
E8NIKO KENTPO A:=IOAOrHI:HI: 
THI: nOIOTHTAI: 8c TEXNOAOriAI: 
I:THN YrEIA A. E. 
1 MlluNAL .• ~.\. JN CE N ft R 
OF OUAll fY & f~ CHNOl OGY 
INHFALTHSA 

niiTOnOIHTIKO I CERTIFICATE 

ISO 9001:2008 
ntaTOTTOIEiTOI OTI 0 rrapaKOTW OVOq>EpOj.JEVOc_; opyOVIOj.J6c_; EX£1 K08i£pW0£1 KOI Eq>Opj..J0~£1 

VIO Tic_; avaypa<p6j.J£V£c_; OpaaH)piOH)TEc_; OUOTili-JO OIOXEipiOflc_; Tflc; TTOIOTflTOc; TO OTTOiO 

OUI-Jj.JOpq>WVETOI j.J£ Tic_; OTTOIT~OEic_; TOU TTpOTUTTOU . 

H IOXUc; TOU TIIOTOTTOiflTIKOU OUVOEETOI 1-JE TflV ETTITUX~ OAOKA~pWOfl TWV £TTI8£wp~O£WV ETTIT~pflOflc_; . 

We hereby certify that the under mentioned organization has established and maintains for the listed 
activities a quality management system that complies with the requirements of the standard. 

Validity of the certificate is based upon the successful completion of surveillance audits . 

Ap19~6c; nlaTOTTOII'")TIKOU I Certificate Number: 301001192 

Organization : 

LltEu8uvorr 
Address: 

LlpaOTf")pt6HjTO: 

Activity: 

HIJEPOI-ff")Via apxtK~c; E K~Oof")c; : 
First issue date: 

HIJEPOI-ff")Via rpt xouoac; E K~Oof")c; : 
Current issue date: 

IOXUEI 1-fEXPI : 
Valid until : 

'EK8EOI") ETTI8EWpf")Of")<;: 
Audit report: 

I:. XAI:KOI:- X. TriKOYflHI: O.E., "IIrMA MEDICAL O.E.". 

S. CHASKOS- CHR. TSIKOUDIS Co, "SIGMA MEDICAL Co". 

lnnOKPATOYI: 142, 190 04 mAT A ATTIKHL 
142, IPPOKRATOUS STR., 190 04 SPAT A ATTIKI GREECE. 

EMnOPIA, fliAKINHI:H KAI TEXNIKH YnOHHPr:=H 
IATPOTEXNO/\OriKQN nPO'IONTON. 

TRADING, DISTRIBUTION AND TECHNICAL SUPPORT 
OF MEDICAL DEVICES. 

09/12/2008 

09/12/2014 

08/12/2017 

200011192 

/ 

r . nannouc; . teu8uvwv LU OUAO<:; 

G. Pappous, Managing 

-- NWW k pty 



E8NIKO KENTPO A=IOAOrHIHI 
THI nOIOTHTAI 8c TEXNOAOriAI 
ITHN YrEIA A. E. 
~AT1u1 Ml ION [J:""NTfi 
:JF QUAliTY & TE CHNOl LGY 
I"' HEALTH S.A 

niiTOnOIHTIKO I CERTIFICATE 

ISO 13485:2012 
n1crTOTTOI£iTal OTI 0 TTOpOKOTW OVOq>EpOIJEVOc; opyOVIOIJ6c; EX£1 K081£pW0£1 KOI Eq>Opi-JOs£1 

YIO Tic; avaypaq>61-JEV£c; OpOOTr]piOHJTEc; OUOTili-JO OIOXEiplcrr]c; Tr]c; TTOIOTr]Tac; TO OTTOiO 

OUIJIJOpq>WV£Tal 1-JE Tic; OTTOIT~0£1c; TOU TTpOTUTTOU . 

H IOXUc; TOU TTIOTOTTOir]TIKOU OUVOE£Tal 1-JE Tr]V ETTITUX~ OAOKA~pWOr] TWV £TTI8£Wp~O£WV ETTIT~pr]Or]c; . 

We hereby certify that the under mentioned organ izat ion has established and maintains for the listed 
activities a quality management system that complies with the requirements of the standard . 

Validity of the certificate is based upon the successful completion of surveillance audits . 

Api91J6c; ni(JTOTTOII')TIKOU I Certificate Number: 302001192 

OpyOVIOIJOc;: 

Organization : 

tl1Eu8uvcrrr 
Address: 

llpOOTflpiOH]TO: 

Activity: 

HiJEPOIJflVia OPXIK~c; E K~Ocrflc; : 
First issue date: 

HiJEPOIJflVia rptxoucrac; E K~ocr11c; : 
Current issue date: 

IOXUEI iJEXpl : 
Valid until : 

"EK8EOfl ETTI8Eti.Jpf10f1<;: 
Audit report: 

r. XAl:KOr- X. TriKOYflHr O.E., "EirMA MEDICAL O.E.". 

5. CHASKOS- CHR. TSIKOUDIS Co, "SIGMA MEDICAL Co". 

lnnOKPATOYr 142, 190 04 mAT A ATTIKHI:. 
142, IPPOKRATOUS STR., 190 04 SPAT A ATTIKI GREECE. 

EMnOPIA, fliAKINHI:H KAI TEXNIKH YnOHHPI:H 
IATPOTEXNOAOriKON nPo"iONTON. 

TRADING, DISTRIBUTION AND TECHNICAL SUPPORT 
OF MEDICAL DEVICES. 

23/12/2008 

09/12/2014 

08/12/2017 

200011192 

/ 

7 
r . nannou , L':.tcu9 uvwv IuJ..~Pout..oc; 

G. P 

- . ' -



E8NIKO KENTPO A=IOAOrHrHr 
THr nOIOTHTAr & TEXNOAOriAr 
rTHN YrEIA A. E. 
I MIIUI~Ml .. VALL.Af ON CLN fE k 
L~ QUALIfY & r~ CHN0L OGY 
IN HEALTH SA 

BEBAIOI:H I CONFIRMATION 

~ YS/1348/04 
8£~01<.DV£TOI OTI I') napaKOTW OVO<p£p6f.J£VI') £ITIX£ipi')OI') OUf.Jf.JOp<pWV£TOI f.J£ Tl<; OITOIT~0£1<; 

HJ<; Ynoupy1K~<; An6<paOI')<; LW8o/r.n .oiK.I1348/2004 y1a Tl') OIOVOIJ~ 10TpOT£XVOAOYIKWV npo'I6VTWV. 
H IOXU<; HJ<; napouaa<; OUVOE£TOI IJE TI')V EITITUX~ OAOKA~pWOI') TWV £ITI8£Wp~O£WV EITIT~pi')OI')<; . 

We hereby confirm that the under mentioned company complies with the requirements of the Decision 1348/04 
of the Greek Ministry for Health and Social Solidarity regard ing distribution of medical devices. 

Validity of the confirmation is based upon the successful completion of surveillance audits. 

Api91J6c; B£j3aiwal')c; I Confirmation Number: 303001192 

EmX£ipllorr I:. XAI:KOI:- X. TI:IKOY llHI: O.E., "EirMA MEDICAL O.E. ". 

Company: 

Lli£U9UVOil : 
Address: 

LlpaOTilPIOTilTO: 

Activity: 

HIJ£POIJI1Via apXIK~<; EKOOOil<;: 
First issue date: 

HIJ£POIJI1Via rpt xouoa<; EKOoo11<; : 
Current issue date: 

IOXU£1 IJEXPI: 
Valid until : 

'EKS£011 ETTI9£WPI101l<;: 
Audit report: 

;r 

S. CHASKOS- CHR. TSIKOUDIS Co, "SIGMA MEDICAL Co". 

lnnOKPATOYL 142, 190 04 I:nATA ATTIKHI:. 

142, IPPOKRATOUS STR., 190 04 SPAT A ATTIKI GREECE. 

f.IAKINHI:H IATPOTEXNO/\OriKON nPO'IONTON. 

DISTRIBUTION OF MEDICAL DEVICES. 

09/12/2008 

09/12/2014 

08/12/2017 

200011192 

r. n armouc;, 6te:u8uvwv u f.lout..oc; 
G. Blppous, Managing Director 

To E8vtK6 Kl:vTpO A~tOA6YilOil<; Til<; not6TilTO<; KOI TExvoXoy(ac; OTilV YyE(a dvm KotvonOllli.JEVO<; OpyavlOI.J6c; OUI.J¢WVQ 
I.JE TllV 061ly(a 93/42/EOK nEp( TWV lOTpOTEXVOAOYIKWV npo'i6VTWV, I.JE apt81.J6 avayvwptOT)<; 0653. 

National Evaluation Center of Quality & Technology in Health S.A. is a Notified body according to Council Directive 
93/42/EEC concerning medical devices, with identi fication number 0653. 

-- eK 'Y 


