DNV

DET NORSKE VERITAS

CERTYFIKAT SYSTEMU ZARZADZANIA

Certyfikat Nr 76567-2010-AQ-POL-NA

Niniejszym potwierdza sig, ze System Zarzqdzania firmy

Meden-Inmed Sp. z o.o0.

w

ul. Wenedow 2, 75-847 Koszalin, Polska

spelnia wymagania normy
ISO 13485:2003

Certyfikat obejmuje nastepujgcy zakres wyrobow / uslug:

Projektowanie, produkcja, sprzedaz i serwis urzadzei medycznych w zakresie: hydroterapii, rehabilitacji
ruchowej, wspomagania i sterowania urzadzeniami zewnetrznymi dla 0s6b z porazeniem narzadéw
ruchu, lezanek zabiegowych, stoléw rehabilitacyjnych, stolow do masazu, systeméw szynowo-panelowych
wraz z instalacjami gazowymi, tablic okulistycznych, elektronicznych urzgdzen sterujacych pracy innych
urzgdzei. Sprzedaz i serwis ultrasonograféw firmy B-K Medical A/S, urzadzen do EEG i EMG firmy
Natus, urzgdzen do badan urodynamicznych firmy Laborie, endoskop6w oraz aparatéw ESWL i ESWT
firmy Richard Wolf GmbH. Sprzedaz i serwis wyrob6w medycznych w dziedzinie rehabilitacji firm
Gymna Uniphy NV, Schwa Medico GmbH, ASA Srl, Uniphy Elektromedizin GmbH, Ergolet A/S,
Redcord AS, Kinetec SA, Tecnobody Srl, Airex AG, Ledraplastic CS, Homecraft, Selenia, Sybaritic.

Data pierwszej certyfikacyi: Miejsce i data:
21 kwietnia 2004 Hevik, 26 kwietnia 2011
@ W imieniu Jednostki Akredytowanej:
Certyfikat jest wazny do: DET NORSKE VERITAS
21 kwietnia 2013 0 CERTIFICATION AS, NORWAY
NORWEGIAN @@@ﬂ”@b
Audyt zostal przeprowadzony pod nadzorem: ACCREDITATION
Stawomir Rembowski MSy8:002 Eugenie Winger Husebye
Audytor Wiodgey Pelnomocnik Zarzqdu

Niespelnienie wymagan wymienionych w Umowie o Certyfikacj¢ moze spowodowaé utratg waznoséci certyfikatu.
Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info
HEAD OFFICE. Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: 447 67 57 9900 Fax: +47 6757 9911 - www.dnv.com
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DET NORSKE VERITAS

MANAGEMENT SYSTEM CERTIFICATE

Certificate No. 76567-2010-AQ-POL-NA

This is to certify that the Management System of

Meden-Inmed Sp. z o.0.
ul. Wenedow 2, 75-847 Koszalin, Poland

has been found to conform to the standard:

ISO 13485:2003

This Certificate is valid for the following product or service ranges:

Design, manufacture, trade & service of medical devices: hydrotherapy, kinesiotherapy, support devices
for disabled persons, treatment couches, rail & panel systems for supporting medical equipment with
medical gas pipeline systems, ophthamological visual acuity test devices, electronical control units.
Trade & service of B-K Medical A/S ultrasonographical devices, Natus EEG and EMG devices,
Laboratory urodynamic equipment, Richard Wolf GmbH endoscopes, ESWL and ESWT apparatus.
Sales and service of medical device for rehabilitation of companies Gymna Uniphy NV, Schwa Medico
GmbH, ASA Srl, Uniphy Elektromedizin GmbH, Ergolet A/S, Redcord AS, Kinetec SA, Tecnobody Srl,
Airex AG, Ledraplastic CS, Homecraft, Selenia, Sybaritic.

Initial Certification date: Place and date:
21 April 2004 Hovik, 26 April 2011
@ Jor the Accredited Unit:
This Certificate is valid until: DET NORSKE VERITAS
21 April 2013 O CERTIFICATION AS, NORWAY
The audit has been performed under the NORWEGIAN
supervision of ACCREDITATION
Stawomir Rembowski MSYS 002 Eugenie Winger Husebye
Lead Auditor Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
Certificate has been digitally signed, See www.dnv.con/digitalsignatures for more info
HEAD OFFICE. Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: +47 67 57 99 00 Fax: +47 67 5799 11 - www.dnv.com
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DET NORSKE VERITAS

CEPTUDPUKAT CUCTEMBI YIIPABJIEHUA

Ceprudurar Ne 76567-2010-AQ-POL-NA

Hacmosugust yoocmosgepaemcs, 4umo op2anusayus

Meden-Inmed Sp. z o.0.
ul. Wenedow 2, 75-847 Koszalin, IToabiua

ovina npusHanda COOHJ‘BBHiCJ‘Hﬁ_}’fOH]Bﬂ' CHI(IH()(J})HI_}’ cucnieat Menedacmenma

ISO 13485:2003

Hacmosawuii cepmugpuxam Oeticmsumenen 015 cnedyiouje2o nepeyns npooykyul u/uau yeaye:

IpoexTHpOBAHNE, NPOH3BOACTBO, IPOAAKA H CepBHCHOE 06c/Ty;KHBANNE MEAHIHHCKHX H3/lemii B 0b1acTH:
rHAPOTEPALHH, ABHIATELHOI PeabnInTAINN, NOMAIEPAKKH 1 YNPAB/IeHHs] BHEITHHM 000py/10BAHHEM /ISt
JIHII ¢ TIOPA/KeNHEM OMOPHO—ABHIATE/ILHOI CHCTEMBI, IIPONETYPHBIX KYHIETOK, PeadHInTAUHOHHBIX CTOIOB,
CTOJIOB /LISl MACCAKA, AHEILHO-PEJILCOBBLIX CHCTEM € TA30BBIMH YCTAHOBKAMM, 0()TANBMOJOTHIECKIX
TabanI, 2IeKTPOHHBIX YCTPOIiCTB, ynpassiiomux paboroii Apyrux ycrpoiicre. Peannzauus u cepsucioe
obcay:knBanne yistpaconorpados dpupmsr B-K Medical A/S, yerpoiiers aqs 931 n IMI” pupmsr Natus,
yeTpoiicTs ass ypoaunamuueckux obeaexosannii gupmer Laborie, sngockonos n annapatos SWL
1 ESWT ¢upmbr Richard Wolf GmbH. Peanusauus u ceppicnoe 06c/1y;KxHBaHIE MEAHIHHCKHX YCTPOHCTB
B 06;1acT peabmanTanun pupm Gymna Uniphy NV, Schwa Medico GmbH, ASA Srl, Uniphy Elektromedizin
GmbH, Ergolet A/S, Redcord AS, Kinetec SA, Tecnobody Srl, Airex AG, Ledraplastic CS,
Homecraft, Selenia, Sybaritic

Hama nauaneroli cepmughuraii: Mecmo u dama:

21 anpensa 2004 Heovik, 26 anpensg 2011
ﬁ Om axkpedUmosanHo2o Op2ana:

Cepmugpuram deiicmeumenen 0o: DET NORSKE VERITAS

21 anpenst 2013 CERTIFICATION AS, NORWAY
NORWEGIAN gf&@“‘f § e
Ayoum 6vin nposedeH ROO PYKOBOOCIMEOM.! ACCREDITATION
Stawomir Rembowski MEYS 002 Eugenie Winger Husebye
Beoywjuit ayoumop IIpedemasuniens MeredxcmeHma
Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

Jlaunetii Ceprudukar spasercs NepeBoIoM HA PYCCKHH A3bIK IEPBHYHOIO CEPTH(HKATA HA AHTIHIICKOM A3bIKE.
Heprsmonuenue Yenosuii cepridukaini jenaet aannptii CepTudikar HeACHCTBHTEIBHBIM,

HEAD OFFICE. Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 - www.dnv.com
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