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OIMMCAHUE THUIIA CPEICTBA U3MEPEHUNA

CucTeMBI KOHTPOIIS YPOBHS [IIFOKO3HI B KPOBH [IOPTAaTHBHBIE MHOTOIIOJIB30BATELCKHE
OneTouch VerioPro+

Ha3snavyeHde cpeicTBa H3MepeHHi

CucTeMBl KOHTPONI YPOBHS INIOKO3H B KPOBH TNOPTATHBHBIE MHOTONOJB30BATENIECKIE
OneTouch VerioPro+ (najee — cHCTEMBI) NpeHA3HAYEHE! I H3MEPEHH KOHIEHTPAHH TIIOKO3E]
B KPOBH TIOKO30JETHAPOTHHAZHBIM METOHOM.

Onucanne cpefcTBa HEMepeHHi

IlpuHOMn JeficTRUSA CHCTEM OCHOBAH HA H3MEPEHHH CHIEI ANEKTPHYSCKOro TOKA, BLI3BAMHOR
peakteli TOKO3H B oOpasne KpoBH ¢ (ePMEHTOM INIOKO30HeTHAporenasoif. VsMepeHHbIH
BJICKTPHIECKHMH TOK IPONOPIHOHANCH KOHIEHTPAHH [VIOKO3bl B QHATH3HPYeMON Mpobe KpORH.
PesynsTar usMmepenus oGpabaTEIBaeTC MMKPONPOLECCOPHEIM YCTPOWCTROM H OTOGpakaeTcs Ha
3KpaHe BCTPOGHHOIO JKMAKOKPHCTAINIMYECKOrO JUCIIes B COMHHIAX MMOIB/T, a4 TakKe
3aIIHCHIBACTCA B NAMATH NPHGOPOB.

Prcyrok 1 — O6muait Brx CucremMbl KOHTPOMS YPOBHA INIOKO35I B KDOBK
TIOPTATHBHOM MEOTONONB30BaTENRCKOH OneTouch VerioPro+



OneToucmme

OTCYTCTBYET.

Prucyrok 2 — CxeMa MapKHPOBKH # IIOMOHpOBaHHS

HporpamMHoe o6ecneucHue

B cucremax

- HCTIONB3YETCA

BCIPOCHHOE  MPOTpaMMHOE

testrmbes ket

YCTaHABIIMBACTCA 3aBOJIOM-H3TOTOBHTENEM HenocpeneTBerHo B [13Y mpuGopa.

HporpaMMHoe ‘obecnieucHye DpefHAsHAYEHO JUIS YUPABICHHS OPHOOPOM, KOHTpOJIJICpOM
BHYTPEHHHX MCIOTHHTENBHEIX MEXaHASMOB H H3MEPHTEIEHEIX YCTPOHCTB H €TI0 HacTpOeK, a TaKKe
Mt ofecrievenns GYHKIMOHMpOBaHAS uHTepdeica, oOpaboTKH HEGOPMALMN, DOIYIEHHOH OT
U3MEPHTENEHEIX YCTPOHCTE, B MPOLIECcce POBEASHH H3MEPEHHIA.

obecrnieueHue,
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eTouch Lifescan
emeHa I

KOTOpoe

UnenradukanmoHHble  NapHpe  (IPU3HAKH) METPOJOTHYECKM  3HAUMMON  YacTH
IIPOrpaMMHOro obecrieyeHHa CHCTEM YKa3aubi B Tabmume 1.
Tabmnna 1
Hawmenopanue Hnentuduxa- Howmep Bepcun Mudposoi Anroput™m
MpOrpaMMHOI0 ITHOHHOE (noeHTHOEKAIH HACHTHOHKATOD BEIYMICTICHEHS
obecnevuenns HAHMCHOBaHHE OHHBIE HOMED) [IPOTPaMMHOTO madpororo
IPCTPaMMHOIG | IIPOTPAMMBOIO obecmedyeHns UACHTHOUKATOPS
obecrnegenns obecneuenus (xoHTpORBHASM CyMMa IPOrpaMMHOTO
HCITOJIHACMOT0 KO2) obecnevyeHns
ITO anammza
One Touch® 021349030TD Hanaeie FpmOTCS COGCTREHHEGCTRLIO
Diabetes ME ' V.2.3.3 GLB IpPOH3BOIHTENS ¥ ABILIOTCS 22N ANIECHEbIMA
Management - IO JOCTYIA IMIIePa U MONLIORATENeH

Software




Jer Ne 3
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JaiiTa  NPOrpaMMHOTO OOECHICYEHHA OT HelpeJHAMEPSHHBIX M HpPEJHAMCPEHHBIX
H3MEHEHHI COOTBETCTBYET YpoBHIO «A» mo MU 3286-2010.

MeTrponoraueckae H TeXHHYECKHE XaPAKTEPHCTHKA

MeTtponornueckue 1 TeXHHYECKHE XapaKTEPHCTHKA CHCTEM IpelcTaBleHsl B Tabnune 2.
Tabmua 2

Jaanazon HU3MepeHuit KOHIIEHTpaHH or 1,1 50 333
IJIFOKO3BI B KPOBH, MMOJIE/JT

Ipenens abCcoMmOTHOM CITy4qaifHoH

COCTABIIMOIIEH MOTPEIIHOCTH H3MEPEHHI 10,83
KOHIEHTpAIi¥ TJIIOKO3BI B KPOBH B

Juanaso”e o1 1,1 g0 4,2 MMOJIB/IT, MMOJIB/IT

[penen OTHOCHTEJIBHOH CIIy4aiHOM

COCTABJIAUOIICH MNOTPEIOHOCTH W3MEpEHHH 20
KOHIEHTPallHH TINIOKO3BI B KPOBH B

Juanasone ceeime 4,2 ;0 33,3 mMonn/i, %

'abapuTHEIE pasMepsl, MM 120,0x51,0x31,0
Macca, r, He Gonee 137.0
ONeKTpOIHTAHHE!

Yucno aneMenToB U Hanmpshkende, B 2x1,5

Tun sneMeHTa nuTaHus AA ?
Cpennuif cpox ciry>x0bl, He MEHEE, JIeT 10
YenoBUA SKCILTYaTalMH:

TeMIeparypa, SC - oT +6 mo44
OTHOCHTENBHAN BIGKHOCTE, %0 10<90
Hccnemyemsbliii Marepuan KanmUsipHasd KpOBb
O6neM mpoOkI, MKJT 0,4
Bpems usMeperus oHOM mpodE, ¢ 5
ITamsTh, H3MEpEHHE 980

3HaK yTBep:KIeHHN THTIA T
HaHOCHTCA Ha MOC/ENHAMN TMCT PYKOBOACTBA II0IL30BATENA THIOTPAaPCKHAM CIIOCOO0M. -

KoMniekTHOCTE cpexcTBa H3MepeHmii

1 CucTeMa KOHTPOIS YPOBHS TIIFOKO3BI B KPOBH IOPTATHBHAS MHOTOIIOb30BATEbCKA
OneTouch VerioPro+;

2 OyTsp;

3 PykoBOJICTBO IOJIE30BATENS,

IloBepka

OCYIIECTBIICTCA M0 NoKyMeHTY MU 3138-2008 «['mokoMeTpr! HopTaTHBHEE. MeToaHKa TOBEPKUY.
Cpencto mosepku — AHanmu3aTop MOK03e! 3TanoHHbE YSI 2300 STAT Plus, auanasox

u3mepennd ot 0,5 no 50,0 MMoIB/11, mOrperHocTs He Gostee 2%; CTAHAAPTHEIE 06PA3IIEI TIFOKO3H B

KpOBH ¢ KOHIEHTpanueH ot 1,7 no 22,2 MMoJb/ .

CpeqeHHS 0 METOAHKAX (METOAAX) H3MEPEHMI
PykosoacTso mons3oBatens Ha CHCTEMBI KOHTPOJIS YPOBHS [MIOKO3EI B KPOBH IIOPTATHBHBIE
MHoromojs3osarensckue OneTouch VerioPro+.
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HopMmaTHBHLIE ¥ TeXHMYCCKHe HOKyMEHTHI, yeTaHaBAMBamMue TpeboBanus k Cueremam
KOHTPOJI!l YPOBHHA IIIOKO3bI B KPOBH MOPTATHBHBIM MHOTONOAL30BaTeaLoxknM OneTouch
VerioPro+

1 I'OCT ISO 15197-2011r. CucTeMBl XMarHoCTHYeCKHe in Vifro. Tpeboranus k cucremam
MOHHTOPHOr0 HaGOEHHS 33 KOHIEHTPALUel TIIFOKO35I B KPOBH IS CaMOKOHTPOIS IPH JICYSHHH
caxapHOro auabera.

2 MM 3138-2008 «I''okoMeTpsl mopraTuBHLie. MeTomuka TIOBEPKH.

3 I'OCT P50444-92. TpuGopsr, ammaparsl wu ofopyloBaHHe MejMUHHCKoe. O6mue
TEXHHYECKHE YCIIOBHS.

4 Texmumueckas nokymemramus dQupMer «Lifescan Europe a Division of Cilag GmbH
Internationaly, llIBefinapus.

Pexomenaauan mo o6macTaM npavenenms B cepe rocyIapcTBeHHOrO peryJIHpOBAHHA
obecreyenus eNMHCTBA H3MepeHHii

OCYHICCTBIICHHC ASATCNBEHOCTH B 00J1aCTH 3OpaBOOXpPaAHCHHA.

H3rotoBuTe/in
Pupma «Lifescan Europe a Division of Cilag GmbH Internationaly, HIreitnapus,
Landis-Gyr Strasse 1, CH-6300 Zug Svitzerland a

www.lifescan.ru

Webmaster@LifeScan.com

HpoussoacreeHubIf Grumman :
Oupna Elextronics Industrial Ltd, (Shenzhen) Col, Ltd,, 17F, 3-5/F Bld 2 & Bid 3 Yusheng
Ind. Pk. 467 Xixiang Sect., National HW 107 Xixiang, Baoan District Shenzhen,
Guangdong, 518126, China.

3aneuTEND
000 «lentp coneticTsus PETHCTPANHH H CepTH(MKaLun», PO,
142100, Mockoscxas 061acTs , . [onossek, yin. Bemmura, 1.7, oduc 10
Tem. (495)724-10-67, (4967)52-10-67, (4967)52-1068
www.med-reg.ru

HcneiraTenbHblil nenTp
'OA CH OI'VIT «t BHUAO DU, :
119361 r. Mocksa, yn. Osephast, 1.46
Tei1. 437-56-33, daxc 437-31-47 E-mail: vniiofi@vniiofi.ru
ATTeCTaT aKKpeIMTAHH TIOCYNAPCTBEHHOTO LEHTPAa HCHBITAHMI (HCTIBITaTEMBHOMM,
H3MEePHTEIBHOH JTabopaTopun) cpencts mamepenuii Ne30003-08 ot 30.12.2008 1.

JaMecTHTENE

Pyxoponutens $enepanbioro
Ar€HTCTBA 10 TEXHAYCCKOMY
Perynuposasic v METpONROTHA




MPOLLHYPOBAHO,
MPOHYMEPOBAHO
Y CKPEMNEHO MEYATBIO
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www.test-poloska.ru



