Onuc

Tect-cmyxkkKu AKKy Yek [lepdopma - TECT-CMYyKKH, 3 IKUMHU JIETKO KOHTPOJIIOBATHU
PiBEHB I'JIIOKO3HU Y KPOBI.

PesynbTaTu migBUILlEHOl TOYHOCTI, SKMM MOXKHa OOBipSATH.

Tect-cmyxkKu AKKy-Yek [lepdhopma BUTOTOBJISAIOTHECS 3TiTHO 3 BUMOTaMHU CBiTOBOTO
ctangapTy TouHocTi ISO 15197:2013 / EN ISO 15197:20151.

Oco01uBoCTi TecT-cMy2kOK AKKY Yek Ilepdopma:

TexHoJsiorist Ta MaTepianu. Kombinallisa mamamito Ta 30J10Ta.

e BynoBa TecT-CMy2KOK. 6 €JIeKTPO/iB, 151 BCeOiYHOI MepeBipKU TOYHOCTI.

e 00'eMm 3pa3ka. [loctaTHbO 0,6 MKII.

o KaiopoBani nmo miaa3mi Kposi. [[03BOISIIOTE OTPUMYBATHU PE3yJIbTATH, 110
BiMITIOBifalOTh KOHIIEHTPAIIil I'/TI0K03H1 3a IIJIa3MOI0 KPOBIi, BilTIOBIMHO OO0
pekoMeHmali MixkHapogHol dhemepaillil KiIiHigHOI XiMil Ta 1abopaTopHOIL
menunuHu (IFCC).

e YOOCKOHAJIEeHi MO2KJIMBOCTI XiMidyHOro aHaiaildy. TecT-cMyXkkKu AKKy Yek
ITepdopma He miggaroThCs iHTEpdEepeHIlil 3 MaTbTO3010.

o Kanminsipauit Mmeton 3a6opy KpoBi. Kaminsgp TecT-CMyKKHU CaMOCTIHHO BTATYE
HeoOXimHYy KiNbKiCTh KPOBI.

e TepMmiH NpUIAaTHOCTI TeCcT-CMYy2KOK. He 3MiHIOETHCS ITiCIsA BiIKpUTTS TyOyca i
CTaHOBUTH 18 MicALiB 3 maTu BUPOOHUIITBA.

1 Cucrema Akky-Yek ITlepdopma BignoBimae BciMm BuMmoram ctaungapty [SO 15197:2013
/ EN ISO 15197:2015.

PexoMeHallil 1moao0 3aCTOCyBaHHS

IIpu3HayeHHs

CucteMma Accu-Chek Performa (Akky-Hek ITepdopma) CKnama€eThbCs i3 TIIIOKOMETPIB
cimenictBa AKKy-Yek [lepdopma, TecT-cMyKOK AKKy-Hek Ilepdpopma, KOHTPOIILHOTO
po3unHy AKKYy-Yek [lepdopma Ta Habopy [AJid BU3HAUEHHS JTiHIMHOCTI AKKy-YeK.

TecT-CMyKKM pa30M i3 BIAIOBIOHUM I'JIIOKOMETPOM IIPU3HAYEH] [JIg KiJIbKICHOT O
BH3HAQUYEHH I'JIIOKO3U Yy CBiXKil KalilgpHii, BEeHO3HIN, apTepiaibHil 1 HeOHaTalbHIN
IIiIbHIM KPOBi K AOMOMIiXKHUM 3acib Oy MOHITOPUHTY e(PeKTUBHOCTI KOHTPOIIIO PiBHA
TJII0KO3M. BOHM Ipu3HaveHi 11 CAaMOKOHTPOJIIIO [JIs JII0OAEH i3 IIyKpoBUM AiabeToM Ta
OJIs TIPOBEMIeHHS BU3HAUYEHHS JTiKapsMu no0nIu3y nalieHTiB. BoHu npu3HadeHi o
OiarHOCTHUKY in vitro mikapsiMu B KJTiHIYHMX YMOBax i TI0AbMHU 3 IyKPOBUM fiabeToM



BOoMa. ['1rokoMeTpu, 1110 BUKOPUCTOBYIOTHCSA B IIOENHAHHI 3 iHCYJIIHOBOIO IIOMIIOHO,
IIpU3HaYeHl JIvIle OJis 3aCTOCYyBaHHS BOoMma. [IJj1s1 oTpuMaHHS CIieliaJIbHUX IHCTPYKIINU
IIION0 TJIIDKOMeTpa OUB. KEPIBHUIITBO KOPUCTyBaya.

Micus, Kl DigX0oOAaTh OJisd MIPOBEeOeHHS BUMIPIOBaHb 3a JOIIOMOIOI0 TJIIIOKOMETPIB
cimeiicTBa AKKy-Yek [lepdopma, BKII0OYalOTh Majellb, JOJIOHIO, IIePEeAIIidyds Ta
nnede. AKII0 TTIOKOMETP BUKOPHUCTOBYETHCS Pa30M 3 iHCYJIIHOBOIO ITOMIIOIO, OIS
BU3HA4YEHHS CJIi BUKOPKHCTOBYBATHU JIMIlE KIHYUK Malbld.

CucteMu He IIpU3HAYEHI /151 HiarHOCTUKYU a0 CKPUHIHTY Ha IIyKPOBUM miabeT uM mis
aHaJIi3y 3pa3KiB HeOHaTaJIbHOI ITyITOBUHHOI KPOBi. BUKOPHCTOBYBaT! BEHO3HY,
aprepiasibHy Ta HeOHaTaJIbHY LIiIJIbHY KPOB MOXKYTh JIMIIIE JIiKapi.

o yeae2u Kkopucmyeauie

BaxknuBa iHdopmartiis: Lli TecT-CMyKKHU ITO3HAYEHi 3eJIEHUM CUMBOJIOM, 11100
BiIPi3HUTH 1X Bifl MONepenHixX TECT-CMY2KOK, SIKi rTepeOyBaiu Iif KIiHIiYHO 3HAYYIIUM
BIIJIMBOM MAalbTO3U.*

3eleHu CUMBOJI TAKOXK HaHECEHO Ha YIIaKOBKY TECT-CMYZKOK Ta Ha €TUKETKY
KOHTelHepa i3 TeCT-CMyKKaMH.

*Heony61ikoBaHi gaHi

[Tepen BU3HaAYEHHSIM PiBHS I'JIIOKO3H Y KPOBI IPOYUTAUTE Lied apKYILI-BKJIagUIII i
KEepIBHUIITBO KOpPUCTYyBaya.

PerynsipHe Bu3Ha4YeHHS T'JIIOKO3X Y KPOBi MOXKe OIIOMOTTH B KOHTPOJIi miabeTy.
MepvuHi DoCHiaXKeHHA ITPOLeMOHCTPyBasiy, 110 Bu Ta jikap MoXeTe HiATpuMyBaTH
piBEeHb I'JTIOKO3U Y KPOBI MalKe Ha PiBHI HOpMaJIbHUX 3HAUEHB" . Lle moxke 3anobirtu
abo CIIOBiTBHUTU PO3BUTOK yCKJIaAHEHD HOiabeTy.

ApKyuI-BKJIaOuII MiCTUTH ITONepeaKeHHsI Ta Mipu 00epeKHOCTi.
3acTrepexeHHsA

(1) TIOIIEPEN2KEHHA
Pu3uk yaymeHHs
Lle#t Bupib micTuTh OpiOHI meTasni, AIKi MOXKHa TPOKOBTHYTH.

30epiratiTe OpiOHi meTasi momari Bim MalleHbKUX HOiTeH i mromed, siKi MOXYThb
ITPOKOBTHYTHU OPiOHI meTarti.

Pusuk CepﬁO3HOI‘O IIOPYHIEHHs CTaHy 3I[OpOB'SI



HepoTpuMaHHS iHCTPYKIIii i3 BU3HaUeHHS a00 iHCTPYKIIi# om0 30epiralHs Ta
IIOBOOXKEHHS 3 TECT-CMYKKaMU MOXKe IIPU3BECTU [0 HellpaBUJILHUX Pe3yIbTaTiB
BU3Ha4Y€HHS PiBHS I'JIIOKO3U Y KPOBI.

YBaxHO mpoYmnTanuTe Ta JOTPUMYUTECH IHCTPYKIIiM, 3a3HaUYE€HUX Y KEPIBHUIITBI
KOpHCTyBada Ta apKylllax-BKJIagUIllax OJIsi TECT-CMYZKOK i KOHTPOJIbHUX PO3YMHIB.

OrnspgariTe KOHTEMHED i3 TeCT-CMy2KKaMM I1epeq IIePIInM BUKOPUCTaHHSIM TECT-
CMYKOK. He BUKOPUCTOBYHUTE TECT-CMYKKH V Pa3i Oyab-IKUX BUAUMUX ITOIIKOIXKEHbD
KOHTelHepa, SKIIO0 IIOCh 3aBakKa€ KOBIIAUKYy HaJIE?KHO 3aKPUTHUCA ab0 SKIIO0 Iepeq
MIePIINM BUKOPUCTAHHSIM KOHTEWHep OyB BxkKe BimKpuTuii. He BUKOHYHTE KOHTPOJIbHE
BU3HAUYEHHS. 3BEPHIThCS OO0 YIIOBHOBAXKEHOTO ITPeACTaBHUKA BUPOOHMKA B YKpaiHi.
[TomkomzKeHi TeCT-CMYKKU MOXKYTh IIPU3BECTU 00 OTPUMaHHS HETOYHUX PE3YJIbTATIB,
III0 MOXKe CIIPUYHUHUTH MPHU3HAaUYEeHHS HEeIPaBUJIbHOI Teparril.

Pu3uk indexkmii

KpoB noanHy € MOTEHIIMHUM [OXKepesioM nepepadi indgekirili. He mo3BomnsiiTe iHIIUM
JIIOOSIM KOHTAKTyBaTH i3 3a0pyqHEHMMU KOMIIOHEHTaMU. Y TUIi3yUTe BUKOPUCTaHy
TECT-CMYKKY K iH(piKOBaHMM MaTepiaj BiAIOBIAHO IO HOPMaATHUBHUX IIPaBUJI, 10
3aCTOCOBYIOThCS Y Bamriit kpaiHi.

KoMniekrailiisi

BMicT ymakoBKH
Y1akoBKa, 110 MICTUTh TECT-CMYKKU U apKYIIi-BKJIaqUIIIi.

OCKINIBKY KITBKICTh PEYOBUH, AKi1 BCTyalOTh Y peakllilo, € Haa3BUYalHO MaJjlol0, BOHU
He BBaXKalOThCS HeOe3NeYHUMHU MaTepiajlaMu 3rifHO 3 HOpPMaTUBHUMU OOKyMeHTaMU
€C. Y pa3si nosgBu 3anuTaHb 3BepPTAUTECS OO YIIOBHOBAXKEHOT'0 IpeCTaBHNKa KOMIIaHil
Roche (Porir) B YkpaiHi.

Yci KOMIIOHEHTH yIIaKOBKU MOXKHA BUKHUATH PAa30M i3 MOOYTOBUMH BigxomaMHu.
VYMoBHM 30epiranus

30epiraHHs Ta NOBOJKEHHS 3 TECT-CMYy2XKKaMH

e 30epiraiiTe TeCT-CMyKKHU 3a TeMrepatypu 2 - 30 °C. He 3aMopoxXylTe TeCT-
CMYZKKHU.

e BUKODPHUCTOBYUTE TECT-CMY2KKM 3a TemnepaTtypu 8 - 44 °C.

e BUKOpPUCTOBYHTE TECT-CMYKKM 3a BojiorocTi moBiTps 10 - 90%. He 36epiratite
TECT-CMY2KKH B MiCLIIX 3i 3HaYHUM HarpiBaHHSAM YU BOJIOTICTIO, TAKMX K BaHHA



KiMHaTa 4u KyXHs.

e 30epiraliTe HEBUKOPUCTAaHi TECT-CMYyKKH B OpUTiHaJIbHOMY KOHTENHePi i3 TecCT-
CMyXKKaMHU 13 3aKpUTUM KOBIIaYKOM.

e [IIiTbHO 3aKpUNTE KOHTEUWHED i3 TECT-CMy2KKaMHU Opa3y MHiCIsa BUTATaHHS TECT-
CMYZKKH, 11100 3aXUCTUTU TECT-CMY2KKHU Bifl BOJIOTOCTi.

e BUKOpPUCTOBYHTE TECT-CMYZKKY OOpa3y MHiC/ig BUTATAHHS 11 3 KOHTEeWHepa i3 TeCT-
CMyZXKKaMHU.

e BukrupganTe TeCT-CMYXKKH, SIKIIO 3aKiHYUBCS 1IX TePMiH npugaTHOCTI. [Ticnsa
3aKiHYEHHS TEePMIiHY IPUOATHOCTI TECT-CMYKKU MOXKYTh aBaTU HEIPaBUJIbHI
pe3ynbTraTu. TepMiH NPUOATHOCTI HAAPYKOBAHO Ha YIIAKOBIII TECT-CMYXKOK Ta Ha
€THUKETIlI KOHTeWHepa i3 TeCT-CMyXKKaMu. TeCT-CMy>KKU MOXKHa BUKOPUCTOBYBaTHU
00 HaJAPyKOBAHOTO TEPMiHYy MPUOATHOCTI y pa3i IX IpaBUIbHOTO 30epiraHHs Ta
BUKOPUCTaHHSA. Lle CTOCYy€eThCA TECT-CMYKOK 13 HOBOT'O, HEBIIKPUTOI'O
KOHTENHepa i3 TeCT-CMyKKaMM Ta TECT-CMYZKOK 13 BXK€e BiIKPUTOI O
KOpPHCTyBauyeM KOHTeNHepa 3 TECT-CMyKKaMHU.

e BUKOPHUCTOBYUTE TECT-CMY2KKY JIMIIIE OOWH pa3. TeCT-CMyKKHU IPHU3HAUYEeHi JInIle
IJIs1 ODHOPAa30BOTr'0 BUKOPUCTAHHS.

Cnocid 3acTrocyBaHHs

IIpoBeaeHHsI BU3SHAYEHHsI PiBHS I''IIOKO3M Y KPOBi

IIpuMmiTKa: AKIO rIoKoMeTp IoTpeldye YNNIy aKTHUBallil, 3BEPHITLCS OO
YIIOBHOBAXKEHOTO ITpefCcTaBHUKa BUPOOHUKA B YKpaiHi, 11100 ¥Oro OTpUMAaTH.

CamocTiliHe BU3HAYE€HHsI PiBHS I'JIIOKO3H Y KPOBi MOXKe OyTH IPOTHMOKAa3aHOo
IPH MOPYUIEHHSIX KPOBOOOiry. 3anuraunure jIikapsi.

Ilepen oTpuMaHHAM KpaIlUli KPOBi NPOTPiTh Miclle IPOKO/JIIOBaHHS.

1. TlomMuuTe PyKH TEIJIO BOOOX 3 MUJIOM. CIIOJIOCHITH i HOBHICTIO BUCYIIITh.

2. TligrotyiTe OIpUCTpPiU OJi1 IPOKOJIIOBAHHSA.

3. IlepeBipTe TepMiH IPUAATHOCTI Ha KOHTENHEPI i3 TecT-cMyXkKaMmu. He
BUKOPUCTOBYUTE TECT-CMYZKKHU IIiCJI 3aKiHUYEHHSA TEPMiHY IPUOATHOCTI.

4. BcTaBTe TeCT-CMYyXKKY B I'TFOKOMETD y HallPSMKY 00 CTPiIoK. I'mIoKOMeTp
YBIMKHETHCH.

5. OTpumanTe KpaIliio KpPOBi 3a JOIOMOI0OK IIPUCTPOIO AJIs IIPOKOJIIOBAHHS.

6. TOpKHITBECS Kpaljie KPOBi IepegHbOro Kpa KOBTOT'0 BiKOHIISI TECT-CMYZKKHU.
3abepiTh CBil majenp Bi TECT-CMYKKHU, KOJIU 3'IBUTHCS CUMBOJI “IIiCOYHUMN
rogvHHUK”. He HaHOCITh KpalJilo KPOBl Ha BEPXHIO YaCTUHY TECT-CMYXKKHU.

7. BUTATHITh Ta YTUII3yUTE BUKOPUCTaHY TECT-CMYXKKY.



IIpuMmiTKa: fAKII0 Ha OucIel 3 pe3yjbTaTOM BU3HAUYEHHS PiBHS I'JIIOKO3U Y KPOBI
3'SIBISIETHCSA KOHTPOJILHUM CHUMBOJI (pJlaKOHA Ta MUTOTJIMBUU CUMBOJI L, Tpanunacs
nomMuika. He fginiTe y BigmOBIiAHOCTI IO pe3y/ibTaTy BU3HAUYEHHS PiBHSA T'TIIOKO3U Y
KpOBIL. [I0BTOPITH, BU3HAYEHHA I'JIIOKO3U Y KPOBi 3 HOBOIO TECT-CMYXKKOIO.

Bu3HauyeHHs B AJIBTEPHATHBHHX MiCI.IHX

€ oIl OTPMMaHHS 3pa3Ka KpPOBi 3 iHIIWX MiCIlb OpPraHi3My, OKpPiM KiHYUKa I1aJiblid.
o anbTepHaTUBHUX MICLb HaJIeXKaTh OOJIOHS, Mepeanaiyyd Ta mnaeve. Akino Bac
IIIKaBUTh BU3HAUYEHHS B aJlbTepHATUBHUX Miclsax (AST), cioyaTKy IPOKOHCY/IbTYUTECS
3 mikapeM. JlomaTKOBY iHdopMaliiro mpo Te, ik mpoBoauTu AST Ta #oro oOMexKeHHs,
MOXKHa 3HAUTU B KEPIBHULITBI KOPUCTyBaya.

K110 TJIIOKOMETP BUKOPUCTOBYETHCS Pa30M 3 iHCYJIIHOBOIO ITIOMIIOI0, BUKOPUCTOBYUTE
JIHIIEe BU3HAYEHHS 3 KiHYMKa Masblls.

(!) IIOIIEPEI2KEHHA
PHU3HK CEpHO3HOI0 MOPYHICEHHS CTaHy 3OPOB’sI

PiBeHb I'JII0OKO3U B KPOBi 3MIHIOETHCA IIBUAIIE B KPOBI 3 KiHYMKaA MMasbllsd Ta JOJIOHI,
HixK Ha ginsHii AST (mepenmnniudsa Ta miede). [IpoBegeHHs BU3Ha4YE€HHS PiBHA
TJIIOKO3M Y KPOBi 3 BUKOPHUCTAHHSIM KPOBi 3 mepenrutiyys abo rmieya Moxe MPU3BEeCTH
00 HEIPaBUJIbHOT'O TIIyMadeHHS (PaKTUYHOTO PiBHS I'TIOKO3U B KPOBI, 10 IIPU3BEE [0
HEeBiOIIOBIOHOI Teparil.

e He BukopuctoBylite AST gjis KaniOpyBaHHS cucTeMU 6€3epePBHOTO
MOHITOPUHTY KOHIIEHTpAallil I'JTIOKO3H.

e He BukopucroByute AST i po3paxyHKy OO3U IHCYIIiHY.

e Bu3HayeHHS B aJIbTePHAaTUBHUX MICLSIX CJIif IIPOBOAUTHU JIUIIE B Ilepiogu
CTIMKOTO CTaHy (KOJM PiBEHb I'TIOKO3U IIBUOKO HE 3MIHIOETHCS).

InTepnpeTanis pe3yjabTaTiB BU3HAYEHHsI PiBHA I'JIIOKO3HM Y KPOBi

HopMmanbHUM piBeHb I'JIIOKO3U HaTIIE B JOPOCIUX, SIKi He CTpaKaaloTh Ha IIYKPOBUU
miabet, He mepeBuIiye 5,6 MMosb/n (mmol/L) (100 mr/on (mg/dL))#. HopmanbHuu
piBEeHb T'JIIOKO3U B TOPOCIUX, SKi He CTpaxKaaloTh Ha IIYKPOBUH giabeT, yepes3 2 rOOUHU
IMic/isi MPUUOMY 1XKi, HaIpPUKIIa[, Y pa3i MoaesloBaHHS 3a JOIOMOI0I0 ITEPOPaIbHOTO
riaoko3oTonepanTHOro tecty (III'TT) i3 75 r (g) r1i0KO3u, CTAHOBUTH MeHIle 7,8
MMoOJIb/1T (mmol/L) (140 mr/omn (mg/dL))#. KputepieM miarHOCTyBaHHS LIyKPOBOT'O
miabeTy B IOPOCIUX € PiBeHBb I'JIIOKO3U Y KPOBi HaTINeE, MiATBePAXKEeHUHN IBOMa
BU3HAYEHHSIMH, 10 CTaHOBUTHL 7,0 MMoib/1 (mmol/L) a6o Buie (126 mr/on (mg/dL)
abo BHme)#. CTaH gOpoOC/uX i3 MOKa3HMKaMU PiBHSA TJIIOKO3U y KPOBi HaTIle Bif 5,6 0
6,9 mMmonb/n (mmol/L) (Big 100 mo 125 mr/gn (mg/dL)) BU3HaA4Ya€EThCA K HOPYIIEHHS



riikemil HaTie (mepeagiabeTUUHUMN cran)®. IcHYIOTH TAKOXK iHIII KpUTEPil
OiarHOCTHUKHU LIyKpoBoro miabety. [IJo6 BcTaHOBUTHU, YU Ma€eTe Bu 1yKpoBuii miaber,
3BepHIiThCS 1o Barioro mikaps. JlrogsM i3 mykpoBuM niabetom: [IpOKOHCYIBTYHUTECS 3
JIiKkapeM CTOCOBHO [ialla30HYy PiBHS TJIIOKO3M y KPOBIi, skuil BaMm migxonuTts. Bu
IMOBUHHI JTIKyBaTy HU3bKUU ab00 BUCOKMUU PiBEHb I'TIOKO3M y KPOBi 3TiHO 3
PEKOMEeHallisIMU CBOTO JIiKap4.

[ITo6 oTpuMaTH iHpOpPMallifo ITPO HACJIIAKYM Ta NOUIMPEHICTh LIYKPOBOTO HOiabeTy y
Bamromy perioHi, BigBimatiTe Be6-caiiT MixkHaponHoi denepartii giabety. s
OTPUMaHHS OOOAaTKOBOI KOHCYIbTallil abo moroMixkHoi iHpopMaliil 3BepHITLCS A0
HallioHaJIbHOI opraxisatiiil 3 miabety B YKpaiHi.

He3BuuHIi pe3y/1bTaTH BU3HAYEHHSI PiBHS I''TIOKO3H Y KPOBIi

Axmo Ha rmokoMeTpi BimobpaxkaeTtbess LO, piBeHb I'TIOKO3U Y KPOBi MOXKe OyTH HUXKYe
0,6 mMmonbs/n (mmol/L) (10 mr/gn (mg/dL)).

Ax1o Ha rmoKoMeTpi BimoOpaxkaeTbcss HI, piBeHb I'JIIOKO3U Y KPOBi MOKe OyTH BUIIE
33,3 mMmorb/n (mmol/L) (600 mr/mn (mg/dL)).

Y pasi oTpuMaHHS IOBiIOMJIEHHS PO MOMUIKY E-3 IUB. KEPiBHULITBO KOPUCTYBaya.
(!) MIPA OBEPE2KHOCTI
PH3HUK CEepPHO3HOTO MOPYUIEHHSI CTaHy 3IOPOB’sI

Hikonu He irHOPyHTE CUMIOTOMU Ta HEe BHOCITh 3HAUHUX 3MiH y Tepaliio [IyKpPpOBOI0O
niabeTy, He IPOKOHCYJIbTYBABIINCH i3 JIiIKapeM.

fAxiio pe3ynbTaT BU3HaAYEHHS PiBHS I'JIIOKO3U YV KPOBI He BifmnoBigae Baiomy
CaMOITOYyTTIO, BUKOHAMNTE TakKi mii:

e ITOBTOPITH BU3HAYEHHS I'JIFOKO3U Y KPOBi 3 HOBOIO TECT-CMYKKOIO.

e BukoHaunTe KOHTPOJIbHE BU3HAUYEHHS, K1 OIIMCAaHO B KEPIBHUIITBI KOpUCTyBayda.

e J[I7s1 oTpuMaHHSA iHoOpMallil 080 IHIIUX IPUYUH OUB. KEPIBHULITBO
KOpUCTyBaya.

Axmro Bamri cuMiiToMu 1 majsi He BiAIIOBifalOTh pe3yjibTaTaM BU3HAYEHHS PIBHA
I'JIIOKO3HU Y KPOBI, 3BEPHITHCA [0 JIiKap4.

o yBaru mikaps

CucteMa MOXKe BUKOPHUCTOBYBATUCS B KabiHeTax JlikapiB, 3arajJbHUX BilOiTeHHSX, IIPU
IMigmo3pi Ha yKpoBUM miabeT Ta y pa3i HagaHHS HEeBiOKIagHOI JOIIOMOTH.

B3sTTA 3pa3Ka Ta HOro miAroroBKa JjikKapeMm



Y pa3si BUKOpuUCTaHHS TTIOKOMETPiB ciMeiicTBa AKKy-Yek [lepdopma 3aBxKOu
OOTPUMYHUTECS BU3HAHUX IIPOLEnyp mif yac podoTu 3 00’€KTaMHU, SIKi ITOTEHITINHO
3abpynHeHi 6ioorivHMM MaTepiaroM TIOguHU. [JOTPUMYHUTECS MOIITUKY IIIO0
ririeHu Ta 6e3meKu, IpUKUHATOIL y Bariiti mabopaTopil abo yCcTaHOBI.

[l mIpoBeeHHS BU3HAUYEHHS I'IIOKO3U y KPOBi MOTPiOHa Kparis KpoBi. MoxkHa
BMKOPUCTOBYBATH KaIliIIPHY KPOoB. BeHo3Ha, apTepianbHa a00 HeoHaTaIbHa KPOB

MOZK€e BUKOPHUCTOBYBATHCS, ajie 11 IOBUHEH OTPUMYBATH JIiKap.

e He 3a0ynbTe OYUCTUTU CUCTEMY BHYTpiapTepialbHOTO BBEIEHHUS, IIEPIIT HiXK
OpaTu 3pa30K KPOBi Ta HAHOCUTH MOTO HA TECT-CMYXKKY.

e CucteMa BUITPOOOByBasacs 3a JOIOMOT 00 HeEOHATaIbHOI KPOBi. Y IIiIsax
HaJIe’KHOI1 KJIiHIYHOI MPaKTUKN PEKOMEHOYEThCSA OyTU 00epeKHUM IIPHU
iHTeprpeTaliil TOKa3HUKIB PiBHA I'TIOKO3M Y HEOHaTaJlbHOI KPOBi HUXK4e 2,8
MMoIb/n (mmol/L) (50 mr/gn (mg/dL)). JoTpuMylTecs iHCTPYKIIili CTOCOBHO

OOTJISANY B paMKaX IOJaIbIlIOro CIIOCTEPEeXEeHH, IPUUHATI y Ballii ycTaHOBI o151

KPUTUYHUX ITIOKA3HUKIB PIBHA I'JIIOKO3U Y KPOB1 B HOBOHapomxxeHux. [lokasHuku

PIBHSA T'JIIOKO3UM Y KPOB1 HOBOHAPOOXKEHUX, B IKUX IMIJO3PIOI0TH rajlakKTO3eMilo,

H606Xi)IHO HiJITBepJI}Ky'BaTI/I AJIbTEPHATHUBHOIO METOOHUKOIO BU3HAYEHHA I'TFOKO3H.

e 111006 MiHiMi3yBaTH BIJIMB TJIiKOIi3y, BU3HAYEHHS Ha MifcTaBi BeHO3HOI abo
apTepiasbHOI KPOBi HEOOXiTHO MPoBOOUTH B MexKaX 30 XBUJIMH ITiCJIst B3SITTSI
3pas3KiB KPOBi.

e YHUKaNTe YyTBOPEeHHS OyIb0allIoK MOBITPS IPHU BUKOPUCTAHHI ITiMETOK.

e JlommyCKa€eThCSA BUKOPUCTAHHS 3pa3KiB KalliJITIpHOl, BEHO3HOl Ta apTepiaabHOl
KPOBI, 10 MiCTATH TaKi aHTUKOATryJITHTU abo KoHcepBaHTu: EIITA, remapuHar
JIiTiIO Ta renapuHaT HaTpito. He peKoMeHayeThCA BUKOPUCTOBYBATHU
QHTUKOATYJISTHTH, 110 MICTSTh MomalieTaT abo ¢pTopus.

e OxosiomKeHi 3pa3Ku MOTPiOHO MOBIIBHO MOBECTH [0 KiMHATHOI TeMIlepaTypu
repen BU3HAYEHHSIM.

HomaTkoBa iHndopManisi oas1 dikapiB

fAKI110 pe3ynbTaT BU3HAYEHHS PIBHA I'JIIOKO3Y Y KPOBI He BiAIIOBiga€ KIIiHIYHUM
CUMIITOMAaM IlallieHTa ab0 BUTJIIOA€E HE3BUYHO BUCOKUM ab0 HU3bKUM, IIPOBEMITH
KOHTPOJIbHE BU3HAUYEeHH. AKIII0O KOHTPOJIbHE BU3HAUYEHHS MiATBEPAXKY€E IPaBUJIbHE

q)YHKLIiOHy'BaHHﬂ CUCTeMH, ITIOBTOPHO BUKOHANTE BU3HAYEHHS I'TIOKO3U y KpOBi. Axio

OpYTUM pe3ynbTaT BU3HAUEHHS PiBHS I'NTIOKO3U Y KPOBIi BCe IIle BUTTIAOAE HE3BUYHUM,

OOTPUMYUTECS NPUUHATUX B YCTAHOBI KEPIBHULITB IIOA0 HOOAIBIINX Oi.

YTunizyute KOMIIOHEHTH YIIAKOBKU 3TIAHO 3 IPUUHSITUMU B YCTAHOBI KEPIBHULITBAMMU.

O3HauoMTecCs 3 MiCIIeBUMM HOPMaTUBHUMU OJOKYMEHTaAMU, OCKIJIbKU BOHU MOXKYTh
BiIpi3HSATHCS 3aJIeKHO Bifg KpaiHu.

O0OMexKeHHsA



[TeBHI MeauW4YHI CTaHU MOXKYTh IPU3BOOUTHU OO0 OTPUMaHHSI HENPaBUJILHOIO Pe3yJIbTaTy
BM3HAYEHHS PiBHS T'JIIOKO3U Yy KPOBi. fAKiio Bu 3HaeTe, 1110 Bac cTocyeThcss oguH abo
OeKiJIbKa 3 HaBeJeHUX HUXK4Ye MeJUUYHUX CTaHiB, He BUKOPUCTOBYUTE TECT-CMYXKKY.
Ax11o Bu He BIeBHEHI, UM CTOCY€EThCSA Bac SKUUCH i3 IUX MEOUYHUX CTaAHIB,
3BEPHITHCA OO JTiKap4.

e KoHIleHTpallil ragakTo3u y KpoBi >0,83 mmonb/n (mmol/L) (>15 mr/on (mg/dL))
MIPU3BOMATE [0 IepebinbIlleHUX pPe3yIbTaTiB BU3HAYEHHS PiBHS I'/IIOKO3U y KPOBI.

e 3pas3ku mpu jainemil (Tpurninepuau) >20,3 mMmonb/n (mmol/L) (>1800 mr/on
(mg/dL)) MOXyTh OPU3BOOUTH OO0 OTPUMaHHSA MiABUIIEHUX PEe3yIbTaTiB
BU3Ha4YeHHA PiBHS I'JIIOKO3U Y KPOBI.

e BHyTpimmIHbOBEHHE BBeJEHHS aCKOPOIiHOBOI KUCJIOTH, III0 CIIPUYUHSIE
KOHIIeHTpaIlil acKopiOHOBOI KMCIOTH B KpoBi >0,17 MMosb/n (mmol/L) (>3 mr/on
(mg/dL)) npu3BOOUTH 0 NepebinbllleHUX Pe3yIbTaTiB BU3HAUEHHS PiBHS
TJIIOKO3HU Y KPOBI.

e BHyTpinmHbOBeHHE BBedeHHS N-alleTUJIIIMCTEIHY, 10 CIIPUYUHSIE UOT0
KOHIIeHTpallil B KpoBi >307 MkMonb/n (umol/L) (>5 mr/gn (mg/dL)) mpu3BOOUTH
0o nepebinbileHnx pe3yIbTaTiB BU3HAYEHHS PiBHS T'TIOKO3U V KpoBi. He
3aCTOCOBYBATH IIi[l YaC BHYTPIITHROBEHHOT' O BBeIeHHsI N-alleTUJIINCTEIHY ¥
BUCOKUX O3aX.

e V pasi nopyiieHHs nepudepruyHOTro KPOBOOOIry HE PEKOMEHIYEThCS OpaTu
KaliJIIpHY KPOB 13 CXBaJIEHUX MICILb B3ATTS 3Pa3KiB, OCKUIBKU Pe3yJIbTaTU
MOXKYTh He BignoBimaTu (isionoriuHoMy piBHIO T'TIOKO3M y KpoBi. Lle Moxke
BimOyBaTHCS 3a TaKUX YMOB: TsI2KKa ferigpaTallisd BHACIIIOOK miaOeTUuYHOTO
KeToalumo3y abo rinepriaikeMidyHOro rinepoCMoJISPHOro CuHApoMy 6e3
KeToaluMao3y, apTepiajbHa TilloTeH3isd, 0K, JeKOMIIeHCOBaHa ceplieBa
HemocTaTHiCTh 4-ro Kiacy 3a NYHA aGo okito3iliHe ypaxKeHHs nepudepruaHmux
apTepiu.

e ['eMaTOKPUT NOBUHEH CTaHOBUTH Big 10 mo 65%. fAkino Bu He 3Ha€eTe CBiu
reMaTOKpPHUT, 3alluTauTe JIikaps.

e TouHICTE IIi€l cUCTEMHU OIliHIOBaJIacs Ha BUCOTi Haf piBHeM mops o 3094 meTpiB.
He BukopuctoByuTte cuctemMy Ha BUcoOTi Builie 3094 meTpiB Hax piBHEM MOPA.

Po604i xapaKTepHUCTHKH

I'morkoMmeTpu cimericTBa AKKy-Hek [lepdopma Ta IXHiI CUCTEMHU BiAIOBiZal0OTh BUMOTaM
ISO 15197:2013 (TecT-cucTeMu fjis OiarHOCTUKU in vitro - BUMOI'M OO0 CUCTEM [OJisd
KOHTPOJIIO PiBHA I'JIIOKO3U Y KPOBi, IPU3HaY€HUX OJI1 CAMOKOHTPOJIIO PiBHS T'JIIOKO3U Y
KPOBi Ipu KOMIIeHCallil I[yKpoBOro fiabeTy).

KaniopyBaHHs1 Ta BincrexxyBaHHs1: CrucTeMa (TIIOKOMETP i TeCT-CMYKKH)
BimkamiOpoBaHa 3a JOIIOMOT0I0 BEHO3HOI KPOBI, III0 MiCTUIIa Pi3Hi KOHIIeHTpallil



TJIIOKO3U K 3aco0y s KaniopyBaHHsi. KOHTPObHI MOKAa3HUKYU OTPUMYBaU 3
BUKOPUCTAHHSIM IeKCOKiHa3HOT0 MeTOMY, SIKUM KaliopyBaBCs 3a HOIIOMOI0I0 METOMIY
ID-GCMS. Metop ID-GCMS, sk MeTOI HaWBUIIIOI METPOJIOTIYHOI SKOCTi (MOPSIOKY),
BigmoBigae ocHOBHOMY cTaHOapTy NIST. BUKOPHUCTOBYIOUM TaKHUU JIAHIJIO2KOK
BiiCTeXKyBaHHS, pe3yJibTaT BU3HAUYEHHs, OTPUMaHUHU 3a JOIIOMOI 00 TaKUX TECT-
CMY2KOK IOJI51 KOHTPOJIbHUX PO3YHNHIB, TAKOK MOXKHAa BigCTeXUTH OO cTaHmapTy NIST
(traceable (BigcTexKyBaHHS)).

HuXHs Me2kKa BUSHaAYeHHs (HAaHHHUXKYHUH IIOKAa3HHK, IO BimoOpaxkaerncs): 0,6
MMOJIb/m (10 Mr/ai) Ojis TecT-CMyKKHU

Hiama33oH BU3Ha4YeHHs cucrteMu: 0,6-33,3 mMmonb/n (10-600 mr/m)
00’em 3pa3ka: 0,6 MKII

Yac BU3HAUYEHHSA: D CEeKYH]

TouHiCTh CHCTEMH:

Pe3ynpTaTé OL[IHKKM TOYHOCTI CUCTEMH [Jid KOHIIEHTPALlii IIIOKO3U HUXK4Ye 5,55
MMoOIb/1T (mmol/L) (aux4ye 100 mr/on (mg/dL))

B Mexkax =0,28 MMob/1 |B Mexkax +0,56 MmMmoib/1 |B Mexkax 0,83 MmMoib/ia
(mmol/L) (B Mmexax =5 (mmol/L) (B Mmexax £10 |((mmol/L) (B8 Mexkax =15
mr/an (mg/dL)) mr/gn (mg/dL)) Mmr/gn (mg/dL))

137/168 (81,5%) 163/168 (97,0%) 167/168 (99,4%)

Pe3ynbTaTé OLIHKY TOYHOCTI CUCTEMHU [Ji KOHIIEHTpAaLlii IJIF0K03U 5,55 MMOJIb/JI
(mmol/L) a6o Buitte (100 mr/on (mg/dL) aGo Buiie)

B MezxXaX 5% B Mexkax +10% B mexax +15%

256/432 (59,3%)|393/432 (91,0%)(428/432 (99,1%)

Pe3ynbTaTu OLIHKY TOYHOCTI CUCTEMHU [JI KOHIIEHTpAallii IJIIoK0o3U Bif 0,67 MMOJIB/I
(mmol/L) (12 mr/gn (mmol/L)) go 29,1 mMmons/n (mmol/L) (525 mr/an (mg/dL))



B Mezxkax +0,83 mMmoibe/1 (mmol/L) ado B Mmexax +15% (B Mezxax 15 mr/ma
(mmol/L) ado B Mmexax £15%)

595/600 (99,2%)

IToBTOpPIOBAHICTH:

[mMr/pn]  |42,689,5/122,4|186,9(313,0

CepenHin MOKa3HUK

[MMmonw/n]|2,4 |5,0 (6,8 10,4 (17,4

[mMr/on] 1,7 |3,2 6,3 |7,2 11,5

CraHpmapTHeE BiOXUJIEHHS

[MMmonw/n]|0,1 |0,2 (0,2 10,4 0,6

KoedinienT Bapiaiiii [%] — |- 13,5 13,9 3,7

IIpoMixkHa nNpenu3iHHICTh:

[mMr/pn] |45,6(118,6|310,6

CepepgHili TOKa3HUK

[MMmonw/n]|2,5 16,6 (17,2

[Mr/oT] 1,3 12,7 16,3

CraHpOapTHE BiOXUIIEHHS

[MMonb/n]|0,09/0,2 0,3

KoeditienT Bapiatiii [%] — 12,3 2,0

OniHKa TOYHOCTiI KopucTtyBadeM: [[OCIiaKeHHs, B SKOMY OLIIHIOBAJINCA OKa3HUKU
PiBHS TJIIOKO3HU B 3pa3Kax KalliIapHOl KpoBi, oTpuMaHux y 209 3BUYaliHUX IIOOEN 3
KiHYMKa maiblls, IPOOEeMOHCTPYBAaJIO TaKi pe3yIbTaTH:



e 97,6% pe3ynbTaTiB BUSHAYEHHS PIBHA IJIIOKO3U Yy KPOBI [Jis1 KOHIIEHTpallii
TJIIOKO3U HUXK4Ye 5,55 mMonb/n (Huxkde 100 mr/oi) 3Haxomunucs: B Mexkax +0,83
MMOJIB/TI (B MeXkax +15 mMr/mon) pe3ynbpTaTiB, OTPUMAaHUX 3a JOIIOMOTOI0
sTabopaTOPHUX aHai3iB.

e 97,0% pe3ynbTaTiB BUSHAYEHHS PIiBHSA IJIIOKO3U Yy KPOBI [Jis KOHIIEHTPAallil
TJII0K0o3u 5,55 mMoinw/n1 ado Buiie (100 mr/non ado BUIlle) 3HAXOOUIIUCSA B MezKax
+15% pe3ynbTaTiB, OTPUMaHUX 3a AOMOMOroi0 1abopaTOPHUX aHali3iB.

IIpuHIMI BUKOHAHHSI BU3HaYeHHs1: DepMEHT Ha TeCT-CMYXKI[i, MyTaHTHUU BapiaHT
XiHOTIPOTeEIH TJII0Ko30merimporeHasu (MmyranTHa Q-GDH), orpuMmanoi 3 Acinetobacter
calcoaceticus i pekom6iHoBaHOi1 B E. coli, mepeTBoOpIO€E III0K0O3y B 3pa3Ky KPOBi B
TJIFOKOHOJIAKTOH. L5 peakliisi CTBOPIOE MOCTIMHUY €JIeKTPUYHUU CTPYM, AKUU
TJIIOKOMETD IHTEPIIPETYE K pe3yabTaT BU3HaYE€HHS PiBHS I'JIIOKO3H Y KPOBIi. 3pa30kK i
YMOBH HaBKOJIUIITHHOTO CEPEOOBHUIIA OILIHIOIOTHCSA 3@ OOIIOMOT 00 CUTHAJIiB MOCTIMHOT O
Ta 3MIHHOT'O CTPyMYy.

Cxkian

Ckiag peareHrTiB

MepiaTop 6,72%

XiHOIIPOTEIH TIIoKo30derigporenasa** (15,27%

[TippOIOXiHOJIIHXIHOH 0,14%
Bydep 34,66%
CrabinizaTop 0,54%

PeuoBuHH, 1110 He BCTyNawTh B peakwito (42,66%

*MiHiMaJIbHUU BMICT Ha MOMEHT BUTOTOBJICHHS

**OTtpumMaHa 3 A. calcoaceticus Ta pekom6iHoBaHa B E. coli, meTanbHUM OOuC IIOOAHO B
3agBLi Ha mateHT WO 2007/118647



# Mst OTPUMaHHSA JOOaTKOBOI1 iH(opMallil 3BepTaliTeCh Ha rapsady JIiHilo AKKy-4ekK 3a
tenedporom 0 800 300 540 abGo mo YIIOBHOBazKEHOTO ITPeaCcTaBHUKA B YKpaiHi 3a
eJIEKTPOHHOIO agpecoio ukraine.accu-chek@roche.com. Pexum poboTu: 3 moHeminKa
o n’arauio, 3 9:00 mo 18:00.
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Od¢initaui iMmmopTrep:

TOB «Iiamor [iarsocTikc», YKpaina, 04205, m. KuiB, mpocnekt O6010HChKHUH, 32.



