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Management of

Ankylosing spondylitis

Dr.Prasanth babu gives an overview of the inflammatory
disease- Ankylosing spondylitis affecting the joints of the
spine. He narrates its causes, diagnosis and treatment
to have a timely modification of the lifestyles to prevent
the painful disease.

CONSTIPATION MANAGEMENT

Dr. Manojkumar.S. discusses various problems caused
by Constipation, which is a common condition that
affects almost everyone at some point in their life. He
is suggesting some preventive measures to be taken to
avoid its complications.

Cracking the code
Generic vs.Branded Medicines

Dr. Suresh Saravdekar, Honorary Consultant, Institute
of Medical Sciences, BHU, Varanasi analyses the
manufacturing and marketing strategies of generic and
branded drugs and the regulatory interventions of the
CDSCO to control their prices, quality and bioavailability
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Reflections

In his monthly serial, Reflections, Dr.P.Jayasekhar
reminds the working Pharmacists regarding their
important roles to ensure patient safety, which is
the need of the hour. He also gives the positive
impacts resulting from the timely interventions of the
Pharmacists.

International facilities at Sami
Nutraceuticals at Hassan, Karnataka

The internationally accredited facilities provided at the
manufacturing unit of Sami Nutraceuticals at Hassan,
Karnataka of Dr.Muhammed Majeed is described for
ensuring the availability of quality healthcare products
in India also at a reasonable price.
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he State Medicinal Plants Board, Kerala

(SMPB) was constituted under the

Health and Family Welfare Department,
Govt. of Kerala, in 2002, as per the direction
of the AYUSH Department, Govt. of India. Its
main objective is the promotion and cultivation
of medicinal plants to ensure the sustainable
availability of the herbal raw materials used for
manufacturing Ayurveda, Sidha, and Unani
(ASU) products.

Medicinal plants include the raw materials
that are mentioned in the approved text books
of ASU systems of medicines and the plants
that have therapeutic or nutritive value and are
used for the manufacturing of non-Ayurvedic
products or food supplements for maintaining
the health of human beings or animals.

Most of these non-Ayurvedic medicinal
plants are used for the manufacturing of food
supplements, and some of them are included
in the list of excipients or additives used for the
preparation of ASU and dietary food products.
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manufacturing of ASU and food products. (e.g.,
rosemary oil, spirulina extract, tea tree oil, saw
palmetto extract, seaweed extracts, etc.)

Another area to be exploited is the
manufacturing of essential oils from medicinal
plants like gingerol, thymol, cinnamon oil,
vetiver oil, lemon grass oil, wheat germ oil,
nutmeg oil, badam oil, etc. SMPB has to
concentrate in this sector also—to manufacture
and distribute value-added products among the
manufacturers for the use of food and drugs.

SMPB should expand its functional
areas.

1. To encourage the cultivation of genuine raw
materials in their own natural habitat by giving
training to the farmers and cultivators with
special emphasis on good agricultural practices
(GAP), good harvesting practices (GHP), and
good storage practices (GSP) with the help of
agri-horticulture experts or botanists, collect
the harvested medicinal plant parts, and store
them in warehouses after quality analysis,
proper cleaning, drying, and preservation.
These quality-assured, cleaned, and well-packed
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raw materials can be sold to the manufacturers
as ready-to-use raw materials.

2. To construct a huge warchouse and a
pharmacy for the pre-processing of raw materials
and acquire a drug licence for the pre-processing
of R.M. from the Drugs Control Department.
These pre-processed raw materials, individually
or in formulations, can be sold to practicing
doctors, manufacturers, hospitals, resorts, etc.
as value-added products. For the setting up of
a GMP-certified pharmacy, CSS funds may be
utilised.

The uniformity of raw materials and
processing of the drug under strict SOP will

lead
with uniformity in analytical parameters. The

to quality-assured finished products

variation in the quality of jaggery (Sarkra) is the
main reason that prevents the standardisation of
Arishtas, Asavas, Lehyams, etc. to a major extent.
If a standardised quality of jaggery is available,
most of the problems that occurred during the
manufacturing of the above category of products
can be minimised. For this, SMPB can contribute
much in this field.

Cultivation of a good variety of Saccarum
plants in their own natural habitat by adopting
GAP. (Marayoor, Kanthalloor area is ideal.).

An exclusive jaggery manufacturing plant
may be initiated in the Marayoor area under the
government/cooperative sector, and SMPB can
produce standardised “Ayush Pharma Grade”
jaggery with quality certification, which can be
sold to the manufacturers. This will generate
revenue for the government, and as long as
Sabarimala Temple is live, the excess quantity
could also be marketed.

Check the possibility of bringing the R.M.
shops and warehouses under the registration
of SMPB and monitor the storage conditions

and general hygiene practices with the help of
6 Pharma First
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competent personnel posted in these types of
institutions to ensure the identity, purity, and
strength of the raw materials through scientific
methods. Registration fees can also be charged
by these R.M. shops and vendors.

Vrikshagurveda: the golden opportunity to
explore the possibilities of Vriksayurveda

Just as Ayurveda treats human beings or
animals for diseases, there is a science for plant
life called Vrikhayurveda. Much before the
development of modern biology and botany in
the western world, ancient Indians had already
made contributions in the field of plant science.

It is believed that around 400 B.C,
Salihothra wrote the Vrikshayurveda. There are
so many references to the Vrikshayurveda that
can be seen in the Vedas and Sambhitas of ancient
like Brihatsamhitha, Arthasasthra,
Agnipurana, etc. Surapalas Vrikshayurveda

times,

(10th century ) is a systematic composition of
plant science, starting with the glorification of
trees and tree planting. It discusses various topics
connected with the science of plants, such as
procuring, preserving, and treating seeds before
planting, the preparation of pits for planting
saplings, the selection of soil, the method of
watering, nourishment, and fertilisation, plant
diseases and their remedies, etc. He provides
excellent information on arboriculture and
horticulture. Surapala reveals his aim of growing
healthy Ayurvedic medicinal plants required to
cure human ailments.

Organic farming excludes off-farm
synthetic products like chemical fertilisers and
pesticides. Organic farming is based on the
principles of the use of natural organic inputs
and biological plant protection measures. It
helps conserve water and soil on the farm and

increases agro-biodiversity.



In modern times, organic farming
emphasises soil enrichment by using organic
matters such as mulching, crop rotation,
companion planting, pest control barriers,
regulated watering, the use of plant material
for pest control, etc. Along with these, if the
techniques suggested in Vrikshayurveda are
introduced to it, organic farming will provide
superior-quality produce, which is good in taste
and flavour with more therapeutic and nutrient
values and, most importantly, free from harmful
chemicals to keep the human body healthy.
Human beings can get unadulterated medicines
with more efficacy as well. At the same time,
framers can fetch an extra penny by selling their
produce cultivated by using Vrikshayurvedic
principles and techniques to fellow citizens who
are conscious of their health. We can brand
these products for marketing as “Ayush Grade”

products.

Thus, the key to a happy, healthy, and
peaceful life for human beings and plants
in the 21st century lies in farming based on
Vrikshayurvedic principles because the future of
mankind is organic. Hence, we should explore
the possibilities of Vrikshayurveda, though it is
too late.

Relevance of an R&D wing under SMPB

It demands a lot of research in the areas
of identity, purity, strength, and the therapeutic
efficacy of ASU herbal raw materials. As a
part of research works by the P.G. Scholars, so
many research studies are being conducted
different
pharmaceutical techniques, etc., but the drug

on raw materials, formulations,
industry or Ayurvedic practitioners are unaware
of such studies. Similarly, many research projects
done by the drug industry are also not brought
to the attention of the Academy.

SMPB can function as a bridge between the

industry and the academy by coordinating and
conducting seminars, discussions, and research
works on various aspects, like studies on different
species of raw materials, scientific cultivation
procedures, harvesting, pre-processing, and
storage of raw materials, preparation of value-
added products of raw materials, studies on
the scientific rationale of Abhava dravyas
(substitutes), developing herbal preservatives,
herbal pesticides, etc.

SMPB can promote such research activities
by providing a platform for presenting the output
of the research works of various researchers and
can also declare endowment awards for the best
research study with the financial assistance of
the National Medicinal Plant Board (NMPB).

Research on  “Vrikshayurveda®  will

complement the cultivation, preservation,
potentization of raw materials, and reproduction
of healthy seedlings in association with the

biotechnology department.

SMPB can take over the “Care Keralam”
in Koratty, Thrissur, along with its ware houses
and enormous laboratory facilities, which can be
utilised for the research and development wing of
SMPB. This R&D division can also be converted
into a training institute for cultivators, farmers,
ayurvedic doctors, academicians, medicinal
plant researchers, manufacturers of ASU and
FSSAI, and even for the regulatory officers
of drug control and food safety departments
nationwide. This will generate revenue for the
government from different training programmes
and from testing charges for different ASU
and FSSAI products. If the research works are
associated with CSIR, Thiruvananthapuram,
or other universities of agriculture, it will be
beneficial to set the goals. A full-fledged R&D
wing is inevitable under SMPB for the total
development of ASU systems of medicine @
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he Union Health Ministry’s initiative
National

to frame the Pharmacy

Commission Act by repealing the

Pharmacy Act of 1948 is a progressive step.

The new Act aims to improve access to
affordable, high-quality pharmacy education,
ensure the availability of pharmacy professionals
nationwide, and promote equitable healthcare
by making pharmacy services accessible to
all citizens. There will be drastic changes
contemplated to meet global standards and
create more employment opportunities for
pharmacists in the industry, research, regulatory,
and pharmaceutical care. Thus, better regulation
and control of pharmacy education and the
profession of pharmacy are the needs of the
hour.

The primary objective is to enhance
of affordable

notch pharmacy education while

the accessibility and top-
ensuring
the widespread availability of pharmacy
professionals across the country and fostering
equal access to healthcare by making pharmacy
services readily available to every citizen. The
proposed legislation also mandates a regular and
open evaluation of pharmacy institutions and the
establishment of a pharmacy register for India.
Furthermore, it promotes the integration of
research into professional practice, encourages
active participation in research endeavours, and
emphasises the importance of upholding ethical

standards.
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National Pharmacy
Commission Bill 2023t

As per the proposed draft, the Pharmacy
Ethics and Registration Board aims to promote
the adoption of the latest pharmacy research by
pharmacy professionals and encourage them to
actively contribute to research. The Medical,
Dental, and Nursing and Midwifery Commission
Acts are already enforced and have more or
less similar clauses for composition, functions,
qualification of commission members, etc.

This draft bill has nine chapters and 57
sections. Chapter 2 outlines the composition
of the National Pharmacy Commission, which
has a chairperson, thirteen ex officio members,
and fourteen part-time members, all nominated
by the Union Government. All nominees shall
have outstanding ability, proven administrative
capacity, and integrity and possess a minimum
There shall be
from government and private

of a postgraduate degree.
nominations
institutions of excellence for fair representation.

As in the Medical and Dental Commission
Acts, admission to various programmes of
pharmacy shall be from the list of National
Eligibility and Entrance Tests (NEET) for
shall be
examinations or mechanisms

pharmacy. There separate  exit
based on the
category of pharmacy profession for all approved

pharmacy programmes for registration.

Under Chapter 3, the Pharmacy Practice
Board shall be instituted with the nomination
of renowned academic experts and clinical
pharmacy practitioners to regulate and monitor
pharmacy practice settings.




The major functions of the Pharmacy
Education Board are to determine the
minimum requirements and standards of
pharmacy education and examination at the
undergraduate and postgraduate levels and to
develop dynamic competency-based curricula
at the undergraduate and postgraduate levels.

The commission shall provide a national
qualification and competency framework
for the diploma, degree, Ph.D., and /Master
programs. The Universities and autonomous
colleges can frame their syllabi and curricula
to meet the competency and qualification
framework of the NPC, giving freedom to have
their curricula meet the competencies expected
as envisaged in NEP 2020.

Chapter 4: State Pharmacy Chapter shall
have a Chief Pharmacist of a government
hospital or equivalent post from a hospital
pharmacy or community pharmacy to represent
pharmacy practice settings.

Chapter 8 Grants, Audits, and Accounts:
The NPC Fund shall meet the GPAT stipend
for M.Pharm /PG students and the Faculty
Development Programme and travel grants,
research grants and fellowships, and similar.

Provision shall be made to train the
clinical pharmacist in restricted prescription
rights and vaccination skills for the registered
pharmacist in community and hospital settings.

Way Forward

1. The  proposed National Pharmacy
Commission shall have transparent but rigid
provisions to safeguard quality pharmacy
education and practice in the country.

2. . The maximum membership in the
Commission, Boards, State Pharmacy
Chapters, and Advisory Council shall be
from eminently experienced pharmacy
professionals with postgraduate degrees.
There shall be a fair representation of

experts from private or deemed universities
and autonomous colleges.

A Pharmacy Practice Board is to be
instituted to regulate and monitor pharmacy
practice education and practice settings.

To ascertain the entry qualification of
students, a common entrance test like the
National Eligibility and Entrance Test
(NEET) for Pharmacy is to be conducted,
and the student’s admission shall be
monitored by the State Pharmacy Chapters.

The Board shall stipulate the National
Qualification and Competency Framework
for Pharmacists having a diploma, degree,
Pharm D, or Master qualification. The
imparting universities and autonomous
colleges shall have the freedom to design
the curriculum to meet the National
Qualification Framework and conduct the
examinations as envisaged in NEP 2020.

An exit examination shall be conducted to
assess the competency of graduates before
admission to the National Registry of
Pharmacists.

The NPC shall have provisions to certify
registered pharmacists in hospital and

community pharmacies as vaccinators and
shall grant restricted prescription rights to
Pharm D practitioners. The commission
shall have sufficient grants and funds from
the Ministry to support GPAT scholarships,
faculty development programmes like
research fellowships, travel grants, faculty
and student exchange programmes, summer
school seminar and conference grants, etc.

The Pharmacy registration shall be renewed
only if the Registered Pharmacists acquire
stipulated credits from the Continuing
Pharmacy Education programs conducted
by the State Pharmacy Chapter or approved
agencies.
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Which types of antibiotics act
by interfering the bacterial cell
wall synthesis?

Name a fourth generation
Cephalosporin group of
antibiotic ?

Which antibiotic is
indicated when there is
serious allergies to beta-
lactam antimicrobials ?

9 N =N

Name an anti TB drug act
by inhibiting Mycolic acid
synthesis ?

Name the bactericidal drug
which is effective against
anaerobic infections, act by
disrupting DNA ?

O] (1
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Name a 4th generation
Fluoroquinolone effective
against aerobic and gram
positive bacteria ?

Who is the first person to
use the term antibiotic ?

The efficacy of which
tetracycline antibiotic is reduced
by alcohol consumption ?

\\

G @~ &P

Which combination therapy
is given to treat Methicillin-
resistant Staphylococcus aureus
infections?

ﬁ%

What is the name given
to Antibacterial-resistant
strains and species of
bacteria ?

AN
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IMPORTANT

COURT CASES ON DRUGS

IN THE SUPREME COURT OF INDIA
CRIMINAL APPELLATE JURISDICTION

. “ CRIMINAL APPEAL NO. 1723 OF 2008
i A

Appellant :
STATE OF KERALA

RESPONDENTS :
ORISON J FRANCIS & OTHERS.

JUDGMENT dated November 4, 2008 of J. Dr. ARIJIT
PASAYAT, J. C.K. THAKKER & J.LOKESHWAR SINGH
PANTA

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

3. Background facts 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

(Arising out of SLP (Crl.)
No. 6043 of 2007)

Adv Chandrakumar. M

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 Nos. 1
to 3.

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

Pharma First 1 7
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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 notification and the
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. Nowhere 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,
Ernakulam.

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

18 Pharma First
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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:

“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
in this behalf,

no person shall himself or by any other person on
his behalf. (@)........ (b)......... (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 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 exiracted 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
channelized 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 155(2) of the Code.

(3) Where the uncontroverted allegations made in the FIR
or complaint and the evidence collected in support of the
same do not disclose the commission of any offence and
make out a case against the accused.

(4) Where, the allegations in the FIR do not constitute a
cognizable offence but constitute only a non cognizable
offence, no investigation is permitted by a police officer
without an order of a Magistrate as contemplated under
Section 155(2) of the Code.

(5) Where the allegations made in the FIR or complaint
are so absurd and inherently improbable on the basis of
which no prudent person can ever reach a just conclusion
that there is sufficient ground for proceeding against the

accused.

(6) Where there is an express legal bar engrafted in any
of the provisions of the Code or the concerned Act (under
which a criminal proceeding is instituted) to the institution
and continuance of the proceedings and/or where there
is a specific provision in the Code or the concerned Act,
providing efficacious redress for the grievance of the
aggrieved party.

(7) Where a criminal proceeding is manifestly attended
with mala fide and/or where the proceeding is maliciously
instituted with an ulterior motive for wreaking vengeance
on the accused and with a view to spite him due to private
and personal grudge.

(8.) The present case does not belong to any of the
aforesaid categories.
The appeal is accordingly allowed. We make it clear
= that we have not expressed any opinion on the merits
of the case
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Life style diseaces

%rts, ;n‘d other skin disorders. Others are linked
and vagina is called cervix. Cervical cancer O cancers involving the vulva, vagina, penis, anus,
happens when there is change in its cells  tongue, and tonsils.

structure. This cancer can affect the deeper tissues ~ Sexually active people are more proun to HPV

of the cervix and spread to other parts of the body infections and in most cases, it clears up on its own.

(metastasize), often the lungs, liver, bladder, vagina, But if the infection persists, it can lead to cervical

and rectum. cancer.

Most of the cancer cases are caused by RISk Factors
infection with Human Papilloma Virus (HPV), for

It will be at higher risk in the following cases.

hich ti ine i ilable. s
Which a preveniive vaceine Is avatiable » Started sex before 18 years or within a year of

Since cervical cancer grows slowl e get . .
grow WY, We g starting the periods.

enough time to find and treat it before it becomes . C
e * Have multiple sexual partners, which increases

serious. It kills fewer people with female anatomy exposure to HPV

cach year, due to improved screening through Pap Take birth control pills, especially for longer than

tests. Female anatomy aged 35-44 are most likely to
5 years

get it. More than 20% of new cases are in women .
* Smoke cigarettes

over age 65. . .
£ * When there is a weakened immune system

Types * Have a sexually transmitted disease (STD)

« Squamous cell carcinoma. This forms in the lining ~ * Haven’t been vaccinated against HPV

. . . i
of the cervix, seen in 90% of cases. Have had three or more pregnancies

* Adenocarcinoma. This forms in the cells that * Are obese, which may make it harder to diagnose

produce mucus cervical cancer

« Mixed carcinoma. This has features of the two Have low income or are without medical insurance

other types. or may not be screened for cervical cancer

Causes Symptoms

) ) ) _ * Pain during sexual contacts
Cervical cancer begins with unusual changes in the . .
] ] ] i ) * Unusual vaginal bleeding, such as after sex,
tissue. Most cases are linked to infection with HPV. . .
i ] ) between periods, after menopause, or after a pelvic
Different types of HPV can cause skin warts, genital exam
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* Unusual vaginal discharge that is watery, bloody,
and/or has a strong odor

* After it has spread, the cancer can cause:

* Pelvic pain

* Trouble peeing

* Swollen legs

* Kidney failure

* Bone pain

» Weight loss and lack of appetite

 Fatigue

» Backache

* Stomach pain

Visit the doctor

When the bleeding after menopause is never
normal When there is very heavy periods or often
bleed between periods.

Bleeding after vigorous sex. Get emergency
medical treatment,during vaginal bleeding along
with weakness, or if there is faint or light-headed, or
pass out.

Screening Tests
Screening tests include the Papanicolaou test

(Pap smear) and the HPV DNA test.

» Pap smear. This is part of a woman’s regular pelvic
exam. The doctor collects cells from the surface of
the cervix, and a technician examines them under
a microscope. If they spot anything unusual, the
doctor will take out a bit of cervical tissue in a
procedure called a biopsy.

* HPV DNA test. The doctor takes cells from the
cervix, and a technician looks at them to see if they
are infected with any of the types of HPV that may
lead to cervical cancer. The DNA test may be done
at the same time as the Pap smear or afterward, in
case of abnormal Pap test results.

Diagnosis

If the Pap test and/or HPV DNA tests show
signs of cancer cells, the doctor may conduct more
confirmatory tests of cervical cancer. They include

Colposcopy. 1t is like a pelvic exam. The cervix is
stained with a harmless dye or acetic acid so the

cells are easier to see. Using a microscope called
a colposcope, which magnifies the cervix by 8-15
times,the unusual cells are examined for biopsy.

Biopsy. The doctor removes a tissue sample from
the cervix and checks it under a microscope for
signs of cancer. There are several types of biopsies
including a punch biopsy, loop electrosurgical
excision procedure (LEEP), endocervical
curettage, and cone biopsy.

In a punch biopsy, small tissue samples are taken
using a sharp circular instrument.

With the endocervical curetiage, a narrow
instrument called a curette collects tissues
from the cervical canal connecting the vagina
to the uterus. This procedure is done when the
colposcopy doesn’'t show any cancerous cells.

In a LEEFR, the doctor uses an electrified loop of
wire to take a sample of tissue from the cervix in
a gynecologist’s office.

The doctor can do a conization (removal of part of
the cervix) in the operating room, under anesthesia.
They might use a LEEP, a scalpel (cold knife
conization), or a laser.

LEEP and cold knife conization procedures give the
doctor a better look at the types of unusual cells in
the cervix and whether they’ve spread.

Precancerous changes

Unusual changes in cells on the surface of the
cervix are usually called squamous intraepithelial
lesions (SIL). A “lesion” means an area of unusual
tissue; “intraepithelial” means these cells are only in
the surface layer.

These are precancerous cells. They might not
become cancerous or invade deeper layers of tissue

for months or years.

Invasive cancer

If a biopsy shows cancer that is further along, the
doctor will do more tests to Check whether it is
spread and how far. They include:

* A chest X-ray to check the lungs

* Blood tests to see whether it is spread to the live or
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a CT scan to refine the results

* An intravenous pyelogram or CT scan to look
at the urinary tract; a cystoscopy can check the
bladder and urethra.

* A colposcopy to look at the vagina

* A rectal exam and barium enema to check the
rectum

* CT, MRI, or PET scans of the lymph nodes

 These tests are done to “stage” the cancer according
to how big the lesions are, how deep they go, and
how far they’ve spread. Cervical cancer ranges
from stage 0 (least severe) to stage [V (metastatic

disease, the most severe).

Precancerous Treatment

For a low-grade lesion, no treatment is needed.
Get regular checkups to watch for problems later on.
The doctor might use LEEP conization, cold knife
conization, cryosurgery ,
cauterization (burning, also called diathermy), or
laser surgery to destroy the precancerous area with
little damage to nearby healthy tissue.
In cryo cautery, a steel tool that is cooled to subzero
temperatures freezes cells on the surface of the
cervix. They die and fall off, to be replaced by new
cells.
Laser ablation uses a laser beam to destroy cells in
areas or layers of cervical tissue, leaving healthy
cells in their place.
A follow-up exam and Pap smear after cryocautery
or laser ablation is needed to make sure all the
precancerous cells are gone.
It necessary, a hysterectomy( removal of uterus) is
done to protect from getting cervical cancer.

Treatment

Depending on the severity of the case, treatment
is scheduled. One may need more than one form
of treatment. If the cancer is only on the cervical
surface,the doctor can remove or destroy cancerous
cells with procedures such as LEEP or cold knife
conization.

If the cancerous cells have passed through a

22 Pharma First
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layer called the basement membrane, which separates
the surface of the cervix from underlying layers, a
surgery may be needed. If the disease has invaded
deeper layers of the cervix without spreading to
other parts of the body, an operation may be useful
to take out the tumor. If it spreads into the uterus, a
hysterectomy is recommended.

Surgery and radiation therapy are the most
common treatments for advanced cervical cancer.
Other treatments include chemotherapy , targeted

therapy, and biological therapy.
Radiation therapy uses high-energy rays to

damage cancer cells and stop their growth. As
with surgery, the radiation affects cancer cells
only in the treated area. The treatments might be
external, internal, or both.

External radiation comes from a large
machine that aims a beam of radiation at the pelvis.
The treatments may last only a few minutes, 5 days
a week for 5-6 weeks. Finally, an extra dose of
radiation called a “boost” is also given.

Internal radiation comes from a capsule containing
radioactive material, which the doctor puts into
the cervix. The implant puts cancer-killing rays
close to the tumor while sparing most of the
healthy tissue around it.

Chemotherapy uses powerful drugs to Kkill
cancer cells, given as Intravenous injection.
Chemotherapy happens in cycles of intensive
treatment followed by recovery periods.

Targeted therapy uses a variety of medicines to
attack the proteins on cervical cancer cells to kill
these cells or slow their growth. Some are taken
as pills.

Immunotherapy targets “checkpoints” in the
immune cells that are turned on or off to set off an
immune response. Immunotherapy drugs given as
I.V,boost the immune system so that it can destroy
the cancer cells better. This is done if chemo is not

working or if the cancer has spread @
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Pharma Quiz Answers
1. Penicillins

Cefepime
Vancomycin

Isoniazid

ook »N

Metronidazole

. Moxifloxacin/ Gemifloxacin

6
7. Selman Waksman
8. Doxycycline

9

. Fusidic Acid And Rifampicin

10. superbugs
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CHAPTER VIII

APPROVAL OF LABORATORY FOR CARRYING
OUT TESTS ON COSMETICS AND THEIR RAW
MATERIALS

62. General conditions after approval.

An approval in Form COS- 23, shall be subject to
the following general conditions:

(a) The laboratory that has been approved under
this chapter for carrying out tests and analysis shall
provide and maintain an adequate staff and adequate
premises and equipment as specified in the Eleventh
Schedule.

(b) The approved institution shall provide proper
facilities for storage so as to preserve the properties
of the samples to be tested by it.

(c) The approved institution shall maintain records
of tests carried out on all samples of cosmetics and
the results thereof together with the protocols of tests
showing the readings and calculation in such form as
to be available for inspection and such records shall
be retained in case of substances for which an expiry
date is assigned for a period of two years from the
expiry of such date and in case of other substances,
for a period of six years.

(d) The approved institution shall allow the Inspector
appointed under this Act to enter with or without
prior notice the premises where the testing is carried
on and to inspect the premises and the equipment
used for test and the testing procedures employed.
The institution shall allow the Inspectors to inspect

o« Drugs

THE COSMETICS RULES 2020 - SALIENT FEATURES

PART 50
Adv. BIPIN. J.

the registers and records maintained under these rules
and shall supply to such Inspectors such information
as they may be required for ascertaining whether the
provisions of the Act and Rules thereunder have been
observed.

(e) The approved institution shall from time to time
report to the State Licensing Authority any changes
in the person-in-charge of testing of cosmetics or
in the expert staft responsible for testing and any
material alteration in the premises or changes in the
equipment used for the purposes of testing which
have been made since the date of last inspection
made on behalf of the State Licensing Authority
before grant or renewal of approval.

(f) The approved laboratory shall furnish reports of
the results of test or analysis in Form COS- 24.

(g) In case any sample of a cosmetic is found on test
to be not of standard quality, the approved institution
shall furnish to the Central Licensing Authority
and the Licensing Authority of the State where the
manufacturer or sender of the cosmetic is located
with a copy of the test report on the sample with the
protocols of tests applied.

(h) The approved laboratory shall comply with the
provisions of the Act and Rules thereunder and
with any other requirement, if any, specified under
Chapter IV of the Act.

(i) The approved institution shall maintain an Inspe
ction Book in Form COS-11 to enable the Inspector
to record his impression or defects noticed @

To be continued
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Common
Homeopathic

Remedies

Part- 36

N TR TRCTIN
HOMCE P & THiC MEINCNE

Dr. Anilkumar. V.
This serial contains a review of commonly used -
Homeopathic medicines for treating Acute and Chronic DCCIDENTALIS
diseases by referring Materia medica which narrates the o
homoeopathic remedies authentically.
SBL

THUJA OCCIDENTALIS

huja is prepared from fresh green twigs of a

plant Thuja Occidentalis (Arbor Vitae). The

Thuja people have a hydrogenoid (excessive
water in the body) constitution. Rain and damp, cold
weather that increases the number of molecules of
water in the system worsens the symptoms in them.
Suitable for persons with lymphatic temperament
who are fleshy with a dark complexion, black hair,
and unhealthy-looking skin.

1. SKIN PROBLEMS

WARTS: warts anywhere on the skin, on male /
female genitals, and on the anal area. May be small
or large, jagged, cauliflower-like, flat or horny, may
ooze moisture and also bleed. Color may be brown,
dark or red, and they may be hard or soft. Burning,
itching, and pain too including sore, sticking,
stinging type of pain. May appear singly, isolated

or in multiple crops/groups, inflamed and sensitive

to touch.
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FRECKLES & moles,

freckles. The facial skin seems greasy/oily in cases

particularly light-brown
requiring this remedy.

PIGMENTATION with dirty brownish discoloration on
the face or any part of the body & Fungal infections
of the skin and ringworms.

2. MALE AILMENTS

GONORRHEA: where there is swelling of the urethra
with scalding on urination along with watery
discharge of yellow/green color from the urethra.
WARTS ON GENITALS: on prepuce, penis, scrotum.
They may be small or pedunculated, and dry.
BALANITIS: Here the glans is covered with red sores
which are highly sensitive. Burning between the
prepuce and glans penis may also be present.



PROSTATE ISSUES: where there is a complaint of
frequent urination. Sudden urgency to urinate is
marked, and the stream of urine may be small and

forked in some cases.

3. WOMEN DISEASES: .

OVARIAN PAIN: Left-sided ovarian pains that are
cutting or shooting in nature, pain in the left ovary
& may radiate to the groin and left leg. Left ovary
is inflamed with burning pain, especially during
periods. It is also used to treat warts on the female
genitalia — vulva, vagina, and cervix. Stinging pain
may be present in warts, and they may also bleed.

UTERINE  POLYPS: where

bleeding and intermenstrual bleeding is present.

excessive menstrual
Vaginal discharge, back pain and tiredness of legs
accompany. The complaint of unwanted facial
hair (hirsutism) & cases of rectovaginal fistula in
females also is cured.

4. ANO-RECTAL DISORDERS

CONSTIPATION: when there is obstinate constipation
and the stool comes as hard balls. The anus
constricted, hard stool is followed by soft stool,
and in some cases, the stool is covered with blood
& pain in the rectum.. Soreness and burning at the
anus, with burning or sticking, painful stitches in
the anus (as from a needle), smarting pain in the
anus..

PILES: with pain while passing stool & burning at
anus while walking..

FISSURES: of the anus, which is highly sensitive and
painful to touch with burning and itching, Fistula
and warts around the anus with highly offensive

sweat.

5. URINARY COMPLAINTS

Inflammation/infection of the urinary tract, stricture
of urethra and prostate issue. There is cutting pains
after urination, burning pain in the bladder and
urethra, the stream of urine is forked and small,
where there is frequent urination, and where there

is sudden urgency to pass urine.

6. COMPLAINTS OF THE MIND

Depression, fears, and delusions with sadness,
aversion to company, attended with irritability,
loathing of life and self-contempt. fear of getting
an infection, fear of germs, fear of strangers, fear of
death, fear of getting a venereal disease.

7. ILL-EFFECTS OF VACCINATION

skin rash, stomach ailments, neuralgia,

conjunctivitis, growths at the site of vaccination

8. LUMPS AND TUMOURS

Anti-sycotic medicine. Fatty tumors, ganglion, eye
tumors (styes, tarsal tumors), breast tumors, uterine
tumors, polyps (of ears, vocal cords, uterus) all are
within the range of treatment.

9. HAIR AND SCALP PROBLEMS

Manage hair fall, dry and split hair, thin, lustreless,
brittle hair, premature greying of hair and white
scaly dandruff.

10. NAIL PROBLEMS

fungal infections of nails, nails are discolored and
soft, out of shape and distorted. The nails may get
dry or brittle, and crumble or break.

11. DENTAL COMPLAINTS

Decay/caries especially when the root decays but the
crown remains sound.crumbling and yellowing of
teeth. Toothache better by pressure and a toothache
that worsens before and after menses..

DOSAGE: From 30 C to 1M potency. The repetition
and potency vary from case to case.
COMPLEMENTARY- Arsenic album, Natrum Sulph,
Sabina, Silicea, and Medorrhinum.

FOLLOWING WELL- Nitric Acid, Calcarea Carb,
Lycopodium, Pulsatilla, Silicea, and Sulphur.
ANTIDOTES- Camphor, Chamomilla, Pulsatilla, and
Sulphur o
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actulose is a non-absorbable sugar
I used to treat constipation and hepatic

encephalopathy. It is administered orally
for constipation, and either orally or rectally for
hepatic encephalopathy. It starts working after
8—12 hours, but may take up to 2 days to improve
constipation.

Lactulose can also be used to treat some
conditions of the brain that are caused by liver
failure. These conditions can lead to confusion,
problems with memory or thinking, behavior
changes, tremors, feeling irritable, sleep problems,
loss of coordination, and loss of consciousness.
It is contraindicated in case of galactosemia, as
most preparations contain the monosaccharide
galactose due to its synthesis process. It may be
used to counter the constipating effects of opioids,
and in the symptomatic treatment of hemorrhoids
as a stool softener.

It is a disaccharide formed from one
molecule each of the monosaccharides fructose
and galactose. It is produced commercially by
isomerization of lactose.

It is not absorbed in the small intestine nor
broken down by human enzymes, thus stays in the
digestive bolus through most of its course, causing
retention of water through osmosis leading to
softer, easier-to-pass stool.

Side effects: Allergic reactions: hives;
difficult breathing; swelling of face, lips, tongue,
or throat. bloating, gas; stomach pain; diarrhea; or
nausea, vomiting.

Do not use lactulose if the patients are on a
special diet low in galactose (milk sugar).
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DRUGS WE USE COMMONLY

' Ofloxacin Tablets I.P.

Tell the doctor if they ever had diabetes; or if one
need to have an intestinal test using a scope (such as
a colonoscopy) and are pregnant or breastfeeding.

Mix lactulose powder with at least 4 ounces
of water, milk, or fruit juice.

Measure liquid medicine with the supplied
measuring device. It should produce a bowel
movement within 24 to 48 hours.

Store tightly closed at room temperature,
away from moisture and heat. Avoid freezing.

The liquid may turn darker in color, but
this will not affect the medicine. Do not use the
medicine if it becomes very dark or gets thicker or
thinner in texture.

Usual Adult Dose for Constipation --
Chronic:15 mL orally once a day.

Usual Adult Dose for Constipation -- Acute:
Initial dose: 15 mL orally once a day. Therapy
should be continued until normal bowel function
resumes.

Usual  Adult Dose  for  Hepatic
Encephalopathy:Initial dose: 30 mL orally 3 times
a day or 300 mL in 700 mL water or normal saline
as an enema retained for 30 to 60 minutes every 4
to 6 hours. Maintenance dose: 30 to 45 mL orally
3 times a day.

Overdose may cause nausea, vomiting,
diarrhea, and stomach cramps, or symptoms of low
blood potassium or low blood sodium (confusion,
weakness, constipation, irregular heartbeats,
fluttering in the chest, increased thirst or urination,
numbness or tingling, muscle weakness or limp

feeling) @

Dr. P .Sarathkumar. Pharm D
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Why
Pharma
First?

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

His 38-year long career in multi-verticals —
Pharmaceutical Education & Research, Industrial Pharmacy,
Formulation Technology, Regulatory affairs enabled him to gain
hands-on experience and in-depth exposure in the industry.
In his position as Enforcement Officer, Dept. of Drugs Control,
Govt. of Kerala. for a period of 27 years dealing with problems
and issues connected with drug formulation, legal compliances
both at national and global levels, pharma R&D evolution and
the like poised him as a globally acknowledged industry expert.
This wide and in-depth exposure enables Pharma First to offer
superior consultancy services and knowledge contribution which

help our clients realize their organizational visions and goals while
remaining growth focused.

THE SOLUTIONS SPECTRUM

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

developments taking place across the world.

Advisory solution for legal policies.

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

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

Conducting auditing of running shops for business
development.

Conducting training  programmes
community / Hospital Pharmacy staff.

for the

Counselling for running a community / Hospital
Pharmacy successfully.

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

Guidance to proper management of a community
/ Hospital Pharmacy.

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

Medicine formulation and ingredient combination
norm advisory solutions.

.

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

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

Providing assistance in obtaining licences and
registrations of manufacturing units of Drugs and
Cosmetic.

Providing guidance to start medical devices
manufacturing units and imparting training to the
staff.

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

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

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

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

These services are offered to see through the

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

Any queries please contact:
PHARMA FIRST
Muvattupuzha

+91 8289856081
+91 9446056081

enquiry@pharmafirstconsulting. com
rdipradeep@gmail. com
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