BIOVETA, a.s., Komenského 212/12, 683

Phone: 00420-517318609

Fax: 00420-517363319

3 lvanovice na Hané, CZECH REPUBLIC

Product:

Batch No.: 515131A
Expiry: 06/2025
Date of production: 4.1.2024

Results of analysis:

CERTIFICATE OF ANALYSIS
CANIVERM, pasta orala

Tests Release limits | Shelf-life limits Results
Appearance Yellow, homogeneous paste. complies
Package usable volume min. 4.0 ml, min. 10.0 ml 10.60 ml
Water content max. 0.3 % 0.04 %
Must comply.
Microbiological safety TAMC (CFU/g): 10° complies
TYMC (CFU/g): 10?
Escherichia coli: ahsent
Density 1.010 - 1.070 g/cm? 1.039 g/cm?
Identity of fenbendazole Must comply. complies
Content of fenbendazole (71.25 -78.75) mg/ml 73.65 mg/ml
Identity of pyrantel embonate Must comply. complies
Content of pyrantel embonate | (68.40 —75.60) mg/ml 69.70 mg/ml
Identity of praziquantel Must comply. complies
Content of praziquantel (23.75 -26.25) mg/ml 24.56 mg/ml
Must comply.
Compliance of RT of reference standard and
Identity of bulylhydroxyanisole sample complies
Compliance of fluorescent spectra of sample and
standard
Content of bulylhydroxyanisole | (0.18 —0.22) mg/ml 0.215 mg/ml
Purity tests
Fenbendazole impurities:
- content of oxfendazole max. 1.0 % 0.00 %
- any |_ndIV|duat unidentified k. 1.0% ND
impurity
- sum of impurities max. 3.0 % 0.00 %
Pyrantel embonate impurities:
.-any l-ndlwdual unidentified B, 1.06% ND
impurity
- sum of impurities max. 3.0 % 0.00 %
Praziquantel impurities:
jany |.nd|\ndual unidentified Vi L% ND
impurity
- sum of impurities max. 3.0 % 0.00 %
Particle size min. 95 % of particles < 25 pm 100 %
Injectability Must comply. complies
Viscosity 800 — 1200 mPas 953 mPa.s
Mass uniforminty of doses in .
Must comply. complies

multidose containers
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13/02/2024
Mgr. Hana Nezvalova
HEAD of QC,QP




