BIOVETA, a.s., Komenského 212, 683 23 lvanovice na Hané, CZECH REPUBLIC .

Phone: 00420-517318609 FFax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: LYSVULPEN por, ad us. vet.

Vaccin antirabic pentru administrare orald.
Batch No.: 57 20
Expiry: 23.06.2015

Date of production:  24.06.2013

Results of analysis:
Tests Specification Results

The bait is brown-red, die shaped or round and has a

: solid consistency. Inside the hait, there is a plastic
Apearance blister sealed with aluminium foil, The content of the | conforms
blister (the vaccination strain with the stabilizing
medium) is reddish,

Content of tetracycline
hydrochloride

Weight of the bait minimum 14 g, 16,1 ¢
After storage at 2-8 °C for 24 hours the bait

minimum 10,72 mg/g 10.808 mg/g

Mechanical strength Is compact, no sever is observed. conforms
Extractable volume minimum 1.8 ml, 1.85ml
Sterility Free from bacteria and fungi. sterile
Mycoplasma Free from mycoplasma. conforms

Any from 6 mice (22-28 g) must not fall ill ori die
Safety during  21-days observation period  after | conforms
subcutaneous administration of 0.2 ml of vaccine.

Viurs titre:
- in time of release min, 107 TCIDs/ml 10”® TCIDgo/ml

- during the shelf-life | min. 10° TCIDso/ml .

I certify that this product has been tested in the lahoratories of Bioveta a.s. and has been found to
meet specification requirements and in compliance with EDQM requirememts
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Mgr Hana Nezvalovd
HEAD of QC, QP
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Digitally signed by Valiuh Tatiana
Date: 2019.08.31 12:55:10 EEST
Reason: MoldSign Signature
Location: Moldova




Traducere din limba engleza
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[siglé] BIOVETA, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, REPUBLICA CEHA
Tel.: 00420-517318609 Fax: 00420-517363319
CERTIFICAT DE ANALIZA
Produs: LYSVULPEN por. ad us. vet.
Vaccin antirabic pentru administrare orala.

Lot nr, 57 20
Expird la: 23.06.2015
Data fabricatiei: 24.06.2013

Rezultatele analizei:
Teste Specificatii Rezultate
Momeala este de culoare maro-rosie, in formd de zar
sau rotundd si are consistentd solidd. In interiorul
Aspect momelii existd un blister de plastic sigilat cu folie de | conform
aluminiu. Continutul blisterului (tulpina de vaccinare cu
mediul de stabilizare) este rosiatic.

Continutul de clorhidrat

de tetracicling minim 10.72 mg/g 10.808 mg/g

Greutate momeald minim 14 g. 16.1g

Dupé depozitare la 2-8°C timp de 24 ore momeala este | snform

Rezistenta mecanica P :
compactd, nu se observa separare.

Volum extractibil minim 1.8 ml. 1.85 ml
Sterilitate Nu contine bacterii sau ciuperci. steril
Micoplasmad Nu contine micoplasma. conform

Nici unul dintre cei 6 soareci (22-28 g) nu trebuie sa se
imbolndveascd sau sé moara in timpul celor 21 de zile de

Siguranta observatie dupd administrarea subcutanatd a 0.2 ml de canform
vaccin,

Titru virus:

- in momentul eliberdrii | min. 107 TCIDso/ml 10”® TCIDso/ml

- pe pericada de . 6 )

valabilitate min. 10° TC1Dg,/m1

Certific faptul c& acest produs a fost testat in laboratoarele de Bioveta a.s. si ca a fost gdsit conform cu
cerintele specificatiilor si in conformitate cu cerintele EDQM.

[stampild] [semndtura indescifrabild]
30.07.2013

Mgr. Hana Nezvalova

Sef DC, PC



BIOVETA

Quality Control: BIOVETA
QP Release: BIOVETA

Certificate of Compliance
(Confirmation according to Annex 16 EU GMP-Guide)

Product: Lysvulpen por.ad.us.vet
ltem-No. Manufacturer: V02474
- Batch- No.: 57 20 Batch-No. 57 20
Manufacturer:
Date of 24/06/2013 Expiry date: 23/06/2015

Manufacturing:

| hereby certify that this batch has been manufactured, packed and tested under GMP conditions (in
accordance with EC Guide to Good Manufacturing Practices for Medicinal Products using current
Manufacturing Instructions and Test Instructions.

The documentation of the manufacturing and packaging process and testing is complete and has

been reviewed and approved. All deviations have been reviewed and approved in accordance with
an established deviation procedure. a

During the course of manufacturing, packaging and testing there were
&/ nodeviations that may influence the release of the products -or

o deviations (all deviations have been appropriately closed and do not impact product quality
or safety) :

o Additional relevant information regarding the quality of the product is attached.

The product batch conforms with the agreed speciﬁcatidns:and can be released for sale.

Date: 26/09/2013 Signature: ‘?k/a;/ff///‘ ‘

Mgr. Hana Nezval
(Qualified Person)




Traducere din limba englezé
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BIOVETA
Control calitate: BIOVETA
Eliberare PC: BIOVETA
Certificat de conformitate

(Certificare in conformitate cu Anexa 16 GMP - Ghid UE)
Produs: Lysvulpen por.ad.us.vet
Nr. articol Producitor: V02474
Nr. lot: 57 20 Nr. lot 57 20

Producdtor:

Data 24/06/2013 Expird la: 23/06/2015
fabricatiei:

Certific prin prezenta cé acest lot a fost fabricat, ambalat si testat in conditii GMP (in conformitate cu Ghidul
CE de bune practici de fabricatie pentru produse medicamentoase, folosind Instructiunile de productie si
instructiunile de testare curente.

Documentatia de fabricatie si a procesului de ambalare si de testare este completd si a fost analizatd si
aprobats. Toate devierile au fost revizuite si aprobate in conformitate cu o procedurd stabilitd in acest sens.

in decursul procesului de fabricatie, ambalare si testare

o nu s-au inregistrat nici un fel de devieri care ar putea influenta eliberarea produselor -
sau

o deviatii (toate abaterile au fost corectate in mod corespunzator si nu afecteazd calitatea sau
siguranta produsului)

in atasament g&siti informatjii relevante suplimentare cu privire la calitatea produsului. Lot de produse

este conform cu specificafiile convenite si poate fi comercializat.

Data: 26/09/2013 Semnitura: [semnaturd indescifrabild]
Mgr. Hana Nezvalova
(Persoani calificatd)



1, MEMBER STATE SPECIFIC INFORMATION

Bioveta a.s.

Identification number for batch
to be placed on the market in the
Member State (if packaging 5720
number different from final
number in section 2):
Marketing authorisation number
issued by (Member State/EU) 97/078/09-C
Red fox (Vulpes vulpes), raccoon dogs (Nyctereutes
Target species: procyonoldes)
Total number of containers in this
batch (pcs): 451 500 pcs.
Number of containers the release
is applied for: 451 500 pes.
Number of doses per container: | One dose
Number of samples for the
. 20 pcs
competent authority:
Date of expiry: 23.6.2015
Name and address of Marketing
Authorisation holder {if different |/
| from manufacturer in section 2)
Lysvulpen por. ad us. vet. 1/10



Bioveta a.s.

2, SUMMARY INFORMATION ON THE FINAL BATCH OF FINISHED PRODUCT

Trade name:

LYSVULPEN por. ad us. vet.

Ph.Eur.

Vaccina ad usum veterinarfum

Nature of product:

Vaccine against rables, Intended for oral immunization.

Batch number(s) of finished
product:

57 20

Pharmaceutical form of final
product:

The vaccine is intended for oral application and is contained in
an aluminium-plastic blister, placed in the bait consisting of a
special feeding mixture.

Type of final container:

Aluminium-plastic blister containing the vaccination virus inside
a feeding mixture bait

Date of start of period of validity
(start of titration/potency test)

24.6.2013

Shelf life:

24 months

Storage temperature:

Store at a temperature of -20 and bellow.

Name and address of
manufacturer:

Bioveta, a.s.
Komenského 212
683 23 Ivanovice na Hané, Czech Republic

Name and address of the batch
control site (if different from that
of manufacturer)

/

Lysvulpen por. ad us. vet,
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3. PRODUCTION INFORMATION

Bioveta a.s.

Summary information scheme on batch specific production data including dates of different

production stages, production sites and identification numbers.

Product name'

Comnonent and ID No

Rables virus, strain SAD BERN

Lysvulpen por. ad us. vet.

S|te(s) of manufacture

Product batch number. 57 20

Date of manufacture

4.6.2013

78/2013 Bioveta, a.s.

79/2013 Bioveta, a.s. 1;,.6.2013

Protective medium h
780613‘ Bioveta, a.s. 24.6.2013

E-MEM medium

Bioveta, a.s.

Lysvulpen por. ad us. vet.
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Bloveta a.s.
3.1 STARTING MATERIALS

3.1.1. Virus seed lots

E- Master seed material !; Batch number Last testing |
MSV Bio — 10: SAD BERN, 8" .
MSV Bio — 10 07/2010
passage of 14.11.1991
Worker seed material Batch number Last testing
WSV Bio - 10 SAD BERN, 9" | ,
1 WSV Bio - 10 1 26.2.2010
passage of 82,2010 1
3.1.2 Cell seed lots
Master seed material Batch number Last testing }
|
MCS Bio — 101: BHK-21C13, | _
th ! MCS Blo—101 2.4,2010 I
139", 27.2,1991 ; |
| e
Worker seed material o Batch number Last tésting - i
WCS Bio ~ 101: BHK-21 C13, , | |
® WCS Bio — 101 | 14.5.2010 |
142", 19.9.2007 !
3,1.3 Other materials of animal origin

SRS, e e
|
i

Material Batch number

Bovine serum 830311 -5072, 645420

Trypsin (10x konc.) 955320, 975420

Lysvulpen por. ad us. vet, 4/10




3.2 INTERMEDIATE STAGES OF PRODUCTION

3.2. Rables virus, strain SAD BERN, batch 78/2013/SAD BERN

Bioveta a.s.

Pro:; c;ion ] Start End Material Volume | Other relevant data
Cultivation medium 45.2 L
Cell passaging | 17.52013 | 29.5.2013 | Trypsin solution 6.81L -
WCS Bio-101
Cultivation medium 70L
Infection 29.5.2013 | 29.5.2013 | Trypsin solution 14 L ,
WSV Bio-10 0.21 mL
Incubation of
infected cell | 2952013 | 31.5.2013 - - -
line !
: : -
Passaging of 1152013 | 3152013 Cultivation medium | 260L '
infected cells s o Trypsin solution 3351
" Incubation of
infected cell 31.5.2013 | 4.6.2013 - - -
line |
Virus harvest 46,2013 | 4.6.2013 - 260 L -
3.2.2 Rabies virus, strain SAD BERN, batch 79/2013/SAD BERN
Pro:lta.; (;:mn | start End Material Volume | Other relevant data :
} Cultivation medium 45 L
Cellpassaging ' 1752013 | 29.5.2013 | Trypsin solution 6.81 .
WCS Bio-101
Cultivation medium 70 L
Infection | 2052013 | 29.5.2013 | Trypsin solution 141 .
: WSV Bio-10 0.21 mL
Incubation of !
infected cell | 2952013 | 31.5.2013 - - -
line
Passaging of | sisa00s | 31s20s | CUlivation medium | 260L | |
infected cells == . Trypsin solution 35L |
] D e
! 5
infected cell . 3152013 | 4.6.2013 - - - !
' line [ ‘
Virusharvest 462013 | 4.6.2013 2601 | ; |

Lysvulpen por. ad us. vet,
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Bioveta a.s.

Components (Harvest batch number):

Volume:

8atch number

Volume of bulk

78/2013 260 L |
79/2013 2401
Total volume: 500L

Start date and end of pooling:

24.6.2013 ~24.6.2013

Batch number of combined pool:

5720

Lysvulpen por, ad us. vet.

6/10



3.3 CREATION OF THE FINAL PRODUCT

3.3.1 Blending

Bioveta a.s.

Components

Rabies virus

Start

24.6.2013

24.6,2013

Bulk number

79/2013

78/2013

Total volume

2601
2401

3.3.1.1 Vaccine composition

“Water for Injection | ) - -
E-MEM medium » i - - )
Protective 24.6.2013 24.6.2013 780613 500 L
medium e e

Components

Batch number

Final volume

Target ratio

Rabies antigen

78/2013
79/2013

500L

Min. 1 x 107
TC'DS()/mL

3.3.2 Filling:

Water for injection - - .
E-MEM medium - - -
Protectivemedium | 780613 G SOOL. -

Final batch number

Filling date

Number of filled
container

Volume filled {mL)

57 20

24.6.-27.6.2013

468 250

1.85mL

3.3.3 Rolling of frosted vaccine in bait material:

Final batch number

Start

End

Number of baits

5720

26.6.2013

28.6.2013

451 500

Lysvulpen por. ad us. vet.
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3.4 IN PROCESS CONTROLS

3.4.1 In process controls on harvests of virus

3.4.1.1 Rabies virus, strain SAD BERN, batch 78/2013/SAD BERN

T

End:

i

Thresholds: |

Bioveta a.s.

Conclusion :

I

Virus titre

bterility test

4.6.2013

4.6.2013

6.6.2013

18.6.2013

I
i
R
i
i
l

Sterile

Min, 1 x 107
TC|D50/mL

I Must he stente

Satisfy

 satisfy

3.4.1.2 Rabies virus, strain SAD BERN, batch 79/2013/SAD BERN

Test:

Virus titre

Start:

4.6.2013

End:

6.6.2013

Result:

Thresholds:

108 1TCIDso/mL |

-

* Min. 1 % 10"

TC]Dso/mL

Conclusion |

Satisfy

‘ Sterility test

4 6 2013

18.6.2013

3.4.2 In process controls of the excipients

e e

Test:

Sterile

Must be sterile

Thresholds:

1
i
]
I
|
|
]
1
i

Satisfy

{Conclusion

|
i Virus titre

Stenhty test

[
i
R
i
(
!
i

24 6 2013

25.6,2013

8.7.2013

27.6.2013

3.4.3 in process controls on blending vaccine

Sterile

10s 1Tcu)so/mL

" Result:

" Thresholds:

Must besternle I Satisfy

T Min. 1x 10"
_TCDgg/mL | T

' Satisfy

Conclusion

Sterility test

{ Testt
's
;

8,7.2013

Sterile

Must be sterile

Satisfy

Lysvulpen por. ad us. vet.
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4. FINAL PRODUCT TESTING

Bioveta a.s,

Result:

| Conclusion !

Test: Start: End: Thresholds: !
Brown-black bait of
solid consistence

‘ containing the plastic |

Appearance: 25.6,2013 | 25.6.2013 Conforms aining ] r?asttc Satisfy
capsule containing |

the antigen of redish ’

colour

Contents of the 2562013 | 2562013 | 1.85mL | Min. 1.8 mL Satlsfy |
antigen: E

2462013 | 8.7.2013

25.6.2013 | 9.7.2013 Complies with Eur.
Sterility test: Conforms .p Satisfy

26.6.2013 | 10.7.2013 Ph. in low

27.62013 | 11.7.2013

The antigen must be
Safety test: 2562013 | 1672013 | Conforms | gen must satisfy |
Identity: 25.6.2013 | 27.6.2013 Conforms | Shall conform to Satisfy
Min. 1.8 x10°° — max.
: 24.6.2013 | 28.6.2013 | 10"*TCIDso/mL 7
Virus titre 2 so/M 1.8 x10°0TCIDgy/d Satisfy
Complies with Eur,
Extraneous agents | 27.6.2013 | 11.7.2013 | Conforms | o P © ur Satisfy
Ph. inlow
Mycoplasmas: C ies with Eur.

072013 | 9.7.2013 | Conforms | COMPlies with Eur Satisfy
PCR Ph. in law
Welght of bait: 25.6.2013 | 25.6.2013 16.1¢g Min. 14 g Satisfy
Tetracycline .

25.6,2013 ;| 25.6.2013 | 10.808 m Min. 10.72 m Satis [
hydrochloride : /e e/8 fy |
Mechanical 2562013 | 26.6.2013 | Conforms |Must prove Satisfy
strength of bait : !

Lysvulpen por. ad us. vet,
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Bioveta a.s.
5. CERTIFICATION BY THE MANUFACTURER

Certification by qualified person taking the overall responsibility for production and control of the
product :

I herewith certify that Lysvulpen batch N° 57 20 was manufactured and tested according to the
procedures approved by the competent authorities and complies with the quality requirement and
that all measures have been taken to demonstrate compliance with Directive 2001/82/EC as
amended by Directive 2004/28/£C.

NAME: Megr. Hana Nezvalovd
FUNCTION: Head of QC
DATE: 30.7.2013 7,
Frerz” C/‘/’V»’/Z'/Cﬁ /
SIGNATURE: s et s s saeane

Lysvulpen por. ad us. vet, 10/ 10




Traducere din limba englezi Bioveta a.s.
e ok ok ok ok ok ok ok s ok o ok ok o ok sk ok sk sk 3k ok 3k ok 3 sk 3k 3K ok o ok ok ok sk ok o ok dk sk s ok ok ok sk ok sl ok e ok ke sk ok sk s ok e sk sk 3 sk ok 3K sk oK 3 Sk ok 3k ok 3k sk ok sk sk ok ok ok oK ok K K K ok

1. INFORMATII SPECIFICE PENTRU STATUL MEMBRU

Numarul de identificare pentru
fotul care urmeaza sa fie introdus
pe piatd In statul membru (in
cazul in care numarul de >720
ambalaje este altul decat numdrul

final de la punctul 2):

Numadrul de autorizatie de
comercializare eliberatd de 97/078/09-C
(Statul Membru / UE)

. Vulpe rosie (Vulpes vulpes), cidine enot (Nyctereutes
Speciile-tinta:

procyonoides)
Numadrul total de cutii din
prezentul lot (buc.): 451 500 buc.
Numarul de cutii autorizate
. . 451 500 buc.

pentru eliberare:
Numarul de doze per cutie: O dozj
Numarul de mostre pentru

) . 20 buc.
autoritatea competenta:
Data expirdrii: 23.6.2015
Numele si adresa titularului
autorizatiei de comercializare /

(daca este diferit de producatorul
de la punctul 2)

Lysvulpen por. ad us. vet. 1/10




Traducere din limba engleza Bioveta a.s.
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2. INFORMATII SINTETICE PRIVITOARE LA LOTUL DE PRODUS FINAL

Denumire comerciala: LYSVULPEN por. ad us. vet.

Ph. Eur. Vaccina ad usum veterinarium

Vaccin impotriva rabiei. Destinat pentru imunizarea pe cale

Natura produsului: orali.

Numar(numere) lot produs final: |57 20

Vaccinul este destinat administrdrii orale si este ambalat intr-

Forma farmaceuticd a produsului . ; T o . . A
un blister din aluminiu si plastic, inclus in momeala constand

final: dintr-un amestec special de hran.
Blister de aluminiu si plastic care contine virusul pentru
Tipul de container final: vaccinare Tn interiorul unei momeli constand din amestec de
hrana

Data de Incepere a perioadei de
valabilitate (inceperea testului de |24.6.2013
titrare / potenta)

Perioada de valabilitate: 24 luni
Temperatura de depozitare: A se pdstra la o temperaturd de max. -20°C.
Bioveta, a.s.

Numele si adresa producétorului: | Komenského 212
683 23 Ivanovice na Hané, Czech Republic

Numele si adresa locatiei de
control a lotului (daca este /

diferita de c ea a producatorului)

Lysvulpen por. ad us. vet. 2/10



Traducere din limba englezi Bioveta a.s.
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3. INFORMATII REFERITOARE LA PRODUCTIE

Schema informatiilor de sinteza privitoare la datele specifice de productie a lotului, inclusiv datele
diferitelor etape de productie, locatiile de productie si numerele de identificare.

Nume produs: Lysvulpen por. ad us. vet. Numar lot produs: 15720

Componenta si nr. de identificare Locatia de productie ' Data fabricatiei

Virus rabic, tulpind SAD BERN

78/2013 ‘Bioveta, a.s. 14.6.2013
79/2013  Bioveta, a.s. 14.6.2013

Mediu de protectie

780613 Bioveta, a.s. 24.6.2013

Mediu E-MEM

- Bioveta, a.s. -

Lysvulpen por. ad us. vet. 3/10




Traducere din limba engleza Bioveta a.s.
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3.1 MATERII PRIME

3.1.1. Loturi ,,seminte” virus

1142, 19.9.2007

- Material de insiméntare - Numadr lot Data ultimei testéri
| sablon

MSV Bio — 10: SAD BERN, pasaj | ,
: . | MSV Bio - 10 07/2010

8 din 14.11.1991 ;

Material insdméntare de lucru Numar lot Data ultimei testari

WSV Bio —~ 10 SAD BERN, pasaj .

. WSV Bio - 10 26.2.2010

9 din 8.2.2010

3.1.2 Loturi seminte de celule

Material de insdmantare
‘ Numar lot Data ultimei testdri

sablon
'~ MCS Bio — 101: BHK-21 C13, ,
’ MCS Bio - 101 2.4.2010

139, 27.2.1991

Material insamantare de lucru ~ Numar lot Data ultimei testari
. WCS Bio —101: BHK-21 C13, . |

WCS Bio - 101 | 14.5.2010
|

3.1.3 Alte materiale de origine animal3

i
|

Material Numar lot
Ser bovin ' B30311 - 5072, 645420
- Tripsina (10x konc.) 955320, 975420

Lysvulpen por. ad us. vet. 4/10



Traducere din limba engleza Bioveta a.s.
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3.2 ETAPE INTERMEDIARE DE PRODUCTIE

3.2. Virus rabie, tulpind SAD BERN, lot 78/2013/SAD BERN

Etapa d.e Start Sfarsit Material Volum Alte informatii
productie relevante
. Mediu de culturd 45.2 L
Pasaje |
celulare 17.5.2013 29.5.2013 = Solutie de tripsind 6.8L -
WCS Bio-101
Mediu de cultura 70 L
Infectie 29.5.2013 = 29.5.2013  Solutie de tripsind 14 L -
WSV Bio-10 0.21mL
Ihcubare linie
de celule 29.5.2013 = 31.5.2013 - - -
infectate
Pasaje celule 3152013 | 315.2013 . Mediu de cultura 260 L
» infectate " T . Solutie de tripsina 335L
Incubare linie
de celule 31.5.2013  4.6.2013 - - -
infectate
Recoltare
virus 4.6.2013 | 4.6.2013 - 260L -
3.2.2 Virus rabie, tulpind SAD BERN, lot 79/2013/SAD BERN
Etapa d.e Start Sfargit Material Volume Alte informatii
productie relevante
. Mediu de cultura 45 L
Pasaje , .
celulare 17.5.2013 29.5.2013 Solutie de tripsina 6.8L -
WCS Bio-101
Mediu de culturd 70L
Infectie 29.5.2013 | 29.5.2013 = Solutie de tripsind 14 L -
WSV Bio-10 0.21mL
Incubare linie | ,
de celule 29.5.2013  31.5.2013 - - -
infectate |
Pasaje celule 3159013 | 31.5.2013  Mediu de cultur 260 L
infectate = - ~ Solutie de tripsind 35L
Incubare linie
de celule 31.5.2013  4.6.2013 - . -
infectate
Recoltare
virus 4.6.2013  4.6.2013 - 260L -
Lysvulpen por. ad us. vet. 5/10




Traducere din limba engleza

Bioveta a.s.

**********************************************************************************

' Componente (Numir lot recoltare):
Numér lot

78/2013
: 79/2013

Volum total:

Data inceperii §i incheierii comasarii:

Numar lot comasare combinat:

Lysvulpen por. ad us. vet.

57 20

Volum:

Volum de mas3

260 L

240L

500 L

24.6.2013 -24.6.2013

6/10



Traducere din limba engleza Bioveta a.s.
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3.3 CREAREA PRODUSULUI FINAL

3.3.1 Amestecare

Componente Start Sfarsit Numar vrac Volum total
78/2013 260 L
Virus rabie 24.6.2013 24.6.2013
79/2013 240 L
'Apé penfru i )
injectare
Mediu E-MEM 7 - ; -
Mediu protector 24.6.2013 24.6.2013 780613 - 500L

3.3.1.1 Compozitie vaccin

Componente Numar lot Volum final § Raport-tinta

78/2013 , 70
Antigen rabie 500 L Min. 1x 10
79/2013 I TCIDso/mL
Ap3 pentru injectare . - ]
Mediu E-MEM - - -
Mediu protector . 780613 L R
3.3.2 Umplere:
, . | 0 e | Numar container |
Numar lot fina ; ata umplerii ‘ umplut i Volum umplut (mL)
. i i
57 20 24.6.—27.6.2013 : 468 250 1.85mL
3.3.3 Rulare vaccin inghetat in materialul pentru momeala:
[ Numar lot final Start Sfarsit Num3r momeli y
57 20 26.6.2013 28.6.2013 451 500 \
, . |

Lysvulpen por. ad us. vet. 7/10
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3.4 CONTROALE DE RUTINA

3.4.1 Controale de rutina ale recoltarii virusului

3.4.1.1 Virus rabie, tulpind SAD BERN, lot 78/2013/SAD BERN

Test: Start: '”S'férsit: ! ~ Rezultat: . Pyrag: '  Concluzie |
Titru vi ! | 10%'TCIDsy/mL  Min. 1x 10 -
Titru virus | 4.6.2013 ; 6.6.2013 ‘ TCIDgy/mL Satisf.
Testare sterilitate 4.6.2013  18.6.2013 Sterile Trebuie sa fie steril Satisf.

3.4.1.2 Virus rabie, tulpind SAD BERN, lot 79/2013/SAD BERN

Test: . Start: Sféi’sit: | Rezultat: ' Prag: Concluzie
' ‘ - ) i . 17l ; -
itru vi | 10%'TCIDgg/mL | Min. 1x 1070 i
- Titru virus . 4.6.2013 6.6.2013 | TCIDgy/mL Satisf.
 Testare sterilitate 4.6.2013 | 18.6.2013 Sterile Trebuie sa fie steril Satisf.

3.4.2 Controlul de rutind al excipientelor

Test: | Start: | Sfarsitt | Rezultat: ~ Pragz  Concluzie |
Testare sterilitate = 24.6.2013  8.7.2013 | Sterile - Trebuie sa fie steril . Satisf.
. . ; E ’ 8.1. Min.’ 1 X 107'3 V . E
ETltru virus 25.6.2013 : 27.6.2013 10%°TCIDgo/mL TCIDgy/mL . Satisf. :

3.4.3 Controale de rutind cu privire la amestecarea vaccinului

Test: | Start:  Sfarsit: ' Rezultat: Prag: ~ Concluzie ‘
|
!
1

Testare sterilitate | 24.6.2013 = 8.7.2013

i
i

Sterile Trebuie si fie steril Satisf.

Lysvulpen por. ad us. vet. 8/10
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momelii :

Lysvulpen por. ad us. vet.

4, TESTARE PRODUS FINAL
Test: Start: Sfargit: Rezultat: Prag:
Momeala maro- ’
‘ negru de consistentd
i I-dv' . i
Aspect: 25.6.2013 25.6.2013 Conform solida, care cont.me ;
capsula de plastic ce |
include antigenul de
culoare rogiatica
Continutul de
,t 25.6.2013 = 25.6.2013 1.85mL Min. 1.8 mL
antigen:
24,6.2013  8.7.2013
. 25.62013  9.7.2013 Tn conformitate cu
Testare sterilitate: Conform
26.6.2013  10.7.2013 Ph. Eur.
27.6.2013  11.7.2013
' ‘Anti enul trebuie sd
test de siguranta: 25.6.2013  16.7.2013 Conform . g
fie sigur
Identitate: 25.6.2013  27.6.2013 Conform ' Va ficonform cu
Titru virus: 24.6.2013  28.6.2013 10"3TCIDs/mL Min. 1.8 x10° - max. |
: ' s s »0 1.8 x10*° TCIDgo/d
) ) in conformitate cu
agenti externi 27.6.2013 . 11.7.2013 Conform
Ph. Eur.
Micoplasme: Tn conformitate cu
9.7.2013 9.7.2013 Conform
PCR Ph. Eur.
Greutate momeala: | 25.6.2013 @ 25.6.2013 16.1¢g Min. 14 g
lorhid
clorhidrat de 25.6.2013  25.6.2013 = 10.808 mg/g Min. 10.72 mg/g
tetracicling :
| Rezistenta
mecanicd a 25.6.2013 = 26.6.2013 Conform Trebuie demonstrata |

Bioveta a.s.

. Concluzie

Satisf.

Satisf,

Satisf.

Satisf,

Satisf.

Satisf,

Satisf,

Satisf.

Satisf.

Satisf.

Satisf.
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5. CERTIFICARE DE CATRE PRODUCATOR

Certificarea de cdtre o persoana calificata care isi asumd responsabilitatea generald pentru productie
si controlul produsului:

Certific prin prezenta ca Lysvulpen lot Nr. 57 20 a fost fabricat si testat in conformitate cu
procedurile aprobate de autoritdtile competente si in conformitate cu cerintele de calitate si ¢ au
fost luate toate mdsurile pentru a demonstra conformitatea sa cu Directiva 2001/82/CE, modificat3
prin Directiva 2004/28/CE.

NUME: Mgr. Hana Nezvalova

FUNCTIE: Sef DC

DATA: 30.7.2013

SEMNATURA: st

Lysvulpen por. ad us. vet. 10/10



INSTITUTE FOR STATE CONTROL OF VETERINARY BIOLOGICALS AND MEDICAMENTS

o Hudcova 56a, 621 00 Brno-Medlanky, Czech Republic
Tel.: +420-541 518 211 Fax.: +420-541 210 026 E-mail: uskvbl@uskvbl.cz

EUROPEAN COMMUNITY/EEA OFFICIAL CONTROL AUTHORITY
BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL VETERINARY MEDICINAL PRODUCTS

Certifikat Evropského spolecenstvi /EEA o urednim uvolnéni Sarze pro imunologické
veterindrni lécivé pripravky

f/’q;i) USTAV PRO STATN{ KONTROLU VETERINARNICH BIOPREPARATU A LECIV
\0/

Institute for State Control of Veterinary Biologicals and. Medicaments examined the batch of immunological
veterinary medicinal product specified bellow under the Article 82 of Directive 2001/82/EC as amended by Directive
2004/28/EC and in - accordance with the current Procedure for Official Control Authority Batch Release of
immunological veterinary medicinal products in the European Community:

Ustav pro stdtni kontrolu veterindrnich bioprepardtit a 1édiv provéfil nize specifikovany imunologicky veterindrni lédivy
pripravek podle clanku 82 Smérnice 2001/82/ES ve znéni Smérnice 2004/28/ES a'v souladu s aktudlnim pokynem Postup pro
uredni uvolviovadnt sarzi imunologickych veterindrnich lécivych pripravkii kontrolnim iifadem v Evropském spolecenstvi:

Trade name: ' LYSVULPEN por. ad us. vet,
Obchodni ndzev: '

International non-proprietary Name/Ph.Eur. name/common name: | Vaccina ad usum veterinarium
Mezindrodni nechranény ndzev / ndzev uvedeny'v Ph. Eur. / béZny ndzev | Vaccinum rabiei perorale vivum ad

vulpem
Name and address of marketing authorisation holder Bioveta a.s.
Ndzev a adresa drZitele rozhodnuti o registraci Komenského 212
683 23 Ivanovice na Hané, Czech Republic
Name and address of manufacturer, if different i
Ndzev a adresa vyrobee, pokud jsou odlisné
Marketing authorisation number (Member State/EC) issued by 97/078/09-C

Cislo rozhodnuti o registraci ( &lensky stdt /ES) vydané

Manufacturer’s bath number(s) appearing on package and other (5720
identification numbers associated with this batch (final bulk lot No.,
final lot No., packaging lot No.)

Cislo vyrobni Sarfe uvedené na obalu a dalsi identifikacni disla
vztahujici se k této Sarzi (Sarze bulku, findIni Sarze, SarZe baleni)

Batch number of authorised diluent:" -
Cislo sarze registrovaného ziredovace:” (tam, kde je to vhodné)

Type of container: ' Aluminium-plastic  blister  containing

Druh obalu: vaccination virus inside and feeding
mixture bite

Total number of containers in this batch:” 451 500 pcs.

Celkovy podet obalii v této Sari:”

Number of doses/volume per container: one dose per container

Pocet davek/objem obalu:

Date of start of period of validity: 24.06.2013

Datum zahdjeni doby platnosti:

Expiry date/Datum expirace: 23.06.2015

Provision of different batch numbers of authorised diluent to different Member State should not impair mutual recognition of OCABR
for the batch of active component covered by certificate, however if a diluent batch different from that on certificate is provided, protocol
documentation on the new diluent batch may be requested in addition to the certificate.
Doddvani riznych Sarzi registrovaného =fedovace do riiznych ¢lenskych stdtit by nemélo negativné oviivnit vzdjemné uznini OCABR pro Sari ticinné
slozky jisténé certifikdtem, nicméné, pokud je Sarze zredovace odlisnd od SarZe uvedené na certifikdtu, mize byt k doplnéni certifikdtu vyzdddna vyrobni
dokumentace k nové SarZi ziedovace.
2 If different fillings exist, please indicate
uvede se, pokud jsou plnény rozdilné objemy 2

Signed/Podpis: LU

Date/Datum: 1.08{2013
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This batch has been examined in conformity with the above-mentioned procedure. This examination is
based on review of the manufacturer’s protocol and repetition of appropriate control laboratory tests.
The testing has been carried out under a quality system, which is in accordance with ISO/IEC 17025.
Tato SarZe byla hodnocena v souladu s vy$e uvedenym postupem. Toto hodnoceni se zakldda na revizi protokolu o
vyrobé a opakovdni vhodnych laboratornich kontrolnich testil. Zkouseni bylo provedeno v souladu se systémem
Jjakosti, ktery je ve shodé s normou ISO/IEC 170235.

This batch IS in compliance with the approved specifications laid down in the above-mentioned
marketing authorisation. Technical details of these compliance results are annexed to this form.

Tato Sarze JE v souladu se schvdlenymi specifikacemi predloZenymi ve vySe zminéném rozhodnuti o registraci.
Technické podrobnosti ovétenych vysledkii jsou pfiloZeny k tomuto formuldri.

Signed
Podpis
} )
Vi . \ A "-‘ O
Name and function of signatory L N prof. ')&lfg;ed’sHéra?‘.D,y.M., PhD.
Jméno a funkce Director ‘of USKVBL Brno
prof. MVDr. Alfred Hera, CSc.
Feditel USKVBL Brno
Data of issue ' 01.08.2013
Datum vyddni ;

Certificate Number: 24/2013
Certifikat éislo:

Copy Numlzer*): 1
Vytisk &islo™:

Annex: Test report No: 145/2013
Pfiloha: Viypis z protokolu &islo:

" Copy No 1: Marketing Authorization Holder: Bioveta a.s., Ivanovice na Hané, Czech Republic
Wytisk & 1: DrZitel rozhodnuti o registraci

Copy No 2: Institute for State Control of Veterinary Biologicals and Medicaments, Brno
Vyitisk &. 2: Ustav pro stdtni kontrolu veterindrnich biopreparadtii a léciv, Brno

2/2
Institute for State Control of Veterinary Biologicals and Medicaments / Ustav pro stdtnf kontrolu veterinirnich biopreparAti a 1éiv
Hudcova 56a Tel: +420-541 518 211 Fax: +420-541 210 026

621 00 Brno, Czech Republic E-mail: uskvbl@uskvbl.cz URL: www.uskvbl.cz



Tel.: +420 541 518 211

E-mail: uskvbl@uskvbl.cz

Ustav pro statni kontrolu veterinarnich biopreparati a l1é¢iv
Institute for State Control of Veterinary Biologicals and Medicaments

Hudcova 56A, 621 00 BRNO, Czech Republic

Fax: +420 541 212 607

URL: www.uskvbl.cz

TEST REPORT No. 145/2013
Certificate Number: 24/2013
Trade name: LYSVULPEN por. ad us. vet.

Name of marketing authorisation holder:

Bioveta a.s.

Marketing authorisation number:

97/078/09-C

Manufacturer’s batch number(s):
- final bulk No.

- final lot No.
- packaging lot No. 5720
Expiry date: 23.06.2015
Quantity of sample: 20 pcs.
Results:
Test: appearance
Method: description
Results: Bait: formed, brownish-red colour, solid consistency. Inside: plastic capsule sealed with

aluminium foil with multilingual printing: "Attention- vaccine against rabies". Content of the
capsule has a reddish colour.

Specifications:

Bait round or cube shape, brownish-red colour, solid consistency. Inside: plastic capsule sealed
with aluminium foil with multilingual printing: "Attention-vaccine against rabies". Content of the
capsule has a reddish colour.

Compliance: passed

Test: rabies virus titre

Method: SOP 76 (micro-titre plate method)

Results: 1078 TCIDso/ml

Specifications: (106 - 10%) TCIDs0/ml

Compliance: passed

Signed: UsTAY PRO STATNI KONTROLU ¢

VHTERINARNICH BICPREPARATU A LeGH
621 00 B RN O, Hudgova 882

’
/

Name and function of signatory:

prof. Alfred Hera, D.V.M., Ph.D.
Director of USKVBL Brno

I
[
I

"

Date of issue:

01.08.2013







Traducere din limba engleza
INSTITUTUL PENTRU CONTROLUL PRODUSELOR BIOLOGICE SI MEDICAMENTELOR
DE UZ VETERINAR

Hudcova 56a, 621 00 Bmo-Medlanky, Republica Cehi

Tel.: +420-541 518 211 Fax: +420-541 210 026 E-mail: uskvbl@uskvbl.cz

CERTIFICATUL DE ELIBERARE A SERIEI PENTRU PRODUSELE
MEDICALE IMUNOLOGICE DE UZ VETERINAR DE CATRE
AUTORITATEA DE CONTROL A SEE/ COMUNITATII EUROPENE

Institutul pentru Controlul Produselor biologice si Medicamentelor de uz veterinar a examinat seria produselor medicale imunologice de uz
veterinar specificate mai jos in conformitate cu Articolul 82 din Directiva 2001/82/CE. modificatd de Directiva 2004/28/CE si in
conformitate cu Procedura actuala de Eliberarea a Seriei de céitre Autoritatea de Control Oficiald pentru produse medicale imunologice de
uz veterinar, in Comunitatea Europeani:

Denumirea mircii: LYSVULPEN por. ad us. vet.

Vaccina ad usum veterinarium

Denumire internationald nebrevetati / Denumire Ph. Eur. /denumire comund: """ L. i
Vaccinum rabiei perorale vivum ad vulpem

Bioveta a.s.
Komenskeho 212
683 23 Ivanoviee na Han6, Republica Ceha

Numele i adresa titularului autorizatiei de comercializare

Numele $i adresa producitorului, in cazul in care sunt diferite

Numirul autorizatiei comercializare (stat membru / CE) emis de 97/078/09-C

Numiirul/Numerele seriei de fabricatie care apar(e) pe ambalaj si alte numere
lde identificare asociate cu aceastd serie (numdarul lotului inciircdturii finale,

5720
numarul lotului final, numarul lotului de ambalare)

&

Numiirul seriei de diluant autorizat:')

Blister din aluminiu-plastic care contine in interior
Tipul recipientului: virusul de vaccinare §i care mentine presiunea
amestecului

s 4 . ]
Numirul total de recipiente din aceasti serie ; 451 500 buc.

Numirul de doze / volum per recipient: O dozi per recipient

Data de incepere a perioadei de valabilitate : 24.06.2013

Data de expirare: 23.06.2015

" Fumizarea de diferite numere de serie dilnantului autorizat diferitelor state membre nu ar trebui sd impiedice recunoagterea reciproca a OCABR pentry seria
componentului activ acoperit de centificat, cu toate acestea dacd se furnizeaza o serie de diluant diferita de cel pe certificat, documentatia de protocol cu privire la
noua serie de diluant poate fi solicitatd in plus fa13 de certificat.

? Dacd exista diferite umplutori, va rupdm sa le indicai.

Semmat: Semudturd thizibila
Data: 01.08.2013




Traducere din limba engleza

Aceastd serie a fost examinatd in conformitate cu procedura mentionatd mai sus. Aceastd examinare se bazeaza pe
revizuirea protocolului producitorului si repetarea testelor de laborator de control adecvate.
Testarea a fost realizatd in cadrul unui sistem de calitate, care este in conformitate cu 1ISO / IEC 17025.

Aceastd serie IS este in conformitate cu specificatiile aprobate prevazute in autorizatia de comercializare mentionata
mai sus. Detalii tehnice ale acestor rezultate de conformitate sunt anexate acestui formular.

[Semndturd ilizibila]
Semnat
[Stampild oficiald rotunda]

prof. Alfred Hera, D.V.M,, PhD.

Numele si funcfia semnatarului )
Director al USKVBL Brmo

Data eliberdrii 01.08.2013

Numirul certificatului: 24/2013

Numéirul copiei™: 1

Anexd: Raport de testare nr: 145/2013

" Copie Nr. 1: Titularul autorizatiei de comercializare: Bioveta a.s., Ivanovice na Hane, Republica Ceha

Copie Nr. 2 Institutul pentru Controlul Produselor biologice si Medicamentelor de uz veterinar . Brmo

272

[nstitutul pentru Controlul Produselor biologice §i Medicamentelor de uz veterinar
Hudcova 56a Tel:-420-541 518 211 Fax:=420-541210 026
621 00 Brno, Republica Ceha E-mail: uskybléfuskybl.cz URL: syww . wskyblez

r
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Institutul pentru Contreolul Produselor biologice gi Medicamentelor de uz veterinar
Hudcova 56A, 621 00 BRNO, Republica Ceha
Tel.: +420 541 518 211 Fax: +420 541 212 607 E-mail: uskvbliezuskybl.cz URL: www.uskvbl.cz

pDURL AN BLAA AR ZH

Raport de testare nr. 145/2013
Numiral certificatului: 24/2013
Denumirea mircii: LYSVULPEN por. ad us. vet.
ui autoriz .
I:\{)‘:nn::?cei ;lngzlle;;ul i autorizatiei de Bioveta a.s.
INumdrul autorizatici de comercializare; 97/078/09-C
Numarul de serie de fabricatie:
- Tncarcatura finala Nr.
- Lot final Nr.
- Lot de ambalare Nr. 5720
Data de expirare: 23.06.2015
Cantitatea de probe: 20 buc.
Rezultate:
Test: aspect
Metoda: descriere
Momealé: formatd, de culoare maronie-rosie, consistenta solidd. Interior: capsule de plastic sigilate cu
Results: folie de aluminiu cu scris in mai multe limbi: ,,Atenie - vaccin antirabic™. Continutul capsulei are o
culoare rogiaticil.
Momeala rotunda sau in forma de cub, de culoare maronie-rosie, consistenta solida. Interior: capsule
Specificatii: de plastic sigilate cu folie de aluminiu cu scris in mai multe limbi: . Atentie - vaccin antirabic™.
Continutul capsulei are o culoare rosiatica,
Conformitate: admis
Test: Titrul virusului rabic
Metoda: SOP 76 (metoda placii de microtitrare)
Resultate: 10™ TCID50/ml
Specificalii: 10°- 10%) TCID50/ml
Conformitate : admis
Semnat: [Stampila oficiala)
[Semnatura ilizibila]

prof. Alfred Hera, D.V.M., Ph.D.
Director al USKVBL Bro

Data de eliberare: 01.08.2013

Numele si functia semnatarului:




Subsemnata DIMA FLORINA, traducator autorizat de M. J. cu nr 22301/2013,
certific exactitatea traducerii cu textul inscrisului In copie electronica, in limba engleza.

TRADUCATOR DIMA FLORINA - AUTORIZAT cu nr. 22301/2013
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IaCEHRA State Veterinary Institute Prague
KA fo Oddéleni patologlie a parazitologie
" L 1176 Department of patology and parazitology

Yy, Statni veterinarni Gstav Praha

NARODNI REFERENCNi LABORATOR PRO VZTEKLINU
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic
Zkuehni laborato¥ & 1176 akreditovana CIA podle CSN EN ISO/IEC 17025:2005

Testing laboratory No. 1176 Accredited by Czech Accreditation Institute, p.s.c.
Sidligtni 136/24, 16503 Praha 6 — Lysolaje, tel./fay: +420 251 031 271, e-mail: vzteklina@svupraha.cz

PROTOKOL 0 ZKOUSCE & V265817
Vakeina: : LYSVULPEN por. a.u.v.
Vaccina LYSVULPEN por.a.u.v.
Sarze: : 6424,inkubace navnady terén &S dni (09.11-14.11/2017):kompaktni tvar, konzistence
mékka-mazlavd, plasticka kapsule obsahuje antigen nagervenalé barvy, hmotnost ndvnady15,26g
Batch No. 6424, in the external enviroment & 5 days (9"November - 4" November/2017):compact
shape, soft-slimy consistence, the palstic capsule containing the antigen of reddish colour, 15,26g
Vyrobce: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic
Poducer
Qdesilatel: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic
Dispatcher
Datum odbéru :7, listopad 2017 Testovaci doba:  09.11.2017-14,11.2017/ terén
Date of sampling 7" November 2017 Testing time ~ 9""November -14"November2017/field
Doruéeno: : 9. listopad 2017 VySeti‘eno: 20. listopad 2017
Date of delivery 9" November 2017 Date of examination 20" November — 2017

VYSLEDEK TITRACE VIRU VAKCINY PRI TCIDs,
THE RESULT OF VACCINE VIRUS TITRATION IN TCIDsg

Dle metodiky OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,
In gccordance with OIE, Manual of Diagnostic Tests and Vaccines for Tervestrial Animals,

Kapitola 2.1.17, SOP 407 Titrace viru vakeiny pti TCIDs ( infektivni davka tkafiové kultury 50% )
Chapter 2.1.17, SOP 407 Titration of vaccine virus in TCIDs ( 50% tissue culture infective dose )

>

’

bylo prokizino 10 3TCIDso vakcinaéniho viru v 1,0 ml vakcinaéni davky.

was detected 1073 TCIDsy  vaccine virus in 1,0 ml of vaccine dose.
Vy3etteni proved] : MVDr, Miroslav Tom¢éi
Examination executed by
Vystaveno dne 121 _~listopad._ 2017

{.'25\’»&1};13.6)} 2017

a 421 lAnkoyd '\

Date of issuance
Zapsal
Protokol executed by

MVDr. Kamil Sedlik, Ph.D.
vedouci zkuSebni laboratore
head of testing laboratory

head of NRL for Rabies

Zaslat na adresu: %x Bi(}\{eta, a.s., Jitka Vallova, Komenského 212, 683 23 Ivano/ice na Hané
x archiv

ProhlaSeni: Declaration:

Vysledky zkoudck sc tykaji pouze zkouSenych predmétii. Bez pisemného souhlasu Iaboratote se nesmi protokol
reprodukovat jinak nez cely. Zmény a doplitky mohou byt provedeny pouze laboratofi, kterd protokol vystavila.

The results of tests are related only to subjects examinand. Without written approval of the lab the protocol must not be reprodu-




S, Statni veterinarni aistav Praha

il k State Veterinary Institute Prague
7N Oddgleni patologie a parazitologie

()
Department of pgtology and parazitology
L1176 NARODNI REFERENCNI LABORATOR PRO VZTEKLINU f
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic
Zkusehni laborator & 1176 akreditovana CIA podle CSN EN ISO/IEC 17025:2005
Testing laboratory No. 1176 Accredited by Czech Accreditation Institute, p.s.c.
Sidlidtnf 136/24, 165 03 Praha 6 — Lysolaje, tel./fay: +420 251 031 271, e-mail: yzteklina@svupraha.cz

'7_2,65:6/ -

Vakeina: : LYSVULPEN por. a.u.v.

Vaccina LYSVULPEN por.a.u.v.

Sarge: : 6424, primarni navnada : konzistence tuha-pevna-zmrzld, plasticka kapsule
obsahuje antigen nacervenalé barvy, hmotnost nivnady 15,89g

Batch No. 6424, primary bait: tough-solid-frozen consistence, the palstic capsule
containing the antigen of reddish colour, weight of bait 15,89g

Vyrobce: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic

Poducer

Odcsilatel: ¢ Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic

Dispatcher

Datum odbéru : 7. listopad 2017
Date of sampling 7" November 2017
Dorudeno: : 9, listopad 2017 Vysetieno: 20. listopad 2017
Date of delivery 9" November 2017 Date of examination 20" November 2017

VYSLEDEK TITRACE VIRU VAKCINY PRI TCIDso
THE RESULT OF VACCINE VIRUS TITRATION IN TCIDsg

Dle metodiky OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,
In accordance with OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,

Kapitola 2.1.17, SOP 407 Titrace viru vakciny pii TCIDso ( infcktivni davka tkaiové kultury 50% ),
Chapter 2.1.17, SOP 407  Titration of vaccine virus in TCIDsy ( 50% tissue culture infective dose ),

bylo prokdzino 1074 TCIDso vakeinadniho viru v 1,0 ml vakcina&ni dévky.

was detected 107 TCIDsy  vaccine virus in 1,0 ml of vaccine dose.

VySetieni proved] : MVDr. Miroslay Tomgi

Examination executed by

Vystaveno dne $21, st/’? 5017

Date of issuance 2 a\fgr‘l‘zéer’ Dfi .1

Zapsal : Bl @H idankova®s \

Protokol executed by 7]4, }2.5,‘ 0'7 o F;
- &x A7 . \‘_‘ [ )

MVDr. Kamil Sedlik, Ph.D. MVDr., é‘ih Nagl
vedouci zkudebni laboratoi'e N an -+ /7 vedouci NRL pro vzteklinu
head of testing laboratory b "'AHA & head of NRL for Rabies

: /
Zaslat na adresu: %x Bl()l\(eta, a.s., Jitka Vallova, Komenského 212, 683 23 Ivanovice na Hané
X archiv

ProhlaSeni: Declaration:

Vysledky zkousek se tykaji pouze zkouSenych pfedmétil. Bez pisemndého souhlasu laboratote se nesmi protokol
reprodukovat jinak neZ cely. Zmény a doplitky mohou byt provedeny pouze laboratoi, kters protokol vystavila.

The results of tests are related only to subjects examinand. Without written approval of the lab the protocol must not be reprodu-



W, Statni veterinarni Gstav Praha

HACHRE State Veterinary Institute Prague
YW ENY v . . . .
RN Jo Oddéleni patologie a parazitologie

- L 1176 Department of patology and parazitology

NARODNI REFERENCNI LABORATOR PRO VZTEKLINU
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic
Zlkusebni laborato¥ & 1176 akreditovand CIA podle CSN EN ISO/IEC 17025:2005
Testing laboratory No. 1176 Accredited by Czech Accreditation Institute, p.s.c.
Sidli¥tnf 136/24, 16503 Praha 6 — Lysolaje, tel./fay: +420 251 031271, e-mail: yzteklina@svupraha.cz

T

(THE TEST No.V 2657

Vakeina: : LYSVULPEN por. a.u.v.

Vaccina LYSVULPEN por.a.u.v.

Sarye: : 6424,inkubace navnady +25°C&S5 dni (09.11-14.11/2017):kompaktni tvar, konzistence
mekka-mazlava, plastickd kapsule obsahuje antigen natervenalé barvy, himotnost navnady15,18g

Batch No. 6424, icubation of bait +25°C & 5 days(9"November - 14" November/2017):compact shap

soft-slimy consistence, the palstic capsule containing the antigen of reddish colour, 15,18¢

Vyrobee: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic

Poducer

Odesilatel: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Czech Republic

Dispatcher

Datum odbéru : 7.  listopad 2017 Testovaci doba: 09.11.2017-14.11.2017/ +25°C

Date of sampling 7" November — 2017 Testing time  9"November - 14"November 2017/+25°C

Doruceno: : 9. listopad 2017 Vysetieno: 20. listopad 2017

Date of delivery 9" November 2017 Date of examination 20" November — 2017

VYSLEDEK TITRACE VIRU VAKCINY PRI TCIDso
THE RESULT OF VACCINE VIRUS TITRATION IN TCIDso

Dle metodiky OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,
In accordance with OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,

Kapitola 2.1.17, SOP 407 Titrace viru vakciny pfi TCIDso ( infektivni davka tkafiové kultury 50% ),
Chapter 2.1.17, SOP 407 Titration of vaccine virus in 1CIDsy ( 50% tissue culture infective dose ),

bylo prokdzano 1072 TCIDso vakcinaéniho viru v 1,0 ml vakeinadni davky.

was detected 10720 TCIDsy  vaccine virus in 1,0 ml of vaccine dose.
VySetieni provedl : MVDr, Miroslav Tomg&i
Examination executed by

Vystaveno dne 21,

Date of issuance L

Zapsal :Bla

Protokol executed by

.(i:m Nagl
vedouci NRI pro vzteklinu
head of NRL for Rabies

MVDr. Kamil Sedlik, Ph.D.
vedouci zkusebni laboratoie
head of testing laboratory

Zaslat na adresu: %x Biciv_eta, a.8., Jitka Vallové, Komenského 212, 683 23 Ivanovice na Hané
X archiv

ProhlaSeni: Declaration:

Vysledky zkouSek se tykaji pouze zkougenych predmé&tii. Bez pisemného souhlasu laboratofe se nesmi protokol
reprodukovat jinak nez cely. Zmény a doplitky mohou byt provedeny pouze laboratol, kterd protokol vystavila,

The results of tests are related only to subjects examinand. Without written approval of the lab the protocol must not be reprodu-
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Statni veterinarni Gstav Praha
State Veterinary Institute Prague
Oddéleni patolo?c a parazitologie
Department of patology and parazitology
NARODNI REFERENCNI LABORATOR PRO VZTEKLINU
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic

Sidlistni 136/24, 16503 Praha 6 — Lysolaje, tel/fay: +420 251 031 271, e-mail: veteklina@svupraha.cz

P.T.

Jitka Vallova

obchodni{ oddé&lenf
Bioveta, a.s.
Komenského 212

683 23 Ivanovice na Hané
Ceska Republika

'DODATEK K PROTOKOLU 0 ZKOUSOE &: V2656, V2657, Va6s8/17

Vakeina: : LYSVULPEN por. a.u.v., Vakeina proti vztekling k oraln{ imunizaci lisek
Sarsc: : ~6424~
Vyrobee: : Bioveta, a.s., Komenského 212, 683 23 Ivanovice na Hané, Ceskd Republika

Odesilatel: : Bioveta, a.s., Komenského 212, 683 23 lvanovice na Hané, Ceskd Republika
Datum odbérn : 7. listopad 2017

Doruéeno : 9. listopad 2017 VySetieno: 20. listopad 2017

Metoda : TITRACE VIRU VAKCINY PRI TCIDs

Dle metodiky OIE, Manual of Diagnostic Tests and Vaccines for Terrestrial Animals

Dle SOP 407 Titrace viru vakeiny pti TCIDsp ( infektivnf davka tkakové kultury 50% )

Prohlaent:
V)’/slegilgy zkoyselg se tykaji pouze zkou_ﬁenjph predmétil. Bez pisemného souhlasu laboratote sc nesmi protokol
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Statui veterinarni fistav Praha
State Veterinary Institute Prague
Oddéleni patologic a parazitologie
Department of patology and parazitology

NARODNI REFERENCNI LABORATOR PRO VZTEKLINU
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic

Stdli¥tnf 136/24, 165 03 Prahn 6 — Lysolaje, tel/fuy: +420.251 031 271, e-mail: vztellina@svupraha.cz

Popis obdrZeného vzorku:

Vzorky vakciny Lysvulpen por. ad us. vet, §ar¥e 6424 jsme obdrZeli dne 09.11.2017

v neporueném obalu, ve zmrazeném stavu, na suchém ledé v po&tu 25 kusi.

Vzorky byly neprodleng zmraZeny na -70°C a uchovdvany ve tmé aZ do startu vlastniho testu
titru viru primarni ndvnady dne 14,11.2017 a zaroven testovdny na pevnost ndvnady pii +40 °C
po dobu 1 hodiny,

Vzorky byly nastaveny v:

- termickém testu inkubace ( +25°C po dobu § dnti ) dne 09.11.2017 a naslednd
dne 14.11.2017 byly nastaveny v testu pro stanoveni titra viru po termické inkubaci.

-vsimulované terénnf expozici ( extémi prostiedi po dobu 5 dnit ) dne 09.11.2017 a nésledné
dne 14.11.2017 byly nastaveny v testu pro stanoveni titru viru po simulované terénni expozici.

Popis objednavky testu:

Test stability vakeiny byl proveden na zékladg objedndvky Bioveta, a.s. dle poZadovaného
schématu:
- titrviru primdrni ndvnady

- titrviru - navnady pfi ... +25°C .. po dobu 5 dni
- titrviru - ndvnady pfi ... externi prostfedi-terén ... po dobu 5 dni
- - = pevnost navnady pfi ... +40°C po dobu 1 hodiny

Popis. provedeni testu:

V kazdém testu bylo pouZito 5 kusti vakeina&nich ndvnad testovaného vzorku vakceiny
Lysvulpen por. ad us. vet..

K dosaZeni poZadovanych teplotnich kritérii testu bylo pouZito chladic a teplotni za¥izeni
akreditované laboratote: Narodni referenéni laborator pro vzteklinu, ZkuSebni laboratof
diagnostiky infekdnich nemoci zvifat, Laborato¥ akreditovani CIA pod &islem 1176.3

Titrace viru vakeiny byla provedena dle mefodiky OIE Terrestrial Manual 2013 Chapter 2.1.17
Rabies, s pouZitim standartniho operaéniho postupu akreditované laboratote NRL pro vzteklinu
SOP 407 Titrace viru vakeiny p¥i TCIDso ( infektivni davka tkdfiové kultury 50% )

Vypotet titru byl proveden pouZitim Spearman-Kiirber formule (WHO, 1996)

Prohld%ent:
Vysledky zkougek se tykajt pouze zkouSenych pfedméti. Bez pisemného souhlasu laboratore se nesmi protokol
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Statni veterinarni uistav Praha

State Veterinary Institute Prague
Oddéleni patolo%ie a parazitologie
) Department of palology and parazitology
NARODNI REFERENCNI LABORATOR PRO VZTEKLINU
Approved rabies serology - National Reference Laboratory for Rabies Czech Republic

Sidli§tni 136/24, 165 03 Praha 6 — Lysolaje, tcl./fay; +420 251 031 271, c-mail:_vzteklina@svupraha.cz

Vysledek testu stability vakciny Lysvulpen por. ad us. vet./ dislo ¥ar¥e 6424

daba expziénf TCIDg/ml hmotnost

SarZe protokol expozice teplota ndvnady

[ | C2 &3 (primér)

6424 V2656/17 ,pz‘lmﬁrn(miynada: 635 ;’\l‘\,._dﬂ;}f‘ﬁ 1730 15,892

6424 § V265717 | “Sdni | +250C 0730 00 730 0 730 15,18¢

6424 V2658/17 5 dni terén 7,47 7,30 7,30 7,13 7,30 15,262
6424 test obalu 1 hodina | +40°C W . - - e o -

Rozdil primérné hodnoty titru viru vakeiny pii expozicni teplotd
(+25°C =eA, terénni expozici =eB) a promérné hodnoty titru viru vakeiny primarni ndvnady:

eA 7,202 = 7,466 =~ 0,264 TCIDso/ml
el 7,300 - 7,466 =~ 0,166 TCIDs¢/ml
Zavir:

Fyzicky stav pouzdra vakeiny ziistal kompakini a adherovan na kontejner vakciny po celou
dobu expozice (1 hodina/+40°C), Giplng pokryva kapsuli, neoddéluje se od nf a ani konzistence
navnady, ani jeji tvar se neméni, tudiZ bod tdni obalu vakeiny

pievySuje +40°C.

Konzistence byla tuhd-pevna-zmrzld/ po dodéni
Vice m&kkd-mazlava-lepiva/ +40°C

Vlastnf um&lohmotné pouzdro a hlinikova folie vakcinaéni dévky ziistaly neporuseny pii viech
expozi¢nich teplotach.
Vakeinatnf ddvka vykazovala pfi viech teplotdch stejnou nacervenalou, irou barvu.

.

VySetieni provedl : MVDr. Miroslav Tomi o
; Statni veterindrni Gstav Prah:

Vystaveno dne +ois Hetopl Ay 165 03 Praha 6 - Lysolale, SIdligtnf 156/

Zapsal : Blanka Hejdankova I50: 00019305 @

o -
MVDr/Ivan Nagl

vedoucef NRL pro vzteklinu
/

|

Prohlaseni:




Traducere din limba cehd
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[logo] [lego]
Institutul veterinar de stat Praga
Departamentul de patologie si parazitologie
Aprobat serologic Rabie - Laboratorul de referintd National pentru Rabie din Republica
Cehi
Testing laboratory No. 1176 Accredited by Czech Accreditaion Institute, p. s. ¢. Conform

CSN-EN ISO/IEC 17025:2005
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

RAPORT PRIVIND TESTUL NR. V 2658/17

Vaccin: LYSVULPEN por. a.u.v.

Lot nr.: 6424, incubatie in mediul inconjuritor extern & 5 zile (09.11-14.11/2017): stare
compacti, consisten{d moale-lipicioasd, capsula de plastic continind antigenul de
culoare rogiaticd, greutatea momelii 15,26 g

Producitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Cehd
Distribuitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Ceha
Data de prelevirii: 7 noiembrie 2017 Durata testiirii: 09.11.2017-14.11.2017/pe teren
Data livririi: 9 noiembrie 2017 Data examindirii:20 noiembrie 2017

REZULTATUL DOZARII TITRULUI VACCINAL IN TCID;,

in conformitate cu OIE, Manualul de teste pentru diagnozi si vaccinuri pentru Animale Terestre,
Capitolul 2.1.17, SOP 407 Dozarea virusului vaccin in TCIDso (doz4 infiltratd in tesut 50%)

a fost detectati 10 "** TCIDs, virus vaccin in 1,0 ml de dozi vaccin
- Examinare efectuati de MVDr. Miroslav Tomei
Data emiterii 21 noiembrie 2017
Raport efectuat de Blanka Hejdankova
[semndturd ilizibild] Institutul vetrinar de stat [semndturd ilizibild]
MVDr, Kamil Sedlak, Ph.D. - Praga - MVDr. Ivan Nagl
seful laboratorului de testare sef NRL pentru turbare

trimis la adresa:  2x Bioveta, s.a., Jitka Vallova, Komenskeho 212, 683 23 Ivanovice na Hane
{x arhiva

Declaratie:

Rezultatele testului au legatura doar cu subiectii examinati. Fara aprobare scrisa a laboratorului. raportul
nu trebuie reprodus in alt fel decét in forma sa completa. Modificari sau completéri pot fi efectuate doar
de citre laboratorul care emite documentul.
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str. Marin Sorescu, nr. 1A, ap 2, Cluj-Napoca, Romania

tel: (+04) 0264-439277; e-mail: office@translatorsrl.com,
www. translatorsrl.com




Subsemnata VATA GABRIELA-HANKA, interpret si traducitor
autorizat pentru limba CEHA in temeiul autorizatiei nr. 28354/2010
eliberatd de Ministerul Justitiei din Romania, certific exactitatea
traducerii efectuate din limba CEHA in limba ROMANA, cu textul
inscrisului in copie electronicd, in limba cehd, care a fost vizat de mine.

Traducator
Vata Gabriela-Hanka
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Traducere din limba cehd
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[logo] [logo]
Institutul veterinar de stat Praga
Departamentul de patologie si parazitologie
Aprobat serologic Rabie - Laboratorul de referinta National pentru Rabie din Republica
Ceha
Testing laboratory No. 1176 Accredited by Czech Accreditaion Institute, p. s. c. Conform

CSN-EN ISO/IEC 17025:2005
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

RAPORT PRIVIND TESTUL NR. V 2656/17

Vaccin: LYSVULPEN por. a.u.v.

Lot nr.: 6424, momeald primarai: consistenta solida-tare-inghetata, capsula de plastic
contindnd antigenul de culoare rosiatica, greutatea momelii 15,89 g

Producitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Ceh4
Distribuitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Cehd
Data de prelevidrii: 7 noiembrie 2017

Data livririi: 9 noiembrie 2017 Data examinirii: 20 noiembrie 2017

REZULTATUL DOZARII TITRULUI VACCINAL iN TCID;,

{n conformitate cu OIE, Manualul de teste pentru diagnozi si vaccinuri pentru Animale Terestre,
Capitolul 2.1.17, SOP 407 Dozarea virusului vaccin in TCIDso (doza infiitratd In {esut 50%)

a fost detectati 10 ™ TCIDs virus vaccin in 1,0 ml de dozi vaccin
Examinare efectuati de MVDr. Miroslav Tomei

Data emiterii 21 noiembrie 2017

Raport efectuat de Blanka Hejdankova

[semndturd ilizibild] Institutul veterinar de stat [semnditurd ilizibild]
MVDr. Kamil Sedlak, Ph.D. - Praga- MVDr. Ivan Nagl
seful laboratorului de testare sef NRL pentru turbare

trimis la adresa: 2x Bioveta, s.a., Jitka Vallova, Komenskeho 212, 683 23 Ivanovice na Hane

1x arhiva
Declaratie:
Rezultatele testului au leglitura doar cu subiectii examinati. Fira aprobare scrisa a laboratorului, raportul
nu trebuie reprodus n alt fel decét in forma sa completd. Modificari i completari pot fi efectuate doar
de citre laboratorul care emite protocolul.

since 2004
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str. Marin Sorescu, nr. 1A, ap 2, Cluj-Napoca, Romania

tel: (+04) 0264-439277; e-mail: office@translatorsrl.com,
www.translatorsrl.com




Subsemnata VATA GABRIELA-HANKA, interpret si traducitor
autorizat pentru limba CEHA in temeiul autorizatiei nr. 28354/2010
eliberatd de Ministerul Justitiei din Roménia, certific exactitatea
traducerii efectuate din limba CEHA in limba ROMANA, cu textul
nscrisului In copie electronica, in limba cehi, care a fost vizat de mine.

Traducator
Vati Gabriela-Hanka




Traducere din limba ceha
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[logo] [logo]

Institutul veterinar de stat Praga
Departamentul de patologie si parazitologie
Aprobat serologic Rabie - Laboratorul de referinti National pentru Rabie din Republica
Cehi
Testing laboratory No. 1176 Accredited by Czech Accreditaion Institute, p. s. ¢. Conform

CSN-EN ISO/IEC 17025:2005
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

RAPORT PRIVIND TESTUL NR. V 2657/17

Vaccin: LYSVULPEN por. a.u.v.

Lot nr. 6424, momeald incubati +25°C & 5 zile (09.11-14.11/2017): stare compacta,
consistentd moale-lipicioass, capsula de plastic conjindnd antigenul de culoare
rosiatics, greutatea momelii 15,18 g

Producitor Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Cehi
Distribuitor Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Ceha
Data de preleviirii: 7 noiembrie 2017 Durata testirii: 09.11.2017-14.11.2017/ +25°C
Data livririi: 9 noiembrie 2017 Data examindrii: 20 noiembrie 2017

REZULTATUL DOZARII TITRULUI VACCINAL IN TCID;,

in conformitate cu OIE, Manualul de teste pentru diagnozi si vaccinuri pentru Animale Terestre,

Capitolul 2.1.17, SOP 407 Dozarea virusului vaccin in TCIDs, (doz4 infiltratd in tesut 50%)

a fost detectatd 10 ™ TCIDs, virus vaccin in 1,0 ml de dozi vaccin

Examinare efectuatii de MVDr. Miroslav Tomci

Data emiterii 21 noiembrie 2017

Raport efectuat de Blanka Hejdankova

[semndturd ilizibila] Institutul veterinar de stat [semndturd ilizibild]
MVDr. Kamil Sedlak, Ph.D. - Praga- MVDr. Ivan Nagl
seful laboratorului de testare sef NRL pentru turbare

trimis la adresa:  2x Bioveta, s.a., Jitka Vallova, Komenskeho 212, 683 23 Ivanovice na Hane
Ix arhiva
Anunt:
Rezultatele testului au legatura doar cu subiec{ii examinati. Fara aprobare scrisd a laboratorului, raportul nu trebuie reprodus in
alt fel dect in forma sa completd. Modificiri sau completéri pot fi efectuate doar de cétre laboratorul care emite documentul.
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str. Marin Sorescuy, nr. 1A, ap 2, Cluj-Napoca, Roménia

tel: (+04) 0264-439277; e-mail: office@translatorsrl.com,
www.translatorsrl.com




Subsemnata VATA GABRIELA-HANKA, interpret si traducdtor
autorizat pentru limba CEHA in temeiul autorizatiei nr. 28354/2010
eliberatd de Ministerul Justitiei din Roménia, certific exactitatea
traducerii efectuate din limba CEHA 1in limba ROMANA, cu textul
inscrisului In copie electronica, in limba cehd, care a fost vizat de mine.

Traducitor
Vita Gabriela-Hanka




Traducere din limba ceha
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Institutul veterinar de stat Praga
Departamentul de patologie si parazitologie

LABORATORUL REFERENTIAL NATIONAL PENTRU TURBARE
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

P.T.

Jitka Vallova
Departamentul comercial
Bioveta, s.a.

Komenskeho 212

683 23 Ivanovice na Hane
Republica Ceha

SUPLIMENT LA RAPORTUL PRIVIND TESTUL NR. V2656, V2657, V2658/17

Vaccin: LYSVULPEN por. a.u.v. vaccin impotriva turbirii prin imunizare orali a
vulpilor

Lot nr.: ~6424~

Producitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Ceha

Distribuitor: Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Republica Ceha

Data de prelevirii: 7 noiembrie 2017

Data livrarii: 9 noiembrie 2017 Data examindrii: 20 noiembrie 2017

Metoda: DOZAREA TITRULUI VACCINAL IN TCIDs,

in conformitate cu OIE, Manualul de teste pentru diagnoza si vaccinuri pentru Animale Terestre
Conform SOP 407 Dozarea virusului vaccin tn TCIDso (dozi infiltrata in tesut 50%)

Declaratie:
Rezultatele testului au legatura doar cu subiectii examinati. Fard aprobare scrisa a laboratorului, raportul nu trebuie reprodus in
alt fel decat in forma sa complete. Modificari i completéri pot fi efectuate doar de catre laboratorul care emite documentul.

since 2004

str. Marin Sorescu, nr. 1A, ap 2, Cluj-Napoca, Roménia

tel: (+04) 0264-439277; e-mail: office@transiatorsrl.com;
www.translatorsrl.com
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Institutul veterinar de stat Praga

Departamentul de patologie §i parazitologie

LABORATORUL REFERENTIAL NATIONAL PENTRU TURBARE
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

Descrierea probei primite:

Probele de vaccin LYSVULPEN por. ad us.vet. lot 6424 le-am primit la data de 09.11.2017 n ambalaj
nedeschis, in stare congelats, pe gheatd uscatd in numir de 25 de buciti. Probele au fost congelate rapid
la-70°C i au fost tinute la loc intunecos pani la inceperea testarii de dozare virus momeali primari la
data de 14.11.2017 si tmpreund cu testarea soliditatii momelii la +40°C pe o perioadi de o or.
Probele au fost testate in:
- Incubare de testare termici (+25°C pe o perioadd de 5 zile) la data de 09.11.2017 si apoi la data
de 14.11.2017 au fost testate in testul pentru determinarea dozirii virusului dupi incubarea termica.
- Prin expozitie de simulare de teren (mediu exterior pe o perioads de 5 zile) la data de 09.11.2017
si apoi la data de 14.11.2017 au fost testate in testul pentru determinarea dozirii virusului dupi
expozitia de simulare pe teren.

Descrierea comenzi test:
Testul pentru stabilitatea vaccinului a fost realizat la comanda Bioveta, s.a. conform schemei
recomandate.

- Titrul virusului — momeal3 primari

- Titrul virusului — momeali la +25°C pe o perioadi de 5 zile
- Titrul virusului — momeald la mediu extern — teren pe o petioadd de 5 zile
- - - Soliditate momeali la +40°C pe o perioada de 1 ori

Descrierea probelor efectuate:
Pentru fiecare test au fost folosite 5 buciti de momeali vaccinati cu probi esantion vaccin Lysvulpen

por. ad us. vet..

Pentru a realiza criteriile de temperatura recomandate pentru test au fost folosite mijloace de inclzire si
récire acreditate in laborator. Laboratorul referential national pentru turbare, laborator de testare pentru
diagnosticarea bolilor infectioase la animale, Laborator de testare Nr. 1176.3 Acreditat de Institutul Ceh
pentru acreditare.

Dozarea titrului vaccinal a fost realizatd conform prevederilor OIE Manualul terestru 2011 Capitolul
2.1.17 Turbare, cu utilizarea procedurilor standard de operare ale laboratoarelor acreditate NRL pentru

turbare SOP 407 Dozare titrului vaccinal pentru TCIDso (dozi infiltrati in tesut 50%)

Calcularea titrului a fost efectuat folosind formula Spearman-Karber ( WHO, 1996 )

Declaratie:
Rezultatele testului au legatura doar cu subiectii examinati. Fard aprobare scrisi a laboratorului, raportul nu trebuie reprodus in
alt fel decit In forma sa completa. Modificari i completari pot fi efectuate doar de citre laboratorul care emite documentul.
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Institutul veterinar de stat Praga
Departamentul de patologie si parazitologie

LABORATORUL REFERENTIAL NATIONAL PENTRU TURBARE
Sidlistni 136/24, 165 03 Praga 6 — Lysolaje, tel/fax: +420 251 031 271. e-mail: vzteklina@svupraha.cz

Rezultatele testului de stabilitate ale vaccinului Lysvulpen por. ad us. vet./ nr. lot 6424

Tempera TCIDgw/ml Greutate

Perim}d.i tura de momeald

lot protocol exparifie expozitie ; I {medie)

6424 | v2656117 | Momeald primars 4 15.89g

6424 V2657/17 5 zile +25°C 6.98 7.13 7,202 15.18g

6424 V2658/17 5 zile Teren 7,13 730 7,300 15.26g
6424 Testul

pachetului 1ord +40°C - - - - - - -

Diferenta valorii medii a dozajului titrului vaccinal pentru expunerea la temperaturi
(+25°C =eA, expozitie teren =eB) si valoarea medie a dozajului titrului vaccinal momelii principale:

oA 7,202 = 7,466 = = 0,264 TCIDsy/ml
oB 7,300 = 7,466 = = 0,166 TCIDsy/ml
Concluzie:

Starea fizicii a capsulei vaccinului rimane compactii si aderent la containerul vaccinului pe toata
durata expozitiei ( 1 ord / +40°C), capsuld complet inchisd, nu se separi de aceasta la orice consistentd a
momelii §i nici forma ei nu se schimbd, astfel incit fuzioneazi cu ambalajul vaccinului

depiiseste +40°C,

Consistenta a fost grafit-solid-congelat/ dupi livrare
Mai mult moale-véscos-lipicios / +40°C

Plasticul propriu al capsulei si folia de aluminiu a probelor de vaccinare au rdimas intacte pe toatd durata
expozitiei la cldura.
Proba de vaccin a ariitat pe durata intregii expuneri la cildurd culoarea rosiaticd, culoare transparenta.

Verificare realizati de : MVDr. Miroslav Tomci
Eliberati la data de : 21 noiembrie 2017
Inregistrat de : Blanka Hejdankova

Institutul veterinar de stat Praga
165 03 Praga 6-Lysolaje, Sidlistni 136/24
ICO: 00019305
[semnditurd ilizibild]
MVDr. Ivan Nagl
Sef NRL pentru turbare
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Subsemnata VATA GABRIELA-HANKA, interpret s1 traducétor
autorizat pentru limba CEHA in temeiul autorizatiei nr. 28354/2010
eliberatd de Ministerul Justitiei din Romania, certific exactitatea
traducerii efectuate din limba CEHA 1in limba ROMANA, cu textul
inscrisului in copie electronicd, in limba cehd, care a fost vizat de mine.

Traducitor
Viti Gabriela-Hanka
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