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POTONMPADPUNYHECKUWE NSOBPAXEHWA MEAVNUWMHCKOIO U3AE/TNA

«Cuctema MoHUTOpuHra CareSens Dual fna KONMYeCTBEHHOT0 OMpeAeneHNs T/II0OKO3bl UK P-KeTOHOB B
obpasLe LeNbHOW KPOBU C MPUHAAIEXHOCTAMU»
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doTo 1 rAKoOMeTp AN N3MepeHus rioKo3sbl in P-KeTOHOB B KpoBu CareSens Dual (Bug cnepegmn v c3agm)
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®oTo 3. MNMpokansbiBatowee ycTpoiicteo CareSoft
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®oro 2. Tecr-monocka CareSens PRO ans konuyecTBEHHOro onpenesieHHs IioKo3bl B 06pasiie LenbHOH KpOBH
s cucteMbl MOHHTOpHHTa CareSens Dual
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®oT0 4. JlTaHueTt CareSens
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®oro 5. Batapes
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byknet Bnagensya

CareSens Dual

CcuctemMa MOHUTOPUHIa rH0KO3bl B KPOBU
Cuctema MOHUTOPUHra/3-KeTOHOB B KPOBU

<[lpocTasi nepefaya gaHHbIX
yepes coeguHeHne
Bluetooth

E[ecT-MoJsIOCKN Ha OCHOBE
GDH-FAD

*3(hheKkTUBHOE ynpaBneHue
OonabeToM C NOMOLLbHO
MapKUPOBKU CUMBOJIOB
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®oT0 6. PyKoBOACTBO Mob30BaTENSA
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®oTo 7. XKypHan y4yéTta nsMmepeHnun
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Information on the Lancing Device

I'SENS, Inc.

1 J 43, Banpo-daero, 28-qil, Seocho-gu,
Seoul 06646, Korea
WWW.i-sens.com

2,
EC REP
Medical Technology Promedt
Consulting GmbH
Altenhofstrasse 80,
66386 Stingbert, Germany
C€
AT
{1t

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

PGZ170349 REVO 05/2018

®oTo 8. Bknagblw
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Doto 9. Uexon ¢ 3acTexKod-MoMHRECH
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CareSens Dual

c S a moH"™uHra”Tel[HOBB"B U

. MpocTas nepegaya AaHHbIX
uepes coeanHeHne

Bluetooth

. TecT-nonockn Ha ocHoBe
GDH-FAD

mOhheKTUBHOE ynpaBaeHne

[1abeToM C MoMOLLbio
MapKMPOBKY CYMBOJIOB

N

iIsens

CareSens Dual

XapaKTepucTmkmn

[na TecTupoBaHus Ha

INI0KO3Y B KPOBU

e [lnanasoH n3mepeHui
1,1-33,3 mmol/L

«Pa3mvep ob6pasua
MuHumym 0,4 mkn

=Bpems TecTnpoBaHus
5 cekyHA

«Tun o6pasua
Ceexas KanunisoHas LenbHas
KpOBb

«Pabouvne agnanasoHbl
5-45'C (41-113 °F)

[AnaTecTnpoBaHus Ha
~eTOHbI B KPOBU
«/lnanasoH namepeHuni
0,1-8,0 mmol/L
< Pa3smep o6pasua
MuHumym 0,5 MKn
mBpemsa TecTupoBaHuA
8 cekyH[,
’ Tun o6pasua
Ceexxas kKanunnapHas LenbHas
KPOBb

= Pa6boumne gnanasoHbl
15-30 "C (59-86 "F)

HAmsicamoTecTmpoBaHus

®oT10 10. MoTpebuTenbckas ynakoska (06wmii Bua)
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doT1o 11. «Cuctema moHuTOopuHra CareSens Dual g1 KONMYeCTBEHHOI0 ONpefeneHns rnoKo3bl Uan P-KeTOHOB
B 06pasLie Lie/IbHOM KPOBU» C MPUHAANeXHOCTAMMK (06 KA BUA)
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—————————————————— ONpCA=ne,,Usi TNOKO3bl UK

MAT ol T 6p-une .renbmoii Kpoam ¢ NPUNAANIOKMOCTAbIN

N S komotp O» M 'prmt
» »ponm Carn3ons Dual - 1wTt? 1»»J1,,HECT/10..MOT0 OMpeaenicCunNN FNKo3bl N obpasye
2 Tect-nonocka CareSens PRO [f1 rorpYpnu Dual - HO wr.

LieNIbHON KPOBW A4N18 crcTeMbl MOHUTOPUHIa CareSens Dual
3. Nanuet CareSens - 10 wr.
4. TpoKanblBatoLyee ycTpoincteo CarcSon - wi-

5. batapes - 2 wm.

6. PykoBoACTBO nosib3oBaTesnis - 1 LwiT.
7. XXypHan y4éTta namepeHuin - 1 .

8. Bknagbiws - 1 .

MprHaaneXxHocTn:

1 Yexon ¢ 3aCTeXKOWA-MO/THMER - 1 T,

Homep pernctpaLyoHHOro yaocToBepeHUs B peecTpe PefepanbHol cnyxXobl nNo Haa3opy
B clhepe 34paBOOXpPaHEHNS:

LOT

1Q

Ce

i-SENS, Inc. («ain-CEHC, VHK.»), Pecnybnuka Kopes
43, Banpo-daero 28-gil, Seocho-gu, Seoul, Republic of Korea

* 94-1, Donghwagongdan-ro, Munmak-eup, Wonju-si, Gangwon-do, Republic
of Korea

YNOMHOMOYEHHbI NpeacTaBUTENb NPon3BoAUTeNsa B PO
000 «RabTpofiHK Pyc», FOpuanuecknin agpec: 115230, ropoa MockBa, X1e603aBoaCcKnNiA

npoesg, 4OM 7, CTpoeHue 9, aTax 8 nom. XV kom. 23. 8-495-333-555-77;
Ajpec 3neKTPOHHOW noyTbl: info@ labtronic.ru

IVD m T SIRLER

MpounssegeHo B Pecny6nnke Kopes

®oT10 12. Mpumep pPyCCKOA3bIYHON MapKMPOBKK
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®oT1o 13. TpaHcnopTHas ynakoska (06wmin Bua)
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MpoHymepoBaHo, NpoWNTO "
ckpennieHo nevatbio Ha LU

nncTtax

AP A
TPOHUK QYC» W
AKOB A.A.
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