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MepiAnwn Twv Xapaktnplotikwv Ac@aAciag Kot twv KAwvikwy
Ertiddocwv
(Summary of Safety and Clinical Performance — SSCP)

MéEpog I: yla toug emayyeAyatieg vyeiag

(Mépog II: yia aoBeveig N pn €W0ko0g — BA. TTapakdtw)

H mapouoa Mepidndn twv Xapaktnplotikwyv AchdAelag kat twv KAwikwyv Emdocswv (SSCP) mpoopiletal va
TIAPEXEL TPOCPOON OTO KOWVO OF LA EVNUEPWHEVN TIEPIANYN TWV KUPLWYV MTUXWV TG acdAAeLag Kal TNS KAWVIKAC

eniboong tou Latpotexvoloylkol mpoidvtog Suprathel®.

H SSCP &ev mpoopiletal va avtikataotioel tig 08nyisg¢ Xpong wg to kuplo £yypado yla tn Stachalion tng
aodalolG xpriong TG CUOKEUNC, OUTE POOopPIeTal va TTOPEXEL SLAYVWOTLKEG 1 BepameuTikég umodeifelc otoug

T(POPAEMOEVOUG XPNOTEG 1) a.oBevelc.

Ot akOAouBeg MAnpodopieg mpoopilovral yLa emayyEALATIEG TOU TOMEQ UYELOVORLKNG TIEPIBaANG.

1. Tavtomoinon Kat yeviKEG TANPOdOPieC TOU LATPOTEXVOAOYLKOU TIPOIOVTOC

1.1 EWIMOPLKI EMWVU LA TOU LOTPOTEXVOAOYLKOU TTPOTOVTOG

1.2 Enwvupia kat SlebBuvon Tou KATAoKEVOOTH

1.3 Eviaiog aplBuog kataxwplong katackeuaotr) (SRN)
1.4 Baowko UDI
1.5 Nepypadr/Keiievo ovouaToloyilag LATPOTEXVOAOYLIKWY

TPOLOVTWY

1.6 Katnyopia LatpotexvoAoyLlkou mpoiovtog

1.7 'Etog mou ekd00nke To mpwto miotonotntikod (CE) mou
KQAUTITEL TO LATPOTEXVOAOYLKO TIPOLOV

1.8 E€0uGL080TNEVOC QVTLTPOCWTIOC EAV UTIAPXEL

1.9 Enwvupia kowomotnpuévou Gopéa Kat LovadLkog aplOpuog

QVayVWELONG KOWOToLNEVOU dopEa

1.10 Avayvwplotikd MXAKE

Suprathel®, Suprathel® 250

PolyMedics Innovations GmbH (PMI)
Am Hegelesberg 1

73230 Kirchheim unter Teck, leppavia
DE-MF-000006353

426018402AAA0000001PQ

GMDN 64853: Enideopog Tpaupdtwy pPe BAcn cuvOETIKO

UALKO

1l
(oUu@wva pe tov Kavoviouo yLa ta latpotexyvoAoyika
Mpoiovra (MDR) (EE) 2017/745 Napdaptnua VI, kavovag 8)

2004

&/u
DEKRA, 0124

SSCP-Suprathel
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SUPRATHEL® variant 1

Baowo UDI-DI: UDI -DI UDI -PI
426018402AAA0000001PQ (Avayvwpiotiké (AvayvwpLotiké TtpoiévTog)
TeXVOAOyLKOU IPoidvTog)
Mov Al Xpovog Al NAPTIAA
. , ada | Eminedo Xpovog | Swatripn | MNAPTIAA
Ovopa Méye0 , .
v NwA | cuokevaoi | GS1 GTIN Satrpn ong
npoiovrog | og (k) | ,
noe og ong
wv
1 EowTtepikad 04260184020003
efwtepka 04260184020010
5x5
5 Ecwtepika 04260184020003
€EWTEPLIKA 04260184020027
: E0WTEPLKA 04260184020034
efwtepka 04260184020041
9x10
5 E0WTEPLKA 04260184020034
eEWTEPLIKA 04260184020058
E0WTEPLKA 04260184020065
SUPRATHEL 1 jrEEEERIN
® eEWTEPIKA 04260184020072 HHMMEE z
18x10 (17) (10)
] (01) £k K-EEEE-
EOWTEPLKA 04260184020065
S NNN-ZZ
efwTEPIKA 04260184020089
1 E0WTEPLKA 04260184020096
efwTeEPLKA 04260184020102
18 x23
5 ECWTEPLKA 04260184020096
efwTEPLKA 04260184020119
oxnua 5 EOWTEPLKA 04260184020126
XEPLOU
efwTEPIKA 04260184020133
waoka E£0WTEPIKA 04260184020140
TPOoW 1
mov efwTepLKA 04260184020157
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SUPRATHEL® variant 2
Baowo UDI-DI: uDI -DI UDI -PI
426018402AAA0000001 PQ (Avayvwpiotiké (AvayvwpLoTiko tpoiovtog)
TEXVOAOYLKOU TtPOIOVTOG)
Mov Al Xpovog Al NAPTIAA
Ovoua MEved ada | Eminedo Xpovog | Swatripn | MAPTIAA
_,,p' 14 NwA | cuokevaoi | GS1 GTIN Swatripn ong
npoidvtog | og (ek) | ,
noe og ong
wv
1 Ecwtepikd 04260184020164
€EWTEPIKA 04260184020171
5x5
5 Ecwtepikd 04260184020164
efwtepka 04260184020188
. EOWTEPLKA 04260184020195
€EWTEPLKA 04260184020201
9x10
5 EOWTEPLKA 04260184020195 P-250-EEEE-
SUPRATHEL EEWTEPIKG 04260184020218 (7)  HAMMEE NN-ZZ
el | 1 £E K-250-EEEE-
E0WTEPLKA 04260184020225
1 NNN-ZZ
) 4260184020232
18x 10 efwTEPLKA 0426018402023
5 E0WTEPLKA 04260184020225
efwtepka 04260184020249
1 EOWTEPLKA 04260184020256
efwtepka 04260184020263
18 x23
5 E0WTEPLKA 04260184020256
efwtepka 04260184020270
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2. TMpoBAemOpEVN XPON TOU LATPOTEXVOAOYLKOU TIPOIOVTOC

2.1.MpoPAemodpevn xpnon

« HSuprathel® eivat pia anoppodrioiun, pkpomopwdng pepfpdvn Kot évo 0AAOTIAQCTIKO UTIOKATACTATO
Tou 8€puatog yLo tn Beparneia emMSEPUIKWY KAl SEPUOTIKWY TPOUUATWV.

2.2. Evéeielg

o,

«* To Suprathel® xpnolpomnoleitat yia acBeveig pe embepULIKA KoL SEPUATIKA TpAUUATA, OTIWE EKEOPEG,
OTIOOUEVEG BETELG SWPNTWV LOCXEULATWY SEPUATOC, eykavpata 20u Babuol kabwe Kat eykavuata
20U BaBuoL AVAUELKTA LLE KOUEVEG TTEPLOXES 30U Babuou.

< To Suprathel® xpnotpomnoteital yia acBeveig pe xpovia tpadpata, omws GAEPRLKA Kol apTnPLOKA EAKN,

KaBwg kat Slafntika tpal pota.

2.3. Avtevéeitelc

7

«» To Suprathel® 6ev mpémnel va xpnolpomnoleital o poAuopéva onpeia mAnywv r os cofapd tpaldpata
TIOU alpoppayolV xwpic mpoobetn alpootatikr) Bepareia.

< To Suprathel® 6ev npémnel va ebapoleTal 0 XPOVLEG ENPEG TTANYEG.
3. Mepypadn laTpoTeEXVOAOYIKOU TtPOoiovTog

3.1. Meplypadr Tou LATPOTEXVOAOYLKOU TIPOLOVTOG
Xapaktnplotikd Suprathel®:

e puioxpnong, umokatdoTato S£pUAToC Hiag xprnong

o  cfalPETIKA SLamePATO 0TO 0EUYOVO KOL TOUG USPATUOUG

e amoteAeital and Tpla cUVOETIKA Kal BloamoppodAOLUa CUCTATIKA: AAKTLSL0, avOpaKIKO TPLHEBUAEVLO
KoLl KQPOAQKTOVN

® LN EVOWHOTWHEVEG GAPUOKEUTLKEG OUGLEG, LOTOL I TTapAywya alLaTOog

e Suvatotnta epappoyng os TpaUATA KAl OTLG SU0 TTAEUPEG TOU LATPOTEXVOAOYLKOU TIPOLOVTOG

®  ETTPETEL TNV OMTIKA EKTiUNON TG Stadikaoiog emovAwong Adyw t¢ StadpAveldg Tou PETA TNV emadn
LLE TO TpAUHA

Mey£0On kat oxnua Suprathel®:

o AlatiBetal o SUo maparlayeg pe Stadopetika axn: 50 - 150 um and 180 - 320 um

e guumayn, opBoywvia pUANO oe peyEdn: 5x 5 ex., 9x 10 ek., 18 X 10 k. €wg 18 x 23 K., oYU XEPLOU
KOl LAoKa TTPOCWITOU

e ToSuprathel umopei va komel xelpokivnta and To xprotn o€ AAAQ OXAUATA Kol LEyEDN OMwG amatteital
yia tn BEAtiotn kaAudn Twv pooBePANUEVWY TIEPLOXWV.

3.2. Avadopd oe mponyoUl eV (£6) YevLd (Leg) i TtapaAAayEg, AV UTIAPXOUV, Kat Tteplypadn tnhe Stadopag

Agv LoxLEL
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3.3. Meplypaodn tuxov e€aptnudtwy mou npoopilovtal va xpnotpomnolnBolv os cuvduaoud e To
LATPOTEXVOAOYLKO TIPOLOV

Agv LoxVeL

3.4. Meplypadr Tuxov AAAWV LATPOTEXVOAOYLKWY TIPOIOVTWY KL TIPOIOVTWY ou Tpoopilovtal va
xpnotpomnotnBolv oe GUVSUAGUO LIE TO LATPOTEXVOAOYLKO TTPOLOV

To Suprathel® pmopei va ypnotponotnBei eite povo tou eite oe ocuvbuaopud pe Stadopoug cUUBATIKOUG
eMIEETOUG UE Kol Xwpig Atmapd mpdoBeta. O cuVOUAGCUOG LLE TETOLOUG ETULEETOUG UITOPEL VOL XPNOLLEVOEL YL
va aodpaliosl mepattépw tn HEUBpAvn Kot va arotpéPel tnv e€apOpwon.

4. KivduvolKaL tpoELdoTOoLTELS

4.1. YroAewmopevol Kivduvol Kal averBUNTEG MAPEVEPYELEG

ONe¢ oL avoAUoelg KvSUVOU TIOU TpAyHATOTOLONKAV KATaAyouv o€ Hla amoSekthi avaloyio yevikou
odélouc/kvduvou.

OL tpeLg kivduvol oto medio «un amodektol» avaluBOnkav kat €yvav anodektol, kabwg ta odpEAn uneptepoLV
KAt oAU Twv KvSUVwV. Kat oL Tpelg ouvdeovtal Pe SuvnTKA coBapEG AOLUWEELS, OTWG UTTOSELKVUETAL OTNV
napovoa SSCP otnv evotnta avtevdeifelg kal mpoeldomolnoelg Kat mpoduddatelg. Qotdéoo, n mbavotnta
eudaviong cuveEsTal eite pe BEpata OTELPOTNTAG TTOU €€ OPLOUOU UIMOPOUV VA EUGAVIOTOUV HE L0l OPLOUEVN
mbavotnta, £ite pe pLo emikivbuvn katdotacn mou Sev €xel eudavioTeL TOTE 6TO GUVOAO TOU LOTOPLKOU TNG
OLKOYEVELOC TOU TIPOLOVTOG yLa TteEpLocOTEPQ Ao 20 xpovia.

OL amodektol umoAsltopevol kivbuvol Tapéxovtal otoug Xpnoteg ot 06nyieg Xpriong. OL avtiotolxeg
TpoeLlSomoloelg Kot TPODUAALELG TTOU TIPOKUTITOUV AMO TOUG amoSEKTOUG EVOTOMEVOVTEG KLVEUVOUG
napatifevral mopaKkdTw.

4.2. Mpoeldonolnoelg Kat TPodUAAEELG
< Mnv epapuolete Eva mpoiov, OTou UMopel va Unv eivat e€aodallopévn n otelpotnTa KABWG
aUTO PUropel va 08nynoet g coPBapEg AOLHWEELC.

R/
0.0

To TMEPLEXOUEVO ELVOL ATTOOTELPWEVO EKTOG EAV N OTE(PA CUOKeUAGLA €XEL UTIOOTEL {NLAL.

X3

*

Y€ nepintwon {NULAG oTn cuoKevaoia, N oTeELPATNTA TOU TIPolovTog Sev . e€aodaliletal.

R/
0.0

OXPNOLULOTIONTO TIEPLEXOMEVO TWV AVOLYUEVWV N
KATEOTPOUUEVWY OTIOCTELPWUEVWY CUCKEUOOLWV TIPETTIEL VO ATIOPPIMTETAL.

X3

*

R/
0.0

Mnv enavoXPNOLULOTIOLELTE KAl NV OTTOOTELPWVETE Eavd. EAv To mpoildv woTtooo
enavaxpnolponolnBel, auto unopei va 0dnynoeL oe aAAolwaon TwV XOPAKTNPLOTIKWY anodocng Tou
TPOLOVTOC (UELWHEVN SLATIEPATOTNTA, EAACTIKOTNTA, LKOVOTNTA IPOGKOAANGNG KaBwE Kot
OTELPOTNTA).

% TEtoleg aAAaYEG OTLC LBLOTNTEG TOU UALKOU UTTOPEL e TN OELpd Toug va 0dnynoouv os BAGBeG otn
Bepancia, OMwG avenapkr) EMOUAWON TANYWV KABWE Kal AOLUWEELG. & EPIMTWON YVWOTWVY
aAAEPYLWV O€ CLUOTATIKA Tou Suprathel®, n pepPpavn Sev mpémnel va ebpapuoletal.
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% To Suprathel® npénel va adalpebel apéowd edv umtdpyxouv onuadia aAAEpYIKWY avTLEpACEWVY OTO
UALKO. To Suprathel® nmpémel va adalpeitol 0 TEPUTTWOELG EVTOVOU TIOVOU 1} CUCCWPEUGCNG
€KKplogwv TpapaTogG.

s HkdAudn tou avénadpou Séppatog unopel va odnyrnoet og StaBpoxn tou SEpuatog kat Ba mpéneL va

anodelyetal.

4.3. AN\EG OXETLKEG TITUXEG TNG A0DAAELAG, CUUTIEPIAAUPBAVOUEVNG LG CUVOPNG OTIOLAGOHTIOTE ETLTOTILOG
SLopOwTikn ¢ evépyelag achaietag (Emtomnia StopbwTikn evépyela aohaletag (FSCA)
oupuneplapBavopévng tng Evnuepwtikig EmiotoAng Etdomoinong Aodpaleiag (FSN)) katd mepintwon

Agv oxLEL

5. ZOvouyn tn¢ KAWKAG a&LoAdynaong Kat tne¢ KAWVLKNAG TapakoAovOnong HETa tn diabeaon
otnv ayopd (PMCF)

5.1. MepiAndn kKAwvikwy dedopévwy mou oxetilovtal e L0oSUVAUN CUOKEUN

Agv LoxLEL

5.2. YUvodn KAwiKwv dedopévwy amod SlevepynBeiosg £peuVEC TOU LATPOTEXVOAOYLKOU TIPOLOVTOG TIPLV altd T
onuaven CE

Eykavpata 2o0v Babuouv
Z0pd. pe to MDCG KOlL OXLOMEVA ONUEia

2019-9 HooxeUpaTOG 6€ppartog Xpovia tpavpara

(SSDS)

Tavtétnta TG

épeuvac/pelétng: Eav | DE/CA37/1540/KP-1 DE/CA37/PolyMedics/KP-1
ekTeAeiTOL oUPDWVA pE

TG O6nyieg Mn 6laBéoiun oto Mn Sta@€oun oto EUDAMED
latpoTEXVOAOYIKWV EUDAMED

Mpoiovtwy f to MDR,
TOTE KatoxwploTe To
avayvwplotiko CIV i)
TO povadiko aplOuo
TOUTOTNTAG.
MpocBéote
AEMTOUEPELEG
avadopdg os
TEPLMTWON TOU N
KAWLKNA €peuva elval
SlaBgaoiun oto
Eudamed.
Tavtoétnta TOU Suprathel® Suprathel®
LLTPOTEXVOAOYLKOU
tpoiovtog
cupnepAopBavouévou
omnoloudnnote aplBpou
povtéAou/ékboaong
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MNpoBAenopevn xprion
TOU LOTPOTEXVOAOYLIKOU
TPOLOVTOG OTNV €pEUVa

Oepareia oyloUEVWV
SEPUATIKWY LOGYEUUATWY
KOl EyKAUUATWY deVTEPOU
BaBuou

Tormukn Oepamneia tou OAePikol EAkoUg

ZTOXOL TNG MEAETNG

O o106 TNG LEAETNG TV
va e€eTaOTEL £QV TO
Suprathel® eival avwtepo
oo TG KOOLEpWEVEG
Sladikaoieg yla oxlopéva
onueio pooxevaTog
Sépuartog kat eykavpata
ooov adopd tn
cuumEPLDOPA ATTEVAVTL
otov ovo.

ZTOX0G TNG LEAETNG TAV N LETPNON TNG EMISPAONG

tou Suprathel® otnv neploxrn tou TPAUATOG
(kUpLOG OTOXOC), O TOVOG TOU TPAUKATOG, N
dAeypovwdng dpactnpldtnta Tou S€pUAToC, N
£TLPAVELA TOU TPAUHATOC KOL TO EKKPLLOTA
TPalUATOG

IXeSLLOUOG HeEAETNG:
TUXQLOTIOLNEVN
g\eyxopevn dokiun,
AGAAN TAOTIKA UEAETN,
BpayxumpoBeopn
MEAETN OKOTILUOTNTAG,
AaAAa, KaL n dlapkeLa
TNG TPOOTITIKAG

napakoAouOnaong,
TUXQLOTIOLNMEVNG KALVLKAG
UeAETNC U0 KEVTPWVY

Noookopeiwv
Marienhospital
(Xtoutyapdn) kot Tou
Surgical Hospital Berlin
pe tov Kab. K.-K. Dittel wg
tov KUplo Epsuvnti

T(POOTITLKN, TTOAUKEVTPLKN LEAETN

‘E€L VOOOKOMELOKA TN LATO OTIO TECOEPQ
voookopeia evéypalav 22 acBeveig

n Stapkela tng Bepameiog neplopiotnke otig 24
eBSopuadeg

MNpwtevov (vta) Kat
Seutepeliov (vta)
TeAKO () onueio(a)

TEALKA onpela PEAETNG:
1. Noévog,

2. Xpovog emouAwong,
OUXVOTNTA TOTILKWV
YEYOVOTWYV, ToLotnTa
OUAWV

TEALKA onpela PeEAETNG:

1. NepLoxn Tpal LOTOG

2. Movog, pAeypovwdng Spactnplotnta (6€pua,
emudpavela TPalLATOC), EKKPLUOTA TPAUHATOG,
QVIXVEUON TIOPEVEPYELWY

Kputipla
évtaéng/anokAelopol
yla Thv emloyn
UTTOKELUEVOU

Ta kpLtrpla évragng:

- AoBeveic nAikiag 18
ETWV KoL AVw, OL
oroiol sival o B¢on
va Swoouv T
ouyKataBeor] Toug
KQL YLO. TOUG OTOLoUG

- elvatamapaitntn n
adaipson
Sepuatikov
LLOOXEVULATOG
LEPLKOU TIAXOUG
TIOAAQTIAEG
adalpéoelg
Sepuatikov
LOOXEVULATOG
LEPLKOU TIAXOUG UE
OKOTIO €VOG
HOOXEV LOTOC
S6épuarog. To
e\ayLoto péyebog

Ta kpLtrpla €vragng:
- 'Eyypodn tekunpiwon cuykotdbeong
- Evtomopog tou Tpalpatog LoKpLd armd thv
AapBpwaon tou yovatog
- HAwio Tou tpadpatog TouAdylotov 3 punvwy
- Méylotn emudavela Tpavuatog 25 TeTp.eK
- (Ewalopevn) dlaBeouotnTa KoTd TV
e€aunvn neplodo cUPUETOXNG 0Tn MEeAETN
KpLtripla amokAelopoU:
- Kdatww twv 18 etwv
- EykupooUvn Kal pn omOKAELOUOG
EYKUHOOUVNG

- Kivduvog eykupoolvng Katd thv oAokARpwaon

NG HeAETNg
- 'Evta&n otn peAétn (yla yuvaikeg, aduvapuia
TANPWONG TOUAGXLOTOV EVOG €K TWV

- akolouBwv kpltnpiwv: Evapén eppnvonauong

TIEPLOCOTEPO ATIO 2 XPOVLa TIPLY,

- UETEUUNVOTIAUGCLOKI OTELPWGN, XELPOUPYIKN)
otelpwaon, 6éopeuon yla avttoLAANYN Kata
™ SLApKELD TNG
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oAGKAnpou Tou
onueiov adaipeong
oxLopévou SEpuatog
Sev MpéEMeL va gival
HiKpSTEPO amo 8 x 10
EK.

ToUuAdyLoTov pia
OGUVEXOUEVN TtEPLOXN
r 600 avtioTolxeg
TEPLOXEG SelveL Eva
€ykaupa 2o0u Babuov
o€ €va oUVOAO
TouAdyLotov 1,5%
™G emipAveLag Tou
oWUATOC.

Kpltriplo amokAelopoU:
l'eviKa KpLTrApLa
OTTOKAELOMOU

Eykupocuvn.

HAwla kaTw twv 18
ETWV KAl Avw Twv 80
ETWV.

EykaUpata mou ivat
1600 coPapd ou
TPETTEL VAl YiVEL
TEXVNTH ovarvor Kot
EMOUEVWG SV elval
duvatn n cuvaiveon
otn MEAETN.
Eykavpatoa pe ABSI
peyalutepo amo 10,
eneldn og avtoug
TouG aoBeveig n
{wtikn amelln eival
600 UPNAA TIOU N
Sle€aywyn pHiag
MEAETNG bev dalveTal
Sikatoloynpévn.

Kpttriplol amokAelopoU
LaTPLKOU LOTOPLKOU

Anaitnon
alokaBbapaong.
Kapdiakn
avenapkela NYHA 3
1 HeyaAUTEpD.
XnueloBeparneia oe
€€EALEN.

AlatoapoayEg mnéng
Tou aipartog (taxeia

AvTtiIoUANPNG KOTA TNV EVOWUATWON TNG
UEAETNC e OPUOVEG, OTILPAA i
Addpaypo/mpodUNAKTIKO+CTIEPUATOKTOVO)4S.
Meplodog BnAacuol

AVLIKOVOTNTA 1) QVIKOVOTNTO oUVaiveang (TT.X.
avola)

Empéleta (e SikaoTikn 1 emionun anodaon)
1 (mou €xeL n6n mpaypatomnolnBei i €xet
gekvnoel)

SLoplopdg kndepdva (o €xeL 6N
nipaypatonolnBel f £xeL ekvnoel)

ZoBapr) YEVIKA a0BEVELD TTOU ATALTEL EVTATLKN
Bepaneia

MARpng akwnola

KakonOng dykog mou xpetdletal Osparmneia f
Sev avtipetwriletal Ospameutika

Tp€xouoa avooOKATAOTAATIKA 1
XnNueloBepamnesutiky Bepansia

Kapbiakn avendpketa NYHA 3 i unAotepo
Kal olénpa moSLwv ou oxeTIeTAL PE TNV
KapdLa

YoBapr NTATLKr VOOOG |LE ETUMTWOELG OTOV
0pYQAVLOUO

avatpon cakyopwdouc dtafrtn (HbA1c
>10%)

AnomAnéia Toug teheutaioug 6 UNVeg

Nooocg e€dptnong mou emnpealel Ta
E0WTEPLKA Opyava (e€aipeon:

Katdypnon vikotivng)

Mapoucia Touldxlotov 1 €Akoug peyaAltepou
amnd 25 TeTp. £K.

DAeBLKN N PTNPLAKA AYYELAKT) VOOOG TIOU
XPELALETAL XELPOUPYLKN eMEUBaon (3 HAVEC
UETA

elvat duvatn n évtaén otn PeAETn)
Tautoyxpovn ev Tw Badel Aolpwen, WSlaitepa
LE T(POGBOAY TwV 00TWV

(dAeyuovn, Aepdayyelitida, ooteopuelitida)
KukAtkd €Akn (ta Aeyopeva €AKn KvAUng)

H ouotnuatikr avtBlotikr Oeparmneia Eekivnoe
1 €ekivnoe tig teheutaieg 4 eBSOUASEG Ye pLa
mubavn

avtBlotikr Beparmeia e umoTIBEEVN
Slapkela =7 nUeEPWV.

Avtévbelln yla to Suprathel® (Slaitepa
HoAuopéva ) Bapld atlpoppayolvta
TpavpaTa).

TpaU M)

AVQEVOUEVN N CUUUOPIWON
(cupmep\apBavopévng TG YWWOTHG Xpriong
VOPKWTIKWV)
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TN HOVIHA KATW
amno 50).

Tomukd kpttrpla
QTTOKAELOOU
Ta gykavpota oTLg
TEPLOXEG Oev Ba
ocuumnepiAndBolyv otn
UeAETn:

- Npdéowro,

- Aawpog,

- MoaAdpeg Twv XepLwv,

- Tevvnuika opyava,

- T\outol, kat

- NéApata modtwv.

Aeutepelovta KpLTipla
OTTOKAELOHOU

- 0&ug kivdbuvog yla tn
{wn ou gudaviletal
KATA TN SLApKeLa TNG
Bepaneiag,

- 0OPapEG YEVIKEG
AolpweeLc,

- TPOPANUa
VOPKWTIKWV TIou SV
avayvwpiletal
npwTtioTwg
(katdotaon
napaAnprAuaTog).

- Tautoxpovn cUpPETOX 0 GAAN KALVIKN
Sokuun pe umapxouoa acdallotiky KGAuyn.

ApLOpdg
EYYEYPOHUUEVWV
ATOUWV,
cupumnepA\apBavopévwy
€QV LOYVEL OE
SladopeTIkA OKEAN
Bepaneiog

600 opddwv. 22 acBeveic
gyypadnkav otnv Ouada A
(KaAuvn &€ppatog ota
gykavparta S1: Zxopéva
SepuaTIka pooxeLaTA)
Kol 24 acBeveig
gyypadnkav otnv Ouada B
(KaAuvn &€ppatog ota
gykavparto S2: Kalupn
EYKOUPATWY SeVTEPOU
BaBuov).

22 aoBeveig o oXeSLACUO KOOPTNG LLE Amouoia
ouadog eAéyxou

MANBUGHOG peNéTNG:
KUpLa Baotka
XOPOKTNPLOTIKA KAOE
opadag peAétng,
cupnepAapuBavopuévou
tou VAoV KaL TNG
nAwiag twv
EYVEYPAUUEVWV
QTOUWV

Opada A: 22 acBeveic[18
avépeg, 4 yuvaikeg, Péon
nAwia 39,6 €tn (eUpog 18-
64 £1n)]

Opada B: 24 acBeveig [20
avépeg, 4 yuvaikeg, Héon
nAtkia 40,5 €tn (evpog 19-
64 £€tn)]

Ot aoBeveig ntav 73 (£10) etwv, to 73% yuvaikeg
Kal 6Aol Emacyav ano GAeBLKO EAKOG, TO omolo
ETEMUEVE KOTA TNV eyypadn yla 12 (x6) Uveg Katd
UEoO OpOo

MNepiAnyn pedodwv
MEAETNG

Movocg tpavpatog: OmTikA
Avaloyikn KAipaka (VAS)

‘Epguva TnG EPLOXNG TOU TPAUMATOG: YITOAOYLOUOG

eupadol (unkog emi MAATOG O€ TETP. €K.)
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Xpbvog emovAwong:
Xpdvog mAnpoug
embnAlomnoinong.
Nowéelg: Emyplopata
(Sraotipata TpLwv
NUEPWV)

OpLopOg TG eEmoUAwong: MARPNG emBnAtomnoinon
Mévog tpavpartog: Omtikr Avaloyikn KAipakao
(VAS):

NepiAnyn Twv
OQUMOTEAECUATWV: TUXOV
KAWKA od€An, Tuxov
QVEMLOUMNTEG
TLOLPEVEPYELEG I
OVETILOUUNTEG
TLOPEVEPYELEG KL N
OUXVOTNTA TOUG OE
oX€on LE To Xpovo,
TuXOV amoteAéopata
0€ HOoKpOoTPOBeca
od£An | Kwwduvoug,
yla mopadetypa
TOo00TA eMLBiwoNg
endutelpaTog o 51
10 xpovia kau/n
CWPEUTIKN Epmelpia og
ooBeveig-£tn. Oa
TIPETIEL VA TTAPEXETAL
pio 8RAwon
TocooTLaiog
oAokApwong tng
napakoAovOnong.
MpocBéote pla
onueiwon v n
MeAETN eiva akOpun og
€€€NEN yLa
HOKPOTIPOOECN
napakoAovOnon.

AvadopLkd pe TO KpLTHpLO
TOU TIPWTEVOVTOG GTOXOU,
CUYKEVTpWONKaV
OTOTLOTLKA ONOVTIKEG
amobeifelc otL, otV
neplntwon onuelwv
OXLOUEVWY SEPUATLIKWV
pHooxeupatwy [Ouada A,
opada Suprathel®: n péon
BaBuoAoyia mévou 10
nuepwv Atav 0,92,
(6tapeoog: 1.0, ebpog 0,2-
1,8), opada Jelonet®: n
péon Babuoloyia movou
10 nuepwv frav 2,1
(6tapeoog 2,8, epog 0,4-
3,0, p=0,0002], t0
Suprathel® pewwvel Tov
mdvo og cLYKPLON LLE TN
xpron yadag mapadivng
KoL emtiong OtL otV
TepMTWOon eyKAUUATWY
20u Babuou [Opada B,
Opada Suprathel®: n péon
BaBuoAoyia oévou 10
nuepwv Atav 1,0
(6tapeoog: 0,9, evpog: 0,2-
1,8), Opada Omiderm®: n
péon Babuoloyia movou
10 nuepwv rAtav 1,59
(6tapeoog 1,0, ebpog 0,6-
2,5), p=0,0072], umtapxet
peiwon Tou mévou og
olyKpLOoN LLE TN Xpron Tou
Omiderm®. Agv
TEKUNPLWONKE OTOTLOTLKA
onuavtikny BeAtiwon oe
OX€0N LLE TO XPOVO
enovAwong [p= 0,5 (A+B).
Opada A: mAnpng
enavembnAlonoinon peta
amno pa péon meplodo 10,5
nuepwv (6tapecog: 10,5,
€UPOG: 6-14) otnv opada
Suprathel® kal peta anod
nepiodo 10,85 nuepwv

210 TEAOG TNG LEAETNG, MEY. LETA a0 24
£BSoUASES, 0TO 73% TWV MEPLTTWOEWYV TO EAKOG
£MOUVAWONKE TTANPWC, 0 OAEG TIC TIEPLITTWOELC TIOU
TIAPEUELVAY OTO TIPWTOKOAAO TO péyeBog Tou
TPalUATOC ATAV UKPOTEPO. To péoo péyebog
TPAUUOTOG cUPPLKVWONKE amd 7,5 tetp. K. (£7,3
Slapeoog 4,0) oe 1,0 tetp. £K. (£2,2 diauecog 0,0)
(p<0,001) otnv avalucon avd npwtokoAho. O movog
TOU TPAUHATOG TIOU UETPHONKE XPNOLLOTIOLWVTAG
pia omttikn avaloyikn kAipaka (VAS) BeAtiwOnke
amnd 2,5 (£2,4, péy. 8) o 0,1 (x0,3, péy. 1)
(p=0,002) pe to Suprathel®. Onotadnmote
dAeypovwdng dpaoctnpldtnta mapatnpnonke oto
66,7% TWV TPAUPATWVY oTNV apXh TG SOKLUAG,
MOVO TO 6,7% MapEUELVE OTO TEAKO Onpelo
(p=0,004). 2to 100% TWV MEPUTTWOEWY O
TaApATNPNTAG EKPLVE TNV EMLDAVELQ TOU TPOULATOG
LKOVOTIOLNTLKNA UETA TO 66,7% otnVv €vapén tng
Sokwung (p=0,1). Aev BpéBnke €kkplon oto 73,3%
TWV MEPLUTTWOEWV O oUyKplon pe 20,0% otnv
apxn (p=0,02).
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(6tapeoog: 11, evpog 6-
14); Opada B: mAnpng
enaveniOnAlonoinon Letd
amnd pa péon nepiodo 10,2
nuepwv (dtapecog: 10,0,
€upog 10-16) otnv opada
Suprathel® kat peta anod
niepiodo 10,3 nuepwv
(6tapeoog: 10,0, evpog 6-
16) otnv opada
Omiderm®].

Tuxov neplopilopoi tng | Aev avadépbnkav Aev avadépbnkav
MEAETNG, OmwG LPNAN
anwAELa
napakoAouBnong,
ruBavol

TIAPAYoVTeG oUYXUONG
TOU prmopei va
oudLopntricouy ta
amoteAéopara.
Omnotadnmote Aev avadépbnkav Aev avadépbnkav
OVEMIAPKELOL CUOKEUNG
KOl TUXOV
OLVTLKOTOALOTAOELG
LOTPOTEXVOAOYLKWV
POIOVTWV TTOU
oxetilovral pe TNV
aoddAela f/kaL thv
anddoon Katd T
SLApKELA TNG LEAETNG.

‘Evéel€n: uikpég meploxeg 3ou Babuou
H Eykplon Paociotnke oe po. culhoyr £EL TePUMTWOLOAOYIKWY HeAetwv omd to Noocokoueio

Marienhospital (Ztoutydpdn) mou mpaypatonotibnkav amnoé tov Ap. Uhlig. H ékBeon muotomnolel pla
Betikn oxéon Kwwduvou/odpéloug yla toug acBeveig, kabwc: H apeon emoVAwaon eivat duvatr xwpic
LETapOOXEUON. Emiong, ol emavapeTapooxeVoeLS elvat SuvaTo va mpaypatonotnfolv e CTOXEUUEVO
TPOTIO XPNOLLOTIOLWVTAG ALlyOTEPO OXLOMEVO S€pua. Kal ta KaAUtepa aloBnTikd anoteAéopata ivatl
npodavr kabocov pnopei va anodpeuxBel n «umeppdoxeUCN».

5.3. Zuvoyn kKAwikwv dedopévwy amno AaAAeg nyEG (6nuoaoteupévn BLBAloypadia)

Tal o GNUOVTLIKA guprata Tou poadlopilovral wg KAWVIKA odEAN eivat:
e EUkoAn xprion,
e Inuovtikn avakoldLon Ao Tov movo,
e Ayotepa mavacinova,
e  AlyOTEPO KOOTOG KL TIPpooTtABeLa yia aAayEG eEMLEEGOU,
®  UELWUEVN SLOPKELA TTOPAOVIC OTO VOGOKOUELO,
e ypnyopn (taxeia) Stadikacia emovAwaong,

o BeAtwuévn emiBnAlomnoinon (LotoAoyikn €pguva),
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e  koAn ektipnon ouAng (amoteAéopata VSS/POSAS),

e  Alyotepo 0EELSWTLKO OTPEG,

®  LELWUEVEG TIPO-PAEYUOVWEELG KUTOKIVEG

e au&nuévn ékdpacn TEAOUEPAONG

e  XAUNAOTEPO MOCOOTA HAKPOTPOBECUNG EMavenéuBacng, Omwe n aneAevBépwan clomacng OUAWY

5.4. Yuvohkn mepiAnn TNS KAWLKAG eMiSoong Kal aodhAaleLag

KAwikr emtidoon

Ta KUpla KAWLKA odpEAn amd tnv edapuoyr Tou LATPOTEXVOAOYLKOU Tipoiovtog Suprathel® pe Baon tnv
TPEXOULOQ ETMLOTNHOVLIKA yvwon cuvoyilovtat otov akoAouBo mivoka:

c T 7
IoXUPLOpOL TPOTAVTOC anté Ty PMI EuPnp.ata MeAétng ’rtou oxeti{ovtal HE TNV
enidoon tnG GUCKEUNG

EUKOAN &ro€ ebappoyn kat afloAdynon EUKOAN edappoyn TNG CUCKEUNS

INUOVTIKY avakoudlon amno Tov novo

ZNUOVTLIKA avakoudLlon amnod Tov movo i , ,
nu n el Anattovvrat Ayotepa nauaoinova

ALyOTEPO KOOTOG KOl TIPOOTIAOELa yia aAAAYES
erubEéopou

ALyOTEPO KOOTOG AOYyW TNG AMALTOUEVNG ALYOTEPNG
DUPUOKEUTIKAG AyWwYNG yLa TOV TIOVO

Melwpévn SLApKeLa TaPaOVG Tou acBevolg oto
VOOOKOUELD

I'priyopn (taxeia) Stadikacia emovAwong
BeAtlwpévn embnAlomnoinon

XaunAotepo kootog Beparmneiog

Fpriyopn Stadikacio emolAwong

BeAtiwpévn embnAlomnoinon

E ¢ ) e , , ,
EALPETIKA aLoONTIKA amoteAéopaTa Ko extiunon ourc

ALyOTEPO OEELSWTLKO OTPEG

Metwpévn GAeyHovOSHS avtidpaon Melwpeveg tpo-dAeyLOVWEELG KUTOKIVEG
Auénuévn ékdpaon telopepdong

MEeLWUEVO TTOCOOTO UETAUOOXEVOEWY MelwuEvn avaykn yLo LETAPOCXEUCN

XOUNAOTEPO TOGOOTA AKPOTIPOBEGUNG

MELWUEVN aVAYKN VL0 XELPOUPYIKEG EMEUPACEL] | EMaVEMEUBacNG, OTwg N ameAeuBépwan cuomaong
aroKATAoTAoNG oUAwV

AyOtepeg eMEUPACELG AMOKATACTOONG

Mewwpévn Stdpkela voonAeiag Mewwpévn Sapkela voonAeiog

* BLBAoypaia/avapopéc napatidevral oto téAog tou SSCP

KAwikn aodalela

‘Ocov adopa tnv acPAAeld TOU LATPOTEXVOAOYLIKOU TPOIOVTOC, KOplo oo TG SNUOCLEUUEVEG UeNETeg Sev
aveédepe MPOoBeTOUC KLWWOUVOUG, yla apddelypa AOYw oauENUEVWY TOCOOTWV HMOAUVONG 1 aANEPYLKWV

avtiSpacewy.
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Agv €xouv oTE avadepbel avermBUUNTEG eVEPYELEG R avemBUUNTEG mapevEpPYELeG. EmmAéov, Sev uTtipEav oTé
TlopATtova TEAATWV avapopLkd Le TNV KAWIKA achAAeLa Twv aoBevwy fi OTIOU EMNPEACTNKAY OL KABOPLOUEVEG
npodlaypad£g Kat n moldTnTo ToU MPolovTog.

5.5. JUVEXNC 1 TPOYPAUUATIOUEVN KALWVIKY TtapakoAoUBOnaon Uetd tn §tabeon otnv ayopd

la TN ouvexn mapakoAouBnon tg achaAelag kat Tng emidoong Tou mpoidvrog, n KAwikr AfLloAdynon Tou
LatpotexvoAoyLkoU Tipoidvtog Suprathel® evnuepwveTaL TOKTIKA Le Tipoadata armokTnOévta KAWVIKA
Sedopéva kab' 6An tn Slapketa Tou KUKAOU {wrG TOU LATPOTEXVOAOYLKOU TTPOIOVTOG. AdYW TNG LOKPOXPOVLOG
eumeLpiag Tou mpoiovtog, Sev amattouvtal peAéteg PMCF yia tn Snpoupyla mepaltépw amodeKTIKWY
otolxelwv aodalelog Kat emidoong.

6. MOAvEC ALaYVWOTIKEG I} OEPATEVTIKECG EVAAAAKTIKEG AVGELG

MBavég evalhakTikeég emAoyEg Bepameiag yla tig mpoavadepOeioeg evbeitelg:

e aonuévia kpépa oouAdadialivng

e mopadoolakol emideopol TANywv (6nwg emideopol pe yala)

o emibeopol uSPoKoANOELSOUC, AAYLVIKAG, USPOYEANG LeUBpAavn ToAuoupeBAvNG Kat adpou,
o emibeopol VAAOV ETUKAAUMUEVOL PE GLALKOVN,

o  eMiSEOUOL TPAUUATWVY HE OVTLULKPOPLAKES LOLOTNTEC

7. TMpotewopevo mpodiA Kal ekmaidevuon yia Toug XpRoteg

H xprion Tou LatpoteXxVoAoylkoU TPOIOVTOG TEPLOPIIETOL LOVO OE EMAYYEAUOTIEG TOU TOMEX UYELOVOLKNG
niepiBaAPng. Ou Stadikaoieg edpapuoyic kat peténetta ppoviidag meplypadovtal ot Odnyiec Xpriong mou
ouUVOSeVOUV TO LATPOTEXVOAOYLKO TIPOLIOV KOl SEV amalTouVTaL TTPOOBETEG EKTTALSEVTELG XPrOTN TIPOKELEVOU VOl
elvat duvarn n opbn edapuoyr tou Suprathel®.

To mpotewvopevo podil acBevolg mephappavel acBeveic evidg Twy mpoavadepopevwy eVOeifewv. EKTOC amd
aoBeveic mou Tapouctdlouv CUUTTTWHATO TIoU avadépovtal ot ovievdeifelg | yvwotég alAepyieg ota
€€apTAMATA TOU LOTPOTEXVOAOYLKOU TpoidvTog, Sev UTIAPYOUV Teploplopol otn xpron tou Suprathel® A
omolwvdnmote AAAwWV KpLtnpiwv emloyng acbevwv.

8. loxveLavadopa oe TUXOV (eEvappoviopéva) mpotuma Kat CS

Evapuovicpéva Mpotuna ZUvtoun neplypadr

Common specifications Non available for the product

DIN EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory

purposes
DIN EN 62366-1 Mec.ilcal devices - Part 1: Application of usability engineering to medical
devices
DIN EN ISO 14971 Medical devices — Application of risk management to medical devices

Clinical Investigation of Medical Devices for Human Subjects - Good Clinical

DIN EN ISO 14155 .
Practice
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Biological evaluation of medical devices - Part 1: Evaluation and testing within
a risk management system

Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

DIN EN ISO 10993-1

DIN EN ISO 10993-3

DIN EN ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices — Part 6: Tests for local effects after
implantation
Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization

DIN EN ISO 10993-6

DIN EN ISO 10993-10

DIN EN ISO 10993-11 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

Biological evaluation of medical devices - Part 12: Sample preparation and

DIN EN 1SO 10993-12 reference materials

Sterilization of medical devices - Requirements for the estimation of population

DIN EN IS0 11737-1 of microorganisms on a product

Sterilization of medical devices - Microbiological methods - Part 2: Tests of
DIN EN ISO 11737-2 sterility performed in the definition, validation and maintenance of a
sterilization process

Sterilization of health care products - Radiation - Part 1: Requirements for
DIN EN ISO 11137-1 development, validation and routine control of a sterilization process for
medical devices

Sterilization of Health Care Products - Radiation - Part 2: Establishing The
Sterilization Dose

DIN EN ISO 11137-2

Sterilization of medical devices - Requirements for medical devices to be
DIN EN 556-1 designated "STERILE" - Part 1: Requirements for terminally sterilized medical
devices

Packaging for terminally sterilized medical devices - Part 1: Requirements for

DIN EN IS0 11607-1 materials, sterile barrier systems and packaging systems

Packaging for terminally sterilized medical devices - Part 2: Validation

DIN EN IS0 11607-2 requirements for forming, sealing and assembly processes

DIN EN ISO 20417 Medical devices — Information to be supplied by the manufacturer

Medical Devices - Symbols To Be Used With Medical Device Labels, Labelling

DIN EN ISO 15223-1 And Information To Be Supplied - Part 1: General Requirements

Packaging for terminally sterilized medical devices - Part 2: Sterilization wrap -

DIN EN 868-2 Requirements and test methods

Packaging for terminally sterilized medical devices - Part 5: Sealable pouches
DIN EN 868-5 and reels of porous materials and plastic film construction - Requirements and
test methods

Cleanrooms and associated controlled environments -- Biocontamination

DIN EN IS0 14698-1 control -- Part 1: General principles and methods

Cleanrooms and associated controlled environments -- Biocontamination

DIN EN 1S0 14698-2 control -- Part 2: Evaluation and interpretation of biocontamination data

Partial Simulation Performance Tests - Packaged Products 150 b (68 kg) or

ISTA 2a Less

USP <151> Pyrogen Study

Standard Test Method for Determining Integrity of Seals for Flexible Packaging

ASTM F1886/F1886M by Visual Inspection

ASTM F88/F88M Standard Test Method for Seal Strength of Flexible Barrier Materials

ASTM F Standard Test Method for Detecting Leaks in Nonporous Packaging or Flexible
3039 Barrier Materials by Dye Penetration

Common specifications Non available for the product
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Medical devices - Quality management systems - Requirements for regulatory

DIN EN ISO 13485 pUrpOSes

Medical devices - Part 1: Application of usability engineering to medical

DIN EN 62366-1 devices

DIN EN ISO 14971 Medical devices — Application of risk management to medical devices

Clinical Investigation of Medical Devices for Human Subjects - Good Clinical

DIN EN ISO 14155 Practice

Biological evaluation of medical devices - Part 1: Evaluation and testing within

DIN EN IS0 10993-1 a risk management system
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community-based patient cohort. Diabet Med, 19, 377-84.

Albertsson, A., Eklund, M. (1995). Influence of Molecular Structure on the degradation mechanism of
Degradable Polymers: In Vitro Degradation of Poly(Trimethylene Carbonate, Poly(Trimethylene
Carbonat-co-Caprolactone), and Poly(Adipic Anhydride). J Applied Polymer Sci 57, 87-103.

Ali, S. A., Zhong, S. P., Doherty, P. J. & Williams, D. F. (1993). Mechanisms of polymer degradation in
implantable devices. |. Poly(caprolactone). Biomaterials, 14, 648-56.

Apelgvist, J., Bakker, K., Van Houtum, W. H., Nabuurs-Franssen, M. H. & Schaper, N. C. (2000).
International consensus and practical guidelines on the management and the prevention of the
diabetic foot. International Working Group on the Diabetic Foot. Diabetes Metab Res Rev, 16 Suppl
1, S84-92.

Baartmans, M. G., Dokter, J., Den Hollander, J. C., Kroon, A. A. & Oranje, A. P. (2011). Use of skin
substitute dressings in the treatment of staphylococcal scalded skin syndrome in neonates and
young infants. Neonatology, 100, 9-13.

Barbachowska A, Korzeniowski T, Surowiecka A, Tomaka P, Bugaj-Tobiasz M, taczyk M, Gérecka Z,
Chrapusta A, Struzyna J. The Effectiveness of an Alloplastic Epidermal Substitute in the Treatment
of Burn Wounds in Children: A Comparative Clinical Study of Skin Substitutes and Silver and
Paraffin Gauze Dressings.J Clin Med. 2024 Nov 28;13(23):7238.

Blome-Eberwein, S.A., Amani, H., Lozano, D.D., Gogal, C., Boorse, D., Pagella, P. Burns. A bio-
degradable synthetic membrane to treat superficial and deep second degree burn wounds in
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10. lotopké avafewpnocwv

ApLOpadg Huepounvia | ANayr) neptypadng AvaOeswpnon
€kdoong €kdoong EMUKUPWHEVN OO TOV
SSCP Kowomnownpévo Mopéa
06 14.02.2023 Movo cuvtaktikr aAAayn: AOyw Tou eEALPETIKA Nou
uPnAol KOOTOUG UETADPAONG OTLG 24 €BVIKEG M®Oooa EMKUPWONC:
YAwooeg tng EE, n NXAKE StatunwOnke 1o
OGUVOTTTLKA. Mo TopASeLly L, EKTETAUEVQL O ox
OTIOOTIACLOTO KELUEVOU ETATPATINKAY OE
KOUKKIOEG K.ATL.
07 01.04.2024 Inuovtikn oAAayn: AOyw TG emionung aAlayng Noit
™¢ SteBuvong ToU KATAOKEUOTH M@ooA EMKUPWONC:
(ueTeykatdotaon tng £6pag tng eTatpelag oto
Kirchheim unter Teck), n 8tetBuvaon tou 7
) ; ) I Ox
KOTOOKELAOTH EVNUEPWONKE emiong otnv MXAKE.
08 22.07.2024 InUovTKr oAAayr): ZTo MAQLCLO TWV ETHOLWV Now
EVNUEPWOEWVY TNG £kBeonC tng KMMAA Kat Tng MWooa EMKUPWONC:
EKA, n NXAKE evhuepwOnke eniong avaAdywe. H
EKA otnv kedpaAida evnuepwOnke KoL mpootednke O ox
o pépog Il yia acBeveig i un €l8koug.
09 28.02.2025 Inuavtikr aAayr: Evnuépwan UETA TIG ETHOLES X Nat
Spaotnplotnteg KMMAA: NpdcBetol Lloxuplopol M®ooa EMKUPWONC:
OXETLKA LIE TO TIPOLOV
(«MeLwpévn avaykn yLa XELPOUPYLKEG EMEUBATELG O ox
amokataotacng» Kat «Melwuévn Stapketa
voonAeiag acBevwv»)
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MepiAnwn Twv Xapaktnplotikwv Ac@daAciag kot twv KAwvikwy
Emmdoocwy
(Summary of Safety and Clinical Performance — SSCP)

Mépog IlI: yia acBeveic 1) pun €10IKoUE

H mapouoa Mepidndn twv Xapaktnplotikwyv AchdAelag kat twv KAwikwyv Emidocswv (SSCP) mpoopiletal va
TLAPEXEL TPOCPOCN OTO KOO O [ EVNUEPWHEVN TIEPIANYN TWV KUPLWY ITTUXWV TNG achAAELAG KL TNG KAWVIKAG
eniboong tou Latpotexvoloykol mpoidviog Suprathel®. OL mAnpodopieg TmMOU TAPOUCLAIOVIAL TIOPOKATW
npoopifovral yla acBeveic i un eldkoug.

H NMXAKE &gv mpoopileTal yLa TNV mapoxr YEVIKWY CUUBOUAWVY OXETIKA UE TN Bepameia LLAG LATPLKNG KATAOTAONG.
J€ TEPIMTWON EPWTNCEWV OXETIKA ME TNV AONOY 0aG I OXETIKA KE TN XPON TOU TEXVOAOYLKOU MPoidVIog oTnv
Katdotaor oag, ansuBuvOeite otov emayyeApotia vysiog oag. H mapoloa MXAKE Sev €xel 0KOTIO VoL AVTLKOTAOTH OEL
NV Kapta epduTELUATOC I TIC 08NYieC Xpriong mou mapéxouv TANPodopieg yLa TNV acdar] Xprion Tou TEXVOAOyLKOU
TPOIOVTOG

1. Tauvtomoinon Kat YEVIKEG MANPOPOPIEC TOU LATPOTEXVOAOYLKOU TTPOIOVTOC

1.1 EQWMOpPLKA EMWVULA TOU LATPOTEXVOAOYLKOU TIPOLOVTOC Suprathel®, Suprathel® 250

1.2 Enwvupia kot StevBuvon Tou KATAoKELAOTH PolyMedics Innovations GmbH (PMI)
Am Hegelesberg 1

73230 Kirchheim unter Teck, Feppavia

1.3 Baowo UDI 426018402AAA0000001PQ

1.4’Etog mou ek66ONKe To MpwTto miotomnotntikd (CE) mou
KQAUTITEL TO LATPOTEXVOAOYLKO TIPOLOV
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2. TMpoBAemOpEVN XPON TOU LATPOTEXVOAOYLKOU TIPOIOVTOC

2.1. NpoPAemdpevn xprion
% HSuprathel®gival pLa anoppodnioLun, Hkpomopwsdng pepBpavn Kot éva aAAOTAQCTIKO UTIOKATACTATO
Tou 8€puatog yLo tn Beparneia emMSEPUIKWY KAl SEPUOTIKWY TPOUUATWV.

2.2. Evéeielg

«* To Suprathel® xpnolpomnoleitat yia acBeveig pe embepULIKA KoL SEPUATIKA TpAUUATA, OTIWE EKEOPEG,
OTIOOUEVEG BETELG SWPNTWV LOCXEULATWY SEPUATOC, eykavpata 20u Babuol kabwe Kat eykavuata
20U BaBuoL AVAUELKTA LLE KOUEVEG TTEPLOXES 30U Babuou.
To Suprathel® xpnowuomnoleital yia aoBeveig pe xpovia Tpavpata, Omwg GAEBLKA KAl apTnELAKA EAKN,
KaBwg kat Slafntika tpal pota.
% EKTOG amd toug acBeveic e alAepylieg ota otolkela Tou TEXVOAOYLIKOU TIPOIOVTOG, SEV UTTAPYOUV

KpLtipla emAoyn ¢ Twv acBevwy, 6mwe n nAtkia f to dpuAo.

53

2

2.3. Avtevéeitelg

7

«» To Suprathel® 6ev mpémel va xpnolpomnoleital o poAuopéva onpeia mAnywv r os cofapd tpaldpata
TIOU aLLOpPayoUV Xwplg mpooBetn alpootatikr) Beparmneia.

< To Suprathel® 6ev npémnel va epapoleTal 0 XpOVLEG ENPEG TTANYEG.
3. Mepypadn LaTpoTEXVOAOYIKOU TtPOiOVTOoG

3.1. Meplypadr Tou LATPOTEXVOAOYLKOU TIPOLOVTOG

Xapaktnplotikd Suprathel®:

e uioxpnong, urmokatdotato S£pUATOC Hiag Xprong

o  cfalPETIKA SLamePATO 0TO 0EUYOVO KOL TOUG USPATHOUG

e armoteAeitol and Tpic CUVOETIKA Kal BloamoppodAoLUa CUOTATIKA: AaKTISL0, avBpaKiKO TPLHEBUAEVLO
KoLl KQPOAKTOVN

® LN EVOWHOTWHEVEG GAPUOKEUTLKEG OUGLEG, LOTOL I TTapAywya alaTog

e Suvatotnta spappoync os Tpolpata Kat oTig SU0 MAEUPEG TOU LATPOTEXVOAOYLKOU TIPOIOVTOG

e ETTPETEL TNV OMTIKA EKTiUNON TG Stadikaoiog emovAwong Aoyw tg StapAveldg Tou PETA TNV emadn
LLE TO TPAU M

Mey£On kat oxnua Suprathel®:

e AlatiBetol o SUo maparlayeg pe StadopeTikd rtaxn: 50 - 150 um and 180 - 320 um

e guumayn, opBoywvia pUANO oe peyEdn: 5x 5 ex., 9x 10 ek., 18 X 10 K. €wg 18 x 23 €K., oYU XEPLOU
KOl LAoKA TTPOCWITOU

e ToSuprathel pumopet va Komel xelpokivnta arnd o xprotn o€ AAAQ OXA LT KoL LEYEDN OTWG artatteltal
yia tn BEAtiotn kKaAudn Twv pooBePANUEVWY TIEPLOXWV.

3.2. Meplypadr) TOU TPOTIOU TTOU TO TEXVOAOYLKO TTPOIOV EMITUYXAVEL TOV TIPOPBAETIOUEVO TPOTIO SpACNG TOU

To Suprathel® eival éva cuvOeTIKO KAAULUO SEPLATOG TTOU €XEL OXESLAOTEL YLa vl pLUELTaL TO avBpwTtvo
6éppua. Elval ebkapumro, emitpénel tn SLEAevon udpatuwy, aAAA UITAOKAPEL Ta BakTrpLa. Ovtag mANpwg
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OUVOETIKO, cUUBANNEL oTnV amoduyr Twv KvSUVWV Ttou oxeTi{ovTal pe mpoidovta avBpwrivng i {wIKAG
npoéleuonc. Ta npotovta anodopunaong tou Suprathel® punopei va SteukoAUvouv tn Sladikacia emoVlAwaong
umooTtnpillovTtag TNV ayysloyéveon Kot Thv avadopnaon tou 6€ppatoc. To Suprathel® oxnuatilel pio Aemen,
e\AOTIK HEUPBPAVN TTOU TIPOOKOANATAL OTO TpaUMa ard UOVN TNG, cuVABWC XWPILC va amaltovvTal paAUUATa.
Mo TPAUATLKEG TTANYEG, EdapuoleTal pia dopd Kot TTOUPAUEVEL OTO ONIELO €W OTOU OAOKANPWOEL n
enoVAwaon. Ma xpoévia tpavpata, Propel va anatteitat meplodikn aAlayr tou. H pepfpavn yivetat dtadavng,
ETUTPEMOVTAG TNV TAPAKoAoUBNon Tou Tpalpatog. Metd tnv enoVAwon tou déppatog, To Suprathel®
adalpeital ebKoAa XwpLg va mpoKaAel tovo.

3.3. Meplypaodn tuxov e€aptnUdTwy ou poopilovtal va xpnotpomnotnouv oe cuvSuaoud LE To
LATPOTEXVOAOYLKO TIPOiOV

Agv LoxVEL

Kivduvol Kat tpoELdOTOLGELG

EQv MLOTEVETE OTL AVTIUETWITIIETE AVETILOUUNTEG EVEPYELEG TTOU OXETL{OVTAL LLE TO TEXVOAOYLKO TTPOTIOV N TN
XPron Tou n, €av cag tpoBAnpatilouv ot kivbuvol, aneuBuvBeite otov ylatpd cag. Auto to £yypado Sev £xeL
OKOTIO VO OVTIKATAOTHOEL TN GLTHTNON UE TOV EMayyeAatTio uyeiag tou eival umteUOUVOC yLla E0GC, AV
XPELALETAL.

4.1. Tpomog Staxeiptong SuvnTikwv KV UVWV

‘OMot oL yvwotot kivbuvol afloloynBnkav Kat LETPLACTNKAV 0TO TTAAioLo avaAloswyv KvdUuvou. OAeg oL
npaypatonolnfeiosg avaAloeLg KLVOUVOU KOTAANYOUV O€ L0 AITOSEKTH) CUVOALKH avaAoyia
odéloug/kvduvou.

4.2. YroAewmopevol Kivéuvol Kal avermBU UnTeC TAPEVEPYELEG

OL tpeLg kivouvol oto medio «un amodektol» avaluBnkav kat €éylvav amodektol, kabwg ta odpEAn umepTEPOUV
KAt oAU Twv KvSUVWV. Kat oL Tpelg cuvdéovtal e SuvnTKA coBapEg AOLUWEELS, OTWG UTTOSELKVUETAL OTNV
napovoa SSCP otnv evotnta avtevdeifelg kal mpoeldonotlioelg Kat mpodudatelg. Qotdéoo, n mbavotnTa
edaviong ouVEEETAL elTe pe BEPATA OTELPOTNTAG TTOU €€ OPLOUOU UIMOPOUV VA EUPAVIOTOUV HE UL OPLOUEVN
mOavotnta, £ite pe pLo emikivbuvn katdotacn mou Sev €xel eudavIoTEL TOTE 6TO GUVOAO TOU LOTOPLKOU TNG
OLKOYEVELOC TOU TIPOLOVTOG yLa TteEpLocOTEPA Ao 20 xpovia.

OL amodektol umoAsltopevol kivbuvol Ttapgxovtal otoug Xpnoteg ot 06nyieg Xpriong. OL avtiotolxeg
TpoeLlSomoloelg Kot TPODUAALELG TTOU TIPOKUTITOUV AMO TOUG amoSEKTOUG EVOTOMEVOVTEG KLVEUVOUG
napatifevral mopaKkdTw.

4.3. Mpoeldonolroelg kat TPodUAAEELG

< Mnv epapuolete €va polov, Omou UMopel va Unv eivat e€aodallopévn n otelpotnTa KABwg
QUTO pmopel va 0dnynoel oe ooBapég AoLUwEELC.

R/
0.0

To MEPLEXOUEVO EVOL QTTOCTELPWEVO EKTOG EAV N OTE(pA cUOKeUAGLA €XEL UTTOOTEL (LA

5

S

Ye nmepinmtwon {NKLAG OTn CUCKEUAGLA, N OTELPOTNTA ToU Tipoidvtog bev . eacdaliletal.

R/
0.0

OXPNOLLLOTIOLNTO TIEPLEXOUEVO TWV AVOLYUEVWV N

5

2

KOTEOTPOUUEVWV OTIOOTELPWUEVWY CUCKEUAGCLWY TIPETIEL VOL OIMOPPLITTETAL.

R/
0.0

Mnv enavoXPNCLUOTIOLELTE KAL NV OTTOOTELPWVETE Eavd. EAv To Mpoildv waoTtooo
enavaxpnolponolnBel, auto unopel va 0dnynoeL oe aAAoilwon Twv XOPAKTNPLOTIKWY anodocng Tou
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TPOLOVTOC (UELWHEVN SLATIEPATOTNTA, EAACTIKOTNTA, LKOVOTNTA ITPOOKOAANGNG KaBwg Kot
oTeLPOTNTA).

% TEtoleg aANay£G OTLC LBLOTNTEG TOU UALKOU UTTOpPEL UE TN OeLpd Toug va odnynoouyv oe BAGBeg otn
Bepameia, OMwWG avenapkn emoVAWON MANYWV KaBwE Kal AOLLWEELG. Z€ MEPIMTWON YVWOTWV
aAAEPYLWV O€ CLUOTOTIKA Tou Suprathel®, n pepBpavn Sev mpémnet va ebapuoletal.

«» To Suprathel® npénel va adpalpebel apéows eav UMAPYXOUV ONULASLA AAAEPYIKWY aVTLEPACEWVY OTO
UALKO. To Suprathel® npémel va adalpeitol o€ MEPUTTWOELG EVTOVOU TIOVOU 1} CUGCWPEUGCNG
€KKPlOEWV TPAUATOG.

< Hkahun tou avénadou épuatog unopei va odnynoet oe Stafpoxn tou S€puatog Katl Ba TpEmeL va
anodevyetal.

4.4. AN\EG OXETIKEG TITUXEC TNG aodAAELaG, CUUTIEPIAAUBAVOUEVNG ULOG cUVONG OTIOLAGSHTIOTE EMLTOMLOG
S10pOwTIKAC evépyelag aodaletag (Emitomnia Stopbwtikn evépyela aohaletag (FSCA)
ouunep\apBavopévng tng Evnuepwtikig EmiotoAng Etdonoinong Aodpaleiag (FSN)) katd mepintwon

Aev LoxVEL

5. ZOvoyn tn¢ KAWLKAG a&LoAdynaong Kat tng KAWVLKNAG mapakoAoOnong Hetd tn diabeaon
otnv ayopd (PMCF)

5.1 KAwvikd umtoBabpo tou texvoloylkol mpoiovtog

To Suprathel® oxedLaotnke WOTE VA PLUELTOL TO HUCLKO SEPUA TTAPEXOVTAS EVAV TIPOCTATEUTIKO Gpayuod Kal
Snuoupywvtag éva BEAtioto mepBaAlov emoUAWGNG. ZTOXOC TOU NTAV N Helwan Tou TOVou Kal Tou KvdUvou
Aolpweénc.

H amoteAeopatikdtnta tou Suprathel® €xel amodelxbel oe Sladopeg peAéTeg. Mo HEAETN €yKplLong yla
eykaOpaTa Kol SOTPLEG TEPLOXEG £6£L€e OTL TO TEXVOAOYIKO Tpoidv dnuoupyei éva BéAtioto meptBdAilov
€EMOUAWONG KOL MELWVEL ONUAVIIKA TOV TOVO. AUO TEPATEPW HEAETEG EMEKTEWVAV TIG €VOei€elg
oupmneplapBdavovtag xpovia Tpal LoTa KoL HKPEG TTEPLOXEG TPiTou Babuov, emiBeBalwvovtag ta opEAN Toug o
OQUTEG TIC OouvOnKeg. Ao TNV €ykplon Kol €metta, €xouv &nuooleuBel 48 mpdoBeteg peléteg, oL omoleg
€MLonUaivouy ta akoAouBa tAeovektrpata: eUkoAn edpdanal epappoyn Kot afloAdynon, onuavtiky avakoldlon
and TOV TOVOo, XOUNAOTEPO KOoToG Oepameiag, taxela OSladikacio emoUAwong, €€AlpeTIKA oLoONTIKA
anoteAéopota, HELwUEVN Asypovwdn avtibpaon, LELWUEVO TTOCOOTO UETAUOCXEUONG, LELWUEVN QVAYKN YL
XELPOUPYLKEC EMEUPBACELG AMOKATACTAONG KAL LELWHEVN SLAPKELX VOONAELOG.

5.2 suvon kKAwikwv dedopévwy amo SlevepynBeloeg EPEVVEG TOU LATPOTEXVOAOYLKOU TIPOLOVTOG TIPLV aTtd TN
onuaven CE

EykaUpata kot 60tTpLeg meplox£g: MepiAnPn LEAETNC EYKPLONG

3TN MEeAETN €ykplong yla to Suprathel ocuppeteixav 46 acBeveic pe eykavpata deutépou Babuol Kat SOTPLeG
TLEPLOXEG e Slaywplopo S€épuatoc oe SU0 voookopeia otn Meppavia. H peAétn anookomoloe otn cUYKPLON TwV
erumédwv TOvou petafy tou Suprathel kot moapadoclakwv embéopwy. Ta amoteAéopata £6eav OTL TO
Suprathel peiwoe onuoavtikd Tov MOvVo o€ olykplon e tn yala mopadivng kat to Omiderm. H pelétn
napakoAolBOnoe emiong Tov XpOVo EMOUAWGCNG TOU TPOAUMATOG KAl TV €UPAVION TOTUKWY ETULMAOKWY, OTWG
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Aolpwéelg kat aAAepyieg, xwpic va mapatnpnBolv onuavtikeg dltadopég. EmmAéoy, n LEAETN UTIOYPAUULOE TOV
€UKOAO XELpLOpO Tou Suprathel, kablotwvtag to pa BoAkn emAoyn TO0O yLa Toug acBevelg 000 Kal yLa TOUG
TapOXOUG UYELOVOLKNG TiepiBaAdng.

Xpovia Tpavpata

MPWLUEG UENETEG TIEPLTTWOEWV:

To 2008, o Ap. Uhlig Bepaneuoe oktw acBeveig pe xpovia €Akn xpnolonowwvtag to Suprathel. Ot aoBeveic,
NAWKLOG KOTA HETO Opo 76 TWV, elxav £AKN yla Tiepimou 14 prveg. H Bepancia Stipkeoe mepimou 222 nUEPEG UE
NV AR PN eNoUAwaon 6Awv Twv eAkwv. Mapatnpndnke apeon peiwaon tou movou.

KAwikr) Sokipn:

To 2010, 8te€nxOn pa KAWLKN Sokiur) og €L TUAUOTA TECOGPWVY VOOOKOUEIWY, oTnV omoia cuppeteiyav 22
aoBeveig pe €Akn ota KATw dakpa. H peAETn amookomoUoe otn HETPNONn tng emidpacng tou Suprathel oto
péyeBog Tou Tpalpatog, Tov ovo, Tn GAeypovh Kal tnv £kkplon oe Staotnua 24 gBdouddwv. OL acBbeveig,
Kuplwg yuvaikeg e pEoo 0po nAkiag 73 eTwy, eixav EAKN yila tepimou 12 prves. MéxpL to TEAoG TG LEAETNG, TO
73% twv eEAKWV eEMOUAWONKE MANPWC, TO LEYEOOG TOU TPAUATOC LELWONKE GNUAVTLKA, O TTOVOG LELWONKE Kal N
dAeypovn ehaxiotonotnOnke. H Sokiun katédelée tnv amoteAeopatikotnta tou Suprathel otnv mpowBnon tng
emoVAwaong kat otn peiwon thg Suodoplag oe acbeveig pe xpdvia Tpavpata.

Mkpég mepLoxec 3ou Babuol

H éykplon Baolotnke oe £€L MEPUMTWOLOAOYIKEG LEAETEG TOU Marienhospital tng Ztouykapéng tou Ap. Uhlig.
Tovilel 6Tl n MAAPNG emoVAwon eival duvath xwpic TNV avaykn PeTapooxeuonc. EmutAéov, edv amattolvrol
ETIOVAUETAUOOXEVOELG, QUTEG UIMOPOUV va TpaypatomolnBolv te PeyaAUTEPN OKPLBELQ XPNOLLOTIOLWVTOG
Aydtepo S€ppa. Autr n mpoogyylon odnyel emiong og kKaAUTepa aLoONTIKA amoteAéopata, EMELSH UMOPEL va
anodeuyxBel n urtepBoAkr) xprion LOCXEVUATOC.

5.3 KAk aopaiela

Ocov adopd tnv acddAela Tou TeXVOAOylkoU TPOIOVTOG, Kapia HEAETn Sev £xel avadépel MPOcBeTOUS
KwwdUvoug, Omwe auvénuévo aplBud Aowwéewv i alepylkwv aviildpaoswv. Asv avadepOnkav avembounta
ouppavta r avemBuunteg evépyeleg. EmumAéov, v umnpgav MOTE MoPAMoVA MEAATWY OXETIKA e TNV acdAAELa
TwV acBeVWV 1 TNV TTOLOTATA TOU TIPOIOVTOG.

6. MOavEC ALayVWOTIKEG I} OEPATEVTIKECG EVAAAAKTIKEG AVGELG

Katd tnv e€étoon evaAaKTIKWY BEPATIELWY, CUVLOTATAL N ETILKOLVWVIA LE TOV eMayyeALatio vyeiag oag, o
omolog umopet va AdBeL umoYn TV ATOULKA 0ag KATATTAON.

MBavég evalhakTikeg emAoYEG Bepameiag yla tig mpoavadepBeioeg evbeitelg:

e aonuévia kpgpa couAdadialivng

e mapadoolakol enibeopol MAnywv (0nwg enideopol pe yala)

o emibeopol uSpokoANoELSOUC, AAYLVIKNAG, USPOYEANG UEUBPAVN TToAUOUPEBAVNG Kal adpou,
o emibeopol VAAOV EMKAAUMUEVOL PE GLALKOVN,

e  £NMISECUOL TPAUATWY UE OVTLULKPOPBLAKEG LOLOTNTEG
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7. ZUVIOTWHUEVN EKTOLBEUON YLO TOUG XPrOTEC

H xprion Ttou LatpotexvoAloylkol TPOIOVTOG TEPLOPIlETaL HOVO OF EMAYYEAUOTIEG TOU TOUEX UYELOVOLKNG
nepiBaAPng. Ou Stadikaoieg edpapuoync kat peténetta dppoviidag meplypadovral ot Odnyiec Xpriong mou
ouVoSeUOUV TO LATPOTEXVOAOYLKO TIPOIOV KOl SEV QMALTOUVTAL TTPOCHETEG EKTIALOEVTELG XPrOTN TIPOKELLEVOU VAl
eivat duvatn n opbn ebapuoyrn tou Suprathel®.

To mpotewvopevo podil acBevolg mepthappavel acBeveic evidg Twv nmpoavadepopevwy evOei&ewv. EKTOC amd
aoBeveic mou mapoucldlouv CUUMTWHATO TIoU avadépovial ot avievdeifelg N yvwotég aAlepyieg ota
€§aPTANATA TOU LOTPOTEXVOAOYLKOU TPolOVTog, SEV UTIAPXOUV TEPLopLopol otn xpnon tou Suprathel® N
omolwvdnmote AWV KpLtnpiwv emhoyng acbevwv.
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