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Translation - Interpreting

HELLENIC REPUBLIC Cholargos: 22/11/2021
MINISTRY OF HEALTH, NATIONAL Protocol no.: 103180
ORGANIZATION FOR MEDICINES (EOF)

284 Mesogeion Ave., Cholargos, PC 15562

To:
INFOMED KOUVATSOS THEODOROS

Product Evaluation Division LIMITED LIABILITY COMPANY
Department for the Evaluation of Sanitary Products 12 KONSTANTINOUPOLEOS AVE.
Enquil‘ies: D. Doudouni 12133 PERISTERI

Tel.: (+30) 213 2040 450

CERTIFICATE OF REGISTRATION OF PRODUCTS IN THE REGISTER OF
MANUFACTURERS OF CLASS I MEDICAL DEVICES

Having considered:
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!»J

0.

Joint Ministerial Decision AY88/I".IT.ow. 130648/30-8-2009/ Government Gazette B/2198/2-
10-2009 "Harmonization of Greek Legislation to the Directive 93/42/EEC/14-6-1993 of the

Council of the European Union" as currently in force

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC,
and in particular Article 120.3.

The European Commission's announcement that EUDAMED will not be operational before 26

May 2022.

Regulation (EU) 2020/561, amending Regulation (EU) 2017/745 on Medical Devices, as

regards the dates of application of certain provisions.

. The 2nd Corrigendum to Regulation (EU) 2017/745,

The Certificate of Registration under protocol no. 87419/03-09-2020 of INFOMED
KOUVATSOS THEODOROS LIMITED LIABILITY COMPANY.

The Amending Application of the company INFOMED KOUVATSOS THEODOROS

LIMITED LIABILITY COMPANY with protocol no. 103180/01-11-2021 and Corrective

Application with protocol no. 111826/18-11-2021 and 112386/19-1 1-\26]‘_2:‘1”1"“_(‘){ sre%gatjon in
L.a

@y
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the Register of Medical Products Manufacturers and the attached required documents.

8. The Declaration of Conformity of INFOMED KOUVATSOS THEODOROS LIMITED
LIABILITY COMPANY according to Joint Ministerial Decision AY88/I".IT.o1x. 130648/30-
8-2009/ Government Gazette B/2198/2- 10-2009 and the 17-11-2021 Solemn Declaration of
the company according to which its product rises to a risk category according to Regulation
(EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical
devices, hence it falls under the transitional provisions of the 2nd Corrigendum to Regulation

(EU) 2017/745.

Your company continues to be registered in the Register of Manufacturers of Medical Devices of
the National Organisation for Medicines (EOF), in accordance with the provisions of Article 14 of
the relevant Joint Ministerial Decision AY88/I.ILow. 130648/30-8-2009/ Government Gazette
B/2198/2-10-2009, for the product included in the attached list.

The classification of products in Class I is made by the Manufacturer, according to the classification
rules of Annex IX. This classification may be revised after evaluation of the technical dossier by

the EOF.

The Manufacturer, in accordance with Annex VII, para. 2, of the Ministerial Decision
AY86/T IL.ow. 130648/30- 8-2009/Government Gazette B/2198/2-10-2009, prepares a technical
dossier with the technical documentation described in point 3 of the same Annex. This dossier,
together with the Declaration of Conformity, must be made available to the EOF for inspection for

a period of at least five years from the date of manufacture of the last product.

The registration in the Register of Manufacturers of category I Medical Devices is made in
application of article 14 of the Ministerial Decision AY83/T.IL.ow. 130648/30-8-
2009/Government Gazette B/2198/2-10-2009, based on the Declaration of Conformity you
have submitted and does not constitute any kind of approval of the quality, safety and

effectiveness of the product.

The product in the attached list of your company, when placed on the market, must bear the CE
marking (Article 17 of the Ministerial Decision AY88/I".IT.ow. 130648/30-8-2009/Government
Gazette B/2198/2-10-2009). In the event of unjustified affixing of the CE marking, Article 18 of

the same Ministerial Decision shall apply.
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Devices which belong to Class I under Directive 93/42/EEC and have a Declaration of
Conformity drawn up before 26 May 2021 and for which the conformity assessment
procedure under Regulation (EU) 2017/745 requires the involvement of a Notified Body may
be placed in circulation or in use until 26 May 2024, provided that from 26 May 2021 they
continue to comply with that Directive and provided that there are no significant changes to
the design and intended use. However, the requirements of Regulation (EU) 2017/745 on post-
market surveillance, market surveillance, vigilance and registration of economic operators
and technological products apply in place of the corresponding requirements of that

Directive.

Your registration is valid until 26-05-2024.
THE ALTERNATE HEAD OF THE
PRODUCT EVALUATION DIVISION
M. ORFANOU
(round seal of the Hellenic Republic, Ministry of
Health, signature)
VERIFIED FOR ITS ACCURACY
The Alternate Head of the Secretariat General

Charalampia Marouda

1. SLIS ENTERPRISE SUITE 2820003892680
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mber 22649 INFOMED KOYBATEOE OEOAQPOE
YNOYPFEIO YFEIAS ETAIPEIA NEPIOPIEMENHE EYOYNHS
AEQ®. KONETANTINOYMOAEQS 12, 12133

EONIKOZ OPIFANIZMOZ ®APMAKQN

A. Meogoyeiwv 284, XoAapyog, TK 15562 MEPIZTEPI

AiguBuvon A§loAdynong Mpoiovrov
Tunpa AgloAdynong Yyeiovopikol YAikou

NMAnpogopieg: A. Aoudouvr)
TnA&pwvo: 213 2040 450

BEBAIQZH EITPA®HEZ NMPOIONTON
ZTO MHTPQO KATAZKEYAZTQN
IATPOTEXNOAOTIKQN NPOIONTOQN
KATHIOPIAZ I

‘Exovrag unoyn:

1. Tnv Koy Ynoupyikiy Andgaon AY88/I.M.0ik.130648/30-8-2009/ ®EK B/2198/2-10-2009 «Evappovion
NG EMnvikng NopoBeaiag npog Tnv Odnyia 93/42/EOK/14-6-1993 Tou ZupBouAiou Tng Eupwnaiknic
‘Evwone» wg 1oxtel onuepa

2. Tov Kavoviopo (EE) 2017/745 tou Eupwnaikol KovoBouAiou kai Tou 2upBouhiou Tng 5nc Anpihiou
2017 yia Ta 1aTPOTEXVOAOYIKG MPOIGVTA, Yia TRV Tpononoinon TnG Odnyiag 2001/83/EK, Tou Kavovigpou
(EK) api6. 178/2002 kar Tou KavoviopoU (EK) apif. 1223/2009 kai YIa TNV Katapynan Twv odnyiov Tou
ZupBouAiou 90/385/EOK kar 93/42/EOK, kai 18iwc To apBpo 120.3.

3. Tnv avakoivwon Tng Eupwnaikng ENimponnc, oupgpwva We Tnv onoia n EUDAMED 8¢ Ba Aerroupynioel
npiv Tnv 26n Maiou 2022,

4. Tov kavoviopd (EE) 2020/561, yia Tnv Tpononoinon Tou kavoviopou (EE)2017/745 yia Ta
laTpoTexvoAoyika npoidvTta, 6oov a@opd TIG NUEpOUNVieC E(Qappoyng opiopévwv dlatatewy Tou.

5. To 20 AiopBwTikd aTOV Kavovioud (EE) 2017/745,

6. Tn BeBaiwon Eyypagnc pe ap. npwT 87419/03-09-2020 ™G eTaipeiog INFOMED KOYBATEOZ
OEOAQPOZ ETAIPEIA NMEPIOPIZEMENHE EYOYNHE.

7. Tnv TponononTik Aitnon Tng eraipeiac INFOMED KOYBATEOX OEOAQPOE ETAIPEIA
NEPIOPIEMENHEZ EYOYNHE e ap. npwT. 103180/01-11-2021 xa TIG AI0pBWTIKEG PE ap. NPWT.
111826/18-11-2021 ka1 112386/19-11-2021 yia eyypagn a0 MnTpwo Kataokeuaatwv I/MN kai
TQ OUVNUPEVa O QUTEG anaIToUpEvVa dikaloAoynTika.

8. Tn AnAwon Zuppodpewong Tng eraipeiac INFOMED KOYBATEIOX OEOAQPOX ETAIPEIA
NEPIOPIXMENHE EYOYNHZE oUpgwva pe Tnv KYA AY8S/I [1.01k.130648/30-8-2009/ ®EK B/2198/2-
10-2009 ka1 Tnv and 17-11-2021 YnetBuvn AfAwan Tng eTaipeiac OUM(QWVa PE TNV 0roia To NPoidv Tne
aveBaivel katnyopia KivdUvou oUppwva pe Tov Kavoviopo (EE) 2017/745 Tou Eupwnaikol
KoivoBouhiou kar Tou ZupBouAiou Tng 57 Anpiiou 2017 via Ta IaTPOTEXVOAOYIKG NPOidVTa, ONOTE
epninTel oTIG peTaBaTikég HIaTAEeIC Tou 2°¢ AIopBWTIKOY OTOV Kavoviopo (EE) 2017/745.

ZuvexiGeTal n eyypapn TnG eTaipeiag 0ag oTo MNTP®o KaTaokeuaoTov IatpoTexvoroyikwv MpoidvTwy
Tou EO®, alupgwva pe Ta opi{dpeva oTo apBpo 14 Tne oxeTikAC KYA AY83/r.M.oik.130648/30-8-2009/
®EK B/2198/2-10-2009, yia To npoidv nou nepiAapBaveral oTn guvnupévn Aiota.

JeAida 1 and 2



H karaTakn Twv npoidviwv otnv Katnyopia I yiveral ano tov KaTaokeuaoTr), OUP@WYa KE TOUG KAaVOVEG
kataTtaknc Tou MapaptApatog IX. H kataragn autn evdExeTal va avaBewpnOei peTa and agoAoynaon Tou
TexvikoU pakéAou ano Tov ECD,

O KaTaokeuaomic, oUppwva Pe To Mapaptnpa VII nap. 2, Tng Yn. Andpaong AY8d/I.M.01k.130648/30-
8-2009/®EKB/2198/2-10-2009, kaTapTiel TEXVIKG GAKENO pE TNV TEXVIKF TEKUNPIWON NOU NEPIYPAPETA
oTo onueio 3 Tou idiou NapapTrpatog. Tov Gakero autd padi pe TN ARAWON SUPPOPPWANG OPEIAEl va
BéTel oTr B1G0eoN Tou EOD, npog eniBepnan, yia d1GcTNHa TOUAGXIOTOV NEVTE ETWV QMo TNV NUEPOUNVia
NOU KOTAOKEUAOTNKE TO TEAEUTQIO NPOIoV.

H gyypa@f OTO UNTP@O KATAOKEUAOTOV IaTpoTEXVOAOYIK®V Mpoiovrwv katnyopiag I,
yivetal og e@appoyn Tou apbpou 14 Tng Yn. Anogaong AY83/r.M.oix.130648/30-8-
2009/®EK B/2198/2-10-2009, Baciierar oTn ARAwon ZuppopPWONG Nou kaTaB£caTe Kal
Bev anoTeAei KAVEVOC £I00OUC £YKPIOT) TNG NOIOTNTAG, AOMAALING KAl ANOTEAECPATIKOTNTAG
TOU NMPOIGVTOG,

To npoiov TNe ouvnUEEvnG NigTag Tng ETAIPEIAG 0ag, kaTa Tn 1GBeon Tou 0TV ayopd, NPENEl va QEPE!
n ofpaven CE (apBpo 17 Tng Yn. Anopaong AY85/I.MN.01k.130648/30-8-2009/®EK B/2198/2-10-2009).
€ NEPINTWOT adIKaIOAGYNTNG TONOBETNONG TNG onpaveng CE TiBetal o€ epappoyn To apBpo 18 Tng idiag
Yn. Anogpaonc,.

Ta npoiévra Ta onoia avikouv OTnv karnyopia I duvaper tng odnyiag 93/42/EOK xai
d1a8éTouv ARA®ON ZUPHOPPWONG NOU £XEI KATAPTIOTEI NPIV and Tnv 26n Mdiou 2021 xai
yia Ta onoia n diadikacia EXTIPNONG TAG ouUppOPYPWOTG duvapel Tou kavoviopou (EE)
2017/745 anarrei 11} ouppeTox) Kovonompévou Opyaviopou, eEnITpENETal va TEOOUV OF
kukAopopia f) o€ Xpron £ Tig 26 Maiou 2024, und TV npoiin6Beon 611 anod Tnv 26n Maiou
2021 £EakoAouBoOUY va GUPPOPPEVOVTAI NPOG TNV v Adyw odnyia kai und TV npoiindBeon)
OTI BEV UNAPXOUV ONPAVTIKEG HETAPBOAES OTOV OXESIOONO Kal OTNV NPOBAENOpEVH xpnon.
Qotdco, e@appdlovral of anaiTACEIG Tou kavoviopou (EE) 2017/745 OXETIKG HE TNV
gnonTeia pETG TH 81G6£0N OTAV aYOPd, TNV ENONTEIO TNC GYOPAG, TNV ENAYPUNVIOT Kl THV
KATAaXOPION TWV OIKOVOUIKQV (POPEWV  Kal TEXVOAOYIK@V npoiovTwy, oTn 6éon Twv
avTIoTOIX®V ANaITNOEWV TNG EV AOYW® odnyiac.

H eyypaon oag ioxUel Péxpr 26-05-2024.

H AN. NPOIXTAMENH
A/NIHE ASIOAOFHEHE NPOIONTON

M. OP®ANOY

OEQPHOHKE riA'T acii
O\ H AnanaHpaTéiA N AKPIBE

7\ CENIKHE {
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