BIOVETA, a.s., Komenského 212/12,
Phone: 00420-517318609

683 23 lvanovice na Hané, CZECH REPUBLIC
Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: BioBos Respi 5, liofilizat si suspensie pentru suspensie injectabila
Batch No.: 355532

Expiry: 01/2027

Date of production:  3.2.2025

Results of analysis:

Tests Release limits Shelf-life limits Results
Freeze-dried fraction
Appearance A spongy consistency, a cream to yellowish colour. conforms
Sterility The product must be sterile. sterile
Mycoplasma The vaccine must be free from mycoplasma. conforms
Extraneous agents The vaccine must be free from extraneous agents. conforms

Potency (virus titre)

min. 10%3 TKIDso/ 2 ml, min. 1057 TKIDso/ 2 ml,
max. 107° TKIDso / 2 ml max. 107* TKIDso / 2 ml

10%7 TKIDso/ 2 mll

The identity of the virus BHV 1 Bio 27 (gE-) is confirmed

Identity if the amplicon for gB is detected and, simultaneously, |conforms
the amplicon for gE is not detected.
pH 7.2-8.0 7.4
Residual humidity 0.05-3% 0.6%
The vial must be evacuated to a residual pressure of
Vacuum conforms
less that 2.66 Pa.
Liquid fraction
Appearance Rosy liquid with sediment. conforms
Content of the 10 ml | Min. 10 ml 10.2 ml
original package 50 ml Min. 50 ml --—-ml
Sterility test The vaccine must be sterile. sterile
Quillaia Saponin Il Assay 0.2 -0.3 mg/2 ml 0.225 mg/2 ml
PI-3 RP21.17 RP 2 1.26
BRSV RP>1.15 RP21 1.27
BVD RP2>1.18 RP 2 1.34
Relative Mannhe:rlmu RP > 1.16 RP>1 127
potency | haemolytica
Leucotoxin of :
Mannheimia il RP21 2.39
. max. RP £ 7.65
haemolytica
Identity test The. vac.cine 5ti‘mulates the prod.uction of specific e —
antibodies against declared antigens
pH 6.5-7.5 12
Bacterial endotoxins assay* Max. 1.86 x 10°°EU / vaccination dose (2ml) 1.52x10°EU/v.d.(2ml)
Aluminium oxide assay 0.2-0.6% 0.37 %
Formaldehyde assay Max. 0.05 % 0.000 %
Thiomersal assay 0.1 mg/ml (0.085 - 0.115) 0.095 mg/ml
Air-tightness The vials must be closed hermetically conforms

* The test is carried out as the in-process control during production of antigens

| 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. 549,v002.
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