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CERTIFICATE OF GMP COMPLIANCE
OF A MANUFACTURER

CERTIFIKAT SPRAVNE VVROBNI PRAXE
PartI/eastr

Institute for the State Control of Veterinary Biologicals and Medicaments 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. 37812007 Coll.") and in accordance with Art. 80(5) of Directive

200Ill2lBc as amended, this certificate that to confirm that manufacturer
Ustav pro st6tnf kontrolu veterinilrnich bioprepar6tri a lddiv se sidlem v Brnd jako ptislu5n! riiad eeskd republiky vyd6v6

podle g 16 odst.2 pism. a) bod 3. zilkonaE.37812007 Sb., o lddivech a o zmdnfuch ndkter'-ich souvisejicich z6konri (d6le jen

zitkon t. 378/2007 Sb., o lddivech) a v souladu s dliinkem 80(5) Smdrnice 200ll82lEC, ve nEni pozddj5ich piedpisti, tento

certifik6t, kten-fm potvrzuje, Ze l"-irobce

Medicinsk6 centrum Praha s.r.o.
Mezi Vodami,205

143 00 Praha
Czech Republic
IenNo: 250 32ll9

site address
misto vyroby

Mezi Vodami 205,143 00 Praha 4

has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 44412015/RHV in accordance with Art. 44 of Directive 200Il82lEC transposed in the

following national legislation: Act on pharmaceuticals No. 37812007 Coll.
je kontroloviiLn Ustavem pro st6tni kontrolu veterin6rnich bioprepar6tri a lddiv v pravidelnich terminech a je drZitelem povoleni

k ryrobd veterin6rnich l6divych piipravkri reg. d. 444l20l5lP.lIY vydandm v souladu s dliinkem 44 Smdrnice 200ll82lEC ve

zndnf pozddj5ich fprav, ktery byl transponov6n do $ 63 zdkona 8.37812007 Sb., o lddivech.

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

conducted on 1010212015, it is considered that it complies for activities listed in Part II of this certificate

with the principles and guidelines of Good Manufacturing Practice laid down in Directive 9ll4l2lEEC
transposed to national legislation: Decree No. 22912008 Coll. These requirements fulfil the GMP

recommendations of WHO.
Na zrikladd vysledkfr inspekce vy,robce, kdy posledni inspekce byla provedena 10. fnora 2015, Ustav potwzuje, Ze

vyrobce sphiuje pro rozsah uvedeny v dristi II tohoto certifik6tu poZadavky spr6vnd rn-foobni praxe stanovene Smdrnici
g1l412lEEC, transponovand do vyhl55ky E. 22912008 Sb. PoZadavky spr6vnd qfrobni praxe jsou v souladu s doporudenimi

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 certifikifi odr62i aktuiilni stav vyrobniho mista v dobd inspekce uvedend ly5e a jeho platnost je limitov6na na tii

roky od data tdto inspekce. Po t6to dobE by m6la bf platnost certifik5tu ovdiena u autority, kter6 jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifft6tu mriZe b1't ov6iena u autority, kter6 jej lydala.

Institute for State Control of Veterinary Biologicals and
Tel: +420-541 518 2l I

E-marl: Lrskvbl@uskvbl cz

Fax: +420-541 210 026
URL: u'u,w uskvbl cz



Part II - Scope of the certificate / dlst u - rozsah certifikdtu

X Veterinary medicinal products / Veterinfrni l6Iiv6 pffpravky

1.1.1 Aseptically prepared /,

l.l.l.4 Small

.1.3 Cell

scope of this certificate:

of issuing/oatum vyd6ni:
Authority of the CzechRepublic
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