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Blood glucose test-strips Medicare -Lis "o
User’s manual * ;
(Concerning the handling of the medical device on the territory of the Russian Federation)

Purpose

Blood glucose test strips Medicare-Lis are intended for monitoring of capillary blood glucose level at
home by people with diabetes or with a suspicion of diabetes and by health care professionals in medical
facilities. They are used only with Blood glucose meter Medicare-Lis model BG-101. They are not
intended for blood glucose testing of neonates.

Principal of measurements

Glucose contained in the blood sample when entering into a reaction with a special reagent in the test
strip, produces a small electric current. The strength of current produced depends on the amount of
glucose in the blood. The blood glucose meter Medicare-Lis measures the strength of the current
and displays the results as a blood glucose level.

Characteristics
The blood sample volume is 0,3 pL.
The time of measurement is 6 seconds.
The measurement range is 1,1 - 33,3 mmol/L (20-600 mg/dL) to a precision of 1 mg/dL.
Capillary blood from a finger or alternative testing site (palm, forearm) is used for the
measurements.
Measurements accuracy: Blood glucose test-strips Medicare-Lis provide accurate measurement
results if all the conditions described in this manual are observed.
Performance characteristics
Accuracy of measurements
> 95% in A zone of EGA vs YSI 2300 glucose analyzer:
Within £ 15 mg/dL (0.83 mmol/L) at glucose concentration < 75 mg/dL (or 4.2 mmol/L) and
within 20% glucose concentration » 75 mg/dL (or 4.2 mmol/L).
Precision of measurements
CVs(%) of intermediate precision and repeatability were less than 5%.
Standard deviation of measurement results < 5 mg/dl at glucose concentration <75 mg/dl
Coefficient of variation of measurement results < 5 % at glucose concpntratjon_> 7*-mg/dl— .
bbi.ncj Kbturf
Chemical composition of test strips
Each test strip contains:
1 glucose hydrogenase (FAD-dependent) -0,4%
2. mediators - 3,8%
3. buffer-94,4%
4. non-reactive ingredients - 1,4%

le-U.

Warning

Please, make sure that your blood glucose test strips Medicare-Lis are suitableTbr usage. Prior to
the first use, make sure that the package is not damaged and closed.

Do not use test-strips if the blister or vial has a puncture or a tear in it.

Do not bend, cut and do not attempt in any way distort the test strip.

Do not cut the foil and do not use sharp instruments to take the test strip out of the blister.

If the drying agent has turned pink in a blister or in a vial, do not use the test strip.

Do not use expired test strips.

Avoid getting dirt, food or liquid on the test strip. Do not handle test strips with wet hands. All
parts of the test strip can be touched but only with dry and clean hands. Remove the test strip
from the package immediately before use.
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Do not use for blood glucose testing of neonates. Blo(

Do not reuse. Test strips are intended for single use. See
Store out of children’s reach. A test strip may enter the respiratory system and cause choking. Do info
not swallow test strips. The test strip and its package contain substances that may be harmful if

swallowed. If it happened, immediately see a doctor. Tes
Use only capillary blood for blood glucose measurement, the use of other substances or plasma Th(
will lead to incorrect results. dis
Store the test-strips in accordance with the indicated temperature-humidity conditions, tht Gli
violation of the indicated conditions may lead to obtaining of incorrect measurement results. bel
Store test strips only in their original package till the expiration date indicated on the package Ce

To avoid damage or contamination, do not put test strips in any other container.
Hematocrit level below 30% or above 55% can lead to incorrect measurement results. Please, In
consult your doctor if you do not know your hematocrit level. Ti
Body dehydration can lead to incorrect results. If you are suffering from severe dehydration,
contact your doctor immediately.

Testing at altitudes up to 3,402 m (11161 feet) does not influence the result.

OwN e

A Do not change prescribed medication based on the test results without the consult of i
treating physician.

Additional information for healthcare professionals

1 Cholesterol content up to 500 mg/dL or triglycerides up to 2000 mg/dL do not
affect test results significantly. However, glucose level at rates close to the indicated ones
should be interpreted carefully.

2. Incorrect result may occur in hypotensive patients or patients in a state of shock.
Inaccurate results are also possible in hyperosmolar state, with or without ketosis.
3. Interactions with other medical products: Reducing substances entering blood naturall;

(uric acid, bilirubin) or through therapeutic treatments (ascorbic acid, acetaminophen) don’
affect the test results significantly. However, high concentration of these substances can affec

Substance The indicator below which the substanci
content in the blood is acceptable, and it doe
not affect the test result

Acetaminophen “ 8,0 mg/dL (0,53 mmol/L)
Ascorbic Acid W 5,0 mg/dL (0,28 mmol/L)
Aspirin = 60 mg/dL (3,33mmol/L)
Bilirubin A 90 mg/dL (1,54 mmol/L)
Cholesterol A 500mg/dL (12,9mmol/L)
Creatinine W 5mg/dL (0,44 mmol/L)
Dopamine W 2,0 mg/dL (0,11 mmol/L)
Galactose (Milk sugar) W 900 mg/dL (50 mmol/L)
Gentisic Acid “ 5,0 mg/dL(0,32 mmol/L)
Hydroxyurea ~3,0 mg/dL (0,39 mmol/L)
L-dopa 10 mg/dL (0,51 mmol/L)
Maltose (Malt sugar) g 900 mg/dL (26,3 mmol/L)
Methyldopa A3,0 mg/dL (0,13 mmol/L)
Tolbutamide W 400 mg/dL (14,8 mmol/L)
Triglycerides W 2000 mg/dL (22,8 mmol/L)

Uric Acid “ 8,0 mg/dL (0,48 mmol/L)
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He paspesaiiTe ¢onbry 1 He UCMNONb3YTe OCTPble MPeAMETbl AN U3BEYEHUS TeCT-HOMOCK

6nucrepa. I aNakTo3
He wcnonb3yinTe TecT-NOMOCKY, €eCcnM MNOFNOTUTENN BAKHOCTM B 6/1mMcTepe wuam 6 T eHTU3NUT
npuobpenn po3oBblii LBET. rmapokc!
He ncnonb3yiiTe TECT-MONOCKN MOCNe UCTeYeHUS CpoKa 10HOCTH. L-Annw

He gonyckaiiTe nomajaHus rpssu, MWLM WM XKUAKOCTU Ha TecT-nonocky. He 6epute r|ManbTo3:
MONOCKM MOKPbIMW pyKaMu. K TecT-MofI0OCKe MOXHO NpuKacaTbCs B 1I060M MecTe, HO Ton MeTungc
YUCTBIMU W CYyXMMU pyKamu. BbiHMMaliTe TeCT-MOMOCKY M3 YMaKOBKM HEMOCPEACTBEHHO He Xonbytar

MCNosib30BaHNEM. Tpmrfmu'
He ucnonb3yiiTe 4ns nNpoBefeHNs aHam3a KPpoBb HOBOPOXKAEHHBIX. Mouegasi
He wcnonb3yiiTe nNOBTOPHO. TeCT-NMOMOCKM MpefHa3HayeHbl TONbKO [ANS OAHOKpPaTH!

MPUMEHEHUS. Mpouen;

XpaHWUTb B HEOCTYMHOM Ans AeTeil MecTe. TeCT-MOMOCKA MOXET NoNacTb B AblXaTeNbHble  CMOTpUN
M BbI3BaTb yAylwbe. He rnoraitre TecT-nonocku. lecT-rmomocka © eé ynakoBKa “Vomepn
BELLEeCTBa, KOTOpbre MOryT HaBpeAw Tb MPU nporfiatbiBaHMK. Ecnv 310 npomsoLuno, He|v|e,c|,neH’\.Tecmpor
obpaTuTechb K Bpavy.

Ncnonb3yinTe gns M3MepeHuns TO;fbKO KarrvaispHyro KpoBb, MCMOMb30BaHUE MHbIX cybcTaHnlppyalt.,
nv nnasmel NPUBEAYT K HEBEPHbLIM pe3y/ibTaTaM. PesynbT
XpaHuTe TeCT-MOSIOCKU B COOTBETCTBUE C YKa3aHHbIM TeMITepaTypHO-BNAXMOCTHbIM PY>SKHMVOLQ'Y,. -
Hapy>XeHNEe YKa3aHHOro peXxuma MOXET MPMBECTU K TTOMYYEHUIO OFrTMOOYHbLIX PC3ynbrarnypasua,
aHanm3os. rosoput
XpaHnTe TeCT-NOMOCKN TONbKO B OpPUIMHaSIbHO YNakoBKE A0 OKOH4YaHUA Ccpoka rogHocr jY/an
YKa3aHHOro Ha ynakoBke. Bo n3bexaHue NOBPeXAEHWA UNW 3arpsA3HeHUs He nepeknafbiBaid’
TECT-MOMOCKM B KaKyl-11Mb0 ApYryt ynakoBKy.

YpoBeHb rematokputa Hke 30%, nM60 Bbiwe 55% MOXeT MPMBECTU K HEBEPHbIM pe3y/ibTaTa
nccnegoBaHuin. [oxa,nyincTa, NPOKOHCYNbTUPYWTECH CO CBOMM fevalium Bpayvom ecnu HEgaagd

3HaeTe 3HauYeHue CBOEro ypoBHSA reMaTokpuTa. j Yoeq
O6e3BOXMBaHNE OPraHM3Ma MOXET [TPUBECTU He MpaBU/bHLIM pesynbTatam. ECAnM y B32 pppo
cunbHoe 06e3BOXKMBaHMeE, CPOYHO 06paT NTeCb K CBOEMY Bpauy. Mpe
TecTupoBaHue Ha Bbico Te o 3.402 m ( 11161 ¢hyTOB) He BAUAET Ha Pe3ynbTaT. normoLy
XK' He wensiite MPOrTMCAaHHOE feYeHWe MO pesy/NbTaTaMm aHarrmsa 6e3 KoHcytretamum ' Y
neyauium Bpayom. Bpauy.
[ononHuTenbHas MHGOPMALUA ANA MC.TULMHCKNX PAaBOTHUKOB Mpose,
1 CogepxaHne xonecTepuHa A0 500 Mr/gn wav  TpuranuepuHa po 2000  mr/gn | Cnor
IFPaKTUYECKN He BIUsE T HA Pe3yNb TaT TecTa. ['em He MeHee, YPOBEHb MIOKO3bl TN n0Ka3aTenﬂxjjp"'6°)
BIM3KUX K YKa3aHHLIM [OMIKEH GbiTh BOETTPUHAT BHUMATE/bHO. uenont
2, HeBepHblii pe3ynbTaT BO3MOXEH Yy MALWEHTOB CO CHUXKEHHbIM  apeTpuanbHbrv KOHTPE

[aBNeHNEM WM MALUEHTOB B LLOKOBOM COCTOAHUMW. HeBepHble HU3KME pe3ynbTartbl BO3MOXKHbI! L CTPD
npu r'vnepocMONsiPHOCTM C KETO30M UK 6e3 Hero. |

3. B3anmopgeicteue ¢ gpyrumu npenapatamu: Pefyuupylouine BellecTsa, nonagatowue B |lo3ivio
KPOBb eCTECTBEHHbIM [TyTeM (MOYeBass KUCTTOTa, 6UAMPY6UH) Nu6o uepes TepanesTuueckoe ' ECT-N
neyeHue (BuTamuH C. arleTaMMHO(EH) He OKa3brBaldT CYNTECTBEHHO I'0 BMAHUSA Ha pe3y/bTaTbl lpeacl
aHann30B. TeM He MeHee, BbICOKas KOMLEHTPaLWUs 3TUX BErrTeCT8 MOXET MOB/INSA Tb Ha pesynbtar B Gau

B 6/n
BeuiecTBo lMoka3aTenb, HWXe KOTOPOro [OMyCKaeTcAa Ccofep>kaHue
BELLLECT Ba B KPOBM M 3TO He B/MSAET Ha pe3y/b TaT TecTa
AueToMUHODEH <8,0m1'/gn (0,53 mmon/n)
ACKOP6WHOBaA KncnoTa <5.0mM1'/an (0.28 Mmo,T/n) pen
AerrmpuH <60 mr/an (3,33 mmon/jf)
Bunnpy6mH <90m1'/gn (1,54 mmon/n)
XonecTepuH <500 mrTan (12,9 MVOr/n)
KpeaTnHuH <5 wr'/an (0,44 mmon/n) lonke
103y
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TpaHCNOPTUPYIOTCA TECT-MONOCKN BCEMU BUAAMU TPAHCMOPTa B KPbITbIX TPAHCMOPTHbLIX
CpefcTBax No npaesuaamu NepeBo3Ky rpy3oB, AEACTBYHOWMMIN Ha KaXKAOM BUAe TpaHcnopTa npu
Temnepatype 4-40 °C (38-104 °F) 1 0THOCUTENbHOR BAaXXHOCTU Bo3ayxa 10-85%.

Ycnosua skenayartauuu
3KcnnyaTupyiTe TeCT-NOAOCKKM npu TemnepaTtype oT 10°°C go 408 C (39 F- 104 F) un
OTHOCUTE/NbHOW BNaxHocT Bo3gyxa 10-85%.

Ycnosua ytunumsaumm

Ncnonb3oBaHHblE M34eNna OTHOCATCA K 0TX04am Knacca b u yTunm3npyoTcs B COOTBETCTBUM C
Canlul 2.1.7.2790-10 «CaHUTapHO - 3NUAEMUONOTNYecKMe TpeboBaHMA K 0OpaLieHuto C
MeAUUMHCKMMUK oTXodamu (yTB. MocTaHoB/MeHWeM [NaBHOro rocyAapCTBEHHOr0 CaHWTapHOro
Bpaya P® o1 9 aekabps 2010r. Nel163)

B Tabnuue HWXe MPUBEAEHO OMMcaHWe CKUMBOJIOB, KOTOPblE YKa3aHbl Ha YMakKoOBKe TeCcT-

MOM0COK:

Cunmson OnucaHune

1 1 [Ona [narHocTukm «in vitro»
LL] CM. MHCTPYKLMIO

He ncnonb3oBaTb NOBTOPHO

)

LOT Homep napTtun
A MpegynpexaeHune, CM npuiaraemble JOKYMEHTHI
TemnepaTypHbIA AMano30H /XpaHUTb Npu
“2 MogeH go
o MpounssoguTens
nli
1EC 1REP EU npepcrasutesns
MpoAyKT coOTBeTCTBYeT TpeboBaHUAMM aupekTusbl 98/79/EC ans
C€o0l23 N34ennii AUarHOCTUKN «in Vitro»
PeructpaynoHHoe ygoctoBepeHue ®C3 Ne oT
MNpoussognTenb Ha Tepputopun Poccuiickoin degepaumn no >
BOMnpocaMm 0bpaLeHns MeLULUMHCKOro M3fenuns :
obpawarbces K YNOSTHOMOYEHHOM/' |
NnpeLCTaBUTESO ;
N-Tak Megukea MNte JiTg 105043 OO0 «®opmyna-®P»  r.Mocksa, yn. S
25 MaHpgai ScteinT Ne 07-11 MepBomalickas, 4.35/18
WHHoBeMWwaH Mnelic Tayap 1 Ten.; 8 926 208 71 61

CuHranyp, 729930

Ten.. +65 63342273 w |

dakc:+65- 68638190

A[pec Npon3BOACTBA;

OK buotek Ko., Jlta, Ne 91, Cek.2, NoHrgao,
5 Poyg, 30070, CuHbYwKy Cutu, TaiBaHb
NCO 13485: 2003

EC REP CepBuc no 6e30MacHOCTH
MeAULIMHCKUX YCTPOCTB MMEX

Lndrpaben 41, D-30175  [aHHOBep,
"epmaHus [
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/MepeBof C aHrMMINCKOro A3blKa Ha PYCCKMiA A3bIK/

MEPEBOA HEMEPEBEAEHHOIO TEKCTA

MepBbliA MUCT

1lUhramnl 3ABEPEHHAA KOMKA
/nognuce/

/OBasibHas nevaTb/
MYBANYHbBIA HOTAPUYC* CUHTAMYP*
BukTop Kox KyH Xop *N2016/0123
lanpens 2016-31 mapta 2017

UeTBepTbln MCT

IMevaTs! /1-Tak Megukea [re., JiT4.
Ne komnaHum 200704758C

IHodnucbl
Amoc Cum
Kommepueckuin gupekTop,
MpenctaBuTenb PYKOBOACTBA

MepeBof, ¢ aHINMIACKOTO A3blKa Ha PYCCKMIA A3bIK BbIMONHWUN NEPEBOLUMK

Haywmos Bnagnmup AnekcaHaposuy
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Nopopg Camapa, Camapckasa ob6nacTb.
LllecToro MwoHA gBe TbiCAYM WeECTHaAUaToro roaa.

A, MockosueBa VpuHa BnagymupoBHa, HoTapuyc ropoga Camapbl Camapckoit obnactu,
nepesogyYnNKoOM HAYMOBbIM

BNAANMNPOM ANEKCAHOPOBUWYEM B MoeM npucyTcTBuA. JINUHOCTb €ro yCTaHOB/IeHa.

CBMAETENbCTBYD  MOA/IMHHOCTb  MNOAMWUCK,  CAeNaHHOW

3apeructpmpoBaHo B peecTpMN+-|" AHT1629"

B3bickaHO no Tapudy:
HOTapuare

lopog Camapa Camapckoii o6nactu O 8 O 62016

A, BprNHKoBa TatbsiHa KOHCTaHTMHOBHa, HoTapuyc ropoga Camapy
Camapckoii 061acTu, CBUAETEeNLCTBYI0 BEPHOCTb 3TOM KOMWUM O NOA/IMHHIKOM
[0KyMaHTB, B nocnefgHem MoAuMCcToOK, MPUMMUCOK, 3a4€PKHYTbIX C/OB U UHbIX
HEOrOBOPEHHbIX WCMpaa/IMHNA WK KakuX-M6o OCOBEHHOCTEl HeT.

MHoto, /Ly, o6paTuBLLEMYCA 3a COBEPLUEHNEM HOTapUBMLHOTO Ae'iieTans
pasbsiCHEHO, 4TO NpW OBWAOTENbCTBOBAHWM BEPHOCTW KOMWUWM AOKYMEHTa
He noATBepXABaTcs 3akOHHOCTb COAepXaHUs [OKYMBUTB U COOTBETETBUB
U310)EeHHbIX B HAM (paKToB 1€/CTBUTENBHOCTH.
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