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«Annapart nopTtaTuBHbLIN A1 fie4eHUa paH oTpuyaTtesibHbiM gasneHnem RENASYS TOUCH,
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Clinician User Manual

"RENASYS TOUCH negative pressure wound therapy portable device,

with accessories"
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Pyccknit/ Russian Aurnuiicknit/ English

Cneayloume HauMeHoBaHus MU, ucnonb3oBawHbie no - Ty panHoro | The following MD names throughout this document are identical
ROKYMEHTa, SBNAIOTCA TOMAGCTBEHHBLIMW HAWMEHOBAHWIO meauumHexoro | to the name of the medical device *RENASYS TOUCH negative
nagenus <«AnnapaT NOPTATHBHLIA ANA NEYEHUA PaH  OTPUUATENBHEIM pressure wound therapy portable device, with accessories”™:

pasnedneM RENASYS TOUCH, € NnprHaaNexXHOCTAMU» ; 1. RENASYS TOUCH negative pressure wound therapy portable device.
1. Annapar NOPTATUBHLIA ANA NEeYeHWR paH OTPULIATENbHDLIM npasneHueM | - RENASYS TOUCH device.
RENASYS TOUCH: - MD («Medical device»/«Medical devices»).
- Annapat RENASYS TOUCH. - RENASYS TOUCH wound therapy device.
- MU («MeauumHckoe uzgennes/«MeguuvHckue usgenus»). - RENASYS TOUCH.
- Annapat ans neuenus pas RENASYS TOUCH. - Pump.
- RENASYS TOUCH.
- Momna. 2. RENASYS TOUCH Canister:
- RENASYS TOUCH device Canister.
2. Emxocts RENASYS TOUCH: - Canister.
- EmkocTe ans annapata RENASYS TOUCH.
- EMKOCTb. 3. RENASYS TOUCH Odor Filter:
- Filter.

3. OunbTp NPOTHMB 3anaxa:
- OUALTP. The names of medical device can be mentioned in the text in

abbreviated form for the convenience of perceiving information
HauMeHOBAHKUA MEAULMHCKOIO U3AENNA MoryT 6biTh YNOMAHYTHI B TEKCTe B
coKpaluerHoin dopme ans yaobcrea BOCTIPUATUA uHdopMaLmnm.
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1. HaMmMeHoOBaHMWE MW KOMNAEeKTaULNsA MegUUUHCKOTo usagenuma /
AnnapaT nopTaTUBHbLINK AN JfeyeHUss paH oTpuuaTesibHbIM

device, with accessories:
aBneHnem RENASYS TOUCH, c npnHagne>»xHoOCTAMMU: ’ . .
A N P A 1. RENASYS TOUCH negative pressure wound therapy portable device.
1. AnnapaT NOPTaTUBHbLIN ANA eYEeHUA paH OTPULATENbHbIM faBfleHUeM

RENASYS TOUCH negative pressure wound therapy portable

RENASYS TOUCH 2. Power supply.
3. Power cord.

? é,qanTeE) nvlgava 4. RENASYS TOUCH Carry bag (if necessary).

. CeTteBoil kabenb _
4. CymKa Ansi mepeHockn (Npu HeoGXOAUMOCTH). 5. RENASYS TOUCH Carry strap (if necessary).
5 PemeHb 419 nepeHOckn (NpU HEe0GXO4MMOCTM). 6. Clinician User Manual.
6. PYKOBOACTBO MO KNMHWYECKOMY NMPUMEHEHUIO. i

Accessories:

MpuUHaANexXHoC RENASYS TOUCH Canister 300ml, with solidifier.

NHaONEXHOCTU:

RENASYS TOUCH Canister 300ml, without solidifier.
RENASYS TOUCH Canister 800ml, with solidifier.
RENAYS TOUCH O-ring.

RENASYS TOUCH Odor filter.

RENASYS TOUCH Transport case.

1. EmkocTe RENASYS TOUCH 300MA, C oTBEpAMUTENEM.
2. EmkocTb RENASYS TOUCH 300mn, 6e3 oTBepguTens.
3. EmkocTb RENASYS TOUCH 800Mmn, c oTBEPAUTENEM.
4. YnnotHuTenbHoe Konbuo (20 wrt./yn.).

5. ®unbTp npoTme 3anaxa (20 wT./yn.).

6

oms wnp

MpounsBoauTenb n paspabotumk / Manufacturer and developer
Cmut 3Hg Hedbo Mepgukan Ath./ Smith & Nephew Medical Limited
101 Hessle Road, Hull, HU3 2BN, United Kingdom (CoeguMHeHHOe Kopo/ieBCTBO)

YNO/MTHOMOYEHHbI NpeacTtaBuTenib NnpousBoanTensa B Poccum / Authorized representative in Russian federation

000 «Cmut aHg, Hedgbto» / "Smith and Nephew LLC wuw | ,0M i/Ru<;4ia 105120 Moscow SyromXIatnichesky 2nd lane, 1,
Poccusa, 105120, MockBa, 2-0if CbipoMATHUYECKUiA nepeynok, gom 1, at. 9, nom.1, Kom. 1/ Russia, 1UbI2U,
floor 9, prem 1, room 1
Ten / Tel: +7 (495) 755-55-03
Y 0f0.9TXb noMMeHeHUA M NOoTeHUManbHble nonb3oBatene, f Intended use, scope and potential users
Hasn ~ T n n o n H 0 Inténded W&
asHadexune RENASYS TOUCH negative pressure wound therapy portable device with

AnnapaT nopTaTUBHbLIA AN Ne4YeHUs paH OoTpuuLaTenbHbIM AaBNeHUEeM R . )
accessories is intended for Negative Pressure Wound Therapy via removal
RENASYS TOUCH, c npuvHagnexXHoCTAMWN npefHasHavyeH A4 IeYeHna paH . . . i . .
of fluids, including irrigation and body fluids, wound exudates and

OTPULATENbHLIM [aBNEHWEM MOCPEACTBOM YAaNeHWs XWUAKOCTeld, B ToM . _
YMCAE MPPUTaLMOHHbIX M GUONOFMYECKMX, PaHEBOro akccyaata, a Takke Infectious materials.

BO30yAuTeNel MHdeKunm. Scope and potential users

O6nacTb NPUMEHEHUSA U NOTeHUMaNbHble NOMIb30BaTENN . . .
6 P o 4 ° RENASYS TOUCH negative pressure wound therapy portable device with

AnnapaTt nopTaTUBHLIA A8 NeYeHusa paH oTpuuaTteflbHbIM [AaB/eHUem . is intended for use in acute care settings and other

RENASYS TOUCH, C accessories is in g

NPUHaANEXHOCTAMMN npefHasHayeH ans : . .
o professional healthcare environments where product use is conducted by
MCNONb30BaHWA B OTAENEHUAX HEOT/OXHOW noMowm U1 APYyrux . . .
or under the supervision of a qualified healthcare professional.
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NPOHECCUOHANLHLIX MEAWLNUHCKUX YUPEKACHWUAX KBanPHUNPOBAHHLIM
MEAULUMHCKUM NEPCOHANOM MNK NOA ero HabnloaeHvem.

reactions

4. IToKasanns 1 NPOTHBONOKAZANNR, BOSMONCHNIE HOXENATENIbHbIS RBACHNR / Indications and contraindications, possible adverse

Annapar NOPTATUBHLIH ANA NEYEHHS PaH OTPULATENbHBIM AABNEHUEH
RENASYS TOUCH, ¢ NpUHAANEXHOCTAMW MOKA3aH NauWeHTaM, KOTOpbiM
WUCNONbL3OBaHKE ACNUPaLINOHHOTO annapara (neuenne paH
OTPMUATENbHLIM AABNACHUEM) MOXET NPMHECTU NOoNbL3Y, NOCKONbLKY OH
MOXET CNOCOBCTBOBATD 3AXMBACHUIO PaH 33 CUET YAINEHUA XHAKOCTEH, B
TOM uYMCNE WPPUraLMOHHBIX U GUONOMMUECKUX, PAHEBBIX IKCCYAATOB U
so3byaurenei ungexumn.

NoaxoaswMe TUNIbl paH BKNIOYAKT!

¢ XpOHNYECKNE PaHbl,

o OCTpble paHbl.

» TpaBMaTUYECKNE paHbl.

¢ MoOAOCTPLIE U PAaHbI C PACXOASWNMWACH KDaAMK.

¢ fi3ebt {HaNpuUMep, NPONEXHEBbIE NAK anabeTnueckne).

o OXOrM BTOPO# CTEneHn.

¢ KOXHbi€ NOCKYTHI.

+ KoXHubie TpaHcnnaHTarsl.

MpoTHBONOKA3ANKAL

UCnoNb3oBaHWe  annapata MOPTaTUBHOMO AN NEYEHWA  paH
oTpuuaTenbHbiM gasneHweM RENASYS TOUCH npoTHEONOKasaHo Npw
HanNUuKK:

o HeneyeHHOro ocreoMuenuTa.

o OTKPBITLIX apTepHi, BEH, OPraHos WAU HEPBOB.

o HekpoTHUECKOHN TKaHWU CO CTPYNOM.

e 3n0KavecTBeHHuIX HOBOOOpa3oBaHWiA B paHe (32 MCKIOYEHWEM
NanNMaTMBHOrO YXO0Aa ANA YAYULIERNA KaUECTBA XU3HU).

» BHEKMIIEURBIX U HEU3YUEHHBIX CBULLeNA.

¢ OTKPBLITEIX MECT aHACTOMO3a.

BO3MONCHLIE H@KENATENLHDIC ABAGHUA

YCUNEHHOE KPOBOTEHMEHWE NPEACTABNART CEePbEeIHLIA PHCK, CBA3AHHBIA C
NPUMEHEHNEM OTPULIATENLHOMO AABAEHWA B NEUEHUN PaH, YTO MOXeT
NPUBECTU K CEPbe3HLIM TPABMaM, NPEACTABNAIOWMM BOIMOXKHYIO YrPo3y

| gns %m3HW, HO 06paTuMbin. Heobxoaum  TWaTeNbHbii OT6OP NAUWEHTOB C

RENASYS TOUCH negative pressure wound therapy portable device with
accessories is indicated for patients who would benefit from a suction
pump (Negative Pressure Wound Therapy), as it may promote wound
healing via removal of fluids, including irrigation and body fluids, wound
exudates and infectious materials.

Appropriate wound types inciude:

« Chronic.

e Acute.

» Traumatic.

« Sub-Acute and dehisced wounds.

» Ulcers (such as pressure or diabetic).

o Partial-thickness burns.

« Flaps.

o Grafts.

Contraindications

Use of RENASYS TOUCH is contraindicated in the presence of:

¢ Untreated osteomyelitis.

o Exposed arteries, velns, organs or nerves.

¢ Necrotic tissue with eschar present.

 Malignancy in wound (with exception of palliative care to enhance
quality of life).

« Non-enteric and unexplored fistulas.

» Exposed anastomotic sites.

Possible adverse reactions

Excessive bleeding is a serious risk associated with the application of
suction to wounds which may result in serious injury, possibiy life
threatening, but reversible, Careful patient selection, in view of the above
stated contraindications, warnings and precautions is essential. Carefully
monitor patients for signs of bieeding, which may lead to interruption in
therapy and hemodynamic instability. If such symptoms are observed,
immediately discontinue therapy, take appropriate measures to control
bleeding, and contact treating clinician.
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yuyeTOM BbllieyKa3aHHbIX NPOTUBOMOKAa3aHUii, a Takxke npeaynpexaeHui
M Mep MNpefoOCTOPOXHOCTU. Heobxogumo BHMUMaTENbHO Hab6AwAaTb 3a
nayMeHTamy Ha HaaMuyue npPU3HAKOB KPOBOTEYEHUS, KOTOpPOEe MOXEeT
NPVWBECTU K NPepPbIBAHWIO TEPANUN U FTEMOAUHAMUYECKON HECTAGUTBHOCTM.
Ecnu HabnogaloTca Takue CUMNTOMbI, HEMEAEHHO MpeKpaTuTe Tepanuio,

npuMmmuTe cCcooTBeTCTBYyKOLWMNE Mepbl  AnAa OCTaHOBKMU KpoBOTeYeHunA n
n#=ynaxmTork w MPusA111Mmy BOayV/.
C NNbl WUHB N

AnnapaT MOpPTaTUBHbLIA ANAA Ne4YeHUs paH oTpuuaTesibHbIM faBleHUEM
RENASYS TOUCH 3To BakKyyMHblIi Hacoc (acnupauuMoHHOe wusgenwue),
npegHasHa4YeHHbIl 4N Ne4yeHUa paH oTpuuaTenbHbiM gasneHunem (JIPOL).
N3penue co3paeT oTpuuaTtenbHoe AaBneHune B 06/1acTh paHbl B pe3yfbTaTe
yero NPOMCXOAUT yAaneHue sKccypaTa M3 paHbl B 04HOPa30BYO EMKOCTb,
YTO MOXeT Ccnocob6CTBOBaTb 3aXXMWBJ/IEHWUIO paHbl  NYTEM yaaneHus
MHTepCcTMUManbHOW >XWAKOCTM, paHeBOro 3akccygata w Bo3byauTenei
nHpeKLun.

MN3onupoBaHHas BfaxHasa cpefa Hag paHoi co34aéTcsd C NOMOWbH
HanoXeHna Ha o06n1acTb paHbl CTepuabHOlW NOBA3KM  (OTAENbHOe
MeguUMHCKOe n3genne) N CoOefUHEHUA TepMeTUYHO 3aKpbiTOW MNOA0CTM

6. BO3MOXHOCTb U METOAbl nHTerpauum c APpYyruMm MEAULMNHCKUMN n3genmamm /

N3penve npefHasHayeHo AN WCNOJMb30BaHUA C pas3fiMyHbIMW Habopamu
ana  paH (oTheflbHble MeAWUWHCKWe wunsgennsa) ppna obecrnevyeHuns
NOCTOAHHOIO WUAW NPEepPbIBUCTONO JIOKA/IbHOITO0 OTPULUATENIbHOIO AaB/ieHUs
B 06nacTu paHbl B LUENAX ee 3aXWsBneHusa. lK3genve CcoOBMeCcTUMO C
CYWecTBYIOLWMMN Ha PbIHKE W 3aperucTpMpoBaHHbIMW B YCTAHOBIEHHOM
nopsagke MeguUUHCKUMWU un3gennsamm «Habopbl ApeHaXHble K cuctemam
RENASYS aons ne4yeHunsa paH oTpuyaTenbHbIM AaBneHuem, ¢
npuHagnexHoctamu», npoussogcrtea Smith & Nephew Medical Ltd.,
CoeguHéHHoe koponescTBOo (PeructpauynoHHoe ypoctoBepeHue Ne dC3

O/not-)5 17n7 M1 Tnanno nr» TOKTTV - JINPH3XHble Ha60ObI).

17 ~E€rnnn7atTavMmm. XO3HEHUA U TPOHCMOPTUPOBKH /

Bo Bpems akcnnyatauuun usgenune He yaepxuBaeTcs B pykax

Annapat RENASYS TOUCH cnepgyeT TpaHcnopTupoBaTb, XpaHUTb W
skcnnayatnpoBaTb npu Temnepatype ot 5 ° C go 40 ® C (o1 41 ° F oo 104
® F) gna ontumanbHOW paboTbl 6atapen, HO €ro MOXHO XpaHWUTb nNpwu

TemnepaTtype oT -25 ° C go 70 ° C (o1 -13 ° F go 158 ° F) B TeyeHue_

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Operation, storage and transporting conditions

neniir-tnua M(»annmmHckoro mancnusa / Pnnclple of operation

RENASYS TOUCH Negative Pressure Wound Therapy portable device is a
vacuum pump (aspiration device) intended for Negative Pressure Wound
Therapy (NPWT). The device provides a negative pressure in a closed
environment over a wound to drain exudates from the wound site to a
disposable canister, which may promote wound healing via removal of
irrigation and body fluids, wound exudates and infectious materials.

The closed environment over the wound is created by applying a sterile
wound dressing (separate medical device) to the wound site and
connecting the sealed wound to the device.

The possibility and ~ays ofintegrating iv,tn otner

The device is designed for use with different wound Kkits (separate meoicai
devices) to ensure continuous or intermittent local negative pressure at
the wound site in order to heal it. The device is compatible with present
on the market and registered in due order medical devices «Ha6opbl
ApeHaxHble K cuctemam RENASYS fansa neyeHua paH oTpuuaTeNnbHbIM
JaBneHnem, C nNpuHagnexHoctamm» (registration certificate Ne ®C3
2010/08223 dated 17.07.2017) manufactured by Smith & Nephew
Medical Ltd., United Kingdom (hereinafter - drain kits).

During operation, the device is not heid in hands

The RENASYS TOUCH should be transported, stored and operated
between 5°C and 40*'C (41°F to 104°F) for optimal battery performance,
but can be stored between -25°C and 70°C (-13°F to 158°F) for short



KOPOTKUX MNPOMEXYTKOB BpPEMEHMU.

pa3pagka 6artapen.

XpaHeHus:

e OTHOCUTEeNbHasA BNaXHocTb Bo3ayxa: oT 15% po 93%

e ATmMocthepHoe gaBneHne ot 700 mbap go 1060 mbap.

Mepes XxXpaHeHWEM pekKoOMeHAyeTCHA 3apsaguTb usgenue.

XpaHuTtca 6onee 6 wMmecaues, OGarTapeto cnegyet

MCMnonb30BaHUEM.

Ecnn annapaT noka3biBaeT, 4To 6aTtapea MpofosikKaeT 3apsaxaTbCAa nocne

6onee 4yem 8 4YacoB HenpepbIBHOW 3apsagku, obpatutecb K CBOeEMY

anctpubbtoTopy Smith & Nephew mam ynonHOMOYEHHOMY MOCTaBLMKY.

e Bpemsa, Heob6xoaumoe ANA nporpesa annapata oOT TemnepaTypbl

XpaHeHuns -25 ° C go TOro, Kak MOXXHoO 6yaeT nmcnonb3oBaTb annapart - 54

MWUHYTbI npu 20 ° C

e Bpemsa, Heobxogummoe ANA OXNaxXAeHUs annapata OT TemnepaTypbl

XxpaHeHusa 70 °© C oo TOoro, Kak MOXHO 6yaeT nmcnonb3oBaTb annapart - 42

MUHYTbI npu 20 ° C.

BHumaHue: Ecnu annapart XxpaHuica npu TemnepaType HWKe TOYKM

3aMmep3aHuda, nepej wUcNnonb3oBaHWMeM ero HeobxoAuMMo [oBecTU [0
-ramnonsa-rvnM  uMHAUP annanaTt MOXeT 6biTb MOBPeXAeH.

Mpn XpaHeHUn
JononHntenbHble YyC/0BUA

MOXeT MpPOoM30iATH
TPAHCMOPTUPOBKU 1

Ecnn annapart
3apagnTe  nepeg

a Ta->ruiAUf r-uuf> y™anaécrnanctmkn msgenma / Device s p e ¢ ifica tio n s

01

YpoBHW HenpepbiBHOW Tepanuu / Continuous Therapy Levels

YpoBHU npepbiBUCTOl Tepanuu / Intermittent Therapy Levels

npOp,Oﬂ)KI/ITe]'IbHOCTb
Therapy Cycle Times
CurHanbl TpeBoru / Alarms
O6uymne (Bce curHaneo Tpesoru/ / \seneren (<#Haiaim aj

UMKNOB npepbiBUCTON Tepanun/ Intermittent

YpoBeHb 3ByKa / Auditory Sound Level
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NAWENSA TeEXHMYeCcKne xapaktepucitukm / Generals p e cifica tion s

periods of time. Some battery discharge may occur in storage. Additional
transport and storage conditions are as follows:
e Relative Humidity 15% to 93% RH.
e Atmospheric Pressure 700mbarto 1,060mbar.
It is recommended that the unit is charged before storing.
If the RENASYS TOUCH is stored for longer than 6 months, battery should
be charged before use.
If the RENASYS TOUCH indicates that battery Is still charging after more
than 8 hours of continuous charge, contact your Smith & Nephew
distributor or authorized provider.

Time required for RENASYS TOUCH to warm from -25°C storage
temperature until pump can be used - 54 minutes at 20°C.
e Time required for RENASYS TOUCH to cool from 70°C storage
temperature until RENASYS TOUCH can be used - 42 minutes at 20°C.
Caution: If the RENASYS TOUCH has been stored at temperatures below
freezing, it must be brought to room temperature prior to use or the pump
may be damaged.

25, 40, 50, 60, 70, 80, 90, 100, 120, 140,
mmHq

Boicokunii / High; 25, 40, 50, 60, 70, 80, 90, 100, izo,
200 mMm.pT.cT. / mmHg

Husknii / Low: 0, 25, 40, 50, 60, 70, 80, 90, 100, 120, 140, 160,
MM.pT.cT. / mmHq

ibU, lau, zuu MM.pi.ci /

14U, ibO, 180,

180

Boicoknii ypoBeHb/ High; 3, 5, 8, 10 mnHyT / minutes
Hu3knin yposeHb/ Low: 2, 3, 5, 8 10 MuHyT / minutes

Hwnskunii / Low

Hwn3kuii / Low: 60 gb / 60 dB,
CpegHuin / Medium: 68 gb / 68 dB,
Boicokuii / High; 74 ab (1 meTp oT annapata) / 74 dB (1

pump)

meter from




LUseT nHaunkaropa / Indicator Color

3apepXKn curHanose tpesorn / Overailalarm detays™
N36bITOYHOE oTpuLaTensHoe gasneHune / Over vacuum
BbicOKNiA ypoBeHb oTpuuaTenbHoro gasnenuns / High vacuum
HenpepbiBHbI pexum / Continuous Mode

MpepbiBUCTLIN pexum / Intermittent Mode

Hun3kuii ypoBeHb oTpuuaTtenbHoro gasneHmsa / Low vacuuni
YTeuka (HapyweHue repmetuyHocTun) / Leak

3akynopka / Blockage

EmkocTb 3anonHeHa / Canister fuil

Hu3knin 3apsag 6atapen / Low battery

KpuTnuyeckunin ypoBeHb 3apsaga 6atapen / Criticai battery
HeucnpaBHocTb 6aTapen/ Battery failed
OTcyTtcTBMe akTuBHocTM / Inactive
ExxerogHoe TexHunuyeckoe obcnyxusaHume / Annual maintenance
C6oi1i paboTbl annapata / Pump failed

TpeboBaHMAa K nutaHntw/Power requirements

BxogHoe HanpsxeHue / Input voltage

BxogHaa mouwHocTb / Input power

CeTeBoi apganTtep / Mains Adapter

MakcuManbHO pJonycTuMOe BpeMs YCTaHOBAeHUMA pabouyero pexuma,
ncumcnsaemoe ¢ MOMEHTa BKAKYEHMA WnauM 3anycka wmsgenuna / Maximum
permissible time for establishing the operating mode, calculated from the
moment of switching on or starting the product

dunsumyeckme ceoiictea / Physical features

Pasmepbl / Dimensions

Macca / Weight

ypoBeHb 3BykKa / Sound Level
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XXenTtbih / Yellow
MeHee 5 cekyHpa / Less than 5 seconds

180 cekyHp / 180 seconds
60 cekyHp / 60 seconds
60 cekyHp / 60 seconds
45 cekyHpg / 45 seconds
120 cekyHp / 120 seconds
45 cekyHp / 45 seconds
HemepgneHHo / Immediate
HemepnneHHo / Immediate
30 cekyHp / 30 seconds

Cpasy nocne BknwyeHus / Immediately following startup sequence
30 cekyHp / 30 seconds

19.5 B noctosHHOro Toka / 19.5 VDC

50 Bt/ 50 W

Smith & Nephew REF 66801286

BxogHoi ToK / Input; 100-240 B nepemeHHoOro toka, 50/60 Iy, 10-35 BA
/ 100-240VAC, 50/60HZ, 10-35VA

BeixogHon Tok / Output; 19,5 B NOCTOAHHOroO TOKa,
19.5VDC, 2.6A, 50W

MpepoxpaHutenn / Fuses; BHYTPEHHWIN 3/M1€KTPOHHLI NpeaoxpaHuTensb,
He noanexuTt 3ameHe nonb3osatenem / internal electronic fuse, not user
changeable

60 cekyHp / 60 seconds

2,6 A, 50 Bt /

180 x 190 x 76 mm (7 proiimos W x 7,5 pgoinmos B x 3 ptoinma TN c
eMKOoCTbo o6bemom 300 mn / 80 x 190 x 76 mm (7 W x 7.5 Hx 3 D)
with 300mI canister

1,1 kr (2,4 pyHTa) C emkocTbio o6bemom 300 mn / 1.1 kg (2.4 Ibs) with
300ml canister




HopmanbHas pa6oTta / Normal Operations

BaTtapes / Batterv
Bpemsa pab6oThl / Operating Time

r

Bpemsa 3apsagkm / Charging time

CooTBeTtcTBMe / Compliance
3awwuTa / Safety Protection
3auwmnTa ot nopaxeHua Tokom / Protection Against Electric Shock

Apliald 11clICMICL / rouciil ri i
CTeneHb 3awWwmnTbl M3genna oT NPOHWKHOBEHMA BoAbl U nbinu/ Protection

CteneHb 3awWuTbl ajgantepa NUTaHWA OT MPOHWKHOBEHWA BOAbl W nblnu/
Power adaoter protection rate against water and dust penetration
CooTtBeTcTBUE / Compliance

1be3 curHanoB: <43.7 gb / No alarms. <43.ZdB

 YCTPOWCTBO C BHYTPEHHUM

10-16 vacos (Tepanusa) npu paboTte oT 25 go 120 mm pT.cT. / 10-16
hours (therapy) when operating from 25mmHg to 120 mmHg

8 yacoB (Tepanufa) npu pa6ote npm 200 mm pT.cT. / 8 hours (therapy)
at 200mmHa
NuTtunit-noHHana / Lithium ion
14.8B/14.8 V
2.6 AU/ 2.6. A-hr
< 3 yaca, Korga YycTpolicTBO He paboTaeT, aBTOMaTM4YeCKU
KOHTpO/NIMpyeTCcA BCTPOEHHbIM perynatopom 3apaga / < 3 hours when
dpvirp not ooerating, automatically controlled by built in charge control
UL 2054/ 1EC 62133

NMMTaHWEM; BHEWHUA WUCTOYHUK MUTAHUSA.
Knacc Il. / Device internally powered; external power supply. Class II.
Tun BE / Type BF
IP34

1P22

CeptudununposaHo B coorBetctBumn / Certified to: CSA STD C22.2 Ne 60601-1

(rTuw

i
MaKcumanbHah leMiedaiyMo
CeHcopHbIn nuK-3KpaH / X' luuciiav-iccii
UMwuaa rTnnnHsa Bnunii Bkln\/rkHoro oteepctusa / Underside near exhaust
DVui/44 i/-ncinnpHMg/Attarhment knobs
nLiriv//-i/-uno MTOOMITMP rvMKM J1/1d neoeHockn/Carry case exhaust

IEC ST

1CooTtBeTcTBYyeT / Conforms to: IEC STD 60601-1, IEC STD 60601-1-2

(or{\/ﬂ Mavimiim Hpvirp temoerature f°C»

CootBetctByeT / Conforms to: ANSI / AAMI STD ES60601-1

D 60601-1-6, IEC STD 60601-1-8, IEC STD 60601-1-11

54.5
51.2
43.1
41.6

o %X ‘Naanrrnannarnytuas coemectumocTts / EfcctroiTiBonGtic com

faHHoe o6opypoBaHue 66110 NpPOTecTUPOBAHO " NpU3HaHo
COOTBETCTBYHOLU/MM OTPaHUUEHUSAM AN MEAULUHCKUX YCTPOWCTB COrNacHo
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pstibiuty”™ -
This equipment has been tested and found to comply with the limits ror
medical devices to IEC 60601-1-2. These limits and test levels are




IEC 60601-1-2. 2TK npeaenbl M YPOBHU MUCObITaAHW NpefHa3Ha4vyeHbl ANS
obecneyveHuns COOTBETCTBYyHOL,EN 6e3onacHocTn B OTHOLLEHMUMN
3N1eKTPOMAarHMTHbIX MOMEeX MpPWM UCNONb30BaHWM annapata B TUMNWUYHON
MeaULUHCKON cpege.

[JaHHoe o6opygoBaHue reHepupyeT, WUCNOMAb3yeT U MOXET u3nydaTtb
pagmoyacToTHY 3HEpPruio 1, ec/in OHO YCTaHOBJ/IEHO W UCMNONb3YeTCcsa He
B COOTBETCTBUU C MHCTPYKUMAMU, MOXET co3faBaTb BpeHble NOMexXn Ans
ApYyrnx ycTpoicTB, Haxoasawmxcsa no6amsoctn. OgHaKo HeT rapaHTum, 4To
nomMexu He BO3HUKHYT B onpefefieHHOM ciy4yae.
PykoBoactBo U pgeknapauma npowmssoauTend
A1IeKTPOMarHNTHbIM nomMmexam

AnnaparT npefHa3HayeH ANA UCMNONb30BaHWUA B 3/IEKTPOMArHUTHOW cpege,
yKa3aHHOW Huxe. T[llokynaTenb uWAM NoONb30BaTesb annaparta [LOJIXKEH
ybeaunTbCcA, UTO U3genve ncnonb3lyeTcs B Takolh cpege.

- YyCTOAUYMBOCTb K

PykoBoACcTBO M geKsiapauunsa U3rotToBmTens - NOMexXoyCcTOWUYnNBOCTh.
PykoBoACcTBO M geknapauunsi U3rotoeuTesnis - MOMeXoycToOM4YnBOCTb

Annapat RENASYS TOUCH npegHa3HayeH NS MPUMEHEHWUA B 3/1eKTPOMArHUTHOM
cpepne, onpefeneHHoW Hwke. MokynaTenio WAW nofb3oBaTesnlo annapara cnegyet
obecneynTb €ro NPpUMeHeHNe B YKa3aHHON afneKTpoMarHnuTHon cpea”™

intended to provide reasonable safety with
disturbances when the RENASYS TOUCH
installation.

This equipment generates, uses and can radiate radio frequency energy
and, if not installed and used in accordance with the instructions, may
cause harmful interference to other devices in the vicinity. However, there
is no guarantee that interference will not occur in a particular installation.

regard to electromagnetic
is used in a typical medical

Guidance and manufacturer's declaration - electromagnetic
immunity
The RENASYS TOUCH is intended for use in the electromagnetic

environment specified below. The customer or the user of the pump
should assure that it is used in such an environment.

Guidance and Manufacturer's

Declaration - Electromagnetic

niiiriance and Manufacturer's Declaration - Electromagnetic Immunity
The RENASYS TOUCH device is intended for use in the electromagnetic

environment specified below. The customer or user of the RENASYS
TN11rH device should assure that it is used in such an environment.

McnbiTanne WcnbiTaten YpoOBeHb dnekTpomarHuTHas cpefa
Ha bH bl I COOTBETCTBMUA o6bume ykazaHus
noMexoycTo YPOBEHb
MunBoCTb no M3K

60601
dnekTpocTtatu 8 kB +2 kB, +4 kB, Mokl BOJKHBI 6bITb
yeckune KOHTaKT +6 kB, +8 kB fepeBAHHbIMU, GETOHHBIMU UK
paspsgbl +2kB, KOHTaKT KepaMuyecknmu. Ecnun nonsl
(3CP)no +4KB, +2 KB, +4 KB, CMHTeTMYeckne, OTHOCUTeNbHas
M3K 61000- +8kKB, +6 kB, +8 kB BNaXHOCTb AO0/IXHA 6blTb  He
4-2 +15kB BO3AYX meHee 30%.

BO3AYyX +15KkB BO3AYyX
HaHOCEeKYHAH =+ 2 KB +0.5 kB, +1 kB, KayecTBo 3/1eKTPONMTaHs
ble Ana nuunia +2 kB, 4 kB O0/1KHO COOTBETCTBOBaTb
UMNYNbCHbIE anekTpocHa [AnA NuHWi TUNNYHbIM KOMMEPYECKUM,
noMexu no 6XeHns anekTpocHabxe AOMalHUM  MEOULMHCKUM  UN
M3K 61000- yacTtoTa HNA 6ONbHNYHbBIM YyCNnoBusAM.
4-4 noBTOpeHMs 4acTtoTa

100 kly, nostopeHua 100

Ky,
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Immunity Test IEC 60601 Compliance Elec_tromagnetic
Test Level Level Environment -
Guidance
Electrostatic +8 kV +2 kV, *4 Floors should be wood,
discharge contact kV, 6 kV, concrete or ceramic
(ESD) +2kV, +4kV, +8 kV tile. If floors are
IEC 61000-4-2 *8kV, £15kV contact +2 synthetic, the relative
air kV, 4 kv, humidity should be at
+6 kV, =8 least 30%.
kV air £15kV
air
Electrical fast +2 kV For +0.5 kV, =1 Mains power quality
transient/burst power supply kV, £2 kV, should be that of a
IEC 61000-4-4 lines 100 +4 kV For typical commercial,
KHz power supply home healthcare or
Repetition lines 100 kHz hospital environment.
frequency repetition
frequency



MUWKPOCEKYHS,
Hble
UMNY/bCHblE
nomexmu
60bLlWO
aHeprun no
M3K 61000-
4-5

MapgeHnsa
HanpsXxeHus,
KpaTKoBpeme
WHblE
npepbiBaHnA
N N3MEHEHUSA
Hanps>XeHns
BO BXO[HbIX
NNHNAX
3neKTponuTa
HMA no M3K
61000-4-11

+ 0,5 kKB, =
1 kB mexnay
hasamu

+ 0,5 KB, *
1kB, £2
kB thasa-
3emMns

Mpwn 0°,
45°, 90°,
135°, 180°,
225°,

270° n 315°
haszax

0% Ut
(100%
nageHve B
Ut) ansa 0.5
cycle

Mpu 00
oTAeNbHO’
hase

0% Ut
(100%
najgeHve B
Ut) ana 1
umkna

70% Ut
(30%
nageHve B
Ut) ans
25/30
LMKNOB

5% Ut
(100%
najgeHve B
Ut) ansa 5
CeKyHpa

0% Ut
(100%
nageHve B
Ut) ana 250
LUKIOB

+0.5 kB, £1 KB,
+2 kKB, 4 kB
Mexay aszamu
+0.5 kB, *1 KB,
+2 kB haza-
3emMns

Mpu 0°, 45°,
90°, 135°,
180°, 225°,
270° un 315°
hazax

0% Ut (100%
nageHne B Ut)
aona 0.5 umknos
Mpn 00, 1800
hasax

5% Ut (100%
nageHve B Ut)
aona 0.5 umnknos
40% Ut (60%
nageHune B Ut)
aonsa 5 unknos
Mpwn 00
oTAEenbHON ¢hase
70% Ut (30%
nageHne B Ut)
ana 25/30
LUKNOB

0% Ut (100%
nageHuve B Ut)
onsa 5 cekyHp
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KauvectBo ANeKTponutTaHna
OONXKHO COOTBETCTBOBAThb
TUNMNYHBIM KOMMep4YecKum,
AOMaAlWHNM MeaULUNHCKUM nnn

60/TbHUYHbIM ycnoBuam.

KauecTBO
LO/MKHO
TUMNNYHbIM
AOMaWHNM

3N1eKTpONUTaHMNSA
COOTBETCTBOBATH
KOMMepUYecKum,
MeLULUNHCKUM  Uan
60N1bHUYHBIM  ycnoBuaMm. Ecnun
nonbL3oBaTento annapara
TpebyeTcss NMpoAo/MKeHne paboTol
BO Bpems nepe6oes B
3N1eKTPOCHa6XeHNN
pekoMeHpyeTcs
annapara oT
6ecnepeboiiHoro
akKymynsiTopa.

nnTaHne
NCTOYHUKaA
nnTaHma nnn

Surge
IEC 61000-4-5

Voltage dips,
short
interruptions
and voltage
variations on
power supply
input lines
IEC 61000-4-
11

Power
frequency
(50/60 Hz)
magnetic field
IEC 61000-4-8

+0.5 kv, *1
kV Line-to-
line £0.5 kV,
+1 kV, *2
kV Line-to-
ground

At 0°, 45°,
90°, 135°,
180°, 2257,
270° and
315° phases
0% Ut
(100% dip in
Ut) for 0.5
cycle At 00
single phase
0% Ut
(100% dip in
Ut) for 1
cycle 70% Ut
(30% dip in
Ut) for 25/30
cycles 5% Ut
(100% dip in
Ut) for 5
seconds 0%
Ut (100% dip
in Ut) for
250 cycles
0% Ut
(100% dip in
Ut) for 300
cycles

30 A/m 50 or
60 Hz

+0.5 kV, *1
kV, £2 kV,
+4 kV Line-
to-line

+0.5 kV, *1
kV, £2 kV
Line-to-
ground____
At0°, 45°,
90°, 135°,
180°, 225°,
270° and
315° phases
0% Ut
(100% dip in
Ut) for 0.5
cycle At 00,
1800 phase
5% Ut
(100% dip in
ut) for 0.5
cycle 40% Ut
(60% dip in
Ut) for 5
cycles At 00
single phase
70% Ut
(30% dip in
ut) for 25/30
cycles 0% Ut
(100% dip in
Ut) for 5
seconds

100 A/m 50
or 60 Hz 150
A/m 50 or 60
Hz 200 A/m
50 or 60 Hz
400 A/m 50
or 60 Hz

Mains power quality
should be that of a
typical commercial,
home healthcare or

hospital environment.

Mains power quality
should be that of a
typical commercial,
home healthcare or
hospital environment.
If the user of the
RENASYS TOUCH
requires continued
operation during
power mains
interruptions, it is
recommended that the
RENASYS TOUCH be
powered from an
uninterruptible power
supply or battery

Power frequency
magnetic fields should
be at levels
characteristic of a

typical location in a
typical commercial or
hospital environment

Note; Ut is the a.c. mains voltage prior to application of the test leve

10



0% Ut

(100%

nageHve B

Ut) ana 300

LUKIOB
MarHuTHoe 30 A/Mm 100 A/m 50 vnn MarHuTHble NONA NMPOMbILTEHHON
none 50 unu 60 60 Iy, 4yacToTbl  [OJIXKHbI 6bITb Ha
NPOMbIWAEHH Ty, 150 A/m 50 nnn  YPOBHAX, XapaKTepHbIX .ﬂ.ﬂil
ol 60 Iy TUNUYHOTO MecTa B TUMWUYHOI
4acToThl 200 A/M 50 unu  KOMMeEpYecKoW wuam 60NbHUYHOWN
(50/60 T'y) 60 Iy cpege.
no MaK 400 A/m 50 unan
61000-4-8 60 Iy

MpumeyvaHne - Ut - 3TO HanpsAXeHUe NepeMeHHOro Toka B CeTW A0 NPUMEHeHUs
NCNbITaTe/IbHOIo ypoBHA

PykKoBOACTBO U AeK/napayuuns U3roToBUTesIs - MOMEX0oyCcToMUuMBOCTb

AnnapaT RENASYS TOUCH npegHa3Ha4yeH N5 NPUMEHEHUNA B 3/IEKTPOMArHUTHOM
cpepe, onpegeneHHol Huxe. MNokynaTent UM Nonb3oBaTeNnto annapaTa cnegyer
o6ecneynTb €ro NPMMeHeHNe B yKa3aHHOW 31eKTPOMarHMTHON cpege”

WcnbliTaHne Ha
nomexoyctomnumu
BOCTb
KOHAYKTUBHbIE
nomMexwu,
HaBefeHHble
pagno4vYacTtoTHb
MU
3/1eKTpoOMarHnT
HbIMW MONAMU
no M3K 61000-
4-6

PagnoyacToTHO
e
aneKTpomMarHuT

McnblTaTenbHblit  YPOBEHb
ypoBeHb No M3K COOTBETCTBUA
60601
3B 3B
(cpeaHekBagpaTt (cpefHekBafj
nyHoe patuyHoe
3HaueHue) 3HauyeHwue)
OT 150 kl'y go Ot 150 Kkly,
80 Mruy Ao 80 MIy
10 B/m ot 80 10 B/m ot 80
MTy go 2,7 TTy Mly go 2,7
rru
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JneKTpomMarHuTHas cpeja -
yKasaHus

PaccTtodHue
NCNonb3yembiMu
MOOUIbHBIMNA
pagnotenedoHHbIMK
cucTeMamMu CcBSA3UM U NOOGLIM

mMexay

371eMEeHTOM annapaTta
RENASYS TOUCH, Bknwuas
Kabenn, [O/MKHO OblTb He
MeHblle peKoOMEeHAYEMOrOo
NPOCTPaHCTBEHHOTO

pasHoca, KOTOpbIl
paccuuTbiBaeTCs B
COOTBETCTBUU c
npuBeAeHHbIMU HUXe

Guidance
immunity

Guidance and manufacturer's declaration

and manufacturer's

declaration -

- electromagnetic immunity

The RENASYS TOUCH device is designed for use in electromagnetic
environments defined below. Buyer or user of the system should ensure
its use in the specified electromagnetic environment.

Immunity
test
Conducted
RF

IEC 61000-
4-6

Radiated
RF IEC61000-
4-3

IEC 60601

test level

3 V. ( root
mean-square
value)

150 kHz

to 80

MHz

10 V/m 80 MHz
to 2.7 GHz IEC
60601-1-

2:2014 Table 9

Compliance
Level
3V (
mean-
square
value)
kHz
to 80
MHz

root

150

10 V/m 80
MHz to 2.7
GHz IEC
60601-1-
2:2014
Table 9

Electromagnetic
environment - guidance
Portable and mobile RF
communications
equipment

should be used no closer
to any part of the device,
including cables, than
the

recommended
separation distance
calculated from the
equation applicable to
the frequency of the
transmitter.
Recommended
separation distance
Recommende

d separation

distance :

c¢/=0,58V/’
d=0,175yfP,(80 MHz to
800 MH2z);

d=0,35'IP, (800MHz to
2.7 GHz2),

where P is the maximum
output power rating of
the transmitter in watts
(W) according to the
transmitter
manufacturer
the
separation

and d is
recommended
distance in

electromagnetic

11



Hoe noJsie o IEC 60601-1-2:
M3K 61000-4- 2014,Ttabnuua 9 2; 2014,

3
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IEC 60601-1-

BbIpaXeHnaAMK
NPUMEHUTENbLHO K 4YacToTe
nepejatyunka.

PekomeHayeMmbl
NPOCTPAHCTBEHHbIN
pasHoc:

d=0,58y[P,
d=0,175y[P,

(o1 80 go 800 Mlwu);

d=0,35yfP,

(ot 800 Ml'y, go 2,5 I'Tw),

P -makcumanbHasa BblXxo4Has
MOLWHOCTbL NepegaTtyunka, BT,
yCcTaHoOB/IeHHas

N3roToBuTeniem.

Hanps>XeHHOCTb nonsa npu

pacnpocTpaHeHuUm
pagvoBOSH oT
CTalMOHapHbIX
paguonepenaTynKoB, no
pe3ynbTatam HabnwpeHuin
3a 3N1eKTPOMArHUTHOM’
06CTaHOBKONN, AOJKHa

O6bITb HWXE, 4YEM YPOBEHb
COOTBETCTBUA B  KaXpoi
nonoce yacTtoT

BnnaHune nomex MOXeT
NUMETb MecTo B6/1M3N

meters (m). Field
strengths from fixed RF

transmitters, as
determined by an
electromagnetic site

survey, a should be less
than the compliance
level in each frequency
rangeb. Interference
may occur in the vicinity
of equipment marked
with the following

fo))

symbol:
NOTE 1: At 80 MHz, the higher frequency range applies.
note 2: These guidelines may not apply in all situations.
Electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.
a. Field strengths from fixed transmitters, such as base stations for radio
(celluiar/cordless) telephones and land mobile radios, amateur radio, AM
and FM radio broadcast and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment
due to fixed RF transmitters, an electromagnetic site survey should be
considered.
If the measured field strength in the location in which the pump is used
exceeds 3V/m, the pump should be observed to verify normal operation.
If abnormal performance is observed, additional measures may be
necessary, such as reorienting or relocating the pump.
b. Over the frequency range 150 kHz to 80 MHz, field strengths should
be less than 3 V/m.

Guidance and Manufacturer's Declaration - Electromagnetic

Emissions

Ran Guidance and Manufacturer's Declaration - Electromagnetic
Emissions

The RENASYS TOUCH device is intended for use in the
electromagnetic environment specified below. The customer or
the user of the RENASYS TOUCH device should assure that it is
used in such an environment.




obopypoBaHus,
MapKNnpOBAHHOTO 3HAaKOM

NMPUMEYAHWNE 1.

nanasoH.

AI'IPI/IMEHAHI/IE 2: 9T pekomMeHJaUUN MOTYT MPUMEHATLCA HE BO BCEX CUTyauunax.
Ha pacnpocTpaHeHue 31eKTPOMArHUTHbLIX BOJIH
oTpaXKeHne OT KOHCTPYKLMWA, npeAMeTOB U N0aei.

a. HanpshkeHHOCTb MoNa OT (PUKCUMPOBAHHbLIX NepegaTYnNKoOB, TakuxX Kak 6asoBble
cTaHuum ana  paguotenedoHoB (coToBbiXx / 6ecnpoBOAHbIX) W  Ha3eMHbIX
MOGUAbHBIX  paguocTaHuuii, NW6UTENBCKOTO  pajuo, paguoBewaHus B
AvnanasoHax AM wn FM un TenesewaHusa, HEBO3MOXHO TOYHO npejckasaTtb
TeopeTnyeckn. UTo6bl OLEHUTb 3NEKTPOMArHUTHYK cpedy, co3gaBaemylo
cTaynmoHapHbIMU pajguonepegaTymkamu, cnegyet paccMoTpeTb BO3MOXHOCTb
3feKTpomMarHuTHoro obcnegoBaHus pabouyeil nnowagku. Ecnm wunsmepeHHas
Hanps>XeHHOCTb NoNs B MecTe, r4e Mcnonab3yeTca annapar, npesbiwaet 3 B/m»N
Heob6xoAMMO HabnwpaTb 3a annapaTtoMm, 4YTo6bl y6eAuTbCS B ee HOpPManbHOM
pabote Ecnu Hab6nwpawTca HapyweHua B paboTe, TO MOryT notpe6oBaTbcA
OONONHUTENbHbIE  Mepbl, TakuMe Kak W3MeHeHMe  pacnosioKeHus
nepemeleHne annapara.

b.B ananasoHe yactoT oT 150 kl'y Ao 80 My HanNnpPsS>XEHHOCTb NOMSA AO/KHA ObITb
MeHee 3 B/m.

Mpn 80 MIy npumeHseTcs 6osee BbICOKMA 4YacTOTHbIN

BndaAeT nornoweHune n

nnn

PykoBoacTBO M pgekjapayumss M3rotoeutens

IAMUNUCCUA
PyKOBO,EI,CTBO n peknapauna U3rotoBuTena - aN1IEKTpoMarHUTHasa aMuccua

- 3/1eKTpoMarHmuTHas
Pap

Annapat RENASIS TOUCH npepgHasHayeH AN NPUMEHEHUsS B
3N1eKTPOMarHMTHOW cpepe, onpefeneHHON Hwke. Mokynatento uau
nonb3oBaTento annaparta cnefyeTt obecrneynTb ero NPUMEHEHUE B
yKa3aHHOW 3neKTpoOMarHUTHOW cpefe.

NecnblTaHMe Ha CooTBeTCTBUE 3l'leKTp0MaFHVITHaFI cpega
3M1eKTPOMArHUTHY0 yKasaHus
aMuccuto
Paguonomexu no lpynna 1 Annapart ncnonbsyeT
cCuUCcnpeP 11 paguo4yacToTHYH 3HEPIUI0
TONbKO AN CBOUX BHYTPEHHUX
PYHKLWIA. Moatomy ee
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3 Emissions Test Compliance ~ Electromagnetic
Environment - Guidance
4 RF emissions Group 1 The RENASYS TOUCH
CISPR 11 device uses RF energy only
for its internal function.
Therefore, its RF emissions
are very low and are not
likely to cause interference
in nearby electronic
equipment.
5 RF emissions Class B The RENASYS TOUCH
CISPR 11 device is suitable for use in
6 Harmonic Class A all establishments including
emissions IEC domestic and those directly
61000-3-2 connected to the public
7 Voltage Comply lowvoltage power supply
fluctuations/flicker nerprk that supplle.s
emissions IEC buildings used for domestic
61000-3-3 purposes.

WARNING: The pump should not be used adjacent to or stacked with
other equipment and that if adjacent or stacked use is

necessary, the pump should be observed to verify normal opera tion in
the configuration in which it will be used.

Do not use cables and accessories other than those specified or sold by
Smith & Nephew as it may result in increased

electromagnetic emissions or decreased electromagnetic immunity of the
RENASYS TOUCH pump. Portable and mobile RF

communication devices (mobile telephones) can affect RENASYS TOUCH.
Portable RF communications equipment (including

peripherals such as antenna cables and external antennas) should be used
no closer than 30 cm (12 inches) to any part of the

RENASYS TOUCH (REF 66802134), including cables specified by the
manufacturer. Otherwise, degradation of the performance

of this equipment could result.

With use of a Class | Power Supply 66801285, the emissions
characteristics of this equipment make it suitable for use in industrial
areas and hospitals (CISPR 11 class A). If it is used in a residential
environment (for which CISPR 11 class B is normally required)
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pagvMoyacTtoTHOe n3nyvyeHue
O4YeHb HW3KOE W BpAj M
Bbl30BeT nomexmu B
pacnonoXeHHOM no6amnsocTtu
3N1eKTPOHHOM 060pyLOBaHMUN.
5 PaguonomMexu no Knacc B Annapart noagxoaut ans
CUCMP 11 ncnonb3oBaHnA BO BCeX
6 FapMoHuueckue Knacc A yuypexpeHusax, BK/IlOYas
cocTaBnslowme Toka O6bITOBbIE W HEMOCPEACTBEHHO
no M3K 61000-3-2 NOAKNMIOYEHHbIE K
7 Kone6anus CooTseTcTeyer OOWECTBEHHOW HU3KOBONLTHOI

HanpsXXeHusa u 3NeKTpoceTn, KoTopasa cHabxaeTt

(*)ﬂl/”(ep no MaK 3foaHna, I/ICI'I?I'Ib3yeMbIE ana
61000-3-3 6bITOBbIX uenen.
cknajbiBaTb psAAOM  C  ApPYruM  06GOpyjoBaHMeM, a ecnn  Takoe

ncnonb3oBaHMe psAAoOM Heobxogumo, crefyeT HabnwpaTb 3a annapatom,
yTobbl yH6eanMTbCA B €ro HopmanbHON paboTe B TON KOHQUrypauuu, B
KOTOpOi OH ByaeT Mcnonb3oBaThCsA.

He wncnonb3yinte gpyrue kabenu u KOMMONeKTywLUMe, KPpOMe yKasaHHbIX
nnu npopasaemblx Smith & Nephew, nockonbKy 3TO MOXET MPUBECTU K
YBENIMYEHNIO 3N1EeKTPOMarHUTHOr O Nn3nyyeHuns nnm CHUXEeHUIO
3M1eKTPOMArHMTHON ycTONYMBOCTM annapaTta. [MopTaTWBHbIE U MOOBUbHbIE
ycTpoiicTBa paguoyactoTHon cBA3N {MO6MNbHbIe TenedOoHbl) MOTyT
noBNUATb Ha annapat. [lepeHocHoe o6o0pyAoBaHWe pagMoyvacTOTHOM
cBa3M (BkA4Yana nepudepuintHbie ycTpoicTBa, Takme KaK aHTeHHble
Kabennm M BHeWHWe aHTEeHHbl) crefyeT MCNONb30BaTb Ha PacCTOAHUU He
6nmxe 30 cm (12 atoiimoB) oT nwb6olk vactm annapata (REF 66802134),
BKAO4asa kKabenu, ykasaHHble npousBoauTenem. B npoTUBHOM cnydyae
MOXeT NPOU30NTN CHMXKEHNEe NPOU3BOAUTENBHOCTM 3TOr0 060pyAoOBaHMUA.
Mpn wucnonb3oBaHUM  WUCTOYHMKA nNuUTaHMsa kKnacca | (66801285)
XapaKTepUCTUKN U3STYYEeHUs 3TOro obopyaoBaHna AenarT ero NpurogHbIim
ANS MCNONb30BaHMA B MPOMbIWAEHHbIX 30Hax U 6onbHuyax (CISPR 11,
knacc A). Ecnu usgenve wmncCnonb3yeTca B XWUAbIX nomeuweHnax (ans
KOTOpbIX 06bIYHO TpebyeTca knacc B no ctanHgapty CISPR 11), 3To
obopygoBaHue MOXeT He obecneuyumBaTb afeKBaTHYI 3aluUTy CHAyX6
pagvo4yacToTHOlW cBA3U. [lonb30BaTeNld MOXeT notpeboBaTbCcA MPUHATL
Mepbl N0 CMSATYEeHWK MNOCNEACTBUIA, Hanpumep, MNepemMecTUTb UK
W3MEHUTbL pacnosioXXeHne obopynoBaHUA.
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this equipment might not offer adequate protection to radiofrequency
communication services. The user might need to take

mitigation measures, such as relocating or re-orienting the equipment.
The user shall use the Class Il power supply 66801286 in a residential
environment. With use of a Class | Power Supply

66801285, to avoid the risk of electric shock, this equipment must only
be connected to a supply mains with protective earth.

Recommended separation distance between portabie and rnobile
RF communication equipment and the RENASYS TOUCH device
Recommended separation distance between portable and mobile RF
communication equipment and the RENASYS TOUCH device

RENASYS TOUCH device is intended for use in the electromagnetic
environment in which radiated RF disturbances are controlled. The
customer or the operator can help prevent electromagnetic interference
by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the System as
recommended below, according to the maximum output power of the

Rated Separation distance d according to frequency of

maximum transmitter, m

output power

P of

transmitter,

(W)
d=0,58", d=0,175yfP, d=0,35VP,
150 kHz to 80 MHz 80 to 800 MHz 800 MHz

to 2,7 GHz

0,01 0.06 0,02 0,03

0.1 0.02 0,05 0,1

1 0.6 bl .03

10 1,8 M .11

100 5,8 12Z 3,5

rur Lidlibl MULQJ > I0LCU at bIM//TIL.M..
recommended separation distance d in meters (m) can be estimated
using the equation applicable to the frequency of the transmitter, where
P is the maximum power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

14



MonbaosaTenb AOMKEH MCNONL30BATL MCTOMHUK NUTaHUR Knacca I1 | | Notes
(66801286) 8 Xunbix noMewennsx. MpU WCNONLIOBAHHM WCTOUHUKA 1. At 80 MHz and 800 MHz, the separation distance for the higher
nuTaHMA knacca I (66801285), urobbl u3bexath pUCKa NOPAXKEHUA frequency range. applies.

2. These guidelines may not apply in ail situations. Electromagnetic
ANEKTPUULCKH KOM, 3TO O aHne n Y b
EKTPUHECKUM TO s 370 060pYA0B cneayer NoAknlo4aTs TONLKO K propagation is affected by absorption and reflection from structures,

CeTH NUTAHKA € 3aWNUTHEIM 3A3EMNIEHHEM. objects and people.

PexoMengyeMbie 3HaAUEHNS NPOCTPANCTBEHHOrO PasHoca MEXAY
NOPTATUBHLIMN W TOABMNCHLIMHA PEANCUACTOTHBIMKW cpeacTaaMmn
CBS3NW ¥ anna M RENASYS TOUCH

Annapar RENASYS TOUCH npeaxasHauen ANA NPMMEHEHUA B 3NEKTPOMATHUTY
cpefie, & KOTOPOH W3NyyaeMbie PanguoMacTOTHbie NOMEXW He KOHTPONUPYIOT
NoKynatens WK NONBIOBATENL MOXKET N35EXATL BINAHNA SNEKTPOMATHUTHBIX noM
05ECMeUMB MHHNMANbHLIA NPOCTPAHCTBEHHBIA PA3HOC MEXAY NOPTaTUBHLIM
NOABVXHLIMK PAANOHACTOTHLIMM CPEACTBAMU CBAIM (nepegaTumMkammn) U annap
KaK PeKOMEHAYETCA HWXKe, C YUETOM MaKCHManNbHOM BLIXOAHOW MOWHOCTH Cpef
CBA3M

HomuHanbHan | TpOCTPAHCTBEHHLIA PasHOC d, M, B 33BUCMMOCTH OT YacToThl

MakcMMasnbHa | epenatymnxa

A BbIXOAHAA

MOUWHOCTL

nepeaaT™uKa

P, By _ _
d=0,58VP, d=0,175VP, d=0,35VP,
ot 150 kT'y so 80 oT 80 ao 800 MI'y ot 800 MINu go 2,7 T

. My

0,01 0,06 0,02 0,03

0,1 0,02 0,05 0.1

1 0,6 0,2 0,3

10 1.8 0,5 1,1

100 58 1,7 3,5

NS NEDEAATMMKOB, PACCUMTAHHBLIX HA MAKCHMAfILHYIO BLIXOAHYIO MOLWHOCTL,
YKa32HHYIO Bblilg, PeKOMeHAYeMYIo AUCTaHLWO d 8 MeTpax (M)} MOXHO OUEHUT|
AOMOWBIO YPABHEHNA, NPUMEHNMOrD K HaCcTOTe NEpPEAATYMKA, rae P - MakcUMant!
HOMWHANLHAA MOWHOCTE nepeaaTvMka B Batrax (Br) cornacHo  AaHH

NPOM3BOAUTENR NEpeaaTInKa.

TipuMeanna
1. Ha uacrotax 80 MMy n 800 MMy npuMeHAIOT Gonbluee IHAUCHUE HANPAKEHHO

nons.
2. NpuBeAEHHLIC BbIDAXKEHNA NIPUMEHNMLI HE BO BCEX CNYHAAX. Ha pacnpoctpaHey
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npeamMeTos u nioaed.

2NEKTPOMBrHUTHBIX BOMH BAWSET NOFAOWEHME U OTpaxeHue oT Koucrpymrﬁ,

9, Onucaune nsgennn / Device description

Ha nuuesoi CTopoHe Kopnyca ANnapaTta nopTaTUBHOro ANA AEYEHUA paH
oTpuuaTentHuIM aasneHneM RENASYS TOUCH wumeloTcs ABeé OCHOBHbIE
0BNaCTU NOAL30BATENLCKOTO WHTepdeica: NONHOUBETHLIA CEHCOPHBIW
3KpaH 1 TPK KHONKW NOA CEHCOPHLIM 3KPAHOM.

TPM KHOMKM ROA CEHCOPHLIM 3KPAHOM NPEAHA3HAYEHI ANA BKAIOYEHUA W
BLIKNIOYEHUA annapara, 3anycka ¥ NPHOCTAHOBKWM Tepanuu, a Takke
6nOKUPOBKK 1 Pa3bNOKUPOBKY NONLIOBATENBCKOND uHTepdenca.
WUHAWKATOP COCTOAHUA B BEPXHEW YACTH annapata CBETUTCA 3efeHbiM B0
BpEMA MPOBEAEHUA TEPANUW, VNN XENThIM, YKA3bIBAA HA COCTOAHUE
Tpeeorn. MHAWKATOp COCTOAHWA He CBETUTCA, ecAu Tepanua He
NpOBOAUTCS.

AnnapaT NOPTaTUBHLIA ANA NEYEHWA DaH OTPULATE/IbHEIM A3BNCHUEM
RENASYS TOUCH pa6oTaer oT CeTy NepeMeHHOro Toka wnm o1 BCTPOSHHOW
Gatapen, uTO NPeAOCTaBNAeT NONL3OBATENID 6onbwyld MOGMNBLHOCTH.
McNoNb3yA BHEWHWI B8AANTEP NUTAHUA NEPEMEHHOro Toka M WHYP
NUTaHWA, aNNapaT MOXMHO MOAKNIOYUTL K INEKTPUMECKOW po3eTKe
(nepeMeHHOro ToKa), uTOGLI 33PAAWTL 2KKYMYNATOP, HE npepuiBasn
npouecc Tepanuu. Koraa annapaT fOAKMOMEH K DO3ETKE, HHAKKATOP
BHELHEr0 NWTAHWA PAAOM C PAa3LEMOM NWUTAHWA CBETUTCA 3ENCHLIM,
yKa3biBas Ha TO, 4TO aNNAPAT NOAKAIOUEH K BHEWHEMY aaanTepy NMTAKMKS.
Koraa annapat BKAIOYMEH, Ha uHankaTope 6aTapen Ha CEHCOPHOM 3KPaHE
OoTOGPAXaAETCA 3HAUOK MOMHUK, yKasbisaowuin Ha TO, 4To Gartapes
3apsaxaerca. Annapar RENASYS TOUCH paspabortaH ANA UCNONL30BAHUA
¢ apantepoM nuTadua RENASYS TOUCH.

Pyykv KpPEenneHws pacnosioXeHbl Ha annapate cnesa u crnpaea. ™!
3ANEMEHTb! MCTIONBIYIOTCA ANA KPENNEHUA PEMHA ANA NEPEHOCKN.

Ha 3agWeli CTOpOHe KOpRyCa annapata HaxOAWTCA AMHAMWUK ¢
uaeHTUbMKaunoHHan Tabnuuka, GUNLTP NPOTHE 3anaxa, nopt UsSB n
BBIXOAHOE OTBEPCTME ANA BLINYCKa BO3AYXA PACMO/ONKeH.b 3a 32aAHEH
ABepueil.

Ha HUMXHEH CTopoHe Kopfnyca annapata HaxXOAWTCA BXOAHOM TMOPT,
CMEHHOE YNIOTHUTENLHOE KONBLO M 3TUKETKA CO WTPUX-KOAOM.

RENASYS TOUCH has two main user interface areas on the housing front
side: the full-color touchscreen and the three buttons below the
touchscreen.

The status indicator at the top of pump illuminates green when therapy is
active or yellow to indicate an alarm state. The status indicator is not
illuminated when therapy is not active.

The RENASYS TOUCH runs on AC mains power or can be used on internal
battery power to allow the user greater mobllity. Using the external AC
power supply and power cord, the pump can be plugged into an electrical
(AC) outlet to charge the battery without causing interruption to active
therapy. When the pump is plugged in, the external power indicator next
to the power jack illuminates green to indicate the pump is connected to
an external power supply. When the pump is On, the battery indicator on
the touchscreen will display a lightning boit to indicate the battery is
charging. RENASYS TOUCH is designed to be used with a RENASYS
TOUCH power supply.

Attachment knobs are located on the feft and right sides of the pump.
These features are used to attach the carry strap.

The rear of the device houses the speaker and identification abel. The
odor filter, USB port and air exhaust outlet are located behind the rear
access door.

The underside of the pump houses the inlet port, replaceable O-ring and
barcode label are located on the underside of the device.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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O6unis ena napenun/Appearance

-ng annapaTa cnepeau (6es &mioctn)/Front view(without canister)
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Bua annapata c3aau (6es émkoctu) / Rear view{without canister)
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Front view of pump
Touchscreen
Status indicator
Power
Start/Pause therapy
Lock/unlock
Left view of pump and power
Power cord inlet
Power cord
External powerindicator
Power jack
Power supply
DC cord
Rear view of pump
Speaker
Attachment knob
Odor filter & USB access door

Air exhaust outlet
Identification label
Underside of pump
Inlet port
0-ring
Barcode label

Bua annapata cnepegmu
CeHCOpHbI akpaH
MNHAMKaATOp COCTOAHUA
KHOMKa BKAOYEHUS
KHonka HayaTb / npnocTaHOBUTb Tepanuto
KHonka 3a6nokupoBaTb / pa3bnokupoBaTtb
Bug cnesa Ha annapaTt U nuTaHue
MHe3fo oNns ceTeBOoro kabens
CeTeBoOli Kabenb__
NHOonKaTop BHEWHEro NnuTaHus
Pasbem nutaHmnA
AfanTtep nutaHusa
WHyp aganTepa nuTaHus
Bup annaparta c3agu
OnHamuk
Pydyka KpenneHus
®dunbTp NPOTUB 3anaxa u asepua goctyna K USB
pasbemy
BbinyckHOe oTBepcTue ANA BO3AyXa
NpeHTUukaynoHHaa tabnnyka
HmxHaa cTopoHa annaparta
BxogHoli nopT
YNNOTHUTENbHOE KONbLO
STUKEeTKa CO WTPUX-KOAOM

lo.OnncaHMe KOMMNOHEHTOB N NpuUuHaagnexHocTtehn / Description of device components and accessori®™

N\
ApanTtep nuTaHMa M ceTeBO Kabenb

Apantep nNUTaHuWs U ceTeBOW KabGeNb MpefHa3HauyeHbl ANS NUTAHUS
3apAaKyM annapaTta OT ceTwu.

Power supply and power cord

Power supply and power cord are intended to power and charge the device
from the AC supply.

20
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v AnanTep nutanus / Power supply

Cereso kabenb / Power cord
 EmxocTs ann annapara RENASYS TOUCH (300mn, 800Mn) | RENASYS TOUCH Canister ‘SOOmI‘ smmq

|
EmkocTs RENASYS TOUCH 300Mn, 6e3 oteepauTens / RENASYS £ N TOUCH 300
TOUCH Canister 300ml, without solidifier mkocTs RENASYS ,;22;?,,,3,°3;,‘,{';“‘;,°;’,:,':‘:0,“§3f;,‘,’,“““5'5 ToucH

21
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"Emxocth  RENASYS Touch - NPUHAANEXHOCTH,  KOTOpLIE
npeaHa3HaueHbl ANA UCNONbL3OBAHWA BMECTE C AnnapaToM NOpTaTUBHLIM
ANA NEYeHNA pad OTPUUATENbHLIM AABNAEHUEM (NPOA) RENASYS Touch
NS HENOCPeACTBEHHOro ofecnedeHn (PYHKUMOHUPOBaAHUA YKa33aHHOro
annapaTa B COOTBETCTBUU C €ro Ha3HAUEHHUEM.
EmiocTn RENASYS Touch aoctynHbi o6hémom 300mMn 1 800Mn, B sapranTe
300Mn émkocts Renasys Touch A0CTynHa C OTBEpAUTENEM WK 6e3
oteepaMtTens. OTsepauTelib NPEACTABNAET W3 cebn renecbpasHoe
BElllecTBO, KOTOPOE OTBEPXKAAET IKCCYADT, NOCTYNAIOWUA B EMKOCTD.
EmkocT RENASYS Touch NocTasnaloTCA € NAKETOM OTBEPXAAIOWErO rens
&B BapMaHTE C OTBepauTenem), u Tpybkamn us nex.

MKOCTH RENASYS Touch npeaHasHaueHb! ANA UCNONb30BAHNA TONLKO Y
QAHOrO NAUMEHTA, NOBTOPHOE WCNONL30BAHWUE 3aNpPEieHo.

EmkocTs RENASYS TOUCH 800MAa, € OTBEpAWTENEM / .IItBNASYs TOUCH Canister 800mi, with solidifier
3710

RENASYS Touch Canisters are accessories, which are intended to be used
together with the RENASYS Touch Negative Pressure Wound Therapy
(NPWT) device to directly provide functioning of said device in terms of it
intended purpose.

RENASYS Touch Canisters are available in 300ml and 800m| sizes with
the 300ml variant available with or without a solidifier. The solidifier is a
gelling agent that solidifies the exudate present in the canister.
RENASYS Touch Canisters come with a lid, a solidifier gel pack (as
applicable), two bacterial filters and PVC tubing.

Devices are single-patient use and are not re-usable.

YIIOTHHUTENbHOE KOALMO, HUALTP NPOTHE 3aNaxa

OUALTP NPOTHE 3anaxa NpeaHasHaveH Ann 6NOKMPOBKN NPOHHKHOBEHNA
HENPUSTHLIX 3aNaxoB OT COAEPXMMOro B 8MKoCTM Hapyxy (pa3mepul
Dnnna 38,5uM; LLinpuHa 23,5mM; BoicoTa 12mMM) £5%

YNAOTHWTENBHOE KONLUO NPEAHA3HAUEHO ANA YNAOTHEHUA B8 MecTe
coeAuHeHUR EMKOCTW C annapaToM (BHewnwi guameTp =8MmMx5%)

RENASYS TOUCH O-Ring, RENASYS TOUCH Odour Filter

RENASYS Touch odor filter is intended to prevent foul odors leak from
canister content outside (L=38,5mm; W=23,5mm; H=12mm) £5%
RENASYS Touch O-ring is intended to seal connection of canister and
pump (Dext=8mm=5%)
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YnnotHutenobHoe konblLo / RENASYS TOUCH O-Ring

RENASYS TOUCH Transport case
Intended for transporting the device (L-334mm; W-238mm;

H=143mm) =b5%.

dunbTp NPOTUB 3anaxa / RENASYS TOUCH Odour Filter

TpaHCNOPTUPOBOUYHbLIV QyTAAp
MpepHa3HayeH [Ana TpaHCNOPTMPOBKM annapaTta (pasmepsi: [OnuHa

334mm, WnpuHa 283mMm, BoicoTta 143mMMm) £5%.

TpaHcnopTupoBoYHbIN yTnap / RENASYS TOUCH Transport case
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CyMKa Afis NepeHoOCKN, peMeHb A1 NepeHocKuN

Cymka pgna nepeHockn / RENASYS TOUCH carry bag

Cymka pana nepeHockun RENASYS Touch

W peMeHb A1 MNePeHOCKU
RENASYS Touch - 3To npuHagnexHocTw,

KOTOopble npegHasHauveHbl ANA
UCMNoNb30BaHNA BMecTe C annapatoM MOpPTAaTUBHbLIM ANA NIeYeHUs paH
oTpuuaTesibHbIM faBrieHnem (npPon) RENASYS Touch ans
HenocpeAcTBEHHOro obecneyeHnsas  QYHKUMOHUPOBAHWA  YKa3aHHOTO
annapata B COOTBETCTBUM C ero HasHadyeHueMm. CymKa [Nna MNepeHOCKU
RENASYS Touch wn pemeHb pansa nepeHockn RENASYS Touch
npegHasHayeHbl 4719 UCMONb30BAHUA TOJ/IbKO OAHUM NaLWUEeHTOM.

Cymka ana nepeHockn RENASYS Touch BbiNno/sIHEHA W3 nosuypeTaHa C
TPUKOTAXXHOW XMONKOBOIW MOAKNAaAKOW, M OCHaWeHa BEPXHUM W HUXHUM
OTKMAHbIMW KnanaHamu. Cymka gns nepeHockm RENASYS Touch BmewaeTt
N npegHasHadyeHa ANA NepeHOCKM Tonbko annapata RENASYS Touch B
cbope ¢ EmkocTbio RENASYS Touch 300mMn. OTKMAHbIE KnanaHbl CYMKU AN
NepeHoOCKM, 3aKpbiBaeMble Ha NAacTUKOBble KHOMKWU, MOXHO OTKPbITb 4/1A
focTyna K CEHCOPHOMY 3KpaHy annapaTta W ocmMoTpa EMKOCTM. Takum
obpa3om, MOXHO o6ecneynTb AOCTYN K CEHCOPHOMY 3KpaHy W KHOMKam
ynpaBneHna annapata W nNpuBefeHUe ero B JeicTBMe, He BblHMMAaSA
annapaTt n3 cymku. Pasamepbl cymku: 191mm x 177mMm x 78mm (£5%).
PemeHb gna nepeHockun RENASYS Touch BbiNOMHEH M3 YeTbIPEX NNETEHbIX
NeHT U3 NoNMNponNunaeHa, Kaxpgas coefuMHeHa C NAacTUKOBOW NPSXKOW K
NON3YHKOM A8 PEeryiMpoBKW ANWHbI. Pa3mepbl peMHsa: wWupuHa 25 mm
(1"), makcumanbHasa gnvHa - 840 mm (£5%).
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RENASYS TOUCH carry bag, RENASYS TOUCH car”~straps

PemeHb ana nepeHockn / RENASYS TOUCH carry straps
RENASYS Touch Carry Bags & Carry Straps are accessories, which are
intended to be used together with the RENASYS Touch Negative Pressure
Wound Therapy (NPWT) device to directly provide functioning of said
device in terms of it intended purpose. RENASYS Touch Carry Bags &
Carry Straps are intended for use only by one patient.

RENASYS Carry Bags are constructed of polyurethane with knitted cotton
backing and upper and lower hinged flaps. The carry bags accommodate
the device with a 300ml canister only. Flaps secured by plastic poppers
can be opened to view the touchscreen and waste canister. For the
RENASYS Touch Carry Bag, the pump touch-screen and buttons can be
accessed and actuated without removal from the case.
192mm X 177mm x 78mm (£5%).

RENASYS Carry Straps are constructed of four polypropylene woven
straps, each fitted and connected with acetal buckles and bar sliders
allowing for the length of the product to be adjusted. Dimensions; 25mm
(1") (£5%) wide, maximum 84cm (*5%) length.

RENASYS Carry Bags & Carry Straps are used as accessories in
conjunction with a RENASYS Touch NPWT device to allow for ambulatory
use. They may be used in hospital or home environments.

The devices should be stored in a cool, dry place between 5®&C/41°F and
40°C/104®F) and protected from direct sunlight.

Dimensions:
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Cymka ana nepeHockn RENASYS Touch u peMeHs ANA NEpPeHOCKH
RENASYS Touch MCNONBL3YIOWMECA KaK NPUHAANEXHOCTU COBMECTHO C
annaparoM RENASYS Touch nossonsioT obecneunts amMGynaTopHbIH
pexuM. CyMku ANna NepeHocKU RENASYS Touch ¥ peMHU ANA NepeHOCKA
RENASYS Touch AONKHLI XPBHMTLCA B CYXOM MecTe NpyU TeMnepaTtype
50C/41°F - 40°C/104°F n 6biTb 3alMILeHb OT NONAAAHNA CONHENHOrO
CBETA.

11.7pegynpexgenns # Mepbi NPEJOCTOPOIKHOCTH / Warnings and preca

utions

Baxnan nudopMaunn o xontpone N1POA

Tpebyetcn uactoe W BHAMaTeNbHOE HabniogeHne 33 NALMEHTOM,
annapaTtoM M MOBA3KOA, C UeNbio BLIABNEHWA Kakmux-nmb0 NpU3HaKose
KPOBOTEUYEHUN, HAKONAEHNA (ckonnexms) 3IKCCYAaTa,  MHpeKuun,
MauepauMn MAN OCTAHOBKMU NEYEHWUs PaH OTPULIATeNbHLIM AABNEHUEM
(IPOA). HacToTa NPOBEPOK AOMKHA ONPEAENATLCA BPAUOM Ha OCHOBAHNH
WHAUBMAYANLHLIX OCOGEHHOCTEN NaUMEHTa M paHbl. W3pnenns JIPOAQ He
NpeAHasHaueHb! ANA OGHAPYXKEHWS WM MOA3YW CUrHana TpeBoOrh ©
KPOBOTEUEHHW MU CKONAEHWWA 3KCCYAATa. 3TH cocTosHWA MOryT ObiTb
obHapyXeHbl TONLKO NyTeM HacTLiX NPOBEPOK.

Ha JIPOA MOryT BAWATL PpasNWYHBIE YCNOBWA, CBA3aHHLIE C
KOHpUrypaumen  CUCTEMDI, HacTpoMkOW 1 NHAWBWUAYANbLHLIMK
XapaKTepUCTUKAMM NauneHTa W paHul (HanpuMep, XapaKTePUCTHKK
3KCCYRATa, AHATOMUYECKUe OCOGEHHOCTM nauMeHTa). PacnonoxeHue
nopTa OTHOCHTENLHO OTBEpCTUR B XUpYpruyecko  NPoCTbiHe,
MCNONB30BAHNE TEXHUKW MEpeMblYKU K Buibop KOH(pUrypaunn NOBA3KU 8
33BUCUMOCTM OT XapaKTepUCTUK PaHbl MOrYT NOBAMATL HA noaavy
OTPMUATENLHOMO AJBNEHMA B Npouecce NPOA. Obvem, BASKOCTL
KOHCHUCTEHUMA 3KCCYAATa MOTYT BAWATL HA YAR/IEHWE XMAKOCTH MW
o6pasoBaHKe OKKAo3uK. MONHas eMKOCTb, HEeNPaBUAbHLIE pacnonoxesue
W BLICOTA annapata WA TPYGOX OTHOCHTENBHO PaHel  MOryT
cnocobcTeoBaTe octaHoske JIPOJL M HAKONNEHWIO 3KCCYAATa 6 paHe, YTo
MOXET RpWBECTH K Mauepauum, MHDEKUAM WM HEPACTIO3HAHHOMY
KpPOBOTEUEHUIO.

MNposepsiiTe paHy Ha Hanuune UHGEKUMN n y6eautech, YTO NpY Kaxxaon
cMeHe NOBA3KW HANOAHWTENb NOAHOCTLIO YARNAETCR U3 paHul, 4TobbI
CHU3UTL PUCK MHOULIMPOBAHUA.

CneflyeT TWATENLHO CNEAWTb 33 KOXHBIMU TPaHCNNSHTATaMK,
rapaHTupoeaTb nposeaexne /IPOA.

Mepeag WCNONLIOBAHUEM  O03HAKOMBTECH C NPOTUBONOKA3aHWAMM,

npeaynpexaeHuaMmu 1 MepaMu NPEeAOCTOPOXKHOCTH.

yTo6bi

Important information Monitoring NPWT

Carefully monitor the patient, pump, and dressing frequently to determine
if there are any signs of bleeding, exudate accumulation (pooling),
Infection, maceration, or loss of Negative Pressure Wound Therapy
(NPWT). The frequency should be determined by the clinician based on
individual characteristics of the patient and wound. NPWT devices are not
designed to detect or issue an alarm condition based on the presence of
bieeding or pooling. These conditions may only be detected by frequent
monitoring.

NPWT may be impacted by various conditions related to system
configuration, set-up and individual characteristics of the patient and
wound (e.g. exudate characteristics, patient anatomy). Alignment of the
port to the opening in the drape, use of a bridging technique and choice
of dressing configuration based on wound characteristics may impact
NPWT vacuum delivery over the course of therapy. Exudate volume,
viscosity and consistency may influence fluid removal or occlusion
formation. A full canister, incorrect pump orientation and pump/tubing
height refative to the wound can contribute to loss of NPWT and exudate
accumulation within the wound, which could lead to maceration, infection,
or unrecognized bleeding.

Monitor the wound for infection and ensure that all wound filler is removed
at each dressing change to reduce the risk of infection.

Skin grafts should be closely monitored to ensure NPWT is being
delivered.

Review Contraindications, Warnings & Precautions before use.

Warnings

1. Carefully monitor patients for signs of bleeding, which may lead to
interruption in therapy and hemodynamic instability. If such symptoms
are observed, immediately discontinue therapy, take appropriate
measures to contro! bleeding, and contact treating clinician.
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NpeaynpexaeHnn

1. BHMMaATeNbHO cneguTe 32 NaUMeHTaMW Ha NPEeAMET NPU3HAKOos
KpOBOTEUEHUsi, KOTOPOE MOXET NPUBECTH K NPEepbiBaHWIO Tepanun W
HeCTabUNBHOCTH reMOAUHAMUKK. MMpPpU BLIABNEHUW TaKUX CUMNTOMOB,
HEMeANEHHO NPEKPaTUTE TePanuio, NPUMUTE COOTBETCTBYIOWMUE MEPHI ANA
OCTaHOBKMW KPOBOTEUEHMA 1 06paTuTech K Nevallemy spavy.

2. NauneHThl, CTPaRAIWKE HapYWeEHUEM reMOCTasa nau NpUHUMaloLIue
AHTUKOATYNAHTHI, WMEIOT NOBLIWEHHBIA PUCK KPOBOTEHEHWUA. Bo BpeMs
Tepanuu u3beraiite WCNONLIOBAHWA KPOBOOCTAHABNUBAIOWNX CPEACTE,
KOTOpbiE B CAYYAE HAPYIEHWA MOTYT YBENUHUTL PUCK KPOBOTEHEHHS.

3. He wcnonbayiite annapaT HeENOCPEACTBEHHO HA  OTKPLITHLIX
KPOBEHOCHBIX COCYAAX WAM OpraHax. OCTpuie Kpas, Takue Kak KOCTHIe
dparMeHThl, AOMKHLI 6biTe NPUKPLITLE UM YAANEHL! 0 HAY2NA TEPANUK
M3-3a pUCKa NPOKONa OPraHoB MANW  KPOBEHOCHBIX  COCYAOS,
CONVXAIDWMXCA NOA ACHCTBHEM OTPULIATEALHOIO AABAEHWA.

4. JIPOQ He U3yyanoch AN NPUMEHEHUA Y NEAUaTPUUECKUX NALINEHTOB.
Npu Ha3HAYEHUU aNNapaTa CNeayeT YUMTLIBaTh PA3MED U BEC NALNEHTA.

5. (ybuaTeiii MAW MapneBblii HANONHWTENL HENb3A YNNOTHATL WM
NPUMXHMATL K KaKOH-AU60 oGnacTm paHsl. Ype3smepHoe ynNoTHEHWE MOXET
noMellaTh pasHOMEpHOMY pacnpeaenexunio JIPOJ & pawe. 3710 MoOXer
CHM3UTb CMOCOBHOCTb HAANEXKAWErO CXKATUA paHbl, M3-3a Yero akccyaaT
OCTaHETCA B paHe.

6. B cnyuae HeobxoaumocTH Aedpnbpunnaumrn, OTCOBANHUTE annapaT oY
paHeBoi NOBA3KW nepen eé nposeneHueM. ChumMaidTe paHeBylo NOBA3KY
TONbKO B TOM Chyyae, €cNu ee pPacnoNoXeHWe MEewaeT nposeaeHUuIo
aepubpunnaumn.

7. Annapat He coBMecTuM ¢ MPT. He BHOCWTE anNapaT B NoMelieHne ANA
MPT. Mepea 8X0A0M B nomelieHne MPT 0TCOSAMHMTE aNNapaT oT NOBAAKK.
CaMy NOBA3KY MOXHO OCTaBUTL HA NauuexTe.

8. Annapat He NOAXOAUT AN UCNOML3OBAHWS BO B3PHIBOONACHBIX 30HAX
(Hanpumep, B KaMepax ¢ runepHapuueckuM KKUCNOPOAOM).

9. Mpu 3KCNAYaTaumu, TPAHCNOPTHPOBKE WMAK YTUAU3AUWU annapata W
AONOMHWTENBHLIX NPUHAANEKHOCTER CYWECTBYET PUCK  acnupalun
MHOEKUMOHHBIX XUAKOCTER WU 3arpa3HeHMA annaparta B cbope 13-3a
HEeNPaBMNbLHOrO  UCNoNb30saHuA. pu pabore ¢ MOTEHUWANHHO
3arpA3HEHHBIMW KOMNOHEHTaMU NAK 060pYAOBAHKEM Cneayer cobnioaate
yHUBEpCAnbHbie Mepbl NPEAOCTOPOXHOCTH.

10. ANNapaT M eMKOCTW NOCTABARIOTCH HECTEPUABHLIMU U HE AC/IKHEI
HaXoAWTLCA B CTEPUALHON 30He.

2. Patients suffering from difficuit hemostasls or who are receiving
anticoagulant therapy have an increased risk of bleeding. During therapy,
avoid using hemostatic products that, if disrupted, may increase the risk
of bleeding.

3. Do not use directly on exposed blood vessels or organs. Sharp edges
such as bone fragments must be covered or removed prior to initiating
therapy, due to risk of puncturing organs or blood vesseis drawn closer
under the action of negative pressure.

4. NPWT has not been studied on pediatric patients.

Patient size and weight should be considered when prescribing the pump.
5. Foam or gauze must not be tightly packed or forced into any wound
area. Over-packing may interfere with distribution of NPWT evenly across
the wound.

This may decrease the ability of the wound to properly contract and permit
exudate to remain in wound.

6. In the event defibrillation is required, disconnect pump from wound
dressing prior to defibrillation.

Remove wound dressing only if its location will interfere with defibrillation.
7. Pump is not MRI compatible. Do not bring pump into MRI suite. Prior
to entering MRI suite, disconnect pump from dressing. Dressing can
remain intact on patient.

8. Pump is unsuitable for use in areas where there is danger of explosion
(e.g. hyperbaric oxygen unit).

9. When operating, transporting or disposing of pump and accessories,
there is risk of infectious liquids being aspirated or contamination of pump
assembly through incorrect use. Universal precautions should be
observed whenever working with potentially contaminated components or
equipment.

10. Pump and canister kits are provided non-sterile and should not be
placed within a sterile field.

11. When using a Y Connector the system will oniy detect a blockage if
both connections are blocked.

Precautions

1. More frequent pump and wound dressing monitoring, should be taken
for patients who are or may be:

o Suffering from infected blood vessels
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11, Mp¥ KMCNOML3OBAHUN Y-KOHHEKTOPa CcucTema OGHAPYXUT 33KYNOPKY,
TONLKO ecnu o6a COEAWHEHWN 3aKYNOpeHbl.

Mepbl NPeaOCTOPOKHOCTH

1. Bonee 4acToe HaGAIOAEHWE 33 anNapaTtoM W NOBA3KOW cCneayer
NPOBOAUTL 4NN NBUWEHTOB, KOTOPbLIE ABARIOTCA UAU MOTYT 6biTh:

o CrpagaowmmMu uHdekumneil KpoBEHOCHBIX COCYAOB.

o MPUHUMBIOT MK MOFYT NPUHUMATL AHTUKOArYNAHTHI UM UHCUEUTOPbI
arperauvu TPOMGOUMTOB B AOMONHEHWE K MALMEHTaM C BHYTPEHHWUMU
npobneMaMu CBEPTLIBAHUA KPOBW, TaKWMU Kak HU3KWA YpOBEeHb
TpoMbounToB

o C aKTHBHbIM KPOBOTEHEHUEM MNU XPYNKUMKW KPOBEHOCHBIMU COCYAAMK
UK OpraHamn.

» CTPaAaloWWMN HapYLIEHHEM FreMOCTa3a B paHe.

o C UCTOWEHMEM OT HEACEABHWA

o He cobnioaaoWMMK NPEANHCAHWA WY NPOABAAIOWNMH arpeccuio

o CTpagaioWwvMn OT PaH B HENOCPEACTBEHHOW 6/IM30CTH OT KPOBEHOCHLIX
COCYAOB MM XpynKo#n dacumu. MNpw HabnloACHNN 33 NaLUEHTaMU nepea
npoBeAeHMEM Tepanun yGeauTech, YTO PAHEBAA NOBA3KA repMeTUtHa,
MOAHOCTLIO CXATa ¥ NNOTHAA HA Oowynb.

2. Annapat AOMAXKEH UCNOoNb30BaTLCR TO/IbKO KsannpuumposaHHbIM 1
YNONHOMOYEHHbIM  NepcoHanoM. flonb3oeaTens  AOMKEH obnapath
HEOOGX0AUMBIMU 3HAHUAMM O KOHKPETHOM MEAWMLWHCKOM APUMEHEHWH
neoAa.

3. N8 NAUVEHTOB C BLICOKUM PWCKOM KPOBOTEUEHWUA ncnonesyire
eMxoCTs 06beMoM 300 mn. Y6eputech, uT0 300-Mn eMKOCTL perynsapHo
NPOBEPAETCA HA HANWUME NPM3HAKOB KPOBOTEUEHHUA.

4. MoBaska MOXET YTPaTUTh FepMETHYHOCTb, WM MOXET NPOU30HTH
CKOMNEHUE XUAKOCTM 6e3 cpabaTbiBaHWA CUrHANoB Tpesoru, ecnn Ha
NOBA3KE CO CTOPOHbI paHbl 06pasyeTca 3aKynopka. Baskoe, rFHOWHOE NN
CEPO3HO-KPOBAHNCTOE OTAENAEMOE MOXET cnocobCcTBoBaTL 3aKynopke
noBA3ku. PerynapHolii KOHTPONb annapara ¥ NOBASK® HeobxoaumM ANs
ofecneyeHna NONHOLIBHHOTO NeYeHHUA N yAaneHun akccyaata. Y6epurech,
4TO MOBA3KA HA paHe repMeTHYHa, MOAHOCTLIO CKaTa M TBEPAAA Ha owynb
B Npouecce Tepanuu.

5. HaxofawmMeca rny6xe CTPYKTYpbl, T3KHE KaK KOCTb, CYXOXWINA,
CBA3KNA W HEPBbI, A0MKHEI bbiTb NOKPLITH eCTeCTBEHHON TKaHLIO UK He
NPUAKNAICLUM NEPEBAZOHHLIM CNOEM NEPeA HANOXKEHUEM NOBAIKN neoa,

e Recelving anticoagulant therapy or platelet aggregation inhibitors, in
addition to patients with intrinsic coagulation problems such as low
platelet counts

o Actively bleeding or have friable blood vessels or organs

« Suffering from abnormal wound hemostasis

« Untreated for malnutrition

« Noncompliant or combative

» Suffering from wounds In close proximity to blood vessels or friable
fascia When monitoring patients for delivery of therapy, ensure wound
dressing is free of air leaks, fully compressed and firm to the touch. 2. As
a condition of use, pump should only be used by qualified and authorized
personnel, User must have necessary knowledge of the specific medical
application for which NPWT is being used.

3. For patients with high risk of bleeding, use 300ml canister. Ensure the
300m! canister viewing is checked frequentiy for signs of bleeding.

4. The dressing seal may be iost or pooling may occur, without alarm
activation, when an occlusion forms on the wound side of the dressing.
Viscous, purulent or serosanguineous drainage may contribute to
occlusion of the dressing. Regular monitoring of pump and dressing is
required to ensure full delivery of therapy and exudate removal.

Ensure the wound dressing is free of air leaks, fully compressed and firm
to the touch whenever therapy is active.

5. Underlying structures, such as bone, tendons, ligaments and nerves
should be covered with natural tissue or a non-adherent dressing layer
prior to applying the NPWT dressing to ensure protection and minimize
the risk of damage from direct contact with the dressing.

6. To minimize the risk of bradycardia, do not place NPWT in proximity to
the vagus nerve.

7. In the event a patient with spinal cord injury experiences autonomic
dysreflexia, discontinue use of NPWT and immediately seek medical
assistance.

8. When treating enteric fistulas, do not place NPWT dressing in direct
contact with exposed bowel. Cover the wound bed, including fistula
opening, with non-adherent gauze or with one layer of saline moistened
gauze. During the course of treatment patient’s fluid levels must be
closely monitored.

9. Avoid use of circumferential dressings except in cases of oedema or
heavily exuding extremities, where this technique may be necessary to
maintain a seal. Consider using multiple drapes to minimize risk of
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UTOGbl 06ECNEeYnTb 3AUTY ¥ CBECTH K MMHUMYMY PUCK NOBPEXACHUA OT
NPAMOro KOHTaKTa ¢ noeaskoi NIPOA.

6. YTO6b CBECTM K MMHUMYMY pHCK Spaankapavm, He pasmewaiite JIPOL
86nu3u Gnyxaaiowero Hepsa.

7. Ecrv y naumeHta ¢ TPaBMO# CIMHHOFO MO3ra HabmoaaeTcA
BereTaTMBHan Aucpednexcus, npexkpaTure WCNoNb3osaHue NPO4 wm
HEMeANEHHO 06paTUTECh 38 MeANLMHCKOR NOMOWLLIO.

8. MNMpn NeveHnn KUWeYHbIX CBUWER He AonyckakTe NPAMOre KOHTaKTa
noes3Kku PO/l C GTKPLITHIM KNIWEYHUKOM. HakpoitTe noxe paHbl, BKAKOYAA
oTBepcTUe DHUCTYNBI, HENPUANNAIOWER MapNel nin ORHWUM CNoeM MapiK,
CMOMEHHOH (M3NONOrMYecKUM pacTeopoM. Bo BpeMA Kypca NeyeHu:
HEO6X0AUMO BHUMATEALHO CNEANTL 33 YPOBHEM XMAKOCTU NALIMENTA.

9. W3beraite WCNONB3IOBaHMA nNepndepuyecknux  MOBA3OK, 3a
MCKNIOYEHUEM CNYHAEB OTEKA WAW CMABHOTO BbIRENEHMA 3KCCYAaTa M3
KOHEYHOCTe, Koraa 3ToT cnocob6 Mower 6bite HeobxoauM AnA
NOAACPXAHWUA repMeTUYHOCTH. PaccmoTpute BO3MOXHOCTL
WUCNOAB30BaHNA HECKONBKUX NOKPLITUA, UTOOLI MMHWMU3NPOBATL PUCK
yXYAWEHNA AUCTANBHOFO KpoBoOGpalleHus. PeryiapHo M3MEpARTE NYNLC
8 nepudepuyeckux OTAENaX W OCTaHOBUTE Tepanuio & Ciydae
O6HAPYKEHNA N3MEHEHNA B KPOBOOGpaLIEHUN.

10. Ha6niogaitTe 33 NauMeHTOM Ha npeaMeT Niobbix NPU3HaKos MECTHOW
WM CHCTEMHON uHGeKuun. B cniyuyae WHPUUUPOBAHHLIX paH MOXeT
noTpebopatbca Gonee vacTans CMEHa NOBA3OK. Nockonsky NPOfl we
NPeaHasKayeHo ANA NPAMOTo NedeHUs UHpEeKUUI, NPY NOABACHWUK Kakux=
ANG0 NPUIHAKOB CUCTEMHOW UK nporpeccupyoLei MHbexunn 8 0bracTun
paHbl HeMeaneHHo obpaTtuTech K Nevallemy spauy.

11. Ecw Ans 3anonHeHus Npodpuns paHsl Tpebyerca HeCKONbKO KYCKOS
ry6uaTtoro wnu Mapnesoro HanonHUTens, NOACHMTANTE U 3aNUIKTE KX
KoNWuecteo, 4Tobbi YSEAMTBCA, HTO BCE KYCKW YAANEHLI NpW CMEHe
MOBA3KM, TEM CaMbIM MUHWMUIMPYA PUCK OCTaBNEHMA MaTepnana B pane
W BOSMOXHOIO MHPUUMPOBAHWA.

12. NPOL cneayeT NpPoAoNAXaTE HA NPOTAXKEHUM BCEro NeYeHun,
NPOACAXUTENBHOCTL BPEMEHW, NOCAE KOTOPOro NauUeHT MOXET 6biTh
OTKMIOUEH OT annapata, ABASETCA KNVHWYECKUM pelleHUeM, OCHOBaHHLIM
H2 WHAMBUAYANbHLIX XAPAKTEPUCTUKAX NAaUMeHTa W paHbi. daKTopbl,
KOTOpbIE CEAYET YuuTbiBaTh, BKAIOHAIOT PAcNonoxeHue paHbl, obbem
OTACNAEMOro, LENOCTHOCTL NOBA3KKW, OUEHKY 6aKkTepManbHOR HArpy3Kkn u
PUCK MHPULMPOBAHNA NALHEHTa.

13. He MCNoNb3yiTe KOMINEKT NOBA3KM C NOBPEXAEHHOH YNAKOBKOA.

decreased distal circulation. Regularly assess distal pulses, and
discontinue therapy if changes in circulation are detected.

10. Monitor patient for any signs of local or systemic infection. Infected
wounds may require more frequent dressing changes. As NPWT is not
intended to directly treat infection, if there are any signs of systemic
infection or advancing Infection at wound area, contact treating clinician
Immediately.

11. If multiple pieces of foam or gauze are needed to fill the wound profile,
count and record how many pieces are present to ensure all pieces are
removed at a dressing change to minimize the risk of retention and
possible infection.

12. NPWT should remain on for duration of treatment. The iength of time
a patient may be disconnected from pump is a clinical decision based on
individual characteristics of patient and wound. Factors to consider include
location of wound, volume of drainage, integrity of dressing seal,
assessment of bacterial burden and patient’s risk of infection.

13. Do not use a dressing kit with breached or damaged packaging. 14.
Use of NPWT presents a risk of tissue in-growth. Tissue in-growth may be
reduced by reducing therapy pressure, using a wound contact layer or
increasing the frequency of dressing changes.

15. NPWT should not be painful. If patient reports discomfort, consider
reducing pressure setting and use of a wound contact layer. Pressure
setting is a clinical decision based on individual characteristics of patient
and wound. Factors to consider include location of wound, volume of
drainage and integrity of dressing seal.

16. Maintain regular monitoring of pump and wound site during therapy
to ensure therapeutic treatment and patient comfort.

17. Pump is only to be used with Smith & Nephew authorized components.
Use of any other products has not been proven safe and effective with
RENASYS TOUCH pump.

18. Ensure canister tubing and RENASYS Soft Port are installed completely
and without any kinks to avoid leaks or blockages in vacuum circuit.
Position pump and tubing appropriately to avoid risk of a trip hazard.

19. When pump is set at 25mmHg consider placing pump and tubing level
with or below the wound.

This will ensure the prescribed level of therapy is delivered.

20. When bathing or showering patient must disconnect from pump,
protecting both ends of tubing using tethered caps. Ensure aeration disc
located near quick dlick connector is free of moisture before reactivation
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14. YicnonbosaHue JIPO/] HeceT pUCK BpacTanus TKaHei. Poct TKaHEeN
MOXHO YMEHbIINTL 33 CUET CHUXXEHWR AABNEHWUR TEPANUK, UCNO/NL30BAHNUS
PAHEBOr0 KOKTAKTHOTO CMIOA UAW YBENWUEHNA YACTOTbI CMEHEI NOBA3OK.
15. NIPOA He A0NXHO GbiTe GonesHeHHbIM. ECAW nauueHT coobwaer o
auckomdopTe, CAeAYET PaccMOTPETb BAPUAHT YMEHbLIEHUA QABNEHUA U
MCNONL30BAHUA PAHEBOFO KOHTAKTHOTO C¢NOoR. HACTPOMKka AaBAEHUR - 3TO
KNUHUAYECKOE pewenve, OCHOBaHHOE Ha HHANBUAYANbHBIX
XapaKTepuCTUKax nNauweHTa U paHol. PaKTOpbl, KOTOpbie CNeAyeT
YUUTBLIBATL, BKMIOHAKT PacnonoXeHne paHyl, obbem oTaAenneMoro u
repMETUHHOCTL HANOXEHHON NOBA3KM.

16, PerynspHo cnegvre 3a annapaTom v paHol BO BpeMs Tepanuu, YTobsl
06ecneynTb TepanesTHueckoe neueHne n KOMPopT NAUneHTa,

17. AnnapaTr AONYCKAaeTCA MCNOAL3OBATL TOALKO C OPUrHHANBHLIMW
KOMNOHEHTaMM npou3eoacTBa Smith & Nephew. besonacHoCT W
3¢pHeKTMBHOCTL  UCNOABL30BAHUA Kakmx-nubo Apyrmx waaenun <
annapaToM ANA Ne4eHus PaH OTPULATENbHLIM A3BICHWUEM RENASYS
TOUCH noptatMBHLIM HE A0Ka3aMa.

18. Y6eautecb, uTO TPYGKW E€MKOCTM W MATKWA nopT RENASYS
yCTaHOBNEHb! NOAHOCTLIO W 6e3 nepern6os, 4ToGsl M3bexaTh yTeuek uau
3aKynopoK B BAaKYYMHOM KOHTYpe. MpasunbHO pacnonoxute annapat v
Tpybkn, 4To6bl H36EXaTL pUCKa 06 HUX CNOTKHYTBLCA.

19. Mpu ycTaHoBKe annapata Ha 25 MM pT.CT., NO B803MOXHOCTH
pa3Mectute annapart ¥ TPY6KM Ha ypOBHE PaHbt UAK HUXE Hee. 370
obecneuuT Hagnexaiyee npoeeaecHue Tepanvm.

20. BO BpEMA KyNaHWUA WK AYLIa NALWEHT AOMKEH OTCOSANHNUTD annapar,
3alMTHE 063 KOHUA TPYOGKW C MOMOLULIO NPUBA3HLIX KOINAYKOB. Nepea
80206HOBAGHWEM Tepanuu y6eawTech, YTO HA BEHTUNAUMOHHOM AUCKE
a3paumnm, PacNooXEHHOM PAAOM C BbICTPOPAZBEMHEIM COeANHEHNEM, HET
gnaru, 4TO O6GECNeUMT NpPaBUNbHYIO paboTy CUrHanos Tpesorn W
NpeAoTEpaLieHHue NPEpPbIBAHWA Tepanuu.

21. B cnyuae nonagaHva B annapat Kakon-nnbo XKuaKoCcTH, NpexkpaTuTe
MCMONL3OBAHME M BEPHUTE annapaTt CBOEMy  YNOAHOMOUEHHOMY
noctaswmky Smith & Nephew ans o6cnyxusaHus.

22. KT W peHTreH MOryT BAusTb Ha paboTy HEKOTOPHLIX 3NEKTPOHHLIX
MEAUUMHCKMX w3denwil. flo BO3MOXHOCTM nepeMecTTe annapat 3a
npeaensl BO3ASACTBUA PEHTTEHOBCKOMC U3/TYHEHWUR UK CKaHepa.

23. AnnapaT He MpeaHasHadyeH ANR WCNONL3OBAHWUA B NPUCYTCTBUW
NErkoBOCNNIAMEHAIOIEACA CMECH aHecTeTMKOB C KWCIOPOAOM WU
3aKUCLIC a30T3.

of therapy to ensure proper alarm functionality and prevent Interruption
in therapy.

21. If any liquids penetrate pump, discontinue use and return to your
Smith & Nephew authorized provider for service.

22. CT scans and x-ray have the potentia! to interfere with some electronic
medical devices. Where possible, move pump out of x-ray or scanner
range.

23. The pump is not suitable for use in the presence of flammable
anaesthetic mixture with oxygen or nitrous oxide.

24. AC mains power can only be removed by disconnecting power cord or
AC power supply. Take care in positioning the pump to allow access to the
power jack.

2S. If power supply or power cord is damaged, wires are frayed or
exposed, do not use power. Contact your Smith & Nephew representative
for a replacement.

26. Canisters should be changed at least once a week, whenever there is
a change in patient or in the event that canister contents reach maximum
volume indication (300ml or 800ml fill line).

Do not wait for the Canister Full alarm to sound to change canister. 27.
Canisters are single use. Do not reuse.

28. Do not apply SECURA No-sting barrier film wipes directly to open
wounds. SECURA No-sting barrier film is flammable. Use in a well
ventilated area. Avoid using around flames and sources of ignition.

Keep out of reach of children. For external use only.

29. As with all adhesive products, apply and remove dressing carefully
from sensitive or fragile skin to avoid blistering and skin stripping,
especially after frequent dressing changes. Use of skin sealant may assist
with protection of periwound skin.

30. If patient must be disconnected, the ends of the dressing tubing and
canister tubing should be protected using tethered caps to avoid leakage
of fluid and cross contamination.

31. Due to its smaller diameter, the RENASYS-G 10Fr Round Drain Gauze
Kit and Accessory Kit are not recommended for use with RENASYS TOUCH,
as reduced pressure in the wound bed may lead to pooling or maceration.
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24. DNeKTPONUTaHWE NEePEMEHHOro ToKa MOXHO OTKNIOUMTL, TONLKO
OTCOEAVHUB WHYD NUTaHUA WM aaanTep NepeMeHHoro Toka. CobniopanTe
OCTOPOXHOCTL NPU YCTAHOBKE annapara, uTobbl obecneuuTs AoCTYn K
pasbeMy NUTaHWUA.

25. Ecnu ananTep NUTAHUR] WKW WHYP NUTAHWA NOBPEXAEHL, nposoAaa
M3HOWEHDI MW OroneHbl, He BKNvakTe nuTaHue. CBAXUTECH C BaLUHM
npeacrasuteneM Smith & Nephew ans 3aMens.

26. EMKOCTH CneayeT MeHATL He pexe OAHOTo pasa B Heaenlo, Npu CMeHe
NauMeHTa WAnM B Cfyyae, €CHW COAEPXMMOE eMKOCTW ARocTUraeT
MaKCUMMaNnbHOro obsemMa (MMHMA HANONHEHUA HAXOAUTCA Ha 300 mn wim
800 Mn). He aAoxuaaiTecs cpabaTbiBaHna CUrHaNa TPEBOru O 33N0NTHEHWH
&MKOCTH, UTOGB 3aMeHHUTL ee.

27. EMKOCTH MpeAHa3HaueHbl ANA OAHOPA30BOr0 WUCAONLI0BAHWA. He
MCNONb3YATE UX NOBTOPHO.

28. He HaknaabiBaiATe candeTkn 3 3awmTHoi nnénkn SECURA™ No-sting
HENOCPEACTBEHHO HA OTKPLITHIE PaHul. 3aLMTHAA nnénka SECURA No-
sting nerko BOCNAAMEHAETCA. NcnonsayiiTe B XOpoWo NpoBETPpUBAEMOM
noMeLueHun. Usberaitte MCNoNL30BaHNA B6M3N NNAMEHW W UCTOUHUKOB
gocnnaMeHeHns). XpaHuTe B HEAOCTYNHOM ANA nerei Mecre. TONbLKO ANA
HaPYXHOro NPUMEHEeHnA.

29. Kak ¥ CO BCeMW Are3uBHbLIMN U3AENNAMK, OCTOPOXHO HaKnaansanTe
M YAINANTE NOBA3KY C YYBCTBUTENLHOK WAW HEXHOA KOXW, 4TOG!
u3bexars 06pasosanne BONALIPER U cANpanuA, ocobenHo nocne yacroi
cMeHb! NOBA30K. VICNONL3OBAHME FEPMETHKA ANA KOXKW MOXET NOMOYb
3aUUTUTE KOXY BOEPYI PaHbl.

30. ECAv nauneHTa HeobGXoauMo OTKIIOUUTL OT annapaTa, KoHLb TpybKu
NOBA3KU W TPYGKN €MKOCTH AOMXHLE 6biTb 3alUMUIEHE! C MNOMOUILIO
NPUBA3HLIX  KONNAYKoB, 4TOGLI n3bexatb YyTeuKU KMAKOCTH U
nepeKpecTHOro 3apaxeHus.

31. M3-33 YMEHBWEHHOr0 AuaMmeTpa, Habop APEHAXHLIA Map/eBblin
RENASYS G1O0Fr n Habop NPUHAANEXHOCTEA HE PEKOMEHAYKTCA ANS
UCNONL30BAHUA C€ ANNApPaToOM ANA NEUYEHWA paH  OTpULIATENbHBIM
pasnedneM RENASYS TOUCH nopTaTUBHBIM, TaK Kak CHUXEHHOE B 3TOM
crnyyae AasneHve B8 06nacTn paHbl MOXET NpUBECTU K oSpa3oBaHuio
CKONNEHWA UNKu Mauepauun.
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12. Yxasaunsn no npuMenennio / Directions for use

MNpeanucanna Bpaud

MNepea ycraHoskon annapata RENASYS TOUCH MEAULMHCKUIZ pabOTHUK,
nevaluuit  paHy, AO/MKEH OUEHUTL, KaK Nydle BCerc WCNoNb3oBaTh
CUCTEMY ANA KAXAOH OTAENbHOW paHbl. BaxHo TWaTenbHo obcneaoBathb
paHy X nauvewta, utobnl ybeauThc B cobnioaeHUn  KANHUHECKUX
NOKA3aHWIA K NIEYEHNIO paH oTpuuaTencHbiM pasnednem (IPOA).

Bce npeanucaHua AOMKHE BKNIOYATH:

« PacnonoxeHue, pa3Mep ¥ TUN paHol.

» Habop ans nepeeaskn paH Smith & Nephew

» HacTpoitikn AaBneHun

e YacroTta cMeNMbl NOBRIOK.

e lononHUTENbHLIE NOBA3IKK

Physician orders

Prior to placement of RENASYS TOUCH, the medical professional treating
the wound must assess how to best use the system for an individual
wound. It is important to carefully assess wound and patient to ensure
clinical indications for Negative Pressure Wound Therapy (NPWT) are met.
All orders should include:

» Wound location, size and type.

¢ Smith & Nephew Wound Dressing Kit.

» Pressure settings.

» Frequency of dressing changes.

* Adjunctive dressings.

Pacnonoxenne annapara

Annapar npeaMazHaueH ANA pa6oTel B BEPTUKANLHOM MONIOXEHUK.
PacnonoXeHWe annapara, CKOpoCTb, C KOTOPO# XWAKOCTb TOCTynaeT e
£MKOCTb, W TO, KaK 3aTBepAeBaeT 3KCCYAAT, MOryT NOBAUATL Ha 3aKynopKy
bunpTpa. PaGora B  BEPTUKANLHOM  MONOKEHWU  ONTUMUSHDYET
ucnonb3oBaHue o6beMa eMKOCTH n cpabaTbiBaHWe CUrHanoe TPEBOry.
ANNapaT AonxeH GbiTb OPUEHTUPOBAH NULLEBOH CTOPOHOM K NONL3OBATENID
NpW CTALHOHAPHOM WUCONL3OBAHWUH.

MpasunbHOe HCNOALIOBAHKE / NPABNILHOS PacnondkeHne
EMKOCTb 06beMoM 300 M/t UMEET NOACTABKY W PE3UHOBLIE HOXKYW. AnnapaT
MOXET CTOATb B BEPTUKANbHOM NOMOXEHUU C NPUKPENNEHHOR EMKOCTLIO
o6semom 300 wma. BuaBMHBLTE NOACTABKY ANA AONONHUTENLHON
YCTOWYMBOCTH U ANA N3MEHEHWA YTNna ob630pa.

EMKOCTE 06beMOM 800 M HEe MMeeT NOACTABKW WU Pe3UHOBLIX HOXEK.
Ans  yCTaHOBKM annapara B BEPTUKANLHOM NONOXEHUN MOXHO
WUCNONb30BATH PEMEHD ANA NEPEHOCKMU.

Pump orientation

The pump is designed to operate the upright position. Pump orientation,
rate at which fluid enters the canister and how exudate solidifies can
impact filter occlusion. Operation in the upright position optimizes canister
volume and alarm functionality. The pump should be orientated to face
the user's position when in stationary use.

Proper use/correct orientation

The 300ml canister has a kickstand and rubber feet. The pump can stand
in the upright position with the 300ml canister attached. Open the
Kickstand for additional stability and to change the viewing angle.

The 800ml canister does not include a kickstand or rubber feet. Carry
strap accessories can be used to mount the pump in the upright position.
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300mi canisters only 300mi canistersonly  300ml or 800ml canisters 300wl or 800m canisters

with damp

with carry sirap

300ml canisters only

Tonbko eMKoCcTb Ha 300 Mn

300ml or 800ml canisters with clamp

EMkocTh Ha 300 Mn unu 800 MA € 32XXKWMOM

300m! or 800ml canisters with carry strap

Emxocti Ha 300 mn nan 800 M C peMHEM
ANN NEPEHOCKH

Henpasnnbroe PACROA0KEHNE

OcropoxHo: Pabota annapata nvueso# CTOPOHOW BHU3 MOXET NPHBECTYH
K er0 NOBPEXAECHWIO W HENPEAHAMEPEHHOMY MW3MEHEHUIO HACTpoeK
Tepanuu. PaboTa annapaTa 8 NepesepHyTOM NOMONKEHUN MOXET NOBAUATL
Ha 3aKynopKy GMALTPA, YTO NPUBEAET K CPAbATLIBAHUIO CUIHANA TPEBOTH
0 3aKynopke ¥ noTpebyer 3aMeHbl eMKOCTH.

Incorrect orientation

Caution: Operating the pump in a face-down position could result in
damage to the pump and inadvertent changes to therapy settings.
Operating the pump in an inverted position could impact filter occlusion
resulting in a blockage alarm and requiring a change of canister.
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300mi or 800mi canisters

300ml or 800ml canisters

| EMKkocTY Ha 300 Mn wim 800 mn

300ml or 800m| canisters |

PEKOMEHAAUMM NO NPUMEHEHWIO W3AENNA COBMECTHO C
HABOPAMM APEHAXXHLIMW RENASYS NMPON3BOACTBA CMMUT 9HA
HE®bIO MEAUKAN NlTAa.

NMoxasaHum K NPUMEHEHHUIO.

HaGopw apeHaxHbie rybuarbie ¢ NOPTOM Soft Port n Habopbl ApeHaXHbIe
mapnesbie c noptoM Soft Port npeaHasHaueHsl ANA COBMECTHOro
MCNOABL30BAHNA C ANNapPaTaMU ledeHns PaH OTPUUATENbHEIM AABNEHUEM
(NPWT) npoussoacTsa KoMnaHum Smith & Nephew.

CneundnuHblie Mepbl NPEROCTOPOIHOCTA NpH MCNONbL30BAHUN
ryGuaTore HanonHUTEN

1. My6Ky HYXHO pa3pesaTb Tak, YToOe MOXHO 6p1no 6e3 yCcunua BNOXUTL
ee B paHesoe noxe. He spasnusaite ry6KY M He BCTAaBAANTE €€ CANLIKOM
NNOTHO & Awbnie 06RAacTM  paHbl BO  K3bexaHwe NOBPEXACHWA
noanexatiei TkaHu.

2. He noMewaiite rybxy B cnenbieé WM HEU3y4eHHLIE KaHanbl. Ana
3aNONHEHMA KaHana M3BeCTHOW rNySuHbi, OTpexeTe NOMAOCKY rybxku
ANVHHEE, YeM ANMKHA KaHana, 4Tobbi obecneynTs NPAMOIA KOHTaKT rybxu
C nepenyHOi paHeBOW NONOCTLIO,

3. He paspesaiite rybky HenocpeacTBeHHO Haj paHoi, yTobul usbexarte
nonagaxua 8 paHy ¢parmeHtos rybku. Tporpute kpas ry6kn, He Hag
paHoiW, uToGbl YAANUTL puiXnble ¢parmenTsl, OOpasopasluMecs nocne
pesKm.

USING DEVICE WITH SMITH AND NEPHEW MEDICAL Ltd. RENASYS
DRESSING KITS

INDICATIONS FOR USE

RENASYS-F foam and RENASYS-G gauze dressing kits with Soft Port are
intended to be used in conjunction with Smith & Nephew Negative
Pressure Wound Therapy (NPWT) Systems.

Precautions specific to foam

1. Foam should be cut to fit loosely into wound bed. Do not force or tightly
pack foam into any areas of the wound, to avoid damaging underlying
tissue.

2. Do not place foam into blind or unexplored tunnels. If a tunnel of known
depth presents, cut foam longer than the tunnel, to ensure direct contact
is made with the foam in the primary wound cavity.

3. Do not cut foam directly over the wound cavity to avoid foam fragments
from falling into the wound. Rub edges of the foam, away from the open
wound, to remove loose fragments after cutting.

Precautions specific to gauze

1. Use of gauze as a filler in wounds that are in a weight bearing location
or have moderate to heavy drainage may challenge the transfer of fluid
and vacuum. Foam is recommended in these wounds.

CLEAN AND DEBRIDE
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CneyudnyHbie ME@Pbl NPEAOCTOPOIKHOCTH NPU NCMOALIOBAHKN
MapnResoro HanOMIHNNTENR

MCnonL30BaHMEe MAPAM B KAYECTBE HANONHUTEAA B PAaHAX HA MecTax
BECOBOH HArpy3Ky WAK C YMEPEHHBIM NN OBMANBHBIM BbiAGNEHUEM MOXET
3aTPYAHNTL OTBOA XMAKOCTH W NOAAEPKAHWE BaKyyMa. Ona Takux paM
pexoMeHAYeTCA NPUMEHATL ry6uaTeit HanoNHUTeNb,

Ouncrka u oSpabotka

fipuMenniiTe YNCTBIC WM BCENTHHECKHE TEXHMKN HANONEHNAR,
yTBEpXACHHbIE pernaMeNToM Bawero MEaNUNNHCKOro
yupexgesnns. TIarensHan o4NCTKA panbi SOMKHE NPOBOANTLCR
npx K3NZOH CMEHE NTOBRAIKH.

1. YaanuTe BCe HEXW3HECNOCOOHbIE MAM  HEKPOTHHECKWE TKaHW,
NOKPHITHIE TEMHBIM CTPYNOM. OUUCTUTE W BHICYLUKTE PaHEBOE NIOXE.

2. MNpy XenaHun MOXETE HAHECTH KOXHBIA repMeTMK Ha KOXY BOKpyr
paHbi, 4ToBb 3aWWTUTL €& OoT Bo3AedCTBMA B/IATM W OT NPHUANNAHUA.
FepMeTMK AOMXEH NOAHOCTLIO BLICOXHYTb A0 HANOKEHUS Npo3pauHon
NNEHKN.

3. NpU XKENAHWW MOXHO HANOXUTb HA PAHEBOE NOXE HEAAre3uBHYIo
noeasky. O6pexbre OAWH Cnow HeaaresuBHOWX MapAM U NOAOXKUTE
nonepexk NOBEPXHOCTU paHbl.

fNpumevanne: KOXHbIA repMeTHK 1 3aUTHARA NOANOXKA He BXOAAT B
ry6uaTble W Mapnesbie Habopul ApEHAXHLE RENASYS ¢ noptom Soft Port.
HAJTOKEHUE FYBYATLIX 1 MAPTIEBbIX MTOBA30K

MNpexae 4eM NpPoAONXaTb, ewle pas npovyTure pasgen «CneunduyHbie
Mepbl NPEAOCTOPOXHOCTU NPKU UCNONBL30BAHUK rybuareiX U Mapnesbix
HanonsvTeneit». KpafiHe BaXHO He BAABAWBATL ry6ky 8 paWy ¥ He
fnoMewaTe rybky 8 HendydeHHble KaHanl.

fyGuartsie HanonuuTenu: BuipexbTe NOBA3KY U3 ryGkv No pasmepy #
dopMe paHbl W NOMECTUTE ee B PaHY. He 3anonHAlTe paHy CAMLLKOM
nAoTHO. Ty6Ka AOMKH2 NONHOCTLIO 3aNONHATL PaHEBYI0 NONOCT. Ans
3anoNHeHWst MyGOKOM paHbl  MOXET noTpeboBaThCA  BIOXUTL
RONONHNTENbHDIE KYCOYKW TYOKU.

MapneBsie HaNOAHNTENH: HaknaawiBaiiTe CMOdYeHHbIR B8 duspacrsope
Cnoi Mapnw Ha panesoe Aoxe (hU3pacTeop He BXOAWUT B APEHAXHBIA
HaGop Mapnesbii CTEepuNbHbIA), PassepHuTe OCTABLIYIOCA CMOMEHHYIO
U3NONOrNIECKUM PAcTBOPOM Mapnio U HENIOTHO 3anonsuTe BCIO
paHeBylo nonocre. Usberaire Ype3MEPHOW NNOTHOCTU 3aNONHEHNSA PAHLIL.
Npegocrepexxenne! ECnu Ans 3aN0NHEHUA npoduna paHbl HEO6X0AWMO
MCNONL30BaTb HECKONbKO KYCOYKOB HaNonHWTENs, nocuMTante u

Use clean or aseptic techniques for application, according to your
institutional protocol. Thorough wound cleansing should occur
with each dressing change.

1. Debride any devitalized or necrotic eschar tissue. Cleanse the wound
bed and pat dry.

2. If desired, protect the periwound skin from exposure to moisture and
adhesive through the use of a skin sealant. Allow the skin sealant to dry
fully prior to placement of the transparent film.

3. If desired, a non-adherent dressing may be applied. Trim a single layer
of non-adherent gauze and lay across wound bed.

Note: Skin sealant and wound contact layer are not included as part of
RENASYS-F or RENASYS-G sterile kits.

DRESS WOUND WITH FOAM OR GAUZE

Review Precautions Specific To Foam and Gauze before continuing. It
is critical that foam is not forced into any wound, or placed within an
unexplored tunnel.

Foam: Cut foam dressing to fit the size and shape of the wound and place
cut foam into the wound. Avoid over packing. Foam should completely fill
the wound cavity. It may be necessary to stack pieces of foam in deep
wounds.

Gauze: Apply a layer of saline-moistened gauze to wound bed (saline not
included in RENASYS-G sterile kit). Unfold remaining saline-moistened
gauze and loosely fill the entire wound cavity. Avoid over packing the
wound.

Precaution: If multiple pieces of wound filler are needed to fill the wound
profile, count and record how many pieces are present to ensure all pieces
are removed at a dressing change to minimize the risk of retention and
possible infection.

SEAL THE WOUND

1. While holding the transparent film, expose one side of the adheslve
backing by removing a single panel, and apply over the wound.

2. Cover wound filler with transparent film, removing remaining adhesive
panels to seal, then the top stabilization panel.

Note: Avoid stretching or pulling the transparent film to minimize tension
or trauma to the periwound skin.

Recommendations:
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JaNVILUTE UX KONUYECTBO C TeM, YToOul NPU CMEHE NMOBA3SKK YAaNUTE UX
BCe, TaK KaK OCTaB/ieHHble B paHe nNpeAMETHl MOryT Bbi3BaTh €€
wHduuMposaHve,

Tepme™3aLMa PaHbt

1. [lepXa MPO3PauHYIO TEHKY, CHUMUTE 3alUTHLIA CNO# C OAHOW
CTOPOHbI, OTKPLIB TeM CaMbiM KEWKYI0 NOANOXKY, W HaNoXWTe ee Ha
paHy.

2. Hakpoiite HanNoNHWUTENb paHsl NPO3PaYHOiA NNEHKOH, CHAB 33WUTHBINA
CNOA C OCTaNbLHBIX KNEHKUX NONOC ANA MNepMeTU3IaLMKn, 3aTeM npuKneire
BEPXHIO CTaGUAK3MPYIOWYIO NONOCY.

NpuMevaHue: Crapaitecs He pacTArusaTs U He BbITATUBATL Npo3payHyIo
MAEHKY, YTO6bI CBECTU K MUHUMYMY HANPAXEHWE W NOBPEX/AEHHEe KOXW
OKO/10 PaHbl.

PekoMeHgaunn:

o [AeHKA AOMKHA BLICTYNATb HE MEHEE YEM H3 5 CM 33 Kpasn paHbl w GbiTh
HAOAEeXHO NpPUKPEnNneHa K 30HE OKONO pPaHbt AR Haunyuwero
NOAAEPKAHHA repMeETU3aLUN.

o Mpkt HANOXEHNU HECKONbKUX Cnoes NPO3PAYHOI NNAEHKN, BEPXHMIA CNOH
AOMKEH NEPEKPLIBaTL KPAR HAXHEND HE MEHEE YEM Ha 7,5 cm,
Ycranoska marxoro nopta RENASYS Soft Port

1. BeipexbTe Kpyrmnoe otaepcTve (AUaMeTpoM He menee 2 CM) B UEeHTpe
nAeHKA W HAA HANO/THUTENEM DaHbi.

Y6epuTe BoIpE3aHHYIO NPO3PAUHYI0 NNEHKY OT PaHbl.

2. CHUMMUTE KNEIAKYIO NOAOCY € NOBA3KK C MATKWM NOPTOM RENASYS Soft
port u coBMecTuTe OTBEPCTME NOPTa C 0TBEPCTHEM B APO3pPaYHoON NNEHKe.
Cnerka Hapaesute ANA 3aKpenneHusl MArKoro mnopta B OTBEPCTHW B
Npo3payHON NNEHKE.

3. CHAMMTE BEPXHIOI0 CTaGUNAN3ALMOHHYIO PAMKY MATKOro nopTa RENASYS
Soft Port, pasrnaxuean NOBA3KY KHW3Y.

4. 3akpenuTe Msarkuit nopT RENASYS Soft Port wa nauvente 8
COOTBETCTBUM C NPaswiaMyn, YTEEPXAEHHbIMU B BAWEM MEAYHDEXAEHUA.
BEHTUAAUMOHHBIN  ANCK,  PacnONOXeHHbId  B6AM3M  OPaHXEBOTO
6LICTPOPAIHLEMHOI0 COBAUHUTENA HE AO/NKEH 6biTh 3aKpHIT UK 3aKYNOPEH
nocne 3akpennexnsn rwbkoro pasnema.

Havano repanum

1. Noacoeaunuve Markwii nopT RENASYS Soft Port k ApeHaxHo#l Tpybke
EMKOCTH, 3alleNKHYB OpaHXeBbii 6bICTPOPAILEMHBIA  COBANHUTEND.
fonmkeH 6biTb__ CNbILEH WENYOK, YTO NOATBEPXAAET NpaBuibHOE

« Film should extend at least Scm/1.97in beyond wound margin and be
securely anchored to periwound area to maintain a good seal.

« Overlap the edges of the transparent film by a minimum of 7.5cm/2.95in
when using muitiple pieces of transparent film,

APPLY RENASYS SOFT PORT

1. Cut a circular opening (no less than 2em/0.79in In diameter) in the
center of the fllm, over the wound filler. Remove any loose transparent
film and dispose of away from the wound.

2. Remove the adhesive panel from the RENASYS Soft Port dressing, and
align the port opening directly over the hole in the transparent film. Use
gentie pressure to anchor the Soft Port to the transparent film.

3. Smooth the dressing down while removing the RENASYS Soft Port’s top
stabilization frame.

4. Secure the RENASYS Soft Port to the patient according to your
institutional protocol. Ensure the aeration disc, located near the orange
quick click connector, is not covered or otherwise occluded by the method
used to secure the Soft Port.

INITIATE THERAPY

1. Connect the RENASYS Soft Port to the canister tubing by pushing the
orange quick click connectors together. An audible click indicates the
connection is secure.

2. Activate the RENASYS device and adjust to the prescribed therapy
level. The recommended therapeutic pressure range is 40-120mmHg.
Pressure setting is a decision each healthcare provider must make, based
on an individual assessment of the particular wound.

3. Finished dressings should be fully compressed, firm to the touch and
leak-free.
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coeavHexne, Braouute Hacoc RENASYS u yctaHosuTe 3a4aHHBIA YPOBEHb
Tepanun,

2. 3agaHHbIN YPOBEHb ABBNEHNA ONPEAENAETCH NEYALUNM BPAYOM, MCXOAA
M3 WMHAVBWAYANbHOW OLUEHKW KOHKDETHOW paHbl. PekoMeHAYEeMblIiA
AManNa3oH TepanesTyeckoro aaenexus: 40-120 MM pr.CT.

3. HanoXeHHbie NOBA3KK AOMKHBI ObITh NAOTHRIMK, TBEPALIMK Ha OWwynb
W repMeTUdHbLIMM,

CMena NoBA3KN

1. TyGuatbie NOBA3KW CnNeAyer MeHATb KaXAble 48-72 v4aca nocne
NepeoHaYaNbHOre NPUMeHeHUs Tepanun. ECu yTeuek HeT M NauneHTy
KOMOPTHO, NOBA3KK CNEAYET MEHATL He pexe 3 pas B Heaento.

2. Mapnesbie MOBA3KW CNEAYET MEHATbL 4Yepes 48 wJacoe nocne
epPBOHAYANLHOro MpUMEHeHun Tepanuu, ECau yTeuek HeT U nauueHTy
KOMDOPTHO, NOBAIKU CNEAYET MEHATh 2-3 pasa B Hegenw.

3. B cayuyae gpeHaxa o6unbHOro OTAENAEMOro, OTASNAEMOro C OCAAKOM
MK NPK HANUMKK KPOBW MOTYT noTpetosarsca PerynapHbIA MOHWTOPUHI
K 6onee yacran cMeHa NOBA30K.

4. Mpy HaNOXEHHN NOBAIKM HZ PaHy, AHATOMUA KOTOpPOA 3aTpyaHseT
repMETMIaUKIO, WX TNOABEPXEHHYID BO3AEHCTBUIO BHEWHEH BAArK,
PEKOMEHAYETCA PeryaspHo  NPOBEPATE MOBA3KY HA coxpaHeHue
repMEeTUYHOCTH,

5. Y6eanTeCsh, 4TO BCE 3aNOAHAWME MATEPUanbl, NOMEWEHHBIE B paHy,
6LUIM yaaneHsl fepes HanoXeHUeM HOBOW MOBASKW Ha paHy. Ecnmn
ry6uatas NOBA3KA NPUIMNAET K PaHE, HaHecute $manonornyeckmnin
PACTBOP HA NOBA3KY W OCTABbLTE Ha 15-30 MMHYT, @ 3aTeMm OCTOPOXHO
ynanwte ryb6ky. HaanexauwmuM obpasom YyTUAN3UPYIHTE UCNONLI0BAHHLIE
paxeBbie noes3ku, cobnoaan NpoTokoAa no o6palLEHNI0 ¢ MEANLIMHCKUMH
OTXOAMMW, YTBEDXAEHHDLIA BaleH opraHmM3auven.

6. Kak # B Cnyuae CO BCEMW aAre3MBHLIMW NPOAYKTAMH, OCTOPOXHO
HaKnaAabiBaiTe U yaansanuTe NOBA3KY ¢ YYBCTBUTENBHOW WK HEXHOW KOXW,
yTOGbi ¥36eXaTL e CAMPaHUA, OCOGEHHO NOCNE HacTON CMEHbl NOBA3OK.
MUCNONB30BaHWE TEPMETMKA ANA KOXM MOXET NOMOYL 3aWUTUTL KOXY
BOKpPYr paHbl.

7. PerynapHo nposepaiTe nosasky. Cneaute 3a NOBLIMA  NPU3HAKaAMK
MECTHOI WM CUCTEMHON wHbEKUMW Y NauMeHToB. WHGMUMPOBaHHbIE
paHe MoryT notpebosath Gonee 4yacToi cMeHb nosR3aok. Ipu
ofHapyxeHun Kakux-nubo NpU3NaKkos CUCTEMHOH WHGEKUUn KUnu
nporpeccupylowei WHoheKUnHn B ofnacT paHbl Cneayer HeMeaneHHo
06paTMTLCA K nevalleMy Bpavy.

Dressing changes

1. Foam dressings should be changed every 48 to 72 hours after the initial
application of therapy. If no leak is present and the patient is comfortable,
dressing changes should occur no less than 3 times per week.

2. Gauze dressings should be changed 48 hours after the initial application
of therapy. If no leak is present and the patient is comfortable, dressing
changes should occur 2-3 times per week.

3. In the event of heavy drainage, drainage with sediment, or when blood
is present, regular monitoring and more frequent dressing changes may
be required.

4. When dressing a wound involving difficult to seal anatomy or exposure
to external moisture, frequent inspection of the dressing is recommended
to ensure a sea! is maintained. Ensure wound dressing is fully sealed and
firm to the touch.

5. Ensure all wound filler material placed in the wound has been removed
before redressing the wound. If foam dressing adheres to the wound,
apply normal saline into the wound dressing and wait for 15-30 minutes
before gently removing the foam. Appropriately discard used wound
dressings observing your institution’s protocol for medical waste handling.
6. As with all adhesive products, apply and remove the dressing carefully
from sensitive or fragile skin to avoid skin stripping, especially after
frequent dressing changes. Use of skin sealant may assist with protection
of periwound skin.

7. Check the dressing regularly. Monitor the patient for any signs of local
or systemic infection. Infected wounds may require more frequent
dressing changes. If there are any signs of systemic infection or advancing
infection at the wounded area, contact the treating clinician immediately.
8. Sealed dressings should be firm to the touch and leak free while therapy
is active.

9. If the RENASYS device activates a complete blockage alarm, Inspect
the dressing and canister tubing for any blockages. If a blockage cannot
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8. FepMeTUMHLEIE NOBA3KM RONXHBI ObiThb NNOTHLIMKW HA OlWynb U He
NPoTeKaTh BO BPEeMA TEpanuu.

Q. Ecnu BKRAKKMUANACH aBapMHHARA CUrHANW3aUMA 3aKYNOPKW Hacoca
RENASYS, npoBepbTe NOBA3KY U APEHAXHYI0 TPYOKY EMKOCTH Ha Hanuyue
3aKynopku. Ecnu HaiTW u yCTPaHMTL NPUYMHY 33KYNODKW HE YAAETCH,
CHauaNa 3aMeHUTe eMKOCTbL annapaTa, 3aTeM NpoBepsTe NoBA3KY ¥ Soft
Port, B cnyuae HeobXoANMOCTH, 3aMeHHUTe.

be identified or resoived, replace the device canister first, then reassess
the dressing and Soft Port, replacing as necessary.

BmGop eMxocT™® Canister selection
Wcnonb3yiite Tonbko &Mkoctw RENASYS TOUCH xomnaHuu Smith & | Only use Smith & Nephew RENASYS TOUCH canisters with the RENASYS
Nephew ¢ annapaToM AR NAEYEHUA PaH OTPULATENbHLIM AABMEHWEM TOUCH pump.

RENASYS TOUCH nopratveHmM. B &mkoctax RENASYS TOUCH
WCRONL3YETCS BCTPOEHHBIA ABYXCTYNEHUYaTbif 6aKTeprancHbii PuneTp
ANS 33WMTE! aNMNapaTa oT NEPenOAHERUs H PaCNPOCTPAHEHUA YAANAEMBIX
MMKPOOPraHHW3MOB.

EMKOCTM NpeAHa3HaYeHbl ANA MCNONb30BaHWA OAHWM NAUMKEHTOM. HE
UCNONB3YUTE nosTopHo. Ucnonb3osaHWe emkocTedd Gonee uem ans
OAHOMO NAaUWEHTa MOXET NPUBECTU K NEPEKPECTHOMY 3aPaXEHWIo,
KOTOpOE MOXET MpUBECTH K NHpEKUMN.

EMKOCTM CneAyeT MEHATb He pexe OAHOro pasa B Heaenln, Npn CMeHe
NauMeHTa UM KOrAa COAEPXNUMOe AOCTUraeT MaKCHMaNbHOTO oftbema Ha
nHAMKaTope (MHUA 3anonHenusn 300 mn wam 800 M) B CMOTPOBOM OKHE,
He goxuaanTeck cpabaTuiBaHNA CHIHANS TPEBOrH O 3ANoNHeHUN &MKOCTH,
4yTo6bl 3aMEHUTD €e.

AN NALUUEHTOB C BLICOKUM PHCKOM KPOBOTEUEHWA WUCNoNb3yiHTe €MKOCTL
06beMOM 300 Mn. EMKOCTU, BO3IMOXHO, NPUAETCA PEryNApPHO MEHATL B
paMKax NEYEHWs OAHOrG NAUMEHTa, B CAyYde CWABHOTO Bblae/ieHus
3KCCYAATa. PerynspHo NPOBEpAiTE eMKOCTW, 4YTOOLI KOHTPONMpPOBaTL
YPOBHM 3KCCYAaTa, KOTOpbie AOAXHBI 6biTh HIXE MAKCUMANLHOIO oburema
8MKOCTI.

EMKOCTM HECTEPHUABHELI M HE AOMKHBI MCNO/MBL30BATLCA B CTEPUALHOM None.
NpuMevaHue: NPoBepbTE EMKOCTb HA HANIWUUE TPEWNN UK NoBpEXAEHWNA.
NPM BLIABNEHUM TAKOBLIX, YTHANZNPYATE N 3AMEHUTE EMKOCTD.
NpuMeuanme: 3aMeHuTe SMKOCTW, KOTOpble YNanW WAK € KOTOPLIMW
HenpasuNbHO O6paWanuce, AaXe NPU OTCYTCTBUWU BUAUMLIX NPU3HAKOB
nospexaenun, utobbl ofecneunTb NPaBHALHYIO paboty NPOrpaMMHbIX
3BapWiHbIX CHIHANOB O HAPYWEeHUN FepMeTUNHOCTY W 33KYNOPKE.

RENASYS TOUCH canisters use an integral two stage bacterial filter for
protection of the pump against overflow and the spread of aspirated
micro-organisms.

Canisters are designed for single patient use. DO NOT REUSE. Use of the
canisters on more than one patient may result in cross contamination that
may lead to infection.

Canisters should be changed at least once a week, whenever there is a
change of patient, or when the contents reach the maximum volume
indication (300m! or 800ml fill line) in the viewing window. Do not wait
for the Canister Fuil alarm to sound to change canister.

For patients with high risk of bleeding, use the 300ml canister. Canisters
may have to be changed regularly within single patient treatments if
exudate levels are high. Check canisters regularly to monitor exudate
levels, ensuring they are below the canister maximum volume indication.
Canisters are non-sterlle and should not be used in a sterile field.

Note: Check canister for any signs of cracks or damage.

If noted, discard and replace canister.

Note: Change or replace canisters that have been dropped or mishandled
even if no visible signs of damage are present to ensure correct operation
of software alarms for leak and blockage.

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

37




800ml canister

EmxocT 800 Mn

Canister viewing window

Cm 80 OKHO

300ml canister

Emkocts 300 Mn

Rubber feet Pe3nMHOBLIE HOXKMU
Canister clip 3axuM ansg EMKOCTH
Kickstand MNogcraeka

Canister tubing Tpy6ka €MKOCTU

Quick click connectors with tethered caps

BLICTPOOTCORAVHASMbIE PA3HEMBI C
NPUBASHEIMUA KONNAYKAMN

YCTaHOBKA EMKOCTH

1. Y6eauTech, YTO Tepanus NPUOCTaHOBAEHA MAW annapaT BLHUHOUEH.

2. Yaanute GyMaxHylo NeHTY BOKPYr TPybGKn €MKOCTM W pacnpaseTe
Tpy6Ky Ha BCIO ANNHKY.

3. OTKpOATE 32)XNMbI EMKOCTH C 0beux ee CTOpOH.

4. PacnoONOXUTE eMKOCTb TakK, 4ToBbl CMOTpoBOe OKHO 6bino obpaweHo
enepea.

S. OCTOPOXHO HAABMHbLTE
JacTu annapara.

eMKOCTL Ha BRYCKHOE OTBEpCTHE B MIKHEH

Installing canister

1. Ensure therapy is paused or pump is Off.

2. Remove paper tape around canister tubing and release tubing to full
length.

3. Open canister clips on both sides of the canister.

4. Position the canister so that the viewing window Is facing forward.

S. Push canister gently over inlet port on the bottom of the pump.

6. Engage both canister clips. Canister clips will click when properly

engaged.
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6. 3aWdnKHUTe 062 3aXuMa eMKocTU. TIpH NPaBMAbHON (uKcaLmmn G6yaer
CNblWeH WenyoK.
7. TMoacoegvHwte NOBA3KY K  Tpybke  eMKOoCTH,  COeAWHUB
BbICTPOOTCOGANHAEMbIE Pa3béMbl. Mpy NPaBUNLHOM COEANHEHUH 6yaer
| CAbIEH WEeNYOoK.

7. Connect the dressing to the canister tubing by pushing quick click
connectors together. Quick click connectors will click when property
engaged.

aeration disc for proper
delivery of therapy.

300ml and 800ml canisters

Emkocti 300 mn v 800 mn

Note: Do not cover the aeration disc for
proper dellvery of therapy.

Npumeuanue. He 3akpbiBadTe
BEHTMAAUMOHHBIA ANCK ANA NPaBUNLHOTO
NpoBeAeHUA Tepanuu

CHaTHE / 3AMEHA EMKOCTH

1. NPNOCTAHOBNTE TEPANUIO UAW BLIK/TIOUNTE annapar.

2. Yaepxwupaitte GbiCTPOOTCOEAUHAEMbIE pa3béMbl HAA YPOBHEM DaHbI,
uTOSbI 3KCCYAAT He BbiTek U3 Tpybox.

3. OTcoeAMHHTE Tpy6Ky €MKOCTH OT TpyGku noBaaku, HaAaBuB Ha
6bICTPOOTCOBAUHAEMbIA Pa3béM eMKOCTW M OCTOPOXHO pabeanHuB
pa3bémbl.

Removing/changing canister

1. Pause therapy or turn pump Off.

2. Hold the quick click connectors above the level of the wound to ensure
exudate does not leak from the tubing.

3. Disconnect canister tubing from dressing tubing by applying pressure
to the canister quick click connector and gently pulling connectors apart.
4. Close the tethered caps of both quick dick connectors to protect both
sides of tubing and prevent leakage.
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4. 3akpoiite 06a ObICTPOOTCOGANHAEMbIX Ppa3béMa  NPHBA3HLIMU
KonnaukaMm, YTobbl 3aWMUTUTb TPYGKK No 06e CTOpOHL M NPEROTBPaTUTL
yTeuKY.
5. OTKpOiATE 32XKUMbl EMKOCTH € 06enx CTOpPOH annapata # OCTOPOXHO
NOTAHWTE EMKOCTL OT annaparta.
Ytunusauun KCNONb30BAHHDLIX eMKoCTen AO/HKHA
OCYWECTBAATLCA 8 COOTBETCTBMW C POTOKONAMU YUPEXAEHUA
WK MECTHBIMW MOCTAHOBAEHUAMHW, KacalowvMuca obpateHus ¢
NOTEHUMANsHO  WHOUUMPOBaHHBIMM MW Guonormueckn
ONACHLIMK MaTEPHANBMU.

5. Release canister clips on both sides of pump and gently pull canister
away from pump.
Disposal of used canisters should follow facility protocols or local
& ordinances relating to handling of potentially infected or bio-
hazardous materials.

300mi or 300ml canisters

[ 300m! and 80Omi canisters

Emxocty 300 mn 1 800 Mn

BxaoveHne annapara

y6eautecs, 4T0 HaTapena NONHOCTLIO 3apAXKeHa, eChn paGoTa ot 6atapen

Tpebyerca Ana nepsoro sanycka annapara.

HaxMute ¥ yaepXusaiTe KHONKY N1TaHuAa (©10A CEHCOPHBIM 3KPaHOM B
TeyeHue 2 CeKyHa, YTo6b BKNIOUUTL (uau BLIKNIOYKTL) annapar.

_
Tuming on pump
Ensure the battery is fully charged if battery operation Is required for first
use of the pump.
Press and hold the Power & button below the touchscreen for 2 seconds
to power On {or power Off) the pump.
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CeHCOpHbIA 3KpaH 3aropaeTcs W UHULMUPYET MocnefoBaTenbHOCTh

3anycka: o0Tob6pa3ntcsa 3kpaH 3anycka Smith & Nephew, wHaukaTtop
COCTOSIHUA 6yaeT mMuraTb >XeNTbiM, a 3aTeM 3e/ieHbiM, annapaTt u3gaeT
3BYKOBOW cWrHan, 3aTteM oTo6pas3uTca 3KpaH nMpuMBeTCTBUA. [NaBHbIN

9KpaH oTo6pasnTCca nocje 3aBeplleHUs NocaefoBaTebHOCTM 3anycka.

MpumeyaHue. Mpu NPUBGANKEHUN BPEMEHWN EXErogHoro TeXHW4YecKoro
ob6cy>xupaHus annapara, npwu ero BK/IIOYEHUN oTo6paxaeTtcs
yBeOM/IEHNE O eXerogHoOM TeXHUYECKOM 06cnyXxumeaHnun. YTobbl 3aKpbiThb
3TOT 3KpaH yBeLOMEHUIA N NepeiiTU Ha rnaBHbIA 3KpaH, HaAXXMUTE 3HAYOK
MpuHATb

HaBuraumsa no mHtepgeiricy CEHCOPHOro aKkpaHa

JKpaH annaparta N ne4vyeHus paH oTpuuatenbHbiM faBrneHnem RENASYS
TOUCH nopTaTBHOTO SABNAETCHA CEHCOPHbIM.

KocHUTecb CEHCOPHOT0O 3KpaHa, 4TobObl Bbl6paTbh HACTPOUKMN.

MpoBeanTe nasblLeM BBepX, BHU3 WIW MO BCeEMY 3KpaHy A8 NPOKPYTKU.
MpumeuyaHune. CEHCOPHbIA 3KpaH MOXHO aKTUBUPOBATb TO/IbKO NasibLeM.
Ncnonb3oBaHWe pyyek WAW APYTUX 380CTPEHHbIX MNPeaAMEeTOB MOXEeT
noBpeAuUTb 3KpaH.

FnaBHbIM akpaH (NoKasaH peXWM HeNpPepbLIBHON Tepanuu}
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The touchscreen illuminates and initiates the start up sequence; the Smith
& Nephew start up screen will display, the status indicator will flash yellow
then green, the pump sounds an audible tone, then the Welcome screen
will display. The Home screen will display upon completion of the start up
sequence

Note: When the pump is nearing time for the annual maintenance check,
an annual maintenance notification will display when powering On the
pump. To close this notification screen and continue to the Home screen,
press the Accept © icon.

Navigating the touchscreen interface

The screen on the RENASYS"™ TOUCH pump is touch sensitive.

Tap the touchscreen to make a selection.

Slide your finger up, down or across the screen to scroll.

Note: The touchscreen should only be actuated by finger. Using pens or
other pointed objects may damage the screen.

Home screen (Continuous therapy mode shown)
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Status indicator
Therapy set point
Date & time indicators
Settings

Log

Decrease value

Help

Therapy mode toggle
Y-connect toggle

Battery indicator
Alarm volume indicator

Therapy indicator
Increase value
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WHpukaTop cocTtosHUA
YcTaHOBNEHHOE 3HauYeHue Tepanuu
NWHpnkaTopbl gaTbl ¥ BPEMeEHU
HacTpoiiku

XypHan

YMeHbWNTb 3HaUYEeHNE

Momoub

MepeknyeHne pexumma Tepanum
Mepeknwyatens Ha Y-o6pasHoe
coefilMHeHue

NHpnkaTop 3apsapa 6atapeun

MHAMKaTOp rPOMKOCTM 3BYKOBbLIX CUTHaNOB
TpeBoru

NHpnkaTtop Tepanuu

YBeNnununTb 3HaueHue
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HacTpoiika Tepanuu

Ha3HaYeHHbI pexum neyvyeHUs - 3TO pelleHue,
NMPUHATL Ha OCHOBAHWW OLLEHKM KOHKPETHOW
cobnofaTtb crnegywume obwme npasuna:
©40-120 MM pT.CT. - peKOMEHAYeMbIli AN NevyeHnsa ananas3oH gaBneHus.
e JIPOL HM B KOEM CNy4vyae He AO/MKHO 6biTb 60N1€3HEHHbIM. Ecnn naymeHT
coobuaeT 0 guckomgopTe, NONpobyhTe CHU3UTL faBneHue.

e MMOMMMO pEeKOMEHAOBaHHOro ONTUManbHOro AN feyvyeHUsA AuanasoHa
paBneHunsa 40-120 MM pT. CT. eCcTb 60nee WHUPOKNK pabounii gnanasoH 25-
200 MM pT.CT. A4 YCTAHOBKM 3HayeHuUsa f[aB/ieHMA ucxogsa U3
KNNHNYECKNX COOBpaXKeHuii.

Ha annapate 6yaeT oTo6paxkaTbCsA 3afaHHOe 3HauyeHue Tepanuu.

KOTOpOoe Bpay [OJIXKEH
paHbl. Heo6xoanmo

HacTpovika Y-06pa3HOro coeguHEHUS.

Bbibepnte Bk Ha nepeknto4vaTtesie Ha Y-o6pa3Hoe coegmnHeHne ®
ONA yYuTbiBaAHUA ABYX MOBA30K, MOAK/OYEHHbLIX K annaparty.

BbibepuTe Bbikn Ha nepeksitoyaTesie Ha Y-o6pa3Hoe coegunHeHne

® ,ec/nu K annapaTty NOAK/MOYEHA TOMIbKO OAHA MOBA3Ka.

HaxmMunTe Ha 3Ha4yoK nepeknyartena Y-obpa3HoOro coeguHeHus, 4Tobbl
nepeknUYNTLCA Mexpay Y- obpa3Hoe coegunHeHue Bbikn ¢, w© Y-
obpa3Hoe coegnHeHne Bkn ®.

HaXXMUTe 3HAYO0K MPUHSATL 4YTO6LI NOATBEPAUTL CBOW BbIGOP.

HaXMuTe 3Hauyok OTmMeHa O, UT06bl COXPaHWUTb TeKyllMe HacCTpOoWKH,

«@n

ON0

YTtobbl
Heo6xoaumMo

MpumeyvaHne.
Tepanuio

M3MEHUTb HacTpoiKy Y-06pa3HOro CoefUHEHUS,
NpMoCcTaHOBUTbL. 3Ta QYHKUWS HefOCTynHa B
pexume nayueHTa.
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Setting therapy

The prescribed therapy setting is a decision that the HCP must make
based on an assessment of the particular wound. These general guidelines
should be adhered to:

«40-120mmHg is the recommended therapeutic pressure range.

e NPWT should never be painful. If the patient reports discomfort,
consider reducing the pressure setting.

e QOutside the recommended optimal therapeutic pressure range of 40-
120mmHg, the broader operating range of 25-200mmHg is provided to
support clinical discretion on pressure set-point.

The pump will display the therapy set point..

Set Y-Connect
Select Y-Connect On

pump.

Select Y-Connect Off ® - if only one dressing Is connected to the pump.
Press the Y-Connect toggle icon to switch between Y-Connect Off ¢
and Y-Connect On ®.

Press the Accept Q icon to confirm your selection.

® to account for two dressings connected to the

aveiiweem
0O O

Press the Cancel O'con to maintain the current setting,

Note: Therapy must be paused to change Y-Connect setting. This feature
is unavailable in Patient Mode.

Caution: The system will only detect a blockage if both connections are
blocked. The system will not detect a blockage existing in one of the Y-
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OcTopo>kHO: CucteMa 06HapPYXMT 3aKynopKy, TONbKO €CAM 3aKynopeHbl
oba coeguHeHns. Cuctema He OGHAPYXWUT 3aKyNnopKy B OAHON M3 MOBA30K
c Y-obpa3HbIM CcOefMHEHMEM; 4Yepe3 3aKYyMNoOpPeHHYK MNOBA3KY Tepanus
nepectaHeT 6biTb AOCTYNHOMN.

YcTaHOBKa nepeknwyatens Y-o6pa3HOro coefUHEHUSA B NOJIOXKEHUe
Bkn M ® Korga K annapaTty noAkjiyeHa TO/IbKO OLHa MNOBA3Ka, MOXET
Bbl3BaTb JIOXHble CUTHa/bl TPEBOTN.

YcTaHOBKa nepeksyatens Y-o6pa3HoOro coeguHeHMUst B NMONIOXKEHUE
Boikn ®* |, kKorga K annaparty noacoefuHeHbl [ABe MNOBA3KU,

BOCNPenATcTBOBaTb cpabaTbiBaHWIO CUTHasa TPEBOTM O 3aKyrnopke.

MOXeT

OCTOpPOXHO: M3-3a MeHblUero guaveTtpa ApeHaxHblli Ha6op RENASYS-G
10 Fr c KpyrabiMm [peHaom a TakXe MNpPUHagNexXHOCTU K HeMmy He
pekomeHpayeTCcA mcnonb3oBatb ¢ RENASYS TOUCH, NOCKOJ/IbKY
NMOHWXEHHOEe faBfleHne B /I0XKe paHbl MOXET MpuUBecTU K obpasoBaHUio
CKONMeHWin nnn mauepayum.

YcTaHOBKa peXXunma Tepanmnn

AnnapaTt umeeT gBa peXuma Tepanun: HenpepbiBHbIA U NPEPbIBUCTLIN.
HaXMnTe 3HAUOK Mepek/loUYeHNss pexxmnumMma Tepanum AN NepeknoyeHns
MeXAy HenpepbiBHOVW © 1 npepbiBUCTON N © Tepanueii.

MpumeyaHne. Y1066l  M3MEHWUTb  pexum Tepanunm, HeobxoLMMO
NPMOCTAaHOBUTbL Tepanuio.

Pe>xnm HenpepbIBHOW Tepanunu

B pexwume HenpepbiBHOW Tepanuu annapat O6yaeT noagepxwusaTtb

BblOpaHHbLIA ypoOBeHb Tepanuu [0 Tex Nop, noka Tepanua He b6yneTt
OCTaHOB/IeHa WM M3MeHeHa. 3ajaHHOe 3HauyeHWe Tepanum oTobpaxaeTcs
B LLEHTpe 3KpaHa. YPOBHU Tepanuu MOXHO Bbl6paTb U3 AnanasoHa 25-200
MM PT.CT., HOXXUMas 3HAYKN «YMEHbLINTb» N «YBennuntb» Q .

{Moka3aH peXunm HeNpepbIBHON Tepanun)
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connected dressings; therapy will not be delivered through the blocked
dressing.

Setting Y-Connect On ® when only one dressing is connected to the
pump may cause nuisance alarms.

Setting Y-Connect Off ® len two dressings are connected to the pump

may prevent blockage alarm from sounding.

Caution: Due to its smaller diameter, the RENASYS-G 10 Fr Round Drain
Gauze Kit and Accessory Kit are not recommended for use with RENASYS
TOUCH, as reduced pressure in the wound bed may lead to pooling or
maceration.

Set therapy mode The pump features two therapy modes. Continuous
and Intermittent.

Press the Therapy Mode toggle icon to switch between

Continuous © : and Intermittent therapy ©.

Note: Therapy must be paused to change therapy mode.

Continuous therapy mode In Continuous mode, the pump will maintain
the selected therapy level until therapy is stopped or changed. The
therapy set point is displayed in the center of the screen. Therapy levels
can be selected from a range of 25-200mmHg by pressing the Decrease
and Increi €  icons. 0

{Continuous therapy mode shown)



Therapy set point

e
O CONTINKHIS

Decrease value

Theranv set ooint

Decrease value

Theranv mode tOQOle

Increase value

Y-connect toqqgle
Pe>Xum npepbIBUCTbIA Tepanuu
B pexume npepbIBUCTON Tepanuu npefycMOTpPeHbl BapuaHTbl YCTaHOBKMU
3HaYeHU KakK gna nNpepbIBUCTOW, Tak M NnepeMeHHOW Tepanuwu. AnnapaTt
6yneT yepepoBaTb 3ajaHHble 3Ha4YeHWS aKTUBHOW Tepanuu U HU3KOWN
(nepemeHHO) nnn Hynesol (NpepbiBUCTOI) Tepanun B 3ajaHHOe BpeMms
umkna.
UTo6bl HACTPOWUTbL YCTAHOB/EHHbIE 3HAYEHNA Tepanunm u BPeMeHu Lukna:
1. BoibepuTe ANa aKTMBaLUN HAcCTPOWKY, TPeOYyLWYy peryinpoBKu.
2. HaXmMunTe 3HAUYOK «YMEHbLWUTb» UMK S5, 4TO6bI
Bbl6paTb 3ajaHHble 3Ha4dYeHua Tepanuu unkna B
cneaywuwmx gmanasoHax:
e BoicokoypoBHeBasa Tepanua: 25-200 MM pT.CT.
e HuskoypoBHeBasa Tepanuda: 0-180 mm pT.CT.
(He [oOMKHO pgocTuratb WNM MpeBbIWAaTb 3HAYEHWU
Tepanuu)
e lnMTeNbHOCTb UMKIA MPU BbICOKOYpPOBHEBON Tepanuu : 3,5,8,10 MUHYT
OnvTenbHOCTb LMKAa NpU HU3KOYpoBHeBOW Tepanuu: 2,3,5,8,10 MUHYT

<YBENNUYUTb»
M ANNTENBHOCTb

BbICOKOYPOBHEBOW

MpepbiBUCTAs Tepanus He peKoOMeHAyeTCs B ciefyloLlux cayyasx:
e PaHbl C BLICOKMM YPOBHEM 3KccyaaTa
e TYHHEeNbHble paHbl UAX paHbl C HABMCAKWLWMMU KpasiMu
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MW

Increase value

YcTaHOBNEHHOe 3HaYeHne Tepanum
YMEeHbWNTb 3HaYeHne

MepeknyeHne pexnma tepanuu
YBeNnuuTb 3HayeHune

Mepekntoyatenb Y-06pa3HOro coeguHeHNs

intermittent and variable therapy set point options. The pump will
alternate between set points of active therapy and low (variable) or no
(intermittent) therapy at set cycle times.

To adjust the therapy set points and cycle times:

1. Select to highlight the setting that needs adjustment.

2. Press the Decrease or Increase 0 icon to select therapy set
points and cycle times with the following ranges.

e High therapy; 25-200mmHg

e Low therapy; 0-180mmHg (will not equal or exceed High therapy)

. High cycle time: 3,5,8,10 minutes Low cycle time: 2,3,5,8,10 minutes
Intermittent therapy is not recommended for:

e Highly exuding wounds.

e Wounds with tunnels or undermining.

e Wounds in difficult areas where maintaining a seal is problematic.

» Patients who experience pain during intermittent therapy.

Note: Therapy must be paused to change cycle times.

(Intermittent therapy mode shown)



e PaHbl Ha C/IOXHbIX Yy4yacTKax,

repMeTUYHOCTb.
e Y nauueHTOB,

roe npo6nemMaTtMyHO NoAAepXUBaThb

KOTOpbIE WUCNbITbIBAKOT 601b BO Bpemsa I'IpepblBI/ICTOVI

Tepanuu.
MpumeyaHwne: 4YTOOGbl W3MEHWUTb BpeMA LUKKAa, Tepanui Heobxogumo
NPUNOCTAHOBUTLb.
(MokasaH pexXxum npepbIBUCTON Tepanun)
High therapy
MBt-v M

High cyde lime
]

M S M I0SUinn«l*n

a
e WIHimir TiMT

Hiah theraov
Low theraov

Y IMINCTCH

BblcCOKOypOBHEBas Tepanus
Hu3KoypoBHeBasa Tepanus

ONUTeNnbHOCTb LMKAA NP BbICOKOYPOBHEBOIA
Tepanuu

LNUTenbHOCTb LUKNa NpyU HU3KOYPOBHEBOIA
Tepanuu

High cycle time
Low cycle time

ALCIHE LIITIA Bllel « K J

Hauvano tepanumn

Mepen Hayanom Tepanuu nNpoBepbTeE,
npeAnucaHHble HACTPOKN Tepanuu.
BHMMaHUVe: Npu HacTpoilke annapaTta Ha 25 MM pT.CT., MO BO3MOXHOCTM
pasmecTuTe annapaTt M TPYyO6KM Ha YpOBHE paHbl WAM HUXEe Hee. 3TO
obecne4yunT Hagnexaliee npoBefeHue Tepanuu.

Yb6egutecb, 4TO annapart U CUCTEMHblIe TPYOKU HaxogAaTcsa BAaNN OT N0 ObiX
NPAMbIX UCTOYHUKOB Tenna.

HaxmnTe KHONKy <«HayaTb/NpMOCTAHOBUTbL Tepanuio»
CEHCOPHbIM 3KpaHOM, 4YTO6bl HayaTb Tepanuto.

Korpa annapat Ha4yHéT Tepanuto, 6yneT BbINOJSIHEHA MPOBEPKa Ha YyTeukKy,
4yTob6bLlI OMpefennTbL repmMeTMyHa M cucTemMa, WM B CUCTeMe ecTb
3HauYuTeNbHasa yTeuka.

npaeuibHO J1In YCTaHOBJIEHDI

@

nog

(Mokas3aH pexum NpepbIBUCTON Tepanumn).
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Before starting therapy, check that the prescribed therapy settings have
been properly set.

Caution: When pump is setat 25mmHg consider placing pump and tubing
level with or below the wound. This will ensure the prescribed level of
therapy is delivered.

Ensure the pump and system tubing are kept away from any direct
sources of heat.

Press the Start/Pause Therapy @ tton below the touchscreen to start
therapy.

As the pump begins delivering therapy, it will perform a leak check to
determine if the system is sealed or if there Is a significant leak in the
system.

{Intermittent therapy mode shown).
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Leak Check

Mivering Therapy

Leak check

Seal achieved

Delivering therapy

Active therapy set point

Active cvcie time

Next therapy set point and cycle time

JKpaHa CTaHOBUTCH OpaHXXeBbiM, @ UHAUKATOP COCTOAHUSA B BEPXHEN YacTtu
annapaTta ropuT 3e/leHbIM.

Ecnn B cucteme o6GHapyXeHa 3HauyuTenbHas YyTeyka, annapaT nogacTt
cCurHan TpeBorn 06 yteuke. CMm. pasgen «CurHanbl TpeBoru / YcTpaHeHue
HencnpaBHOCTEN» AN NonydyeHusa 6onee nogpobHoOW MHopmalmu.
UTo6bl BEPHYTbLCA Ha TrNaBHbIA 3KpaH BO BpeMs akKTUBHOW Tepanuwu,
Ha)XXMUTE 3HAY0OK «[/flaBHbIW 3kpaH» Q Ha 3kKpaHe «llpoBegeHue
Tepanuu». CeHCOPHbIA 3KpaH aBTOMaTMUYECKM BepHeTcAa K 3KpaHy
MpoBegeHne Tepanuu B cyyae OTCYTCTBUSA AelCTBMIA nonb3oBartens. Ecnu
Bbl nepewnu B MeHw «[om0ldb» wunan «PacxogomMep» B MEHKO
«HacTpoliku», CEHCOPHbIA 3KpaH aBTOMATUUYECKM BEpPHETCH K 3KpaHy
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--Aclive "Rietifiy
SetPoinl
«-Aclive Cycle Time

Nej™ Therapy

SetPant »k)

CydeTime
MpoBepka Ha yTeuyky
FepMeTUYHOCTb JOCTUTHYTA
MpoBegeHune Tepanuu
TeKvmee ycTaHOB/MIEHHOE 3Ha4YeHNe Tepanumn
Tekywasa ANUTENbHOCTb LMKNA
YcTaHOBKa 3HauyeHuda cnegywoweli Tepanmm u
ONUTENbHOCTU UMKNa

at the top of the screen

will rotate orange and status indicator on top of the pump illuminates
green.
If a significant leak is detected in the system, the pump will indicate a
leak alarm. Refer to "Alarms/ Troubleshooting" section for more details.
To return to Home screen while therapy is active, press the Home
icon Q on the Delivering Therapy screen. Without user interaction, the
touch”~reen will automatically return to the Delivering Therapy screen. If
you have navigated to the Help menu or the Flow Meter within the
Settings menu, the touchscreen will automatically return to the Delivering
Therapy screen after 3 minutes without user interaction.
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«MpoBegeHne Tepanuu» 4eped 3 B C/Ay4Yae OTCYTCTBUS [eNcTBUiA
nonb3oBatTens.

NMpnoctaHoBKa Tepanuun

Tepanuio MOXXHO NPUOCTAHOBUTD, HaXxaB KHOMKY

HauyaTb/NpMOCTaHOBUTbL Tepanuto

B peXume NpUOCTAaHOBKU CEHCOPHbLIN 9KpaH BEepHEeTCA K FMaBHOMY aKpaHy,
MHAUKATOP COCTOSIHUA He 6yAeT CBETUTLCA, a UHAMKATOP Tepanuu cTaHeT
CepbIM.

Pe>xunm naunmeHTa

B n3genun npefycMoTpeHbl NONb30BaTeNbCKUE PeXUMbl ANA fOCTyna wrw
orpaHnyeHunss GyHKUUR, B 3aBMCUMOCTU OT noTpebHOCTEN nonb3oBaTenei.
Pexxum nauueHta orpaHumymBaeT A[OCTYN K HacTpoinkam Tepanuu w
onpefeneHHblM (QYHKUMAM annapaTta. PekomeHgyeTcsi, u4To6bl Bpaywu
ycTaHaBnuBanuM annapaTt B pPeXuMm MauuMeHTa nocne Bblbopa HacTpoek
Tepanuu, 4Tob6bl NpefoTBPaTUTbL CAy4vyaliHOE U3MEHEeHMe HacTpoek.

CM. «M3MeHeHNe pexuma» B pasgene «HacTpoiku» ans nonyyeHus 6onee
noApo6HOW MHOPMALMN O NONb30BATENbCKUX peXumax.

OPYHKUNSA 6M1OKNPOBKN / pa36bnoOKUPOBKM

YTobbl 3ab6nokmpoBaTh / pa3bnoknpoBaTb NONb30BaTENbCKNUA UHTepeiic,
Korga Tepanusa akTUBHa, HaXMuUTe U yaepxupaliTe KHONKY 6/TOKUPOBKMU
/ pa36noKMpPOBKU® Nnof4 CEHCOPHbLIM 3KPAHOM B TeyeHMe 2 CeKyHp.
Mpn 6n0oKMPOBKe 3a 3afaHHbIM 3HayeHUem Tepanuu MOABUTCA CUMBOJI
6/10KMPOBKKN, M annapaTt nepeifeT B CNAWUNA PeXUM.

B cnauem pexume CEHCOPHbIA 3aKkpaH racHeTt Ana yao6cTtea nonb3oBaTtens
N 4NnA 3KOHOMMUM 3apsga 6aTtapen. MHAMKATOP COCTOAHMA npojosxaet
CBETUTbLCA 3e/IeHbIM, YKa3blBasd Ha TO, YTO annapaTt BbIMOMHAET Tepanuio.
B cnyyae cpabaTbiBaHMA CcUrHana TpeBOruM annapat aBTOMaTUYecKu
pasbnokupyeTca n oTob6pasmTCca aKpaH TPeBOru.

MpumeyaHue: PYHKUUSA ONOKMPOBKW ONOKUPYET CEHCOPHbIA 3KpaH u
KHOMKY HadyaTb/NpuOCTaHOBUTb Tepanuio - B TO BpPeMsA KaK KHOMKa
nMTaHua ocTtaéTtcs He 3a6/10KMPOBAHHOMN.

n HacTpoliknu
Bo Bkagke HacTpolknm COOEPXUTCA MEHI HacTpoeK Mnonb3oBaTens,
pyHKUMI annapaTa M UHGopMaunsa o HEM. MpokpyunBaliTe BBEPX U BHU3,
4yTOb6bLI MPOCMOTPETbL BCE BapuaHTbl Bblbopa.
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Pause therapy

Therapy may be paused by pressing the Start/Pause Therapy @
button.

When paused, the touchscreen will return to the Home screen, the status
indicator will not be illuminated and the therapy indicator will be gray.

Patient Mode The pump has
functionality based on users needs.
Patient Mode restricts access to therapy settings and specific pump
features. It is recommended that clinicians set the pump to Patient Mode
once therapy settings have been selected to prevent inadvertent changes
to settings.

Refer to "Change Mode" under the "Settings" section for more details on
user modes.

user modes to access or

restrict

Lock/Unlock feature

To lock/unlock the user interface when therapy is active, press and hold
Lock/Unlock @utton below the touchscreen for 2 seconds. Once locked,
a lock symbol will appear behind the therapy set point and the pump will
enter Sleep mode.

While in Sleep mode, the touchscreen will go dark for user comfort and to
conserve battery life. The status indicator continues to illuminate green
to indicate the pump is delivering therapy.

In the event of an alarm, the pump will automatically unlock and the alarm
screen will display.

Note: The Lock function locks the touchscreen and Start/Pause Therapy
button - Power button Is not locked.

Q Settings

Settings contains a menu of user preferences, pump functions and pump
information. Scroll up and down to view all selections.
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LD} rpomKocTb cCUrHanoB TPeEBOTWU

Bbibepnte «FPOMKOCTb CUTHA/IOB TPEBOIU» B MEHK «HacTpolku» u
BblbepnuTe HU3KWI, CpeaHnii UNn BbICOKUA YPOBEHb TPOMKOCTM, 4TOOHI
oTperynupoBaTb rpOMKOCTb CUTHana. Nocne 3aBeplweHnsa Boibopa annapart
n3pacT npumep 3ByKa curHana. MIHAuKaTopbl FTPOMKOCTU CUTHAN0B TPEBOTHU
B MEHI HacTpOeK M B BepxHel 4acTu 3KpaHa OyAyT U3MEHATbCHS B

3aBUCUMOCTN OT Bbl6paHHOFO napamMeTpa.

%

CTeneHb cXXaTtuda
CTeneHb cXxatua orpaHuymsaeT
3afaHHbI Nepuog BPEMEHMN.
Bbi6Op BbICOKOW CTEMEHU C)KaTusa NnpuBefeT K Hanbonee 6bICTPOMY CXaTUO
noBs3kn. BblbepuTe «CTeneHb cXaTusa» B MEHW «HacTpoWku» u
BblOEpPUTE HU3KYH, CPEAHIOI0 UNAN BbICOKYK CTeNeHb. HAUKaTOop CTeneHun
CXXaTns B MEHIO HaCTpoeK 6yaeT M3MEHATLCA B 3aBUCMMOCTM OT Bbibopa.

n3meHeHmne LueneBoro pgasseHunda B

ML ELl
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~P] Alarm volume
Select Alarm Volume from the Settings menu and choose low, medium

or high to adjust alarm volume.
The pump will issue a sample tone as you make your selection. Alarm
volume indicators on the Settings menu and at the top of screen will
update based on the selection .

«wieh

4

4

N Compression rate
The compression rate limits the target pressure change in a given period
of time.
Selecting the high compression rate will result in the most rapid dressing
draw down. Select Compression Rate from the Settings menu and
choose low, medium or high. The Compression Rate indicator on the

AT <O ‘v a

v M,
W Mam K
O o

Note: Therapy must be paused to change Compression Rate,
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MpumMeuyaHne: 4YTOOGbl M3MEHUTb CTEMEHb CXaTwusa, Tepanui Heo6XoAUMO
NPUOCTAHOBUTH.

CmeHa pexuma N
AnnapaT nmeeT TPU MOJIbL30BATENLCKUX pexunma: «Bpau» + , «llayneHT»*
n «TexHnyeckoe obCcnyxxumsaHue»

Pexum Bpaya npegoctaBnseT MeAWLUHCKMM paboTHMKAM MOMAHbLIA AOCTYnN
K QYHKUMAM M HacTpoliKam.

Pexum nauyumeHTa orpaHumyvMBaeT AOCTYN K CNeAYyHWMUM PYHKLUAM:

e HacTpoliku Tepanuu: 3ajaHHble 3HayeHWs Tepanuu, A[AUTENbHOCTb
uuMKna, pexum tTepanuu u Bel6op Y-06pa3HOro coegmMHeHnsa oTobpaxatrTcs
Ha CEHCOpPHOM 3KpaHe, HO He MOTyT 6biTb U3MEHEHbI.

e Bbi6Op MeHH HacCTpoek: «BocCTaHOBUTbL NpeABapUTeIbHbIX HACTPOEK»
6yaeT oTobpa)kaTbCsi B MEHIO HACTPOEK, HO HE MOXET 6biTb BblGpaHo.
JocTyn K pexwumy TexXHUYEeCcKOro 06CNyXMBaHWSA MOXeT UMeTb TOJ/IbKO
YMNONHOMOUYEHHbIA 06CAYyXMBaKWMiA nepcoHan.

LAns nepeknloyYeHUs Mexnay pexumamum BbibepuTe «CMeHa pexumma» B
MeHI «HacTpoiiku» u BblbepuTe Bpay naun MauneHT.

ONnsa nepeknyeHua mMexpgy pexummamum «Bpau» un «launeHT» TpebyeTcs
naponb. BBegute uyucpposoin naponb (3141) ¥ HaxXMUTe 3HaUOK
«[TpUHATL»

Ytob6bl yaannTb undpy, Kotopas 6bi1la BBeAeHa HeNpPaBW/bHO, HaXMuUTe
3HauokK «Haszag»® YTtobbl BbITM M3 3KpaHa 6e3 BBOAa naponsg,
HaXMuTe 3Ha4yoK «(QieHa»
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Change mode

The pump has three user modes: Clinician
Maintenance X -

Clinician Mode provides healthcare professionals full access to features
and settings.

Patient Mode restricts access to the foiiowing features:

e Therapy settings: therapy set points, cycle times, therapy mode and Y-
connect selection will display on the touchscreen but cannot be changed.
e Settings menu selections: Restore Presets wili dispiay in the settings
menu but cannot be selected.

To switch between modes, select Change Mode from the Settings menu
and choose Clinician or Patient.

Patient 2 and

A password is required to switch between Clinician and Patient modes.
Enter the numeric password (3141) and press the Accept © 'con.

To delete a number that was entered incorrectly, press the Back ®
icon. To exit the screen without entering a password, press the Cancel
O icon.

(0] Language



A3blK
lJCT*)06|:| U3MEHUTb £A3blK, BblbepuTe «HA3blk» B MEHK «HacTpoliku» u
BblOEPUTE HYXHbI A3bIK W3 MpefocTaB/ieHHOro cnucka. [llpokpyTuTe
BBEPX U BHU3, Y4TOObI NPOCMOTPETb BC§ BApPUAHTHI.

Pacxopgomep
Pacxogomep obecneunBaeT BMU3yasibHYIO MHANKaL WO cKkopocTu
BO3AYWHOIo NoToka B cucteme, 4tobbl NOMOYb OMpefeNnTb, NPaBUibHO

nn repmMmeTnsnpoBaHa cuctemMa WM €CTb 1N YTEYKN.
3HaUYNTEeNbHON YTe4kKn uUBeT WHAUKaTopa
XEenTblA.  UYTo6GbI  NOAy4YMTb  AOoCTyn K
«Pacxogomep» B MeHK «HacTpoWKu».

Mpu ob6Hapy>XxeHuun
M3MEHUTCA C 3€e/IeHOro Ha
pacxogomepy, Bblbepute

B cnyyae BO3HUKHOBEHMUS CUTHana TpPeBOrM 06 YyTeuke pacxofoMmep
oTobGpaxaeTca Ha 3KpaHe CcuUrHana TpeBOruM, 4To6Gbl MNOMOYb B
06HapyXeHUU yTeuek B cucteme.
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To change the language, select Language from the Settings menu and
choose desired language from provided list. Scroll up and down to view
all selections.

*
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Flow Meter
The Flow Meter provides a visual indication of the rate of air flow in the
system to help determine if the system is properly sealed or if there are
leaks. The gauge will turn from green to yellow if a significant leak is
detected. To access the Flow Meter, select Flow Meter from the Settings
menu.

In the event of a leak alarm, the Flow Meter is displayed on the alarm

<@%o
S wp

Q Restore Presets

Restore Presets should be selected whenever the pump is prepared for
use with a new patient.
Select Restore Presets from the Settings menu and press Accept ©
icon to restore the pump to the factory presets below:

e All Log information is reset to zero.

e Continuous Therapy: SOmmHg

e Intermittent Therapy: SOmmHg for 5 minutes;

OmmHg for 2 minutes.
e Y-Connect: Off
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Q BoccTaHOBMEeHMe NpeaBapuTesibHbIX HAcTpoek Compression rate: High
BoccTaHOBNEHMWe NpefBapuTenbHbIX HACTPoOeK cneayeT Bbl6UpaTb BCAKMIA Alarm volume: High
pas, Korga annapaTt roTOBUTCA K UCMO/b30BaHUIO C HOBbIM MalWeHTOM.

Bbi6epuTe «BocCCTaHOBUTL MpeaBapUTeNibHble HACTPONKM» B MEHI0

«HacTpoiKnN» N HaAXMUTE 3HaU<© «MMPUHATbL» , YTOBbLI BOCCTAHOBUTL A5
annapaTa 3aBO/ACKWE NpeBapuTe/ibHble HACTPONKM, YKa3aHHbIe HUXKE:

« Bca MHopMauua xXypHana o6HynseTcs.

« HenpepbiBHas Tepanusi: 80 MM pT.CT. Press the Cancel © icon to maintain the current settings.

- MpepbiBncTas Tepanus: 80 MM pT.CT. B TEUEHUE 5 MUHYT; Note: This feature is unavaiiable in Patient mode.
O MM pT.CcT. B TeueHue 2 MUHYT. )
e Y-06pa3Hoe CoefuHeHNe: BbIK/IOUYEHO Clock Settings

Note - the following settings are variable depending on software versions,

CTeneHb cXaTua: BbiCOKasA
rp0MKOCTb ChUrHana TpeBorn: BbliCOKas

(T) SetTime and Date

Set Time and Date

Select the date and time for location
HaXxmnTe 3Ha4Y0K «OTMeHa» Q , 4T0Obl COXPaHUTb TeKylULMe HaACTPOWKMN.
MpumMmeyaHuMe: 3Ta PYHKUNS HeLOCTyMNHa B peXume naymeHTa.

HacTpoiiku 4yacoB
NMpumevaHue. Cnegywlwme HacTPOMKWU BapbupyroTca B 3aBUCUMOCTU OT

BepcuM nporpamMMHOro obecneyeHus.
0 YcTaHOBKa BpeMeHWU U gaTbl
BboibepuTe MecTHble

0 Time zone
Select the time zone for the date and time located at the top of the
touchscreen.

0 YacoBowW nosc

BbiGepuTe 4acoBOil nosic Ans AaTtbl M BPeMeHW B BepxHel yacTtu Bwr-iftee

CEHCOPHOro akKpaHa. BLLIOIM

CMMeO
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MHbopmMmauna o6 annaparte
Utobbl 0TOGpasuTb
CepuiiHbli  HOMep,
nporpamMMHoOM
BblbepuTe AnA
«HacTpomkun».

CNUCOK WHopmaLumn
ocTaBlWuiica 3apan 6GaTtapew,
obecrneyeHUn U BpeMs exXerogHoro
npocmoTtpa WHpopmauynsa 06

TakoW Kak
WHopmauna o
obcnyxmnBsaHus,
annapate B MeHI0

06 annaparte,

Np>XypHan pab6oTbl annapaTta

XypHan pa6oTbl annapaTta oTob6paxaeT ob6wee Bpemsa paboTbl annapaTa C
MoMeHTa cbpoca (gHMW, Yacbl MU MUHYTbl paboTbl 3a BCE BpemMs C MOMeHTa
nocnefHero BOCCTAHOBJ/IEHUS npefBapuTeNbHbIX HacTpoek) n
npefocrtasnfeT uHdopmaumnio o paboTe annaparta ANA nauueHTa B ABYX
bopmaTtax oTob6paxeHua: O630pHOM K MoapPoOGHOM.

BoibepuTe 3HaA4YOK MNEPEK/IOYEHUSA HKYypHasna, 4YToObl NEepPeKkNUYUTbLCS
mexagy 063cP1™"1 mnoapb™bim npeactaB/ieHUeEM.
B o630pHOM npefcTaBfeHuMn oTo6paxaeTtca rucrorpamma obuiero

KonnyecTBa 4yacoB pabGoTbl amnnapata 3a AeHb. [pOKPYyTUTE BNEBO WK
BNpaBo, 4ToGbl YBUAETb UH(OPMALUNID O APYTUX AHAX.
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Pump information

To display a list of pump information, such as serial number, battery
charge remaining, software information and annual maintenance timing,
select Pump Information from the Settings menu to view.

Pump Activity log

The Pump Activity Log displays total pump activity since reset
(accumulated active days, hours and minutes since last Restore Presets)
and provides information on pump activity that may have been delivered
to the patient in two display formats: Overview and Detailed view.
Select the Log toggle icon to switch between Overviewand Detailed
viewb@

Overview displays a bar graph of total pump activity hours per day. Scroll
left or right to view additional days.

Detailed view displays a history of events, including therapy settings,
alarms and pump status. Scroll up and down to view additional days.



B Moapo6HOM npefcTaBieHUM oTob6paxkaeTcsa UCTOPUA COOLITUIA, BKIOYasA
HacTpoOWKKM Tepanuu, CUTHaNbLl TPeBOrM U COCTOAHME annapara.
MpoKpyTUTE BBEPX U BHU3, YTOObLI YBUAETb UH(OPMaLNIO O APYTNUX AHAX.

rea |
b/l | lekdail
&d N S
< i4f Qir
Momolb
B MeHI «[loMOUlb» COAEPXWUTCA PYKOBOACTBO MO (YHKUUAM W
akcnayatauyuum annaparta, nMoOMOlWb B YCTPAaHEHUW HEUcnpaBHOCTel,

KOHTaKTHasi MHopMaunsa n nHgopmaymsa o NTMLEH3NAX KoMnaHum Smith &
Nephew. MpokpyTnTe BBEPX M BHU3, YTOOGbI MPOCMOTPETb BCE BapuUaHThI.

HAPBMH
M «Va

CurHanbl TpeBorun / YcTpaHeHUe HeucnpaBHOCTeN

OnucaHusa KaX4oro curHana TpeBoru CHabXXeHbl nowarosbiMu
WHCTPYKUMAMW LNS NOMOWM B YCTPaHEHUM WX NPUYUHBLI. Bbibepute
«CunrHanbsl TpeBorm / YcTpaHeHMe HeWcnpaBHOCTEW» B MEHI
«MomMouw,b» N MPOKPYTUTE BBEPX U BHU3, 4YTOBbl MPOCMOTPETb BCE MYHKTHI
MeHI. Bblbepute curHan TpesoruM, NO KOTOPOMY BaM HYXXHa MOMOLWb, U
NPOKPYTUTE BBEPX W BHU3, YTOOGLI MPOCMOTPEThH NOWAroBble MHCTPYKLUUN.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

39 VSV

na — mw
ay |
LLM<IS|’T:i»

& Help
The Help menu provides guidance on pump functions and operation,
troubleshooting assistance. Smith & Nephew contact information, and
licensing details.
Scroll up and down to view all selections.
[
LLirsMr/ILLkyIBLy,
Oikhlliiiii" iC«M«

OvvrAVdKa

Alarms/Troubleshooting

Descriptions of each alarm are provided with step-by-step instructions to
assist in resolving the alarms.

Select Alarms/Troubleshooting from the Help menu and scroll up and
down to view all menu selections.

Select the alarm you would like assistance with and scroll up and down to
view the instruction steps.
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KpaTkoe cnpaBo4YHOe PYKOBOACTBO
KpaTkoe cnpaBoO4YHOe pPYKOBOACTBO -
MCMONb3yeMblX WHCTPYKUMI Mo akcnnyatauuu. Bbolbepute «KpaTkoe
CnpaBoOYHOE PYKOBOACTBO» B MeEHK «[OMOWb» U MNPOKPYTUTE BBEPX W
BHW3, YTO6bl NMPOCMOTPEThb BCE MYHKTbl MEHIO.

9TO COKpalleHHas Bepcus uacTo

O

CurHanbl TpeBorn / yctpaHeHMme HemcnpaBHOCTeN

Annapart Ana ne4vyeHua paH oTpuuartenbHolM gasneHnem RENASYS TOUCH
nopTaTWBHbLIA OCHalWeH CWUrHanamMum TPeBOrM C HU3KUM TMPUOPUTETOM,
yKasblBaloWMMM Ha OWMK6KY, Tpebywlyw BHMMaHWA Monb3oBaTens. B
cnyyae cpabaTbiBaHWA cuUrHana TpeBOruM pasfaeTcsa 3BYKOBOW curHan,
oTob6paXkaeTca 3aKpaH CUrHa/I0B TPEBOTW U UHAMKATOP COCTOAHUA CBETUTCA
XenTelM UBeTOM. AnnapaT npekpauwaeT OCYWeCcTBAATbL Tepanuio npu
BO3HWKHOBEHMUM curHana  TpesOru «/36bITOYHOE  OTpuuaTenbHoOe
faBneHue», «BblcOKWMIA YypOBEeHb OTpuLaTeNIbHOro faBneHus»,
«HencnpaBHoCTL 6aTapeun» unnm «HewncnpaBHOCTb annapara».
BHumaHue: CurHanol TpeBOrm He npegHasHauvyeHbl [N 3aMEHbI
husnyeckoro ocmoTpa n  HabnwgeHuns 3a pa6oToi cucTembl
MeguUMHCKUMKU paboTHUKamu. Bo Bpema Tepanuu MOTYT BO3HUKHYTb
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Quick Reference Guide

The Quick Reference Guide is a condensed version of frequently
referenced instructions for use. Select Quick Reference Guide from the
Help menu and scroll up and down to view all menu selections.

Alarms / Troubleshooting

he RENASYS TOUCH pump is equipped with low priority alarms to indicate
an error which requires user awareness. In the event of an alarm, an
audible tone sounds, an alarm screen will display and the status indicator
illuminates yellow. The pump stops delivering therapy in the occurrence
of an Over Vacuum, High Vacuum, Battery Failed or Pump Failed alarm.
Caution: Alarms are not intended to replace physical inspection and
monitoring of system operation by health care professionals. There are
scenarios that may occur during therapy that can impact alarm
functionality. Therefore, it is important that the patient, pump and wound
dressing are monitored regularly to ensure therapy is being delivered.
Some alarms allow the audible alarm to be paused for approximately 2
minutes. The Low Battery alarm allows the audible alarm to be paused for
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CUTYauMW, KOTOpbie MOryT NOBAWATL HA PaboTy CHMrHanoB TPeBorw.
MNo3TOMY BaXXHO PerynsipHO KOHTPOAMPOBATL COCTORHWE NauueHta,
annaparta u nNosn3Ku, YTobbl YGeANnTLCA YTO Tepanua NPOBOAUTCA.

3ByK HEKOTOpBIX CUFHaNo8 TPEBOrH  MOXHO  NPUOCTAHOBWUTL
NPUGAN3UTENEHO HA 2 MUHYTH. 3BYK CUIHaNa Tpeaoru o HU3KOM 3apsae
6aTtapeu MOXHO NPUOCTAHOBKUTL Ha 15 MUHYT. ECIW NpUYKMHA, Bbi3BaBWaAR
CUrHan Tpeeorn He GyAeT YCTPAHEHa B TEYEHWE 3TOr0 BPEMEHH, 3BYKOBOH
curHan Tpesoru Bo306HOBMTCA. Ecnm  3sykosod  curHan  6uin
NPUOCTaHOBNEH W CPABoTan HOBLII CUrHaN TPEBOrK, PA3AAETCA 3BYKOBOH
CUFHAA, M HA CEHCOPHOM 3KpaHe OTOSPA3UTCA HOBbLIA CUrHan Tpesoru. Mpw
cpabaTbiBaHMH  HECKONLKUX CWUTHANOB  TPEBOrM  annapart

6yaer

15 minutes. If the cause of the alarm is not resolved within this time the
alarm will recommence. If the audible alarm has been paused and a new
alarm state occurs, the audibie alarm sounds, and the touchscreen will
display the new alarm. When multiple alarm states are present, the pump
will alternate between alarm screens every 5 seconds.

nepexKniouaTLCA MeXAy IKpaHaMv CACHaNoOEe TRPEBOMY Kaxgsie S cexyHA.

Alarm indicator

Flow Meter
{displays during

SKpaH CHrHana TPeBorn (10Ka3aK CHiHan TPesorH 0 HapyLLeHWH repmernurocty) | Alarm screen (Leak alarm shown)

Pause Alarm
(gvay when pausac!

MHANKATOP CUrHana Tpesoru

Alarm description

OnucaHue curHana Tpesoru

Home (press to navigate to Home screen)

rnasHbIA axpak {HaxmMuTe, YTobB! NEperTH
Ha rnaBHbi 3KpaKs)
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Therapy set point
Help (troubleshooting 1ngna mation)

Alarm information
Flow Meter (displays during leak alarm)

Therapy mode
Pause Alarm (gray when paused)

MpumeuaHue. 3Hauku u PYHKUUK
nTAinaxakwTca TOMbKO NOU WX Haln4uu.
CunrHan TpesBorn o6 M3bbITOYHOM OTpuuaTesIbHOM AaB/NeHUuun
Cnctema o6HapyXuna 4Ype3MepHO BbICOKOE OTpuuaTenbHoe gaBneHue (>
235 MM pT.CT.), BO3MOXHO, M3-3a HeMcCnpaBHOCTW annapara.

AnnapaTt nepecTaeT OCYWeCTBNATb Tepanuio.

e IlHAMKATOP COCTOAHMA CBETUTCH XENTbIM.

e 3BYKOBOW curHan pasgaetcsa Kaxpgble 20 CeKyHA.

e 3BYKOBOIi CUIHa/A HeNb3s MPUOCTAHOBUTD.

aKpaHa aBapWilHbIX CUFHaNoB

TTU&C*NT

MEMIVAVMANVEIUEP </

YcTpaHeHMne HencnpaBHOCTU

1. BolknouunTe U nepesanycTtnute annapar.

2. Ecnn curHan TpeBOorn noBTOpPAETCA, BO3MOXHO, annapar HeucnpaseH.
CBAXMUTeCb C YNOJIHOMOYEHHbIM npeacTaBuTenem Smith & Nephew.
CurHan TpeBOrn O BbICOKOM YPOBHE OTpuuaTesibHOro gaBneHuns
Cuctema o6HapyXuna COCTOAHWE BbICOKOTO YPOBHA OTpuULATENLHOTO
paBneHua (6onee uyem Ha 15 MM PpT.CT. BblWe 3ajaHHOro 3Ha4dyeHus
Tepanuun), BO3MOXHO, U3-3a HEWCNPaABHOCTW annaparTa.

AnnapaTt nepecTaeT OCYWeCTBATb Tepanuio.

e NTHOMKATOP COCTOAHUA CBETUTCH XKENTbIM.

e 3BYKOBOW cuUrHan pasgaeTca Kaxpable 20 CEKYHA.

e 3BYKOBOW CUTHaN Henb3s NPUOCTAHOBUTL.
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YcTaHOBNEHHOE 3HauYeHue Tepanuu
MomMmowb (MHGOpPMaAUNa NO YyCTPAHEHUIO
Henonagok)

WHpopmaunsa O curHane Tpesoru
Pacxopomep (oTob6paxaeTca BO Bpems
CUrHana TpeBoOry O HapyweHuu
repMeTUYHOCTHU)

Pexxnm Tepanunu

NHAMKaToOp NPUOCTAHOBKW CUrHana TpeBoru
(cepblii npn nayse)

Note: Alarm screen icons and features display only when applicable.

Over Vacuum Alarm
The system has detected an excessively high vacuum (>235mmHg),
potentially due to pump malfunction.
Pump stops delivering therapy.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.
e Audible alarm cannot be pm)?ﬁjl.

TymlbmeS»anCliwegiciH.

Troubleshooting

1. Power Off and restart the pump.

2. If the alarm recurs there is a potential malfunction of the pump. Contact
vour Smith & Nephew authorized representative.

High Vacuum Alarm

The system has detected a high vacuum condition (>15mmHg above the
therapy set point), potentially due to pump malfunction.

Pump stops delivering therapy.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm cannot be paused.
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YcTpaHeHne HencnpaBHOCTM

1. Bolk/lounTEe N nepesanycTtuTe annapar.

2. Ecnm curHan TpeBOorn MNOBTOPSAETCHA, BO3MOXHO, annapaT HeucrnpaBeH.
CBAXUTECb C YNO/IHOMOYEHHbIM npeacTasuTenem Smith & Nephew.
CurHasn TpeBOrn o HU3KOM YPOBHE OTpPULLATE/IbHOTO fAaB/IEHUSA
YpoBeHb OTPULATENbHOTO AaB/lIeHNA HUXe 3a4aHHOro 3HayeHusa Tepanuu
6onee yem Ha 15 mm pT.cT. B TeyeHune 6onee 60 cekyHp.
Annapat npogoshkaeT paboTatb, HO  MOXeET He
YCTAHOBJ/IEHHbIA peXum Tepanuu.

e NHAUKATOP COCTOAHWA CBETUTCA XXEeNTbIM.

e 3BYKOBOI curHan pasgaetcs Kaxpgble 20 ceKyHf.

e 3BYKOBOIi CUTHAN MOXHO MPUOCTAHOBUTb NMPUMEPHO Ha 2 MUHYThI, HaXaB
Ha 3HayoK [pMoCTaHOBKWN CUrHasna TPeBoOTwn Ha 3KpaHe.

obecneuymBaTb

TMEr|La(5

YcTpaHeHne HencnpaBHOCTMU

He npuoctaHaBnuBaliTe Tepanuio M He BblK/JlOYaWTe annapaT BO BpeMms
BbIMOMTHEHNA YKa3aHHbIX fanee faeincteuii. lMpoBepainTe annapaT nocne
Kaxpaoro peiicteua. [llepexogute K chnegywwemy wary, TOJbKO ecnu
CUrHan TpeBoOrn BCé ewWweé nopaértc.

1. MpoBepbTe HET /I YyTeukn BO3Ayxa B noBsAske. Cnenute 3a TeM, 4YTOObI
noBsizka He BbIrA4ena pPbIXJ0A WANM HEeCXaToW, npucaywuBanTech K
OBVXEHUK BO34yxa BOKPYr MOBSA3KM M HaulynbiBalTe MeHee cXaTble Uaun

6onee npoxnafgHble MO TemnepaType YydyacTKU. YcTpaHUTe /to6bie
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Troubleshooting

1. Power Off and restart the pump.

2. Ifthe alarm recurs there is a potential malfunction of the pump. Contact
your Smith & Nephew authorized representative.

Low Vacuum Alarm

The vacuum level is lower than the therapy set point by >15mmHg for
longer than 60 seconds.

The pump continues to operate but may not provide prescribed therapy.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm mav be paused for approximately 2 minutes by pressing
the Pause Alarm O ‘con on the,screen.

Troubleshooting

Do not pause therapy or power Off the pump while performing the
following steps. Assess the pump after each step. Continue to next step
only if alarm remains unresolved.

1. Check the wound dressing for air leaks. Look for loose or decompressed
dressing appearance, listen for air movement around the dressing and
feel for areas less compressed or cooler in temperature. Address any
identified leaks with transparent film or adhesive gel patches.

2. Ensure all connections are secure.

e Dressing and canister tubing quick click connectors.

» Y-connector quick click connectors, if applicable.




BbiIB/IEHHbIE YTEUKMU
renesBblX NAacTbipe.
2. YbeauTecb, YUTO BCE COEAVMHEHUSA HALEXHbI.

e bbicTpooTCcOeAnHAEMble pa3beMbl TPYOOK MOBA3KM U €MKOCTMU.

e BbicTpooTCcOeAUHAEMble pa3bEMbl Y-06pa3HOro cCoefVHEHUs, eCc/in OHMU
ecTb.

3. OTcoeauvHute TPybKY €MKOCTM OT TpyobKM MNOBA3KW, HajgaBuMB Ha
6bICTPOOTCOEAMHAEMbIA pa3bém  TpybKM  emMKOCTHK N  OCTOPOXHO
pasbeAnHWUB pa3bEMbl. 3aKpoliTe 0b6a pa3bémMa NPUBA3HbLIMU KONadYkKamu.
e EcAm curHan TpeBOrM He UcYe3HeT, 3HauyuT, B EMKOCTUM uUamM B
coeAMHEHNN eMKOCTM C annapatoMm ecTb yTeyka. 3amMeHWTe eMKOCTb.
bonee nogpo6bHyw wHpopmauuiw cm. B paspene «CHaTume / 3ameHa
eMKOCTU» pyKoBOACTBa. CBAXMUTECL C YNO/IHOMOYEHHbIM NpeAcTaBuTeniemM
Smith & Nephew, ecnm curHan TpeBOrM He WUCYE3HeT nocne
BO306HOB/EHUA Tepanuu.

e EcnuM curHan Tpesorm npekpatuaca, 3Ha4YuT, yTeyka B MOBA3KE WU
Tpyb6ke noBA3kn. Ewe pa3 npoBepbTe M NPU HEOOBXOAMMOCTU 3aMEHUTE.
MpumeyaHne. Ecnn curHan TpeBOrM O HU3KOM YPOBHE OTpuULATESIbHOrO
[aBneHWs Bbl3BaH YTeUKOW B CUCTeMe, CUTHaN TpeBOrum o6 yTeuke Takxke
MOXeT cpaboTaTb, MOKa aKTWMBEH CWUrHan TPEBOrM O HU3KOM YpPOBHE
oTpuLaTeNlbHOro faB/leHNs.

C nomMouwbr npo3paL|H017| NNEeHKN NN NNNKUNX

YTeuka
YTeyka B cMCTeMe MpeBbilWaeT MakCMmasnbHO AOMNYCTUMbIA NOPOr yTeuYkn B

TeyeHune > 45 cekyHj.
AnnapaT npoAoskaeTt
npegnucaHHyl Tepanuto.
e NTHOAMKATOP COCTOAHUA CBETUTCH XXENTbIM.

e 3BYKOBOI curHan pasgaetcsa Kaxgble 20 cekyHA.

e 3BYKOBOW CUIHAN MOXHO NMPUOCTAHOBUTb MPUMEPHO Ha 2 MUHYTbI, HaXaB
3HauyoK «llaysa curHana» Ha 3KpaHe.

pa6OTaTb, HO MOXeT He obecneumBaTb

Na*UMTiim*XM>«<Blasa»anlllbik.
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3. Disconnect the canister tubing from the dressing tubing by applying
pressure to the canister tubing quick click connector and gently pulling
the connectors apart. Close the tethered caps of both connectors.

e |[fthe alarm continues, a leak exists within the canister or at the canister
to pump connection. Replace the canister. Refer to "Removing/changing
canister"” section of manual for more details. Contact your Smith &
Nephew authorized representative if the alarm continues after restarting
therapy.

« If the alarm resolves, a leak exists within the wound dressing or tubing.
Reassess and replace as needed.

Note: If Low Vacuum alarm is due to a leak in system, the Leak alarm
may also be triggered while the Low Vacuum alarm Is active.

Leak
The system leak is greater than the allowable maximum leak threshold

for >45 seconds.

The pump continues to operate but may not provide prescribed therapy.
e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm may be paused for approximately 2 minutes by pressing
the Pause Alarm icon on the screen.
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YcrpaneHne HeNCnpasHocTm

He NpuOCTaHaBAMBaTE TEPanuio ¥ HE BLIKNIOYANTE anNapat BO BpeMA
BLINO/IHEHUST  YKa3aHHLIX janee  AeACTBMA N0 YCTPAHEHWIo
HEMCNPaBHOCTUA. Mcnonb3yidTe pacxoaoMep Ha 3KpaHe, yTohbl NOMOYDL
HalTH M YCTPaHWNTL MCTOYHMKW YTeuxu. lposepaiTe annapar nocne
Kaxaoro aeicrsma. lMepexoante K cnegywoweMy wary, TOAbKO &€CnU
CUrHAN TPEBOrU HE OTKNIOYALTCA.

1. NposepbTe HET MM YTEUKH BO3AYXa B NnosnA3ke. Cneaute 3a TeM, 4TOOB
NOBA3KA HE BLIFAAENA PLIXNOH WAM HENNOTHOW, NpuCTywuBaiTecs K
ABMKEHWIO BO3RYXa BOKPYr MOBA3KN U HAUYNLIBAATE MeHee CXaTbie NNK
6onee npoxnagHbie NO TeMnepaType YUacTKW. YcrpaHute nobuie
BLIAB/IEHHBIE YTEYKM C MOMOWBIO MPO3PAUHON NAEHKN WAM JIMRKKX
resnesbiX NNACTbHIPeH.

2. Y6eantecb, MTO BCE COBANHEHUA HAAEXKHBL.

s BLICTPOOTCOGANHSIEMbIE Pa3béMbl TPYGOK NOBA3KK W EMKOCTH.

¢ BeiCTpoOTCORAUHAEMbIE PazbEMbl Y-00Pa3HOro COGAUHEHUA, €CNK OHW
€CTh.

3. OtcoeamnnTe TPYOGKY eMKoCTH OT TpyOKM NOBA3KW, Haxaee Ha
6bICTPOOTCOCAUHAEMBIA Pa3béM EMKOCTU W OCTOPOXHO PasbeauHus
pa3uémbl. 3aKpoiite 06a pasbéma HaBecHbIMW KONMAYKaMu.

o ECNH CMIH2N TPEBOrW HE MCUHESHET, 3HAUMUT, B CAMON E€MKOCTH WNHK 8
COBAMHEHWA E€MKOCTM C annapaToM ecCTb YTEYKa. 33MeHWUTE eMKOCTb.
Bonee noapobHyl0 WHGopMauui cM. B pasaene «ChaThe / 3aMeHa
EMKOCTU® PYKOBOACTBA. CBAMKMTECH C YNONHOMOUYEHHBIM NPEACTABHTENEM
Smith & Nephew, ecnu curHan TpeBOrM He WwCHe3HEeT nocne
80306HOBNIEHUA TEPANHUK.

o ECM CMrHaN TPEBOMM NPEKPATUACA, 3HAUUT, YTEUKa BO3HUKAA B NOBA3KE
wan B eé Tpy6ke. Ewe pas npoBepsTe U NPU HEOOGXOAUMOCTH 3BMEHMTE.
Npeaynpexaenue: OTCYTCTBHE CUTHANOB TPEBOMW: KOrAa B cUCTEME
NPUCYTCTBYET 3HAYMTENbHAA YTEUKa BO3AYXa, BKAIOYAETCA curHan
Tpesorv 06 yTeuxe. OaHaKo, €CK B CUCTEME NPUCYTCTBYET 3aKynopka,
3TO MOXET NOMEILATb OGHAPYKEHWUIO 3HAUYNTENILHON YTEUKK annapaTomM, B
pesynbTaTe Yyero CUrHan TPeBOru He NPO3BYYUT. BO3MOXHbIE NCTOMHUKU
3aKynOPKM BKAKOYAIOT:

s Ousnyeckas OKKNO3MA B nosA3Kke (Cryctok B8 HanoaHwrene,
YNAOTHEHHAA MapAA, BA3KAA XUAKOCTL 8 6onewom obrLeme).

* Puanyeckas okkno3us B TpySke (nepernb Tpybkm eMKOCTH, CrycToKk 8

TpY6KE).

Troubleshooting Do not pause therapy or power Off the pump while
performing the following troubleshooting steps. Use the on-screen flow
meter to help find and correct sources of the leak. Assess the pump after
each step. Continue to next step only if alarm remains unresolved.

1. Check the wound dressing for air leaks. Look for loose or decompressed
dressing appearance, listen for air movement around the dressing and
feel for areas less compressed or cooler in temperature. Address any
identified leaks with transparent film or adhesive gel patches.

2. Ensure all connections are secure.

« Dressing and canister tubing quick click connectors.

o Y-Connector quick click connectors, if applicable.

3. Disconnect the canister tubing from the dressing tubing by applying
pressure to the canister quick click connector and gently pulling the
connectors apart. Close the tethered caps of both connectors.

« If the alarm continues, a leak exists within the canister or at the canister
to pump connection. Replace the canister. Refer to *Removing/changing
canister" section of manual for more details. Contact your Smith &
Nephew authorized representative if the alarm continues after restarting
therapy.

« If the alarm resolves, a leak exists within the wound dressing or tubing.
Reassess and replace as needed.

Caution - lack of alarms: When a significant air leak is present in
system, the Leak alarm will assert. However, if a blockage is present
within system it may prohibit detection of a significant leak by the pump,
resulting in no alarm assertion. Potential sources of a blockage include:

« Physical occlusion in wound dressing (clot in filler, compacted gauze,
high volume viscous fluid).

« Physical occlusion in tubing (kink in canister tubing, clot in tubing).

« Misaligned dressing opening to RENASYS Soft Port aperature. Check
dressing regularly to ensure therapy is being delivered.
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e CMmelleHMe OTBEpPCTUMA MOBA3KWM MO OTHOLWEHW K OTBepCcTUio nopTta
RENASYS Soft Port. PerynapHo npoBepsaiiTe NoBA3KY, 4T06bl yb6eanTbCS,
4YTO NleyeHne NpoBOAUTCA.

3aKkynopka
Cuctema o6GHapyXwuna 3akKynopky BHYTpPM emKocTu, num6o Tpybka wunu

BHYTPEHHUII  (UALTP EMKOCTM MOKPbITbl  3KCCYAATOM, 4YTO  MOXET
npousoiiTn, faxe ecnu EMKOCTb He BbITNSAUT SSBHO MOJTHOA.
AnnapaT npogos/kaeT pa6oTaTb, HO MOXeT He o6ecneyuBaTb

Ha3HauYeHHYyl0 Tepanuio.

e NHOMKaATOpP COCTOAHUA CBETUTCH XXENTbIM.

e 3BYKOBOI curHan pasgaetcs Kaxpgabie 20 CeKyHA.

e 3BYKOBOI CUTHaN MOXET B6blTb MPUOCTAHOB/IEH MPUMEPHO Ha 2 MUHYTHI,
HaXxaTueM Ha 3Ha4yoK naysbl curHana Ha 3KpaHe.
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YcTpaHeHUe HencnpaBHOCTEWN

He npuocTaHaBnuBaliTe Tepanuiw W He BbiKAKUaliTe annapat BO BpeMs
BbIMO/IHEHUA yKa3aHHbIX fanee nencTBuii no yCTpaHeHuto
HeucnpaBHocTeli. [lpoBepsinTe annapaT noOCAe KaXAoro JAencTBus.
Mepexognte K cnepywolwemy wary, ToNbKO eCny aBapuilHblii curHan BCE
eweé nopaérca.

1. Ecnn K annapaTty nojk/aw4yeHa OfHa MNOBA3Ka, HaXMUTe 3HayokK
«lNaBHbIN 3KpaH» Q [ONA Nepexoja Ha rnaBHbIli 3KpaH u ybenutechb, U4TO
ANnA 3Hauyka nepeknw4dartensa Y-obpasHoe coegnHeHue ¢ /cTaHOB/IEHO
3HayeHue «Y- ob6pa3Hoe coeanHeHne BbIK/T.» &
2. Yb6epguTecb, 4YTO BCe TpybKM UM coefjMHeHUs
nepernbos.

3. Y6enuTtecb, 4TO MO pPaHON HeT NULWHUX TPpy6HOK.
4. o BO3SMOXHOCTU, YMEHbLWNTE BbICOTY annapaTa Mo OTHOWEHUIO K paHe.
5. Mo BO3MOXHOCTU, YBENUYbTE 3HAYEHNE HACTPOWKMN AaBneHus.

6. OTcoegnHuTe TpPybKY emMKOCTM OT TPyO6KM MOBA3KU, HajaBWB Ha
6biCTpOOTCOEAMHAEMBI pa3béM eMKOCTM M  OCTOPOXHO pas3befuHUB

HEe 3acCOopeHbl W HeT
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Blockage

The system has detected a blockage within the canister, or the tubing or
the internal canister filter is covered with exudate, which may occur even
if canister does not appear visibly full.

Pump continues to operate but may not provide the prescribed therapy.
e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm may be paused for approximately 2 minutes by pressing
the Pause Alarm icon on the screen.

80
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Troubleshooting
Do not pause therapy or power Off the pump while performing the
following troubleshooting steps. Assess the pump after each step.
Continue to the next step only if the alarm remains unresolve”™
1. If one dressing is connected to the pump, press the HomeQ
navigate to the Home screen and ensure that the Y-Connect ¢
icon is set to Y-Connect OFF ®

2. Ensure ali tubing and connections are free of any obstructions or kinks.
3. Ensure no excess tubing is below the wound.

4. Consider reducing the height of the pump in relation to the wound.

5. Consider increasing the pressure setting.

6. Disconnect the canister tubing from the dressing tubing by applying
pressure to the canister quick click connector and gently pulling the
connectors apart. Leave open the tethered cap of the canister quick click
connector and close the tethered cap of the dressing connector.

e If the alarm continues, the blockage exists within the canister. Replace
the canister. Refer to "Removing/ changing canister" section of manual
for more details. Contact your Smith & Nephew authorized representative
if the alarm continues after restarting therapy.

icon to
toggle
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pa3bémMbl. OcTaBbTe OTKPbITbIM NPUBA3HOW KOMNA4yoK GbicCTpOOTCOEAUHAEM
oro pasbéma e€eMKOCTM UM 3aKpoiTe nNPUBA3HLIM KOMMNAYKOM pasbém
NOBA3KMN.

e Ecnn curHan TpeBOrM He UCYe3HeT, 3HAYUT B EMKOCTM eCTb 3aKynopka.
3aMeHNTb eMKocTb. Ob6patuTecb K pasgeny «CHAaTue / 3aMeHa eMKOCTU»
pykoBoACTBa ANA nonyyvyeHus 6osee Nnogpo6bHON nHpopmauumn. CBAXUTECH
C YNOo/HOMOYEHHbIM npeacTaButTenem Smith & Nephew, ecnu curHan
TPEBOrM He UCYe3HeT Mnocsie BO30OHOBMEHUA Tepanuu.

e Ecnn curHan TpeBOrM uCYe3HeT, 3HAUYUT ecTb 3akynopka B Tpybke
noBaA3ku. MpoBepbTe U NPM HEOBXOLUMOCTU 3aMeHUTe ee.

NMpumeyaHne. PacnonoXxeHne annapaTta, CKOPOCTb, C KOTOPOW XUAKOCTb
nocTtynaeTt B eMKOCTb, M TO, Kak 3aTBepjeBaeT 3KccyaaT, MOTYT NMOB/ANATb
Ha 3aKynopky B (uabTpe. YTo6bl ONTMMasbHO WUCMNONb30BaTb 00bEM
eMKOCTM ”n ob6ecneyntb paboTy CUrHanoB TPeBOrn, Bcerga pgepxute
annapaTt B BEPTUKaNIbHOM MOMIOXEHUMN.

MpepoctepeXxeHne: OTCYTCTBME CUTHANIOB TPEBOTIW:

e Boibop napameTpa Y- ob6pa3Hoe coeguHeHune BKJI, korga k annaparty
nogcoefivHeHa TO/NIbKO OfHa MNOBA3Ka, MOXeT Bbl3BaTb JIOXHbIE
cpabaTblBaHWUS CUTHaN0OB TPEBOIN.

Bbibop napameTtpa Y- ob6pa3Hoe coegumHeHue BbIK/1, korga Kk annapaty

noacoeuWHeHbl [Be MOBA3KW, MOXET MpefoTBPaTtuTb cpabaTbiBaHue
curHana TpeBoruM o 3akynopke. Mpu Y-o6pa3HoOM MNoOACOEAVHEHUU [BYX
NOBS30K K annapaty peKoMeHAyeTcs PeryaspHo KOHTPOAMPOBaTh

COCTOSAHWE paHbl.
Ybeautecb, 4To NOBSI3KA MOJIHOCTbIO C)KaTa M N0THas Ha owynb. Cuctema
0O6HapPYXXMUT 3aKynopKy TONbKO B TOM c/lyyae, ecnuM 3aKynopeHbl o06a
coegnHeHnsa. Cnctema He O6GHAPYXXUT 3aKyNOpKY B OAHOW M3 NOBA30K C Y-
coegnHeHneMm; Tepanus He OyaeT MNpPoOBOAUTLCA 4Yepe3 3aKYNOpPEeHHYIO
NOBS3KY.

e CurHan o 3akynopke cpabaTbiBaeT, Korga cuctema OOGHapPYyXuT
3aCKynopkKy MexXAay EMKOCTbK M MEeCcTOM COMpPsXeHUs TPYyOKM MOBSA3KM C
npo3pa4vyHoi nNaeHKol. 3aKkynopka B caMoi NoBs3Ke He GyaeT 06HapyXeHa
CUCTEMOWA.

e Ecnn B cMCTeMe MPUCYTCTBYET 3akKynopka, HO Mexay MecTOM 3aKymnopKu
N annapaToM MNPOUCXOAUT yTeyka BO3Ayxa, CWUrHan TPEeBOrM MOXET He
cpabaTbiBaTb. Y6enmTecb, YTO BCE COEAMHEHMNSA HaAEXHbl U B CUCTEME HET
yTeyek Bo3gyxa.

BO3MOXHbIE MPUYMHBI YTEYKN BO3AyXa BKAKOYAT:

e TpecHyBWAas WM NOBPeXAeHHas eMKOCTb.
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e If the alarm resolves, the blockage exists within tubing of the dressing.
Reassess and replace as needed.

Note: Pump orientation, rate at which fluid enters the canister and how
exudate solidifies can impact filter occlusion. To optimize canister volume
and alarm functionality, keep the pump in the upright position.
Caution-lack of alarms:

e Setting Y-Connect On when only one dressing is connected to the pump
may cause nuisance alarms.

Setting Y-Connect Off when two dressings are connected to the pump may
prevent blockage alarm from sounding. When Y-connecting two dressings
to the pump, regular monitoring of the wound is recommended.

Ensure the dressing is fully compressed and firm to the touch. The system
will only detect a blockage if both connections are blocked. The system
will not detect a blockage existing in one of the Y-connected dressings;
therapy will not be delivered through the blocked dressing.

e The blockage alarm will occur when the system detects a blockage
between the canister and where the dressing tubing interfaces with the
transparent film. A blockage within the wound dressing will not be
detected by the system.

e If a blockage is present in the system but an air leak occurs between
the blockage and the pump, the alarm may not assert. Ensure that all
connections are secure and there are no air leaks present in the system.
Potential sources of air leaks include:

e Cracked or damaged canister.

e Misplaced or worn O0-ring within the quick click connector.

e Misplaced or worn O-ring on the pump Inlet port.

e Damaged or tear in the dressing tubing or quick click connector.
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. CmeweHune nnn M3HOC
6bICTPOOTCOEAUHAEMOrO pa3béma.
e CMelWweHne nam N3HOC YNJOTHUTENIbLHOTO KOJibLa Ha BNYCKHOM OTBEPCTUU
annapara.

e MoBpexageHne unu paspbiB TPYOKM NOBA3KM UM BGbICTPOOTCOEANHAEMOTO
pa3béma.
EMKOCTb 3ano/iIHeEHA

Cuctema o6GHapyXuna, 4To €MKOCTb MOYTW 3anOfIHEHA WAU BHYTPEHHWUN
PUNbTP €MKOCTU MOKPLIT 3KCCygaTOM, 4TO MOXeET MPou3oiiTu, gaxe ecnu
€MKOCTb He BbIFNa4UT ABHO MOJTHOMN.
AnnapaT npojgonxaet paboTaTb, HO
HasHa4YeHHylo Tepanuio.

e IHOMKATOpP COCTOAHUSA CBETUTCH >KENTbIM.
e 3BYKOBOIi CUTHaN pasgaeTtcs Kaxpgble 20 CeKyHfg.

e 3BYKOBOW CUIHaNA MOXET 6biTb MPUOCTAHOBNEH MPUMEPHO Ha 2 MUHYTHI,

HaxaTuem Ha 3Ha4oK naysbl gupHana Ha 3Kpa(t|g.
lam

YNJIOTHUTENBHOTO KOonbla BHYTPWU

MOXeT He obecneymBaTb

YcTpaHeHMne HencnpaBHOCTWU

MprnocTaHOBUTE Tepanuio nepej BbINONHEHUEM CNeAyLWNX AeAcTBUiA No
ycTpaHeHW HewucnpaBHocTel. [lpoBepAlTe annapaT Mnocfe Kaxaoro
gencteua. MNMepexoante K cnefylowemy wary, ToONbKO eCiM CUTHAA TPEBOMU
BCE ew,é nogaércs.

1. 3aMeHUTb €MKOCTb W HauyHuTe Tepanui. O6GpaTuTecb K pasgeny
«CHATUe / 3amMeHa eMKOCTU» pYKOBOACTBa [ANA nNofaydyeHus Gonee
noapo6Hoii UHGopMaL K. CBSXXUTECH c YNO/ITHOMOYEHHbIM

npeacrtasutenem Smith & Nephew,
nocne BO306HOBMEHUA Tepanuu.

MpumeuyaHue. PacnonoXxeHne annapara, CKOPOCTb, C KOTOPOMN XUAKOCTb
noctynaeT B eMKOCTb, U TO, Kak 3aTBepAeBaeT 3kccyaaT, MOTyT MOBAUATb
Ha 3aKynopky B ¢punbTpe. YT0o6bl ONTMMAaNbHO MUCMNO/b30BaTbh 0ObLEM
eMKOCTU 1 ob6ecneunTb paboTy CcUrHanoB TpeBOrM, Bcerga pAepxuTe
annapaT B BEPTUKA/IbHOM MOJTOXKEHUN.

ecnn curHan TpeBOrn He WNCYHe3HeT
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Canister Full

The system has detected the canister is nearly full or the internal canister
filter is covered with exudate, which may occur even if canister does not
appear visibly full.

Pump continues to operate but may not provide the prescribed therapy.
e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm mav be paused for approximately 2 minutes by pressing
the Pause Alarm icon onn;;n'\e/I screen.

Troubleshooting

Pause therapy before performing the following troubleshooting steps.
Assess the pump after each step. Continue to the next step only if the
alarm remains unresolved.

1. Replace canister and start therapy. Refer to "Removing/changing
canister" section of manual for more details. If alarm continues, contact
your Smith & Nephew authorized representative for assistance.

Note: Pump orientation, rate at which fluid enters the canister and how
exudate solidifies can impact filter occlusion. To optimize canister volume
and alarm functionality, keep the pump in the upright position.



Hun3skuii 3apsag 6atapen

3apsapa 6atapeun ocTtanocb He 60/ee Yem Ha 2 4yaca Tepanuu.

Mocne Toro kak 6aTapesa pas3paguTca annapaT npekpaTtuT NPOBOAUTL

Tepanuio N BbIKJIHOYNTCA.

e lHOMKATOp COCTOSAHUA CBETUTCH XENTbIM.

e 3BYKOBOW curHan pasgaetcs Kaxpgbie 20 cekyHp.

e 3BYKOBOW CUrHan MOXHO NPMOCTAaHOBUTbL, Ha)kaB 3HA4yoK lNays3a curHana
Ha aKpaHe.

e CeHCOpHbIi 3KpaH NepexoauT B pexXum oxuaaHus u/unum TyckHeeT,
yTo6bLI NPOANUTL paboTy 6aTLﬁB€I§/]|q'>
<

WNnyitent* MA A Ayainrl>Mirtekaumc-
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YcTpaHeHne HeucnpaBHOCTMU

1. Kak MOXHO cKopee nogk/aw4ynte annapart K GHEKTpMHeCKOM po3eTKe.

AnnapaTt MOXHO NOAKAYUTb K 3MEKTPUYECKONn po3eTke (MepemMeHHOro
ToKa), 4TOo6bl 3apAaanTb 6atapeto, He NpepbiBas akTUBHOW Tepanuu.
KpuTnuecknii ypoBeHb 3apsaga b6atapemu

3apapa 6atapeun ocTtasocb NPMMEPHO Ha 3 MUHYTHI Tepanuu.

Mocne TOro, kak 6artapesa pa3paguTca, annapat npekpaTuT MNPoOBOAUTH
Tepanuio U BbIKNOYNTCA.

e WNHAMKATOP COCTOAHUSA CBETUTCH XKENTbIM.

e 3BYKOBOIi CUTHan pasgaeTtca Kaxpgable 20 CEKYHS.

e 3BYKOBOW CUrHan MoXeT 6biTb MPUOCTAHOB/EH MPUMEPHO Ha 2 MUHYThI,
HaxxaTuMeM Ha 3HauyoK naysbl curHasnsa Ha aKpaHe.

e CEeHCOpHbIN 3KpaH TyCKHeeT, 4Tobbl NpoanuTb paboTy 6atapen.

OT«r
-H ow.
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Low Battery

Battery has up to 2 hours therapy time remaining.

Upon battery depletion the pump will stop delivering therapy and power
Off.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm may be paused by pressing the Pause Alarm icon on
the screen.

e The touchscreen goes into standby and / or dims to conserve battery

life.
KMAL «@»
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Troubleshooting

1. Plug pump into an electrical (AC) outlet as soon as possible. The pump
can be plugged into an electrical (AC) outlet to charge the battery without
causing interruption to active therapy.

The battery has approximately 3 minutes of therapy time remaining.
Upon battery depletion the pump will stop delivering therapy and power
Off.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.

e Audible alarm mav be paused for approximately 2 minutes by pressing
the Pause Alarm icon on the screen.

e The touchscreen aims to Wﬂsjk%ve battery life.
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MpumeuaHue; Ecnu Tepanus npuocTaHOB/eHa B TO BpeMs Kak annapart
HaxoAUTCS B 93TOM COCTOAHWMM, annapaT Heo6X04MMO MNOAKMOUYUTL K
MCTOYHUKY NMUTAHUS ANA TOro, 4To6bl Tepanus Bo306HOBMUACS.
YcTpaHeHne HEUCNnpaBHOCTH

1. Kak MOXHO cKopee NoAK/AluMTe annapaTt K 3/eKTpuyeckoii po3eTke.
AnnapaTt MOXHO MNOAKIUUTL K 3/eKTPpUUYecKoi poseTke (NEPEMEHHOTO
TOKa), YTOObl 3apsAANTb aKKYMYNsSiTOpP, HE Bbi3biBasi NPepbiBaHUSt aKTUBHOW
Tepanuu.

HencnpaBHOCTb 6aTapeu

batapesa B annapaTe He 3apsXaeTcd. Tepanuvio MOXHO NPOLO/IKUTH
TONIbKO Aep>ka annapaTt MNOAKMOYEHHLIM K CETU NMEPEMEHHOrNO TOKa.
AnnapaTt npekpawaeT nogayy Tepanuu wu OTKA4YaeTcsa. AnnapaT He
BKNIOYNTCA CHOBA, €C/N He ByaeT NOAKMNOUYEH K 3/IEKTPUYECKOI po3eTkKe.
e NHAMKATOP COCTOAHUA CBETUTCA XeNTblM, KOrga annapaTt BK/HYEH.

e HeT 3BYKOBOIO CUrHasa TpeBOTW.

S0

T

0
MpumeuyaHue. CurHan TpeBOrM 0 HeMcNpaBHOCTU GaTapen oTobpaxaeTcs
TONbKO B TOM cfydae, ecnu annapat MNOAKNOYEH K 3NeKTpoceTu
(nepemMeHHOro Toka) M BK/OYEH.
YCTpaHeHVIe HencnpaBHOCTU
1. Ecnu annapaT nogBeprafcsa BO34eiNCTBUIO TemMnepaTyp, BbIXOAAWMX 3a
npegenbl peKOMEHAOBAHHOro pAnana3oHa TemnepaTtyp, fJaiTe ewmy
BEPHYTbCA K KOMHATHOW TemnepaType.
2. Mopgknwunte annapaTt K 3eKTpuyeckoli poseTke (MepeMeHHOro Toka);
annapat He O6ypetr pa6oTatb oOT 6artapeun. CBAXUTECb C BalWuMm
YNOSTHOMOYEHHbIM npefcTasutenem Smith & Nephew pgna nonyyeHus
NOAMEHHOrO annaparTa.

OTka3 annaparTta
B annapaTe BO3HWKNa HeycTpaHumasa owunbKa,

BHYTPEHHEW annapaTHON UAM NPOrpamMMHOA OWWNGKK.
AnnapaT nepecTaeT nogasaTb gaB/ieHUe.
e NHOUKATOP COCTOAHMUS CBETUTCS XXENTbIM.

BO3MOXHO, n3-3a
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Note: Iftherapy is paused whilst the pump is in this state, the pump must

be plugged in to the power supply unit in order for therapy to be started

again.

Troubleshooting

1. Plug pump into an electrical (AC) outlet as soon as possible. The pump
can be plugged into an electrical (AC) outlet to charge the battery without
causing interruption to active therapy.

Battery Failed

Battery within pump has failed to charge. Therapy can be continued only
by keeping the pump plugged into electrical (AC) power.

Pump stops delivering therapy and powers Off. It will not power On again

unless plugged into an electrical (AC) outlet.
e Status indicator light illuminates yellow when the pump is powered On.

e There is no audible alarm.

uISSWt

0
Note: Battery Failure alarm only displays when pump is connected to
electrical (AC) power and powered On.
Troubleshooting

1. If the pump has been exposed to temperatures outside its
recommended temperature range, let the pump return to room
temperature.

2. Plug pump into an electrical (AC) outlet; the pump will not operate on
battery power. Contact your Smith & Nephew authorized representative

to obtain a replacement pump.

Pump Failed The pump has an unrecoverable error, potentially due to
an internal hardware or software error.
Pump stops delivering therapy.

e Status indicator illuminates yellow.

e Audible alarm sounds every 20 seconds.




e 3BYKOBOW curHan pasgaeTcs Kaxpgble 20 CEKYHA,.

. 3ByKOBOH CUTHan Hesnb34 HpM%ﬁIaHOBMTb
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YcTpaHeHMe HencrnpaBHOCTM

1. BelkO4YNUTE M Nnepe3anycTuTe annapart.

2. Ecnm curHan Tpesorn noBToOpsAeTcs, 3anulunTe KOA4 HEeucrnpaBHOCTU WU
obpaTuTecb K ynosiIHOMOYeHHOMY npegctaButento Smith & Nephew.
OTcyTcTBME aKTUBHOCTMU

AnnapaTt BK/NWOYEH, Tepanusa He nposBoAunacb, W annapart octaBasca 6e3
BMelwaTenbcTBa Nosb3oBatensa 6onee 15 MUHYT.

AnnapaTt NpoAo/DKUT paboTaThb.

e IHOMKATOP COCTOSAHUA CBETUTCHA XENTbIM.

e 3BYKOBOW curHan pa3,qaeTc»;i|m1Ka»<,qb|e 20 ceKyH,@.r<3

MveAkm WMfaKi

YCTpaHeHVIe HencnpaBHOCTMU

1. KocHuTecb B N1060M MecTe 3KpaHa, 4YTobbl BbIKKUYNTL CUTHAT TPEBOTN.
2. BbibepuTe HacTpPOWNKY OTpuLATENbHOro faBNeHUA U HAaYHWUTe Tepanuio
UNWN BbIKNIOYUTE annapart, NokKa He noTpebyeTcs Tepanwus.

E>xxerogHoe TexHun4yeckoe obcny>XxmBaHue

MpubnuxaeTtcs Bpems npoeefeHUs €XerofHoro TEXHUYECKOTO
o6cnyXuBaHus annapaTta. Tepanuio MOXHO MPOAO/IKUTbL. YBeJOMEHNE O
€XXEerogHoOM TEeXHWYECKOM 06CnyXXuBaHunm O6yaeT oTobpaxaTbCa KaXnabli
pa3 npu BKAKYEHWM annapara.

AnnapaTt Npojo/mXUT paboTaTs.
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e Audible alarm cannot be Wd'

Troubleshooting
1. Power Off and restart pump.

2. If alarm recurs note the failure code and contact your Smith & Nephew
authorized representative.

Inactive The pump is powered On with no therapy initiated and has been
left without user interaction for longer than 15 minutes.

Pump continues to operate.

e Status indicator illuminates yellow.

e Audible alarm sounds eve%}&seconds.

&5
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Troubleshooting

1. Touch anywhere on the screen to resolve alarm.

2. Select vacuum setting and start therapy or power Off pump until
therapy is required.

Annual Maintenance

The pump is nearing time for the annual maintenance check. Therapy can
be continued. The annual maintenance notification will display every time
the pump is powered On.

Pump continues to operate.
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YCTpaHeHUe HENCNPAaBHOCTH

1. Haxmute 3Hauoxk <«MpUHATD® @, utobbi 3aKkpuiTe 3TOT 3KpaH
yseqoMneHnit 1 nepeiTu Ha rnaBHbid 3KpaH. Mpogonxaiite Tepanuio
COrNacHo nnaHy.

2. Mo OKOHYaHWK  NeveHus  nauueHta coobwwuTe  CBOEMY
YNONHOMOYEHHOMY NOCTABILMKY YCAYr O HEOoGX0AMMOCTM @XErogHoro
06CNYXVBAHUA.

Troubleshooting

1. Press the Accept @ icon to dlose this notification screen and continue
to the Home screen. Continue therapy as planned.

2. At the conclusion of the patient's therapy, notify your authorized
service provider that annual maintenance is required.

MpuHagnemHocTn Accessories
CyMKa anfa NepeHocKkH Carry bag
Cymka ana NeperocKu npeaHasHaueHa ans The carry bag is single patient use.

MCNONBb3OBAHUR OAHUM NALINENTOM.

Y706 NOMECTITL ANNAPAT B CYMKY ANA NEPEHOCKN:
1. PaccrerHmre MoNHWIo Ha ThiNbHOW CTOPOHE CYMKW.

2. CHUMMTE peMHM ANR NepeHockn ¢ annapara.
YaepxwBaa annapaTt B BepPTUKANbHOM  NONOXEHWM,
HAZABUHLTE CYMKY CBEPXY M CHM3Y Ha annapat. Yoeantecs,
YTO PYYKM KpenneHus BLICTYNAIT Yepes CYMKY C obeunx
CTOpPOH.

3. 3acTerHuTe MONHWM W CHOBA NPUKPENUTE PEMHU ANA
NepeHoCKN.

4. Nocne ycraHoskW ybGeautech, 4TO TPYGKKW eMKOCTW
MOTYT CBOSOAHO NepemMeLlaTsCa.

Npumeuanne: pekoMeHayeTcs 3abnokuposats annapar
fIPKM MCNONbL30BAHUN CYMKH ONA NEPEHOCKU.

BuMmMaHMMe: annapav Bcerga AOMKEH OCTABATLHCA B
BEPTMKANEHOM MNONOXEHWW MPH  pasMeuleHUn ero M
AanbHenweM UCNoNL30BaHUNA B CYMKe,

0co6eHHOCTN KOHCTPYKLUMK CYMKN ANA NEPEHOCKN:
o U3nMWKK TPYEK MOXHO NPoNyCTUTL NMGO Yepes oTeepcTHe ANs TPY6KM
noa KapMaHoM, MBO Yepes AHO CYMKWU U CBEPHYTb B KAPMaH Ha 3apHeR
CTOpOHE CYMKM.

To place pump into bag:

1. Open zippers on the back side of the bag.

2. Remove carry straps from pump. Keeping the
pump in the upright position, slide bag over and
the pump. Ensure attachment knobs are
accessible through the bag on either side.

3. Close zippers and reattach carry straps.

4, Once fitted, ensure canister tubing can move
freely.

Note: It is recommended to Lock the pump when
the carry bag.

Caution: Ensure the pump always remains in the
upright position when placing the pump in and
using the carry bag.

Bag features:

» Excess tubing can be fed through either the
tubing hole under the pocket or through the
bottom of the bag and coiled into the pocket on
of the bag.

« Flaps on the front of the bag are for the privacy of the user and can be
lifted to access the touchscreen and buttons to view the canister.

down

using

while

back
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e KnanaHbl Ha nepefHell 4yacTu CYMKMW NpeAHasHadeHbl Ans obecneyeHus
KOH(MAEHUMANbHOCTN MOMb30BaTeNss U MOTYT 6blTb NPUMNOAHSATHI, UYTO6bI
NoNMy4YnTb JOCTYN K CEHCOPHOMY 3KpaHy M KHOMKaM, a Takxe Ana ocMoTpa
€MKOCTMU.

B kapmaHe gNns KapTouyeK Moj nepeAHUM KfamaHoM MOXHO pa3MecTUTb
BU3UTHYIO KApTOUYKY WM KApTOUYKY C KOHTaKTHOU MHDopmaumneii.

e MeTns NS peMHs pacnofiodXeHa Ha 3afHeli yacTu CyMKM, 4TO MO3BONseT
HOCUTb anmapaTt Ha nosce.

Lifting top flap allows access tO
toucfmeen, buttons and card pocket

lifting bottom flap allows
ca”Me* to be viewed.

Lifting top flap allows access to touchscreen,
buttons and card pocket

Lifting bottom flap allows canister to be
viewed
Belt loop
Tubing
Tubing pocket
PemMHU ona nepeHocku
PeMHU [nsa nepeHOCKU
naymeHToOM.
UToO6bl MPUKPENUTbL PEMEHb ANA MEPEHOCKM K annapaTty:
1. MpogeHbTe 60nbllOoe OTBEPCTME CKOObl PEMHSA Ha PYUYKYy KpenneHus
annapara.

npegHa3HayeHbl A4 WUCNOJ/Ib3OBaHMA OOHUM
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e The card pocket under the front flap can hold a business card or contact
information.

e A belt loop is located on the rear of the bag should you wish to wear the
RENASYS TOUCH at your waist.

8eit loop

Tiding pocket

MoAbeMHbIN BepxHUl knanaH obecne4ynBaeT
JOCTYyNn K CEHCOPHOMY 3KpaHy, KHOMKam Wu
KapmaHy Ansa kapT
MoAbeEMHbIE  HUXHUNIA
BUAETb EMKOCTb
MeTna gna peMmHA
Tpyb6Kn

KapmaH gns Tpyo6ku

KnanaH no3BondeT

The carry straps are single patient use.

To attach the carry strap to pump:

1. Slide the large opening of the carry strap clip over the pump
attachment knob.

2. Pull up on the carry strap clip. The clip will click when properly engaged.
Repeat same process with other strap on opposite side of pump.
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2. MoTsHuTe BBepx 3a ckoby peMHA AR nepeHockw. Mpu npasunbHOM
dukcaumn ckobbl Gyaer cauilweH wenvok. MosTopute TO Xe CaMmoe C
ApYroit cko60oi peMHs Ha NPOTMBONONOXHOA CTOPOHE annapara.

3. Mocne Toro Kak obe CTopoHLl NoAcoeAnHeHbl K annapaTty, WX MOXHO
COEAMHNUTL BMECTe, YTOGbi NONYUMACA KOPOTKUH peMeHb ANA NEPEHOCKH.
4. HaxXMuTe BHM3 CKODY peMHA AN NEPeHOCKU, YTOObl CHATL peMeHb C
annapara.

3. Once both sides are connected to the pump they can be joined together
to make the short carry strap.
4. Push down on carry strap clip to remove strap from pump.

BHuManne: annapaT BCeraa AONXKEH OCTABaTLCA B BEPTUKANLHOM
NONOXEHWN NPU UCTIONH30BAHNK €ro Ha PEMHAX ANA NEPEHOCKN.

Ytobbl COBANHNTL U YANUHUTL PEMHM:

1. CoRAMHUTE BMECTE NPSKKA PEMHS ANA NEPEHOCKNW, YTO6LI NoAyUMnCcA
KOPOTKUIA peMeHb ANst NepeHOCKK,

2. NpurcoeanHuTe NPAKKN PEMHA ANA NEPEHOCKU K NPAXKAM HANNEYHOrO
pEMHA W/MNW YASMHUTENLHOrO PeMHA, YTOOLI YBENHYUTL ATUHY ANA
nepeHOCKW Ha nneye UAN Yepes nnevo.

3.MArKyl0 4acTb PEMHs € HaNNEeYHUKOM pa3IMEeCTUTE Ha nneve ANA
MaKCcMMaNbHOro koMpopTa NpU NEpeHoCcKe annapara

Caution: Ensure the pump always remains in the upright position when
using the carry straps.

To connect and extend straps:

1. Join the carry strap connectors together for a short carry strap.

2. Join the carry strap connectors to the shoulder strap and/or extension
strap connectors to extend the length for carrying on the shouider or
across the body.

3. Place the padded section of the strap against shoulder for maximum
comfort when carrying pump.

Short sirap

with clip
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Short strap with dlip KopoTkuni pemeHb co ckobamu
Shoulder strap with shoulder pad Nnevesoi peMeHb C NOANNEYHUKOM
Extension strap PeMeHb-YANIUHUTENTD

Hcnonbaosanne W 3apaaka SaTapen

Anna Gonviweit MOGMNLHOCTH B annapate NPeAYCMOTPEHA NUTHA-MOHHAA
aKKYMynATOpHan SaTapes, KOTOPYiD HEOOXOAWMO MOAHOCTLIO 3aPAAWTL
nepea nNepsbiM UCMONb30OBaHMEM. [lOAHOCTLIO 3apsXeHHOA GaTapen
XBataer Ha 8-16 vacos. Mlepea ucnonbiosaHuem ¢ 6aTapeei oTKIOMUTE
annapar oT C&TU NepPeMEHHOro Toka.

Koraa annapaTr sKniOueH, MHAVKaTop 3apsaa 6aTapeu B BepXHed 4acTu
CEHCOpHOro aKkpaHa (cM. Mnoccapuii CHMBONOB) OTOGpaxaer cocroaHwe
Gatapeu. Annapar oTo6pasuT cocToanue, Koraa GaTapes paspsxeHa. B
cnyyae BOZHUKHOBEHWA CUrHana Tpesorn «HusKkwid ypoeeHb 3apaaa
GaTapeu» wnm <«KpuTMUECKW HM3KMIA YypoBeHb 3apspa Gatapen»
pa3AaeTCA 3BYKOBOW CUTHA/, U OTOOPAXAETCA 3IKPAaH CUTHanNa Tpesory,
UHANKATOP COCTOAHUA CBETUTCA XENTLIM UBETOM, 3 3KPaH TYCKHeeT AnA
3KOHOMMM 3apAaa 6aTtapen. BkiounTe annapaTt B INEKTPUYECKYIO PO3ETKY
KaK MOXHO CKOpee Nnpu cpataThiBaHWW aBAPUAHOrO CUrHana Tpesoru o
paspsaxeHHoit 6aTapee.

EchM ANs NepBoro MCNonb3osasua annapata tpebyevcs paborta oT
Garapew, 6aTapeio HEOOXOAWMO 3apAXaTb OT CETH NEPEMEHHOro TOKa,
NOKa MHANKATOP aKKYMynsaTOpa He 3aCBETUTCA 3ENEHBIM.

YTo6b 3apAAUTD AKKYMYAATOP:

1. MoAakniouMTe WHYP NUTAHUA MNOCTOAHHOINO TOKa K pasbeMy NHUTAHMA
annapara.

2. NoAKAIOUUTE WHYP NUTAHWA K aAaNTepY NMTaHUA.

3. BCTaBbTe WHYP NWTAHWA B SNEKTPUYECKYI PO3eTKY (NepeMeHHOoro
TOKA).

4, Y6eauTech, UTO CBETHTCA 3eneHbiil UHAWKATOP BHEWHero NUTaHUA.

S. Y6equTecCh, YTO B BepPXHEeid YacTW CEHCOPHOTO 3KpaHa oTobpaxaerca
CUMBON MONHKWU O603HAUSIOWHA 3apsAAKY BKKYMyNaTopa.

Bavapes 3apsXaeTcA KaKk Bo spemMA paboTki annaparta 6€3 npepbiBanns
Tepanuy, TaKk W KOTAa aNnnapar BLIKAKYEH W HE WCNOoNL3YyeTCs.
PexoMeHAYeTCA AepXarh annapar BKAIOYEHHbIM B PO3ETKY BO BpeMA
UCNONB30BAHMA, KOTAA MALMEHT HeNOABMXEH, AnNnapaT MoxeT paboTaTs
oT 6arapen, 4robbl o6ecneynTs Gonbwylo MOGUNLHOCTE NONb3OBATENA.

Battery operation and charging

To allow user greater mobllity, the pump contains a lithium-ion
rechargeable battery that requires a full charge before initial use. A fully
charged battery will last between 8 to 16 hours. Disconnect the pump
from AC power prior to mobile use,

When the pump is powered On, the battery indicator at the top of
touchscreen (see Glossary of Symbols) will display the battery status. The
pump will indicate when battery is low. In the event of a Low Battery or
Critical Battery alarm, an audible alarm sounds, an alarm screen will
display, the status indicator illuminates yellow, and the screen dims to
conserve battery life.

Plug pump into an electrical (AC) outlet as soon as possible when a battery
alarm occurs.

If battery operation is required for first use of the pump, the battery must
be charged from AC power until the battery indicator is green.

To charge battery:

1. Connect the power supply DC cord into the pump power jack.

2. Connect the power cord into the power supply.

3. Plug the power cord into an electrical (AC) outlet.

4. Verify green external power indicator illuminates.

5. Confirm that the battery charging lightning bolt symbol is present at
the top of the touchscreen.

Battery charges both during pump operation without interrupting therapy
and when pump is turned Off and not in use. It is recommended to keep
pump plugged in during use when patient is not mobile. The pump can be
used on battery power to allow user greater mobllity. If pump is fully
charged and is not going to be used further, disconnect power supply and
power cord from pump and electrical (AC) outlet.

Caution: Keep pump away from direct heat sources during charging.
Caution: Charging the pump while in the carry bag may result in elevated
operating temperature that causes the pump to suspend charging until it
cools.

The pump continues to operate. To reduce the operating temperature of
the pump, remove it from carry bag or move it into an environment with
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Ecnu annapaT MOJHOCTbIO 3apshkeH W He 6yaeT wucnonb3osaTbes B @ lowerambient temperature. When the pump cools, charging will resume

panbHelilieM, OTCOeAMHWTe ajanTep nNWUTaHWa U WHYp nuTaHus oT automatically.

annapata 1M 3N1eKTPUYECKOi po3eTKN (MEPEMEHHOr0 TOKa). Caution: Care should be taken to ensure the power supply used for
BHMMaHMe: BO BPEMS 3apsifkn AepxuTe annapaTl BAAnM OT MpPsMbIX charging is not covered by blankets or clothing to avoid a fire hazard
MCTOYHUKOB Tenna.

BHMMaHue: 3apajka annapata B CyMKe A1 MEePEeHOCKU MOXEeT NpuBecTu

K MnoBbllWeHU paboueil TemnepaTypbl, YTO NpuBeAeT K MPMOCTaAHOBKE

3apsagky annaparta A0 ero oxnaxpgeHwsa. AnnapaT NpoAo/mKUT paboTaTh.

Uto6bl CHM3NTbL pabouyl TemnepaTypy annaparta, BbiIHbTE €ro U3 CyMKWU

AN NepeHOCKW MNu nepemectuTe B cpely ¢ 605ee HU3KOW TemnepaTypoli

oKpyXxatweli cpefabl. Korga annapaT oOCTblHeT, Mpouecc 3apsgku

BO30OHOBUTCSA aBTOMAaTUYECKMU.

BHuMaHue: BO usbexaHue BO3ropaHua Heob6XoLMMO cCNeanTb 3a TeM,

4ytob6bl aganTep NUTaHWA, WCNONb3YeMbl ANA 3apAaAfKuW, He Obln YKPbIT

OLECAAAMU UAM OFENLONA. ‘ — e

X3.MeoevyeHb MaTepunanoB X MBOTHOrTro nu (Mnn) yenoseuvyeckoro npoumcxoxpageHunma/ Listof materials ofanimal or human ongm
Medical device do not contain human or animal-derived components.

Me,ﬂ'VlU'VlHCKoe n3genne He COAEPXUT MaTepunanoB 4YesioBeYecCcKoro wunum
XXNBOTHOTO MPOUCXOXAOEHUA.

14.laHHble O COAEpPXaHUU NeKapCTBEHHbLIX cpeACcTB U (MNN) hapmMaLeBTUUYEeCKNUX cy6CcTaHLU B cocTaBe MeauLuuMHcKkoro usgenusa /

Inform ation about medicines and (or) pharmaceutical substances
3penne He COAEPXUT KAKUX-NM6BO NeKapCTBEHHbIX CPeCTB. Device do not incorporate any medicinal substance.

15.3HayeHMa CUMBONOB, YKa3aHHbI X Ha MapKUpoOBKe M ynakKoBKe uU3genmsa m npuHapgnexHocten / Interpretation of symbols used

Cumeon/Symbol 3HayeHune cumeona / Interpretation of symbol

smith&nephew Norotun komnaHum Smith and Nephew / Smith and Nephew company logo

Homep no katanory / Catalogue number

REF
LOT Koag napTtum / Batch code
SN CepuiiHblin Homep / Serial number

MocTosAHHLIA TOK / Direct current

71
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EC I REP [

Mapkuposka ETL / ETL listing mark

OepektuBa CLUA / USA Directive

M3rotosutens / Manufacturer
O6paTnTbca K MHCTPYyKUMmnno akcnayataymm / Refer to instruction manual

OcTtopoxHo!/ Caution!

Kopnyc 3awunweH oT NPOHUMKHOBEHUA MenKux npeagmeTtoB (> 2,5 mMm B
WUpUHY) n nérkon ctpym Boabl / Enclosure protected against ingress of smal
objects (>2.5mm in width) and light water spray

Kopnyc 3awuuieH oT MPOHUKHOBEHUA TBePAbIX npeameTtoB (> 12,5 MM B
WNPpKHY) N KannenageHna (HoMuMHanbHbIA yron 15°) / Enclosure is protected
against penetration of solid objects (>12.5 mm wide) and dripping (nominal

angle 15°)

He ctepunbHo / Non sterile

He ncnone3oBaTtb nNpu nospexaeHnn ynakosku / Do not use if the package is
damaged

He ponyckaTb BO34encTBua conHeuyHoro ceeta / Avoid exposure to sunlight

Bepeub oT Bnarn / Keep away from moisture

YNONHOMOYEHHbI npeacTaBuTens B EBponeiickom coobuiectBe / Authorized
manufacturer in the EC
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k4

CS

lJonly

npegen temnepatypol / Temperature limit

[Oata n3arotosneHns / Date of manufacture

EC; cumBon WEEE He gna o6bluHbix oTxogos / EU: WEEE symbol not for
general waste

Ovana3oH BnaxHoctu/ Relative humidity

OrpaHnyeHne atmoctepHoro gasneHusa / Atmospheric pressure limitation

He6e3onacHo B cpeae MPT. LepxaTb BAann oT 060pyfoBaHNSA MarHUTHO-
pe3oHaHcHoi Tomorpadum (MPT) / MRI Unsafe keep away from magnetic
resonance imaging (MRI) equipment

3anpeT Ha NoBTOpHOe npuMmeHeHune/ Prohibition on reuse

BxopHoli nopT IEC 60878-5034/ Input Port IEC 60878-5034

3Hak CE / CE mark

BHuMaHue: ®epepanbHbiii 3akoH CLUA paspewaeT npogaxy 3Toro
n3gennsa ToNbKO Bpadam uam no ux 3akasdy / Caution: U.S. Federal
law restricts this device to sale by or on the order of a physician

Pa6bouasa vactb Tuna BF / Type BF applied part
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MD MeanunHckoe nsgenune / Medical device

UDl YHUKanbHbIi ngeHtTugukatop ycrpoiictea / Unique device identifier

QTY Konnuyectso / Quantity

O6paTuTtecb K MHCTPYKLMKM no npuMmeHeHunto / Refer to the instructions
for use

TONbKO ANA UCNONb30BaHUSA B MOMELW,EHUMN, TAe NPAMOA KOHTaKT ¢
of BOoAOW HeBOo3moXeH / For Indoor use only, where direct contact with
TBOA.

Ttate water Is not possible

MN3penne knacca Il / Class Il product

BHyTpu HeT obcnyxuBaemblix getaneii / No serviceable parts Inside

EAVHBIA 3HAK COOTBETCTBUSA, NPUMeEHsieMblli B ABCcTpanunm n HoBoii
3enaHgun K anektpotosapam / Uniform conformity mark applied to
electrical goods in Australia and New Zealand

I/I BonbT /Volt

16.MeTopan ctepunnsdauumm / Sterilization method
HenpumeHUMO. Not applicable.
N3nenve nocTaBnseTcs HecTepWbHbIM M HE COAEpXWT B cBoeMm cocTase 1he device is supplied non-sterile and doesn't contain sterile components.
CTEPUNBbHbLIX KOMIMOHEHTOB.

17.MporpammHOe obecneyvyeHune / Software

74
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n3penne wunmeet
02.12.00. u BbllWE.
Knaec 6ezonacHecTu cornacHo NOCT 62304 = B.

BCTPOEHHOE nporpamMmMmHoe obecneyeHune Bepcun

The device has software version 02.12.00. and higher.
Safety classification according to IEC 62304: B.

18.Tpe6oBaHNA K TEXHMYECKOMY OBCANYXMNBAHNUI N PEMOHTY / Reauirements for technicatsupportand repair
*

TexHMuyeckoe o6cny>xxuBaHue,
nmcnonb3oBaHMemMm C Ka>kaAblM NMaunNeHTOM.
Mepen KaxAablIM UCNONb30BaHUWEM nMNpoOBepAliTe annapaT Ha Hanuuue
BMAMMBIX NPU3HAKOB MNOBPEXAEeHWUl, BKAKOYAA €MKOCTb U Tpybku. He
ncnonb3yliTe annapaT, €CNyv ero YpoHUAM WAW Ha HEM MMEKTCA NPU3HaKu
noBpeXAeHus. BepHute NOBPEXAEHHbIN annapart cBoemy
YyNONHOMOYEHHOMY npeacTaButent Smith & Nephew B opuruHanbHoM
ynakoBKe NMOCTaBKMW.

BusyanbHo oCMOTpUTE YMNNOTHUTENIbHOE KOMbLO BMAYCKHOrO nopTta
annapata Ha npegmMeT nNoBpeXAaeHWi u, ecnum TpebyeTcAa 3ameHa,
obpatutecb K PYKOBOACTBY MO 06CAYXMWBaHWIO WIN BEPHUTE CBOEMY
YyNOMHOMOYEHHOMY MocTaBwmuKy ycnyr Smith & Nephew.

BHyTpn annapaTta HeT peTanei, Hyxgawuwuxca B ob6cnyxumsaHun. He
nbiTaliTecb OTKPbITb annapart. CBAXWUTecb C BaWwWm npeacTaBuTenem,
AVNCTPUOLIOTOPOM WMNM aBTOPM30BaHHbIM MNocTaBWwMKOM Smith & Nephew,
ecnn TpebyeTca obcnyxuBaHue.

BHumaHune: Hukorga He nblTanTech
annaparta, Korga oH NOAK/OYEH K MauueHTy.
PemoHT annapata RENASYS Touch pgonkeH BbIMONHATbLCSA
YNONHOMOYEHHbLIM NpefcTaBuTeneMm npovssoautens B Po.

Ona ocywecTBneHna pemMoHTa ob6paTuTecb K Bawemy npeacraBuTento,
ANCTpUbGLIOTEPY MAN aBTOPM30BaHHOMY nocTaBuw MKy Smith & Nephew.

BblnoJs/iHAeMOe nepég

BbIMO/THATb 06Cﬂy)KI/IBaHVIe

TOJIbKO

BoccTtaHOB/NneHMe NMpegycTtaHOBOK
BoccTtaHOoB/ieHNe npefBapuUTesibHbIX HAcTPOeK cnepyert Bbl6l/|paTb BCAKUN

pas3, Korga annapaT roTOBMTCS K MCMNONb30BaHWIO C HOBbIM MaLMEHTOM.
Bbibepute «BoccTaHOBUTb MNpegBapuTenibHble HACTPOWKU» B MEHIO
«HacTpoikm» © HaXMUTe 3HAUY0OK « [ PUHATL” UTOoBbl BOCCTAHOBUTH
3aBO/ACKME HACTPONKKM annaparta.

MpoBepKa curHana 3akynopku

Uto6bl nNpoBepuTb pPaboTOCNOCOBHOCTbL CUFHana TPEBOrM O MOJSIHOWN
3aKynopke, yCTaHOBUTe HOBYK €MKOCTb, BK/OUMTe annapaT M BCTaBbTe
NPUBA3HON KONMa4yokK TPYy6KM EMKOCTM B pasbém Ana wumutayumn

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

intenarnee per/%'orm ed een each patient use.
Inspect pump for visible signs of damage before each use, including
canister and tubing. Do not use if pump has been dropped or shows signs
of damage. Return damaged pump to your Smith & Nephew authorized
representative in original packaging supplied.
Visually inspect the pump inlet port O-ring for damage and if replacement
is needed, consult your service manual or return to your Smith & Nephew
authorized service provider.
There are no serviceable parts inside pump. Do not attempt to open the
pump. Contact your Smith & Nephew representative, distributor or
authorized provider if service is required.
Caution: Never attempt to service the pump while connected to a patient.

Repair must be provided only by Smith & Nephew authorized service
provider.

Contact your Smith & Nephew representative, distributor or authorized
provider if repaire Is required.

Restore Presets Restore Presets should be selected whenever the pump
is prepared for use with a new patient.

Select Restore Presets from the Settings menu and press Accept
to restore the pump to the factory presets.

icon

Blockage Alarm Test

To verify functional complete blockage alarm, install new canister, turn
pump on and insert tethered cap of canister tubing into connector to
simulate a blockage.

A functional pump will
minutes.

In the case that complete blockage alarm does not activate,
canister installation and contact your
representative.

activate a complete blockage alarm within 5
check
Smith & Nephew authorized

Annual Maintenance
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3aKynopku. PaboTawuwmnii annapaTt aKTUBUPYET CUTHAN MOJIHOW 3aKynmopKu
B TeUeHne 5 MUHYT.

Ecnu curHan TpeBorm o NOMHOW 3aKynopke He cpabaTbiBaeT, npoBepbTe
YyCTaHOBKY €eMKOCTM U obpaTuTecb K YyNO/THOMOYEHHOMY MNpencTaBUTENIO
Smith & Nephew.

E)Kero,que TexXxXHn4yeckKkoe 06Cl1y)KI/IBaHI/Ie

an AOCTUXEeHUN BpeMeHMN ana eXxerogHoro TeXHn4yeckoro

06CNyXMBaHNS, KaXAblii pas npu BKAKYEeHWM annapata o6ygeTt

OTO6pa)KaTbC$I yBegomMmsieHne o exerogHom TeXHU4YEeCKOM 06C}'Iy)KVIBaHI/II/I.

Coobwmnrte YMNO/SIHOMOYEHHOMY TMOCTaBWWKY YyCcAyr O Heob6Xxo4MmMoCTH

npoeegeHna exerogHoro O6Cﬂy)KI/IBaHVIFI. YNOMHOMOYEHHbI nocrtaBwunk

ycnyr npoBepuT, 4YTO annapat HaxoAuTcA B Hajgfexauem paboyem

COCTOSAHWUU, N COpPOCUT Talimep CUTHana TPEBOTW.

YNNoTHUTENbHOE KO/bLUO W GbVII'Ipr npoTmMB 3anaxa cneayet 3aMeéHATb He

pexe oaHOTro pasa B Troja B pamMkKax €XXerogHoro TexXxHun4yeckoro

OGCﬂy)KVIBaHVIﬂ, BbIMO/THAEMOIo yno/IHOMO4Y€HHbIM NOCTaBUWMNKOM YyCnyr.
19. OumncTtka mn geamHpekyma / Cleaning and disinfecting

Mepbl MPefoOCTOPOXHOCTU NMPU OYUCTKE

He I/ICI'IOI'Ib3yIZTe pacTBoputTenn wunu a6pa3|/|BHb|e mMaTtepuansbl,

MOTYT MOBpeAuTb NNacTUKOBLIA Kopnyc,

CEHCOpPHbIA 3KpaH.

He norpyxaiTe HMUKakuMe 4acTu annaparta B XWUAKOCTb U HE UCNOMb3yinTe

CANWKOM BJlaXXHYK TKaHb. He ponyckaliTe nonagaHumsa XWAKocTeln B

annapart. an nonagaHnmym B annapart KakKon-nno6o XngkKoctu, 06paTI/ITer

K MECTHOMY AUCTPUGbLIOTOPY.

CyMKa n peMHn Aana nepeHoCKM npepgHasHaydeHbl A9 UCNOJ/Ib30BaHUA

OAHUM NauyneHTOoM.

KOTOpPbIE
Npope3nHeHHblIe KHOMKW WIn

OuwncTtka
OuucTtka kKopnyca annapata RENASYS TOUCH u noBepXxHOCTM Kopnyca
agantepa nuWTaHWA [AOJ/DKHA BbIMNONHATbCA AnA  ypaneHus nwboro
3arpsA3HeHns nmanm mycopa nNpu KaxgoWh CMeHe nauumeHTa B CrAefyHlLlem
nopsagke:
1. BblknwoyunTe annapaTt M OTCOEAMHUTE ero OT CeTW MepemMeHHOro Toka

nepef 4YWUCTKOW U fAe3nHpeKuueid, 4YTo6bl NPeAoTBPaTUTbL NopaxkKeHue
3NEeKTPUUYECKUM TOKOM.
2. TMpoTpuTe MNOBEPXHOCTb BMIAXHOW TKaHbO WAM  OAHOPA30BOIA

canteTtkoin. MOXHO wWcNonb3oBaTb MOKLUW,EE CPEACTBO C HENTpasibHbIM
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When the pump reaches time for the annual maintenance check, an
annual maintenance notification will display every time the pump is
powered On.

Refer to "Annual Maintenance" under "Alarms/ Troubleshooting” section
for details on the notification.

Notify your authorized service provider that annual maintenance is
required. The authorized service provider will verify the pump is in proper
working order and reset the alarm timer.

0-ring and odor filter should be replaced at a minimum once per year as
part of the annual maintenance check performed by an authorized service
provider.

Cleaning Precautions Do not use solvents or abrasives that will degrade
plastic housing, rubberized push buttons or touchscreen.

Do not immerse/submerge any part of the pump in fluid or use an
excessively wet cloth. No fluids should be allowed to enter the pump. If
any liquids penetrate the pump, contact your local distributor.

Carry bag and carry straps are designed for single patient use.

Cleaning

Cleaning the outer casing of RENASYS TOUCH pump and power supply
outer casing should be performed to remove any soil or debris whenever
there is a change in patient in the following steps: 1. Turn Off the pump
and disconnect from AC power before cleaning and disinfecting to prevent
electrical shock. 2. Wipe down surface with a dampened cloth or
disposable wipe. A neutral pH7 based detergent, detergent/disinfectant
or antimicrobial agent that is safe for use with plastics may be used. 3.
Visually inspect surface for debris or soils that have not been removed
and repeat cleaning steps if necessary.

Carry bag and straps are for single patient use and should be discarded
when a patient's therapy is complete.

Carry bag and straps may be cleaned during a single patient's treatment
as follows:
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pHZ, Mowowee/aesuHBUUMPYIOWEE UAH NPOTUBOMUKPOGHOE CpeacTBo,
koTopoe 6e30NacHo ANA UCNONb30BAHUSA C NNACTMACCAMU.

3. BusayanoHO OCMOTPUTE NOBEPXHOCTL H2 NPEAMET HaNu4YKA Mycopa Win
3arpa3HeHni, kotopuie He O6binn yaanelsl, W Npw HeobxoAUMMOCTH
NOBTOPHTE WAMK OUUCTKMK.

CyMKa M PeMHM ANA NEepeHOCKU NpeaHasHaueHbl ANA MCNONLIOBAHWUSA
OAHUM NALIMEHTOM W WX cneayet BuibpPoCUTL Nocne 3aseptieHnn NeUeHna
nauwexra.

CyMKa U peMHU ANA NEePeHOCKW MOXHO OuMIlaTL BO BPEMA NeueHws
OAHOro NauUueHTa cneaylowmM 06pasom:

1. NpoTpute MAFKOM TKAHBIO, CMOYEHHOW TENNOW BOAOW W MAMKWUM
MBINbHEIM PACTBOPOM. MpPU HEOHX0ANMOCTU MOXHO UCNONBLIOBATE MATKYIO
WETKY.

2. NoaoXauTe OAHY MUHYTY, NMpexae YeM NPoTUPaTh MAMKOW TKaHbio,
CMOYEHHOH TONBKO BOAON.

Bo BpeMAa WCNONL30BAHMA PEKOMEHAYETCA OuMWaTh MNOBEPXHOCTL
annapara ¥ CEHCOPHOTO 3KPaHa, KaK TO/IbKO OHW 3arpPA3HAIOTCA, BNAXHOW
TKaHBIO MAN OAHOPA30BOM CandeTKON, a 3aTeM HACYX0 NPOTUPATL APYroW
TKaHLIO MAW OAHOpa3oeol candeTKoh. ITO NPeACTEPATUT BHICHIXaHWUE
FPA3W Ha NOBEPXHOCTH annNapaTa M yAANuT XUp W NATHA C CEHCOPHOro

aKpasa.
Bceraa cobniopaiite NpPOTOKONB  YUPEXASHUA  WAU MECTHbIE
NOCTAHOBMIEHMA NO OYUCTKE W OOPaWEeHni0 C  NOTeHUUA/bLHO

UHPULMPOBAHHBIMK AW BUONOrMUECKN ONACHBIMK MATEPUANAMMU.

AesnHpexuus
Mocne OYMCTKM annapat MOXHO MNPOoAESUHGMUMPOBATL, KaK ONWUCaHO

HUXe.

PexoMeHayeMble PacTBOpbl GNA Ae3nHPeKLun:

« Paz6asneHHbiit pacteop 100 Mn (XNopHOro) oTbennsarens M 1 n Tennow
BOAbI.

o OpnHopasosble canderky, CMoueHHbie B 70%-HOM W30NPONWUNOBOM
cnwpTe (70% IPA).

e MOXHO MCNONL30BATL MPOMEXYTOUHbIE Ae3nHpuuMpyiouwve CpeacTea
(Takme Kak CnoOpUMLMAWH, Ae3nHbWUMpylowee CPeACTBO), KOTOpbie
6e30nackbl AN WCNOAB30BAHMA Ha nnacTuke, TwaTeAbHO cneayiTe

1. Wipe clean using a soft cloth dampened with a warm water and mild
soap solution. A soft brush may be used if necessary.

2. Wait one minute before wiping clean with a soft dloth dampened with
water only.

During use it is recommended that the surface of the pump and
touchscreen be cleaned as soon as it is solled using a damp cloth or
disposable wipe and then wiped dry with another cloth or disposable wipe.
This will prevent soils from drying on the surface of pump and remove oils
and smudges from the touchscreen.

Always follow facility protocols or local ordinances for cleaning and
handling of potentially infected or bio- hazardous materials.

Disinfecting After cleaning, the pump may be disinfected as described
below.

Recommended solutions for disinfection:

« Diluted solution of 100ml {chlorine) bleach and 1! of warm water.

« Disposable wipes moistened with 70% Isopropyl Alcohol (70%IPA).

o Intermediate disinfectant agents (such as Sporicidin®, Disinfectant)
that are safe for use on plastic may be used. Follow manufacturer's
instructions carefully.

WHCTPYKUWAM NPOU3IBOAUTENS.

20.7TOPAAOK M YCNOBHSA YTHANSBUNN MIIH yHHUTOKCHNR [ Disposal rules and conditions
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Ha wu3genue pacnpocTpaHsaeTca peiicteue [AupektuBbl 2002/96/EC
(EBponeneiickoro coobwectBa) N0 OTXo4aM  3N1eKTPUYECKOro #
3/1eKTPOHHOTO obopypoBaHus (WEEE). B COOTBETCTBUMN c

permcTpayMoHHbIM CTaTycoOM MO 3TOW AWpPEeKTUBe AaHHOe YCTPOMNCTBO He
noanexXxut yTuausauuum  BMeCcTe € OObIYHbBIM  3M1EKTPUYECKUM "
3N1eKTPOHHbIM ob6opyaoBaHuem. Tlocne UCNONb30BaHWA WU3LeNue MOXeT
6bITb MOTEHLMNANbHO ONACHbIM.

YTunusauun usgenus cnegyet npoBoAUTb 6e30MacHbIM U pas3pelléHHbIM
cnocobom ¢ cobngeHnem TpeboBaHUN pernoHanbHbiX/HaLWOHaNbHbIX/

MEXAYHApPOAHbIX HOPMAaTUBHbLIX aKTOB OTHOCUTENbHO oO6GpalleHus ¢
MEANLUMNHCKUMU OTXO4aMMU.

Mpoueaypa yTunmsauum nnu YHUUTOXeHUA MCMOMb30BaHHOTO
MEAWUMHCKOTO  u3genua - yTuau3auus  NPOM3BOAUTCS  COMacHo

3aKOHOAAaTeNbCTBY, AECTBYOUIEMY Ha TEppUTOpPUM PP. Knacc oTX040B Mo
CaHlMuH 2.1.3684-21 "Bb"

21.Cpok cnyx6b nspenuma/Device service life
CpOK CI'Iy)K6bI n3pennsa B 00ObIUHbIX ycnoBuax JKcnnayaTtauumm C
cobnopgeHnem TpeboBaHWt 3KCNyaTaUMOHHOW AOKYMeHTaUUnM cocTaBnseT
6 neT Npu ycnoBum 0653aTeNbHOr0 NPoMAaKTUYECKOro 06CcnyXXnBaHus
nocne UCTe4YeHUA MNepBbIX TPEX MET aKcnayartauun.

22. TapauTum npoussogutensa/ Warranty

OpraHunsayumsa, npuHumatou,as npeteHanm: 000 «CmunT 3HAg Hedbto»;
105120, Poccusa, r. MockBa, 2-ii CbipoMATHMYECKUA nep., 4. 1, 37.9, nom.
1, komH.1l; Ten: 4-7 (495) 755-55-03

FTAPAHTWUA: Ha 3nekTpo-mexaHu4vyeckumii AnnapaT Ans NeyvYeHus paH
oTpuuaTenbHbIM [JdaBneHnem npoumsBoacTtea Smith & Nephew (ganee
«AnnapaTt») npepoctaBnseTca rapaHTus OT Ae(eKTOB W3roTOBAEHUSA U
mMaTepumanoB B TeuyeHuWe rapaHTUIAHOINO nepuopa, YKa3aHHOro HUxe
(«FapaHTUAHbLIA nepunof»). Smith & Nephew ocTaBnset 3a co6oil npaso
npekpauwartb NPoM3BOACTBO N060Oro annapara WAM BPeMA OT BPEMEHMU

M3MEHSATb TEeXHWYecKue XapakKTEPUCTUKU WUAM  KOHCTPYKLWUIO Nto6oro
Annapata. [fAna nw6oro annapaTta, KOTOpblii He CcOOTBeTCTBYeT
BblilUeyKa3aHHOW  rapaHTuu, 9dTa rapaHTua  npegycmatpuBaetr WU

orpaHuMynBaeTcsa 3aMeHOl wuAn pemoHTOM (06CnyXnWBaHWEe Ha MecTe He
BKNYeHo) Smith & Nephew no cBoemy ycmoTpeHuto. Ecnm kKomnaHus
Smith & Nephew 3ameHseT annapaT N0 AaHHOW rapaHTUW W NPOCUT
3aKas3umka BepHYyTb 3aMeHeHHbIi annapaT. 3aka3uuky 6yaeT BbicTaB/ieH
CYeT NOo TeKkyleli npeiickypaHTHON LeHe Smith & Nephew 3a 3aMeHEeHHbIN
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The device is subject to the Directive 2002/96 / EC (European
Community) for waste eiectrical and electronic equipment (WEEE). In
accordance with the registration status of this directive, this device cannot
be disposed of with ordinary electrical and electronic equipment.

After use, the product may be potentially hazardous.

Disposal of the product should be carried out in a safe and permitted
manner in compliance with the requirements of
regional/national/internatlonal regulations concerning the treatment of
medical waste.

Procedure of disposal or destruction of used medical product-disposal is
carried out in accordance with the legislation in force in the Russian
Federation. Class of waste on SanPiN 2.1.3684-21 "B"

Device under normal operating conditions in compliance with the
operation documentation is designed for an 6 year service life with
mandatory requirement of preventative maintenance (PPM) after first 3 year

of use.

Claiming organization: Smith & Nephew LLC

1, 2nd Syromyatnichesky Lane, 9 floor, prem.l, room 1, Moscow, 105120,
Russia;Tel: +7 (495) 755-55-03

WARRANTY: The Smith & Nephew negative pressure wound therapy
electro-mechanical pump ("Pump") is warranted against defects in
workmanship and materials for the warranty period specified below
("Warranty Period")-

Smith & Nephew reserves the right to discontinue any Pump or change
any Pump's specifications or designs from time to time. For any Pump
that fails to meet the foregoing warranty, this warranty provides and is
restricted to replacement or repair (onsite service not included) as elected
by Smith & Nephew in its sole discretion. If Smith & Nephew replaces a
Pump under this warranty and requests Customer to return the Pump that
was replaced. Customer will be invoiced, at Smith & Nephew's then
current list price, for the replacement Pump if Customer does not return
the replaced Pump within thirty (30) days after Smith & Nephew's
shipment of the replacement Pump. This warranty does not cover and is
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annapat, ecnum 3aka3uumk He BepHeT 3aMeHEHHbI annapat B TevyeHwue
Tpuguatn (dyepes 30) AHel nocne noctaBkM KomnaHuen Smith & Nephew
annapata A8 3aMeHbl. HacTosuwas rapaHTus He [fAeicTByeT MU
aHHynupyeTcsa B cneaywuwmx cnydaax: (i) npeTteH3uMa N0 rapaHTum He
6bina npeabsiBleHa B TeuyeHue pelictBua lapaHTWiiHOrO nepuoja wau
yepe3 Tpuauatb (30) pAgHeld nocne BO3HUKHOBEHWS HEWCNPaBHOCTWU
annapata nNo nNpuyMHe, npeacTaBAsdlWeEnRn rapaHTURHbIA cnydan; (M)
AnnapaT, ynakoBaH WIun MapkupoBaH kKem-nn6o, kpome Smith & Nephew
Man ee yNoJIHOMOYEHHbIX areHtoB; (iii) AnnapaT ucnonb3oBanacs He B
COOTBETCTBMU CO cneynudmnkKaumsaMmu, MHCTPYKLUUSMU Ui TpeboBaHUAMU MO

ucnono3oBaHuw Annapata; (iv) AnnapaT wucnonb3oBancs BMecTe C
0L HOPa30BbIMU pacxXxoAHbIMU MaTepuanamu, MNPUHALNEXHOCTAMMU nnu
N6bIMK apyrumu nsgenusamu, He npefHasHauYeHHbIMUY ans

ucrnonob3oBaHna c¢c Annapatom; (v) AnnapaTt Mcnosab3oBajicd COBMECTHO C
NPOCPOYEHHbIMMU nnu NOBTOPHO Mcnonb3yemMmblMu pacxogHbiMU
maTepuanamvu, NpUHaANEXHOCTAMM nnm apyrumm n3nennamu,
npegHasHavyeHHbIMY ANA Mcnonb3oBaHmsa ¢ AnnapaTtom; (vi) mogudukauuns
AnnapaTta; (vii) noBpexpgeHue wun3-3a HeNpPaBW/IbHOTO WUCNOAb30BaHUA,
06paboTKu, U3MeHeHus, HEeCaHKLWOHNPOBAHHOTO peMoHTa nnu
HebpeXxHoro ob6paweHMa WM NOBPeXAeHUs uM3-3a HeJoCTaTOYHOW
OCTOPOXHOCTU CO CTOPOHbI BRajenbuya, nNonb3oBaTend wWAM Auua,
obcnyxusarwwero Annapart, BK/Yad, HO He OorpaHnu4ymBasiCb, XpaHeHue,
obcnyXuBaHue wam ouymcTtky; u (viii) nwoboli gpyroli yuep6b, HaHeCeHHbIl
Annapaty BfajenbuemMm, nosb3oBaTtesieM WAM onepatopom. HacTodAuwas
rapaHTua pacnpocTpaHsAeTcs TOJ/IbKO Ha MNepBOHayanbHOro nokynartens
KoMnaHum Smith & Nephew unn ee aBTOPM30BAHHOIO AUCTpUGLIOTOPA WU
He NoANeXuT nepegade.

Hactoawaa rapaHTus £ABAAeTCA eAWHCTBEHHON rapaHTueld KOMNaHwuu
Smith & Nephew. Bce gpyrue rapaHtum nw6oro poga wanm onucaHus,

BK/AtOYasA rapaHTUM KOMMEpPYeckoih LEeHHOCTU, YAOBNETBOPUTENLHOTO
KayecTBa W MPUIOAHOCTM  ANA  KOHKPETHOW uenu, SBHOW  uau
nofpasymeBaemoii, nucknwyawTcs B MaKcuMasnbHO CTeneHu,

pa3peweHHON 3aKOHOM.
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voided by any of the following: (i) a warranty claim not made within the
first to occur of expiration of the Warranty Period or thirty (30) days
following the failure of the Pump to perform as warranted; (ii) a Pump
packaged or labeled by someone other than Smith & Nephew or its
authorized agents; (iii) a Pump not used in compliance with the
specifications, instructions or claims for use of the Pump; (iv) a Pump
used in conjunction with disposables, accessories or any other products
not specified for use with the Pump; (v) a Pump used in conjunction with
expired or reprocessed disposables, accessories or other products
specified for use with the Pump; (vi) modification of the Pump; (vii)
damage due to misuse, reprocessing, alteration, unauthorized repair or
negligent handling or damage due to lack of care by the owner, user, or
handler of the Pump including but not limited to storage, handling or
cleaning; and (viii) any other damage inflicted to a Pump by the owner,
user or handler. This warranty applies only to the original buyer from
Smith & Nephew or its authorized distributor and is not transferable.

This warranty is the sole warranty of Smith & Nephew. All other warranties
of any kind or description whatsoever, including warranties of
merchantability, satisfactory quality and fitness for a particular purpose,
expressed or implied, are excluded to the fullest extent permitted by law.

Pump Warranty Parked

RENASYS" NPWT electro-
mechanical devices
(inclusive of the power
cord and power supply)

Two |2] years from date
of delivery to original
buyer

Customer's sole remedy, and Smith & Nephew's sole liability, for any
claim will be the repair or replacement by Smith & Nephew as provided
for in this warranty. Except for this limited liability of Smith & Nephew,

Smith & Nephew under no circumstances will be liable for any (a) claim,
for damages or otherwise, whether arising from breach of contract, tort
(Including negligence) or otherwise, and whether or not based on or
flowing directly, indirectly or as a consequence of a warranty claim,
breach of contract, a tort, breach of law, or any other cause or legal
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theory, or (b) direct, incidentai, consequentiai or speciai damages, iosses

Annapat RENASYSTOUCH TlapaHTUWHbIA nepuop or expenses arising from this agreement or its performance or lack
thereof, or in connection with the sale or use of, or inabiiity to use, the

dneKTpomexaHu4yeckune Asa (2) ropa c pathl device, inciuding but not limited to, ioss of profit or anticipated savings,

ycTpoiicTBa RENASYSN noctaBkwu ioss of anticipated profit, cost of cover for repiacement or alternative

NPWT (BkAtOUAS WHYP nepBoHavyanabHOMY product, economic loss, ioss of data, wasted expenditure or loss of

nMTaHMa n aganTtep nokynartesnio reputation or goodwill.

nutaHnsa)

EAVHCTBEHHBIM CpPEeACTBOM MNPaBOBOl 3alWMTbl KAWMEHTA U €4UHCTBEHHON
OTBEeTCTBEHHOCTbIO Smith & Nephew no nw6o0li npeTeH3nn saABASETCA
PEMOHT MAM 3amMeHa KomnaHumel Smith & Nephew, kak npeaycMOTpeHO
HacToAwemn rapaHTue. 3a NCKOYEHNEM 3TOMN orpaHuMyeHHOM
oTBeTcTBEHHOCTM Smith & Nephew, Smith & Nephew HuM npm kakmx
o6cTOATENbCTBAX He HeCceT OTBETCTBEHHOCTWM MO NHO6bIM (a) NpeTeH3nam,
yb6bITKAM WAW WHLIM YC/NIOBUAM, BO3HWKaWLWMKWM B pe3ynbTaTe HapylweHus
KOHTpakTa, npaBoHapyweHua (BKAYasA HEOPEXHOCTb) WU APYrux
ycnoBwuii, n He3aBUCUMO OT TOro, OCHOBAaHbl IN OHW WM WUCXOAAT MPAMO,
KOCBEHHO OT WAM BCNeACTBME TrapaHTWUiHOW NPeTeH3nn, HapylweHus
KOHTpakKTa, npaBOHapyleHUs, HapyweHUs 3akoHa wuam nwb6oin apyron
NPpUYMUHLL  WAM npaBoBoil Teopuu, wuam (b) NpsAMbIM, CAy4YailHbIM,
KOCBEHHbIM UM 0COBLIM YObITKam, ybbITKaM MM pacxogam, BO3HUKAIO LW UM
B CBA3M C HaCTOAWMWM CcoOrfawleHneM WM ero BbIMNOSIHEHMEM WU
HEBbINOJIHEHMEM, WM B CBA3W C MNpojaxei, wWCNONb30BaHUEM UK
HEBO3MOXXHOCTbIO Mcnosb3oBaHuA annapara, BKNKOYaA, HO He
orpaHu4mBasicb, NoTeprd NpPuOLIAM UAN OXMAAEeMOW 3IKOHOMUMK, MNOTEPIO
oXxugaemolr npubbIAK, CTOMMOCTb 3aMeHEHHOro WAM anbTepHaTUBHOTO
n3nennsa, 3KOHOMMUYecKMe YObITKU, MNOTepl [AaHHbIX, HanpacHble TpaThl
Uan yTparta penyTtauuu mau npectmxka.
23.0nuncaHne MHPOPMALMUOHHbBIX 3HaAYKOB U cumBonoB / lcons description
KHonku ynpasneHuna / Operation buttons
MunTtaHne Haxmute W yaepxuahTe 2 ceKyHAbl, 4TOOGbl BKAWOUYUTL WAW BbIKAWUYUTL annapat. /

0 Power Press and hold for 2 seconds to power On or Off pump.
HauvaTb/MpuoctaHoBUTbL Tepanut Haxmute, 4yTobbl HayaTb Tepanuto. Haxmute, UTOGLI
T NpMoOCTaHOBUTbL Tepanuio, Korga Tepanus nposoautca / Start/Pause Therapy Press to begin

therapy. Press to pause therapy when therapy is active.
BnokupoBka / pa36/iokupoBka Haxmute u yaepxuBaite 2 ceKyHAbl AN 6/0KMPOBKU UK
pa3bNoOKNPOBKN CEHCOPHOro akpaHa M kHonku Ctapt/lMaysa Tepanun. / Lock/Unlock Press and
hold for 2 seconds to lock or unlock touchscreen and Start/ Pause Therapy button.
80
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3eneHblii / Green
Xentbeih / Yellow
Boikn / Off

3eneHbli / Green
Bbikn / Off

rrrr-MmMm-a4 /
YYYY-MM-DD
yy: MM / HH:MM

19)
4))

U

MHankaTop cocTtossHus / Status indicator
Tpoanua akTuBHa. Bce ycnosusa B HopMme. / Therapy is actiye. All conditions normal.
CocTosiHMe TpeBorn. Heo6xoanmo BbIABUTb npuuwwuy / Alarm state. Attention required.
Tppanusa He npoBoamnTca: HeakTuBHbIK / No therapy; inactiye

MHaonKaTop BHewHero nutaHua / External power indicator
Annapat NoAK/AYEeH K UCTOYHUKY nuTaHus / Deyice connected to power supply
AnnapaTt He NOAKAO4YEH K MCTOYHUKY nuTaHusa / Deyice not connected to power supply
CTpoka coctodaHusa / Status bar

[ata / Date

Bpemsa / Time
MHankaTop Tepanun / Therapy indicator

Tepanua He npoBoguTca: cepblit / Not dellyering therapy: gray

Tepanua npoBoanTCcA: MuUrarwwnii opaHxesslit / Deliyering therapy: rotating orange

MHNNKaToO VDOBHH rpomkocTtu CUFHana tpesormn/ Alarm volume indicator

Bboicokuii: Tpu nonocku / High yolume: three bars
CpepgHuin: gse nonockn / Medium yolume: two bars

Hun3knin: ogHa nonocka / Low yolume: one bar
MHaovkaTop 3apsga 6atapewn / Battery indicator
batapes nonHocTbl 3apsxeHa / 3apshkeHa: 3eneHblii / Battery full/charged: green

batapes 3apsixaeTcsa: 3Haudyok monHuu / Battery charging: lightning bolt

Hun3knin 3apag 6atapen: xentbolh / Battery low: yellow

KpnTuuyeckn HU3KUN 3apsag 6atapen: He3amnOJIHEHHbLIA C KpacHoW nuHuel / Battery critically low:
empty with red line

HencnpaBHOCTb 6aTapen: cepblii ¢ KpacHOn nuHunen / Battery failure: gray with red line

FNaBHbIWN 3KpaH U 3KpaH npoBepeHusa Tepanuu / HoTte and delivering therapy screens
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YBeNnuMunTb yCTaHOB/IeHHOE 3HaveHue / Increase set point

YMEHbIWUTb YCTAaHOBNIEHHOE 3HaveHue / Decrease set point

Pe>XXxum HenpepblBHOW Tepanuu: lNoaaepXxuBaeT BblOpaHHbI ypoBeHb Tepanuu / Continuous
therapy mode: Maintains selected therapy leyel
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MpepbIBUCTbIV pe>xxnm Tepanuu: LUnknbl Mexgy BblOpaHHbIMW 3HAYEHUAMUWU aKTUBHOW Tepanuum u
HU3KMM ypoBHeMm /oTcyTcTBumem Tepanuun / Intermittent therapy mode: Cycles between selected set
points of active therapy and low/no therapy

Y-o6pa3Hoe coegunHeHne BblKJ/l: BbibepuTe, ecnn K annapaTty NoAgK/AYeHa ogHa noBsAska. / Y-
Connect Off: Select if connecting one dressing to pump.

Y-o6pa3Hoe coeanHeHne BKJ1: Bbibepute, ecnn K annapaTty NOAKAWOYEHbl ABe MOBA3KK. / Y-
Connect On Select If connecting two dressings to pump.

MepeliTn Ha rnaBHbIK 3akpaH / Navigate to Home screen

MHTepgeiic 3ab6nokumpoBaH: Korga oTob6paxaeTcda nocne 3ajaHHOrNo 3HadeHWs Tepanuu,
yKka3blBaeT Ha O6/IOKUPOBKY CEHCOPHOro 3kKpaHa W KHOoNku HauyaTb / lpuocTtaHoBUTbL Tepanuiw /
Interface locked: When displayed behind therapy set point, indicates touchscreen and
Start/Pause Therapy button are locked.

ONnTenbHOCTb TEKYLWEro yukaa npepbiBucToli Tepanun / Current Intermittent therapy cycle time

3ajjlaHHOe 3HaudyeHWe W ANUTENbLHOCTW UMKNA nocnejywouwein npepbiBucToii Tepanuum / Next
Intermittent therapy set point and cycle time

HaBurayusa no meHo / Menu navigation
HacTpoiikmn: Haxmute, 4Tobbl 3aiiTu B MEHK HacTpoek / Settings: Press to access the settings
menu.

FpomMKOCTb curHana Tpesoru / Alarm volume
CteneHb ckaTtua / Compression rate
BbibpaTb pexxum Bpaya / Change mode clinician

Bbi6bpaTbh pexum nauyueHta / Change mode patient

Boi6bpaTbh pexum ob6cnyxxmsaHue / Change mode maintenance
A3blk / Language

YcTtaHoBKa BpemeHn un gatbl / Set time and date

Yacosoi nosic / Time zone

Pacxogomep / Flow meter

BoccTaHOBUTL NpeABapuTenbHble HacTpoilku / Restore presets
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MaTeHThl Aatents

NWHpopmauma o6 annapate / Pump information

XypHan paboTbl annaparta: Haxmute, 4To6bl NONY4YMTb AOCTYN K 3KpaHy XypHana / Pump Activity
Log: Press to access the log screen
KHonka nepekntwoyeHua Ha o63op / Overview toggle

KHonka nepekntoyeHua Ha nogpobHoe npeactaBneHue / Detailed view toggle

MomMmowb™* HaxmuTe gnsa goctyna K MmeHw «Momowb» / Help* Press to access Help menu.

FNnaBHbI 3KpaH*Ha)XXMuUTe, YTOObl NepeliTM Ha rnaBHbli 3kpaH / HoTe™* Press to navigate to
the Home screen

Hazapn™> BepHyTbCcA K npeablgywiemMy sKkpaHy /3ack* Return to the previous screen.

MPUHATL: HaXMnUTe, UTO6bl MPOAOIXKUTL 3aaHue /Accept: Press t7continue task.

OTmeHa™ HaXmwute, 4To6bl OTMEHUTb 3agaHne NN 3akpbliTb 3KkpaH #ACancel* Press to cancel
task or close screen. /

OKoaHbl CUTHa/I0B TpeBOIrun Alarm screens /
MHaonKaTop curHasna TpeBoru: YkasbiBaeT Ha owunbky B cucteme FAlarm indicator: Indicates
an error in the system
BepHYTbCHA K 3KpaHy CUTHasioB yeBOFI/IZ HaxMuTte, 4Tob6bl BEPHYTbLCA K 3KpaHy curHana
TpeBOrn, ¢ KOTOporo Bbl nepewsnn AReturn to Alarm Screen: Press to return to alarm screen

vou navigated away from.

Momouwb: Haxmute, 4Tobbl NOAYYUTb MOMOWbL B YCTPAHEHUMN HeNonagok Aelp: Press tor
troubleshooting assistance.

MpuocTabpBUTbL cUTHanN TpeBorun: HaxmuTte, 4To6bl BPEMEHHO OTKAOUYUTb 3BYKOBOW CUTHan
TOEeBOMn z)ause Alarm: Press to temporarily silence audible alarm. /

CurHan TpeBOrM OTK/OYEeH: 3BYKOBOIW CUTHa/N TPeBOrM BpeMeHHO oTkno4veH FAlarm silenced
Audible alarm is temporarily silenced.

3KpaH aKTMBHOW Tepanumum 1 3HaYOK rnaBHOro akpaHa: OTob6paxaeT 3afjaHHOe 3HayeHue
aKTMBHOW Tepanuu n pexum Tepanuiyf(He oTobpaxkaeTcsa, ecnm Tepanmsa He akTuBHa). HaxmuTte,
4yTO6bl NepeinTn Ha rnaBHblIn akpaH AActive Therapy display and Home icon: Displays active
therapy set point and therapy mode (Blank if therapy is not active). Press to navigate to Home
screen

HenpepbiBHasa Tepanus éontinuous therapy



@ NpepbiBucTan Tepanus / Intermittent therapy

m Pacxopomep: NoMoraer HainTH yTeuku B cucteme / Flow Meter: Assists in locating leaks in the

= system
* MIpUMEUANKE: 3HAUKH MOryT OTOOpaXaThCA PasHLIMK LUBETAMH HA Pa3HbIX 3KpaHaX. / * Note: icons may appear in different colors

on different screens.

NMpnmeyarune / Note
JlanHasn UHCTPYKUNA ABNACTCA NPUOPUTETHON Ha TeppuTopru PO This Instruction for use is a priority on the territory of the Russian Federation.
Bepcua pokymenta - AlP2023. _Document version -~ APR2023.
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Ilepegoo c anznutickoz0 A3vika Ha PyCCKuli A3LIK

Ouannn X. ixonc — Horapuye
Ty Uumnnc, Hopr Crpur
Yunxduna Banazop SL4 4TE, Aurans
Tenedon +44 (0) 7860 398485
OnexTponHan nouTa: info@notarypublicassistance.co.uk

A, ®UIHII JUOKOHC, notapuyc, AOMKHEM 00pasoM JONYWICHHH K TNpaxTuke
NpEBEACHHEIN K NpUCAre, BeAyIul NpakTHKY no axpecy: Ty Yumumc, Hopr Ctput Yunkduin
Buumsop SLA 4TE, Anrnua, no sanpocy xoMnannn «Cyut 3ua Hedbio Meaukan Jlumureny.

YAOCTOBEPAIO, 4yro nprnaracMetii ZOKYMEHT ABIACTCA BEpHO#H xonmell OpHUrHHANBHOIO
HNOKYMCHTa, NPeACTABIEHHOrO B 3MeKTPOHHOM Buae/ B popmate PDF.

B noxarsepxzenne cero s, Bhil€yKa3aHHBI! HOTAPHYC, MOCTABHI HA HACTOAIIEM AOKYMEHTE
CBOIO MOANUCH H NEYaTh B MOCM O¢HCe B BHUNEYMOMSHYTOM ropoae BHumsop ceroans, B
NOHeAeNbHHK, 17 anpens 2023 roaa.

[Tucuenas neyars HoTapuyca Gunnuna Jxonca)

/nodnuce/
HoTtapuyc

Mo NoTHOMOYTAN HCTEKAIT NOCIe CMEPTH

IpoTokoa Ne 13409/23

Ilonsomouna aannl Kanuenspuelt cyna Apxuenuckona Kenrepbepuiickoro
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Haenrnpuxarop xounepra DocuSign: E6082872-2B9B-4544-9D33-6782C3EF3E92

COIVIACOBAHO
aun Hedn xan Jita.»
Opranusauus

13 anmpena 2023 r. | 13:50:44 GpuTtanckoe neTHEE BpeMs

Hara IAMMITIT

Noamucs DocuSign

Toanucant: Ampura Batnep

Tprinna noanucanus: YTeepKIcHHE 0KYMEHTA

Bpemx nomnmcanna: 13 anpens 2023 r. 13:50:14 6puranckoe neTiee apems
C4EE3BFESD3C4D78A1A614BF7DD28AAL

Toanuce

PYKOBOACTBO IO KJIMHAMECKOMY NIPMMEHEHHUIO

«ANnapaT NOPTATHBHLIH AN JeYeHHS PAH OTPHUATEILHLIM XaBACHHEM
RENASYS TOUCH, ¢ npHBEALIEXHOCTAME»
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[MepeBopg fAHHOIO TeKCcTa BbIMOJHEH AYNKOM KHA3eBbIM AHTOHOM ANeKCaHApOBUYEM.

Poccuiickas depepayms
"opog MockBa
[BajlaTbL YeTBEPTOro anpens e TbIiCAYM ABajLaTb TPETbLEro roja

A, Mowceesa flunna BnagnumupoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTL NoAnucK nepesofunka KHasesa AHTOHa AnekcaHapoBMUYa.

Mopnwuck caenaHa B MOEM MPUCYTCTBUN.

JInuHOCTL NognucasLLlero AOKYMeHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peectpe: Ne 50/995-H/77-2023- U -

Ynnauyelto 3a coBe|iiLeHne HoTapuanbHOro gerctems: 400 py6. 00 kon.

MowceeBa
n n
C N <n

Bcero npoLLHYpoBaHo, MPOHYMEPOBAHO W CKPEMIEHO MEYaThHO.
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