BIOVETA, a.s., Komenského 212/12, 683 23 Ivanovice na Har

Phone: 00420-517318609

Fax.

e, CZECH REPUBLIC

CERTIFICATE OF ANALYSIS

Product: BioBos RCC, suspensie injectabil3
Batch No.: 205430A

Expiry: 03/2025

Date of production: 27.4.2023

Results of analysis:

Tests Release limits Shelf-life limits Results

Appearie: ceciment that s dapers homogenousy after shaking. | "oFT™
Extractable volume Min. 2 ml, 10 ml, 50 ml, 100 ml 10.2 ml
Air tightness The vial must be hermetically sealed. conforms
Sterility The product must be sterile. sterile
pH 6.8-7.8 7.37

E.coli 1.51 <RP <6.00 RP=1 225
Potency* BCV 1.20<RP <2.62 RP21 1.64

BRV 1.22 <RP<2.82 RP21 1.36
Identity* :jdeecr;:irt:disa :‘fg:::ed by production of antibodies to conforms
Aluminium oxide content* (2.7 -3.3 mg/ml) 3.097 mg/ml
Thiomersal content* (0.085-0.115 mg/ml) 0.099 mg/ml
Endotoxins assay ** Max. 3.2 x 10° EU/ml| 1.79 x 10° EU/ml
Formaldehyde content* Max. 0.05 % 0.008 %
Quillaja saponin content* 0.08 - 0.2 mg/ml 0.109 mg/ml

*performed as an in-process control on bulk vaccine
**performer on bacterin just before vaccine bulk formulation

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. 452,v001.
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Mgr. Hapa Nezvalova”
HEAD Qeggl’/a




