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Certificate No. / Ci'slo certifikatu: 321/2018/CGMP

CERTIFICATE OF GMP COMPLIANCE

OF A MANUFACTURER

CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part I / Cist I

Institute 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. 378/2007
Coll., on Pharmaceuticals and Amendments to Several Related Laws in current wording (hereinafter referred to
as "Act on Pharmaceuticals No. 378/2007 Coll.") and in accordance with Art. 80(5) of Directive 2001/82/EC as
amended, this certificate that to confirm that manufacturer

Ustav pro stitni kontrolu veterinamich biopreparitCi a lediv se si'dlem v Bmfi jako pHsluSny ufad Ceske republiky vydiva
podle § 16 odst. 2 pism. a) bod 3. zikona C. 378/2007 Sb., o I^Civech a o zmSnach nfikterych souvisejicich zakonu (dale jen zakon
C. 378/2007 Sb., o l^Civech) a v souladu sClinkem 80(5) SmSmice 2001/82/EC, ve znSni pozdSjSich pfedpisQ, tento certifikit,
kterym potvrzuje, ie vyrobce

Tekro, spol. s r.o.
Visnova 2/484

140 00 Praha 4

Czech Republic
I^:/INo: 186 28 851

site address

mi'sto v^oby

provoz Nova Dedina, 783 91 Unicov

has been inspected under the national inspection programme in connection with manufacturing authorisation
no. 492/2017/RHV in accordance with Art. 44 of Directive 2001/82/EC transposed in the following national
legislation: Act on pharmaceuticals No. 378/2007 Coll.
je kontrolov^n Ustavem pro statni kontrolu veterinamich bioprepar^tfl a 16Civ v pravidelnych terminech a je dr^itelem povoleni
kvyrobS veterindmich IdCivych pfipravkfl reg. 5. 492/20I7/RHV vydandm v souladu s Cldnkem 44 Smfimice 2001/82/EC ve
znSni pozd6j§ich uprav, ktery byl transponovdn do § 63 zdkona C. 378/2007 Sb., o IdCivech.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 21-22/11/2017, it is considered that it complies for activities listed in Part 11 of this certificate
with the principles and guidelines of Good Manufacturing Practice laid down in Directive 91/412/EEC
transposed to national legislation: Decree No. 229/2008 Coll. These requirements fulfil the GMP
recommendations of WHO.

Na zdkladS vysledku inspekce vyrobce, kdy posledni inspekce bylaprovedena21.-22.1istopadu 2017, Ustav potvrzuje, ie
vyrobce splftuje pro rozsah uvedeny vCdsti It tohoto certifikdtu po^adavky sprdvn^ vyrobnl praxe stanoven^ Smgraici
91/412/EEC, transponovand do vyhldSky 5. 229/2008 Sb. Poiadavky spravnd vyrobnl praxe jsou v souladu s doporuCenlmi 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 certifikat odrdil aktu^lnl stav vyrobnlho mlsta v dob6 inspekce uvedene vy§e a jeho platnost je limitovdna na tfi
roky od data t6to inspekce. Po t^to dobS by mSla byt platnost certifikatu ov^fena u autority, kterd jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikatu muze byt ovefena u autority, ktera jej vydala.
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Part 11 - Scope of the certificate / II - rozsah certifikdtu

^ Veterinary medicinal products / Veterindrni pfipravky

1 — Manufacturing operations / V^robni operace

1.2 Non-sterile products / Nesterilni pripravky

1.2.1 Non-sterile products / Nesterilni pfipravky
1.2.1.8 Other solid dosage forms / Jin6 pevn^ Mkov^ formy (including notably those containing
ampicillines, amoxycillines and sulfonamides/ vcetne tech, ktere obsahuji ampiciliny, amoxiciliny a
sulfonamidy)

1.2.1.16 Veterinary premixes / Veterin^i medikovan6 premixy / including notably those containing
ampicillines, amoxycillines and sulfonamides/ vcetne tech, ktere obsahuji ampiciliny, amoxiciliny a
sulfonamidy)

1.2.2 Batch certification /Propousteni sarzi

1.5 Packaging / Balenf

1.5.1 Primary packing / Primdmi baleni

1.5.1.8 Other solid dosage forms / Jin6 pevn616kov6 formy / including notably those containing
ampicillines, amoxycillines and sulfonamides/ vcetn^ t^ch, ktere obsahuji ampiciliny, amoxiciliny a
sulfonamidy)

1.5.1.16 Veterinary premixes / Veterin^i medikovan6 premixy /including notably those containing
ampicillines, amoxycillines and sulfonamides/ vcetne tech, ktere obsahuji ampiciliny, amoxiciliny a
sulfonamidy)

1.5.2 Secondary packing / Sekundarni baleni

1.6 Quality control testing / KoDtrola kvallty

1.6.2 Microbiological: non-sterility / Mikrobiologickd - nesterilni lecive pfipravky
1.6.3 Chemical/Physical / Chemickd/fyzikdlni

Any restrictions or clarifying remarks related to the scope of this certificate: none
Omezeni nebo vysvStleni k rozsahu tohoto certifikdtu: Mdnd

Date of issuing/Datum vyddni:
16/01/2018

Name and signature of the authorised person of the
Competent Authority of the Czech Republic
Jm^no a podpis opr^vnSn^ osoby

MMpr. Jin B^e§
vedouci ̂ uzephfiKrufadu USKVBL

Jiri Bures, D.V.M.

Chief Executive of USKVBL

USKVBL
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Ceska republika

+420 541 518 210

Dalova schranka: ra7aipu

uskvbl@uskvbl.c2'
www.uskvbl.C2

Datum:

Podpis:

2/2

16.01.2(118


