EGNIKO KENTPO ASI0AOTHIHX
THE NOIOTHTAZL & TEXNOAOIIAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTOMNOIHTIKO EK / EC CERTIFICATE
AIATOAAIZH MOIOTHTAE NAPAIQrHEZ/ PRODUCTION QUALITY ASSURANCE

MictoTroicitan 61 0 TTUPAKATW AVAPEPOUEVOS KATAOKEVUAOTHG EXEI KAOBIEPWOEI KAl EQapHUOTE)
guoTtnua SiagpdMang Tng ToIGTNTag cUppwva he Tig amaiticelg Tng Obnyiag 93/42/E0K, Napdpmua V
KQI TNG EVOWHATWONG NS ¢TNV eAANVIKE vopoBeaia,

YOl TNV KATAOKEUNR KOl TOV TEMKO EAEYX0 TWY TTPOIOVTLWIV TTOU avapEpPovTal GTO TTapOV TIGTOTTOINTIKG.

To maromomTiKG UITOKEITal OTOUS GPOUS Kar TS TTPOUITOBEGEIC TTOU avaypdpovial OTnv ETépevn GEAdQ.
Orroieadniimore onuaviikéc aAdayés oro oxediaoud i Tnv Karaokeur uTrropel va Karaorigouy 10 TOTOToINTIKG GKupo.

We hereby certify that the under mentioned manufacturer has established and maintains
a quality assurance system according to the requirements of Directive 93/42/EEC, Annex V
and its transposition in Greek legislation,
for the manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overieaf.

Any significant changes in design or manufaclure may render this certificate invalid.

Ap1Budcg MoTtomomrikou / Certificate Number: 302081031V

To mapdv exdiberar mpo¢ aviwardoraon rou uir' api8. 302081031AD moromomnkol ASyw amoudkpuvang Roidviwy.
The present is issued fo replace certificate nr 302081031AD due fo products removal.

KataokevaoTrg:
Manufacturer:
Eykartdortaon:

Facility:
Mpoidvra:
Products;

Katmnyopiomoinan MNpoidviwv:
Devices Classification:

Huepopnvia apyskrg éxdoong:
First issue date:

Hugpopnvia Tpéxouoag Ekdoong:
Current issue date:

laxie péxpi:
Valid until:

‘ExBecn emBewpnongs:
Audit report:

KAPAMIMINHE MEDICAL A.E.
KARABINIS MEDICAL $S.A.

A, AAYPIOQY 151, 190 02 NAIANIA ATTIKH.
151, LAVRIOU AVEN., 180 02 PAIANIA, ATTIKI GREECE.

0 EXOYN ZE NAPAPTHMA.
AS LISTED IN ANNEX.

QE EXOYN ZE NAPAPTHMA.
AS LISTED IN ANNEX.

09/07/1998

17/06/2021

24/0712023

200071034

NIKPOY - MOPAITAKH EA
PIKROU - MORAITAKI

gfffﬁﬁ , Mpoedpog & AlevBivouoa ZopBouhog
EFT

RIA, President & Managing Director

To EBvié Ktvtpo AEtohdynong g Mowwtnrag nat Texvoroylag otnv Yyeia (EKANTY) eival Kowvanoinpévog Opyaviopde oupdava
pe tnv Odnyla 83/42/EOK nepl Twy aTpotexvoloyinwy npoldvTuy, pe apOpd avayvuplong 0653
Natlonal Evaluation Center ol Qualily & Technology in Health S.A, (EKAPTY) Is a Notilied body according to Councll Direclive
BI42/EEC concerning medical devices, with ideniification number 0653.
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EONIKO KENTPO ASICAOTHIHL
THX NOIOTHTAX & TEXNOAOMAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MNAPAPTHMA TOY YN. APIOM. 302081031M NIZTONOIHTIKOY
ANNEX No. 302081031M CERTIFICATE.

+« Karnyopia / Classification lla

IATPOTEXNOAOTIKO NPOION / MEDICAL DEVICE TYNOZ / BRAND NAME

1. ANOZTEIPOMENA OOOAAMIKA EMNIOEMATA / STERILE EYE PADS | ALFA GAUZE VAMMAT, ALFASHIELD.

2. ANOITEIPOMENH FAZA ME ATMO/ STERILE GAUZE WITH STEAM | ALFASHIELD

+ Karnyopia / Classification llb

IATPOTEXNOAOIKO NPOION / MEDICAL DEVICE TYNOZ / BRAND NAME

3. NEQEAONOIHTEZ / NEBULIZERS ALFACHEK NEB TRAVEL

NIKPOY - MOPAITAKH EAEYOE IA/f'Ip ebpog & AieuDuvouoa TupBourog
PIKROU - MORAITAKI ELEFFHERIA] President & Managing Director

To EBvind Kévrpo Afiohdynong g Nowdntag xaw Texvoroylag oty Yyeia (EKANTY) eival Kowvonoimpévog Opyaviopdc cuyduva
pe tnv Odnyla 93/M42/EOK nepi Twv 1aTpoTEXvoAOYIKWY APOIGYTWY, HE apBud avayvopiong D653,
National Evaluation Center of Quality & Technology in Health S A. (EKAPTY) is a Nofified body according o Council Direclive
93/42/EEC concerning medicat devicas, with identification number 0653.
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EONIKO KENTPO A=I0AOMHEHX
THX NMOIOTHTAL & TEXNOAOTIAX
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

OPOI & NPOYMNOGEZEIX / TERMS & CONDITIONS

Fia amooTeipwpéva TpoidvTa karnyopiag |, n mioTotroinarn apopd pévo Ta Bépara emiteuEng kal diathpnong Tng
QmOgTEipWang.

For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and
maintaining sterile conditions.

Ma wpoidvta karnyopiag | Ye AsiToupyia PETPNONG, N MCTOMOINON APOPd HOVO Ta BEPATA TUHUGPEWONG TWV
TPOIOVTWY TTPOG TIG HETPOAOYIKES aTTaITACEIS.

For Class ! devices with a measuring function the certificate covers only the aspects of manufacture concerned with
the conformity of the products with metrological requirements.

Ma wpoidvra katnyopiag 1L, eivar arrapaitnto éva cupmAnpwpariké mortotoinTké EEETaong TUTTou gOppuvVa WE Ti¢
amatioeg Tng Odnyiag 93/42/EQK, Napdprnua lll.

For class lil products an additional Type Examination certificate is required according to the requirements of
93/42/EEC, Annex III.

To moTtomronTkd 1ox0el péva yia 70 TPoidVIa Kal TIS EYKATATTAGEIS TTOU avapépovTal.
The certificate is valid only for the products and the facilities mentioned.

Oa TPayUATOTIOIOUVTR TEMODIKES ETBEWPNOEIS EMTAPNTNS OTw avapépetal atnv Obinyia 93/42/ECK, pe akomo
va emaAnBedeTan 6T 0 Karagkeuaotic harnpei ka epappddel 1o odoTnUe ToKTHTAC.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and
applies the quality system.

Ortav TnpolvTal Ta aVwTEpw, O KATAOKEUAOTHS MTTOpEl va ouvTdooel DAAwaN ouppdppwang EK kal va emBETEl Tny
ofjpavon CE 0653 ora kahumrtopeva mpoidvia.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity
and legally affix the CE 0653 mark.

NiKPOY MQPA]TAI(I-/EI)éJéEPIA. Npdedpoc, & AteuBivouoa ZupBouiog
PIKROU - MORAITAKI BLEFTHERIA, President & Managing Director

To EBvikd KEvTpo AEtoddynang tng Nowdtnrag waw Fexvodoyiag otnv Yyeia (EKANTY) cival Kowonomutvog Cpyaviapiée cOpgpuwva
pe v Odnyia 83/42/EQK nepl Twy WTPOTEXVOAOYIKWY REOTOVTWY, pe apBud avayvapone 0853
Nationat Evaluation Center of Quality & Technology In Health S.A. (EKAPTY) Is a Notilied body according to Council Directive
93/42/EEC concerning medical devices, with ideniiication nhumber 0653
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TUVNORD Confirmation Letter

TUV NORD CERT GmbH, Am TUV 1, 45307 Essen, Germany TUV NORD CERT GmbH
Am TOV 1
Karabinis Medical S.A. 45307 Essen

Germany

151, Lavriou Ave
19002 Peania
Attiki, Greece

Phone: +49 201 825 2236

medical@tuev-nord.de
tuev-nord-cert.com/en

TOV®
Reference Contact Direct Dial Date
25.9328/800008/KO E-Mail: Tel.: +30 2314443610 7 March 2025

keconomidi@tuv-nord.com

Notified Body Confirmation Letter
Reference: P11F014e/18.07.2024

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745
and (EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

This letter confirms that, TUV NORD CERT GmbH, a Notified Body (NB) designated against Regulation
(EU) 2017/745 (MDR) and identified by the number 0044 on NANDO, has received a formal application
in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the following
manufacturer:

Karabinis Medical S.A.

151, Lavriou Ave

19002 Peania

Attiki, Greece

SRN Number: GR-MF-000023526

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has been
received,

written
G
%5 charta der vielfalt { ecovadis
HH L usteeusiiy

Director Registration Office Deutsche Bank AG, Essen
Dipl.-Ing. Wolfgang Wielpitz Amtsgericht Essen BIC (SWIFT-Code): DEUTDEDEXXX
Dipl.-Oec. Sandra Gerhartz HRB 9976 IBAN-Code: DE26 3607 0050 0607 8950 00

VAT ID No.: DE 811389923
Tax No.: 111/5706/2193

TUVNORDGROUP
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TUVNORD Confirmation Letter

agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by
the date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a
Member State had granted a derogation or exemption from the applicable conformity assessment
procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20
March 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

m 26 May 2026 for Class Ill custom-made implantable devices

m 31 December 2027 for Class lll devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

m 31 December 2028 for other Class IlIb devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function

m 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,

Digital unterschrieben Digital unterschrieben
TUVNORD [ 5ossoa07 TUVNORD 2" oY Benamin
i. V. Caro Schmidt i. A. Dr. Benjamin Hoy
Head of Project Management Head of TIC Management
Medical Devices International Medical Devices International
TUV NORD CERT GmbH TUV NORD CERT GmbH
Notified Body for Medical Devices Notified Body for Medical Devices
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Director Registration Office Deutsche Bank AG, Essen
Dipl.-Ing. Wolfgang Wielpitz Amtsgericht Essen BIC (SWIFT-Code): DEUTDEDEXXX
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TUVNORD

Confirmation Letter

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable.

Device name or Basic
UDI-DI (under MDR
application)

Device 1

Sterile Non-Woven
Swabs (Sterile Non-
woven Gauze swabs)

Device 2

Sterile Non-Woven
Adhesive Pads (Sterile
adhesive dressings)

Device 3
Water-Resistant
Adhesive Pads (Sterile
adhesive dressings)

Device 4

Medical Gauze Sterile
(EO) (Sterile and non-
sterile gauze)

Device 5

Medical Gauze Non-
Sterile (Sterile and non-
sterile gauze)

Device 6

Gauze Balls Non-Sterile
(Sterile and non-sterile
gauze)

Device 7

Gauze balls X-ray
detectable Non-Sterile
(Sterile and non-sterile
gauze)

Device 8

Laparotomy Gauze Non-
Sterile (Sterile and non-
sterile gauze)

Device 9

Aneroid Blood Pressure
Monitor (Aneroid
sphygmomanometers)

Device 10
Digital Thermometer
(Digital thermometers)

Dipl.-Ing. Wolfgang Wielpitz

MDR Device classification

(as proposed by the
manufacturer and verified
at the pre-application
stage)

Class | devices placed on the

market in sterile condition

Class | devices placed on the

market in sterile condition

Class | devices placed on the

market in sterile condition

Class lla

Class lla

Class lla

Class lla

Class lla

Class | devices with a

measuring function

Class lla

Director

Dipl.-Oec. Sandra Gerhartz

If the MDR device is a
substitute device,
identification of the

corresponding MDD/AIMDD

device
N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

Registration Office
Amtsgericht Essen
HRB 9976

VAT ID No.: DE 811389923
Tax No.: 111/5706/2193
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MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

" colBll
vielfalt \ ecovadis
(SiGNED ) »

Deutsche Bank AG, Essen
BIC (SWIFT-Code): DEUTDEDEXXX
IBAN-Code: DE26 3607 0050 0607 8950 00
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TUVNORD

Device name or Basic
UDI-DI (under MDR

Confirmation Letter

MDR Device classification
(as proposed by the

If the MDR device is a
substitute device,
identification of the
corresponding MDD/AIMDD
device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

application) manufacturer and verified
at the pre-application
stage)

Device 11 Class lla

Flexy Digital

Thermometer (Digital

thermometers)

Device 12 Class lla

Medical Gauze Sterile

(Steam)

Device 13: Class lla

Sterile Eye Pads

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No.
1999C05210501, HTCert
2803

(last issued 23.05.2021,
valid until 26.05.2024)
Certificate No. 302081031M,
EKAPTY 0653

(last issued 17.06.2021,
valid until 24.07.2023)
Certificate No. 302081031M,
EKAPTY 0653

(last issued 17.06.2021,
valid until 24.07.2023)

N/A

N/A

N/A

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

MDR Device classification
(as proposed by the

Device name or Basic
UDI-DI (under MDR

application) manufacturer and verified
at the pre-application
stage)

Device 1 Class lla

Syringes with Needles

Device 2 Class lla

Syringes without

Needles

Device 3 Class lla

Needles

Confirmation Letter Revision History

Date NB internal reference Action
traceable to each
version of the letter

2025.03.07 25.9328/800008

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application, and
the NB Identification

New device N/A
New device N/A
New device N/A

Initial issuance following successful transfers of certificates

from NoBo EKAPTY 0653 & HTCert 2803

Director
Dipl.-Ing. Wolfgang Wielpitz
Dipl.-Oec. Sandra Gerhartz

Registration Office
Amtsgericht Essen
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