Phone: 00420-517318609

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

Product:

Batch No.:
Expiry:

CERTIFICATE OF ANALYSIS

OVIVERM 25 mg/ml, suspensie orald

465633A
05/2028
1.6.2026

Date of production:

Results of analysis:

Tests Release limits Shelf-life limits Results
Appearance White suspension. conforms
Microbiological quality: |
TAMC < 10*(CFU/g or CFU/ml) <10 CFU/g
TYMC < 10* (CFU/g or CFU/ml) <10 CFU/g
Escherichia coli absent (in1gor1ml) absent

Density 0.9850 — 1.0450 g/cm? 1.0157 g/cm?
pH 4.50-5.70 5.09
Praziguantel identity Rt and UV spectrum match with standard conforms
Praziquantel content 23.75-26.25 mg/ml 25.015 mg/ml
Sodium benzoate identity Rt and UV spectrum match with standard conforms
Sodium benzoate content 1.80-2.20 mg/ml 1.872 mg/ml
Sodium propionate identity Rt and UV spectrum match with standard conforms
Sodium propionate content 1.80—-2.20 mg/ml 1.935 mg/ml

Praziquantel impurities:

Impurity A—max. 0.5 % 0.06 %
Purity test Impurity B —max. 0.5 % 0.00 %

Any individual undefined impurity - max. 1.0 % 0.1258 %

Sum of impurities —max. 1.5 % 0.19%

Min. 10% of particles (Dvig) < 5 pm conforms
Particle size Min. 50% of particles (Dvsg) < 10 um conforms

Min. 90% of particles (Dvagg) < 30 um conforms
Viscosity 100 - 550 mPas 323.0 mPas
Dispersibility Must pass the test. conforms
Sedimentation Must pass the test. conforms
Package extractable volume min. 950 ml 974.0 ml

| certify that this product has heen tested in the laboratories of Bioveta a.s. and has been found
requirements. Preparation is suitable with control regulations ofthe valid PN No. 566, V0O1.
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