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ELEKTROTECHNICKY ZKUSEBNIi USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3EKTPOTEXHWYECKHIA UCHBITATE/IbHBIA FHCTUTYT - YEIICKASA PECIIYBJIHKA

Pod Lisem 129, 171 02 Praha 8 - Troja

Certifikaéni organ EZU pro certifikaci systémii managementu &. 3004, akreditovany Ceskym institutem pro akreditaci, o.p.s.
podle CSN EN ISO/IEC 17021, udéluje

CERTIFIKAT

&.: 8120013

na systém managementu kvality podle

CSN EN ISO 9001:2009

firmé

HOLTE MEDICAL, a.s.
Roentgenova 2/37, 150 30 Praha 5, Ceska republika

nebot’ shledal, Ze jeji systém managementu kvality v oboru:

Nakup, skladovani a prodej zdravotnickych prostfedkii a 1é¢ivych piipravki
v lokalitach: -
splituje véechny pozadavky vyse uvedené normy, coZ je dolozeno zpravou &.: 105497-01 ze dne: 06.01.2012

Platnost certifik4tu je omezena do: 23.1.2015

Certifikovana organizace podléha kaZdoroéni kontrole certifikaéniho organu. Kazda zména v organizaci, tykajici se certifikace,
podléhd evidenci a schvaleni Elektrotechnickym zkudebnim tstavem. Platnost tohoto certifikitu miize byt pozastavena nebo zrusena

v piipadé poruseni shody s normou, na zaklad€ které byl vystaven.

Certifikit udslen: 24.1.2012 M/

V Praze dne Mgr. Miroslav Sedlacek 4
Vedouci certifika¢niho organu razitko

FANK A T IE 105497-01
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE DESSAIS - REPUBLIQUE TCHEQUE
3JIEKTPOTEXHUYECKHMH UCTILITATEIBHBIA HHCTUTYT - YELICKAS PECITVEIIMKA

Pod Lisem 129, 171 02 Praha 8 - Troja

The Electrotechnical Testing Institute Certification Body No. 3004 for certification of management systems, accredited by the Czech
Accreditation Institute, 0.p.s. in accordance with CSN EN ISO/IEC 17021, grants the

CERTIFICATE

No.: 8120013

for the Quality System in accordance with

EN ISO 9001:2008

to the Firm

HOLTE MEDICAL, a.s.

Roentgenova 2/37, 150 30 Praha 5, Czech Republic

because it ascertained that the Quality System of the Firm in the field:

Purchase, storage and sale of medical devices and pharmaceutical products

in the following locations: -

complies with all requirements of the above mentioned Standard documented by the Report No.: 105497-01 of: 06.01.2012
The validity of the Certificate is limited till: 23.1.2015

The Certified Organization is subject to annual check-ups carried out by the Certification Body. Any change within the organization
concerning the certification shall be followed up and approved by the Electrotechnical Testing Institute. The validity of this Certificate
may be suspended or cancelled in the event of non-compliance with the Standard on the basis of which the Certificate was issued.

& S -\
Certificate granted: 24.1.2012 W > &/

Prague Miroslav Sedlacek il
Certification and Inspection Manager Stamp

AN VR TR0 105497-01
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
UIEKTPOTEXHHYECKHN UCTIBITATEJILHBIA HHCTUTYT - YELICKAS PECITYBIIMKA

Pod Lisem 129, 171 02 Praha 8 - Troja

Certifika¢ni organ EZU pro certifikaci systémii managementu &, 3004, akreditovany Ceskym institutem pro akreditaci, 0.p.s.
podle CSN EN ISO/IEC 17021, udéluje

CERTIFIKAT

¢.: 8120014

na systém jakosti podle

CSN EN ISO 13485:2003

firmé

HOLTE MEDICAL, a.s.
Roentgenova 2/37, 150 30 Praha 5, Ceska republika

nebot’ shledal, Ze jeji systém jakosti v oboru:

Nikup, skladovéni a prodej zdravotnickych prostfedki
v lokalitéch: -
splije viechny poZadavky vyie uvedené normy, coZ je doloZeno zpravou &.:105497-01 ze dne: 06.01.2012

Platnost certifikitu je omezena do: 23.1.2015

Certifikované organizace podléhé kazdoroéni kontrole certifikatniho orginu. Kazdd zména v organizaci, tykajici se certifikace,
podiéh4 evidenci a schvaleni Elektrotechnickym zku3ebnim ustavem. Platnost tohoto certifikitu miZe byt pozastavena nebo zruSena

v ptipadé poruseni shody s normou, na zakladé které byl vystaven.

7 &
Certifikét udélen: 24.1.2012 W

V Praze dne Mgr. Miroslav Sedlacek d 3
ManaZer pro certifikaci a inspekce razitko

AU TR R G O 105497-01
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC

ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JIEKTPOTEXHHMECKHMH HUCITBITATEIbHBIA HHCTUTYT - YELICKAS PECITYBJIMKA

Pod Lisem 129, 171 02 Praha 8 - Troja

The Electrotechnical Testing Institute Certification Body No. 3004 for certification of management systems, accredited by the Czech

Accreditation Institute, 0.p.s. in accordance with CSN EN ISO/IEC 17021, grants the

CERTIFICATE

No.: 8120014

for the Quality System in accordance with

EN ISO 13485:2003

to the Firm

HOLTE MEDICAL, a.s.
Roentgenova 2/37, 150 30 Praha 5, Czech Republic

because it ascertained that the Quality System of the Firm in the field:

Purchase, storage and sale of medical devices

in the following locations: -

complies with all requirements of the above mentioned Standard documented by the Report No.: 105497-01 of: 06.01.2012

The validity of the Certificate is limited till: 23.1.2015

The Certified Organization is subject to annual check-ups carried out by the Certification Body. Any change within the organization
concerning the certification shall be followed up and approved by the Electrotechnical Testing Institute. The validity of this Certificate
may be suspended or cancelled in the event of non-compliance with the Standard on the basis of which the Certificate was issued.

Certificate granted: 24.1.2012

y

Prague Miroslav Sedlacek

Certification and Inspection Manager
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Stamp -

105497-01



