BIOVETA, a.s., Komenského'212/12, 683 23 Ivanovice na Hané, CZECH REPUBLIC
Phone: 00420-517318609 Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: SELIVERM 45 mg, solutie spot-on pentru pisici M
Batch No.: 0424B01
Expiry: 10/2026

Date of production: 25.11.2024

Results of analysis:

Tests Release limits Shelf-life limits Results
A clear, colourless to yellow solution or yellow-
green. The solution is clear like water R. The yellow
Appearance colour of the solution is not more intense than the S
PP colour of the reference solution Y1. The green- P
yellow colour of the solution is not more intense
than the colour of the reference solution GY1.
Microbiological quality:
TAMC < 10* (CFU/g or CFU/ml) <10 CFU/ml
TYMC < 10" (CFU/g or CFU/ml) <10 CFU/ml
Staphylococcus aureus absent (in1gor1ml) absent
Pseudomonas aeruginosa absent (in1gor1ml) absent
Water content Max. 2.0 % 0.18 %
Density 0.8050 - 0.8300 g/cm? 0.8150 g/cm?
Refractive index 1.36-1.42 1.389
Selamectin identity test RT and UV spectrum match with standard complies
Selamectin assay 42.75-47.25 mg/tube 45.053 mg/tube
B I i i .
teusttylhydroxyto MR My Rt and UV spectrum match with standard complies
BHT assay 0.72-0.88 mg/ml Max. 0.88 mg/ml 0.800 mg/ml
Impurity A—max. 2.0 % 0.0721%
Impurity B - max. 2.0 % 0.1030 %
] Impurity C—max. 1.5 % 0.0355 %
Purity test .
Impurity D —max. 1.5 % 0.0682 %
Any individual undefined impurity - max. 1.0 % <1.0%
Sum of impurities — max. 4.0 % 0.71%
Uniformity of dosage units .
. . Must comply. complies
(Weight variability)
Average extractable volume 0.6750 - 0.8250 ml 0.7470 ml

I certify that this product has been tested in the laboratories of Bioveta a.s. and has been found to meet
specification requirements. Preparation is suitable with control regulations of the valid PN No. 555b,v001.
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