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Stitni ustav pro kontrolu [é¢&iv

Statni Ostav pro kontrolu 1é&iv
Srobdrova 48, 100 41 Praha 10

tel.: +420272 185111
fax: +420 271 732 377

e-mail; posta@sukl.cz
web: www.sukl.cz

CERTIFIKAT SPRAVNE LABORATORNI PRAXE

ikat sp.zn./ certificate Ref.No: sukls66171/2013

St

Vydany v souladu s §13 odst. 2 pism. a bod 4 zikona ¢.
378/2007 Sb., o lé&ivech a o zménach né&kterych
souvisejicich zakonli (zdkon o Ilé¢ivech), ve znéni
pozdgjsich predpisii

Prislusny organ Ceské republiky potvrzuje nasledujici:

Testovaci zafizeni:
MediTox s.r.o.

Sidlo:
Pod Zamkem 279, 281 25 Konarovice

Adresa testovaciho zafizeni:
Pod Zamkem 279, 281 25 Konarovice

bylo inspektovano v souladu se ¢lankem 3 smérnice
2004/9/ES a § 101, odst. 3 zakona &. 378/2007 Sb., o
lécivech a o zménach né&kterych souvisejicich zdkonl
(zakon o lé¢ivech), ve znéni pozdg&jsich predpisii a pfi
této inspekci bylo provedeno posouzeni souladu se
spravnou laboratorni praxi podle smérnice 2004/9/ES.

Na zédkladé znalosti ziskanych b&hem inspekce tohoto
testovaciho zafizeni, kterd byla provedena dne
13.10.2010, je toto testovaci zafizeni povaZovano za
subjekt splitujici principy spravné laboratorni praxe dané
o Zasadami spravné laboratorni praxe podle OECD
(C(97) 186 v kone¢ném znéni)
o smérnici 2004/10/ES a
o vyhlagkou ¢&. 86/2008 Sb., o stanoveni zdsad SLP

Tento certifikat odrazi stav testovaciho zafizeni v Case
vy$e 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 mél byt konzultovan
vydavajici orgéan.

Pravost tohoto certifikatu
vydavajiciho orgéanu.

miize byt ovéfena u

CERTIFICATE OF GOOD LABORATORY PRACTICE

Issued following 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:
MediTox s.r.o.

Head office:
Pod Zamkem 279, 281 25 Kondrovice

Site address:
Pod Zamkem 279, 281 25 Konéarovice

has been inspected in accordance with Art. 3 of
Directive 2004/9/EC and Section 101 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 conducted on 13/10/2010, 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 than
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.
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Datum: 17.04.2013 Date: 17.04.2013

Jméno: Franti$ek Chuchma Name

e-mail: posta@sukl.cz Phone number: +420 272 185 832
Podpis: %
™ INIO N1 A O INO NOANNND

Signature of the authorised person of the competent authority




Rozsah &innosti
Toxikologické studie

Jakékoli omezeni nebo vysvétleni vztahujici se k
rozsahu certifikéatu:

Tento certifikat byl vydan v souvislosti se zanikem
certifikatu sp.zn. sukls43420/2010, vydaného dne
30/12/2010 spole¢nosti BioTest s.r.o., Pod Zdmkem 279,
281 25 Konérovice. Ke dni 01/04/2013 doslo ke zmé&né
nazvu spole¢nosti z BioTest s.r.o. na MediTox s.r.o.

Datum: 17.04.2013

podpis opravnéné osoby piislusného organu Ceské
republiky

Franti§ek Chuchma %;/

vedouci inspekéniho odboru M7
Statni istav 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

Certifikat SLP sp.zn.:
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Jméno: Frantisek Chuchma
e-mail: posta@sukl.cz

Podpis:
™ INIC AT A A INOD NAOANNN

Scope of activities
Toxicological studies

Any restrictions or clarifying remarks related to the
scope of this certificate:

This certificate has been issued in connection with
extinction of certificate ref. no. sukls43420/2010 issued
on 30/12/2010 to the company BioTest s.r.0., Pod
Zamkem 279, 281 25 Konarovice. With effect from
01/04/2013 the name of the company BioTest s.r.o. was
changed from BioTest s.r.o. to MediTox s.r.o.

Date: 17/04/2013

signature of the authorised person of the competent
authority of the Czech Republic

Franti§ek Chuchma
Head of the Inspection Section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271 732 377

GLP Certificate Ref.No.:

Page 2/2

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority




