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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZI:CH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECH(SCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUL
VIEKTPOTEXHUUEC KNI MCTTBITATENBHBI HHCTHTYT - YEIICKA A PECTTY BIIHKA

Pod Lisem 129, 171 02 Praha 8 - Troja

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

CERTIFIKAT

& 8090013

na systém jakosti podle

CSN EN ISO 9001:2001

firmeé

HOLTE MEDICAL, a.s.

Roentgenova 2/37, 150 30 Praha 5, Ceska republika

Sklad 1&¢iv: Novodvorska 994, Praha 4
Vydej zdravotnickych prostfedkii: Nemocnice Na Homolce, Roentgenova 2, Praha 5

nebot’ shledal, Ze jeji systém jakosti v oboru;

Nidkup, skladovani a prodej zdravotnickych prostiedki a 1é¢ivych pripravki
splfuje viechny pozadavky vyse uvedend normy, coz je doloZeno zpravou &.: 805039 ze dne: 27.01.2009
Platnost certitikiitu je omezena do: 28.1.2012

Centitikovand orgamizace podléha kazdoroe¢ni kontrole certifikaéniho organu. Kazdd zména v organizaci, tykajici se certifikace,
podléha evidenci a schvaleni Elektrotechnickym zku$ebnim wstavem. Platnost tohoto certifikatu muze byt pozastavena ncbo zruSena
v piipad¢ porudceni shody s normou, na zakladé které byl vystaven.

=
I'. (/. 'I‘\

Cerlitikat udelen: 30.1.2009 W Q/ ‘P‘?';) 1 _'{;/

[ N L N

X
- 55, 17102 9¢

V Praze dne Ing. Pavel Kudrna
ManaZer pro certifikaci a inspekce razitko
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHRISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSALS - REPUBLIQUE TCHEQUE
VIEKTPOTEXHHYECKWH HCTTBITATEJIBHBI HHCTHTYT - YELICKAS PECIY BIHKA
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 [nstitute, 0.p.s. in accordance with CSN EN ISO/IEC 17021, grants the

CERTIFICATE

No.: 8090013

for the Quality System in accordance with

EN ISO 9001:2000

to the Firm

HOLTE MEDICAL, a.s.

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

Store for pharmaceutical products: Novodvorska 994, Praha 4
Distributing point of medieal devices: Hospital Na Homolce, Roentgenova 2, Praha 5

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

Purchase, storage and sale of medical devices and pharmaceutical products.
complies with all requirements of the above mentioned Standard documented by the Report No.: 805039 of: 27.01.2009
The validity of the Certificate is fimited till: 28.1.2012

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.
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Certificate grunted: 30.1.2009 Ww b/

Prague Pavel Kudrna
Certification and Inspection Manager Stamp
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELCKTROTECHNISCHE PRUFANSTALT - TSCHECIHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE DESSAIS - REPUBLIQUE TCHEQUE
VIEKTPOTEXHHYECKHH HCNBITATEALHBIA HIICTHTYT - YEMICKAA PECIY BAHKA

Pod Lisem 129, 171 02 Praha 8 - Troja

Certitikaéni organ EZU pro certifikaci systém( managementu & 3004, akreditovany Ceskym institutem pro akreditaci, o.p.s.
podic CSN EN ISO/IEC 17021, udéluje

CERTIFIKAT

& 8000012

na systém jakosti podle

CSN EN ISO 13485:2003

firmé

HOLTE MEDICAL, a.s.

Roentgenova 2/37, 150 30 Praha 5, Ceska republika

Vydej zdravotnickych prostfedki: Nemocnice Na [Homolce, Roentgenova 2, Praha §

nebot’ shledal, Ze jeji systém jakosti v oboru:

Nikup, skadovini a prodej zdravotnickych prostredkii
splituje viechny pozadavky vyse uvedené normy, coZ je dolozeno zpravou ¢€.:805039 ze dne: 27.01.2009

Platnost certifikatu je omezena do: 28.1.2012

Certitikovand organizace podléhd kazdoro¢ni kontrole certifikatniho organu. Kazdd zména v organizaci, tykajici sc certifikace,
podléhd evidenci a schvaleni Elektrotechnickym zkudebnim ustavem. Platnost tohoto certifikatu muZce byt pozastavena nebo zrufena

v ptipad¢ poruseni shody s normou, na zaklade které byl vystaven.
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Manazer pro certifikaci a inspekce razilk
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE DESSAIS - REPUBLIQUE TCIIEQUL
VIEKTPOTEXHHYECKHI HCTIBITATEALHBLIA UHCTHTYT - YEHICKAS PECTIY BIHKA

Pod Lisem 129, 171 02 Praha 8 - Troja

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

CERTIFICATE

No.: 8090012

for the Quality System in accordance with

EN I[SO 13485:2003

to the Firm

HOLTE MEDICAL, a.s.

Roentgenova 2/37, 150 30 Praha 5, Czech Republic
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Distributing point of medical devices: Hospital Na Homolce, Roentgenova 2, Praha 5
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S PR because it ascertained that the Quality System of the Firm in the field:
=35 = Eom ]
Purchase, storage and sale of medical deviees
EEssrEs————-
- e ———=———] . . . o . < .
complies with all requirenients of the above mentioned Standard documented by the Report No.: 805039 of: 27.01.2009
I W

The validity of the Certificate is limited till: 28.1.2012

The Centitied Organization is subject to annual check-ups carried out by the Centification BBody. 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.
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Certificate granted: 30.1.2009 M{ d-/

Praguc Pavel Kudrna
Certification and Inspection Manager
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