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c-mail: comm{@biovela.cz

mi% BIOVETA, 0. 5. Komenského 212, 683 23 Ivanovice na Hané, Cech Republic,

Statement

We, Bioveta, a.s., as a manufacturer of the vaccine Biocan R suspension for injection hereby declare
that:
e the inactivated vaccine rabies virus, strain SAD Vnukovo-32 is produced on cell ine BHK-21;

o above mentioned vaccine virus is inactivated by P-propiolactone during the vaccine
manufacturing process;

e the vaccine is formulated using aluminium hydroxide:
I mL of vaccine contains at least protective Jose of inactivated rabies virus, i.e. ut least 2 [U of
inactivated rabies virus and the content of above mentioned active substance in chosen vaccine

batches is controlled by Official Medicines Control Laboratory of Institute for State Control of
Veterinary Biologicals and Medicines, Brno, Czech Republic.

Al above mentioned facts are stated in previously submiiied and appioved registration documentation.

Date: November 11™, 2017

RNDr. Jakub Linhart, Ph.D.
Head of Regulatory Affairs Department
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bioveta Bioveta, a. .

-. Manufacturer of veterinary pharmaceuticals and immunological products
Statement

Bioveta, a. 5., Komenského 212, 683 23 Ivanovice na Hané,

. I, Zmrzly Pavel, Director of QA/QC Section and Qualified Person at Bioveta a.s.,

the Czech Republic,
e ww e oses cwooc dedafedthalic T T

the vaccine Bayovac R is effective in all target species - dogs, cats, fur, cattle, horses, sheep,
goats, pigs at a vaccine dose of 1 m..

The vaccine after vaccination induces protective immunity and persists for at least 1 yeur
after vaccination.

These facts are evidenced by our registration dossiers, based on laboratory and field studies.

. lvanovice na Hané, January 19, 2018
E'.f}*.l;rj'-f?.., P '
€ omenskehn 212 sa
£%3 13 vanovics na Hals e 19 -81 fie

ol 517 318 688, fax: 517 36

(0. 2500w DICC 2 1higiPvel Zpraly
Director of QA/QC Section

and Qualified Person

Bloveta, a. s., Komenského 212, 683 23 lvanovice na Hané, Czech Republic
- mp:/mm.uo-ml;m.umnot;zsmomwomwnwwmmm
muo.ucﬂonl.n«:zoummaemmmNo.:1muumm-u.:wansumsnooh-:oommmzu
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A flow chart of the method of preparation

r Preparation of the cultivation glass J
Glass and bottles

for cultivalion ( Preparation of the plastic bottles j
‘ Working cell and virus inoculum ‘
( Preparation and multiplication Virus for the production of vaccine
L of the cell line - working viral inoculum

A \

( Infection with the cell line ] )

{

[ Trypsination of the infected cell line J

|

[ Virus gathering (or change of the medium) J

¥

el A ]
[ Virus inactivation 'I

b

[ Virus ultrafiltration l Controi of inactivation

:

[ Completion and distribution of the vaccine ]

Controt of sterility

and virus titre

‘ yEGN msinm nald T
Glass vials, rubber " Filling of vaccine to the vials Plastic and carton
stoppers, aluminium - Adjustment boxes, labels,

caps - Check out package inserts
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BIOVETA, a.s., Komenského 212, 683 23 Ivanovice na Hané, CZECH REPUBLIC
Phone: 00420-517318609 Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: BAYOVAC RINJ,
Batch No.: 095127 A 1 dose
Expiry: 02.01.2022

Date of production:  03.01.2020

Results of analysis:
Tests Release limits Shelf-life iimits Results
I'-. Appearance Light pink liquid containing fine sediment. conforms
g;g;::lt:::'g ege Not less than nominal volume 1.1ml
Eficacy a2 3.3 /m
Safety The vaccine must be safe. conforms
Inactivation Must not contair: live rabies. ‘ conforms i
Sterility The vaccine must be sterile. sterile
Aluminium oxide 0.15-0.30% 0.18 %
Merthiolate 0.0085-0.0115% .0.0102 %
m [ ot 65-85 GEEED,
Airtightness Hermetically sealed vials. conforms

| certify that this product has been tested in the laboratories of Bloveta a.s. and has been found to meet
specification requirements. Prepa ration is suitable with contrel regulations of the valid PM No. 233.

éué[,/

..06/03/2020
Mgr Hana Nezvalové
Head of QC, QP
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