Lhasa Nitrosamine risk assessment
Limited with in silico

How confident are you in your nitrosamine
strategy?

Assess formation risk

Determine whether conditions exist for
nitrosamines to form

Drug substance
(API, synthetic route)

Drug product
(excipients, degradation)

Identify credible risks

Focus on impurities with
confirmed or plausible formation

Focus where it matters e

Establish acceptable intake (Al)

Determine safe exposure limits based
on structure and available evidence
[

l Al informs control targets Build the evidence base

Use data and predictive approaches
to support risk assessment

Data strengthens justification J

Define mitigation & control strategy
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~———» Reduce or prevent nitrosamines to meet Al limits

If limits Refine Al or control strategy J
aren’t met based on evidence =

Outcome:

. Early identification of formation risk

. Scientifically justified intake limits

. Targeted, efficient mitigation strategies
Confident regulatory alignment

How much evidence is enough?

Whether you're assessing mutagenic impurities, evaluating nitrosamine risk, or building
a regulatory justification, Lhasa solutions provide complementary evidence throughout
the decision-making process.

Predict mutagenicity with (Q)SAR Reference toxicity & carcinogenicity data
Vitic ‘
Search toxicity data instantly

LCDB Plus
Reference trusted carcinogenicity evidence

Derek Nexus
Assess toxicity, including mutagenicity, with an
expert rule-based model

Sarah Nexus
Pedict mutagenicity outcomes with a validated
statistical model
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Assess nitrosamine formation risk
Unify results, guide review

Mirabilis ‘\\
Derek & Sarah Calculate purge factors and formation risk
ICH M7 results in one-click '/
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Zeneth
Acrostic Predict degradation and nitrosation pathways
Structure read-across workflows for compound-

specific Al limits
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When deeper expertise is needed

Consult Lhasa A
Access expert-led nitrosamine risk assessments




