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Express Pharma's Anniversary issue explores trends which might take centre stage in India
Pharma Inc's advancement, suggesting how regulators and industry holders can align together to
chart an impressive growth trajectory
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Fast-acting
ibuprofen:
A way to
diversify
your
painkiller
portfolio

After its discovery in 1961 by

Dr Stewart Adams and chemist
John Nicholson, ibuprofen has
become one of the most
common painkillers used today.
With a global market of $8.1
billion in 2022, this analgesic is
found in cupboards, pockets
and purses of billions
worldwide. However, the
commoditisation of ibuprofen
also means that competition in
the market is fierce, as generics
compete with brand names, and
brand managers seek new ways
to differentiate their products
from their competitors.
Technical experts,

Joao Marcos Assis, Global
Technical Marketing Manager,
and Thorsten Cech, EU
Application Lab Team Leader
from BASF inform how
pharmaceutical companies can
stand out in the Ibuprofen
market and elaborates on
fast-acting ibuprofen

3 _[ - \
Joao Marcos Assis

Ihuprofen, being a commodiiised drug, hasa
Iarge and competitive markel. What are semo
ways drug manufaciurers can diversify their
porifolios?

There iz no question that competition n
standard ibuprofon is fierce. However, one way
drug manufacturers can beat the competition is
by diversifying their porifolio toinclude
productsin the specialty thuprofon markel -
especially with fast-acting ihuprofon. Fower
plavers in this market mesns more opportunities
Lo immovate and diversify,

Whal is last-neting ibuprofen?

Fast-acting ibuprofen prades are salt forms of
regular ibuprofen that are more water soluble
than their standard counterparts. Standard
ibuprofon exists as an organic molecule with
poor water solubility, which means uptake into
the body and pain relief can be slow. However,
ibuprofen can also be converted into two bypes
of thuprofen salts: inorganic salts amd amino
acid salt=, The former consists of ibuprofen
patired with a motal - commonly sodium or
potassium. The katier = similar oxcepl
ibuprofen is paired with an amino acid ke
lysine or arginine.,

How does [ast-acting ihuprofon work? How is
it difforent from siandard ibuprofen?
Ibuprofen salts are much more water-soluble
than standard ibuprofen and, a= a resull, are
ahsorbed fstor and can provide pain relief
more quickly. For example, racomic ihuprofen
ly=inate is a fast-acting ibuprofen salt
formulated with lyvsine. In a review of clinical
studies, the solubility of standard thuprofon in
distilled walor is reported Lo be less than 01 por
cent; incontrast, the solubility of ihuprofen
Iysinate is approximately 17 per cont.' Similar
resulis can be =oen for thuprofen sodium
dihwvidrate, a sodium sall of thuprofen. In vilro
sludies showed that this AP dissolved more
rapidly than its standard counterpart in varions

buffers® Consequentially, the uptake of those
fa=t-arling salts 15 also fastor in Lhe human body,
resulting in quicker pain rehef? According to the
literature, pain intensity was reduced to hall
after 20 minutos for ibuprofen sodivm dilvdrate
compared to 5T minutes for standard
ibuprofon.®

Is [ast-acting ibuprofen effective? Where is it
currcntly sold?

With primary markets in Europe, fast-acting
tbuprofon has been especially successful in
Germany-and the UK. Drug manufaciurers have
ereatod formulations with these ihuprofon salts
that tarpet specific pains 2uch a5 a headaches and
menstrual cramps, Some companies clam that
their Est-acting thuprofon tablels can act twice
as o=t as their standard thuprofen tablot=
thers claim that their fa=t-acting products can
offor pain rebef in 15 mimuies” The suceess these
producis experience in Europe indicates that
thereare consumoers in the thaprofon market who
are willing to pay a premium for faster pain relief,
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We create chemistry

Add diversity to your portfolio with
fast-acting ibuprofen grades

While taken by billions of people worldwide, improvements can still be made to ibuprofen.
lts low solubility in water can impact drug absorption, leading to delayed results. Salt
forms of ibuprofen are significantly more soluble in water and can be absorbed faster
in the gastrointestinal tract.' Therefore, they offer faster results than traditional ibuprofen
when comparing the same dosage form.*

BASF offers two fast-acting ibuprofen grades in its portfolio:

Racemic Ibuprofen Lysinate (RIBL)
vs. Conventional Ibuprofen

Higher solubility in water®
More rapidly absorbed in the intestinal tract®

Scan for more
| information or t¢
L ._.-."..-. «‘ﬂ:aample_ B

Ibuprofen Sodium Dihydrate
vs. Conventional Ibuprofen

Dissolves more quickly in vitro and is
absorbed into blood plasma more quickly’

Comparable tolerability and safety profile’

cGMP-certified site in Texas, offering a portfolio that delive
quality, safety and security of supply. Learn more about
production and portfolio on our website.

pharma.basf.com/solutions/apis/ibuprofen
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NOTHING COMES CLOSE TO
OUR WAY OF DOING THINGS.
THAT’S WHY WE ARE UNIQUE.

Dear Partner,

Signet is proudly unique. We provide clients with products found nowhere else,
By collaborating with specialist partners such as Eastman, Solvay and Stroever
Shellack Bremen.

Eastman is the pioneering producer of cellulose dacetates, with their products used
extensively for osmotic pump-type tablets and implants that allow the controlled
release of actives. Sclvay is a specialty company that leads in the manufacturing of
Docusate Sodium, used as a solubilising, wetting, dispersing and emulsifying agent.
While Stroever Shellack Bremen are acclaimed for their sophisticated make of
high-quality dewaxed shellac with reproducible properties, having a wide range of
applications like controlled release, taste masking and moisture protection.

Signet-ure EASTMAN

. e CELLULOSE ACETATE
MW| ﬂ “ CELLULOSE ACETATE PHTHALATE
CELLULOSE ACETATE BUTYRATE (CAR)
BIOSUSTAME SAIR

S

SOLVAY

D35 (Docusate Sodium 100%)
bS5 GRANULAR (D55 B5%)

D55 50%

ANTAROX F 127 (Poloxamer 4073

558 PHARMA, (Shellac)

358 AQUAGOLD
{Shallac Aqueous Coating Systam)
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Automations Pwvt Ltd

Differential
Air Pressure

'

Over Pressure

Clean Room High Speed Doors (Self-repairing)

e Heavy duty automatic flexible door featuring special and ® QOperating speed and superior sealing properties
innovative self-repairing system; should the curtain improve traffic flows and provide environmental
accidentally get dislodged, it automatically be recovered control and savings on energy costs.
with a simple opening and closing operation. e Concept of low air permeability in pressurized

¢ High door efficiency & low permeability values rooms with positive and negative air pressure.
EN 12426 EN 12427 : < 12m%mh A 50 PA. e Heavy duty motor : 230V three phase, opening

e Size upto: 4000 mm (W) x 4000 mm (H). speed upto 2.0 m/s with inverter system.

Dock Levelers | Dock Shelters | Fire Rated Shutters / Doors | Rolling Shutters | Sectional Overhead Doors

STAR EXPORT HOUSE (Government of India Recognised)

World’s
Safest
Door

= 207 - © TOLL FREE

From Anywhare in India

180 8001 1 2015, 150 14001 : 2015
150 45001 - 2018

Corporate Office : Chawda Commercial Centre, Link Road, Malad (W), Mumbai - 400064, India
Tel : +91 22 6672 0200 / 0300 (200 Lines) | Fax : +91 22 6672 0201 | Emall : sales@geapl.co.in | Website : www.geapl.co.in
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Multifunctional Binder and Filler

* Multifunctional Excipient  « Excellent Flow and

« Soluble DC Binder and Compaction
Filler in One » Superb Taste and
Tablet Appearance

JRS PHARMA JRS) FAMILY
sassanrarane ST b

www.jrspharma.com

Email: info-indla@|rs.de




'g EXPRESS

1

Chatrman of the Board
Viveck Goenka

Sr.Vice President-BPD
Ned Viegas

Asst. Vice President-BPD
Harit Mohanty

Editor
Vivoka Roychowdury™

BUREAUS
Mumbal
Lakshmipriya Nair, Kalyanl Sharma

Deldin
Alanki Sharma

DESIGN
Art Director
Pravin Temble

Sentor Deskzner
Rekha Bisht

Senlor Artist
Rakesh Sharma

Dagital Team
Vira| Mehia {Head of Intarmet)

Marketing Team
Rajesh Bhatkal
Ambuj Kumar
Ashish Rampure
Debnarayan Dutta

Production Co-ordinator
Dihananjay Midre

Scheduling & Coordination
Pushicr Warallkar

CIRCULATION
Mohan Varadkar

CONTENTS

Reinvigorating
Goa's pharma
sector

P28

RESEARCH

PRE EVENT STRATEGY PACKAGING

13 TZND IPC TO 27 AIRNOY ENLARGES

BE HELD IN PORTFOLIO WITH
MNAGPUR NEW AND INMOVA-
TIVE ADDITION TO
1 3 EXPRESS PHARMA g&gﬂgg‘m
| TO HOST SECOND NEEDS
EDITION OF i
DAMAN PHARMA il -
SUMMIT IN
JANUARY l ! '
. - 4
l 6 QUALITY AND
INNOVATION MUST | DIGITAL, DATA AND
CO-EXIST 34 | DIALOGUE: THE 3D
APPROACH TO
ENHANCE
CLIMICAL TRIALS
IN 2023

EI]JI'ESS Pharma®
Rapgd With RNI Mo MAHENG/2005/21398. Postal Repd No MCS/164/2022 - 24 Printed and Published by Vaidehi Thakar on behslf of The Indian Express
(P} Limited and Printed at The indian Express Press, Plot Mo EL-208, TTC Industrial Area, Mahape. Navi Mumbai-£200710 and Publshed at
Mafatial Centre, Tth floor, Ramnath Goenka Marg. Nariman Point, Mumbai 400021
Editor: Viveka Roychowdhury.® (Editorial & Administrative Offices. Mafatlal Centre, 7th floor. Ramnath Goenka Marg, Mariman Point. Mumbai 400021)
* Responsible for selection of news under the PRE Act. Copyright @ 2017, The indian Express (P} Lid. All rights reserved throughout the world.
Reproduwction in amy manner, electronic or otherwise_ in whobs or in pari, without pricr writien permission is prohibited.

=

CILICANT

ACTIVE PACKAGING®

The best solution to prevent
brittleness in capsules

www.cllicantcom

fanuary 2023



EDITOR’S NOTE

Immunising India’s pharma supply chain

he more things change, the more zome
things remain the same. China could be in
[or another COVID wavo in 2023, thanksio
a pero-COVID policy that misfired. But,
inspite of having enough warnings over the
past two COVID years, India Pharma Inc secems Lo be
heading for another shortage of key chomicals used in
the manufacturing of medicines. Ranging from Koy
Startmg Materials (KSMz), intermediates and APz, will
Indiz once again fwe stockouis and spiralling medicine
prices? Or, have previous supply shocks helped
immunise our pharma procurement systems?

AP factories in Ching could remain leanly manned
due to ill health of stafl or leckdowns. The Chinese
movernment has reportedly moved Lo reduce exports of
KSM/APH mtermediates, seeking to stockpile medicines
for its own population should the COVID cases increase.
As a resull, cortain imports from China have alroady
20N Price Spikes,

It i= but natural for povernments to saferuard their
citizens first. India did the same during the COVID
vacoination drives when vaceine makers were rostrained
[rom exporting vaceines until India's population was
aufficiently vaceinatod.

Omn cue, Lensions at the India-China border have also
rizen, a5 we head into winter, And, = China has stopped
roporting daily COVID cases, thore is no way the world
ha= accurate information or inzights on how the country
i= coping with the virus,

There are already warnings of the weak links in the
pharma procurcment chain. Beports sugmest that 90 per
cent of India's antibiotics are still sourced from China.
Some progress has boen made, but these will take tme to
mature. For instance, 51 compames have projecls
approved under the Produetion-Linkod Incentive (PLL
srcheme, which was launched in July 2020, But, Lo date,
just around 25-30 per cent of these pharma companios
have siarted projecis. These units are scl to start
manufacturing operations onby by 2023-24, meaning that
they are more than a vear away (rom making any
meaninglul contributions.

Pharma manufacturers blame the slower-than-
desired takeoff of the PLI schemoe on the convoluted
process of getting approvals from multiple departments
Lo starl a pharma plant. This i= understandable as the
pharma sector does have a buge pollution problem and
proen manufacturing processes are more SXpensive.

Will China's COVID wave of 2023 serve to re-double
effortz of India's policymakers and pharma makers to
Liackle these roadblocks? Beyond bageing a larger share
of the global move to relocate manufacturing units owt
of China, India’s pharma and allied companies kave also
miade plans to diversify beyond China to Europe and
olther locations.

Fortunately, companieswhich heeded the writing on
the wall, much before COVID, are already in a betier
place. For mstance, according to Manoj Mehrotra,
Presideni-Pharmaceuticals, Hikal, the company's efforts
lo be solfsufficient are finally bearing fruits. He
explamed that over the last two to throe vears, they have

10 B0y

January 2023

With China
battling another
COVID wave,
have previous
supply shocks
helped
immunise India's
pharma
procurement
systems?

been looking at partoers within India and other
peographies thal are not dependent on China. Though
thev are currently dependent on China for about 50 por
cent of their KSEMz, they intend to bring it down further
in Lthe next fow years.

Bul, companies like Hikal canmol rest on past
auecesses and will have to be constantly vigilant.
Tweaking their strategies as per evolving gea-political
events will be the norm rather than the exception. For
instance, Hikal's plans Lo source some chemicals from
Eastern Europo suffered a sethack due to the eazalating
encrgy prices and the instability of the Ukraine-Rus==ia
conflic. Even so, Mechrotra reiterates that their
long-term plan, the objective i Lo have a robust supply
chain out of India and Europe and reduce dependence
on China.

India has several companies like Hikal that are vying
to be vital cogs in the global hfesciences procurement
vilue chain. Thouph changing pears may imitially be
pamful, if executed right, the gains are manifold. For
mstance, in Hikal's case, validation of its strategies can be
gauged by deals like itz multi-product 10-voar contract
for A1z with a global pharma company as part of the
client's supplier consolidation programme. Mehrotra
indicates that there is a fair chance that they may gol a
Tfow more [APs) i the next wave of consolidaiion. | am
aure wo will get Lo hear more such suceess stories as
pharma companiesin India find their sweel spots.

Mehrotira echoes the views of most pharma honchos
thal there 1= a lot more thal can be done on the policy
front. As one example, alluding Lo the performance of
the PLI scheme, he mentions that multi-national
customers feel thal in India, the environmental
tloarance process is slow and suppests that the
povernment should consider giving catepory-wise rathor
than product-wise approval to varioss manufacturing
industries. One hopes that the evolving situation in
China is cause enough for India's policymakers Lo
eritically analvse such approaches, while ensaring that
the companies meet the global norms for environment
protection and effluent treatment, el

Il we do see a COVID wave in 2023, wilh some
eounirics =eping similar infection rates following China's
lead, it iz another timely warning to re-focus on
procurement strategies and make =upply chaing more
resilient and apile, besides relocating to more
transparent and stable regimes. The good news is that
Inddia fits the hill. The bad news i= that so far, the slupgish
rollout of the PLI scheme in an important priority sector
like pharma does not inspire too much confidence. Lel
us hope that 2023 s a true watershod vear for proactive
and strong pharma policies, starting with Budpet 2023,
which are industry-friendly, but also balance other
complinee norms expected of a global corporate
citizon.

VivExA ROYCROWDHURY, Kditor
pieeka.riexpressindiocom
ik roydE mmail com
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HiCel” SMCC '
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HiCel™ Silicified Microcrystalline Cellulose, a high
functionality excipient for Direct Compressible
tablets, is a combination of binder, filler
Microcrystalline Cellulose and glidant Silicon dioxide.
HiCel ™ SMCC delivers benefits such as,

Excellent Flowability

Less Disintegration Time

Superior Physio-mechanical Properties

Improved blending properties and tablet hardness
Increased Production Capacity,

Minimal Dust Formation during Blending.

T wvvy v w

Different grades of HiCel™ SMCC manufactured by Sigachi”

SrNo. Grades Average particle Bulkdensity  Application
size (um) (g/ml)
1. HiCel™ SMCC 20M 125 0.25-0.37 Formulas in which a balance of flow andcompaction
are required.
2. HiCel™ SMCC 50M 65 0.25-0.37 Formulas in which optimal compaction and decent
flow are required.
3. HiCel™ SMCC LMS0 125 0.27-0.39 It is low moisture content (3.0%) grade and

recommended for extremely moisture sensitive
active ingredients.

4, HiCel™ SMCC HDS0 125 0.38-0.50 This is higher densily grade of SMCC, it has
excellent flowability and facilitates thinner tablets.
This grade gives the best disintegration time.

5, HiCel™ SMCC SCG90 165 0.27-0.30 This grade has been specially developed for high
density with fine particles APl's, it improves
compressibility and flowability of the poor flowable
API's.

SIGACHI® has been synonymous with highest excipient and service quality. Since the last 30 years, Products manufactured and
supplied by Sigachi has been gaining traction in the Regulated markets all across the world. The Government of India appreved R&D Lab
and Excipient Application lab has been providing relentless support to customers, across more than 36 countries,

Corp Office; 4th Floor, Kalyan's Tulsiram Chamber's, Madinaguda, Hyderabad - 500 049, T.S. India.

Tel: +81 - 40-40114874 /75 76
E-mail: mktg.bd@sigachi.com, mktg@sigachi.com

www.sigachi.com
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72nd IPC to be held in Nagpur

The congress is being hosted by the Indian Hospital Pharmacist Association in association with
the Department of Pharmaceutical Sciences from 20th to 22nd January

he 72nd Indian Pharma-
I coutical Congress (IPC)
1% being hosted by the
Indian Hospital Pharmacist As-
sociation in association with the
Department of Pharmscentical
Seiences, Rashtrasant Tukadon
Maharay Nagpur University at
Nagpur from 20th Lo 22nd Janu-
ary, 2023 Dr VG Somani, Drugs
Controfler General of India
(DCGT) and President, Indian
Pharmaceutical Congress As-
gociation ([PCA) belioves that
the theme of the conference
“Access to quality and afford-
able medical products” aptly
symbolises. Lthe  Umniversal
Heslth Coverage (UHC) moal of
the World Health Organization
{WHO).

This year, the logo of 1T°C
was redesigmed to include or-
ange — a speciality of Nagpur
and the lopo of Nitika Pharma -
the ttle sponsor of this event.
Since it 13 being held in Nagpur
this year, complimentary or-
anges will be distribuled
throughout the exhibition. A to-
tal of 12000 people are ox-
pected to attend the pro-

Atotal of 12,000 people are expected to attend
the programme and 8,000 entrees have been

registered

graomme and 2000 cnirees
have been registercd. Nitika
Pharma is the main sponsor of
the event,

The 72nd 1PC 1= a platform
for the exchanpe of knowlodge
and ideas for the betterment of
the pharmacy profession and
healtheare system of India. 1L
will provide a platform for delib-
erationand discussion on some
of the latest and interesting de-
velopmeniz in the feld of
pharma science, inchuding mod-
ical devices, blockchain technol-
oy, Artificial Intelligence (Al)
and automation in the pharma
industry, HVAC/track-and-
trace mechanism, MSME, man-
ufacturing industries and pack-
amnyg industry. The congress
wiould also towch upon pharma-
covigilance, pharmacosconom-
ics, pharmacogenomics, APQ

anid excipients, nomotechnology,
medical eoding, regulatory af-
fairs, geriatric and paediatric
medicare, biosimilars, cancor,
cosmeceulicals, nuiraceuticals,
Ayurvedas amd personalised
medicine. This conference will
bring togethor advancements in
pharmaceutical, medical and
pharmacological scionees, drur
dhscovery and health education.

Ag a part of the congress, a
CEQ conclave will also be
hosted on the topic “Vision
Pharma 2050," which will be at-
tended by many CEOs like
Madan Mohan Heddy from Au-
robindo Mharma, Aditi Kaare
from Indico Remedies, Dilip
Sanghvi from Sun phierma, Yo-
pesh Aprawal from Ajanta
Pharma, RC Junoja [rom
Mankind [Pharma, among
many more. Puroshottam

Agrrawal and Ajit Singh are the
mentors for this event Chat will
be conducted by Bavieen Singh
Khurana, CEQ, Nitka Pharma.

Apart from it, there will be
an exhibition showeasing the
technical strongth of excipient
manufacturers. They will high-
light. the facilities, equipment,
imstruments, ele available with
them and kind of services Lhey
offer in their application lab.
They will also bring small in-
struments and equipment for
dizplay to make Ltheir pharma
customers aware about their
technical capabilities. Aparl
from Nitika, companies like
Ajanta Pharma, Zim Laborato-
ries, Colorcon, Merck, Ideal
Cures, Generest, Sun Pharma,
Blue Cross, Novarts, All India
Crrganmization of Chemists and
Drupgists (AIOCD), Nagpur

District Chemist and Drug-
gists Association (NDCDA)
and Pfizer, among many more,
are the industral partners.

The International Pharma-
ceutical Exeipientz Council of
India (IFEC) will alzo be con-
ducting a special session dur-
ing [PC. The six-hour session
will be given by intermationally-
acclaimed excipient compa-
nies. Ajit Singh, Chairman,
ACG Pharma, will begin the
spzaion a2 the first keynole
speaker. Mitin Gadkari, Union
Mimster, Road Transport and
Highways, will be the Chiof Pa-
tron and Chief Guesl for the
evenl.

Dave Shonekar, President,
[IPEC, will also be a part of the
ovenl. In addition, Pizer has n-
vitod three international speak-
ors asiil s the pariner for scien-
Lifie ses=ion. The lectures in the
spssion will be aboul spaeo
pharma, nanotechnology, en-
zvme and biolechnology and
olher such interesting topies.
The expo will consist of ma-
chine=, instrument and will also
have corporate pavilions.

Express Pharmato host second edition of Daman
Pharma Summit in January

Daman Pharma Summit will bring leaders, experts and veterans of the pharma sector together to
deliberate upon the opportunities and challenges in the Union Territory (UT)

Dumnn. with itz proximity
Lo major cities like Mum-
bai and Surat, pood connectiv-
ity via road, rail, air and water,
growing infrastructure and
conducive business climale, is
koy Lo the phiarma seclor as
well, Consequently, a plothora
of pharma companies has set

up bases in the union terri-
tory. Therefore, Kxpress
Pharma, a leading mmdustry
publication from The Indian
Express Group, is organising
the 2= Daman Pharma Sum-
mil on Janoary 20, 2023, at
The Deltin Hotel, Daman.
Daman Pharma Summil

will bring leaders, experts and
veterans of the UT's pharma
sector lopether Lo deliborate
upon Lthe opportunities and
challenges in the UT, discuss
strategies to optimise growth
potential and share learnings
from the COVID-19 pandemic
to enable sustained progress

in a rapidly changing global
mihieu.

Daman Pharma Sommil
2023 will witness industry
cxperts and velerans re-
Mecting upon:

& Strategies Lo make and in-
novate in India

# Emorging opportunities

and growih drivers in Daman
# Sustaining cost leadership
with product exeellence

# Quality: The cornerstone
for growth

# Boest practices for regula-
Lory and growth

# Duilding foture-ready
pharma facilities
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Quality and innovation must co-exist

Dr Ranjana Pathak, Head — Quality and Pharmacovigilance, Dr Reddy’s Laboratories, asserts that
quality and innovation must be intertwined in everything we do, urging companies to start where
the innovation gives maximum return in terms of speed, accuracy, error proofing and consistency

eressity is the mother
of invention is an old
phrase but holds true

in the 2ist contury Loo, and
this i= what leads to the belicf
thalt guality and innovation
must co-exist Lo improve stan-
dard of living, affordable
drugs for the mas=es and in
reference to the pharma in-
dustry, increase our efficiency
and effectivenczs. As a mat-
ter of fact, Loday, this isnot an
opiion for those of us who
want Lo be relevant and sus-
Lain our organisation.

Why Innovate Is the
question?
The landseape in Lthe pharma
industry 15 not as rosy as it
used Lo be in the 20z, We are
witnessing pressure on both
gides of Lhe price equalion in
that. At one end, we soe sipnif-
icanl price erosion for generic
drug products, and, on the
other, exorhitant prices for in-
novative drugs. Most povern-
ments are pushing down
prices for all the righl rea-
sons, competition is becoming
fierce, manpower cost is bur-
geoning, supply chain is hav-
ing trouble due Lo geo-politi-
cal environmenl. A
combination of all these fac-
tors makes for a challenging
environment, particularly for
those who wanl Lo exeel or
even stay rolevant, Thus, what
1= the panacea for the pharma
industry? This iz where inno-
vation comes into play, and, as
an avid practitioner in this in-
dustry, [ will be the first to as-
sorl thal quality musl be in-
tertwined in evervthing we
do. In this case, [ am writing
about innovation and quality
in Lthe =ame breadih.

Where do wo start? In my
opinion, a greal place to start
15 where value pets created
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There are some who have made huge advances in

Innovative proce

SSESs, removing

the reliance on

ans. The benefits of such innovation is huge,

iInnovation done well is directly proportional to

productivity and good quality becomes an output

day in day out in B&D, on the
manufacturing floor, followed

by the Quality Control (GO)
lahoratories. We al=o know

and have wilnessed manufac-
turing shop floor and our labs

to be fertile ground for poten-
tial error, and we go Lo great
lengths Lo prevent errors.
Theso are the areas Lo start
innovation. Specifically, in the
B&D labs, bring in innovation
for better predictability of
clinical studies, study the var-
ious formulas by modelling,
and then, po further with the
most successiul formulas,

Onee in manufacturing,
let's bemin with—what can be
automated, digitised and
where will the innovation give
us maximum refurn in lerms
of speed, accuracy, error
proofing and consistency. I
we could innovate in a manner
where Lhere are in-built inter-
locks between discreote steps,
wo could avoid/eliminate er-
rors, Dur endeavour, when we
rel ready Lo bring in innova-
tion during the design phase,
it iz strongly recommended Lo
ensure such inlerlocks gel
buill in the design phase. The
zame 15 true for the QC labo-
ratory, during design phase -
be it LIMS or any other sys-
Lem, ensure the interlocks are
built in, 5o that the first line of
defence is equipped with the
tools te have “right first time”
outromoes.

There are some who have
made huge advances in inno-
valive processes, removing
the reliance on humansz. The
benefits of such innovation is
hupge, innovation done well iz
directly proporiional to pro-
ductivity and pood quality be-
comes an-output.

The hesitation Lo innovate
by companies iz Lhe fear of
rofrulatory bodies or simply
existing regulations. Those
hurdles sare easily overcome,
Just as industry wants to gel
offirient and be more produe-
tive, the repulators today
worldwide welcome innova-



tion, particularly when il can
be demonstrated that Lhe
drugs can he manufactured
consistently keeping the same
or higher quality standards.
This would alzo prevent drug
shortages becanse of the pre-
dictability of manufacturing.

Role of regulators

Cur principal stakeholders
are our patients followed by
our regulators and our em-
plovees.

The regulator plays a huge
role in advancing our industry
through policy making in line
with new Lochnology thal uses
innovation. The relevant
pharmacopeta may nol have
these Lests or methodologios,
bt thiz should not be a deter-
rent for us to shy away. As we
saw during the pandemic, the
unison and collaboration be-
Uween rogulators and mdustry
was the first of its kind.
Dirugs/vaceines were being
developed and approved in
record Lime and millions of
lives were saved. We nead Lo
be able Lo replicate this dur-
ing normal times Lo advance
our industry.

For the industry to ad-
vance, become cfficient and
competitive, the level has to
o made, even in that, the laws
must be enforced as consis-
tently as humanly pessible.
New methods must be ap-
proved expeditioushy; it is tied
up with innovation and qual-
ity. When companies innovate,
the regulator needs to bles=sit,
g0 thal the companics can
reap the benefits.

For example, thore has
been very hittle innovation in
the mirrobiology laboratory
until recently. There are now
technigues and methodologios
Lo reduce the time drastically
for microbial Iimil test and
storility tests. The use of tech-
nology during manufacturing
i= bo avoid bringing samples to
be tested by QC; we should
embrace Raman/NIR tech-
nologies Lo assess if Lhe tests
can be done on the shop foor.
These have been discuszed
and written for a fow years
now. PAT has become an old
word, vel, not even 50 per
cenl of the companies have
adopted it. These are just a
fow oxamples.
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Role of Industry
assoclatlons
The industry body plays an
equally vital rele in raising
awareness across Lhe industry
by organising seminars and
workshops  at  affordable
Prices, encouraging Voung sci-
entists, help in training, ole.
Innovation ecannol  be

achioved in absence of
technology.  Sometimes, il
gppms that technology 1= Iag-
ging, and, that may be due Lo
cost.

Technology i3 tryingien-
abling us on the shop floor,
There are some technologies
available for sample prepara-
tion, bul they are difficull Lo

use and maintain. We need
lo be able Lo simplify
uzage . for the average
worker/chemisl/operator to
riso.

In summary, quality and
innovation are intertwined to
enable our factories, ways of
working to be deft, error-
proof. This will vield highly

productive factories, people
will have jov in their work, the
rate of errors and complaints
will drastically reduce and the
level of complianee will be a
natural outcome.

Let us be bold and dream
with our eves open and make
this happen!!!

Here's Lo innovation.
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The pharma playbook is evolving rapidly to
become more agile and responsive to the new
market realities and demands of healthcare
across the globe. The sector is increasingly
looking at new strategies and approaches to
enhance process and product efficiencies,
improve the expertise of human resources,
leverage technology to optimise both, cost and
quality of outcomes, as well as encourage
scientific innovation.

So, as we enter a new year,
Express Pharma's January 2023 issue, which is
also our Anniversary issue, examines and
explores trends which will take centre stage in
India Pharma Inc's advancement. The issue
analyses how regulators and industry holders
can align with each other to chart an impressive
growth trajectory.

By EP News Bureau
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It's crucial to serialise the smallest usable unit of a
pharma product, a distinct identity

or the pharma industry,

maintaiming o reliable

supply of high-qualty
medications for the patient pop-
ulation and other end usersisa
top concerm. Cne scrutiny by the
US Trade Hepresentative
(USTR) found over 20 por cent
of the drugs in the Indian mearket
tobe fake, According Lo a report
by the non-profit. Authentication
Solution Mrovider's Azsociation
(ASPA), incidonts of substan-
dard and falsified products in-
creased by 4T per cont during
the peak of the pandemic from
2020 Lo 2021,

It iz of prime importance Lo
ensure that the quahty of the
processes Lhal manufacture
these drugs, along with the
quality of the drups, is main-
tamed, as this will only help In-
dia achieve its health goals
faster and more officienth:
Moreover, sub-standard drops
¢an have a calastrophic impact
on human health as they can

cause diseazes to run a longer
course and contribute to tho ps-
calating incidence ol anti-bac-
Lerial rosistance.

Current issaes: Counterfeil-
ing drogs is a global menace
Lhat 1s estimated to cost the In-
dian cconomy Bs [ trillion an-
nually. While falsified drugs re-
semble the origmmal brand in
looks, they are nowhere as offi-
cacious, and can have an ad-
verse impact as they contain
poor doses of the proscribed
active pharma ingredient. The
pharma industry in India has,
however, recopnised the need
for a proactive and unified
qualily management approach
Lo mitigate risks and deliver
breakthrough drugs. Indastry
standards such as Good Manu-
facturing Practice (GMP) and
Sehadule M (of the Dirog and
Cosmetics Act 1940), which lay
down quality control metrics
for production, facilitics and
ecquipment, laboratory. con-

Vivek Sehgal, DG, OPPI

trolzs, materials, packamng and
labelling, are already in placo.
Moreover, the Indian gov-
ernment has set up a seven-
member panel to propare the
countrys first-over Mational
Drugs Database, The registry
will empower consumers and
improve monitoring by provid-
ing information such as on a
drug’s dosage, form, strength,
manufacturer, marketor and
importer. On the other hand,

the health ministry has also
changed the Drugs and Cos=
metics Rules Lo make marked-
ing companes cqually account-
ghle for drog gquality, apart
from the manufacturer. This
will alzo call upon small manu-
facturers Lo up their quality
mame and take a stand against
fake and spurious medication.

Fuiure recommendations: [Es
crucial to serialise or provide
the smallest usable unit of a
pharma product, a distinct
rdentity. [t makes it possible Lo
disecover the product's past and
present locations throughout
the whole supply chain. Even
blockchain technology might
be taken into consideration for
the entire network of medicine
manufacturing, distribution
and =ales, preventing the entry
of counterfeit and subpar mod-
ications. From an overarching
perspective, the pharma pro-
duction process itsell needs Lo
be subjocted to striclor inspoc-

tion and control to prevent the
deterioration of the quality at
any step. In the coming yoar, as
a step towards enhancing the
overall guality, providing finan-
cial assistance through loans
and subsidies for pharma n-
dustry units to upgrade Ltheir
manufacturing, infrastructure
and systems to prevent the
quelity from depreciiting right
from the development of the
pharma product to the last-
mile delivery to the end cus-
tomoers: patients, could help.
India is Laking stridesin (he
right direction, with a lot more
focus on product monitoring
and quality of APz, Stakehold-
ers and policymakers also noed
to take colloctive action to en-
sure regulation and compli-
ance. Both the industry and the
povernment are driving the
quality revelution in India by
miaking it a cornerstone for the
industry’s and (he nations

ProTross.

Digital age requires new concepts and methods to
compete in business and support the economy

5 COVIT-S beeomes an
endemic virus amd cco-
i considerations

keep revenue and marging un-
dir pressure, now regukatory di-
velopments are emerging Al
though the lifescionee industry
has nover been at the forefront
of digitisation, the COVID-18
pandemic has pushed it to ealeh
up swifthy. The soctor now recog-
nises the value of delving deoply
tolearn about standardising and
modernising m=sight-gathering
procedures, embracing novel
stratemes for probloms, and im-
plementing purpose-bull tech-
nology throughout the drog- and
dovice-dovelopment  process,
[rom carlv-stage RE&D through
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post-markel surveilfance.
Digital transformation paves
the way for the quick implemon-
tation of Industry 4.0 pilkars and
concepts i pharma manufae-
turing. In the digital ape, now
concepts and methods are re-
quired Lo compete in business
and support the economy. Ro-
boties, Artificial Intellipence
(A, Machine Learning (ML),
blockehain and the Internet of
Thargs (loT') are just o fow of the
technologies Lhal Lhe digital
transformation has introduced
Lo the industrics and which aid
businesses in improving their
levels of performance, (rans-
parcney and secarity. Howover,
blockehain Lechnology hias the

Suresh Paraak. Founder,
Ideal Cures. and co-founder,
Elephant Canmvass

polential to have Uho biggost tm-
pact of all by managing logistics
and imventories as well as reduc-

ing challenges wilh forging and
theft. In the pharma supply
chain, this i indeed imporiant.
A fow of the major trends will
have a huge impacl on how the
pharma sactor is poing to trans-
form tn the future.
A competitive shifting land-
scape:  Pharma  businesses
arross Lhe world are using cut-
ting-edme ML alporithms and Al-
powered platforms o accelerate
the drug discovery and develop-
ment proeess. Additionally, it
simplifies and lowers the cost of
cohort identification. As a result,
pharma companies are looking
at wavs o use these technologies
to addresz a range of problems,
including the automation and

optimisation of manufacluring
proces=es for highor produoctiv-
ity, more efficiency, and a speed-
ier turnaround on the produc-
tion of ife-saving drugs.

Rising role of procision medi-
cine: When compared to other
approaches, using  precision
medication has proved to be
mire suceessiul. With the help
of data analvtics, rescarchers
miay be able Lo develop person-
alized treatments usmg an ever-
prowing colleetion of medical
data. Procision medicine's spe-
ciality is shortening clinical tri-
rate. Even though thore is
mot much competition n the
industry currently, given the



opportunity and the stoe of the
nuirket, it's likehy that mid-sized
and smaller enterprizes will on-
ter i and provide new technol-
ogy. The number of investors
thit support precision medicine
has exceoeded expeclations.
Programmatic Clinical Trials
(PCTs): Corventional drug trial
models were put to tesl by the
spread of COVIDHE, nocossital-
ing a change to more patient-
contred clinical trial designs, a
rewriting of protocols Lo allow
romote voluntcor monitoring
and in-home defivery, as woell as
the mplementation of other dig-
ital capahilities, like lelemedi-
cine, to mamtan elinical re-
search viability, Proprammatic
Climical Trials (PCTe) are out-
comes-based, patient-conired
investimitions thal comparoe Lhe
benofits and drawhacks of thera-
peutic interventions to support
climieal andfor policy decision-
making Companics may engage
with patients amd inform Lthem
about each phase of the investi-
galion process through the us-
ape of blockehain technolopy.
The technigue can facilitate cfin-
ical study because it stores pa-
tienl data. Chmeal trial proce-
dures can al=o be made more
understandable to patients amd
othor stakeholders.

Evolving regulatory land-
seape: The sector was undormo-
ing  significant  regulatory
chumge pricr Lo the pandemic; in
the post-COVIDA®  environ-
mont, il now [bees now chal-
lenges and priorities. Drug coun-
terfoiting 15 a  significant
problem for the industry, and
rogdators continue Lo put pres-
sure on businesses Lo lower their
pricing Because of this, the soc-
Lor now necds Lo create tighter
supply chains o cnsure com-
plete traceability at every stape.
Given all the operational and
regubatory constramts placed on
the supply chainoperations, it is
imperative bo include blockehain
technology Lo resohe these
problems and bring quality-
driven, cost-effective products
back to the market. The Repula-
tory Information Management
{RIM) framework’s simplicity is
another =sue the =eclor has.
The industry reguires solutions
that cain help with precise event
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capturing, aclion Lriggering,
workdflow manspement, notifica-
fion management and rocord
update control, all the way down
{o process automation. In order
to accomplish long-term poals,

these procedures can be stream-
lined using a variety of auloma-
tion technolemos, inchiding cog-
mtive and deep Machine
Learming (ML), Robotic Process
Automation (RPA) and cognitive

automation,

Accuracy and transparency in
supply chain: The most signifi-
cant challenge facing overy in-
dustry 18 effective supply chain
management. The hfescionces

industry, however, is more ad-
vaneed and vulnerable since a
contaminated supply chain
might endanger pationt safety,
Particularly in pharma, there
are numeros stakeholders and

Effortless Plasmid
Purification
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stapes mvolved, Lo, from the
AP source to the druge manufae-
turer, packaging and distribu-
tion businesses and regulators,
all the way through 1o hospitals,
pharmacies, and finally, Lthe pa-
tienl. With so many intermedi-
aries, the distribution chain is
more likely to become compli-
cated, making il challenging Lo
track and vorify authenticity
Blockchan technolomy would be
able to demonstraie the prove-
nance of products and offer
higher security. In the pharma
supply chain, it can controd in-
ventory and lessen difficultios
wilh theft and counterfeiting.

Enhancing production effi-
ciency: Lifescience organisa-
tions utilise culting-edpe toch-
nologies Lo streamline their
production procodures as com-
petition eat= up and regulatory
requirements  change. Busi-
nesses must evaluate how thoy
can use thoir limited resources
effectively a= the scenario con-
tirmes to change. Re-ovaluating
the ratio of internal capabilitios
to stralegic outsourcing rola-
tionships may lead to both;, op-
portunitios and useful sclutions,

THREE KEY LESSONS

1. Upskilling pyramid adoption: By training the leadership first, it is ensured that they will serve
as the coaches and mentors of their respective teams, which aids in creating an environment
where upskilling is valued. Additionally. lifesciences businesses must periodically train their
employees an new technologies and skills that are becoming necessary due to a changing

workforce.

2. Financial management: By using business intelligence technigues and tools ke Machine
Learning (ML) and advanced analytics, finance departments may leverage previous data records
more successtully going forward. The shift toa data-driven decision-making process will formatise
the importance of reliable and clean data in every choice.

3. Remain competitive without compromising on quality standards: Drug manufaciurers
must have a comprehensive approach to company operations that takes into account processes,
regulatory requirements and technology. in order to succeed. In this digital era, new ideasand
technigues are necessary to be competitive in business and assist the economy.

For mstance, Lhe mamufacturing
provess for pharma i= intricate
and comprizes a variety of
equipment, iIncluding auxiliary
equipment, bulding systoms,
and heating and cooling sys-
tems that can Increase produc-
tion. Rather than purchasing
now machinery, organizations
should focus on offective main-
tenance  programmes  and
strategies to make the most of

the existing equipment and in-
crease oatputl.

Reassessing  the business
model: Technolopy develop-
ments and the rise of digital
platforms are transforming how
busimesses operate in the global
markel. Inorder to increase the
productivity and efficioncy of
enterprizes, the now- age toch-
nolomeal explosion has made it
possihle for business and the

digital platform Lo be consid-
erpd mterchanpeable terms. Fi-
NEANCE [RAMS Can More SEeeess-
fully use past data records in the
future by utilismg business in-
telligenes tochnigues and tools
[ike ML and sdvanced analytics.
Thiz makes it feasible to develop
sophislicated forecasting mod-
ols thal produce insighis that
are more accurato. Importantly,
this transition to a data-driven

decision-making process will
formalize the signficance of
cloan and aceurate data in all

docision-making.

Concluslon

Lifoscionee organisations nooed
to master not only the =cicnee
and the ability to imnovite, but
alzo the capacity Lo scale up Lo
industrial lovels to compete. As-
=pasing Lhe direct and indirect
offects on a company's opera-
taons can help companies decide
whether Lo invesl in or source
out the new biocapabilities that
are coming into the market. Fe-
gardloss of the decision that
turnz out (o be Lhe best one,
businesses will need to increase
thetr understanding of the now-
age revolubion to recognise,
evaluate and operale in this
mrowing market. Similar to their
digital prodecessors, businesses
wilh expanding biological data
SOUFCES A0 Now Incorporating
automation and ML to hasten
and diversify scientific indings.
Blockehain will eventually miod-
ermise Lthe industry and inte-
Erate into overy nujor pharma
OOy

Post the COVID-19 pandemic, pharma industry has
introduced new focus areas

he pharma industry has

undergone iremendous

change due Lo the pan-
demie in the past fow years. In
2023, the pharma sector will fo-
cus on sustamatnlity, maimly on
sustainable packaging of the
products while balancing con-
sumeer safety as the eco-friendly
option, equity in health and
accessibility for pationts.

The world 1= moving to-
wirds a preenoer tomorrow with
the concepl of sustamability,
where Lhe need of the hour is
met, but without compromising
the needs of the generations Lo
come, ensuring that there is al-
wavsa balanee betwoen the ad-
vancement of technology and
the well-being of the environ-

22y
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ment. Al the foreflront of tho
pharma soctor, work on sus-
taimable packaging 15 in Lhe
works as the packaping creales
the first impression of the
brand and its transparency to-
warids it= claims of 2ustainahility
and aesthetic appeal. Still, the
pharma mdustry is moving at a
relatively slower pace than the
other packaped poods soctor
due to consumer safety of the
products standing at the fore-
front of the i=sue. The level of
exposure to different environ-
mental factors, temperature,
oxygen, sunlight ete., plays a
symnificant parl in protecting
the patient by ensuring that (he
product = being consumed
safely.

Pratima Reddy,
Managing Director,
Merck Specialities

Recently, there have been
dovelopments in the area,

which give us hope that we will
spon be able to shift o a
hindogradable form of packag-
ing completely, This will be
dong without hindering the
safety standards of the prod-
uets by opimmizsing Lhe dimen-
sions and recyelability of our
packaging while keeping our
product= it for consumplion.
AL Merck, weaim to reduce any
adverse impacts our medicines
may have on the covironment
durmg Lthetr development, man-
ufacture, transportation, use
and disposal.

Accessibility Lo healtheare
for pationts has always boen at
the forofront of the company,
but, at the =ame time, we are
siriving  Lowards equity in

healih. This not only helps the
pationi= enormously, bul, sl the
same Lme, equity will ensure
that every pharma company
will have a level ground to es-
tablish itself in the markel. In
addition, the seclor holds Lhe
capacity to identify neads ac-
cording to age, peography and
troatable and untreatable
health conditions Lo identify
their tarpet market=s across the
globe,

Identifying such {aclors has
equippad pharma companies Lo
invest more effectively in their
areas of expertise as it varies
from region bo reglon drastically.
In ceonomies like India, whore
there is o vast potential to
expand the market, the value



proposition from approaching
eoquity m health becomes benefi-
ial while inducing much-neoded
trust among the citizens.

Accessibility of patients in
healtheare is the ultimate aim
of every pharma eompany as
patients are the centre of overy-
thing that we do for paticnls (o
trust u= and our research to
cure Lhe unigue problems of the
healtheare community.

Within the pharma industry,
accessinlity Lo pabienls has al-
wiys hoen defined as a service
that the zector can provide to
patienis in need, a provider of
medication, sn institubion to ap-
proach in distress and the ap-
propriate services that can ad-
dross the needs of the patients.
The sources of healthcare are

[
At the forefront

of the pharma
sector, work on
sustainable
packagingisin
the works as
the packaging
creates the
first
impression of
the brand and
its
transparency
towards its
claims of
sustainability
and aesthetic
appeal

Lo be distributed across the ar-
eas with the resources Lo re-
solve the healtheare issues.
Merck has initiated the Na-
tonal Payers Partnership pro-
Eramme oOn CANCer care, an
avant-garde programme in e
oncology segment with a focus

January 2023

on capability building by ereat-
ing partnerships with National
payers surh as Emplovees State
Insurance Corporation (ESIC],
under the Mimstry of Labour
and Employment and the Min-

istry of Railways to develop
pathways for access. These
sirategic partnerships with
multiple state povernmoents to
include our medicines undor

the access mitiatives have

helped us reach out Lo the re-
mote areas of the country with
the quality drugs that patient=
around the nation need.

These factors ind the choice
of earh company in Lthe pharma

industry will have a lasting im-
pact on the patients we serve
across- the world. Espocially,
post the COVID pandemic, the
industry has introduced new fo-

CUS AMeas.
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The power of Al is the future of pharma

ew-age Lechnologies
| \ | like Artificial Intelli-
mence (Al) and Ma-

chine . Learning (ML) are
poized Lo play a transforma-
tionsl role in the growth of the
Indian pharma industry by ex-
pediting drug development
and discovery and enhancing
efficiencies. While leading
global pharma siants have al-
roady started using Al in o big
way, Indian pharma majors
are also fasl calching up.

Al, coupled with big dala
and ML, is veritably the fu-
ture of pharma. Encompass-
ing all pharma processes
ranging {rom drug research
and manufacturing to markot-
ing and supply chain manage-
ment, Al applications are
proving  instrumental in
bringing down costs, support-
ing & profit-driven innovative
ecosystem and enhancing
productivity, Lhereby, busi-
ness outcomes, as more and
more Indian firms jump on

the digital bandwagon.

They have started loverag-
ing the power of Al by
analysing vast amounts of
data to improve business
processes through decisive in-
sight=, boost the suceess rate
of new drug= through quality
control and address supply
chain issues in the production
line, thus cutting down on
wastage. Al tools also help
minimise the scope of human
error Lo ensure greater effi-
cieneies, reduce operational
costs  through predictive
maintenance and make way
for more cost-effective drugs
by streamlining the working
processes. Bvidently, Al-pow-
ered analytics can go a long
way in improving the value
proposition by ereating inno-
vative business models.

Pharma companies are also
mereasingly using Al to
stroamline the drug discovery
process by simplifving the
practice of identifying complex

Saransh Chaudhary,

President. Global Critical Care,
Venus Remedies, and GEQ,
Venus Medicine Research Centre

patterns from datasots Lo as-
sess Lhe safety and efficacy of
drug candidates and applving
them to solve probloms mvoby-
ing complex biological net-
works, The predictive and data
amalviics capabilities of Al en-
able drug researchers Lo as-
spz25 Lhe implications, benefits
and suceess rate of new drugs
by analysing dataset patterns.

Likewise, machine learning
al=o plays a erucial role in real-
world evidence studies and
clinical trials through tech-
niguoes like few-shol learning,
which involves inferring the re-
sulis on Lhe hasis of restricted
data in the process of testing
experimental drugs and zero-
ing down on drug candidates
with the highest polential.
These technological interven-
tions not only do away with the
need for large datasets, bui
also pul the drag discovery
and development process on
fast track.

Going beyond drug dizcov-
ory, Al can also help analyse
and improve upon marketing
campaigns by providing
measurable results and accu-
rately predicting the suecess
rate of marketing activitios.
Likewise, it is redefining the
srope of interactive digital
toolz in tho consumer health-
care space.

Companies catering Lo

consumer healtheare are in-
creasingly opting for data-
driven personalization and
immersive technologies like
Viriual Reality (VR) and Aug-
mented Reality (AR) Lo en-
hanece patients' experience by
interacting with them and
providing =olutions based on
their feedback. Automated
patient-decision aids, for in-
stance, employ cognitive Al
with evidence-based insight=
maned from pationt history or
interactive guestionnaires Lo
understand the critical issues
that need o be discus=ed with
physicians. Going a step fur-
ther, we also have Lechnolo-
ries like precision health, vie-
tual health assistant and
emotion Al also referred Lo as
affeetive computing, which
will also be crucial in improv-
ing targetted and person-
alised care for critical dis-
eases, another key area that
will witness an upward trend
M COmING Yoars.

By 2023, pharmaindustry is expected to be worth
more than $1trillion

he pharma industry

has experienced

tremendous growth in
recent years, and the outlook
for 2023 remains optimistic.
By the lollowing year, the in-
dustry 1= expected Lo be worlh
more than %1 trillion. This is
due in part to the thousands
of compounds currently in the
[inal stages of chmeal develop-
ment, as well as hundreds of
new products with approvals
expected in 2023 and beyond.
Thiz level of pharma products
iz unusual, and hasn't oe-
curred inover a decade.

Al'is a term Lthat is gaining
traction acro=s all industries.
[L iz the use of computer sys-
tems to perform tasks that
would normally reguire hu-
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man intellippnce. Decision-
making, speech recognition
and visual perception are ex-
amples of such tasks. It also
allows for information to be
translated between different
languages. The use of Al in
pharma industry is expected
to expand in various roles,
such as accolerating drug dis-
covery and development. clin-
ical trials, frowd detection and
overall medication improve-
ment are some of the arcas
that will benefil from AL

As blockehain technology
ha= grown in poputarity in the
financial sector, companies in
Lhe pharma industry have be-
mun Lo explore new applica-
tion= for it. The primary moal
of blockchain technology 15 Lo

simplify transaction procoess-
ing while also improving secu-
rity and transparency without
the need for a third party.
Blockehain technology, when
used by pharma companies,

can help boost efficioncy by
streamlining processes, This
15 true for tranzsactions mvokv-
ing madical climics, hospitals,
regulators and other stake-
holders. It can also improve
the resulils of research snd de-
velopment.

Medication pricing will oc-
casionilly make headlines, es-
pecially when thore is the oul-
rage over Lhe high cost of
lifo-zaving drogs. The exami-
nation of drug prices and con-
tinued serutiny Lo detecl im-
propriety will continue in
2023,

One of the operational
trends that will prow in 2023
= the use of digital training to
ensure the proper and effi-
cient use of implemented

technologies. This iz also done
to ensure regulatory compli-
ance. Pharma companies and
pharmacy employees, like
thoze in any other industry,
muzt be well-versed nregula-
tions and be able Lo navigale
the various svstems pul in
place ina way that complies
with thom.

There is a greater empha-
ziz on Lhe worth of mediea-
tions. As a result, pharma
companics are mMore con-
cerned than ever ahout ensur-
ing that research and devolop-
ment are directed in the right
direction. There is an offort to
mmprove effectiveness and of-
ficiency in meoting pationts’
needs while also protecting
the bottom line.



Top trendsin pharma marketing in 2022 will
continue to dominate the sectorin 2023

he pharma sector has
Tuvulvnd rapidly dur-

ing Lhe COVID-19 pan-
demic and became more agile
and responsive to the new
markel realities and de-
manis of healtheare across
the plobe. As digitization
transformed the whole
healtheare sector acrozs the
globe, technology disruplion
in pharma also contributed to
new developments in this
space. The seclor is now in-
croasingly looking al new
stratogios and approachoes to
enhance the process and
product efficiency.

Top trends in pharma
markoting in 2022 like pa-
tient-centricity, personalisa-
tion in healtheare solutions
and changing relationships
botween healtheare
providers and patients will
continue Lo dominate the sec-
tor in 2023 as well. The
pharma sector is an evolving
space with a focus on improv-
ing the expertise of human

resources, loveraging tech-
nology Lo optimise both, cost
and quality of oulcomes, as
woll as encourage =cienlific
innovation.

As we step into 2023, the
trends that will take cenire
stape in India’s pharma setup
and the new market realities
for the sectorare:

Digital transformation (Use
of Al and other new-apoe
technologies): With the pan-
demic having a ripple effect,
the digital transformation of
the pharma sector will take a
centre stage in 2028 as one of
the tronds. There i= no doubt
that the latest technologies
such as Artificial Intelliponce
(A, AR/VE, Machine
Learning (ML) and additive
manufacturing are helpmng
pharma companies. This in-
cludes conducting trials in
loss time, improving the R&D
process and adding innova-
tion Lo Lhe products as well
as improving compliance and
efficiencies in manufacturing.

i
Mikkhil K Masurkar,
CEQ, Entod Pharma

More innovation and R&D:
To move up the value chain,
the pharma industry needs Lo
focus on innovation. The see-
tor needs new  prodoct
launches and a strong inno-
vation pipeline every year,
along with more Research
and Development (R&D) for
emerging diseases or infec-
tions. The idea should be Lo
have a core forus on patient
needs  while  enhancing
pharma's significance in new

drog development, biclogics
and imnovation. Pharma com-
panies are also expocted to
put more focus on the usage
of technology, biological sei-
ences, and cell and gene ther-
apy, as part of the trend.
Personalised — medicine:
When medication is produced
based on a specific patient di-
agnosis, il refers Lo person-
alised medicine. The purpose
is to ensure the drug i=s tai-
lored for optimal effective-
ness and patient outcomoes.
Reportedly, precision medica-
tion has demonstrated a
higher level of effectivoness
than other oplions. However,
tho problem thal manufactur-
ers are facing 1= that a smaller
guantity of medication is pro-
duced, which means Lhere is
more Lhan one-treatment
variation.

The production of preci-
z1on medicine requires facili-
Lies Lhat are speeialisad and
smaller than most factories.
The year 2022 iz expected to

give space to this trend as the
methods used to produce
precision medicine are re-
fined, thouph il has posed
problems for manufaciurers.
Begulators and indusiry
slakeholders need to align
wilh each other: To Lake on
the new challenpes and prab
opportunities in 2023, repula-
tors and industry stakehold-
ers can align with each olher,
to chart an improssive
growth  trajectory. The
pharma industry in India is
Lhe third largest by volumo
across the world and the 14th
larpest in terms of value. As
per the Economic Survey of
2021-2022, the Indian pharma
industry is expected to reach
%65 billion by 2024, Keeping
this in mind, a close-knil as-
sociation between regulators
and industry leaders or
stakeholders i= imperative,
but, at Lthe same Ume, no
compromise on  guality
should be made for the sake
of competition.

Boosting stakeholder supply chain visibility and
enhancing pharma logistics through internet

he pharma supply

chain is performing

below par while being
a #50-billion industry in In-
diz. The COVID-19 pandemic
hasuncovered the dent in Lhe
pharma supply chains with a
lack of skilled personnel and
digntal transformation. Inven-
tory turmovers are behind
schedule, demand fulfilment
iz inefficient, and overall
process capacity and effi-
ciency trail far behind those
of a top-tier manufacturing
facility.

The zoctor's top executives
believe there iz a need for bot-
tor visibility, cooperation and
control. For instance, they re-
quire real-Lime information on
the location and status of a
shipment. They also want ca-
pacity data and production
projections. Such information
15 frequently on paper, in excel
format, or in traditional data
management systems, which
are difficull to find. Things
are changing since Lhe con-
tury's worst tragedy, the pan-
demic, hit the globe.

Nisschal laain,
Co-Founder and CEQ, Shypmax

The lomstics mdustry has
guickly adiapted to the chang-
ing needs of the pharma in-
dustry in the post-pandemic
phase. It has embraced many
new ideas about building and
sirengthening  the supply
chain for effective dizstribu-
Lion in the pharma industry.
Globally, the industry has
been forced to innovate and
ailapl o demand, highlighting
how inter-dependent coun-
triez are for a continuous
and smooth supply chain.
Moreover, the industry has

understood the adaplation
of cutting-edge technology,
which has played a curious
role during the pandemic.

The technology adoption
rates by the lomistics industry
are increasing for things such
as Artificial Intelligence (A1),
cloud computing, blockchain
and Lhe Imternet of Things
(10T).

The next generation of lo-
mistics solutions 13 butlding a
more customer-coniric and
sustainable global supply
chain. Digitisation provides a

| EXPRESS PHARMA ]

January 2023




gustainable =olution for
pharma mdustry's supply
chain challenges. Acquies-
cence, traceability, end-to-
end visibility, limiting error,
quality  assuranee  and
process officiencios are some
crucial challenpges that can be
addres=zed through advanced
technology. End-to-end sup-
ply chain visihility is only pos-
sible with digitalisation and
capturing data from various
sources. In order to provide a
comprehensive picture of a
supply chain, end-io-end
monitoring enables data to be
consolidated, transmitted and
evaluated across difforent
layers.

Every supply chain part-

The next generation of logistics
solutions is building a more customer-centric
and sustainable global supply chain

ner can access a single digital
file contaiming up-to-date and
accarate data, whenever re-
quired.

Blockchain iz another
evolving Lechnology that can
be transformative in improv-
ing the guality of the network
as a whole, It can add better
vilue Lo tracking, monitoring
and reducing issues-in Lhe
supply chain and make logis-
tics =camless, casier and

quicker by ereating platforms
where logistics players can
share tho details in real-time.
It can also enhance the secu-
rity, integrity and data pri-
vary of the pharma supply
chain because of its transpar-
ent, binding and auditable
nature.

It also permils all the
stakeholders involved in Lhe
supply chain to update and
share real-ltime and precise

information via software. Ad-
ditionally, it can secure Lhe
supply chain processes and
improve their integrity, data
derivation, functionality and
traceability until the point of
delivery.

The effort putl out to com-
prehend various stakehold-
ers, the data they require, the
channelz for collaboration
that are available, as well a=
the technology, are crocial

components of effective end-
to-end control. Companies
may improve sustainability
and cut cozts by addressing
the inefficiencies in their cur-
renl. processes with the help
of end-to-end supply chain
visihility and stahility data.
By providing pertinent infor-
mation to all parties, includ-
ing producers, wholesalors,
distributors, pharmacices,
customers, hospitals  and
other medical facilitios, a con-
trol towor offers visihility
from beginning to finish, Op-
erators can then monitor
shipments during their voy-
ape and ensure Lhat the pa-
tients receive the packages in
sound condition.
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PACKAGING

@news

Airnov enlarges portfolio with new and

innovative addition to meet evolving
customers’ needs

HAT-B, launched in July 2022, is the latest product in the HAT product line designed to protect
test strips, pharmaceuticals and nutraceuticals from moisture

rmov Hesltheare Pack-
aging has added a now
vial to its portlolio.

Launched in July 2022,
HAT-B is the company's latest
innovative vial, an active and
ergonomic flip-top container
designed Lo protect Lest strips,
pharmaceuticals and  nu-
tracouticals from moisture. To
meet a varicty of nepds, mois-
ture protection is intograted as
a raw desiceant at the bottom
of Lhe tube,

These vials also carry nu-
merous other inventive and
sustamable features. For ex-
ample, Lthoy are made with a
reduced amount of plastic,
contain adjustable desiceant
quantities, and comprise vor-
gitile sorbonl material to fit
stability requirements. The
vial, =uitable for the diagnostic,

pharma and nutra markets, is
available in two =izes, and is
comprtible with existing fillng
limes and desiceants to [t all
customer needs.

Mdliz=a Plantier, Product
Manager, Airnov, commented,
“HAT-B also puarantees high
in-use efficiency. The desiccant
location at the bottom of the
tube ensures the closest posi-
tion to the reactive part of the
test strips, or to the sensitive
product, which optimises use

of space and helps our cus-
tomers Lo be more efficient.”
Airnov has also inereazed
its manufaciuring capacity in
China to meet growing de-
mand for ils HAT-SNAP prod-
uecl. As part of the HAT portio-
lio, it is anothoer type of active
and ergomomic flip-top con-
tainer Lo package and protect
tesl strips, pharmaceuticals
anid nutraceuticals from mois-
ture, Koy features include casy
snapping of the closure onto

the container, tamper ovidence
securily, and customisation
wilh oplions such as sifica gel,
molecular sieve, or a combina-
tion of both to achiove desired
performance.

HAT-IN Snap is another
variant in the HAT family of
products. The closure system
allows for additional capacity
inside the container, another
key feature being the integra-
tion of Airnov's Advanced Des-
iceant Polymer (ADP), which iz

embedded into the polymer
matrix for direel imtegration
into container walls.

HAT-IN al=o features ADE
A major atiribute of this prod-
uet is thal Lthe closure system
15 pre-assembled to the con-
Lainer, which 1z delivered (o
customers closed to mimmise
exposure of the desiceant dur-
ing filling.

“With 2023 on the horizon,
our aim is Lo continue provid-
ing produet= thal mecl the re-
quirements of various health-
care and packaping markets, I
there sre-ways that we can help
customers Lo become more of-
ficient and increase the sos-
Laimability of their operations,
then Airnov s determined Lo
make it happen. We look for-
ward Lo making further strides
in 20237 Plantier added.
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POST EVENT

Reinvigorating Goa's pharma sector

The event witnessed experts discussing Goa's role and potential in cementing India’s positionas a
essible medicines.

global supplier of high-quality

xpress  Pharma recontly
E organised a confercnce for the

stakeholders of the pharma
industry in Goa. [ was organised in
azsociation with GI'MA and olher in-
dustry pariners. Held al Fern Kosar-
val in Verna, it witnessod expert= of the
industry address 1ssues crucial to
unlocking India Pharma Ine's true
growth polential. Industry leaders and
veterans oxamined and  explored
growith stralegies to alipn India
Pharma Inc towards a more innova-
tion-driven path.

They also discussed exigent and
pertinent measures roguired Lo move
up the value ladder such as strategic
R&ED imvestments, building newer
capahilities, deploying global hest
practices or developing new marked s,

The event also looked al Goa's role
and potential in cementing India’s
position as-a global supplier of
high-guality, affordable and accessible
medicines,

Here iz a summation of Che
spssions shared on thiz knowledge-
sharing platform.

Pattrgs

. affordable and acc

i

The event kickstarted on an auspicious note with a lamplighting ceremony

Special Address: Making Goa a global pharma supply destination

Dr Praveen Khullar, Exec-

utive Director, VerGo
Pharma & President, GPMAL
Dr Khullar drew (rom his vast
experience and knowledge o
gpeak in detail about India's
potential as a global pharma
supply destination. e elabo-
rated on Goa's role in: India
Pharma Inc's progress and
detailed how it = gradually
becoming a pharma centre of
excellence.

Sharmg his insights on the
various advaniages thal Goa
offors, he highlighted (hat
almost 7O per cont of the medi-
cines produced in Goa caters Lo

:[n a Special Address by

the export markel, due to
[actors ke as groat connectiv-
ity, good talent, and a con-
ducive business envirenment.
He alzo mentioned that Goa 1=
upgrading many facilities and
measares are heing undor-
taken to provide more value Lo
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the players such as improving
its lomistics chain, upskilling
the resources and building
more capacities and others.

In the continuing session,
Dir Khullar shared his insights
on dealing with manufacturing
complexities in a cost-effective

\

Dr Praveen Khullar, Executive Director, VerGo Pharma & President, GPMA

manner. He spoke on how to
improve sourcing  praciices,
miake lomatics and supply chain
more effective and reduce the
cost of materials and optimise
manufacturing processes to
roduce mistakes, simplify prac-
tices and make them more

cost- and qualitv-efficient.
Dr Khullar enlichtened the
audience about how the Goa
pharma industry's stakehold-
ers came together Lo overcome
the crisis caused due to
COVID-19 and managed (o
work effectively even during
the pandemic. He also cited
several interesting stories and
examples wherein the industry
dealt with some major chal-
lenpes faced sinee the onset of
the coronavirus pandemic and
the =subsequent nationwide
lockdown.

He askel Goa's pharma
stakeholders o leverage the
advantages offered by India
such as povernment meentives,
Lax benefits, improving case of
doing business, oood talent
pool, infrastructures, improving
focus on R&D ete. He had some
proat myrpeds of wisdom for the
pharma professionals. For
instance, he advizsed the indus-

Setting up clusters

of suppliers for the

pharma industry,

improving academia-
industry collaboration

and attracting R&D
companies to set up their
research centres are some of
the cpportunities for the

Goa pharma industry

try stakeholders to “lrustrate
the frusirations” by turning
challenpes into learning oppor-
lumities.

He alzo answored soveral
questions [rom the audience
which was very keen (o [earn
and gain from Dr Khullar’s vast
experience: and  knowledgo.
Thus his sessions were very
engagng and informative, with
zpveral takeaways for the
auidience,



Impending trends in analytical method development: Analytical
lifecycle approach and method modernisation

uldeep Sharma, Sales

B Development Manager
(Pharma markel), Agi-

lent Technologies spoke from
hiz 19 yoars of experience in
areas of bisanalyiical research
and pharma repulatory compli-
ance. His exportise in analviical
resedrch, in-vitro assays, Lissue
distribution and in-vivo mota-
holic profiling and bio-analyti-
cal studios made the session
very insightful and informetive.
He informed how analytical
toolz and techmiques have
evolved to  become more
efficient over time and pointed
oul some aspects which led to
tho development in Lhis sphere.
He alzo explained Analytical
Quality by Design (AgbD) and

Kuldeep Sharma, Sales Devetopment Manager (Pharma market),

Agilent technologies

its importance and role in
improving pharma processes,

He highlighied that AGhD is
vory key in Method Lifecyele

Evolving regulatory landscape

ailash Nale, Sr Direc-
B tor — Quality Opera-
tions, Cipla 15 an

expert in Guality Operations.
His session on evolving regu-
latory kindscape in the phar-
maceatical industry gave an
ingight into how drug regula-
tiong in differont countries
have developed Lo match with
changing times and require-
ments.

He spoke on the various
challenges faced by regulators
and the industry. He listed
down the hurdles that the
regulators deal with in their
continued efforts Lo protect
patients and enhance public
health. Citing an example, he
gid that fostering innovation
by responding quickly amd
effectively to the exponential
changes happening in medi-
cing, science and technology
i= s key challenge.

He ‘also addressed Lhe
challenges faced by the indus-
try due Lo the increasingly
complex regulatory  land-
seape, growing legal roquire-
ments, puidance documents
and industry standards.

Kailash Nale, Sr Director — Quality Operations. Cipla

He explained that regula-
tory frameworks are evolving
Lo meet various requirements
such as fulfilling the patients’
changing needs in druogs,
medical devices, vaccines;
moving away from manual
gvent recording and docu-
mentation Lo electronic docu-
mentation and use of sophisti-
cabed imstrumentsioquipment
and accepting a scientific,
risk-based approach for all

processes in the industry.
Giving an insight  into
what the future will hold, he
informed the audience about
cortain evolutions such as:
# Propozals will move from
price to product, based on
the status of regulatory
compliance
# Hepulatory agencies will
review submitted documents
with the help of Al-based soft-
wire

Management (MLCM) a= o
reduces analytical uncertainty,
leads to improved method
performance and decreases the
cozt of poor quality. He spoke
on the importance of a strue-
tured approach Lo analviical
development, the use of mono-
graphs, the ovolution amd
implementation of lab infor-
matics solutions and more in
his presentation.

On approaches to ensure
GLP, Sharma advocated the
need for new-ape =olutions and
skills. He gave some good
examples of how these solu-
lions can improve oulcomes
with betier officiency, roduce
errors, lessen analytical uncer-
Lainties, address issues of poor

.
Fostering
innovation by
responding
quickly and
effectively
to the
exponential
changes
happeningin
medicine,
science and
technology
is akey
challenge

# Shorter timeframes for
regulatory  approvals  with
specifically PAS

# (nline surveillance of man-
ufacturers by the regulatory

‘“Analytical Quality by Design
(AQBD) is an integral part of
Method | ifecycle o
Management (MLC i
ruﬂma;raﬁiiljcal .
uncertainty. leads fo

guality and control costs.

He also gave an overview of
Apilent and its solutions for
analytical development and
assured the industry thatl it
can be a good partner in this
sphere.

KEY TAKEAWAY

We need to incorporate
predictive tools like Al
machins ing and data
e e
technical capabilities of
individuals to overcome
‘current regufatory and
compliance challenges inthe
pharmasector

agency
# Automation - PAT /contimu-
ous processrohot working
# [00 per cent Lesting al the
point of manufacluring as
against QU lab testing
+ Harmonised regulations!
inspections across Lhe world
He had some good keoy
Lakeaways and advice for Lhe
industry such as the future is
digitalisation, adopt new
changes positively, enhance
lechnical capahilities, don't
lose any opportunity for im-
provement, be truthiul, open
and collaborative with Lhe
regulatory agencies and keep
the patient at the centre of all
actiens,
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Traceability, compliance & regulation: Three diamonds
of pharma world

% Lhe pharma sector
continues 1t fight
against counterfeting

and strategises to iImprove
quality and compliance, the
sector is in various phases of
implementing and executing
serialization and traceability
solutions. As they continue
along the learning curve,
pharma companies arc mak-
ing traceability the corner-
stone for future prowth.

Anirudha Kalekar, Diree-
tor-Sales (India), Optel Group
touched on these important
aspects at Goa Pharma Sum-
mit 2022 and shared insights
from his experience and ox-
pertise in automation, track
and trace and supply chain
traceabality.

He bopan by sharing details

\

/

Mr Anirudha Katekar, Director-Sales (India), Optel Group

about hizs company and its of-
ferings in this sphere. Katekar
informed that the Oplel Group

hiis over 30 years of experience
in irnceability solutions and has
ovor 4 500 syslems installed

worldwide He updated that in
December 2021, it acquired the
pharma ‘track and trace’ unit
of Kdrber, a company thal
loverages, empowers and cap-
tures data for supply chain
digitisation Lo expanid its pros-
ence in the European market.

He explained how Optel not
only helps in enabling end-to-
ond traceability and visibility
bt also aids regulatory com-
pliance and quality. He also
ciled some interesting exam-
ples of the implementation of
cutting-edpe  supply chain
traccability platforms and
solutions,

Emphazising the impor-
tance of patient-contricity in
pliirma, he =aid thal traceabil-
ity helps to optimise the effi-
cacy of medicines and improve

Role of active packaging in drug development

hairy Sharma, Techmni-
D cal Sales, Cilicant,
gave  an  insightful

preseniation on the role of
artive packaging i drug
development at Goa Pharma
Summit 2022, Elaborating on
the crucial part played by
packaging in drug develop-
ment, he explained that active
packaging is 2 smart packag-
ing solution thal is function-
ally active and heips Lo
enhance the shell life of a
package system when used in
a scientific manner.

He alzo informed thal in
the case of active packaging,
there are some key aspects
such as volume of the botile,
oxygen Lramsmission  rale
(OTR), moisture vapour (rans-
mission rate (MVTR), RH,
temperature condition and the
ghelf life that noeds to be Lakon
under consideration. Sharma
alzo explained the connection
botween mosture content and
water and informed that mois-
ture content s quantitative in
nature and a driving force that

30“:-. ESS PHARMA
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b

Dhairy Sharma, Technical Sales. Cificant

decides how one can chooss
the right packaging.

He pave an overview of the
solutions-offered by Cilicant
for active packaming and elabo-
rialed on one of its offerings

called Accullip. Giving more
details about the solution, he
said Lthat it is an equilibrium
relative humidity (ERH) rogu-
lator, it regulates the ERH to
2045 per cont RH within the

]
Active
,HLEﬂdL‘H'lc’ iIsa
smart
pa LEﬂc‘lL‘H'l.:
solutionthatis
fl ctionally
’[ ve and

hﬁ'n h::
enhance the
shelf life of a
package
system when
usedina
scientific

1anner
enclozed primary packaging,

therehy preventing over-des-
iccation of capsule cells and

“Traceability. compliance
and regulation make the
pharma industry unigue and
patient-centric with a
broadervisionto serve
homanity.

health outeomes.

He also spoke on Optel's
carton =erialisation solution
and explamed how il works in
detail. He coneluded the proz-
entation by sayving that Optel
1= one of the most proferred
partners for pharma compa-
nies in Lheir traceability jour-
ney. He also imvited all pharma
professionals present atl the
Summil Lo visit Optel’s Facility
in Goa.

‘ccuflipby CILICANT is an
equilibrium relative
humidity reguiator which
regulates the ERH within
the specified ange to
protect the product. it is
designedto be usedin
primary packaging and
prevents over-desiccation
of the formulations'

protecting the product. He
also explamed how over-desic-
cation can adversely affoct the
officioncy and efficacy of
pharma products,

Giving more details about
Aceufllip, he highlighted that it
has a specialised =sorbont
which adsorbs and deabsorhs
moisture at the same time. He
elaborated on the relation
hetween water activity and
ERH and accentuated that
active packaging should be
used wisely to pel optimal out-
comos sinee the right solution
at the right time 1= really
mmportant.
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Polymer solutions for drug product manufacturing process

ankalp Kokare, As=is-
SLunl Manaper (Busi-

ne=s Development) at
Ami Polymer gave & very
detatled presentation on poely-
mer solutions for the drug
manufacturing process  at
Goa Pharma Summil 2022,
He began by sharing wital
information about dilforent
kinds of tubing=s and poly-
mers, their features, advan-
tages and applications in Lhe
life seiences industry. e
explained how different drogs
and dosage forms require dif-
ferent kinds of solutions that
are suitable for difforent drug
products such as silicone tub-
ing for dedicated Mud Now
systoms, TPE tubingz for
tablel eoating applications,
imaliner tubing for proserva-
tives resistance, FEM tubings
for complex injections, FEPY
PTFE tubing for corrosive
fhuid transfer and polymer TC
gaskets for corrosive chemi-
cals. He also explained in

Sankalp Kokare, Assistant Manager (Business Development) at Ami Polymar

detail why these products are
most suited for certain apph-
cations.

He shared a case study
through which he established
how SIP-compatible tubing is
used for peristaltic pump ap-

plication and its impact.
Kokare also spoke at length
aboul regulatory compliance
on polvmerie products and
explained the factors that
need consideration Lo achiove
regulatory comphance.

Listing down various fac-
tors to be considered while

While choosing tubing
solutions. keepin mind the
method of sterilisation to ba
used by you, validation
package and sealing, welding
capabilities etc”

choosing tubing solutions,
Kokare said that the material
of construction and compo-
nents, class of the clean room,
method of sterilisation uzed
or Lo be used, absorption, ad-
sorphion and compatibility to
products, extractables and
leachables, validation pack-
ape, regulatory  standard
Lestoed, sealing. welding capa-
hilities, pump pressure, oo
are very crucial.

He ended the presentation
by assuring the audience Uthat
Ami Polymer can help them
with the right polymer solu-
tions for their drog manofac-
Luring process.

Building stronger quality systems for improved compliance

opeshsing Rajput,
Executive Senior Man-
ager, Indoco Remedios

gave a very informative ses-
gion on how guality manage-
ment systems work and the
advantages they bring to
pharma processes, He up-
datoed on the effective use of
50Ps and asked tho industry
to streamline and simplify
their proces=es to make Lheir
quality management systems
more effective.

In his prescotation, he
addressed several other koy
1ssues such as harmonising
processes and procoedures to
improve efficiency, implemen-
tation of lean concepls, build-
ing and implementing people-
centric systems, creating
loaders at each level of the
organization, need for peri-
otic review and revamp of the
company's processes, creat-
ing a decentralised and

Yogeshsing Rajput. Executive Senior Manager, Indoco Remedies

N

root

Impiementing
remeaqiai

actions and

collaborative  environment.
ele.

r

Quality Management System
should review and refine

the process, create
meaningful objectives,
harmonise procedure and
shotild be simple to use

He spoke on the interiink-
ing of CMA, CPP and CQA,
and explained how that canim-
prove gquality processes. He
al=o advised pharma profes-
sionals to be more transparent,
Took at the root cause of prob-
lems before implementing re-
medial actions and be growih-
oricnted by  being  more
open-minded to new Lechnolo-
gies, ideas and approachoes,

He concluded by saying
Lhat all lessons need to be re-
flocted upon and implementod
effoctively to continuously en-
hance quality and compliance,
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Digital, Data and Dialogue: The 3D approach
to enhance clinical trials in 2023

Deepak Gandotra, Senior Director, Enterprise Clinical Solutions, Indegene, believes the new year
will see a stronger coupling between clinical operations leaders and ClOs and digital
transformation teams, resulting in greater collaboration and innovation in the next few years

023, the year of equilib-
2 rium, is upon us. Most

people, processes and in-
dustriez have oscillated be-
twoon extremes since the pan-
demic began, Now is the right
time Lo plan, achieve and sus-
tam halance with a medium- Lo
long-term outlook. Take climi-
cal trials, for instance, which
are on the cusp of becoming
truly plobal, accessible and og-
uitabde.
Case in point: India iz home Lo
approximately 18 per cent of
the world’s population. How-
ever, we form i meagre two
per cent of the global clinical
trial population. While many
similar examples confirm Lhe
gaps and latent opportunities,
the pandemic did bring o sthvor
Imning for the clinical trials in-
dustry.

Sueccessfully completing the
COVIDA19 vaccine trials from
start o finizh in one year as
comparad Lo the typical seven-
I0-year timeframe was an
unimagmable feat, particulardy
for heallheare workers who
had the dual responsibility of
earing for pationts while trying
to drive rosearch and getling
an accurale understanding
aboul the new discase. The 3D
approach of Digital, Data and
ialogue is aligned with
emerging Lronds we are ob-
SOFVINE az wo pariner and en-
gape with patients, sponsors,
investigators and CHRO= glob-
ally.

CI10s" evolving role and now
digital transformalion cn-
ablers: The now year will scoa
stronger coupling  between
elinical operations leaders and
Cl0s and digital transforma-
tion teams, resulting in greator
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collaboration and inmovation in
the noxt few years,

We are already secing the
benefitz of Lhis cross-fune-
tional amalgamation, partico-
larly in the way digital {and
data) can be leveraged to drive
efficicney al a portfolio level,
instead of the traditional trial-
try-trial approach.

One of the best examples =2
through setting up a con-
tralised control tower. Akin to
an air traffic controlier that
captures information [rom var-
ioil sourees, a control tower for
a clinical trial can be et up to
ingest data from multiple
sources and stakeholders such
as Lrial sites, pationts, wear-
able devices, 'R0 (Patient-
Beported Outcomes), Elee-
tronic Data Capture (EDC),
Eleetronic Medical Record
(EMR), CRO, lomstics and pa-
tient recruitment; with the
simitar final obyective of ensur-
ing sale, smooth-and timely op-
erations.

A UE-headguartered large
pharma company piloted this
concepl during the carly onsel
of the pandemic. The fact that
they have done a comprehen-
sive roll-out within two vears
of Lhat pilol is testimony to Lhe
suceess of such a model.

Establishing and loverasing
unified data lakes and eloud in-
frastruciure are strong on-
ablers for a clinical control
tower, and both initiatives are
typically led by the CIO. How-
ewver, transforming such a con-
trol tower - from a monitoring
station Lo an aclion centre —
takes the oulcomes and Bo-
turn On Investment (ROI) toa
different pedestal by reducing
the lag between insights and

actions through autom:ation.
Another initiative that aims
to estiablish a future state of
automated and dynamic read:-
ness is underway as an indus-
try-wide consortium at Tran-

seelerate,.  Sharing  and
learning with other partners of
thiz imitiative has provided us
a lot of promise regarding the
future of drug development.
Diverse and enhanced usage
of real-world data: Informa-
tion giloz noed Lo bo broken to
leverape data and digital to our
advantage. In mamy developed
countries, anonymised insur-
ance claims and laboratory
data are commercially avail-
ahle for analysis, These help
improve trial design, patient
recruitment and operations.
However, access to granular
data is limited in the rest of the
world. While efforis are being
made to curaie real-world
datazet= for oncology, rare dis-
eases and other therapies, this
remains one of the biggest
challengoes and opportunitios.
Omee data silos are broken,
it becomes easier and more of-
foctive to deploy last-mile ap-
plications such as telemedicine
for virtual trial participation,
digital putreach to patients to

enroll them inbo reievant trials,
online consent for trial partici-
pation (similar to virtual KYC
that many in India have expe-
ricnced backed by Aadhaar in-
frastructure), and =0 on. An-
other key advantage of
deploving the combination of
data and digital is to enable a
fool-proof and auvdit-ready
trail. Real-time (or near real-
time) digitization of data i= one
of the simplest and most im-
portant levers that can uphold
the authenticity, transparency
and crodibility of a clinical
trial.

FIXA and othor regulators

mlobally have been incroasingly
roleasing puidance Lo leverage
real-world data for clinical tri-
al= (the latest one was in Sep-
tember 2022). Finding the
equilibrium  betweesn  real-
world and trial data i= poing to
be one of the most interesting
aspects we need Lo keep an eye
o,
Dialopues with patients: Any
innovation in healtheare iz in-
complete without thinking
ahoul the human elemont,
change aments and hehavioural
aspects,

For example, leveraping
digital and social media as a
patient-recruitment strategy
is mow Lable stakes. Howover,
the manner i which one
should exchanpe information
to positively impact the psy-
chology of patients and care-
mivers will remain a critical
suceess factor With ever-in-
creasing scrutiny on major so-
cial media platforms ensuring
a humane, empathetic, compli-
ant yel result-oriented com-
munication based on research-
hased evidence is the way

forward to cut through the in-
formation overload we all are
exposed fo.

The farther the distance be-
tween a care provider and a
patient, the groater the deter-
rent towards mindful mnd will-
ing trial participation across
countrics, and racial and eth-
nic groups. There are many
best practices thal site leams
and investigators can deploy at
the grass-roots level, such as
leveraging WhalzApp broad-
cast to shiare non-confidential
awarene=s information (while
ensuring the risht privacy and
data security checks and bal-
ances are in place), scheduling
dedicated timeslots to soo trial
patients and their caregivers
and leveraging compliant ver-
nacular content to facilitale
two-way commumication.

Facilitating these dialomues
at seale requires agility and Lthe
abihty to track and mansge
multiple swimlanes belween
R&ED and commercial insighis
for sponsors, regulators and
other stakeholders. Listening
to experiences, feedback and
percoptions of patients, care-
Eivers, sites, patient advocacy
groups, non-profit foundstions
and other stakeholders s vital -
=0, Lhey don’t see themsolves
as Lools or subjects, but mither
true partners in driving suc-
coes= togother

Much has been talked sbout
decontralised trials. It is safo o
&y Lhal hybrid Lrials are here
to =tay. It's time for the broader
healtheare ecosystem and the
clinical trial fraternity, in par-
ticular, to rally Logether and
adopt the 2D (Data, Digital, Di-
aloue) mindset to move the
industry forward.
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CeOlLUS

HIGH FUNCTIONALITY
MICROCRYSTALLINE CELLULOSE

Resolve tableting issues by incorporating
CEOLUS™ in your formula

CEOLUS™ KG-1000

Exceptional Compactibility: Imparts hardness to tablets, reduces compression force

CEOLUS™ KG-802

Excellent Compactibility: Cushioning agent for MUPS tablets, reduces tablet size

CEOLUS™ UF-702
Excellent Flow: Highly effective MCC for high speed tableting, improves CU for low

dose API

CEOLUS™ UF-711
High Compactibility combined with Excellent Flow, effective in reducing capping
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(.\ For more information, please contact

— Arihant Innochem Pvt. Ltd.

} Tel. No.: +91-22-67674895; Email:enquiry.pharma@arihantinnochem.com
Website: www.arihantinnochem.com

EXPRESS PHARMA January 2023 35



EXPRESS PHARMA

Jointly organized by

A 22..
e HOHE REY

Don’t miss

the only focused event for

International Trade Fair for Laboratory Technology,
Analysis, Biotechnology and Diagnostics

aanalytica Anacon India

* 6,000 sqm Gross
Exhibition Area

* 150+ Exhibitors
* 5,000+ Business Visitors
we/NDIALABEXPO |
2023 * 500+ Buyer-Seller Meetings
* 75+ Hosted Buyers

* Roadshows: Visitor oriented

FX3-EL) April, 2023 Shows n il e

Bombay Exhibition Centre, Mumbai

Scan to Exhibit

70% space sold out. Book Now!

For bookings contact:
M: 98333 23613 | T: +91 22 4255 4738 | E: babandeep.singh@mm-india.in
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Measure. Control. Automate.,

OVER 30 YEARS OF
DELIVERING

MEASURING &
CONTROL SOLUTIONS
TO THE
LIFE SCIENCES INDUSTRY

INSTRUMENTS AUTOMATION HEAT TRANSFER SYSTEMES MEDICAL DE

30 years 1300+ 1500+ el o s
OF DEDICATED CUSTOMERS REACTORS AUTOMATION ECHhéHIAJTE?tHEE'E:I:THE
SERVICETO i Al R PYRAMID SINCE 2001

LIFE SCIENCES

INDUSTRY

CORPORATE OFFICE H

Schneider

POLMORN INSTRUMENTS PVT. LTD. .
Palmon House, Nizampe! Road, Kukatpaily, Fyderabad - 500 085 Telangana India E I ec t ric
T: #8111 40/2306 7308/ 2048 infoGipoiman. con wwik pokman.com Authorised System Integrator
Yaur trusted partner for Process & Analytical lnstrumentation B Galaxy Partner Since 2001
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(:K\ Leistritz with its lines in GMP design
J

Lei sfritz is the market leader in the demanding

field of pharmaceutical extrusion.

Liabd fiod Tisstinig tha estrodabdliby of emalleit Batetea

- fiar cantinuous extrusion processes for batches of 20 - 100 g/h
= equipped with the micra-plunger feedar
= torque of 42 Hm allows for the processing of highly viscous matenals

- twin screw extruder

- easy handling simple (dis)assembly, goed claanability
- suitable far throughputs of 50 te 1000 g/h

- iInnowative cooling/heating system

- horizontally split barrels facilitate iak at the process

- twin screw extruder

lak s ! Gamch eatruday Tor SO0 - 5 kglih

- ideal a3 a testing and production system
- suitable for throughputs of 200 g/h to S kgdh
= polished surfaces for easy cleaming

- twin screw extruder

LB i preichuit o) R Tl g bof ) = S aesh

- parameters of & production maching
- production of small quantites
- vary easy to clean: process and drive parts separated by a subdividing wall

- twin screw extruder

produchion exruder fo) up i ICK kgTh

- pure production machine
= production of small guantities )
- disign fulfills all requirerments in the pharmacewtical industry

- twin screw extruder

préturton Bxiridec i up ta 200 hedk

= production machine for large throughputs.
- univarsally adaptable for the actual process task
= wse af meh-grade steels

Continuous processing of pharmaceutical masses

PHARMA EXTRUDERS

LEISTRITZ EXTRUSION LINES CAN BE SUPPLIED WITH PAT (Process Analytical Technology)

P TEPL m © +918655015819 info@ptepl.com @wwmptepj com
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Hot Vaginal
Flashes Dryness

Skin Cardiovascular

o &

Anxiety Sleep
Disorder

Market Expansion i ! |
i - ' e i s with more than 160+ clinical trials
1 ; hrag i and 4504+ scientific publications,
Pycnogenol is one of the most
researched and safest ingredients
in the world,

PYCNOGENOL 9598

*For & complete lst of sclentific reseanch sind turther inforrmation vish-oor website o wew pycnogenol.com. Pposagenal’, French maritirme pine bark
extract, iia reglstered tradsmar of Horpehag Rescarch, Lud and its appiications are protected by ULS, patents and othar intomational psenas

H D R oz Horphag Ressarch LSA, Ine
PHAG

Those statements have not been evaluated by the Food and Drug Administration. This product i net intended o dagnoses, treat, cure, or prevent any. discass
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Leaders In Clean Rom Coqtamlnatlon Control & Preventlve Products

Clean Room Mopping Systems

- " ___J""'ﬂ :
1 F < ’——-0'4 W el
SAHARA+ Rust Removal System
without Acid or Acid P wation

Fi

Autoclavable Non Autoclavabie |
Clean Room Shoes

Rust Removal System

o

— 4

-.? »
Autoclavable Tape

Sterlizable /| Autoclavable Pouches & Reels with Indicators

Other Products: -« Sterilization Rolls « Autoclavable Mop Heads for Floor Cleaning, Autoclavable Wall and Panel Cleaning Syslem
=Autoclavable Mop Heads for Wall & Panel Cleaning « Disposable Garments « Autoclavable Lint Free Hand Gloves « Disposable Wipes elc...

“Meeting the Standards, Beating the Prices.”

SUNNY ENTERPRISES
Plot Mo. 82, Raja Industrial Estate, P. K. Rd., Sarvodaya Nagar, Mulund (West), Mumbal 400 080, Maharashitra, India.
TEL # +91-22-2502 22 45, 25617206 « FAX # +91-22-2501 22 75
CELL # +91 99 87 17 77 32 (Viren) +91- 93 23 58 35 95 (Shirish) +91- 98 82 96 23 25 (Sunny)
K Email: sales@sunnyenierprises.in « Website: www.sunnyenterprises.in « www.cleanroomgarmentis.in /
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Head Office: Factory:

Kilitch Healthcare LLP,

902/B Godrej Colasium, Behind Everad Nagar,
Mear Priyadarshani Cirlce, Sion (East),
Mumbai - 400022.

Tel. : 022 6137 2222

Mr. Divya Mehta : +91 9819724957

Kilitch Healthcare India Ltd.
R-805/904, T.T.C. Indl. Area,

M.1.D.C, Rabale, Navi Mumbai - 400 701.

Tel. : 022 2769 9174, 6516 2146

www.kilitchhealthcare.com | info @kilitchhealthcare.com
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* Type 2 Diabetes
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www.erawat.com
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QUALITY

CONSISTENCY
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Capsule P

EMPTY HARD CAPSULES

Manufacturer of Empty Hard Capsules

Regd. Office: 12-C/FA, Ring Road, Scheme No. 94, Near Pipliyahana Square, Indore - 452016 (M.P) INDIA
Works: 512, Industrial Area No. 3, Pithampur, Sagore, Dist. Dhar-454774 (M) INDIA

E Erawat Pharma Limited

HARD CAPSULES .
HPMCVES & GELATINE Pha+91 731 6659100 | Email: infoerawatgroup.com
www.erawat.com o [} Erawat Pharma Ltd.
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HK M. K. Silicone Products Pvt. Lid.
" SILICONE TRANSPARENT TUBING

for the Quality Consciouy. ...

-

charlesriver

Microbial
Solutions

Helping you release products to market safely
with the power of our partfolio and
thiz passion of our people.
Moving you forward,

Quality |
Prﬂdll{:ts &mﬁa.r-e' Celsis™ Arcuganiz E
Hiner

1 f Aapid Endotoxn Fapid Microbeal Detection Microteal |gentitication
1 997 b 4 Detnctian Syshers Syglams Sarvicas

fAn 150 8001-2015 COMPANY

205 & 206 Hill View Industrial Premiscs, Amrut Nagar,
Ghatkopar (W), Mumbai - 400 086, India. Tel.: 022-2500 4576

- Phona: 022 4127 0504, Emall: CALaccugenixticrloom

! I '!;' . |'||I _"'|

(Ll b

Coating, Drying and Laminating -
the basic functions of the «LTE-S»
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VI ROSilfwa
PHARMA: °

A SWISS ECO-FRIENDLY,
CHLORINE-FREE FUMIGANT

Swiss

Yirosil

PHARMA® &

rl = TWTEL FDRARE L
] Firlibli, Qoo FETAMT & R
iy Y W L TR,

& @ O O

VLT ARG N2 Je Y WA VRIS

EVEE R
S itrs &.
30 Itrs.

_“‘._.__ ,.-F”-
E E " J AREAS OF APPLICATIONS
. ]

oL Injectable’s, Formulations,

Production areas,
QC & QA Labs Storage tank/ CIP
Packaging & Filling Areas,
Research & Life Science,
Tissue culture units,
Microbiological Labs

100%
ELIMINATION

OF AIRBORNE
BACTERIA & FUNGI

>X. NON TOXIC

> NON IRRITANT

X. NON MUTATGENIC
. NON CARCINOGENIC

Sanosil Biotech Pvt. Ltd. 1" Floor Warden House,
Sir P. M. Rd, Fort, Mumbai, Maharashtra 400001

EXPRESS PHARMA

—

info@virosilbiotech.com
www.virosilbiotech.com

(©) 98202 33200

ECO-FRIENDLY,
ENVIRONMENTAL
DISINFECTANT FOR

AERIAL
FUMIGATION

AIR CONDITIONING SYSTEM
DISINFECTION / AHU

CLEANING IN PLACE

(CIP)

SURFACE

DISINFECTION CUSTOMISED
DISINFECTION

PIPE LINES AuDIT™

DISINFECTION

Sanosil Biotech's Virosil Pharma is a
revolutionary, eco-friendly fumigant a
strong replacement to Formalin
Fumigation. The tried and tested patented
formulation includes a complex compound
which kills all forms of bacteria, viruses
and spores, rendering spaces perfectly
safe and sterile.

Virosil Pharma is a complex combination of
H202 and silver ions. It neutralizes all forms of
bacteria and viruses by attacking their cell
membranes and their DNA/RNA structures.

Virosil Pharma effectively disinfects all critical
surfaces. We recommended ULV fogger gives
averyfine mist which allows the formulation to
be suspended in the atmosphere for a longer
period of time guaranteeing 100% kill on all
air-borne bacteria an fungus.

WE CATERS TO THE DISINFECTION DEMANDS OF MAJOR INDUSTRIES LIKE :

GOS80

Life
Sciences

Mutraceuticals R&D Labs

ind £ 1)

Vaccine
Manufacturers

Ayurveda
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\June P , CLIN
JUNE' = GLOVES 16 2=
#/ ,  Sterile & Non-Sterile Latex
II'// @ Sterile & Nonsterile latex cleanroom compatible

L @ 100% natural latex & Powder-free

/ ¥
f:l:_*_ | Ambidextrous
-‘3‘ ’ : rl @ Textured palm - fingers with Beaded cuff

NEBB Certified Double:donable & Excellant Fit

N
)\‘\ IS0 Class 5 Cleanroom
/ Gamma Irradiated

Available with Sterility Testing Documents

"“n-..‘J |
[

SAVE THE DATE

DUPHAT EXHIBITION 10)11]12

+91 22 40787979 | info@junedgmp.com

www.junedgmp.com | www.jeclin.co e ST JAN. 2023

MEET US AT &

M Ami Polymer

“Sealing Expert in Silicone™

TUBNGS | HOSES | SINGLE USE ASSERILIES | GASKETS { INFLATABLE STALS

Are you looking for world-class
bioprocess and pharma solutions
for your industries?

CERTIFICATION

—mem

b
m
£
&
d
_iH
£
o
82

& www.amipolymier.com B media@amipolymer.com
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PVdC COATED INGS. " Sl PVC/PE/PVAC
DUPLEX FILM %5 bl Triplex Laminate

PVC FILM . b ¥
Very Good Barrier | a , Very Good Barrier

US FDA Type Il IR : T US FDA Type lll

S FDA Type I \ .
DMF: 032496 E % DMF: 032497

DMF: D32495

ACLAR

ALU ALU

Ultimate Barrier

LAMINATES

Excellent Barrier

US FDA Type 1l ¥ US FDA Type Il " L=
DMF: 034322 3 d DMF: 032494 - g

i
-y

COMPLETE RANGE OF BLISTER PACKING SOLUTINS
EMERGING AS Uniworth Enterprises LLP with it's location at

THE MOST PREFERRED Ahmedabad, INDIA, is ideally suited to cater

efficiently to the Indian market and with ICD

PRIMARY PACKAGING facility and excellent connectivity by road to
SOLUTIONS PROVIDER FOR Nhava Sheva port, Mumbai, can also service the

export market with minimum time lag between

THE PHARMA INDUSTRY. productionandexport.

CALENDER « Dust Free & Fully Air Conditioned Factory
« Fully Equipped Analytical Lab

SLITTER . Producin_r_:g E‘:D_ Micron Pv{; Film by Direct
Calendering without Stretching.

ISO 9001:2015 & ISO 15378:2017
Manufacturing site

« 29000 Sq. Mtr. of Manufacturing Area
LAMINATOR « 6000 Sq. Mtr. Built-up Area

COATING LINE

WE PACKAGE GOOD HEALTH.

Corp. Off: 804, Siddhi Vinayak Tower B,

off, 5.G. Highway, Makarba, Ahmedabad - 380051
UN Iwo HTH Factory: Chharodi - Sanand (Gujarat)

+91 9427508300; +91 9878658292
ENTERPRISES LLP

Website: www.uniworthilp.com, www.meghmaniglobal.com
Email: info@uniworthllp.com
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WPERA, PrARMA AR LAR. FOUIFGERTA

& et ks Sabdion 1 EBRveanmealnl Tialng

Specially Design For Storage Of
Vaccines, Drugs & Cell Preparation & Etc

Ultra Low Deep Freezer - 80°C

Features
» GSM Technology

Temp Range
- (-40°C to -80°C)

Accuracy
> Hooter System \ . = 26°C
> Password protected syste I.Imfnrmlt-y +5°C

© 9325965656 | [>< sales@mackpharmatech.com | www.mackpharmatech.com § ¥ @ in

Call us on 022-3513 0720/21 \.
to discuss your filtration problems Ql\

®

Simply call us and our filtration experts will address your specific needs. .
g

Both lab scale as well as pilot plant stage trials can be conducted on
SFEHT1D1ES N Yyour presence.

Backed by over 40 years of experience, we have mastered the art of
providing effective yet economical solutions to the Industry.

2 fa - ! | &
kst 3N 8

A - 42, Road No. 10, M.LD.G.,
Kumar Frucess Wagie Industrial Estate, Thane 400 604
H T 91-22-3513 G720 / 3813 0721
CDHSUItantS & Chemlcals M +81 90047 OBOAY | +81 98923 12343
Pvt. Ltd. E: info@kumariiter.com

- W waww keurnardilter.com

-
-

——
=1

v, shifd harihads.com
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VACCINE

YASHAM SPECIALITY INGREDIENTS PVT LTD

+ Heod Office 401, “Satya Dev”, Tel. No. : 02240439900 Fax Mo, @ 02240839901
' Flat Mo, A<, Vee Industriol Eslake, Email Id : yothon@yaihom. in Website 1 www.paihom in
O Veera Desal Road, Branch Office : Pew Dalkl Sales Represantative : » Ahmedabad
YASHAM Andheri [West], Mumbai - 400053 = Bangaluru * Chandigarh = Hydensbod = Pune
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A 20 sogsame [SANITT)

Dhrcmdaen (Neamrpam Tecedadiccs

VITON « SILICONE - NEOPRENE = NITRILE - EPDM
Our Products are Manufactured -
Having Certified Cleanroom of Class 10000

DMF No 27899 for Braided Silicon Hose
DMF No 27897 for Silicon Tubing Peroxide/platinum Treated

SANITT EQUIPMENT & MACHINES PVT. LTD.
Shecks, Ray Bucke Feckory Compound, Near Ghodiuncer Vilage,
: 5, g : Ghodburder Roag, Pest M Road, Dist. Thane-401 104, Makarashira, India
E-mail; samgemin : 1 Telaphons: BE55530303 ./ BEE5510101  E-mail: crndi@tsardtnat | vioul@senitt net | seles@sanitt net

Mark Vi Trac Systems M

OsmoTECH® XT Single

The Ultimate Solution for .

Marking and Coding Systems...  Mark Vi Trac Systems - Sample Micro-Osmometer
Now available!

Make HP TIJ 2.5 the technology of Best-in-class osmolality performance,

choice for your applications CeSlgnEd With you in ein.

Benefit from built-in
security solution
Intelligence built into the print
cartridge offers an

improved end-user
experience.

Delivering authentication,
ink data & cartridge data, the
smart card technology enables

consistent quality supplies and , —
mare predictable uptime. / | ‘E‘ERE‘?‘E%ED
HIGHLIGHTED FEATURES:

(Miers the widest range of asmolality testing (0 — 4000 mOsmvkn HZh
- Supports 21 CFR part 11, GMP and U Annex 11 complianoe
= Mpots Phammacopeia osmalality testing guidelines
« 31wl used access and password protection
«  Stomge: unfimited data storage for access
¢ Audit traik: Preserve undimited results and evonts
+ Database backup, profects your data with sutomatic or manel backup

RO

)
Hl |H }. Mo, 117, Bissa Uidyog Bhawan, Takershi iveaj Roat, Sewr West, Mambai 400015,
[NETHUMENTS | Maharashizs, Landine : 98 077 - 14166630 Motile: 51 SE3I866 15
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APRIL 2023
CHANDIGARH

e Uyl

14" Edition
NORTH INDIA'S LARGEST

PHARNMA &
LAB E)(PO

\§ B

An International Exhibition on
Pharma Machinery, Lab, Analytical, Packaging Equipment, Farmulations,
Nutraceuticals, Cosmetics, APl's, Chemical & Fragrance

230 + Exhibitors b000 + visitors 9000 + 5q. Meter Area

VENUE: Parade Ground, Sector 17, M: +91 93772 35673
Nr. ISBT, Chandigarh (UT), India E: expo@pharmatechnologyindex.com
www.pharmatechexpo.com

Crganised Bt t Flatinum Sponsor: nsor Oificial Media
Partners:
Ak

=l hEI‘ % Tl {73 | = i ST (.. PharmaTech
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Simplifying pharma - Laboratory digital transformation

Kevin Finnan, Marketing Intelligence and Strategy Specialist, Yokogawa Corporation of America,
elucidates how laboratories can be transformed digitally to simplify the pharma sector

= pharma manufactur-
ers pursue dipital trans-
ormations;,  manage-

ment roalises many
opporiunities for improvement
i laborslory informetion man-
apoment and  workflow
Processes,

Uzing traditional method-
ologees in which Large quantitios
of data are transeribod, techmi-
cians find the raw data tran-
gcriplion =ubjoct to orrors
Even Lthe checking process in-
troduces the risk of errors. Rie-
view processes are often cum-
bersome. It takes considerable
time to check dilution caleula-
tions, hlank exleulations and re-
ported values. Analysing and
tracing historical data, excop-
tienzlly when Lest records are
maintained as paper docu-
ments, also incur considerable
time. There are nefficiencies in
report generation. Sometimes,
there i= a lack of apace for stor-
Ing test records as paper docu-
menls,

Older methodologies also
make compliance with the TS
Food and Drog Admimistration
(FDA) 21 CFR: Part 11 and othor
regulalions more complex
Mon-digital methods are prone
to inconsistencies in rocord-
keeping, which could compli-
cale sudits.

Mon-digital methods further
introduee difficultics whon per-
sonnel outside the lab need Lo
check on testing progress. In-
ternally; the manufacturing and
shipping departments most of-
ten need sccess Lo this informa-
tion. It also Lakes considerable
time to prepare high-guality de-
tails to respond to the reguests
of external parties such as cus-
lomers.

Digital transformation pro-
gFramme Leams are most com-
monly challenged with:

® improving the efficiency of
data collection and analysis

# improving the efficiency of
quetlity control management

& improving oversll business
efficicney

# overcoming problems with
human errors and document

2 Y4 EXPRESS PHARMA
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Digitalising the lab
Manufacturers who are digital-
ising laboratory information
management and  workflow
processes can realize numerous
benefits, It is desirable to unify
the data management, includ-
1N mruAnaEing requests Lo extor-
nal anabytical laboratories. Ina
transformod operation, the uni-
fied information can be mado
available throughout Uhe entor-
prise ani the supply chain—
and provided in formats best
suiled to all individuals roquir-
10T BCC0ss,

In addition, unified manage-
ment of analysis data and
anziiysis workllows meets cus-
lomers' requiremenis for en-
haneed quality managemont
and enables them to respond to
recalls and complaints quickly.

The Fab needs an ecosystem
that fully supporis analyvtical
and guality management oper-
ations to transform laboratory
data management and work-
flow processes. IU allows ond
users to establish test work-
flows Lo standardise and opt-
mise laboratory operations.

Ultimately, this system's
core is to minimise human er-
ror, improve laboratory infor-
mation management  work-
flows, increase quality control
reliahility, and ensure compli-
ance with such repulations as
FDA 21 R Part 11

Some specialised Lechnolo-
gies provide compliance with
pharma industry puidelmes and
regulations; they can also bo de-
ploved in the analytical laborato-
ries in other indusiries such as
Food and Boverage (F&R) and
chemical processing, whore all
raw matorials, inlermedistes
and products are suhject to
amalysis and quality manage-
menl.

Tight integration with En-
terprise Resource Planning
(ERP) plitforms and Manufac-
turing  Execution Syslems
(MES) improve the overall op-
erational efficiency across the
enterprise.

By aulomating formoerly
manuiil processes, the technol-
ogy helps iIn ncreasing offi-
cieney, and greatly roduces Lhe
risk of errors. Automated calco-
lation of reported values from
raw data reduces processing
time. It could al=o climinate a
caleulation process check and
remove human errors, improy-
ing efficiency. Automated col-
lection of measuremoent reault=s
from analysers eliminates Lthe
noed for raw data trnscripbon.
Dilution, blank other calcula-
tions amd rounding reported
values are automated. The en-
hanced security functions can
provent daka mampulation, and
a data chanpge history can also
be recorded.

Automated lot-by-lot
recording of test information
such as Lhe oquipment in use
and reagent or technician name
facilitates traceability and data
analysis. The platform manages
Lhe progress of each lol and en-
ables the test progress to he
viewed graphically from the
manufacturing and shipping
Lorminals.

The industry is digitalising the pharma lab

Conclusion

To enable the digitalisation of
pharma operations from the
laboratory through the enter-
prise, Lhe new system offers mu-
merous benefils as ollows:

Standardisation of guality
conirol operations - Users cin
establish standard workflows to
improve the quahty and effi-
ciency of analvtical procoesses.

Workflow reductions
through lab autemation - The
platform allows technicians Lo
eonnect online with varioos an-
alytical instruments and auto-
mabically collect  analytical
data. This has a significand
labour-saving  impact on
data input and provents
tramscription errors and data
falsilication.

Regulatory complianes
through security and trace-
ability features — Operalors
achieve secure system opera-
tionz by granting appropriate
permissions to users through
user ) and password at login
and authorzation. Further asa
traceability function, users can
check the history of sample ac-
ceplance, approval of results
andd release evaliation,

Paperiess operations and
improved search speed - On-
e input of test data eliminate
hardeopy, and test data can be
approved amd released via an
clectronic signature. In addi-
Lion, a databasze that includes
tesl data and approval data al-
lows searching al a much
highor speed than papor-hased

data management would allow.
Quickly comparing  and
analysing past data allows man-
agement real-time test data
management decisions

Accommodation of a wide
variety of forms - The plat-
form allows users to create
form layouis frecly. This can
sipmificantly reduce the engi-
neering costs regquired for form
creation.

Stability test plan prepa-
ration - A stability test con be
planned to evaluate the ageing
deterioration of drugs. Auto-
miated best roquests are senl in
arcordance with the plan, This
can provent missed Lesting timo
points and analytical method
aITors.

Concurrent validation and
retrospective validation im-
prove data reliability - The
past and presont test data can
be referenced by the test unit.
U=ors can also sol permissions
for editing tost data and view-
ing the awdit trail of any alter-
ation.

A wide variely of both in-
tangible and guant ifiable bon-
efits — Among the former are
eliminating human error in
data entry, transfor and ealeu-
lations, and increased officiency
inanalytical and experimental
tazks wia standardisation. High
data tracoability iTmproves cus-
tomer satisfaction, and im-
provements in product quality
and compliance operations lead
to increased reliability in com-
parmy-wide quaality management.

Quantifisble benefits include
the sutomatic inpul of experi-
mental data, a reduced work-
I for double-chocking and a
reduced workload for instruc-
tions, records sdind reports. Bar-
code scanning reduces the
workload In  reagent  and
anzlyser management. The new
technology enables integration
with many othor business sy=-
tems and substantially in-
creases data traceability and
audit preparation efficiencies.,

Kevin Finnan
kevinfinaniayvokomewa.com



Technical seminar organized by Signet in

collaboration with Shin-Etsu, India 2022

ignet, the leading dis-

tributor of pharma ex-

cipients in India is asso-
ciated with 23  leading
excipiont manufacturers from
the USA, Furope & Japan of-
fering over 450 various excipi-
ents for almost every applica-
tion sand dosage form.

Along with its principal
partner Shin-Etsu, a global
leader in cellulose-hased poly-
mers, Signet organized tochn-
cal seminars in Ahmedahasd
and Hyderabad on 16th and
18th of November 2022 respoc-
tively. Both the venues re-
eeived an overwhelming ro-
sponse  with  over 200
attendees for both the loca-
tons from various pharmaceu-
tical companies. Tho objective
of these seminars was to high-
light the applicationz pessible
with Shin-Eisu cxcipionts
along with emphasis on certain
novel technologies for soluhil-
ity enhancement. Six eminent
speakers shared their expert-
130 0N Various Lopics.

Mr. Nitin Bhusane, Director
al Shin-Etsu, India presented
chemistry and appheations of
eellulosic polymers majordy fo-
cusing on its use in HME for
golid dispersion and further
processing into (inal dosage
form. The presentation also
coverod a brief introduction on
other approaches to formulate
a solid dispersion along with
case studies conducted by
Shin-Etsu lab on Nifedipine
and ltraconazole by HME.

Dr. Padma Devarajan, Deasn
al Institute of Chemieal Toch-
nology (Former UDNCT), Mum-
bai delivered a lecture on ad-
vanced Lhird generation solid
dizpersion. The case study on
bioavailability enbancement of
curcumin brilliantly displayed a
novel concepl of application of
solid dispersion as a coating
membrane onneutral substrate.

Dr. Ajmeera Ramkishan,
Deputy Drug Controller of In-
dia precisely covered the regu-
lations and norms on drugs
and excipienis specifically for

the Indian market.

Mr. Manoj Bansal, Com-
mercial Leader - MC India,
Thermo Fischer, delivered an
excellent lecture on the basics
of holt melt extruder. He
meticulously  covered the
angtomy of HME and il=saccos-
sories, a systematic approach
towards  development  and
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optimization of formulation,
basic engineering principles
used in HME and its signifi-
cance in scale up procosses,
Mr. Nilesh Mahajan, Tech-
nical Manager al Shin-Etsu,
India presented on continuous
manufsctoring by twin-scrow
pranulation process using
Shin-Eizu excipients. He also

covered solvent based ap-
proaches for preparing solid
disporsion.

Mr. Arun IV'Souza, Techni-
cal Manager at Shin-Elsun, In-
dia comprehensively covered
the application of Shin-Elsu
polymors in enleric coating
application via agueous,
non-aquecus and ammonia

neutralization approaches. He
al=zo presented case studies of
application of Melolose
grades for sustained releaze
formulations.

All the sp=sions were very
mformative and addressed the
possihilitios of evaluating Shin-
Ftsu excipients for various
applications,
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Al-enhanced machine vision

Deep learning for B&R cameras with MVTec and Hailo

achine vision algo-

rithms based on

deep learnming are
OpLnIng up exciting now ways
to improve quality, boost pro-
ductivity and prevent waste
while making manufacturing
muore Mlexible. "Our collabora-
tion with MVTec gives ma-
chine builders access Lo the
best selection of the best per-
forming wvision [unctions
around. They're an industry
leader in both deep learning
and classic rule-based algo-
rithms= - two complemental
appraaches that each play an
ezsential role in machine au-
tomation” =says Andreas
Waldl, Machine Vision Ex-
pert, B&R.

Speed reader

The first product Lo cmerge
from the project iz a deep-
learmng-based Optical Char-
acler Recognition (OCR)
funetion. Called deep OCR, it
achicves romarkably [fast
read rates, oven on fonts that
are otherwise difficult Lo
recognise. "For many years,
we have been working to-
gother with B&R to develop
machine vision solutions for
customers that sel technolog-
ical standards, especially for
embedded systoms. This goal
1= also bemnyg followed by our
latesl cooperation. As a re-
sult, customers benefit from
the advantages of the deep
learming  technology Decp
OCR without having Lo sacri-
fice performance,” savs
Thomas Hoplner, Product
Manager, Licensing and In-
terfaces, MVToe.

TOPS-per-watt winner

High-performance deep
loarning alporithms require a
powerful processor. Yot, im-
plementation as an edge do-
vice dalso made power con-
sumpiion a critical issue.
Today's machine builders
need mol just compuling
gpead, bui also power effi-
ciency, and that is whore
Hailo comes in. In addition to
world-clazs performance of
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Deep leaming for machine vision: BER, MVTec and Hailo celebrate successiul collaboration at SPS 2022

26 Tera-Operations Per Sec-
ond (TOPS), the company's
inference acceleralors also
roquire  remarkably  low
power consumption. "Hailo
helps us pul truly ground-
breaking speed and intelli-
penee righlt where our cus-
tomers need it for their
fastest and most adaptive
manufacturing  solutions,”
says Waldl.

“This kind of collaboration
is exactly what we had in mind
when we started Hailo," says
Orr Danon, CEO, Hailo. "The
new B&R camera harnesses
Hailo’s top-performing Al

accelerator, and, in combina-
tion with their state-of-the-art
edge devices and MV Tec's ad-
vanced machine learning alpo-
rithms, we are sotting new
performance standards Lhat
will improve productivity and
enhance quality in industrial

applications.”
’EC

MV Tec Sofrware GmibH

About MVTec
MVTec is a leading moanufac-
turer of standard software for

machine vision. MV Tec prod-
ueis are used i oll demonding
areas of imaming: semicondue-
ror tndeustry, Sacface inspertion,
automatic optical fmspection
svsiems,  guality  corirof,
metrology, as well us medicine
and surecillonce. By promding
modern technologies such as 20
vision, deep learning, and em-
bedded ision, software by
MVTee alzso cnables new ou-
tomation solutions for the fn-
dustriad Internet of Things aka
Indestry 4.0, Wich locations in
Germany, the USA, and China,
a5 well us an established nei-
work of infernadional distéribu-
tors, MV Tee iz represenced in
mare than &5 countries world-
whde,

HAILO

About Hallo

Hailo, an Al-focused. fsravl-
bused clipmaker, has developed
a specialized Al processor that
delivers the performanee of a
duto center-closs compauier to
edpe devices. Huilo's processor
tx the product of a rechinking of
traditional computer architee-
rere, cnoabling smoaet deeices (o
perform  sophisticated  deep
learningiasks such os object de-
teetion and seg-mpentalion N
red-time; with mintmol power
consumpiion, size, and cost. The

processor is designed to fit mio a
multitude of smart machines
and derices, impacting i vori-
eey of sec-tors including secu-
ricy, automotive, Industry 1.0,
H'H'I!iI ."I':'Irul-{. I.‘F‘l.'r moreg I;ﬁ"lrﬂffﬂlll-
teow vizie heepsshailo.ad’

About B&R
BER i3 an innooaf i wulomn-
tion company with headgear-
ters in Anstrin and offices afl
around the world, On July 6,
2017 B&R become o business
unit af the ABBR Group. Az a
global leader iy industriol au-
comaiion, BER combines stace-
of-the-art fechnology with ad-
panced engineering (o provide
castomers ih virtually coery in-
dustry with complere solucions
Jor machine and fociory an-
tomation, motion concrol, HMT
and integrated safery rechinol-
ogy. With Industrial loT com-
trenicat ion standords ke OPC
A, POWERLINK and opin-
SAFETY us well as the power-
Sel Antomation Studio software
development environment, BER
iz constantly redefining the fu-
fure of aulomalion EFneering.
The innovatioe spirtt that keeps
BER ut the forefront of indus-
triad autometion is driven by a
commitment 0 simplifying
processes  and  exceeding
CuStomer expectations.

For more information, visit
it bt omet ion_com
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Exploring biological buffers and their uses
in pharma industry

Christoph Zahner, Senior Manager, Global Business Development, Biopharmaceuticals, DKSH,

explains about the role of buffers in biological experiments

inlogical buffors play an

essential role in a wide

range of applicalions
used in biopharma manufac-
LUring processes.

The characteristics of bio-
logical buffors, the adjustment
of the pH value and thie stabih-
gation of Lthe biological
systems are esaential when
performing biological exper-
ments because proteins and
en¥ymes are  sensitive (o
chanpes, therefore, biological
buffers are vital to maintain a
healthy biological systom and
ensure consistent resulls in
the experiment or during the
manufacturing process,

We examine the impor-
Lance of hiological buffers and
the process of choosing the
correct buffor for current up-
stream and downstream ex-
poriments.

Essentlal properties of
blologlcal buffers

In the past, differont inorganic
substances, =uch as phos-
phite, cacodylate, borate, and
bicarbonate, were used as
buffers, with orpanic acids
added to the list to conduct bi-

ological experiments. How-
evier, the disadvantage of these
buffers was that they were not
inerl, because these sub-
stances were ensyme sub-
strates or engyme inhibitors
and could react with metabo-
lites or other components.
For a buller Lo be offoctive, it
should not be subject to either
enzymatic or non-cnzymatic
changes, and, therefore, be in-
ert.

The right buffering system
can protect the inlegrity of
biomolecules amnd reagents
and provide solution stahility
and pH control without inter-

foring with hiological
processes, Buffer systems also
need Lo supply critical salts
and nutrients for cells and tis-
sues Lo thrive. The righl svs-
tem can bring stability to cell
culture, Polymersse Chain Fe-
aclion (PCR), drug screening,
bioprocessing, puarification
and final formulation applica-
Lions.

Essential propertics of an ef-
feetive bufTer:

# Sofubility

# Permeability through bio-
logmeal membranes 15 an im-
poriant requirement

# pKa value at the mid-point

of the range of the test system
# Change in pKa value should
be dependent on temperature
# Change in pKa value should
alzo be dependent on dilution
# [nteraction with other com-
ponents (c.g metal ions, en-
ymes)

& UV ab=sorption

# Non-Lonae

Choosing the right buffer

When choosing a buffer, while
considering it advantages
and disadvantages, il is impor-
tanl to ensure Chat the pH
range of the agents vou plan to
use in an experiment coincides
with the pH range of vour cho-
=on buffer. Another considera-
tion i thal the pKa value
should be within one unit of
vour desired pH.

The olther elements Lo fo-
cus on are concentraiion,
buffer toxicity, temperature
and reactivity;
Conceniration: The concen-
tration of vour buffor must be
sufficient to account for the
amount of acid or base you
plan Lo use in your experi-
ment. The more Lhe pH-alter-
ing component vou plan touse,

Lhe higher the buffer concen-
tration vou will need.

Buffer toxicity: Buffor toxe-
ity 1= highly imporiant because
zome bulfers can be Loxic to
the colls you are working with,
If unsure about the toxicity,
you can Lesl the buffer on the
cells bofore using it in the ex-
periment.

Temperature: As the temper-
ature can alter the buffering
capacity of vour buffer, check-
ing the temperature for yvour
experiment is essential,
Reactivity: Finally, ensuring
{hat vour chosen buffor does not
produce unwanted regetions in
your experiment is important to
condutt a roactivity Lest.

AL DESH, our intornational
team of technieal specialists
collaborates across borders to
develop innovalive solutions to
enhance vour pharma innova-
tions. and formulations.
Contact to learn moro.

Sources:

(rald Rinrechnology: Riclomical
Buffers Category

Sirme Aldrich: Biological
Buffers

TTW Reagents: Buffers
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Waters introduces new PFAS quantitation workflow enabled
by enhancements to waters_connect Informatics platform

Waters's end-to-end solution capable of measuring Parts-Per-Quadrillion (PPQ) leveis of PFAS

that meet and exceed regulatory limits

aters Corporation
recently announced
a new Per-and

Polvfluorcalkyl Substancos
(PFAS) quantitation workflow
enibled by enhancements Lo
ile walers connecl™ [or
quantitation software.
Through a combination of Wa-
ters™ ultra-sensitive instru-
mentation, sample prop
chemistries and software, the
end-to-end workflow simpli-
fies and automates the meas-
urement of PFAS in food, soil,
air and waler al Parts-Per-
Guadrillion (ppg) levels that
meet and exceed regulatory
detection limits,

‘Az we find more PFAS in
the environment and we learn
more about thetr potential Gox-
icity, Lhe list of chemicals that
environmental and public
health laboratories will be ex-
pecied to monitor will continue
to grow. Our end-lo-end PFAS
quantitation workflow simpli-
fie= the process and mimimises
rizks in obtaining trace-lovel
PFPAS measurement dala by
eliminating manual transerip-
tion errors and automating
data processing and reporting
in compliance with regulatory
requirements" said Warren
Potts, Senior Director, Global
Food and Environmental Busi-
ness, Walers Corporation.”

A koy componenl of the
waters connecl for quantita-
tion software iz the MBS
Quan™ app which includes an
Exception Focussed Review
feature allowing users to im-
plement tailored rulesets Lo
focus the review process on
only those resulls that fall oot-
gide specificd targets, culting
data review Lime by up Lo 50
per cent.

In addition to the
waters connecl for quantita-
tion software, the Walers
PFAS quantitation work{low
solution consists of overy-
thing needed for laboratories
to measure PFAS accurately

575} Expess PrARMA

lanuary 2023

In addition to waters_connect for guantitation. the new PFAS workilow is comprised of a Waters ACQUITY Premier UPLC System, a Xewo TQ Absolute
tandem quadrupole mass spectrometer, ACQUITY Premier BEH Columns, Oasis WAX sample preparation cartridges, PFAS analysis kit and ERA PFAS
Proficiency Testing and Certified Reference Materials. [Photo: Business Wine)

and reproducibly in a variety
of sample matrices. Products
imelude Waterss ultra-sonsi-
tive liguid chromatography
and mass speciromeiry in-
struments, spparation
columns and samploe propara-
tion cartridges. The Wators
PFAS quantitation workfllow
solution and updaled
raters connect for guantita-
tion software are now availablo
worldwide from Waters,

Additlonal resources

&+ Learn meare about
it ers . conmect for guantitalion
safliane

# Nead the application noge

& Improved sensitivicy for the
detection of PFAS in enoiron-
mental water samples wsing a
direct injection approach on the
Xeva™ TQ Absolute”

# Learn more about PFAS
attealysis from owr PFAS Testing
Application Noteboolk

# Follow and connect wick Wa-
ters vin Linkedln, Twetter, and
Fuacehook

About Waters Corporation
fIrw et ers.coem)

Waters Corparation
(NYSEWAT), a global leader
in-wnadyeicol instrumencs and
softuware, has pioneered
clromatorrapky, mass
spectrometey, and thermol
aralysis mnovalions seroing

the life, materinls, and food
serences for more than 60
yiters. With more than
Ta00employees worldwide,
Waters operates dirccely in
mrrore than 35 coumiries,
inelud g 14 manafoctaring
facilitics, ond with produces
avadable in more than 100
COMMErES,

Waters, M5 Quecen, Xevo and
WHErS CORMRECS are trude-
mirks of Waters Corporation.
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Waters Corporation appoints Dan Brennan and Mark
Vergnano to Board of Directors

The addition of Brennan and Vergnano is part of the Board's refreshment process

aters  Corporation
i Ji ; lately announcaed the
appointment. of Dan

Brennan and Mark Verpmano, (o
itz Board of Directors, offeetive
#3rd November, 2022, Bronnan
served as Executive Viee Presi-
dent and Chief Frnancial Officer
(CF), Boston Sciontific Corpo-
ration, a global medical doviee
company, and Verpnano was the
former Chatrman, President and
Chief Executive Officer (CEO),
The Chemours Company, -a
chomistry compeny.

Tian and Mark are oulstand-
ing leaders whose deeades ol ex-
perience in the medical doviee
and chemistry industries will
add tremendous valoe as Wators
continues to exceute it exeiting
prowth strategy” saud Dr Flem-
ming Ornskoy, Chairman of the
Board. *Those dppomiments fol-
low o robusl search and build on
the work we have done to re-
[resh our Board, with five indi-
viduals joining over Lhe last five
vears. We look forwand Lo hone-
fitting from Marlks and Dan's fi-
nanctil and operational ecxpert-
5o

Dr Udit Bates, CED and

With these appointments, the Board has
expanded to nine members, eight of whom are
independent and five of whom have been
appointed in the last five years

Prosident, Waters Corporalion,
axid, “With a reirviporated inno-
vation engine and growth initia-
tives that conlinue Lo gain trac-
tion, we are excited to wolcome
two new directors Lo our Board
whiose expertsc will support our
strong and prowing momentum.
Both Dan and Mark are experi-
encid Board members who have
overseen highly dynamie compe-
mies and | am loolkinge forward to
collaborating with them. Dan
brings two decadoes of (nance
leadership al Boston Scientifie,
where he oversaw successful
margin and revenue growih ini-
izitives, Mark brings doep oper-
ational expertise having loed
gplobal  sriences  companies
through transformations and
syrmificant periods of growth.”
Bronnan added, “I am hon-

oured to join the Board of Wa-
tors, which has a strong reputa-
tion for innovalion and leader-
ship in fifescicnees.”

“Waters haz undertaken a
comprehensive and impressive
transformation to position the
compsny for growth, and [ am
excited to contribute Lo the
Board at this impoerLant (ime,”
gaid Vergmamno.

The addition of Bronnan and
Vorgnano is part of the Board's
refroshment process. With these
appontmoenis, the Board has ox-
panded to nine members, cight
of whom are independent and
five of whom have boen ap-
pointod in the last five vears.

[n his previous role as Exec-
utive VP and CFO at Boston Sci-
entific Corporation, Brennan
was responsible for several

company funcbions, including
global controllership, plobal in-
ternal audit, corporate finance,
treasury, corporste Ly, imvestor
refalions and corporate usness
development. Prior to that, he
wis Lhe company's Senior Viee
President and Corporate Con-
trofler and held other roles of in-
creasing responsinlity within fi-
nance. He kolds a B8 in Finance
amd Investmentis and an MBA
from Bab=on College, and is also
acertified public sccountant.
Verpnano carfior served azsa
Partner at Sea Shell Partners.
He proviously served as the
Chairman, Prosident and CEQ
of The Chemours Company.
Prior to that, he held roles of m-
creasing responsibility at El
Duponl De Nemours & Com-
pany, culminating in his role a=

Exocutive Viee Prosident. He re-
coivied a BS from the University
of Connecticut and an MEA
from Virgimia Commonwealih
University.

Additional Resources

See Ist of the Waters Board of Di-
TS

Conmees vich Worers v Troitrer:
Facohook erid Linkedfn

About Walors Corporation
{ WL P S O

Waters Corporation
(INYEEWAT), o plobal leader in
aneelyticd ingtraments cnd 5o/i-
iweert, ies pooreered chromodes-
rupty, muEs spectromedry, and
thermol anelysis innovations
seroirg the life, materiods, and
Jood sciences for more than 60
yeurs. With more then T800 em-
Hovees warlduride, Weters oper-
ates directly i move hees 55 coun-
tries, imcluding i manafactaring
Joedirtes, und with products
alailable in more than 100
COUNLIiCs.

Wnders s o trodemarnk of
Waters Corporation.,

CONTRIBUTOR'S CHECKLIST

1 Express Pharma accepts editorial material for
regular columns and from pre-approved
contributors / columnists.

1 Express Pharma has a strict non-tolerance
policy of plagiarism and will blacklist all authors
found to have used/refered to previously
published material in any form, without giving
due credit in the industry-accepted format_All
authors have to declare that the article/column
is an original piece of work and if not, they will
bear the onus of taking permission for
re-publishing in Express Pharma.

10 Express Pharma's prime audience is senior
management and pharma professionals in the
industry. Editorial material addressing this
audisnce would be given preference.

11 The articles should cover technology and
policy trends and business related discussions.
i Articles for columns should talk about
concepts or trends without being too company
or product specific.

i Article length for regular columns: Between
1200 - 1500 words. These should be
accompanied by diagrams. illustrations, tables

and photographs, wherever relevant.

'We welcome information on new progucts
and services introduced by your organisation
for our various sections: Pharma Ally (Mews,
Products, Value Add), Pharma Packaging and
Pharma Technology Review sections. Related
photographs and brochures must accompany
the information.

mBesides the regular columns, each issue will
have a special focus on a specific topic of
relevance to the Indian market.

oIn e-mail communications, avoid large
document attachments (above IMB) as far as
possibie.

o Articles may be edited for brevity, style, and
relevance.

o Do specify name, designation, company
name; department and e-mail 2ddress for
feedback. in the article.

We encourage authors to send their
photograph. Preferably in colour, postcard size
and with a good contrast.

*

T

Email your contribution to:

The Editor,

Express Pharma,

Business Publications Division.
The Indian Express (P) Ltd.
Mafatlal Centre, 7th floor,
Ramnath Goenka Marg,
MNariman Point, Mumbai 400021
viveka r@expressindia.com
viveka roy3@gmail.com
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A successful year for Optima

In2022, the Optima Group celebrated its 100th anniversary with numerous guests, including
Minister President Winfried Kretschmann. Headquartered in Schwaebisch Hall, Germany, the
company is looking back on a century of innovation, expansion, partnership and responsibility

or Optima, 2022 was all
Fﬂ.boul the company's

[00th anmversary vear
with the tagline " 100 Years of Fu-
ture.” This was accompaniod by
a number of activities and ovents
that were held throughout the
year As part of this, the new
pharma division fzcility was in-
augurated in Schwachisch Hall's
Solpark industral park. The
production facility featuring cot-
ting-edme technology represents
another milestone for Oplima
and provides the ideal conditions
for azsembling. commissioning,
qualifying  and  approving
pharmi filling systems.

Expanslon: Optima Is
Investing In the
Schwaeblsch Hall head-
quarters
“This invostmoent is once agiin
realfirming our commitment
to the Schwacbisch Hall =ite,
and, even in uncertain Limes,
we are creating the conditions
for continued growlh and new
jobe with confidence,” says
Hans Buchler, Managing Dh-
rector/CEO, Optima Group.
Winfried Kretschmann, Minis-
ter President, Baden-Wuert-
temberg, made s special brip Lo
the company's 100th annivor-
giary celebrations to see for
himself the facilitics that areso
crucial in the fight agmnst the
COVID-19 pandemic. ~Compa-
nies like Optima are beacons.
They embrace every challenge,
are conslantly reinventing
themzelves and contimue Lo put
their heart and soul into their
work — and have done so for
100 yoars. When it comes Lo
the process of transformation
that i so profoundly shaping
our econony, digitalsation and
sustainability, they have Laken
up Lthe reinz, and in doing so
have given Baden-Wuerttem-
bz o boost as a location for
innovative companics,” said
the Minister I'rosident in his
address.

The Consumer
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Buziness

(From left to right) Hans Buehier. Manaping Director/CEQ, Optima Group. explains the operation of a pharma
filling line to Baden-Wuerttemberg Minister President, Winifried Kretschmann, Jutta Niemann {Member of the
State Parliament, Buendnis 90/Die Gruenen) and Harald Ebner {Member of the Federal Pariament, Buendnis

S0/ Die Gruenen). (Source: Ophima)

Unit also received a number of
huge orders in 2022, which re-
quires a lot of space for the com-
plos svstoms nocded. Todo this,
additional =space has heen
leased, including the former so-
lar factory in Schwachisch
Hall's Solpark industrial park.
Tohandle a historically lange or-
der in the food sector with sev-
eral flling and packaging as-
sombly lines, Optima specially
refurbished the building exten-
sively and created oplimal
working conditionz.

Expansion: Expanding the
service coverage In North
America

I addition, Optima is continuing
to expamd its service coverape
around the world. One eampls
of this iz Optima Pharma’s now
sorviee hub, which openod mid-
vear in Haleigh, North Caroling.
The company i= offering com-
prehensive onsite  services,
erpuipment and spare paris sakes
as well as comprehensive tram-
ing programmes. With these

The anniversary was celebrated over fwo days in early July with an open
air event and a family day in a fitting setting in Schwascbisch Hail.
(Source: Optima)

The opening of the new CSPE Center Il (centre) means that Optima
Pharma is growing its production area in the Schwaebisch Hall industri-
al park. (Souwrce: Optima)

measures, Cptima offors cus-
tomers even botter and faster
support, both remotely and di-
roctly on=ito.

Responsibllity: In 2022,
Optima underscores Its
sustalnabliity ambitions

As part of the company's
100th anniversary, the sustam-
ability strategy entitled "We
care for lomorrow”™ was pub-
lished in mid-2022. It centres
on three pillars - developing
genume packaging for a fully
funetioning eircular economy,
together with customers, us-
ing sustainable machinery and
systems Lo manufacture offi-
ciently and preserve  re-
sources, and becoming excel-
lent in the arcas of
environment, =ocial affurs
and eorporale governanco.
Optima has al=o entered into a
giralegic partnership with the
company Wevhmueller - for
more sustainable packaging
development and production.
This means that Optima can
offer ils customers complete
solutions in order io package
products more sustainahly,

In late 2022, the EcoVadis
rating agency dwarded Optima
the silver medal for this overall
commitment. This places the
Ciptima Group in the Lop 25 por
cenl of the companies rated by
EeoVadis. The arcas assossod
were the environment, labour
and human rights, ethics and
sustamnable commitment. Op-
tima's sustainahility strategy is
assessed annually by EcoVadis
to identify now potential initia-
tves and promole existing
activitios.

Responsibility: Local soll-
darlty through youth devel-
opment

(Optima is also aware of its re-
gponsibility Lo the region
whiere il is located. That is why
the Optima kit deal was ere-
ated to mark the milestone an-
niversary. Optima raffied off
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100 complete =ots of kil to
vouth teams from all sporting
disciplines from the Schwae-
bizch Hall and Hohenlohe ar-
eas. Al a Schwachisch Hall
Unicornz soceer match, Lhe
kitz  were  coremoniously
banded over. The event
brought in almost 700 playvers
[rom regional vouth teams and
their coaches to Schwaebisch
Hall.

Oplima i= offoring young poo-
ple future-prool, multi-faceted
apprenticeships and  student
placemoents. On average, Oplima
employs more than 150 trainecs
and studonts every vear,

Innovation: Optima Is
continuing to develop fuel
cell manufacturing
technology and Is

recelving state funding
Optima 2022 has also invested
baoldly in rescarch and dovelop-
ment and launched innovative
solutions. This vear, rescarch
has continued into the auto-
mated production of fuel colls.
This also makes Optima -a
provider of complete =olutions
for manufscturing fuel cells. As
a consequence of climate
chanme, hydromen-powered fuel
cells are being hailed as theeli-
mate-neutral drive lechnology
of the future. The German state
of Baden-Wuerttemberg is
funding the construction of a
new test facility in Schwae-
bizch Hall with money from Lhe
Future Hydrogen Programme
BW. Baden-Wueritemberg is
looking to become a pioneer
in hydeopon and fuel eell
tochnologies.

Outlook: Embracing change
as an opportunity

In many respects, people arc
currently talling more than over
about a turning point in history
that is presentiing a challonge Lo
the entire economy and all of so-
ciety. "Today, it"s all about con-
Unuing to work together to
shape the future — whethor in
terms of new markets and issues
like digitalisation and sustain-
ability or our highly-valued,
trust-based cooperation with
our customers and across the
entire Oplima Group, With all
the opporiunities and risks glob-
alisation brings, il continues to
be in a state of constant flux.
Many things that were taken for

Werner Volk, Business Development Manager, Optima Life Science (left) and Juergan Bareiss, Head. Optima
Life Science, in front of a fuel cell production facility which is currently under construction. {Source: Optima)

Optima has been using green slectncity since 2009 and has already managed to reduce its climate footprint
by 40 per cent as a result of other measures, like investing in photovoltaic systems. A further package of
measures will reduce this by an additional 25 per cent by 2030. (Source: Opiima)

grantod uniil now arce beginning
Lo falter, and we are hecoming
awaro that everything happen-
ing in this world has diverse
ramifications for each and evory
one of us. Wo will continue Lo-
gether to do everything in our
power to shape Optima's future
in o safe, fexible and nnovatoe
way ™ savs Hans Ruchior

Press contact:

OPTTMA podtaging group
CrmbH

Jem Deeninger
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About Optima

(hotima  Supports  compames
wrerldeeiile wich Texible and cus-
tomer-specific filling and pockag-
ingmachines for pharmareaticods,
Comsutner goods, peper ymiene
anid medica! devices markess, Asa
providerof solutions and systems,
Chotimio eooompanies Chese coepia-
nies frow the prodect idea dhrowgh
{0 successful  production  and
throaghout the miine machine e
evele. Ooer 2000 pxperes artund
the globe contribute fo Oprime's
surcess. 20 locutions in Germany
wnd ahroad ensure the worlduwsde
avedability of services. In 2022,
Chocima eclebrutes the compoary's

SOy nniver sy
woms > OPTIMA

i
o

Exeiting stores from 100 veurs of
Optime:  waw JO0-vears-of-fe-
Laarecom

As & result of Oiptima's cooperation with the company Weyhmuelier, Optima is able to offer turnkey lines with in-line packaging production, filling
and packaging that process environment-friendly paper packaging solutions for consumer goods. {Source: Oplima)
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Quality engineered rolling shutters from
Gandhi Automations for better safety and durability

Over years of meticulously working on the design, fabrication and installation, Gandhi Automations has developed
technical expertise inmanufacturing various kinds of automated rolling shutters

olling shuiters kave al-

ways heen considered

as one of the most de-
pendable addition to any
bullding due Lo its safety,
durability, maintenance and
ease of operation. Along with
safety and other mentioned
features Lo the building, it also
provides optimal privacy
without compromising the
aesthotic appeal of the prop-
erty. Modern rolling shuiters
are oulpoerforming Lthe tradi-
tional doors and erstwhile
prototype rolling shutter op-
tion. This = due Lo its innova-
tive designs, handiness and
material strength which are
far better than its earlior
roller shutter models. Gandhi
Rolling Shutters are ideal for
gituations where side room is
al a promium and security is
required. They require very
little headroom above Lhe
structural opening.  Their
sirenpih, elegance, durability
and other salient features are
designed for both external
and internal applications.
Gandhi Holling Shutters are
fabricated of interlocking gal-
vanised insubsted and non-in-
sulated profile, stamless stoel
profile, patented aluminum
profiles and patented MS
rolling grills.

Gandhi Automations, In-
dia’s No. | enlrance automa-
tion and loading bay equip-
ment company, is Lhe only
manufaciurer of rolling shut-
ters certified to IS0 9001:
2015, IS0 14001 2015, 150
45001 2018 gualily manape-
ment system. This has re-
sulted in the implementation
of continuous improvement in
personnel training, produc-
tion technigque, inspection,
equipment calibration, ma-
chinery maintenance, logis-
ties and customer relations.
The product enpineoring
team uses the latest oftware

e

ot

e ik

Gandhi Rolling Shutters are ideal for situations
where side room is at a premium and security is

required

combined with technologi-
callv-advanced machinery to
offer to the customer a well-
engineered prodoet.

Over years of meticulously
working on the design, fabri-
catton and installation,
Gandhi Automations has de-
veloped technical expertise in

manufacturing various kinds

of automated rolling shutters.
The Research and Develop-
ment (R&D), leam with its ox-
Lensive know-how and experi-
ence, are able to produce
specific Lypes of rolling shul-
Lers umique lo certain sites
and clienl requirements. A
consistent quality produet ko=
thuz become the hallmark of

Gandhi Automations' manu-
facturing process  right
through installation Lo after-
sales sorvice.

Each of Gandhi Automa-
tions’ rolling shutters are de-
signed Lo clienl’s spoeifica-
tions and solidly constructed
to promote trouble-free opora-
tion and long life. All rolling

shutters are automatic using
vigorous drive expertise with
manual override in case of
power failure, and are dense,
noizalesz and dependable.

For further details, con-
Lot

Cramadhi Auromarions Pec Led
Chawda Commercial Centre
Link Road, Malud (W)
Membai — 400064,

Indin

OfF +81 22 66720200/
GET20300(200 lines)

Fx: +91 22 GET20204
Emeil: salesiigeaplcoin
Website: wwnt meaplooin
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Signet organises joint-technical seminar in
collaboration with IFF and Meggle

The seminars were held in Mumbai and Hyderabad

ignet, along with its
partners [FF and Mog-

gle, orpamsed Lechnieal
seminars on 22nd amd 24th No-
vember, 2022, in Mumbai and
Hyderabad, respectively. The
seminars served o be intorac-
tive platforms lor technical dis-
cussion among 10 speakers
and more than 200 attendeos
acrozs the pharma industry.

Speakers from Meggle in-
cluded Dy Sonja Bauhuber, Ap-
plication Manager, who clabo-
rated on the concepl of
continuous mamafacturing and
itz benefit. She also briefed on
deformation behaviour of var-
ious excipients that kargely im-
pact Lablet characteristics.
Pawan Fade, Regional Man-
ager — South Asia and Prasad
Gumjal, Technical Application
Manager, explained advan-
tages of lactose as an excipient
in wed granulation and direct
compression process and high-
lighted on selection of right
grade of lactose bazed on for-
mulation process,

Speakers from [IFF in-
cluded Dr FRima Chokshi,
Global Commercial Marketing
Director, who explained how
operational excellence at [FT
has helped in manufacturing of

superiorquality Avicel and Ac-
[%-S0l grades with uimost con-
gistency. Ponla Garcia Todd,
Glohal Applications, Develop-
ment and Innovation Leader,
IFF, and Vinay Muley, R&D
Leader, Pharma Solutions, [FF
India, apprised on current
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updates on nitrosamings.

[ir Tejas Gunjikar, South
Azia, Pharma Application and
Innovation Leader, IFF India,
and Dr Sanmamesh Torne, Ap-
plication Development and In-
novation Manager, IFF India,
shared their insight on use of

alrinates as a release modifier
for sustained release applica-
Laom.

Dir Heeoshma Shah, Director
- Technical Services, Signet
Excipienis, spoke on officacy of
Awieel SMCC m resolving criti-
cal formuiation concerns like

tabled compres=ibility, content
uniformity and improvement
of hardness.

With a positive foedback ro-
cedved from participants, the
spasions proved Lo be a sue-
cozssful medium for knowledge
exchanpge.
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Testo 440 - The intuitive air
velocity and IAQ-measuring
instrument

This means you have all measuring tasks on air conditioning
and ventilation systems reliably under control with just one

versatile instrument

he new Lesto 440 com-
bines Lhe benefits of a
compact hand-held de-

vice with intuilive measure-
ment menus and a compre-
hensive seloction of climale
probes. This means you have
all measuring tasks on air
conditioning and veniilation
gvstems reliably under con-
trol with just one versatile in-
strument. With variety of
Bluetooth and wired probes
ag well as testo Smartl Probes,
besto 440 can measure param-
elers — lemperature, humidity,
00, CO., degree of turbulence,
light intensity, differential
pressure and air velocity, Cus-
tomers have the choice bo-
twoen wirele=s and lixed-ca-
ble models: The wireless
Bluetooth® probes ensure
more freedom of movement in
measurement. and save space
in the measuromont case. In
addition to this, a probe han-
dle can be universally com-
bined with all corresponding
probes and probe allach-
mentz. This allows vou to
gwitch in seconds from indoor
air gquality measurement Lo a
determination of volume fow
at a vent. There s a right
probe for every application -
in ducts, al outlets, in rooms,
at filters or with Pitol tubos.

Product features:

# Can measure "C, SHRH, CO,
C0., ms, Lux

# Intuitive menu for impor-
tant applications

® Compatible with a wide se-
leetion of Bluctooth and wired
probes and testo Smart
Probes

# [arallel display of three
masuring values

# Universal probe handle
with Bluetooth

25 EXPRESS PHARMA
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# Memory recall on instru-
ment for up to 7500 measuro-
ments

# Testo 440 dP model version
with integrated differential

pressure for measuring hia

For more details login to
www.leslo.com or write
baick to infom lesto.in
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Tired of tedious manual plasmid DNA preparations?

Plasmid purification has a wide range of applications and its importance isreflected in recent
scientific triumphs, including the development of COVID-19 vaccines and advancements in gene

and cell therapies

lasmids are one of the
Pmrnnrslunu:c of mod-

ern biology, providing
the foundation for sovoral ar-
eas of important rezearch in-
cluding DNA vaccines, mENA
vaccines, viral veclors amd
monoclonal antibodies. This
small, circular DNA is found
in bacterial cells and is used
widely as a vector for specific
[DNA fragpments across mulii-
ple ficlds, including molecular
biology, biochemistry, biotech-
nology and cell biology. Plas-
mid purification, therefore,
ha=s a wide range of applica-
tions and its importance is re-
Mected in recent seientific tr-
umphs, including Lhe
dovelopment of COVII-19
vaceines and advancements in
gene and cell therapies,

Plasmids that are used ina
labh setting have been de-
signed Lo introduce a DNA
[ragment into another coll via
the uze of cloning methods.
They are attractive tools for
scientists as they are casy to
modify and can sell-repheate
wilhin a cell. As a result, plas-
mid purification 1= a funda-
mental technigue used every
day in labs all around Lhe
world.

One of the most widely
used applications of plasmids
iz in Lransienl transfoetion
which resuli= in the mass pro-
duction of proteins and viral
vectors. Through this tech-
nique, plasmids enable mam-
malian cells Lo express Lhe
protein that is coded by the
gene they carry. Plasmids pro-
dueced lor transfoction studies
also need Lo be of very high
quality and relatively pure for
successful transfections Lo
take place, which can also be
time-consuming. While there
have been numerous ad-
vances in other aspects of the
production of mammalian
proteins, plasmid purification
technology has remained un-
changed for over 40 years, but

all this is about to change with
the introduction of Biolage's
PhvPrep Plasmid Porification
gystem which can simplify
and streamline the plasmid
purification process, saving
both time and money, and pro-
viding better quality result=.

PhyPrep Maxl

Maxiprep

Vendor Q Maxi

Plasmid purification
challenges

Before we dive into Biotape's
PhyPrep Plasmid Purification
system, you miy be wonder-
ing whal the i=soe is with the
technigques currently in use in
labh seltings across the globe,

have not been changod in over
40 years. Well, Lo start, larpe-
zrale plazsmid purification is 4
long, drawn-out procoess that
can take days in the lab or
woeks if it is oulsourced.
There dre also several chal-
lenges that we can highlight
that are associated with de-
voloping and purifving plas-
mids for scientific studies, ps-
pecially when the amount of
plasmid required iz in the
maxi-, meg-, or pig-scale,
Firstly, plasmid purifica-
Lion is mot only a labour-inten-
sive process thal involves
multiple steps such as cen-
Lrifugation, lysis of cells and
chromalagraphy, bul it alzo
involves a lot of time spent at
the bonch carryving out repeti-
Live and monolonous Lazks,
Thi= highly laborious provess
involves the addition of multi-
ple reagents which leaves a
wide margin for human error.
Secondly, the parification step
haz additional challenges in-
cluding removing contami-
nanis such as BRNA, hosl cell
DNA, and endotoxing as well
as cell debris. Plasmids typi-
cally represent less than one
per cent of the dry cell mass,
Sn, Lhere are a lot of polential
contaminants that are strue-

Elapsed Run Time {minutes)

BHanual B aufomated

PhyPrep Mega

Megaprep

Vendor § Mega

PhyPrep Giga

Gigaprep

Vendor Q Giga

especially if these technigues

turally smmilar to plasmid

DMNA that need to be removed.
In addition, when producing
plasmids on a large =scale,
Lhere is also a large coll pellet
which can be difficult to re-
suzpend. When we look at all
Lhis Logether, it's clear that
plasmid purification is a long
and tedious process with mul-
tiple steps that lesve room for
soverdl errors to be made, po-
Lentially compromising Lhe
quality of the plasmids pro-
duced. With all this in mind,
Biotage has developed an au-

B Plsmid A
a
£ Impuiibeg &

tomated process that simpli-
fics the mass scale plasmid
purification process, offering
high quality and consistent re-
sults every time., The PhyPrep
plasmid purification process
can address all vour mass pro-
tein production needs as it is
purely for maxi-, mega-, and
miga-scale plasmid purifica-
Liom. It 18 transfection grado
and endotoxin-free and is
straightforward Lo use. [ot's
look al how it works,

Introducing Phyprep

introduces

the
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Phyrep System, the only an-
tomated plasmid purifier ca-
pable of operating on the
miixi-, mega- and mga-plas-
mid-preparation scales. The
resull s highly pure, endo-
toxin-free®, supercoiled plas-
mid DNA - the optimal start-
ing point for downstream
applications, such as transiont
transfection. PhyPrep comes
with everything needed Lo
generate highly pure plas-
mids, from a simple sample
preparation step to a fully
automated walkaway solution,
frocing up ones time Lo
et onm with the really
important work - scientific
research.

PHARMA PULSE

Automated plasmid
purlfication

The PhyPrep instrument is
both simple and robust, and re-
quires less Uhian eighl minuies
of one'’s Lime for sample propa-
ration, but how exactly does it
work?

This sy=tem makes use of
dual-flow  chromatography
technology which i= highly re-
producible and easy Lo auto-
mate. Dual-flow chromalogra-
phy imvolves using a pipeite
tip column that is packed with
resin. The sample iz loaded
and Mows back and forth in a
slow amnd highly controlled
MAnmner.

High reproducible yiclds of

up Lo 1 mg for MaxiPrep, 5 mg
for MegalPrep and 10 myz for
Gigal’rep can be achicved.
Purification  performance
and transfection efficiency is
comparable to the leading
manual plasmid preparation
alternatives available in the
markot.

The automsated plasmid
purification allows the users
to spend their time on
other activities and retwrn
onee Lhe plasmid purification
haz been completed. The
resulting plasmids are pure,
endoloxin-free and super-
coiled which is an important
criterion for transfeclion
efficiency.

Why choose PhyPrep?

The PhyPrep instrument isa
fast and efficient machine thal
enables rescarchers to pro-
duge plasmids using an auto-
mited system Lhat resulis in
high-quality plasmids the very
same day. Our instrument
produces gquality plasmids
consistently and removes the
nead for long, laborious days
in the lab. The workflow, kit
and software are casy to use,
enabling one Lo devole less
time to monotonous plasmid
purification and more Lime (o
those Lasks thal you often
struggle o fit into your dav. In
addition, it i3 cost-effective
and reliable, and allows one 1o

have complele control over
the whole process.

Therefore, manua! plasmid
purificalion can be a tedious,
repetitive and Lime-consum-
ing process. Automating this
workflow enables one to make
more offective use of one's
valuable time. Biotage®
PhvPrep svstem increases the
productivity and efficiency of
one's laboratory, vasthy simpli-
fying plasmid purification
wilth resuli= botter than over.

Feed more ot wwew hiotage.com ;
bt onenebiot age.cony plyprep

For any guerses, please nodl of
i hiolagme.com
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Virosil Pharma: Arevolutionary, eco-friendly fumigant

Virosil Pharma has proved to be effective in controlling aerial bacteria and fungus present in sterile
rooms. The area becomes completely sterile within 60 minutes of spraying without causing any
irritation to the eyes, nose and skin - unlike conventionally used formulations

ABSTRACT

In the past years, the pharma
and healthcare indusiry has
witnossed tremendous growth
and there have been Lie-ups
with a number of multination-
als for production and B&D [a-
cilitios to bo nurinred in India.
Crrganizations are applying for
IS0 standards and upgrading
themselves o the latest norms
relatod Lo health and hypiene.

Microbial contamination
and pollution play a sipnificant
role in the pharmaceutical in-
dustries. Control of microbes
ha=s always been the biggest
challenge to these industries,
A load of microbes are present
in areas such as production,
storage/packaping, RE&D,
QAL filling ete. They are
prosent everywhere in the air,
gurface, water, instruments,
linens etc.

Henee the disinfoctant used
should be so precize thal it
should not only take care of the
microbial contamination but
alzo be user and eco-friendiy.
Yirosil Pharma meets all the
required standards for Lhe
pharmaceutical industry.

ABOUT US

Sanosil Biotech, a Mumbai-
based company, has launched
a range of multipurpese disin-
fectants which are cco-iriendly,
chlorine-free and comploetely
bisdegradable and have appli-
cations in the pharma and
healtheare industry as well as
in the food procossing induastry.
It is manufactured in India in
technical colliboration with
SANOSIL AG of Bwitzerland.
SANOSIL AG in Switzerland is
the patent holder and has joint
venture agrecments in more
than 15 couniries such as
Franece, [laly, Spain, Holland,
Norway, South Africa, Aus-
tralia, Saudi Arabia, Oman, the
UAE, ete. The product is being
used in various countries by
reputed institutions and has
been thoroughly tested under

girict regulations imposed by
suropoian Health bodies.

PRODUCT DISCRIPTION

Virosil Pharma is a multicom-
ponent fumigant and disinfec-
tant. The oxodizing agent used
15 hydrogen peroxide, which is
bonded with stabilizing agents
to form a complex solution. A
long-lasting effect 12 ensured
by the addition of silver, which
acts as a catalyst in trace
amounts. The bactericidal ef-
foct of silver is based on the
fael that the monovalent silver

jon Ap+ binds very firmly to
bacteral proteins by a cova-
lenl or co-ordinate bond, and
thus inactivates or precipitates
these,

# [1= effectiveness aguinst bac-
teria, viruses, amocbae, fung
and alpae; ie. its extremely
wide range of application
makes it easy to handle for the
end user; Le. only one producl
is needed, whore so far 2, 3 or
various products were neces-
Sary.

# Owing to the good stability
of the product, a long storage

A TWS3 LCO Pt
Ol FRLE Fubsaturss

by

Ciean Area Microbial fimit Microbial fimit
Classification Cfu / 10 coft. Cfu / 10 cum.
100 <1a <3a

1000 <2 <7

10,000 =5 <18

100,000 <25 <82

4 =samples from class 100 environments should normally yield no

microbiological contaminants

WHO 2002 MICROBIAL LIMITS

Grade Max. no.of microorganisms permitted / m3
A Lessthanl

B -]

c 100

D 500

Settle plates Contact Glove print
{90mm) plate Clu/glove
ciu/ 4 hours 55mm
cfu / plate
A <1 <1 <l <1
B jli} L] L] 5
& 100 &0 25 -
D 200 100 &0 -
Lime can be guaranteed. Asthe  Ler, because it broaks down
product remains stable at high  into water and oovgen (H20
water/air temperatures, and as and 02), Lo, it produces no nox-
its effectivenesz 18 even in-  ious by-products,
creased ot high lemperatures. % The two basic substances

& Due Lo itz long-term effee-
tiveness and pronounced char-
acteristics Lo prevent reconta-
mimation, this product is
perfectly suited [or disinfee-
tion of drinking water and
wolls,

# Virosil Pharma i= ecologi-
cally harmless. [ils prineipal
constituent - hydrogen perox-
ide - does not. pollute waste wa-

(H202 and Ag) enhance their
advantages (*synergism ). The
bactericidal effoct comes into
action quicker and more inten-
sively Lhan if cithor substanco
was used on ils own

Fumigation with Virosll
Pharma, the perfect
Salternative to Formalln

Fumigation is one of the most
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immportant fsetors associated
with pharma imdustries, it
plavs a vital role in maintaming
the sterility of areas and is di-
rectly related Lo production.

Sanosil Biotech is Lthe first
company to pioneer the novel
concept of eco-frendly fumiga-
tion. The company has great
respect for human health and
the environment. The CEOQ,
Dev Gupta, an MBA from the
Bentley Graduale School of
Business, Boston, has hoen ac-
tively marketing the brand na-
tionally. According to Gupta,
"Virvsil Pharma has stmplified
thi Iives of so many people who
work in the pharmaceutical in-
dustry as they are puaranieced
stertlity wilh the minimum risk
exposure”. A= therowas a high
risk to the staff involved in the
use of Formaldehyde/Glu-
traldehyde for sterilzation and
dizinfoction.

Owing to the stringent into-
grited micro conlamination
conirol and biosafoly require-
ments, il is desirable to have
micro-contamination controf
procedures and metheds that
could be momtored, evaluated
and assessed  periodically,
which are convenient, cost-ef-
foctive and salo.

A ghmpse at the standards
put down by various wouald
monitoring  agencies would
help an individual or an ergan-
ization holp decide on choosing
the most appropriate control
procedure/methods. The im-
poriant microbial limits which
have been prescribed by var-
o= agencies s as follows:

To meet those roguire-
menls acrial disinfoction (fu-
migation) with lormaldehyde
was tho most convenient
method. With the repulatory
having restricted the use of
formaldehyde and also putting
mto place the monitoring lov-
elz of formaldehydoe after fumi-
gation makes it 4 procedure
with its own limitations.

Formaldehyde i= a known
carcinogen (IARC & NTP).
Formalin is toxic by inhalation,
tode if swallowed, may be fatal
Il swallowed, canmses ove hurns,
may cause hlindness, strong
son=itizer, causes irrtation Lo
skin, eyes, and respiratory
tract. Repeated or prolonged
exposure increases the cancer
rizk.
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VIROSIL PHARMA FORMALIN

Eco-friendly. Non-toxic Highly toxic

Room gets sterilized within 1 hour after fumigation Requires overnight fumigation

Requiras no de-fumigation Requires de-fumigation

Person can be present during fumigation Causes skin, eye irritation even after next day of fumigation
Time Saving Time consuming

Multipie Applications Application restricted

Yirosil Pharma has been a
direct alternative to Formalin
Fumigation. Virosil Pharma
ha= proved to be effective in
controliing acrial bacteria and
funpus preseni in sterile
rooms. The arca becomes com-
pletely sterile within 60 min-
utes of spraying withoul caus-
ing any irritation to the eves,
nose and skin - unlike conven-
tionally used formulations. Vi-
rosil Pharma can even be suc-
cossfully used in AHU which
are regponsiblo for optimal and
steady air cxchange in produc-
tion facility, of which the ducts,
air shafis, humidificator, fl-
ters, ete. are often contami-
nated with loads of hacterial
and bio-films.

The main aim of Virosil
Pharma is Lo increase produc-
tivity by cutting down disinfiec-
tion time while atl the samo
time providing a Lotally mi-
crobo-froe environment.

Virosil Pharma is also very
effective in disinfection of all
eritical surfices that come in
contact with pharma products.
There is no requirement to re-
wazh equipmoent and surfaces
dizsinfocted with  Virosil
Pharma sinee it is H202 based
and decomposes inlo water
and oxygeT.

Yirosil Pharma has heen
testod by several reputed and
renowned institutions in India
with respect Lo its disinfection
and fumigation applicalions in
Pharmaceutical Industry

Because of all these factors,
Virosil Pharma has attained
maximum salisfaction of Lthe
customers in controlling Lthe
microbial contamination in
their respective applications.
The introduction of an eco-
friendly, non-carcinogenic and
totally biodegradable versatile
product, like Virosil Pharma,

A GRAPHICAL VIEW ON DISINFECTANT EVALUATION DATA - VIROSIL PHARMA
Disinfectant Effectiveness Evaluation Data

Virosil Pharma
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©
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5.00% 1: (69.32 106307 58077 452 16 0
has not only brought anend o Targets pany has already set up a dis-

the cra of conventional bio-
cides but haz completely
solvied the disinforlion require-
ments which Lhese healtheare
indusirics were prone Lo,

Sanosil Biotech 12 marketing
this disinfectant under the "Vi-
rozil Pharma’ brand name and
15 tarpeting the entire indus-
trial belt of India. The com-

tribution and infrastructure
network  having  establish-
ments in Maharashtra, M.P,
Hyderahad, Chennai and
Dialhi.



Available

ACRYCOAT
Methacrylic Acid Copolymer

ACRYSOL
Castor D1l Derivative

COLORCOAT" ACRYPOL

Ready-to-use Coating Sysiem Carbomer

ACRYFLOW" NUTRACODAT

Stearate Derivatives MNatural Coating System
COREL PHARMA CHEM

KYRON"
Taste Masking Polymer

KYRON T-314

Polacrillin Potassium

COREL House, Opp. Bhagwat Petral Pump, Gota, 5.G. Highway, Ahmedabad - 382 481, Gujarat, INDIA
Tele: +91-8000880011 / 22 / 33 | E-mail: corel@corelpharmacherm.com, marketing@corelpharmachem.com

Website: www,.corelpharmachem.com
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INSTACOAT I

FILM COATING SYSTEMS

‘High Performance Aqueous
Film Coaling System’

« 50% process time savings when compared with traditional cellulosic coatings
« Three fold increase in adhesion properties with optimum finish

» Doubled production output with cost and time saving
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