Katdloyoc Evdwkav Mertpntov I'hokoinc ava yopo.

Xopo: KYITPOX (CYPRUS)

Inunovtikn IIinpooopio

H Aioto avt givan pun extevig, evnuepopévn €og 1g 18 Oxtwfpiov 2022. H anovcio. GUYKEKPLLEVOV HETPNTOV YAVKOING
N Towvidv eAéyyov and ™ AMota AEN vrodnidvel coppatdtnra 1 un copPatodtnta pe o ddivpa Ieprrovaixng Kabapong
EXTRANEAL (Icodextrin). Opoimg, GAreg Teyvoroyieg péTpnong g YAuKoLng ot omoieg 6gv ovaPEPOVTOL TAPAUKAT®, (OTOG
TO. GLUOTAUOTO GLVEYOVS KaTAypaPng TS YAVKOING) umopel va eivar copPatég 1 un ovpPotés pe 1o EXTRANEAL.
EmKkowvoveite TAvVTO PE TOV KOTUGKEVAGTI TG GUGKEVNG YU TPEYOVGES TAMPOPOPIES. AV 0 KOTOUCKELOGTNG dEV UTOPEL
va ddoel TAnpogopieg oxetkd e T cLUPATOHTNTA TG CLOKEVNG Le TNV tkode&Tpivn Kot T paitdln, n Baxter AEN cvotivet
otovg acbeveic EXTRANEAL va ypnoylomotodv avtd 1o mpoidév. H Baxter diatnpei 1o dikoimpa va aAldEel ™ AMoto ympic
TPOELSOTOINoN Kot Hev VTOINA®VETOL OTL TEPIAAUPAVEL OAa TaL TOOVA Un cvuPatd TpoidvTa

Ot KATAOKELAOTEG TOV PETPNTAOV YALKOING Ot omoiot eumepiéyovtal ot Alota €govv miotomowoetl oty Baxter 6t £yovv
eléyEel (obpomva pe tig amarrioelg tov ISO 15197) tovg petpntég toug pe poAtoln kot wodeETpivn cdpPOva [LE Ta
cuviotdpeva 6pta g Baxter: 278 mg/dL (MoaAtoln) kot 1094 mg/dL (Ikode&tpivn). Ot KOTOGKELUGTEG TIGTOTOINGAY OTL
0l «TPACIVOY LETPNTEG TOVG, TOPUKAT®, EO1EAV LT TOPEUPOAT TOV AVOYPUQOUEVOV TIULAV YAVKOLNG KAT®O 0o 0VTEG TIG
ovvOnkec. Emonpaivetat 611, 0 katdAoyog cupfotodtntag mov akoAovdel eival LOVo Yo LETPTEG GUYKEKPUEVTG EUTOPIKNG
OVOLOGIOG 7OV YPNGLOTOOVVTOL HE TOwio €AEyXOL avTioTtoyng eumopikng ovopacioc. Edv kdmolog petpnrig
GLYKEKPILEVIG EUTOPIKNG OVOLOGIOG XPCLOTOLEITOL e TOViEG EAEYXOV GALOV KOTOOKELUOTT), EXIKOIVMVEITE TAVTO NE
TOV KOTUGKEVUGTI] TN CUCKEVNG Y10 TPEYOVOES TANPOPOPIES.

O KOTAAOYOG GVTOG CLVTAGGCETOL O L0 EPEVVA TTOL TTpaypoToTomOnKke péow: Awadiktoov, Bifioypapioc, ecmtepikmv
peretdv g Baxter, TAnpo@opldv amd KpoTikeS VANPEGIES, PLAAAS IOV TOV TAWVIDV EAEYXOV, TPOESOTOMCEMY ACPAAELNG
KOl QUECNS TANPOPOPNONG GO TOVG KOTOOKEVOOTEG TV TPoiovTwv. Molovott éyovv kataPinbel mpoondbeieg va doBovv
axpPeic ko emikalpeg TAnpoopiec, n Baxter dev katackevdlel avtodc TOLG HETPNTES YAVKOLNG ) TS TOviEg EAEYYOV Kot
MG €K TOVTOV, OgV EYYVATAL TV EYKLPOTNTO CVTAOV TV TANPOPOPLDOV TOGO GTN EGOUEVT YPOVIKT OTIYUN OGO Kol GTO LEAAOV.
[MopaKoAd ETIKOVOVIOTE LLE TOV/TOVG KATAGKEVAGTN(EG) Yo va AAPETE TIC TTLo TPOSPATES TANPOPOPIES Yo T cupPatdtTnTa
TOV peTpnTh] YAVKOLNG KOl TOV TovidV EAEYYOL TTpv amd v and kotvov yxpron tovg pe 1o EXTRANEAL (Icodextrin),
Sulopo Ieprrovaikng Kabapong (ITK).

1. To ddivpe IIK EXTRANEAL (Icodextrin) mepiéyet Ikode&tpivn. H podtoln, évag petaforitng g Ikode&tpivng,
pmopel va TopépPet ot Asttovpyio opopEVEOV HeTpPNTAV YALKOING 1| Tavidv eléyyov. H mapepfoin avt Ba odnynoet
o€ oL LETPNON He Weddg avénpéva eninedo YAUKOING YpNOILOTOUDVTOS 0VTOVG TOVG LETPNTEG 1| TIG Tavieg EAEYYOV.

2. To yeyovog avtd pmopel va vokphyel oAnBivi) vtoyAvkayio 1 vo, 00NYHOEL GE EGQPAALEVT S1AYVOGCT] VIEPYAVKULUING.
Emopévag, pia pétpnon yAvkoing aipatog eviog tov pUGIOA0YIKAV 0pimV 1) 6€ VYNAOTEPA ETineda og Evav 0.cBev| vItd
Oepameia pe ddhvpa IMTK EXTRANEAL (Icodextrin), xpnoylomoidvtog avtods ToVG HETPNTEG ) TIG TaLvieg EAEYYOV,
EVOEYETAL VO, GLYKOADYEL TPAYHOTIKEG TEPMTMOGELS YOUNADY ENMES®V GaKYGpov 6T0 aipo. Avtd Bo pmopovoe va
odnynoet Evav acbevi 1 €va ylaTpd 1 voonievtn, va unv akoAovdncet o aropaitnto PLOTO OCTE VO ETOVIQEPEL TO
eninedo cokydpov ota ELoOAOYWKE emimeda. EvOAAAKTIKA, [o Wweuddg avEnuévn PETPNON GoKydpov aipatoc Oa
pumopodoe va 0dNyNGEL OTN YOPNYNON UEYOADTEPNG TOGOTNTAG WWGOVAIVIG amd TV amattovpev. Kot ot dvo ovtég
KOTOGTAGELS UTOPOVV VoL 0OTYNIOOVV GE OMEIANTIKA Yo T (0N cvuPdpota, 6to omoio cLUTEPIAAUPEVOVTOL AT®AELN
ouveidnong, Kopa, veuporoykn Brapn 1 Bavarog.

3. H povdda meptrovaiknig kaBapong 1 0 0cOEVAG TPETEL VO, EXKOIVOVIGEL LLE TOV/TOVG KATAGKEVAOTH(£G) TV HETPNTOV
YALKOING /KOl TV TAWVIDOV EAEYYXOV Y10 VO SIWTICTMOGEL AV 1] AELTOVPYIN TV HETPNTAOV YAVKOING 1 T®V TOVIDV EAEYYOV
mov ypnoyonotel vrokerror otny mapepPoin g IkodeErpiving 1 tg Maktdlng 1 dv Pacileton otn pétpnon poévo g
yAvkong. Enlong, avatpéite otig mAnpopopie mpoidvtog mov TepAaEvovTal 6T GLGKELAGTN TOV LETPNTH YAVKOLNG
KO TOV TOVIDV EAEYYOV.

4. H oxdorlovOn Aicta mapatiBetatl LOvo Yo avapopd Kot dEV VITOGEIKVVEL TN ¥PTOT) TOV CUYKEKPLUEVOV LETPTOV
YALKOING N TV EAEYYOV.

5. Ot cvppatdtnreg mov €xovv eEakpiPobel mapovoialovior otov mapakdto mivake. MONO eduol yo ™ yAokoln
HETPNTEG KOl Tovieg EAEYXOVL TPEMEL Vo (pnGILoTolovvTal amd acbeveic mov Aappdvouv Bepameio pe didivpa MK
EXTRANEAL (Icodextrin). EmikowvmvinoTte |1 TOV KOTOOKELOGTN Yo Vo MPEPatdOETE OTL OL TOLVieg EAEYYOV KOl O
petpn g eivar kot yia ) yAokoln. H Aioto mapéyet ta oto1ygin ENKOVOVING TOV KATUCKELOGTMV TMV O YVOOTAV,
ONUOVTIKAV EUTOPIKAOV CNUATOV LETPNTAOV/TOVIDV EAEYYOV.



Ewwoi Metpntég I'hokolng ywo tnv Kvmpo

Hpepounvia Avavémong: 18 OktmpBpiov 2022

XoppatétnTa pe

owgivpa MK
Epnmopwkn} ovopocio petpnt YAvk6ing Extranez.ll T1’m0g’ nebds0v Koataokevaotig

(Icodextrin) eLEYov*

(Ewwkog otn

I"'wkéln)

FreeStyle Freedom Nm GDH-FAD Abbott Diabetes Care
FreeStyle Freedom Lite Nau GDH-FAD www.abbottdiabetescare.com
FreeStyle Lite Na GDH-FAD Tomude Aviumpdonnoc:
FreeStyle Libre! GO C & V KRITICOS
FreeStyle Libre Pro! GO SUPPLIERS Ltd
FreeStyle Libre 2! GO http://www.kriticos.eu/
FreeStyle Libre 3! GO )
FreeStyle Optium Neo Nt GDH-NAD | IMégovo: Igggg; gg gg gg 2‘2‘
FreeStyle Optium Neo H Na GDH-NAD
FreeStyle Papillon Vision Na GDH-FAD
FreeStyle Precision Neo Nm GDH-NAD
FreeStyle Precision Pro Nm GDH-NAD
Optium Xido Neo Nm GDH-NAD
Precision Xceed Pro Nm GDH-NAD
Assure Platinum Na GO Arkray, Inc.
GLUCOCARD 01 Nau GO www.arkrayusa.com
GLUCOCARD 01-mini Na GO ,
GLUCOCARD 01-mini plus Nou GO Tnrepavo: N/A
GLUCOCARD MX Na GDH-FAD
GLUCOCARD S No GDH-FAD
GLUCOCARD SM Na GDH-FAD
GLUCOCARD Vital No GO
GLUCOCARD X-meter Nou GDH-FAD
GLUCOCARD X-mini No GDH-FAD
GLUCOCARD X-mini plus Na GDH-FAD
GLUCOCARD X No GO
GLUCOCARD X-mini Nau GO
ReliOn Confirm Na GO
ReliOn micro Na GO
ReliOn Prime Nm GO
GLUCOCARD S onyx Non GDH-FAD
PocketChem BG Nou GDH-FAD
GLUCOCARD W Non GO
GLUCOCARD PlusCare Nou GDH-FAD
GLUCOCARD Prime Nar GDH-FAD
Glucocard G+ Nou GO
Glucocard G+ Link Na GO
GlucoCard Y+ Nm GO
GlucoCard ) + Link Non GO



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

ToppototnTa pe

dgivpa MK
Epmopikn} ovopocio petpnt yAvkoing Extrane?l Tl’mo% neb6s0v Kotacksvaotig
(Icodextrin) LYY OV*
(Ewkog ot
I"wkéln)
Breeze 2 Nm GO Ascensia Diabetes Care (tponyv
Contour Nau GDH-FAD Bayer Health.care)
Contour Link Nau GDH-FAD WWw.ascensia.com
Contour Next Nat GDH-FAD Tomk6s Aviipocmroc:
Contour Next EZ Non GDH-FAD NovaGem
Contour Next Link Nm GDH-FAD https://www.novagem.com.cy/
Contour Next Link 2.4 Nau GDH-FAD
Contour Next USB Nt GDH-FAD | TnMépave: +35722 483858
Contour Next One Na GDH-FAD
Contour Plus Na GDH-FAD
Contour Plus Link 2.4 Nau GDH-FAD
Contour Plus One Na GDH-FAD
Contour TS Na GDH-FAD
Contour USB Nat GDH-FAD
Contour XT Nau GDH-FAD
Contour Next (Connected) Na GDH-FAD
Contour Care Nau GDH-FAD
Contour Plus Blue Nat GDH-FAD
Contour Plus Elite Nau GDH-FAD
Contour Next GEN Na GDH-FAD
OneTouch Select Nm GO Lifescan, Inc.
OneTouch Select Mini Na GO www.lifescan.com
OneTouch SelectPlus Na GO Trpépavo: N/A
OneTouch SelectPlus Flex Na GO
OneTouch SelectPlus Simple Nm GO
OneTouch Select Simple Nou GO
OneTouch Ultra* Na GO
OneTouch Ultra 2 Na GO
OneTouch UltraEasy Non GO
OneTouch UltraMini Nm GO
OneTouch UltraPlus Flex Nau GDH-FAD
OneTouch UltraPlus Reflect Nat GDH-FAD
OneTouch UltraVue Na GO
OneTouch Verio Nat GDH-FAD
OneTouch VerioFlex Nau GDH-FAD
OneTouch VeriolQ Na GDH-FAD
OneTouch VerioPro+ Na GDH-FAD
OneTouch VerioVue Nat GDH-FAD
OneTouch Verio Reflect Na GDH-FAD



http://www.bayerdiabetes.com/
https://www.novagem.com.cy/
http://www.lifescan.com/

ToppototnTa pe

dgivpa MK
Epmopikn} ovopocio petpnt yAvkoing Extrane?l Tfmo? neb6s0v Kotacksvaotig
(Icodextrin) LYY OV*
(Ewkog ot
I"wkéln)
Nova Max Plus N GO Nova Biomedical
Nova Max Link Not GO www.novabiomedical.com
StatStrfp Hospftal Glucose Meter Non GO Trpépavo: N/A
StatStrip Hospital Glucose and Ketone Na GO
Monitoring System
StatStrip Xpress Glucose Meter Nm GO
StatStrip Xpress Glucose and Ketone Nm GO
Monitoring System
StatStrip Xpress2 Glucose and Ketone Non GO
Monitoring System
Nova Pro Glucose/Ketone Meter Nau GDH-FAD
Accu-Chek Active Nau Mut Q-GDH | Roche Diagnostics
Accu-Chek Aviva N Mut Q-GDH | Www.accu-chek.com
Accu-Chek Aviva Combo Na Mut Q-GDH ,
Accu-Chek Aviva Connect Na Mut Q-GDH Tnpégavo: +302102703700
Accu-Chek Aviva Expert Nm Mut Q-GDH
Accu-Chek Aviva Insight Na Mut Q-GDH
Accu-Chek Aviva Plus? Na Mut Q-GDH
Accu-Check Aviva Solo Na Mut Q-GDH
Accu-Chek Guide Nm GDH-FAD
Accu-Chek Guide Me N GDH-FAD
Accu-Chek Inform II Nm Mut Q-GDH
Accu-Chek Instant N GDH-FAD
Accu-Chek Instant S Na GDH-FAD
Accu-Chek Nano? Na Mut Q-GDH
Accu-Chek Nano SmartView? Nau Mut Q-GDH
Accu-Chek Mobile Nau Mut Q-GDH
Accu-Chek Performa Nm Mut Q-GDH
Accu-Chek Performa Combo Na Mut Q-GDH
Accu-Chek Performa Connect Nm Mut Q-GDH
Accu-Chek Performa Insight Nm Mut Q-GDH
Accu-Check Performa Solo Na Mut Q-GDH
Accu-Chek Guide Solo Na GDH-FAD
TRUE METRIX Nm GDH-FAD Trividia Health
TRUE METRIX GO Na GDH-FAD | www.trividiahealth.com
TRUE MET3RIX Air Not GDH-FAD Trrépovo: N/A
TRUEresult GDH-FAD
TRUEresult Twist 23 GDH-FAD
TRUEyou® GDH-FAD
TRUEtrack? GO
TRUEresult (04 GDH-PQQ
GlucoMen areo Na GO A. Menarini Diagnostics
GlucoMen areo 2K Not GO www.menarinidiagnostics.com
gt’;"chg‘:;;r;‘ggﬁ igl gg TnAépovo: +302109944952
GLUCOFIX TECK 2K Nou GO
GLUCOFIX TECK GK Nou GO



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

1Avtof o1 petpnréc/avtéc ot Tatvieg eAéyyov Abbott (pali pe Tovg Dexcom G4 Platinum, G5 Mobile, G6 kat tov iPro2 g
Medtronic) givat o KOpLPaio, GLOTAATA GLVEXOVG TOPOKOAOVONONG TN YALKOING (CGM) ko amo TOVG
KOTOOKEVOOTEG TOVG Yo ¥pNon o€ acbeveig vd veppikn Kabapon, kot mapdtt Paciloviar oty péBodo eréyyov GO, dev
VIAPYOLV €L TOV TAPOVTOC, OPLOTIKG EMOTIHOVIKG oTotyEin Yio T ovpfatotntd tovg pe to Extraneal. Tvufovievteite tov
KOTOGKEVOOTN Y10 EXUTAEOV TAT|POPOPIES.

2 01 petpnrég yAvkoing ACCU-CHEK Nano (6y1 to Aviva 1 to Performa) kot ACCU-CHEK Aviva Plus givat dto8éciuot
MONO o7 Hvopéveg Iolteieg kot ypnoiponotodv tavieg eAéyyov pe tig epmopikég ovopacieg ACCU-CHEK SmartView
kot ACCU-CHEK Aviva Plus, avtictotya. Avtoi ot petpntég ypnotponoovv tig towvieg Mut Q-GDH (ovppotic).
2VpPOoVAEVTEITE TOV KOTAGKEVAOTN Y10 EMTAEOV TAT|POPOPIEG.

3 Ot petpntég yAvkoing TRUEresult (GDH-FAD), TRUEresult Twist 2, TRUEyou ka1 True track dev Sokipudotnkay pe ta
cuvictdpeva opla ¢ Baxter yuo v Ikode&tpivn kot ) MaAtoln. Emopévac, autol ot petpntég dev GUVIGTAOVTAL Yl ¥p1ion
o€ aobeveic mov vmoPdAlovtan o kaBapon.

TYomog nebodov eréyyov (Test Type)*

GO = glucose oxidase

GDH-PQQ = glucose dehydrogenase pe pyrroloquinolinequinone (onpeimon: GDO, glucose-dye-oxidoreductase, givat
o pn ooppoti pédoedog Pacilopevn ot PQQ) [glucose dehydrogenase with pyrroloquinolinequinone (note: GDO,
glucose-dye-oxidoreductase, is an incompatible PQQ-based method)]

GDH-NAD = glucose dehydrogenase e 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 tpomomotmpévn yio v e&aAetyn g tapepPoing g
poAtolng ot pétpnon tov emmédov yAvkolng [glucose dehydrogenase with pyrroloquinolinequinone modified to
eliminate maltose interference]

Bihoypaoio (References):

A Baxter report Interim 1, 33541 Determination of potential interference of Icodextrin and its metabolites on human blood
glucose measurement using chosen glucometers.

Hopakarovpe, dSwafdote Tig TANpels 0dnyieg xpnong yio to ddivpa IIK EXTRANEAL (icodextrin).
Ot ovopooieg Baxter kot EXTRANEAL eivat epmopikd ovjpata g Baxter International Inc.
Alo gpmopikd orpata 1 Tpoidvta wov gpeavitovral €36 givat 310KTNGio TV aVTIGTOY®V WI0KTNTMOV TOVG.

Extraneal-glucose safety-monitor list 2023
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