
Effective Affordable Healthcare.

In September last year, Lupin Ltd acquired
a stake in Pharma Dynamics (PD).  The
partnership has delivered on growth thus
far with PD gaining access to a significant
pipeline of products and manufacturing
expertise, while giving Lupin access to the
expanding South African market.          .

“Globally and increasingly, the pharma
industry is subject to stricter quality control.
Our relationship with this global pharma-
ceutical powerhouse assures us that we are
partnering with an organisation that bench-
marks to International standards,”says Paul
Anley, MD of Pharma Dynamics. Lupin’s
facilities are approved by international re-
gulatory agencies like the US FDA, UK MHRA,
TGA Australia, the World Health Organisation
and importantly, accepted by the MCC in
South Africa.

Nilesh Gupta defines quality assurance as
“the process of providing confidence that
requirements will be met through highest
quality and thereafter systematic activities
are put in place to ensure quality require-

ments for a product or service are fulfilled.”
At the heart of it’s manufacturing facilities
is the CQA group or cell - Corporate Quality
Assurance. CQA works as a link between the
research and manufacturing arms of the
business.  The CQA team ensures that the
Group follows a standardised common
quality system ensuring consistency,
effectiveness and efficiency during
the manufacture of API’s (active
pharma ingredients)  and
formulations at all sites, including
contract manufacturing sites.

With its global footprint in
over 70 countries and its
largest importer being
the US,  it’s high
standard of quality
must surely be its
c o m p e t i t i v e
advantage.

Total Quality Management drives reputation

“Customers are becoming
increasingly demanding with respect
to cost, quality and delivery
performance and to achieve all three,
we’ve entrenched Total Quality
Management (TQM) into our
organisation’s culture,” says Nilesh
Gupta, Group President of Lupin Ltd.
          .

Nilesh Gupta - Group President
Executive Director to the Lupin Board
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INSIGHTS AND INNOVATIONS

Paul Anley -
Managing Director
Pharma Dynamics

41 % growth last year
making Pharma Dynamics
one of the fastest growing
generics companies in SA

Growth attributed to OTC range
such as efferflu C and increased
focus on existing brands such as
Amloc, Bilocor and Carvetrend

New products such as
Zoxadon and Fedaloc are set
to significantly add to growth

Seven new products in the pipeline
with expansion into new therapeutic
areas including Female Health Care
and Hospital products

BUSINESS HIGHLIGHTS



Dr Ninad Deshpanday - President,
Pharma Research & Development

Sofia Mumtaz
- Head of IPMG

Cutting edge
science and technology
Lupin Research Park (LRP) at Pune is Lupin Ltd’s intellectual hub where some 450 of India’s top
researchers develop new technologies and products.

Members of the Regulatory Team
at Pharma Dynamics visited the
Lupin facility this year.
Fanie Delport
- Regulatory and Technical Services Manager
“The manufacturing sites are well maintained,
effective facilities which are comparable with the
best plants globally. The plants operate to high
standards and comply with all GMP requirements.”

Cheree Muller
- Regulatory Affairs Manager
“It was most impressive to visit such world class
manufacturing facilities meeting international
standards and having state of the art manu-
facturing and packaging equipment.  They are
right up there with the big names in the
pharmaceutical manufacturing sector and I believe
that they were recently inspected by the FDA,
MHRA and the South African MCC.”
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Its focus on drug discovery and advanced drug
delivery systems research has resulted in
significant progress in its Novel Drug Discovery
& Development programme and development of

platform technologies that are being used to
develop value-added generic pharmaceuticals.

Research is driven by scientists having expertise
in IP management. Located at LRP, the Company’s
Intellectual Property Management Group (IPMG),
plays a significant role in constantly evaluating
its research portfolio to identify strategic
opportunities.

Lupin invests heavily in R&D. With an annual
investment in R&D of more than 7,5% of
consolidated sales, Lupin today has the proficiency
to develop a wide range of pharmaceuticals across
the value chain - from complex API’s to value-
added difficult-to-develop formulations.

Lupin Research Park spans some 19 hectares -
a research facility that ranks comfortably with
top global players.



Pharma Dynamics’ enviable portfolio of cardiovascular
medicines was given a boost with the launch of Fedaloc
SR, this year.

Joining well known calcium channel antagonists such
as Amloc and Calcicard SR 240, Fedaloc SR, containing
the active ingredient nifedipine, in slow release
formulation and is available in 30 mg and 60 mg
strengths.

The launch of Fedaloc SR marks the first pharma-
ceutically equivalent generic of nifedipine GITS.  The
patented release mechanism delivers nifedipine at an
equivalent rate as the originator product over a 24 hour
period without causing dose dumping.

Milano is not only recognised as the world’s fashion
capital!  Fedaloc SR is manufactured there by specialists
in modified release formulations.  This formulation is
marketed and sold in France, Belgium, Denmark and
the UK - proudly attesting to its adherence to stringent
EU regulations.  The formulation is also popular in
Australia and New Zealand.

Fedaloc SR has a once daily dosage regimen and is
indicated for the treatment of mild to moderate
hypertension and the prophylaxis and treatment of
chronic stable angina. Both the 30 mg and the 60 mg
Fedaloc SR tablets are bioequivalent to the originator’s
nifedipine GITS in both fasting and non-fasting states.

At about 30% less expensive than the originator product,
Fedaloc SR is in line with Pharma Dynamics’ strategy
of delivering high quality products at an affordable
price.

“Prodotto
     in Italia”
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S3   FEDALOC SR 30 mg. Each slow release tablet contains 30 mg Nifedipine.
Reg. No. 37/7.1/0302
S3   FEDALOC SR 60 mg. Each slow release tablet contains 60 mg Nifedipine.
Reg. No. 37/7.1/0303

In what is set to influence thinking on generic drugs in the
treatment of cardiovascular disease, the Journal of the American
Medical Association (JAMA), published a study by leading
Harvard researchers that provided some interesting insights
and commentary.

Dr Aaron Kesselheim and his associate researchers from Brigham
and Women’s Hospital and Harvard Medical School in Boston,
reported that there was no evidence that brand-name drugs
given to treat heart and other cardiovascular conditions work
any better than their generic counterparts.

Kesselheim and colleagues reviewed peer-reviewed publications
and International Pharmaceutical Abstracts from 1984 to 2008,
identifying 38 randomized controlled trials (RCTs) comparing
nine subclasses of generic and brand-name cardiovascular
drugs. They found that clinical equivalence was demonstrated
in the vast majority of trials for all the major cardiovascular
disease drug classes, including the so-called "narrow-
therapeutic-index drugs," such as antiarrhythmics and warfarin.

The study covered beta-blockers, diuretics, calcium channel
blockers, statins, anti-platelet agents, ACE inhibitor, alpha
blockers, anti-arrhythmic agents and warfarin.             .

The brand name drugs did not offer any advantage for patients’
clinical outcomes in those studies, they wrote in the Journal of
the American Medical Association.

In the US, the Food and Drug Administration approves all generic
versions of drugs before it can be sold, as is the case with
stringent controls in South Africa.
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Harvard Study compares
branded drugs and
generic counterparts




