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EDITOR’S NOTE

N
egative observations from the US FDA

continue to shadow big pharma

companies from India. Homegrown

heroes Aurobindo Pharma, Cipla,

Glenmark Pharma, Lupin, and Torrent

Pharma received results of site inspections in the past

month and the results were not encouraging.

An analysis of the regulatory agency’s observations

could throw some light on why these companies,

considered success stories for their global growth

strategies, are faltering on the quality front.

The repercussions are not just short term, on the

bottom line, but on the brand image of these companies as

well. For instance, the US FDA's 483 report, with seven

observations post its inspection of Aurobindo Pharma’s

Unit -7 from September 19-27 this year, sent its stock into

a tailspin of 19 per cent.

Glenmark Pharma’s stock too slid 9.5 per cent after

the US FDA issued a warning letter (WL) for its Baddi

facility after an inspection from April 15-20, which ended

with an Official Action Indicated (OAI). Similarly,

Torrent Pharma’s stock dipped around seven per cent

after it’s Indrad, Gujarat facility received a WL. Likewise,

Cipla's Goa unit got 12 observations including procedural

lapses though the management specified that none were

related to data integrity.

Aurobindo Pharma’s clarification that none of the

seven observations was data integrity related did help

revive the stock a bit. But a closer reading of the 16 pages

483 report does reveal borderline data integrity issues,

repeated procedural lapses and a systemic lack of

attention to quality control, which need fairly extensive

remedial action.

The observations range from failure to review any

unexplained discrepancy (out of specification (OSS)

results have been invalidated for various test without

identifying scientifically sound and justifiable root

causes), failure to review failure of batch or components,

not establishing control procedures, lack of written

procedures for production and process controls,

equipment and utensils not cleaned at appropriate levels,

not fully following procedures applicable to quality

control and not following written production and process

controls while executing production and process

controls.

Lupin’s latest WL is its third, which is worrying for a

company of its lineage. The September 10 WL based on

observations during a US FDA inspection of its Unit 1 at

Mandideep, Madhya Pradesh, from November 26 to

December 4, 2018, cites similar cGMP violations at the

company’s Goa and Indore facilities which also resulted in

WLs. The latest WL notes that ‘these repeated failures

at multiple sites demonstrate that management

oversight and control over the manufacture of drugs are

inadequate.’

Companies with long-standing problems are now in

damage control mode, with strategic intent to repair lost

reputation as well as get ‘fresh’ eyes to assess the gaps.

Less than a month after the third WL, on October 03,

Lupin bought in a new global head of quality, Johnny

Mikell. Most recently Global Head of Quality and

Compliance at Apotex, Mikell has also served as the

Global Head of Quality and Compliance at Amneal and

has also held leadership positions at UCB, Novartis and

Bausch & Lomb.

Mikell’s plate is certainly full. The promoter family is

looking at him for solutions to help the company “achieve

our near-term goal of ensuring that our sites are

compliant and long-term goal of being the best when it

comes to Quality and Compliance,” as Lupin’s Managing

Director Nilesh Gupta put it.

Will Mikell’s over 35 years of experience with global

quality operations and compliance in the generics,

branded and API segments prevent a fourth WL for

Lupin? The company’s Somerset, UK facilities already

received an OAI and if the company is not able to

convince the regulatory agencies that sufficient remedial

action has been taken, this too may result in a WL.

Mikell’s hire renews the debate on the pros and cons of

external versus internal troubleshooters – be they

auditing agencies, consultants or new hires who find

themselves parachuted into the thick of a battle, where the

'enemy' could well be within their own ranks.

External experts, be they recent hires or consultants,

have the advantage of bringing fresh perspectives and a

more objective frame of reference. Internal experts

however already have a connection with the staff

executing the plans and should thus be trusted to fix the

problem. While external experts might take time to

understand the nuances of each location, internal

experts could be, unwittingly or deliberately, part of the

problem itself.

Thus for Lupin, while Mikell might understand what

the US FDA’s inspectors want, translating this into

reality will take time and investment. Even with the full

support and intent of promoters and senior

management, one new hire cannot turn the tide for Lupin

or any of its peers. Companies will have to introspect,

take tough decisions to weed out lax employees as well

as identify and re-train staff as well as invest in

updations. It is a first step in the right direction but its

too early to judge and we hope this bet plays out well for

the company.

Multiple WLs, unfortunately, put companies on a

'repeat offenders' list with increased scrutiny over other

facilities. Often, such cases throw up examples where

remedial measures solved one issue, only for another one

to crop up in the next inspection. With the burning of the

ten-headed Ravana on Dussehra day still fresh in our

minds, one pharma wag designated common non-

compliances as the different heads of that ill fated king.

Very significantly, he left the last one unnamed.  Does

that mean that the pharma industry in India has to be

destroyed completely, so that it can rise phoenix-like

from the ashes? As we await Diwali, yet another festival

celebrating the victory of good over evil, let's hope for a

similar victory for the beleaguered sector.

Multiple warning
letters call for

renewed rigour
to fix recurring

lapses and instil
a stronger

quality
compliance

system

Slaying GMP non-compliance woes

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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POST EVENT

SIKKIM PHARMA SUMMIT 2019: IN PICTURES

Investor-friendly policies enhancing the ease of doing business, attractive tax incentives and low manufacturing and labour
cost have made Sikkim a favoured destination for pharmaceutical companies. North East Industrial & Investment

Promotion Policy (NEIIPP) 2007, has further given impetus to the state's growth story. However, as Sikkim enters its 
second decade as a pharma hub, the sector needs to identify its challenges and build a more sustainable future.

In this direction of thought, Express Pharma recently organised the second edition of Sikkim Pharma Summit, on
September 27, 2019 at Mayfair Resort, Gangtok. Under the theme ‘Building a competitive advantage for growth’
experts explored how Sikkim can further contribute to India Pharma Inc's growth story. They also discussed Sikkim's 
journey as a pharma hub in the last few years, the challenges faced and solutions to be implemented.

Delegates at the second edition of Sikkim Pharma SummitFun interaction among the delegates

Lamp lighting ceremony by Dr TK Rai, Deputy Drug Controller, HC HS & FW, Sikkim
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Amit Sharma, Head-Quality Assurance,

Alembic Pharmaceuticals

Dr TK Rai, Deputy Drug Controller,

HC HS & FW, Sikkim

Sachin Sangal, Founder & CMD, Xcentric Learning Edge Chakshoo Sharma, Manager- Business Development,

Ami Polymer

Dr Upendra Quenim, Plant Head,

Swiss Garnier Genexiaa Sciences

Soumaya Dutt, General Manager & Site Head – Formulation

Operations, Glenmark Pharmaceuticals

Deepak Verma, General Manager,

Zuventus Healthcare

Ranjit Mohapatra, General Manager Operation,

Sun Pharma

Mohoshin Alam, Head - QA & QC, Lupin
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POST EVENTS

Ramanuj Samal,Application

Specialist, Beckman Coulter Life

Sciences, India

Bharat Jadhav, Sr Manager Key

Accounts & Product Sales Trainer',

Markem-Imaje

Jayant Joshi, Managing Partner –

Shreedhar Instruments

Lenin Babu B, Managing Director,

Omega Scientific

Tajammul Hussain, Deputy

Manager, Polmon
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PRE EVENT

A
s a major life sciences

hub, Hyderabad is well

poised to lead India’s

growth story in the pharma sec-

tor.  However, it calls for the cre-

ation of a more efficient and in-

novation-centric ecosystem

which would be aligned with

global trends and requirements.

This transformation is also piv-

otal to deal with the myriad

challenges faced by the industry

such as evolving regulations,

pricing pressures, and competi-

tive business environments, etc. 

Therefore, Express Pharma,

a leading industry publication

from The Indian Express

Group, is organising the first

edition of Hyderabad Pharma

Summit on October 18, 2019 at

Mansarovar The Fern, Hyder-

abad. Under the theme, 'Co-cre-

ating a smart ecosystem for

pharma', the inaugural edition

of Hyderabad Pharma Summit

will witness stakeholders in the

pharma industry brainstorm on

strategies to implement smart

approaches with the help of

technology and meet evolving

business needs. The summit will

also outline the policies required

from the Telangana state gov-

ernment to attract and nurture

the pharma industry in the

state.

It will also address several
other crucial topics such
as:
◗ Building sustainable business

environments

◗ Scaling-up R&D capabilities

◗ Addressing pricing pressures

◗ Ensuring brand protection

◗ Reducing dependency on API

imports

◗ Securing the supply chain

◗ Capitalising on Genome Valley

2.0

◗ Tapping untapped markets

(for e.g. China and Bangladesh)

◗ Building a world-class regula-

tory system

◗ Nurturing leadership strate-

gies

◗ Accelerating employment op-

portunities

◗ Telangana government's road

map for pharma: Wish list from

industry

Contact: 

Usha Sharma at 8169199462 or

u.sharma@expressindia.com

Express Pharma to organise maiden
edition of Hyderabad Pharma Summit
It will witness stakeholders in the pharma industry brainstorm on strategies to implement smart
approaches with the help of technology and meet evolving business needs

RETURNING CLOSE to Dehi

on 

November 26 – 28, CPhI & P-

MEC India will bring together

43,000+ attendees and 1,500+

exhibiting companies. More

than an exhibition, the event

also facilitates finding the right

partners with its matchmaking

tool, celebrates innovation with

the awards and encourages

knowledge gathering and shar-

ing with its conference.

CPhI India will focus on API,

finished formulations, outsourc-

ing, generics, excipients and

drug formulation, fine chemi-

cals, lab chemicals, biotechnol-

ogy and biosimilars. P-Mec,

which will be a co-located event

with CPhI India, will have spe-

cific highlights on pharma ma-

chinery and equipment, pack-

aging equipment and supplies,

process automation and con-

trols, testing and measurement,

validation, automation and ro-

botics, processing equipment,

RFID, Tableting / Capsule

fillers and more.

Express Pharma is the media

partner for the event.

EP News Bureau

CPhI & P-MEC India to be held in Delhi from Nov 26-28, 2019
The event will see participation from 43,000+ attendees and 1,500+ exhibiting companies



THE ASIA Pacific Division of

the UNESCO Chair in

Bioethics will organise the 1st

International Bioethics

Health Sciences Conference –

BIOETHICON 2019. The

event will be held in Chennai,

on November 8-10, 2019. The

event will be organised in col-

laboration with The Govern-

ment of India, Indian National

Commission for Cooperation

with the UNESCO. 

The conference will offer a

unique platform for the ex-

change of bioethics education

information and knowledge

and will feature pre-confer-

ence courses and workshops,

panel discussions, interactive

lecture sessions, and exhibi-

tion of posters and photo-

graphs highlighting bioethical

issues in health sciences. 

The theme for the confer-

ence is 'Redefining bioethics

in health sciences for the next

century.' The purpose of the

CHAIR is to build, activate,

co-ordinate and stimulate

Bioethics Education in 

Academic Institutes through

an International Network 

of Units.

EP News Bureau
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BIOETHICON 2019 to be held in Chennai
The conference will offer a unique platform for the exchange of bioethics education information
and knowledge
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DEAL
DEAL TRACKER

Life sciences industry reports 53 deals worth $11.9 bn

I
n September 2019, the

healthcare industry reported

53 deals worth US$11.9 billion

as compared to the last 12-month

average (September 2018 to Au-

gust 2019) of 57 deals worth

US$28 billion. China Biologic re-

ceiving a preliminary non-bind-

ing proposal letter from Beach-

head Holdings, CITIC Capital,

PW Medtech, Parfield, HH Sum-

XXII and V-Sciences to acquire it

for $120 per share or US$4.4 bil-

lion in a "going private" transac-

tion is one of the major deals con-

tributing 37 per cent to the total

deal value in September 2019.

Sumitomo Dainippon’s proposed

acquisition of Roivant Sciences’

ownership interests in five com-

panies for $3 billion; and Lund-

beck announcing to acquire

Alder BioPharma for $1.9 billion

are other notable ones an-

nounced in September 2019.

According to Global Data, the

healthcare industry reported 89

venture capital (VC) deals worth

$1.6 billion in September 2019,

compared to the last 12-month

average (September 2018 to Au-

gust 2019) of 92 deals worth $1.7

billion. Achilles Therapeutics

raising $121 million in series B fi-

nancing round; Nkarta Thera-

peutics raising $114 million in se-

ries B financing round; Passage

Bio raising $110 million in series

B financing round are some of

the major VC deals reported in

September 2019.

According to Global Data,the industry reported VC deals worth $1.6 billion in September 2019 compared
to the last 12-month average

Deal Date Acquirer (s) Target Deal Value (US$ m) 

18-Sep-19 PW Medtech Group; CITIC Capital China Partners; V-
Sciences Investments; Beachhead; Parfield International;

HH Sum-XXII Holdings Ltd

China Biologic Products Holdings Inc
(China)

4,384.3

05-Sep-19 Sumitomo Dainippon Pharma (Japan) Myovant (UK); Urovant (US); Enzyvant
(US); Roivant Sciences (Bermuda);

Altavant (the US)

2,998.4

16-Sep-19 H. Lundbeck AS (Denmark) Alder Biopharmaceuticals Inc (the US) 1,950.0

30-Sep-19 Swedish Orphan Biovitrum AB (Sweden) Dova Pharmaceuticals Inc (the US) 915.0

04-Sep-19 PAG Capital (Hong Kong)
Hisun BioRay Bio-pharmaceutical Co. Ltd.

(China)
540.0

Deal Date Acquirer (s) Target Deal Value (US$ m) 

03-Sep-19 RA Capital Management; Invus Group; Syncona Partners;
Forbion Capital Partners; Redmile Group; Perceptive Advisors

Achilles Therapeutics Ltd (the UK) 121.0

04-Sep-19 S.R. One; Amgen Ventures; Life Sciences Partners; RA Capital;
Deerfield Management; New Enterprise; Novo Holdings;

Samsara BioCapital; Logos Global Management

Nkarta Inc (the US) 114.0

04-Sep-19 Orbimed Advisors; New Leaf Venture; Versant Venture; Sphera
Funds; Lilly Asia Ventures (LAV); Highline Capital; Boxer Capital;
Frazier Healthcare Partners; Vivo Capital; Access Biotechnology;

Logos Global Management

Passage Bio Inc (the US) 110.0

04-Sep-19 BDC Capital; MPM Capital; Orbimed Advisors; Fonds de
solidarite FTQ; Redmile Group; Versant Venture; BVF Partners;

Cowen Healthcare Investments; Logos Global Management

Repare Therapeutics Inc (Canada) 82.5

05-Sep-19 Fresenius Medical Care AG & Co KGaA Unicyte AG (Switzerland) 66.0
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BIOETHICON 2019
Date:  November 8-10, 2019

Venue: Chennai

Summary: The Asia Pacific

Division of the UNESCO

Chair in Bioethics will

organise the 1st

International Bioethics

Health Sciences

Conference –

BIOETHICON 2019. The

event will be organised in

collaboration with The

Government of India,

Indian National

Commission for

Cooperation with the

UNESCO. The conference

will offer a unique platform

for the exchange of

bioethics education

information and knowledge

and will feature pre-

conference courses and

workshops, panel

discussions, interactive

lecture sessions, and

exhibition of posters and

photographs highlighting

bioethical issues in health

sciences. The theme for the

conference is 'Redefining

bioethics in health sciences

for the next century.' The

purpose of the CHAIR is to

build, activate, co-ordinate

and stimulate Bioethics

Education in Academic

Institutes through an

International Network of

Units.

Contact details

Mumbai Office

508, Topiwala Centre

Off SV Goregaon West

Opp Goregoan Railway

Station

Mumbai, 

Maharashtra 400 062

Tel: 022 61053811 / 834

info@medisquire.com

www.medisquire.com 

PURIFY 2019 -
CHROMATOGRAPHY
PURIFICATION
CONCLAVE 
Date: December 17, 2019

Venue: The Westin

Hyderabad Mindspace,

Hyderabad

Summary: The

chromatography

purification conclave would

touch upon varied aspects

of chromatography

purification, be it discovery

and development or

scaleups. New separation

techniques and approaches,

niche topics, deeper

understanding of

preparative and process

chromatography and allied

fields, and upcoming

application areas will

provide quality substance

to the discerning delegates.

Discussions will be held on

the role of simulated

moving bed (SMB) as well

as counter-current

chromatography, SFC as a

purification technique,

detection technologies

available for purification,

customised skid systems

for commercialisation,

perils of chromatography

Scaleups. Express Pharma

is the media partner for the

event.

Contact details

Rashi Jeswani, 

Project Co-ordinator –

Purify 2019

rashi@custage.com;

+91-9136600573; 

+91-22-25204436

UPCOMING EVENTS
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By Sanjiv Das, Usha Sharma

F
or the last few years, Sikkim has

proven itself as an investor-friendly

destination, with many pharma

companies setting up their shop

there. Several major pharma com-

panies such as Cipla, Sun Pharma, Zydus-

Cadila, Alembic, IPCA, Alkem Lab, Intas

Pharma, Torrent Pharma and Unichem, with

their facilities in the state have been able to

sustain themselves with fiscal incentives and

industry-friendly policies like the ‘North East

Industrial and Investment Promotion Policy

(NEIIPP), 2007, giving a boost to the sector.

In a cost-competitive environment, when

the pharma industry is thriving to grow and

looking forward to a sustainable business

model, pharma stakeholders are looking for av-

enues which can accelerate their growth. How-

ever, with the rapidly shifting paradigms of the

global pharma industry, it is imperative to

analyse the challenges that knock on the door 

of established pharma hubs. And Sikkim is 

no exception.

Located in the Himalayas, apart from the

rough topography with frequent landslides and

unpredictable weather, pharma companies in

Sikkim are also facing challenges like getting

the right talent, meeting regulatory compli-

ances, etc. Developing cross-functional team

culture, reskilling, building leadership strate-

gies and tapping the right talent and adapting to

new technologies are aspects which pharma

companies should look at to sustain in this

competitive environment.

Technology — a potential 
game-changer
Digital revolution is well underway and

pharma companies are no exception. Sikkim-

based pharma companies are having a tough

time coping with the fast-growing digital evo-

lution. While they are trying to adapt to the

rapidly changing digital revolution, companies

need to re-strategise their plans.

As Dr TK Rai, Deputy Drug Controller, HC

HS & FW, Sikkim, points out, “In this era of

technology, Sikkim is lagging. A lot needs to be

done on the technology front and we need to

work more efficiently and effectively to make

the pharma sector climb newer heights.”

He further mentioned, “With the help of

CDSCO, we can start an online registration

process. Implementing e-Governance at CD-

SCO through SUGAM portal will bring in sim-

plicity, transparency, reliability, accountability

and also simplify conducting business.”

Dr Rai stressed on the need to start a What-

sApp group to counter CSR notifications, of-

fice orders, and make the communication

process easier between pharma companies and

government agencies. According to him, the

WhatsApp group can be a convenient medium
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since Sikkim has many holi-

days, and easy communication

can be had in case of urgency.

Adapting to newer tech-

nologies and assuring the

quality compliance is some-

thing which pharma compa-

nies should look at sustain

themselves in the long run. Dr

Upendra Quenim, Vice Presi-

dent Operations - Swiss Gar-

nier says, “Loss is always a

concern. Sikkim has moun-

tainous terrain and it a zero

residual state. We have to re-

vive and control losses by up-

grading technology. Pharma

companies with the right use

of technology can reduce pro-

duction cycling time and en-

able real-time release ”

According to Dr Quenim,

software-based solutions like

laboratory information man-

agement system, laboratory

informatics system and stabil-

ity information management

systems can benefit the

pharma industry while sup-

porting modern laboratory 

operations.

Apart from adopting the

right technology, companies

also need to look at attracting

the right talent. How can this

be achieved?

Training and attracting
the right talent
Tapping the right talent is al-

ways a challenge in a moun-

tainous region. Proper train-

ing is crucial for employees

working in a pharma facility.

To meet FDA requirements, a

company needs to develop a

complete, detailed training

programme that will lead to

the successful training of all

its employees.

So what are regulators 

and pharma companies 

looking for?

Dr Quenim says, “Students

in Sikkim are intelligent and

complete their curriculum in a

dedicated and steadfast man-

ner. Challenge is to amalga-

mate their knowledge to the

industry needs in the respec-

tive job area or department.

One challenge is to amalga-

mate their knowledge accord-

ing to industry needs for 

their respective job area or 

department.”

While talking about how

Swiss Garnier's corporate HR

scrutinises the CVs before re-

cruiting the right candidate,

Dr Quenim says, “The selec-

tion criteria is by merit. Good

CV, good interview and good

background information help,

in addition to the technical

knowledge of the person. We

also groom freshers as per our

requirements. In case of oper-

ators and instrumentation ex-

perts, we also take an on-site

trial if required to see if the

person is pro.”

Dr Rai mentions, “We will

request the DCG(I) to conduct

a training programme in

Sikkim not only for the regula-

tory officials but also for the

manufacturing units and we

can chalk out our plans ac-

cordingly. Conducting WHO

GMP training for employees

will enable the employees to

become well versed with the

current rules and regulations.”

“Without a right talent ac-

quisition strategy in place,

pharma companies can find it

difficult to attract the right

candidates,” Dr Rai mentions.

Rai adds, “Pharmacy col-

leges with academic-industry

cell should work together for

the betterment of the sector.”

He urged the industry to work

with the government to take

pharmacy education to the

next level.

According to Sachin San-

gal, Founder & CMD, Xcentric

Learning Edge, there is a huge

crunch of skilled people in the

industry. Pharma companies

in Sikkim can form a platform

for new aspirants to attract

talent to their company.

Business communication

and behaviour are two impor-

tant aspects which students

can focus on and as a result,

pharma companies will be

benefitted.

Revealing more, Sangal

says, “There are few people

who are handling the show but

there are many who are play-

ing supportive roles. Pharma

companies should take into ac-

count those.”

Sangal adds, “Employees

need to reskill themselves to

A lot needs to be done on the technolo-
gy front and work more efficiently and
effectively to make the pharma sector
climb to newer heights

Dr TK Rai
Deputy Drug Controller,
HC HS & FW, Sikkim

We have to revive and control the loss-
es by upgrading the technology

Dr Upendra Quenim
Plant Head,
Swiss Garnier Genexiaa Sciences

Chances of achieving success are 
maximum with CFTs. A time-bound job
and due to monitoring mechanism, the
success is more accurate

Amit Sharma
Head-Quality Assurance,
Alembic Pharmaceutical

Digitisation and automation will trans-
form quality control work in the lab and
on the shop floor by introducing new
ways of working

Deepak Verma
General Manager,
Zuventus Healthcare
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keep themselves sustained in

the job market. Reskilling has

its benefits — employee-em-

ployer satisfaction, trust-

building between employee-

employer, improve processes,

reduce error and survival and

moving hand-in-hand with

new technologies.”

Deepak Verma, General

Manager, Zuventus Health-

care, stressed upon building

leadership strategies and

grooming talents and men-

tioned that there are two ways

to leadership strategies — in-

dustry and people leadership.

He said, “We need to ad-

here to the systems and match

international standards.

There is a need to understand

the regulatory reforms. Digiti-

sation and automation will

transform quality control

work in labs and on the shop

floors by introducing new

ways of working.”

Learning and development

are important for any pharma

companies to progress. It will

help them evaluate their em-

ployees' strengths and engage

them as team members. Also,

in the age of social media, em-

ployees should be accustomed

to the latest trends happening

in the sector.

Verma further mentions,

“Pharma companies in Sikkim

should ensure that all employ-

ees have access to the library

and internet facilities. The in-

dustry should adapt to new

changes such as encourage 

innovation, 360-degree ap-

praisal, generate leaders, lead-

ership development pro-

grammes, volunteers to

facilitate meetings, keep mon-

itoring without interfering,

trust-building and encourage

experience sharing.”

According to Mohoshin

Alam, Head - QA & QC Lupin,

“Talent is important for any

company to maintain and sus-

tain the growth. Companies

should be careful while re-

cruiting as, in many instances,

they go in for panic hiring

leading to attrition.”

Establish a cross-
functional team
The benefits of a cross-

Reskilling
boosts trust-
building
between
employee-
employer,
improve
processes,
reduce error
and survival
and moving
hand-in-hand
with new
technologies
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functional team (CFT) is im-

mense. A team can thrive in an

agile environment and can be

an effective solution for an ar-

ray of obstacles. For a pharma

company to thrive in a hostile

environment, a cross-func-

tional team can be a game-

changer.

Says Amit Sharma, Head-

Quality Assurance, Alembic

Pharmaceutical, “The concept

of a cross-functional team is

often neglected in the pharma

sector.”

One of the important as-

pects is culture and according

to Sharma, there are four

kinds of cultures which exist

in an industry: They are 

clan, adhocracy, market and

hierarchy.

Sharma opines, “Chances

of achieving success is maxi-

mum with CFTs. A time-

bound job, and due to monitor-

ing mechanism, job success is

more accurate. There should

be a behavioural expert within

a team where he/she has to be

involved in the selection of the

team. Also, one should follow

the five principles such as hu-

manity, passion, attitude,

transparency and effective

communication. CFTs also

play an important role, gap

analysis, audit and compliance

during an investigation.”

Companies can build the

capacity for strategic leader-

ship. Companies can develop

and retain leaders who can

guide the organisation

through  the times of funda-

mental change.

Says Soumaya Dutt, Gen-

eral Manager & Site Head –

Formulation Operations, Glen-

mark Pharmaceuticals says,

“Leadership talks about val-

ues, empowerment, encour-

agement and vision. A leader

needs to ensure how things

are getting implemented. A

leader should ensure improve-

ment and make the required

changes and should motivate

and inspire the team.”

Dutt mentions, “Keeping

everyone on a common plat-

form and giving them the right

direction towards organisa-

tional goals is critical for

pharma players’ success. The

leader should be a connector

with the team. An organisa-

tion can change an efficient

leader to a strategic leader.

Keeping all these things in

mind can eventually bring in a

change for pharma players

based out of Sikkim.”

Stepping up regulatory
compliance
FDA feels that marketing in-

novation in the pharma sector

has been stagnant by heavy

regulatory restrictions. The

industry can, however, develop

strategies and transform their

fundamental business models.

Drawing comparisons of

what Sikkim offered to the

pharma sector 12 years back

and what it offers now, Ranjit

Mohapatra, General Manager

Operation, Sun Pharma says

that the state offers much

more now in terms of revenue

and job satisfaction.

The US FDA oversees reg-

ulatory activities across

pharma companies in the

country and also in Sikkim,

forcing the companies to iden-

tify quality issues before they

impact the production.

According to a report from

India Ratings, the US-fo-

cussed Indian pharma players

will be required to step up reg-

ulatory compliance in the up-

coming decade as they invest

in complex generics and spe-

cialised and innovative plays.

Stressing on it, Mohapatra

says, “We have to be very par-

ticular towards regulatory

compliance and it is manda-

tory. Strategies need to be in

place to ensure good practices

with regulatory compliances.

Traditional methods are not

proper to face the challenges

which pharma companies are

facing today. Organisations

are increasingly adopting inte-

grated and streamlined ap-

proaches to compliances

which can help to minimise

the cost.”

Improving transportation
Sikkim needs to look for a spe-

cialised quality system during

transportation and shipment

of pharmaceutical products.

Transportation costs are high

Companies should be careful while
recruiting as in many instances they go
in for panic hiring leading to attrition

Mohoshin Alam
Head - QA & QC 
Lupin

Employees need to reskill themselves
to keep themselves sustained in the job
market

Sachin Sangal
Founder & CMD,
Xcentric Learning Edge

A leader should ensure to improve and
make the changes as per the require-
ment, need to motivate and inspire the
team

Soumaya Dutt
General Manager & Site Head – Formulation Operations,
Glenmark Pharmaceuticals

Organisations are increasingly adopting
integrated and streamlined approaches
to compliances which can help to min-
imise the cost

Ranjit Mohapatra
General Manager Operation,
Sun Pharma
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for the entire North-Eastern

region and Sikkim is no excep-

tion to this. Sikkim's only

greenfield airport located in

Pakyong is 21 kilometres from

the capital city Gangtok.

Though the airport was inau-

gurated with much fanfare in

2018, commercial flight opera-

tions were hampered due to

poor weather conditions and

visibility issues.

Sikkim has a history of

flash floods and frequent land-

slides. Every year the state

capital is cut off from the rest

of the country which leads to

disruption of life in the state

with emergency and essential

services getting stranded. It

will be noteworthy to mention

that at the recently held

Sikkim Pharma Summit in

Gangtok, delegates from a few

of the pharma companies were

unable to attend the event due

to landslides near the facilities.

Indian Railways will start

direct train services to

Rangpo in Sikkim which will

eventually make the travel-

time lesser from the plains.

The 45 km Sivok-Rangpo proj-

ect can be a gamechanger for

the economy of Sikkim as lo-

gistics can reach the desired

destinations within a fixed

time frame, which will be good

for the pharma sector.

With logistics issues, the

labour costs also go up. Inade-

quate infrastructure, some of

it due to hilly terrain, is a limit-

ing factor for most in the

pharma sector in Sikkim.

Looking forward
Pharma companies are upbeat

on Sikkim. Taking care of the

logistics issues, with proper

training facilities, building a

cross-functional team and

adapting to newer technolo-

gies can make Sikkim con-

tinue to be a desired destina-

tion for pharma companies for

decades to come. How the

state government responds to

the issues faced by pharma

companies and how can the

latter leverage the benefits,

only time can say.

sanjiv.das@expressindia.com
u.sharma@expressindia.com

With logistics
issues, the
labour costs
also go up.
Inadequate
infrastructure,
some of it due
to hilly terrain,
is a limiting
factor for most
in the pharma
sector in
Sikkim



EXPRESS PHARMA

October 16-31, 2019

24

STRATEGY

AstraZeneca has leveraged AI
and Machine Learning to
translate several decades’worth
of research data spanning
molecules, trials and drug
launches into computable format

In this progressive world, where technology is leading the future, AstraZeneca has 
partnered with Nasscom for incubating tech start-ups in the healthcare sector. The 
objective is to enable collaboration across R&D, technology, government and education.
Siva Padmanabhan, MD & Head of Global Technology Center, AstraZeneca India talks about
the role of AI and Machine Learning in the life sciences sector and key initiatives taken by
AstraZeneca with Usha Sharma 

Tell us more about

AstraZenca's partnership

with Nasscom 

AstraZeneca’s iDREAM

initiative partnered with

Nasscom IoT Centre of

Excellence in November 2018

to accelerate innovative

technologies that can provide

affordable solutions for early

screening and management

of Non-Communicable

Diseases (NCDs). The

partnership, christened

Unnati Healthcare

Innovation Challenge, focuses

on disease management,

reduction of healthcare costs

and early- and remote

screening of diseases by

providing expertise and

funds. Unnati is based on the

India Sweden Joint

Declaration on Innovation

Partnership for Sustainable

Future.

How can this partnership

drive scientific innovation

in domestic market and

promote quality

manufacturing?

The partnership aims to

strengthen India’s position in

the global ecosystem of

scientific innovation.

AstraZeneca will support

Nasscom in incubating tech

start-ups in the healthcare

sector, enabling collaboration

across R&D, technology,

government and education. It

also serves as a platform for

best practice sharing.

How can AI, Machine

Learning drive growth for

AstraZeneca?

Today, data powers the efforts

to discover new treatments.

AstraZeneca has leveraged

Artificial Intelligence (AI) and

Machine Learning to

translate several decades’

worth of research data

spanning molecules, trials

and drug launches into

computable format. We use

advanced AI in the area of

genomics and

chemoinformatics, to unlock

the potential of data

predominantly in the DMTA

(Design-Make-Test-Analyse)

cycle. This can be considered

as a great example in early

science is within modelling

and simulation where

computational power is used

to guide the design of

preclinical and clinical

experiments leading to

improved R&D success.

Another example is Next

Generation Sequencing

(NGS), where a large amount

of data (>petabytes) is being

analysed to create novel

insights and identify potential

targets. The rich data, deep

research experience and well

developed understanding of

the patient - spanning several

decades will be a major

advantage for us.

Tell us more about the

company's Global

Technology Centre (GTC) in

Chennai. How is the centre

adding significant value to

your business through an

end-to-end, integrated IT

service delivery model?

As AstraZeneca’s Global

Inhouse Center (GIC), the

Global Technology Center’s

objective is to move up the

value chain and become a

strategic entity driving

innovation. We started as a

technology center but have

since grown to become the

engine for our digital journey

and a major source of

technological innovation.

With over 2400 employees

onboard, GTC now provides

24x7x365 operations support

globally that spans over 100

IT service lines. Over 1700

applications are supported

through 72,000 devices. We’re

committed to doing more with

less to use IT efficiently and

level up to participate in

AstraZeneca’s vision for 2025.

What will be the focus areas

of AstraZeneca in

technology space and how

do you plan to execute?

Today, data powers the efforts

to discover new treatments.

AstraZeneca uses AI in

research, trials and drug

launches. Information

available in various forms is

translated into computable

format. AI is used to unlock

the data that resides in Omics.

Genomics and

Chemoinformatics: We have

We have unlocked the potential
of data in the DMTA cycle

I N T E R V I E W
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unlocked the potential of data

in the DMTA (Design-Make-

Test-Analyse) cycle. 

Modelling & Simulation:

Computational power is used

to guide the design of

preclinical and clinical

experiments leading to

improved R&D success.

Next Generation

Sequencing (NGS): A large

amount of data (>petabytes)

is being analysed to create

novel insights and identify

potential targets. 

Pharma companies are

focussed to scale up IT-

enabled systems. How will

this move help the industry

in the long run?

2019 is the year of pharma

4.0 and India is riding the

digitisation wave in pharma

and healthcare currently.

Disruptive changes in

business models such as

value-based pricing will

impact the markets.

Increased accessibility to the

medical system through the

expansion of healthcare

networks and leverage of

technology – doctors truly

without borders who are

available just a mouse click

away. Diagnostics has more

of a patient-centric

approach. These shifting

trends have made the

industry rethink their value

chain to make it more

patient-centric at every

stage. Data, AI, ML and

wearables are all being

looked at as opportunities to

get closer to understanding

the patient’s journey. At the

same time, from a

manufacturing standpoint,

digital solutions will become

the new game changer to

enable scale, accuracy and

quicker turnaround.

On one hand, huge amount

is being invested in AI while

on the other we are talking

about making the sector more

accessible and affordable.

(Please justify)

Innovation in healthcare

through AI will result in

creation of low-cost devices

that are affordable and

accessible to people across

geographies. From

telemedicine to wearable

devices and IoT moving

industry to the factory of

future status, the impact of

technology will be felt in

myriad ways that map the

patient experience real time

to the research process. The

investments in innovation are

more than justified

considering the value tech in

pharma is able to add to the

nascent digital healthcare

ecosystem.

Tell us more about the

impact of digitalisation in

the life science sector.

Technology has created a

shift from reactive healthcare

to patient-centric wellness

that traverses the patient

experience journey, from

personalized medicine to

lifestyle modification

assistance in the future.

Conventional life sciences

companies have worked in

silos that has led to delayed

delivery to the end user.

Digitisation has created

seamless integration of

different functions under a

common business model to

that works from drug to

patient holistically.

u.sharma@expressindia.com 
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Technology intervention in the Indian pharma supply chain would enable reduction of
mismanagement in inventory and weed out counterfeits from the system, informs
Sudhir Singh, Managing Director, Marg ERP to Akanki Sharma

Why is supply chain

management a challenge

for the Indian pharma

industry? Where does

India stand in terms of

supply chain when

compared to other

countries?

Compared to developed

countries, supply chain of

pharma industry in India is

fragmented, and suffers

loosely managed inventory

threats. A country of our size

requires a lot of inclusive

pharma distribution which is

largely being done via supply

chain. We need a large and

efficient tech-enabled supply

chain to serve the country’s

need. Currently, the country

has approximately more than

two lakh distributors

including wholesalers,

traders and C&F agents, and

approximately over nine lakh

retail points. If we talk about

the distributors, they are

appropriate in number but

the retail side of the trade

penetrates deeper. It

increases every year by 20

per cent.

Some experts argue that

Indian pharma industry is

over-regulated, but being

regulated adds up to the

products' structured

distribution, which,

compared to many countries,

is far ahead in reach, depth

and quality. Nevertheless,

there are gaps which need to

be bridged before we can

actually call the supply chain

all-inclusive and secure. We

do have possibilities of

digitalisation (the

digitalisation in the supply

chain management through

distributors to retailers to

customers) that will make it

more robust and effective.

Currently, there are 70 per

cent of pharmacists who still

need to digitise their

business. Technology

intervention in the Indian

pharma supply chain would

enable reduction of

mismanagement in inventory

and weed out counterfeits

from the system. 

What software do you have

for catering to the Indian

pharma industry? How

many pharma companies

do you offer your solutions

to? Kindly name some of

these.

We have a total user base of

one million out of which 5.5

lakhs comes from the

pharma trade. Our customer

base is small size businesses

that are large in number and

are spread across the

country. You can say a shop

near your house is our

customer using Marg

Software. 

We have a complete line

up to cater, right from

manufacturing till the last-

mile retail connectivity. The

focus, however, remains to be

supply chain comprising two

lakh distributors and

suppliers. We have solutions

available for pharma

industry, such as salesman

and retailer ordering

platform, pharma next

medicine directory,

DMSxpert web-based

reporting system, etc. Marg

ERP is our flagship product

that we offer to supply chain

having capability to

configure it to manage

dynamics of the supply chain.

What was the need to come

up with Marg ERP?

We started Marg ERP to

energise the micro, small and

medium enterprises

(MSMEs) as growth engines

of the country. Seeing the low

level of technology

penetration, we wanted to

cater to the underserved

businesses which were not

We aim to have over 2.5 lakh
chemist shops computerised 

I N T E R V I E W

While designing and developing our solutions, we
keep the user situation and mindset at the centre
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able to compete in the

dynamic market due to lack

of technology. Our goal is to

provide feature-rich and AI-

backed products at the most

affordable prices.

By disrupting future

technologies like big data,

machine learning and

artificial intelligence (AI) to

enable maximum

automation, better

information for quick

decision-making and

accelerate operational

efficiency, the company is

successfully simplifying

inventory management,

accounting, payments, GST

compliance, sales, marketing,

HR and other basic yet

complex needs of the last-

mile MSMEs in India and in

other geographies.

How can material,

capacities, manufacturing

times and manufacturing

yield fall in line with the

deliveries by using the

solutions provided by you?

We have got a

comprehensive enterprise

management solution which

is designed to manage the

complex procedures of

enterprises in the simplest

manner. While designing and

developing our solutions, we

keep the user situation and

mindset at the centre. The

solutions incorporate

management of each

complex element and

process in a user-friendly

interface to suit the most

basic level user.

Material, capacities,

manufacturing times and

manufacturing yield need to

fall in line with deliveries like

clockwork for any

organisation to successfully

deliver efficiently. In regards

to material management and

dispatch, our systems

intelligently integrate the

various manufacturing

functions and create ease in

managing as well as

effectiveness in it. 

What helps you to manage

your working capital and

funds?

Being into the domain of

inventory and account

management solutions, our

capital information has

become handy. We are a

manpower resources-centric

organisation rather than

capital-centric one. There

needs to be significant stress

on maintaining liquidity and

operational efficiency for a

business to flourish. We stay

true to our practice of

clearing dues in time and

maintain a good receivable

process. Our financial needs

are taken care of by internal

accruals only.

Do you face any challenges

in bringing your solutions

to the market? If yes, how

do you overcome those?

Being active in over 700

districts across the country

with more than 10,000 field

force provides scale to the

organisation. These

strengths enable ease and

effectiveness while getting

any solution to the market.

We have managed to build a

powerful communication and

updating system. In one hour,

we can float a new solution

and update the market

across the country. The

challenge has not been to be

able to deliver the solution

for the market but to create a

shift in the mindset of

businesses towards

investment into technology

solutions as part of their

growth strategies.

Engagement Based Services

has been our strength; we

have given door-to-door

services and taught a

customer from how to turn

on a computer to how to use

the software. Handholding is

what we call it.

Any new product in the

pipeline?

We do have plans to launch

‘New Marg’ which will focus

on pharma retail and cater to

their specific requirements.

We aim to have 2.5 lakh plus

chemist shops computerised

in next 18-24 months.

akanki.sharma@expressindia.com
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making and accelerate operational efficiency, the
company is successfully simplifying basic yet
complex needs of the last-mile MSMEs in India
and in other geographies
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VENDOR NEWS

D
KSH’s Business Unit

Performance Materi-

als has made major in-

vestment in its food and bev-

erage, personal care and

coatings businesses by up-

grading its innovation centers

with brand-new, state-of-the-

art facilities in Mumbai, India.

The Food and Beverage in-

novation center specialises in

developing confectionery, bak-

ery, dairy, savory and emul-

sion-based formulations, in-

cluding unique bakery

products, such as low-sugar

muffins and cakes, beverage

and dairy products, such as

functional drinks, fruit drinks,

yogurt and savory products,

such as egg-free mayonnaise.

The Personal Care innova-

tion center specialises in solu-

tions and formulations for

color cosmetic, active, natu-

ral, skincare, haircare, oral

care and homecare applica-

tions. The Specialty Chemi-

cals innovation center (for

coatings applications) pro-

vides solutions in automotive

paints and car refinishes, ar-

chitecture and decorative

paints and powder coatings

The enhanced centers

form part of DKSH’s global

network of 44 highly special-

ized and interconnected inno-

vation centers. Each center

serves as a one-stop solution

to customers by providing a

broad range of specialised

services. The service portfolio

encompasses formulation de-

velopment, idea generation

and conceptualisation, new in-

gredient and technology ap-

plication, product demonstra-

tion, acceptance tests and

hands-on technical training.

Stefan P Butz, CEO, along

with Thomas Sul and Natale

Capri, Co-Heads Business

Unit Performance Materials

and Members of the Execu-

tive Committee, were guests

of honor at the re-opening

ceremony. Senior Executives

from DKSH’s valued business

partners were also present to

celebrate the milestone occa-

sion.

Thomas Sul and Natale

Capri jointly commented: “In-

dia is a very important, fast-

growing market for DKSH’s

chemical distribution busi-

ness. We have reinvested in

our innovation centers to fur-

ther advance our formulation

service offering for our cus-

tomers. Not only do we create

and learn together in our cen-

ters, but we generate solu-

tions that add value, by reduc-

ing time to market for our

partners’ products and giving

them a competitive advan-

tage.”

Atul Nagarkar, Managing

Director, DKSH India, said:

“Our innovation centers have

provided advanced formula-

tion solutions to our ever-

growing customer base since

2012. The centers are run by

our skilled specialists who

provide support and expertise

to our valued customers and

allow us to create new busi-

ness opportunities as strate-

gic partners to our clients.”

DKSH upgrades innovation centers in India
DKSH has upgraded its food and beverage, personal care and specialty chemicals innovation
centers with brand-new, state-of-the-art facilities in India

The enhanced centers form part of DKSH’s global
network of 44 highly specialized and
interconnected innovation centers. Each center
serves as a one-stop solution to customers by
providing a broad range of specialised services
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GLAD TO introduce Top Sy-

ringe Mfg. Co P Ltd – India as

ISO 9001 and ISO 13485 Quality

certified large scale manufac-

turer and exporter of High

Quality of “DaVinci” Laboratory

Repetitive dispensing syringe

Best for use in
◗ Reagent Distribution

◗ Hot Agar

◗ Sterile Work

◗ Filling of Well Plates

◗ HPLC Vial Preparation

◗ Small Batch Injection Vials

Features
1. Plunger Tightness without O-

Ring – Hence no contamination

when it comes in contact with

drug / liquid

2. Glass Barrel and SS

plunger – Ensures long life

3. Clear visibility of Dose

4. Fully Autoclavable

5. No Need of servicing with

Silicone Oil – Same effortless

movement is ensured every

time.

6. Liquid Path 100 per cent

inert

7. Long Lasting

8. Light weight and easy to

use

9. Fast and reliable volume

selection

10. Packed individually in a

convenient attractive box along

with instruction manual

Sizes
1. 0.05ml – 0.5ml

2. 0.05ml – 1.0ml

3. 0.10ml – 2.0ml

4. 0.25ml – 5ml

5. 1.00ml – 10ml

Styles
Feed Tube Set (70 Series)

Vial Holder Set (71 Series)

Top Syringe is in industry

since 1964 and has been produc-

ing and exporting its high quality

of glass syringes. We fully un-

derstand the exact needs and

requirements of our buyers and

our supplies are always in con-

sistent with respect to accuracy

and 

precision.

Top Syringe has got a very

articulated marketing network

and operation system and

meets all the challenging de-

mands of all clients. Therefore,

today Top Syringe is an 'ES-

TABLISHED' 'HONOURED'

and 'MOST PREFERRED' sup-

pliers to more than 28 countries

and still counting. Our R&D con-

tinues to improve / develop and

successfully expand the product

line to meet the customers ever

ending demands on critical ap-

plications.

Today’s competitive environ-

ment leaves no room for any er-

ror and we always delight our

customers by looking out for

new ways to exceed their expec-

tations. We are totally commit-

ted to supply high quality at a

very competitive price in order

to offer real value to our cus-

tomers. All our products are

available at very competitive

prices as compared with heavily

marketed premium brands. Our

entire product range conforms

to international  specifications.

To further strengthen our lo-

cal presence and attain 

leadership, we are too keen to

establish a long standing 

business association with you.

For further details about our

company / product range / 

Infrastructure etc. we 

invite you to kindly visit 

our website www.top-

syringe.com 

We look forward to receive a

firm business inquiry / proposi-

tion in order to forge a strong

business association for a mu-

tual benefits and growth to-

wards new heights.

Needless to mention – assur-

ing you of our best services on

24x7x365 basis.

We look forward to hearing

from you!

Email

sales@top-syringe.com

Address

10-11, Prospect Chamber 

Annex,317-21 DN Road, Fort,

Mumbai - 400 001 (INDIA)

Mobile : +919769175036

Range of high quality glass syringes from Top Syringe 

PRODUCTS
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Saving Money at the Loading Dock
PHARMACEUTICAL manu-

facturing is a highly competitive

business, with product develop-

ment, quality control, regula-

tory/compliance and even share-

holder issues that are much

more complex than in many

other industries. Because of

that, pharma execs and facility

managers are constantly explor-

ing all possible ways to tighten

their belts and bolster the com-

pany’s bottom line. A growing

number are finding one path to

savings runs through an often-

overlooked area of their facility’s

operations – its loading docks.

When trailers are positioned

at the dock being loaded or un-

loaded, gaps often exist between

the trailer and the edges of the

dock opening, through which ex-

pensive heating and cooling en-

ergy can escape, and unwanted

contaminants can enter. For ex-

ample, swing-open style trailer

doors typically leave 1- to 2-inch

gaps running along both sides of

the trailer, which equate to a 2.5-

square-foot hole in the wall at

each dock opening. Depending

on your region, leaving these

gaps unsealed can cost up to

$1200 annually per dock position

in lost energy. Facilities with

multiple doors can achieve dra-

matic energy cost savings sim-

ply by equipping docks with

proper enclosures that make

sure these gaps are effectively

sealed.

Often even more concern-

ing in a pharmaceutical facility,

however, is the opportunity

these gaps present to allow dust,

insects or water to enter and

contaminate a clean environ-

ment. Similar gaps exist along

the tops of trailers, at the upper

corners, as well as around and

beneath the dock leveler and ex-

terior dock bumpers. Protecting

the entire area with a solid sys-

tem of sealing products is essen-

tial to maintaining the integrity

of pharmaceutical product and

operations. The goal is to seal all

gaps that are created, 24/7,

whether trailers are in place or

not, and when overhead doors

are open or closed. To achieve

this, all four sides of the opening

must be considered separately.

With the help of a qualified envi-

ronmental control specialist, fol-

low this simple process to

achieve the best results:

Look for daylight
Visible daylight at loading dock

openings indicates a gap in the

seal that needs to be plugged.

Standing on the inside of the

dock, when a trailer is in place

and the dock door is opened, ex-

amine the perimeter around all

sides of the trailer and dock lev-

eler and note areas where you

can see light. Next, with the dock

door closed, look for light around

all four sides of the door and

along leveler edges. Different

gaps will need to be sealed by dif-

ferent products. Understanding

what kinds of gaps exist will lead

to more informed decisions on

properly sealing them.

Seal the top
Gaps along the top of the trailer

are common with some types of

dock seals and shelters. Even

brand-new enclosures can leave

gaps if not designed and fit to

prevent them. To get the best

seal possible in this area, choose

a foam compression dock seal

with a pleated-face head pad, or a

dock shelter with a heavily

weighted head curtain. A grav-

ity-based design guarantees the

tightest, most consistent seal

across the full width of the

trailer, allowing it to maintain

contact as the trailer bounces

during loading and unloading.

Today’s advanced dock shelters

incorporate this type of

weighted head curtain, accom-

plishing a tight seal without the

need for an additional overhead

rain diversion device.

Seal the corners
For the best seal at the top cor-

ners of the trailer, choose a dock

shelter that is specially designed

to seal this problem area. Most

dock shelters leave roomy gaps

where the side curtains and

head curtain meet and interfere

with each other when a trailer is

backed in. To overcome this is-

sue, technologically advanced

shelters feature integral fabric

pockets in the side curtains that

receive the head curtain and

block all daylight in this area.

Seal the sides
Foam compression style dock

seals generally offer a very good

seal along the sides of the trailer.

However, they often suffer signif-

icant wear-and-tear due to the

constant pressure and friction

from the trailer positioned

against it. Additionally, foam and

other material can protrude in-

side of the trailer when com-

pressed, interfering with forklift

loading. In contrast, perimeter-

sealing dock shelters offer full

access loading as they seal along

the sides of the trailer, with noth-

ing protruding into the trailer

opening. Unless the right model

is selected, however, gaps often

exist, especially in situations

with swing-open trailer doors as

described above. The solution is a

shelter with side curtains featur-

ing a fabric-covered hook on the

leading edge. This seals the

trailer hinge gap and minimizes

the intrusion of outside ele-

ments.

Remember the fourth side
While it is critical to effectively

seals gaps at the top and along

the sides of the dock opening us-

ing a dock seal or shelter, a seal

isn’t complete until the fourth

side of the opening is addressed.

Even with the best seal or shel-

ter in place, gaps typically re-

main below and around the dock

leveler and exterior bumpers,

presenting stubborn challenges

for sealing out pests and con-

taminants. Installing a complete

under-leveler pit seal with com-

plementary filler pads and other

components helps fill tough-to-

seal gaps where the dock enclo-

sure, leveler, and bumpers all

meet. Inside the facility, leveler

lip corner seals, weather seal,

door seals and other gap-sealing,

daylight-blocking products fin-

ish the job.

Consider vertical-storing
levelers
Utilized in many food facilities

which also require clean envi-

ronments, vertical levelers are

another consideration for phar-

maceutical applications. Vertical

levelers differ from pit-style level-

ers in that they allow the loading

dock door to close directly onto

the pit floor. This minimizes out-

side air infiltration, helps reduce

contaminants from entering a

building, and also helps protect

the dock door from damage. Ad-

ditionally, their vertical design

makes it easy to clean or wash

down the pit floor when the lev-

eler is in the upright and stored

position.

Save energy and be cleaner
at the loading dock
Managers of pharmaceutical fa-

cilities looking to save on energy

costs and to keep their buildings

clean can’t neglect the loading

dock. Using a system of prod-

ucts including the right dock

seal or shelter, an under-leveler

seal, small gap-filling products

and a vertical leveler, companies

can vastly improve conditions on

their docks, keeping wind, rain,

dust, and bugs out and valuable

conditioned air in. To make sure

your situation is managed prop-

erly, it’s critical to consult a rep-

utable loading dock equipment

provider who is trained to pro-

vide expert environmental con-

trol analysis and recommend the

most effective system of product

solutions.

Contact details

10-11, Prospect Chamber 

Annex, 317-21 DN Road, 

Fort, Mumbai - 400 001
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APTAR PHARMA, a part of

Aptar Group, has launched its

patented Unidose Liquid Sys-

tem device which delivers

Tosymra (sumatriptan) Nasal

Spray 10mg for the acute treat-

ment of migraine in adults.

Now available in the US,

Tosymra was approved by the

US Food and Drug Administra-

tion (FDA) in January, 2019 and

is being commercialised by Up-

sher-Smith Laboratories.

For migraine sufferers,

there is a continued need for

reliable and efficacious treat-

ment options. Tosymra nasal

spray is formulated using a

proprietary excipient to

achieve blood levels similar to

a 4-mg sumatriptan subcuta-

neous injection. Aptar’s

Unidose device delivers one

dose of Tosymra as a single

spray providing a convenient,

patient-friendly delivery ap-

proach.

This approval and launch

again demonstrates Aptar

Pharma’s expertise in develop-

ing patient-friendly drug deliv-

ery solutions for medicines.

Aptar offers a broad portfolio

of innovative technologies and

wide array of services to meet

the highest quality standards of

the pharmaceutical industry.

Solution for Nasally
Administered Treatments
Aptar’s Unidose System is a

single-use, ready-to-use one-

step nasal delivery device

which can deliver a liquid or

powder formulation quickly,

easily and reliably. Patients

simply press a small plunger on

the bottom of the device to re-

lease the drug in a single shot

into the nose, where the drug

can be quickly absorbed via the

nasal mucosa.

Patented Unidose and
Bidose Technology
Platforms
Aptar’s Unidose and Bidose

platforms are robust, prime-

less, and easy-to-use systems

with 360° functionality and pre-

cise nasal drug delivery. They

offer biotech and pharmaceuti-

cal companies effective and re-

liable single or two-shot in-

tranasal delivery for a variety

of medicines including poten-

tial life-saving drugs and treat-

ments of severe conditions.

The devices can also integrate

wireless connectivity technolo-

gies.

Drug Development
Support via Aptar Pharma
Services
This migraine treatment is an

example of a Combination

Product submission, and bene-

fited from Aptar Pharma’s Ser-

vices offering, a comprehensive

portfolio of stage-specific de-

velopment packages. Aptar’s

dedicated Regulatory Affairs

experts and analytical scien-

tists help customers proac-

tively address regulatory needs

to obtain approval.

“We are pleased that Aptar

Pharma’s Unidose System has

once again been approved by

the FDA and launched with an

important new nasal treatment

for acute treatment of migraine

that provides a patient-friendly

delivery approach,” com-

mented Gael Touya, President,

Aptar Pharma. “Our lab and

analytic service capabilities

combined with our unique drug

delivery devices create tremen-

dous value for our customers

and help them secure approval.

The ultimate end result is that

we help expand access to treat-

ments with our life-improving,

patient-friendly systems, some-

thing for which we are very

proud.”

Aptar Pharma’s nasal unidose
device approved for Tosymra
Sumatriptan spray

PLS SYRINGES feature inter-

nally frosted individually barrels

and plungers. Matching serial

numbers on barrel and plunger

ensure easy assembly on supe-

rior performance. The opaque

frosted look becomes clear

when in contact with liquid. On

drying, it regains the frosted

look. These syringes can with-

stand higher temperatures and

pressures. These syringes come

in individually packed box. 

The barrel of the glass sy-

ringe is made out of hard

borosilicate glass that has out-

standing chemical resistance.

This material also provides a

heat resistance suitable for dry

heat sterilization and good wear

resistance. High machining pre-

cision is used to maintain slide-

ablity between barrel and

plunger.

The main features include
◗ These syringes have a fine

graduation 

◗ Extremely air tightness and

can hold a particular pressure 

◗ Smooth functioning and

movement during drawing and

injection offering a jerk free ex-

perience

◗ A certificate of calibration is

provided with each syringe

◗ Also available with 3 Ring for

better control & handling pres-

sure and viscous substances on

request.

◗ Autoclavable at 121°C

Contact:

10-11,

Prospect-Chamber-

Annexe,

317-21 DN Road, Fort, 

Mumbai - 400001 (INDIA)

Email - sales@top-

syringe.com

Whatsapp & Contact 

No- 9769175036

Frosted PLS Syringes by Top Syringe ensure easy assembly
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WATERS CORPORATION has intro-

duced the new TA Instruments MSF16

Multi-Specimen Fatigue Instrument. The

MSF16 extends the capability of acceler-

ated cyclic testing by loading 16 specimens

simultaneously, rapidly delivering insights

into the failure limits of materials, compo-

nents and products under repeated load-

ing.The new TA Instruments MSF16 Multi-

Specimen Fatigue Instrument extends the

capability ofaccelerated cyclic testing by

loading 16 specimens simultaneously, rap-

idly delivering insights into the failure limits

of materials, components and products un-

der repeated loading. The durability of ma-

terials and their construction is critical for

the longevity of products that experience

repetitive forces. 

From aircraft and automobiles to med-

ical devices, understanding durability can

be lifesaving. Fatigue testing of component

materials or final assemblies involves repet-

itive mechanical loading (stress and

strains) that measure when and how they

fail. Failure quantification requires ten to

one hundred specimens be tested for mil-

lions, even hundreds of millions of cycles. 

TA’s MSF16 instrument, equipped with

industry leading motor technology and 16-

sample capacity, significantly accelerates

fatigue analysis and provides users a com-

petitive edge by reducing their time-to-

market. Troy Nickel, Senior Product Man-

ager said, “We help our customers better

understand the failure limits of their prod-

ucts. We enable them to break materials

and products in the lab so their products

don’t fail later. The MSF16 does this faster

and more reliably than any other product

to help our customers release products

quicker and with more confidence.”

At the heart of the MSF16 is the

patented, frictionless ElectroForce motor.

It offers 3,000 N force capacity and market-

leading accelerations enabling significantly

faster test frequencies and therefore less

testing time. Instrument and motor en-

durance are paramount in fatigue instru-

ments, and the friction-free motor and sen-

sor technologies have proven durability for

billions of cycles. 

The MSF16 frictionless motor is a per-

fect match for high cycle testing, and it is

backed the industry’s only 10-year war-

ranty. With sixteen samples of simultane-

ous loading, precision specimen-to-speci-

men adjustments and many convenience

features, such as an auto-fill bath, the

MSF16 gives test engineers the high-capac-

ity and easy-to-use tool to advance their

test programs and shorten their develop-

ment time.

TA Instruments Expands
ElectroForce Fatigue Testing
Capabilities with New
16-Specimen Instrument

The formula
for those who
formulate the

pharmA sector.
Express 

Pharma has 
been the backbone of 

this sector since 20 years. It is 
what the experts look to when 

the entire industry looks to them. 
That is because the magazine 

contains a potent mix of  innova-
tive ideas, cutting-edge analyses 

and expert insights. It’s no 
wonder then that the finest in the 

field trust the foremost in 
the field.          

www.expresspharma.in For any queries, call 022-67440000/22022627
or email at healthcare@expressindia.com.
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Available Grades® DiCOM-DC
®DiCOM-DC  PL For small & large dose  APIs with 

good compressibility
®DiCOM-DC  SP For pH & moisture sensitive APIs
®DiCOM-DC  SR For sustained release 

formulations
®DiCOM-S Single modified high performance 

range of excipients such as Maize starch & 
calcium carbonate

API + =   TABLET®DiCOM-DC

DiCOM-DCTM

API

®
² DiCOM-DC  is a mixture of excipients with particle 

engineering in which there is no chemical 
modification

² The raw material used complies as per IP, USP-NF, 
EP monographs

² Regulatory documents such as TSE-BSE, RS, etc. 
®are available for all DiCOM-DC  grades

®
² We have DMF available for selected DiCOM-DC

grades 

Regulatory & Quality Information

Save Time & Efforts 

Save Money

Increase Output 
Substantially

® DiCOM-DC
Ready to use Co-processed, Direct Compression Excipient ProBlend

Silicified Microcrystalline Cellulose

® 

DMF No. 0033081

Lactose Monohydrate & Microcrystalline Cellulose

TM

DMF No. 0033804

® 

DMF No. 032957

High Functionality Excipients

Gangwal Chemicals Pvt. Ltd. :  
706-707, Quantum Tower, Rambagh Lane, Behind State 
Bank Of India, Malad (west), Mumbai - 400064 Tel.: +91 22 2888 9000, 
Fax: +91 22 2883 5347, Email: info@gangwalchem.com, 
Web.: www.gangwalchem.com

angwal
® 

Contact for more information

LOOKING FOR CONTAINMENT SOLUTION ?

tra

Reactor discharge, powder transfer,
   powder transfer bag in isolators

      Blenders, Centrifuge, Dryers,
Granulators, Reactor charging, Mills

API Storage, Powder charging,
Powder transfer, Buffer mixing

Continuous liner system Flexible enclosures systems DoverPac / DoverPac SF /
             EZ BioPac

We are professionals at your service !

India, .
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D bilit

Best Suited for

Ø Distribution of Sterile Hot Agar
Ø Distribution of Cell Culture Media

Sizes:
0.5ml,
1ml,
2ml,
5ml,
10ml

Ÿ Durability

Ÿ Reliabilty

Ÿ Comfort

Ø ReagentDistribution
Ø HotAgar
Ø SterileWork
Ø FillingofWell Plates
Ø HPLCVial Preparation
Ø SmallBatch InjectionVials

Recommended applications

Autoclavable at 121°C for 20 minutes.

Automatic Filling of Each Preset Dose

“DaVinci” Laboratory
Repetitive Dispensing Syringe
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Tel: +91 86550 15819         email info@ptepl.com 

BRINGING  THEE WORRLSS’’S BESTT MANNUFFACTURRING    TECHHNNOGGY  TO  YOUU 

 
GMP Extrusion Lines available 
from LAB SCALE ( few gm to 1kg/
hour) to PRODUCTION SCALE 
( 75—100 kG/ hour)  

ADVANTAGES   
 

• HME is a solvent-free, robust, quick and economy favoured manu-
facturing process for the production of a large variety of pharmaceutical dos-
age forms.  

 

• HME is considered to be an efficient technique in developing solid mo-
lecular dispersions and has been demonstrated to provide sustained, modi-
fied and targeted drug delivery resulting in improved bioavailability.  

 

• it is a continuous process rather than a batch process. So no more batch to 

batch variations, and also supports PAT tools for real time process monitoring 
both drug’s solid state and concentration.  

NEW  

 lab--scale compounding twin 
screw extruder offering  

a high speed, high energy Twwin 
screw extruder featuring 12 mm 
diameter screws  

Feedrate : 50—2000gm/hour  
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LABORATORY EQUIPMENTS

REMI SALES & ENGINEERING LTD. 

Remi House, 3rd Floor, 11, Cama Industrial Estate, Walbhat Road, Goregaon (East), 
Mumbai-400 063. India Tel: +91 22 4058 9888 / 2685 1998 � Fax: +91 22 4058 9890 
E-mail: sales@remilabworld.com � Website: www.remilabworld.com

0
-86 C Ultra Low Temperature Deep Freezer

Co2 IncubatorVacuum Oven

OUR NEW PRODUCT RANGE

0
ULT Freezer -86 C

 Walk-in Stability Chamber / Cold Room Stability Chamber / Humidity Chamber

Deep Freezers / Upright Freezer 

Cold Cabinets / Laboratory RefrigeratorsCooling Incubators / Heating Incubator

Refrigerated Centrifuges / Neya  Centrifuges 

Rotary Shaker Multi Tube Vortexer Cyclo Mixer Magnetic Stirrer

Magnetic Stirrer

 Orbital Shaking Incubator Laboratory Stirrer

Certified ISO 9001:2015

P
L

ressure Tested: withstands higher Pressure

oss of resistance,(smooth): 100% jerk free movement

mall Graduations: Fine graduation/markings (upto 0.01ml).S

Pressure Laboratory Glass Syringes

Calibration Certificate Provided with each
syringe as required for 3rd party audits

Ø TheseSyringeshavea fineGraduation
Ø Extremely air tightness and can hold a

particularpressure
Ø Smooth functioning and movement

during drawing and injection offering a
jerk freeexperience

Ø A certificate of calibration is providedwith
eachSyringe

Ø Also available with 3 Ring for better
control & handling pressure and viscous
substanceson request.

Technical DetailsFeatures

Temperature : • Max. 50°C/122°F

• Min. 10°C/50°F

2ml

5ml

10ml

20ml

50ml

100ml

100

50

100

40

100

200

0.2ml

1ml

1ml

5ml

5ml

5ml

0.02ml

0.1ml

0.1ml

0.5ml

0.5ml

0.5ml

Total Major Minor

Graduation
Scale

Max Pressure
Rating

3.00

3.00

2.00

2.00

1.50

1.50

Bars

43.50

43.50

29.00

29.00

21.76

21.76

PSIGSize
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Avoid the

Harmful
Side Effects of
Preservatives

India’s first ever
Preservative Free

Ophthalmic
 Manufacturing Facility

Widely accepted
by Ophthalmologist

Patented
Pure Flow

Technology

KILITCH
HEALTHCARE INDIA LTD.

www.kilitchhealthcare.com
info@kilitchhealthcare.com

For contract manufacturing contact:
Kilitch Healthcare India Ltd.
902/B Godrej Colesium,
Behind Everad Nagar, 
Near Priyadarshani Cirlce,
Sion (East), Mumbai – 400022.
Tel. : 022 6137 2222
Mr. Divya Mehta : +91 9819724957
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Hall #2
Booth #E08
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FAST ACT
CHEMICAL

NEUTRALIZER

4 / 5.5 / 6 / 8 mil
Water Resistant
38cm, 45cm, 55cm

To Advertise in

Business Avenues
Please Contact:

■■ Mumbai: Rajesh Bhatkal

09821313017

■■ Ahmedabad: Nirav Mistry

09586424033

■■ Delhi: Ambuj Kumar

09999070900

■■ Chennai ■■ Bangalore:

Rajesh Bhatkal

09821313017

■■ Hyderabad: Mujahid 

09849039936

■■ Kolkata: Ajanta 

09831182580
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www.kromasil.com

The Ultimate Solution for
Marking and Coding Systems...

Quadro Head

Integra Quadro
Controller

It is a Quadro head capable to
print upto 2” OR can be separated
to print 2 nos of 1” OR
4 nos of 0.5” width.

It is a controller with HMI capable
to control upto 4 heads of 0.5”

Scan this QR code
to view product applications
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®ATCC Culture

June Enterprises Pvt. Ltd. | www.june4gmp.com
info@june4gmp.com | +91 9930359528

11
X1

4E
PA

d0
7

ISO 9001 - 2015 Certified

™
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TRIPLEX 
LAMINATE

PVdC COATED
PVC FILM

Corp. Off: 804, Siddhi Vinayak Tower B 
off. S.G. Highway, Makarba, Ahmedabad -380051
Factory: Chharodi - Sanand (Gujarat)
+91 -9726430369 / 7433966038

info@uniworthllp.com  •  www.uniworthllp.com

EMERGING AS 

THE MOST PREFERRED 

PRIMARY PACKAGING 

SOLUTIONS PROVIDER FOR 

THE PHARMA INDUSTRY.

Uniworth Enterprises LLP with it's location at 

Ahmedabad, INDIA, is ideally suited to cater 

efficiently to the Indian market and with ICD 

facility and excellent connectivity by road to 

Nhava Sheva port, Mumbai, can also service the 

export market with minimum time lag between 

production and export.

CALENDER

SLITTER

COATING LINE

LAMINATOR

Ÿ Dust Free & Fully Air Conditioned Factory

Ÿ Fully Equipped Analytical Lab 

Ÿ Producing 60 Micron PVC Film by Direct 
Calendering without Stretching.

Ÿ ISO 9001:2015 & ISO 15378:2017
Manufacturing site

Ÿ 29000 Sq. Mtr. of Manufacturing Area

Ÿ 6000 Sq. Mtr. Built-up Area

WE PACKAGE GOOD HEALTH.

PVC RIGID FILM 
FOR BLISTER 

FORMING

ALU ALU 
LAMINATE

US FDA Type III
DMF: 032495

US FDA Type III
DMF: 032497

US FDA Type III
DMF: 032496

US FDA Type III
DMF: 032494
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