SteriLance Medical (Suzhou) Inc. (Ctepullanc Meaukan (Cy4xoy) UHK.)

HassaHve MHCTPYKLMSA NO NCNONBb30BaHMIO YCTPOWCTBA NaHLETHOro
Ne nokymeHTa. QS-0621-241 Bepcus 01
CoctaBun (noanuchb) Mposepun (ToTHCH) YTBepann  |(moamuck)
[ara
[ata npoekTta (mata) [Oata npoBepku |(gata)
YTBEPXAEHUS (nata)

MHCTpyKUuMsa No ncnonb3oBaHUO YCTPOUCTBA NaHLETHOro

1 Uenb

MHCTpyKUMa no akcnnyaTaumm npegHasHavyeHa Ans npaBuiibHOro MCNOfb30BaHNA NPOAYKTA.
Lleneson peiHOK: Benapych
2 ObnacTtb NpYMEHEHNS

OTO NPUMEHNMO NS YCTPONCTBA NaHUETHOrO.
3 OTBETCTBEHHOE NULIO
lMonb3oBaTenb AaHHOWM MHCTPYKLUMKM MO 3KCnnyaTaumm.
4 [laTa BCTYNnNeHus B cuny
Bctynaet B cuny ¢ 12 anBapsa 2023 roga.

Uctopus nameHeHUn JOKYMEHTa

CoctaBun

Bepcus

[ata npoBepku

CopepxaHne nonpasku

AH Li3nHYwKM

01

01/10/2023

HepaBHo gobaBneHHble

CcC

TexHn4eckn otaen, otaen KOHTPOIA Ka4eCTBa, oTAesn ynpasrieHUA npon3BoaCTBOM,
oTAENT MapKeTUHra
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WHCTPYKLUMS MO UCNOSIb30BaHUIO YCTPOMUCTBA NTAHLLETHOrO

[HaszBaHue npoaykTa] YCTpONCTBO NaHueTHoe
[Mogenb] LDE 4/LDE 4-AST

3ariymika

AST
neprKaTenb DKEeKTOp
JUIS JIaHLeTa

IIKana
TIIyOUHBI

anth Deal

3anpaBo4HbIN
Munukarop TpurrepHast CTBOI

l"J'Iy6PIHI>I KHOIIKa

[Ucnonb3oBaHWe No HasHa4YeHUI0] YCTPONCTBO AN NpoKanbiBaHNA MCNOMb3yeTCcs C 0AHOPa30BbIM
naHueToM Ans Kposu Ansa cbopa KpoBu 13 nepudepuydecknx Yacten Terna YernoBeka Ans aHannsa KpoBw.

EES

|. BeiMoiiTe pyki C MbISIOM 1 2. MnoTHO BCTaBbTe NaHUeT B 3. CHAMUTE 3aLLUTHYIO KPBILLKY
YMCTOW BOAOW, ONOSIOCHUTE U aepxatenb.

TWaTernbHO BbICyLLUTE.

[MHCTpYKUMA No npyuMeHeHUo]

naHueTa.
MpumeyaHune. CoxpaHute
3aLUMTHYHO KPbILIKY Ans
BesonacHon yTunusaumm
MCMoNb30BaHHOro NaHueTa.

4. OTperynupyiTe noaxoAaLImnm 5. AKKypaTHO NoTsiHUTE 6. [lnoTHO npwxmMuTe TOPLUEBYIO
war. 3anpaBOYHbIN LMNNHAP, NOKa 3arnywky Kk nanbuy. Haxmute
He YCNnbILNTE LLEMYOK. TPUITEPHYIO KHOMKY.
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7. CHUMUTE TOPLIEBYHO KPbILLIKY 8.CABMHLTE 3XEKTOop Brnepen,
M UCMOMb3YyiTe COXPAHEHHYIO YTOGbI YyTUNU3UPOBATb
3aLUNTHYHO KPbILWKY  NnaHueTa, MCMOMNb30BaHHbIN naHueT B
4yTOObI CHOBAa 3aKpbITb JaHLUET. COOTBETCTBYOLLEM KOHTeﬁHepe.

[BaxkHO] BHMMaTeNbHO NpoYUTanTe BCEe MHCTPYKL UM Nepen TeCTUpOBaHUEM.

PykoBoACTBO No rny6uHe npokanbiBaHUs

YcTporcTBO Ang npokanbiBaHusa LDE 4 nveet 9 ypoBHeWN rnybuHbl NPOHUKHOBEHWST 1 MOBOpaYvMBaeT perynatop
rnybuHbl 00 xenaemoun rnybuHbl npokona. Hanpaensatwowasa rnybuHbl npokona: HoMep 1 Ans MSArkon U TOHKOW
KOXWN, HoMep 3 Ansi cpeaHen KoXu, HoMep 5 Ansa ToNCcTon U MO30MNCTON KOXK, a bonee TOHKME HACTPONKN MOXHO
BbIMOJTHUTb, YCTAHOBMB CTPENKY Mexay undpamu.

[OuuncTKa u ae3nHepeKkuna npokanbiBaloLWero yCTPoMcTBa U 3arfyLuKu.]

OumnctuTe NOBEPXHOCTb MpOKanbiBalOLWEro YCTPOWCTBA MSATKOM TKaHbK, CMOYEHHOW uncTon Bogow. He
norpyxamte Kopnyc npokanbiBaloLLEero yCTPOMCTBA B KaKyko-nmbO XMAKOCTb BO M3OexaHue noBpeXaeHUN.
[MoBepXHOCTb MpOKanbIBaloWero ycTpoucTBa MOXHO MpoTupaTbh UM Ae3vHduumpoBaTe 75% aTaHonom. Ecnu
NATHO KPOBW HAxXOOMTCS BHYTPU Konnavka yCTPOWCTBA NS NpokKasbiBaHWs, MOBEPHUTE PErynaTop rnyodvHbl B
NonoXeHne CTPernku «<->» U BbiTALLUMTE PErynaTop rnybuHbl, YTOObl NPOTEPETL U OYUCTUTL MSATHO KpoBU 75%
3TaHOMOM (Kak nokasaHO Ha pucyHke). lNMocne gesuHdekumn, coBMecTuTe CTPenky Ha Lkane rnybuHbl co

CTpenkoi uHaukaTopa riyouHbl U YyCTaHOBUTE LKAy ryGuHbI 06paTHO Ha TOPLIEBYHO 3arfyLLKY.
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[TecTnpoBaHMe B anbTepHaTMBHOM MecTe (3arnywka LDE4/AST) 3arnywka AST siBnAeTcsA Npo3pavyHoun
M ABNAEeTCA AONOSIHUTENIbHON YacTbio, U OHA NOAXOAUT TONbKO ANA TeCT-NONOCOK ANA onpeaeneHns
YPOBHSA caxapa B KpOBU, NoaaepXKuBaroLmx obpasel, Ans TeCTUPOBAHUA B anbTepHaTUBHOM MecTe.]
TecTMpoBaHue B anbTepHaATUBHOM MeCTe OTHOCMTCS K cOOpY KpOBU U3 APYrMx MecCT, KPOMe KOHYMKOB narnbLes,
TaKMX Kak NagoHb, Nneyo v npeannedse. MNoxanyncra, 03HAKOMbTECH C UHCTPYKLMEN K FMOKOMETPY U

I'IpOKOHch'IbTI/IpyIZTer C Bpa4om, npexae 4eM nboitatbCA NpoOBECTU TECTUPOBAHME B allbTEPHAaTUBHOM MeEcCTe..
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I'Ipmmeanvm Ona TeCtupoBaHnAa Ha anlbTepHAaTUBHOM MecCTe:! \\H

tJ
1. YcTaHoBka 3arnyluku AST 1 UCMONb30BaHWe NaHLeTa Takue xe, Kak ykasaHo ﬂ,
BbILLE. N

2. TNOTHO NPWXMUTE TOPLIEBYIO 3arMyLLUKY K NMpeanneybto unv apyrum ydactkam AST, HEXKMUTE TPUITEPHYIO
KHOMKY, CUMbHO HagaBuTe Ha YCTPOMCTBO A8 NpoKanbiBaHus, noka He oGpasyeTcsa afeksaTHas Kanns KpoBu.

3. M3beraiite cbopa KPOBM C KOXM C KPOBEHOCHBIM COCYZAOM UNU HEBYCOM, YTOObI M3bexaTb Ype3mepHOro
KpoBoTOKa. M36erante ckonmneHnst KpoBM B 0B6NaCTAX CYXOXUINIA U KOCTEN, TaKMX Kak CyCTaBbl UMW NOALIKKU.

[MpoTnBOonokasaHus] HenssecTHO.
[OcTopoxHO]
Ons ncnonb3oBaHusi O4HUM NaLUEHTOM, He AenUTeChb C APYrMM YeSIOBEKOM.

Bcerga VICHOﬂbSyVITe HOBbIN CTEpI/IJ'IbeIVI naHuet. JlaHueTsl npegHa3Ha4eHbl TOJIbKO OJ1A4 O04HOpPa30oBOro
NCNosnb30BaHUA.

MHoropasoBble naHLeTbl MOFyT 3aTynuTb UMW NOTHYTb KOHYMK NaHLUeTa, YTO NPUBEAET K MOBPEXOEHUIO KOXMU,
o6pasoBaHu1io pyoLIOB 1 ycuneHno 6onu.

He ans KNMHUYeCcKOoro Mcrnonb30BaHUS NN UCNONb30BAHNSA HECKONMbKMW NauneHTamum.

[YBegomneHue o cepbe3HOM UHUMAEHTE]

Ecnn B OTHOWEHWW 3TOr0 MEAMLMHCKOrO W3Oenusi MPOUCXOAWUT CEepbe3Hbll MHUMOEHT, 3aTparvBaoLLmn
nonb3oBaTensa UNM naumeHTa, TO MOMb30BaTeNb UMM NAUUEHT OOIDKHbI COOOLWUTE O CEPbE3HOM MHLUMAEHTE
Npon3BOAMTENIO NN AUCTPUOBLIOTOPY MEOULMHCKOrO YCTporcTBa. B EBponeiickom co3e nonb3oBaTtenb Takke

OOIMKEH COOBLNTL O Cepbe3HOM MHUMOEHTE B KOMMNETEHTHbLIN OopraH CTpaHbl-4NieHa, B KOTOpOIZ OH HaxoauTtcs.

[TonkoBaHne cuMBONOB]

IIpoussoaurens ec | rep EBponelickoe [jﬂ OO0parurech K
YIIOJHOMOYEHHOE PYKOBOJICTBY

TIPE/ICTABUTETLCTRO
& Jlara npoussonctea | LOT Homep naptuu & OcTopoKHO!
MD MenunuacKoe
YCTpPOMCTBO c €

[EBponeiickoe ynonHOMO4Y€HHOe NpeAcTaBUTENbCTBO]

EMERGO EUROPE(SMEPI'O EBPOIIA)

Prinsessegracht 20,2514 AP, The Hague,The Netherlands
(MpuHueccerpaxT 20,2514 All, lNaara, HugepnaHabl)

[ NMpoussoguTens]

SteriLance Medical ( Suzhou ) Inc (CtepwuJlanc Meaukan (Cywkoy) VHK.)
No. 168 PuTuoShan Road, New District,215153 Suzhou,Jiangsu ,P.R.China
(Ne 168 MyTyowaHs Poya, HoBbin paioH, 215153 Cy4uxoy, LissHcy, KHP)

[Oata nameHenuns] 10 ausaps 2023 r. (Bepcusa 01)
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Instruction for use of Lancing Device

1. Purpose

The operation instruction is established for the correct use of the product.

Target market: Belarus

2. Scope of application

It's applicable for the Lancing Device with Ejector of SteriLance.

3 Person responsible

User of this operation instruction.

4 Effective date

It becomes effective since January 12, 2023.

Document Change History
Drafted by Version Draft date Amendment content
Yang Jingzhi 01 01/10/2023 Newly added
Technical Dept, Quality Management Dept, Marketing Dept, International Sales
CcC
Dept
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Instruction for use of Lancing Device

[Product Name]Lancing Device

[Model] LDE 4/LDE 4-AST

AST End Cap

Ejector

Lancet Holder

Pnming Barrel

Depth Dial
Tngger Button

Depth Indicater

[Intended use] Lancing device is used with disposable blood lancet to collect blood from peripheral

parts of human body for blood tests.
> 3

1. Wash hands with soap and 2.Push Lancet firmly into 3. Remove Lancet Protective

[Instructions for Use]

clean water, rinse and dry Holder. Cover.
thoroughly. Twist off the End Note: Save the Protective
Cap of the Lancing Device. Cover for safe disposal of

used Lancet.

4. Adjust to the suitable step. 5. Gently pull Priming Barrel 6. Place the End Cap firmly
until a click is heard. against finger. Press Trigger

Button.
Document No. Q5-0621-241 Page No. 1 of 3 Rev.01
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7. Remove End Cap and use 8. Push forward the Ejector

the saved Lancet Protective fo dispose of the used
Cover to recap Lancet. Lancet in appropriate
container.

[Important] please read carefully all instructions before testing.

Lancing Depth Guide

LDE 4 lancing device has 9 penetration depths and turn Depth Dial to desired lancing depth.
Lancing Depth Guide: number 1 for soft / thin skin, number 3 for average skin, number 5 for thick /

calloused skin, and finer adjustments can be made by setting arrow between numbers.

[Cleaning and disinfecting the Lancing Device and End Cap.]

Clean the surface of the lancing device with a soft cloth dipped with clean water. Please don’ t
immerse the body of lancing device into any liquid to avoid damage. The surface of the lancing
device can be wiped and disinfected with 75% ethanol. If there is blood stain inside the cap of
lancing device, turn the Depth Dial to arrow “<> " position and pull out the Depth Dial to wipe and
clean the blood stain with 75% ethanol ( as shown in the figure). After disinfection, align the arrow
mark on the Depth Dial with the Depth Indicator arrow and install the Depth Dial back to the End

Cap.

Bl — —— . N
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[Alternate-site testing (LDE4/AST End Cap) AST End Cap is clear and an optional part and
it's only suitable for the blood sugar test strips supporting the alternate-site testing sample.]

Alternate-site testing refers to blood collection from other sites except the fingertips, such as the
palm, upper arm, and forearm. Please refer to the instruction of blood glucose meter and consult the

doctor before trying the alternate-site testing.
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Notes for alternate-site testing:

1. The installation of AST End Cap and use of the Lancet are the same as
above-mentioned.

2. Place the End Cap firmly against forearm or other AST sites, press the Trigger Button, apply a
firm pressure on the Lancing Device until an adequate blood drop is formed.

3. Avoid collecting blood from skin with blood vessel or nevus to avoid excessive blood flow. Avoid
blood collection in areas of tendons and bones, such as joints or anklebones.

[Contraindications] Unknown.

[Caution]

For single patient use, Do not share with another person.

Always use a new, sterile lancet. Lancets are for single use only.

Reuse lancets can dull or bend the tip of the lancet, causing damage to your skin, scarring and
greater pain.

Not for clinical or multi-patient use.

[Serious Incident notice]

If a serious incident occurs in relation to this medical device, affecting the user, or the patient then the
user or patient should report the serious incident to the medical device manufacturer or the distributor. In
the European Union, the user should also report the serious incident to the Competent Authority in the
member state where they are located.

[Symbolic interpretation]

Manufacturer EC | REP European e | Consult instructions
Authorized 1| foruse

Representation

M Date of manufacture Lot Batch code & Caution

MD Medical Device c E

[European Authorized Representation]

Emergo Europe B.V.
Prinsessegracht 20, 2514 AP, The Hague, The Netherlands

[Manufacturer]
SteriLance Medical ( Suzhou ) Inc .
No.168 PuTuoShan Road, New District, Suzhou,Jiangsu 215153, P.R.China

[Revised date.] January 10, 2023 (Version 01)
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	SteriLance Medical (Suzhou) Inc. (СтериЛанс Медикал (Сучжоу) Инк.)
	[Инструкция по применению]
	[Важно] внимательно прочитайте все инструкции перед тестированием.
	Руководство по глубине прокалывания
	Устройство для прокалывания LDE 4 имеет 9 уровней глубины проникновения и поворачивает регулятор глубины до желаемой глубины прокола. Направляющая глубины прокола: номер 1 для мягкой и тонкой кожи, номер 3 для средней кожи, номер 5 для толстой и мозол...
	[Толкование символов]
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