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CERTIFICATE OF GMP COMPLIANCE
OF A MAI\UFACTURER

CERTIFTKAT SPRAVNN VfROBNi PRAXE
PartI/destt

Institute for the State Confrol of Veterinary Biologicals and Medicines as national cornpetent
authority of the Czech Republic issues according to Section 16(2) letter a) item 3 of the Act No. 37812007
CoIl., on Pharmaeeuticals and Arnendrnents to Several Related l-aws in currert wording (re,reinafter referred to
as "Act on Phannaceuticals No. 37812007 Coll.") and in accordance with Art. 80(5) of Directive 2001/82/EC as

amended, this certificate that to confirm that manufacturet
Listav pro stdtni kontrolu veterindrnfch biopreparritu a ldCiv se sidlern v BmE jako pfisluSn! tltad teskd republiky vyd6va

podle $ I 6 odst. 2 pisnr. a) bod 3. z6kona e. 3'781200'l Sb., o lddivech a o zmdndch ndkterjch souvisejicich zdkonfr (ddle jen zdkon
a. 3782007 Sb.. o l6divech) a v souladu s dlfnkem 80(5) SmErnice 2O0l/82lEC. ve an6ni pozdEjiich piedpisri, tento certifikait,
kten-im potvrzuje, 2e vyrobce

Bioveta a.s.
Komensk6ho 2l2ll2

6E3 23lvanovice na Han6
Czech Republic
lCilNo:25304046

site address
misto vyroby

Komensk6ho 2l2ll2, 683 23 lvanovice na Han6

has been inspected under the national inspection programme in connection with manufacturing authorisation
no. 512/2018/RHV in accordance with Art, 44 of Directive }OOI/1}|EC transposed in the following national
legislation: Act on pharmaceuticals No. 37812007 Coll.
je kontrolovdn Ustavern pro st{tnf kontrolu veteriudrnlch biopreparAtrl a l66iv v pravidelnjch terminech a je drtite]em povoleni
kvlrob6 veteriniirnlch ledivlch pt{pravkri rcg. t.512I2018/RHV vydan6m vsouladu sdl6nkem 44 Sm6rnice 2001/821EC ve

ar€ni pozd{jSfch fprav, kte{ byl transponovin do $ 63 zdkona d,.37812001 Sb., o lCtrivech.

From the knowledge gained during inspection of this manufacturer, the latest of which was

conducted on 79-21/02/2018,19-2llO3/2018,23-24/0412018,71-13/06/2018, 17/912018 it is considered that it
complies for activities listed in Part [I of this certificate with the principles and guidetines of Good

Manufaotwing Practice laid down in Directive gll4lzlBBc transposed to national legislation: Decree No.

22912008 Coll. These requirernents fulfiI tlre GMP recomrnendations of WHO.
Na ziklad6 vysledkfi inspekce vlrobce, kdy posledni inspekce byla provedena 19.'21.2.2018, 19.-27.3.2018,23.-

24.4,2018,11.-13.6.2018, 17.9.2018 Ustav potvrzuje, 2e vfrobce splfiuje pro rozsah uvedeni vddsti ll tohoto certifikrinr

poZadavky spr6vnC vlrobni praxe shnovend Smdrnicf gll4l,2lBEc, transponovand do vyhldsky L 229/2008 Sh' Poiadavky

spr6vnd vjrobni praxe jsou v souladu s doporuCenimi WHO.

This certificate reflects 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 cefiifikdt odrd2i akrudlni stav {robniho mlsta v dob€ inspekce uvedene vr.i,5e a jeho platnost je limitov6na na tii

roky od data tdto inspekce. Po tdto dobd by mdla bj,t platnost ceftifikdtu ov6iena u autority, kter6jej vydala.

The authenticity of this certifrcate may be verified with the iszuing authority,
Pravost cer.tifrkitu mriZe byt ovdfena u aufority, kterd jej vydala.

lskvbl@uskvbl.cz
wwr,v. ttskvbl.cz
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Part II - Scope of the certificate / test n - rozsah certitikdtu

X Veterinary medicinal products / Veterinrirni l6[iv6 piipravky

1 - Manufacturing operafions / Vj.robni operace

1.1 Sterile Products / Sterilut plfpravky

1.1.1 Aseptically prepared 1 Aseptklq piipravovand

1.1.1.1 Large volume liquids I Vetkoobjemovd tekutE l6kovd formy( l- J|-Lactam ontibiotics/bera-

loklamovd ont ibio tika)
l.l,L,2 Lyophilisates / Lyofilizovanl (7- other: honnons/ hormon)
1.1.1.4 Srnall volume liquids i Maloobjemove tekut6 l6kovi formy( I- fi.Locta*t sntibiotics,
4- Patoeenic Arpanistn BSL j/ beta-lahamovd antibiotika, 4-patogeny BSL 3)

I .l .2. Tarminally sterilised / Termindln| sterilizovani

LL2.2 Semi-solids / Polotuhd (t- fi-Lactan antibiotics/ beta-laktsmo't'd antibiotika)

1.1.2.3 Small volume liquids / Maloobiemov6 tekute lekov6 formv

l.1.3 Batch certification / Propouit€ni Safii

t.2 Non-sterile products / Nesterilni piipravky

I .2. I Non-sterile prodtrcts / Nesterilnl piipravlgt

1.2.1.5 Liquids for external use / Tekute pro vnEjSi utitl (6- ec.toparasiticides/ektoparazitiful

L2.1"6 Liquids for internal use / tekutd pro vnitinf uziti

1 .2.1.8 Other solid dosage forms / Jin6 pevn6 16kov6 formy (1- $-tactan antibioticslbetalaHsmovd
antibiotiha)
l -2.1.11 Semi-solids / Pototfte
1.2.1.13 Tablets / ratkty
1,2.1,.16 Veterinary prernixes / Veterinanri rnedikovan6 premixy

I . 2.2 Batch certificatiott /Propouitdtti iarii
t"3 Biological medicinal products / Biologickd piipravky

1.3.I Biological medicinal products / Btologickd ptipravlqt

1 .3.1 , I Blood products / Ikevri deriv6ty

1 .3.1 ,2 Immunological products / lnurtologick6 pffpravky

I .3. L8 Other biological medicinal products I Ostztn biologickd lddivd pf lpravky {7- other:

hornons/hormony\

1.3.2 Batch certification / Propouitinf larii
1,3,2.1 Blood products / xrevui deriv6ty

1.3.2.2 lmmunological products / lmunologick€ piipravky

1.3^2.8 Other biological medicinal products / Ostatoi biologick6 l66iv6 plipravlg' (7'other -
hormonsthormanY)

1.4 Other products or manufacturing activit-v i Ostatni piipravky nebo virobni aktivitv

1.4.1 Manufacture o.f /Yfroba:
1.4.1.3 Other / osratni - biologically active

1.5 Packaging / Baleuf

1.5.1 Primary* packing / Primdrn[ baleni

L5.1 .5 Liquids for extemal use / Tekute pro r.nEj5l uhitl( 6- ectoparasiticides/claaparazitika)

1.5.1.6 Liquids for internal use / :tekutd pro vnithti uziti

1.5.1.8 Othersoliddosageforms/Jin6pevndl6kov6formy(l-fi-Lactamantibioricslbetu'laktamoud
antihiotika)
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Arry restrictions or clarifoirrg remarks related to the scope of this certificate:
1.3.I .2. Immunological products: production of bakterial, viral, fuugal, autogenous vaccines arrd imrnune sera
Omezeninebo vysv6tleni k rozsahu tohoto ceflifikiltu:
1.3.1 .2. lmunologick€ piipravky - antigeuy a vakciny virov6, bakteri6lni. mykotick6, autogenni. imunos6ra

b\\

Date of issuing/Oatum vyd6ni:

17.1.2019
Name and signature of the authorised person of the
Competent Authority of the Czech Republic
Jmdno a podpis opr{vn€nC osoby

Chief Executive of tlSt<VgL

I .5.1.1 1 Semi-solids / polotuhe

L5.1 .1 3 Tablets / Tablety

l 5.1.16 Veterinary premixes / Veterin6rni medikovan6 Dremixy
1.5.2 Secondary packing / Sekunddrni balenf

1.6 Quality control testing / Kontrola kvaliry

L6,I lvficrobiological: sterility / tttifuobiotogiclu - testo.rdni steritity
L6.2 Microbiological: non-sterility / Mikrobialogick(i - nesterilni ldcivd pifpravky
1 . 6. 3 Chemical/Physical / Chemicko.fyzikatni

1.6.4 Biolosieal / Biotoeicka
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