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3401 Burgdorf/ Switzerland

Pen-injector for insulin injections for individual use

RinsaPen® |

with accessories:

Basic device:

Pen-injector for insulin injections for individual
use RinsaPen®! -1

Accessories:

1. Instructions for use (complete) - 1

2. Quick guide (summary) - 1

3. Textile pen case - 1
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FTEPO®DAPM Instructions for use
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Thank you for choosing the pen-injector RinsaPen®!, developed in Switzerland.

These instructions for use contain information about how to use, store and clean your pen-injector RinsaPen®!. Please read the instructions for use carefully, even if
you have already used a RinsaPen®! or other pen systems for insulin injections previously.

Pen-injector is easy to operate and recommended for self-injecting by adult patients and children from 12 years of age. RinsaPen®! can deliver doses from 1 to 60
insulin units (1.U.) in increments of 1 unit.

Important! Pen-injector RinsaPen®! is intended for individual use only!

Intended use

Pen-injector for insulin injections for individual use RinsaPen®! with accessories is intended for injections of insulin and insulin analogs in 3 mlinsulin cartridges.
Pen-injector and its components

. ) Not included! Important!
outer needle cap  inner needle cap foil

i Cartridges and needles are not
I I needle | rubber seal cartridge included in the final packaging of RinsaPen®!.

threaded rod
plunger push-button —

PuHcalleH

pen cap open part cartridge housing dose knob
of the cartridge holder holder

m Pen-injector RinsaPen®! is used only with 3 ml cartridges with insulin and insulin analogs, manufactured by GEROPHARM, Ltd. The company is not liable for any
damage caused by the use of other cartridges.

m Pen-injector RinsaPen®! is used with standard pen needles, intended for use with pen-injectors for injections of insulin and insulin analogs, and registered in the Russian
2  Federation. Information concerning needles' compatibility is stated on the package of pen needles.
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Pen preparation
Setting and changing cartridges

O Remove the pen cap. e Remove the cartridge holder by twist- Disinfect the rubber seal of the cart-
ing. Remove any empty cartridge if ridge with the alcohol wipe and insert
necessary. the cartridge in the cartridge holder with

the aluminum end first.
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Fitting the pen needle
Follow the instructionfor useforyour pen needle.

O Remove the sealing foil from the outer needle cap. e Using outer needle cap set the needle on the cartridge holder.
Make sure the pen needle is correctly positioned.
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Remove the outer needle cap. Keep it so that you can use it Remove the inner needle cap and dispose it.
later for safe removal and disposal of the pen needle.
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Priming/ performance test

A performance test of the pen-injector 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 2 LU. by turning the dosage knob
clockwise. Check the dose set by looking at the dis-
play window vertically from above.
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Holding the pen-injector with the
pen pointing up carefully tap the
cartridge holder with your finger
so that any air bubbles can rise to

the top.



o] Press the push-button as far as
it will go.
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X K A few drops of insulin should
emerge from the top of the pen
needle.

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

If there is no result of the performance test or if you
have any concerns, please call Customer Service of
GEROPHARM, Ltd. (toll free number: 8 800 333 43 76).



Setting the dose

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

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

Important! When using the pen-injector it is possible to set a
dose that is larger than the quantity of insulin still available in
the cartridge. If the amount of insulin left in the cartridge is no
longer sufficient for the desired insulin dose, the pen will stop*
Please refer also to section Additional information (page 12).
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Injection
chsultyour healthcare professional to choose the injection technique.

Disinfect (alcohol wipe is recommended for use) the intended place
of injection, about 4-5 cm in diameter. Leave it to dry («1 minute). In-
sert the pen needle. Press the push-button as far as it will go and keep it
fully pressed for the whole time ofinjection.

When the entire insulin dose has been delivered, keep the push-button

e pressed for another 6 seconds to make sure the entire dose has been
delivered. Check to make sure the display is 'O'. Remove the pen needle
slowly. Disinfect the place ofinjection with alcohol wipe.

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.
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O Remove the pen needle after each injection. Putthe pen cap back on after each use.

Fitthe outer needle cap on the needle care- Unscrew the pen needle and dispose it.
fully.

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



Additional information
Audible and tactile indicators
RinsaPen®! features the foUowing audible and tactile indications for correct dose control:

m During dose dialing and dose correction pen-injector provides an audible signal and a noticeable resistance per dialed unit’

m During injection a sound can be heard, which stops as soon as the set dose has been administered in full.

limitations when selecting the dose
Maximum dose for a single injection is limited by the quantity of insulin in the cartridge. If quantity of insulin in the cartridge is not enough
for the dose selected the dose knob will stop.
m Do nottry to twist the dose knob with force.
mDetermine the remaining quantity of insulin in the cartridge, remember, and inject it.
mChange the insulin cartridge and the needle and conduct a performance test according to the Section Priming/ Perfomance test (page 7).
m Set the dose knob on the required (after the previous injection) value and inject remain quantity of insulin to obtain a full dose.

Inserting a partially used cartridge
minsert the partially used cartridge in the cartridge holder.
mSlide back the threaded rod with the tip of your finger. Threaded rod may also be pushed by the cartridge holder with the cartridge
2 inserted in it
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Insert the cartridge holder in the housing by twisting.

Fit a new pen needle, refer to the section Fitting the pen needle (page 5).

Conduct a performance test, refer to the section Priming/ Perfomance test (page 7).
Set the insulin dose and inject it.

General information
Pen-injector may contain traces of latex.

Storage and care
m Follow corresponding instructions when handling of needles and cartridges.
After each use putthe pen cap back on.

Store your pen-injector in a pen case without a pen needle attached.
Use and store your pen-injector at a temperature not exceeding 30 °C. Non-compliance with storage temperatures can shorten the service life

of the pen-injector.
If a new or partially used insulin cartridge is inserted, observe the temperature information on the leaflet enclosed with the insulin cartridge.

Generally handle your pen-injector with care. Protect it from moisture and dust.
A damp cloth is sufficient to clean your pen-injector, please, do not use cleaning agents containing alcohol or other solvents.
Avoid the pen-injector immersion in water.
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Risk information

Ik Read instructions for use of the pen-injector, pen needles and insulin cartridges carefully before using your pen-injector, use the pen-injector
only after first consulting your doctor.

Special user categories
The device is designed to maximize ease of handling, however the healthcare professional has to decide case by case, if the patient is capable

to handle the device and to act as self-injecting user to assure that the patient's kinetic and cognitive abilities allow a safe handling of the

pen.

m Children may only use the pen-injector RinsaPen®! for self-administration from the age of 6 under survey of trained and experienced adults.

m Visually handicapped or blind patients must use the pen-injector only with assistance from healthcare professionals or someone who has

been trained and is not visually impaired.
m Persons who are limited in their sense of hearing or touch must consult a doctor before using the pen-injector.
Store your pen-injector, the needles and the insulin cartridges out of the reach of children and any other persons who are not acquainted

with how to handle RinsaPen®! properly.

Correct use
m Only use your pen-injector within the scope of treatment that has been prescribed by your doctor, following instructions concerning

insulin cartridges, pen needles and dose quantities. Any changes must be made under the supervision of a doctor.
Before every injection make sure your pen-injector contains the correct insulin type prescribed for you, check to make sure the insulin

cartridge is undamaged.
14 m Pen needles and insulin cartridges are intended for individual use only to avoid disease transmission.
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m Do not subject your pen-injector to direct sunlight or coLd temperatures.

+ Use and store your pen-injector at a temperature not exceeding 30 °C.

m Do not drop the pen-injector and do not knock it against hard surfaces, do not immerse in water. Never use your pen-injector if you
have any doubts about the proper device operation.

m Do not attempt to repair a damaged pen-injector yourself. Please refer to the section Warranty (page 16) in case of damages or defected
device.

Correct administration of the medicinal product

m Conduct a performance test before every injection, refer to the section Pnming/ Perfomance test (page 7) in order to rule out the risk of an
incorrect dosage caused by air bubbles in the insulin cartridge or a clogged pen needle. Change the pen needle if necessary.

m After each injection check whether insulin is dripping from the pen-injector or the site of puncture. In case of insulin dripping from the
site of puncture, pen needle or the pen-injector, please consultyour doctor immediately, follow the instructions concerning how to handle
a potential underdose.

« If an injection is interrupted by letting go ofthe push-button, check the display to establish the insulin dose that has not been
administered.

m [n case an insulin injection has been administered by mistake, please visit a doctor immediately.

m In the event of accidental needle injury involving the risk of disease being transmitted, please visit a doctor immediately.

Possible side effects
« If the following instructions are not observed, there is a risk of incorrect medication, incorrect dosage, transmission of disease or infection.
If you have any concerns, please consultyour doctor immediately.
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Contraindications
The pen-injector must not be used for self-injecting purposed in the following cases:
m Children under 6 years of age
m  Patients with mental disabilities
m  Patients with impairments of kinetic and cognitive abilities

Disposal
Observe safety precautions for disposal of the pen-injector.
Remove the pen needle and insulin cartridge from the RinsaPen®! before disposal.

You can dispose your pen-injector in accordance with local waste regulations. RinsaPen®! is free of substances harmful to the environment and can
be disposed with your household waste.

Dispose used pen needles and insulin cartridges according to recommendations of healthcare professionals and sanitary rules.

International standards conformity
Pen-injector conforms to the regulations of the EU directive on medical devices 93/42/EEC and ISO 11608-1.

Warranty

The warranty covers the whole storage period and service life of RinsaPen®! under conditions of proper use of the pen-injector in accordance to
Instructions for use.
Service life ofthe pen-injector: 3 years.
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The warranty is Limited to replacement of the pen.
Pen-injector RinsaPen®! has been developed for use with 3 mlinsulin cartridges. Only in such case the dose accuracy and safety are
guaranteed.

Warranty does not cover damage as a result of improper or careless use, storage or cleaning, and does not apply in the event of use contrary to the
Instructions for use.

Manufacturer
Ypsomed AG, Brunnmattstrasse 6, 3401 Burgdorf, Switzerland

Claims to be addressed to
GEROPHARM, Ltd.
Russia, 191144, Saint-Petersburg, Degtyarny Lane, 1B
Telephone: (812) 703-79-75 (multi), fax: (812) 703-79-76
Toll free number: 8-800-333-43-76 (free throughout Russia)

www.geropharm.com

(D

Date of the latest revision: 16.03.2018
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G
LEGALISATION )
Martin Burgi, notary public, registered in the Register of Notaries Public of the Canton 3

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 (17 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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IlTamn!.

o Mncomeg (Ypsomed
MNeH-nHbekTOp /1A BBEAEHUA UHCYNIMHA UHAMBUAYANbHBIV A(Yp )

BpyHHMaTTWTpacce, 6

PuHcalleH®!

IMognucs!

C NPUHAANEXHOCTAMM:

Ba3oBblii cocTas:

MeH-VHBEKTOP 415 BBEAEHUA UHCYMHA
VHAVBKUAYaNnbHbIA PuHcalleH | -1 wr

[puHafNeXHOCTK:

1. IHCTpYKUMA N0 MCNONb30BaHWIO (NonHas) - 1 wr

2. PYKOBOACTBO MO MCMOMb30BaHMIO (KpaTkoe) - 1 wm

3. Yexon TKaHeBbIl - 1 wr

m[EPODPAPM MHCTPYKLUMA MO NCMNO/MIb30BaHUIO
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Bnarofapum Bac 3a nproGpeTeHure NeH-iHbeKTopa PuHcalleH™” |, npon3seagHHoro B LLiselLiapunt.

3Ma VHCTPYKUMS1 COLAEPXUT MH(OPMALMIO MO MCTONb30BAHMI0, XPaHEHUIO W YXOLY 3a MeH-WHbEKTOPOK PuHcalleH® I. Moxanyiicta, BHUMATENbHO MNpounTaiite 3ty
VHCTPYKLMIO, Aiaxke ecnv Bolyxe vicnonb3osann PuHcalleH® | win Apyrue cpeAcTsa BBELEHWA VHCY/IMHA.

TMeH-VIHBLEKTOP NIErOK B NPUMEHEHUN 1 PEKOMEH/I0BaH [/11 CAMOCTOATE/IHOTO MCMO/b30BaHNA B3POC/bIMUA M eTbMU € 12 eT. PuHcalleH® | no3sonseT yaaHoBUTb 1
BBECTU ,qos}/ 0T 1 /10 60 Ef], ¢ warom 1

BHumaHme! Men-nHbekTop PuHcalleH® | npefHasHaueH TOMbKO 19 MHAMBUAYa/IbHOTO UCMONb30BaHA!

[TokaszaHug K NPUMEHEHNIO

TMeH-MHBLEKTOP ANA BBEAEHUS VHCYNMHA WHAMBUAYaNbHBI PrHCalTeH® | ¢ NpUHAANexHOCTAMU npeAHasHauyeH /18 MOAKOXKHOrO BBEAEHMS! MHCYNMHA U aHanoroB
VHCY/IMHA B KapTpupKax 06bemMom 3 mi.

YCTpOVICTBO W COCTaBHbI€ YaCTh NeEH- I/IH'beKTOpa

BHYTPEHHMI 3aLUTHbI .- N BHumauue!
BHELIHWJA SLUMTHBIA KONMAYOK MITbl  3AMTHAS (OMbla »  KapTpumkn 1 urmbl
KooK ! urna I pesnuosuili B KOMMNEKT NOCTaBku PuHcalleH® | He BXOAAT.

ynyioTHUTENE
Pe3b6oBOIA LUITOK
MyCKOBast KHOMKa  —
VHAMKATOPHOE OKOLIKO [I031IPOBKM

OTKPLITLIA KOHe, CeneKTop J1031POBKY
[fiepxatens kapTpumka

m Vlcrionb3yiiTe neH- -HBEKTOP PUHCATTeH*! TONbKO C KapTprpkami 06BEMOM 3 M, HarO/HEHHbIMY J1EKAPCTBEHHBIMM NPenapaTaMi MHCY/IMHA W aHa/Ior OB MHCY/IMHa, NPoM3Bo-
MBIV KoMMaHveld 000« EPOMAPMY. KoMMaHyis He HECET OTBETCTBEHHOCTU 3a MOBPEX/EHMS, NOSIBNAOLLECS MPW UCTIOMN30BaHM APYTVX KapTPUDKe.

m /Icronb3yiiTe neH-MHbeKTop PrHCaleH® | Co CTaHAAPTHBIMM MHCY/IMHOBBIMM W/IaMu, MpeaHa3HaueHHbIMM 151 UCMONb30BaHMA C NeH-MHBEKTopamm A5l BBEAEHA HCY/IMHA
11aHa/oroB WMHCY/MHa, W 3apervcTprpoBaHHBIMUA Ha TepprTopuin PA. HopMmaLyio 0 COBMECTUMOCTM WM YTOUHSIATE Y NPOV3BOAVITENeN WM.
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MofroToBKa NeH-MHbEKTOpPaA K UCNOMb30BaHUIO

YCcTaHOBKA M 3aMeHa KkapTpuaxa

, CHAMUTE KONNAYyoK NeH-WHBLEKTOPA.
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BbIKpyTUTE iepXKaTesb KapTpuaxa.
Mpu "HEOBXOAMMOCTW yJanuTe MycTo

KapTpuaxK.

Mpoge3nHQUUMpPYATE PE3NHOBLIA  ynioT-
HATENlb HA KOHLE KapTpuaxa CrnupToBOii
cangeTkoii, nocne  4ero  Momectute
KapTpUK B AepXKaTeNb KapTpuaxa meTas-
JIMYECKMM KOMMAYKOM Briepes,.
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Haxumasi nanbLem, MOMHOCTbIO 3aABMHbTE Pe3bBOBOI  LUTOK 40
ynopa. 3aABuHyTb pe3b60BOi LITOK TakKKe MOXKHO Aepxarenem
KapTpuAXa C YCTaHOB/EHHBIM B HEr0 KapTpUKeMm.

o

BkpyTuTe Aepxare/ib C yCTaHOB/IEHHbIM KapTpUAXKeM B KOpnyc
neH-nHbeKTOpa. Meped NpucoefMHeHEM UMbl 06paboTaiiTe
OTKPbITbIA KOHeL, fepXaTens KapTpumpka AesnHBULMPYOLWUM
CPeACTBOM (MCMONb3yiTe CNMPTOBYHO CandeTky).

obpabotartb

[E3VHLMPYHOLLMM
cpe/acTBoM



YcTaHoBKa Urnbl

CnepdyidTe MHCT PyKLUM MO IKCNNyaT ayun Urnbl.

YpanuTe 3aWnTHY (DONbry € 3alWUTHOr0 Koanayka Wrbl. [pn nomowy 3alWMTHOrO Ko/nnayka ycTaHOBUTe UrNy Ha fep-
XaTenb KapTpuixa. Y6eantecb B TOM, YTO MUrna ycTaHOBNEHa
npasunbHO.
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O CHAMWTE BHELLHMI 3aLUTHBIA Koanayok. CoxXpaHuTe ero ans KCHUMNUTE U YTUAN3NPYIiTe BHYTPEHHUIA 3alMTHLIA KONNa4yok
nocneayrouiero 6e30MnacHoro yganeHus u yTuausauum uc- UMb,
N0Nb30BaHHOW UMNbI.
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MpoBepka pa6oTOCNOCOGHOCTM M MOCTYNAEHUS UHCYNNHA

npoBepka paboTOCNOCOGHOCT M MEH-UHbEKT OPO Nepej WHbekyued Heob6xopguma Ans Toro,

4YTo6bl yaannTb BO3AYX W3 KapTpupxa u
y6eAnTbCA B TOM, YT O Urna npoxoanma.
O MpoKpyTUTE CEeNeKTOp A03MPOBKM MO 4acoBOii CTpeske [epxa neH-uHbeKTOP Urnoit  BBEPX,

He MeHee 4em Ha 2 E[. TMpoBepbTe MpaBUIbLHOCTb cnerka noay4uTe no gepxarento kap-

YCTaHOBNEHHOW [03bl, CMOTPS Ha

NHAMKATOpHOE TPUAXKA Nasblem, YTOBbl BO3MOXHbIE
OKOLLUKO [403MPOBKM MOA NPSMbIM YT/IOM.

ny3blpbkW BO3AyXa NepeMecTUinch B
BEPXHIOK 4aCTb KapTpuaxa.
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HaxxmuTe MycKoByl KHOMKY [0
ynopa.

Heckonbko  Kanens

LOMKHbI

noaBnUTbLCA

MHCYyNMHa
Ha  KOHLg

Ecnn kannu npenapaTa He NOABWUAWCh, MOBTOPUTE
warn 1-4. Ecnm nocne HeCKOMbKUX NMOBTOPEHWiA
Kanau TaK W He MOSBWAUCL, 3aMeHWUTe WUrny u
nosTopute waru 1-4.

Ecnn faHHble Mepbl He NpUBENU K HYXHOMY
pesynbtaTy uauM y Bac BO3HMKAM BOMPOCHI -
obpaTuTech B cnyxo6y noaaepXxKn
000 «EPO®APM» (TenedoH ropsyein AvHUK:
8-800-333-43-76).



YcTaHoBKa BbIGpaHHO [03bl
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MpoKpyTUTE CeNeKTop LO3UPOBKW MO 4acoBOi CTpenke s

O BbIGOpA KOJMYECTBA efMHWL, KOTOPOE HeoBXOAUMO BBECTH.
CKOppeKTUpyiTe J03y, NPOKPYUMBAs CENeKTOP NPOTUB YacOBOIA
CTPEenku.

O MpoBepbTe NPaBUNLHOCTb YCTAHOBNEHHOMN A03bl, CMOTPS Ha WH-
AMKATOPHOE OKOLLKO A03VMPOBKM NOZ NPSMbIM YI/IOM.

BHuMaHune! Bbl He cMOXeTe BblGpaTh 403y, MPEBbILLAKLY Konuye-
CTBO efJUHNL, OCTaBLUMXCA B KapTpuaxe. Ecin MHCYnMHa B KapTpua-
e HefocTaTOMHO AN BbIGPAHHON [A03bl, CENeKTOp [O3MPOBKM He
NPOKPYTUTCA fanblie Mo YyacoBoll cTpenke. Moxanyiicta, o6paTuTech
K pasgeny lononHuTenbHas uudpopmayns (CTp. 12).



MpoBefeHne UHbEKL UM

Ans Bbl6opa TEeXHUKN UHBbEKLWUWM NPOKOHCYNbT UPYATECH C NeYal UM Bpayom.

TaMMOHOM, CMOYEHHbIM Ae3VH(ULNPYIOWNM CPeACTBOM (PeKOMeHAyeTCs

O 1CNonb3oBaTh CNMPTOBYIO candeTky), 06paboTaiiTe y4acToK Koxu 4-5 cm B
AnameTpe BOKPYr MpejnonaraeMoro mMecTa BBeAeHUs urnbl. Mo3BonbTe ge-
3UHGULMPYIOLLLEMY CPeACTBY BbICOXHYTb (=1 MWHYTYy). BBeguTe wurny B
MeCTO UHbeKLMW. HaxxmuTe 40 KOHLA NYCKOBYIO KHOMKY U yAepXuBaiite ee
Ha MPOTSXKEHWN BCEr0 BPEMEHN WHBEKLINN.

Mocne BBefieHNA NONHON A03bl NOJOXKANTE 6 CeKyHA, yAepXUBas Haxartoit
W OTNYCTUB MYCKOBYH KHOMKY, 3TO rapaHTMpyeT MofiHoe BBEfeHWe Bbl-
6paHHOI f03bl. MeafieHHO M3BnekuTe urny. O6paboTaiiTe y4acToK MHbEK-
LMK CNUPTOBOI candeTKoiA.
YbenuTech a TOM, YTO B MHAMKATOPHOM OKOLLKe [O3MPOBKMN 0TOoGpaxkaeTcs
3HayeHune «O».
BHumaHune! Bbl MOXeTe npepBaTbh MHBLEKLMIO, OTMYCTUB MYCKOBYIO KHOMKY. He-
BBEAEHHbI OCTATOK f03bl 0TOGPA3NTCA B WHAWKATOPHOM OKOLIKe. [ns Toro,
uTo6bl MPOAOMKWUTL BBEfEHWe OocCTaTka WHCYNUMHA, HEO6XOAWMO MOBTOPHO
HaXXaTb Ha MYCKOBYI KHOMKY.
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CHMMaiATe UrNy ¢ NeH-UHbBEKTOPa NOCNe KaXA0W NHBEKL UK. Mocne  Kaxporo  UCMOMb30BaHUA
NeH-WHbEKTOPA NMNOTHO HajesaiTe

KONMayoK.
AKKYpaTHO HafileHbTe BHEWHWUIA 3alWUTHbIA  OTKPYTUTE U YTUAU3NPYIiTe nrny,

KO/Na4vyoK Ha urny.
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,EI,OI'IOI'IHVITeI'IbHaH I/IHdJOpM:’iLI'I/IFI
3ByMOBaR W TaHTUNbHaA UHANHaUUA
PuHcalleH*' | nmeeT cneaytoLLme 3ByKOBble 1 TaKTU/bHbIE CUTHANbLI A8 KOHTPONS TOYHOCTU BbliGOpa A03bl:
e Tlpu ycTaHOBKe M KOPPEKTWUPOBKe [03bl KaX/oe NPOKPy4MBaHMe Cenektopa [03vpoBKM Ha 1 EJl CONpOBOXAAeTCA XapaKTepHbIM LLEMYKOM K
ycunmem.
» Tlpouecc BBEAEHUS MHCYNIMHA COMPOBOX/AETCS 3BYKOM, KOTOpPbI/ NpeKpaLyaeTcs nocrne BBefeHWs NOHOW f03bl.

OrpaHnyeHus npu Bbi6ope J03bl
MakcumanbHas 03a 4151 Pa30BOM MHBLEKLMU OTpaHNUeHa KONMYECTBOM MHCY/IMHA B KapTpumpke. ECM MHCYNIMHA B KapTPULXKE HEAOCTaTOYHO ANs Bbl-

GpaHHOIi [03bl, CENEKTOP A03UPOBKU He NPOKPYTUTCA Aasiblie UMEIOLLErocs KosmyecTBa.
®  He nbiTaiiTecb NPOKPYUMBaTh CENEKTOP A03UPOBKM C CUNOIA.
« OnpegennTe v 3anOMHUTE OCTABLLUEECS KOSIMYECTBO MHCY/IMHA B KAPTPUDKE U CAENaliTe MHLEKLMIO.
¢ 3ameHWTe KapTpUIK 1 Urny 1 NpoBeanTe NPOBEPKY B COOTBETCTBUM C Pa3AeNoM NMposepka pa60oTocnoco6HOCT W U nocTynnenus uucynuna (CTP.7).
e YCTaHOBWTE CENEKTOP A03MPOBKU Ha Tpebyemoe (HefocTatollee noce NpeablayLleil MHbEKLMM) 3HAYeHWe U BBEAWUTE OCTATOK UHCYMHA AAs Nony-
YeHNA NOSIHOWN A03bl.

YcTaHoBKa 4aCTMWYHO UCNONb30BAHHOTO KapTpuaxa
«  YCTaHOBMTE YaCTUYHO WCMO/b30BaHHbIA KApTPUAK B AepXaTenb KapTpumka.
m Haxumas nanbLem, NoAHOCTbIO 334BUHbTE Pe3b60BOI LUTOK 40 ynopa. 3afBUHYTb Pe3b60BOI LUTOK TaKKe MOXHO [epXKaTeneM KapTpuaxa ¢ ycra-
12 HOB/IEHHBIM B HEFO KapTPUXKEM.
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BKkpyTuTe fepxxatenb KapTpuaKa B KOPMNyC NeH-UHbeKTopa.

YCTaHOBWTE HOBYO UIMy B COOTBETCTBUM C PA3AENOM YcT aHoska urnsl (CTP. 5).

MpoBeanTe NPOBEPKY B COOTBETCTBUM C Pa3fe/ioM Mposepka pa6oTocnoco6HoCT N U nocTynnexns uicynuua (CTP.7).
Bbl6epuTe 1 BBEAMTE Tpebyemyto A03Y.

O6uwas nHpopmayms
Ha neH-MHbLEKTOpe MOryT NPUCYTCTBOBATL Crefibl aTekca.

Yxo4 u XxpaHeHue
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CnepyiiTe COOTBETCTBYHOLLMM WHCTPYKLMAM NPW 06paLLeHnn ¢ UFamMmn 1 KapTpuaKamu.
Mocne Kaxjoro MCnob3oBaHUs MeH-WHLEKTOPA HaZieBaiiTe 3aLUUTHBIA KONMauoK.
XpaHuTe NeH-UHBEKTOP B NpKIaraeMom Yexne 6e3 ycTaHOBNEHHON UMbl

Vicnonb3yiite 1 XpaHUTe NeH-UHBEKTOP Npu TemnepaType He 6onee 30 °C. HecobnoeHVe TeMNEPaTypPHOrO PeXxuma MOXET NPUBECTU K COKpaLLe-
HUIO CPOKa CNYXObl MeH-MHBEKTOPA.

TMeH-NHBEKTOP C YCTAHOBNEHHBIM HOBbIM UM YCTAHOBEHHBIM 1YXKE UCTONb3YIOLWMMCS KapTPUIKEM XPaHWUTE B COOTBETCTBUM C YCNIOBUAMMU XpaHe-
HUWS,, YKa3aHHLIMW B MHCTPYKLMM N0 MEAULMHCKOMY MPYMEHEHMIO N1eKapCTBEHHOTO CPesCTBa.

O6palLaiiTech ¢ NeH-MHbLEKTOPOM aKKypaTHO. MMpegoxpaHsiiTe ero ot nonagaHws Bnaru 1 nbum.

TMpoTupaiiTe MeH-MHLEKTOP C MOMOLLBIO BNXKHON CAN(ETKM, He CTOML3YIATE XUAKOCTY WM MOIOLLME CPEACTBA, COAEPXKALLME aNKoro/s WK PAcTBOPUTENM.
He fonyckaiiTe norpy»eHus neH-uHbLEKTOpa B BOAY. ~3



NHdhopmaLns o puckax

W Tepep UCMOMb30BaHNEM NEH-UHBEKTOPA BHUMATE/IbHO 03HAKOMbTECH C UHCTPYKLMSMI MO MCMO/b30BAHUIO NEH-UHLEKTOPA, UIM, KapTPUAXKENi C UH-
cynuHoM. O653aTeNlbHO MPOKOHCYLTUPYITECH C NEYallM BPauoM.

Mcnonb3oBaHWe NeH-NHLEKTOPA 0COBLIMK KaTeropusmMn nosnb3oBaTeneit

HecMoTpsi Ha To, YTO YCTPOMCTBO 06eCneunBaeT MakCUMabHOe YA06CTBO 0GpaLLEHNSs), B KXKAOM KOHKPETHOM Cllyyae Bpay [O/KEH PeLNTb, Cro-
COGEH /N NALMEHT UCMOMb30BATL WU3AENNE W CAMOCTOATENbHO BBOAWTL MPenapart, Y6eauBLUUCh, YTO BUrATeNbHbIE U KOTHUTUBHbIE COCOGHOCTH
naLuveHTa No3BoNsHOT 6e30MacHO 1CMO/b30BaTh NEH-UHBEKTOP.

e [letvi ¢ 6 NET MOrYT UCMONb30BaTb NEH-UHBEKTOP PuHCalleH® | camoCTOATENbHO TOMLKO MOL NPUCMOTPOM 06YYEHHOMO 1 OMbITHOrO B3pOC/OrO.
CnaboBMAALLMM UM HE3PAYUM M0/1b30BaTENIAM HEOOXOAMMa NMOMOLLL MeAULIMHCKUX PabOTHUKOB WM MWL, HE MMEIOLLMX NPo6/eM CO 3peHUEM.

Monb3oBaTeNsaM C HapyLUeHWeM CcfyXa W OCi3aHUs HEOBXOAMMO MPOKOHCY/NbTUPOBATLCA C /levalyM BPavyoM Mepef WUCMO/b30BaHWeEM
NeH-UHbBEKTOPA.

m XpaHWUTe NeH-MHBEKTOP, Wbl U KAPTPUAXKM B MECTE, HEAOCTYNHOM fNs AeTeli U NOCTOPOHHWX MULL, HE 03HAKOM/IEHHbIX C MPaBuaaMn Ucnosb-
30BaHUs PuHcalleH® |.

A [paBunbLHOE UCMOMb30BaHNeE

® Vcnonb3yiiTe NeH-MHLEKTOP TOMbKO MOCME HA3HAYEHWs NIeYeHUs BpauyoM, Cleflyst YKasaHWsM Mo BbIGOpY KapTPUKEN, Urn 1 [O3MPOBKN.
JNio6ble M3MEHEHUS! B IeYeHUM JOMKHBI MPOM3BOANTLCA MOA KOHTPONEM crieLuanmcTa.

m [lepes KOKAOW WHbEKUMWel YOeaUTECH B TOM, YTO B MEH-MHLEKTOP YCTAHOBMEH KapTPUK C HasHAYEHHbLIM Bpa4yoM BUAOM WHCYMHA W 3TOT
KapTPUaX He NOBPEX/EH.

WHCYNMHOBbIE MMbl M KAPTPUAKM NPesHa3HaueHbl TONbKO AN WHAMBUAYANbHOTO UCMONb30BaHNS BO N36EXaHMe PUCKa 3apaXeHws.
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He noaBepraiiTe NeH-MHLEKTOP BO3AEVCTBUIO NPSMbIX UCTOYHMKOB Temnna Uam Xonoga.
Vicnonb3yiite 1 XpaHUTe NeH-UHBLEKTOP MPU KOMHATHOI Temnepatype, He 6onee 30 ®C

He poHsiiTe MeH-MHLEKTOP, He MofBepraiiTe ero CUNbHOMY YAAapHOMY BO3AEICTBUMIO, He MOTpyaiiTe B BOgy. Hukorga He mcnonb3yiite
MeH-UHLEKTOP, EC/IN HE YBEPEHbI B Er0 UCMPaBHOCTY.

He nbiTaliTecb CaMOCTOSTENIbHO YMHUTL NEH-UHLEKTOP. Bcnyyae HeMCnpaBHOCTM MM Gpaka 06paTuTech K pasaeny rapantus (CTp. 16).

MpaBunbHOE BBEJEHME NEKAPCTBEHHOTO CPEACTBA

Mepep Ka)K,D,OVI MHbeKLlMeIZ npoBeanTe NPOBEPKY B COOTBETCTBUM C Pa3fe/sioM Mposepka pa6oTocnoco6HoCT M u nocTynneHwns ukicynuna (CTp. 7)
NS NPefOTBpALLEHNS BBEAEHUS HEMPaBW/IbHOW A03bl M3-3a MPUCYTCTBUS BO3AyXa B KapTPUAKe UMW 3aCOPEHHON UMbl MMpy Heo6xoaMMOoCTY
3aMeHuUTe urny.

Mocne KKAol MHBEKLUMN NPOBEPbTE, HE BbITEKAET/IN MHCY/IMH U3 MEH-UHBLEKTOPA UM MecTa UHBEKLUMU. Beyyae BbITEKAHWS MHCYNMHA U3 MecTa
MHBEKLMM, NOATEKAHWS U3 UIbl UM KOPNYCa NeH-MHBEKTOPA HEMEZIEHHO COOBLLMTE NevallieMy Bpady, CefyiiTe yKasaH/WsIM OTHOCUTENIbHO BO3-
MOXHOFO BBEJJEHUS HEJ0CTAaTOUHON A03bl.

Ecnm Bol NpepBany BBeAeHME BbIGPAHHON [03bl UHCY/IMHA, CyYailHO OTMYCTMB MYCKOBYIO KHOMKY, MPOBEpbTE OCTaBLUYHOCS ANS BBEAEHMS
103y B UHAMKATOPHOM OKOLLKE JO3UPOBKU.

Mpn HenpegHamMepeHHOM BBEAEHWUU UHCY/IMHA HEMELIEHHO 06paTUTeCh K Bpady.

IMpu cnyuyaiiHoit TpaBMe WINOM C COMYTCTBYHOLMM BO3MOXHbLIM PUCKOM 3apaXKeHUsi HEMeANIEHHO 06PATUTECH K Bpauy.

A Bo3MOXHbIe M060uHbIE BO3AEACTBUA

Mpu Heco6NOAEHUM YKa3aHWii 3TOW MHCTPYKLMM CyLeaByeT PUCK HEMPaBWUIbHOMO NIEYEHMS, BbIGOPA HEMPaBW/IbHOM 403bl, PUCK UHGWLMPOBa-
HUS M 3apakeHNs ApyruX. Mpu BOSHUKHOBEHUM NHOGLIX COMHEHUI HEMEANEHHO 0BPaTUTECH K Bpauy.



Mn poTnBONOKasaHnA
MpOTMBONOKA3aHMAMI K CAMOCTOSITENIbHOMY WCTONb30BaHUIO NEH-MHBEKTOPA ABAAIOTCS:
m  BO3pacT MnagLe 6 neT
B ICUXMYECKME OTK/IOHEHUS
T HapyLUeHWe ABUraTenbHbIX U KOFHUTUBHBIX CMOCOGHOCTEN

Ytunusauusa
CobntofaiiTe Mepbl NPeAOCTOPOXHOCTY MPU YTUAU3ALMUM NEH-UHBEKTOPA.
Mepen ytunusauueidi PuHcalleH® | cnefyeT yAanuTh U3 NEH-MHbEKTOPA UCMONb3YEMYHO UMY W KapTPUK.
MeH-MHBEKTOP NOANEXUT YTUAN3aLMN B COOTBETCTBUM C HOPMaMI I0Ka/IbHOrO 3aKOHOAaTe/bCTBa.
PuHcalleH® | He coepXWT BpeAHbIX ANS OKPYXKatOLLeli cpefbl BELLECTB, MOITOMY ero MOXHO YTUNN3NPOBaTb COBMECTHO C GbITOBBIMW OTXOAaMM.
YTunusaums ncnonb3oBaHHbIX UM 1 KapTPUKel [O/MKHA NPOU3BOANTLCS B COOTBETCTBUM C PEKOMEHAALMAMU PaBOTHUKOB 3[PaBOOXPaHEHUs U CaHu-

TapHO-3NMAEeMNONOrM4eCKMMM HOPMaMU.

CooTBeTCTBME MeXAyHapoAHbIM CTaHOapTam
MeH-nHBEKTOP cO0TBETCTBYET TpeboBaHUAM [upekTuebl 93/42/EEC 1 ISO 11608-1.

lapaHTuA
[apaHTWa Ha NeH-MHBLEKTOP PuHcalleH® | pacnpoCcTpaHseTcs Ha BECb CPOK CAYXObl MPY YCNI0BUM UCMO/b30BaHUS B COOTBETCTBUM C VIHCTPYKLUMel no

1CMO/b30BAHUIO.
16 Cpok cnyx6bl NeH-nHbekTopa PuHcalleH® | cocTasnseT 3 roga.
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McronHeHre rapaHTUitHbIX 0653aTeNbCTB OrpaHUUMBAETCS 3aMEHOM MeH-UHLEKTOpa.

IMeH-uHbeKTOp PuHCaleH® | pa3paboTaH Ans WCMONb30BaHWA C KapTpumpkamum o6beMoM 3 M. TOUHOCTb [O3WMPOBAHUSA UHCYMHA U 6830MacHOCTb
CNONb30BaHUS MeH-UHBLEKTOPa 06ECMEUNBAIOTCS TOMBKO C AaHHBIMW KapTPULKaMU.

[apaHTUs He PacnpOCTPAHSIETCs Ha MOBPEXAEHMS, BO3HUKLLNE B pe3y/ibTaTe HenpasuibHOTO UM HEGPEXHOT0 UCMO/b30BaHMS, HEHAIeXaLLEero yxoaa
1 XpaHeHus, a TaKxke B C/lyyae UCMO/b30BaHMUS C HApYLUEHUsIMU VIHCTPYKLIW MO UCMONb30BaHMIO.

MpoussoauTenb
Ypsomed AG, Brunnmattstrasse 6, 3401 Burgdorf, LLBeiiapus
Vincomepg A, BpyHHMatTwTpacce 6, 3401 Bypraopd, LUseiiuapus

OpraHu3auusa, npuHuMarnLwas npeTeH3un
000 «"EPODAPM»,
Poccuiickas ®epepauns, 191144, CaHkT-MeTepbypr, JerTapHblil nepeynok, 4.11, nut. b
TenegoH: (812) 703-79-75 (MHOrokaHanbHsbIi), thakc: (812) 703-79-76
TenedoH ropsueit nnHun: 8-800-333-43-76 (3BOHOK Mo Pd GecnnaTHblif)

www.geropharfTi.com

©

[ata nocnefHero nepecmMoTpa WHCTpykummn: 16.03.2018 r.
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HOTAPUA/IbHOE 3ABEPEHWNE JOKYMEHTA

MapTuH Btopri, HOTapuyc, 3aperncTpupoBaHHblii B PeecTpe HOTapUycoB KaHTOHa BepH, ¢ odmcom B
. Kupx6epr (LLseiiLapus), HaCTOALWMM YLOCTOBEPSET, YTO:

komnanus Mncomen A (Ypsomed AG), 3apernctpupoBaHHast no agpecy CH-3400 bypraopd (LLseiiuapms),
npefocTaBiIa CEroaHs Ans HOTapUasbHOTO 3aBEPEHNS BhILLENPUBEAEHHbIN JOKYMEHT (Ha CeMHaALaTy
CTpaHnLax).

YO0CTOBEPEHO B HOTAapWaribHOIA KOHTOPe B I. Kupxbepr ABafLaTh LIECTOr0 MapTa ABe ThbiCSuM
BOCEMHaLATOrO rofa.

26.03.2018 Hotapuyc:
Inodnuchl
1MeyaTbl; MAPTWH BIOPIU * HOTAPWYC KAHTOHA BEPH * 069-2

1MevaTs1\ MAPTWH BIOPT * HOTAPUYC KAHTOHA BEPH * 069*2

-KoHel, nepeBoja LOKYMEHTa-

MepeBOf C aHIMIMIACKOrO fN3blka Ha PYCCKUWA $3blK BbINOMHEH MepeBogumkom ConomMeHHol HOnuei
CepreeBHoii. MNoagTBepXaro, YTO BbINOMHEHHbIA MHOV NepeBoj SBNSETCSH MPaBUIbHbIM, TOYHbIM W MOMHbIM.
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METEPBYPIT

Poccuitickas ®egepauns, CaHkT-IMNeTepbypr.

BocbMoro mas ABe TbiCAYM BOCEMHaALATOro roja.

A, Cokonosa [anuHa [1aBnoBHa, HOTapuyc HoTapuanbHoro okpyra CaHkT-lleTepbypr,
CBMAETENbCTBYIO MOA/IMHHOCTL NognucK nepeogumka ConomeHHon KOnun CepreesHbl.

Moagnuck caenaHa B MOEM NPUCYTCTBUM.
JInyHOCTb NOAMMCABLUETO LOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peectpe 3aNe -N<142~ ~*

B3bICKaHO rocyaapcTBeHHONM nownuHbl (No Tapudgy): 100 pybnei.
OcB06OX/eH OT NnaThbl 3a OKasaHWe yCnyr NpaBoBOro M TEXHUYECKOro xapakrepa

I.I'. CokonoBa

NToro B HacTosileM AOKYMeHTe:
35 (TpuauaTb NATb) MCTOB

HoTtapwnyc I".MN. Cokonosa
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