Kassab Laboratories Cleaning Validation Services Portfolio
About Kassab Laboratories
Kassab Laboratories is a trusted partner in the pharmaceutical industry, specializing in cleaning validation—a critical process in drug manufacturing that ensures equipment cleanliness, prevents cross-contamination, and upholds the highest product quality standards. Our expertise helps pharmaceutical companies comply with regulatory requirements while maintaining operational efficiency and product integrity.
Our Cleaning Validation Services
1. Regulatory Compliance Assistance
Ensuring compliance with regulatory standards is at the core of our services. We help your organization meet the stringent requirements set by regulatory authorities such as the FDA (Food and Drug Administration) and EMA (European Medicines Agency). Our team ensures that your cleaning validation processes adhere to current Good Manufacturing Practices (cGMP), reducing regulatory risks and enhancing audit readiness.
2. Residue Limit Setting
We determine acceptable residue limits using scientifically justified approaches, including toxicological risk assessments and pharmacological evaluations. Our calculations consider factors such as toxicity, exposure levels, and product potency to establish safe carryover limits, ensuring patient safety and compliance with industry standards.
3. Comprehensive Study Design
We design customized cleaning validation studies that align with your specific manufacturing processes. Our study protocols include:
· Worst-case scenario evaluations to identify potential cleaning challenges.
· Selection of effective sampling methods such as swab and rinse sampling.
· Determination of appropriate acceptance criteria based on product and equipment-specific parameters.
4. Analytical Method Development & Validation
We develop and validate highly sensitive and specific analytical methods to detect and quantify residues effectively. Our services ensure:
· High accuracy and precision.
· Compliance with regulatory guidelines (ICH Q2 R1).
· Reliable and reproducible results for cleaning validation assessments.
5. Comprehensive Documentation & Ongoing Monitoring
Our team provides detailed documentation, including validation protocols, reports, and SOPs, ensuring full traceability and compliance. We also offer continuous monitoring services to support periodic revalidation and ongoing regulatory adherence.
Why Choose Kassab Laboratories?
· Industry Expertise: Years of experience in pharmaceutical validation and compliance.
· Regulatory Knowledge: Up-to-date with the latest FDA, EMA, and ICH guidelines.
· Tailored Solutions: Customized validation strategies for your specific manufacturing processes.
· Commitment to Quality: Ensuring product safety, integrity, and regulatory success.

