TUVNORD

[TLoTOTIOLNTLKO

Zuotnua Alayeipiong ocupdwva e
EAOT EN ISO 13485 : 2016

0 ®opéag Miototmoinong TUV HELLAS (TUV NORD) S.A. eTiBEBALWVEL LE TO TIAPOV OTL, WG ATIOTEAEOUA
emBewpnong, a§lohdynong kat anddaacng motomnoinong cupudwva pe to ISO/IEC 17021-1: 20150

Opyaviopog

KARABINIS MEDICAL A.E. p

Newo. Naupiov 151 =

190 02 Matavia KARABINISMEDICAL
EAAGSQ

epappolel eva Tuotnua Alayeiplong cUpdwva e TG amattAoeLg tou potuTttou EAOT EN ISO 13485 : 2016,
Tou ottoiou n cuppdpdwon Ba agloroyeital katd tn SLdpKeLa TG TPLETOUE LoXVOG

MNedlo Edappoyng

-Mapaywyn, Epmopia kat Atavopn] ATtooTeLpwHEVWY Kat Mn - ATtootelpwpévwy Iatplkwv
AvaAwolpwyv YAKwyV (Mpoidvta lFadag, Emideopol kat Emi@éparta, ZUpLyyeg pe Kat Xwpic BeAdveg,
BeNdveg, Mdokeg, Poutieg, Zkouddkia, Modovapra, Navria, Nwoocotmicotpa, OupoouAAEKTeG, Tawvieg
Trepéwong Kat EmBépata Mikpotpavpdtwy), Avaloylkwv MiecOpeTpwy, WnepLakwv OgpUOHETpwWY,
ZeoTtwV - KpUwv ETiOepdtwv / T{eh

-Epmtéplo Kat Atavopn] IatpotexvoloyLkwyv Mpoidvtwyv (ATtocTeLpwpéva Kat Mn - ATtocTeELpwHEVaA
Iatpika AvaAwopa, Zuokeuég NapakohouOnong PucLoloykwv Mapapétpwy, ORAactpa, In Vitro
ArayvwoTtikd, Nedpehomountég, AspoBalapoln)

ApBp6G Mntpwou Miotomolntikou 052 24 0004  IoyUeL amod 2024-05-23
Ap. Avadopag Embewpnong MD-0176/2024 IoyueL pexpL 2027-05-22
ApxKn Miwototoinon 2024

L@Uyw
Aer']va, 23.05.2024

TUV HELLAS (TUV NORD) A.E. ®opéag Miotomoinong

TUV HELLAS (TUV NORD) A.E.
A. Meooyeiwv 282

155 62 ABrva, EN\ada
tuvhellas.gr

Mgtonoinon ZA
Ap. Miot. 185

TOV ® TUVNORDGROUP




TUVNORD

[TLoTOTIOLNTLKO

Yuotnua Alayeipiong cupdwva pe
EAOT EN ISO 9001 : 2015

0 dopéag Miotoroinong TUV HELLAS (TUV NORD) S.A. T BeBaLiVEL PE TO TIAPOV OTL, WG ATIOTEAEGHA
emBewpnong, a§lohdynong kat andédaaong motomnoinong cupdwva pe to ISO/IEC 17021-1: 20150
opYavLopAg

KARABINIS MEDICAL A.E. p

Aewd. Navpiov 151 "

190 02 Nawavia KARABINISMEDICAL
ENAGSQ s

epappoleL eva Tuotnua Alayeiplong cOpdwva e TLG amatthoeLg tou ipotutou EAOT EN ISO 9001 : 2015,
Tou ottoiou n cuppopdwaon Ba aflohoyeital katd tn StdpkeLla TNG TPLETOUG LoYVOG

MNedlo Edappoyng

-NMapaywyn, Epmopia kat Atavopr] ATTIOGTELPWHEVWY Kal Mn - ATIOCTELPWHEVWV
Iatplkwv AvaAwoipwy, Mpoidvtwyv MNdag kat Zuvokevwv NMapakoAovOnong
ducLoloylkwv MapapéTpwv

-Mapaywyn, Epmopia kat Atavopr) HAeKTpLKWV Ogppaviitkwyv KouBeptwy,
HAektplkwv Ogppodpopwyv, Zuyaplwv, Osppodpopwv, Méowv Atoptkng NMpootaciag,
KaAAuvTiKwV Kal ZUpTIAnpwpatwyv Awatpodng

-Epméplo kat Atavopn Iatpotexvohoylkwv Mpoidvtwv, KaAAuvtikwy, In Vitro
ArayvwoTtikwy Mpoidvtwyv, E§ottAtopuov AtopLkng NMpootaciag, HAEKTPLKWV
ZUGKELWV, ZUPTIANPWHATWVY ALtatpodng, EvtopoanwOnTikwy Kat AVTLONTITIKWY
AtaAvpatTwv

ApLBp6G Mntpwou Miototowntikov 041 24 0046 IoyveL amnod 2024-05-23
Ap. Avadopdcg Embswpnong E-3920/2024 IoyveL péxpL 2027-05-22

Apxkr Miototoinon 2024
Udizresizio
ABnfva, 23.05.2024

TUV HELLAS (TUV NORD) A.E. ®opéag Miotomoinong

TUV HELLAS (TUV NORD) A.E.
A. Meooyeiwv 282

155 62 ABrva, EN\ASa
tuvhellas.gr

Motonalnon EA
Ap. Miot. 185

TOV ® TUVNORDGROUP




TUVNORD

BEBAIQ2H / ATTESTATION

ocUpdwva pe tTnv Ytoupyikn Attodpacn 1348/04 tou Yroupyeiou Yyeiag
Kat Mpévorag tng EANadag /
acc. to Decision No. 1348/04 of the Greek Ministry for Health and Welfare

Ap. Mntpwou / Reg.-No. 04520 24 0013

Me to mapov BeBawwvoupe OtL to clotnua “Apyxwv kat KateuBuvtiplwwv Fpappwv Opbrg Mpaktikig Alavoung
Iatpotexvoloylkwv Mpoildvtwv” Tng Talpeiag Tou avapEPeTal oTn CUVEXELD, CUUHOPDWVETAL UE TG ATIALTHOELG TNG
YroupykAg Attddaong AY8S/TT1 owk/1348 tou Snuooteltnke oto pUANO 32 B tng ednuepidag tng KuPépvnong otig 16
Iavouapiou 2004, oxeTIKA UE TLG €Talpeleg Stakivnong LaTpoTEXVOAOYLIKWYV TIpoidvtwy. H BeBaiwon autr| dev amotelel
€ykplon eniBeong orfjpavong CE.

We hereby confirm that the system of “Principles and Guidelines for Good Distribution Practice of Medical Devices” of the
company mentioned below is in conformance with the requirements of the decision No. AY86/TT1 owk/1348 published in the
Official Journal of the Greek Government No. 32 B of 16 January 2004 relating to trading medical devices. This attestation is
not an authorisation to affix the CE mark.

KARABINIS MEDICAL A.E.

Aewd. Aaupiou 151

190 02 Maavia p

EANAGSa \-;

KARABINIS MEDICAL S.A. KARABINISMEDICAL
151, Lavriou Ave. H KAINOTOMIA EINAL ETO DNA MAZ
190 02 Peania

Hellas

MNedio Muotomoinong / Scope

Epmoplo kat Atavoun Iatpotexyvoloylkwy Mpoildviwv: Amootelpwpéva kat Mn - ATtootelpwpéva Iatpikd AvaAwaotua,
Yuokevég MapakololBnong duaolohoyikwv Mapapétpwy, OnRAaoctpa, In Vitro Slayvwotikd, Nedelomolnteg,
AgpoBdaAiapol.

Trade and Distribution of Medical Devices: Sterile and Non - Sterile Medical Consumables, Physiological Monitoring Devices,
Breast Pumps, In Vitro Diagnostics, Nebulizers, Aero Chambers.

TUV NORD CERT GmbH, Am TUV 1, D-45307 Essen
www.tuev-nord.de, medical@tuev-nord.de, @ +49 (0) 201-825-0, Fax +49 (0) 201-825-3243

ApLOp6G Kowvomtoinang 0044 - Notified Body ID. No. 0044
EmalrjB@svon toxvog/ Validity Confirmation: medicalgreece@tuv-nord.com

Kw8Lk6¢ pakélou Hpepopnvia ékdoong ApLOu6G €kBeong
File reference Date of issue 23-05-2024 / Ed. 01 Report No. GR-5452/2024
4529293

IoxUg / Validity

AT / From ‘Ewg / Until
23-05-2024 22-05-2027
FrewpyLog Mehaypovog
ApXKi Miototoinon /initial Certification: 2024 la to ®opsa Migtomoinong yia

Iatpotexvoloyikd Mpoidvta
On behalf of Certification body
for medical devices

Avamapaywyn eTLTpEmeTaL povo Xwpig arayeg / Copies of this document only without changes

TUV ® TUVNORDGROUP



http://www.tuev-nord.de/
mailto:medical@tuev-nord.de
mailto:medicalgreece@tuv-nord.com

TUVNORD

BEBAIQ2H / ATTESTATION

ocUpdwva pe tTnv Ytoupyikn Attodpacn 1348/04 tou Yroupyeiou Yyeiag
Kat Mpévorag tng EANadag /
acc. to Decision No. 1348/04 of the Greek Ministry for Health and Welfare

Ap. Mntpwou / Reg.-No. 04520 24 0013

Me to mapov BeBawwvoupe OtL to clotnua “Apyxwv kat KateuBuvtiplwwv Fpappwv Opbrg Mpaktikig Alavoung
Iatpotexvoloylkwv Mpoildvtwv” Tng Talpeiag Tou avapEPeTal oTn CUVEXELD, CUUHOPDWVETAL UE TG ATIALTHOELG TNG
YroupykAg Attddaong AY8S/TT1 owk/1348 tou Snuooteltnke oto pUANO 32 B tng ednuepidag tng KuPépvnong otig 16
Iavouapiou 2004, oxeTIKA UE TLG €Talpeleg Stakivnong LaTpoTEXVOAOYLIKWYV TIpoidvtwy. H BeBaiwon autr| dev amotelel
€ykplon eniBeong orfjpavong CE.

We hereby confirm that the system of “Principles and Guidelines for Good Distribution Practice of Medical Devices” of the
company mentioned below is in conformance with the requirements of the decision No. AY86/TT1 owk/1348 published in the
Official Journal of the Greek Government No. 32 B of 16 January 2004 relating to trading medical devices. This attestation is
not an authorisation to affix the CE mark.

KARABINIS MEDICAL A.E.

Aewd. Aaupiou 151

190 02 Maavia p

EANAGSa \-;

KARABINIS MEDICAL S.A. KARABINISMEDICAL
151, Lavriou Ave. H KAINOTOMIA EINAL ETO DNA MAZ
190 02 Peania

Hellas

MNedio Muotomoinong / Scope

Epmoplo kat Atavoun Iatpotexyvoloylkwy Mpoildviwv: Amootelpwpéva kat Mn - ATtootelpwpéva Iatpikd AvaAwaotua,
Yuokevég MapakololBnong duaolohoyikwv Mapapétpwy, OnRAaoctpa, In Vitro Slayvwotikd, Nedelomolnteg,
AgpoBdaAiapol.

Trade and Distribution of Medical Devices: Sterile and Non - Sterile Medical Consumables, Physiological Monitoring Devices,
Breast Pumps, In Vitro Diagnostics, Nebulizers, Aero Chambers.

TUV NORD CERT GmbH, Am TUV 1, D-45307 Essen
www.tuev-nord.de, medical@tuev-nord.de, @ +49 (0) 201-825-0, Fax +49 (0) 201-825-3243

ApLOp6G Kowvomtoinang 0044 - Notified Body ID. No. 0044
EmalrjB@svon toxvog/ Validity Confirmation: medicalgreece@tuv-nord.com

Kw8Lk6¢ pakélou Hpepopnvia ékdoong ApLOu6G €kBeong
File reference Date of issue 23-05-2024 / Ed. 01 Report No. GR-5452/2024
4529293

IoxUg / Validity

AT / From ‘Ewg / Until
23-05-2024 22-05-2027
FrewpyLog Mehaypovog
ApXKi Miototoinon /initial Certification: 2024 la to ®opsa Migtomoinong yia

Iatpotexvoloyikd Mpoidvta
On behalf of Certification body
for medical devices

Avamapaywyn eTLTpEmeTaL povo Xwpig arayeg / Copies of this document only without changes

TUV ® TUVNORDGROUP



http://www.tuev-nord.de/
mailto:medical@tuev-nord.de
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EBNIKO KENTPO A=IOAOMHIHL
THI NOIOTHTAL 8 TEXNOAOMIAL
' b ITHN YFEIAA.E.

»
\v
NIETONOIHTIKO / CERTIFICATE

EAOT ISO 37001:2017 / ELOT I1SO 37001:2017
(1SO 37001:2016)

Miovotroigital 671 0 TAPAKATL GVOPEPOUEVOS OPYAVIOHOS £XE1 KOBIEPUIOE! KAl EQUPHOLE!
VIO TIC QVAYPaQOUEVES SpaaTnPIOTNTEG gUCTNUa SiaxEipiang katd Tng Awpodokiag To omoio
CUMMOPQUIVETON |JE TIG ATTAITAOEIS TOU TTRPOTUTTOU.
H 10X (¢ TOU TOTOTTOINTIKOU GUVDEETAN PE TV ETITUXH OAOKAPWON Twv ETBLWPAGEWY EMTHPNONG.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities an anti-bribery management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

ApBpé¢ Migtomoinmikou / Certificate Number: 301001307_C

To mapdv exSiderar mpoC avikardaracn rou vl apiBu. 301001307 moromointikou ASyw 1pOFOIToINang 1 OXENKAS @opUac.
The present is issued to replace certificate number 301001307 due to modification of the relevant form.

Opyaviop6s: KAPAMIMINHEI MEDICAL A.E.
Organization: KARABINIS MEDICAL S.A.

AlgUBUVON. A, AAYPIOY 151, 190 02 MAIANIA ATTIKH.
Address. 151, LAVRIOU AVEN., 190 02 PAIANIA, ATTIK| GREECE.

Apaomnpidtieg: - MAPAMQrH, EMNOPIA KAI AIANOMH ANOITEIPQMENGN KAI MH — ANOZTEIPQMENGN
IATPIKQN ANAAQEIMQN, NPOIONTON FAZAE
KAI ZYZIKEYQN NAPAKOAOYOHEIHE @ YIIOAOTIKON MNAPAMETPQON.
NAPAMQrH, EMAOPIA KAl AIANOMH HAEKTPIKON ©OEPMANTIKQN KOYBEPTON,
HAEKTPIKQIN GEPMO®OPQON, ZYTAPIQN, GEPMO®OPLON,
MEZON ATOMIKHE MPOZTAZIAZ, KAAAYNTIKON KAI ZYMNAHPOMATON AIATPO®HE.

- EMMOPIO KA1 AIANOMH IATPOTEXNOAOTIKQN NPOICNTON, KAAAYNTIKON,

IN VITRO AJAFNQETIKQN NPOIONTQN, EEONAIZMOY ATOMIKHE NPOZTAZIAL,
HAEKTPIKQN ZYIKEYON, ZYMNAHPOMATON AMATPO®HE, ENTOMOANQOHTIKOQN
KAI ANTIZHOTIKQN AIAAYMATON.

PRODUCTION, TRADE AND DISTRIBUTION OF STERILE AND NON - STERILE
MEDICAL CONSUMABLES, GAUZE PRODUCTS

AND PHYSIOLOGICAL PARAMETERS’ MONITORING DEVICES.

PRODUCTION, TRADE AND DISTRIBUTION OF ELECTRIC HEATING PADS

AND BLANKETS, SCALES, HOT WATER BOTTLES,

PERSONAL PROTECTIVE EQUIPMENT, COSMETICS AND FOOD SUPPLEMENTS.
TRADE AND DISTRIBUTION OF MEDICAL DEVICES, COSMETICS,

IN VITRO DIAGNOSTICS, PERSONAL PROTECTIVE EQUIPMENT,

ELECTRICAL APPLIANCES, FOOD SUPPLEMENTS, INSECT REPELLENTS

Activities:

AND ANTISEPTIC SOLUTIONS.
Huepounvia apyikrg ékdoong:
First issue date: e
Huepounvia tpéyoucag ¢kdoong:
Current issue date: EE08 2028
loxvel HEXP!: i
T e 09/01/2028 .cff
‘ExBeon emBewpnong: y
Audit report: 2000IIS08 4
@ (Yb MIKPOY - MCIPATTAKH EAEYQEPIA, l]péli"tripoc & fueufivouoa Luppouhog
Q PIKROU - MORAITAKI ELEFTHERIA, President & Manaqing Duector



EGNIKO KENTPO AZIOAOMHLHZ
THE NOIOTHTAL & TEXNOAOIAX
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

O QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTONOIHTIKO / CERTIFICATE
I1ISO 14001:2015

MaTtomoicital 4TI 0 MAPAKATLW avagePOUEVOG OPYaVIONOS £XEI KABIEPLIGE! KOl EQapHGTe
yId TIg avaypa@opeves dpagatnpidTnTeg glotnpa diaxeipiong 1ng woIdTNTAg TO OO0
GUMHOPQPWVETAN PE TIS OTTAITHTEIG TOU TTPOTUTTOU.
H 1o0%dg Tou moToTToINTIKOU GUVBEETI HE TNV ETNITUXR OAOKAARWGAN Twy EMBEWpRoEwY ETTAPNONS.

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.

Ap1Bpé¢ Moromoinmikol / Certificate Number: 302001307

Opyaviopés:
Organization:

Aig0Buvon:
Address:

ApaotnpidtnTeg:

Activities:

Huepounvia Tpéxoucag £kdoong:

KAPAMMINHE MEDICAL A.E.
KARABINIS MEDICAL S.A.

A. AAYPIOY 151, 190 02 NMAIANIA ATTIKH.
151, LAVRIOU AVEN., 190 02 PAIANIA, ATTIKI GREECE.

- EMNOPIA KAl AIANOMH ANOZTEIPOMENQN KAI MH - ANOZITEIPOMENQN IATPIKQN
ANAAQEIMON, NPOIONTQN FAZAZ
KAI ZLYZKEYON NAPAKOAOYOHIHZ ®YIIOAOTMIKQN MAPAMETPON.

- EMNOPIA KAl AIANOMH HAEKTPIKQN ©@EPMANTIKQN KOYBEPTQN,
HAEKTPIKQN QEPMO®OPON, ZYTAPIOQN, OQEPMO®OPLN,
MEZON ATOMIKHI NPOZTAZIAZ, KAAAYNTIKCIN KAI £YMNAHPOMATON AIATPOOHE.

- EMMNOPIO KAl AIANOMH IATPOTEXNOAOTIKON NMPOIONTON, KAAAYNTIKQN,
IN VITRO AIAFNQETIKON NPOIONTON, EEONAIZMOY ATOMIKHE NPOZTAZIAE,
HAEKTPIKOQN ZYZKEYON, ZYMNAHPQMATQON AIATPOOHE, ENTOMOANQOHTIKOQN
KAI ANTIZHNTHCON AIAAYMATON.

- TRADE AND DISTRIBUTION OF STERILE AND NON — STERILE
MEDICAL CONSUMABLES, GAUZE PRODUCTS
AND PHYSIOLOGICAL PARAMETERS' MONITORING DEVICES.

- TRADE AND DiSTRIBUTION OF ELECTRIC HEATING PADS
AND BLANKETS, SCALES, HOT WATER BOTTLES,
PERSONAL PROTECTIVE EQUIPMENT, COSMETICS AND FOOD SUPPLEMENTS.

- TRADE AND DISTRIBUTION OF MEDICAL DEVICES, COSMETICS,
IN VITRO DIAGNOSTICS, PERSONAL PROTECTIVE EQUIPMENT,
ELECTRICAL APPLIANCES, FOOD SUPPLEMENTS, INSECT REPELLENTS
AND ANTISEPTIC SOLUTIONS.

Current issue date: 07/02/2025
toxoer péxpr: -
Valid untii: 06/02/2028
‘ExBeon emBewpnong:
Audit report: UL R
- NIKPOY - MOPAITAKH EAEYE euBovouaa ZopBouhog
$17)

PIKROUY - MORAITAKI ELEFTHERIA, President & Manaqing Director
)



