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1 8 Years of Excellence

1 Q Q + Successful Products & Technologies

1 Q Q Q + Successful Solutions
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MISSION

Committed to the Pursuit of
Excellence through Smart &
Quality Products and Providing
Expert Solutions to meet the
needs of Pharma, Biotech.

VISION

To be One of the Worlds’
Leading and Most Reliable
Products & Solutions Partner
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Cooperation Models

Contract Development
& Manufacturing

Licensing & Supply

Co-developments Tech Transfers
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. A .

25 (+) APIs 100 (+) FDF 300 (+) MAs

successfully developed successfully developed
& commercialized

60 (+) 55 (+) BE Strong bonds with 50 (+)
Tech Transfers Studies major manufacturer
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Licensing & Supply Products...
List available on request
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Co-development Products...
Confidential
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Tech Transfer Products...
List available on request
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CDMO Products...
Confidential
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FDA

COMPLIANCE
& REGULATORY
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Facilijfy Design

& Project Management
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GMP Audits

Bulk Audits

Shared Audits

GDP, GLP, GCP Audits
EHS Audits

Quality Due Diligence

O
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Our Solutions

@mpl Ance

EU, AU, WHO, PIC/s GMP
Certification

CAPA Support

QMS Design & Remediation
Computer System Validations
Data Integrity Solutions
Serialization

GDP Certification

GxP Training

O 9 9O O

O

FOA

COMPLIANCE
& REGULATORY

Gap Analysis Audits

CAPA Guidance / Assistance
Training for Inspection

Post Inspection Remediation
(483s / Warning Letters)
Ongoing compliance
monitoring

US ANDA Preparation &
Submission

o O o

o O

ulatory
& Market Access

Dossier Preparations /
Submissions
Pharmacovigilance

MA Holding

EU Importation, Batch
Control / Release
Scientific Advice

GCC Product / Company
Registration, Marketing &
Distribution
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DevelOpment

Product Developments (APl &
FDF)

Patent Evaluation

Tech Transfers

Scale ups

BE Studies

Licensing In/Out

BI(-~)SIMILAR
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Our Solutions

Evaluation of development
candidate

Process Development
Facility Designs

Quality System
Compliance

Scientific Advice
Registration in EU/US/AU

o)

£ O

é % URCING
& SUPPLY CHAIN

APls, KSMs

Finished / Semi Finished
Formulations

Excipients / PMs

Vendor Qualification
Technical & Commercial
Negotiations

Pre-shipments Inspections /
Approvals

Supply Chain Management

Facilijyy Design

O o L o oL oL o

& Project Management

Facility Technical Assessment
Due Diligence

Conceptual Design Review
Facility Design

Facility Remediation

QMS (Multilingual)
Qualifications & Validations



1400 (+)
GMP/QP Audits

Track Record

=

50 (+) Facilities
certified by US / EU

15 (+) Facility
Compliance Remediations
(US/EU)

7

60 (+)
EU Registrations,
Ongoing 18 Procedures

33

55 (+)
Analytical Methods

200 (+) Clients




Management

Team
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Leadership

Sunil Doshi S. Lakshminarasimhan

Founder & Managing Director Chief Operating Officer
36 Years of Global Techno-commercial 25 Years of Pharma Technology,
Expertise in Pharma Industry Compliance & Regulatory

“Leading a global team of 80 committed professionals.”
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Christian Duchow
Senior Business Associate

30 years in European Pharma
Business

Rajeev Patil
Senior Regulatory Advisor

40 years of USFDA Compliance
& Regulatory expertise

Borut Strukelj
Senior Scientific Adviser

35 years of expertise in Biotech,
Biosimilars & Regulatory

Ganesh Sangaiah
Director — NDDS
26 years of expertise in NDDS

Andrej Gasperlin
Senior Business Associate

35 years in US Pharma Business

4

Ashish Dasgupta
Senior Scientific Adviser

40 years of expertise in
Clinical, Quality & Regulatory




Heads — Key Verticals

Manish Rajeshirke Ravikanth Mandapati Abhay Asthana Medarametla Rambabu
Vice President — Business Vice President — Quality Affairs General Manager - Technology General Manager - Manufacturing
Development 28 years in Pharma Development, QA 19 years in Pharma Formulation 20 years in Pharma Production & Project
21 Years in International Pharma Business & Analytics Technology & Product Development Management

\ ‘\\Y‘J'x |
I Knm\l.

Felix Huang Nancy Yao Shawn Xiao
Director — China, BD Director — China, Technical Director — China, BD
10 Years in China Pharma Business Operations 15 Years in China Pharma Business —

11 Years in China Pharma with Compliance API, Intermediates
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Accreditations

VERBAND DER
Bundesverband der
|BP Pharmazeutischen Industrie e.V. CHEMISCHEN INDUSTRIE e.V.

WIR GESTALTEN ZUKUNFT.

* *
* %* ISO
* ECA * 9001:2015
* * Quality
* wr Management
*
ACADEMY

A ‘ I Cctfve Pharmaceutical

Ingredients Committee




Some Esteemed
Clients
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Thank You!
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