally 600-1200 mg/
day or as directed by Physician.

NAC may intensify or interfere with the action of
some medications, including:

Angina medications: NAC may intensify the
effects of nitrates for angina (heart pain from
reduced blood flow). This may cause severe
headaches.

Blood thinners: NAC may further contribute to
bleeding.

Antihypertensive medication: NAC may lower
blood pressure and lead to hypotension.

Activated charcoal: NAC supplementation may
interfere with its intended action.

It is available as Tablets, Capsules, Softgels,
Effervescent tablets & Powders @
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