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Certifikat spisova zn.:
Certificate Ref. No.:

sukls283409/2019

CERTIFIKAT SPRAVNE KLINICKE PRAXE
CERTIFICATE OF GOOD CLINICAL PRACTICE

Vydany vsouladu s §13 odst. 2 pism. a) bod 3 zakona
¢.378/2007 Sh., o léCivech a 0 zméndach nékterych souvisejicich
zédkonu (zakon o léc¢ivech), ve znéni pozdéjsich predpis

P¥islusny organ Ceské republiky potvrzuje nésledujici:

Spolecnost
Quinta-Analytica s.r.o.

Sidlo: Prazska 1486/18c, Praha 10 — Hostivar, 102 00

Adresa zafizeni: Praiské 1486/18c, Praha 10 — Hostivar,
102 00

bylo inspektovdno v souladu se ¢&lankem 15 smérnice
2001/20/ES a § 101, odst. 3 zakona ¢. 378/2007 Sb., o léivech
a 0 zméndch nékterych souvisejicich zdkon( (zakon o lé¢ivech),
ve znéni pozdéjsich predpist a pfi této inspekci bylo provedeno
posouzeni souladu se spravnou klinickou praxi podle smérnice
CPMP/ICH/135/95.

Na zékladé znalosti ziskanych béhem inspekce tohoto zafizeni,

kterd byla provedena ve dnech 07.- 09.01.2020, je toto

zafizeni povazovano za subjekt spliujici principy spravné

klinické praxe dané

o Zésadami spravné klinické praxe podle CPMP/ICH/135/95

o smérnici 2001/20/ES

o smérnici 2005/28/ ES

o vyhlaskou ¢&. 226/2008 Sb., o spravné klinické praxi a
blizSich podminkach klinického hodnoceni Ié&ivych
pripravkd

Tento certifikdt odrdzi stav zafizeni v case vySe zminéné
inspekce.

Pravost tohoto certifikditu mdze byt ovéfena u vydavajiciho
organu.
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F-INS-014-04/24.09.2014

Issued following in accordance with Section 13, paragraph 2,
letter a), point 3 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:

Company
Quinta-Analytica s.r.o.

Head office: PraZska 1486/18c, Praha 10 — Hostivat, 102 00

Site address: Prazska 1486/18c, Praha 10 — Hostivaf, 102 00

has been inspected in accordance with Art. 15 of Directive
2001/20/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 GCP
according to Directive CPMP/ICH/135/95 has been performed.

From the knowledge gained during inspection of this facility,

was conducted on 07.- 09.01.2020, it is considered that it

complies with the principles of good clinical practice given by

o Principles of Good Clinical Practice the CPMP/ICH/135/95
Note for Guidance on Good Clinical Practice

o Directive 2001/20/EC

Directive 2005/28/EC

o Decree No 226/2008 Coll. on GCP principles

(¢]

This certificate reflects the status of the test facility at the time
of the inspection noted above.

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

GCP Certificate Ref.No.: sukls283409/2019

Date: 22.04.2020
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Name Franti$ek Chuchma

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



Rozsah Cinnosti:

SKP —klinickd ¢ast farmakokinetickych klinickych hodnoceni
v€etné bioekvivalenéniho klinického hodnoceni

SKP — analytickd ¢ast klinickych hodnoceni (bioanalyticka ¢ast,
farmakokineticka a statisticka analyza bioekvivalenéniho
klinického hodnoceni)

Datum: 22.04.2020

podpis oprdvnéné osoby pfislugného organu Ceské republiky

FrantiSek Chuchma e
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Stdtni ustav pro kontrolu lé¢iv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 272 185 828
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Scope of activities

GCP — clinical part of pharmacokinetic clinical trials including
bioequivalence clinical trial

GCP —analytical part of clinical trials (bioanalytical part,
pharmacokinetic and statistical analyses of bioequivalence
trial)

Date: 22.04.2020

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

FrantiSek Chuchma
Director of the Inspection branch

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 272185 828
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Name FrantiSek Chuchma

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



