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FROM THE DESK OF
EDITOR - IN – CHIEF
Dear Readers,
We have successfully completed 24 Edition of QualPharma publication and celebrating our successful second anniversary. We
thank you from bottom of our heart to stay together with us in our
journey. This is our last edition of Volume 2 , 2019. We will initiate Volume 3 from next month. We sincerely encourage writers
and contributors to actively participate in QualPharma.
In our cover feature this month (p13), we have presented profile
of Ms Prachi Pranav Bhagat [Director & CEO—Chandra
Bhagat Pharma Ltd] A young professional leader of Pharma
Fraternity. In Addition we brought an article on Methylcobalamin

to enhance the knowledge on this subject. The article will elaborate how methylcobalamin is Effective and safe as compared to
Cyanocobalamin

DISCLAIMER:
Readers are requested to verify and make appropriate
enquiries to satisfy themselves about the veracity of the
advertisement before responding. The Publisher, Printer and Editor of the magazine, does not vouch for the
authenticity of any advertisement or advertiser or for
any advertiser’s product and/or services. In no event
can the Publisher , Printer and Editor of this magazine
be held responsible/liable in any manner whatsoever
for any claims and /or damage for advertisement in this
magazine.
Authors will be solely responsible for any issues
arising due to copyright infringement and authenticity
of the facts and figures mentioned in their article.
QualPharma is not liable for any damages/ copyrights
infringements.

You may also see article on

OECD -2019 Pharmaceutical

Residues in Freshwater Hazards and Policy Responses, Five
Trillion USD Economy of India Through Intellectual Property
Rights, Qualification, Power and Procedure of Inspector,
Nano-biotechnology and many hot news bites and zodiac prediction from our expert.
QUALPHARMA HAS BROUGHT ITS WEBSITE -http://
www.qualpharma.in/. STAY UPDATED STAY BLESSED
and do not forget to follow up our blog https://qualpharma.blogspot.in/ to receive regular interesting updates.

No part of this publication can be reproduced or published in any form, without prior permission in writing
from the publisher.

(ANSHU YADAV)

DECEMBER Contents
MEDICAL
Methylcobalamin– Effective and safe
compared to Cyanocobalamin

6

PERSONALITIES
Prachi Pranav Bhagat -Director & CEO—

13

Chandra Bhagat Pharma Ltd

PATENTS AND TRADEMARK
Five Trillion USD Economy of India Through
Intellectual Property Rights

17

QA/REGULATORY
List of Drugs, Medical Devices and Cosmetics
declared as Not of Standard Quality/Spurious/
Adulterated/Misbranded, for the Month of October2019

14

Qualification powers and procedure of
Inspector

26

NEWS BITES
Clarification on Stability data requirement for CT and 11
BA-BE study-By CDSCO
Warning Letter to Mylan Pharma

16

Aurobindo Pharma gets 8 observations for 2 plants
from USFDA

16

Zydus Cadila receives warning letter from USFDA
for Formulation plant

16

OECD -2019 Pharmaceutical Residues in Freshwater Hazards and Policy Responses

22

Ranitidine is safe

25

Viatris will be born soon

25

RESEARCH

QualPharma *December 2019* , Vol.2 ISSUE 12

Nano-technology

31

ZODIAC PREDICTION

39

MEDICAL

METHYLCOBALAMIN
Effective and safe compared to Cyanocobalamin
The science of Methylcobalamin : Part FOUR
Vitamin B12 (named as cobalamin) is

nutritional disorder characterized by

considered to be the largest and one of

hematological and neurological manifes-

the most complex vitamins of all the

tations. Deficiency of Vitamin B12 has

vitamin family. It is known to be unique,

been

as it is the only vitamin that consists of a

disorders, metabolic abnormalities, and

metal ion, named cobalt in its structure.

neuropathy. However, the mechanisms

Cobalamin, popularly known as vitamin

involved remain poorly

B12

Caenorhabditis elegans grown under B12

is

vitamin

an

important
is

involved

in

to

developmental

understood.

the

-deficient conditions for five generations

synthesis of red blood cells, neuronal

develop severe B12 deficiency associated

protection and DNA synthesis which are

with various phenotypes that include

the vital functions of the body. Vitamin

d e c r e a se d

B12 is an essential nutrient for the body

(infertility), prolonged life cycle (growth

to

retardation),



which

water-soluble

connected

e g g - lay i n g
and

reduced

lifespan.

fulfill his passion, capabilities and desire to assist pharmaceutical

compa-

found in the nucleus of a cell and

consequences

formed

and

mammals. The long term deficiency of

worked in pharmaceutical and related

shaped like a double helix and

vitamin B12 substance can lead to hyper

industries for more than 28 years and

linked with the transmission of ge-

homocysteinemia and finally cardiovas-

started this firm in 2005. He is Editor-

netic

cular disorder.

in-Chief of renowned IJM Today and

nucleotides

information)

and

RNA

B12

deficiency

the

SULTANTS and INVENTOR to

These

of

resemble

Dr Agrawal founded PHARMA CON-

protect DNA (a long linear polymer
from

phenotypes

c a pa c it y

Dr Sanjay Agrawal

in

(Ribonucleic acid is a polymeric

honorable member of the editorial

molecule essential in various biolog-

There are four forms of vitamin B12,

ical roles in coding, decoding, regu-

differentiated by the side group attached

lation and expression of genes)

to the cobalamin molecule:



support energy



Adenosylcobalamin;



protect nerve and brain cells.



Cyanocobalamin;



Hydroxocobalamin and



Methylcobalamin.

Vitamin B12 deficiency is a common
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nies around the globe. He has actively

board of The Antiseptic.

MEDICAL

Methylcobalamin and adenosylcobala-

fibers), neuronal function, proper red

min are co-enzymes and the body

blood cell formation and DNA synthesis.

requires each of them for different
processes.

Research reports shows that methylcobalamin significantly improves visual

In India, it is available as parenteral, oral

accommodation, while cyanocobalamin

and

either

appears to be ineffective. Cyanocobala-

Cyanocobalamin is the form most com-

alone or in combo with other B-group

min is synthesized in laboratories and is

monly found in supplements and forti-

vitamins

formulations)

not harbored naturally in any living

fied foods. It is considered the most sta-

and it contributes an extremely valuable

organism and it is a synthetic form of

ble because the side group, cyanide, has

methyl group that further enhances

metabolite vitamin B12 that is not found

the strongest attraction to the cobalamin

health condition (and does not steal any,

in nature. Cyanocobalamin is more

molecule. It also keeps better in extreme

like

cost-effective

conditions like high temperatures.

especially

sublingual

formulations,

(multivitamin

cyanocobalamin
important

does).
for

This

is

and

stable,

while

pernicious

methylcobalamin is less toxic and

anemia patients or anyone suffering

has better retention and is a better

Hydroxocobalamin is the form of B12

from high homocysteine levels. This

option than cyanocobalamin.

typically found in food. There are not

donation of methyl groups may be the

many oral forms for people to take and it

reason why methylcobalamin is helpful

Therapeutic use of methylcobala-

is normally injected in B12 shots. It is

to multiple conditions.

mine

not recommended to be taken orally as

Methylcobalamin is the only form of

the hydroxyl side group has the least

Methylcobalamin was introduced to the

vitamin B12 that can cross the blood

attraction to the cobalamin molecule.

medical profession by the pharmaceuti-

brain barrier without biotransformation

cal market. It is an active form of vitamin

and is used in the treatment of diabetic

Cyanocobalamin or hydroxocobalamin

cyanocobalamin. Methylcobalamin plays

neuropathy, degenerative disorders and

have been the traditional B12 formula-

a key role in maintaining good health.

in

tions recommended for deficiency states.

Dietary

causes

amyotropic lateral sclerosis. It has been

many serious health issues. Methylcobal-

used to treat some nutrition based

Methylcobalamin - an active form of

amin is found in nature and contains a

disease such as dementia, rheumatoid

Vitamin B12, has been increasingly

methyl group (carbon and hydrogen) and

arthritis and exerts neuronal protection

dominating the nutritional formulation

is a naturally available ingredient in food

by promoting regeneration to injured

market. Methylcobalamin is an active

sources such as fish, meat, eggs and

nerves. It antagonizes the glutamate

form of vitamin B12 that helps in

milk. It bypasses several phases of

induced neurotoxicity and also manifests

synthesis

S-

absorption

analgesic

adenosylmethionine. It is needed for

symptoms.

of

methionine

and

cobalamin deficiency

cycle

and

helps

reverse

integrity of myelin - a white fatty sub-

the

preliminary

effects.

It

treatment

alleviates

of

pain

behavior in diabetic neuropathy, low
back pain, neuralgia and promotes nerve

stance that forms a medullary sheath

It contains a methyl group while

conduction and helps the body to use

around the axis cylinder of some nerve

cyanocobalamin has a cyanide

fats and carbohydrates for energy.

group.
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Pharmacokinetics

Methylcobalamin v/s Cyanocobala-

than cyanocobalamin so more amount

min

stays in body for long time.

orally, parenterally, intranasal and it

Cyanocobalamin and methylcobalamin

Nutritional inadequacies, enzyme de-

binds with an intrinsic factor and form a

are very similar and both include a co-

fects,

complex which is absorbed in distal

balt ion. However, each one has a differ-

tissues can all contribute to a reduced

ileum. Its half life is six days. The ab-

ent molecule attached to the cobalt ion.

ability of the body to accomplish the

sorption is mediated by very specific

Cyanocobalamin takes a lot of effort to

synthesis of the active forms of vitamin

receptor mediated transport system. It is

reduce it to the active form; hence cya-

B12 from cyanocobalamin. Commercial

distributed to every cell of the body upon

nocobalamin absorption varies greatly

cyanocobalamin exists because after

binding to Transcobalamine II, a B-

between individuals. Methylcobalamin is

creating hydroxocobalamin (from bacte-

globulin carrier protein and is stored in

better utilized and is direct active form.

ria), some cobalamins bind to cyanide

the liver in an amount of 300-500 mi-

It is around 2.5 times more potent about

during the charcoal filtration process.

crogram.

and less amount excreted in the urine

That is what they use to make the cyano-

Methylcobalamin can be administered
and

pathological

cobalamin.

Methylcobalamin
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Cyanocobalamin

changes

to

MEDICAL

Methylcobalamin formulations are wide-

gests that there is interchangeability of

ly available as health supplements in the

cobalamin forms within the body. In

unregulated market. It is likely that a

terms of clinical evidence, a systematic

Methylcobalamin is the kingpin, one of

large number of people are prescribed or

review of controlled trials did not

the two active, natural forms of B12. It

self-medicate these supplements either

demonstrate any inferiority of methylco-

helps in reducing homocysteine concen-

for deficiency states or for prophylaxis.

balamin in comparison to vitamin B

trations and generates SAMe (S-adenosyl

Methylcobalamin is also commonly pre-

complex containing cyanocobalamin in

methionine), which is the most im-

scribed for neuropathies. However, the

patients

neuropathy.

portant methyl donor in our body, and

clinical evidence for the use of methylco-

Methylcobalamin and its combination

supplying methyl groups for critical

balamin in deficiency states in the form

with prostaglandin E1/lipoic acid have

chemical reactions to help maintain

of controlled trials is scanty. It has also

been found to be beneficial in diabetic

health.

been argued that use of methylcobalamin

neuropathy.

in vitamin B12

with

diabetic

taking it for treatment or prophylaxis.

B-12 TRANSFORMATION

deficiency will not re-

verse the neurological deficit. Methylco-

Thus,

methylcobalamin

balamin and 5-deoxyadenosylcobalamin

may be a suitable alterna-

are the active coenzyme forms of vitamin

tive to cyanocobalamin/

B12 formed intracellularly. It has been

hydroxocobalamin in the

suggested that these coenzymes are nec-

treatment of vitamin B12

essary for normalization of the hemato-

deficiency. In India, oral

logical and neurological manifestations

methylcobalamin formu-

of B12 deficiency, respectively.

lations are more easily

CYNOCOBALAMIN

METHYLCOBALAMIN
Methylcobalamin

available than oral cyanoIt is very important to consider the role

cobalamin. There is clini-

of methylmalonic aciduria and homo-

cal evidence that oral B12

cystinuria type C protein. This protein

supplementation

removes the ligands attached to the co-

effective

balamin molecule (cyano, hydroxyl, me-

supplementation.

thyl, or adenosyl groups by decyanation

effectiveness

or dealkylation) for further synthesis of

methylcobalamin

the necessary coenzyme forms. This sug-

be of concern to those
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as

is

as

parenteral

Cobalamin re-

SAM e Methyl

The
of
would

Methylcobalamin

Methylcobalamin
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Methylcobalamin shows its greatest utili-

form, methylcobalamin has higher

would be considered as a better option

ty with people suffering from acute or

bioavailability than cyanocobala-

compared to cyanocobalamin.

chronic degenerative neurological symp-

min. It is so efficient that even oral-

toms.

ly it was found effective in perni-

It exhibits many neuroprotective effects,

cious anemia.

improving brain cognition back to nor-

The recent ban on methylcobala-

mal levels. Plus, methylcobalamin is do-

min by Food Safety and Standards

Conclusion

nating an extremely valuable methyl

Authority of India (FSSAI) in Guja-

Vitamin B12 plays a vital role in helping

group that further enhances our health

rat has been badly impacted due to

human body produce red blood cells.

(and does not steal any, like cyanocobal-

the ambiguous nature of the regu-

Low vitamin B12 levels cause a reduction

amin does). This is especially important

latory. Methylcobalamine is a sig-

in red blood cell formation and prevent

for pernicious anemia patients or anyone

nificant pharmacopoeial ingredi-

them from developing properly. Healthy

suffering from high homocysteine levels.

ent employed in pharmaceuticals

red blood cells are small and round,

This donation of methyl groups may be

as well as in food supplements and

whereas they become larger and typically

the reason why methylcobalamin is help-

it is prescribed to treat vitamin B12

oval in cases of vitamin B12 deficiency.

ful to multiple conditions. According to

deficiency in people with perni-

Due to this larger and irregular shape,

health professionals, methylcobalamin is

cious anemia, and the methylcobal-

the red blood cells are unable to move

a form of vitamin B12 and to be taken to

amin manufacturers in Gujarat

from the bone marrow into the blood-

regulate certain vital bodily functions

have

manufacturing of

stream at an appropriate rate, causing

such as cell multiplication, blood for-

methylcobalamin. Even though simi-

megaloblastic anemia vitamin B12 is

mation and protein synthesis.

lar doses are absorbed, but once ab-

involved in red blood cell formation.

sorbed, methylcobalamin due to its high

When vitamin B12 levels are too low, the

plasma protein binding capacity is accu-

production of red blood cells is altered,

mulated and retained in the body much

causing megaloblastic anemia. Globally

better than cyanocobalamin therefore

99 per cent people are in need of extra

the retention time is more. In any

vitamin

stopped

B12,

and

~ Dr Sanjay Agrawal

methylcobalamin

PATENTED FORMULATIONS
AVAILABLE FOR SALE
SOLUTIONS FOR VARIOUS DISORDERS AVAILABLE
HEPATITIS , FATTY LIVER, BILIARY AND RENAL COLIC DISORDERS, ANDROPAUSE, THALASEMIA, THROAT INFECTION AND MANY MORE

Call us : 9662084106
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NEWS REVIEWS

Clarification on Stability data requirement for CT and BA-BE study-By CDSCO
The concern have been raised at various

proprietary name (INN) or generic name

forums with respect to the requirement

category, dosage form and data support-

of stability study data to be submitted

ing stability in the intended container-

along with application for grant of per-

closure system for the duration of the

mission to conduct Clinical Trail and

clinical trial are required‖

(iii) adverse effects,
With the objective of determining the
safety, efficacy or tolerance of such new
drug or investigational new drug.

Bioavailability—Bioequivalance study.
The definition of Clinical Trial as per
A circular has issued further guidance

New Drugs and Clinical Trials Rules,

and clarification as per the requirement

2019 is as follows:

Bioequivalence study
Bioequivalence study means a study
to

of the New Drugs and Clinical Trials

establish

the

absence

of

a

Rules, 2019 by CDSCO to clarify that, as

―Clinical Trial‖ in relation to a new drug

statistically significant difference in

per the rule position with respect to Clin-

or investigational new drug means any

the rate and extent of absorption of

ical Trail stability study data is required

systematic study of such new drug or

an

to be submitted as per Table 1 of Second

investigational new drug in human sub-

pharmaceutical

Schedule of New Drugs and Clinical Tri-

jects to generate data for discovering or

comparison

als Rules, 2019 wherein it is mentioned

verifying its:-

formulation having the same active

ingredient
to

from

formulation
the

a
in

reference

ingredient when administered in the

that
(i) clinical or;
― When the application is for clinical
trials

active

only,

the

international

non-
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(ii) pharmacological including pharmacodynamics, pharmacokinetics or;

same molar dose under similar
conditions

PERSONALITIES

Prachi Pranav Bhagat
Director & CEO Chandra Bhagat Pharma Ltd
Having started her career as a

Mrs Bhagat is a member to the

Product Executive in 2007 to be-

college in two very important coun-

coming the CEO & Director of

cils. IIPC cell (industry insti-

Chandra Bhagat Pharma Ltd, Mrs.

tute partner ship cell), where as

Prachi Pranav Bhagat has seen the

a expert from the Pharmaceutical

pharma industry from close quar-

industry and being a pharmacy

ters and feels that the industry

student herself, She has guided the

needs a game changer and not just

children of 3rd and 4th year on

players, as there are plenty of them

choosing their path well! Indus-

already.

try College Management council where being from the pharma

She has worked extensively in sup-

industry she attend & discuss im-

porting the management to fulfill

portant agendas with the manage-

PRACHI PRANAV BHAGAT

its functions, Develop CBC‘s vi-

ment of the college w.r.t various

Director & CEO—Chandra Bhagat Pharma Ltd

sion, strategic goals & objectives,

aspects for the betterment of the

Provide directions towards the

students.

Mrs. Prachi Pranav Bhagat is a graduate in pharmacy
from Mumbai University. Also holding degree in Business Management from Mumbai University & an import-export diploma holder.
A young professional leader of the company. Her Multi Tasking ability is truly commendable. Her organizing capacity has restructured our organization. A disciplined, hardworking and a visionary Chief Executive
Officer of CBC.
She understands others and inspires trust & commitment to influence accountability & responsibilities.
She has created a shared vision for everyone. She focuses on day to day tasks of the BOARD/ Import /
Export / Office Admisnistration /HR departments,
and manage the tactical activities and has a more directive and controlling approach for these departments. She is a backbone to our company.
QualPharma *December 2019* , Vol.2 ISSUE 12

achievement of the organizations
vision, strategic goals & objectives.

Mrs

Generating excitement and com-

major

mitment, inspiring a winning cul-

transforming

ture, driving change and improve-

from a Private limited compa-

ment,

effectiveness.

ny to Limited company at the

Establishing the Sustaining Be-

ROC level. Company under

havior by Directing towards pro-

her guidance is in the process

ducing reliable, quality results;

of pitching for an IPO soon.

maintaining efficiency, delivering

CBC is also planning to launch

results on time and on budget; giv-

a vaccine in Indian market

ing people necessary skills and

soon next year, for which

knowledge; and ensuring processes

agreement is already signed

and controls are implemented and

with a Chinese supplier & CT

followed. She also provide data to

completed in India successful-

inform decisions, monitor quality,

ly at the DCGI level.

improving

build strategy, control costs and
move the organization forward.

Bhagat
role

has
in

played

a

successfully

the

company

NEWS REVIEW

List of Drugs, Medical Devices and Cosmetics declared as Not of Standard Quality/Spurious/Adulterated/
Misbranded, for the Month of October2019
Total number of samples tested

1163

Total number of samples declared as of Standard Quality

1127

Total number of samples declared as Not of Standard Quality

36

Total number of samples declared as Spurious

0

Total number of samples declared as Misbranded

0

A changing industry with stable growth

DIVIS Lab Inspection
DIVIS Lab Unit-1 facility located at Lingojigudem, Bhuvanagiri Yadadri District, Telengana has been inspected by USFDA from 11th Nov

We are in the midst of a growth phase in global healthcare.
Recent data show that spending on new medicines is projected to reach approximately $1.3 trillion in 2019. By 2023, that
number is projected to exceed $1.5 trillion1. Global pharmaceutical and biotechnology markets, in particular, also reflect
a strong future potential with 3-6% annual growth projections
continuing until 20231. While those figures reflect a positive
trend for the industry as a whole, they are first and foremost
indicative of the impact on the future of medicine and the
patients who will benefit from new products and innovations.

Ref -CPhI Annual Industry Report 2019: Expert Contribution

QualPharma *December 2019* , Vol.2 ISSUE 12

to 15th Nov,2019. This inspection was a general c-GMP Inspection
and concluded with zero 483s

Announcing the Launch of our New Website – QualPharma
HAPPY TO ANNOUNCE

New Website
Please take a PEEK

http://www.qualpharma.in/
We are pleased to announce the launch of our brand new website! It is exciting to have this project completed during October,2019
The new site is available both in a desktop and mobile version and the URL is http://www.qualpharma.in/
QUALPHARMA is the leading pharma consultancy which is playing a pivotal role in the world of pharmaceuticals. QualPharma is
working with its sister concern Pharma Consultants and Inventors which has provided an excellent track record on research formulations and patented products since 2005. The company is established on the core values of quality, reliability & integrity. Our corporate office is at Ahmedabad,Jaipur and New Delhi.
We are a well-qualified, energetic, enthusiastic, dynamic team of technocrats with experience in National and Multi-National Pharma
Companies and awarded by many Patents.
We have help our clients’ to stay current with the changing regulatory environment, cGMP practices, Brand image, New Product development,Product Patent, Visual aids, Literature and Training to field staff, preparing Marketing strategy, Dossier for Export, Promotional Support.for International Marketing etc. This helps our clients to raise their Quality Standards significantly, and thus making
us a ONE DOOR SOLUTION company for preventing and resolving compliance problems and to develop efficient and effective
strategies for the Team working in the Organization. We have never compromised on the quality and services provided to the customer. We believe in keeping the customer happy and providing them with products at very competent prices.

NEWS REVIEW

Warning Letter to Mylan Pharma

Aurobindo Pharma gets 8 observations for 2 plants from USFDA
The FDA inspection in
May followed Mylan's recall of more than 100 lots
from the facility late last
year after "low levels of
NDMA" were found in
some of its API. Instead of
following up on an FDA

The USFDA inspected active pharmaceutical ingredients (API) manufacturing facility (Unit V) at Pashamylaram and API manufacturing
facility (Unit VIII) at Gaddapotharam in Hyderabad between October 21 and October 28 , 2019.

Form 483 in June with an

At the end of the inspections, a

adequate plan, Mylan "did

Form 483 was issued with four ob-

not provide sufficient de-

servations for each

tail or evidence of correc-

These observations are related to

tive actions. It also point-

procedural improvements and none

ed out to the company's

of the observations are related to

failure to clean equipment

data integrity,

facility.

and utensils to prevent
The health regulator has now pulled up

contamination or carry-over of a material

Mylan Laboratories for violation of good

that would alter the quality of the API be-

manufacturing norms, including lapses in

yond the official or other established speci-

handling raw materials and issues related

fications. The inspectors observed that

with cleaning of equipment, at its Andhra

non-dedicated equipment were labelled as

Pradesh-based

facili-

clean, however, when the interior surfaces

ty.Mylan failed to present written proce-

of the chutes were wiped with lint-free

dures to control the testing and handling

clothes stains were observed,.

manufacturing

Pradesh, India, plant during an inspection

The regulators strongly recommend en-

during May 27 to June 5, the FDA said in

gaging a consultant qualified to evaluate

its Nov. 5 letter.

operations to assist the firm in meeting

This warning letter summarises significant

good

manufacturing

Drug firm Zydus Cadila on November 4 said it has received a
warning letter from the US health
regulator for its Moraiya-based

of valsartan API at Unit 8 of its Andhra

current

Zydus Cadila receives warning
letter from USFDA for
formulation plant

practices

(CGMP) requirements.

formulation facility.

The company said it has already
taken multiple steps after the inspection of the facility by the US
Food and Drug Administration

deviations from current good manufacturing practice (CGMP) for active pharmaceu-

FDA may withhold approval of any new

(USFDA) and would continue to

tical ingredients (API), The significant

applications or supplementsUntil all cor-

take all necessary steps in future

violations included failure to have ade-

rections have been completed and FDA

as well to ensure that the health

quate written procedures for the receipt,

has confirmed corrections of the violations

identification, testing and handling of raw

and the firm's compliance with CGMP.

materials.
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regulator is fully satisfied with its
remediation of the above facility.

PATENTS AND TRADEMARK

Five Trillion USD Economy of India Through
Intellectual Property Rights

On June 15, Our Prime Minister Narendra Modi announced that

economy growth during this last 27 years is around 8.6

he is aiming that India would achieve $5 trillion USD economy

percent per year. The 8.6 percent per year is very impressive

by 2024. This would be very challenging, but achievable. Let‘s

growth and highlights our healthy growth drivers.

first look at the some historical data. In India, we have opened up
our economy in 1991, at that time our GDP was $275 Billion and

One of the main important task of Indian government is to find

in 2018 our GDP reach to $2.7 trillion, which indicates that our

new resources for economic growth. This would be achievable

QualPharma *December 2019* , Vol.2 ISSUE 12

PATENTS AND TRADEMARK

by building ―Knowledge based economy‖

developing industries based on Intellec-

and

or ―Intellectual Property (IP) based econ-

tual Property Rights.

Indian government has taken various

omy‖. We can first understand from the

Human

Capital

Development.

steps to achieve the objectives of the

world economy data that why for any

What

country it is important to encourage IPR-

Rights?

intensive industries and enforceable IPR

Intellectual property (IP) refers to

Some of the initiatives taken by the Gov-

-policies to make. Recently, European

creations of the mind, such as

ernment and it‘s Ministries are such as,

Union

inventions; literary and artistic



Intellectual

Property

Office

is

Intellectual

Property

National IPR Policy.

Establishment

of

Cell

for

IPR

(EUIPO) and European Patent Office

works;

designs;

(EPO) have published analysis report on

names

and

the contribution of the IPR-intensive

commerce. Different types of Intellec-

industries and its relation with economic

tual Property Rights, such as Patents,

performance in the European Union.

Trademarks, Copyrights, Industrial De-

Industries that make intensive use of

sign, Geographical Indications, Semicon-

intellectual property rights (IPRs) such

tor Integrated circuit layout design

ductor Integrated Circuit Layout-design,

as patents, trademarks, industrial de-

administration under one umbrella

etc. These IPRs are governed by the

signs and copyright generate 45% of GDP

national IPR laws in the countries and

(EUR 6.6 trillion) in the EU annually and

there are also 26 International treaties.

account for 63 million jobs, which is

One of the important Intellectual Prop-

around 29% of all job created in a year. A

erty Right (IPR) is Patent, A patent is

further 21 million people are employed

an exclusive right granted for an

in sectors that supply these industries

invention, which is a product or a

with goods and services. If we also look

process that provides, in general, a

Some of the recently taken steps by the

at the data of USA from 2016, which

new way of doing something, or

Indian government is described in more

indicates that IP-intensive industries

offers a new technical solution to a

detailed below.

have contribution in US economy is

problem. To get a patent, technical

around 38%.

IP-intensive industries

information about the invention must be

National

supported a total of 45.5 million jobs

disclosed to the public in a patent

Policy 2019 (draft) for Students

(27.9 million jobs directly and 17.6 mil-

application. In 2016, Indian government

and Faculties

lion more jobs through the supply

has implemented National IPR Policy.

In September 2019, the MHRD have

chain), which is about 30% of all employ-

The main objectives of the National IPR

released the draft of the ‗National Inno-

ment in the U.S. These jobs are high-

Policy are spreading IPR Awareness;

vation and Start-up‘ policy, this draft

paying -IP-intensive workers earn an

creation of IPRs; Provide Legal and

aims to encourage entrepreneurship

average weekly wage of $1,312, which is

Legislature framework; Administration

among faculties and students via the

46% higher than workers in non-IP-

and Management; Commercialization of

facilities provided by higher education

intensive industries. To reach out our $5

IPRs; Enforcement and Adjudication;

institutions in the country.

trillion USD economy, we must focus on
QualPharma *December 2019* , Vol.2 ISSUE 12

and

images

Promotion

symbols,
used

and

Management

(CIPAM)

in



Startups Intellectual Property Protection (SIPP)



Placing copyrights and Semiconduc-



Atal Innovation Mission



MHRD‘s Innovation cell



Support for International Patent
Protection in E&IT (SIP-EIT)



Various support provided to the
MSMEs by the ministries, etc

Innovation

&

Startup

PATENTS AND TRADEMARK

Some of the highlights of this proposed



draft are:





Student entrepreneurs will also be



A minimum of one percent of the

lucrative for the students and faculties

institution's budget is to be allocated

who has zeal and passion to take up the

to nurturing businesses on-campus

innovative projects and to bring final

Additionally, all colleges will be re-

products in the market.

allowed to sit for exams even if they

quired to set up facilities for the

are below permissible minimum

"incubation" stage of the business,

Ministry of Commerce & Industry

attendance

through which the student entrepre-

Propose

Students and Faculty will also be

neur can approach the institution

MSMEs

allowed semester and year break to

for all support necessary

Fees

Reduction

for

Further, on September 17, 2019 Ministry

work in the startups and then re-join



–

the programe

We have to see when and how this draft

of Commerce & Industry have propose

The institutes can also take 2% to

is implementing in the higher education

patent fees reductions for MSMEs for

9.5% equity stake in the company

institutions in the India. As the first

promoting innovation.

reaction, these proposal seems very
The proposals are:
IPR

Patents

Current Fees

Proposed
Fees

Reduction
(%)

Filing

4000/4400/-

1600/1750/-

60

Request for examination

10000/11000/-

4000/4400/-

60

25000/-

8000

68

2000 to 20000 (+10%
for physical filing)

800 to 8000
(+10% for
physical filing)

Activity

Expedited examination (only-e-filing)

Category

MSME

Renewal

Designs

Geographical
Indications

Filing

MSME/Startup

2000

1000

50

Filing

Group

500

Nil

100

Issuance of Certificate

Group

1000

Nil

100

Renewal

Group

1000

Nil

100
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The Patents (Amendment) Rules,

allowed expedited examination (under

Now, the rule 24C is amended and which

2019

rule 24C of the Patent Rules 2003) only

has allowed few more type of applicant

The Patents (Amendment) Rules, 2019

to two types of applicant, first is Startup

categories who can request for expedited

came into force by the Indian Patent

applicant and second one is that any

examination of the patent application.

Office from September 17, 2019. The

applicant who has applied for a patent

major amendment came into force is to

application via PCT route & selected the

Some of the applicants are:

allow more different types of applicants

Indian Patent Office as a International



Small Entity

to avail the facilities of expedited exami-

Search Authority (ISA) / International



A natural person or in the case of

nation of the patent application. Until

Preliminary

now, the Indian Patent Office has

(IPEA).

Examining

Authority

joint applicants, all the applicants
are natural persons, then applicant
or at least one of the applicants is a
FEMALE

 The applicant is a department of the
Government

 The applicant is an institution established by a Central, Provincial or State
Act, which is owned or controlled by
the Government

 The applicant is a Government company as defined in clause (45) of section
2 of the Companies Act, 2013 (18 of
2013)

 The applicant is an institution wholly
or substantially financed by the Government

 The application pertains to a sector
which has been notified by the Central
Government, on the basis of a request
from the head of department of the
Central Government and

 The applicant is eligible under an arrangement for processing a patent
application pursuant to an agreement
between Indian Patent Office and a
foreign Patent Office
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It is very appreciable that Indian government has taken many initiatives in
spreading IPR awareness, generating
IPRs and promoting businesses based on
IPRs. However, we are still lacking at
one of the important stage, which is IPR
enforcement. One can count on fingers,
what steps government has taken for
IPR enforcement, such as In 2017, CIPAM conducted the first ever all India

2016, the state of Telangana has set up

amount of money in spreading IPR

India‘s first IP Crime Unit, to combat the

awareness

menace of internet piracy; In Maharash-

MSMEs, Startups, and Government or-

tra, Digital Crime Unit was established

ganizations to increase patent filing and

in 2017 and till now 250 websites has

also securing various other IPRs. How-

taken down; In Mizoram, recently in

ever, it would also be necessary to have

2018, Digital Crime Unit was founded to

strong enforcement of IPR laws in the

combat digital fraud and copyright theft.

country. Once IPR enforcement is strong

There are not any strict define laws to

then Common Men will also understand

take action against the IPR breaking

the importance of IPRs.

entities.

enforcement workshop for police officers
and launched a toolkit for police; In

and

also

encouraging

~Dr. Pareshkumar C. Dave

Currently, government is spending good

Dr. Pareshkumar C. Dave
Dr Pareshkumar Chandravadan Dave holds a doctorate degree in Chemistry from Central Salt & Marine Chemical Research Institute, India. He also holds
post graduate diploma in Intellectual Property Rights from NALSAR University of
Law, India. Dr. Paresh is also a registered Indian Patent Agent. After completing his
doctorate, Dr. Paresh worked as postdoctoral fellow at three different labs, Weizmann
Institute of Science (Rehovot, Israel), Miami University (Ohio, USA), and University f
British Columbia (Vancouver, Canada). Dr. Paresh has published 19 research articles in internationally reputed journals such as J. Am. Chem. Soc., Biochemistry,
Langmuir, Biophys. J. etc.
Dr.

Paresh

has

an

overall

experience

of

twenty three

years in research and development. Dr. Dave is also working in the field of intellectual field

years

with eleven

since 2006. Dr. Dave

has assisted to the corporate, startups and individual inventors to maximize their IP potential of technical disclosures,
and developing strategic intellectual property assets. Also helped companies to Identify, protect and maintain their IP including
Patents, trademarks and copyrights. Facilitating Patent litigation support, and presenting patent information in maps and
charts. Lastly

he

was associated with CPA Global as a Sr.

IP

Lead.

I

was

leading chemistry/Biotech

patent

re-

search team of CPA Global India office for eight years continuously.
Dr. Dave have drafted more than 400+ patent applications and filed in various jurisdictions such as USA, Canada, Australia,
and India. Working very closely with the international clients and providing IP consultancy.

Dr. Paresh has also two Indian Pa-

tent application pending. In 2016, Dr. Dave has founded ―IP Moment‖ small boutique to provide IP services. ―IP Moment‖ is working with the corporate, startups and individual inventors to maximize their IP potential of technical disclosures, and developing strategic intellectual property assets. Also helped companies to identify ,

protect

and

maintain

their

IP. IP

Mo-

ment does have trademark attorneys working with us. IP Moment also have IP support service resources currently en-
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OECD -2019 Pharmaceutical
Residues in Freshwater Hazards
and Policy Responses
According to a report released by OECD
-2019

Pharmaceutical

Residues

reasons:

they fully, remove pharmaceuticals

in

from

Furthermore,

Pharmaceuticals are designed to

veterinary pharmaceuticals used in

of about 2,000 active

interact with a living system and

agriculture and aquaculture can

used

and

produce a pharmacological response

enter water bodies directly or via

veterinary pharmaceuticals, have never

at low doses, which makes them of

surface runoff (diffuse pollution).

been evaluated for environmental risks.

environmental concern even at low

Freshwater Hazards and Policy Responses majority
ingredients

The

in

wildlife,

exposure

to

concentrations.

pharmaceuticals in the environment
could

occurring

an intergovernmental economic organi-

with target molecules. This means

routes, and involving mixtures of

sation

countries,

that either they are very slow to

substances

founded in 1961 to stimulate economic

degrade or their constant use leads

member

2.

most

stable in order to reach and interact

36

Economic

For

Pharmaceuticals are designed to be

with

for

4.

Co-operation and Development is

[1]

Organisation

human

1.

wastewater.

progress and world trade.

to

continuous

environment
OECD

in

its

report

states

that

pharmaceuticals in the environment are
a challenge to manage for the following
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3.

release

at

rates

into

be

long-term,
via

potentially

multiple

exposure

the

In the below Image , number of pharma-

exceeding

ceutical ingredient detected in surface

degradation rates.

water, ground water, tap water and

Conventional wastewater treatment

drinking water are mentioned :

plants are not designed to, nor do

NEWS REVIEW

OECD Policy recommendations
The OECD recommends government‘s take

when the possible consequences of not

a collective, life cycle approach to manag-

acting are high.

ing pharmaceuticals in the environment. 

Factor

and

monitoring programmes of pharma-

Policies

manage

measures to recover policy transaction

ceuticals and incidence reporting to

pharmaceuticals for the protection of water

costs, as well as the capacity of govern-

identify and prevent contamination,

quality and freshwater ecosystems rest on

ment officials and stakeholders to im-

and adapt policy to new science.

five strategies:

plement policies.

1.

that

cost-effectively

Improvement of knowledge, un-



derstanding and reporting on the
occurrence, fate, toxicity, and
human

health

and

in water bodies in order to lay

financing

needs



reduction measures.
OECD recommendations on improving
knowledge, understanding and reporting

risk-benefit authorisation of human

manage perceived and actual risks,

pharmaceuticals in order to manage

and improve awareness and under-

risk mitigation.



and transparency. Include AMR risks

impose, incentivise or encour-

and human health effects in ERAs, as

age measures in order to pre-

well

vent the release of pharmaceuti-

combined exposure effects. Establish a

cals into water bodies. They are

centralised database to share ERAs of

primarily

pharmaceuticals and prevent duplica-

targeted

towards

pharmaceutical companies and

Identify potential environmental risks

manufacturing facilities.

ing methods, modelling and decision-

tors) for sustainable ‗green‘ procure-

support tools to better understand and

ment of pharmaceuticals. Give inspec-

predict the risks. Prioritise substances

tors the ability to control and enforce

and water bodies of highest concern.

manufacturing discharge at overseas

Increase access to data and infor-

pharmaceutical manufacturing plants

mation, and institutional coordination,

that supply OECD markets.





Expand the regulatory framework for

Adopt precautionary measures when

good

scientific evidence is uncertain, and

include
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manufacturing
mandatory

practice

to

environmental

as

mixture,

additive

and

tion efforts.



between pharmaceuticals, and human tion, manufacturing, post-authorization
and environmental health.
 Develop clear and shared environmenEncourage the uptake of new monitortal criteria (and performance indica-

to reduce knowledge gaps.

Ensure Environmental Risk Assess-

Source-directed approaches to

Provide
advance

tical ingredients through intelligent OECD recommendations on sourceand targeted assessment strategies. directed approaches. Pharmaceutical life
Reduce unknowns on relationships cycle stages: design, marketing authorisa-



Consider environmental risks in the

Educate and engage with the public to

of existing and new active pharmaceu-



Develop drinking water safety plans,

ment (ERA) robustness, consistency
2.

the ground for future pollution





standing.

ecological

risks of pharmaceutical residues

in

criteria.

incentive
green

structures
pharmacy,

to
and

personalised and precision medicines.
A return on public investments in new
pharmaceuticals should be considered
when assessing support for the private
sector in pharmaceutical development.



Address any potential economic impacts to avoid loss of pharmaceuticals
or supply chain interruptions, and to
limit increased costs to healthcare
providers against static budgets.



Establish new business models for
pharmaceuticals that balance access
needs, appropriate use and adequate
return. This is particularly important
for new antibiotics and tackling AMR;

NEWS REVIEW

current business models link profit
(sales) with volume (consumption).



3. Use-orientated approaches to imtions in the inappropriate and excessive consumption of pharmaceuticals.
change the behaviours and practices



of physicians, veterinarians, pharmacists, patients and farmers.
OECD

recommendations

on

use-

orientated approaches. Pharmaceutical
life cycle stages: prescription and use


Reduce the incidence of infection
and disease. Access to safe water
supply, sanitation and hygiene is
particularly

important.

Introduce

benchmarking and reporting of hospital practices and AMR-related
deaths as a measure to improve accountability, transparency and ultimately performance.


Reduce unnecessary use and release
of pharmaceuticals. Delay prescrip-

ceuticals

sider trade-offs.

(particularly

high-risk


Factor in financing needs and cost-

and persistent, bioaccumulative and

recovery mechanisms for capital,

toxic pharmaceuticals) and illegal

and operation and maintenance

sales of pharmaceuticals.

costs of WWTP upgrades.

Promote best practices on the stor-



Ensure appropriate collection and

age and use of livestock manure and

disposal of waste pharmaceuticals.

slurry from livestock treated with

Educate and engage with health

pharmaceuticals.

professionals, veterinarians, conness about inappropriate disposal of

pliment to strategies 1-3 – that im-

unused medications.

pose, incentivise or encourage im-



Promote best practices on the use

proved waste and wastewater treat-

and disposal of biosolids (which

ment to remove pharmaceutical resi-

may include toxic transformation

dues after their use or release into the

products)

aquatic environment.

treatment.

following

wastewater

OECD recommendations on end-of-pipe

5. Collaboration and a life cycle

measures. Pharmaceutical life cycle

approach,

stages: collection and disposal, and

strategies above and involving several

wastewater treatment and reuse

policy sectors. Action on pharmaceuti-



End-of-pipe measures should only

cals in the environment is much more

be used in complementary to source

likely to be extended and sustained if

preventative use, and hormones as

and

combining

the

four

use-orientated

it is mainstreamed into broader

measures. An over-emphasis on

health, agricultural and environmen-

upgrading

tal policies and projects.

-directed

sider restrictions on antibiotics for

wastewater

treatment

plant (WWTP) infrastructure is not

growth promoters, in the livestock
and aquaculture sectors.
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evaluation and prioritisation. Con-

sumers and farmers to raise aware-

are not immediately required. Con-

Optimise the use of pharmaceuticals

Reduce self-prescription of pharma-

4. End-of-pipe measures – as a com-

tion of pharmaceuticals when they



ments in WWTP upgrades through

pharmaceuticals, such as antibiotics

pose, incentivise or encourage reduc-

They are designed to inform and

with effective diagnosis and dosing.



a sustainable, optimal use of limited

REFERENCE

resources.

https://www.oecd.org/health/pharmaceutical-

Ensure value-for-money in invest-

residues-in-freshwater-c936f42d-en.htm

RANITIDINE IS
SAFE

VIATRIS WILL
BE BORN SOON

USFDA TESTS

with a normal diet. Result indicat-

Generic drug giant Mylan revealed that when it merg-

The latest hot topic which has cre-

ed , NDMA is not formed through

es with Pfizer‘s Upjohn the newly formed company

ated trouble for many big giants by

this process.

will be Viatris.

considered to be safe by USFDA.

If ranitidine is exposed to a simu-

Deriving its name from Latin, Viatris embodies the

NDMA (N-Nitrosodimethylamine)

lated small intestine environment,

new company‘s goal of providing a path—―VIA‖—to

found in ranitidine are similar to

NDMA is not formed.

three—―TRIS‖—core goals: expanding access to medi-

causing recalls and claims is now

the levels like common foods like
grilled or smoke meats.

cines, leading by innovating to meet patient needs,
USFDA ON TESTS BY THIRD

and being a trusted partner for the healthcare com-

PARTY

munity worldwide.

USFDA also conducted tests that

NDMA observed through FDA

simulate stomach environment to

testing are much lower than the

About Mylan

check what happensto ranitidine if

levels

Mylan is a global pharmaceutical company commit-

exposed to acid in the stomach

claimed.

some

third

party

first

ted to setting new standards in healthcare. The company offer a growing portfolio of more than 7,500

PERMISSIBLE LIMIT-BY USFDA

marketed products around the world, including an-

Consuming up to 0.96 micrograms (96 nanogram) or 0.32 parts per million
(ppm) of NDMA per day is considered reasonably safe for human ingestion
based on lifetime exposure. This is based on methodsdescribed in the 2018
ICH guidance M7(R1) Assessment and Control of DNA Reactive

tiretroviral therapies on which approximately 40% of
people being treated for HIV/AIDS globally depend.
About Upjohn

(Mutagenic) Impurities in Pharmaceuticals to Limit Potential Carcinogen-

With over 130 years of experience in improving pa-

ic Risk

tient lives, Pfizer Upjohn seeks to leverage its portfo-

WHY IS IT NOT MATTER OF

nanograms per day or 0.32 ppm)

WORRY?

USFDA is asking companies to

As per 2018 ICH Guidance M7

voluntary recall ranitidine batches.

(R1), If people consume 96 nano-

If within permissible limit,

gram of NDMA daily for 70 years,

need no recall and its safe.

the probable risk of cancer would
be 1 in 100,00 patients. Only if

Several brands/companies have

NDMA levels in ranitidine are

start

above the acceptable limits (96

Ranitidine in USA.
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seling

/

relaunching

lio,

focus

on

relieving

the

burden

of

non-

communicable diseases with the goal of treating 225
million new patients by 2025. Upjohn brings together
20 of the industry‘s most trusted brands — products
such as Lipitor®, Norvasc®, Lyrica® and Viagra® —
with world-class medical, manufacturing and commercial expertise in more than 120 countries.

QA/REGULATORY

Drug and Cosmetic
Act ,1940 Series 5

QUALIFICATION, POWERS AND PROCEDURE OF INSPECTOR
Inspectors

are

appointed

by

the

Central Government / State Government
by notification in the Official Gazette
who have the prescribed qualifications,
to be an Inspectors. Any person having
any financial interest in the import,
manufacture or sale of drugs or cosmetics can not be appointed to be an Inspector . Every Inspector shall be deemed to
be public servant within the meaning of
section 21 of the Indian Penal Code (45
of 1860), and shall be officially subordinate to such authority
Qualifications of Inspectors. —
A person who is appointed as an Inspector under the Act shall be a person who
has a degree in Pharmacy or Pharmaceutical

Sciences

or

Medicine

with

in Schedule C in a laboratory approved

specialization in Clinical Pharmacology

for

or

authority, or

Powers of Inspectors

(iii) Who have gained experiences of not

An inspector can

less than three years in the inspection of

(a) inspect,—

Only those Inspectors shall be author-

firms

the

(i) any premises wherein any drug or

ised to inspect the manufacture of the

substances specified in Schedule C dur-

cosmetic is being manufactured and the

substances mentioned in Schedule C

ing the tenure of their services as Drugs

means employed for standardizing and

(i) Who have 18 months experience in

Inspectors;

testing the drug or cosmetic;

Microbiology

from

a

University

established in India by law.

this

purpose

by

manufacturing

the

18th day of October, 1993.

any

licensing

of

the manufacture of at least one of the

(ii) any premises wherein any drug or

substances specified in Schedule C, or

The requirement as to the academic

cosmetic is being sold, or stocked or

(ii) Who have 18 months‗ experience in

qualification shall not apply to persons

exhibited

testing of at least one of the substances

appointed as Inspectors on or before the

distributed;
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or

offered

for

sale,

or

QA/REGULATORY

(b) take samples of any drug or cosmetic,

pose of any stock of such drug or cosmet-

committed;



which is being manufactured or

ic for a specified period not exceeding

h) exercise such other powers as may be

being sold or is stocked or exhibited

twenty days, or, unless the alleged

necessary for carrying out the purposes

or offered for sale, or is being

offence is such that the defect may be

of this Chapter or any rules made there-

distributed;

removed by the possessor of the drug or

under.

from any person who is in the course

cosmetic, seize the stock of such drug or

of conveying, delivering or prepar-

cosmetic and any substance or article by

The provisions of the Code of Criminal

ing to deliver such drug or cosmetic

means of which the offence has been, or

Procedure, 1973 (2 of 1974)] shall apply

to a purchaser or a consignee;

is being, committed or which may be

to any search or seizure under this

( c) search any person, who, he has rea-

employed for the commission of such

Chapter

son to believe, has secreted about his

offence

person, any drug or cosmetic in respect

f) examine any record, register, docu-

Every record, register or other document

of which an offence under this Chapter

ment or any other material object found

seized or produced shall be returned to

has been, or is being, committed; or

with any person, or in any place, vehicle,

the person, from whom they were seized

(d) enter and search any place in which

vessel or other conveyance and seize the

or who produce the same, within a

he has reason to believe that an offence

same if he has reason to believe that it

period of twenty days of the date of such

is being committed; or

may furnish evidence of the commission

seizure or production after copies thereof

e) stop and search any vehicle, vessel or

of an offence punishable under this Act

or extracts therefrom certified by that

other conveyance which, he has reason

or the rules made thereunder;

person. If any person willfully obstructs

to believe, is being used for carrying any

g) ask any person to produce any record,

an Inspector in the exercise of the

drug or cosmetic in respect of which an

register, or other document relating to

powers or refuses to produce any record,

offence is being committed and order in

the manufacture for sale or for distribu-

register or other document when so

writing the person in possession of the

tion, stocking, exhibition for sale, offer

required under clause

drug or cosmetic in respect of which the

for sale or distribution of any drug or

punishable with imprisonment which

offence has been committed, not to dis-

cosmetic in respect of which he has rea-

may extend to three years, or with fine,

son to believe that an offence is being,

or with both.



he shall be

PATENTED FORMULATIONS
AVAILABLE FOR SALE
SOLUTIONS FOR VARIOUS DISORDERS AVAILABLE
HEPATITIS , FATTY LIVER, BILIARY AND RENAL COLIC DISORDERS, ANDROPAUSE, THALASEMIA, THROAT INFECTION AND MANY MORE

Call us : 9662084106
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Procedure of Inspectors1.

2.

3.

Where

an

Inspector

made up in containers of small voltakes

any

ume, instead of dividing a sample as

taining whether or not the drug [or

aforesaid, the Inspector may, and if

cosmetic] contravenes any of the

tender the fair price and may re-

the drug/cosmetic be such that it is

provisions of the section 18 and, if it

quire a written acknowledgment.

likely to deteriorate or be otherwise

is ascertained that the drug [or cos-

Where the price tendered is refused,

damaged by exposure shall, take

metic] does not so contravene,

or where the Inspector seizes the

three or four, as the case may be, of

forthwith revoke the order passed

stock of any drug or cosmetic

he

the said containers after suitably

under the said clause or, as the case

shall tender a receipt in the pre-

marking the same and, where neces-

may be, take such action as may be

scribed form.

sary, sealing them.

necessary for the return of the stock

Where an Inspector takes a sample

4. The Inspector shall restore one por-

of a drug /cosmetic for the purpose

tion of a sample so divided or one

of test or analysis, he shall intimate

container, as the case may be, to the

cosmetic], he shall as soon as may

such purpose in writing in the pre-

person from whom he takes it, and

be inform [a Judicial Magistrate]

scribed form to the person from

shall retain the remainder and dis-

and take his orders as to the custody

whom he takes it and, in the pres-

pose of the same as follows:—

thereof;



one portion or container he shall

seized;





if he seizes the stock of the drug 3[or

without prejudice to the institution

ly absents himself, shall divide the

forthwith send to the Government

sample

of any prosecution, if the alleged

Analyst for test or analysis;

contravention be such that the de-

the second he shall produce to the

the same and permit such person to

fect may be remedied by the posses-

Court before which proceedings, if

add his own seal and mark to all or

sor of the drug [or cosmetic], he

any, are instituted in respect of the

any of the portions so sealed and

shall,

drug [or cosmetic];

defect has been so remedied, forth-

the third, where taken, he shall send

with revoke his order under the said

Where the sample is taken from

to the person, if any, whose name,

clause.

premises whereon the drug [or cos-

address and other particulars have

Where an Inspector seizes any record,

metic] is being manufactured, it

been disclosed under section 18A of

register, document or any other material

shall be necessary to divide the sam-

the Act

object he shall inform a Judicial Magis-

Where an Inspector takes any action

trate and take his orders as to the custo-

under clause (c) of section 22,—

dy thereof.

into

four

portions

and

effectively seal and suitably mark

marked.

ple into three portions only.



he shall use all despatch in ascer-

sample of a drug / cosmetic, he shall

ence of such person unless he wilful-





Where the drug [or cosmetic] is
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5.

on being satisfied that the

QA/REGULATORY
1[FORM

15

(See rules 54 and 145C)
Order under section 22 (1)(c) of the Drugs and Cosmetics Act, 1940 requiring a person not to dispose of stock in his
possession
Whereas, I have reasons to believe that the stocks of drugs/cosmetics in your possession, detailed below contravene the
provisions of section 18 of the Drugs and Cosmetics Act, 1940;
Now, therefore, I hereby require you under clause (c) of sub-section (1) of section 22 of the said Act not to dispose of the
said stock for a period of .................. days from the date of this order.
Date.....................
Details of stock of drugs/ cosmetics
Date...........................

Inspector……………
Inspector...................]

2[FORM 16
(See rules 55 and 145-B)
Receipt for stock of drugs or cosmetics for record, register, document or material object seized under section 22 (1) (c)
or (cc) of the Drugs and Cosmetics Act, 1940.
The stock of drugs or cosmetics for records, registers, documents or material objects detailed below has / have this day
been seized by me under the provisions of clause (c) or clause (cc) of sub-section (1) of section 22 of the Drugs and Cosmetics Act. 1940 (23 of 1940) from the premises of ............................................ situated at............................................

Date.........................

Inspector. .......................

Details of drugs, cosmetics, records, registers, documents or material objects seized.
Date...........................

Inspector. ..........................]

1 [FORM 17
(See rules 56 and 145A)
Intimation to person from whom sample is taken
I have this day taken from the premises of ………………………….situated at............................................ samples of the
drugs / cosmetics specified below for the purpose of test or analysis.
Date.........................
Inspector. .......................
Details of samples taken
Date.........................
Inspector. ................]

2[FORM 17A
(See rules 56A and 145AA)
Receipt for samples of drugs or cosmetics taken where fair price tendered thereof under sub- section (I) of Section 23
of the Drugs and Cosmetics Act, 1940 is refused
To ...................................
Whereas I, this............... day of ......... 3[20] ..........., have taken from the premises of…….. situated
at................................ samples of drugs/cosmetics as specified below:Details of Samples…………………………
And whereas I had offered to pay you rupees ...................... as the fair price of the samples of drugs/cosmetics taken:
And whereas, you have refused to accept the fair price tendered thereof.
Now, therefore, I give you the receipt as the fair price tendered for the samples of the drugs/cosmetics taken by me.
Date: .....................
Inspector ….. …..]
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RESEARCH

Nano-biotechnology
To understand the very large, we must understand the very small.

Nanobiotechnology will be the future

nanoparticles having great advantages in

with

nano-

field of diagnosis and therapeutics,

materials and devices. This will lead to

nanoscience

robotics, space programs and many

further convergence of technology with

more. But the problem is that we need to

wide applications. In simpler terms,

see an atom clearly for its rearrangement

nanotechnology is simply the rear-

in the molecule, which is very tuff even

ranging and processing of atoms

with high capacity microscopes. But

and molecules to fabricate materi-

happy

als

technology

of

developing

nanospecifications,

like

NANOMETRE. The basic principal on

coincidence
of

is

that

microscopy

is

today
very

Dr. Vinutha Ramesh

advanced.

which nanotechnology is based was
given by an ancient Indian philosopher,

Modern research in nanobiotechnology

Dr.

Kanada. He said “ all the things present

has offered new hope for its potential

Bioinformatics from Nitte University

in the world are just the different

application in biomedicine. The physical

combinations of atoms.‖ It has been

and chemical properties of nanomateri-

observed that the normal particles when

als such as polymers, semiconductors,

switched

and metals present diverse advantages

to

nano

sizes

they

start

various

in

vivo

applications.

Vinutha

Ramesh

Ph.D.

in

with 6 peers reviewed publication in
reputed

journals

and

presently

working as Lead–Medical & Technical Writer for Pharexcel consulting

behaving in dramatically different way,

for

due to rearrangements of their lattices.

Nano-biotechnology

new

and is skilled in Technical Wiring,

This may result in more effective and

perspective on analytics and therapy in

Product Brochures, Posters, and writ-

inexpensive assays and therapies.

both medicine and pharmacology which

ing Review and research articles

provides a

has led to the development of a new
This fact of changing nature is very
useful to us, because we can create new
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field called nanomedicine.

RESEARCH

Various pharmaceutical companies are

of technologies such as ligand-targeted

expanding their research to the appli-

delivery

cation of nanotechnology in vital areas

nanocarriers ranging in sizes from 10 to

can be attached to these nanosys-

of medicine such as drug delivery

100 nm. These nanocarriers may be

tems, providing high affinity and

and disease therapy. More than ten

liposome‘s or albumin-based nanoparti-

specificity for target cells.

million people around the world develop

cles and were approved for clinical trials

some form of the disease in a single year.

by the Food and Drug administration in

advantage of being able to house

For example cancer, it develops when

the United States.

The lipid composi-

more than one type of therapeutic

cells begin to function and divide abnor-

tions of liposome‘s allow them to easily

drug, thereby providing multivalent

mally, not only causing havoc within a

diffuse across cell membranes to deliver

drug therapy.

particular set of organs but also disrupt-

therapeutic product to cells.

of

therapeutic

drugs

and

ing the physiology of the entire human
body. Most cancer therapies require

Most nanostructures, however, are con-

an optimum concentration of chemo-

sidered insufficient for effective treat-

therapeutic agents at the tumor site

ment of cancer cells. This has led to the

to be able to destroy cancerous cells

development of potent ‗nano-systems‘,

while diminishing injury

generally possessing four basic qualities:

cells.

to

normal

Nanotechnology offers several



to the tumor site.







More than one

targeting

ligand

Thirdly, these nanosystems have the

Finally, most nanosystems that are
designed from biological materials
such

as

DNA

and

RNA

are

‗programmed‘ to be able to evade
most, if not all, drug-resistance
mechanisms. Based on these properties, most nanosystems are able to

Firstly, they can themselves be ther-

solutions to prevent healthy cell loss as

deliver high concentrations of drugs

apeutic or diagnostic and thus in

an alternative to chemotherapy. Recent

to cancer cells while curtailing dam-

theory can be designed to carry a

research has focused on the development

age to surrounding healthy cells

hefty therapeutic cargo deliverable
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Advantages of Nanobiotechnology

modifies cell and tissue distribution

Despite the existence of some disputes,

The pathophysiological conditions and

and leads to a more selective deliv-

this technology renders immense hope

anatomical

or

ery of biologically active compounds

for the future. It may lead to innovations

inflamed tissues can potentially trigger a

to enhance drug efficacy and reduces

by playing a prominent role in various

great deal of scopes for the development

drug toxicity

biomedical applications ranging from

changes

of

diseased

of various targeted nanotechnological

drug delivery and gene therapy to molec-

products. This development is like to be

Applications of Nanobiotechnology

ular imaging, biomarkers and biosensors.

advantageous in the following ways:

Two types of medical applications are

One of these applications being the

already emerging, both in clinical diag-

prime research objective of the present

nosis and in R&D.

time would be target-specific drug thera-



Drug targeting can be achieved by

py and methods for early diagnosis and

taking advantage of the distinct
pathophysiological features





of



Imaging applications, such as quan-

diseased tissues

tum dot technology are already be-

Various nanoproducts can be accu-

ing licensed and applications for

Scientists who are against the use of nan-

mulated at higher concentrations

monitoring cellular activities in tis-

otechnology also agree that advancement

than normal drugs

sue are coming soon

in nanotechnology should continue be-

It is involved in the development of

cause this field promises great benefits,

coupled with an impaired lymphatic

highly specific and sensitive means

but testing should be carried out to en-

drainage in tumors improves the

of detecting nucleic acids and pro-

sure the safety of the people. It is possi-

effect of the nanosystems in the tu-

teins

ble that nanomedicine in future would

Increased

vascular

permeability



play a crucial/unparallel role in treat-

mors or inflamed tissues through





better transmission and retention

Future prospects of NanoBiotech-

ment of human diseases and also in en-

Nanosystems have capacity of selec-

nology

hancement of normal human physiology.

tive localization in inflammed tis-

There is much debate on the future im-

If everything runs smoothly, nanobi-

sues

plications of nanobiotechnology. It could

otechnology will, one day, become an

create and suggest implementation of a

inevitable part of our everyday life and

choice of various new materials and de-

will help save many lives.

Nanoparticles can be effectively used
to deliver/transport relevant drugs
to the brain overcoming the presence

of

blood–brain

barrier

(meninges)



treatment of diseases

Drug loading onto nanoparticles
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vices potentially useful in the field of
medicine, electronics, biomaterials and
energy production

~Dr. Vinutha Ramesh
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ZODIAC PREDICTION

OM SHREE GANESHAYA NAMAH

DECEMBER 2019
HAPPY DECEMBER MONTH! DECEMBER 2019, LAST MONTH OF 2019. WE MIGHT HAVE PASSED THROUGH POSITIVE AND NEGATIVE
WAVES. ALMIGHTY GOD HAS GIVEN US STRENGTH TO OVERCOME OF NEGATIVITY AND ENJOY THE LIFE POSITIVELY. LET US PRAY
FOR COMING 2020 AND GET STRENGTH. THIS MONTH AS PER HINDU CALENDAR, 11 TH DECEMBER IS KARTIK POORNIMA I.E. DUTTATREYA JAYANTI. HAPPY DUTTATREYA JAYANTI!!! AS WE KNOW 0N 25 TH DECEMBER, CHRISTMAS IS CELEBRATED. MERRY CHRISTMAS TO DEAR FRIENDS! WISHING YOU ALL IN ADVANCE A VERY HAPPY NEW YEAR 2020!!!
positive but with confusing state of
mind. Please keep away from unknown water sources. Yes, you are
having good time to enjoy with
friends and relatives. It is a good time to overcome from some past fears. You will also enjoy
with family. You may discuss plans for new
venture. Good month!!!
Astrologer Dr. Shefali Dave Verma
Prime Astrologer, Having enriched credentials in multiple Academic fields
with blended experience in multiple organizations and expertise in her Astrology field of work now a leading practitioner of Astrology.
Completed Human Resource Management from Narsee Monjee Institute of
Management Studies, Done Diploma in
Electronics and Radio Engineering, BA
in English language and literature, Diploma-Bachelor & Masters in Astrology
from M.S. Uni. and SMCVA, Pursued
PHD in Astrology
PREIDCTIONS FOR DECEMBER 2019
ARIES (MESHA)-----{NAMES BY AA, LA,
EE, I}:My Dear Aries Friends, This is a good
time to be positive and confident.
Keep your confidence and positivity.
You may get some very good opportunity in your profession whether it is
business or job. Yes, you may get some less
remuneration. Keep cool and take right decision. You may discuss intelligently with articulated language. You may go for pilgrimage.
Please take care while driving. Please handle
electric equipments carefully. You may purchase or add new things to your hobby. Your
competitors will be worried by you. Enjoyable
month!!!
TAURUS (VRUSHABHA)-----{NAMES BY
BA, VA, OO, U}:My Dear Taurus Friends, You are
getting positive vibes this month.
Yes, you are confident and will be
feeling more intellectual and confident from within and yes, the same way you
will be conversing also. You must be careful for
your health. Please keep away from unknown
water sources. Be cautious while instructing to
juniors. You may visit temple and indulge
yourself in religious activities. Confident
month!!!
GEMINI (MITHUNA)-----{NAMES BY
KA, CHHA, GHA}:My Dear Gemini Friends, You are somewhere
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CANCER (KARKA)-----{NAMES BY DA,
HA}:My Dear Cancer Friends, You are
attached with emotional bonding. If
you are waiting for right opportunity
in professional life. Yes, it is a perfect
time. Grab the opportunity.
You may get very good remuneration. You may
get good progress of your children. Some competitors or colleagues may try to harm you.
Please be cautious. You may have good time
with your better half. You have a good time to
enjoy with your family. Nice month!!!
LEO (SIMHA)-----{NAMES BY MA, TA}:My Dear Leo Friends, Your good
time is started. Please be a real
dreamer. Avoid to be a day-dreamer.
You will get good opportunities. Try
to grab it. Be careful while negotiating. You may
expense for luxurious items. Please listen to
everyone and take decision. Happy month!!!
VIRGO
THA}:-

(KANYA)-----{NAMES

BY

PA,

My Dear Virgo Friends, You are having lucky time this month. Try to grab
the opportunity. But yes, be careful
before signing any documents. Please
keep away from unknown water sources as well
drive caredully. You may visit religious places.
You may have some get to gather with friends.
Yes, you may meet your old friends as well.
Enjoyable month!!!
LIBRA (TULA)-----{NAMES BY RA, TA}:My Dear Libra Friends, You will be
feeling charming and confident personality within. You may impress so
many peole. You may enjoy time with
your siblings. Your confidence may
take you to different height in your professional
life. You may get some good business opportunity. You will feel happiness in your home.
You will overcome of emotionality so be careful.
Please do drive carefully. You may get some
new contacts for foreign business. Confident
month!!!
SCORPIO (VRUSHCHIKA)-----{NAMES
BY NA, YA}:My Dear Scorpio Friends, You are
positive but so much confusions are
disturbing.
Please control your
thoughts and work positively. Your

works are delayed and so on remunerations.
Keep cool. Have patience. Try to avoid outside
foods. Overthinking is hazardous. Be careful
while talking, driving. Be always cautious and
careful for yourself. Careful month!!!
SAGITTARIUS (DHANU)-----{NAMES BY
BHA, DHA, FA}:My Dear Sagittarius Friends, Being
confident with emotionality will
drive you to confused state of mind.
You have to be co-operative with
your better half. You may have some
gains on the board but as per God‘s wish. Please
keep away from unknown water sources. You
may meet your friends. You may have a good
family time. Peaceful time!!!
CAPRICORN (MAKAR)-----{NAMES BY
KHA, JA}:My Dear Capricorn Friends, Emotions must be controlled. You have a
good time for some good opportunities. Try to grab and go on. Yes sometimes you are getting thoughts for
attractive things. You may feel romantic. You
may get very good news from your partners. Be
careful about your competitors. Happy
month!!!
AQUARIUS (KUMHA)------{NAMES BY
GA, SHA, SA}:My Dear Aquarius Friends, You are
in confused state of mind somewhere. You may get some good
opportunity for your professional
side but yes remunerations are in
God‘s hand. So keep patience. Please try to
avoid higher expectations from children.
Please avoid outside foods. Yes, you must listen
to your well wishers before taking decisions. At
one point of time you may get some good opportunity and remuneration. You may have
expenses for religious activities. Positive
month!!!
PISCES (MEEN)-----{NAMES BY DA,
CHA, JHA, ZA, THA}:My Dear Pisces Friends, Positive
thinking makes healthy decisions.
Your luck is in favour of you. You
will have a very good time with family. Yes, keep cool and enjoy. Take
care while driving and keep away from unknown water sources as well. You may enjoy
with some friends or relatives. But yes be careful before signing any documents. Careful
month!!!
N.B. :- THESE ARE GENERAL PREDICTIONS. YOUR HOROSCOPE IS YOUR
MIRROR…..
Mail ID: sverma257@gmail.com
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