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Contact Details

Manufacturer

InsuLine Medical Ltd.

70 Pinsker St., POB 10299

Petach Tikvah 4900202, Israel
Email: info@insuline-medical.com
Website: www.insuline-medical.com

Distributor in Israel

DYN Diagnostics Ltd.

7 Ha'eshel St, P.O. Box 3063, Caesarea
Industrial Park 38900, Israel

Customer service Tel: 04-6175390
Website: www.dyndiabetes.co.il
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InsuPad® Instructions for Use

IMPORTANT: PLEASE READ THESE INSTRUCTIONS AND YOUR
INSUPAD USER MANUAL

General Description
The InsuPad device is designed to improve insulin delivery when it is injected into
subcutaneous tissue.

Indications

The InsuPad is intended for use in type | and type Il insulin dependent diabetes
mellitus patients, 12 years old and above, on therapy with regular multiple daily
injection of short-acting mealtime insulin.

This device should not be used without consulting a physician. In particular, consult
your physician in the following cases:

e Excessive fibrosis, lipohypertrophy or eczema at injection sites;

e Known gastroparesis or enteroparesis;

e Unstable chronic disease other than diabetes (e.g. unstable angina pectoris,
renal disease);

e Any known life-threatening disease;

e Pregnant or lactating women;

e Known allergies to wound dressing;

e Persistence skin reaction following use of the device (e.g. skin allergy).

Potential Adverse Reactions

e Skin reaction at the injection site may include irritation, infection and in rare
cases a lesion appearing like a mild burn.

e Skin hematoma at the injection site.

Warnings and Precautions

e The device should be used by only one user and should not be transferred from
one user to another.

e The device should not be used over inflamed, sensitive, broken or wounded skin.

e Patients with sensitive skin should check for evidence of skin reaction during
use. In case this happens please contact your physician.

e The device cannot be used with drugs other than insulin.

e The InsuPad system is not intended for use with long acting insulin (basal insulin),
such as Ultralente (U), Lantus, Levemir or Detemir.

e Use Insuline authorized components only. The use of non-authorized components
with the system may result in patient injury and/or damage to the system.

e Do not reuse the Disposable Fenster; If the adhesive becomes loose, remove and
discard it and apply a new Disposable Fenster.

e Do not use the Control Unit or the Disposable Fenster if broken or otherwise
damaged.

e The Control Unit should be cleaned with a wet wipe after each use or whenever
necessary.

e Do not expose to temperatures above 50°C and below -10°C;
e The Control Unit and the Disposable Fenster are supplied non-sterile;
e Dispose of the InsuPad parts according to local regulations.

Instructions for Use

1. Remove a fully charged Control Unit from the Charger Base (the charging takes
approximately 1.5 -2 hours). Before use, clean the Control Unit with a wet wipe.
Choose a location for daily injections, avoiding the previous day’s locations.
Change the injection site on a daily basis. Swab the skin at the chosen InsuPad
location. Wait until the skin is dry. Connect the Control Unit to the Disposable
Fenster, making sure you hear the “snap in” sound. Close the Disposable Fenster
and ensure that the Control Unit sits flat on the Disposable Fenster.

2. Remove the protective foil covering the Disposable Fenster adhesive by pulling
the designated end. Fix the device on the skin at the selected dry site.

3. Make sure that the unit is well attached to the skin. Press against the Control
Unit with one finger and wrap another finger around the adhesive to ensure
proper attachment to the skin.

4. To open the unit before injection, press and hold the back of the Control Unit
with one finger while pressing the front protrusion of the Disposable Fenster
with another finger. The unit opens to reveal an area of skin; this is the injection
area (the green indicator blinks for a few seconds before it changes to constant
green light).

5. Immediately inject at one position within the area of the Disposable Fenster,
avoiding any previous injection sites. Apply further daily injections at different
locations within the Disposable Fenster.

6. After injection, immediately close the Disposable Fenster in order to start the
warming cycle (the indicators of the InsuPad should be constantly green at the
time the InsuPad is closed after injection). If the green indicator goes off while
the Disposable Fenster is still open, the InsuPad has to be closed, re-opened
after a few seconds and re-closed again when the indicator is constantly green.
Only then the warming cycle is activated. The duration of one warming cycle
for each activation is 50 minutes. Warming starts and stops automatically. The
warming is gentle and might not even be felt.

7. One hour after the last bolus injection for the day or when the Control Unit's
red indicator light is on, detach the Disposable Fenster from the skin by peeling
the edge of the adhesive. Release the Control Unit from the used Disposable
Fenster, using one hand to firmly hold the Disposable Fenster and the other hand
to push out the Control Unit. The Control Unit will pop out from the Disposable
Fenster and the Disposable Fenster will break. This is in order to avoid multiple
usage of the same Disposable Fenster.

8. Dispose of the used Disposable Fenster and place the Control Unit in the Charger
Base. The red indicator light on the Control Unit will turn on, indicating that
the Control Unit is being charged. The Control Unit is fully charged when the
green indicator light on the Control Unit turns on.
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PYCCKUW

NHCTPYKUMS No npumeHeHuto InsuPad®

BHUMAHME! MPOUYNTAWTE 3TY MHCTPYKLIMIO M PYKOBOACTBO MO
SKCMAYATALMM YCTPOUCTBA INSUPAD

ObLuee onvcaHue

yCTpOICTBO InsuPad npeaHasHaueHo AAS YAYULLIEHWSI AOCTABKM MHCYAMHA MPY MHBEKLIMM B
MIOAKOXHbIE TKAHMU.

[Noka3aHusi

YctpoiictBo InsuPad nokasaHo K MCMoAb30BaHIO NPU MHCYAUH-3aBUCMMOM AnabeTe | 1 Il Tna'y
naumeHToB 12 AeT 1 cTapLue, MOAYHaOLLIMX PEMYASIPHO HECKOABKO pa3 B AEHb MHBEKLIMW MHCYAUHA
KOPOTKOIO AEMCTBUS NEPes EAOM.

He caepyeT nonb3oBaTtbes NprUcnocobAeHeM 6e3 KOHCYALTaLMM C BpauoM. KOHCYAbTaLms Bpada

B 0COBEHHOCTH HEOOXOAVIMA B CAEAYHOLLIMX CAYUasiX:

©  BbIpaXEHHbI Gp1OPO3, AMNOTMNEPTPODUSA UAM 3K3EeMa B OOAACTU MHBEKLMY;

®  BbIBAEHHbII racTponapes WAV 3HTEpPONapes;

® HEKOMMNEHCUMPOBAHHOE XPOHUYECKOe 3aboneBaHWe NOMUMO AMabeTa (HecTabunabHas
CTeHOKapAWsi, 3aboneBaHVe MoyYek);

® At060e BbIIBAEHHOE 3a00AEBaHMWE, YrpoXatoLLEee XU3HW;

®  6epeMEeHHOCTb UAV AaKTaLUS;

® BbIABAEHHAsA aAAePIna Ha PaHEBbIE MOBA3KH,

® CTOMKasn KOXHas peakums NoCAe UCMOAb30BaHKSA YCTPOWCTBA (T.e. KOXHasA areprus).

Bo3moxHble MoboUHbIE 3DDEKTbI

®  KoxHas peakuma B obnact NHBbEKUUU — B YaCTHOCTU, MECTHOE pasppakeHue, VIHd)I/ILU/IpOBaHVIe
N, B PEAKUX CAYyHaAX, NOBPEXAEHUE KOXHU, UMEIOLLIEE BMA AETKOIO OXXOora

® [lopkOoXHaa rematomMa B obaactn UHBEKLNN.

npeAOCTepe)KeHl/lﬂ 1 Mepbl NPEAOCTOPOXXHOCTU

® YCTPOMCTBO AOAKHO UCMOAB30BATLCA TOABKO OAHUM MOAb30BATEAEM; HEAOMYCTUMA Nepepaya
YCTPOMCTBA OT OAHOTO NMOAL30BATENA K APYTOMY.

® He cAeayeT NOAL30BATLCS YCTPOMCTBOM Ha BOCMAAEHHbIX, MOBPEXAEHHbIX MAK YyBCTBUTEABHBIX
yuyacTKax KOXM.

® [lauveHTam C YyBCTBUTEALHOMN KOXEN HEOOXOAMMO CAEAUTB 3a NMPU3HAKaMM KOXKHOM peakumy B
NEPUOA MCMOAL30BaHMS. [Py NOSIBAEHUSA TaKOBOM HEOOXOAMMO 06PATUTLCA K AUaLLeMy Bpauy.

©  HeponyCcTMMO MCNOAb30BaHKE YCTPOMCTBA C KaknM Obl TO Hi BbIAO AEKAPCTBOM KPOME MHCYAVHA.

e Cucrema InsuPad He npeaHa3HauYeHa AS MHBEKLMI MHCYAMHA NPOAOHTMPOBAHHOTO AEMCTBHS
(6a3anbHOrO MHCYAMHA) — Takux Npenapatos kak Ultralente (U), Lantus, Levemir nan Detemir.

® /ICnoAb3yHTE TOABKO T€ KOMMOHEHTbI, KOTOPblE YTBEPXAEHbI KOMNaHuewn InsuLine.
Mcnonb3oBaHWe HECAHKLMOHUPOBAHHbIX KOMIMOHEHTOB MPH NOAL30BaHUM CUCTEMOM MOXET
NPUBECTU K MPUUYMHEHUIO BPEAA NALMEHTY U/UAU K MOBPEXAEHUIO CUCTEMDI.

e [lOBTOPHOE MCMOAB30BaHKE OAHOPA30BOr0 MHBEKLMOHHOIO OKHa HEAOMYCTUMO; €CAW NMAOTHOCTb
NPUAEraHnsa HaKAEVKW K KOXe HapyLLMAaCh, CHUMWUTE MHBEKLMOHHOE OKHO, BbIOpOCKTE ero
1 HanOXUTE HOBOE.

© HeponycTvMO MCMOAb30BaHWE YNPaBASOLLETO MOAYASt AW OAHOPA30BOTO MHBbEKLIMOHHOIO
OKHa, €CAV OHW TEM MAM UHBIM 06Pa30M NOBPEXAEHDI.

©  YNpaBAAIOLLMIA MOAYAb CAEAYET OUMLLIATL BAGXHON CAADETKON Nepes NPUMEHEHUEM, a Takxe
B AOBOV MOMEHT M0 HEOOXOAMMOCTU.

® He ponyckaiite BO3AEWCTBUS Ha YCTPOWMCTBO CAMLLKOM BbICOKMX (50° C U1 BbiLLIE) UAV CAULLKOM
HK3KKX (-10° C 1 HUXE) TemMnepartyp.

®  YNpaBAAOLLMIA MOAYAb M UHBEKLIVIOHHOE OKHO MOCTABASAKOTCS B HECTEPUABHOM BUAE.

®  YTUAM3ALMA UCMOAB30BaHHbIX YacTel InsuPad AOAKHa NPOU3BOAWTLCS B COOTBETCTBUM C
MECTHbIMU HOPMATUBHbIMMW NMPABOBLIMW aKTaMu.

PYKOBOACTBO MO 3KCMAyaTaLm

1. CHUMMTE NMOAHOCTBIO 3aPSKEHHbIN YNPABAAIOLLMIA MOAYAb C BAOKA 3apPSAHOTO YCTPOMCTBA
(3apsiAka 3aHUMAET NPUOAM3UTEABHO NOATOPa-ABa Yaca). Mepea NCrNoAb30BaHUEM OUUCTUTE
YNPaBASIOLLMIA MOAYAb BAGXKHOW CandeTKON. Bbibepute MECTO AN MHBEKLMI Ha TEKYLLMIA
A€Hb, n3berasi 06AaCTU MHbEKLMI B NPEAbIAYLLME AHU: 0BAACTb MHBEKLMI HEOOXOAUMO
MeHSITb eXXEeAHEBHO. MPOoTpUTE TAMMNOHOM U36PaHHbIA BaMK YHACTOK KOXU AAST HAAOXKEHUS
InsuPad. MopoxauTe, NoKa Koxa BbICOXHET. COEAMHUTE YNPaBASHOLLIMI MOAYAb C OAHOPA30BbIM
MHBEKLMOHHbBIM OKHOM — Bbl AOAXHbI YCABILLIATH LLIEAYOK, CBUAETEABCTBYIOLLMIA O MAOTHOM
npuAeraHuu. 3aKpoiTe MHBEKLIMOHHOE OKHO; YOEANUTECH, UTO YNPABASOLLMIA MOAYAb POBHO
3aKpenAeH Ha MHBEKLIMOHHOM OKHe.

2. CHUMMUTE NMOKPBITUE C KAESILLIEMCS MOBEPXHOCTU OAHOPA30BOr0 MHLEKLUMOHHOMO OKHa. AAs
3TOr0 HEO6XOAMMO MOTAHYTL 3@ MOMEUEHHbIM KOHUMK. MPUKPENUTE YCTPOWCTBO K KOXE Ha
136paHHOM yyacTKe; KoXa AOAKHA ObITb CyXOM.

3. YBeaUTEC, UTO YCTPOMCTBO MAOTHO MPUAETaET K KOXe. HaxmuTe Ha ynpaBASioLLMiA MOAYAb
OAHMM MaAbLEM, APYTMM Pa3rAaALTE BO BCE CTOPOHbI KAEAILLYIOCS MPOKAGAKY — Tak, UToObl
OHa UAEaNLHO NPUKAEMAACH K KOXE.

4. AN TOro UToBbl OTKPbITh YMPABASIKOLLIMIA MOAYAb NEPEA MHBEKLIMEN, HAXXMUTE OAHUM NaAbLEM
Ha yNpaBASOLLMIA MOAYAb C3aAW U AEPXUTE; OAHOBPEMEHHO HAXMUTE APYTUM NaAbLEM Ha
NePEeAHUI KOHEL, UHbEKLIMOHHOTO OKHa. MOoAYAb OTKpOEeTCS, 06HaXas y4acToK Ha KOXe — 310
1 €CTb 30Ha UHBEKLIMI (3ENeHast MIHAMKATOPHAs AaMMOYKa HECKOABKO CEKYHA MUTaeT, MpexaAe
YeM 3aropeTbCs NOCTOAHHbBIM 3eAEeHbIM CBETOM).

5. HemepeHHO NPon3BEAUTE MHBEKLIMIO B NPEAEAaX 30HbI MHBEKLIMI, M30Eeras MeCT NpeAbIAYLLIMX
UHbEKLWIA. B TEUEHIE AHA BBINOAHAITE MHBEKLIMW B PA3HbIE TOUKM B NMPEAEAAX 30HbI UHBEKLIWIA.

6. Tocne MHBEKLUM HEMEANEHHO 3aKPOWTEe UHBEKLIMOHHOE OKHO, YTOObI HaYaTb LMKA Harpesa
(MHAMKaTop InsuPad A0AKEH ropeTb HEMpePbIBHBIM 3EAEHbIM CBETOM, KOrA@ YCTPOMCTBO
InsuPad 3aKkpbITo NOCAE UHBEKLIMM). ECAV 3eAEHDBIN MHAMKATOP BBIKAKOUYAETCA B TO BPEMS, KOTAG
MHBEKLMOHHOE OKHO eLLe OTKPLITO, CAEAYET 3aKpbiTb InsuPad, 3atem OTKPbITb Ha HECKOALKO
CEKYHA 1 BHOBb 3aKPbITb — MPK 3TOM 3eAEHbIN MHAMKATOP AOAKEH FOpPeTb HenpepbiBHO. TOAbKO
MOCAE 3TOro 3anyCKaeTcs LMKA HarpeBa. [IpOAOAKUTEABHOCTb LIMKAA HarpeBa npu Kaxxaom
BKAOUYEHMM coCTaBAAET 50 MUHYT. Pa3orpes 04eHb MSArKUI, Ero MOXHO A2Xe He MOYyBCTBOBaTb.

7. Yepes yac nocae nocaepHert BOAHOCHOM MHBEKLMM Ha AAHHbIN A€Hb, AMOO paHblLe — eCAK
3aropuTCs MHAMKATOPHAs AAMMOYKa YNPaBAAOLLETO MOAYAS, - OTKAEIMTE MHBEKLIMOHHOE OKHO
OT KOXM, NOTSIHYB 32 YrOAOK KAEMKOI NOBEPXHOCTU. OTCOEAMHMTE YNPABASIIOLLMIA MOAYAb OT
MCMOAL30BaHHOTO MHBLEKLIMOHHOMO OKHA: AAS 3TOTO HEOBXOAMMO KPEMKO AEPXKaTb MHBEKLIMOHHOE
OKHO OAHOM PYKOM, APYTOM Xe NOTAHYTb YNPaBASIFOLLMIA MOAYAb B MPOTUBOMOAOXKHYH CTOPOHY.
YnpaBASHOLLMIA MOAYAb OTAEAUTCS OT UHBEKLIMOHHOIO OKHa, U MHBEKLIMOHHOE OKHO CAOMAETCS
— 3TO NPEAYCMOTPEHO AAS TOTO, UTOObI HE AOMYCTUTL MOBTOPHOO MCMOAL30BaHKS OAHOIO U
TOr0 K& OAHOPA30BOr0 MHLEKLIMOHHOIO OKHA.

8. BbI6pockTe UCMIOAL30BAHHOE MHBEKLMOHHOE OKHO. [TOMECTUTE YNPaBAAIOLLMIA MOAYAb B
6AOK 3apSIAHOTO YCTPOMCTBA. 3aropuTcst KpacHas MHAMKATOpHas AaMMOYKa YNPaBASHOLLETO
MOAYAS! — 3TO 03HAYAET, UTO akKKyMyASTOP 3apskaeTcsi. Koraa akkyMyAsTop YNPaBASIFOLLIETO
MOAYAS! BYAET MOAHOCTBIO 3aPSKEH, HA HEM 3aropuTcs 3eneHasi MIHAMKATOPHAsA AaMMOYKa.
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