Taivieg Mérpnong Muko6dng

==On-Call’ rpnos

Extra ‘Ev@eTo Zuokeuaoiag
G135-10H |[MODEL|OGS-191 EAAnvika

APXH KAl TIPOBAEMNOMENH XPHZH

O1 Tawvieg Métpnong Mukégng Aiparog On Call® Extra sival AetrTég Tawvieg. O1 Tavieg £xouv oUOTNUA XNUIKOU
avTidpaoTtnpiou. XpnoigotrolobvTal pe Toug Metpntég Zakxdpou Aipatog Tng oeipdg On Call® Extra. Madi,
HETPOUV TN OUYKEVTPWON YAUKOZNG O€ ONIKO aipa. To aipa epapuoleTal 0To AKPo TNG Taiviag PETPNONG. TN
OUVEXEIQ TO aiua aTToppoPdTal auTépaTa TNV KUWEAN avTidpaong. Ekei TpayuaroToieital n aviidpaon. Eva
OTIyHIoio NAEKTPIKG peUPa TrapAyeTal Katd Tn Sidpkeia NG avTidpaong. H ouykévipwon Tng YAukégng oto
aipa utroAoyideTal pe BAon To NAEKTPIKG PEUNA TTOU aVIXVEUTNKE aTTO TO HETPNTH. To amoTéAeopa eppavideral
oTnv 086vn Tou petPNnTA. O1 PETPNTEG eival BaBuovopnuévol yia va deixvouv amoteAéopaTa 1I0080vapa Tou
TAdoparog.

MNa in vitro diayvwoTikA xprion. O1 Tavieg pétpnong ptmopolv va xpnolgotoinBolv pévo yia egétaon
£GWTEPIKA TOu OWHATOG. Ma aTopIkr Kal eTTayyeAUaTKA Xprion. XpnoigotroiolvTal yia Tn pETPNON TNg
TroodTNTaG YAUKOZNG OE PpEako OAIKO aipa ammd Tpoxoeldn ayyeia. To OAkG aipa amod TPIXOeIdH ayyeia
uTTopEi va ival ammé 1o SdxTUAO, TO avTiBpdxio kai T TaAdun. To oUoTnua XPNoIHoTIoIETal £TTIONG Yyia va
TTapakoAouBEiTal n TTopeia Tou UTAPATOG EAEyXOU Tou BIaBATN.

ZYZTAZH

KdBe taivia pErpnong €xel avTISPWVTA Kal PN avTiSpwvTa XNUIKG ouoTaTIKG. AUTa TaXNHIKG OUCTATIKG €ival:
Ogeidaan g Mukdlng< 25 1U, MecoAaBnTrig < 300 ug, PubuioTiké, kai Mn-avTidpwy ouaTaTikd.
KaBe @iahidio pe Taivieg pETpnong £xel éva aguypavTikd TTapdyovTa.

AMNOOHKEYZH KAI XEIPIZMOZ

e ATOBnKeUOTE TIG TAIVIEG PETPNONG OTO TIPOCTATEUTIKG TOUG PIaAiSIO. ATTOBNKEUOTE PE TO KATTAKI TOUG
EPUNTIKG KAEIOTS. AuTO Ta Slatnpei o€ KaAr KatdoTaan Aeiroupyiag.

e AmoBnkeUoTe TIG Talvieg péTpnong o€ Spooepd, §npd pépog ot Bepuokpacia dwpariou, 2-35 °C
(36-95 °F).

e AToBnkeUOTE TIG HaKPUd aTTd JE0TN KAITO GUECO NAIOKS QWG.

e Mnv wUxeTe A KATAWUXETE.

e XpnaoigotroinaTe Tig Tawvieg PETPNONg o€ Bepuokpaaia dwuatiou. AuTo yia va dIacPaAiceTe OTI TTAipVETE
Ta OWOTA ATTOTEAECHATA.

e Mnv amoBnKeUETE 1 XPNOIMOTIOIEITE TIG TaIVIEG PETPNONG O€ LUYPO PEPOG. Ma TTapadelypa, péoa oTo
pmavio.

e Mnv ammoBnkeUeTe TO PETPNTA, TIG TaIViEG PETPNONG, 1 TO diGAupa eAéyxou KOVTG Ot KaBapIOTIKG TTou
TEPIEXOUV XAwpivn.

o Mnv PeTa@EPETE TIG TaIViEG UETPNONG O€ VEO PIaAidIO fj oTrolodriTToTe GAAo Soxeio.

e H emavahapBavopevn eiloaywyr Kai a@aipeon piag Taviag pétpnong otn BUpa Tou PETPNTI PTTOPET VO
TTPOKAAEDEI EOPaApéva aTTOTEAETHATA.

o KAeioTe 10 KQTTAKI TOU QIGNISIOU AUECWG PETA TNV E§aYWYN MIOG TaIViag pETpnong.

e XpnoIYOTIOIRCTE TNV TaIVia PETPNONG GHECWS APOU TNV APAIPETETE ATTO TO PIOAIDIO.

e Mn XpNOIYOTIOIEITE TIG TaIVIEG PETPNONG META TO TIEPAG TNG NUEPOMNVIAG ARENG TTOU avaypdgeTal OTo
@IaAidIo Kal ava@éPETal O€ KAEIOTA OUOKeuaoia. H xprion Twv Taiviwy PETPNONG HETG TNV NUEPOUNVia
AAgng uTTopei va dwoel AavBacpéva atroTeAEoUaTa EEETACEWY.

Znusiwan: OAeg ol nuepopnvieg Agng avaypdgovtal Pe Tn pop@n ‘ETog-Mrvag-Hpépa.

e XpnaiygotroifaTe éva véo @IaNidIo TavIlv PETPNONG HOVO yia 12 prveg agol To avoigete. H nuepounvia
AgNg Tou @iaNidiou givar 12 PAVEG PETG TO TIPWTO Gvolypa Tou giakidiou. MpayTe TNV nuepopnvia ARgng
070 QIaAiSIO Aoy TO AVOIEETE.

NPOOYAAZEIZ

e T in vitro dlayvwoTikA xprion. O Tavieg PpéTpnong TrpoopidovTal yia Xpron §wTepIKG Tou owuatog. Ma
oKoTroUg £¢ETaong.

e Mnv XpNOIYOTIOIEITE TIG TIVIEG PETPNONG META TNV NUEPOUNVia AENG TTOU avaypAQETal 0TV CUCKEUATIA.
O1 Anypéveg Tawvieg PETPNONG eVOEXETAI VA TIPOKAAEGOUV AavBaopéva aTroTEAEOUATA OTIG HETPAOEIG TG
YAUKGZNG Tou aipaTog.

e Mnv XpnoipoTIoliTe POUPHEVES, AUYIOHEVEG I} KATEOTPAUEVEG TAIVIEG.

e Mnv €TTQVOXPNOIPOTIOIEITE TIG TaIVIEG UETPNONG.

e To deiypa TpéTel va ToTroBeTEITal POvO OTNV Gkpn Tng Taiviag péTpnong. Mnv TomoBeteite Seiypa i
BdidAupa EAEyxou otV Kopupr Tng Taiviag. Autn n evépyela evOEXETal va odnyfoel Ot avagiomoTa
armoteAéopara.

e AmoppiyTe TO QIAAIBIO KOl TIG aXENOIHOTIONTES TAIVIEG PETPNONG 12 PAVEG HETA TO APXIKO TOUG GVOIYHA.
H ouvexng €kBeon oTov aépa evOEXETAI VO KATAOTPEWE! TA XNMIKA CUOTATIKG TWV TAIVIWV PETPNONG.
AuTA n BAGBN evBEXETAI VO TIPOKOAEDEI ECQPOAUEVEG EVDEIGEIS.

e KpatroTe 10 QIaNiBIo TwV TAIVIWV PETPNONG Hakpid atrd TTaidid kai {wa.

e ZUPBOUAEUTEITE TOV 10TPO OAG TTPIV KAVETE oTTolEadrTroTe aAAayég oTn Beparreia oag Baoci{opevor oTa
amoteAéopata TNG £€Taong TNG YAUKGENG OTo aipa 0ag.

YAIKA MOY MAPEXONTAI

e Tawvieg Métpnong e 'EvBeTo Zuokeuaoiag

YAIKA AITOYNTAI AAAA AEN NMAPEXONTAI
e MetpnTAg e ATIOOTEIPWHEVO! ZKAPPIOTAPESG
e Zuokeur) TpuTtimparog o AidAupa EAéyxou

OAHFIEZ XPHZHZ

Avarpégre ato Eyxeipidio XpiaTn yia TARpelg odnyieg oxeTIKG e TN Afyn SeiydaTog aipaTtog Tpiv ammé T

xerian.

Avoigte To kaTdkl Tou @IoNidiou pE TIG Talvieg PETPNONG WOVO yia va TIAPETe pia Tavia yia e&étaon.

ETravaTomoBeTAOTE TO TIWHO OPETWGS VIO VO TIPOOTATEWETE TIG UTTOAOITTEG TaIViEG HETPNONG OTTO TNV UYpaCial

TOU aépa.

AKoAoUBAOTE TIG 0BNYiEg TTOU TIEPIEXOVTAI OTO EYXEIPIDIO XPHOTN YIO VA TIPAYHATOTIOINCETE TV £€€Taon

YAUKOZNG aipaTog.

To amoTéAeopa TnG €&€taong yAukddng aiparog Ba eppavioTei oTo TTapdBupo TNG 086vNG Tou PETPNTH.

BeBaiwBeite 611 To amoTéAeTpa BpiokeTal EVTOG Tou €UPOUG TTOU Cag oUoTNOE O 1aTPOG oag. Eav Ta

armoteAéopard oag ival uynAoTepa f XapnAGTEPa, PWTACTE Tov 1aTPd 0ag yia odnyieg. Mavia va

OUPPBOUAEUETTE TOV IATPO OOG TIPIV KAVETE OTToIEadATIOTE aAAayEG OTn Bepartreia oag.

SHMANTIKO: To ZUoTnua MapakoAouBnong Zakxdpou Aipatog Tng oeipdg On Call® Extra emmpémel Tn

péTpnon oe evaAAakTikd onpeia e€éTaong. Autd eival To avTiBpdxio Kai N TTaAdun padi pe Ty egétaon oto

SAxTUNO. Oa TIPETTEI VA YVWPICETE OTI UTTAPXOUV ONUAVTIKEG SIPOPEG PETAGU SelyUaTwy aTréd TO avTIBPdxio,

TNV TTAAGUN Kai To dAXTUAO.

ZNUavTIKEG TTANPOPOPIEG OXETIKA PETNV EGETAON TNG YAUKOZNG aTTd TO avTIBPAXIO Kal TN TTAAGUN.

o Ortav Ta emimeda Tou aipatog aAAdfouv ypriyopa (OTTwG peTd amd éva yelua, S6on Ivoouhivng r
doknon), 1o aipa armod Ta SaxTUAa evOEXETal va Beifel auTéG TIG aAAayEG TTIo ypryopa amd 6,11 To aija
até GAAa Pépn TOU OWHATOG.

o XpnoipotroioTe Ta SAXTUAA EQOCOV O1 EEETATEIG TTPAYUATOTIOIOUVTAI EVTOG 2 WPWV amrd yeUpa, d6on
IVOOUAivNg Kal doknon A KGBe @opd Tou aioBdaveoTe 6T Ta emimeda TNG yAUKOING oag aAAddouv pe
Taxeig puBpoUG.

o Oa TIPETTEN vV TTPAYATOTTOIEITAN TNV €§€TAON OTTO Ta SAXTUAG 0AG OTTOIGSATIOTE OTIYUNA TIOTEVUETE OTI
uTTapyel mlavoTnTa uTToyAUKaIpiag 1 edv Sev avTIAGUBAVETTE TNV UTTOYAUKGIMIaL.
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EYPOZ ANAMENOMENQN TIMQN
ZUVEPYOOTEITE UE TOV 1TPO 0AG YIa va EAEYEETE e Tov KaAUTEPO TPOTTO TN YAUKGZN oag. Madi PTTopeiTe va opioeTe
70 SIkd 0OG €UPOG AVAUEVOPEVWY TIMWV YAUKOING OTo aipa. MTropeite €mmiong va KaBopioeTe TOUG XPOVOUG
e&étaong. EmimAéov, Ba TrpéTTel va ougnTAOETE TN oNPagia Twv aTroTEAECUATWY YAUKGENG OTO aila oag.
Avapevopeva emiTeSa YAUKOZNG OTO dijia ot Gropa xwpig SiaBrtn™:

Xpévog Elpog (mg/dL) EUpog (mmol/L)
2 vnoTeia Kal TIpIv amé Ta yeupara 70 - 100 39-56

2 WPEG PETA TO yeUUa Aiyétepo armoé 140 Aiyétepo arré 7.8

MpéTrel va XeIPIJeaTe TTPOCEKTIKG TO PETPNTH OOaKXAPOU Tou aipatog oag. Avarpégte oTo Eyxelpidio Xpriotn
yia AETITOPEPEIG 0BNyieg OXETIKG e TN PPOvTida Tou peTpnTr. H dokipf TroloTikoU eAéyxou Ba TTpETTel va
XpnoigotroinBei yia Tov €AeyX0 TNG OWOTAG AEITOUPYIOG TNG OUCKEUNG KOl TWV TAIVILV WETPNONG.
AxoloubrioTe TN dladikagia eEETaoNg OTo eyXEIPIDIO XPAOTN YIO VO TTPAYUATOTIOIRCETE T SOKIWK TTOIOTIKOU
eAéyyou. Tpia eupn CTRL 0, CTRL 1 ka1 CTRL 2 avaypda@ovTal oTnv €TIKETA TOU QIOAISIOU TWV TAIVIWY
pétpnong. To AiGAupa EAEyxou 1 ival eTTapkég yia oxedov OAeg Tig avaykeg auTto-eEéTaong. Edv vopilete om
0 METPNTAG 1} 01 Tawvieg eVOEXOPEVWG BEV AEITOUPYOUV OWOTA, MTTOPEI VA XPEIOOTEl va KAVETE pia eEETaon
emmédou 0 f emmédou 2. EMKOIVWVAOTE PE TO Blavopéa 0OG Yia TTANPOQOPIEG OXETIKG WE TNV ayopd
BlaAUpaTog EAEYXOU.

MNa emPBeBaiwon Twv amoTeAeopdTWY, o1 eEETATEIG WE To AiGAupa EAéyxou 0 Ba TpéTrel va BpiokovTal Eviog
Tou eupoug CTRL 0, o1 e€eTdoelg pe To AiGhupa EAEyxou 1 Ba Trpémel va BpiokovTal eviog Tou eUpoug CTRL 1
Kal ol egeTdoelg pe 1o AiGhupa EAéyxou 2 Ba mpémer va BpiokovTal evidg Tou eupoug CTRL 2. Otav
TIpayuaroTroleite e§étaon pe 1o AitAupa EAEyxou 1, BeBaiwBeiTe 0TI ouykpiveTe Ta aTTOTEAéGHATA WE TO EUPOG
CTRL 1 Tng eTIKETAG TOU PIaNIBiou.

MPOXOXH: Edav T0 amotéAeopa TNG SOKIUNG TTOI0TIKOU EAEYXOU €ival EKTOG TOu UPOUG TTOU avaypAPETal aTO
@IaAidIo Twv TavIwy péETpnang. MH xpnoipotoioeTe To oUoTNA yia TNV €E€TA0N TOu QipaTOg 0ag, aTTO TN
OTlyui Tou TOo oUoTnua dev Aeitoupyei owotd. Edv dev pmopeite va dlopBwoete To TPOBANUa,
ETTIKOIVWVAOTE WE To dlavopéa oag yia BoriBeia.

MNEPIOPIZMOI

O Tawvieg pétpnong On Call”Extra kai Ta GMa e§apTrApaTa EXOUV OXeBIOOTE], BOKIMAOTE Kal EXEl aTTOBEIXBE]
671 AEITOUpYOUV QTOTEAEOOTIKG PE TNV OEIpd peTPnT@V On Call” Extra ()oTe va TPOopEPOUV aKpIBEIG
HETPAOEIG oaKyGpoU aipaTog. Mnv XpnoiuoTTolsite e§apTApaTa ammd GAAeG eTaipeieg.

Mn XPnOIHOTIOIEITE TO HETPNTH HE OTTOIOVONTIOTE TPOTTO TTOU eV TIPOODIOPICETAI ATTG TOV KATAOKEUQOTH.
Edv oupBei auto, To oUCTNHA PTTOPET VA N AEITOUPYAOE! £T01 OTTWG TTPETTEL

Egetddete povo @péoko oNikS aipa ammd TPIXoeIdh ayyeia pe TG Tavieg pétpnong On Call® Extra. Mn
XpnoiyoTroigite e deiypata opoU fj TTAGOUATOG.

To Z0otnua MapakolouBnong Zakxapou Aipatog Tng oeipdg On Call” Extra Tpoopiletal yia
emayyeApaTiki xprion. Eival emiong mpoidv TwAnong xwpig 1atpikr ouvtayn. Téoo ol emayyeAyarieg 600
KOl Ol QUTO-EEETAONEVOI XPAOTEG UTTOPOUV VO XPNOILOTIOIRCOUV TIG TAIVIEG PETPNONG YIa va EEETATOUV
Seiypara @pEakou OAIkoU aipaTog atrd TPIXoeIdn ayyeia.

oAU uynAsg (Travw atmé 60%), Kai TTOAU XapnASg (KaTw atrd 25%) QIPATOKPITNG EVOEXETAI VO 0OG SWOE!
AavBaopéva amoreAéopara. MIAROTE e Tov 1aTPS 0ag yIa va PABETE Ta ETTITTESO TOU QINATOKPITN 0AG.
MoAU wnAd eimeda Birapivng C (aokopPikd 0&U) i GAMwWY avaywyikwy ouciwv Ba SWoouv eCPaApéva
uywnAég peTpAoelg YAUKOZNG aiparog.

To ouoTtnua divel opBEG peTProelg YAUkOENG petagu 0.6 kai 33.3 mmol/L (10 — 600 mg/dL).

Nimrapég ouaieg (TpiyAukepidia péxpr 3 000 mg/dL rj XoAnoTepivn péxpr 500 mg/dL) dev €xouv onuavTikn
ETTIOPAON OTA ATTOTEAECHATA TWV EGETACEWV.

Or Tavieg pérpnong On Call® Extra éxouv SOKILOOTEI Kal QOiVETal OTI AEITOUPYOUV OWOTA WEXPI TO
uyopeTpo Twv 10 000 TTodwv. (3 048 pétpa).

Eav gioTe TTOAU dppwaTOG/N UNV TTPAYUATOTIOINOETE EEETACN E TO OUCTNHA TTAPaKoAoUBNoNg oakxdpou
aipatog On Call® Extra.

Aciypara oipatog ommé aoBeveig ot kardoTtacn ook, Pe cofapr] aguddtwon R amé acBeveig ot
UTTEPWOHWTIKK KATEoTaoN (Me A XwpiG KETOGEWON) Gev €xouv e§eTaOTEN. Aev GUVICTWVTAI Ta SeiypaTa
auTé yia e€éTaon pe To ZUotnua MapakoAouBnong Zakxdpou Aipatog On Call® Extra.

Axar@AAnAo yia egétaon veoyévvnTwy.

Akat@AAnAo yia dropa TTou uTToBaAAovTal OE 0§uyovoBepaTeia.

ATtoppiyTe Ta dEfypaTA AiPaATOG KAl Ta UAIKG TTPOCEKTIKA. XEIPIOTEITE OA Ta defyaTa aiparog oav va Arav
HoAuopaTikd UNKG. AKOAoUBAOTE TIG KATAAANAEG TIPOQPUAGEEIG Kal TNPAOTE TOUG TOTTIKOUG KaVoVIoUoUg
61av aTmoppiTITETE UNIKG Kal SefypaTa aipaTog.

To oUoTnua TTapakoAoUBnong oakxdpou dipatog On Call® Extra GUPHOPQUWVETal pE TIG amramiaelg Tou EN 1ISO

15197:2015 / 1ISO 15197:2013 (CUOTAPOTA BIOYVWOTIKWY EGETACEWY N Vitro — ATTAITACEIS VIO TA OUCTAUATA

ﬂapako)\oﬂencn% NG YAukdgng aipatog yia autoegétaon katd Tn diaxeipion Tou cakyapwdoug diaprit). O

petpnTrig On Call” Extra éxe1 BaBpovopnBei xpnaipotroiivTag AvaAutr MAukégng YSI (Model 2300 STAT PLUS).

Eivar avixveuoipo ota rpéTuta avagopdg NIST.

Bdoel pEAETGV €mMKUpWONG, Of Taivieg péTpnong On Call® Extra eival e€iocou amoTeAeoparmkég otav

XPNOILOTIOIOUVTaI LE TOUG METPNTEG GAKXGPOU dillaTog Thg oelpdg On Call® Extra.

EmavaAnmrrikérnra kai AkpiBeia

MpaypatoTroinkav déka avTiypaga Sokipaciiv ot déka MeTpnTég Zakxdpou Aiparog On Call®Extra . Ma

TNV €§€100N XPNOoIPoTToIMBnKav NTrapiviopéva deiypara GAERIKOU aipaTog O TIEVTE ETHITTESN CUYKEVTPWOEWG.

Egetdotnkav TpeIg TTAPTIOEG TAIVIWV PETPNONG. ATTO Ta CUVOUACHEVA OTTOTEAEOUATA TWVY TPIWV TIAPTISWY

TIpOéKUWaV ol akAAoUBeg ekTIATEIG.

2.4 mmol/L 4.8 mmol/L 7.2 mmol/L 10.5 mmol/L. 17.3 mmol/L
(43.7mg/dL) | (85.9mg/dL) | (130mg/dL) | (189mg/dl) | (312 mg/dL)
TutmikA ammékAion mmol/L 0.08 mmol/L 0.14 mmol/L

(mg/dL) i ZuvTeAeoTAG (1.49 mg/dL) (2.60 mg/dL) 2.9% 2.4% 3.2%

peTaBAnTéTTAG (CV) (SD) (sb)

EvBidueon AkpiBeia
EgeTdomkav Séka avTiypaga amoé TPEIG TIApTIOEG Taviiv o€ Béka Metpntég Zakydpou Aipatog On Call®
Extra . Autég ol e§eTdoelg TTpaypaTotroiOnkav KABe pépa yia déka OUVONKA NUEPEG.. ZTIG €CETAOEIG
Xpnoipgotroienkav dlaAUpaTa eAEyXou TPIWV BIOQPOPETIKWV ETITTESWY CUyKEVTpwang. Egetdotnkav Tpeig
TIOPTIBEG TaVILV PETPNONG. ATIO Ta OUVOUAOHEVO OTTOTEAEOHATA TWV TPIWV TIAPTIBWV TIPOEKUYAV Ol
aKOAOUBEG EKTIPATEIG.

©

MEZH TIMH

. . . TutmikA ammékAion mmol/L (mg/dL) i
Emimedo AlaAUparog EAéyxou MEZH TIMH SuvteheaTric peTaRAnTéMTAC (CV)
XapnAd 2.3 mmol/L (40.9 mg/dL) 0.09 mmol/L (1.55 mg/dL) (SD)
Kavovikd 6.6 mmol/L (119 mg/dL) 3.4%
Yynho 18.4 mmol/L (332 mg/dL) 3.3%

AxpiBeia ZuoThparo

Mpayparotoienkav PETPACEIG YAUKOZNG TPIXOEIBIKOU QipaTog OTrd EISIKEUHEVO TEXVIKO pE Tov MeTpnth
Sakxdpou Aiuatog On Call® Extra (y). Ta Seiypata aipartog ATav aTé TepIcooTepoUS aTtd 100 GUPHETEXOVTEG.
Ta deiypata TpixoeIdikoU aipatog eAf@Bnoav armé 1o SaxTuho, TNV TTaAdun kai To avTiBpdyio. Ta Seiyuara
atd 1o ddxTUAO aTTd Ta idia dTopa avaAubnkav Triong pe avaAuth YAukogng (x) YSI Model 2300 STAT PLUS.
Egetdotnkav TpeIG TTapTIdEG TAIVILV PETPNONG. T OUVBUOOTIKA OTTOTEAEOHATA OTTO TIG TPEIG TIAPTIOES
GUYKPIBNKaV PETAGY TOUG.

pappikn TaAivdpounon Twy amoreAeopdrwy: On Call” Extra (y) évavr YSI Reference (x)
Znueio Asiypatog Khion Znpeio Topng (mmol/L)/(mg/dL) R N
Adxtuho 0.9433 0.3394/6.1100 0.9931 666
MNaAaun 1.0023 0.2745/4.9416 0.9893 618
AvtiBpaxio 0.9847 0.3707/ 6.6723 0.9893 618

Ta deiypara armé 1o SaxTuAo xpnotpoTroiiBnkay yia Tn uétpnon Tou YSI avagopdg.
To eUpog Beiypartog fitav 2.3 — 31.9 mmol/L (40.9 — 574 mg/dL) yia To MeTpnt Sakxapou Aiuarog On Call®
Extra pe defypa afuartoc amé 1o daxTuAo. To edpog defyparog frav 2.8 — 27.7 mmol/L (50.4 — 498 mg/dL) yia
10 MeTpnT Zakydpou Aipartog On Call® Extra pe deiypa aipatog ammé Ty TaAdun Kai To avTiBpaxio.

Znpeio SaxTuAwv: AToteAéopara AkpiBeiag ZuoThuaTog yia Zuykévipwaon Mukddng > 5.55 mmol/L (100 mg/dL)

Eviég +5 % Eviég +10 % Eviég +15%
256/492 (52.0%) | 431/492 (87.6%) | 490/492 (99.6%)
Inueio daxTUAwv: AtroteAéopara AkpiBeiag TuoTiuarog yia Tuykévipwon Mukégng < 5.55 mmol/L (100 mg/dL)
Evrég +0.28 mmol/L (5 mg/dL) [ Evtég + 0.56 mmol/L (10 mg/dL) [ Evtég + 0.83 mmol/L (15 mg/dL)
132/174 (75.9%) 174/174 (100%) 174/174 (100%)

Znueio TaAdung: AmoteAéopuata AKpiBeiag ZuaTAuaTog yia Zuykévipwon MukéZng > 5.55 mmol/L (100 mg/dL)

Eviég +5 % Evtég +10 % Evtég + 15 %
199/474 (42.0%) | 378/474 (79.7%) | 4711474 (99.4%)
Znpeio TaAdpng: AmoteAéopara AKpiBeiag ZuoTApaTog yia Zuykévipwan Mukégng < 5.55 mmol/L (100 mg/dL)
Eviég + 0.28 mmol/L (5mg/dL) | Eviog + 0.56 mmol/L (10 mg/dL) | Evidg + 0.83 mmol/L (15 mg/dL)
76/144 (52.8%) | 126/144 (87.5%) 144/144 (100%)

Inueio avTiBpaxiou: AroteAéoparta Akpieiag SuaTriuaTog yia Suykévipwaon Mukdégng > 5.55 mmol/L (100 mg/dL)

Eviég +5 % | Evrog +10 % Evrog + 15 %
211/474 (44.5%) | 364/474 (76.8%) | 462/474 (97.5%)
Znueio avTiBpaxiou: AmoteAéopara AkpiBeiag TUoTPATog yia Zuykévipwon MAukdgng < 5.55 mmol/L (100 mg/dL)
Evtog + 0.28 mmol/L (5 mg/dL) | Evtdg + 0.56 mmol/L (10 mg/dL) | Evtog + 0.83 mmol/L (15 mg/dL)
76/144 (52.8%) | 128/144 (88.9%) 144/144 (100%)

AmoreAéopaTa AKpIBEIag ZUOTAPATOS yia ZUYKEVTpwan MAUKGZNG TTou kupaivetal petagy 2.3 mmol/L (40.9 mg/dL) kai
31.9mmol/L ( 574 mg/dL)

Ev1dg + 15 % 1i + 0.83 mmol/L (15 mg/dL)

Znpeio dayTuAou | Znueio TaAdung Znpeio avTiBpayiou

664/666 (99.7%) | 615/618 (99.5%) | 606/618 (98.1%)

AxpiBeia ouoTApatog cUuewva pe 1o EN 1ISO 15197:2015 / ISO 15197:2013, oI YETPOUMEVEG TIHEG TNG
YAUk6ZnG o€ TT0000TO 2 98,1% ENTTITITOUV OTA EAAXIOTA ATTOSEKTA KPITAPIO ATTO00NG.

MeAérn KaravaAwr

MpaypatoToIndnke pia HEAETN KATAVOAWTH PE £ETAON TPILV TIAPTIOWY TAIVIWV PETPNONG. OI CUPHETEXOVTEG
XPnoipotoinoav To ZUoTnua MapakoAouBnong Zakxdpou Aipatog On Call® Extra. AuTA n ueAéTn €5€1Ee 611 0
aoBevig gival duvaTd va kavel TNV e§£Taon e€ioou KaAG PE TOV EISIKEUMEVO TEXVIKO.

E¢etéoeig On Call” Extra (y): Tpappiki TTaAv3p6Unon ZUMHETEXOVTOG (y) TIPOG TIHA avagopdg YSI
Kkal Fpappiki TaAivdpdpnaon TexvikoU (y) Tpog Tipr avagopds YSI

Maprtida Taviag Egeraomnke amd Khion (mzrngB/I;Z7gL) R N
Maprida Mn €151KO 0.9594 0.2436 / 4.3856 0.9906 20
MNaprida TeXVIKO 0.9382 0.4106 /7.3900 0.9910 20
Maprida Mn e1dik6G 0.952: 0.2649 / 4.7681 0.9906 20
Maprida TexVIKOG 0.9502 0.3066 /5.5187 0.9904 20
Maprida Mn e1dik6G 0.9654 0.2710/4.8784 0.9914 20
Maprida TexVIKOG 0.950! 0.2936 / 5.2854 0.9901 20

H uperétn agloAdéynong Twv TIMWV YAUKGNG, Tou TTpoépxovTal amé Seiypata TpIxoeldikoU aipartog,
AapBavopévou amd Tnv dkpn Tou SaxTUAoU, Ta oTroia eAfigBnoav amméd 103 Tuxaia dropa, £de1ge Ta akdAouBa
aToteAéopaTa:
100% &vT66 + 0.83 mmol/L (15 mg/dL) Twv TIHWVY 1aTPIKOU EPYAOTNPIOU OE TUYKEVTPWAON YAUKGING KATW OTTé
5.55 mmol/L (100 mg/dL), kai 100% €vT8G + 15% Twv TIUWV 1GTPIKOU EPYACTNPIOU OE CUYKEVTPWAN YAUKOZNG
iong 1 peyaAuTepng améd 5.55 mmol/L (100 mg/dL).
Ma TAApEeIg 0dnyieg, TTapakaAoUpe avaTpégTe oTo Eyxeipidio XproTn TTou TTapéxeTal padi Pe TO PETPNTI 0OG.
Ma emTTPO0BETEG ATTOPIES 1) BEPATA PE AUTO TO TTPOIGV, TTAPAKAAOUHE ETTIKOIVWVHOTE WE TO Slavouéa O0Og yia
BonBeia.

ANAOOPEX
1. ADA Clinical Practice Recommendations, 2013

EYPETHPIO ZYMBOAQN

ZupBouAeuTEiTE TIG 0BNYiEG XPrONG g Xprion éwg ApIBP6G povTédou

AlayvwoTIKOG 1aTPIKOG EEOTTAICHOG
in vitro (IVD)
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PRINCIPLE AND INTENDED USE

The On Call® Extra Test Strips are thin strips. The strips have a chemical reagent system. They
work with the On Call® Extra family of Blood Glucose Meter. Together, they measure the glucose
concentration in whole blood. Blood is applied to the end tip of the test strip. Then the blood is
automatically absorbed into the reaction cell. This is where the reaction takes place. A transient
electrical current is formed during the reaction. The blood glucose concentration is calculated
based on the electrical current detected by the meter. The result is shown on the meter display.
The meters are calibrated to show plasma equivalent results.

For in vitro diagnostic use. Test strips can be used only outside the body for testing purposes. For
self-testing and professional use. They are used to measure the amount of glucose in fresh
capillary whole blood. Capillary whole blood can be from the finger, forearm, and palm. The system
is also used to monitor how well the diabetes control programs work.

COMPOSITION

Each test strip has reactive and non-reactive chemicals. These chemicals are: Glucose Oxidase <
25 1U, Mediator < 300 pg, Buffer, and Non-reactive Ingredient.
Each test strip vial has a drying agent.

STORAGE AND HANDLING

« Store test strips in their protective vial. Store with their cap on tight. This keeps them working good.

« Store test strips in a cool, dry place at room temperature, 2-35 °C (36-95 °F).

Store them away from heat and direct sunlight.

« Do not freeze or refrigerate.

e Use the test strips at room temperature. This is to make sure you get the right results.

« Do not store or use the test strips in a humid place. For example, a bathroom.

« Do not store the meter, the test strips, or control solution near things that have bleach in them.

« Do not transfer the test strips to a new vial or any other container.

« Repeated insertion and removal of a test strip into the meter strip port may result in reading errors.

« Replace the vial cap immediately after removing a test strip.

e Use the test strip right after you take it out of the vial.

« Do not use your test strips past the unopened expiration date printed on the vial. Using test
strips past the expiration date can give you wrong test results.
Note: All expiration dates are printed in Year-Month-Date format.

e Use a new vial of test strips for only 12 months after opening. The opened vial expiration date
is 12 months after the vial was first opened. Write the opened vial expiration date on the vial
label after you open it.

Blood Glucose Test Strips
Package Insert

PRECAUTIONS

« Forin vitro diagnostic use. Use the test strips only outside the body. Use only for testing purposes.

« Do not use test strips after the expiration date on the vial. Expired test strips can give wrong
blood glucose readings.

« Do not use test strips that are torn, bent, or damaged in any way.

* Do not reuse test strips.

« Only apply the sample to the tip of the test strip. Do not apply blood or control solution to the
top of the test strip. This can give you false readings.

« Discard the vial and any unused test strips 12 months after you first open it. Constant exposure to
air can destroy chemicals in the test strip. This damage can give you wrong readings.

* Keep the test strip vial away from children and animals.

« Talk to your physician or healthcare professional before making any changes in your treatment
plan based on your blood glucose test results.

MATERIALS PROVIDED

e Test Strips e Package Insert
MATERIALS REQUIRED BU OT PROVIDED
e Meter e Sterile Lancets e Lancing Device « Control Solution

Before use, get complete instructions on getting blood samples from your User's Manual.

1. Open the cap of the test strip vial only to take out a test strip for testing. Replace the cap
immediately to protect the remaining test strips from moisture in the air.

2. Follow the instructions in your user's manual to run the blood glucose test.

3. The blood glucose test result will show on the meter display window. Make sure the result is in
the target range told by your healthcare professional. If your results are higher or lower, ask
your healthcare professional what to do. Always consult your healthcare professional before
changing your treatment plan.

IMPORTANT: The On Call® Extra family of Blood Glucose Monitoring System allows alternative

site testing. These are forearm and palm testing in addition to fingertip testing. You should know

there are important differences between forearm, palm and fingertip samples.

Important information about forearm and palm glucose testing:

« When blood levels change fast (such as after a meal, insulin dose or exercise), blood from the
fingertips may show these changes sooner than blood from other parts.

« Use your fingertips if you test within 2 hours of a meal, insulin dose, and exercise or any time
you feel that your glucose levels are changing fast.

« You should test with the fingertips anytime you think there is a chance of hypoglycemia or you
suffer from hypoglycemia unawareness.

RANGE OF EXPECTED VALUES

Work with your healthcare professional to best monitor your glucose. Together you can set your
own range of expected blood glucose values. You can also arrange your testing times. In addition,
you should discuss the meaning of your blood glucose results together.

Expected blood glucose levels for people without diabetes™:

Time Range (mg/dL) Range (mmol/L)
Fasting and Before Meals 70 — 100 3.9-5.6
2 Hours After Meal Less than 140 Less than 7.8

CHECKING THE SYSTEM

Your blood glucose meter must be handled carefully. See your User's Manual for detailed
instructions for meter care. The quality control test should be used to check that the meter and test
strips are working together properly. Follow the test procedure in your User's Manual to run a
quality control test. Three ranges CTRL 0, CTRL 1 and CTRL 2 are shown on the test strip vial
label. Control Solution 1 is sufficient for most all self-testing needs. If you think your meter or strips
may not be working correctly, you may also want to do a level 0 or level 2 test. Contact your
distributor for information on buying control solution.

For confirmation of results, Control Solution O tests should fall within the CTRL 0 range, Control
Solution 1 tests should fall within the CTRL 1 range and Control Solution 2 tests should fall within
the CTRL 2 range. When testing with Control Solution 1, make sure you are matching the results to
the CTRL 1 range on the vial label.

CAUTION: If your quality control test result is outside of the control range shown on the test strip
vial, DO NOT use the system to test your blood, as the system may not be working properly. If you
cannot correct the problem, contact your distributor for help.

LIMITATIONS

e The On Call® Extra Test Strips and other components have been designed, tested and proven
to work effectively with the On Call® Extra family of Meters to provide accurate blood glucose
measurements. Do not use components from other brands.

« Do not use the meter in any way that is not specified by the manufacturer. If this happens, the
system might not work the way it is supposed to.

« Testonly fresh capillary whole blood with the On Call® Extra Test Strips. Do not use with serum
or plasma samples.

e The On Call® Extra family of Blood Glucose Monitoring System is for professional use. It is also
for over the counter sale. Both professionals and self-testing users can use the test strips to
test fresh capillary blood samples.

e Very high (above 60 %), and very low (below 25 %) hematocrit can give you wrong results.
Talk to your healthcare professional to find out your hematocrit level.

« Very high levels of Vitamin C (ascorbic acid) or other reducing substances will give falsely high
blood glucose readings.

e The system gives accurate glucose readings between 0.6 and 33.3 mmol/L (10-600 mg/dL).

e Fatty substances (Triglycerides up to 3 000 mg/dL or Cholesterol up to 500 mg/dL) have no
major effect on test results.

e The On Call® Extra Test Strips have been tested and shown to work properly up to 10 000 ft. (3
048 meters).

e If you are very ill, do not run the glucose test with the On Call® Extra Blood Glucose Monitoring
System.

e Blood samples from patients in shock, with severe dehydration or from patients in a
hyperosmolar state (with or without ketosis) have not been tested. We do not recommend
these samples for testing with On Call® Extra Blood Glucose Monitoring System.

« Not for neonatal testing.

« Not for persons undergoing Oxygen therapy.

e Throw away blood samples and materials carefully. Treat all blood samples as if they are
infectious materials. Follow proper precautions and obey all local regulations when disposing
of blood samples and materials.

PERFORMANCE CHARACTERISTICS

The On Call® Extra blood glucose monitoring system complies with the requirements of EN ISO
15197:2015 / 1ISO 15197:2013 (in vitro diagnostic test systems - requirements for blood glucose
monitoring systems for self-testing in managing diabetes mellitus). The On Call® Extra meter is
calibrated by using YSI (Model 2300 STAT PLUS) Glucose Analyzer reference instrument. It is
traceable to NIST reference standard.

Based on validation studies, the performance of the On Call
used with the On Call® Extra family of Blood Glucose Meters.

Reproducibility and Precision

Ten replicate assays were each run on ten On Call® Extra Blood Glucose Meters. Heparinized
venous blood samples at five concentration levels were used in the testing. Three test strip lots
were tested. The three lots combined results provided the following estimates.

2.4 mmol/L 4.8 mmol/L 7.2mmol/L | 10.5 mmol/L | 17.3 mmol/L
(43.7 mg/dL) | (85.9 mg/dL) | (130 mg/dL) | (189 mg/dL) | (312 mg/dL)
Standard Deviation mmol/L | 0.08 mmol/L | 0.14 mmol/L

(mg/dL) or Coefficient of | (1.49 mg/dL) | (2.60 mg/dL) 2.9% 2.4% 3.2%
Variation (CV) (SD) (SD)

Intermediate Precision
Ten replicate assays drawn from three strip lots were run on ten On Call® Extra Blood Glucose
Meters. These tests were run each day for a total of ten days. Control solutions at three
concentration levels were used in the testing. Three test strip lots were tested. The three lots
combined results provided the following estimates.

®

Extra test strip is equivalent when

MEAN

" Standard Deviation mmol/L (mg/dL) or
Control Solution Level MEAN Coefficient of Variation (CV)
Low 2.3 mmol/L (40.9 mg/dL) 0.09 mmol/L (1.55 mg/dL) (SD)
Normal 6.6 mmol/L (119 mg/dL) 3.4%
High 18.4 mmol/L (332 mg/dL) 3.3%

System Accuracy

A trained technician tested the capillary blood using the On Call® Extra Blood Glucose Meter (y).
The blood samples were from more than 100 participants. Capillary blood samples were taken
from fingertip, palm and forearm. Fingertip samples from the same subjects were also analyzed
with YSI Model 2300 STAT PLUS Glucose Analyzer (x). Three test strip lots were tested. The three
lots combined results were compared.

Linear Regression Results: On Call” Extra (y) vs. YSI Reference (x)
Sample Site Slope Intercept (mmol/L)/(mg/dL) R N
Fingertip 0.9433 0.3394 / 6.1100 0.9931 666
Palm 1.0023 0.2745/ 4.9416 0.9893 618
Forearm 0.9847 0.3707 / 6.6723 0.9893 618

Fingertip samples were used for YSI reference measurement.

The sample range was 2.3 - 31.9 mmol/L (40.9 - 574 mg/dL) for On Call® Extra Blood Glucose
Meter testing with blood sampled from fingertip sites. The sample range was 2.8 - 27.7 mmol/L
(50.4 - 498 mg/dL) for On Call®Extra Blood Glucose Meter testing with blood sampled from palm
and forearm sites.

Fingertip Site: System Accuracy Results for Glucose Concentration > 5.55 mmol/L (100 mg/dL)
Within + 5 % Within + 10 % Within + 15 %

256/492 (52.0%) | 431/492 (87.6%) | 490/492 (99.6%)
Fingertip Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within + 0.28 mmol/L (5 mg/dL) | Within + 0.56 mmol/L (10 mg/dL) | Within + 0.83 mmol/L (15 mg/dL)
132/174 (75.9%) | 174/174 (100%) | 174/174 (100%)

Palm Site: System Accuracy Results for Glucose Concentration > 5.55 mmol/L (100 mg/dL)
Within + 5 % Within + 10 % Within + 15 %
199/474 (42.0%) 378/474 (79.7%) | 471/474 (99.4%)
Palm Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within + 0.28 mmol/L (5 mg/dL) | Within + 0.56 mmol/L (10 mg/dL) | Within + 0.83 mmol/L (15 mg/dL)
76/144 (52.8%) | 126/144 (87.5%) 144/144 (100%)

Forearm Site: System Accuracy Results for Glucose Concentration > 5.55 mmol/L (100 mg/dL)
Within £ 5 % | Within + 10 % Within + 15 %

211/474 (44.5%) | 364/474 (76.8%) | 462/474 (97.5%)
Forearm Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within + 0.28 mmol/L (5 mg/dL) | Within + 0.56 mmol/L (10 mg/dL) | Within + 0.83 mmol/L (15 mg/dL)
76/144 (52.8%) 128/144 (88.9%) 144/144 (100%)

System Accuracy Results for Glucose Concentration between 2.3 mmol/L (40.9 mg/dL) and 31.9mmol/L
(574 mg/dL)
Within + 15 % or + 0.83 mmol/L (15 mg/dL)
Fingertip Site [ Palm Site Forearm Site
664/666 (99.7%) [ 615/618 (99.5%) | 606/618 (98.1%)
System accuracy according to EN I1SO 15197:2015 / ISO 15197:2013, > 98.1% of measured
glucose values fall within the minimum acceptable performance criteria.
Consumer Study
A consumer study was held testing three test strip lots. Participants used the On Call® Extra Blood
Glucose Monitoring System. This study shows that the patient can run the test as well as a trained
technician.

On CallExtra tests: Linear regression of Participant (y) versus YSI Reference value
and Linear regression of Technician (y) versus YSI Reference value
Strip Lot Tested By Slope (mmE}i;;:(ig)é/dL) R N
Lotl Layperson 0.9594 0.2436 / 4.3856 0.9906 206
Lotl Technician 0.9382 0.4106 / 7.3900 0.9910 206
Lot2 Layperson 0.9523 0.2649 / 4.7681 0.9906 206
Lot 2 Technician 0.9502 0.3066 / 5.5187 0.9904 206
Lot 3 Layperson 0.9654 0.2710/4.8784 0.9914 206
Lot 3 Technician 0.9509 0.2936 / 5.2854 0.9901 206

The study evaluating glucose values from fingertip capillary blood samples obtained by 103 lay
persons showed the following results:

100% within + 0.83 mmol/L (15 mg/dL) of the medical laboratory values at glucose concentrations
below 5.55 mmol/L (100 mg/dL), and 100% within + 15% of the medical laboratory values at
glucose concentrations at or above 5.55 mmol/L (100 mg/dL).

For complete instructions, please refer to the User's Manual included with your meter. For
additional questions or issues with this product, please contact your distributor for help.

REFERENCES
1. ADA Clinical Practice Recommendations, 2013.
INDEX OF SYMBOLS
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