|5
OEL SUKE

UKL SUEL SURL

1. SUKL SUEL SUEL

UKL SUEL SUKL SOKL
DKL SUKL SOEL SUKL

L BUKL $0KL SUKL SUKL
L SUKL;SUKL SUKL SUKL
L SUKL STEL SUKL 5URL
1 SUEL SITKL SUKL 5UK1L
L 30Kl SUKL SUKL SUKL
L SOEL SOFL SUEL SUKL
KL SUKL SEELSUEL
KL UKL SOEL SOKL

L SUEL SOKL SUEL
HiKL SOKL SUEL

LSOKL SUEL

L AT

SUKL

stitnl dstav pro kontrolu liEiv

0

Staini dstav pro kontroly 1&€lv
Srobdrova 48, 100 41 Praha 10

el +420 272185111
fax: +420 271 732 377

e-mail: postc@sukl.cz
web: wwwsukl.cz

CERTIFIKAT SPRAVNE LABORATORNI PRAXE
CERTIFICATE OF GOOD LABORATORY PRACTICE

certifikat sp.zn./ certificate Ref.No: sukls20574/2012

Vydany v souladu s §13 odst. 2 pism. a bod 4 zadkona
&.378/2007 Sb., o lécivech a o zménach nékterych
souvisgjicich zdkon( (zdkon o IléCivech), ve znéni
pozdéjdich ptedpisi

PFislugny organ Ceské republiky potvrzuje nasleduijfci:

Testovaci zafizent:

BIOPHARM, Vyzkumny Gstav biofarmacie a
veterinarnich 1é&iv a.s.

Sidlo:

Pohoti-Chotount 90, 254 49 Jilové u Prahy

Adresa testovaciho zafizent:

Pohofi-Chotouti 90, 254 49 Jilové u Prahy

byle inspektovano v sculadu se ¢lankem 3 smérnice
2004/9/ES a § 101, odst. 3 zdkona & 378/2007 Sb,
o lécivech a o zméndch nékierych souvisgjicich zdkoni
(zdkon o lédivech), ve znéni pozdgjiich pledpist a pfi
této inspekei bylo provedenc poscuzeni souladu se
spravnou laboratorni praxi podle smérnice 2004/9/ES.

Na zaklad¢ znalosti ziskanych b&hem posledni inspekce
tohoto testovacihe zafizeni, ktera byla provedena dne
30.062011, je toto testovaci zaflzeni povaZovano za
subjekt spliujici principy spravné laboratorni praxe dané
o Zasadami spravné laboratorn{ praxe podle OECD
(C(97) 186 v kone&ném znéni)
o smérnici 2004/10/ES a
o vyhlaskou &. 86/2008 Sb., o stanoven{ zdsad SLP

Tento certifikdt odrazi stav testovaciho zafizeni v &ase
vyse zminéné inspekce a nemélo by se spoléhat na to, Ze
bude odraZet stav shody po uplynuti vice neZ tfi let od
data inspekce. Po této dob& by meél byt konzultovan
vydéavajici organ.

Pravost tohoto certifikatu
vydéavajiciho organu.

miZe byt ovéfena u

Rozsah ¢innosti

Toxikelogické studie

Stanoveni residui v cilovych zvitatech
Farmakokinetické studie, véetné hodnoceni
bioekvivalenénich kritérii
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Iméno: FrantiSek Chuchma

e-mail: posta{@sukl.cz

Podpis:

F-INS-014-03/09.09.2009

[ssued fellowing in accordance with Section 13,
paragraph 2, letter a, point 4 of the Act No 378/2007
Coll., on Pharmaceuticals and on Amendments to Some
Related Acts (Act on Pharmaceuticals), as amended

The competent authority of the Czech Republic confirms
the following:

Test facility;

BIOPHARM, Vyzkumny istav biofarmacie a
veterindrnich [&€iv a.s.

Head office:

Pohoti-Chotouti 90, 254 49 Jilové u Prahy

Site address:
Pohof{-Chotoun 90, 254 49 Jitlové u Prahy

has been inspected in accordance with Art. 3 of
Directive 2004/9/EC and Section 10! paragraph 3 of the
Act No 378/2007 Coll.,, on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended and during this inspection
assessment of conformity with GLP according to
Directive 2004/9/EC has been performed.

From the knowledge gained during inspection of this test

facility, the latest of which was conducted on

30/06/2011, it is considered that it complies with

the principles of good laboratory practice given by

o OECD Principles of Good Laboratory Practice
{C(97) 186 final})

o Directive 2004/10/EC and

o Decree No 86/2008 Coll, on GLP principles

This certificate reflects the status of the test facility at
the time of the inspection noted above and should not be
relied upon to reflect the compliance status if more then
three years have elapsed since the date of inspection,
after which time the issuing authority should be
consulted.

The authenticity of this certificate may be verified with
the issuing authority.

Scope of activities

Toxicological studies

Determination of drug residua in target animals
Pharmacokinetic studies including bioequivalence
criteria evaluation
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Name

Phone number: +420 272 185 8§32

Sigrature of the authorised person of the competent authority



Jakékoli omezeni nebo vysvétleni vztahujici se k
rozsahu certifikatu:

Datum: 31.01.2012

podpis opravnéné osoby ptisluiného organu Ceské
republiky

Frantidek Chuchma

vedouci inspekéniho odboru /eﬂ"éﬂ’?

Statn{ Gistav pro kontrolu 1é¢iv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Any restrictions or clarifying remarks related to the

scope of this certificate:

Date: 31/01/2012

signature of the authorised person of the competent

authority of the Czech Republic

Frantisek Chuchma
Head of the Inspection Section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

g-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732 377
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Name

Phone number: +420 272 185 832

Signature of the anthorised persan of the competent authority



