Enropikéc Ovopaoicc Ewowkav Metpntov I'okoine kor Katdaroyoc KatooKev06TOV

Xdpa: EAAAAA (GREECE)

Inuovriki [Iinpogopic

H Aiota avtr givor un extevig, evpepopévn £og tov Noéufipio 2021. H anovcio cuykekpylévoy PeTpnTdv yAukoling 1
Tawvidv eAéyyov amd ™ Alota AEN vrodnAdvel copfototto 1 un ovpPatodtnta pe 1o divpa [eprrovaikng Kabopong
EXTRANEAL (Icodextrin). Opoing, GAAec texvoroyieg uétpnong g yAvkolng o1 omoieg 6gv avapEpovIol TopaKaT®, (0Tme
TO. GLUOTNUOTO GLVEYOVG KATAYPAPNG TNG YALVKOLNG) umopel va givar cvopPatéc 1 un ovpPatés pe to EXTRANEAL.
EmKkowvoveite TAvTo PE TOV KOTUOKEVAGTI TG GUGKEVNG Y10, TPEYOVGES TANPOPOPIES. AV 0 KOTUCKEVUGTNG eV UTOPEL
va ddoeL TANpoPopieg oxeTkd e T GLUPATOHTNTA TG CLOKEVNG Le TV tKodeETpivn Kot T poitoln, n Baxter AEN cvotrvet
otovg acbeveic EXTRANEAL va ypnoyomotodv avtod to mpoidv. H Baxter datnpet to dikaimpo va adrdEer ) AMoto yopic
mpogdomoinon kat dgv vrodnAdvetal 6Tt meptrapfdvel OAa ta mhavd pn coppatd tpoidvra

Ol KOTAOKELAOTEG TOV PETPNTAOV YALVKOING o1 omoiol gumepiéyovtal otn Aloto &yovv miotomowmoetl otnv Baxter 6t £yovv
eréy€erl (obppmva pe tig anotiosg tov 1SO 15197) tovg petpntég tovg pe portoln kot kode&tpivy chupove pe to
ocuvictdpeva opua g Baxter: 278 mg/dL (MaAtoln) kot 1094 mg/dL (Ikode&tpivn). Ot kaTacKELOGTEG TIGTONTOMOAV OTL
0l KTPACIVOL» UETPNTEG TOVG, TOPOUKAT®, £01EAY U TOPEUPOAT TOV AVOYPOPOUEVOV TIL®DV YAVKOING KATMO 0o OVTEG TIG
ocvvOnkec. Emtonpaivetat 611, 0 katdAoyog cupfatotntag mov akorovdel gival PLOVO Yo LETPTTEG GLYKEKPIUEVIC EUTTOPIKNG
OVOUOGIOG 7OV  XPNOWOToovvTaLl HE Tovio €AEyyov oviioToyne eumopikng ovopociag. Edv kdmolog petpntig
GUYKEKPIUEVIG EUTTOPIKNG OVOLUGING XPTCULOTOLEITOL e TOVIEG EAEYXOV GALOV KOTUOKEVAGTY, ETUKOIVMVEITE TAVTO NE
TOV KUTUGKEVUOTI] T1G GVCKEVNG Y10 TPEYOVOES TANPOPOPIES.

O KOTAAOYOG ALTOG CLVIACOETAL OO Lol £PEVVO TOL Tpaylatomomdnke pécw: Awdiktvov, Biioypapioc, ecmtepikmv
peietdv g Baxter, mTAnpo@opidv amd KpoTikég vANpesies, PLAALASIOV TOV TAWVIDV EAEYYOV, TPOEOOTOUCEMY ACPIAELNS
KO QUECNG TANPOGOPNONG OO TOVS KOTOOKELOOTEG TV TPoiovIwv. Moiovott égovv kataPindel mpoondbdeieg va dofovv
axpPeig Kot emikapeg TAnpopopieg, 1 Baxter dev katackevdlel avTodc Tovg HETPNTES YAVKOING 1 TIC TaVieg EAEYXOVL Ko
MG €K TOVTOL, OEV EYYVATAL TV EYKVPOTITA QLTAV TV TAPOPOPLOV TOGO 6T EJOUEVT POVIKT GTIYUN OGO Kot GTO HEAAOV.
TMopaKoAd ETKOVOVIGTE LLE TOV/TOVG KOTACKELAGTN(EC) Yo Vo AGPeTe TIC 1o TPOGPUTES TANPOPOPIES Y10, TN CLUPOTOTNTO
TOL METPNTH YALKOLNG Kol TV TOWI®V EAEYXOL TPV amd TV amd kowob ypion tovg pe 1o EXTRANEAL (Icodextrin),
Sulopo Ieprrovaikng Kabapong (ITK).

1. To &uivpe ITK EXTRANEAL (lIcodextrin) mepiéyer IkodeE&rpivn. H poAtoln, évag petaporitmg tng Ikode&rpivng,
pmopel va TopEpPet ot Asttovpyio OpIoHEVEOV HETPNTOV YAVKOING 1| Tovidv eléyyov. H mapepfoin avt Ba odnynoet
o€ [ LETPNOT| LLE WELODG ovéNéEVE emimeda YAVKOLNG XPTOLOTOIDOVTAG VTOVG TOVG LETPNTEG 1] TG TOVIEG EAEYYOV.

2. To yeyovog avtd pmopei va vrokpOyel aAnBivi vwoyAvkopio 1| vo 0dnyNnoel o€ E0QAAUEVT AYVMOOT VITEPYAVKOUING.
Emopévag, pia pétpnon yAvkoing aipatog evidg tmv eueloloyikdy opimv 1 o€ vynAdTepa enineda o Evay acbevn Vo
Oepancia pe drdAvua ITK EXTRANEAL (Icodextrin), xpnotomoidvtog antong Toug METPNTEG 1 TIC TOvieg eAEYyOV,
EVOEYETAL VO CUYKOADWEL TPUYUATIKEG TEPUTTOOELS YOAUNADV EXTESOV GOKYAPOL 6TO aipo. Avtd Bo pmopovce va
odnynoet Evav achevi N £va ylaTpod 1 VOGAELTH, Vo NV aKoAOLONGEL Ta amapaitnta PIHLOTO OGTE VO EMOVUPEPEL TO.
EMMEDO GUKYAPOL GTO LOLOAOYIKA emimeda. Evodlokticd, po weuddg avénuévn pétpnorn cakydpov aipotog Ba
UTopoVoE Vo 0dNYNOEL GTN YOPNYNOT UEYOADTEPTG TOCOTNTOG WVGOLAIVNG amd TV amottovpevn. Kat ot 600 avtég
KOTOOTAGELG LTOPOVV VO, 0OTYN|COVV G€ OMEMNTIKA Yio TN (N cvpupdpota, oto omoio. cuumeplapfavovtot amdAEL
OLVEIONONG, KOO, VELPOAOYIKT BAGPN 1 Bdvartog.

3. H povada meprrovaikng kabapong 1 0 0oBeVAC TPETEL VO, ETIKOVMOVINOEL LLE TOV/TOVG KATACKEVOGTN(C) TOV LETPNTOV
YALKOING 1/KaL TOV TOVIDOV ELEYYOV Y10l VO SIOTICTMGEL AV 1] AELTOVPYIO TOV HETPNTAOV YAVKOLNG 1] TOV TAVIDV EAEYYOV
oV YpnoyLonotel vrdkeTol otV maperforn g IkodeErpivng | g MaAtolng 1 edv Paciletar ot pétpnon povo g
yAvkone. Eniong, avatpééte otig mAnpopopieg Tpoidvtog Tov TEPAOLBAEVOVTOL GTI GLOKEVOGTN TOL LETPNTH YAVKOLNG
KOL TV TOWVIOV EAEYYOV.

4. H axdélovdn Alota TopatiBeTor HOVO Y10 avopopd Kot gV VITOSEIKVVEL TN YPNON TOV CUYKEKPUEVOV LETPNTAOV
YAVKOING N TOVIDV EAEYYOVL.

5. Ot ovpPatdtnteg mov Exovv e€axpifwbel mapovoialovtal otov mapokdto wivake. MONO edwol yuoo T yAvkoln
HETPNTEG KOl TOViEG EAEYYOVL TPEMEL VO YPNOUOTOI0VVTOL amd 0chevelg mov AauBdvovy Bepameio pe didAvpo TIK
EXTRANEAL (lcodextrin). EmikovwvioTe e TOV KOTACKELAGTH Yio. Vo, emiBeBoidoete 0TL o1 Tavieg eAEyyov Kol o
peTpnTig eivon e1dkot yio T yAukoln. H AMota mapéyet o otorygio eTKovoviog TmV KOTAGKELOGTOV TV TO YVOGTOV,
ONUAVTIKAOV EUTOPIKAOV CNUATOV LETPNTAOV/TOVIOV EAEYYOV.



Merpntéc I'hokolng
Huepounvia Avavémong: Noéupprog 2021

Epmopwkn ovopacio petpnti XoppatétnTa pe TYmog pedooov Koataokevaotiig
YAvk6ing owgivpe MK erEyyov*
Extraneal (Icodextrin)
(Ewdwkog oty F'hokéln)
FreeStyle Freedom Nar GDH-FAD Abbott Diabetes Care
FreeStyle Freedom Lite Na GDH-FAD | Www.abbottdiabetescare.com
FreeStyle Lite Naot GDH-FAD | Téeavo: 8238333322538
FreeStyle Libre! GO
FreeStyle Libre Pro* GO
FreeStyle Libre 21 GO
FreeStyle Libre 3! GO
FreeStyle Optium Neo Not GDH-NAD
FreeStyle Optium Neo H Na GDH-NAD
FreeStyle Papillon Vision Not GDH-FAD
FreeStyle Precision Neo Nat GDH-NAD
FreeStyle Precision Pro Not GDH-NAD
Optium Xido Neo Nat GDH-NAD
Precision Xceed Pro Nat GDH-NAD
Assure Platinum Nat GO Arkray, Inc.
GLUCOCARD 01 Nat GO www.arkrayusa.com
GLUCOCARD 01-mini Nau GO TnApovo: NIA
GLUCOCARD 01-mini plus Nat GO
GLUCOCARD MX Nau GDH-FAD
GLUCOCARD S Nau GDH-FAD
GLUCOCARD SM Nau GDH-FAD
GLUCOCARD Vital Nau GO
GLUCOCARD X-meter? Na GDH-FAD
GLUCOCARD X-mini? Nau GDH-FAD
GLUCOCARD X-mini plus? Na GDH-FAD
GLUCOCARD X Na GO
GLUCOCARD X-mini Na GO
ReliOn Confirm Na GO
ReliOn micro Na GO
ReliOn Prime Na GO
GLUCOCARD S onyx Na GDH-FAD
PocketChem BG Na GDH-FAD
GLUCOCARD W Nm GO
GLUCOCARD PlusCare Na GDH-FAD
GLUCOCARD Prime Nm GDH-FAD
GLUCOCARD G+ Na GO
GLUCOCARD G+ Link Na GO



http://www.abbottdiabetescare.com/
http://www.arkrayusa.com/

Epmopwkn ovopacio petpntiy ToppatoétnTa pe TYmog pedoo0v Koatacksvootig
YAoko6ing owgiopa MK erEyyov*
Extraneal (Icodextrin)
(Ewdkog oty IF'hokéln)
Breeze 2 Nat GO Ascensia Diabetes Care (mponv
Contour No GDH-FAD | Bayer Healthcare)
Contour Link Nau GDH-FAD WWV\’/.ascerTSIa.com
Contour Next Nou GDH-FAD | IMiMéeovo: 2141000900
Contour Next EZ Na GDH-FAD
Contour Next Link Not GDH-FAD
Contour Next Link 2.4 Nm GDH-FAD
Contour Next USB Nm GDH-FAD
Contour Next One Na GDH-FAD
Contour Plus Not GDH-FAD
Contour Plus Link 2.4 Nm GDH-FAD
Contour Plus One Not GDH-FAD
Contour TS Not GDH-FAD
Contour USB Nm GDH-FAD
Contour XT Na GDH-FAD
Contour Next (Connected) Not GDH-FAD
Contour Care Not GDH-FAD
OneTouch Select Not GO Lifescan, Inc.
OneTouch Select Mini Na GO www.lifescan.com
OneTouch SelectPlus Na GO Tnitgove: N/A
OneTouch SelectPlus Flex Nat GO
OneTouch SelectPlus Simple Not GO
OneTouch Select Simple Nou GO
OneTouch Ultra® No GO
OneTouch Ultra 2 Nat GO
OneTouch UltraEasy Not GO
OneTouch UltraLink Nat GO
OneTouch UltraMini Not GO
OneTouch UltraPlus Flex Nat GDH-FAD
OneTouch UltraPlus Reflect Not GDH-FAD
OneTouch UltraSmart Nat GO
OneTouch UltraVue Not GO
OneTouch Verio Nat GDH-FAD
OneTouch VerioFlex Not GDH-FAD
OneTouch VeriolQ Not GDH-FAD
OneTouch VerioPro Not GDH-FAD
OneTouch VerioPro+ Not GDH-FAD
OneTouch VerioSync Not GDH-FAD
OneTouch VerioVue Nat GDH-FAD
OneTouch Verio Reflect Not GDH-FAD



http://www.bayerdiabetes.com/
http://www.lifescan.com/

Epmopwkn ovopacio petpntiy ToppatoétnTa pe TYmog pedoo0v Koatacksvootig
YAvk6ing owgiopa MK erEyyov*
Extraneal (Icodextrin)
(Ewdkog oty IF'hokéln)

Nova Max Plus Nat GO Nova Biomedical
Nova Max Link Nat GO www.nhovabiomedical.com
StatStrip Hospital Glucose Meter Nat GO Tnképavo: N/A
StatStrip Hospital Glucose and Not GO
Ketone Monitoring System
StatStrip Xpress Glucose Meter Not GO
StatStrip Xpress Glucose and Na GO
Ketone Monitoring System
StatStrip Xpress2 Glucose and Na GO
Ketone Monitoring System
Nova Pro Glucose/Ketone Meter Not GDH-FAD
Accu-Chek Active Nat Mut Q-GDH Roche Diagnostics
Accu-Chek Aviva Non Mut Q-GDH | Www.accu-chek.com
Accu-Chek Aviva Combo Nau Mut Q-GDH | TnAépavo: 2102703700
Accu-Chek Aviva Connect Nat Mut Q-GDH
Accu-Chek Aviva Expert Not Mut Q-GDH
Accu-Chek Aviva Insight Not Mut Q-GDH
Accu-Chek Aviva Plus® Na Mut-Q-GDH
Accu-Check Aviva Solo Nat Mut Q-GDH
Accu-Chek Guide Nat GDH-FAD
Accu-Chek Guide Me Nat GDH-FAD
Accu-Chek Inform 11 Nm Mut Q-GDH
Accu-Chek Instant Nat GDH-FAD
Accu-Chek Instant S Nat GDH-FAD
Accu-Chek Nano?® Nm Mut Q-GDH
Accu-Chek Nano SmartView? Not Mut Q-GDH
Accu-Chek Mobile Nat Mut Q-GDH
Accu-Chek Performa Not Mut Q-GDH
Accu-Chek Performa Combo Nat Mut Q-GDH
Accu-Chek Performa Connect Not Mut Q-GDH
Accu-Chek Performa Insight Not Mut Q-GDH
Accu-Check Performa Solo Not Mut Q-GDH
Accu-Chek Guide Insight Nat GDH-FAD
TRUE METRIX Nau GDH-FAD Trividia Health
TRUE METRIX GO Nat GDH-EFAD www.trividiahealth.com
TRUE METRIX Air Nou GDH-FAD | Tnképavo: N/A
TRUEresult* GDH-FAD
TRUEresult Twist 24 GDH-FAD
TRUEyou* GDH-FAD
TRUEtrack* GO
TRUEresult On GDH-PQQ
GlucoMen areo Nat GO A. Menarini Diagnostics S.r.l.
GlucoMen areo 2K Nat GO www.menarinidiagnostics.com
Glucofix Tech Na GO Tnitpavo: 2109944952
Glucofix Tech 2K Not GO

TAvtol o1 petpnréc/ontéc o1 Touvieg eAéyyov Abbott (uali pe tovg Dexcom G4 Platinum, G5 Mobile, G6 kat tov iPro2 ng
Medtronic) givat o Kopv@aio GueTHHATA GVVEYXOVG TapakoroVBnong g yAvkding (CGM) kot amod TOvg
KOTOOKEVOOTEG TOVG Yot ¥pNon o€ aobeveic vd veppikn kabapon, Kot topodtt facifovrar oty pébodo eréyyov GO, dev
VIAPYOLV €L TOV TAPOVTOC, OPLOTIKG EMOTIHOVIKGA oTotKEln Yo T cvpfatotntd Tovg pe to Extraneal. Zvufovievteite Tov
KOTOGKEVOOTN Y10 EMUTALOV TAT)POPOPIES.



http://www.novabiomedical.com/
http://www.accu-chek.com/
http://www.trividiahealth.com/
http://www.menarinidiagnostics.com/

2Avtoi o1 petpntéc/ontég oL Tauvieg edéyyov Arkray &yovv odAddEet omd pio pn cvopparti) pédodo GDH-FAD oe pio
copfati pé6odso GDH-FAD. Zvufovievteite TOV KATOGKEVOOTI] Y10 EMTAEOV TANPOPOPIEG.

301 petpnéc yAvkoing ACCU-CHEK Nano (6yt to Aviva ) to Performa) xax ACCU-CHEK Aviva Plus eivon Sia@éoipot
MONO o711 Hvopéveg Iolreisg kot ypnoyomotony tawvieg eréyyov pe tig epmopikég ovopacieg ACCU-CHEK SmartView
kot ACCU-CHEK Aviva Plus, avtictoro. Avtoi ot petpntég ypnowonolodv tig towvieg Mut Q-GDH (supfatic).
2uuPovAevTeite TOV KOTAGKEVAOTN Y10 EMTAEOV TANPOPOPIES.

4 Or petpntég yavkoing TRUEresult (GDH-FAD), TRUEresult Twist 2, TRUEYyou ko True track dev Soxuudotnroy pe to
cuvicTdpeva opa tng Baxter yua v Ikode&tpivn kot ™ MaAtoln. Emopévac, avtol ot petpntéc dev cuvictdval yo
xpnon oe acHeveig mov vrofdiiovior oe KaBapon.

Tomoc nefodov ghéyyov (Test Type)*

GO = glucose oxidase

GDH-PQQ = glucose dehydrogenase pe pyrroloquinolinequinone (onpeimon: GDO, glucose-dye-oxidoreductase, sivat pua
un ooppati péBodog Paciiopevn ot PQQ) [glucose dehydrogenase with pyrroloquinolinequinone (note: GDO, glucose-
dye-oxidoreductase, is an incompatible PQQ-based method)]

GDH-NAD = glucose dehydrogenase pe nicotinamide-adenine dinucleotide [glucose dehydrogenase with nicotinamide-
adenine dinucleotide]

GDH-FAD = glucose dehydrogenase pe flavin-adenine dinucleotide [glucose dehydrogenase with flavin-adenine
dinucleotide]

Mut Q-GDH = glucose dehydrogenase pe pyrroloquinolinequinone tporomompévn yio. tnv e&ddenymn g mopepPoing tng
poitolng ot pétpnon tov emmrédov yAvkolng [glucose dehydrogenase with pyrroloquinolinequinone modified to eliminate
maltose interference]

Buyhoypagia (References):
A Baxter report Interim 1, 33541 Determination of potential interference of icodextrin and its metabolites on human blood
glucose measurement using chosen glucometers.

Iapakoarovue, dtafdote tig TANpeLg 0dnyieg ypnong yia o ddhvpa [TIK EXTRANEAL (icodextrin).
Ot ovopacieg Baxter kor EXTRANEAL eivon epmopikd ofjpota g Baxter International Inc.
AlAo gpmopid orpata 1 Tpoidvta ov epeavifovror edd gival IG10KTNGIN TOV OVTIGTO®V 1310KTNTOV TOVG.
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