® T -
n@Call P JUJS MHCTpe;I;rLl:gj-IBOKZK:AbILH

REF| G133-111, REE G133-112, |REF G133-114
REF| G133-118, |REF| G133-119, |REF| G133-211

Tect-nonockn On Call® Plus — 3To TOHKME MOMOCKA C XMMWYECKUM PEareHToM, KOTopble
paboTaioT ¢ riokomeTpom On Call® Plus n On Call® EZ Il ans TecTMpoBaHUs KOHUEHTpauum
TIOKO3bI B LienbHON KpoBW. KpoBb HAHOCUTCA Ha KOHUYMK TECT-MOMOCKM, 3aTEM aBTOMaTUYeCKM
abcopBupyeTcsi B peakuMOHHYIO siueiiky, rAe NpoucXoauT peakuus. B xope peakuwm
obpasyeTcsi MepexoAHblii  SNEKTPUYECKUA TOK, M Ha ero OCHOBE BbICUUTLIBAETCS
KOHLIEHTPaLMs Mioko3bl. 3aTem pesynbTaT oToGpaxaeTcs Ha akpaHe mpuGopa. MpuGops
KanubpyloTCA NO KOHLEHTPaLMAM B Nnasme.
MpeaHasHayeHo Ans in Vitro AMarHocTUkW. TeCT-Nonocku NpeaHasHaveHs! AN TECTUPOBaHNS
ToNbKO BHe Tena uenoseka. [pUrogHbl NS CaMOCTOSTENLHOTO U MPOECCUOHANBHOMo
MCnonb3oBaHns. OHM MCMONMb3YIOTCS ANs U3MEPEHWs KOMUYecTBa [Iioko3bl B CBEXEN
KanunnsapHom Kpoeu. KanunnspHyto KpoBb MOXHO NOMY4NTb U3 NanbLia, Npeanieybs 1 NagoHu
COCTAB
Kaxaas TecT-nonocka CoAepUT CrieayloLLmMe XUMMUYECKUe peakTUBbI: MMoko300keuaasa < 25
M.E., megunatop < 300 pg.
Kaxkablii (hriakoH TECT-NONOCOK COAEPXUT aACOPBEHT.
XPAHEHUE U QKCIITYATALIUA
e TecT-nonock1 AOMKHbI XPaHUTLCS B MIOTHO 3aKPbITOM (PriakoHe [Nt COXPaHEeHUst UX B
XopolLuem paboyem CoCTosHUN.
e XpaHuTe TeCT-Nosiocku B CyXOM NpoxnagHom mecTe npu Temnepatype 2-35° C(36-95°F).
XpaHuTe 1X BAANN OT UCTOYHMKOB TEMIa U MPSIMbIX COTNHEUHbIX My4en.
He ponyckaiiTe 3aMOpa}vBaHNs U OXNAXKAEHUS.
[ns obecneyeHns To4HbIX pe3yrbTaToB UCTONb3YATE TECT-MOMOCKMA NPV KOMHATHO TeMnepaType.
He xpaHWTe TecT-nonocku BHe hnakoHa. TecT-nonocku AOMKHbI XPaHUTLCH B
OpUrMHAMNbLHOM (hrlakoHe C MMOTHO 3aKPbITON KPbILLKOM.
He xpaHuTe 1 He 1CTIoMb3yiATe TECT-MOMOCKU BO BITaXHOM MeCTe, Hanpumep, B BaHHOM.
He xpaHuTe npubop, TecT-NoNock1n Unu KOHTPOMbHBIN pacTBop B 6nuan otbenusatenen
WM YUCTSILLMX areHTOB, CoAepXalLmx oTenmueaTenu.
He nepeHocuTe TecT-NoNockv B HOBbIN (akoH U Nobom Apyroi KOHTERHep.
3ameHnTe KpbILLKY thriakoHa cpady nocne yaaneHnst TECT-Nonockn
Mcnonb3yiiTe TECT-NONOCKY Cpa3y Xe Nocrne U3BeYeHNs U3 ynakoBKM.
He nonb3yiiTech TecT-nonockamn nosaHee AaThl, ykasaHoi Ha ynakoBke. Mcnonb3osaHue
TECT-MOMOCOK C MCTEKLIMM CPOKOM FOAHOCTU MOXET MPUBECTU K MOMYYEHNI0 HEBEPHbIX
Pe3ynbTaToB TECTUPOBAHMS.
IMpumeyaHue: Cpok roaHOCTY yka3aH B hopmare «rof-mMecsiLi-aaray.
HoBbIit (hnakoH TECT-NOMOCOK MOXET WCMOMb3oBaTbCs B TeYeHWe 6 Mecsues nocne
NEepBOro OTKPLITUS. 3anuLunTe Ha STUKETKE (riakoHa CPOK FOAHOCTM Cpasy e nocne Toro,
KaK OTKPbINW ero nepBbli pas.
MEPbI MPEOOCTOPOXXHOCTU
e Tonbko Anst in vitro AarHOCTUKU. TeCT-MOMOCKM MOTYT GbiTb UCMOMb30BaHbI TONMBKO BHE
Tena yenoseka.
e He nonb3yiTech TecT-nofiockamu Mo3AHee [faTthl, HaneyaTaHHOM Ha  chiakoHe..
Mcnonb3oBaHe TECT-MOMOCOK C WCTEKWMM CPOKOM TOAHOCTM MOXET MpUBECTU K
NOJTy4EHUIO HEBEPHbIX PE3YNbTaTOB TECTUPOBAHNSI.
He vcnonb3yiiTe nopsaHHble, COTHyTblE UMK MOBPEXAEHHbIE UHBIM NyTem nonocku. He
MCNOSIb3YMTE TECT-NONOCKN MOBTOPHO.
OGpa3eL [omKeH GbiTb HAHECEH TOMbKO Ha KOHeL, TecT-Nnonocku. He HaHOCUTE KpOBb MU
KOHTPOIbHBI PACTBOP CBEPXY. ITO MOXET NPUBECTU K HETOUHBIM pe3yrnbTaTam.
[lo TecTupoBaHusi kpoBM y6eauTech, YTO KOAOBas NNacTWHa, CoAepXallascs B AaHHOW
YNaKoBKe MOMOCOK, YCTaHOBNEHa B OTBEPCTVE ANsi KOAOBOW NNACTUHBI, PACMONOKEHHO C
npaBoii CTOPOHbI NpuGopa.
He wcnonbayiiTe TeCT-NOMOCKW, €CN CO [HSI NEepBOro OTKPbITUS mpolurno Gonee 6
mecsiLieB. [0CTOsHHOE BO3AECTBIE BO3/lyXa MOXET Pa3pyLUnTb XUMUYECKUe BellecTBa B
TecT-nosocke. ATO NOBPEKAEHNE MOXKET NPUBECTY K NOMNYHEHNIO HEBEPHBIX NOKA3aHMUIA.
XpaHuTe ynakoBKy TECT-MOMOCOK B HEJOCTYMHOM ANsi IETEN U XXMBOTHbIX MECTe.
MpokoHCyNbTUpyiTeCch ¢ Bawwm nevalwm Bpayom, npexae 4Yem fenaTtb Kakue-nn6o
13MeHeHus B Ballem nnaHe no KOHTPOIIO YPOBHS MIOKO3bI B KPOBM Ha OCHOBaHWUN Balumx
pesynbTaToB TECTUPOBAHUS.

Ha a1 uspgenus HaHeceH cmmaon@, KOTOpbIA MO3BOSISIET OTNNYNTL WX OT Boree paHHNUX
BEepCcUil, He COOTBETCTBOBaBLIMX cCTaHAapTy EN ISO 15197:2015 / I1ISO 15197:2013.
TecToBble MOMOCKM C STUM CHUMBONIOM MPUrOAHbI ANSt WCMOMNb3OBAHUS TOMBbKO C
KOHTPOMbHLIMW ~ pacTBopamu, 0BO3HAYEHHLIMW TaKoi ke MapkUpoBkoW. Cumson
HaHOCUTCS Ha KOPOBKM, STUKETKN U OTAEMNbHbIE MaKETUKU.

KOMMJIEKTALUUA
TecT-nonocku e Koposasi nnactuHa e VHCTpyKUMS-BKNaabILL

HEOBXOAUMbIE MATEPUATbI, MPOOALUMECAOTAENLHO
niokomeTp CTepunbHble NaHLUeT: YCTpoiicTBO Ans npokona e KOHTPOnbHbI pacTeop
WHCTPYKLIUA MO UCMOJIb3OBAHUIO

Mepen npumeHennem usyunte Bawe PykoBoacTBo mnonb3oBaTenst Ans MOAPOGHbLIX

peKomMeH/aLui No NosyyeHunio obpastia KpoBu.

. OTkpoWTe KpbIWKY ¢rakoHa c TecT-nonockamu. WMsenekute TecT-nonocky. Cpasy xe

3aKPOMTE KPbILLKY. OTO 3aLUMTUT OCTABLUMECS TECT-MONOCKM OT BRarv Bo3ayxa.

2. BbINONMHMTE TECTMPOBAHME B COOTBETCTBUM C PYKOBOCTBOM Monb3oBaTensi.

3. Pesynbrat TectpoBaHWs oTobpaxaeTcsi Ha akpaHe npubopa. JToT pesynstar formkeH Obitb B
npegenax [OMyCTUMbIX 3HaYEHWiA, pekoMeHAoBaHHbIX Balwwmm nevawmm Bpadom. Ecnv Bawm
pesynbTaThl BbilLe UMK Hybke, oBpaTuTeck K Ballemy nevaluemy Bpady 3a koHcynsTauven. Beerna
KOHCYNETUPYUTECh C Balumm nevalumm Bpaqom npexae Yem Aenatb Kakne-Mbo uaMeHeHust B
Baluem nnaHe no KOHTPOSTKO YPOBHS MIOKO3bI B KPOBY.

BaxHo: CuCTEMbI KOHTPOSS YPOBHSI TMlOKO3bl B kpoBu On Call® Plus u On Call® EZ I

npeAnaratoT BO3MOXHOCTb anbTepHATUBHOTO TECTUPOBAHMSI MyTEM MOMyYeHUs Kanmnm KpoBM 3

npeannedbs WM NafoHM (y OCHOBaHMS GONbLIOTO Manblia). MIMEeTCes CyllecTBeHHble

pasnnuMa Mo MOMYYEHWIO KPOBWM M3 MpeAnnedbs, NaAoHM W KOHYMKa nanbla, KoTopble

Heobxoanmo 3HaTb. K HUM OTHOCSTCS:

e Korja ypoBHM [MtoKO3bl MEHSIOTCS BbICTPO, B HaCTHOCTW, MOCMe MpUeMa MUY, BBEAEHWS
VHCYNHA UMK (PU3NYECKMX HArpysoK, KPOBb, MOMyYeHHasi M3 KOHUMKa nanblia, GbicTpee
NOKAXET 3TV N3MEHEHMS!, YeM KPOBb, MOMy4eHHas U3 ApYrinX MecT.

Pycckuii
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e HeobxoauMo MCMOMb3oBaTh KOHUMK Nanblia B KAaYecTBe WCTOYHMKA KPOBW B npedenax 2
4acoB rocne npuema nuLY, BBEAEHUS UHCYNIMHA UMK (hN3MYECKUX HAarpy3oK 1 BCSIKUIA pas,
Koraia Bbl 4yBCTBYETE, YTO YPOBEHB ITIOKO3bI BLICTPO MEHSETCS.

o /cnonb3ayiiTe KOHYMK NanbLa BCAKWIA pas, Korga MMEeeTCst MofJo3peHne Ha r1noruKeMmto.

OXXWOAEMBIE PE3YIIbTATDI

MOHI/ITOPVIHI' YPOBHSA [MNIOKO3bl B KPOBW Tp€6y€T nomMown CcO CTOPOHbI MeanUnHCKoro

ns cpaBHeHUs Ha aHanu3aTopy YS| Gbiny Ucronb3oBaHb! 06pasLibl U3 KOHYMKa NanbLa.
[vianasoH umcen Bbin or 1.9-28.2 mmol/lL (34.3-507 mg/dL) ans miokometpa On Call © Plus ¢
VCTIONb30BaHMeM 06pasLioB KPOBM, B3SITbIX 13 NanbLa. C obpasLiamy KpoBM, BISTbIMM U3 NPeAnreqbs 1
JIafIoHV, ivanasoH yvcen Bbin ot 2.9-25.1 mmol/L (52.7-451mg/dL) Ans miokometpa _On Call® Plus.

KoHumK nanbLia: TO4HOCTb MPU KOHLIEHTpaLMsIX Mtoko3bl > 5.55 mmol/L (100 mg/dL)

B npegenax+5% | B npegenax + 10% [ B npegenax + 15%

cneunanucta. Bmecte Bbl moxeTe ycTaHoBuTb Ball co6CTBEHHbIN Avanas3oH
YPOBHA [MIOKO3bl B KPOBW, OpraHu3oBaTb Balle Bpems TECTMPOBaHWS M aHanuUauposaTb
peaynbTatbl. OxugaeMble ypoBHY IMtOKO3bl KPOBM Yy Ntoaer 6e3 anabeta:*

290/462 (62.8%) | 432/462 (93.5%) | 460/462 (99.6%)

KoHu4uK nanbLa: TO4HOCTb MPK KOHLIEHTpaLWsIX Mtokosbl < 5.55 mmol/L (100 mg/dL)

NMPOBEPKA CUCTEMbI

Monb3yiiteck Bawwm rniokomeTpom GepexHo. Cmotpute Balwe PykoBoacTBO nonb3oBarensi no

yxofly 3a Npubopom. TecT KOHTPONS Ka4ecTBa NoATBEPXAAET, HTO TECT-MOMOCKMA 1 Nprbop paboTatoT

BMeECTe NnpaBurbHO. CrieayiTe MHCTPyKUMSIM Baluero PykoBoacTea nornb3oBarternsi, YTo6bl MpoBecTv

TECT KOHTPOSIS Ka4ecTBa. Ha 3TVKETKe eMKOCTM C TECTOBBIMM MONOCKaMi YkasaHbl TPW AuanasoHa:

CTRLO, CTRL 1 1 CTRL 2. B GonbLuvHCTBe Cry4aeB Aris CAMOKOHTPONS A0CTaTo4HO KOHTpOnbHOro

pacTsopa 1. B cnyqae coMHeHuii B NpaBurbHOCTU paboTbl MpUGopa Wk MONOCOK MOXHO BbIMOMHUTL

TecT ypoBHs O um 2. Cesikutech ¢ Balumm MecTHbIM AMCTPUBHIOTOPOM 3a MHdopmaLmen no

0BeCreyeHIio KOHTPObHBIM PACTBOPOM.

[ns onpepenexust  pesynstatoB TecTbl ¢ KOHTporbHbIM pacTBopoM O AOMKHLI HaXoOUTbCs B

npepenax psga CTRL 0. [ns onpepenenus pesynbratoB TeCTbl ¢ KOHTponbHbIM pacteopoM 1

AOMKHBI HaxoauTbest B npepenax psina CTRL 1, a TecTbl ¢ KOHTPOmbHLIM pacTBOPOM 2 AOIMKHbI

HaxoguTbesa B npefenax psaga CTRL 2. Korga Bbi npoBoauTe TecT ¢ KOHTponbHbIM pacTeopom 1,

y6enuTech, 4to Bbl ucnonbayete AnanasoH CTRL 1, ykasaHHbIii  Ha honbrimpoBaHHOM YrnakoBKe.

lMpedynpexdeHue: Ecnn Baw pesynbTaT KOHTPOMBHOMO TecTa HaxoauTcs 3a npeaenamu

KOHTPONbHOTO Psifa, YKa3aHHOTO Ha YNakoBKe, He UCMONb3yMTe CUCTEMY ANs TECTUPOBAHMS

KPOBU, TaK Kak OHa MOXeT paboTaTb HekoppekTHO. Ecnin Bbl He MoxeTe pelunTb npoGnemy,

CBAXMTECH C BalunM MECTHbIM ANCTPUBLIOTOPOM.

OrPAHUYEHUA NO UCMNOJIb3OBAHUIO

e TMpuGopkl On Call® Plus u On Call® EZ |l, TeCT-Nofockh u Apyre KOMMOHEHTbI CUCTEMbI
MOHWTOPWHIa ypOBHS rMtoKko3bl B kpoeu On Call® Plus u On Call® EZ Il 6binv paspaboTaHbl,
NPOTECTUPOBaHbI U MPOBEPEHbI AN 0GecneyeHns COBMECTHOW 3(PdeKTUBHOI paGoTbl,
obecneunBalolieii  TOYHbIe TECTUPOBAHUS KOHLIEHTpaLMM [Mioko3bl B kpoBu. He
MCNONb3YNTE KOMMOHEHTLI APYIMX NPoU3BOAUTENeN.

o [1Ns AMarHOCTUKM TOMBKO LIEMbHOM KpoBU. He 1cronb3yiiTe 06paaLibl CbIBOPOTKM UMK Niasmbl.

He ucnonbayiiTe Ans aHanuaa y HOBOPOXAEHHbIX.

o OueHb BbICOKWIA (Bbile 60%) 1 O4eHb HU3KWIA (HIKe 25%) reMaToKPUT MOXET NPUBOAUTL K
ownBoYHbIM pesynbTaTtam. [MpokoHCynbTUpyWTeCh ¢ Bawwvm nevawwm Bpavom Ans
onpeaenexns Ballero ypoBHs remaTokpuTa.

o [pu NOBbILLEHHOM COAiEPXaHU1 B KPOBM BUTaMuHa C 1 IpYrux BOCCTAHOBUTENEN U3MepeHue
YPOBHS [T1I0KO3bl KPOBM MOXET [laBaTb HEOCTOBEPHbIE 3aBbILLEHHbIE Pe3yrnbTaThl.

e Cuctema croco6Ha BbINOMHATL TECTUPOBAHWA YPOBHS TIOKO3bl B KPOBY B IMana3oHe oT
1.1-33.3 mmol/L (oT 20 go 600 mg/dl)

e XKupHble cybcTaHumm (Tpurnuuepuasl Ao 3,000 mg/dL unu xonectepuH Ao 500 mg/dL) He
OKa3bIBalOT CyLLEECTBEHHOTO BIMSIHWS Ha Pe3ynbTaTbl TECTUPOBAHWS! YPOBHS MTHOKO3bI B KPOBM.

e CuCTemMa KOHTPOMsi YpOBHsI rtoko3bl B kpou On Call® Plus 1 On Call® EZ Il 6bina
npoBepeHa 1 nokasana To4Hyto paboTy Ao BbicoTbl 10000 dyToB (3048 MeTpoB).

o TsKenoBGonbHbIM MIOASIM HE PEKOMEHOYETCS! MOMb3oBaTbCS CUCTEMON MOHWUTOPUHIa
YPOBHS! rMOKO3bI B kposu On Call® Plus n On Call®EZ I1.

e (OO6pa3ubl KpOBW MNaLMEHTOB C CEPbE3HbIM O0GE3BOXMBAHWEM WM B MNEPOCMOIISIPHOM
COCTOSIHUM (C KETO30M W 6e3 Hero) He NPOBEPSNUCHL U He MOTYT BbITb pekOMEeHAOBaHb! ANs
TECTUPOBaHUS C MOMOLLIO cuctembl On Call © Plus.

e TwartensHo yTUNMavpyiTe obpaslibl KpOBWM U pacxodHble matepuansl. ObpabartbiBaiite Bce
obpa3iibl KPOBM Kak MH(ULMPOBaHHbIN MaTtepuan. Cobniofaiite Mepbl NPELOCTOPOXHOCTU U
crieayiiTe MECTHbIM MpaBuiaM Npu YTUnnu3auum MaTepuarnos.

SKCNMNYTALUUOHHLIE XAPAKTEPUCTUKN

CucTema KOHTPOTs YPOBHS! [TioKO3bl B kposu On Call® Plus cooTtseTcTByeT TpeboBaHWsM CTaHgapTa

EN ISO 15197:2015 / I1SO 15197:2013 (TecT-cucTeMbl Anst AMArHOCTUKY in vitro. TpeGosaHus k

C/CTEMAaM MOHUTOPUHIA ITIHOKO3bI B KDOBM /17151 CAMOKOHTPONIS NP NMEYEeHUM caxapHoro avabera).

Bocnpon3BoanmocTb, TOYHOCTb

[lecsTb NOBTOPHbLIX TECTUPOBaHMIA BbINM MPOBEAEHb! C AECATHIO rtokoMeTpamu On Call ®Plus. B

TECTUPOBaHUM MCnonb3oBanMcL  0Bpa3libl  renapuHU3MPOBaHHON BEHO3HOM KPOBU  NSTU

KOHLIEHTpaLyit. MoryyeHHble pesynbTaTbl Mokasani CrieaytoLLyio BOCTIPOM3BOAUMOCTb U TOYHOCTb

2.1 mmol/L | 4.9 mmol/L | 7.3 mmol/L {10.7 mmol/L|17.4 mmol/L
(38 mg/dL) | (89 mg/dL) [(131 mg/dL)|(193 mg/dL)|(312 mg/dL)

0.08 mmol/L|0.14 mmol/L
1.4 mg/dL) | (2.5 mg/dL) | 2.3% 2.3% 1.9%
(SD) (SD)

.

CpegHee 3HavyeHune

CTaHaapTHOE OTKMOHEHMWE
(mmol/L) / (mg/dL) unn
KoadbcomumeHT Bapuaumm (

(V)

LocToBepHOCTL
[lecsiTb NOBTOPHBIX SKCMEPUMEHTOB  BBIMONHAMNCH C 3 NAPTUSIMU MOMOCOK EXKEHEBHO B TeveHve 10
[Hed. Bbin VCMonb3oBaH KOHTPOMbHbIA PACcTBOP B TPEX YPOBHSIX KOHLIEHTPALWMW MpK TECTUPOBAHNM.
[MonyyeHHbIe pesyrsTaTbl NOKa3anm CeayHoLLYIO JOCTOBEPHOCTb:

BEHb KOHTPOSTLHOT TaHAaPTH KrnoHeHwe (mmol/L,
pose pac?aoggn " Cpentiee sHaueHne (mg(/:dﬁ) ﬁﬁﬁ Kg:qgc;m?meem :a(pmaLTJllm)(é:\/)
Husknin(CTRL 0) 1.9 mmol/L (33.5 mg/dL) 0.08 mmol/L (1.5 mg/dL) (SD)
HopmanbHe(CTRL 1) 6.4 mmol/L (115.3 mg/dL) 3.2%
Boicokii(CTRL 2) | 18.8 mmol/L (338.9 mg/dL) 2.4%
TouHocTh

Vcnonb3oBanucb AaHHble TECTUPOBAHUIA YPOBHEN [THOKO3bl B KanWImSIPHOM KPOBM, B3STON
NOATOTOBMNEHHbIM NaGopaHTom, ot 102 NauneHToB C UCMOoNb30BaHUEM rokomeTpa On Call® Plus
(y). OBpasubl KanUINISAPHOIA KPOBM Bbln NONYYeHb! U3 KOHYMKa NanbLa, Npeanneybs U nafoHn.
OBpasiibl U3 KOHYMKOB NamnbLEeB OT TeX Xe NaLMEeHTOB Takke Gbini MpOaHann3npoBaHbl Ha
aHanusatope rmioko3bl YSI Model 2300 STAT PLUS (x) Pe3ynitaTbl NoaBEprinch CPaBHEHMIO.

PesynbTaTbl nuHerHomn perpeccun: On Call ®Plus (y) vs. YSI (X
MecTo npokona | Yrnosoii koadduumeHT [ Mepeceyenne(mmol/L) / (mg/dL) R N
KoHuuk nanbua 0.9962 -0.4448 0.9950 | 660
Mpeanneybe 0.9954 4.2944 0.9922 | 612
JlagoHb 0.9930 5.2261 0.9917 | 612

Bpemsa [AvanasoH, mg/dL JAvnanasoH, mmol/L B npepenax B npepenax B npepenax
Hatowak 1 fo eabl 70 — 100 3.9-56 +0.28mmol/L(5mg/dL) +0.56mmol/L(10mg/dL) +0.83mmol/L(15mg/dL)
2 yaca nocrne eapl MeHee 140 Menee 7.8 145/198 (73.2%) 193/198 (97.5%) 198/198 (100.0%)

Mpeanneybe: TOHHOCTb NPU KOHLIEHTpaLMSIX rMokosbl > 5.55 mmol/L (100 mg/dL)

B npegenax + 5% B npepenax + 10% | B npegenax + 15%

219/444 (49.3%) | 395/444 (89.0%) | 441/444 (99.3%)

Mpeanneybe: TOYHOCTb NPU KOHLIEHTPaLMAX rMioko3bl < 5.55 mmol/L (100 mg/dL)

B npepenax B npepenax B npepenax
+0.28mmol/L(5mg/dL) +0.56mmol/L(10mg/dL) +0.83mmol/L(15mg/dL)
130/168 (77.4%) 166/168 (98.8%) 168/168 (100.0%)
JlagoHb: TOYHOCTb NPY KOHUEHTPaUMAX FMoko3bl > 5.55 mmol/L (100 mg/dL)

B npepenax B npegenax B npegenax
+5% + 10% +15%
202/444 (45.5%) 3751444 (84.5%) 440/444 (99.1%)
J1anoHb: TOYHOCTb NMPY KOHLIEHTPALWAX MMiokoabl < 5.55 mmol/L (100 mg/dL)

B npenenax B npegenax B npegenax
+0.28mmol/L(5mg/dL) +0.56mmol/L(10mg/dL) +0.83mmol/L(15mg/dL)
110/168 (65.5%) 154/168 (91.7%) 168/168 (100.0%)

PesynbTaThl OLEHKWN TOYHOCTU CUCTEMBI NPY KOHLEHTPaLWK rnoko3bl oT 1,9 mMonb/n
(34,3 mr/gn) ao 28,2 mmonb/n (507 mr/an)
B npepenax + 15 % or + 0.83mmol/L (15 mg/dL)

KoHuuk nanbua Mpeanneybe | JlagoHb

658/660 (99.7%) [ 609/612 (99.5%) [ 608/612 (99.3%)
Motpe6Gutensckoe usyyexne
MoTtpebutenbckoe u3yyeHve ObiNo NPOBEAEHO MOCPEACTBOM TECTUPOBAHUSI TPexX napTwii
TecT-nonocok. [Jo6poBorbLibl U MOATOTOBMEHHBIN NaBGopaHT ucnonb3osanu cuctemy On Call®
Plus. 3toT KCNepuMeHT nokasan, YTo MauveHT MOXeT NPOBOAUTbL TeCTUpOoBaHME Takke
XOpOLWO, Kak 1 I'IO,ElI'OTOBJ'IeHHbII;I naBopaHT.

Tectbl On Call® Plus: JluHeiHas perpeccust 4O6poBOIbLEB (Y) B CPAaBHEHUM C
pehepeHCHbIMU 3HaYeHNAMNY S| PedbepeHCHbIe 3HaUeHUs U NMHeNHas perpeccus
na6opaHTa (y) B CpaBHEHUM C pehepeHCHbIMU 3HaYeHnsiMu YSI

Monockun Tect Yrnoso# koadp. | Mepeceyenne (mmol/L) / (mg/dL) R N

Cepus 1 | funetaHt 1.0328 1.8941 0.9954 | 204
Cepus 1 | NabopaHT 0.9948 2.2513 0.9920 | 204
Cepus 2 | funetaHt 1.0050 -2.2938 0.9950 | 204
Cepws 2 | NabopaHT 1.0088 -4.4399 0.9938 | 204
Cepusa 3 [ Aunetant 1.0154 -1.9033 0.9955 | 204
Cepus 3 | NabopaHT 1.0147 -3.0233 0.9962 | 204

MccnenoBaHus, B Xofle KOTOPbIX OLIEHUBASICS YPOBEHb MOKO3bl B 06pa3Liax KanunmsipHow Kposm
13 nanbua, B3aTbiX y 102 psaoBbIX Nonb3oBateneit, Aanu cneayowme pesynsratbl:
NPV KOHLIGHTPaLMK TMioko3bl MeHee 5,55 mmonk/n (100 Mr/an) OTKIOHeHWe OT nokasatenei,
nosy4eHHbIX B nabopaTtopHbIX ycrnosusx, He npesbiwano +0,83 mmonb/n (+15 mr/an) 8 100 %
cry4yaeB, a Npu KOHLEHTpauuu rmokosbl 5,55 mmornb/n (100 Mr/an) v Bbille OTKIOHEeHWe OT
rokasarenei, Nony4eHHbIX B 1abopaTopHbIX YCNoBUsX, He NpeBblwano +15 % B 99,6 % cnyyaes.
3a [OMOMHUTENBHBIMIA UHCTPYKLMSIMU, MoxXanyiicta, obpatutech Kk PykoBOACTBY nonb3osarens
npubopom. 3a [AOMNOMHUTENLHLIMM BOMPOCaMM U NpeanoxeHusmu obpallaitecs k Bawemy
MECTHOMY [UCTpUBLIOTOPY.

[
1. ADA Clinical Practice Recommendations, 2013
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Blood Glucose Test Strips
Package Insert

On-Call Plus

F G133-111, [REFAG133-112,

G133-114
G133-211

PRINCIPLE AND INTENDED USE

The On Call® Plus Blood Glucose Test Strips are thin strips with a chemical reagent system.
They work with the On Call® Plus or On Call® EZ Il Blood Glucose Meters to measure the
glucose concentration in whole blood. Blood is applied to the end tip of the test strip, then
automatically absorbed into the reaction cell where the reaction takes place. A transient
electrical current is formed during the reaction and the blood glucose concentration is
calculated based on the electrical current detected by the meter, then the result is shown on
the meter display. The meters are calibrated to display plasma-like concentration results.

For in vitro diagnostic use. Test strips are to be used only outside the body for testing purposes.
For self-testing and professional use. On Call® Plus Test Strips are used by people with
diabetes at home and by healthcare professionals for the quantitative measurement of glucose
in capillary whole blood from the finger, forearm, and palm.

COMPOSITION

Each test strip contains the following reactive chemicals: Glucose oxidase < 25 IU,
Mediator < 300 pg. Each test strip vial contains a drying agent.

* Test strips should be stored in their protective vial. The vial's cap must be tightly closed.
This is to keep the test strips in good working condition.

e 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.

To ensure accurate results, use the test strips at room temperature.

« Do not store the test strips outside their protective vial. Test strips must be stored in the

original vial with the cap tightly closed.

Do not store or use the test strips in a humid place such as a bathroom.

Do not store the meter, the test strips or control solution near bleach or cleaners that

contain bleach.

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

Replace the vial cap immediately after removing a test strip.

Use the test strip immediately after removing it from the vial.

Do not use your test strips past the unopened expiration date printed on the vial. Using test

strips past the expiration date may produce incorrect test results.

Note: All expiration dates are printed in Year-Mont-Date format.

e Use a new vial of test strips for only 6 months after opening. The opened vial expiration
date is 6 months after the vial was first opened. Write the opened vial expiration date on the
vial label after you open it.

English

PR UTIONS

« For in vitro diagnostic use. The test strips are to be used only outside the body for testing
purposes.

« Do not use test strips after the expiration date shown on the vial. Expired test strips may
give incorrect blood glucose readings.
Do not use test strips that are torn, bent, or damaged in any way. Do not reuse test strips.
The sample must only be applied to the tip of the test strip. Do not apply blood or control
solution to the top of the test strip as this may result in an inaccurate reading.

« Before running a blood glucose test, make sure that the code chip contained with that vial
of strips is inserted into the code chip slot on the right side of the meter.

« Discard the vial and any unused test strips 6 months after you first open it. Constant exposure
to air may destroy chemicals in the test strip. This damage can cause incorrect readings.

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

e Consult your physician or healthcare professional before making any changes in your
treatment plan based on your blood glucose test results.

m

e The symbol was used to distinguish the products that are subject to EN ISO
15197:2015 / ISO 15197:2013 from the earlier products that were non-compliance. Test
strips with the symbol are compatible only with the control solutions that have the same
symbol. The symbol can be found on the boxes, labels and individual pouches.

MATERIALS PROVIDED

e Test Strips e Code Chip e Package Insert
MATERIALS REQUIRED BUT NOT PROVIDED
e Meter e Sterile Lancets e Lancing Device e Control Solution

See your User's Manual for complete instructions for blood sample collection before use.

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

2. Run the blood glucose test following the instructions contained in your User's Manual.

3. The blood glucose test result will be shown on the meter display window. This result should
fall within the target range recommended by your healthcare professional. If your blood
glucose test results are higher or lower, ask your healthcare professional what to do. Always
consult your healthcare professional before making any changes to your treatment plan.

IMPORTANT: On Call® Plus and On Call® EZ Il Blood Glucose Monitoring Systems allow

alternative site testing for forearm and palm testing in additional to fingertip testing. There are

important differences between forearm, palm and fingertip samples that you should know.

Irnportant information about forearm and palm glucose testing:

When blood levels are changing rapidly such as after a meal, insulin dose or exercise, blood
from the fingertips may show these changes more rapidly than blood from other areas.

e Fingertips should be used if testing is within 2 hours of a meal, insulin dose or exercise and
any time you feel glucose levels are changing rapidly.

e You should test with the fingertips anytime there is a concern for hypoglycemia or you
suffer from hypoglycemia unawareness.

RANGE OF EXPECTED VALUES

Blood glucose monitoring requires the help of a healthcare professional. Together you can set
your own range of expected blood glucose values, arrange your testing times, and discuss the
meaning of your blood glucose results.
Expected blood glucose levels for people without diabetes:*
Time Range, mg/dL
Fasting and Before Meals 70 —100 3.9-56
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 dealer for information on purchasing control solution.

For confirmation of results, Control Solution 0 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 falls outside 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 dealer for help.

LIMITATIONS

e The On Call® Plus and On Call® EZ Il meters, test strips and other components of the On
Call® Plus and On Call® EZ Il Blood Glucose Monitoring Systems have been designed,
tested and proven to work together effectively to provide accurate blood glucose
measurements. Do not use components from other brands.

e Use only with whole blood. Do not use with serum or plasma samples.

e Do not use for testing neonates.

e Very high (above 60%) and very low (below 25%) hematocrit levels can cause false results.
Talk to your healthcare professional to find out your hematocrit level.

e Abnormally high levels of vitamin C and other reducing substances will produce false high
blood glucose measurements.

e The system is tested to accurately read the measurement of glucose in whole blood within
the range of 1.1-33.3 mmol/L (20 - 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 blood glucose test results.

e The On Call® Plus and On Call® EZ Il Blood Glucose Monitoring Systems have been tested
and shown to work properly up to 10,000ft (3,048 meters).

o Severely ill persons should not run the glucose test with the On Call® Plus and On Call® EZ II
Blood Glucose Monitoring System.

e Blood samples from patients in shock, or with severe dehydration or from patients in a
hyperosmolar state (with or without ketosis) have not been tested and are not recommended
for testing with On Call® Plus and On Call® EZ Il Blood Glucose Monitoring System.

« Dispose of 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 materials.

PERFORMANCE CHARACTERISTICS
The On Call® Plus and On Call® EZ Il blood glucose monitoring system complies with the
requirements of EN I1ISO 15197:2015 / ISO 15197:2013 (in vitro diagnostic test systems -
requirements for blood glucose monitoring systems for self-testing in managing diabetes
mellitus). The On Call® Plus and On Call® EZ Il meters are calibrated by using YSI (Model
2300 STAT PLUS) Glucose Analyzer reference instrument, which is traceable to NIST
reference standard.
Reproducibility, Precision
Ten replicate assays were each run on ten On Call® Plus Blood Glucose Meters. Heparinized
venous blood samples at five concentration levels were used in the testing. The results
provided the following reproducibility, precision estimates.
2.1 mmol/L | 4.9 mmol/L | 7.3 mmol/L {10.7 mmol/L|17.4 mmol/L

Range, mmol/L

MEAN (38 mg/dL) | (89 mg/dL) |(131 mg/dL)|(193 mg/dL)| (312 mg/dL)
Standard Deviation mmol/L|0.08 mmol/L|0.14 mmol/L
(mg/dL) or Coefficient of | (1.4 mg/dL) | (2.5 mg/dL) 2.3% 2.3% 1.9%
Variation (CV) (SD) (SD)

Intermediate Precision

Ten replicate assays drawn from 3 strip lots were run on ten On Call® Plus 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. The results provided the following intermediate
precision estimates.

Standard Deviation mmol/L (mg/dL) or

Control Solution Level MEAN Coefficient of Variation (CV)
Low (CTRL 0) 1.9 mmol/L (33.5 mg/dL) 0.08 mmol/L (1.5 mg/dL) (SD)
Normal (CTRL 1) 6.4 mmol/L (115.3 mg/dL) 3.2%
High (CTRL 2) 18.8 mmol/L (338.9 mg/dL) 2.4%

System Accuracy

The capillary blood glucose measurements from 102 participants were taken by a trained
technician using the On Call® Plus Blood Glucose Meter (y). Capillary blood samples were
obtained from fingertip, palm and forearm sampling sites for the On Call® Plus Blood Glucose
Meter testing. Fingertip samples from the same subjects were also analyzed with YSI Model
2300 STAT PLUS Glucose Analyzer (x). The results were compared.

Linear Regression Results: On Call® Plus (y) vs. YSI Reference (x)
Sample Site Slope Intercept (mmol/L)/(mg/dL) R N
Fingertip 0.9962 -0.4448 0.9950 660
Palm 0.9954 4.2944 0.9922 612
Forearm 0.9930 5.2261 0.9917 612

Fingertip samples were used for YSI reference measurement.
The sample range was 1.9 - 28.2 mmol/L (34.3 - 507 mg/dL) for On Call® Plus Blood Glucose
Meter testing with blood sampled from fingertip sites. The sample range was 2.9 - 25.1 mmol/L
(52.7 - 451 mg/dL) for On Call® Plus 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%
290/462 (62.8%) 432/462 (93.5%) | 460/462 (99.6%)
Fingertip Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within+0.28mmol/L(5mg/dL) [ Within+0.56mmol/L(10mg/dL) [ Within+0.83mmol/L(15mg/dL)
145/198 (73.2%) | 193/198 (97.5%) [ 198/198 (100.0%)

Palm Site: System Accuracy Results for Glucose Concentration > 5.55 mmol/L (100 mg/dL)
Within + 5% Within + 10% Within + 15%
219/444 (49.3%) | 395/444 (89.0%) | 4411444 (99.3%)

Palm Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within=0.28mmol/L(5mg/dL) | Within0.56mmol/L(10mg/dL) | Within+0.83mmol/L(15mg/dL)
130/168 (77.4%) | 166/168 (98.8%) | 168/168 (100.0%)

Forearm Site: System Accuracy Results for Glucose Concentration > 5.55 mmol/L (100 mg/dL)
Within + 5% I Within = 10% T Within + 15%
202/444 (45.5%) [ 3751444 (84.5%) [ 440/444 (99.1%)
Forearm Site: System Accuracy Results for Glucose Concentration < 5.55 mmol/L (100 mg/dL)
Within0.28mmol/L(5mg/dL) | Within0.56mmol/L(10mg/dL) | Within+0.83mmol/L(15mg/dL)
110/168 (65.5%) | 154/168 (91.7%) | 168/168 (100.0%)

System Accuracy Results for both Glucose Concentration 1.9 mmol/L (34.3 mg/dL)
and 28.2 mmol/L (507mg/dL)
Within + 15 % or + 0.83mmol/L (15 mg/dL)
Palm Site
609/612 (99.5%) |

Forearm Site
608/612 (99.3%)

Fingertip Site
658/660 (99.7%) |
Consumer Study
A consumer study was performed by testing three test strip lots. Participants and a trained
technician used the On Call® Plus Blood Glucose Monitoring System. This study showed that
the patient can run the test as well as the trained technician.
On Call® Plus 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 Intercept (mmol/L)/(mg/dL) R N
Lotl Layperson 1.0328 1.8941 0.9954 204
Lot1 Technician 0.9948 2.2513 0.9920 204
Lot2 Layperson 1.0050 -2.2938 0.9950 204
Lot 2 Technician 1.0088 -4.4399 0.9938 204
Lot 3 Layperson 1.0154 -1.9033 0.9955 204
Lot 3 Technician 1.0147 -3.0233 0.9962 204

A study evaluating glucose values from fingertip capillary blood samples obtained by 102 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 99.6% 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 dealer for help.
1. ADA Clinical Practice Recommendations, 2013.
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