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About the Promoter

Moksha has done his Chemical Engineering from Institute of Technology, Nirma University
where his team won four national awards including one from Government of India for the
work done on process development of “Aceclofenac”. He has earned his MBA from Rutgers
Business School, NJ, USA where he was a Beta, Gamma, Sigma Invitee, a business honor
society. Before founding Lewens Labs, Moksha has worked with the Investment banking
team of Yes Bank Ltd. where he was part of the team providing advisory services on
Mergers and Acquisitions and Equity fund raising activities to its clients.
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Nirma techies’ work may make key arthritis medicine cheaper ( Back

708 | 10/20/2010 | Author : Kinjal Desai | WC :257 | Health

Here is some good news for patients suffering from acute arthritis. The non-steroidal pain-killer, aceclofenac, which is preferred by doctors and patients alike because of its
ewer side effects, may soon become

The three students — Moksha

ful that the trio have deci

cheaper, thanks to the research acumen of three students of Nirma University

iani, Shreya Gupta and Antrix Patel — graduated in chemical engineering this year. The research done by them in their final years was so

d set up an industrial unitin Dahej years from now to produc heaper formulation ceclofenac. And there is a strong possibility that
Nirma University itself may fund their effort to produce their product on a commercial scale. The trio did the research for their project, titled, ‘Process Development of an Active
Pharmaceutical Ingredient (API) - Aceclofenac.’ Their project guide was Dr SS Patel, head ofthe chemical engineering department.

"The main aim of the project was to develop an alternative process fo ofenac,” said Udani. "Another drug, diclofenac, is more widely used as a pain-killer but it can cause
various gastrointestinal problems. lofenac is known to be more efficient in giving relief from pain and has relatively no side effects.” Udani added that they would be
applying for land in Dahej GIDC to set up their industry

Gupta explained that their product was basically a derivative of diclofenac, but as it has almost no side effects it is the better drug.

"By a stroke of luck, we found raw materials in Ankleshwar,” Gupta said. This helped bring down cost.
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Board of Directors Consisting Industry Veterans

Mr. H. T. Patel is a Management Graduate with a rich experience of over 35 years in the
pharmaceutical industry, which includes 25 years at Alembic Pharma and 10 years at Zydus
Cadila. He recently retired as President of APl Business at Zydus Cadila and is currently also a
Member of the Board of Management at CHARUSAT University, Gujarat. He is an integral part of
the the Company and has been the main guiding force from day one. To give back to the society and
to work for students, he founded Yuvalay — An organization which aims at training students for real
life challenges and helping them unlock their true potential.

Mr. Kamlesh Udani serves as an Executive Director in J.B.Chemicals and Pharmaceuticals Ltd. and
brings over 3 decades of experience in pharmaceutical industry to the table. He has been the past
president of IDMA-GSB, Ankleshwar Industries Association, Rotary Club of Bharuch and various other
prestigious organizations. He is also associated with several charitable organizations and NGOs and
runs many social projects for development of the society. He has done his electrical engineering from
LE Engineering college and earned his MBA from B.K. School of Management.
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Key Highlights of the Company




Strong In-House R&D Setup

Focused on Entering
Regulated Markets by
2019-20

Independent Management

Team

Industry Veterans mentoring

the Company
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Why Lewens Labs?

= Highest number of personnel in R&D with a team of 1 PhD and 3 MSc qualified scientists
= Experienced leader guiding the team to develop products at a fast pace

= Strong Technical Advisory Team overlooks each product development

= Developing products with proper methodology by adopting GMP from lab level, designing
experiments based on the concept of QBD and performing validations from lab to plant
scale

* Forming a strong QA team to create proper control and check on all activities

= Company is led by a young entrepreneur with understanding and experience in the field of
Engineering and Finance

* Production and R&D departments are led by experience professionals for quicker growth of
the organization

= Company is supported and mentored by two industry veterans having combined experience
of more than seven decades

* In-depth understanding of the potential market and overall business steers the Company in
the right direction
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Greenfield Facility At Dahej — Details on Land
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Key Certifications

& food & Brugs Control Administration
N BLOCKNO. s, 1% FLCOR, De- JNRAS MEHTA BHAVAN,

GANDHINAGAR GUIARAT STATLE INDIATIN: 382010

Afood & Prugs Control Administration
BLOCK NO. o, FLOOR, De JWVRA) MEHTABHAVAN,

CANDHINAGAR, GUJARAT STATE. INDIA FIN:-382010

Certificate No. : $-GMP/18025%4 ",8
No.Certi/GLP/Lewens Labs/2018/ [{2 /B,Date. 0 & FEE 2018

GLP CERTIFICATE

bearing No. G/25/2241
Cosmetics Act g0 & m&&:

This s o certify that Msas. LEWENS LABS PYT. LTI, Plot No.
D-2/CH3T6ATT, G.LIDWC.,, Dahej, Dist. Bharuch is holding drugs
manufaciuring license in form No. 25, bearing No, G/25/2241 under Drugs
& Cosmetics Act, 1940 & Rules thereunder.

Bulk Drugs [APls)

The firm is having its own testing laboratory as per Drugs & Cosmetics Act,
1940, The firm i1s complying with the Good Laboratory Practices (GLP}

requirements of Sehedule L1 of the Drugs and Cosmetics Rules 1945,

This certificale is issued on the basis of the inspection report and documents

available in this office as on today and issved for Export & panticipation in
Commetics At 1940 & Rules ¢ T tender for State and Central Governments.
The manufacturing plant is subjected to mspe

authority.

This certificate is valid from

This Certificate 15 valid from: 06/02/2018 to 05/02/2020.

=
For Commissioner,
Food & Drugs Control Administration.

Ft:qd..&Dmgs Corgrol Administrafion Gandhinagar, Gujarat State

mﬁqgn Gujorat State
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Key Certifications

Food & Brugs Control dminigtration
BLOCK NO. s, > FLOOR, Dr. JWNRAJ MEHT A BHAVAN,

GANDHINAGAR, GUJARAT STATE. INDIA FIN:382010 SOl Earte

Certificate of Registration

Certificate No.: 19011156

On the basis of the inspection carried o
the site indicated on this Lemf:cate
dosage forms, categories and a i

.
E bsi

/112018 & 03/01/2019 we certify that QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Lewens Labs Pvt, Ltd,
L Name & Addvess I.EWENS L gfégtg;:}ﬁ
of site: i i
of Dist, Bharuch
Gujarat
India
2 Manufacturer’s
Licence number :
3 TJable:) Holos Certificate No: FM 701269
Activity (ies) and operates a Quality Management System which complies with the requirements of 1S0 9001:2015 for the
following scope:

Bulk Drugs (APls) Manvfacturer

Research, Development and Manufacturing of APT and Intermediates,

The responsibility for the quality of the infividual batcfies of the pharmaceutical
_products manufactured through this process egwith the manufacturer.

This certificate vemains valid until 06/01/20:
/or categories certified herewith are cﬁanged’ or

. It becomes invalid if the activities and’
the site is no longer considered to be in

compliance with GMP W
7
L : For and on behalf of BSI: ’
Format of this certificate lS as per 1”5{0 No. 908 of 2003. Ciwis Cheung, Head of Compliance & Risk = Asa Fadific
.L
Address of certifing autﬁg - "k o Original Registration Date: 2019=01<03 Effective Date: 2019=01-03
j Latest Revision Date: 2019-01-03 Expiry Date: 2022-01-02

Food & Drugs Control Adminisi nun,r!
Block No. 8, 157 floor, Dr. JF“%!!M
Bhavan, Gandhinagar, Gujara

India. - Pin : 382010

&é

| S
. i |
: S

Page: 1o 1
: (Dr. HGKOSHIA) AJAB
Comurissioner : Ny n

making excellence a habit’

Email comfdca@gqjamﬁgmm

Date : 07/01/2
T
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Warehouse — Capable to handle all storage requirement

QUARANTINE UNDER TEST APPROVED REJECT

= Segregated Areas for Quarantine, Under Test, Approved and Reject
= FIFO followed
= Labels stored under lock and key
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Production Plant Layout — Complying All International Standards

. inspire

] = 3 = Separate Man and

= Powder Processing area

1“1 "#‘ﬂ| ’.: W ) 1 I_ Material Movement

I
P Y P . . .
S . |] restricted  with  bio
. o =l matrix
- |

, TN, e,
—— - == ’]
— - A L A -
. ) — WM | s, P04 L OVIERED 1&"
l L (9 1 L~
r T C| +- b e 4
A LLE-R 1)
ﬂ'...'-_ EITALL AT A v TRy T |
i LS | H — o e [ EEHA A
| L Ly - L}
“‘.hlf;: % . e L i , $ | == b ""a:._a-rr: 1
' ﬁn:l:: T b i e — I.-::
i b | [ EO| «— | wfa%e o 1
b 1 i e , e IR
| P | ] s e [, ¥ ﬂ_ -3 III H o=l 'IE 1
== s T S 1 - £ R
il ) e ot e e :
I a7 B e S o B e
|1} s gt I W 0 s
am o e, e R T
= (i .y Z /"'
ljé.l'ﬂh
| I & LEGEMD:-
L I"-:hrrL- ™ [l ] = _l : -
[ ] L ’
i e =
. MEAH BATH APTIOH CAP I FOCT VAR
£ ] 4 e 3 & 4 &k —  MATERIAL MOVEMENT




Lewens. . ...

List of Equipments and Facilities

Manufacturing Nos Quality Control Utilities

Reactors (Intermediate Block) 07 HPLC with UV Detector 02 Boiler 01
Reactors (GMP Areaq) 02 HPLC with PDA Detector 01 Chilling Plant (50 TR) 02
Centrifuge 03 GC with Head Space 01 Cooling Tower (250 TR) 02
Vacuum Tray Dryer/Tray Dryer 03 uv 01 Vacuum Pumps 03
RCVD 01 IR 01

100 Liter glass assembly (GMP) 01 Analytical Balance 02

50 Liter glass assembly (GMP) 01

Purified Water System (500 LPH) 01

= Total GMP Blocks: 02
= Installed Capacity: 20 KL
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QC Overview

Key Instruments Particulars Make

HPLCs 21 CFR Compliant Shimadzu
GC 21 CFR Compliant Shimadzu
IR 21 CFR Compliant Shimadzu
uv 21 CFR Compliant Shimadzu
Detector uv Shimadzu
Detector PDA Shimadzu
Stability Chambers 4 Conditions including storage of 2-8 Newtronic

® In-House AMV Capability
= Stability Chambers — 21 CFR compliant
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Two Pass RO Water System
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Quality Policy

Quality establishes the faith in the brands of the company therefore it
cannot be compromised at any cost. Quality is the prime focus, as we
inculcate the spirit of Quality in every employee at all levels. Our quality
standards meet all international norms, as they are supported by well-
written SOPs, which are continuously updated.

It is our commitment to design and Manufacture products that respect the

people and environment.
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Thank You




