IFU, GB: 210mm x 297 mm

IFU, RU: 210mm x 297 mm
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Description of the product:

Latex Foley Balloon Catheters are flexible tubes intended to be inserted into the urinary bladder via the urethra for
drainage and/or collection of urine, irrigation of the bladder and instillation of fluids. The balloon retains the catheter
inside the bladder once inflated.

Latex Foley Balloon Catheters consist of shaft, drainage funnel, inflation funnel, irrigation funnel (if present), balloon
and valve. Their smooth tapered tip facilitates insertion, and their silicone coated surface reduces allergic reactions.
They are color-coded for visualization of the size. Size and balloon capacity are marked both on the package and on
the funnel of the catheter.

Materials used:
¢ Medical grade natural latex, silicone, PVC (valve)

Intended use/Indications:

Latex Foley Balloon Catheters are passed through the urethra during urinary catheterization and into the urinary
bladder for drainage of urine and/or instillation of fluids into the bladder. They are used in departments of urology,
internal medicine, surgery, obstetrics and gynecology for drainage of urine and medication. They are also used for
patients suffering from moving with difficulty or being completely bed-ridden.

Contraindications:

¢ Not to be used in patients with known hypersensitivity to any of the materials used
e Acute urethritis

e Acute prostatitis

e Acute epididymitis

Adverse reactions:

¢ Bleeding into or around the catheter

¢ Drainage of only little or no urine despite sufficient fluid intake

o Leakage of large amounts of urine around the catheter

e Urethral swelling around the catheter

o Urinary tract or renal infections

¢ Pathologic consistence of the urine (viscous, cloudy, strong smell)
o Urethritis

* Fever, chills

Instructions for use:

¢ Apply aseptic techniques.

o Lubricate tip and shaft of the catheter. Do not use ointments and lubricants based on petroleum.

e Carefully insert the catheter into the bladder via the urethra. Urine flow normally indicates that the catheter tip
has reached the bladder.

* Once there is urine flow, continue catheter insertion for further 3 cm to ensure that the balloon is also positioned
inside the bladder.

¢ Inflate the balloon by using a Luer syringe without needle. The recommended inflation volume is marked on the
funnel of the catheter and must not be exceeded.

e For deflation of the balloon, cut off the inflation funnel above the valve or push an empty Luer syringe barrel
(without needle and without plunger) into the valve.

¢ The catheter is to be removed /replaced after 14 days at the latest. The accumulated duration of use can exceed
30 days as the product is intended for long-term use.

Warnings:

¢ Read instructions and warnings before use, improper use can result in serious or fatal illness or injury.

® The product contains natural rubber latex which may cause allergic reactions.

e Use of this product is restricted to trained physicians.

e Visually inspect and check the product and package integrity prior to use and also the expiry date. Improper
transport and handling may cause structural and/or functional damage to device or packaging.

¢ Do not use after the expiry date.

¢ Do not use if the product is damaged or irregularly shaped.

e The product is sterile and non-toxic if the package is not opened or damaged. Do not use if the individual
package is damaged or has been opened.

e Use the product immediately after opening the individual package.

* The product is to be used under aseptic conditions, aseptic techniques are to be applied.

The balloon is to be tested for leakage and deflation prior to use.

Do not use ointments or lubricants based on petroleum. Use medical grade silicone oil or water-soluble lubricants.

Inflate the balloon with sterile distilled water.

Do not use a needle to inflate the balloon. Use a Luer syringe without needle.

Do not over-inflate the balloon. Refer to the unit package or funnel of the catheter for the balloon capacity.

Do not clamp or kink the catheter shaft. It may damage the catheter and impede deflation.

The catheter must be removed or replaced after 14 days at the latest.
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Sterile
Water

LATEX FOLEY BALLOON CATHETER

INFLATION: ONLY sterile water is
recommended for inflating balloon

Prior to insertion, pre-inflate and
deflate balloon

If necessary, clamp only as shown
above

N

Deflation: deflate by using an
empty syringe barrel

NO

Deflation: deflate by cutting
inflation funnel

NO

DO NOT clamp catheter shaft

DO NOT kink catheter shaft

e Forsingle use and for single patient use only. Discard after single use. Do not re-use, recycle, reprocess or re-sterilize. Reuse, reprocessing or resterilization may compromise the
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OnucaHue npoaykTa:

JatekcHbiii kateTep Pones ¢ 6annoHOM NPeACcTaBNsSeT CO60M rnbKyto TPYOKy, NPpeaHa3HAYEHHYIO A1 BBEAEHWS B
MOYEBOW Ny3bIpb Yepe3 ypeTpy AN APeHNPOBaHNS 1/unv cbopa Mo4u, NPOMbIBAHMUSA MOYEBOIO Ny3bIps 1
VHCTUANAUMY XunakocTei. MNpu pasnysaHuv 6anioH yaepXmBaeT KaTeTep BHYTPU MOYEBOIO Ny3bIpsi.

JNatekcHblli kateTep Pones ¢ 6annoHOM COCTOUT U3 TPYOKM, APEHaXKHOro NopTa, nopTa Afa HagyBaHus,
MppUraLMoHHOro nopra (ecnu nmeetcs), 6annoHa n knanaHa. Mnankuii KOHNYECKUIA HAKOHEYHUK KaTeTEPOB
obneryaert ux BBEAEHME, a X CUWJIMKOHOBOE NOKPbITUE YMEHbLUAET anneprnyeckmne peakumn.

KaTteTepbl UMeIOT LIBETOBYIO KOAMPOBKY AJ15t BU3yanu3auuu pasMmepa. Pasmep 1 eMKocTb 6annoHa ykasblBaloTCs Kak
Ha ynakoBke, Tak 1 Ha nopTe kateTepa.

WUcnone3yemsble maTtepuansi:
* HaTypanbHbIi NaTekc ANs MeAUUMHCKMX Lenen, cununkoH, NMBX (knanax)

MpepHa3HavyeHue / MokazaHusa K NPUMEHEHMIO:

JNatekcHble 6annoHHble kaTeTepbl Posies NPonyckalTCs Yepes ypeTpy BO BPeMsi NPOBEAEHUS kaTeTepu3aum
MO4Y€eBOro ny3bips Asg yCTaHOBKN B MOHeI/ICﬂyCKaTeJ'IbeIVI KaHan, C uesnbio ApeHnpPOBaHUS MO4n I/I/VIJ'IVI NHCTUNNAUUN
KWAKOCTEN B MOYeBO Ny3blpb. KaTeTepbl NPUMEHSIIOTCS B OTAENEHUSIX YPONOrUK, OTAENEHUSX A1 IeHeHUs
3a60M1eBaHNl BHYTPEHHVIX OPraHoB, B XMPYPrum, akyLLepCcTBe U MTMHEKONOrK AN OTBOAA MOYU 1 BBEAEHUS
NlekapCTBEHHbIX NpenapaTtoB. OHW Takke UCMOMb3YITCS 418 NALMEHTOB, KOTOPbIE UCTLITLIBAIOT TPYAHOCTUN C
nepeasm>xXeHmnem 1iv NOJIHOCTbIO NPUKOBaHbI K NOCTENN.

MpoTneBonokasaHus:

* He NpyMeHsTb Y NAUMEHTOB C U3BECTHOW MMNEPHYBCTBUTENBHOCTBIO K II060MY 13 UCMOSb3YEMbIX MaTEPUANOB.
e OcCTpblit ypeTpuT

e OcTpblii npocTaTUT

e OCTpbIii aNMANANMUT

HexenartenbHbie peakuuu:

e KpoBoTeuyeHue BHYTpU KaTeTepa Unm BOKPYr Hero

¢ JIpeHnpoBaHwue TONMbKO HEGOJbLLOIO KONMYECTBA MOYU MW e OTCYTCTBME, HECMOTPS Ha A0CTaTO4HOE
notpebneHre XnaKocTu

MpocauvsaHve 6onbLIOro KOSMYecTBa MOYM BOKPYr KaTeTepa

OTek ypeTpbl BOKPYr kaTeTepa

VHdekummn Mo4eBbIBOASLLIMX NYTER Nnmn noyex

MaTtonornyeckas KOHCUCTEHLUMS MO4Y (BA3KasA, MyTHas!, CUJbHbIV 3anax)

Ypetput

Jlnxopagka, 03Ho6

WUHCTPYKLMN NO NPUMEHEHMUIO:

¢ [puMeHsiiTe acenTu4yeckne MeToabl.

o CMaxbTe HaKOHEYHWK 1 TPYOKy KaTeTepa. He ucnonb3ayiite Masu 1 cMa3o4HbI MaTepran Ha OCHOBE Ba3esinHa.

L4 OCTOpO)KHO BBEOUTE KaTeTep B MOYEBOM ny3blpb 4epes3 MO‘-leVICI'IyCKaTeJ'IbeIVI KaHan. nOCTyI'U'IeHVIe MO4YK, Kak
npaswio, ykadblBaeT Ha TO, 4TO HaKOHEYHUK KaTteTepa 4OCTUIr MO4YeBOro ny3bips.

¢ [locne Toro, kak Mo4a HayHeT BbITekaTb, NPOAOJIXMTE BBOA, kaTeTepa elle Ha 3 CM AJ1st TOro, YToObl yCTaHOBUTH
6annoH BHYTPU MOYEBOrO My3bIpsi.

e Hapyiite 6ani0H ¢ nomoLLbio Wnpuua J1ioap 6e3 urnbl. PekomeHayemblit 06beM HalyBaHWs ykasaH Ha
rnopTe KareTepa v He LONXKeH ObITb NPEBbILLEH.

o [Ins cnyckaHus 6annoHa cpexbTe NopT AN HaAyBaHWS Haf, KnanaHoM Wi NpoTONKHUTE NYCTON LMAUHAP Whpuua
Jioap (6e3 urnbl 1 6e3 niyHxepa) B knanaH.

o KateTep fosmkeH ObITb yAasieH / 3aMeHeH He no3aHee, YeM yepes 14 gHeil. HakonneHHas NpoaoKUTENbHOCTb
1CMNOMNb30BaHUSt MOXET npeBbilwaTb 30 AHe, Tak Kak NPoAyKT NpeaHasHayYeH Ans AJANTENIbHOrO UCMOTb30BaHuUS.

Mpepynpexpexus:

¢ [lepen MCNoNb30BaHMEM NPOAYKTA MPOYUTATE UHCTPYKLMK U NPEAYNPeanTenbHYI0 MHpopmaLmio,
HenpasWUIbHOE MCMOJIb30BaHNE MOXET NMPUBECTU K CEPbE3HBIM UM CMEPTESbHBIM 3a001EeBaHUSIM UV TPABMaM.
MpoAyKT COAEPXKUT HaTypaibHbI Kay4yKOBbI TATEKC, KOTOPbIA MOXET BbI3bIBaTh ASINIEPrUYECKUE PEakLK.
Vcnonb3oBaHve JaHHOro NpoaykTa pa3peLleHo ToIbKO Bpadam, NpoLueLnM COOTBETCTBYIoLLEee 00yyeHne.
Mepen ncnonb3oBaHMeM NPOAYKTa, BU3yasnbHO OCMOTPUTE 1 NPOBEPbLTE LIeSIOCTHOCTb MPOAYKTa 1 ero ynakoBku, a
TakxXe CPOK roAHOCTW. HecooTBETCTBYIOLME TPAHCNIOPTUPOBKA 1 06paLLeHre C MPOAYKTOM MOTyT BbI3BaTb
CTPYKTYPHOE 1/1nn GyHKLMOHAIBHOE NOBPEXAEHVE YCTPONCTBA UM €ro YNakoBKu.

He ncrnonbayite NpoayKT Nocie NCTEYEHNS CPOKa rOJHOCTU.

He ncnonb3yiite NpoayKT, ECNv OH NOBPEXAEH NN UMEET HEMNpPaBusibHYO GopMy.

MpoayKT SIBASETCS CTEPUSIbHBIM 1 HETOKCUYHBLIM, ECNIV YNIAKOBKa He BCKPbITa 1 He noBpexaeHa. He ncnonbayiite
NPOAYKT, ECNN €ro MHANBUAYasbHas yrnakoBka Obinia NoBpexaeHa 1y BCKpbITa.

Vcnonb3ayiiTe NPoayKT cpaady Xe Nocie BCKPbITUS MHANBUAYAbHOM YNakoBKU.

MpoayKT AOMKEH NCMONIBb30BATLCS B aCEMTUHECKUX YCIOBUSX, [OJIKHbLI MPYMEHSITLCS aCENTUHECKUE MeToAbl.
MNepepn vcnonb3oBaHveM, 6anNoH AOMXKEH OblTb MPOBEPEH HA YTEUKY 1 Aednaumio.

HapnysaliTe 6annoH, UCnosb3ysi CTEPUIIbHYIO ANCTUIIIMPOBAHHYIO BOAY.
He ncnonbayiite urny ans HagyeaHust 6annoHa. Micnonbayiite wnpwy, J1loap 6e3 urbl.

KaTeTep nomkeH ObiTb yaaneH unm 3aMeHeH He No3aHee, Y4eM Yepes 14 aHein.

JIATEKCHbIW KATETEP ®OJIEA C BAJIJIOHOM

VHDNALNSA: ana HapyBaHus
6annoHa pekomerayetcs TOJIbKO
cTepuibHas Boaa

lMepen BBEEHNEM NPeBAPUTENBHO
HazywnTe v cnyctute 6annoH

Mpy HEOBXOAMMOCTH BBIMONHANTE
3aXWM TOJIbKO TakK, Kak nokasaHo
BbilLE

BA

Jednauma: cnyckainte BO3ayx
C MOMOLLUBIO NYCTOro wnpuua

Jebnauuvs: cnyckainTe Bo3ayx,
0Tpesas NopT ANst UHPAALMN

HET

HET

HE 3axumaiiTe cTepxeHb katetepa

He npesbiluaiiTe ypoBeHb HagyBaHus 6annoHa. O6paTuTech K ynakoBKe UM BOPOHKE KaTeTepa Ass ONpeneneHns eMmkocTu 6annoHa.
He 3axwumaiiTe v He neperndaiite CTepXeHb kateTepa. ITO MOXET NOBPEANTL KaTeTep 1 3aTPyaHUTb ero Aednsumio.

HE neperv6aiite cTepxeHb kaTetTepa

He vicnonb3yiite Masu nnm cmasoyHble MaTepurasibl Ha OCHOBE BasenvHa. Micnonb3yiite MeanUMHCKOE CUIMKOHOBOE Maco Ui BOAOPACTBOPUMbIE CMA3KU.

J1n9 0HOPa30BOro MCMNOL30BaHUS 1 TONLKO AJ1S OAHOMO NauneHTa. YTUAnampyiTe NpoayKT Nocie 0AHOKPAaTHOrO NCMOb30BaHMsA. He ncnonb3yiTe NoBTOPHO, He NnepepabdaTbiBaiiTe,

He obpabatbiBaiiTe U He CTEPUNN3YIATE MOBTOPHO. [TOBTOPHOE 1CMOIb30BaHNE, NOBTOPHAsi 06pabdoTka 1y NOBTOPHAS CTEPUIM3ALMS MOTYT HAPYLLUUTL CTPYKTYPHYIO LLIENIOCTHOCTb
YCTPOWCTBA /AN NPUBECTY K BbIXOAY YCTPOICTBA U3 CTPOS, YTO, B CBOIO O4epe/ib, MOXET NPMBECTY K TpaBme, 3a601eBaHMIO UM CMePTU nauyeHTa. MoBTOpHOE NCNoNb30BaHve,
noBTOpHasi 06paboTka 1V NOBTOPHAsA CTEPUIM3ALMS MOTYT Takxke CO34aBaTb PUCK 3arpsi3HEHNS YCTPOVCTBA M/UNN BbI3biBATb MHMEKLIMIO UM MEPEKPECTHYIO MHAEKUMIO NaLmMeHTa,

structural integrity of the device and/or lead to device failure which, in turn, may result in injury, iliness or death of the patient. Reuse, reprocessing or resterilization may also create a
risk of contamination of the device and/or cause patient infection or cross-infection, including but not limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device my lead to injury, illness or death of the patient.

Storage conditions:
Store in a dark, cool and dry place. Avoid excessive heat, protect from direct sunlight and moisture. Do not expose to ultraviolet and fluorescent light. Store in a manner preventing
crushing.

Disposal:
Discard the product after single use in accordance with applicable national and institutional regulations for biological hazardous waste.

BEROMED GMBH HOSPITAL PRODUCTS DISCLAIMS ANY RESPONSIBILITY FOR POSSIBLE CONSEQUENCES RESULTING FROM IMPROPER USE.
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BKJIIO4As1, B YHaCTHOCTU, Nepeaayvy MHPEeKLMOHHbIX 3a601eBaHnii 0T 0AHOIO NauMeHTa K Apyromy. 3arpsisHeHve yCTpocTBa MOXET MPUBECTU K TpaBMe, 60Ne3HM U CMepTU NauyeHTa.

YcnoBusa xpaHeHus:
XpaHuTe NpoayKT B TEMHOM, NMPOXJIaAHOM 1 CyXOM MecTe. M3beraiite YpeaMepHO Xapbl, 3aLLyLLaiTe OT MPSIMbIX COJTHEYHbIX Jydei u Bnarn. He nogeepraTb BO3AEVCTBUIO
yNbTPadroNETOBOro 1 GIIyOPECLEHTHOrO OCBELLEHUS. XpaHnTe NPOAYyKT Takum 06pa3oM, 4ToGbl He AOMyCKaTb ero CAaBIMBaHUS.

Yrunusauusa:
YTrnnavpyiTe npoaykT nocsie 0AHOKPATHOrO UCMONb30BaHUS B COOTBETCTBUM C MPUMEHUMBLIMU HALMOHANIbHBIMU U UIHCTUTYLIMOHANBbHBIMU NPaBuiaMun Ans yTuamsaumm 61uonornyeckn
OMnacHbIX OTXOA0B.

BEROMED GMBH HOSPITAL PRODUCTS HE HECET HWKAKOW OTBETCTBEHHOCTW 3A BO3MOXHbIE NOCNEACTBUSA, CBASAHHBIE C HEMPABW/IbHLIM MCMOJIb3OBAHUEM
YCTPOUCTBA.

MaroTtosutens Vcnonb3oBatk 10 / CPOK FOAHOCTU

s35°C
XpaHuTb Npu TeMnepartype
5 C/% P p patyp He CTepunn3oBaTtb NOBTOPHO
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Homep napenusa no III Xpynko. O6paLuatscs 6epexHo W Copepxut _
KaTanory/HoMep apTukyna HaTypasibHbIiA naTekc
% He ucnonbayiite, ecnu
ynakoBka nospexjaeHa A

He ponyckatb BO3aencTBUS Tonbko ANns 04HOPa30BOro
COJIHEYHOr O CBETa npuMeHeHus

O6paTnTech K MHCTPYKLMMN
N0 NPVYMEHEHMIO
Bepeyb oT Bnarn OcTopoxHo! O6paTutecs Kk

Homep naptum VHCTPYKLMY MO MPYUMEHEHIO
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