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CLINICAL LAB - NABL ACCREDITED )

The Clinical laboratory supports screening of volunteers/subjects for different parameters including
Haematology, Clinical Biochemistry, Serology, Clinical Pathology and Drugs of abuse. The lab
participates in EQAS (External Quality Assurance Scheme).
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2", 3" & 4" floor, Mirra Kamshetty Mall, Opp. Doordarshan bhavan,

Ramanthapur, Medchal-Malkajgiri dist., Hyderabad - 500013,

Telangana, India. | Phone : +91 40 27032630 - 31

Email : bd@anacipher.com www.anaciphercro.com




I
Ll

—

:

1l

A+

|
/)

FHIT
A

B Fer
FEH

]

T outus )

AnaCipher Clinical Research Organisation, a division of Indoco Remedies Limited, is a state-of-the-
art facility based in Hyderabad, India. The facility is spread over 40,000 sq. ft. and is staffed by
experienced professionals, providing clinical trial solutions, including bioavailability and

bioequivalence (BA/BE) studies for pharmaceutical companies across the globe.

With extensive experience over 20 years in conducting clinical studies, the CRO has successfully
completed more than 750 studies across multiple therapeutic areas and dosage forms (tablets,

capsules, solutions, suspensions, mouth dissolving films, orally disintegrating tablets, etc.).

SERVICES OFFERED )

» EndtoEnd BA/BE studies

@ Crossover
@ Parallel

@ Replicate @ Steady State
® Food effect 4

across multiple regions, including the USA, EU, UK,
India, and ROW countries. Our services cover the entire
spectrum of pharmacovigilance activities, ensuring
compliance with global regulatory requirements and
maintaining the highest standards of patient safety.

R ) CaseProcessing & Reporting (ICSR)
= Y Global Literature Search
2> Periodic Safety Reports
» Risk Management Plan
2> Signal Management
2> Medical Information Call Center (MICC)
OTHER SERVICES )
» QPPV Services
Y»» Pharmacovigilance System setup

»
»

Legacy Safety data Migration
Health Hazard Evaluations (HHE) Report

£Z »» Regulatory Intelligence
” »» PSMF (Pharmacovigilance System Master File)
s 2> Audits and Inspection

i INFRASTRUCTURE )

Y Tasteevaluation studies 5 -
» Drug interaction studies P Y»» Fourindependent CPUs and total 146 beds.
Y Nutraceutical studies . > 8 bedded ICU with necessary medical
) Medical writing & Regulatory emergency equipment.
»> Diagnostic »» Biometric based software for Volunteer
o o registration and verification of cross
2> Pharmacokinetic and statistics participation.
2> Bioanalysis P .
» & CDISC Y Pharmacy with Biometric access.
Data management DI
» Digital X-Ray.
CORE PV SERVICES ) Y Wireless Nurse Calling system.
We provide end-to end pharmacovigilance services ‘ »> 8 LC-MS/MS systems (2 API14000 and 6 API

4500), 245+ validated methods.

-70°C and -20°C deep freezer with 21 CFR
part 11 compliant wireless online temperature
monitoring system equipped with SMS,
Telephone and Email alert system.

»

»
»

»

»

»

»

Close Size : 7.5 X 10.5 Inches

il

Hi-end dedicated servers for data storage
& backup - Onsite and Offsite with Veeam
backup.

GPS based synchronised digital clocks.

Validated software with latgst versions,
including SAS®, WinNonlin®, Analyst”,
Thermoclient® OVIS, CTVR, BSLC,

DAAS, etc., for various applications.

Archival facility with fire & water proof
steel cabinets and powder sprinklers.

Two dedicated internet leased lines for
uninterrupted connectivity.

Two DG sets for uninterrupted power
supply.

-20°C walk-in freezers.
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