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Srobdrova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732377

E-mail: posta@sukl.cz
Web: www.sukl.cz

Certifikat spisova zn.: /
Certificate Ref. No.:

sukls262275/2016

CERTIFIKAT SPRAVNE LABORATORNI PRAXE
CERTIFICATE OF GOOD LABORATORY PRACTICE

Vydany vsouladu s §13 odst. 2 pism. a bod 4 zdkona C.
378/2007 Sh., o |éCivech a 0 zméndch nékterych souvisejicich
zékon( (zdkon o [é&ivech), ve znéni pozdéjsich pfedpisi

Prisluiny orgédn Ceské republiky potvrzuje nasledujici:

Testovaci zafizeni:
Vyzkumny tstav organickych syntéz a.s.

Sidlo:
&.p. 296, 533 54 Rybitvi

Adresa testovaciho zafizeni:
&.p. 296, 533 54 Rybitvi

bylo inspektovdno v souladu se &lankem 3 smérnice 2004/S/ES
a § 101, odst. 3 zdkona €. 378/2007 Sb., o 1é€ivech a 0 zméndch
nékterych souvisejicich zakond (zakon o lélivech), ve znéni
pozdéjsich predpisd, a pfi této inspekci bylo provedeno
posouzeni souladu se spravnou laboratorni praxi podle
smérnice 2004/9/ES.

Na zdkladé znalosti ziskanych béhem posledni inspekce tohoto

testovaciho zafizeni, ktera byla provedena dne 24.11.2016, je

toto testovaci zafizeni povaiovdno za subjekt splnujici

principy spravné laboratorni praxe dané

o Zasadamispravné laboratorni praxe podle OECD (C(97) 186
v kone¢ném znéni)

o smérnici 2004/10/ES a

o vyhlagkou ¢. 86/2008 Sh., o stanoveni zasad SLP

Tento certifikat odrdzi stav testovaciho zafizeni v Case 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 dobé by mél byt konzultovén vydavajici orgén.

Pravost tohoto certifikdtu miZe byt ovéfena u vydavajiciho
organu.

Certifikat SLP sp.zn.: sukls262275/2016
Datum: 25.04.2017
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Iméno: FrantiSsek Chuchma

e-mail: posta@sukl.cz

Podpis: —
F-INS-014-03/04.03.2014

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:
Vyzkumny Gstav organickych syntéz a.s.

Head office:
¢.p. 296, 533 54 Rybitvi

Site address:
¢.p. 296, 533 54 Rybitvi

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
Scme 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 24/11/2016, 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

c 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.

GLP Certificate Ref.No.: sukls262275/2016

Date: 25.04.2017
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



Rozsah ¢innosti
Toxikologické studie

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Datum: 25.04.2017

podpis oprdvnéné oscby pfisluiného organu Ceské republiky

Frantisek Chuchma

feditel inspekéniho odboru ‘4&%
Stétni Ustav pro kontrolu léciv

Srobdrova 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.: sukls262275/2016
Datum: 25.04.2017

Strana 2:z2

Iméno: Frantisek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-014-03/04.03.2014

Scope of activities
Toxicological studies

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

Date: 25.04.2017

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

FrantiSek Chuchma
Director of the Inspection Section

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271 732377

GLP Certificate Ref.No.: sukls262275/2016

Date: 25.04.2017
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



