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• Azidus laboratories is a fully owned unit of ATOZ group of companies, India.

• Provide end-to-end solutions for BA/BE studies for all dosage forms. 
• World class infrastructure audited successfully by USFDA, ANVISA, EMA, WHO, ISP Chile, MoH Turkey 

& DCGI.

• Global presence with independent BA/BE centres in India, USA and Brazil.
• 130,000 Sq. ft. world class BA/BE infrastructure; Professional workforce of 180 trained team 

members.

Organisation Overview
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Clinical Research Services

BA/BE Studies

Bioanalytical Services

Diagnostics Laboratory services

Clinical Trial Management

Medical Writing

EDC, Data Mgmt. & Biostatistics 

Regulatory Affairs

Quality Assurance
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Clinical Set Up

• Conducted over 2000 BA/BE  studies till date.
• Experienced in conducting BA/BE studies on various dosage forms: Tablets, 

Suspensions, Injectable, Liposomes, Oral Films, Sublingual tablet, Capsules, ER, 
Nasal formulations, Topicals, Transdermals.

• Experienced in conducting BA/BE studies under various study designs: Crossover, 
Parallel, Multiple dose steady state, Replicate, Patient Based Studies.

• Supported large numbers of complex ANDA submission and first to files.

• Large database of healthy male & female volunteers: 30,000 +

• Volunteer Management (VM) is done using state of the art electronic tools -

Online Volunteer Information System (OVIS) & SENTINEL Software.
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Human Pharmacology Unit: Infrastructure
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• State-of the-art clinic (8 clinics) with 

336 beds (Expanding to 480) & 13 ICU 

beds.

• Managed by a team of  70 

researchers, including 9 physicians

• Dedicated area for all activities: 

Counselling, Housing, Recreation, 

Dining, Sampling, Sample processing, 

Pharmacy.

• Separate housing facility for female 

volunteers.

• 24/7 ambulance & contract with 

tertiary care hospital for 

emergencies.



ICU equipped with Multipara monitors for continuous cardiac monitoring



ICU: Infrastructure

• ICU equipped with

ü Mechanical ventilator, Oxygen cylinders

ü Fowler’s Cot

ü Boyle’s apparatus

ü ECG machine & Defibrillator

ü Multi parameter monitor with recorder

ü Crash cart, Suction apparatus

ü Nebulizers and Infusion pumps.
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Bioanalytical Infrastructure
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Bioanalytical Lab

• State-of the-art Instrumentation.
• Team of 65 qualified and experienced 

researchers with experience in method 
development, validation and sample analysis 
for wide range of chemically diverse drug 
molecules.

• Analysis of drugs and/or metabolites in 
biological specimen (Viz. blood, plasma, serum, 
urine)  to support BA/BE studies.

• Total Mass Specs: 24 & 3 ICP MS
• Over 380 validated methods available as per 

USFDA/EMA/ANVISA guidelines.
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Diagnostics Lab: Infrastructure

• Offers clinical testing service exclusively for BA/BE studies.

• Certifications & Accreditations:

Ø College of American pathologists (CAP)

Ø NABL

• Equipped with automated equipment's including:

Ø Random access Biochemistry analyser

Ø Haematology analyser

Ø Urometer

Ø Refrigerated Centrifuge

Ø ESR analyser

Ø ELISA reader

Ø ELITE analyser
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Experience With Different BA/BE Study Designs 
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• Specializing in Highly Variable Drugs – semi replicate and replicate design 

studies.

• Optimal Cross Over Designs.

• Parallel Designs for long half life drugs.

• BE on Narcotic Drugs.

• Studies on locally acting drugs - GIT

• BE studies on specialized populations – post menopausal females, patients, 

elderly population



• Azidus facilities are audited by major pharmaceutical Co’s & Regulatory agencies.

• Major regulatory approvals are:

Ø ANVISA, Brazil

Ø College of American pathologists (CAP)

Ø Drug Controller General of India (DCGI)

Ø EMA

Ø GLP Poland

Ø ISO Certifications, Rhineland

Ø ISP Chile

Ø MoH Turkey

Ø MoH UAE

Ø NABL, India

ØUSFDA Inspected

Ø WHO

Regulatory Track Record
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Ø First FDA Inspection: 16th June to 21st June, 2014 (Mr Scott Laufenberg & Dr Gopa

Biswas) – Clinic and BA lab. (form 483 issued and responded)

Ø 18th January – 26th January, 2016. FDA inspection (Ms. Laverne Puckett) – Clinic only 
inspection (No 483 issued)

Ø 14th March – 18th March, 2016 FDA BA lab inspection (Dr Sripal Mada, Mr Dipesh Shah, 
Dr Melkamu G) (483 issued and responded)

Ø 1st September – 9th September, 2016 FDA BA lab inspection (Dr Sripal Mada, Dr
Gajendiran M, Mr Daniel Roberts) (483 issued and responded)

Ø 15th October – 23rd October, 2018 FDA clinical inspection ( Ms. Brandy davis brown)         
( No Observations & Recommendations)

Ø 3rd December – 7th December, 2018 FDA BA inspection (Dr. Hasan Irier, Dr. Mohsen  
Rajabi) (No Observations & Recommendations)

US FDA Inspection History
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ANDA Approvals

Drug Product Date of Approval

Doxorubicin Hydrochloride (Liposomal) Feb 04, 2013

Acitretin Capsules May 22, 2015

Tetrabenazine Tablet August 17, 2015

Milnacipran Tablet October 09, 2015

Olmesartan Medoxomil Tablet March 18, 2016

Potassium Chloride Tablet August 19, 2016

Memantine Hydrochloride Capsule January 09, 2017

Fingolimod Capsule March 22, 2017

Olmesartan Medoxomil and Hydrochlorothiazide Tablet April 24, 2017
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ANDA Approvals (Continued)

Drug Product Date of Approval

Losartan Potassium Tablet August 14, 2017

Oxybutynin Chloride Tablet October 23, 2017

Dofetilide tablet March 26, 2018

Nitroglycerin Sublingual Tablet May 07, 2018

Ciprofloxacin Hydrochloride Tablet June 22, 2018

Asenapine Sublingual Tablet July 17, 2018

Topiramate 200mg Capsule Sep 24, 2018

Dofetilide Tablets Oct 09, 2018
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ANDA Approvals (Continued)

Drug Product Date of Approval

Dofetilide Tablets Oct 09, 2018

Clobazam 20mg Tablets Oct 22, 2018

Albuterol Sulfate Oct 26, 2018

Anastrozole 1mg Tablets Nov 09, 2018

Letrozole 2.5mg Tablets Nov 14, 2018



Clinical inspection on Oct 18’ 
with NO OBSERVATIONS

Bioanalytical inspection on Dec 
18’ with NO OBSERVATIONS

Clinical & Bioanalytical 
inspection on Jun 18’ with NO 

OBSERVATIONS

Clinical & Bioanalytical 
inspection on Nov 17’ with NO 

OBSERVATIONS

Recent Inspections at Azidus
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Azidus Inc., USA
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• We have a dedicated clinical & 

bioanalytical facility in Wisconsin, USA.

• The facility is equipped with 60 beds 

and 3 LC MS/MS for Bioanalysis.

• It is operative since Q4 FY’18.



Azidus Brazil
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• Azidus laboratories, India acquired Lal Clinica, in Brazil on 
October 2016 and started  BA/BE services under the name 
Azidus Brazil.

• It has state-of the art Clinical facility and specializing in 

controlled substance and biologics research.

• The facility is equipped with 57 beds.

• Clinical Research Services :

Ø BA/BE studies 

Ø Phase 1-4 Studies 

Ø Specialised in controlled drug substance clinical research

Ø Biosimilars clinical development
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• Making Science of research simple and affordable to all.

• Bridging the technology gap in developing countries and striving for innovation in 
developed countries around the globe.

• Science and Ethics come first !

AZIDUS Business Focus – Science Driven
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Some of our
Client

TESTIMONIALS

22



Sigma Pharma, USA
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Sigma Pharma, USA – Potassium Chloride Approval



EMS, Brazil
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PAR Pharmaceuticals, USA
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Bilim Ilaç Turkey
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Sun Pharma,India
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Sun Pharma,India
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Intelli pharmaceutics, Canada
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Abbott, Netherlands
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Abbott, Netherlands
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CONTACT US
AZIDUS LABORATORIES LIMITED

# 23, School Road, Rathinamangalam, 

Vandalur, Chennai – 600 048. 

Tamil Nadu, India

Contact no.:  +91 44 2740 5244

Website:  www.azidus.com

Email:  bd@azidus.com
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THANK YOU
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