Cholargos, 17/11/2020

(Stamp) Protokoll Number : 118564
HELLENIC REPUBLIC
MINISTRY OF HEALTH To

HELLENIC MEDICAL SUPPLIES
NATIONAL AGENCY FOR MEDICINAL PRODUCTS Company (GP)
L. Mesogeion Street Nr. 284, Cholargos, Lefkopetra 0, 67061 Abdira Greece

Postal Code 15562
Product Evaluation Department

Department Of Health Assement Materials

Information: If. Sakkou
Tel. 213 2040 200

CERTIFICATE OF REGISTRATION OF MEDICAL DEVICES IN THE
REGISTER OF MANUFACTURERS MEDICAL DEVICES

Category: I

HAS DECIDED AS FOLLOWS:

1. Joint Ministerial Decision 8d/GC130648/30-8-2009/FEKB/2198/2-10-2009 "Harmonization of Greek Legislation with Council Directive
93/42/EU/14-6-1993 of the European Union" as applicable today

2. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive

2001/83/EC of Regulation (EU) No 2017/745 of the European Parliament and of the Council Regulation (EU) No 178/2002 and Regulation
(EU) No 178/2002 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EU

3. The Regulation (EU) 2020/561 amending Regulation (EU) 2017/745 on medical devices,
the dates of application of certain of its provisions.
4. On European Commission communication that EUDAMED will not be operational before 26% May 2022

5. Initial request with No. original 107671/22-10-2020 and remedial application no. prop 118564/12-11-2020 by HELLENIC MEDICAL
SUPPLIES Company (GP) to be entered in the Category I/P Register of Manufacturers and the supporting documents attached there
to.

Your company shall be entered in the Register of Medical Device Manufacturers of the National Agency For Medicical Products, as specified
in Article the relevant CV IM8d/C.P.0.P.130648/30-8-2009/FEK B/2198/2-10-2009, for the products included in the attached list.

When placed on the market, the products on your company's attached list must bear the CE marking (Art. 17 of the Ministerial Decision
8d/C.P.0.130648/30-8-2009/FEKB/2198/2-10-2009).

In the event of unjustified affixing of the CE marking, Article 18 of the same Ministerial Decision shall apply. Decision.

The Manufacturer shall, in accordance with Annex VII paragraph 2 of the Ministerial Decision 8d/C.P.0.130648/30-8-2009/FEKB/2198/2-10-
2009, draws up a technical file with the technical documentation described in point 3 of that Annex.

This file, together with the Declaration of Conformity, shall be made available for inspection by the National Agency For Medicical Products
for a period of at least five years from the date on which the last finished product was manufactured.

The registration of manufacturers of Class I medical devices shall take place in accordance with Article 14 of the Ministerial Decision
8d/C.P.0.130648/30-8-2009/FEKB/2198/2-10-2009, based on the Declaration of Conformity that you have submitted, does not constitute
an authorization of the quality, safety and efficacy of the product.

The classification of products in Class I shall be carried out by the Manufacturer in accordance with the classification rules set out in Annex
IX. This classification may be revised after an assessment of the technical file by the National Agency For Medicical Products. Your
registration is valid until 25-05-2021

The Head of Division

Product Evaluation Depariment
(Stamp, Hellenic Republic,
Ministry Of Health,
National Agency For Medicical Products)

M. Orphanou
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Products - Annex I / System-Plus.

Surgical face mask, 3 layers, Ciel, Type II, box 50 pieces

Product code

Name

Description
Category
Classification rule
GMDN

CND

uDI

Manufacturer Role

2820007653782 Expiration Date

Surgical face mask, 3 layers, Ciel, Type II, box 50 pieces

Cat. I.
1.1. Rule 1

(35177) Single-use mask, surgical
(T020601) STANDARD SURGICAL FACE MASKS

5200040294017

OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 layers, Ciel, Type II, box 20 pieces

Product code

Name
Description

Category
Classification rule

GMDN
CND

UDI

Manufacturer Role

2820007653805 Expiration Date

Surgical face mask, 3 layers, Ciel, Type II, box 20 pieces

Cat. I.
1.1.Rule 1

(35177) Single-use mask, surgical
(T020601) STANDARD SURGICAL FACE MASKS

5200040294024

OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 ‘dyers, Green, Type II, 50 pieces

Product code

Name

Description
Category L.P.
Classification rule
GMDN

CND

UDI

Manufacturer Role

2820007653829 Expiration Date

Surgical face mask, 3 layers, Green, Type II, 50 pieces

Cat. L.
1.1. Rule 1

(35177) Single-use mask, surgical
(T020601) STANDARD SURGICAL FACE MASKS

5200040294055

OEM ( Original Equipment Manufacturer )
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Surgical face mask, 3 layers, Green, Type II, 20 pieces

Product code 282007653843 Expiration Date

Name Surgical face mask, 3 layers, Green, Type II, box 20 pieces

Description

Category Cat. L.

Classification rule 1.1.Rule 1

GMDN (35177) Single-use mask

(T020601) STANDARD FACE SURGICAL FACE MASKS

uDI 5200040294062

Manufacturer Role OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 layers, Black, Type II, 50 pieces

Product code 2820007653867 Expiration Date

Name Surgical face mask, 3 layers, Black, Type II, 50 pieces
Description

Category Cat. L.

Classification rule 1.1.Rule 1

GMDN (35177) Single-use mask, surgical

CND (T020601) STANDARD SURGICAL FACE MASKS

uDI 5200040294079

Manufacturer Role OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 layers, Black, Type 11, 20 pieces

Product code 2820007653881 Expiration Date

Name Surgical face mask, 3 layers, Black, Type II, 20 pieces
Description

Category L.P. Cat. I

Classification rule 1.1. Rule 1

GMDN (35177) Single-use mask, surgical

CND (T020601) STANDARD SURGICAL FACE MASKS

ubIl 5200040294086

Manufacturer Role OEM ( Original Equipment Manufacturer )
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Surgical face mask, 3 layers, Pink, Type II, 50 pieces

Product code 2820007653904 Expiration Date
Name Surgical face mask, 3 layers, Pink, Type II, 50 pieces
Description

Categorie Cat. I.

Classification rule 1.1. Rule 1

GMDN (35177) Single-use mask, surgical

CND (T020601) STANDARD SURGICAL FACE MASKS

UDI 5200040294093

Manufacturer Role OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 layers, Pink, Type II, 20 pieces

Product code 2820007653928 Expiration Date
Name Surgical face mask, 3 layers, Pink, Type II, 20 pieces
Description

Categorie Cat. L.

Classification rule 1.1. Rule 1

GMDN (35177) Single-use mask, surgical

CND (T020601) STANDARD SURGICAL FACE MASKS

UDI 5200040294109

Manufacturer Role OEM ( Original Equipment Manufacturer )

Surgical face mask, 3 layers, Purple, Type II, 50 pieces

Product code 2820007653942 Expiration Date
Name Surgical face mask, 3 layers, Purple, Type II, 50 pieces
Description

Categorie Cat. L.

Classification rule 1.1. Rule 1

GMDN (35177) Single-use mask, surgical

CND (T020601) STANDARD SURGICAL FACE MASKS

UDI 5200040294116

Manufacturer Role OEM ( Original Equipment Manufacturer )







Surgical face mask, 3 layers, Purple, Type II, 20 pieces

Product code
Name
Description

Categorie

Classification rule
GMDN

CND

UDI
Manufacturer Role

2820007653966 Expiration Date

Surgical face mask, 3 layers, Purple, Type II, 20 pieces

Cat. I.

1.1. Rule 1
(35177) Single-use mask, surgical

(T020601) STANDARD SURGICAL FACE MASKS

5200040294123
OEM ( Original Equipment Manufacturer )
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XoAapyog, 17/11/2020
Ap. MpoT. : 118564

EAAHNIKH AHMOKPATIA Npog

YTOYPIELIO YIEIAZ ;/ HELLENIC MEDICAL SUPPLIESOE
EONIKOZ OPrANIZMOZ ®APMAKAON \// AEYKOMETPA 0, 67061
A. Msooyzsinv 284, XoAapyog, TK 15562 ABAHPA EANGDG

AiciBuvor ASioAoynong Mpoidvrev
Tufiua ASI0AGYNnong YYEIOVOUIKOU YAIKOU
NAnpogopisg: 1. Zakkou

ThA. 213 2040 200

BEBAIQZH EITPA®HZ IATPOTEXNOACTIKON I'IPOTON'I}'ZN

ZTO MHTPQO KATAZKEYAZTON IATPOTEXNOAOIIKON MPOIONTON
Katnyopia: I

‘ExovTag unown;:
1. Tnv Kowr} Yroupyikn Anogaon AY88/I".1.0i1k.130648/30-8-2009/ ®EK B/2198/2-10-2009 «Evapuovion Tng
EMnvikng NopoBeaiag npog Tnv Odnyia 93/42/EOK/14-6-1993 Tou SupBouliou T Eupwnaikng Evwong> «g 10U
onpepa
2. Tov Kavoviopod (EE) 2017/745 Tou EupwnaikoU KoivoBouAiou kai Tou ZupBouiiou Tng 5ng Anpihiou 2017 via Ta
IATPOTEXVOAOYIKA MPOiOVTa, Yia TV Tpononoinan Tng O8nyiag 2001/83/EK, Tou Kavoviopou (EK) api®. 178/2002 kai
Tou KavoviopoU (EK) apif. 1223/2009 kat yia Tnv katapynon Twv odnyiwv Tou ZupBouliou 90/385/EOK kai
93/42/EOK
3.Tov xavoviopo (EE) 2020/561, yia Tnv Tporonoinon Tou kavoviopoU (EE)2017/745 yia Ta IaTpoTesyxvoloyika
rnpoiovTa, 6oov apopa TIG NUEPOUNVIES EQAPHOYNS OPICUEVWY DIATAEEWV TOU.
4.Tnv avakoivwon Tng Eupwnaikng Enrponing, oUpewva We tnv onoia n EUDAMED 8ev 8a ASiToupyrioel npiv TV
26n Maiou 2022

5. Tnv apxikn aitnon pe ap. npwT.107671/22-10-2020 kai Tn iopOwTikA aimon pe ap. npwT. 118564/12-11-2020
.Tng evaipiag HELLENIC-MEDICAL-SUPPLIES-OE yia eyypagr 6To MnTpaso Kataoksuaot®v I/ Karnyopiag I kai
TA CUVNUPEVA OE auThv anaimoUpeva SikaiohoynTikd.
EyypdgerTar n eTaipgia cag oTo MnTpmo KatackeuaoTdv IaTpoTexvoloyikbv MpoidvTwy Tou EO®, oUppwva e Ta
opitopeva oTo apBpo 14 TnG oxeTKNG KYA AY8S/I.M.0ik.130648/30-8-2009/ ®EK B/2198/2-10-2009, yia Ta
npoiovTa nou nepidauBavovrarl oTn cuvnupévn NoTa.

Ta npoidvra Tng enicuvanTopevng AioTag Tng eTaipeiag oag, katd Tn SiaBeor) Toug oTNV ayopd, NpEnel va PEPOUV T
onuavon CE (apBpo 17 Tng Yn. Andpaong AYSS/T.IM.oik.130648/30-8-2009/OEK B/2198/2-10-2009).

Ze nepinToon adikaiohdyntng TornoB&Tnong Tng onpavang CE Tifetar ot spappoyr To apbpo 18 e idiac Y.
Andpaong,.

O KartaokeuaoTng, oUpgmva pe To MNapaprnua VII nap. 2, Tng Yn. Anopaorng ,
AY8B/T.IN.01k.130648/30-8-2009/OEKB/2198/2-10-2009, kaTtapTile! TEXVIKO GAKEAO HE TV TEXVIKT TEKUNPIOOT Moy
nEPIYpAETal oTo onpeio 3 Tou idlou MNapapTrparos. Tov gakeAo autd padi pe T ARAOGCT SUPHOPQWONC OPEIAE! va
Berer ot S1a6eon Tou EO®, npog emBedpnon, yia SIGoTNPA TOUAGXIOTOV NEVTE ETAY and TNV nuepounvia nou
KATAOKEUAOTIKE TO TEAEUTAIO Npoidv.

H eyypaen oTo pnTpdo katackeuacTay IaTpotexvoroyikav MpoidvTwy katnyopiag I, yiveral o epapuoyr Tou
Gp8pou 14 Tng Yn. Andpaong AY8S/T.M.01k.130648/30-8-2009/OEK B/2198/2-10-2009, BaciCeTal oTn AnAwon
ZuppOpPWONG NMoU KaTaBECATE Kal Sev anoTeAs! Kavevag EiBOUG £YKpIOT TNG MOIOTNTAG, AOQAAEIAC Kal
anoTEAEOHATIKOTNTAG TOU NPoidvVTOG.

H karaTagn Twv npoidvrov oy Karnyopia I yiverar ané Tov KaTaokeuaoTr, cUNpMVA PE TOUG KAVOVES KATATAENG
Tou MapaptApatog IX. H kataTagn auth evdéxeral va avabewpnBei petd and a§ioAdynon Tou TEXVIKOU GakEAou and
Tov EO®. H eyypan oag ioylel pexpl 25-05-2021

H AN. MPOIZTAMENH
A/von Agiohoynong Mpoidvrev
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Napaprnpa-fipoidvra Kar. I / S0oThpa-Tiv.

Xeipoupyikn packa npoomnou, 3Gv oTpwuaTev, Fakédia, Tonou II, xourti 50THY

Kwdikdg npoidvrog
Ovopagia

Mepiypaen
Katnyopia L.MM.
Kavévag kararagng
GMDN

CND

UDI

PSGAOG KATaoKEUaoTh

2820007653782 Hu. AREnG |
XeIPoUpYIKr LAoKa NPoc®noy, 3dv oTpwpdTwy, Mardda, Tunou 11, kouti 50Tuy

Karny. L.

1.1. Kavovag 1
(35177) Maoka npoomiou, XEIpoupyIKN, HIac XpRoews
(T020601) STANDARD SURGICAL FACE MASKS

5200040294017
OEM

Xe1poupyiki paoka npoc®nou, 3GV oTpwuaTwy, FaAadia, Tonou II, xouTi 20THY

Kwdikog npoidvrog
Ovopaoia

Mepypaepn
Katnyopia 1.1
Kavovag kararagng

GMDN
CND

UDI

PoAog kaTaokeuaoTh

2820007653805 Hp. Angng
XEIPOUPYIKN HAoKa Npooanou, 3mv oTpwudTwy, Maidqa, Tunou II, kouTi 207Uy

Kartny. 1.

1.1, Kavovac 1

(35177) Mdoka npooonou, xslpoupylxr'],. HIaG XPHOEWS
(T020601) STANDARD SURGICAL FACE MASKS

5200040294024
OEM -

XcIpoupyIKn packa npoomnou, 3GV oTpwUAaTwY, Mpdoivo, Ténou II, kouti 50TUY

. Kwdixog npoidvrog
Ovouaaia

Mepypaepn
Katnyopia LI,
Kavovag kataragng
GMDN

CND

UDI

POMOG KATACKEUAOTA

2820007653829 Hy. AfiEng
XEIPOUPYIKN Packa npoawrou, 36kv oTpwudTwy, Mpdoivo, Tunou II, kouTi 50Ty

Karny. L

1.1. Kavovag 1
(35177) Mdoka npoomnou, XEIPOUPYIKR, Iag XPHOEWS
(T020601) STANDARD SURGICAL FACE MASKS

5200040294055
OEM
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2820007653843 Hp. AfEnG
XeIpoupyIKn HAOKA NPocwnou, 3wv oTpwudatwy, Mpdoivo, Tunou II, kouTti 20Ty

Kamy. L.
Kavovag kaTartagng 1.1. Kavovag 1
GMDN (35177) Maoka Npoowriou, XEIPOUPYIKD, BIAg XPHoewS
CND (T020601) STANDARD SURGICAL FACE MASKS
UDI 5200040294062

P&AoG KaTaoKEUaoTH OEM

Xeipoupyiki) paoKad NPooANouy, 3avV oTPWHATKY, Malpo, TUnou II, kouti 50TuY

K®31K0G NpoidvTog 2820007653867 Hy. AnEng

Ovouagia Xe1poupyIKn HAoKa Mpoomnou, 30V oTpwpaTwy, Madpo, Tinou II, kouTi 50TuY
Mepypaen

Katnyopia 1.M. Karny. I.

Kavovag kataragng 1.1. Kavovag 1

GMDN (35177) Maoka npocmnou, XEIPOUPYIKN, HIAg XPROEWS

CND (T020601) STANDARD SURGICAL FACE MASKS

e 5200040204079 .. .. . .. -

POAOG KATAOKEUAOTN OEM

Xelpoupyiki] pdoka Npoo®nou, 30V oTpEPAaTeY, Malbpo, Tonou II, kouTi 20Tpy

Kwd1xog npoiovrog 2820007653881 Hu. Angnec
‘ Ovopaocia Xeipoupyikn pdoka npoomnou, 3ov oTpwpaTey, Malpo, TOnou II, kouTi 20Tpy
Meprypagn
Katnyopia L.f1. Karny. I.
Kavévag kataragng 1.1, Kavdvag 1
GMDN (35177) Maoka npoomnou, XEIPOUPYIKN, WIag XpHoswcs
CND (T020601) STANDARD SURGICAL FACE MASKS
UDI 5200040294086
PoAoG KaTaokeuaoTn OEM
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Xeipoupyikn packa npogenou, 3GV oTpwNaTwY, Pol, Tinou IT, xouTi 50THY

Kwdikog npoiovrog
Ovouagcia

Nepiypagn
Karnyopia 1.M1.
Kavovag kararagng

GMDN
CND

ub1

POA0G KATAOKEUAOTH

2820007653904 Hy. AjEne
XeIpoupyIkr) paoka npoownou, 3mv oTpwUaTwy, Pot, TUrou II, xouTi 50TpY

Kamy. L.
1.1. Kavovag 1

(35177) Maoka npoownou, XEIPOUPYIKR, HIaS XPIOEWE
(7020601) STANDARD SURGICAL FACE MASKS

5200040294093
OEM

Xelpoupyikn paoka npoo®nou, 3®v oTpwpaTey, Pef, Tinou II, kouTi 20THY

Kwdixog npoiévrog
Ovouaaia

Meprypagn
Karnyopia 1.
Kavovag kataragng
GMDN

CND

ubI

PoAog katackeuaoTh

2820007653928 Hy. AjEng
Xelpoupyiki packa npoodnou, 36V oTpwuaTwy, Pol, Turou II, kouTi 20Tux

Katny. L

1.1. Kavovag 1

(35177) Maoka npoomriou, XEIpoUpyIKn, Miag Xpnoswe
(T020601) STANDARD SURGICAL FACE MASKS

5200040294109
OEM

XEIpOUPYIKI) HAoKa NpocONoU, 3kv oTpwuaTwY, MeB, TUnou II, kouTi 50THY

Kwdikog npoidvrog
Ovopaaia

Meprypagn
Katnyopia I.M.
Kavovag kataragng

GMDN
CND

uDI

POAOG KATAOKEUAOTH)

2820007653942 Hp. AfjEnG
XelpoupyIkr paoka npoodnou, 3av oTpwpdTay, MwB, Tunou II, kouTi 50TwY

Kamy. L

1.1, Kavovag 1
(35177) MGoka npocwnou, XEIPOUpPYIKR, HIAS XPrOEwe
(T020601) STANDARD SURGICAL FACE MASKS

5200040294116
OEM
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' Xslpoup_ygxn pdoka npoo®nou, 3GV oTPWHAT®Y, Mwp, TOnou II, kouTi 20TpX

¥

~Glopedia

" Nepiypagi
KaTnyopia L.I.
Kavovag karartagng
GMDN

CND

UDI

POAOG KATAOKEUACTTT)

wgqlgog MpoiovTog

2820007653966 Hu. ARENG
XeipoupyIKn pdoka npoownou, 3wv oTpwHaTwy, Mwp, Tinou II, kouTi 20TuY

Katny. I.

1,1, Kavovag 1
(35177) Maoka npoomrou, XEIPOUPYIKN, HIAG XPHOEws
(T020601) STANDARD SURGICAL FACE MASKS

5200040294123
OEM
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The pages annexed hereto are an accurate translation into Greek of the English
version of the document, a certified copy of which is legally annexed to this
document, and I shall issue this translation in accordance with Article 36 paragraph
2c of the Code of Lawyers (Law Nr. 4194/2013), confirming at the same time that I
have sufficient knowledge of the language from which I translate. This translation
shall have full effect in respect of any judicial or other authority as referred to in
Article 36 paragraph 2¢ of the Code.
Xanthi, 25/11/2020
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