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

CERTIFICATE OF ANALYSIS

Product: Biocan Puppy, liofilizat pentru suspensie injectabila si diluant
Batch No.: 815127 A
Expiry: 14.01.2022
Date of production: 15.01.2020

Results of analysis:

Tests Release limits Shelf-life limits Results
Component D:
Appearance Spongy consistency, cream or pinkish colour. conforms
Mycoplasma test Vaccine should not contain mycoplasma. conforms
Extraneous viruses Vaccine should not contain extraneous viruses. conforms
CDV identity Neutralisation index = 2. 4.6
CDV titre min. 10*? TCIDso/ml, max. 10°° TCIDso/ml 10*® TCIDso/ml

Residual humidity

max. 3 %

2.6%

Component P:

Appearance White or pink white liquid with fine sediment. conforms

Package content Vials should contain min. 1 ml of the vaccine. 1.12 ml

CPV inactivation In-process control — Parvovirus should be inactivated. conforms

Etititre In-process control — haemagglutination titre 5 048 HAU
min. 1024 HAU, max. 4096 HAU

Airtightness Vials should be hermetically sealed. conforms

Content of aluminium

hydroxide 1.75-2.25 mg/ml 1.78 mg/ml

(measured as Al;03)

Disolved vaccine

. :ig:lgjsg;:;?-red or yellowish colour with light conforis

pH value 6.5-8.0 7.3

Efficacy Vaccine should be efficient. conforms

Sterility Vaccine shall be sterile. sterile
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