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INSTRUCTION FOR USE

Catheters for bipolar coagulation of the gastrointestinal tract

Bipolar Coagulation Probe BCP-IOA; BCP-IOB; BCP-7A; BCP-7B

INTENDED USE j
This device is used in conjunction with a single or dual plug bipolar electrosurgical generator to endoscoplcally provide
hemostasis throughout the gastrointestinal tract.

NOTES A | f

This device is designed for single use only. Attempts to reprocess, resterihze, and/or reuse may jead to device tailure
and/or transmission of disease. E, U n
If package is opened or damaged when received, do not use. Visually inspect with particular attention to klnks bends and
breaks. If an abnormality is detected that would prohibit proper working condition, do not use. Please notify Cook for
return authorization. /

Do not usé’this device fdf any purpose other than stated intended use.
Store in a dry location, away from temperature extremes.

Use of this device restricted to a trained healthcare professional.
CONTRAINDICATIONS n
Contraindications include those specific to the primary endoscopic procedure to be performed in gaming access to the
desired coagulation site.

POTENTIAL COMPLICATIONS , j R
Potential complications associated with gastrointestinal endoscopy include, but are not limited to; pertoration,
hemorrhage, aspiration, fever, infection, allergic reaction to medication, hypotension, respiratory depression or arrest,
cardiac arrhythmia or arrest. *i- &+,
Additional complications that can occur with the use of the bipolar hemostatic probe |nclude but are not limited to.
transmural bums, thermal injury to the patient, explosion.

PRECAUTIONS

Refer to package label for minimum channel size required for this device.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensure patient safety
through proper placement and utilization of patient return electrode. Ensure a proper path from patient return electrode to
electrosurgical unit is maintained throughout procedure.

Bipolar coagulation should be performed under direct endoscopic visualization.

For use with bipolar generators not to exceed 1.4 kVp-p.

WARNINGS i i
This device should never be used in a monopolar mode of operation. Do not plug into the patlent grounding pad
receptacle. -inz:. !

Do not pass probe through an endoscope whose distal end is deflected at an angle more than approximately 15 degree.
There is the possibility of explosion if probe is used in the presence of flammable anesthetics or naturally produced
methane gas.

GENERATOR COMPATIBILITY

»

Order Number Generator

BCP-7A Valley Lab / Everest Medical BiCoag
BCP-IOA Valley Lab / Everest Medical BiCoag
BCP-7B BiCap and Blcap Il / Bard / Microvasive
BCP-IOB BiCap and Bicap Il / Bard / Microvasive

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



Catheter

Catheter Length Minimum Scope

Diameter Generator Plug

Product Code/Model T\pe oh ! o)

u Vo -lisf.iilil 7-(CM) = annel (mm
_ 9 (TR) (CM)

BCP-IOA 10 350 Dual 3.1
BCP-IOB 10 350 Single 3]
BCP-7A 7 350 Dual 2.8
BCP-7B 7 350 Single 2.8

Catheter Probe with a single plug

INSTRUCTIONS FOR USE

1 With electrosurgical unit off, prepare equipment. r *e
2. Connect flushing port Luer connector to a distilled water source (syringe or pump) to facilitate irrigation of site that is

to be coagulated. ) ) )
3. Connect plug(s) to appropriate bipolar electrosurgical generator.

4 Immerse distal tip of probe into saline, then remove. Immediately after removing tip from water source, activate
generator to test probe. Note: Water should bubble on tip of probe. If an abnormality is detected which would prohibit
proper working condition, do not use. Turn generator off. o -nj ~ c *Fi *<
5. Immediately prior to insertion of device into endoscope, immerse tip of probe m salme or distilled water for at least 5
seconds to activate Hydromer hydrophilic grafting.

6 Introduce device into endoscope and advance in small increments to desired site.

1 Following electrosurgical unit manufacturer’s instructions for settings, verify desired settings. Verify proper position of
probe, then activate electrosurgical unit. Warning: Contact of probe with endoscope durmg electrosurgery may cause
grounding which could result in injury to patient and/or operator as well as damage to endoscope and/or device.

8. Proceed with bipolar coagulation.

9. Upon completion of coagulation, turn electrosurgical unit off. Remove device from endoscope and disconnect from
electrosurgical unit.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS
Please notify Cook for return authorization.

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441

WWW.COOKMEDICAL.COM

The “use by” date as denoted by symbols on the labelling. The shelf life is shown by indication the time of manufacture
(factory symbol) to the stated expiration date (hourglass symbol). The difference between both dates is the shelf life,
shelf-life 3 years

STERILIZATION DETAILS

The devices are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide) validated method to a sterility
assurance level (SAL) of 10-6. Do not use the sterile product if there is doubt as to whether the product is sterile.

STORAGE RULES
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The devices are to be stored in a dry location, at room temperature.

TRANSPORTATION RULES
Transportation shall account for the type of transportation employed, the destination, the vendor used for transportation
and an estimation of the frequency and harshness of any handling required during transportation.

DISPOSAL RULES
Upon completion of procedure, the devices are to be disposed of as per institutional guidelines for biohazardous medical
waste. There is no environmentally harmful effect as the result of the device disposal in accordance with the relevant

national guidelines.

),

RegulatoryAffairs Manager C O 0O K IMIEDSCAL EUROPE LTD.
O’'Hallorsn Road,

National Technoiogy Park

Limerick, iraiand.
Company Registration No. 492272
VAT Registration Mo. 9776234K
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WMHCTPYKUNA no MPUMEHEHNIO

KaTeTepbl 4ns 6UnonspHoii Koarynsuum xenyao4Ho-kiweyHoro Tpakta (OKKT)
BCP-10A; BCP-tOB; BCP-7A; BCP-7B

HA3HAUEHWE

KateTepbl 419 6UNONAPHOM Koarynsaumm »xenyaouHo-kuweyHoro Tpakta (PKKT) ncnonb3ytotes gnis
3HOCKONUYecKoro remocrasa (OCTaHOBKM KPOBOTEYEHWSA) B OKeNY[AOUYHO-KULLEYHOM TpakTe
COBMECTHO C 'GUMONAPHBLIM 3M1EKTPOXUPYPIUYECKUM TFeHepaTopoM C OfAMHapHbIM WM ABONHbLIM

4  Pasbemom. 7 em
KOHCTPYKUWNA

MuHnMansH

Avamerp Anuna Tun pas3bema bliA KaHan

Koa npoaykta/moaens kateTepa kaTteTepa reHepaTtopa aHgOCKONa
(Fr) .(cm) (VM)
BCP-10A 10 350 [BoliHolj 3.7
BCP-HOB 10 350 OanHapHbIii 3.7
BCP-7A 7 350 [BoWiHo 2.8
BCP-7B 7 350 OanHapHbIi 2.8

KateTtep

NMPUMEYAHNSA

[JaHHbI KaTeTep npeAHasHaveH A1 04HOPA30BOro NpuMMeHeHUs. TonbITKM BTOPUYHO 06paboTars,
MOBTOPHO CTEPUNMN30BaTb U/MNN UCNONb30BaTh MOTYT MPUBECTU K OTKA3y KaTeTepa u/unv nepegade
060ne3HN.

He wncnonb3yiiTe [AaHHbI KaTeTep ANs WHbIX LEeMbIX, KPOME YKa3aHHbIX B MPUMEHEHWUU [0
Ha3HAYEHWHO.

f  He vcnonb3yiiTe KaTeTep, ecn ynakoBKa NpW MOAy4YeHWM 6blna BCKPbITA WM MOBPEX[EHA.
BuayanbHO MpoBepbTe W3/10Mbl, U3rMGbl U Pa3pbiBbl C OCOGLIM BHUMaHMEM.  He Monb3yiiTech
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KaTETepPOM, €C/IN  0BHAPYXXMM HEMCMPABHOCTM, KOTOPbIE MOTYT MOBMMATL Ha Haz/exalllee paboyee
cocTosHe. MoxanyiicTa, COOOLLUMTE 3aBOAY-M3rOTOBUTENIO /1S paspeLLeHs Ha BO3BpaT.

XpaHuTe B CyXOM MECTe, Bfa/n BbICOKUX TEMMEPaTyp.

lcnonb3oBaHMe 3TOr0 KaTeTepa BO3MOXHO KBa/IM(DULMPOBAHHbLIM CMELMANICTOM.

MPOTUNBOIMOKA3AHUA
[ns nonyyeHnst 4ocTyna K »kenaeMomy MecTy Koarynsuwm fo/KHbl 6bITb NPOBeAeHbI NPOLeAypbl,
XapaKTepHble ANs NePBUYHON 3HAOCKOMUYECKO Npoueaypbl.

BO3MOXHbIE OCJTIOXXHEHUA

MoTeHUMaNbHbIE OC/OXHEHWUS!, CBA3aHHbIE C YKeyA04YHO-KULLIEYHOrO 3HAOCKOMNMM BK/KOUAIOT, HO He
OrpaHMuMBALOTCS: Nepdopalys, KPOBOTEUEHUE, IMXOPAZKA, UHIEKLWN, annepriyeckoii peakumum Ha
NEeKapcTBa, FMMOTOHMS, YIHETEHVe [AbIXaHUs WK cepaua, cepfeyHoli apuTMun. [omnonHWUTeNbHbIE
CMIOXHOCTW, KOTOPble MOMYT BO3HWUKHYTb MPW UCMO/Mb30BaHWM GUMNONSPHOrO KaTeTepa BK/OYAOT,
HO He OrpPaHMYMBAlOTCA: TPaHCMypaibHbl OXOrW, TEPMUYECKMe TpaBMbl MaLMeHTa, B3pbIB.

MEPbI MPEAOCTOPOXXHOCTU

O6paTnTeCh K 3TUKETKE YMaKOBKY AN MUHUMA/IbHOIO pa3mepa kaHana, Heo6Xxo4umoro A/ist 3Toro
KaTeTepa.

[Mepes ncnonb3oBaHMEM 3TOMO KaTeTepa, BbINONHUTE peKOMeHAaLUNn, NpefocTaB/ieHHbIe
NPOV3BOAUTENS 3NIEKTPOXMPYPrmyeckoro o6opynosaHns ans obecneyeHns 6e3onacHoOCTH
nauveHToB. ObecrneunTb NPaBUIbHbIN X0[, KaTeTepa Ans 6UMoNAPHON Koarynaumm oT naumeHTa K
3NEKTPOXMPYPrmyeckomy 610Ky B TeUYEHUE NPoLeaypb!.

BunonspHas Koarynaums 4O/MKHbI BbINOMHATLCS MPY HENOCPEeACTBEHHOWN 3HLOCKOMUYECKOiA
BU3yanu3aLun.

[na vcnonb3oBaHus ¢ GUNONAPHBLIMY reHepaTtopamu MeHee 1,4 kB.

JTOT KaTeTep He A0/HKEH UCMONb30BATLCS B MOHOMO/ISIPHOM pexkume paboTbl. He npoxoamTe
KaTeTepoM o 3HAOCKONMY, Y KOTOPOro ANCTa/IbHbIN KOHEL, OTK/IOHAETCA NOZ YriioM 6onee yem Ha 15
rpasycos.

CyLecTByeT BO3MOXXHOCTb B3pbIBa MPW UCNOMb30BAHUN KaTeTepa B MPUCYTCTBUN
NerkoBOCMN/IaMEHSIOLLMNXCA aHECTETUKOB W/IM eCTeCTBEHHbIM 06pa30M BblpabaTblBaeTCA ra3 MeTaH.

FEEHEPATOP (PEKOMEHOYEMBIE) COBMECTUMOCTb

Koa npoayKTa/mMofiens ["eHepaTop

BCP-7A Valley Lab / Everest Medical BiCoag
BCP-10A Valley Lab / Everest Medical BiCoag
BCP-7B BiCap and Bicap Il / Bard / Microvasive
BCP-tOB BiCap and Bicap Il / Bard / Microvasive

NHCTPYKLMA NO NPUMEHEHWIO

1.ToAroToBbTe 3NEKTPOXUPYPrUYECKoe 060pyA0BaHMeE.

2. MNogknounTe NopTt Luer K ANCTUNAIMPOBAHHOMY MCTOYHUKY BOAp! ( LLNPULL MK Hacoc) ANis
06/€eryeHysi OPOLLEHMS yYaCTKa, KOTOPbIN JO/MKEH ObITb KOAarympoBaH.

3. Moaknounte pasbem 15 COOTBETCTBYHOLLEN BUNONAPHOro 31EKTPOXMPYPrMYeCcKOro reHeparopa.
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4 . TorpyauTe AUCTa/bHbIV KOHeL, KaTeTepa B M3M0N0rMIecKunii pacTeop v n3Bnekute. Cpasy nocne
y[aneHns KaTeTepa U3 pacTBopa, akTUBUPYiTe reHepatop. MprmedaHne: Boaa A0MmKHa My3blpUThCS
Ha KOHLle KaTeTepa. [Mpn 06HapyXXeHUM HEUCNPABHOCTK, HE UCTIONbL3YiATe ero. BbIKounTe
reHeparop.
5. HenocpeAcTBEHHO Nepe/ BBeAEHUEM KaTeTepa B 3HAOCKOM, NOrpy3nTb KOHELL KaTeTepa B
(V31ONOrNYECKUIA PACTBOP WUNW AUCTUNNIMPOBAHHYIO BOAY Ha 5 CeKYH[l, UTO6bl aKTMBM3NPOBATb

| rMAPOGUILHOE NOKPbITHE.
6 . BBeanTe KaTeTep B 3HAOCKON M MefIleHHO NPOABMUIaiiTe 10 HY)XXHOTO y4acTKa.
7 . CneflyitTe MHCTPYKLMWN Ha DNEKTPOXMPYPrYecKUii annapaT U3roToBUTENS [1 er0 HACTPOKN.
MpoBepbTe NPaBUIbHOE MOMOXEHME KaTeTepa, 3aTeM aKTUBMPYIATE aNeKTPOXUPYPrMYeCKuin 611oK.
MpeaynpexaeHvie: KOHTaKT KaTeTepa ¢ 3HAO0CKOMNOM BO BPeMsi KOarynsiLmm MOXET BbI3BaTb
3a3eM/IeHNE, KOTOPOE MOXKET MPUBECTY K TPAaBMUPOBAHMIO MaLMEHTa U / Un Bpaya, a Takxke
MOBPEXAEHUS 3HA0CKONA U / UMK KaTeTepa.
8 . Mpogonkaiite GUNONSPHYH KOArynsLmio.
9. Mocne 3aBepLUEHNS Koarynsuym, BKIOUUTE 3NIEKTPOXUPYPriyeckuli 6ok, Y aanuTe KateTep 13
3H/I0CKOMNa 1 OTCOEAMHUTE OT NEKTPOXMPYPIUYECKOro G/oKa.

Mpoueaypa paspelleHns CnopoB B COOTBETCTBMU AEWCTBYOLWUMN NpaBunamn u
TEXHUYIBCKUMUM cTaHgapTamu
[na othopmneHuns Bo3spaTa npocbba yBeaomunTb komnaHnio COOK no aapecy:

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

CPOK MQOHOCTA

«CpOK rofHoOCTW» onpeaenseTca CMMBONaMM Ha aTUKeTKe. CpoK rofHOCTM 0603Ha4aeTCs yKazaHMem
BPEMEHM MNpPOM3BOACTBa (3aBOACKOM CMMBOM) [0 YKa3aHHOM AaTbl MCTEYEHMS CPOKa rOAHOCTU
(cumBON «MeCcOYHble Yachl»). PasHMLA MeXay ABYMSA AaTamu - 3TO CPOK rO4HOCTM.

MepeyncneHHble N34eNNa UMeKT CPOK rogHocTn 3 (Tpu) roga.

NH®OPMALWA NO CTEPUIN3ALNN

W3penus B gaHHOM O630pe TexHUYeCKUX [aHHbIX NOCTaBAATCA CTEPUSIbHBIMU B MHOIOC/TOMHbIX
ynaKoBKax C UCMo/ib30BaHNEM 000peHHOro MeToga ctepuamnsaummn EtO (StuneH Okenp) ¢
noATBePXAeHVEM YpoBHS cTepunibHOCTU (SAL) 10-6. He ucnosb3oBaTh NPOAYKT, €C/IN eCTb
COMHEHUS B ero CTePUIbLHOCTH.

NMPABUNNA XPAHEHUNA
TN U34eNuns AOMKHbI XPaHUTLCA B TEMHOM, CYXOM, MPOX/1aiHOM MeCTe; n3beratb BOB,CI,GVICTBI/IFI
CO/MTHEYHbIX nyqe|7|.

MPABWJ/IA TPAHCIOPTUPOBKY

TpaHCNoPTMPOBKA MPUHUMAET BO BHUMAHWE TN UCMO/b3YEMOro TPAHCMOPTHOrO CPeACTBa
PaCcCTOsHIE, @ TaKXKe (PMY-TPAHCTIOPTUPOBLLMKA W OLEHKY YacTOThl M HU3KOUACTOTHOW BUGPaLIMM
Mpv TPAHCTIOPTUPOBKE.
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NPABU/IA YTUTN3ALINUA
Mocne 3aBepLUeHUst NPOLEAYPbl U3AENNS JOMKHbI BbITh YTUNM3NPOBaHbI B COOTBETCTBUM C

OpraHu3aUyoHHbIM PYKOBOACTBOM B OTHOLLIEHWW GMOMOMMYECKI OMAcHbIX MEANLIMHCKUX OTXO/0B.
HeT HUKAKOro BPeHOr0 B/IMSIHUS Ha OKPY)KatoLLYH Cpefy Npu yTUAU3aLmm

C O OK SI"EDICAL EUROPE LTD.
Regulatory Affairs Manager
O’Ha’Jorar; Road,
Naiicr.ai Techro-ogy Park
Limerick, freiand,
Com.pany Registration No. 492272
VAT Registration No. 9776234K
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MepeBoA C aHINNIACKOTO A3biKa Ha PYCCKUI A3bIK

B Hayane ncxo4HoOro foKymeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonopxu Mapk

Numepunk, NpnaHaua

PernctpaynoHHblii HoMmep KoMnaHuu: 492272
PernctpaunoHHbliin Homep HAC: 9776234K

B KOHUE MCXOAHOr0 fOKYMEeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonopxu Mapk

Jlnmepuk, Wpnangnd

PernctpaunoHHblii HOMep KoMnaHuu: 492272
PernctpaunoHHbiin Homep HAC: 9776234K
/Mognucb/

MeHepxep oTaesia HOPMAaTUBHbLIX aKTOB

B Hauyane nepeBofa MCXOAHOTO AOKYMEHTA Ha PYyCCKUl A3bIK:
Wrtamn: COOK MEDICAL EUROPE LTD.

O'XannopaH Poyg,

HawHn TekHonoaxu Mapk

Numepunk, NpnaHansa

PerncrtpaunoHHbiil HOMeEp KoMnaHun: 492272
PernctpaunoHHbiit Homep HAC: 9776234K

B KOHUEe nepeBoja MCXOLHOTO AOKYMEHTA Ha PYCCKUii A3bIK
Wrtamn: COOK MEDICAL EUROPE LTD.

O'XannopaH Poyg,

HawHn TekHonoaxu lMapk

Numepuk, Npnanaua

PerncrtpaunoHHbIn HOMep KoMnaHun: 492272
PernctpaunoHHbln Homep HAOC: 9776234K

/Mopgnucek/

MeHepxep oTaesia HOPMATUBHbLIX aKTOB

MepeBoguuK,

KopHeBa EBreHna BacunbeBHa
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"opoa Mocksa.
I BocemMHaguaToro MWOHA [Be ThICAYN YeTbIpHAALATOro roga.
O AkumoB 'ne6 bopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYb
NOLMHHOCTDL MOAMWUCK, CAenaHHOW nepeBofumkoM KopHeBoi EBreHuu
BacunbeBHOW, B MOEM NPUCY TCTBUN. JINYHOCTb €ro ycTaHoB/eHa. A

3aperncTpuposaHo BpeecTpe 3a No 02

B3bickaHo no Tapudy: 100py6. 00 Kor.
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A, CyxoBa dnbBupa BUKTOpOBHa, HOTapuyc ropoaa
MockBbl, CBUAETENLCTBYID BEPHOCTb 3TOW KOMMU C
NoA/IMHHNKOM [OKyMeHTa. B nocrnegHem MOAYUCTOK,
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