Services:

Bio-SRL provides Analytical, BA/BE studies and
Clinical Reaserch services. All activities carried
out at Bio-SRL are constantly monitored by an
Independent Quality Assurance Team.

Analytical:

Analytical Method development, Method
validation and Dissolution profiling has been
carried out as per regulatory guidelines.

BA/BE Studies:

Various type of BA/BE studies including single
dose and multiple dose studies, Fed and
Fasting studies, PKPD studies and special
population studies are conducted. The studies
are conducted in extremely controlled
environment and all the clinical, bio-analytical
activities are strictly SOP's driven. The studies
are conducted as per Independent Ethical
Committee approved protocols, SOP's, current
GCP, GLP standards and applicable regulatory
requirement.

Accreditation / Certifications

= DCG(I) Approved
= ISP Chile Approved

Instituto de
Salud Piblica

Ministerio de Salud

Gobierno de Chile

(1)

®  Maharashtra FDA Approved
= ISO/IEC 17025:2017 Certified

FDA MAHARASHTRA
FOOD AND DRUG
ADMINISTRATION

BIO SCIENTIFIC RESEARCH LABORATORIES (1) PVT. LTD.

BIOS HOUSE, PLOT No. 106/3, Aries Compound,
Opp. Thakur Mall, Mira Road, Thane - 401104, Maharashtra, INDIA
Tel: +91-22-28963582/28973512 | Email: info@biosrl.com | www.biosrl.com

Contract Research Organisation

Bound to provide T-TRAC ©
Timely~ Traceable~ Reliable~ Affordable~
Consistent Services.
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Bio-SRL is the leading Independent and
Internationally acclaimed Contract
Research Organization (CRO) located in
the commercial capital of India, about 20
kms from the international and domestic
airports.

The prime focus of Bio-SRL is to provide
high quality research services in
Analytical, Bio-availability/ Bio-
equivalence (BA/BE) studies and Clinical
Trials for Pharmaceutical companies and
Biotech industry.

BioSRL has builtan impressive platform
to access the global opportunity in BA/BE
studies with GCP and GLP compliance.
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To serve all pharma services
under one roof.
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To help pharmaceutical industry
world-wide in getting efficient,
accelerated and timely

bound services.
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To become a global leader in
Pharmaceutical Research
Services.

Facility:

Biosrl is spread over 18,500 sq. feet area.

Analytical:

The Bio-Analytical unit has the state-of-the-art bio-analytical
laboratory and a library of validated methods has been
established to offer both a free standing services and support
clinical work undertaken-in-house. The unit delivers a
quantitative measure of the parent drug and /or the
metabolite(s). The equipments available in the bio-analytical
unit are 7 LCMS/MS (5 Thermo-Finnigan, 2 ABSCIEX), fully
automated HPLC with PDA and Dual wavelength detection
techniques (Fluorescence), -20°C and -80°C deep freezers,
Microbalance and other analytical equipments.

Intensive Care Unit:

Clinical:

Our 56 Bedded Clinical Pharmacology Unit (CPU) is fully air-
conditioned with access controlled. Have a dedicated area for
counseling and screening with separate rooms for one to one
consenting, dosing, sample collection & processing, access-controlled
pharmacy, recreation & dining room with state-of-the-art monitoring.
The sample processing area has refrigerated centrifuge, -20°C and -
80°C deep freezers. Pharmacy is equipped with humidity chambers.
Ambulance is available to handle any medical emergency during the
study.

Our 2 Bedded intensive care unit (ICU) is designed to function as a
centre for resuscitation and emergency management. It is equipped
with all the modern equipments like Defibrillators, Cardiac monitors,
ECG machine and Oxygen supply required for complete rescue

Studies conducted at Bio-SRL are approved by an Independent
Ethics Committee. It is constituted as per 21 CFR parts 56, ICH-GCP
and in accordance with the cultural and ethical values and principles
of India.
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