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Instruction for Use

Ureteral Catheters

Device Description
. The Ureteral Catheters are provided for use in Urology procedjres. The configurations available include:

Family Size (Fr.) Length (cm) Type Material
3 Close Tip (CLT)
4 Open Tip (OT)
uc 70 Angle Tip (AT) “PU
6 Cor>eTip (CT)

W histle Tip (W

indications
* Ureteral Cattieters are Used for drainage and navigation of atortuous ureter.
Cone Tip: Used for netrograde pyelogram. The cone tip occludesthe ureteral orifice.
Angle Tip: Used for directing a flexible Guide Wire in the ureter. The angle tip allows passage ofthe catheterpast a
ureteral stone in preparation for E.S.W.I.

Whistle Tip: Used for drainage and netrograde pyelogram.
Close Tip: Used for drainage and navigation of atortuous ureter. Closed tip catheter will have astainless steel styletin wtiich

helps the catheter to straighten. No need to use guide wire.
Open Tip:  Used for drainage and navigation of a tortuous ureter. Catheter placement should be over the guide wire only.

Contraindications
. No Specific Contraindications.

Precautions, Warnings & Adverse effects

. Carefully read all instructions for use and product labeling. The device shall only be applied for its intended use and in accordance
with these instructions. Observe all cautions and warnings throughout these instructions. Failure to do so may result In
complications.

. Caution: All medical staff is responsible for using the appropriate technique and deciding on the Indication for use of this

device based on own experience, training and rrsedicaljudgment. The doctor must be trained in the proper use of

the device.
+ Caution: Federal law (USA) restricts this device to sale by or on the order of a piiysiclan.
« Warning: All components of the Ureteral Catheters are for single use only.

+ Caution: Do not use the device if there is any indication that the sterility of the device has been compromised.
* Adverse effects: Possible adverse effects of Ureteral Catheters placement are documented. Use of this device should be based

upon consideration of risk-benent factors as they apply to your patient. Informed consent should be obtained to
maximize patient compliance. Follow up procedures.
Condition of Use
. This device should be administered to humans only by physicians authorized by the Competent Authority ofthe country in
which the physician is practicing.
. This device is a one-time use only. Re-use may result in clinical complications.

Shelf-life of the Product
« The shelf life of the Ureteral Catheters is 3 years (Indicated on product label with the following use-by symbol and date).

Store the Ureteral Catheters at a dark, dry, cool place. Avoid extended exposure to light.
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3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



/MepeBof ¢ aHINUIACKOTO s3blKa Ha PYCCKUii A3bIK/

MEAnpo Megukan CE 2265
MHCTPYKLUMNA N0 NPUMEHEHMNIO
KateTep MOYETOUYHUKOBbIN

OnucaHune nsgenna
KaTeTepbl MOYETOYHMKOBbLIE UCMO/bL3YIOTCA B yposornyeckux npoueaypax. CyuwecTsyoT cefyloLne Buabl:

Cepus Pasmep (Fr.) OnuHa (cm) Pa3HOBMAHOCTb MaTepuHan
3 3aKpbIThlll KOHeL,
KaTeTep 4 OTKpPbITHIA KOHEL,
MOLIeTOLIuHVI- 5 70 YrnoBoil KoHel, MonnypertaH
KOBbI 6 KoHycoo6pasHblii KOHel,
7 KoHel Tvna «CBUCTOK»
MpumeHeHwne

KaTeTepbl MOUYETOUYHNKOBbIE UCMOMb3YOTCS 4151 PEHUPOBAHNSA U NPOBEAEHNS B N3BUINCTbLI MOYETOUHMK.
KaTeTepbl C KOHYycoO6pasHbIM KOHLOM: WCMOMb3YTCA A1 PeTporpagHoii nuenorpammbl. KoHycoo6pasHblii
KOHeL, 3aKPbIBaEeT yCTbe MOYETOUHMKA.

KaTeTepbl C YrNoBbIM KOHLOM: UCMO/b3YOTCS /1S BBEAEHUS B MOUYETOYHUK MO TMGKOMY MPOBOAHUKY. YT/I0BOWA
KOHeL, Mo3BOJ/ISIET MPOBOAUTL KaTeTep, MUHYSI KaMHM B MOYETOUHMKE, 41 MOArOTOBKU K 3KCTPAKOpMnopasibHOi
y1apHO-BO/THOBOW NUTOTPUMCUN.

KaTeTepbl C KOHLOM TUNA «CBUCTOK»: UCNOMb3YIOTCS /1 APEHNPOBAHUSA 1 ANt PETPOrpafHoOii NeorpaMmei.
KaTeTepbl C 3aKpbIThIM KOHLOM: WCMOMb3YIOTCS 415 APEHUPOBAHUSA U NMPOBEAeHNS B U3BUINCTbIA MOYETOUHMK.
KaTeTep C 3aKpbITbIM KOHLOM CHaGXeH CTWU/IETOM W3 Hep>KaBelollleilt CTanu, KOTOPblii MOMOraeT BbINPSIMIEHUIO
KaTteTepa. MPOBOAHNK He UCMO/b3YeTCS.

KaTeTepbl C OTKPbITbIM KOHLOM: MCMO/b3yOTCA ANst IheHMPOBaHMS U MPOBEAEHUS] B U3BUIUCTbIN MOYETOUHUK.
KaTeTep NpoBoANTCS TO/IbKO MO NMPOBOAHUKY.

NpoTnBONOKasaHmA
Oco6bIX MPOTMBOMNOKA3aHWUIA HET.

Mepbl MNPenoCToOPOXXHOCTHU, NpeaynpexaeHna n nob6oYHbIe 3(1)(*)6KTI>I

¢ BHWMMaTeNbHO 03HAKOMbTECb C WMHCTPYKLMEN MO MPUMMEHEHMIO W U3y4MTe MapKMpOBKY u3genus. W3genue
[OO/DKHO MCMOMb30BaTbCA CTPOro MO HasHayeHWio, B COOTBETCTBUM C UHCTPyKumel. Cobnwopgalite Bce Mepsbl
NPefoCTOPOXHOCTU Y MPeaynpexaeHns, yKasaHHble B JaHHOW MHCTPYKLUMW. HeBbINonHeHVe 3TUX TpeboBaHmi
MOXET NPUBECTU K OCNIOXHEHNAM.

e BHuMaHue: BeCb MeAMLMHCKWUI MepCcoHan 0TBeYaeT 3a UCMO/Ib30BaHe COOTBETCTBYIOLLEA TEXHUKM U MPUHATME
peLeHnin No MUCMO/b30BaHUIO AAHHOI0 M3A4ennsl, OCHOBaHHble Ha COGCTBEHHOM OMbliTe, MpodeccnoHaIbHOM
NOArOTOBKE M K/IMHUYECKOM MbiLLeHUW. Bpay go/mkeH 6biTb 06y4YeH npaBu/ibHOMY MCMO/Ib30BaHMIO U3LENNS.

e BHumaHue: ®epepanbHblii 3akoH (CLLIA) orpaHnymMBaeT nNpogaxy AaHHOro M3genns BpadamMy WU Mo 3aKasy
Bpavy.

« [pepynpe>kieHune: BCe KOMMOHEHTbI KaTeTepa npefHa3HaveHbl TOIbKO 41 04HOPA30B0ro UCMO0/b30BaHUS.

e BHMMaHMWe: 3anpeLleHo UCMonb3oBaTb MU3Jenne, ecin ecTb MPU3HAKM TOro, YTO CTepUSIbHOCTb M3aenns 6bina
HapyLLeHa.

e Tlo6oyHble 3h(eKThbl: BO3MOXHble MO60YHbIE 3PPEKTbI OT MCMNOMb30BAHMA KaTeTepa AOKYMEHTMPYHOTCS.
Mcnonb3oBaHve  M3LeNMA OCHOBLIBAETCA HA  PacCMOTPEHWW  COOTHOLUEHUA  (PaKToOpoB  PUCK/MoMb3a
NPUMEHNTENIbBHO K AaHHOMY naumeHTy. [JO/MKHO ObITb MOJSIy4YeHO WHGOPMMPOBAHHOE corfacue mnaumeHTa.
CnepoBaTb YCTaHOB/IEHHbIM MpPOLEeAypam.

Ycnosua npuMeHeHus
. ,lJ,aHHoe n3genne A0/HKHO NPUMEHATLCA TOJ/IbKO Bpadamun, npoweawinMmn nnueHsnpoBaHme B KOMMETEHTHbIX
opraHax CTpaHbl, B KOTOPOI Bpay NpaKTUKYeT.

e W3genve npeaHasHauyeHO TOSIbKO A/ OfHOPA30BOr0 WCMO/b30BaHMsl. [MOBTOPHOE MCMOMb30BaHWE W3Aens
MOXXET MPUBECTM K OC/IOXKHEHUSIM.

CpOK XpaHeHus n3genus

i CpOK XpaHeHNA KaTeTepoB MOYETOYHMKOBBLIX COCTaBJ/IAET 3 roga (yKasaH Ha J3TUKETKe nNnpoayKrta C
MCnonb3oBaHMEM COOTBETCTBYHOLLENro CMMBO/1a U p'aTbI). XpaHI/ITb KaTeTepbl MOYE€TOYHWMKOBLIE CNeAyeT B
TEMHOM CyXOM npoxsiagHOM MECTE. He I'IO,D.BEpFaVITe ANNTENBbHOMY BO3,CI|EI7ICTBVIIO COJTHEYHOr o CBeTa.
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CTepuibHOCTb - U3fenune He IBASAETCA CTEPU/IbHBIM, eC/IM YNaKoBKa BCKPbITA AN MOBpeXjeHa

e KaTeTepbl MOYETOUHMKOBbIE CTEPU/IN30BAaHbI 3TUEHOKCUAOM. WIHAMKATOPbI CTEPU/IBHOCTM HaxogsTcs B
Kaxkfoli ynakoBKe. OHU NpefcTaBNstoT coboli HaneyaTaHHble 3TUKETKM (20 X 6 MM UM M floiima B gnameTpe),
KOTOpble W3MEHSIIOT LIBET Moc/e BO3AECTBUS HAa HUX 3TWUMNEHOKCUAOM. He ucrnonb3oBaTb W3Aenune, ecnm
WHAWUKATOP CTEPUIbLHOCTU HENPaBU/ILHOTO LIBETA.

* He wncnonb3oBaTb M3Aenne, ecin yrnakoBKa MOBPeXAeHa WM, BO3MOXHO, BCKpbITa. CrefyeT 06patuTbea K
npeacTaBuUTeNsIM KaMMaHUy 4151 3aMeHbl U3Aenusl.

* KarteTepbl MOYETOYHUKOBbIE YNaKOBaHbl M0 OfHOMY. V3[ennst N3 Kaxoi YNakoBKU AO/HKHbI MCMO/Ib30BaThCA
cpasy nocre OTKpPbITVSI yNaKoBKUW. He fonycKaeTcsi MOBTOPHAsA CTepuUnnsaLms Usaenus.

3ameHa NoBpeXAeHHbIX UM HENPUTOAHbIX KOMMOHEHTOB
He ucnonb3oBaTb v3genune, ecnuv KaKoMn-11Mbo KOMMOHEHT NOBPEXAEH UMW HENPUTOLEH ANA NpuMeHeHns. CneayeTt
06paTVITbCﬂ KnpeactaButTendamMm KamnaHun ona saMeHbl U3AENNA.

VIHCTPYKLMSA N0 NPUMEHEHUIO

MpegnonaraeMble MHCTPYKLUN MO UCMO/Ib30BAHMIO KAaTETEPOB MOYETOYHUKOBbIX:

MpoBeauTe KaTeTep Yepes paHee YCTaHOB/IEHHbIV MPOBOAHMK, O4HOBPEMEHHO OTC/IEXUBAs NMPaBU/IbHOE MOSIOXKEHWE
NpPOBOAHMKA.

PaCUJVI(*)pOBKa CMMBOJI0B, NCMOJIb3YEMbIX Ha 3TUKETKE

Cumson OnwucaHue Cumson OnwucaHune
REF Homep B KaTanore 22CS Mapkuposka EC
y HasBaHue 1 agpec Npon3BoanTeNs [aTa U3roTosneHuUs
ixrr Kog naptum Wcnonb3oBath 4o
SCEILAD Crepunumsanms ¢ NPpUMeHEHNEM OKUCK O6paTunTecb K pyKoBOACTBY MO
aTueHa aKCMyaTaumm

OcTopoxHo! ObpaTtuTech K
A o 3anpeT Ha NMOBTOPHOE NPUMEHEHWE
CONPOBOAUTENbHON LOKYMEHTaLNN

3anpeT Ha NOBTOPHYIO CTeEPUIM3ALLINIO Bepeub oT Bnaru

He fonyckaTtb nonagaHus CO/THEYHOTO
cBeTa r OrpaHunyeHne Temnepartypsbl
HasBaHue 1 afjpec Nnpon3BoLNTeNA
ME/npo Meankan B.B.
NaHngtoseen 11, 3905 PE BeeHeHpaan
HwngepnaHgbl
info@.medpromedical.nl
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YTBepPX/eHO:

/WTamn:

ME/Anpo Meaukan b.B.

NaHgtoseen 11, 3905 PE BeeHeHpaan
HugepnaHgbl

Ten.: +31318769080 dakc: +31318769107
www.medpromedical.nl/

/Mopnuce/
Lbxun. Oykei, TeH BpuHKe,
AvpeKTop

HacTofAwunii nepeBoA C aHFNNWCKOTO A3bIKa HA PYCCKWNI A3bIK BbIMOMHEH MHON, MEPeBOAYNKOM
MannuunHoi KO nueit HukonaeBHon. MageHTMYHOCTb NepeBofa noaTl
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