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Editorial

Rajesh Shah
Editor-in-Chief
PHARMA Pro&Pack

Amidst all the news of gloom and doom on different fronts both in
India and at the world level, finally there appears to be a ray of
hope just like the light at the end of the tunnel. In the first week of
July, India's top notch rating agency ICRA came out with a report
which says the Indian pharmaceutical industry would continue to
experience strong growth in the near future. Much of this growth is
attributed mainly to the generic opportunities in the United States
which will continue to fuel and drive revenue growth for Indian
pharma companies.

Fiscal 2012-13 was a year of strong operating performance for the
Indian pharmaceutical industry as it benefitted from patent
expiration wave in the US, strong growth from the emerging
markets and favourable foreign exchange scenario. During the
year, Indian pharma companies also managed to gain traction in
their European businesses despite the challenging environment.
But back home the growth momentum showed signs of
moderation owing to relatively weak seasonal demand, adverse
impact of inflationary pressures on disposable incomes coupled
with uncertainties surrounding the implementation of the new
pricing policy in the second half the financial year.

Opting for scale-up and strengthening R&D has more relevance for
the Indian industry than ever before. It is now of paramount
importance for the Indian pharmaceutical industry to scale up
their R&D intensity to strengthen their position in the global
market place. As the ICRA report points out candidly -- Growth
opportunities are intact. But the key to fructifying these growth
openings and prospects lie in how the Indian industry manages the
challenges confrontingitatthe ground level.

| also take this opportunity to draw your attention to the
resounding success seen by PHARMA Pro&Pack Expo 2013, the
first ever international exhibition on total pharma manufacturing
technologies jointly organised by Indian Pharma Machinery
Manufacturers' Association (IPMMA) and GPE EXPO PVT. LTD.) at
Mumbai during April 24 to 26. The unprecedented success of the
show hasindeed propelled all of us at IPMMA to run the extra mile
and burn the midnight oil for a much larger and grander gathering
atthe 2014 edition of PPPE.

From the Desk of the Publisher

Paresh Jhurmurwala
Publisher

GPE EXPO PVT.LTD.

Success it is said is like a train. It has It has several coaches — Hard
work, Focus, Luck, Attitude, Vision but leading all those is the
“Engine of Confidence.” How true these words are! As | relax and
sit back to analyse the resounding success of the Pharma Pro&Pack
Expo 2013 (PPPE 2013), the first ever exhibition of its kind jointly
organised by none other but by IPMMA (Indian Pharma
Machinery Manufacturers Association) and GPE Expo Pvt. Ltd., |
indeed realise that success is not solitary. But is a sum total of all
these attributes which I have mentioned above.

Over the years, there was a growing demand from the Indian
pharma machinery manufacturers to host and organise a world
level event. And finally this has come true. Here | can also say that it
is simple to be successful -- You have to know what you are doing -
Love what you are doing & believe in what you are doing!! It was
this belief in the abilities and capabilities of the industry as a whole
that not only resulted in the success of the first ever world level
exhibition of its kind but it is also this confidence that has propelled
us to look forward to a much greater 2014 edition of the Pharma
Pro&Pack Expo.

| also take this opportunity to extend my sense of gratitude and
heartfelt thanks to all the people of made a success of PPPE2013.
Almost all the stakeholders preferred to walk that extra mile which
eventually made the PPPE2013 a grand success. Right from the top
echelons of the organising committee to the workers on the
ground everybody believed in the maxim that success & excuses
do not talk together. If you want excuses, forget about success. If
you want success don't give excuses...

At IPMMA and GPE Expo we are have worked and toiled hard to
develop the habit of success and in the process | am sure all of us
are going to make success a habit. Throughout the year leading to
April 2013, problems cropped up at each and every turn. But we
had a combination of Patience, Persistence & Perspiration. This
makes an unbeatable combination for Success..!

Also we have all the regular features in this latestissue.
Please do write to us with your comments, views, news and ideas
so that Pharma Pro&Pack, the official mouthpiece of IPMMA

continues its journey towards excellence.

Wishing all of you a very happy reading..!

www.propacktechnologies.com
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PHARMA Pro&Pack Expo 2013 and
iPHEX 2013 established global benchmark of
Brand INDIA for Indian pharma industry

19,500 buyers from 104 countries visit 227 exhibitors from 16 countries at PHARMA Pro&Pack
Expo 2013 and 400 exhibitors at iPHEX 2013 exhibitions

The maiden launch show of PHARMA

companies and took a deep interest in

Pro&Pack Expo2013 — an international m the growth story and growth prospects of
exhibition on TOTAL pharmaceutical — the Indian pharma machinery sector
manufacturing technologies organized ° across the world.

during April 24 to 26,2013 at the Mumbai

Exhibition Center, Mumbai, India PRO&PACK EXPO N The overall feedback from the industry

(organized by the Indian Pharma

24 -25 - 26 April 2013

for the PHARMA Pro&Pack Expo 2013

Machinery Manufacturers' Association [EEYESRSTNES TR Eara e e w Vs ANl exhibition comes across as very

(IPMMA) and GPE EXPO PVT LTD) and
co-located with iPHEX 2013 — an
international exhibition for pharmaceutical & healthcare (organized
by PHARMEXCIL) and supported by more than 14 national &
international pharma & trade associations had a exciting and flying
start with the Hon'ble Chief Minister of Maharashtra, Mr. Prithviraj
Chauhan declaringit open.

The successful exhibition has left a strong footprint in the Indian
pharma-economy and has given and provided the best opportunity
and the ideal platform to the industry to promote the Brand INDIA
concept. With the show being initiated, promoted and organized by
industry itself, it helped in providing a common platform to one and
all with a micro scaled entrepreneur sharing and exhibiting alongside
the industry giants and promoting their skills and services.

While the Chief Guest — Mr. Prithviraj Chauhan,
Hon. Chief Minister — Maharashtra state y
inaugurated the twin exhibitions, PHARMA

Pro&Pack Expo 2013 and iPHEX 2013, the Special
Guest — Mr. Rajeev Kher, 1AS, Additional Secretary,
Department of Commerce & Industry, Government
of India and Guest of Honour —Dr. G. N. Singh, Drug
Controller General (India) — [DCGI — India]
inaugurated the event. All the dignitaries took a
round of the exhibition, visiting the exhibiting

www.iphex-india.com

promising and encouraging. This gains
added significance as this was for the first
that a global and international scale exhibition was taking place. Mr.
Kenji Maeda of Freund Corporation, Japan (manufacturers of Roll
Compactor, Lab scale FBD, Granulators, etc.) said, “PPPE 2013 is a
very good show. We will surely participate at PHARMA Pro&Pack
Expo 2014 exhibition..!”

Mr. Yuji Matsunga from another Japanese exhibiting company Daiichi
Jitsugyo Viswill Co. Ltd. (manufacturers of Vision Inspection Systems
offering machines used for the tabletting section) said: “Yes. We had
a wide range of customers to see the machines and there was a good
acceptance. We are already in India since the past five to six years.
But this exhibition offered good chance to display the technologies
and to meet customers with ease.”

Mr. Rajesh Shah — Chairman, Maharshi Udyog and
President — IPMMA informed; “Since 2001, the year

IPMMA was launched there was a demand to have the
'r "g“ industry's own exhibition on pharma machineries.

2 O 1 3 ‘ B(‘ And with PHARMA Pro&Pack Expo 2013 exhibition, all
i

the members of the association feel proud of having

International Exhibition for ~ ownership of the show..! The inaugural show was a
Pharma and Healthcare  resounding success and the way the show was

planned out the performance was seamless. There
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was also an overpowering feeling of the exhibition belonging to all of
us. | am extremely hopeful that PHARMA Pro&Pack Expo 2014 will
also be aresounding success on a much bigger scale.”

Mr. Rattan Singhania, Director - Pharmachine India and Vice
President — IPMMA said, “With IPMMA organising this show, it was
indeed a wonderful feeling. All the exhibiting members were feeling
the ownership of the show. In terms of visitors the show achieved
moderate to good success but whatever visitors were there were
serious trade professionals. From what | hear is that lot many
companies will participate not only in the 2014 show but also in the
2015 show as well.”

Mr. Ross Townshend Executive Director RML Engineering Ltd. New
Zealand said, “It was a very nice and smooth show. The quality of
visitors was very good.” Mr. Vishesh Parekh, Director INCOME
Marketing Pvt. Ltd: “IPMMA has shown its mettle by taking this step
successfully.”

The overall response across the industry to PHARMA Pro&Pack Expo
2013 exhibition was remarkable. Though, the exhibition was
organized for the first time, the quality and number of the attendees
were very much noticeable and indicating the serious interests of the
visitors. Over 227 exhibitors from 16 countries of PHARMA
Pro&Pack Expo 2013 and 400 exhibitors of iPHEX 2013 exhibition
took part. Over 19,500 pharma professionals from 104 countries
visited the show. More than 87% companies have already re-
confirmed their participation at the 2nd edition of PHARMA
Pro&Pack Expo 2014, Mumbai exhibition.

88% of the Exhibitors appreciated the Quality of Visitors

76% of the Exhibitors appreciated the Number of Visitors

83% of the Exhibitors satisfied with Return on Investment (ROI)

94% of the Exhibitors admired the Infrastructural Facilities at
the Venue like Registration, Electric Power, Compressed Air, House
Keeping, Exhibition Material & Services, Security, Parking, Exhibit
Material Loading/Unloading, etc.)

Kevin Process Technologies Pvt. Ltd. — a group company of
CADMACH, one of the leading manufacturers for granulation line
equipments of India was one of the exhibitors. Dr. Parag Shah, GM
(Sales — Global Markets), Kevin Process Technologies Pvt. Ltd. was
delighted to share his experience about the participation; “PHARMA
Pro&Pack Expo 2013 was a good experience. Visitors' quality was
also good. We had a lot of decision makers visiting our stall with their
genuine requirements.

According to Ms. Susan Fowlke, Charles Ischi AG, Switzerland
(Manufacturers of Online and Offline Tab Cap Testing Equipments),

and “The PHARMA Pro&Pack Expo 2013 was a very busy event. It
was indeed such a pleasant surprise to have such first-class
attendance of buyers and decision makers. Echoing similar
sentiments, Mr. Raul March of BOSSAR Packaging, S.A., Spain said,
“This exhibition was very profitable for us as most of the top pharma
companies attended the show.”

Elizabeth Carbide Die Co., USA (manufacturers of Tablet Press
Machines and spares for tablet presses at six different manufacturing
plants worldwide) was one of the international exhibiting companies
at the exhibition. Mr. Dave Keefer, President was excited with the
successful attendance of high quality buyers who attended the show
as the show provided a unique platform to meet Indian customers
directly.

According to Mr. Alexander, ROTA Verpackungstechnik GmbH & Co
KG, Germany — the manufacturers of complete line of machines for
injectible section, “Though it was being organised for the first time,
the show had a lot of genuine decision makers visiting us at our
booth.” Mr. Luke Song and Mr Jason Kim of Sky Softel Company,
Korea felt that the exhibition was poised for much growth in its
launch yearitself.

The exhibition was made more interesting and proved its worth to
the participants because of two vital and essential elements. First
was the visit of serious and genuine buyers from the industry and
second was the exhibition of wide range of different upgraded
technologies for pharma manufacturing. The show was beneficial to
all stake holders from the technology providers to the trade
professionals to the business visitors as everyone could spend
extended time span to understand the new technologies on display
and fruitful discussions.

Mr. Roberto Belicchi MBS Srl — Italy said the show would go a long
way in improving business prospects. “We found this exhibition as
very useful platform to update new technologies,” Mr. Anil Kumar,
GM—Engineering, Alkem Laboratories Ltd. said.

“The quality was quite good and we are very happy to introduce our
new products. We would be exhibiting again in 2014,” said Mr.
Bassler Hans Jurgen Skan AG, Switzerland. “The show will become
the premier industry show in the years to come,” Mr. Karnik Parikh,
Director Pharmalab India Pvt Ltd said.

For more information on PHARMA Pro&Pack Expo 2014 scheduled
during April 24 to 26, 2014 at Mumbai Exhibition Center, Mumbai,
India, please email: contact@pharmapropack.com or CALL: +91
80004 81114/+91 79 4000 8233 /53 / 2687 1390 or visit the website:
www.PharmaProPack.com.

Industry's own largest exhibition on
TOTAL pharma manufacturing technologies

April 24 - 26,2014 Mumbai Exhibition Center, Mumbai INDIA
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Explore untapped potential of Central & West
African pharma markets at Nigeria Pharma
Manufacturers Expo 2013

Nigeria Pharma Manufacturers Expo 2013 (NPME 2013), an
international exhibition on pharmaceutical industry is happening for
the second time during October 17 to 19, 2013 at Blue Roof TV
Complex, lkeja, Lagos, Nigeria. NPME 2013 is
hailed as one of the biggest international
pharma manufacturing exhibition of the Central
& West Africa region attracting more than 110
exhibiting companies and nearly 3,500 pharma
trade professionals from across the region
including Nigeria, Ghana, Mali, Chad, Cameroon,
EQ Guinea, Central African Republic, Senegal,
The Gambia, Ivory Coast, Niger, Burkina Faso,
Beninamongst others.

NPME 2013 is being jointly organized by the

Pharmaceutical Manufacturers Group of Manufacturers Association
of Nigeria (PMG-MAN) and GPE Expo Pvt. Ltd. and Endorsed by
Federal Ministry of Health (Nigeria), National Agency for Food & Drug
Administration & Control (NAFDAC - Nigeria), West African
Pharmaceutical Manufacturers Association, Economic Community
of West African States (ECOWAS), Pharmaceutical Society of Nigeria,
and Supported by the Pharmaceutical Export Promotion Council
(PHARMEXCIL - India) and Indian Pharma Machinery
Manufacturers' Association (IPMMA). The official mediais PHARMA
Pro&Pack magazine and official website of NPME 2013 is
www.nigeriapharmaexpo.com.

The NPME 2013 will be held at Blue Roof TV Complex, lkeja, Lagos,
Nigeria — the most suitable venue for such important international
business gathering. Importantly the venue is located in the prime
industrial corridor of Lagos.

Nigeria is one of the most promising and rapidly growing
pharmaceutical markets in West Africa with
more than 120 pharma formulation
manufacturing facilities. The Nigerian pharma
industry is growing at 12 percent annually. The
estimated market size would be USD million
717 (2011) (USD 740 million in 2009). About 60
per cent of drug manufacturing in the ECOWAS
(Economic Community of West African States)
sub-region takes place in Nigeria, underlining
the huge sub regional market.

The three-day long international exhibition,
NPME 2013 will be an excellent opportunity to
meet one to one ensures focused promotions
and meaningful interaction for business. The show will be catalyst to
develop new business opportunities, technology and trade sources,
new tie up and technology transfer. Moreover, during this three-day
show, OEM will have great opening to meet the existing vendors and

2" International Exhibition on
Complete Pharma Manufacturing

NIGERIA

PHARMA MANUFACTURERS

EXPO 2013

Lagos, NIGERIA | 17-19 Oct. 2013

identify the new ones, too.

NPME 2013, an international exhibition will provide an unique
platform to showcase Pharma Processing &
Packaging Machineries and Materials, APl &
Bulk Actives, Analytical Lab Instruments &
Supplies, Environment Control Systems, Utilities
Products & Services, Water Management,
Research, Consultants, Turnkey Contractors,
Formulations & Contract Manufacturing, Trade
Association & Promotion Organizations, Trade
Associations, etc.

The leading companies from Nigeria, India, and

China will be exhibiting their latest
products/services and pharma manufacturing technologies at
NPME 2013, Lagos exhibition. Some of the exhibiting companies are;
Pradipkumar Pharma Pvt. Ltd., S S Packaging Industries Pvt. Ltd.,
Airtel Nigeria Ltd., Rapid Pack Engineering Pvt. Ltd., Skye Bank Nigeria
Plc, Worldwide Technologies Ltd., NPM Machinery Pvt. Ltd.,
Promp+Tech Pharma Industries, Karnavati Engineering Ltd., Affy
Group Of Companies, Contec Airflow (E) Pvt. Ltd., Lovisa Speciality
Products Ltd., Sinochem Ningbo Ltd., Sushen Medicamentos Pvt.
Ltd., Pmg Man, Md Logistics, Ambica Pharma Machines Pvt. Ltd.,
Gmp Technical Solutions Pvt. Ltd., Anchor Mark Pvt. Ltd., S.R.P. Group
(Jagat Industries, Rotofil Industries), Pacific Tools Pvt. Ltd., CMC
Machinery / Cadmanch Machinery Pvt. Ltd., Bectochem Consultants
& Engineers Pvt. Ltd., BASF - Germany, Strides Vital Nigeria Ltd., Bry
Air (Asia) Pvt. Ltd.,, ACG Worldwide, Adept Engineers, Chinese
Chamber, Syncom Formulations (I) Ltd., Jawa International Ltd.,
Neimeth International Pharma Plc., Sam Pharmaceuticals Ltd., Dana
Pharmaceutical Ltd., S K Pharma Machinery Pvt. Ltd., TSA Process
Equipments Pvt. Ltd., Pharmalab India Pvt. Ltd., Novo Excipients Pvt.
Ltd., Jiangsu Guotai, Shandong Pharma Glass.,
Austar Ltd., Shree Bhagwati Machtech India Pvt.
Ltd., SSPM Systems & Engineers, Parle
Elizabeth Tools Pvt. Ltd., Natural Capsules Ltd.,
Hulian Pharma Machinery., Bentos Pharma
Products, Evans Medical Plc., Drugfield Pharma
Ltd., Skg-Pharma Ltd., Vitabiotics Nig Ltd.,
Fabtech Technologies Africa Ltd., Maharshi
International, Daily Need Industries Ltd., Fidson
Healthcare Plc., N. K. P. Pharma Pvt. Ltd.,
Fluidpack India, Accurate Machines, Tapasya
Engineering Works Pvt. Ltd., Impact Labs Pvt.
Ltd., Neelam Global Pvt. Ltd., The Bombay
Engineering Works, Narendra Packaging Pvt.
Ltd., Clean Coats Pvt. Ltd., Emzor Pharma Ind. Ltd., Precikot Pharma
Pvt. Ltd., Konark Machine Tools Pvt. Ltd., Anish Pharma Equipments
Pvt. Ltd., Parth Engineers, Prism Pharma Machinery, Bharat Rubber
Works Pvt. Ltd., Newtronic Lifecare Equipment Pvt. Ltd., Rahul
Ferromet & Engineering Pvt. Ltd., Gansons Ltd., Nomagbo

Explore an untapped potential
of Central & West African
Pharma Markets

2nd
International
NIGER Complete Pharma Exhibition

= 45 NIGERIA

I TR )»\\ =
PHARMA MANUFACTURERS

S ©P0 2073

Lagos, NIGERIA | 17-19 Oct. 2013

MALI

CAMEROQN

Vanue: Bule Roof Television
Complex, lkeja, Lagos
Nigeria

ORGANIZED BY: SUPPORTED BY:

t (VT
L — (-
reevyy CPE r; '
== * vestncamamacamen,  Foderal Ministry s IPMMAY
GPE EXPO PVT.LTD. MANUFACTURERS associTion  Of Health, Nigeria  ECOWAS ——

ENDORSED BY: OFFICIAL MEDIA:

Group of INDIAN PHARMA

Manufacturers Ass. of Nig. (PMG-MAN)  info@GPEexpo.com E[Fnt H EI n MACHINERY MANUFACTURERS'

ASSOCIATION (IPMMA)

To participate & for more information, please contact :

AARZZ  GiajaoRosd) Ademyidonesve hes | LGPEL> GPE EXPO PVT. LTD.
LAGJOS NIGERIA Y/ » 1K€ == GLOBAL, Opp. Priyadarshini Tower, Near Judges' Bungalows,
CPESPOVLLID. Bodakdev, AHMEDABAD 380 015 INDIA

Pharmaceutical Manufacturers Group of 1€l€fax:01.740.9919

it Tel.:+91.79.4000.8233 / 4000.8253 Fax:+91.79.2687.1390

info@NigeriaPharmaExpo.com

www.NigeriaPharmaExpo.com
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Pharmaceuticals Ltd., Topway Pharmaceutical Ltd., West-Coast
Pharmaceutical Works Ltd., Orfema Pharmaceuticals Industry Ltd.,
Airtech Systems (India) Pvt. Ltd., Technofour Electronics Pvt. Ltd.,
Makcur Laboratories Ltd., Indo German Pharma Engineers Pvt. Ltd.,
Suntec Teknopak Contamination Control Solutions Pvt. Ltd., Pratham
Technologies Pvt. Ltd., GMP Packaging & Machineries., NAFDAC -
Nigeria, Son Nigeria, Bank Of Industry - Nigeria, etc.

The NPME 2013 will be highly resourceful, informative and
meaningful for the entire segment of the pharma trade professionals
to acquire vital information required in day to day operations of
pharma manufacturing facilities. NPME 2013 will be attended by
Biotechnology Specialists, CEO's Engineers, Technocrats and
Scientists, Compliance, Corporate Management, Custom
Manufacturing / Marketing Services, Equipment Suppliers &
Distributors, Maintenance Engineering, Manufacturing / Production
Engineering, Operations Management, Packaging Engineering,
Pharmacists, Plant Management, Policy Makers, Diplomats and
Foreign Commercial Corp., Process Engineering, Procurement Dept.,
Purchase, Purchase Officers, Quality Assurance / Quality Control, R &
D Professionals, Regulatory Officers, Validation, Vendor
Development, etc.

Brief about the Organizers:
Pharmaceutical Manufacturers Group of Manufacturers
Association of Nigeria (PMG-MAN):
PMG-MAN is the umbrella body of the local manufacturers of the
medicines and healthcare products in Nigeria with over one hundred
members having established factories that manufacturing life-saving
medicines to support the
Healthcare Delivery System.
The major target of the PMG-
MAN is to realize Government
Ehan — turers Group of  ghiactive of making Nigeria self
Manufacturers Ass. of Nig. (PMG-MAN) L. . A .
sufficient in essential medicines
through local manufacturing of
Drugs. The Group also focuses on the exports drive of locally
manufactured quality medicines to the West African region.

I M P

The pharmaceutical manufacturing sector of Nigeria contributes to
nation building with aggregate investments in excess of N300 billion,
paying taxes and other tariffs and employing over 600,000 persons.

In collaboration with relevant stakeholders, PMG-MAN established
the 1st special Exhibition / Expo starting in June 2008 in Abuja, which
sensitized and showcased the resources, contributions and
breakthrough pharmaceutical products—Proudly Made —in—Nigeria
to Nigerian citizenry, policy makers and the international community.

The Nigeria Pharma Manufacturers Expo 2013 coming up in October
2013 is an opportunity for stakeholders in the health sector to
exchange information, products, services and ideas towards
achieving the Health related Millennium Development Goals and
other developmentalinitiatives in Nigeria and West African region.

GPE Expo Pvt. Ltd. (GPEEPL):

Established in 1997, GPEEPL has attained an international
recognition worldwide including, India, Malaysia, Syria, Bangladesh,
Pakistan, Nepal, and have
become specialized in
providing event planning and
consultation services, event
marketing & management for
country specific international
Exhibitions, along with for
corporations, associations and
individual organizations of
pharmaceutical and healthcare sectors.

GPE EXPO PVT.LTD.

The core strength is in the logistical details of organizing and
executing large events involving multiple players, while integrating
diverse services. Based on the experience in the industry, GPEEPL
has established an expertise, which enables to produce a top rated
eventin all areas including decor, food and beverage, entertainment,
and timely execution. We pride ourselves on having a professional
commitment to each aspect of a client's project.

GPEEPL enjoys the credits of highly successful organization
(marketing, management, and execution) of several country specific
international exhibitions for pharmaceutical industry, includes;
PHARMA Pro&Pack Expo (India), Asia Pharma Expo (Malaysia &
Bangladesh), Pak Pharma Expo (Pakistan), Nepal Pharma Expo
(Nepal), Global Pharma Expo (India), and many more to emphasize
the significance of the local pharma industry on the global platform.
GPEEPL is having co-ordeal relationship with various national trade
associations of pharma industry, like, Bangladesh, Pakistan,
Malaysia, Nepal, etc.

Besides servicing pharmaceutical industry, GPEEPL has been also
associated with Healthacre and Chemical segments, including
Association of Surgeons of India, Society of Gastroenterology (India),
Society of Gastrointestinal Endoscopy of India, Association of Colon
and Rectum Surgeons of India, Research Society for the Study of
Diabetes in India, Indian Society of Knee and Hip Surgeons,
Association of Physicians of India, Urologist Society of India, etc.

For further information, please visit:
www.NigeriaPharmaExpo.com or contact at:
info@NigeriaPharmaExpo.com

Please update your Address Book
We have moved at new premises

GLOBAL, 402 - 403, Abhijyot Square, B/h Divya Bhaskar
S. G. Highway, Ahmedabad 380 015 INDIA
Contact: +91 93275 74747,80004 81114

GPE EXPO PVT.LTD.

Email: info@GPEexpo.com « Website: www.GPEexpo.com

®

m solid dosage processing
CT—

Roll Compaction System

Kevin’s Roll Compactor: with Granulator
for Fprmulqt_ibﬂ_'DeveJopment,

& Pilot Batch Manufacturing

KRC-200/75

SS 316L Feeding screw horizontal type with De aeration system.
Removable compaction rollers for easy cleaning.

Floating upper roller through hydraulic power pack.

Unique Hydraulic System for controlling the compaction force.
WIP provision.

Uniform distribution of force to ensure granules of consistent hardness.
Touch screen with PLC controls.

Scada system with 21 CFR part 11 compliances.

cGMP design.

Separation of process and drive equipment.

All non-metallic materials according to FDA.

Roller speed control via AC variable frequency drive.

Various formats of compaction rollers can be supplied.

R&D model also available.

weani@ojul  L/OH/d)

YJXL Kevin Process Technologies Pvt Ltd
A-1-3706, GIDC Phase IV, Vatva Industrial Area, Ahmedabad 382 445. India.
Tel: +91 79 2584 1503 / 2584 1504 | Fax : +91 79 2584 1243 | info@kevin.in | www.kevin.co.in
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THE MAIN EVENT OF PHARMACEUTICAL INDUSTRY

PROM

4th International Exhibition
of Pharmaceutical Industry

. °
October 15-17, 2013 Ukraine, Kyiv
Supported by: Organizers: Partners:
The Verkhovna Rada Committee on Healthcare of Ukraine C-N i W i Y o
Ministry of Healthcare of Ukraine @ LMt Y@)|9] ke —@ cme  MERCK OCTANORMED STD{jsxm=
State Administration of Ukraine on Medicinal Products b N EEAEE I EbF =| o

National Academy of Medical Sciences of Ukraine
National University of Pharmacy

SPECIAL PROGRAMME «DAYS OF THE PHARMACEUTICAL INDUSTRY»
« Scientific-practical conference «Actual issues of state regulation of the Ukrainian pharmaceutical market»
« Seminar «Safety Pharmacology»
« Seminar «Validation of analytical methodology - interpretation of ICHQ2A and Q2B guidelines»

« Seminar «Modern equipment of pharmaceutical enterprises»

+ CONSULTING CENTER - bfFSRILI HYUdfSeFeRVUd McVT LhaLced RU eQL FcLF VM ACE FUI ABE-
cLacLdLUeFeRgLd VM cLPfSFeVci RUdeRefeRVUd FUI RUeLcUFeRVUFS Lhal.ced

« PHARMDemo-Tours - daLHRFS eLHQURHFS LhHfcdRVUd

+ UKRAINIAN LABORATORY SCHOOL - TFdeLc2HSFddLd Fe eQL ValLcFeRUP LbfRaTLUe- acVMLddRVUFS
HVUdfSeFeRVUd FUI ecFRURUPd MVc aQFcTFHLfeRHFS daLHRFSRded

« PHARMInnovations - kVUL VM acLdLUeFeRVU VM RUUVgFeRgL ILgLSVaTLUed RU aQFcTFHLfeRHFS RUIfdeci

SIMULTANEOUSLY WILL BE HELD

0] V . g
° J&ﬂx VI International Forum «Complex Support of Laboratories»

%y CleanTechExpo  International Specialized Exhibition of Technology «Clean Rooms»

General Media
e o

Industry Partner: [ SEsSisSSasas s v Partners: S50 |

M o piakon Rl Qi | B

+380 (44) 526-90-25

WWW.PHARMCOMPLEX.COM

Detail information:

E-mail: expo@Imt.kiev.ua

METAL DETECTION SYSTEMS

21CFR, HACCP and Application Guidelines compliant
Manufactured by: CEIA S.p.A (Arezzo) ITALY

Model THS/PH21 - E & N series suitable for TABLET, CAPSULE, POWDER &
GRANULES etc. - under GRAVITY feeding.
Model THS/MB21 suitable for Tablets / Capsules / Powder / Granules - Packed in
BOTTLE (without foil-seal)
FOOD series:
Model THS - 21E / 21 / MS21 - suitable for PACKED / UNPACKED: (Conveyorized) /
POWDER & GRANULES: (Gravity feed) / LIQUID / VISCOUS / PASTE: (Piped)

Other offered systems:
" Dimensional Sorting machines from: MASCHINPEX,
Germany

Exclusively Represented in INDIA:
SNS Pro-Pack Equipments Pvt. Ltd.

B-904, Sneh Bandhan, Off E.E Highway, Mulund
(E), Mumbai: 400081 INDIA

Tele-Phone: +91 22 65013015 / 9820303233
Tele-Fax: +91 22 2563 8024

Email: Neel.Desai@technoptions.org

Web-site: www.technoptions.org

" Optical / Camera Inspection machines from: CONVEL
Italy

" LEAK (Spark Detection technique) Detection systems
from: CONVEL - Italy

Manufactured in INDIA:

" Thermo Regulators for Batch Process (-80 to 250
degree)

" Industrial Water Chillers, Chest Storage Coolers

" Air-Cooling Tunnels for biscuits, chocolate, wafer etc.
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Indian pharma machinery manufacturers
need to leverage position through

scale-up

Indian pharmaceutical machinery manufacturers have made a rather strong headway in the
world markets. No wonder India's increasing clout in the pharmaceutical domain is a
universally acknowledged fact. But just a couple of decades ago, the conditions and the
circumstances were totally different. India in the 50s, 60s and 70s mostly depended on
imports for practically all its needs of pharma machinery. Most of the imports were from
European countries to cater to India's growing needs in processing and packaging
requirements. The pharma machinery industry was almost non-existent till early 70s. But
today the Indian pharmaceutical machinery industry is a flourishing one; currently, growing
attherate of 15-20% annually.

Developments in the mid seventies came like a blessing in disguise for the ultimate
development of pharma machinery manufacturers in India. A severe shortage of foreign
funds forced the Government of India to introduce high import duties on imported
machineries amongst other things. Alongwith the stiff duties, strictimport licensing policies
were also introduced. A net fall out of this action was that the fast growing Indian
pharmaceutical industry was compelled to look for local alternatives and Made-in-India
options. Unfortunately with hardly any presence of any Indian engineering company into
manufacturing of pharma machinery, the Indian pharma industry was left scratching its
head. The only way ahead was to persuade, push and support Indian engineering
companies to diversify into manufacturing of pharma machineries.

With a golden opportunity knocking on their doors, the small scale engineering companiesin
India grabbed this golden break with both hands and in practically no time at all hundreds of
Indian machinery manufacturers set up shops to cater to the growing machinery
requirements of the burgeoning pharma companies. And it was like the proverbial no
looking back. Providing value for money machinery, the Indian pharma machinery
manufacturers have played a key role in the development of the Indian pharma industry as a
whole andalsoin India being recognised the world over as a low cost manufacturing hub.

Within no time, the Indian capabilities in the pharma domain were a talk of the world and
many machine manufacturers from across the world were enthusiastically looking towards
India for good business prospects. A win-win situation was emerging for all the prospective
stake holders because in return, the Indian machinery manufacturers got the advantage and
benefit of the technology and expertise of the foreign companies. Not only did the Indian
companies cash in on the foreign expertise and technology on offer by improvising on the

Regulatory aspects of scale-
up and the post approval
changes that need to be

addressed

Mr. Mohit Kumar, Head
Engineering Projects
(Pharma)

Ranbaxy Laboratories
Ltd.

Any significant change
in a process of making a
pharmaceutical dosage
form is a regulatory concern. Scale-Up and
Post approval Changes (SUPAC) are of
special interest to the regulators.

Scale-up problems may require post
approval changes that affect formulation
composition, site, and manufacturing
process or equipment. In a typical drug
development cycle, once a set of clinical
studies has been completed or an NDA /
ANDA has been approved, it becomes very
difficult to change the product or the
process to accommodate specific
production needs. Such needs may include
changes in batch size and manufacturing
equipment or process. Manufacturing
changes may require new stability,
dissolution, and in vivo bioequivalence
testing. This is especially true for Level 2

LIQUIPACK

Liquipack designs and manufactures machines
for primary packaging of liquid oral,

which includes the operations of

cleaning, filling and closing,

suitable for varying fill sizes and outputs.

Our user friendly machines are designed to
increase productivity by improving the
line-balancing, automation to control the
process, reduction in change over/set up
time and a CIP Provision.

Liquipack adheres to international
guidelines, thereby manufacturing

machines as per cGMP Requirements.

Manufactured and marketed by:

Liquipack Systems Pvt. Ltd.

Plot No. A-69/70, Road No. 22,
Near Wagle Circle, Wagle Indl. Estate,

) existing machineries but also forged a deep and strong bond with most of these global equipment changes (change in equipment Thane-400604, India -
I players. Today, pharma machineries manufactured in India cost just one third or one fourth to a different design and different operating Tel : +91 22 25814644 3
& as compared to machines brought from overseas. With costs playing an important role in principles) and the process changes of Level ' -
"|’ selection of a machine, all eyes are now turning to India when it comes to buying high- 2 (process changes, e.g., in mixing times and Telefax: +91 22 25814643 2
> quality-low-cost pharma machinery. operating speeds within application / Email : mkt@liquipack.in o
2 validation ranges) and Level 3 (change in the Website : www.liquipack.in <
— Most of the industry analysts predict a good, sunny and rosy future for the Indian pharma type of process used in the manufacture of =
o machinery manufactur.ers. But there are Fondlhons attached for t.hIS bright and Iummogs the product, such as from wet granulation to Exported by Pharmalab o
§ future. And one of the important aspects is that the pharma machinery manufacturers will direct compression of dry powder). E
o3 have to opt for scale-up of their operations. mkt@pharmalab.com -
(e} (e
oz oz
P In the scale-up process, the pharma machinery manufactures will have to ensure that the industry gets equipped with latest technology. There Ph 1 b ~
< . ) . e . . . : darmala <
p should be no cutting of corners to introduce world quality pharma machineries and equipments right from production to packaging. Fortunately a : P
i bulk of the industry is waking up to this reality. Also the time s right for Indian pharma machinery manufacturers to understand the importance of Licensed User i

thorough and proper research and development and implement it across the board. The industry needs to get together and curb tendencies of
copying out European machines. This has to stop. Also the penchant for adopting a 'herd mentality' needs to be given a goodbye in the overall
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interests of the industry. Such policies may give results in the short run
TEX MECH ENGINEERS but in the long run, one has to understand that if the Indian
machinery manufacturers need to carve out a niche on the global

Manufacturers & Exporters- Polyurethane levels then there is no alternative of giving a push to R&D so that
' innovation is nurtured and innovation flourishes in the long run on

wheels, trolley wheels, SS Castors, SS trolleys consistent basis. Also of importance is that this R&D has to be an all
encompassing one which needs to be across all models, all sizes and Range: 10ml to 1000mil.

Stainless Steel castors & TrOIIey Wheels all capacities. This will be of great help in scale-up for formulation Output Spee&‘.lﬂm 250 BPM. complEte Bﬂnle Line

developers. And once this is achieved then there cannot be in barrier ﬁ : 'y w

or obstruction to continuous growth. The only pre-condition is to
Turs '-I'.i.hu Im.pm:!mu Enn vagar Fnlllh; Capping |ImBpecion l;.r.nu-,-nr Latrailimg Pecking Comveyor

have the mindset and the attitude needed to opt for the path of R&D.
Manul"i:tur-rﬁ Exporter

Polyurethane wheels & Anti Static

Polyurethane wheels on SS castors Global demand for Indian pharma machinery is surging because the
industry is embracing with open arms several measures, policies and
regulations. The Indian machinery manufacturers have started
practicing cGMP, US FDA, MCA standards. To enhance, improve and
increase the global appeal of Indian machinery quality systems like
1SO-9000, standardization, services, innovation and continuous
improvement of design are now being followed. Because of the GMP
compliance by the Indian pharma machinery manufacturers, the
'Made in India' machines are in demand in the regulated markets of

developed countries. Orders are pouringinto India from Australia, New Cﬂ‘lﬂmﬂcﬁ Pesticides
Zealand, Spain, Norway, Sweden and Finland amongst others and also Beverages & Distilleries
from semi-regulated markets like Latin America, Malaysia, Thailand Jnu_rn d

; .
andIndonesia. , , Range: 5ml to 1000ml. _ ' EY-
In the coming five years, world pharmaceutical market alone will -Dutput S-Paed Upto 150 PPM. \fearof]ncepunn- 2000

predictably grow at a rate of 8 per cent plus with business opportunity
expanding like never before. Countries like USA, Japan and those of
Europe will be in control of over 80 per cent of the trade. Asian
L. . countries like South Korea, Taiwan and India are estimated to register
Vll‘gln White Nylon & UHMW wheels growth rates ranging in between 12 to 15 per cent annually. Also

on SS castors developing economies are triggering growth.

During this span of 12 years,
we have installed 5000
Machines Worldwide in

more than 49 countries.

Leak'Check Machine  Inspection cnnvuw Labelling Muhlnr Hurlmnul Flow Wra pplng
In addition, the new product patent regime and increased export of ; ' A - :
Accolades:

T Indian pharmaceutical products to global markets have pushed Indian
; pharma machinery industry to enhance GMP and to go for Ffm{:ompanytu ahta[h
technologica.I adaptation. In keeping wiFh the international stan'dards, tE‘t:ertiﬁﬁatmn in Lahelhng
o Indian machinery manufacturers practice proper documentation for =

every manufacturing and maintenance procedure. Also, Indian
machinery manufacturers are constantly upgrading themselves, to
remain relevant in these evolving times. Today, Indian machines are far
better in quality, than it used to be 15 years ago. Indian manufacturers
practice the 1ISO 14000 and 9001 series of quality certification.

.Machmas AnlSO

1

Cnmplete Vial / E?E-Ear Drﬁp Line_— Range: 2ml to 30ml.
- Output Speed: 40 to 150 VPM.

In India, the technological up gradation of pharmaceutical machineries
Grey Natural Rubber wheels is also taking place at a fast pace. From low-cost technological offerings

On SS castors to offering value-added engineering with integration of new-
technologies, the Indian pharmaceutical machinery manufacturers
have indeed traveled and traversed a long way. Several global

companies have already set up shop in India forging joint ventures with ' '

local partners. Many other such companies are scouting for partners Linear Vial Washing Filling & Bunglng Cap Sealing Inspection Comveyor Labelling Packing Camveyor Cartoning

and opportunities. India still has much to offer in terms of cost-effective PRODUCT RANGE:

solutions. The numerous joint ventures taking place between Indian WASHING, FILLING, SEALI ABI | IKING, CARTONING & CONVEYOR

and foreign companies is a proof that India produces world-class i D | | nit-2
machineries atreasonable prices.

The growth in advancement and up-gradation of technology in
machinery has been faster in India. But now the time has come for the

ot ENQ‘( TEX M ECH ENG'NEERS industry to scale-up operations. With almost low technology offerings

#ﬁ ".,f,-h ) . ) intheinitial stage, the Indian machinery today is considered as one that . Le r |
1 §| ; T Unit NO‘\/5.B Singh Industrial Estate No 1, ) can offer value added engineering with integration of new ! d ES e
= 2 Ram Mandir Road, Goregaon (West) Mumbai 400104 technologies. Various international companies found it cost effective ]
};i_l-:ﬂ K Mob.: 9987811177 Tel: 022 66943497 to work with Indian partners in the form of collaborative ventures. The 1, ;
Tele-fax: 022 26200292 / 66943496 number of joint ventures between foreign and Indian machinery = e —— -— T— : - o BT TR R T
Email: info@texmech.com manufacturers is a testimony to the fact that the Indian machinery 306, 3rd Floor, Third Eye-2, Opp. Parimal Garden, C, G. Road, Ahmedabad - 380006, (Gujarat) India

Tele; «91 - 79 - 2646 3903-4-5-T7  Cell: «91 98250 49429  Fax:+ 91 - 79 2646 3906

industry understands the stringent need of pharmaceutical industry E-mail : marketing@harikrushnacom  URL : wwwihariknishna.com
www.texmech.com andthatit can produce international quality at affordable prices. [[Tdd : 5 J ' :
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“Scale-up will reduce overall
development costs & time. It would also
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lead to better understanding of process

variables”

Cipla Vice-President Shri Anjani Kumar
talks to Pharma Pro & Pack on the
growing importance of scale-up in the
Indian pharma machinery
manufacturing industry.

Cipla was established in 1935 with the vision
of making India self-reliant and self-
sufficientin healthcare. Today, Cipla is one of
the world's largest generic pharmaceutical
companies with a presence in over 170
countries and a work force of over 20,000
working in as many as 34 state-of-the-art
manufacturing facilities approved by major
international regulatory agencies. Cipla
today manufacturers over 2,000 products,
65 therapeutic categories and over 40
dosage forms with continuous and path
breaking innovations in R&D. No wonder
than Cipla also has over 20 world firsts.

Cipla is renowned for making affordable,

PPP: Has the Indian pharma machinery sector opened up to the importance of scale-
up?

Shri Anjani Kumar: Only recently Indian pharma machinery sector was approached by
pharmaceutical manufacturing sector to gear-up for scale up activities. Leading
machinery manufacturers of India have adopted a very positive and open approach and
have shown their willingness to opt for scale-up by working out an agreement.

PPP: How does scale-up helps the Indian pharma machinery manufacturing industry?

Shri Anjani Kumar: Scale-up helps in many ways. Scale-up will help the Indian industry
todevelop and upgrade the entire process control system. Manufacturers canidentify a
mathematical model to predict and correlate process parameters to ensure that the
process remains within defined manufacturing space. Scale-up will also lead to
development and up-gradation of relevant software for recipe and process trending to
improve product and process parameters. In scale-up the Indian pharma machinery
manufacturing industry can find a tool to modify, upgrade design, control and may be
working principle of the machine & technology. It would also help the industry at large
to develop and supply machines with identical design with different capacities as per
scale up requirements.

PPP: What sort of an approach should be followed in scale-up?

Shri Anjani Kumar: Talking about approach, | think scale-up batch/s should be
manufactured prior to exhibit batch/s to optimize process parameters. Concept of
Fraude Number, Reynolds Number, Tip Speed, Peripheral velocity, Thixotropy etc used
along with statistical model to generate , compare and evaluate process parameters

PPP: What processes should be followed for a scale-up?
Shri Anjani Kumar: Adequate number of scale-up batches should be manufactured to

challenge and assess process parameters to define Critical Process Parameters (CPP).
Data generated should be compared and evaluated to measure its impact on the Critical

lluminating a world of satisfied customers

Our High skilled Technocrats are always on their toes to provide best services.

Nilsan Nishotech is all about client satisfaction. We spare na effort to bring about smoath running of productivity and profitability -
the main concerm for any industry - mose 50 in these mes of care and cost cutting. That's when you need & sure-fire

technology that is cost-effective and after sales service that's prompt.

With three 150's under our beft, we prove our mettie with our commitment so siringent measures, Which helps us in our cwn

way — to flluminate the path of success for you. Call s for how our technology can help you save more.

world-class medicines that meet the needs Quality Attributes. One should remember that the selection of batch size for scale-up B
- of patients across therapies. Cipla also offers batch is important and a )
S services like consulting, commissioning, should be as close to exhibit E &
& plant engineering, technical know-how or commercial batch size. i &
? transfer and support amongst other Machine and technology ”
g services. used for scale up batches ; g
- should be equivalent in -
- Cipla also has approvals from the US FDA, fjesign .W.ith machines usgd ; n
o WHO-Geneva, MHRA-UK, TGA-Australia, in exhibit or commercial Separation Technologies | Sterile Process Piping | Pharma Water System 3
< ~ : ) : batches. Also machines g
a SUKL-Slovak Republic, APVMA-Australia, CIP/SIPS o
°6 MCC-South Africa, PIC-Germany, Danish SR T Ir ‘]I'Slﬂﬂ‘lﬁ °
9 : ° Nilsan Nishotech Systems Private Limided N ImN 9
= Melﬂdlcabl Agency, ANVIdSA-Brazn, INVIMA; PPP: Is scale up limited to a H.O. W-123E, MIDC, Khaime, Thane Balapur Road P
s Colombia, NDA-Uganda, Department o A Navi Mumbai 400705 India =
K Health-Canada and MOH-Saudi Arabia, E:ri:”::;:if;e::r:;s::: Tel.: +01 22 41515104 | Fax: 491 22 41515150 | Mob: +31 9987562557 _-1 ' ygﬂ-!gl%rﬂ E
= amongst others. P E-mail: infoiinilsan-nishotech.com, shraddha@nilsan-nshoiech.com - &
board? Webette: www nilsan-nishatach cam CUSTOMIZED SOLUTION —  INSPIRED ENGINEERING
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SILICONE RUBBER PRODUCTS

1st Indian Silicone Rubber Product manufacturing company
having certified clean room of class 10000.

Also available Platinum Cured Silicone Tubing & Platinum
Cured Silicone Braided Hoses complies with DIVIF No. 26201
(Drug Master File) from US. FDA.

Mig, of Silicone, Viton, EPDM, Neoprene, Nitrile Rubber Products

®1® /- .
Silicone Transparent Silicone Bio Colour FEP/PTFE Encapsulated Silicone Transparent
Tubings Tubes 0-rings Braided Hoses.
PRODUCT RANGE:
¢ Platinum cured silicone tubings ¢+ PTFE Encapsulated O-rings with
¢ Platinum cured Silicone Braided hoses. Silicone & Viton
¢ Silicone Inflatable seals & Gaskets ¢ Silicone sheets
¢+ FBD inflatable gaskets ¢ Silicone & Viton Cords & strips
¢ Silicone Extruded Door gaskets ¢ Special type of profile gasket
¢ Bio-colour tubing ¢ Silicone diaphragms, T/C Gaskets
¢ Flame Retardant Silicone Gaskets ¢ Silicone sleeves ( for corona treater
¢ O-rings ( Viton, silicone, EPDM, machines)
Nitrile, Neoprene) ¢ Silicone bellows

of the leading manufacturers of
njectable Dry Powder Filling Line,
Injectable Liquid Filling Line &

Dry Syrup Filling Line.

Automatic Injectable Dry Powder Filling
with Rubber Stoppering Machine

Model NKPF-300DP & Automatic Eight
Head Vial Sealing Machine Model NKCS-
350PR with cRABS.

M Ami Polymer Pvt. Ltd.

“Sealing Expert in Silicone”
ISO 9001 : 2008 ISO 14001 : 2004 g OHSAS 18001 : 2007

Quality Management System Environmental Management System Occupational Health Safely

Corporate Office: Assessment System
303, Mahesh Indl. Estate., Opp. Silver Park,
Mira-Bhayander Road, Mira Road (E), Dist. Thane, Mumbai - 401 104.
Tel: +91-22-28555 107/631/914 « Fax: +91-22-28555 378
E-mail: amipolymer@vsnl.com « Web: www.amipolymer.com

Branches: BADDI - 092185 95103 / 092185 95011 « BANGALURU - 086910 13931/ 099160 72800 » GOA - 092232 90935

* HYDERABAD - 092465 02942 | 092465 02943 « UTTARAKHAND - 092196 91095/ 092195 21095 « INDORE - 078692 67791 / 098165 95011 » SILVASSA - 092279 3243

Automatic Self Adhesive Vertical

Labelling Machine Model ATL-250CR

with Online Cameralnspection &

Rejection System

Solution by 25+ years of experienced team in pharmaceutical machinery to give you single vendor
solution for complete Track & Trace System Solution.
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N.K.P. Pharma Pvt Ltd.
N K PTM ™ 1814/B, Phase-3, GIDC Vatva,
Nimw |V Ahmedabad-382445, Gujarat, India
Technology InC. Phone - +91-79-25890834, +91-79-25891746
Leaders always, in all ways Fax - +91-79-25894282

Email - info@nkppharma.com
Website - www.nkppharma.com
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Shri Anjani Kumar: Scale up and process optimization are tools which
are widely used in all industries and recommended in
pharmaceuticals industry for all products, dosage forms and
processes.

PPP: What are the combinations one has to keep in mind while
opting for scale-up of any pharmaceutical machinery
manufacturing process?

Shri Anjani Kumar: Machine Design, Construction Material,
Occupancy, Critical Process Parameters, Category of Product, Safety
Aspects, cGMP requirements, QbD compliances, Expected level of
process Containment, Cost, Physiochemical Properties of Material,
Risk Assessment are some of the different factors. But most of these
factors are interlinked and a combination of these factors drives scale
up activities.

PPP: Do you think traditional methods of process scale up in the
Indian pharma machinery sector have given way to newer tools and
methods for scale-up?

Shri Anjani Kumar: New and better process controls will ensure and
increase level of confidence to adhere and meet predefined quality
parameters. New mathematical models can be identified and
developed for better for process control. PAT tools can be
incorporated for inline, online and offline monitoring and evaluation
of process.

PPP: What according to you are the most effective methods and
tools for ascale-up?

Shri Anjani Kumar: Tabulation, comparison and evaluation of data
for process and quality attributes to define manufacturing space for
registration, validation and commercial batches. New PAT tools
would always be welcome by the industry.

PPP: What are the factors which determine the success of a scale-
upin Indian pharma machinery manufacturing process?

Shri Anjani Kumar: Adequate number of laboratory scale up batches
along with robustness of process will determine the success for scale
up batches. Evaluation of product and process risk assessment and
implementation of concept QbD will also increase success rating and
post approval changes.

PPP: What are the costsinvolvedin scale-up?

Shri Anjani Kumar: Initial cost incurred in scale up activities, will be
paid off subsequently as it may reduce cost incurred in post approval
changes, deviations, rejection and failure of batches.

PPP: What are the problems a unit may face while opting for a scale
up?

Shri Anjani Kumar: Since it is new concept all machine
manufacturers and pharmaceutical manufacturers may not have
separate classified facility and machines available for proposed scale
up and process optimization activities. Most of these activities are
carried out in commercial set up with constraints in resources. PAT
tools are still dream rather than reality. Statistical tools are too
complicated to adopt. The pharma industry is highly regulated and
implementation of new technology and tools are always a challenge.
Compliance, Cost, Time and Resources are other hurdles in these
new toolsin development activities.

PPP: How important are aspects of engineering support and

maintenance for proper scale-up of any process?

Shri Anjani Kumar: Most of Indian machine manufacturers do not
adhere to design when supplying machines with higher capacities
leading to non linear curve in scale up activities. Geometric, Dynamic
and Kinematic similarity of machines are important and major
contributory factors in successful scale up activities.

PPP: How important are plant design and machinery maintenance
issues?

Shri Anjani Kumar: Product category, process details, expected level
of containment, cross contamination, availability of required
utilities, environmental controls, cleaning process, man- material
flow, safety and other factors govern by plant design and
maintenance can have impact scale up activities.

PPP: What are the regulatory aspects of scale-up and what are the
post approval changes that need to be addressed?

Shri Anjani Kumar: As per ICH guidelines and new USFDA guidelines
for process validation it is required to generate sufficient data to
define critical process parameters and limits for critical process
parameters. This data can further be used to support post approval
changesifitis out of manufacturing but within design space.

PPP: Would a proper scale-up help the Indian pharma machinery
industry gain a competitive and efficient edge in the years to come?

Shri Anjani Kumar: This will reduce overall development cost and
time and it would also lead to better understanding of process
variables. Besides it will reduce overall time to respond CMC, Bio and
Labelling query. Timeline for product launch can be scheduled and
adhered. It would also lead to better compliances of cGMP,
Occupational, Safety and other regulatory requirements

PPP: What would your message be to the industry for a proper
scale-up?

Shri Anjani Kumar: Every product manufactured will consistently
meet preset standards of quality, purity, efficacy and safety with
assured and timely supply at competitive price. [I3dd
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Model Available
03 Liters to 1250 Liters

Fluid Bed Dryer Fluid Bed Multi Technology Tablet Coating Systems Rapid Mixer Granulator

CHITRA Machineries Pvt. Ltd. Mfrs. & Exporter of Pharmaceutical & Allied Machineries
Plot No. 202 & 226, Road No. 03, GIDC, Kathwada, Ahmedabad - 382430. INDIA Phone : +91 - 79 - 2929 2650, 2290 1432, Telefax : +91-79 - 2290 0433

E-mail : chitramtad1@sancharnet.in / info@chitramachineries.com website : www.chitramachineries.com
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Adopting scientific methods

& work-cultures like scale-up
is now mandatory

ACG Worldwide has been serving the
pharmaceutical industry for five decades
and is the second largest manufacturer of
empty hard capsulesin the world. The group
comprises of 13 companies, including
subsidiaries in China, USA, Indonesia, Brazil
and Europe.

ACG Worldwide has a presence in over 100
countries with its products and services,
employing approximately 3,200 members
that strive to provide world-class technology
across multiple domains. ACG offers a
complete range of solutions beginning with
empty capsules; granulation and coating;
capsule filling; tabletting; packaging films;
blister packing and carton packing to the
end-of-line solutions. With over 20,000
machine installations worldwide, it speaks
lengths of the high quality standards
followed at ACG as well as complying with
major international quality certifications or
legislations.

ACG Worldwide is committed to a core
corporate competence. ACG research teams
strive to develop innovative technology in
order to continually give its customers the
benefit of a cost competitive edge plus
world-class technology. 'SciTech Centre', the
group's 50,000 sq. ft. R & D centre located in
the heart of Mumbai, is a government-
recognized research institution. Especially in
the last 25 years, it has witnessed
breakthroughs in dosage form
development-including controlled-release-
pharmaceutical engineering, veterinary and
agricultural research, emphasizing on
delivery systems.

ACG Worldwide Chairman Shri Ajit Singh
speaks to Pharma Pro&Pack about the
growing importance of scale-up in the Indian
pharmaindustry.

Scaling-up Pharmaceutical Manufacturing

PPP: Has the Indian pharma machinery sector opened up to the importance of scale-
up?

Shri Ajit Singh: The Indian pharmaceutical industry has been exposed to regulated
markets such as the US and Europe for quite some time now. In fact, the extent of
exposure to these global regulatory requirements has increased considerably in the last
decade or so. In lieu with these mandatory requirements, the Indian pharma industry is
required to provide all necessary assurance in terms of quality of its finished products.
Hence, adopting scientific methods and work-cultures like scale-up has become
mandatory.

PPP: How does scale-up help the Indian pharma machinery manufacturing industry?

Shri Ajit Singh: Scale-up requires conducting thorough studies on new formulations and
processes during the development-phase to pilot-phase. Getting to know the process
well leads to understanding of variables that can be controlled and monitored to
achieve reproducibility. Extensive studies made on a small-scale help in minimizing
optimization of the products on a commercial-scale. Equipment manufacturers like
ACG Worldwide which specialises in both lab scale machine models and commercial
equipment support the industry with technical & development support for scale-up.

PPP: What sort of an approach
should be followed in scale-up?

Shri Ajit Singh: It is necessary for
the Indian pharmaceutical
industry to realise that there has
been a major change in
regulatory requirements as well
as the work culture for assessing
quality during processing. The
shift is from measurement of
finished product quality
attributes to measurement of
process parameters and Critical
Quality Attributes (CQAs). The
following steps detail a strategic
planning and approach for a
successful scale-up operation:

e Definethetarget product profile in terms of quality, safety and
efficacy

e Identify critical quality attributes of the drug product, so that
the product characteristics that have animpact on the product
quality can be studied and controlled

e Determinethe quality attributes of the drug substance and
excipients, and select the type and amount of excipients to
deliver drug product of the desired quality and efficacy

10 Track Sachet Packer with Slide Filler For Pharma Products
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From your Factory... to the Pharmacy

Wraptech FFS Machines ensure your products reach the Pharmacy Safe and Hygienic

Customised Solutions for packing pharmaceuticals
Better sealing... accurate dosing and faster packing,
at up to 600 ppm, help your products reach the
pharmacy -hyglenically, safely and speadily

Wraptech Machines Pvt. Ltd.
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° Select appropriate manufacturing processes (and equipments)
° Identify a control strategy, wherever possible

A complete understanding of these process variables during small-
scale trials in the lab and a system to monitor & control all variables
determines the success.

PPP: Is scale up limited to a particular segment or can be
implemented across the board?

Shri Ajit Singh: No, scale-up is not limited to any particular segment

and is applicable to all. Right from granulation to capsule filling, from
tabletting to tablet coating, scale-up expertise is required across the
manufacturing cycle. This requires technical expertise and an
experience of working with a wide range of formulations and
excipients. With over 50 years of experience and technology backup
from global pharma giants, companies like ACG have helped
hundreds of formulation scale-ups.

PPP: What are the combinations one has to keep in mind while
opting for scale-up of any pharmaceutical process?

Shri Ajit Singh: The factors that need to be considered during scale-
upare:

e  Consider whetherthe principle of operation of in lab-scale
pharmaceutical machinery or equipmentsisthe same asthe
commercial-scale equipment.

e Evaluate efficient material handling options for large volumes
with closed transfers

e Conductstudiesonthe effect of long process times on the
materials & their subsequent stability as processing times may
increase in scaled-up batches

e Alsoconsider CONSUMPTION of utilities and the necessary
capacitiesin commercial

PPP: Do you think traditional methods of process scale up in the
Indian pharma machinery sector have given way to newer tools and
methods for scale-up?

Shri Ajit Singh: The only traditional methods in practice were by trial
and error, or on the basis of one's experience. Earlier, scientific
methods were not used to make an estimate of the situation in the
processing of scaled-up batches. This has changed drastically as the
exposure to global regulated markets has made the industry aware of
the methodology to be adopted for a proper scale-up. Hi-tech
process monitoring systems incorporated on both lab scale and

commercial equipment helpin making a 'Science' out of a'Practice’.

PPP: What according to you are the most effective methods and
tools forascale-up?

Shri Ajit Singh: Various techniques and processes such as Design of
Experiments (DOE), QbD Design Space, Process Analytical
Technology (PAT), Multivariate Analysis and Risk Analysis are often
employed for a scale-up to be effective. A lot of these programs are
brought to India by ISPE, the International Society of Pharmaceutical
Engineering. We pioneered the entry of the ISPE into India by setting
up the ISPE India affiliate. Associations like the ISPE help in bringing
global experts and international knowledge on new pharmaceutical
technologiesinto India.

PPP: What are the costsinvolvedin scale-up?

Shri Ajit Singh: As a rule of thumb, the number of trials required to be
performed for any new product would be more or less the same. The
differentiating factors between various products, in terms of costs,
would be the cost of materials, cost of equipments & processing, and
cost of utilities. However, companies need to realize that such costs
incurred are much less as compared to costs of rework or recalls.

A major unforeseen cost that may arise is the lack of adequate
studies made in lab-scale trials, attributed to either lack of proper
data compilation and analysis, or worse, lack of necessary action on
findings from lab trials. Although such costs of rework and failures
are difficult to estimate, one could say that these ultimately reflect in
the ROI calculation of scale-up. Add to this, the cost of losing
business opportunities due to reworking, or the loss of business due
to recalls in case the product was launched without adequate
studies.

PPP: What are the problems a unit may face while opting for a
scale-up?

Shri Ajit Singh: The major problems encountered during scale-up
are:

e  Considerable timeisrequired forscale-up studies, and the
company should be willing to invest time in planning and
implementing scale-up

. Considerable expense in terms of materials, skilled &

competent manpower and investment in infrastructure

e Lackoflinearityinthe equipments & utilities used in the lab-
scale, pilot-scale and commercial-scale

e Marketing pressures and perceived loss of business opportunity

Packagi
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RUBBER STOPPERS :

Various sizes and designs in Butyl,
Bromobutyl, Chlorobutyl, Silicone,
Neoprene, Nitrile and Natural Rubber etc.,

RFU : Ready for use Sterilized Stopper
RFS : Ready for Sterilize Stopper

EUROHEAD CAPS, RUBBER DISCS &
FLASH BULBS: For I.V. Sets

DROPPER SETS :

Asia's Largest Manufacturer of Dropper
Assemblies as per customers requirement.
Also available in FFS Pouches & Glass
Droppers also.

PLASTIC MEASURING CUPS / SPOONS /
CAPS :

Various sizes in special polymers with
different volume marking & Colours.

PLASTIC DROPPER BOTTLE FOR EYE & EAR

DIAGNOSTIC PACKAGING :
Different sizes of Rubber Teats, Plastic Caps,
Plungers in various colours and polymers.

RUBBER WADS :

All sizes of Wads in synthetic and Natural
rubber to protect medicine from absorption
of moisture & leakage.

RUBBER DISCS & DENTAL PLUNGER

TABLET & GEL APPLICATOR : For vaginal
use /AUTO DROPPER & CAPS IN PLASTIC

BHARAT _ :

Rubber Works Pvt.Ltd.

I Packaging Products AR, siahoaRos
L/ For Health Care =

‘an 005

1S0 9001 : 2008 CERT NO. AGSI/Q/117
Export House

B-46, Girikunj Industrial Estate, Off. Mahakali Caves Road
Andheri (E), Mumbai - 400 093, INDIA

Tel.: +91-22-2687 5361-64,  Fax: + 91-22-2687 5221 /22
E-mail: marketing@brworksindia.com ¢ brwpl@usa.net
Website: www.bharatrubberworks.com
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PPP: How important are aspects of engineering support and
maintenance for proper scale-up of any process?

Shri Ajit Singh: Support from engineering and maintenance are very
much essential. During optimization of any process, it is necessary to
have minimum variables. The raw materials, themselves and their
behaviour during processing, are the major source of variables. It is
desirable to have the equipments function as per their design and
not contribute to the plethora of variables that will make analysis of
any process difficult.

Engineering considerations are important in defining equipment
specifications and utility consumptions in scale-up calculations. Any
errorin such calculations could lead to serious failures in processing.

After procuring the correct equipments, it is expected that they
perform correctly each time they are used in order to remove any
room fordoubtin process studies.

PPP: Would a proper scale-up help the Indian pharma industry gain
a competitive and efficient edge in the years to come?

Shri Ajit Singh: Yes, absolutely. As the global pharmaceutical market
is gearing up for cost-effective ways of producing drugs while
creating a new pipeline for future growth, scale-up plays a
significantly important role — and particularly so for the Indian
pharmaceutical industry. According to Pharmexcil, the industry
registered exports of USS 14.5 billion for the year 2012-13, rising
nearly 25% compared to the previous year figures. With the
commerce ministry announcing Indian pharma sector's exports to
touch USS 25 billion by 2016, processes like scale-up will prove to be
effective tools for helping the industry build a robust product, reduce
- preferably eliminate - avoidable costs, and continue to deliver cost-
effective drugs.

PPP: What would your message be to the industry for a proper
scale-up?

Shri Ajit Singh: Adopting scale-up as a regular tool in optimizing
processes to commercial-scale is not a matter of choice. Carrying out
scale-up in a scientific manner is the only way to establish processes
that deliver products to the market that meet QbD requirements and
Quiality, Safety & Efficacy standards. [T

Our Range of Prodocts:
= Rotary Tablet Press
= Mini Tahlet Press

(R & D Tahlet Top Model)

= Dust Extraction Linit
= Vibro Sifter

PROTON DOUBLE ROTARY
TABLETPRESS B4 TYPE SQARE

= Multi Ml

= (iranulator

= Comminuting Mill
* De-burring & De-dusting Unit = Colloid Mill

= Cpating Machineg

GMP MODEL

Manufaclure & Exporter of :
Pharmaceutical Machineries, Spares & Toolings

A
. Faclory & Rey, CHTice @
A.L PRDTON E qu N EERS B-72, Madbyram Ind, Estate, W, Sardar Pate] Ring Road, Odhay Cross, Odhay,
Ahmedabad-282415, Gujaral, [India), M. : D96R2034705, (O6R2034825;
D9GEZ01 5705, E-mail : protonenginesrsi@ yahoo.n, infoi pratonanginess.com
Weh Site : www.prolonengineers,com, www, proton-tabletpress.com

Every time you look at us
we have added NEW PRODUCTS

In 2003 Kitten started marketing sterilization indicators and since then
no looking back. Although we are not very large company but leaders of

therespective market use our world-class products.

We take pride in our ability to propose solution to our customer's
toughest challenges and very large inventory of highest quality

Sterility Assurance Products

o Chemical Indicator, Bowie Dick Test
& Biological Indicator

¢ Indicator For Retort Sterilizer

¢ Steam Quality Test Kit & Sample
Cooler

o Sterilization Packaging, Sealing &
Tray

e Sterilization Wrapping System

e Vial Crimper, Decapper Hand Tools
& Equipment

¢ Clean Room Paper, Pen, Tape &
Writing Pad

¢ Autoclavable Spray Bottle

¢ Cleanroom CO,Fogger & Humidifier

o Dialysis Meter

Cleaning Infection &
Hygiene Control Products

¢ Floor & Wall Mopping System -
Autoclavable

* Fumigator, Sanitizer Detergent
& Lubricant

¢ Protective Wear

* Dry & Wet Fogger

Garment
¢ Inner Garment * Goggles

® Reusable Garment ¢ Shoe
¢ Lab Coat * Booty

Filtration, Separation & Purification

RELIZYME SEPABEADS £C

&Kitten

An ISO 9001 : 2008 Certified @ @ @

products allow us to react in days or even hours enabling Kitten to
deliver our products when you need them.

Our customers are from different parts of the industrial world, including

Sterilization Monitoring & Validation

Sterilization Indicator Steam Quality Test

Sterilization Packaging & Sealing

Bio Breathable Paper & Reel Sealing Machine

Clean Room Consumable Products

'_:'I—Ff

Goggle & Shoe Clean Room Industrial Tape

Cleanroom Garment

Fogger For Fumigation Self Wringing Floor &

Wall Mopping System

Fluid Transfer Products

Industrial Filters

Resin

lon Exchange & Adsorbent

Flexible Tubing TC Gasket For WFI,

SIP & Sterile Line

Kitten Enterprises Pvt. Ltd.

Pharmaceutical, Alcoholic & Non Alcoholic beverages, Automobile &
Automotive components, Paints & Inks and Fluid Processing industries.

Filtration, Separation &
Purification

¢ Filter Paper &Filter Pad

e Filter Module

¢ Liquid Filter Bag & Filter Cloth

¢ Nominal Filter Cartridge

¢ Filter Housing - Metal & Plastic

o Filter Press

¢ lon Exchange & Adsorbent Resin

Fluid Transfer Products

¢ Tubing For Critical Application

¢ Quick Coupling

e Sanitary Fitting For Bio Processing

¢ Flexible Tubing For Air, Liquid &
Pneumatic

Protect - People, Process &

Product

* Anti-fatigue matting provide safe
environment for standing workers

* Signage & Floor Marking Tape

Protect - People, Process & Product

Anti - Fatigue Mat

DuraStripe Signs

W-407, T.T.C. Industrial Area, MIDC Rabale, Near Golden Garage, Navi Mumbai - 400 701. INDIA. T.: +91.22.2764 9204 | F.: +91.22.2764 9299 | E.: mapkitten@gmail.com | w.: www.kitten.co.in
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Scale-up can add much needed
competitive edge to the Indian industry

Shri Bharat Kumar Doshi has more than 30
years of experience in facility design for API,
Bulk Drug, pharmaceutical & biotechnology
industry as per the WHO, GMP, USFDA,
MHRA and other International Regulatory
Requirements.

Shri Bharat Kumar Doshi, Managing Director
of Doshi Consultants Pvt. Ltd. delivered
many seminars nationally and
internationally in various country on cGMP
facility design, HVAC, Water Systems design,
validation, qualification, Risk Assessment
and Analysis. He is also on Panel of WAHO
(West Africa Health Organization).

Shri Doshi is also an active member of the
American Society of Heating, Refrigerating
and Air-Conditioning Engineers (ASHRAE),
USA, the International Society of
Pharmaceutical Engineering (ISPE), USA,
the Institution of Validation Technologies
(IVT), USA, Drug Information Association
(DIA), USA, Institute of Engineers (IEI),
India, Life member, National Safety Council
(NSC), India, Life member, Solar Energy
Society of India (SESI), India and Honorary
Faculty Member, DAVV University of Indore,
India.

He is in his credit design of more than 150
Pharmaceutical, Biotech, API facility in
various countries like USA, Europe, Saudi
Arabia, African CIS countries etc apart from
India.

PPP: Has the Indian pharma machinery sector opened up to the
importance of scale-up? How does scale-up helps the Indian pharma
machinery manufacturing industry?

Shri B.K. Doshi: The Indian pharma machinery industry has come a long way from being
an import-dependent sector in the sixties and seventies, to an industry with an annual
growth rate of 17 per cent to 20 per cent. But | think the Indian pharma machinery
manufacturers have as yet not warmed up to the importance of scale-up. The Indian
pharma machinery manufacturers still need to put in a lot of efforts in this regard and
catch up with the rest of the world. We need to advance at a fast pace and opt for the
innovations taking place at the global level. Scale-up will definitely help the Indian
pharma machinery manufacturing industry. Scale-up will open up global opportunities
and also add the much needed competitive edge to the Indian industry.

PPP: What sort of an approach should be followed in scale-up?

Shri B.K. Doshi: For effective scale-up in the context of the Indian industry, | think the
best option available to us is to opt for joint ventures with big international players. Till
recently we could were not successful in attracting international manufacturers for high
value, high tech products to have joint ventures, for technology transfers. For this, the
industry at large needs to continuously work on improving the brand image of our
products and industry. Fortunately in the engineering space, we have been able to
overcome this perception to some extent. There are positive fallouts for all the
stakeholders. If an Indian company ties up with a European company for engineering
design then the Indian company gets technical support from the European company
and the European company by doing the engineering design here in India also gains as it
works out far more cheaper than as compared to Europe. This works out well for
everybody. Indian companies have the support of a European brand name.

PPP: What processes should be followed for a scale-up?

Shri B.K. Doshi: Again my answer is going to be very simple. The time has come for the
Indian pharma machinery manufacturers to understand the importance of automation
inthe manufacturing process. So the first step for scale-up is to opt for more automation
in manufacturing facility. By scaling up we also should aim at reversing the situation
prevalent in the industry today. Look at the export-import segment. In value terms,
there are more machines being imported today than exported, but in terms of quantity,
itis reverse. This is because imported machines are more than seven to eight times the
value of the Indian machines. By opting for scale-up, the Indian industry needs to make a
cut in the high tech segment. The Indian industry will need to make machines requiring
high technology and also lab equipment required for R&D labs.

PPP: Is scale up limited to a particular segment or can be implemented across the
board?

Shri B.K. Doshi: Scale-up cannot be implemented in a compartmentalized manner. It
can only be successful if it is across the board for all segments of pharma machinery. |

INTRODUCING MULTI HEAD AUTOMATIC CONTAINER FILLING MACHINE DESIGNED
FOR FILLING WIDE MOUTHED JARS, CONTAINERS, BOTTLES, FLAT TINS ETC.

Stirrer ith e IT IS IDEALLY SUITED FOR FILLING OF -

Variable Speed T Filling Hopper

Control k with Heater
.
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Electric L]

moisturisers, etc.
Range: From 3 ml to 225/350 ml with suitable change parts

Speed: Varies from 15/20 to 96/144 fills per minute -Depending upon the
volume & viscosity of the material to be filled, size of the container & No.
of filling heads

Dripless and accurate filling - Fill Accuracy * 1%
Electrical variable speed drive for optimum output

Optionally Available: Packing conveyor belt for further on
line operations

Suitable cooling tunnel for hot filled containers
Turntable for auto feeding of round shaped containers

Also available Single / Twin Head Rotary Tube Filling-coding &
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suppose the biggest issue that scale-up can confront it the low
investment by the Indian industry in the R&D sector. There should
also be a lot of knowledge and information sharing for scale-up.
Unfortunately the manufacturers do not work together and thereisa
lot of fragmentation in the industry with participation of a large
number of small scale manufacturers. IPMMA has initiated efforts to
unite the industry. But | suppose more needs to be done. We have to
scale up economically and investin R&D in a bigger way. If we were to
cooperate in marketing and R&D efforts, this could become a reality.
Also demanding urgent attention is the issue of trained manpower.
Salaries and pay packets have been on the rise and this makes all the
more difficult for small scale manufacturers to attract and afford
skilled and trained manpower.

PPP: What are the combinations one has to keep in mind while
opting for scale-up of any pharmaceutical machinery
manufacturing process?

Shri B.K. Doshi: There are several combinations one has to keep in
mind while opting for scale-up of any pharmaceutical machinery
manufacturing process. But according to me the focus should be on
more and complete automation with GMP aspects. One also has to
understand that given the fact that the pharma industry is set to
grow, the Indian pharma machinery manufacturers also need to
understand and work out steps to match this pace of growth. | don't
foresee any demand supply gap, in terms of volumes. The pharma
machinery manufacturers have been able to meet the needs of the
industry. With orders almost pouring almost all the machinery
manufacturers have increased their capacities. What we need to do
is to keep pace with the rapidly changing technology on the
international scene. For that we have to invest in R&D and initiated
process to build our brand. We also need to enter into technology
transfers. We need to have marketing tie-ups internationally so that
we can increase our volumes and scale up. These efforts are on, but
we need to do much more.

PPP: Do you think traditional methods of process scale up in the
Indian pharma machinery sector have given way to newer tools and
methods for scale-up?

Shri B.K. Doshi: Yes indeed. With dynamic changes taking place at a
fast speed the days of the traditional methods are over since long.
Traditional methods may just not work. We need to look towards
newer tools and methods for scale-up. In fact the new and latest
tools, techniques, processes and systems are indeed making their
way into the industry. If the machinery manufactures want to truly
partner the pharma and life science sector of this country then they
need to evolve in terms of technology and put in investments needed
for this technology. The industry needs to upgrade to newer
technologies, to increase levels of automation. The industry also
needs to improve documentation. | also learnt that IPMMA was
requesting personnel from pharmacy colleges to train industry
professionalsin better documentation techniques.

PPP: What according to you are the most effective methods and
tools forascale-up?

Shri B.K. Doshi: | suppose the joint venture approach is the right and
efficient approach to scale-up. Over the years, Indian pharmaceutical
machinery manufacturers have earned the reputation of being the
hub for low-cost manufacturing of machines. The reasons behind this
is the availability of cost-efficient man power, highly skilled and
experienced engineers and low capital investment on plant and

machinery. Also India has shown remarkable progress in growth in
up-gradation and advancement of technology in machinery. Today,
India is in the forefront to offer value added engineering with
integration of new technologies. Many foreign companies find it cost
effective to work in the form of collaborative ventures with Indian
partners. The number of joint ventures (JVs) between international
and Indian machinery manufacturers is a proof of the fact that the
Indian manufactures of machineries understands the stringent
needs of pharma industry. Indian manufacturers can now produce
international quality at affordable prices. It is significant to note that
India is making machines which are 10-20 times less expensive than
machines produced inthe US and Europe.

PPP: What are the factors which determine the success of a scale-
up in Indian pharma machinery manufacturing process? What are
the costs involved in scale-up? Also what are the problems a unit
may face while opting for a scale-up? How important are plant
design and machinery maintenanceissues?

Shri B.K. Doshi: Success of scale-up hinges on several factors. But |
suppose the success primarily rests on the quality course the
industry opts for. Also one has to factor in the cost competitiveness
and delivery schedules. Costs would depend upon what sort of
scale-up does a unit opts for. It is the way and the manner in which
the approach is made to scale-up that would determine the costs. All
the risks associated with the market are associated with scale-up.
This is the reason why scale-up has to be properly and adequately
thought out process. Also plant design and machinery maintenance
issues are very important as any loss of time will have a major bearing
on the overall costing. Faulty designs and maintenance issues may
well pull down the overall productivity.

PPP: What are the regulatory aspects of scale-up and what are the
post approval changes that need to be addressed? Also would a
proper scale-up help the Indian pharma machinery industry gain a
competitive and efficient edge in the years to come?

Shri B.K. Doshi: The regulatory aspects have to be factored in while
opting for a scale-up. Yes very much. The Indian industry will be in a
position to check the Chinese invasion only if it opts for the right
scale-up attherighttime.

PPP: What would your message be to the industry for a proper
scale-up?

Shri B.K. Doshi: With global exposure Indian machine manufacturers
have the potential of capturing the global markets. If they improve
quality, accuracy and time line with a proper scale-up in place, they
can very well get a better price, more turn over and a larger chunk of
the world market. The time has come to leverage the strengths of
the Indian pharma engineering and machinery players. The USP of
the Indian machinery sector is value for money. Different
machineries manufactured in India are extremely competitive and
have a good price: performance ratio. Secondly, Indian pharma
machinery manufacturers have not yet got into the culture of strictly
adhering to contracts. This is the reason why Indian machinery
manufacturers give better after sales service, going beyond the
Annual Maintenance Contracts (AMCs). Also the Indian
manufacturers and suppliers are very flexible for customers in terms
of deliveries and other contractual terms. Foreign manufacturers do
not give such support to pharma manufacturers. We need to
leverage on some of these strong points. [TJd
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Indian pharmaceutical industry update

Growth opportunities intact but
managing industry challenges remains

key, says ICRA

Overview

Fiscal 2012-13 was a year of strong operating performance for the
Indian pharmaceutical industry as it benefitted from patent
expiration wave in the US, strong growth from the emerging markets
and favourable foreign exchange scenario. During the year, Indian
pharma companies also managed to gain traction in their European
businesses despite the challenging environment. However, back
home in India, the growth momentum showed signs of moderation
owing to relatively weak seasonal demand, adverse impact of
inflationary pressures on disposable incomes coupled with
uncertainties surrounding the implementation of the new pricing
policy in the second half the financial year says India's leading credit
rating agency ICRA in its July2013 pharmaceutical industry update
report.

US Generics: Patent expirations will continue to underpin growth;
focus on complex generics and
attempts to diversify positive for
long-run

Despite the high-base of the
previous year, we believe that the
industry would continue to
experience strong growth in the
near-term however there would
some moderation in the growth
trajectory. Principally, the generic
opportunities in US will continue
to drive revenue growth for Indian
pharma companies. This would be
an outcome of a) the sizeable
generic opportunity (drugs with
brand value of USS 80 billion are
expected to face generic
competition) over the next 4-5
years, b) strong product pipeline of pending ANDAs with high
increasing proportion of complex generics and c) market share
improvement given the relatively small base (share of leading Indian
companies is less than 10% in the U.S. generics space). In addition,
acquisitions by Indian companies to add technical capabilities and
focus on strengthening branded business (albeit on a small scale) are
also likely to drive growth going forward as companies feel the need
to diversify.

Domestic Formulations: Growth momentum likely to improve as
pricing policy related concrns subside

While growth momentum in the domestic formulation industry
slowed down in 2012-13 owing to a confluence of reasons (discussed
above), we believe that the industry would revert to its long-term
growth trajectory in the medium-term as structural growth drivers
continue to remain impervious. The growth momentum has picked-

up over the past few months and with pricing policy related matters
behind us, we expect the industry to revert to a growth of 10-12% in
2013-14. The impact of new DPCO though expected to be limited,
could also get offset by volume expansion and efforts of industry
participants to take price hike in rest of the portfolio.

Europe: Growth opportunities marred by pricing pressure and
changing market dynamics

In Europe, the performance of Indian companies improved in 2012-
13 in comparison to the prior year led by primarily new product
launches which helped to offset the impact of pricing pressure.
However, given the pace of healthcare reforms and the way
competitive landscape is changing in Europe, we believe that the
performance of generic companies would remain contingent on new
product introductions. As many of the European markets are
gradually shifting character from being 'branded generic' to 'un-
branded generic' and from being
'physician-influenced' to 'pay or-
influenced', a relook at business
plans also appears to be a
common theme across
companies. Generics companies
are increasingly focusing on
expanding presence in relatively
underpenetrated markets (i.e.
France, Spain & Italy), branded
generic markets of East Europe
and niche areas like complex
generics, OTCs etc. In general,
Indian pharma companies
generate a relatively lower share
of revenues from Europe with
profitability also subdued
compared to other markets.

Emerging Markets: Offer promising growth opportunities but with
caveats

In addition US generics, emerging markets present one of the most
promising growth opportunities for Indian pharmaceutical
companies. As growth prospects normalize in developed markets,
companies are increasingly focusing on emerging markets through
portfolio expansion, alliances or JVs and acquisitions. Given the
distinct nature of some the markets being tapped, managing
regulatory hurdles (i.e. delays in receiving approvals in Brazil,
healthcare reforms in Russia) and execution however remains the
key. Indian companies though have an inherent advantage given
their experience with 'branded generics' in India. Amongst new
frontiers, evolving generic market in Japan (world's second largest
pharmaceutical market with only 23% generic penetration) and
biosimilars provide alternative growth prospects for Indian
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companies. While product filings and approvals will be gradual in
Japan, hurdles in biosimilars could be multi-fold, stemming from
higher R&D outlay for clinical trials and uncertainties related to
pathway for regulatory approvals.

Profitability indicators remained stable in 2012-13 but some
headwinds persist in the near-term

In 2012-13, operating profitability indicators of the pharma
companies remained fairly stable in comparison to the prior year led
by strong scale-up in the US generics business on back of high margin
FTF opportunities and favourable foreign exchange environment.
Steady growth momentum in some of the branded generic emerging
markets also aided to the earnings profiles. Overall, margin pressures
were limited to few companies and lack of new product introductions
in the US, higher expenditure on R&D, one-time charges related to
the implementation of GDUFA and increase in manpower costs were
the most common factors. We believe that the margins of Indian
pharma companies are currently sensitive to broadly four key factors
— a) the implementation of the new pricing policy in India, b)
relatively lower proportion of blockbuster generic opportunities in
the USin CY 2013 compared to CY 2011 and CY 2012, c) expectation

of increasing R&D spending and d) evolving regulatory reforms
across many of the emerging markets which may impact margins.
The sharp volatility in foreign exchange and the recent depreciation
of INR vis-a-vis USS will also have influencing role to play given the
dependence on international markets. That said, company specific
factors would however continue to impact earnings profile and
quality of product pipeline with higher share of limited competition
launches will be the single most differentiating factor. Earnings of
companies with debt profile skewed in favor of foreign exchange
borrowings would be exposed to MTM losses.

Investmentsin R&D and acquisitions expected to gain momentum
Over the years, Indian pharma companies have developed
capabilities to target complex segments like injectables, inhalers,
ophthalmics and even biosimilars. Given the increasing focus on
these segments, pharma companies have been investing a higher
proportion of their sales in R&D activities over the past few years and
have guided to spend even higher amounts as they continue to
broaden their product portfolio of complex compounds. We believe
that there three key drivers for higher R&D spending by Indian
companies—a) increased pace of product filings in US and Europe, b)
focus on complex generics, some of which require clinical trials to
demonstrate basic safety and efficacy and c) investments in
developing biosimilars for emerging markets and eventually for
developed markets. In addition, we expect in-organic investments to
also gain momentum in the medium-term as companies plan to
create stronger presence in emerging markets and build expertise in
select therapy areas. In particular, fast-growing branded generics
markets in South-East Asia, Latin America and even some of the
markets in East Europe will be of interest to Indian companies.
Besides, market-entry driven acquisitions, we also expect
investments to add technical capabilities in selected therapy areas or
delivery systems to also continue going forward in view of increasing
focus on complex generics. I3
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Central & West African regions
emerge as pharma focus regions

India still remains the largest source of pharmaceutical products to Nigeria

Central & West Africa is growing into one big focus region for the
global pharma industry. Comprising almost a third of the whole
continent, especially the West African region has a population of
approximately 250 million. Imports of finished products account for
over 60% of the African pharmaceutical industry. Just Nigeria's
pharma business is worth USD 2.5 billion serving 150 million
Nigerians. The pharmaceutical market in West Africa has been
growing 5% - 7% annually. With over 200 active manufacturers of
pharmaceuticals in West Africa, there are great opportunities for
investment and development.

It is that potential for the African continent to act as a hedge against
slowing long-term growth in established emerging markets that
appeal to pharma companies. Pharma companies are thinking hard
about what happens when those emerging markets start to slow
because they are not going to continue growing at the rate that
they're growing forever —and a place where pharma companies are
putting a lot of our attention is Africa
ingeneralandinthe Central and West
Africanregionin particular.

Most of the growth will be fuelled by
increasing economic wealth and
demand for treatments for chronic
diseases in a more urban, middle-
class population. Non-communicable
diseases — like heart disease, lung
disorders, diabetes and cancer — are
expected to account for 46% of all
deaths in sub-Saharan Africa by 2030,
up from 28% in 2008, according to the
World Bank.

Also news is coming in on how
western diseases' are driving a
pharma boom in these regions. No
wonder then drug makers are eyeing
central and West Africa's potential. Overall Africa's growing urban
middle class is attracting pharmaceutical firms and analysts say
pharmaceutical spending will rise to USD 30 billion by 2016 in the
African continent as the continent is expected to experience a rise in
demand for chronic disease treatments.

Major pharmaceutical companies are increasingly looking to harness
central and West Africa's growing pharma opportunities, lured by an
emerging middle class in the growing urban centers. Although the
total size of the region's market is still small compared to other global
regions, analysts say that the growing urbanisation hold the key to
unlocking the industry's lucrative potential. Increasing individual
wealth, coupled with a developing health system infrastructure and a
rising demand for drugs treating chronic diseases, are driving
demand for pharmaceuticals.

According to the World Health Organization (WHO), Africais home to
11% of the world's population, yet accounts for 24% of the global
disease burden. And as urban populations are becoming wealthier
they are going to suffer the kind of chronic diseases that western
individuals suffer. But while infectious illnesses such as HIV/AIDS and
tuberculosis still remain a major problem, the continent is also
expected to experience a surge in demand for treatment of non-
communicable diseases (NCD), such as cardiovascular and
respiratory disorders as well as cancer and diabetes, in the coming
years. The WHO estimates that by 2020 the biggest increasesin NCD
deaths will occurin Africa. A2011 report by the African Development
Bank said that Africa's middle class -- defined as people spending
between USD 2 and USD 20 a day at 2005 prices -- increased to 34%
of the continent's population in 2010 -- nearly 313 million people.
The continent's urban population is also projected to exceed that of
Chinaand India by 2050, according to U.N. figures.

Next to major market-leading
multinationals such as Sanofi and
GlaxoSmithKline, which traditionally
have had a strong presence in the
continent, a diverse mix of drug
manufacturers have made
significant inroads in recent years.
Indian and Chinese companies have
more than doubled their imports to
Africa over the last decade. India still
remains the largest source of
pharmaceutical products to Nigeria
with pharmaceutical exports to the
West African country standing at
USD 307 million a year by the end of
March 2012, having gone up by 35
per cent and 37 per cent annually
during the previous two years.

It's not surprising, then, that major cities of Central & West Africa are
expected to be at the forefront of the industry's growth. There is a
rapidly growing opportunity across Africa, not just in the markets
that are well established but growth is strong and the
macroeconomic indicators are that growth will continue to remain
strong over the next 10 years and probably beyond.

Yet companies keen to tap Central and West Africa's pharmaceutical
opportunity must overcome several challenges whilst operating in a
diverse and heterogeneous market, different languages, varied
regulations and unequal levels of infrastructure development. Amid
such challenges, the industry is also keeping an eye on the substantial
threat posed by counterfeit drug makers, who are also trying to
benefit from Africa's expanding demand for modern medicines. Still,

despite these challenges, insiders say the industry's future is bright.
Thereisaboom andit's going to get even stronger as the middle class
grows. Pharma companies have to be on the ground now to be able
to win in this segment. Nigeria is the one country that pharma
companies can't ignore. Within a decade Nigeria could be one of the
world's 20 largest economies. Its population of 160 million meansitis
already larger than Morocco in terms of market size.

Industry experts also point out that Central and West Africa isn't just
an opportunity for pharma. At its very heart it is a macro economic
opportunity. Next year, the African continent will have seven of the
10 fastest growing economies in the world. But as far as pharma is
concerned the pharma companies will have to look at rise of the
African middle class consumer, the ability to pay for more drugs, and
the willingness to spend money on healthcare. Indeed, 10 major
African cities are expected to represent between 20 and 30 % of the
total pharmaceutical market opportunity by 2016. Since 2000,
healthcare spending has grown at a 9.6 % pace (CAGR) across many
African countries.

As such Africais a vast continent of 53 countries. But different regions
are chalking out their own plans of actions. Central and West Africa
are seeing increase in public healthcare spending, countries are
moving towards national health insurance schemes and investing in
public healthcare and looking forward to introducing new healthcare
schemes. Growth is coming from the central and the western parts.
Africa is a long-term growth opportunity that will probably be going
strong when some of the current big 'pharmerging' markets will be
starting to moderate their growth levels. The only challenge that
companies have is deciding which of Africa's countries to investin.

Not only is the continent's economic growth grabbing attention in
boardrooms but the shifting nature of its disease burden is luring Big

Pharma, as new opportunities open up for treating chronic diseases
afflicting the middle classes, rather than just fire-fighting infection.
Global pharma companies hope to reap rewards by investing early in
a region where many of them already have historic commercial ties.
Recent violence in Mali and Algeria may have put Africa in the
headlines but Sanofi of France —the international drug company with
the biggest sales in Africa —is still pushing ahead with a third factory
in Algeria.

Over the past couple of years, Africa has become an extremely
interesting market and many pharma companies want to continue to
expand their commercial presence there. By 2016 pharmaceutical
spending on the continent is expected to reach USD 30 billion, driven
by a 10.6% annual growth rate that is second only to Asia and in line
with Latin America. Presently the spending stands at USD 18billion.
By 2020 the market will have more than doubled from current levels
to USD 45-billion with the emergence of large cities of well-off
middle classes that can increasingly afford to pay for western
medicines. The market presents this opportunity for drug makers,
spurred in part by robust economic growth and demographic
changes.

Although it is likely to remain a niche market, the promise of Africa is
that it will continue to grow in the next decade as Asia and Latin
America start to reach maturity. Secondly drug manufacturing does
not happen in a void. And the expertise needed, such as training, the
links between universities and industry, regulatory framework needs
to be established. The market is promising but hurdles need to be
cleared. The potential for continued revenue growth in Central &
West Africais very significant. The region may be still very challenging
and there are still all sorts of issues, but gradually Central and West
Africa is coming. The pharmaceutical business is growing and it will
grow. Itis the next bigthingin Africa. [1d3
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EDI progress ahead on Pharma Machinery
Manufacturing Cluster in Ahmedabad

Monthly Progress Report

May-2013

Name of Project : Pharma Machinery Manufacturing Cluster

Location :Ahmedabad

Association :Indian Pharma Machinery Manufacturers' Association (IPMMA)

The following activities have been completed / in progress:-

(1) Training has been given to BDS provider in following aspects of

(2) The BDS providers along with the CDE visited the following units
for the purpose of counselling:-

technology:

Electro-polishing process on stainless steel
Design of machineries with tolerances, open tolerance
Establishing Common Facility Centre (CFC)
Technology of electro less nickel plating

Seam welding, projection welding, stud welding

(3) Counselling was offered on:-

e  Backward forward linkages

e  Electropolishing on SS components

e  Tolerance Analysis

e  Establishing Common Facility Centre, GOG & GOl Scheme
e Businessopportunity for profitable business venture

e Welding Technology And Quality Improvement

(4) Thefollowingactivities and programmes of the project are on
progress:-

e Improvementin productivity and quality

e  Exportmarketing

o Backward / Forward Linkages

e  Businessdevelopmentservice and enterprise linkages

e Exposureto International and National Standards

e Domestic marketing

(5) In company program on Tolerance Analysis and its application
was conducted at N.K.P. Pharma Pvt. Ltd., Vatva GIDC on 03-05-
2013:-

EDI organised incompany program at N.K.P. Pharma Pvt. Ltd. on 03-
05-2013. A group of intrapreneurs/ professionals are participated in
the program. The company has requested for repetition of such
programs. EDI has given partial exposure of Indian Standards, IS-

2102 part-1: General tolerance for linear and angular dimensions
withoutindividual tolerance indications.

SR | NAME OF THE UNIT CONTECT PERSON | ADDRESS
NO.
1. | N.K.P. Pharma Pvt. Ltd. Mr. Darshanbhai Vatva, GIDC
2. | Prism Pharma Machinery Mr. Bharat bhai Vatva GIDC
3. | Ashish Engineering Mr. Ajay Joshi Vatva, GIDC Mr. Riken Shah, EDI, conducted in company programme at N.K.P.
4. | Laxmi Pharma Machinery Mr. Kiritbhai Kathwada, GIDC PharmaPvt. Ltd.
5. | Powerpac Engineering Mr. ManaharGajjar | Vatva, GIDC )1 Tol Analvsi dit licati

— - - n company program on Tolerance Analysis and its application
o e lngineeningle ons et I nebig Vatva, GIDC was conducted at Prism Pharma Machinery at Vatva GIDC on 30-
7. | Aryan Engineers Mr. SagarPatva Gota, Ahmedabad 05-2013
8. | Shree Shakti Krupa Boring Works | Mr. Jigneshbhai Vatva, GIDC As per the need of the cluster units, they want to do standardisation
9. | Proton Engineers Mr. Hiren Patel Kathwada, GIDC in their products and it is possible by following Indian Standards on
10. | Chitra Machineries Pvt. Ltd. Mr. Vasantbhai Kathwada, GIDC design of machineries. Therefore, EDI organised in company

program at Prism Pharma Machinery on 30-05-2013. This was the
first phase of the program, in which the participants have been
informed on the need of standardisation of the machines they are
manufacturing and the ways to follow the same.

A group of professionals participated in the program.

By
Sandip Gediya | Assistant Cluster Development Manager
EDIOFINDIA

Larger tha_p Iife_

Your most reliable pa

Sanitl Equipment & Machines Pt L. is well known as a piche player In the
speciulty Cleanmosom Products,

“Stringent Quulity Policy™ & hurdoore weam of professlonal iechnocrats hias made
Sanitt achieve what they have, [n mene five vears of span

Tosckay Sanitt boasts with full-Medped manufacturing Gcility in Mumbai, capable of
defivering of all your requirements In Specialty Cleanmoom Products of intérmational
stanlards. And hence making Sanitt vour most reliable panner in ¢leanroom
furmiures,

SANITT EQUIPMENT & MACHINES PVT. LTD.

ShedWs Aaj Bucket Factory Compound, Near Ghodbundar Village,
Ghodbunder Road, Post-Mira Road, Dist, Thane - 401104 Maharashtra, India
Telephone: 022-2845 7413/ 2845 7402

E-mail sanitt @ rediffmail com [ responsed sanitt. net
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Entrepreneurship Development Institute of India (EDI) is
implementing Cluster Development Project at Pharma Machinery
Manufacturing Cluster-Ahmedabad in association with IPMMA.
Three years Cluster Project is sponsored by Industries
Commissionerate, Government of Gujarat. As per the findings of the
Diagnostic Study conducted by EDI, implementation of the action
plan has been started since January 2013. EDI is doing R&D work,
incompany programs, counselling to units & inter-linkages amongst
the cluster stakeholders. During the Cluster Development Co-

ENTREPRENEURSHIP
DEVELOPMENT
INSTITTUTE OF INDLA

ordination Committee (CDCC) meeting held on 28-06-2013 at prism
Pharma Machinery, Vatva, EDI has presented the different activities
carried out in last six months. This includes completion of R&D for
development of Electropolishing on stainless steel components as
pertheinternational standard ASTM -B912.

Shri H D Shrimali, AddInInd Commissioner, Govt. of Gujarat chaired
the CDCC meeting. About 16 proactive members of the cluster

attended the meeting. EDI presented the list of machinery required
for the proposed CFC. These machines are inline with the diagnostic
study findings. Shri H D Shrimali gave the detailed information on the
CFC schemes of Gol and GoG. He guided to the members on step by
step roadmap for establishment of CFC. He answered the queries
raised by the members during the meeting and ensures to give full
support to establish a CFC. The entrepreneurs committed that they
will form an internal committee for commencing the activities of the
proposed CFC. EDI will facilitate for SPV (Special Purpose Vehicle)

INDIAN PHARMA MACHINERY
MANUFACTURES ASSOCIATION

formation and DPR (Detail Project Report) preparation as a part of
CFCestablishment.

Shri H D Shrimali, Additional Industries Commissioner, Govt of
Gujarat is guiding the entrepreneurs on CFC establishment in the
Pharma Machinery Manufacturing Cluster at Ahmedabad during
the CDCC meeting held on 28-06-2013 at Vatva, Ahmedabad.

% 1ISO 9000:2008 CERTIFIED
% US FDA TYPE III DMF CERTIFIED
® CLASS 100,000 CLEAN ROOM

Parekhplast

INDTA Private | imited

Product Range

“Dry Syrup Bottles "Caps & Closures * Effervescent Tablet

“Tablet Containers * Asthama Inhaler Tubes
*Nasal Spray Bottles *Dropper Bottles .
o
Parekhplast India Pvt. Ltd. 7
=
With over 3 manufacturing facilities across India and a vast range of products, Parekhplast has been in =
the plasties packaging industry for over 3 decades. A highly stringent quality policy and dedicated team -
ensure complete client satisfaction. g
5]
Q
Contact Us: p
101, Shivai Flaza, Marol Co-0Op Society, Andheri East, Mumbai - 4ooosg, INDIA =
=0T %
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Part-ll ( Continue from Apr - June 2013 issue
VDMA Documents ( f & J

Food Processing Machinery and Packaging Machinery 1N
Integration of intelligent components \J_J TECHNOFOUR ELECTRONICS PVT. LTD.

in packaging and processing The Leaders in Product Checking Systems
machinery in a GXP environment

e

£
)

Solution Providers
for Product Checking
Systems in

ﬁ <« Check Weigher
CW 600HSA

Example of data: rh !"’ : For On Line High Speed
= High Accuracy Dynamic Weighing

Confectionary
Biscuits / Snacks food / Sea food /

<VDMAXML_P> Spices / Pulp / Ketchup

<PUT v="SysEventMessage" s="cur">
<SysEvent>

<UserID>ADMIN</UserID>
<UserFullName>Hans Maier</UserFullName
<ComponentID>Panel1</ComponentID>
<MsglD>661</MsglD>
<MsgType>UserLogin</MsgType>

VDMA-guideline on integration of <ClientTime>4294967321</ClientTime>

intelligent components in <Text>

packaging and processing

machinery in a GxP environment

FmrlR A e, JemEny 16, Integration of intelligent components in packaging and processing
2013 - This guideline outlines the machinery in a GxP environment

requirements arising from 21 CFR
11 and structures the data

VDMA

Chemicals

Food Colors / Pesticides

Food Processing and / Agro Products

Packaging Machinery
FMCG

Soap / Detergent / Cosmetics

Pharmaceuticals
Tablet / Capsule Bulk Line

interchange to take account of <TextID>ID_LOGIN</TextID>
these requirements. <Lang>en</|-ang>. ) i
Furthermore it specifies the <Entry>User G. Miller logged in successfully</Entry> .
communication protocol </Text> e
) - </SysEvent> .
VDMAXML version 2.0 to facilitate </PUT> by e,
corrlmunlcatmn in a GxP </\VDMAXML P> 3 .
environment. Examples of the - r Pin Hole Detector
implementation of GxP-specific Pharma Metal \{f E"‘E\
. . ; . . . . . . .. T -
services are given in the appendix Integr:atlon .of mtelllgent_ components in packaging and processing Detector SS 30 % E
of the guideline. machinery in a GxP environment
The guideline published as VDMA For detection of metal contamination —4
Document Food Processing in Tablets and Capsules
Machinery and Packaging ) .
Machinery No. 9, revised edition BatchControl service T
i s
0B, 1S Clonl BRI G @7 In order to carry out a change of batch consistently for the whole machine it may be necessary to
charge from the VDMA control or interrogate connected devices in a defined sequence (e.g. counter counts). ! v
publications database at This purpose is served by three control variables which are to be operated by each connected
www.vdma.org/nuv. device producing batch-relevant data. Since the variables are related to devices, their global $ _
names start with the respective ComponentID. r ’ = .
Gravity Feed Revolving Check
Contact: Dr. Peter Golz, VDMA Agreed PVs Metal Detector Weigher CW 600R
Food Processing and Packaging Memory |Name (v) Data Meaning
Machinery class (s)
cmd ComponentID_BatchCmd Batch-related command to the TECHNOFOUR ELECTRONICS PVT. LTD.
component Gat No.3(PT), 5(PT), 243(PT), Kasurdi (Kheba),
cur ComponentID_BatchStatus Message back from the i s
VDMA P.O. Box 710864 60498 P = compo?\ent e T el Khed Shlvapur-.Saswad Road, Opp. Hpte! Yogiraj Resort,
Frankfurt am Main Germany the batch-relevant data Post : Khed Shivapur, Taluka : Bhor, District : Pune 412 205.
Ph: +49 69 66 03-1656, cur ComponentID_BatchCmdProgress | 0-100 Progress of execution of Maharashtra, India.
+49 69 66 03-2656 BatchCmd (in percent) Tel. : +91-2113-305200, 305245 / 46 Fax :+91-2113-305250
peter.golz@vdma.org Commands and status values have yet to be laid down. Typical commands are BatchEnd, Email : sales@tepl.co.in  Website : www.teplindia.com Conveyorised MetalDetector

BatchReset, BatchRestart.
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Integration of intelligent components in packaging and processing

machinery in a GxP environment

Appendix IV (informative)

Variable names

The following list is a compilation of the variables defined in this document

INDIAN PHARBA
MACHINERY MANSFACTURERS
ASSOCIATION (1FNA|

SYSTEMSPVT.LTD.
MFG : PHARMACEUTIGAL MACHINERIES

Pharmaceutical, Cosmetics, Personal Care, AP, Bulk Drugs, Chemicals, Mutraceutical Industry,
Anvay Pharma Systems Put. Ltd. today has complete infrastructure to produce equipment that are -
energy-efficient and reliable with high performance levels while being compliant, at the same time, to
cGMP (current Good Manufacturing Practice) and various regulatory requirements.

ﬁ nvay Pharma Systems Pwvt. Ltd, is one of the leading manufacturers of allied machinery for

' fl —

| AUTOMATIC TUBE FILLING MACHINE J

= t 1
FLUID BED DRYER

ﬂ)ﬁ-w H

- DCTAGONAL BLENDER t & ]

\__mummi. g " )

Variable Meaning Described
in Section ...

ComponentID_Start Server Variable for controlling the DataServer 6.6.2

ComponentID_StartScan Variable for interrogating the current setting 6.6.2
values

ComponentID_ServerStatus Variable for transmitting DataServer status 6.6.2
messages

ComponentlD_ServerMessage Message from a DataServer 6.6.2

LoginRequest Variable containing data required for registering | Appendix IlI
on the log-on server

LogoutRequest Variable for logging off on the log-on server Appendix Ill

PublicKey Variable for transmitting the public key in the RSA | Appendix IlI
1024 bit encryption system

ComponentID_UserPerm Variable containing the log-on result, the userID, | Appendix IlI
the user role and the remaining period of validity
of the password

ComponentID_UserName Variable for inquiring about the user currently Appendix Il
logged onto a component

SetFormat Variable containing statement of desired value for | Appendix Ill
format/formulation

CurrentFormat Variable containing data of the format or Appendix IlI
formulation currently set

Save Format Variable for storing the current process values as | Appendix IlI
format

Formats Variable for reading out all known formats Appendix IlI

ComponentID_SetSubFormat Variable containing statement of desired value for | Appendix Ill
format/formulation on the component

ComponentlD_CurrentSubFormat Variable containing data of the format or Appendix llI
formulation currently set

ComponentlD_SaveSubFormat Variable for storing the current process values of | Appendix IlI
a component as format

Component!/D_SubFormats Variable for reading out all known formats of a Appendix IlI
component

ChangePasswordRequest Variable containing data needed for a password | Appendix IlI
change

ComponentlD_ChangePasswordStatus Variable containing data needed for presenting Appendix IlI
the result of a password change request

AuditTrailMessage Variable containing a message to the audit trail Appendix IlI
server

AuditTrailCmd Command to the AuditTrail server Appendix lll

ComponentID_AuditTrailAck Acknowledge variable for confirming receipt of an | Appendix IlI
AuditTrail message

SysEventMessage Variable with content of a message to the event | Appendix Ill
logger

SysEventCmd Command to the event logger Appendix Ill

ComponentlD BatchCmd Batch-related command to the component Appendix Il

ComponentlD_BatchStatus Return message from the component about the Appendix IlI
status of batch-relevant data

ComponentlD_BatchCmdProgress Progress of processing ComponentID_BatchCmd | Appendix IlI

in %

Notes:

The name element ,ComponentID_*

is the uniquely configured name of a component.

Pﬂliiﬁvatlﬂ“ Anvay Pharma Systems Pvt. Ltd.
29, Bldg No.01, Ext-ll, Rajprabha Udyog Magar, Golani Naka, Waliv Road,
Vasai (East), Dist: Thane-401208 (Mumbai) India
@ Tel : +91-250-6055551 — 53 e Mob : +91 9225066752 / 9225066753
Email : pharma_systems@yahoo.com & Web: www.pharmasystems.in

PRO&PACK EXPO N

Mumbai INDIA
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Integration of intelligent components in packaging and processing
machinery in a GxP environment

Appendix V (informative)
Notes on the implementation of a broker architecture

In the VDMAXML _P concept, the broker is not only the central switching point for messages, but it
also implements functions without which the overall concept would be difficult to understand.

The broker communicates simultaneously with two types of components: clients (e.g. visualization)
and DataServers (e.g. an SPS or a connected device). These two types differ in the nature of their
responsibilities and the types of messages allowed. The broker presents itself to the clients as a
(TCP) server and to the DataServers as a (TCP) client. In the VDMAXML_P concept, there are
some rules which contribute to determining the behavior of the broker:

- All communication relates to process variables (PV).

- Aclientis responsible for establishing and malntalnlng its network connections.

- Messages have no explicitly nominated recipient.’

- All process variables are configured and known to the broker.®

- No dynamic change in the properties of a PV in a DataServer is planned.

- Housekeeping of variables in a server is designed and fixed.”

Communication with clients:

The broker accepts connection requests from clients to a ServerPort and processes these
requests.

The broker optionally requires authentication from the client. (21 CFR 11)

The broker accepts PUT, GET, SUBS and UNSUBS messages from the clients.

PUT, GET and SUBS messages are passed on to the DataServers in question but not to clients.
An UNSUBS message is sent to a DataServer only when there are no more subscribers for the
variable addressed.

If a client connection is interrupted, its subscriptions are canceled internally.

Each PUT, GET and SUBS message for a variable which is elther unknown or whose source is not
available at the time, is replied to by an "invalidate" message.’

The process-global names of the variables are converted to internal item names when they are
passed on to the servers.

Communication with servers:

The broker automatically establishes connections to all DataServers known in the system.

From servers, the broker accepts only STATE messages. These are passed on to all subscribers
to the variable in question.

In PUT, GET and SUBS messages from clients, the DataServers are addressed in accordance with
the RWU attribute of the PV description for the server in question.

When communication with a server fails:

- the broker generates an "invalidate" message for each process variable which the lost server
would have to have dealt with (subscriptions only);

- the broker makes regular attempts to reestablish communication with the server; and

- it makes an entry in a log file (limited number).

After the connection is reestablished, all pending subscriptions for the DataServer are renewed.
During the outage further subscriptions for the PVs in question are accepted. They are, however,
met with an initial "invalidate" message.

~ v v v

a) ﬂ/‘\4 / ~ N ~ ~ ~
L.eaders 1n LCrocessi t;J lacnineries .....

The Name of Quality & Services

Vessel

:

Unit: 1, 2 & 14, Modern Industrial Estate, Opp. IPOL, Waliv Phata, VASAI (East) Dist.: Thane - 401208 INDIA.

TEL. : 0250 - 3293636 / 2454015 / +91 98206 47075 / +91 93204 47075 / +91 96994 74998
Email: brilliantpharma@rediffmail.com, sales@brilliantpharma.com  WEB: www.brilliantpharma.com
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® Clients receive a message when they have subscribed to the addressed variable; servers receive it when the variable is
configured in their variable housekeeping. A sender cannot determine to whom the message is to go.
® This applies to memory classes "cur®, "fmt“ and "mem?®. Other memory classes are served by fixed servers (log-on) or
conflgured servers.

” This applies to memory classes "cur®, "fmt*“ and "mem?*. Other memory classes are served by fixed servers (log-on) or
configured servers.
® The sequence has yet to be defined. The feature can be implemented in a protocol-compatible way. Implementation could
foIIow the next version of the protocol.

Agreed error codes could be delivered back here.
"% Each PV must be configured for each DataServer. The minimum necessary are details about the server-internal variable
name (item) and the read/write utility (RWU attribute). If a PV is configured for more than one server, only one server may
supply the variable (source, readable). It emerges from the protocol that only PUT messages are sent to more than one
server; accordingly, "cross-connections" between two servers cannot arise since servers may not send PUT messages. The
configuration files should be standardized so that simple interchange is possible.

Integration of intelligent components in packaging and processing
machinery in a GxP environment

The device-internal item names of the variables are converted to the process-global names when
they are passed on to the clients.

Routing

The standard routing for the memory classes "cur®, "fmt* and "mem* is derived from the
configuration data of the DataServers.

PVs of memory class "cmd® are passed on to the servers only once. They are not stored. 2

PVs of memory class "login“ are passed on only to the configured log-on server.

For all other memory classes a DataServer is explicitly configured. All messages of these classes
are then dealt with by only these servers.’

Configuration data:
The broker requires the following configuration data:
e its own ServerPort for client inquiries
e the names and IP:Port addresses of all DataServers

e avariable descrlptlon file for each DataServer specifying name-item relationships and
write/read utility™
the names and IP:Port addresses of all DataServers for certain memory classes.

I’II&RMA

An official Publication of Indian Pharma Machinery Manufacturers’ Association (IPMMA)
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Pharmingredients+ to offer a new
response to pharmaceutical

industry trends

From 25 to 28 November 2013, Pavilion 75 of Moscow's VVC
exhibition centre will host Pharmtech 2013, the 15th anniversary
international exhibition of technologies for the pharmaceutical
industry.

Pharmtech is the only exhibition in Russia and the CIS to present the
full pharmaceutical production process - from developing
ingredients, quality control of raw materials, production equipment
for medicines and packaging technologies to storage and
transportation of medicines and staff recruitment. Pharmtech's high
standards are confirmed by the leading industry players from Russia
and further afield that have exhibited at the event since its launch.
315 companies from 29 countries exhibited at Pharmtech 2012,
taking up exhibition space of over 5,900 sqm. Producers and
suppliers of pharmaceutical equipment, ingredients and packaging
all regularly exhibit at the event, along with designers and builders of
turnkey pharmaceutical production facilities.

This year will see the launch of a new exhibition of raw materials and
ingredients for pharmaceutical production — Pharmingredients+.
Exhibitors will include Russian and international producers and
suppliers of pharmaceutical substances, materials, ingredients and
auxiliaries, as well as development, analysis and registration
companies. Specialists in medicine, bio-active supplements and
veterinary drugs will have an opportunity to network and discuss
future partnership.

This new section is a response to the development trends of the
pharmaceutical market today, reflecting the growing role of high-
quality active pharmaceutical and functional ingredients in modern
medicine production. If GMP standards are to be introduced
successfully, high standards for the raw materials used in production
must be introduced as a priority. The Pharmingredients+ business
programme features presentations from leading industry experts
dedicated to the latest developments in the active pharmaceutical
and functional ingredients market. All these presentations will take
placein justone day—26 November, Pharmingredients+ Day.

According to professionals of the industry, Pharmtech reflects the
processes taking place in the pharmaceutical sectors of Russia and
the CIS. Pharmtech offers the ability to react quickly to changesin the
industry, its problems and the new challenges faced by
pharmaceutical market participants. This makes the event an

essential platform for communication, finding new partners and
sourcing clients.

Business programme

An important part of the exhibition is its extensive business
programme. The Pharmtechprom Forum takes place within
Pharmtech every year, bringing together Russian and CIS
pharmaceutical companies, leading European producers of raw
materials, packaging and equipment, and industry experts and
analysts. The Pharmtechprom Forum is a main event for discussing
the pharmaceutical industry's currentissues.

There will be an accent on new technologies on the second day of the
Pharmtechprom Forum, 27 November, with presentations of
modern technologies and equipment for production of tablets,
capsules, and other medicine forms; innovative solutions for primary
and secondary packaging; integrated medicine production systems
that meet GMP standards; and quality control and production
management systems. Delegates will be able to find out more about
the leading materials, equipment and services companies from
Germany, Italy, France and other countries, as well as expanding their
knowledge of advanced medicine production and packaging
methods.

Successfully launched in 2012, the Pharmtech Tutor project will
return this year. 23 students from higher education institutions
specialising in pharmaceuticals will undergo mini-work placements
with some of the leading international companies exhibiting at
Pharmtech. Students will gain practical experience of working with
the equipment, technology and production of their host companies.
Pharmtech and Pharmingredients+ are supported by the Association
of Russian Pharmaceutical Manufacturers. The General Partner of
the exhibition is Drug Development & Registration magazine.

Pharmtech and Pharmingredients+are organised by ITE Group.

-~ pharmtech -
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25 -28.11.2013

Pav. 75, VVC, Moscow, Russici

Get e-ticket

PharmlIngredients.ru
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fogether with pharmtech

15th International Exhibition

Technologies for the
Pharmaceutical Industry

A new exhibition
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Raw materials and ingredients
for pharmaceutical production

Infernational Media Partner:
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Supported by:

PHARMA ceutical
EXPO2013

EXHIBITION ON PHARMACEUTICAL INDUSTRY

December 20-22, 2013 Amity University, Noida, Delhi NCR

CONCURRENT WITH

Grd e

PHARMACEUTICAL
CONGRESS - 2013 Phormeci

DISPLAY PROFILE

0 Plant & Machinery for Pharma
Production

o0 Packaging Material & Machinery

o0 Lab Equipments, Instruments, Lab
wares

0 Bulk Drugs, Intermediates &
Formulations

o Excipients & Additives

0 R&D, Quality Control, etc.
0 Environment & Pollution Control
0 Technical Publications

0 Trade Associations/Promotion
Bodies

0 Safety Equipments
o Software for Pharma Industry &

e
s{-/k%%
*cnewo ©

Management

NOIDA, DELHI NCR - AN IDEAL LOCATION

North Indian Pharma Industry is growing at 13-14 percent annually. With all major

Pharma Companies & 5,500 small scale manufacturing units present in eight States
of Northern India, mostly in Himachal Pradesh, Uttrakhand, Haryana, J&K and
Delhi makes Noida, Delhi NCR as the centralized location to organize
PHARMACceutical EXPO 2013.

FOR PARTICIPATION, CONTACT:

Mr. Kamal Bhardwaj
Deputy Director
Mob: +91 989939293

E-mail: kamal.bhardwaj@ficci.com

Mr. Varun Shekhar Mittal
Research Associate

0 Mob: +91 7428118390

E-mail: varun.mittal@ficci.com

_For more
information

logon to ‘

www.pharmaexpo.in
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Indore to host the 2nd Edition of Central
India's largest PharmaTech Expo 2013

from October 6" -8"

PharmaTechnologylndex.com Pvt. Ltd, a KNS group of company &
Indian Drug Manufacturers' Association (IDMA) is delighted to invite
you to attend Central India's Largest Pharmaceutical Exhibition,
Pharma Tech Expo 2013 from 6th to 8th October at the newly built
state of the art Brilliant Convention Centre, centrally Air Conditioned
with all modern amenities in Indore, Madhya Pradesh. The previous
event PharmaTech Expo 2011 which was held at Indore has
showcased the Cutting Edge Technologies in industrial expo in
Pharmaceutical industry and has gained so much of interest from
pharmaceutical companies and manufacturers all over the India in
the Pharmaceutical R&D sector. Now, it is the time for the 2nd edition
of PharmaTech Expo 2013 to share about exhibiting the Recent
Technologies in Pharmaceutics which will be held at Indore. Last
PharmaTech Expo in 2011, bagged visitors from various spheres of
industries like CEOs, Purchase officers, Researchers, Academicians,
production and R&D professionals of various pharmaceutical
organizations. Indore being the hub of large and medium scale
Pharmaceutical companies like Ranbaxy, IPCA, Plethico, Piramal,
PDPL, Syncom, Lupin, Advance Enzyme, etc. Mylan and Teva are now
coming up with their new projects at Indore in a very big way. It will
be a great opportunity for Machinery and Equipment suppliers to
showcase their products at such alevel to these industries.

Indore market scenario for PharmaTech Expo:

Indore, the industrial capital of Madhya Pradesh, represents Central
India in the most interesting way. Also known as Ahilya Nagari, this
city has a lot to offer in every domain - be it historical, cultural,
culinary or commercial. It therefore qualifies as a dynamic
destination which adds a holistic dimension to any event. Indore is
the Industrial capital of Madhya Pradesh, with a long and chequered
history. There are plenty of industries dotted over the city. There are
IT companies and many modern pharmaceutical companies. It is
centrally located in the country, so that most places in central,
western and northern India are within reasonable reach. It is called
the “MINI MUMBAI” of India. It is surrounded by Ujjain, Dewas,
Dhar, Pithampur, Bhopal which are also having their own industrial
areas. The City is becoming the hub of pharma industry with the
achievement of being one of the largest producers of
pharmaceuticals in Asia. At present about 250 pharmaceutical units
in and around Indore are involved in manufacturing of Allopathic,
Homeopathic & Ayurvedic formulations. Parenteral Drugs (India) Ltd.
has a new pharmaceutical project in Indore. An “Herbal Park” near
Betmais also proposed for infrastructure development for Ayurvedic
medicines manufacturing units. Two multinational Pharma
companies Mylan and Teva have got the land in city and both have
started to explore the market of Indore. Connectivity of Indore to
other states and wholesale markets is a major advantage for the
development of pharmaceutical units .As the city caters the need of
almost all the categories of market segments throughout the state, It
is becoming the business capital of the state. All these make Indore
one of the prime industrial locations for pharmaceutical Industries.

Event Highlights:
Aninternational Exhibition on Technologies & Trade.
Expected 5,000 Trade Professionals / Decision Makers.

More than 150industry majors will exhibit their products /
Technologies / Services.

Most affordable participation tariff ensures control on
unexpected expenses.

Most affordable exhibition related services / utilities.

An equal opportunity to all the participants to exhibit their
products/ services to the Indian and global Pharmaceutical and
allied industries.

A must attend event to share the knowledge, discuss the
updatesand evolve the new ideas towards the advancementsin
the Pharmaceutical and allied industries.

Will cover an Exhibition space of 75000 sq. ft.

Why PharmaTech Expo:
Ideal platform to showcase new products and advanced
technology before buyers, dealers and suppliers.
Gather new qualified information about emerging market
trends, technological innovations, new scientific
developments, updates on regulations in pharmaceutical and
allied industries
Point of contactto meetclients & prospective customersatone place.
Getto know about current and upcoming market needs
Strengthen cooperation through network with customers
Onetooneinterface
Discovering new business opportunities

Exhibitor profile:

Processing Plant and machinery, Packaging materials and machinery,
Lab equipments, instruments and lab wares, Water treatment, waste
water treatment and waste management, Biotechnology research
organization and clinical research organizations, Bulk drugs,
intermediates, and formulations, Excipients and additives, R&D,
quality control laboratories, Healthcare products -Ayurvedic and
neutraceutical manufacturers, Cosmetic and personal care, IPR
standards and patent formulations, Environment and pollution
control bodies, Trade associations, trade promotion bodies, Safety
equipments, Software & data management for Pharma industry and
management

Visitor's Profile:

CEOs, Engineers, Technocrats, Pharmacists and scientists, R&D
professionals, Academicians, Teachers and students

Equipment suppliers and distributors, Policy makers and decision
makers, foreign commercial corporations, Regulatory officers,
Purchase officers of pharmaceutical companies, Trade delegates of
various countries, Students of pharmacy colleges

Seminar: A seminar on interesting and important topics will be
organized by IDMA

For quick access of information on PharmaTech Expo 2013, Please
visit our website: www.pharmatechexpo.com /www.idma-
assn.org

For furtherinquiries please write in to
events@pharmatechnologyindex.com / ppr@idmaindia.com

Central India’s Largest
Pharma Expo is Back

:: EXHIBITORS PROFILE ::

Processing Plant & Machinery
Lab Equipment, Instruments, Lab Wares

Packing Materials & Machinery
Bulk Drugs, Intermediates, Formulators

Water Treatment, East Management

™ N
PharmaTech
INDORE

6 - 8 October, 2013

Brilliant Convention Centre, Indore

Biotechnology & CROs.

R&D, Quality Control etc.
Healthcare Products

Clinical Research & Development
Environment & Pollution Control
Ayurveda, Herbal & Nutraceutical

L i - - ; 3= Cosmetic & Personal Care

bk

b
I--- i

* CEOs, Engineers, & Technocrats * Pharmacists & Scientists * R&D Professionals * Academicians, Teachers & Students
VISITOR PROFILE « Equipment Suppliers & Distributors * Policy Makers & Decision Makers * Foreign Commercial Corporations

* Regulatory Officers * Purchase Officers of Pharmaceutical Companies * Trade Delegates of Various Countries 2
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PharmaTechnologylndex.com Pvt. Ltd. Contact Person : Aarjav Shah IVl : 098796 16665 / 091736 60040 <§(
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E-mail : events@pharmatechnologyindex.com Website : www.PharmaTechExpo.com <

Indian Drug Manufacturers’ Association : Contact Person : Prachi Rane M : 098676 34383 &
E-mail : ppr@idmaindia.com Website : www.idma-assn.org
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Fifth India Lab Expo at Hyderabad
from 21" to 23" November

“As India's largest laboratory event,
India Lab Expo provides the ideal
platform to laboratory professionals
from around the world to showcase
their products & services. After the
first year of participation, Optec
Instrumentation wants to exhibited,
but we have already marked our
calendar for next year's event."

Mr. Puneet Jain, Managing Director -
OptecInstruments

"Remi has been a part of the India Lab
Expo for the past 4 years. We keep
coming back because of the one-stop
platform the show provides us to
meet interested buyers, as well as
network with customers and partners
across the India's Laboratory Industry.
We take this opportunity to showcase
our state-of-the-art technology and
demonstrate the value that our
solutions offer to expertsin the field."
Mr. Sunil Saraf, M.D. - Remi
Electrotechnik Ltd.

"It has been a very busy India Lab Expo
for us this year; the China pavilion has
seen huge interest and all Chinese
exhibitors made some solid industry
leads and orders. We were thinking of
moving to a bigger pavilion next year
and expecting more Chinese
companies will participate."

Mr. Archer Sai, Group Leader, China
Pavilion

"India Lab Expo 2012 was amazing to
visit, interesting and useful to the
visitor. There are no negative
comments because everything was
organized superbly. | am really glad to
see such a huge event in Hyderabad
where demand of laboratory
instruments is highest among all the
major cities in India. | also wish to see
this exhibition again in 2013 in
Hyderabad."

Dr. Ahmad Kamal, Director of Indian
Institute of Chemical Technology
(ner)

INDIA LAB EXPO is the biggest exhibition in South East Asia for Laboratory, Analytical,
Biotechnology, Life Science, Material Testing, and Laboratory Consumable Products &
Instruments. The purpose of this exhibition and conference is to bring suppliers and buyers of
focal industries and institutions face-to-face for three days. In this pursuit we facilitate
manufacturers and distributors from all over the world to showcase their latest products and
technology to buyers and users on a common platform in India. The exhibition provides an
opportunity to the participants to connect with global leaders, learn about cutting edge
technology, hear about vital research and appreciate the changes the industry is going to witness
inthe nearfuture.

India lab Expo has become the biggest platform within a short span of time and continuously
growing at the rate of 25% annually in terms of number of exhibitors and visitors. The purpose of
shifting the exhibition from New Delhi to Hyderabad was mooted to provide better access to life
science, pharmaceutical and biotechnology industries, research institutions and educational
sector which has witnessed 19 percent growth in 2013 and is clustered and concentrated in the
state of Andhra Pradesh and other nearby states. We have also launched Pharma Mac Pac Expo —
A focused Exhibition on Pharmaceutical & Packaging Machineries concurrently with India Lab
Expo 2013 atsamevenue.

The show will be all about laboratory equipments when the Fifth India Lab Expo 2013 will be
hosted at the Hitex Exhibition Centre, Hyderabad, India from 21-23 November, 2013. The focus of
show is on the latest trends and technology in the area of laboratory and analytical
instrumentation, Chromatography & Spectroscopy, Biotechnology and Life Sciences, Process
Control & Reactors, Medical & Clinical Diagnostics, Clean Room & Sterilization, Quality Control &
Environmental, Educational Labs, Measurement & Testing, Liquid Handling & Filtration,
Laboratory Consumables & Allied Products, Laboratory Furniture & Construction. It will offer the
exhibiting companies to not only present their innovations, products and services but to meet
with the key decision makers and find leads and confirmed orders. Attendees will have a unique
opportunity to not only have the entire spectrum of the laboratory industry in one place, at one
time, providing them total solutions but an ideal platform to learn industry insights, connect with
peersand grow professionally.

Hyderabad as the hosting city for the 5th India Lab Expo provides many obvious advantages. It is
the Bio-Pharmaceutical Hub and Pharmaceutical capital of India producing 1/3rd of India's total
bulk drugs. It also ranks 2nd in producing value added food & beverages, has very good premier
technical and research institutions alongwith a large number of hospitals and diagnostic labs.
Hyderabad has also got a vibrant ecosystem for chemical, life science and pharmaceutical industry
consisting of large number of companies, institutions, support agencies and services along with a
very strong community of professionals serving these industries. This generates regular sourcing
of laboratory, analytical & biotechnology equipment and consumables by these labs and creation
and dissemination of knowledge and skills specific to the industry.

Companies participating in earlier India Lab Expo are satisfied with the business value that they
have received and are excited to participate in the 5th edition of the show. Besides providing the
ideal platform to showcase their products and services, the value addition the participating
companies get is new business leads and deals, strengthening relationship with key decision
makers in buying organisations and networking with professional peers and officials of
government and regulatory agencies. We wish to continue to be important factor and significant
partner in the success of our exhibitors. This year, more than 50 foreign companies are
participating directly and more than 400 foreign principals are participating through their channel
partners in India. The foreign companies which are participating are from Germany, USA, UK,
Hungary, Switzerland, Italy, Canada, China, South Korea, Russia, Taiwan, Sweden, the

Netherlands, etc. We expect 300+ exhibitors and 10,000+ visitors representing diverse industries to participate in 5th India Lab Expo, 2013.
The exhibiting space is getting sold out very fast and only few locations are left out to be grabbed.

Also we are committed to remain the leader in the laboratory exhibition in India and provide the best value to our partners and patrons by
providing opportunities to grow their business within the country and beyond. We believe we will continue to make a difference to your

business.

INDIALABEXPO
2013

5th International Exhibition & Conference on Laboratory,
Analytical, Biotechnology Instruments & Technology

Laboratory Technology
Biotechnology & Life Science
Drug Discovery & Development
Food & Beverage

Chemical Engineering
Agriculture & Research

Oil & Petroleum

Environmental & Pollution
Medical & Clinical Diagnostic
Testing & Measuring

Process Control

Concurrent Event Title Sponsor

harmas:
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www.pharmamacpac.com

(ILLXE)

SEMINAR

13

(¥, } indiamart

Source > Supply > Grow

XPO 2!

Media Partner

s JPHARMA

A\
(f

2

21 - 23 November, 2013
Hitex Exhibition Centre, Hyderabad (India)
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FIPB clears sixinvestment proposals in pharma sector worth Rs. 855 cr

The Foreign Investment Promotion Board (FIPB) of India cleared six investment proposals in the pharmaceutical sector worth Rs855 crore in
the month of July 2013. Earlier in the same month, FIPB had cleared seven proposals related to the sector even as the industry department and
local drug makers are demanding clarity on India's foreign direct investment (FDI) policy.

The department of industrial policy and promotion (DIPP) had raised concerns over a spate of acquisitions of local pharma companies by
multinationals since few investments were being made in creation of production facilities in India. The proposals approved at the meeting
include that of Smith & Nephew Pte Ltd, Globion India Pvt. Ltd, Calyx Chemicals and Pharmaceuticals Ltd, Fresenius Kabi (Singapore) Pte Ltd,
Lotus Surgical Specialities Pvt. Ltd and Celon Laboratories Ltd.

Ministries, including health, finance and commerce are deciding on conditions to be imposed on foreign direct investments in the
pharmaceutical sector. There is ample evidence to suggest that acquisitions and mergers lead to changes in patterns of productions, even
discontinuing certain drugs and vaccines needed in India market analysts said. But the bigger concern for our markets would be pricing of the
drugs.

India permits 100% foreign investment in the pharmaceutical sector through the automatic approval route for new projects but foreign
investment in existing drug makers are allowed only after FIPB's approval. The DIPP had earlier decided that any multinational firm buying a
stake higher than 49% in an Indian pharma company will maintain the same level of investment in research activities and production of
essential medicines for five years and is now seeking more riders to be included in the policy fearing adverse impact on the domesticindustry.

Pharma packaging units to gain as drugmakers gear up to curb counterfeits

As pharmaceutical companies are keen to take steps to fight counterfeiting, pharma packaging machinery units are expecting a surge in
demand as well as higher margins. The National Pharmaceutical Pricing Authority (NPPA) is also mulling whether to allow pharma companies
to raise their margins in packaging cost of medicines, which could further boost the packaging industry. Currently, the pharmaceutical
packaging sector in India is characterised primarily by blister packaging machinery, small scale blister packaging machinery, de-blistering
machines and leak testing machinery. The dedicated production capacities of large players in the packaging sector contribute to nearly 50 per
cent of the entire market, while the rest of the packaging is outsourced. Pharma companies are now keen to invest more in packaging
technology to fight counterfeit drugs, says Sanjay Gandhi, promoter of Krishna Foils, a Naroda-based packaging unit. "This would mean more
margin for packaging units as well," he adds. Gujarat-based pharma packaging units and packaging machinery units have been clocking a 15-18
per cent compounded annual growth rate. Ishika Industries, an Ahmedabad-based packaging unit claimed that orders had grown by 12 times
inthe last five to eight years.

Many packaging units in the state are also supplying material to the hilly states like Himachal Pradesh and Sikkim as several Gujarat-based
pharma units have set up production plants in these hilly states to take advantage of the tax incentives. Krishna Foils too claims that there is
huge demand from pharma units in Baddi (Himachal Pradesh), Hyderabad, Maharashtra apart from southern states like Chennai. Interestingly,
packaging and conversion cost account for nearly one-third of the price that consumers have to pay for a medicine. "If the NPPA allows more
margin to the drugmakers in packaging cost, it would definitely boost the packaging industry at large," said a senior official of the Gujarat State
Plastic Manufacturers Association (GSPMA). For that matter, GSPMA points out that while the overall plastic packaging industry in the state
has grown by 10-12 per cent last fiscal, the pharma packaging space has managed to do better, clock a 15-18 per cent growth. At the same time,
arecent Plastindia report outlines that currently the share of pharma packaging in the Rs 1,25,000 crore polymer processing industry is around
7 per cent, and therefore, there is huge potential for growth. At present, there would be around 250 pharma packaging units in Gujarat clocking
aturnover of close to Rs 1,000 crore, according to a senior official at the GSPMA.

Obituary

Cadmach Machinery's Mr. Anil Shukla is no more

Mr. Anil Shukla, Head - Marketing (Domestic) Cadmach Machinery Co Pvt. Ltd. passed away on May 23, 2013
after briefillness. Since the past 25 years, Mr. Shukla served in different capacities in various organisations in the
pharma machinery segment. Mr. Shukla had a deep understanding of the industry and had developed excellent
and cordial relations across the pharmaindustry in general and the pharma machinery industry in particular.

Mr. Shukla was associated with Cadmach Machinery Co. Pvt. Ltd since the past seven years.

In his passing away, the Indian pharma machinery industry has lost one of the most respected and efficient pharma professional. His
passing away has created a void which would be difficult to fill in.

We pray to Almighty Lord for ever lasting peace for the departed soul. We also pray to the Lord Almighty to give the strength and the
moral courage to his family and his near and dear ones to bear this loss.

Early assessment of event shows satisfactory results

Pharmintech grows both in
visitors and quality

Pharmintech
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Bologna,taly, April 17-19, 20013

Nigeria Pharma Manufacturers Expo 2013 (NPME 2013), an international exhibition on pharmaceutical industry is happening for the second time
during October 17 to 19, 2013 at Blue Roof TV Complex, lkeja, Lagos, Nigeria. NPME 2013 is the largest most international complete pharma
manufacturing exhibition of the Central & West Africa attracts more than 110 exhibiting companies and nearly 3,500 pharma trade professionals
across the region, whichincludes Ghana, Mali, Chad, Cameroon, EQ Guinea, Central African Republic, Niger, Burkina, Benin, etc.

NPME 2013 is being jointly organized by the Pharmaceutical Manufacturers Group of Manufacturers Association of Nigeria (PMG-MAN) and GPE
Expo Pvt. Ltd. and Endorsed by Federal Ministry of Health (Nigeria), National Agency for Food & Drug Administration & Control (NAFDAC - Nigeria),
West African Pharmaceutical Manufacturers Association, Economic Community of West African States (ECOWAS), Pharmaceutical Society of
Nigeria, and Supported by the Pharmaceutical Export Promotion Council (PHARMEXCIL - India) and Indian Pharma Machinery Manufacturers'
Association (IPMMA). An Official Media is PHARMA Pro&Pack magazine and Official Website of NPME 2013 is www.NigeriaPharmaExpo.com.

The NPME 2013 will be held at Blue Roof TV Complex, Ikeja, Lagos, Nigeria — the most suitable venue for such important international business
gathering and eventuallyitis located in the primeindustrial corridor of Lagos.

Nigeria is one of the most One of the most promising and rapidly growing pharmaceutical market in West Africa with more than 120 pharma
formulation manufacturing facilities. The Nigerian pharma industry is growing at 12 percent annually. The estimated market size would be USD
million 717 (2011) (USD 740 million in 2009). 60 percent of drug manufacturing in the ECOWAS (Economic Community of West African States) sub-
region takes place in Nigeria, underlining the huge sub regional market.

The three-day long international exhibition, NPME 2013 will be an excellent opportunity to meet one to one ensures focused promotions and
meaningful interaction for business. The Show will be catalyst to develop new business opportunities, technology and trade sources, new tie up and
technology transfer. Moreover, during this three-day Show, OEM will have great opening to meet the existing Vendors and identify the new one, too.

NPME 2013, aninternational exhibition will provide an unique platform to showcase Pharma Processing & Packaging Machineries and Materials, AP|
& Bulk Actives, Analytical Lab Instruments & Supplies, Environment Control Systems, Utilities Products & Services, Water Management, Research,
Consultants, Turnkey Contractors, Formulations & Contract Manufacturing, Trade Association & Promotion Organizations, Trade Associations, etc.

The leading companies from Nigeria, India, and China will be exhibiting their latest products / services and pharma manufacturing technologies at
NPME 2013, Lagos exhibition. Some of the exhibiting companies are; Pradipkumar Pharma Pvt. Ltd., S S Packaging Industries Pvt. Ltd., Airtel Nigeria
Ltd., Rapid-Pack Engineering, Skye Bank Nigeria Plc, Worldwide Technologies Ltd., NPM Machinery Pvt. Ltd., PrompTech Pharma Industries,
Karnavati Engineering Ltd., Affy Group Of Companies, Contec Airflow (E) Pvt. Ltd., Lovisa Speciality Products Ltd., Sinochem Ningbo Ltd., MD Logistics,
Ambica Pharma Machines Pvt. Ltd.,, GMP Technical Solutions Pvt. Ltd., Anchor Mark Pvt. Ltd., Rotofil Industries, Pacific Tools Pvt. Ltd., CMC
Machinery (Cadmach), Bectochem Consultants & Engineers Pvt. Ltd., ACG Worldwide, Adept Engineers, Chinese Chamber, Syncom Formulations (1)
Ltd., Jawa International Ltd., Neimeth International Pharma Plc, Sam Pharmaceuticals Ltd., Dana Pharmaceutical Ltd., S K Pharma Machinery Pvt.
Ltd., TSA Process Equipments Pvt. Ltd., Pharmalab India Pvt. Ltd., Novo Excipients Pvt. Ltd., Jiangsu Guotai, Shandong Pharma Glass, Austar Ltd.,
Shree Bhagwati Machtech India Pvt. Ltd., SSPM Systems & Engineers, Parle Elizabeth Tools Pvt. Ltd., Natural Capsules Ltd., Hulian Pharma
Machineries, Bentos Pharma Products, Evans Medical Plc, Drugfield Pharma Ltd., SKG-Pharma Ltd., Vitabiotics Nig Ltd., Fabtech Technologies Africa
Ltd., Maharshi Udyog, Daily Need Industries Ltd., Fidson Healthcare Plc, N K P Pharma Pvt. Ltd., Fluidpack, Tapasya Engineering Works Pvt. Ltd.,
Impact Labs Pvt. Ltd., The Bombay Engineering Works, Narendra Packaging Pvt. Ltd., Clean Coats Pvt. Ltd., Emzor Pharma Ind. Ltd., Precikot Pharma
Pvt. Ltd., Konark Machine Tools, Anish Pharma Equipments Pvt. Ltd., Bharat Rubber Works Pvt. Ltd., Newtronic Lifecare Equipment Pvt. Ltd., Rahul
Ferromet & Engineering Pvt. Ltd., Nomagbo Pharmaceuticals Ltd., Topway Pharmaceutical Ltd., West-Coast Pharmaceutical Works Ltd., Orfema
Pharmaceuticals Ind. Ltd., Airtech Systems (India) Pvt. Ltd., Packwel India, Suntec Teknopak Contamination Control Solutions Pvt. Ltd., GMP
Machineries & Packaging, etc.

The NPME 2013 will be highly resourceful, informative and meaningful for the entire segment of the pharma trade professionals to acquire vital
information required in day to day operations of pharma manufacturing facilities. NPME 2013 will be attended by Biotechnology Specialists, CEO's
Engineers, Technocrats and Scientists, Compliance, Corporate Management, Custom Manufacturing / Marketing Services, Equipment Suppliers &
Distributors, Maintenance Engineering, Manufacturing / Production Engineering, Operations Management, Packaging Engineering, Pharmacists,
Plant Management, Policy Makers, Diplomats and Foreign Commercial Corp., Process Engineering, Procurement Dept.,
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www.parle-elizabeth.com
info@parle-elizabeth.com

\ BROTHERS

PHARMAMACH (INDIA) PVT. LTD.

evolving ideas |
into reality

RANGE OF MACHINES

® Washing for Vials & Bottles, ® Vision/Camera Systems,

& Blowing / Airjet Cleaning, ® Leaflet Pasting / Fixing,

® Liquid Filling for Vials & Bottles, ® Canister / Silicagel Inserting,
® Injectable Powder Filling, ® Tablet Bottle Packing Line,

® Dry Syrup Powder Filling, @ Liquid Vial / Bottle Filling Line
® Capping for Vials & Bottles, ® Injectable Powder Filling Line
® Wet Glue Labelling, ® Dry Syrup Powder Filling Line,
® Sticker (Self Adhesive) Labelling, ® Label Roll Counting & Winding,
® Contact & Inkjet Coding, ® Conveyor & Turn Tables.

Labelling Machines for
e Wrap Round Labelling e Ampoule Labelling

e Body Labelling e Top & Bottom Labelling
e Front & Back Labelling e Security Labelling
e Carton Labelling o Hologram Labelling

Monolayer & Bilayer Tablet Press
with A.W.C (Automatic Weight Control)

Plot No. 2, Phase II, G.1.D.C., Vatva, Ahmedabad 382445. INDIA Phone : +91 79 40213213, 25831346, 25891182 Fax : +91 79 25835885, 40213213

TABLET PRESS DIVISION Email : brothers@usa.net « labelingad1@sancharnet.in - WebSite : www.brothers.co.in « www.ambicalabelling.com
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HSA SYSTEMS

WHERE OTHERS JUST INSTALL,
CONDOT DOES IT ALL...

-.DGF'T precision by

CONDOT

SYSTEMS PVT. LTD.

v

A complete package
for your e-Pedigree,
Track & Trace,
Secure Code requirements
2D (GS 1 Data matrix)

-Serial Number of the Primary pack
Barcodes (1D or 2D)

- Serial Number of the Secondary pack
- Barcodes (1D)
' - Serial Number of the Tertiary pack
(Shipper / Carton)

HSAJET CBF 4HP HSAJET TIPC 15 HSAJET MKHP 4 HSAJET MTHP 4

SECONDARY PACK TERTIARY

HP 1 Pen HP 2 Pen HP 3 Pen HP 4 Pen

artthrob03@gmail.com

Unit No. 122, Niraj Indl. Estate, Off. Mahakali Caves Road, Andheri (E), Mumbai - 400 093.
Phone : +91 - 22 - 2687 7023 Fax: +91 - 22 - 2687 9078 email : cspl@condotsystems.com web : www.condotsystems.com



