WWW., .com U E

A ———
(1Y |ew, @Y ud wew Iew
wminwad  MICRO, SMALL & MEDIUM ENTERPRISES

\

4

w B QUALIEYIT

SOLUTIONS

An ISO 9001 : 2015 cerlified company



Qualify IT Solutions a Startup company in engineering & design. Having
successfully executed CSV & CQV projects in Infra, Pharma, Biotechnology
and software industries. Qualify IT Solutions provides expert delivery of
world class Pharma Facilities. Our team of CSV & CQV engineers is skilled at
taking your project from concept to operation, providing local support
with global subject matter expertise. Qualify IT solutions will deliver a

cost-effective design and to meet regulatory requirement.

Qualify IT solutions provides services for the validation of the process
equipment’s, utilities, control systems and the facility determined to be

GXP and Non-GXP system used in pharmaceutical manufacturing facilities.

COMPUTER

SYSTEM VALIDATION Computer System Validations

* Upgradation of Legacy Systems

* Automation Support

« PLC and SCADA Validation as per GAMP Requirements Test Case
Generation

* Application Software Validation as per GAMP and EU
ANX 11 and 21 CFR Part 11

« EMS/BMS Qualification Change
. ) Management
* Excel Sheet Validation Operations

» Audit Trail Review Assessments & Maintenance
* Periodic Review Assessments Retirement

* ERES Assessments

* GAP Assessments for All types Computerized Systems

Concept & Designing for Pharmaceutical
Green field & Brown Field projects

02 03

Design Pre-
Construction

* Process Engineering

* Procurement Management

01 04 Commissioning & Qualification
""eP""’"*, jeasaacion HVAC Design Support

' J Lsp Process Equipment’'s Automation Support

05

08 i Facility, Black Utility, Clean Utility, Process
Post-Occupan ?}mm{sslon.mg
Aftercare \ e Equipment's P&ID Concept review

services

07 06 CIP/SIP Studies Designs

Initial occupation  Pre-handover AMC Services for All type of Process

Equipment’s (Vial Filling Line, BFS, Ampule

Line, Tube Filling Line and water sytem)




Steam Sterilizers

Depyrogenation tunnel

Dry Heat Sterilizers
Mixing Vessels

BOD Incubators

Cold chambers
Refrigerators

Clean Rooms Mapping

Thermal mapping of Warehouse, Cold
Room & Retention Room

THERMAL
VALIDATION

Lyophilizer Validation

Ultra-low Temperature Equipment and
cold chain services

Regulatory & Customer Audit Support
& Trainings provided by professionals

GMP Training Program Management

Data Integrity Commitment

Good Documentation Practices
Quality Management Systems

Audit Behavioural Training Quality Risk

Management

Soft skills Training
Safety Training

CSV Training Program Site & Facility

Risk Assessment aclelail Ll Sl

Digital Training Module
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Flat No:501, Near Vignan School, Venkataraya
Nagar, Nizampet, Hyderabad, Telengana - 500090.

+91 8019426810,
+91 8019426812

info@qualifyitsolutions.com
sales@qualifyitsoltions.com
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