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OF MANUF'ACTURER
CERTIF'IKAT SPRAVNE V{'NOBNi PRAXE

PartI/irnstl
lnstitute for the State Control of Veterinary Biologicals and Medicines as national competent

authority of the Czech Republic issues according to Section 16(2) letter a) item 3 of the Act No. 37812007

Coll., on Phannaceuticalsand Amendments to Several Related Laws in current wording (hereinafter referred to
as "Act on Pharmaceuticals No. 37812007 Coll.") and in accordance with Art, 80(5) ofDirective 2001/82lEC as

amended, this certificate that to confirm that manufacturer
Ustav pro Stftni kontrolu veterinf.rnfch bioprepardtrl a l€div se sidlem v Brn€ jako piisluSnj rifad Ceskd republiky vyd6v6

podle $ 16 odst. 2 pism. a) bod 3. zdkona 8,37812001 Sb., o lddivech a o zmEndch ndkterfch souvisejicich zikonfr (d.lle jen z6kon
E, 378D007 Sb., o ldCivech) a v souladu s dl6nkem 80(5) SmErnice 2001/82/EC, ve znEnf pozddjilch piedpisri, iento certifik6t,
kteffi potwzuje, Ze vjrobce

Bioveta a.s.
Komensk6ho 2l2ll2

683 23 Ivanovice na IIan6
Czech Republic
lC/INo: 253 04 046

Site address
misto \rjroby

Komensk6ho 212/12, 683 23 lvanovice na Han6

has been inspected under the national inspection progrrmlme in connection with manufacturing authorisation
no,5L2/20I8/RHV in accordance with Art.44 of Directive 200I/821EC transposed in the following national
legislation: Act on pharmaceuticals No. 37812007 Call.
je kontrolovdn Ustavem pro stdtni kontrolu veterindrnich bioprepanit& a'l€biv v pravidelnjch terminech a je drZitelem povolenl
kvlrobi veterinilrnich l6divfch piipravkfl reg. E,51212018/RHV vydan6m vsouladu sCl6nkem 44 Smdmice 2001182/EC ve
zndnfpozddjSich fprav, ktery byl transponovdn do g 63 zilconat.37812007 Sb., o lddivech.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 19-21/0212018,19-21/0312018,23-24/04/2A18,11-1310612018, 171912018 it is considered that it
complies for activities listed in Part II of this certificate with the principles and guidelines of Good
Manufactufing Practice laid down in Directive gll{lzlBBc transposed to national legislation: Decree No.
229120Q8 Coll. These requirements fulfil the GMP recommendations of WHO.

Na zdklad€ vystedkfi inspekce vy'robce, kdy posledni inspekce byla provedena 19.-21.2.2018, 19;-21 .3,2018, 23.-
24.4.2018, 11.-L3.6.2018, 17.9.2018 tjstav powrzuje, Ze v'jrobce sphiuje pro rozsah uvedeni v d6sti II tohoto cetifilcitu
poZadavky spr6vn6 vlrobni pmxe stanovend Smdnrici gll4lzlEEc, transponovand do vyhldSlcy E. 229/2008 Sb. PoZadavky
sprivn6 vjrobni praxe jsouv souladu s doporudenimi WHO.

This certificate refleets the status of the manufacturing site at the time of the inspection noted above
and should not be relied upon to reflect the compliance status if more than three years have elapsed since the
date of that inspection, after which time the issuing authority should be consulted.

Tento certifiklt odr62i aktu6lni stav vfrobniho mista v dobd inspekce uvedend vfSe a jeho platnost je limitovAna na fii
roky od data tdto inspekce. Po t6to dobE by mEla bjt platnost ceftifik6tu ovEiena u autority, kterdjej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikdtu mtZe bjt ovdiena u autority, kter6 jej vydala
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part II - Scope of the certificate / dest tt - rozsah certifikdtu

X Veterinary merlicinal products / Veterinirni l6iiv6 piipravky

1 - Manufacturing operations / Vfrobni opersce

Sterile Products / Sterilni piipravky

I. L l Aseptically prepared / Asepticlcy piipravovand

1.1 .1.1 Large volume liquids / Velkoobjemove tekute l6kov€ formy( l- f-Inctam antibirttics/beta-

Iahamovd antibiotika)

t.l .l.2 Lyophilisates / Lyofilizovari: (7- other" hormons/ hotmony)

L 1.1"4 Smatt volume liquids / Maloobjemove tekute l6kov€ formy( 1- l3-Lactam antibiotics'

4- Palogenic Organism B

L1.2. Turminally sterilised / Termindlnd sterilizovand

|.1 .2-2 Ssmi-solids / Polotuh6 (1- lJ-Lactam anribiotics/ beta-laktamovd antibiotika)

l.l.2.3 Small volume liquids /

l.1.3 Batch certification /
Non-sterile products / Nesterilni piipravky

L2.l Non-sterile products / Nesterilni piipravlgt

l.Z.I.5 Liquids for external use / Tekutd pro vn6j5i uLiri(6- ectoparasiticides/ektoparazitika'1

1 .2.1.6 Liquids for internal use / Tekutd pro vnitini uzili

1.2.1.8 Other solid dosage fbrms i Jin6 pevn6 l6kov6 formy (I- f-Lactam antibiotics/beta-laktamovd

antibiotikn)

1.2.1.11 Semi-solids / Polotuhe

1.2.1.13 Tablets / tautetY

1.2.1.16 Veterinary premixes / Veterinerni medikovan€

Biological medicinal products / Biologickd piipravky

t-Sl nnlogical medicinal products I Biologickd piiprovlE

1 .3 .1 .1 Blood products / Krevni deriv6tv

il3.l.2 Imrnunological products / Imunologickd piipravky

1 .3.1.8 Other biological medicinal products / ostatni biologick€ t6iivd pifpravky (7- other:

-tsslorctt 

certification / Propouitdni iarii
1.3.2.1 Blood products / Krevni deriv6tv

| .3.2.2 Imrnunolo gical products / Imunologick€ piipravky

I.3.2.8 Other biologicai medicinal products / ostatni biologick6 l66ivd piipravky (7- other -

ot-u".p'oao"t.orrn.,*'facturingactivity/ostatnipiipravkyneborfrobniaktivit1

1.4.1 Manfficture of / Titroba:
active1.4.1.3 Other / ostatni -

L5,1 Primary packing / Primarn{balen{

1.5.1 .5 Liquids for external use / Tekutd pro vndj5i uliti( 6- ectoparasiticides/ektoparazitika)

1.5.1.6 Liquids for internal use / Tekutd pro writini uZiti

1.5.1.g Other solid dosage forms / lUe pevn6 l6kov6 formy (l- f-Lactam antibiotics/beta-laktamovd
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Ustav pfo stitni k0ntrulu
veterinirn ich
bioprepar6iri e tdiiv

Any
1.3. I .2

Date of issuing/oatum vyd6ni:

17.1,2019

arks related to the scope of this certificate:
production of bakterial, viral, fungal, autogenous vaccines and immune sera

Name and signature of the authorised person of the

Competent Authority of the CzechRepublic
Jmdno a podpis opr6vnEn6 osobY

Hudcova 56a

621 00 Brno-MedldnkY

eeskd reoublika

+420 541 518 210
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