EGNIKO KENTPO A=IOAOIHIHZ
THX MNOIOTHTAL & TEXNOAOTIIAX
YTHN YTEIAA.E.

MIZTOMNOIHTIKO EK / EC CERTIFICATE
MAHPEZ ZYETHMA AIAZ®AAIZHE MOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MoTotrolgitanl 11 0 TTAPAKATW AVAPEPOUEVOG KOTOOKEUATTAG EXEl KABIEPWOEI Kal EQaPHELEl
TAAPEG oUaTnua SIac@AAIONG TNG TToIOTNTAG CUMQWVA HE TIS aTTaiTAoelg TG Odnyiag 93/42/EOK, Mapdptnua i
(e€aipoupévou Tou onueiou 4) Kal TNS EVOWNATWONGS TS 0TNV EAANVIKA VOROBETiq,
YIQ TO OXEDIOOHO, TNV KATOOKEUN KAl TOV TEAIKO EAEYXO TWV TTPOIOVTWY TTOU QVAPEPOVTAl GTO TTAPOV TTICTOTTOINTIKO.
To moToTToINTIKO UTTOKEITAI OTOUG GPOUS KAl TIC TTPOUTTOBETEIS TTOU avaypa@ovTai TNV ETOUEV OEAIdA.
Omoigodnmore onuaviikéG aAkayég oTo oxedIaou6 1 TNV KATaOKEUr LITOPET va KATAOTHOOUY TO TTIGTOTTOINTIKG GKUPO.

We hereby certify that the under mentioned manufacturer has established and maintains
a full quality assurance system according to the requirements of Directive 93/42/EEC, Annex Il
(with the exemption of section 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overleaf.
Any significant changes in design or manufacture may render this certificate invalid.

Ap18udg MiototroinTikou / Certificate Number: 304011096CN

To mapov ekdideTal Tpog avrikaraoraon Tou urr’ apif. 304011096 mioromoinTikou.
The present is issued to replace certificate nr 3040711096.

Karaokevaotig: MEDALKAN —TEXNIKH EMMNOPIKH ETAYPIAHZ E.M.E.
Manufacturer: MEDALKAN — TECHNIKI EMPORIKI STAVRIDIS LTD
Eykardotaon: MIXAAAKOIMOYAOY 102, AOHNA.
Facility: 102, MICHALAKOPOULOU STR., ATHENS GREECE.
Mpoiévia: 1. ANOAYMANTIKA EMI®ANEIQN IATPOTEXNOAOTIKQN MPOIONTON.
2. ATIOAYMANTIKA XEIPOYPIIKQN EPTAAEIQN.
Products: 1. DISINFECTANTS FOR SURFACES OF MEDICAL DEVICES.

Katnyopiotroinon MNpoidvTtwv:

2. DISINFECTANTS OF SURGICAL INSTRUMENTS.

Devices Classification:  * 2, 2110
"’)\(/fh'dpﬁﬁ%‘, 2410512024
MIKPOY - MOPAITAKH EAEYGES

EPIp, |
PIKROU - MORAITAKI ELERTHER

!f()aépoc & AtevB0vouca 2UpBovhog
, President & Managing Director

To E8vikd Kévrpo AftoAoynong g fMowdmrag kat Texvoroyiag oty Yyeia (EKANTY) sivar Kowvorompuévog Opyaviopos obpgpwva
pe TV Odnyia 93/42/8 OK nepl Twv 1aTpoTEXVOAOYIKGY TPOIGVTLY, He aptpd avayvapong 0653.
National Evatuation Center of Quality & Technology in Heaith S.A. (EKAPTY) is a Notified body according to Council Directive
9342/ EC concerning medical devices, with identification number 0653
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YTHN YTEIAAE.

EGNIKO KENTPO AZIOAOMHXHE
THX MOIOTHTAZ & TEXNOAOTIAZ

MAPAPTHMA | TOY YI1. APIOM. 304011096CN MIZTOMOIHTIKOY.
ANNEX | No. 304011096CN CERTIFICATE.

IATPOTEXNOAOTIKO MPOION / MEDICAL DEVICE

KATHIOPIONOIHZH/

TYNOZ / BRAND NAME

CLASSICATION
1. ANOAYMANTIKA ENIOANEIQN e o MEDASEPT 100
IATPOTEXNOAOTIKQN MPOIONTON. o NOSOSEPT 100
DISINFECTANTS FOR SURFACES © MEDASPIR
OF MEDICAL DEVICES. o NOSOFAST TB
e NOSOFLOOR
2. AMTOAYMANTIKA XEIPOYPTIKQN EPTAAEION. | IIb o MEDAPROTECT
DISINFECTANTS OF SURGICAL INSTRUMENTS. SNVEDARRINT
e MEDABUR

o MEDAPRINT FOAM
e NOSOPROTECT

® NOSOPROTECT 100
e NOSOCID PAA

OPOI & MPOYMOOEZEIZ / TERMS & CONDITIONS

lNa amoaTeipwpéva TTpoidvTa katnyopiag |, n moToTmoinon agopd pévo Ta BEpara etriteugng Kai SIatAPNoNg TG ATTOCTEIPWONG.

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

Ma poidvTa katnyopiag | pe Asitoupyia pérpnaong, n MOTOTTOINGT APOPd HOVO Ta BEPATA GUUNOPPWONG TWV TTPOIOVTWY TTPOG TIG
METPOAOYIKEG QTTQITHTEIG.

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 mpoidvra karnyopiag I, givar arapaitnto €va cupTTANpwUATIKG TrIoTOTTOINTIKG EEETaONG ZXEGIQOUOU CUNQWVA UE TIG QTTAITHOEIS
ng Odnyiag 93/42/EOK, Mapdptnua Il (onueio 4).

For class Ill products an additional Design Examination certificate is required according to the requirements of Annex Il 93/42/EEC
(section 4).

To mMOoTOTToINTIKG 10XUEI HOVA VIO TA TTROTOVTA KO TIG EYKATAOTATEIG TTOU QVAQEPOVTAL,

The certificate is valid only for the products and the facilities mentioned.

Oa TTpayparoTToiouvTal TTEPIOBIKEG EMIBEWPAOEIG EMTAPNONG OTTWG avaeépeTal oty Odnyia 93/42/EOK, pe oKoTrd va eTTaAnBeieTal
6Tl 0 KATAOKEUQAOTAS BlaTnpei Kai EQapuolel TO 6UGTNHA TTOISTNTAG.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies the
quality system.
Orav TNpolvTal Ta AVWTEPW, O KATAOKEUAOTAG HTTOPEi vg ouyTdooel SRAwon aupuoppwons EK kai va emBétel T ofjuavon CE
0653 oTa KAAUTTTOHEVA TTPOTOVTO. 8 o

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

|
NIKPOY - MQPAITAKH [:/\éY@fEPiA, MNpdedpog & AteuBivouoa Zouoviog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo Aftohdynong g flotdtntag kat TexvoAoylag oty Yyeia (EKANTY) eival Kowvonompévog Opyaviopos obpugwva
pe v Odnyla 93/42/8 OK nepl Twv 1aTPOTEXVOAOYIK®Y IPOIOVTWY, e apBpd avayvapiong 0653
National Evaluation Center of Quality & Technology in Health S.A (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653
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( H CefD Confirmation GR_027529_2024_03

Health Technology Certification

“MEDALKAN” TECHNIKI EMPORIKI STAVRIDIS LTD Date: 04 June 2024
102, Michalakopoulou Str.
11528 Athens, Greece

Confirmation Letter
Reference: GR_027529 2024 03

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, HTCert, a Notified Body (NB) designated against Regulation (EU) 2017/745 (MDR)
and identified by the number 2803 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:

“MEDALKAN” TECHNIKI EMPORIKI STAVRIDIS LTD
102, Michalakopoulou Str.

11528 Athens, Greece

SRN: GR-MF-000027529

Application ID: T13180_2024_02_05
Application Date: 27/03/2024
Contract for MDR certification signed on 03/06/2024.

The devices covered by the formal application and the written agreement mentioned above are identified
below. HTCert is also responsible 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 Mar 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:

e 26 May 2026 for Class Il custom-made implantable devices

Jacovides Tower, 81-83 Grivas Dighenis Av., 1090 Nicosia, Cyprus
www.htcert.com , info@htcert.com , T. +357 22 060 771 - 2
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Health Technology Certification

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

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

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

On behalf of the Notified Body,

Filippos Kottis
Certification Director

Devices covered by this letter

Device name or Basic UDI-DI MDR Device If the MDR device isa | MDD Certificate Reference(s)
(under MDR application) classification (as substitute device, of the devices under MDR
proposed by the identification of the application, and the NB
manufacturer and corresponding MDD Identification
verified at the pre- device

application stage)

DISINFECTANTS FOR
SURFACES OF MEDICAL

DEVICES 304011096CN
- NOSOSEPT 100 lla n/a NB 0653
- MEDASEPT 100

- MEDASPIR

DISINFECTANTS FOR
SURFACES OF MEDICAL
DEVICES lla n/a
- NOSOFLOOR
- NOSOFAST TB

304011096CN
NB 0653

DISINFECTANTS OF
SURGICAL INSTRUMENTS
- MEDAPROTECT

- MEDAPRINT

- MEDABUR Ilb n/a
- MEDAPRINT FOAM
- NOSOPROTECT

- NOSOPROTECT 100
- NOSOCID PAA

304011096CN
NB 0653

Jacovides Tower, 81-83 Grivas Dighenis Av., 1090 Nicosia, Cyprus
www.htcert.com , info@htcert.com , T. +357 22 060 771 - 2
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Health Technology Certification

Confirmation Letter Revision History

Confirmation GR_027529 2024 03

Date NB internal reference traceable Action
to each version of the letter
2024/05/26 GR_027529 2024 01 Initial issue
03/06/2024 GR_027529 2024 02 Corrections in devices
04/06/2024 GR_027529 2024 03 Typos correction
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