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halcyon labs pvt. Itd.

Factory :

Plot No. 409, Phase - IV, G.I.D.C. Industrial Estate,
Naroda, Ahmedabad - 382 330, INDIA.

Tel.: +91-79-2284 4624, 2284 4370

Fax: +91-79- 2282 1607

E-mail : rmerchant@encoregroup.net / bparikh@encoregroup.net

Regd. Office :

405-408, Navbharat Estates, 4th Floor, "B" Wing,
Sewri (West), Mumbai - 400 015, INDIA.

Tel.: +91 - 22 - 2415 8860

Fax: +91-22 - 2415 8861/ 62

E-mail : vmerchant@encoregroup.net / kshah@encoregroup.net

www.halcyonlabs.com
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Improving the Quality of Life

halcyon labs pvt. Itd.

A WHO-GMP Certified & As [SO 4007, [MS-1SO 14001 &
OHSAS 13001 Centified Compény



about us

company profile

In recent years, India has become a destination for pharmaceutical
research because of high intellectual capital and competitive technical
costs. Indian professionals are exploring global avenues in pharmaceutical

research with a fervour never felt before.

We are people with 0% tolerance for unethical conduct and 100% belief in
systems, processes and compliance for our corporate divisions. We are
people with passion for success and the obsession to win. We have the
potential growth catalysts with the zeal to achieve the impossible. We
have set new benchmarks in the industry. We have proved to be an ideal
pharmaceutical global partner. A relationship you can count on & depend

on. Acommitted, responsive partner.

The Indian operation is a multi-disciplinary pharmaceutical organization
fully integrated in terms of expertise, know-how and " ultra-techniques ".
The group has a clear focus on achieving and sustaining global leadership
in the field of pharma products. The genuine business ethics which is the
basic core of our operations has been the lead torch for our sound
foundation. We predict trends before they become apparent, stealing a

march on the rest of the market. Ultimate superior quality, endorses our

lead products and our market leadership.

' We conscientiously remain dedicated to improve &

enhance the quality of life. ’ The company is one of India's largest pharma conglomerate and still growing. The laurels of our world-class products like Cortico Steroids,
Macrolides, Anticonvulsant, Antifungal and others rest on the pillars of innovation and a passion for excellence. Made possible thanks to
an open, non-bureaucratic work-culture that encourages creative and free-sprited thinking among its individuals. Optimum pharma
solutions is professionally managed in the company for the business & development of pharma products. The company believes in
creating brand enhancements for clients through proper media communications. We are ambitious & aspire to be at the pinnacle of

global leadership.

Driven by the passion to create world-class entity for itself, the company has an environment that fosters learning, innovation, growth,
excellence and a culture that is focused towards achieving the best. Therefore, our organization has a team of dynamic, solution-oriented

individuals in production research and sales/ marketing.

Contact us now : (? +91.79.2284.4370 é halcyon@encoregroup.net ¢ www.halcyonlabs.com We move our future on the fast track.



plant and facilities

In High Quality Manufacturing,

Expertise, Efficiency and Dedication
Equal Success.

factual information

manufacturing plant & facilities

The company's modern sophisticated manufacturing facilities are located in
Naroda, Ahmedabad, Gujarat state which is the main destination hub for

chemical and pharmaceutical activity in India.

The total built-up manufacturing facility measures 2864.8 sq. Mts. Which is a
part of the well maintained landscaped plot of 5550 meters, with abundant
greenery for fresh pollution-free environment. We are people who have a
penchant for nature and life. The production facilities conform to cGMP
guidelines. The company is an 'A WHO-GMP Certified & An ISO 9001, IMS-ISO
14001, & OHSAS 18001 certified company.' The 'clean room' for critical
operations, has been specifically designed to conform approved

pharmaceutical standards. It includes a modern well-equipped 'pilot plant'.

The facilities also include

e +ve pressure differential from classified to non classified areas.

* Epoxy flooringsin classified areas.

e Allcritical operations have independent AHUs with terminal HEPA filter.
*  Controltemperature NMT 25 deg.C.

Water System
Purified water is collected in the DM water SS storage tank through SS pipeline.

In the storage tank water is stored at 80°C temperature and distributed to users
point. This water is continuously kept in circulation for the un-stagnancy to

avoid the microbial growth.

Sterile Filtration
Halcyon Labs offers a plant for the manufacture of Cortico Steroids with USP

specifications. The plant is also equipped with membrane filtration techniques

and micronizer for final solid handling.

Health & Safety

We have our own in-house effluent treatment plant. The effluents are treated as
per the regulatory norms. All basic three stages i.e. primary, secondary and final
tertiary processes are carried out at the effluent treatment plant to conserve

and protect the environment.
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Comprehensive Customer Support,
Feasibility Studies &

Technological Development

can now be backed-up

by our state-of-the-art

Technology Infrastructure.

research & development

Halcyon Labs also specializes in development of new processes, through
the application of alternative synthetic procedures. The R & D support
production facilities together with the possibilities for process scale-up
and plant scale productions. This makes "halcyon labs" the "Ideal partner"
for pharmaceutical manufacturers. The company is able to provide and
characterize data and samples of related impurities, stability studies in
order to elaborate extensive and complete " Drug Master Files" for its

products.

Halcyon labs has always been keenly interested in specializing in the
development and manufacture of Cortico Steroids, Antibiotics and

other APIs (Active Pharmaceutical Ingredients).

stability studies

In order to store products for their use in stability testing, Halcyon has
environmental chambers which have been qualified and validated under
strict GMP requirements. The storage conditions are as specified in the

ICH guidelines for long-term and accelerated stability studies.



quality standards

We believe in one thing,

have the willpower to achieve the unachievable.

We are in a place where freedom inspires ideas and working
environment nurtures excellence.

We are professional people with a never-say die attitude.

quality control

Halcyon has spared no efforts to raise its quality standards to
international levels.

The main functions carried out by this department are :

* Approval of raw materials

* Monitoring of manufacturing processes

* Approval of finished products

* Documentation of technical information
(DMF, EDMF & Technical Packages etc.)

* Implementation of GMP

* Manufacturing processes are monitored and controlled by
testing of raw materials, in process parameters & final finish

product.

Final Active Pharmaceutical Ingredients are tested for specified

parameters before release.

Analytical testing is carried out with highly sophisticated instruments
such as HPLC with PDA Detector, GC, UV Spectrophotometer, mettler

titrators, particle size analyzer etc.



A WHO-GMP Cortified Y An 1SO 4001, [MS-1SO 146001 & OHSAS 18007 Certified Compsny

OHSAS 18001

BUREAU VERITAS
Certification

quality assurance

The prime products are developed after intense research and careful
scrutiny of all details and tests for stringent quality control code
incorporating the latest modern state-of-the-art technology and very ably
supported by the ' hi-tech ' infrastructure. The high quality products are

manufactured under strict GMP conditions.

Quality control and quality assurance are given high priority in order to
meet international 'Pharmacopoeial specifications and individual

customer's requirements.

Records of manufacturing are properly documented.

* All the analytical test procedures and manufacturing
procedures are well documented and revision is
undertaken as per specified protocol.

* Trend analysts of purified water and final products are
maintained.

* Analytical methods are validated to give the re-producible
results.

* Stability study as per stability protocol is considered to be

very important area of " Quality Assurance".

WHO - GMP CERTIFICATE

WHO - GMP 1SO 9001 1ISO 14001 OHSAS 18001




product spectrum

products under developement

e Sisomicin Sulphate

* Netilmicin Sulphate

e Dibucaine Hydrochloride
Spironolactone
Carbamazepine (Br, free)
Fluticasone propionate
Erythromycin phosphate

A WHO-GMP Cortified Y An 1SO 4001, [MS-1SO 146001 & OHSAS 18007 Certified Compiry

prime products

cortico steroids
e Betamethasone -- IP/BP/EP/USP

* Betamethasone dipropionate -- BP/EP/USP
US DMF Number : 20582

¢ Betamethasone valerate -- |[P/BP/EP/USP
US DMF Number : 21320

* Betamethasone sodium phosphate -- IP/BP/EP/USP

* Clobetasol propionate -- BP/EP/USP
US DMF Number : 21216

* Clobetasone butyrate -- BP/EP
“e Beclomethasone dipropionate -- |P/BP/EP/USP
* Dexamethasone sodium phosphate -- IP/BP/EP/USP
* Mometasone furoate — BP/EP/USP
US DMF Number : 21654

Note : We can offer above Products in Micronized form also.

macrolides antibiotics

“e Erythromycin -- |P/BP/EP/USP

* Erythromycin estolate -- IP/BP/EP/USP

“e Erythromycin ethyl succinate -- BP/EP/USP
*e Erythromycin stearate — IP/BP/EP/USP

Note : We can offer above Products in Micronized,
Compacted and Caystalline form also.

other APIs

“e Clotrimazole -- IP/BP/EP/USP

“e Dexchlorpheniramine maleate -- BP/EP/USP
» Ketoconazole -- IP/BP/EP/USP
* Miconazole nitrate -- IP/BP/EP/USP
* Carbamazepine - IP/BP/EP/USP

Note : We can offer above Products in Micronized form also.

intermediates chemicals

* Pamoic acid
* Disodium pamoate

*DMF's are under preparation for above products.



training programme

Effective training for enhancement for staff performance. The training programs helps the staff to have sharper
vision and remain focused, perform responsibilities with conscientious commitments.

*  GMP (Good Manufacturing Practices) & GLP (Good Laboratory Practices)

* Development and Validation, Stability Studies in line with International Guidelines.
e TOPS (Team Orientation & Professional Skills)

*  PEP (Personal Effectiveness & Productivity)

* Capability and Efficiency Management.

* Health & Safety

healthy growth

With comprehensive domain expertise Halcyon is a niche player, a leader in the industry and is a force to reckon
with in India and international market. The all round congenial work atmosphere has ignited us to grow. It has
proved once too many a times that it is a progressive company - it is now a constant habit within the hegemony of

the organization, with three decades of corporate excellence and contribution to national economy.

Valued Customers

Our moderate claim is enhanced by an enviable list of globally acclaimed clientele who are more than satisfied and
acknowledge their total trust in us. We have very successfully balanced the concomitant aspect of the market
demand and the production plan and targets.

global presences

exports

Some of the important countries
where our products are exported and

are very well accepted :

Argentina,
Brazil,
Chile,
Colombia,
Germany,
Guatemala,
Italy,
Indonesia,
Japan,
Mexico,

Oman,

and to many other parts

of world...

Congenial work atmosphere has ignited us to grow with
Corporate excellence & contribution to national economy.

Contact us now : ¢J +91.79.2284.4370 ¢ halcyon@encoregroup.net ¢ www.halcyonlabs.com



