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Intended purpose: The myPump+ Reservoir is intended to be filled with a

rapid-acting insulin analogue at a concentration of 100 U/mL and used with
an external compatible infusion pump.

Patient target group: Patients with Diabetes Mellitus. There is no age
restriction for patients.

Caregivers can fill the myPump+ Reservoir.
Contraindications: None.

Residual Risks: Use of an insulin reservoir might have the potential risk
of over- or under-dosing with insulin due to leakage or air bubbles in the
reservoir.

insulin by checking the label of the vial before filling the reservoir. A wrong

immediately change the reservoir and contact your health care professional.

Cautions:

e Check the reservoir for cracks and damage and do not use the reservoir
after the expiration date on the packaging.

e Remove air bubbles from the reservoir prior to its insertion into the
YpsoPump.

e A damaged septum may lead to leakage.

Store the unopened reservoir in a dry place.

tamper-proof seal are undamaged.

swab in case of contamination.

7 days.

Intended users: Patients with Diabetes Mellitus from the age of 12 years and

/\ Warning: Prevent risk of incorrect medication: Ensure the use of the correct

insulin may lead to serious health problems. If you did not fill the correct insulin,

The myPump+ Reservoir is sterile provided that the packaging has neither
been opened nor damaged. If the packaging shows signs of damage, then
use a different reservoir. Ensure sterility by checking if the sterile paper and
e Do not touch sterile parts and clean the septum thoroughly with an alcohol

Once filled and inserted into YpsoPump, the reservoir can be used for up to

Notes:

o Never move the stopper beyond the 1.6-ml mark.

e For use only with the YpsoPump.

o Compatible with: Fiasp®, NovoRapid®, Humalog®, Lyumjev®, Apidra®,
Insulin lispro Sanofi®

o Follow the user manuals for YpsoPump and myOrbit infusion sets and the
explanations of the symbols on the packaging. The reservoir is solely intended
for single use.

Reporting of serious incidents: Inform mylife Diabetes Care and your local
health authority in case of serious health effects (such as serious injury or
hospitalisation) and/or serious malfunction of the device.

You will need the following:
a) Insulin vial b) Alcohol swabs
c) Reservoir with plunger rod  d) Transfer adapter

Wash your hands thoroughly with soap and water.

Clean the septum of the insulin vial with an alcohol swab.

Remove the reservoir and the transfer adapter from the packaging

(c and d) without touching the septum.

Attach the transfer adapter to the reservoir and advance the stopper all the

way forward. Do not penetrate the septum several times.

Then pull the plunger rod backwards until the entire reservoir is filled with air.

Attach the other end of the transfer adapter to the insulin vial.

Inject all of the air into the insulin vial. This will make it easier to then with-

draw insulin from the vial.

Turn the reservoir, including the insulin vial, upside down. Very gently draw

the insulin into the reservoir.

Check the reservoir for air bubbles and leaks. If air bubbles are in

the reservoir, carefully tap the side of the reservoir. Then press

the plunger rod to push the air bubbles out of the reservoir. Repeat if

necessary. Do not use the reservoir if you detect leakage.

10 Remove the transfer adapter from the vial.

11 Twist off the plunger rod and dispose the plunger rod and the transfer adapt-
er in accordance with local laws.

12 Follow the instructions in the user guide for the YpsoPump in order to insert

the reservoir into the YpsoPump.

© 0 ~NoGa » WN =

Storage: You can fill the reservoir with a rapid acting insulin analogue as \
described by your doctor/physician and store it in the fridge (2-8 °C) for
up to 30 days. The filled reservoir can be used in the YpsoPump for up to
7 days. For more information regarding your insulin, please consult the
package leaflet issued by the insulin manufacturer. The storage time and
storage conditions may differ.

Refill:

The myPump+ Reservoir can be refilled once within 7 days after the initial
filling process.

e Do not store the refilled reservoir.

e Do not use the reservoir beyond 7 days to prevent risk of infection.

Refill with a syringe

A sterile syringe (27 G, 12 mm cannula length and a minimum volume of 2 ml)
must be used.

o Do not puncture the plunger during refill.

Refill with the transfer adapter

Start the process by initially filling a new reservoir, according to the handling
steps 1-9 from the instructions for use. Then follow the instructions below:

a. Remove the reservoir from the transfer adapter and keep the adapter on
the insulin vial until this filling process is completed. Only use the
transfer adapter for one filling/refilling process.

b. Twist off the plunger rod from the newly filled reservoir (do not dispose of
the green plunger rod).

¢. Mark the new filled reservoir with a permanent marker (date of filling) and

put it in the fridge.

. Remove the empty reservoir from your pump.

. Screw in the green plunger rod into the plunger of the empty reservoir.

Clean the septum of the empty reservoir with an alcohol swab.

. Refill the reservoir according to the handling steps 4, 7, 8 and 9 from the

instructions for use, packed in the product.

. Remove the refilled reservoir from the transfer adapter.

Twist off the plunger rod, the transfer adapter and dispose them in
accordance with local laws.

j. Put the refilled reservoir back in the pump.

k. When the refilled reservoir is empty, take the new filled reservoir from the
fridge.
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MpumeHenne no npepgHasHadeHwio: Pesepsyap ans nomnel myPump+ Reservoir
npefHasHaveH Ans HanonHeHus GbICTPOAEHICTBYIOLLMM aHaIoroM WHCYNUHA C KOHLIEH-
Tpauweii 100 E[l/Mn 1 npuMeHeHWs ¢ NoaxoasiLei MHCYNIMHOBOW NOMMOM.

Llenesas rpynna nauuneHToB: MauyueHTbl ¢ caxapHbiM gnabetom. OrpaHuyeHus no
BO3pAcTy NaLyeHTOB OTCYTCTBYIOT.

Mpeanonaraemble nonb3oBateny: MauyyeHTbl ¢ caxapHbiM AMabeTom B Bo3pacte
cTaple 12 net v nuua, obecneynsaioLme yXoa, MOryT HaMNoNHATL pe3epByap
myPump+ Reservoir.

MpoTuBonokasanus: OTCYTCTBYHOT.

OcraTouHble puckit: Mpy MCMONb30BaHWM pe3epByapa A UHCYNIMHA BO3MOXEH
puCK BBEAEHUSI GOMNbLUEH UM HEAOCTATOYHOW 03bl B CBA3W C NPOTEKaHUEM Unu
HarnuuveMm BKIIOYEHWI BO3ayXa B pe3epByape.

/\ MNpeaynpexaeHve: Nsberaiite pucka NPUMEHEHUA HENOAXOAALLEr0 NeKapCTBeH-
HOro npenapara: nepes HanonHeHnem pesepsyapa ybeautech, YTo UCTONb3yeTcs
NOAXOAALLMIA TUN MHCYNWHA, NPOBEPUB STUKETKY Ha ¢hriakoHe. HenpaBunbHblii

TUN WHCYNMHA MOXeT 06yCnoBUTL Cepbe3Hble NpobnemMbl co 3a0poBbeM. Ecnv Bbl
HanomnHUNK peaepByap HEMOAXOASLLMM TUMOM WHCYNIWHA, HEMEANEHHO 3aMeHUTe
pe3sepByap 1 CBSKUTECH CO CBOMM fIEYaLLMM NepCOHanom.

OcTopoxHo!

o [lpoBepbTe pesepByap Ha HanMuue TPELLMH U NOBPEXAEHWIA U He UCnonbayiiTe
€ro B Cly4ae UCTeYEeHWs CpoKa roAHOCTH, YKa3aHHOTO Ha yNaKoBKe.

o [pexae yem ycTaHoBUTL pesepByap B nomny YpsoPump, yaanute u3 Hero

ny3bIpbK1 BO3AyXa.

MoBpexaeHns 3aLLMTHOI Neperopoakn MoryT NPUBOAUTL K NPOTEKAHMIO.

o XpaHuTe 3aKpbIThIli pe3epByap B CyXoM MecTe.

Pesepsyap myPump+ Reservoir cTepuneH npu ycnosuu, 4To ynakoBka He BCKpbl-

Banack 1 He noepexaeHa. Ecnu Ha ynakoBke ecTb NpuU3HaKu NOBPEXAEHNS,

ncnonb3ayiTe Apyroii pesepyap. [poBepbTe CTEPUNBHOCTb, YOEAWBLLKCH, YTO

cTepunbHas Gymara v 3aluTa OT BCKPbITUS HE MOBPEXAEHDI.

He npukacaiitecb k CTepunbHLIM KOMMOHEHTaM (Neperopoake pesepayapa).

He ucnonbayiite pesepsyap myPump+ Reservoir noBTOpHO, 4Tobbl U3bexatb

pucka 3apaxeHus.

Mpumevanns:

e Hu B koem crniyyae He OTTArMBaliTe cTornop 3a npeaens! oTMeTky 1,6 mn.

o [1ns ncrnonb3oBaHMs TONMbKO C MOMMO YpsoPump.

o [MoaxoauT Ans ucnonb3oeaxus ¢: duacn® (Fiasp®), HosoPanua® (NovoRapid®), Xymanor®
(Humalog®), Anuapa® (Apidra®), Micynun nusnpo CaHodu® (Insulin lispro Sanofi®),
Lyumjeve®.

o CnenyiTe pykoBOACTBY MO 3KCMyaTaLyuy MHCYNMHOBOM nomnbl YpsoPump 1 vH-
CTPYKLMSM MO NPUMEHEHMI0 MHPY3MOHHBIX HaBopos myOrbit, a Takke NosicHeHnaAM
CYMBOOB, HAHECEHHbIX Ha yNakoBKy. Pe3epByap npeaHasHayeH UCKIIUMTENbHO Ans
OQHOKPATHOrO NPUMEHEHMSI.

CoobLyeHne cepbesHbix npoucluectauii: Coobwmte komnanum “mylife Diabetes Care
AG” 1 cBOEMY KOHTPONbHO-HAA30PHOMY 3APABOOXPaHUTENBHOMY OpraHy O CEPbE3HOM
BIUSIHAW Ha 3A0POBbE (HANPUMEP, CepbesaHbIX TpaBMax Unu rocnuTanuaalum) nmnu
HenpaBubHOM (hyHKLMOHWPOBAHWUK YCTPOWCTBA.

Bam noHapgo6utcs cneaytoLyee:
a) pnakoH ¢ UHCYNMHOM; 6) TamMMoHbI, NPOMUTAHHbIE CIUPTOM;
B) pe3epByap C NOPLUHEBbLIM LUTOKOM; r) aganTep A1s HaNONMHEHNS.

1 TwartenbHO NOMOITE PyKV MbINIOM 1 BOAOIA.

2 OuuCTUTE NPONUTaHHBIM B CIYPTE TAMMOHOM NEPEropoaKy (rnakoHa ¢ UHCYNIMHOM.

3 Wsenekute pesepByap v aganTtep Ans HanoNHEeHWs U3 yNakoBKW (MYHKTbI B U T), He
Kacasicb Neperopoaky.

4 TMpukpenuTe aganTtep Ansi HANONTHEHWSA K pe3epByapy U NPOABUHbTE CTOMNOP Ha BCIO
AnvHy Bneped. He npokanbiBaiiTe NeperopofKy HECKONbKO pas.

5 3aTeMm OTTSIHWUTe MOPLUHEBOA LUTOK Ha3af, Noka BECb Pe3epByap He HanonHUTCs
BO3[YyXOM.

6 [pukpenuTe Apyroi KoHeL agantepa Ans HaMoMHEHNs K (PNakoHy C MHCYNMHOM.

7 BseauTe BeCcb BO3Ayx BO (NaKoH C MHCYNWMHOM. OTO YNpOCTUT nocneaytoLwmii Habop
MHCynWHa 13 onakoHa.

8 T[lepeBepHuTe pesepByap BMeCTe C (PriakoHOM C UHCYNIMHOM BBepX AHOM. OyeHb
MeAneHHo HabepuTe UHCYNWH B pe3epByap.

9 TpoBepbTe pe3epsyap Ha Hanuuue NysbIpbKOB BO3Ayxa U npoTekaHve. Ecniv B
pesepByape ecTb Ny3bIpbKW BO3AyXa, OCTOPOXHO NOCTy4MTe Mo GOKOBOM YacTu pe-
3epByapa. 3aTem HafjaB1TE Ha MOPLUHEBOA LUTOK, YTOGbI BLITECHUTb NYy3bIpbKW BO3Y-
xa n3 pesepayapa. [pu HeobxoaMMOCTY NOBTOPUTE 3Ty NpoLeaypy. He ncnonb3ayiite
pe3epByap, ecnivt Bbl 0GHapYXvnu npoTekaHue.

10 CHumuTe ajanTep Anst HAanorHeHus ¢ dprakoHa.

11 BbIKpyTWUTE NOPLUHEBOW LUTOK U YTUNU3UPYIATE €ro 1 aganTtep Anst HanonHeHus
COrnacHo HopMaTMBHO-NPaBOBbLIM TPEGOBAHWSAM B CTpaHe.

12 BcraBbTe pesepsyap B nomny YpsoPump cornacHo ykasaHusim B pyKOBOACTBE Mo
akcnnyatauuy nomnel YpsoPump.

YcnoBusi xpaHeHns: Bl MoXeTe HanonHWTL pesepsyap ObICTPOAEACTBYIOLLIMM
aHanorom MHCYNHa B COOTBETCTBUM C HasHaYeHMeM fevallero Bpaya/Tepanesta
1 XpaHUTL ero B xonoauneHuke (2-8 °C) B Teuenne nepuoaa Ao 30 cyTok.
HanonHeHHbIN pe3epByap MOXHO 1CNoNb30BaTh B YpsoPump B TeueHne nepuoaa
f0 7 cyTok. Bbl HaligeTe AoNONHUTENBHYO MHGOPMaLMo 06 UCMonb3yemMoM Bamn
VHCYNWHE B NIUCTKe-BKNa/blLLe NPOM3BOANTENS MHCYNMHA. Bpems 1 ycnosus
XpaHeHUs MOTyT OTNnYaThCA.

3anpaska:

Pesepsyap myPump+ MOXHO 3anpaBuTb OAVH pa3 B Te4eHne 7 aHeili nocne
nepBOHaYanbHOro HanoMHeHNA.

e He xpaHuTe 3anpaBneHHbI pesepsyap.

o Bo usbexaHne pucka MHdeKLWK He ncnonbayiiTe pesepsyap Gonee 7 aHei.

3anpaska ¢ NMOMOLLbHO LNpULa

O6s13aTenbHO UCMONb30BaTh CTEPUNbLHBIN WNpUL (27 G, urna AnvHoi 12 MM, 06bEM

He MeHee 2 Mn).
e He npokonuTe nopiueHs BO BPeMs 3anpaBkut.

3anpaBka C NOMOLLbt0 afanTepa Ans HanonHeHus!

HauHnTe npoLecc ¢ nepoHayanbHOro HaMnomHEHVst HOBOTO pesepByapa B

COOTBETCTBUM C dTanamu 1-9, onUCaHHLIMW B UHCTPYKLIMM NO NPUMEHEHUIO.

3aTem cnefyiTe yKkasaHUsM HUxe:

a. CHumuTe pe3epByap C aganTepa 1 ocTaBbTe afantep Ha nakoHe ¢ MHCYIMHOM
[0 3aBepLUeHUs NpoLiecca HanonHeHust. Vicnonbayiite agantep Tonbko Ans
OZIHOTO NpoLiecca HanonHeHNs/3anpaBky.

b. OTKpyTUTE NOPLUHEBOVA LUTOK OT TOMBKO YTO HAMOMHEHHOrO peaepayapa (He
BblbpacbiBaiiTe 3eNéHbI NOPLUHEBON LUTOK).

c. MepmaHeHTHbIM MapKkepoM HaHecUTe OTMETKY (4aTy HAMOSIHEHWS!) HA TOMBKO YTO

HanomMHEeHHbI pe3epByap 1 NOMECTUTE Ero B XONOANUIBHUK.

d. M3Bnekute nycToi pesepsyap 13 NoMmbl.

e. BkpyTuTe 3enéHblii LUTOK B NOPLUEHb NYCTOrO pe3epByapa.

f.  OumcTuTe MeMGpaHy nycToro pesepsyapa CrMpTOBLIM TaMMOHOM.

g. 3anpaBbTe pe3epByap B COOTBETCTBUM C dTanamu 4, 7, 8 n 9, onncaHHbIMU B
MHCTPYKLMM N0 NPUMEHEHMIO, BIIOXKEHHOM B YNaKOBKY.

“h. CHUMKMTE 3anpaBneHHbIl pesepByap ¢ aganTtepa.”

i

BbIKpYTUTE NOPLUHEBON LUTOK U YTUNU3UPYIATE €ro BMECTE C afanTepoM COrnacHo

[1e/CTBYIOLLMM NOSTOXEHUSM.
YcTaHoBWTE 3anpaBneHHbIii pesepByap obpaTHO B nomny.

“k. Korpa 3anpaBneHHbI pesepByap ONOPOXKHUTCS, OCTaHbTE HOBbI HAaNOMHEHHbI

pesepByap W3 XxonoaunbHuKa.”

/




