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In my report, as a QPPV, I would like to share the experience of functioning PhV system in Ukrainian MAH
as one of the market leader. Also as well I would like to highlight the key points, challenges, solutions are
faced during the performing Pharmacovigilance processes by Arterium Corporation since the beginning of a
military invasion of Ukraine by the Russian Federation.

The company's motto is- "To be closer to the people”, in PhV language it means- to ensure the appropriate level
of safety for each product.

02/24/2022 - the date that brought new challenges for all MAHs, who operate on the Ukrainian market, such as:

o  showed their breaking point of the current Pharmacovigilance system,

o identified new weak links and development zones for the MAH, which could not be predicted in
peacetime,

« identified for managers what tools and approaches were effective, which have made contribution for
ensuring the sustainability of the system,

«  We were able to identify vulnerable points in matters of ensuring the safety of the Ukrainian applicant's
drugs in foreign markets of presence, on which it is necessary to work together in nearest future
with the Global pharmaceutical community, and develop approaches and rules for further actions in
critical situations.

o In practice, we have faced and experienced in real condition the principles that at critical moments
you are at the level of basic training, and it is important to understand this and continue to maintain
a sufficient level of professionalism and managerial competencies.

Summary
The author does not state the conclusion, but highlights the intermediate results according to the assessment:

o The readiness of System
o The detection of the margin of safety
o The ability to respond quickly
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This, in turn, will allow us in the future to:

o  Stabilize and continue uninterrupted operation
«  Identify weak links and areas of development
o Develop additional procedures within the system

o Raise global issues of patient safety to a higher level of communication in the industry in order to
share experience and further develop joint approaches and solutions
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