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T ru s ted  f o r  Comp l i ance

End-to-end Engineering, Qualification, Validation

and Compliance Solutions for the Pharmaceutical &

Life Sciences Industry.



2016 2020 2023

2024 to 20252021 to 2022 2018

IncepOne

Launched

Digital Compliance

Platform

Powering Pharma

4.0 Operations

LAUNCH OF
INCEPONE

FOUNDATION

Inception of IncepBio

Introduced Validation &

Testing Services

Started serving

Pharmaceutical & Life

Sciences organizations

Facility Expansion

CQV Division

Established

Enhanced Engineering

Services

EXPANSION

Turnkey Projects Launched

20+ Pharma Projects Delivered

One-Stop Validation &

Engineering Solutions

END-TO-END
PROJECT DELIVERY

Introduced CSV

Supported Clients Through

COVID-19

Expanded Digital

Compliance Solutions

DIGITAL
TRANSFORMATION

IncepOne Enhanced

Global Expansion

Customer-Centric

Growth

ACCELERATING
GROWTH

10+10+10+10+ Years of

Experience

500+500+500+500+ Projects

Delivered

100+100+100+100+ Sites

Supported

250+250+250+250+ Qualified

Professionals

OUR JOURNEY & MILESTONESOUR JOURNEY & MILESTONESOUR JOURNEY & MILESTONESOUR JOURNEY & MILESTONESOUR JOURNEY & MILESTONESOUR JOURNEY & MILESTONES



Medical Device

Manufacturing Facilities

In-Vitro Diagnostic (IVD)

Facilities

Contract Development &

Manufacturing

Organizations (CDMOs)

Contract Research

Organizations (CROs)

QC Laboratories

Microbiology

Laboratories

R&D Laboratories

Testing Facilities

Aerospace

Manufacturing

Defense Production

Space Technology

Precision Engineering

Medical Device

Industry

Medical Device

Industry

Medical Device

Industry

CDMOs & Contract

Manufacturing

CDMOs & Contract

Manufacturing

CDMOs & Contract

Manufacturing

Laboratories &

Research Facilities

Laboratories &

Research Facilities

Laboratories &

Research Facilities

Aerospace &

Defense

Aerospace &

Defense

Aerospace &

Defense

Oral Solid Dosage (OSD)

Sterile Injectables

API Manufacturing

Vaccines

Biosimilars

Biotechnology Products

Pharmaceutical

Manufacturing

Pharmaceutical

Manufacturing

Pharmaceutical

Manufacturing

Biotech Startups

Biopharmaceutical Companies

CAR-T & Cell Therapy Facilities

Research & Development

Centers

Biotechnology &

Life Sciences

Biotechnology &

Life Sciences

Biotechnology &

Life Sciences

Hospitals

Healthcare Facilities

Diagnostic Centers

Clinical Research

Organizations (CROs)

Healthcare &

Medical

Healthcare &

Medical

Healthcare &

Medical

Semiconductor Fabs

Microelectronics

Facilities

Wafer Processing

Packaging & Assembly

Semiconductor

Manufacturing

Semiconductor

Manufacturing

Semiconductor

Manufacturing
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Delivering Compliance

Paperless Validation
Digitize and streamline validation documentation

Electronic Records
Centralized, secure & controlled records

Digital Signatures
Faster approvals with secure e-signatures

Audit-Ready Compliance
Complete traceability and easy audit access

IncepOne™ enables end-to-end digital validation workflows

with complete traceability, data integrity, and audit readiness.



The Shift Toward
Continuous
Compliance

Extends your Engineering &

Quality teams

Transforms validation from

periodic support to continuous

compliance

Provides expertise, resources, and

real-time compliance support

CORE VALIDATION
AREAS

Cleanroom & HVAC — Airflow, HEPA,

Pressure, Particle Monitoring

Thermal Validation — Autoclaves, SIP,

Depyrogenation, Temperature Mapping

Equipment & Environmental —

Requalification, EM & Periodic Reviews

Validation Consulting — Planning,

Lifecycle Strategy & Documentation

CONTINUOUS
SUPPORT

Annual Validation Planning

Routine Requalification

Documentation & CAPA

Support

Vendor & Audit Coordination

Dedicated Resource | Resident Engineer |

Project-Based | Remote | Hybrid

Dedicated Resource | Resident Engineer |

Project-Based | Remote | Hybrid

Dedicated Resource | Resident Engineer |

Project-Based | Remote | Hybrid

People + Expertise + Equipment + Continuous Support + Digital Governance



Process & Utility Engineering
HVAC & Cleanroom Solutions
MEP Design & Detailing
EPC / Turnkey Projects
Project Management Consultancy (PMC)

INCEPBIO SERVICE

ECOSYSTEM

Digital Platform

Resident Validation Engineers
Engineering & QA Support
Validation Lifecycle Management
Cleanroom & Thermal Validation
Compliance Documentation
Technical Training

Commissioning &
Qualification (CQV)
Facility Qualification
Equipment Qualification
Clean Utility Qualification
Commissioning Support

Program Engineering & EPC

Qualification Services

Validation Services

Process Validation
Cleaning Validation
Analytical / Method
Validation
AFPT/ Smoke Study
Equipment Validation
Validation Lifecycle
Management

CSV & Digital Compliance

Computerized System Validation (CSV)
GAMP 5 Compliance
21 CFR Part 11 Compliance
Data Integrity
Computer System Lifecycle Management

Thermal & Environmental

Solutions

Thermal Mapping
Cold Chain Mapping
Environmental Monitoring
Airflow Visualization

Validation Tracking
Compliance Monitoring
Document Control
Audit Management
Real-Time Insights

Regulatory Consulting

GMP Consulting
Gap Assessment
Audit Readiness
Documentation Support
Regulatory ComplianceW
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All services aligned with global

standards such as ISPE, ASME,

GAMP 5, ISO, and industry best

practices.

Leverage the power of IncepOne

— our digital platform for real-

time tracking, automation, and

data integrity.

We listen, understand, and

collaborate closely to deliver

solutions tailored to your goals

with transparency.

500+ successful projects across

pharma, biotech, and healthcare

industries with consistent quality

and client trust.

GLOBAL STANDARDS

DIGITAL SOLUTIONS

CUSTOMER-CENTRIC

EXECUTION

PROVEN EXECUTION

CAPABILITY

250+ skilled professionals with

deep domain expertise in CQV,

CSV, Validation, Engineering,

and Compliance.

Agile execution models,

optimized resources, and

proven methodologies to

meet tight timelines.

Strong focus on cGMP, EU GMP,

US FDA, WHO, PIC/S, and other

global regulatory requirements,

ensuring audit-ready outcomes.

From concept to compliance

— we own the entire lifecycle,

ensuring accountability and

seamless project delivery.

EXPERIENCED PROFESSIONALS

FAST TURNAROUND

REGULATORY COMPLIANCE

END-TO-END OWNERSHIP

WHY INCEPBIOWHY INCEPBIOWHY INCEPBIO
We don't just deliver services. We deliverWe don't just deliver services. We deliverWe don't just deliver services. We deliver

confidence, compliance and long-term valueconfidence, compliance and long-term valueconfidence, compliance and long-term value

We don't just deliver services. We deliver

confidence, compliance and long-term value



VALIDATION HOURS

EQUIPMENT QUALIFIED

105,120+

3500+

100+ SITES SUPPORTED

PROJECTS COMPLETED

YEARS OF EXPERIENCE

500+

10+

250+ ENGINEERS & CONSULTANTS

80%+ REPEAT CLIENTS

Extensive validation and

qualification hours delivered with

precision, accuracy and compliance.

Process, utility, lab and critical

equipment qualified for compliance

and reliable performance.

Supporting greenfield and

brownfield facilities across India and

international locations.

Successfully delivered across pharma,

biotech and healthcare industries with

100% on-time execution.

Over a decade of dedicated service

in life sciences compliance and

engineering excellence.

Experienced professionals

specializing in CQV, CSV, Engineering

and Validation.

Strong client relationships built on

trust, performance and delivery

excellence.

98% CUSTOMER SATISFACTION Achieved through consistent quality,

transparency and long-term

partnerships.
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Equipment Portfolio

Anemometer Eupry WiFi Data 
Logger

Particle 
Counter

Data logger Temperature 
Calibration Bath

Microrite Aerosol
Photometer

Air Capture 
Hood Lux Meter DEHS Generator



Timely Delivery. Dedicated Support.

Successfully completed HVAC

Revalidation activities with technical

expertise, professionalism, and

commitment to quality.

Biocon Syngene
Team Engineering

Rapid Turnaround. Reliable

Partnership.

 Delivered HVAC Revalidation within a

challenging 21-day timeline through

exceptional planning and execution.

Aurigene
Team Engineering

Technical Expertise. Seamless Execution.

 Provided valuable support for HVAC

Revalidation with strong technical

capabilities and smooth project coordination.

Biocon
Team QA

Team Engineering

Excellence in Execution. Strong Collaboration.

 Recognized for professionalism, technical

competence, and a customer-centric

approach in validation services.

Real Feedback from Valued PartnersReal Feedback from Valued PartnersReal Feedback from Valued Partners



Real Feedback from Valued PartnersReal Feedback from Valued PartnersReal Feedback from Valued Partners

Team QA

Pasteur Institute

of India Coonoor

Excellent Support. Timely Delivery.

 Successfully completed Thermal

Mapping activities with accuracy

and within committed timelines.

DIA-LAB Dr. Reddy’s
Team Engineering

Professional Approach. Reliable Execution.

 Demonstrated strong technical expertise in

successfully completing HVAC Revalidation

activities.

Strides
Team Engineering

Knowledgeable Team. Smooth Execution.

 Provided seamless support for HVAC

Revalidation activities with strong technical

expertise.

High Quality. Great Collaboration.

 Delivered Cleanroom Validation activities

with high quality standards and excellent

collaboration.

Team Engineering



A Legacy of Trusted Partnerships



Prashanth S Hugar

Founder & Director

Ambarish M Ghali

Founder & Director

Prasanna Vudayagiri

Sr. Consultant - CSV

Chandrakesan Jayaram

Sr. Technical Consultant

Gaurav Dakshini

Sr. Consultant – CCS,

Smoke Study

Visionary leaders driving excellence and innovation

Leadership TeamLeadership TeamLeadership TeamLeadership Team

Advisory Experts &

Consultants

Founder &

Directors

Experienced Leaders

Domain Specialists

Flexible Engagement

Client Success Focused

Trusted Advisors



Riya Malakar Asish Kumar ANAND R Santhosha M K Bala B

Sreelakshmi P Deeksha Venkatesh Bharath Kumar H N

Branding & Marketing Business Development

Validation

Business Development

CQV & Turnkey

Operations - Validation Operations - CQV & Engineering

Quality Assurance Human Resource Finance Admin

Meet Our Team



Trusted by Industry Leaders. Driven byTrusted by Industry Leaders. Driven byTrusted by Industry Leaders. Driven by
Innovation. Committed to Excellence.Innovation. Committed to Excellence.Innovation. Committed to Excellence.
Trusted by Industry Leaders. Driven by
Innovation. Committed to Excellence.

www.incepbio.com

WebsiteWebsiteWebsite

support@incepbio.com

EmailEmailEmail

+91 6366942391

PhonePhonePhone

linkedin.com/company/incepbio

linkedinlinkedinlinkedin

Thank YouThank YouThank YouThank YouThank YouThank You
Your Trusted Partner in Progress

India | Singapore | Malaysia
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