Abhilasha Pharma Pvt. Ltd. AN

Vision Mission

To develop the process and market of Active Pharmaceutical Ingredients with standards
of cGMP, which will help to improve the health of human life. To create value and
respect for all our customers, partners, and employees while applying the safe
environment and socially responsible the business practices.

To develop and commercialize innovative Bulk Drugs for improved the Health, Quality
value and timely responses to expand and move ahead is the theme which drives us.
By providing quality standard product will help us to become Global Player.

About Us

Abhilasha Pharma Pvt Ltd is a new entity in pharmaceuticals industry. The company was
established in year 2006 at Ankleshwar, Asia’s biggest Industrial Estate in Western
Region of India, and in a very short span of a year, the company has consolidated itself
on various quality aspects and today it is being recognized as a quality manufacturer
and supplier of active pharmaceuticals ingredients. Today, the company is supplying its
products to various reputed pharmaceutical companies. The company gives a
meticulous attention to various quality standards. The manufacturing plant is cGMP
certified which itself shows our commitment to strict quality standards set by
International Quality Agencie

We have a rich product portfolio and continuously enhancing products in our portfolio,
presenting ourselves as a source for diverse range of active pharmaceutical ingredients.




Accreditation of certification

Facility

= Abhilasha Pharma got the Manufacturing license in 2007 and number is G/25/1788.
The manufacturing license is renewed in Sep 2022.

Land : PlotArea 5887 square meter = The firm also having the WHO cGMP certificate from 2010 and Re-audited the facility
in Aug2022.

Built up area 2353 square meter . _ , .
. Korean Drugs and Food Administration (KFDA) Audited the facility on March-2013 and
Built up area Approved the facility. Re-audited the facility on Nov 2018

882 square meter
= |SO (TUV) certificates initially got in 2008 and Re-audited the facility by ISO (TUV)

ground floor & other _
agency in 2022.

Built up area first floor 752 square meter = The facility has been inspected by USFDA January 2019.
Built up area Second . Facility has been granted “Written confirmation” certificate for export of API to
{5 oy 719 square meter European union and certification Number of EU-GMP (Written confirmation) is WC-
0325.

. Metformin Hydrochloride applied for CEP
Regulatory Pathway




Manufacturing facility Air Handling Units

* There are Five Manufacturing blocks. e Air Handling units are well equipped with termina HEPA Filters.

* One block is dedicated for the manufacturing of Metformin Hydrochloride. The primary filters are 20 micron suction , 5 microns

* Remaining four blocks are multipurpose for the multi products intermediate and 0.3 micron terminal and raisers 10 micron
Filters.

Water System

Laboratory Facility

* Potable water received from the GIDC reservoir in to the storage tank.
From storage tank it is transferred through pump to water purification
system.

* Purified water system:- potable water passes through multimedia filter,
R.O. system, cation, Anion, Mixed bed resin and finally pass through
UV and collect in storage tank.

* Purified water is stored in the jacketed SS-316 tank, where water is
distributed through UV to the user points through circulation loops

* The purified water is tested, both chemical as well as microbial and
comply with pre-determined specification .

=  Well equipped laboratory having Wet analysis lab, Instrumentation
lab, Microbiology testing lab, Stability study Retained sample room
Record Room facility .

= |nstruments
o High Performance Liquid Chromatograph
o Gas Chromatograph with head space
o FTIR
o Analytical Balances




Laboratory facility

U. V. Spectrophotometer
Stability Chambers
Laminar Air Flow
Potentiometer

Digital Polarimeter
Autoclaves

Incubators

Quality Assurance Department

Update the existing SOPs as per
review period and
implementation

Preparation of Validation Master
Plan

Document Control & distribution
Released of Finished drugs
substances

Change Control

Deviation

Vendor Qualification

Market Complaints

Handling of O0S

Qualifications

Internal audits

Annual Product Quality Review
(APQR)

Fire Extinguishers
Sand bath

Eye showers - Also the
member of disaster
management

Environment Control

The firm having own Effluent
treatment plant and treated water
passed through RO system and
recycle the water.

Separate green land area is
available.

The firm is complying the all
environmental statutory
requirement as per the standards of
Pollution Control board.




Flow diagram of Purified water

ABHILASHA PHARMA PVT. LTD.

MULTIMEDIA
FILTER
AW-2

.

RETURN LOOP PWL-12

PURIFIED WATER TANK
pH:6.0t07.0
Conductivity: <S.1us

SAMPLING POINT FROM PW
STORAGE TANK PW-5
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