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Marek Kiecana
President of the Board
Biokinetica S.A.
Nadwislanska 37
Jozefow Poland 05-420

Dear Dr. Kiecana:

The purpose of this letter is to inform you in writing of the outcome of a U.S. Food and Drug Administration (FDA)
inspection conducted at Biokinetica S.A. in Jozefow, , Poland during October 17 to October 21, 2022 by Tawny
Colling. No objectional conditions or practices were found during the inspection. No response to this letter is
necessary.

The FDA conducted this inspection under its Bioresearch Monitoring Program, which includes inspections designed
to ensure that data and information submitted to FDA are scientifically valid and reliable. Another objective of the
program is to ensure that the rights, welfare, and safety of research subjects are protected during the study of an
investigational product.

This inspection was conducted by FDA to determine whether your activities and procedures complied with Title 21,
Code of Federal Regulations (CFR) Part 320 - Bioavailability and Bioequivalence (BE).

We appreciate the cooperation you showed to FDA’s Colling during the inspection. Should you have any questions
or concerns regarding this letter or the inspection, please send all correspondence to:

CDER-OSIS-BEQ(@fda.hhs.gov
OR

Office of Study Integrity and Surveillance
Office of Translational Sciences

Center for Drug Evaluation and Research
Food and Drug Administration

Building 22, Room 1471

10903 New Hampshire Avenue

Silver Spring, MD 20993

Sincerely,

Kimberly A. Benson

Deputy Director

Division of Generic Drug Study Integrity
Office of Study Integrity and Surveillance
Office of Translational Sciences

Center for Drug Evaluation and Research
United States Food and Drug Administration

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
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