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K E Y  M E S S A G E S

1 Ketoconazole 2% shampoo has intrinsic antimicrobial activity that can interfere with microbial 
recovery in quality control.

2 Effective neutralization of the shampoo matrix is essential for reliable microbiological testing 
according to Ph. Eur. standards.

3 The validated method demonstrated adequate recovery and precision for TAMC, TYMC, and 
specified microorganisms, ensuring reliable routine quality control.

A B S T R A C T

Introduction. Ketoconazole 2% shampoo is a non-sterile topical pharmaceutical preparation
containing 20 mg/g micronized ketoconazole, used in the treatment of Malassezia-associated
skin disorders. Microbiological quality control is essential for topical preparations, as
microbial contamination may affect both product quality and patient safety. The intrinsic
antifungal activity of ketoconazole, together with surfactants, preservatives and other
formulation excipients, may interfere with microbial recovery. Therefore, effective matrix
neutralization and demonstration of method suitability are essential for reliable
determination of TAMC, TYMC and specified microorganisms according to Ph. Eur.
requirements.

Materials and methods. Pharmacopoeial approach was used following Ph. Eur. 2.6.12 and 2.6.13
with low-level inocula (<100 CFU) and 0.45 µm PVDF membrane filters. Neutralizing system
consisted of buffered sodium chloride-peptone diluent with neutralizers. Sample
preparation involved 10 mL shampoo with PDN neutralizers. Quantitative method suitability
was tested by surface-spread and membrane-filtration methods on TSA and SDA media at
specified temperatures and durations. Qualitative method suitability involved parallel
enrichment and selective subculturing for specified microorganisms using low-level inocula
(<100 CFU) with TSB enrichment at 30–35 °C for 18–24 h.

Results. TAMC recovery ranged from 91.37% to 100.80% across the tested microorganisms.
TYMC recovery ranged from 89.14% to 96.10% for C. albicans and A. brasiliensis. Recovery
and precision results demonstrated effective neutralization of the intrinsic antimicrobial
activity of the Ketoconazole 2% shampoo matrix without relevant inhibition of the challenge
microorganisms.

Conclusion. The developed microbiological method demonstrated adequate recovery,
precision, and effective neutralization of the intrinsic antimicrobial activity of Ketoconazole
2% shampoo. The method was suitable for both quantitative enumeration and detection of
specified microorganisms and is therefore considered reliable for routine microbiological
quality control in accordance with Ph. Eur. requirements.

MP J Med Res. 2026;1:2026-0053 journal.meetingspremium.com/p/2026-0053 1 / 2



MP Journal of Medical Research Ristevska S, et al. 2026-0053

P O S T E R

C I T E  T H I S  P U B L I C AT I O N

Ristevska S, Shushleski D, Velkovski M, Slaveska Spirevska I, Cvetkoska D. Development and validation of 
analytical method for microbiological quality control of ketoconazole shampoo 2% [Poster]. MP J Med Res. 
2026;1:2026-0053. doi:10.5281/zenodo.23772395

Vancouver format · APA, BibTeX and RIS on the online record

Original poster in high definition on 
the online record.

S O U R C E
Presented at 8th Congress of Pharmacy in North 
Macedonia, Ohrid, 1–4 October 2026. Republished with 
the agreement of the authors.

P R O C E S S
Record checked by the editorial team, approved by the 
corresponding author, then reviewed by the journal’s 
editorial board.

I N D E P E N D E N C E
Partners and advertisers take no part in scientific 
selection.

© The authors. Open access publication under the Creative Commons Attribution 4.0 International (CC BY 4.0) — https://creativecommons.org/licenses/by/4.0/ license. Published by 
MeetingsPremium LLC, 75 East 3rd Street, Sheridan, WY 82801, United States.

MP J Med Res. 2026;1:2026-0053 journal.meetingspremium.com/p/2026-0053 2 / 2


