Pen-injector for insulin injections for individual use

RinsaPen®

with accessories:

Basic device

Pen-injector forinsulin injections forindividual
use RinsaPen"! - 1

Accessories

1. Instructions for use (complete) - 1

2. Quick guide (summary) - 1

3. Textile pen case - 1

TEPO®APM

Pen preparation
Setting and changing cartridges

Remove the pen cap.

YPSOMED

Brunnmattstrasse 6
3401 Burgdorf/ Switzerland

Quick guide

Important! Read the Instructions for use ofthe pen-injector RinsaPen* |

cartridge if necessary.

. With the top of your finger push the threaded rod as far as it
* will go. It is also possible to push the threaded rod using the
cartridge holder with the cartridge inserted in it.

Fitting the pen needle

Follow the instructionfor useforyourpen needle.

Remove the sealing foil from the outer needle cap.

Remove the outer needle cap. Keep it so that you can use it
later for safe removal and disposal ofthe pen needle.

Yellow

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM

any

Remove the cartridge holder by

twisting.  Remove empty

carefully for detailed instructions before use

Disinfect the rubber seal of the cartridge
with the alcohol wipe and insert the
cartridge in the cartridge holder with
the aluminum end first.

Screw in the cartridge holder with the cartridge
inserted in the pen-injector housing. Before fitting the

needle disinfect the open part of the cartridge holder
(use alcohol wipe).

Using outer needle cap set the needle on the cartridge holder.
Make sure the pen needle is correctly positioned.

0O % Remove the inner needle cap and dispose of it.
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Priming/ performance test

A performance test ofthe pen-infector must be conducted before each injection in order to remove air bubblesfrom the insulin
cartridge and check that the pen needle is not clogged.

Set a dose of minimum 2 1.U. by turning the dosage knob Holding the pen-injector with the
clockwise. Check the dose set by looking at the display pen pointing up carefully tap the
window vertically from above. cartridge holder with your finger
so that any air bubbles can rise to
the top.
L Press the push-button as far as it will A few drops of insulin should emerge
' go. from the top of the pen needle.

1f no drops emerge, repeat steps 1to 4. If after
conducting several performance checks still no
drops emerge, change the pen needle and
repeat steps 1to 4.

Setting the dose

Dial the required insulin dose by turning the dosage knob
~clockwise. Correct the dose by turning counter clockwise.

1 Check the dialed dose by looking vertically from above at the
* display window.

Important! When using the pen-injector it is not possible to set a dose that is larger than the quantity of insulin still available in the cartridge.
If the amount of insulin leftin the cartridge is no longer sufficient for the desired insulin dose, the pen will stop when turning clockwise.

Injection
Consultyour healthcare professional to choose the injection technique.
Disinfect (alcohol vripe is recommended for use) the intended place of injection, about 4-5 ¢cm in

diameter. Leaveit to dry {«! minute). Insert the pen needle. Press the push-button as far asit will go
and keep it fully pressed for the whole time of injection.

When the entire insulin dose has been delivered, keep the push-button pressed for another 6
seconds to make sure the entire dose has been delivered. Remove the pen needle slowly. Disinfect
the place of injection with alcohol wipe.

Check to make sure the display is 'O

Important! You can interrupt the injection by letting go of the push-button. In the display window you
can read off the remaining insulin dose that has not been administered, it can be administered by pressing
the push-button again.

Important! Read the Instructions for use of the pen-injector for insulin injections
for individual use RinsaPen® I carefully for detailed instructions before use.

1f you have any concerns, please call Customer Service of GEROPHARM Ltd.,

use toll free number: 8 800 333 43 76 (free throughout Russia).
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LEGALISATION

Martin Burgi, notary public, registered in the Register of Notaries Public of the Canf
of Berne, with office in Kirchberg (Switzerland), certifies:

that the Ypsomed AG, with registered office at CH-3400 Burgdorf (Switzerland), has
submitted today to the notary the foregoing document (two pages).

Certified at the office of the notary public at Kirchberg on the twenty-sixth of March two
thousand and eighteen;

26.03.2018
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MepeBof C aHMNUIACKOT0 A3blKa Ha PYCCKUiA A3bIK

1lWTamnl:

Nncomep (Ypsomed)
EpyHHmMaTTW Tpacce, 6

3401 bypraopd / W Beiiyapus
1Mo()n\lcbl

MeH-uHbLeKkTop Ans y

PunHcalleH®!

C NPUHAZNIEXHOCTSMIA
ba:)nebiit coctas:
TMeH-MHBEKTOP ANii BBEAEHNS UHCYIMHA
WHAMBUAYaNbHbIA PuHcaleH™ | -1 un
MpuHagnexHocTy:
1. VIHCTpyKUMs N0 MCNONb30BaHuio (MofiHas) - 1 wr
2. PyKOBOACTBO Np UCNONbIOBaHUIO (KpaTkoe) = 1w

3- Yexon TkaHeBbld - 1 wr KpaTKOG pyKOBOACTBO
Nno Mcnonb3oBaHNIO

BHVMaHMe! Mepep npumeHeHnem NpounTaiiTe NOAPOGHLIE YKA3aHWS,
n FE PO ‘DAP M cofiepXKalimecst B MHCTPYKLWM MO UCNO/b30BaHMI0 NeH-uHbekTopa PuHcaleH® |

MNoArotoeBka NeH-MHbEKTOPA K UCMNOMb30BaHUIO
YcTaHOBKa U 3aMeHa KapTpuaxa

CHUMUTE KONNAYOK NEH-MHBEKTOPA. Bbikpyrure fepxartenb KapTpuaka. L MpogesnHpuumpyiite Pe3nHOBBIV
Mp1 HeOBXOAMMOCTU yaanuTe nycroit TYNNOTHUTENb Ha  KOHLE  KapTpumka
KapTpUmK. cnupToBOIA  candieTkold, mocne  uero

nomecTiTe  KapTpumpK B [epxarenb
KapTpuhKa MeTasIMIEeCKM KONNayukom

Brepes.
Haxkumas nasnbLieM, NONHOCTbIO 33/jBUHBTE Pe3bBOBOWA ujtok ao BKpyTUTe [iepXaTesb C YCTaHOB/EHHbIM KapTPUKeM B
' ynopa. 3aABuHYTb Pe3bGOBOVi LUTOK Takke MOXHO Aepxartenem KOpyc MeH-nHbekTopa. Mepes NPUCOEANHEHNEM Wbl
KapTpUXKa C YCTaHOB/NIEHHbIM B HETO KapTpUKeM. o6paboTaiiTe OTKpPbITbI KOHEL, Aepxatens KapTpumpka
Ae3VHOULMPYIOLLUM CpeAcTBOM (ucnonb3yiite

CNUPTOBYIO candeTky).

YcTtaHoBKa UIbl

CnepyiiTe MHCT PYKLWM N0 3KCNAyaTalun urabl.

Ypanute 3aluTHYO (hOMbry C 3aLUTHOTO KOAMauka Wibl. Mpy nomoLY 3aWMTHOTO KONMayka YCTaHOBWTE WINy Ha
fieparenb KapTpuaka. Y6eauTech B TOM, HTO MIa ycTaHOB/e-
Ha MpaBuIbHO

d p k CHAMWTE BHELLHWI 3alWTHbIA Konnauok. CoxpaHuTe €ero Ans CHUMUTE W YTUAN3NPYIATE BHYTPEHHUIA 3aliWUTHBIA KOnMauok
nocnegytouero  6e30MacHoOro  yfaneHus U - yTuausauuu UMbl
UCMO/b30BAHHOM UITIbl.
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npoBepka paboTocNOCOBHOCTN M NOCTYN/IEHUSA UHCYNUHA

nposepka pa6oTOCNOCOGHOCTM MeH-MHbeKTOpa nepej MHbekuneid Heo6xoguma ANA TOro, 4TOGbl yjanuTb BO3AYX 43
KapTpuAxXa ny6efnTbCcA B TOM, 4TO Urna NpoxXojuma.

MpOoKpyTTE CENeKTop [AO3MPOBKW MO 4acoBOW CTpenike He [Jepa  NeH-MHLEKTOp  wnrnoit
MeHee YeM Ha 2 E/]. MpoBepbTe NPaBUIbHOCTb YCTAHOBNEHHO BBEPX, Cnerka noctyunte no gep-
[l03bl, CMOTPSi Ha WHAVKATOPHOE OKOLLKO [J03VPOBKM MO, Xateno  KapTpuika — NanbLem,
NPSMbIM YTIOM. YTOGbI BO3MOXHbIE My3bIPbK1 BO3-

flyxa nepemMecTUNNCb B BEPXHIOO
4acTb KapTpuka.

Haxmute  MmyckoByld  KHOMKYy [0 HeckonbKo Karesb VHCYIHA AOMKHbI
ynopa. NOABUTLCS HA KOHLIE UMbl

Ecnu  kanm  npenapata  He  MOSBWINCH,
nosropuTe warn 1-4. ECAM nocne HeCKOMbKNX
NOBTOPEHW Kaniu TaK W He MOSBUANCH,
3aMeHWTe WrNy 1 NoBTOpUTe LWarn 1-4.

YcTaHOBKa BbIGPaHHO [03bl

MpoKpyTUTE CENeKTop A03MPOBKM MO 4YacoBOW CTpenke Ans
BbIGOpa KONMMYECTBA €AUHULL, KOTOPOe HeobGXOAMMO BBECTU.
CKOpPeKTUpYiiTe 403y, MPOKPYUMBas CENEKTOpP MPOTUB 4aco-
BOW CTPEsKM.

MpoBepbTe MPaBUIbHOCTb YCTAHOBNEHHON [03bl, CMOTPS Ha
VIH/MIKaTOPHOE OKOLLKO fJO3VPOBKM MOA MPSMbIM YI/I0M

BHuUMaHMe! Gbl He CMOXeTe BbIGpaTb O3y, NPEBbILAIOLYIO KONMMYECTBO eAMHWL, OCTAaBLUMXCS B KapTpUmKe. ECAM MHCynMHa B KapTpupke
HeJ0CTaTOuHO /NSt BbIGPAHHOI 103bl, CENEKTOP [03MPOBKM He NPOKPYTUTCS AasbLUe MO HYacoBO CTpenke.

MpoBefeHne NHbEKLUN

[ins BbIGOpa TEXHUKM UHBEKLUM MPOKOHCYNbTUPYATECH C Neyalum Bpayom.
TaMMoOHOM, CMOYEHHbIM [e3MHMNLIMPYIOLLMM CPeACTBOM (PEKOMEHyeTCsi UCNOoNb30BaTh CMMPTOBYHO
cancertky), o6paborTaiite yHacTok Koxu 4-5 cM B AuameTpe BOKPYr NpejnonaraeMoro Mecta BeeJeHNs
vrnbl. M03B0ONbTE AE3VNHMULMPYIOLLEMY CPEACTBY BbICOXHYTb (»1 MUHYTY). BBeAuTe Wy B MECTO UHbB-
eKuMn. HaxkmunTe 10 KOHLIA MyCKOBYHO KHOMKY U y/lep)KuBaiiTe ee Ha NPOTSHXKEHUM BCErO BPEMEHW UHb-
a7
Mocne BBeAEHWS MOMHON A03bl NOAOXKAUTE G CEKYHA, YAEPXWNBAA HaXaTO WM OTMYCTUB MYyCKOBYHO
KHOMKY, 3TO rapaHTMpyeT MNoJHOe BBEAeHUe BbIGPaHHOM [03bl. Meg/ieHHO n3Bnekute urny. O6pa6o-
TaliTe y4acTOK MHbEKLMW CrIMPTOBOI cant)eTKow.
Y6eauTech B TOM, YTO B WHAMKATOPHOM OKOLLIKE JO3UPOBKY OTOBPaXaeTcst 3HaueHue «O».

BHUMaHue! Bbl MOXeTe npepBaTb WHbEKLIO, OTMYCTUB MyCKOBYIO KHOMKY. HeBBEAEHHbI OCTAaTOK A03bl

0TOGPasUTCs B MHAVKATOPHOM OKOLLKE. [LNst TOrO, UTOGbI MPOAO/MKUTL BBEAEHWE OCTaTKa WHCYNIMHA, HeO6X0-
[IMMO MOBTOPHO HaXkaTb Ha MyCKOBYO KHOMKY.

BHumaHue! MpouuTalite NoAPO6HbIe YKasaHWs, COAePKALLMECs B MOMHON WHCTPYKLMM MO
MCNO/ML30BaHWIO MEH-UHBEKTOPA /191 BBEAEHUA UHCYNMHA MHAMBUAYaNbHOro PuHcalleH® |
C NPUHAZNEXXHOCTAMU.

Ecrm'y Bac BO3HMKAM BOMPOChI - 06paTuTech B CyxOy nogaepxkn 000 «TEPOGAPM
o TenedyoHy ropsyeit mHuKM: 8-800-333-43-76 {3B0OHOK N0 P 6ecnnatHbIi).
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/MeyaTs/: MAPTUH BIOPTY1 * HOTAPMYC KAHTOHA BEPH * 069+2
HOTAPUA/NIbHOE 3ABEPEHVE JOKYMEHTA

MapTuH Btopru, HoTapuyc, 3aperncTpupoBaHHbId B PeecTpe HOTapuycoB kaHTOHa BepH, ¢ othucom B
r. Knpx6epr (LBeiiuapns), HaCTOSALLMM YAOCTOBEPSET, UTO;

komnaHus Mncomeg Al (Ypsomed AG), 3apeructpuposaHHas no agpecy CH-3400 bypraopd (LWseiuapus),
npefocTaBuia CErofHs A1s HoTapuasbHOTO 3aBepeHUs BhILLENPUBEEHHBIN LOKYMEHT (Ha ABYX CTpaHuLax),

Y[I0CTOBEPEHO B HOTapWaNbHOI KOHTOpE B I. K1pxGepr ABaLaTh WECTOro MapTa ABe ThiCAuM
BOCEMHAZLATOrO rofa,

26,03,2018 HoTapuyc:
[nognuc/
/MevaTs/: MAPTUH BHOPTA * HOTAPWYC KAHTOHA BEPH * 069*2

-KoHel, nepesoja 4OKYMEHTA-

MepeBOj C aHI/IMIACKOIO f3blka Ha PYCCKUIWA A3bIK BbINOMIHEH nepeBogyYnkoM ConomeHHon HOonuen
CepreeBHoil. MoATBepXAat0, YTO BbINMOIHEHHbI MHOW MepeBO ABMAETCA NPaBU/bHbIM, TOYHbIM U MOJHbLIM.
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METEPBYPI'

Poccuiickaa depepauyms, CaHkT-MNeTepbypr.

BocbMoOro mas e Tblesdun BOCEMHaALATOrO roga.

A, CokonoBa [anuHa [laBnoBHa, HOTapuyc HoOTapumanbHOro okpyra CaHkT-leTepbypr,
CBMAETENbCTBYIO MOA/MHHOCTbL NognucK nepesogumka ConomeHHon KOnum CepreesHbl.

Mognuch cenaHa B MOeM MPUCYTCTBUMU.
JInYHOCTbL NoANMCaBLLErO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peectpe 3a Neo -n“Yf-

B3bickaHO rocyfapCcTBEHHOW nownunHbl (No Tapudgy): 100 pybnei.
OcB06OXAeH OT NaThbl 3a OKaszaHWe yCNyr NpaBoBOro M TEXHUYECKOrO XapakTepa

I.I'. CokonoBa

Toro B HacTosILLEM [JOKYMEHTE:
5 (naTb) nucTos

Hotapuyc I".M. Cokonosa
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OOOGERCPHARM
Russian Federation, 191144, Saint Petersburg, Degtyarny Lane, |1B
Phone number: (812) 703-79-75 (multi line), fax: (812) 703-79-76
Toll free number: 8 800 333 43 76 (free throughout Russia)
TEPOD®APM www.geropharm.ru

607008 361476

Pen-injector for insulin injections for individual use

RinsaPen®!

with accessories:
Basic device:
Pen-injector for insulin injections
forindividual use RinsaPen* | -1
Accessories:
1. Instructions for use (complete) - 1
2. Quick guide (summary) - 1
3. Textile pen case - 1
Important! Cartridges and pen needles are not provided in the package content

Read the Instructions for use carefully before use.

RinsaPen* | is intended for the subcutaneous injection of insulin
and insulin analogues from 3 ml cartridges.

FTEPO®APM

Insulin dose accuracy and safety of use are assured only with these cartridges used.
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MepeBOj C aHIIMIACKOTO A3blKa Ha PYCCKUI A3bIK

L
http ://geropharm.ru/medications/medications_list/?SECTION_ID= 100
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:HHBHaxadu BetncHBNHHndu ‘BMtiecMHEJdo

MeH-NHBLEKTOP ANA BBEABHUA UHCYNNHA VHAUBNAYaNbHbIA

PunHcalleH®!

C NPUHAANEXHOCTAMN:

Ba3oBbIii cocTas:
MeH-MHBLOKIOP NS BBEAGHUN WHCYNMHA
WHAMBMAYanNbHbIA PuHcalen' -1 un
MpuHaanexHocTn;

1. HCTpyKUMA no ucnonb3oBaHuto (nonHas) - 1wt
2. PyKOHOACIBO MO Mcnonb3oBaHuio (kpatkoe) - 1wl
3. Yexon TkaHeBbli - 1 wr

PY (Homep, gata) e

PuHcalleH* |, neH-uHbEKTOpP ANA BBELEHUS WHCYNMHA
npoussefeH KomnaHuei "ncomepn Ar* (Wseliyapus)
cneynansHo ana Fpynnel Komnauuii «FTEPO®APM»

YPSOMED

SELFCARI sot. UTfONS

KOHI'PEB

PuHcalleH®!

| PANTONE. i PANTONE: BE3

Cyan : Magenta i| Yellow
Y ¢ I I 7739 C I 716 C NAKA
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HOTAPWAJIbHOE SABEPEHUE JOKYMEHTA

MapTuH Biopri, HoTapuyc, 3aperucTpupoBaHHblii B Peectpe HOTapuycoB KaHToHa bepH, ¢ odmcom B
. Kupx6epr (LLBeilapus), HaCToOSLWMM YAOCTOBEPSET, YTO:;

komnaHus incomen A (Ypsomed AG), 3apernctpupoBaHHas no agpecy CH-3400 Bypraopdy (LLiseiiuapns),
NpeLocTaBu/a CErofHs Ans HoTapuanbHOTO 3aBEPEHNS BbILLENPUBEAEHHBIA JOKYMEHT (Ha OfHON CTpaHuLe).

Y[I0CTOBEPEHO B HOTapUasibHOM KOHTOpE B I. KMpXGepr NAToro anpens Ase TbiCUYN BOCEMHAALATOO rofa.

05042018 HOTapmyc:
Inodnuchbl
1MNeyaTbl: MAPTUH BKOPTU * HOTAPMYC KAHTOHA BEPH * 069-2

-KoHeL, nepeBoja LOKYMeEHTa-

MepeBOA C aHIMIACKOrO fA3blka Ha PYCCKUM A3blK BbINOMHEH MepeBogumMkom ConomMmeHHol Honuei
CepreeBHoii. MoATBepPXAAKD, YTO BbIMOMHEHHbIA MHOW NepeBoj SBNSETCA NPaBU/IbHbIM, TOYHbIM W NMOHbIM.
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METEPBYPI

Poccuitickasa Pegepauns, CaHkT-IMeTepbypr.

BocbMoro mas fiBe TbiCA4YM BOCEMHAALATONO roja.

A, Cokonosa [lanuHa [laBnoBHa, HOTapuyc HOTapuanbHoOro okpyra CaHkT-MeTepbypr,
CBUAETENbCTBYIO MOA/MHHOCTL Nnognucu nepesogyvka ConoMmeHHon KOnum CepreeBHoi.

Mognuck caenaHa B MOEM MPUCYTCTBUN.
JInYHOCTbL NOANMCABLLErO JOKYMEHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe 3a N IHG -un W - -0

B3bICKaHO rocyapCTBEHHON now/nHbl (No Tapudgy): 100 py6nei.
OcB06OX/eH OT NaThbl 32 0OKasaHue YCnyr NpaBoBOr0 U TEXHUYECKOr0 XapakTepa

I.IN. CokonoBa

NToro B HacTosiLLeM JOKYMEHTE:
3 (Tpn) nucTta

HoTtapuyc I".MN. Cokonosa
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UpdIHIO MPOHYMEpPOBaHO U CKPEMeHo
nevatbo nucta(os).
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