BIOVETA, a.s., Komenského 212/12.

Pnone: 00420-517318609

Fax: 00420-517363319

83 23 Ivanovice na Hané, CZECH REPUBLIC

Product:

Batch No.: 706229A
Expiry: 11/2024
Date of production:  20.12.2022

Results of analysis:

CERTIFICATE OF ANALYSIS

BIOSUIS LEPTO P, emulsie injectabil3

Tests Release limits Shelf-life limits Results

Appesrance White' tf’ pinkish mill‘w quuid which ma.y contain low complles
quantities of the easily dissolvable sediment.

Content of original package min. 10 ml, 20 ml, 50 ml 20.4 ml
Sterility Vaccine must be sterile. sterile
Efficacy Vaccine must be effective. complies
Parvovirus suis inact. HIT 2 4 log, 4.6 log2
Leptospira pomona inact. ALR > 32 1:40
Leptospira Hardjo inact. ALR 2 32 151
Leptospira Bratislava inact. ALR 2 32 1:161
Leptospira grippotyphosa inact. ALR = 32 1.64
?;gzﬁ;gnorrhagiae inact. ALRE32 TiigR
Leptospira canicola inact. ALR = 32 1:323
Lr;an:z;izz?l “RArvevices Vaccine muss not contain of live parvovirus. complies
::r:)an:tpizi:ltei?\?l - leptospira Vaccine muss not contain of live leptospira. complies
Serum absence Vaccine muss not contain of serum. complies
Extraneous agens ;F\‘lltien\;a;:i;z;ri\rts;t;:;te antibodies against the complies
pH 6.5-7.8 7.3
Formaldehyde max 0.190 % (1.9 mg/ml) 0.03 %
Thiomersal 0.1 mg/ml (0.085 - 0.115 mg/ml) 0.102 mg/ml
Air tightness The vials must be hermetically sealed. complies

! Test is performed as input control

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 suitabl

ith control regulations of the valid PN No. 158,V002.
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