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A FLEXIBLE APPROACH TO
GENERIC PRODUCT DEVELOPMENT

N /50 PO\ N\ To —e P 0\ W0
R ORI IREHY)

QPS IS A GLOBAL CRO WITH DIVERSE CAPABILITIES
THAT OFFERS END TO END SERVICES TO GENERIC
COMPANIES, enabling them to bring products to market

in a faster and more compliant manner. With operations
in India, USA, Europe and Taiwan, QPS is ideally

positioned to address Sponsor's global generic product
development requirements.
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CUSTOM-BUILT RESEARCH"
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\" THE QPS ADVANTAGE

QPS has the experience and expertise to work with Sponsors

in the global development of a diverse range of products from
conventional generics to more complex products including modified
release formulations, novel drug delivery systems for NCE-1, ANDA
submissions.

Our comprehensive services include:

> Study Design

v

Medical Writing

Clinical Study Conduct
Bioanalysis

Data Management & CDISC
PK & Statistical Analysis
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Final Report and Dossier Preparation

Our services for generic drug development include:
» BA/BE in healthy subject populations

» BA/BE in patient populations

» Clinical Endpoint Studies

> 505(b)2 NDA submissions

WWW.QPS.COM
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Clinical

Our Clinical Phase | units offer over 500 beds globally and can support a
wide variety of clinical study designs:

Clinical Unit | # of Beds  Study Types

QPS Missouri 240 Healthy Human BA/BE
sigs |1 | Heakoy tuman BaRE potersprarmckinet
OPS Taiwan 40 Ezgzr;tmlihsizrg;s\ecsokinetic Studies and Clinical

Bioanalysis

We offer state of the art GLP compliant bioanalysis at multiple global
locations including India, USA, the Netherlands and Taiwan.

With over 46 LC-MS/MS systems installed globally and 800+ validated
assays spanning all therapeutic areas including challenging and ‘hard
to develop’ methods, we are positioned as the ideal partner for generic
product development.

Credentials

All our global sites have an excellent regulatory track-record with multiple
inspections by various agencies including US FDA, EMA, UK MHRA, WHO
and CEB, resulting in numerous product approvals for our Sponsors.

QPS is your ideal CRO partner for generic product development and can
also assist in understanding the regulatory requirements of different
countries for generic drug approval. QPS can partner with your product
development groups in taking you from study design to the final dossier for
regulatory submission.
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QPS IS A GLOBAL CRO WITH
«'c LOCATIONS AROUND THE WORLD

BENEFIT FROM THE RESOURCES OF A GLOBAL CRO

Whether your focus is small molecules, protein biotherapeutics,

-© . .
) vaccines, gene therapy or cell therapy, QPS provides a full range
C) of bioanalytical services to support drug development needs from
discovery, through clinical development and regulatory filing.
Groningen, The Netherlands
Translational Medicine
Bioanalysis
CRO Services
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CROServlces

Hyderabad, Indla
Bioanalysis
CRO Services
Clinical Research Unit

Melbourne, Australla *
CRO Services

USA / Austria / Australia / Argentina / Belgium / Bosnia / Brazil / Bulgaria / Chile / China / Croatia / Czech Republic / Denmark/ France / Germany /
Hungary / India / Italy / Lithuania / Netherlands / Poland / Romania / Serbia / Slovakia / South Korea / Spain / Sweden / Taiwan / United Kingdom
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CUSTOM-BUILT RESEARCH"

TIME IS OF THE ESSENCE IN DRUG DEVELOPMENT.
CONTACT THE QPS BUSINESS DEVELOPMENT TEAM TODAY!

Call +1 512 350 2827 Email infobd@qps.com



