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Sterile lancets for single use Medicare 30G
(For the handling on the territory of the Russian Federation)

Marketing on the package:
- Painless; Tri-beveled needle
- Safe: Sterile. The lancet is sterilized by ethylene oxide

Purpose: For lancing of a fingertip or other body regions in order to obtain a drop of blood,
which subsequently will be used to determine the blood glucose level.

They are intended for use as a part of Blood Glucose Monitoring System MediCare-Lis Model
BG-101.

The package content:
1 Lancets in a carton packaging
2. User’s manual

Precautionary measures:

- Do not use the lancet if the protective cap is damaged or missing;

- Before using the lancet, wash your hands with warm water and soap, then rinse thoroughly and
dry;

- Disinfect the intended puncture site with an alcohol wipe;

- Use the tight-fitting snap caps for the safe disposal of lancets.

Storage and transportation conditions: Keep out of children’s reach at a temperature of 10 °C
to 40 °C at a relative humidity 10-85 %

Transportation of the packed product is carried out by all kinds of covered vehicles in
accordance with the working regulations for this mode of transport.

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). [

Quantity in the package: 200 pieces | Uu3iiriLll LE (333/
Shelf life: 5 years from the date of sterilization. Do not use after the expiration date.
Registration certificate FSZ Ne 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,
25 Mandai Estate #07-11 Pervomayskaya street ,35/18
Innovation Place Tower 1 Tel.: 8 926 208 71 61

Singapore 729930

Tel: +65 6334 2273

Fax:+65- 6863 8190 A
Manufacturer’s address:

Shandong Lianfa Medical Plastic
Products Co., Ltd

Shuangshan Sanjian road, 250200,
Zhanggiu, Jinan city, Shandong,
China

IMPORTANT! Only for single use and individual use
iT[200704758C1T
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/MepeBof € aHrIMIACKOTO si3blka Ha PYCCKUiA A3bIk/
MEPEBO4 HEMEPEBEAEHHOIO TEKCTA

MepBbliA IMCT

° Llef1
1eN1eH

/WTamn! 3ABEPEHHAA KONn4
'KO3bl /nognuck/

/OBanbHas neyaTb/
NYBNNYHbIN HOTAPUYCA CUHTAMYP*
BukTop Kox KyH Xop *N2016/0123
lanpensa 2016-31 mapta 2017

3aty

/Mevatb/ J1-Tak Megukea MMre., JITq.
Ne komnaHuu 200704758C
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[opTa /Mopgnuce!
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Kommepueckuii anpekTop,
B NpeacTaBuTeNs PYKOBOACTBA
1ECHO
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MepeBog, C aHIMIACKOTO A3blKa Ha PYCCKMIA 3bIK BbINOMHWA NEPEBOAUMNK

HaymoB Bnagumup ANeKCaHApOBUY__ ====-mmmemmmeeee
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lopog Camapa, Camapckasa ob6nactb.
LUlecTtoro noHA ABeée TbiCAYM WecTHaauaTtoro roga.

A, MockoBueBa WMpunHa BnagmmmpoBHa, HoTapuyc ropoga Camapbl Camapckoili o6bnactwu,
CBUAETENbLCTBYIO NOA/IMHHOCTb nognucwu, caenaHHom nepesoAvYnNKOM HAYMOBbIM
BNAOAVUMNPOM ANEKCAHAOPOBWYEM B moem NpucyTcTBMKU. JINYHOCTb €ro yCcTaHOB/EeHA.
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Sterile lancets for single use MediCare 30G ~
User’s manual
(Concerning the handling of the medical device on the territory of the Russian Federation)

Purpose: For lancing of a fingertip or other body regions in order to obtain a drop of blood,
which subsequently will be used to determine the blood glucose level.

They are intended for use as a part of Blood Glucose Monitoring System MediCare-Lis Model
BG-101.

Device description

The lancet is a sterile flat blade, enclosed in a plastic body. The cap and the lancet body are made
ofHDPE, LDPE.

The needle is of stainless steel, the grade is AISI 304. The high-quality medical steel is used in
the production of needles which allows producing the continuous sharpening of needles without
edge defects and notches on the needle. This continuous sharpening makes the needle body
smooth and the puncture minimally painful. The used needle diameter 30G (0.3 mm) allows to
adjust the volume of the obtained blood drop with the help of the sharpening form and the
changing of the angle.

Technical characteristics.
The technical characteristics of the lancets are presented in the Table 1

Table 1.
Needle  The Recommendations Needle form
gauge depth of for use
the
puncture
30G 1,8 mm When a small amount  Tri-beveled
of capillary blood is needle point
needed.
The lancet length is 32 mm = 1 mm; the width is 6,5 mm £ 0,5 mm; the thickness is 6,2 mm +
0,5 mm.
The size of the needle’s cap is 9 mm = 0,5 mm. -
The needle length is 3,3 mm + 0,3 mm. r\r) II\71'FB_|

The diameter of the 30G needle: (0,298-0,320) mm.
The needle is tightly fixed in the body.

The lancet is sterilized by ethylene oxide.

The lancet weight is 0,55g.

Preparation for the operation, operation order of the device
1 Remove carefully the protective cap.
2. Insert the lancet in the lancing device.

Precautionary measures:

- Do not use the lancet if the protective cap is damaged or missing;

- Before using the lancet, wash your hands with warm water and soap, then rinse thoroughly and
dry;

- Disinfect the intended puncture site with an alcohol wipe;

- Use the tight-fitting snap caps for the safe disposal of lancets.

Storage and transportation conditions: Keep out of children’s reach at a temperature of 10 °C
to 40 °C at a relative humidity 10-85 %.
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Transportation of the packed product is carried out by all kinds of covered vehic
accordance with the working regulations for this mode of transport.

Utilization conditions: The used products are Class B waste and disposed of in accordanci
SanPiP 2.1.7.2790-10 "Sanitary - epidemiological requirements for the treatment of m

waste (approved by Decision of the Chief State Sanitary Physician of the Russian Federati
December 9, 2010 Ne163).

Shelf life; 5 years from the date of sterilization. Do not use after the expiration date.
Registration certificate FSZ Ne 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,

25 Mandai Estate #07-11 Pervomayskaya street ,35/18
Innovation Place Tower 1 Tel.: 8 926 208 71 61

Singapore 729930

Tel: +65 6334 2273

Fax:+65- 6863 8190 A
Manufacturer’s address:

Shandong Lianfa Medical Plastic
Products Co., Ltd

Shuangshan Sanjian road, 250200,
Zhanggqiu, Jinan city, Shandong,
China

IMPORTANT! Only for single use and individual use

«0123

Business managi
Management ReprfeiinNiUanve

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



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



TpaHcrnopTMpoBaHWe B YNaKoBaHHOM Bue MPOM3BOAUTCSA BCEMM BUAAMW KPbITOrO TpaHcn
COOTBETCTBMW C NpaBUNaMi MePeBO3KUN IPy30B, AENCTBYIOLMMM Ha JaHHOM Bue TPaHCMo

Ycnosua ytunusaumn:  KIcnonb3oBaHHbIe U3LeNNA  OTHOCATCA K OTXO0fam  Kacca
yTuUnu3npyrotca B cooTseTcTBum ¢ CaHllull 2.1.7.2790-10 «CaHWUTapHO - 3nNuaeMmonorus
TpeboBaHMsA K OOpaleHnio ¢ MeauMuMHCKMMKU oTxodamu (yTB. [locTaHoBneHuem [na
rocyapCTBEHHOro caHMTapHoro Bpayva P® ot 9 aekabps 2010r. Nel63)

CpoK rogHocTu: 5 neT ¢ gatbl cTepunmsauun. He Mcnonb3oBaTb Mocne mcTedeHust (

rogHoctu!

PernctpaymoHHoe ygoctoBepeHne ®C3 Ne oT

MpownssognTens Ha Tepputopun Poccuiickoii ®epepatin
no Bornpocam o6paLleHnss MegULMHCKOro
n3genvsa obpaLaTbes K
YMNOSIHOMOYEHHOMY MPeACTaBUTENIO

N-Tak Mepukea lre JITz, 105043 OO0 «dopmyna-®P» , r.Mocksa,

25 MaHpan SctenT #07-11 yn. Mepsomaiickas, f.35/18

ViHHOBe#LWH Mneiic Tayap 1 Ten.: 8926 208 71 61

CuHranyp 729930

Ten.; +65 63342273

Pakc: +65-68638190 |
AJpec npon3BOACTBa: MM
LLlaHzoHr Nlnanda Meaukan
Mnactuk MpogakTc Ko., /T4
Lyanrwa+ CaHoxunaH Poyg,
250200, ropog »KaHrkuy, kuHaH,
LWaHgoHr, KHP

BAXXHO! TosnbKo a1 04HOKPaTHOIO NPUMEHEeHNUs Y MHAMBUAYa/IbHOTO UCMO0/b30BaHMUA

C€o123 ra)
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TpaHcn
paHcroj

Knacca
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/TepeBof, C aHINNIACKOTO 3blKa Ha PyCCKMit A3bIK/

MEPEBO HEMEPEBEAEHHOIO TEKCTA

ILUTavn! SABEPEHHAA KOMNNA
/nognuce/

/OBanbHas neyaTsb/
NYBANYHBIA HOTAPUYC* CUHTAMYP*
BukTtop Kox KyH Xop *N2016/0123
lanpens 2016-31 mapta 2017

ilMeyaTs! N1-Tak Megukea MMrte., N1TA.
Ne komnaHum 200704758C

illoanuce!
Awmoc Cum
Kommepueckuin gmupekTop,
MpeacTaBnTeNb PYKOBOACTBA

MepeBof, C aHIUIACKOTO A3bIKa Ha PYCCKMIA A3bIK BbIMOMHIM NEPEBOAUMK

Haymos Bnagumup AnekcaHaposuy
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Fopog Camapa, Camapckada ob6nactb.

LLlecTtoro noHA ABe TbiCAYM WecTHaguaTtoro roaa.

A, MockoBueBa WMpuHa BnagumupoBHa, HoTapuyc ropoga Camapbl Camapckoili ob6nactu,
CBUAETENLCTBYIO NOAJ/IMHHOCTb nognwucwu, caenaHHom nepeBoAvYnNKOM HAYMOBbIM
BAAOVUMNPOM ANNEKCAHOPOBWYEM B moem nNpucyTCTBUU. JINYHOCTb €ro yctaHoOBJ/IeHa.

3aperncTtpmpoBsaHo B peecT Aggy'T-B

B3bickaHo no TaPudy/py6rO0'K"n FOO py6. 00 komn. cornacHo cr. 23 03 P®d o
HoTapwuare.

H-24

Topem CIM1P1 Canppckoii obnactut ®8 O 6. 2016
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