Control solution Medicare-Lis
User’s manual
(For the handling of the medical device on the territory of the Russian Federation)

Purpose: Control solution Medicare-Lis is intended for a quality check of a proper operation of a blood
glucose meter Medicare-Lis model BG-101 and test-strips Medicare-Lis.

Control measurements should be performed in the following cases:

- when using the meter for the first time. It is necessary to perform the test with the control solution
before using your own blood for the analysis. After you have made 3 tests and the result corresponds
with the table value, you are ready to perform the analysis with you own blood;

- before using a new package of test-strips;

- if there is a suspicion that the meter and test-strips work improperly;

- if the result of the analysis is not consistent with how you feel or when you think that the results are
incorrect;

- if test-strips were exposed to extreme conditions of the environment;

- if you dropped the meter;

- after battery replacement.

Package content:

User’s manual, two 4 ml bottles with glucose control solutions (each bottle is intended for more than
100 control measurements).

Control solution 1 with a white cap (Level Normal) for a check in the normal glucose level
oncentrations interval.

Control solution 2 with a red cap (Level High) for a check in the high glucose level concentrations
interval.

ou need also: a blood glucose meter Medicare-Lis model BG-101 and test-strips Medicare-Lis, a
tissue.

Preparation and control measurement performance: Please, follow the recommendations indicated
in this manual and the user’s manual for your blood glucose meter Medicare-Lis, model BG-101.
Control measurement procedure is carried out according to the following algorithm:

1 Insert test-strips Medicare-Lis to turn the meter on.

2. After the blood application indicator appears on the screen (), press the central button and the

indicator of CONTROL SOLUTION USAGE (&) will appear. The meter will not store these
results in the memory if you preset the test as a control solution test. If you decide not to use the
control solution mode, press the center button again and the indicator of CONTROL

SOLUTION USAGE (E) will disappear.

3. Shake the bottle before usage. Squeeze one drop of the control solution out, wipe the dispenser
with a tissue to remove remnants. Squeeze the second drop of the solution out on your finger.
Apply the drop of the solution from the finger on the absorbing channel of a test-strip Medicare-
Lis till a beep sound appears.

The result will appear on a display within 6 second. Compare it with an optimal result which
should fall within the range of the values of clause 7.3 of the present specification.

Glucose concentration ~ mg/dl mmol/1 tn 2br
in control solution
Normal level 65-115 3.6-6.4

High level 180-300 10.0-16.7
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KoHTponbHbIN pacTBop Meaukea-Jinc (Medicare-Lis)
MHCTPYKUMS NO NPUMEHEHUIO
(onsa obpalLeHns Ha Tepputopun Pd)

Ha3HaueHwe:

KoHTponbHbI  pacTBOop Megukea-J/iuc (Medicare-Lis) npegHasHayeH [15 NPOBEPKM  Kayec!

Hagnexallein paboTbl NpMbopa AN M3MEPeHNst YPOBHS FNOKO3bl B KpoBy Megaukea-/ln (Medicare-li
¢ mogens BG-101 un tect-nosnocok Megukea-/inc (Medicare-Lis).

KOHTPO/bHbIE U3MEPEHUS CeayeT NMPOBOAUTL B CNEAYHOLMX Cy4dasx:

- NpV NEepPBOM MCMOMb30BaHWM Mpubopa. Meped MCMonb30BaHWEM COOCTBEHHONW KpoBW Afisi aHan!
Heob6Xo4UMO cAenatb TECT C MPUMEHEHNEM KOHTPONLHOIO pacteopa. Korga Bbl npoussenn 3 Tecta
pesynbTaT COOTBETCTBYET TabAMYHOMY 3HAYeHWMO, Bbl TOTOBbl K MPOBEAEHMIO aHaIn3a
MCNo/b30BaHNEM COOCTBEHHOW KpPOBU;

- Nepeq, Ha4yaoM WCMOb30BaHNA HOBOM YNaKOBKM TECT-MO/OCOK;

- C/IN eCTb MOA03PEHNE, YTO NPUOOP 1 TECT-MOMIOCKN PaboTatoT HEKOPPEKTHO;

- EC/M Pe3yNbTaT aHann3a He COOTBETCTBYET BallleMy CaMOUYBCTBUIO, UMM e KOrja Bbl cunTaeTe, w ga

pe3ybTaTbl HEKOPPEKTHbI. § - K(
- €C/IN TeCT-MNOOCKN NOABEPT/INCL 3KCTPEMa/IbHLIM YCNOBUSAM OKPYXKatoLLEN Cpeabl; UM
- €C/IN Bbl YPOHWUAW NpU6OP; _H
- Nnoc/ie 3ameHbl 6aTapeek s
CofeprkaHue yrnakoBKu:

WHCTPYKUMIO MO NPUMEHeHWIo, 2 (hiakoHa No 4 M C KOHTPO/IbHbIMU pacTBOPaMu T1H0KO3bl (KaXab! c
(hnakoH npeaHasHadeH ans nposeaeHus 6onee 100 KOHTPONbHBLIX U3MEPEHUIA). 0
KoHTponbHbI pactBop 1 ¢ 6enoit Kpbiweudkoh (Level Norraal) ans nposepku B WHTEpBan! 0

HOPMa/IbHbIX KOHLEHTPALMIA T/OKO3bI.
KOHTpPONbHbIN pacTBOp 2 ¢ KpacHoW Kpblweykon (Level High) gna nposepku B uHTepsan!
BbICOKMX KOHLEHTPALMIA /OKO3bI.

Takxe HeobXo4uMbI: NPUOOp AN M3MepeHUst YPOBHA T/HOKO3bl B KpoBu Meamkea-Jinc (Medicare-
Lis) mogens BG-101 u TecT-nonockn Meaukea-Jinc (Medicare-Lis), 6yMaxHas canpeTka.

MoaroToBKa M NpoBefeHNe KOHTPOSIbHOIO M3MEpPEHUNA: MOXayncTa, crefyiTe peKoMeHAaLusaMm,
KOTOpble COfepXaTcsi B [AaHHOW MHCTPYKUMM W B PYKOBOACTBE MO/b30BaTeNs Ballero npuoéopa
Megukea-Jluc (Medicare-Lis) mogens BG-101. Mpouenypa KOHTPOIbHOrO M3MepeHust MPOBOAUTCA MO
crieflytoLiemy anropuTmy:

1
2.

BcTaBbTe TecT-nonockn Megukea-Jinc (Medicare-Lis), 4To6bl BK/IOUUTL B MPUGOP.
Mocne MOSBMEHWS Ha 3KpaHe WHAMKATopa HaHeceHWs KpoBu (/) HaXMUTE LEHTPasbHYH

KHOMKy, 1 nosasutca nHankatop MCMNOJIb3OBAHVA KOHTPOJIbHOIO PACTBOPA (i

Mpnbop He 3anuweT [aHHble MOKa3aHWA B MamATb NPU  YCOBMKW, YTO Bbl MNPOBeAeTe
npeiBapuTeNlbHYH0 YCTaHOBKY Ha MNpOBefeHVe TecTa KOHTPO/IbHbIM pacTBoOpoM. Eciu Bl
nepegyman MCMonb30BaTb PEXUM KOHTPO/IbHOrO PacTBopa, HaXMUTE LEHTPa/lbHYH KHOMKY

NoOBTOPHO, 1 nHaukatop MCMNOJIbBOBAHNA KOHTPOJIbHOIO PACTBOPA (&) ncuesHerT.
BcTpaxHute akoH nepes MCMosnb3oBaHVeM. BbliaBuTe MepByt0 Karito KOHTPO/IbHOro
pacTBopa, BbITPUTE [03aTOP GYMaXKHON CanPeTKON ANa yaaneHns ocTaTKoB. BbigaBuTe BTOPYHO
Karnnto pacTBopa Ha KOHYMK nasibLa.

MpunoXxuTe Kana pacTBopa C Nasiblia Ha BNUTbLIBAKOLWMIA KaHan TecT-nosocku Megykea-Jlnc
(Medicare-Lis) ago Tex nop, noka npubop He M3a4acT 3BYKOBOW CUTrHa.

B TeueHMe 6 ceKyHA Ha 3KpaHe noaBuTCA pesynbTar. CpaBHUTE ero C OMTUMASIbHbLIM
pe3ynbTaToM, KOTOPbIA JO/MKEH ObITb B Npefese Cnefyowmx 3Ha4eHNIA:
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KoHueHTpaums Mr/gJ1 MMonb/n

[/IHOKO3bl
B KOHTPO/IbHOM

pacTBope

HopmanbHbIli ypoBeHb 65-115 3.6-6.4
BbICOKUIA ypOBEHb 180-300 10.0-16.7

6. B cnyyae, ecnum pesynbTaT KOHTPO/ILHOIO W3MEPEHUS He COOTBETCTBYET OMNTUMaSIbHbIM
pesy/ibTataMm, YKasaHHbIM B M. 7.3 HaCTOfLlEN crneuyndukauum, npoBepbTe CPOK rOAHOCTU
KOHTPO/IbHOr0 pacTeBopa W MOBTOPWUTE U3MEpPEeHUs CHOBA. Ecnv pesynbTar npofo/mkaeT ObiTb
HEBEPHbIM, 3TO 3HayWUT, 4TO MpUbOop W/MAM TecT-Mosfocka paboTaldT HekoppekTHo. HE
NCMOb3YWTE npu6op v TecT- NOMOCKM AS U3MEPEHUS YPOBHS F/IIOKO3bl B KPOBM 10 Tex
mop, Moka npo6Hble [AaHHble He O6yayT COOTBETCTBOBATb TabAMYHbIM. O6paTuUTLCAa K
PYKOBO/ACTBY MO/b30BaTeNns Ha npubop Meaukea-/inc (Medicare-Lis) mogens BG-101 ans
6onee nogpo6Hou wHopmaumn. Ecnm Bbl He B COCTOSIHMM  pPeLMTb  Npobnemy
CaMOCTOSATENbHO, MOXaNyncTa, 06paTUTECh B CEPBUCHYIO CNYXOY

BAXHO:

- KOHTPO/IbHbIV PacTBop, TeCT-MOIOCKM U NPU6OP NpY NPOBEAEHNN KOHTPO/bHBIX U3MEHEHWIA LO/MKHbI
NMeTb KOMHaTHYH0 Temnepatypy 20-30°C;

- He 106aBNATb HUKAKNX XMUAKOCTEN B KOHTPO/bHBIA pacTBop;

- He MPVHMMATb BO BHYTPb UM KaK UHBEKLMIO;

XUMUNYECKNIA cOCTaB KOHTPO/bLHOro pacteopa: A-rntokos3a( 100 mr/an (YposeHs 1) / 300 mr/an
(YposeHb IM), nonnemMHUA aueTaT (BogHas amynbeus) 10%, auokeng kpemuus 0,2%, GeH3oaT Hatpus
0,2%. pHHaTpuii EDTA 0,1%, KpacHbli nuuleBoit Kpacutenb Ne6 0,05%, NPOTMBOMEHHLIN areHT
(monuatuneH rnukons 4000) 0,02%

TOYHOCTb CUCTEMbI MPU N3MEPEHUN KOHLEHTPAUUK HOKO3bI:
CraHfapTHOe OTK/IOHeHWe < 5 Mr/an Npu KOHLEHTpaummn rnokKosbl <75 mr/gn (4,2 MMorsb)
KoapdpmumeHT Bapmnaummn <5 % npu KOHUEHTpauumn rnkossl > 75 mr/gn(4,2 MMorsb)

YcnoBusa XpaHeHUa N TPaHCNOpPTUPOBaHUA:

XpaHUTb M TPaHCMNOPTMPOBaTb KOHTPOJbHBIA PacTBOP HEo6XoAMMO Mpu TemnepaType oT +4* [o
+30°C. KOHTPO/bHbIN pacTBOp He CriedyeT OxnaxaaTb, 3aMOpaXuBaTb, Neperpesatb WM NoAseprarb
BO3AEMCTBUIO NPSMbIX COMTHEUHbIX NTyYeil.

KOKMrposibHbIA  pacTBOp TPaHCMNOPTMPYIOT BCEMM BMAaMU TPaHCNOPTAa B KPbITbIX TPaHCMOPTHbLIX
CpefcTBax M NpasunnaMmn NnepeBo3KM rpy3oB, AeNCTBYIOLWMMMN Ha K&XKA0M BUAe TpaHCnopTa.

CpoK rogHocTu: 18 MecALeB € AaTbl U3rOTOBMEHMS.

CpOK rofHoCTK nocsie NepBoro BCKPbITUA (hnakoHa: 30 AHel CO AHS NepBOro BCKPbITUS (hlakoHa.
PeKkomeHAyeTCa yKkasaTb Ha 3TUKETKe (pakoHa AaTy, Koraa hnakoH Obln BCKPLIT BepBble Y MECAYHbIN
NMPOMEXYTOK, B TeYeHMEe KOTOPOro pacTBOP MOXET ObITb MCMO/b30BaH.

Mpou3BoauTeNb FapaHTMPYeT CTabWIbHOCTb KOMMOHEHTOB KOHTPOMBLHOrO pacTBopa A0 OKOHYaHWs
CpoKa rOAHOCTU MpWU COGMOAEHWN YCNOBUIA TPaHCTMOPTMPOBAHMSA, XPaHEHWs W MPUMEHEHNS,
YKa3aHHbIX B HCTPYKLWMN.

Mpou3BoanTenb rapaHTMpyeT 06e30MacHOCTb MeAULMHCKOrO M3[4ennsi, OTCYTCTBME HeAonyCTMMOro
pUcKa NPUYMHEHWSI BPeda >KM3HW, 3[0POBbH YEeNOBEKA M OKPY>KatOLLE cpefe MpyU MCMob30BaHWN
KOHTpPONbHOIo pacTBopa Mo Ha3HaYeHWHo B YCMOBUSIX, NMPeAyCMOTPEHHbIX MPOU3BOAUTENEM.

YTnnusauma: Kcnonb3oBaHHble M3OeNUs OTHOCATCA K OTXodaM Knacca b v yTunusmpyrotca B
cootBetcTBUM € Canlul 2.1.7.2790-10 «CaHuTapHO - 3NUAEMUONOTMYECKMe TpeboBaHUA K
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00palleHN0 € MeauUMHCKMMKM oTxodamu (yTB. [locTaHOBNeHMeM [1aBHOro rocyaapCTBEHH
caHMTapHoro spaya P® ot 9 gekabps 2010r. Ne163)

WHCTpYKUMS NO NPUMEHEHUIO KOHTPO/IbHOIO pacTBopa 6blna NoAroTosneHa: anpens 2016 roga
oNAa AMATHOCTUKN MHBUTPO

YcnoBHbIe 0603HaYeHNA
Ha ynakoBke, Ha caMOM NprOOPe 1 B MHCTPYKLMM UCMNOMb3YHOTCA CNefyoLIne CUMBONbI

s TemnepatypHble
IIVDi . T OrpaHnyeHns / XpaHuTb
[MarHocTuKK «in
Vitro» npu Temneparype +4
[o+30“C
C® CM. MHCTPYKUUIO iMI MpovssoavTens
no NpUMEHEHNIO
[LOT]j
Homep naptum REF Homep no katanory
MNpepoctepexexu [MpofyKT cooTBeTCTBYET
€, 03HaKOMbTECh ceo123 TpeboBaHMAMU OUPEKTVBI
C npunaraeMbIiMu 98/79/EC pna ngenvii
[LOKyMeHTamMu [MarHoCTUKK «in Vitro»
Cpok rogHoctu
X
PernctpauymoHHoe ygoctoBepeHue ®C3 Ne oT
Mpoun3soaunTens Ha Tepputopun Poccuiickoin degepauym no
BOMNpocam 06palLeHVst MeAULMHCKOTO
n3genns obpallaTbCs K yrnosHOMOUYEHHOMY
npeacTaBuUTeNto
N-Tak Megukea Mrte /114, 105043 OO0 «®dopmyna-PP» , r.Mocksa,
25 MaHgaii ScTteiT Ne 07-11 yn. Mepsomaiickas , f.35/18
VIHHOBeWiLW3H Mneiic Tayap 1 Ten.: 8 926 208 71 61

CuHranyp, 729930

Ten.: +65 63342273 A
dakc:+65- 68638190

AJpec npon3BOACTBa:

OK Bbuortek Ko., /lta, Ne 91, Cek.2,
loHrgao, 5 Poyg, 30070, CrHbuxXy
Cwutn, TaliBaHb
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/TepeBoA C aHINMIACKOr0 3blKa Ha PyCCKNi A3bIK/

)aa
MEPEBO/ HEMEPEBEAEHHOIO TEKCTA

MepBblii AMCT

1llTramnl SABEPEHHAA KOMnA
/noanuce/

/OBanbHas nevaTnb/
MYBANYHbBIA HOTAPUYC* CUHTAMNYP*
Buktop Kox KyH Xop *N2016/0123
lanpena 2016-31 mapta 2017

TpeTwit nucT

ilMeyaTs! J1-Tak Megukea MMrte., NIT4.
Ne komnaHun 200704758C

ilognuce!

Awmoc Cnm

Kommepueckuii anpekTop,
MpeacTaBuTeNb PyKOBOACTBA

MepeBoA, C aHINNIACKOr0 3blKa Ha PYCCKMIA S13bIK BbINOMHUN NEPEBOAUMK

Haymos Bnagvumup AnekcaHapoBsuy
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Nopog Camapa, Camapckasa ob6nacTb.

LllecTtoro nwoHA ABeé TbiCAYNM WeCTHaguatoro roga.

A, MockoBueBa VpuHa BnagumupoBHa, HoTapuyc ropoga Camapbl Camapckoil o6nactu,
CBUAETENbCTBYIO NOANUHHOCTb noanucw, caenaHHoi nepeBo4UYNKOM HAYMOBbBIM
BNAAVMMNPOM ANEKOAHAPOBUWYEM B MoeM npuUcyTCTBUU. JIMUHOCTL €ro ycTaHOB/EHaA.

3aperucTpupoBaHo B peectpe

B3sbickaHo Mo Tapudy: 107py.é".-00, koa.'+ Ll ~y6. 00 kon. cornacHo or. 23 03 P® o
HOoTapuare. .

so”

lopog Camapa Camapckoii o6nactu O B O 6 . 2016

0 LTAY Y W1
Nbomw, Genaud ;G ol ™" ™'® aoBiacy Y,
OBEPLLUEHWBM HITTr.a— -
‘N3NOXEHHBIX B HeM () akToaaBiicTBU~CT: N
AMAGNHIEE 2.°aHOo B peecTpe 3a |Lb ol X — .j¢r./1
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Label (case)
Control Solution Medicare - Lis: Normal Level, High Level
(For the handling on the territory of the Russian Federation)

Purpose: It is for a quality check of a proper operation of a blood glucose meter and test-strips
Medicare-Lis. It is intended for usage as a part of blood glucose monitoring system Medicare-Lis
model BG-101.

Package content:

User’s manual.

Two 4 ml bottles with glucose control solutions (each bottle is intended for more than 100
control measurements).

Precautionary measures:

- The control solution should be held at a room temperature (20-30 °C/68-86 °F) prior to testing.
- Store in a closed bottle at a temperature from 4 C (39 °F) to 30 C (104 F)! Do not refiigerate!
- Use within 30 days after first opening of the bottle!

Composition of control solution: d-glucose, polyvinyl acetate (aqueous emulsion) 10%,
silicone dioxide 0,2%, sodium benzoate 0,2%, disodium EDTA 0,1%, food pigment red Ne6
0,05%, defoamer (polyethylene glycol 4000) 0,02%

Glucose concentration in mg/dl mmol/1
control solution

Normal level 65-115  3.6-6.4
High level 180-300 10.0-16.7

Storage and transportation conditions; Store and transport at temperature from 4 to 30 C (39
F- 86 F).

Utilization conditions: The used products are Class B waste and disposed of in accordance with
SanPiP 2.1.7.2790-10 "Sanitary - epidemiological requirements for the treatment of medical
waste (approved by Decision of the Chief State Sanitary Physician of the Russian Federation of
December 9, 2010 Ne163).

Shelf life; '8 months.

Shelf life after the first opening of the bottle; 30 days from the first opening of the bottle.

It is recommended to indicate on the bottle when it has been opened for the first time and a
monthly interval, during which the solution can be used.

Registration certificate FSZ No dated

Manufacturer Concerning the handling of the medical device on the
territory of the Russian Federation contact the authorized
representative

L-Tac Medicare Pte Ltd 105043 Formula-FR LLC, Moscow, Pervomayskaya street, 35/18

25 Mandai Estate #07-11 Tel.: 8926 208 71 61

Innovation Place Tower 1

Singapore 729930

Tel: +65 6334 2273

Fax: +65- 6863 8190

Manufacture address:

OK Biotech Co., Ltd, Ne 91, Sec. 2, Gongdao, 5

Road, Hsinchu City, 30070, Taiwan

c® C€ 0123 [LOT] ~ - T

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



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



kpacurenn Neb 0,05%, nporusoneaunil arent (noandytraen rankons 4000) 0,02%

| — AL

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



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

-



Q

[y -

N Lok ’
1@ 4 :‘%m"f’%
v L IO .t - ®

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



