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FDA warning letters in 2019 had 

Cleaning related observations37%

Procedures Not Followed Missing Procedures
Inadequate Procedures Miscellaneous

Based on data analysis from FDA website



 
www.leucinetech.com

CLEEN delivers robust 
cleaning compliance via 
digital orchestration of 
end-to-end procedures & 
proactive insights




CLEANING PROCESS INSIGHTS




INTEGRATION & ANALYTICS




DIGITAL WORK INSTRUCTIONS




CLEANING VALIDATION LIFECYCLE
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Automated Cleaning 
Validation Lifecycle

USE CASE (1/3)

Impact Assessment 
Assess the impact of any changes such as new 
product introduction on Validations

Limit & Worst Case 
Maximum Safe Carryovers based on Health-
Based Exposure Limits & and Worst Cases

Digital Protocol Execution 
Digital execution of the validation protocols 
including Inspections, Sampling, etc.

Sync with Production 
Stay on top of Production Plan and schedule 
cleaning validation runs
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Digital Cleaning  
Work-Instructions

USE CASE (2/3)

Orchestrated Cleaning 
Cleaning operators are enabled to do their 
best job via proactive visual work instructions

Touch/Voice based interaction 
Touch and Voice -based interactions enable 
Users to perform tasks with ease

Supercharged Collaboration 
Teams can collaborate easily and seamlessly 
within CLEEN software

Integrate with MES 
Integrate with MES to stay on top of the 
Equipment Status and generate ECRs
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Actionable Cleaning 
Process Insights

USE CASE (3/3)

Cleaning Process Performance 
Automated insights generated to understand 
the efficacy of the cleaning process

Statistical Process Control 
Statistical Analysis is in-built including 
Capability Analysis and Residue Trends

Risk-based Equipment Release 
Automated Risk Assessments are performed to 
generate release recommendations

Value Streaming Analytics 
Integrate with MES to stay on top of the 
Equipment Status and generate ECRs
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MAKE COMPLIANCE A 
COMPETITIVE ADVANTAGE 
— 
LEUCINE DIGITAL 
COMPLIANCE PLATFORM

BOOK DEMO

About LEUCINE: Leucine is a digital compliance software platform, designed to help pharma companies reduce the 
risk of non-compliance in GxP Procedures via digitalisation of resources and orchestration of procedures. CLEEN is a 
trademark of Leucine Medtech Private Limited. For more information, visit our website:www.leucinetech.com  

https://www.leucinetech.com/cleaning-validation-software-demo
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