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Certifikdt spisova zn.: sukls130558/2023
Certificate Ref. No.:

CERTIFIKAT SPRAVNE KLINICKE PRAXE
CERTIFICATE OF GOOD CLINICAL PRACTICE

Vydany vsouladu s §13 odst. 2 pism. a) bod 3 zdkona
¢. 378/2007 Sh., o lé¢ivech a 0 zménach nékterych souvisejicich
zakon (zédkon o |écivech), ve znéni pozdéjsich predpist

Prisluény organ Ceské republiky potvrzuje nasledujici:

Spoleénost/instituce/organizace/zdravotnické zafizeni
Ustav hematologie a krevni transfuze
Klinicky usek

Sidlo: U Nemocnice 2094/1, 128 20 Praha 2

Adresa zafizeni: U Nemocnice 2094/1, 128 20 Praha 2

bylo inspektovano v souladu se ¢lankem 78 Nafizeni 536/2014
a § 101, odst. 3 zdkona ¢. 378/2007 Sb., o |é¢ivech a 0 zméndach
nékterych souvisejicich zdkonl (zdkon o léCivech), ve znéni
pozdéjsich predpisl a pti této inspekci bylo provedeno
posouzeni souladu se spravnou klinickou praxi podle smérnice
CPMP/ICH/135/95.

Na zakladé znalosti ziskanych béhem inspekce tohoto zafizeni,
ktera byla provedena ve dnech 09.-11.10.2023, je toto
zafizeni povaZzovano za subjekt spliujici principy spravné
klinické praxe dané

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

o0 natizenim Evropského parlamentu a Rady (EU) ¢. 536/2014
o klinickych hodnocenich humdnnich I1é¢ivych pfipravkl

a o zru$eni smérnice 2001/20/ES

o vyhlaskou ¢. 226/2008 Sb., o spravné klinické praxi a

blizSich podminkach klinického hodnoceni léCivych

pripravkl

Tento certifikdt odrazi stav zafizeni v cCase vyse zminéné
inspekce.

Pravost tohoto certifikitu miZe byt ovérena u vydavajiciho
organu.
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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/Institution/Organization/Medical Institution
Ustav hematologie a krevni transfuze
Klinicky usek

Head office: U Nemocnice 2094/1, 128 20 Praha 2

Site address: U Nemocnice 2094/1, 128 20 Praha 2

has been inspected in accordance with Art 78 of Regulation
536/2014 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 was performed.

From the knowledge gained during inspection of this facility,
which was conducted on 09.-11.10.2023, 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 Regulation (EU) No 536/2014 of the European Parliament
and of the Council on clinical trials on medicinal products

for human use, and repealing Directive 2001/20/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.
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Name Eva Nikli¢kova

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



Rozsah cinnosti:

SKP — klinicka hodnoceni, pfi nichZz dochdzi k prvnimu podani
hodnoceného lécivého pripravku ¢lovéku (FIH)

Datum: 09.02.2024

podpis opravnéné osoby pfislusného organu Ceské republiky

Eva Niklickova
feditelka inspekéniho odboru

Statni Ustav pro kontrolu léciv
Srobarova 48

100 41 Praha 10

Ceska republika

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

Scope of activities:

GCP — clinical trials of medicinal product given to humans for
the first time (FIH)

Date: 09.02.2024

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

Eva Niklickova
Director of the Inspection Department

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 272 185 828

Otisk uredniho razitka
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Name Eva Nikli¢kova

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority
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