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Lithotriptor includes: . ...
| Cable for lithotripter TTCL-1 with adapter— size 8,5 fr, Cable for lithotripter TTCL-10 with
adapter =S gire’ 10 CAblefor ithotripter SLC-2 — size 14 fr; Mechanical handle SLH-1;
Extraction basket WEB-1,5%3,5; Extraction basket WEB-2,5x5; Extraction basket WEB-2x4,
Extraction basket WEB-3x6.

INTENDED USE
This device is used to mechanically crush stones in the biliary duct when other methods of
endoscopic removal have failed.

NOTES

Do not use this device for any purpose other than stated intended use.lf package is opened
or damaged when received, do not use. Visually inspect with particular

attention to kinks, bends and breaks. If an abnormality is detected that would prohibit
proper working condition, do not use. Please notify Cook for return authorization.Store in a
dry location, away from temperature extremes.

CONTRAINDICATIONS

Those specific to ERCP and mechanical lithotripsy.

Those associated with biliary stone extraction include, but are not limited to: an ampullary
opening inadequate to allow for the unimpeded passage of the stone and basket.

POTENTIAL COMPLICATIONS

Those associated with ERCP include, but are not limited to: pancreatitis, cholangitis, sepsis,
perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic reaction to
contrast or medication, respiratory depression or arrest, cardiac arrhythmia or arrest.

Those associated with basket extraction include, but are not limited to: impaction of the
object, localized inflammation, pressure necrosis.

PRECAUTIONS

Assessment of stone size and ampullary orifice must be made to determine necessity of
sphincterotomy prior to this procedure. The length of intramural segment must be evaluated
before determining advisability of mechanical lithotripsy. In event sphincterotomy is
required, all appropriate cautions, warnings and contraindications must be observed.

Reusability of device depends in large part on care of device by user. Factors involved in
prolonging life of this device include, but are not limited to: thorough cleaning following
instructions included in this booklet.

WARNINGS

Due to mechanical pressure generated with this device, basket fragmentation in common

bile duct is a possibility that may require surgical intervention.

Only select Cook biliary Soft Wire Baskets are recommended for use with this device.

Do not remove sheath from basket wire. Doing so may result in basket fragmentation and

consequently require surgical intervention.

Due to varying compositions of biliary stones, stone fracture may not be possible. If stone

cannot be fractured, continued rotation of handle may cause basket wire to break,

requiring surgical intervention.

INSTRUCTIONS FOR USE

1. Examine Luer lock fittings on cable and handle for a proper fit. Ratchet on handle must
attach securely to aliow rotation in one direction only.

2. With basket fully retracted into sheath, introduce a soft wire basket, minimum of 220 cm
in length, into endoscope accessory channe!. Advance device in short increments until
basket sheath exits endoscope.

3. Fluoroscopically visualize extraction target, then advance sheath of basket beyond target.

4. After confirming desired position of basket sheath relative to stone, advance basket out of
sheath by pushing forward on handle. Place basket around stone and siowly retract

handle until entrapment is achieved. Note: It may be necessary to move basket back and
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forth along target in order to capture object.

5. Once stone is completely captured in basket, firmly tighten basket wires around stone.

Slightly kink basket wire and sheath below handle and reinforcement sheath. (See fig. 1)

7. Basket cut from the handle of the device. For these purposes may be used any surgical
tool cutting edge. (See fig. 2)

8. Fluoroscopically monitor basket and stone to ensure continued entrapment while slowly
removing endoscope.

9. Gently feed lithotripsy cable over basket sheath and advance cable, under fluoroscopic
monitoring, until it reaches basket in duct.

10. Insert basket wire and sheath through male Luer lock fitting on lithotripsy handle, then
through hole in rotating rod of handle.

11. Wrap wire and sheath several times around rod to secure them to rod. (See fig. 3)

12. To fracture stone, apply pressure by slowly rotating handle. Note: Slow, constant
pressure is often most effective method of fracturing a stone. Sudden release of pressure
may indicate fracture of stone, fracture of basket, or loss of stone from basket. Note:
Handle will only move in one direction unless ratchet is released.

13. After stone has been fractured, assess need to remove fractured stone from duct.

14. Release ratchet on handle of lithotriptorto remove basket. Examine basket to confirm
that it is not broken or damaged in any way, then dispose of basket per institutional
guidelines for biohazardous medical waste.

15. Upon completion of procedure, clean and prepare handle and cable for future use
following cleaning instructions that follow. During cleaning, inspect integrity and function
of device to determine advisability of reuse. If kinks, bends or breaks exist, do not use.
Dispose of device per institutional guidelines for biohazardous medical waste.
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INSTRUCTION FOR USE

LITHOTRIPTOR CABLE TTCL-1; TTCL-10 WITH ADAPTER
INTENDED USE
This device is used to mechanically crush stones in the biliary duct when other methods of
endoscopic removal have failed.
NOTES
This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse
may lead to device failure and/or transmission of disease.
Used in conjunction with a side-viewing endoscope. Cook Endoscopy lithotripsy-compatible
baskets and a Lithotriptor Handle.
Supplied non-sterile.
Do not use this device for any purpose other than stated intended use.
If package is opened or damaged when received, do not use. Visually inspect with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper
working condition, do not use. Please notify Cook for return authorization.
Store in a dry location, away from temperature extremes.
Use of this device restricted to a trained healthcare professional.
CONTRAINDICATIONS

Contraindications include those specific to ERCP and mechanical lithotripsy.
Contraindications associated with biliary stone extraction include, but are not limited to: an

ampullary opening inadequate to allow for the unimpeded passage of the stone and basket.
POTENTIAL COMPLICATIONS

Potential complications associated with ERCP include, but are not limited to; pancreatitis,
cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic
reaction to contrast or medication, respiratory depression or arrest, cardiac arrhythmia or
arrest.

Potential complications associated with basket extraction include, but are not limited to;

impaction of the object, localized inflammation, pressure necrosis.
PRECAUTIONS

This device is intended for use with a side-viewing endoscope only.
Assessment of the size of the stone and ampullary orifice must be made to determine the
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necessity of sphincterotomy prior to this procedure. The length of the intramural segment
must be evaluated before determining the advisability of mechanical lithotripsy. In the event
sphincterotomy is required, all necessary cautions, precautions and contraindications must
be observed.

Cook Endoscopy wire guides are recommended for use with this product.

Injection of contrast during ERCP should be monitored fluoroscopically. Overfilling of the
pancreatic duct may cause pancreatitis.

WARNINGS

Due to the mechanical pressure generated with this device, basket fragmentation in the
common bile duct is a possibility that may require surgical intervention.

Only specified Cook Endoscopy Soft lithotripsy-compatible baskets are recommended for
use with the TTCL Lithotriptor Cable. Refer to basket label.

Due to the varying compositions of biliary stones, stone fracture may not be possible. If the
stone cannot be fractured, continued rotation of the handle may cause the basket wire to
break, thus requiring surgical intervention.

INSTRUCTIONS FOR USE

la. For baskets with removable handle.

Loosen the sliding handle from the basket wires by holding the thumb grip in one hand and
turning the basket wire lock in the direction of the arrow. (See fig. 1) Hold the basket sheath
firmly at the accessory channel port of the endoscope and slowly remove. Note: If desired,
remove protective coil to expose basket wires. The basket wires can be used to facilitate
basket control.

1b. For other lithotripsy compatible baskets.

Once the stone is completely captured in the basket, cut the basket from the handle at the
junction of the 10 French sheath and the 7 French sheath (See fig. 2) and dispose of basket
handle per institutional guidelines for biohazardous medical waste.

2. Keeping the endoscope as straight as possible, remove the outer sheath of the basket
slowly. As distal tip of the basket sheath clears endoscope elevator, gently lift the elevator to
lock the basket wires in place. Then, continue removing the outer sheath. Dispose of outer
sheath per institutional guidelines for biohazardous medical waste.

3. Introduce the lithotripsy cable over the basket wires until the wires exit the proximal end of
the cable.

4. Grasp the basket wires exiting the cable. Release the elevator and continue to advance
the cable until the distal tip reaches the basket within the duct.

5. If contrast injection is desired, attach adapter provided. Note: To attach adapter, insert the
basket wires through the male Luer lock of the Tuohy-Borst adapter. Continue to slide the
adapter over the basket wires until the male Luer lock engages the female Luer lock of the
cable. Tighten the male Luer lock to prevent leakage during injection. The Tuohy-Borst
adapter need not be attached if additional contrast is not required for the procedure.

6. Pass the basket wires through the male Luer lock on the lithotripsy handle; continue to
pass the wires through the rotating-rod opening of the handle.

7. Connect the male Luer lock of the lithotriptor handle to the female Luer lock of the adapter
(if applicable). Tighten female Luer lock to prevent back flow during injection. Wrap the
basket wires around the rotating rod to secure. (See fig. 3)

8. To fracture the stone, apply pressure by slowly rotating the handle. Note: Slow, constant
pressure is often the most effective method of fracturing a stone. Sudden release of pressure
may indicate the fracture of the stone, fracture of the basket, or loss of the stone from the
basket. Warning: If basket fragmentation should occur, surgical intervention may be
necessary. Note: The handle will only move in one direction unless the ratchet is released.

9. After the stone has been fractured, assess the need to remove the fractured stone from
the duct.

10. Release the ratchet on the lithotriptor handle to remove the basket. Examine the basket
to confirm that it is not broken or damaged in any way, then dispose of the basket per
institutional guidelines for biohazardous medical waste.

11. Dispose of the lithotripsy cable per institutional guidelines for biohazardous medical
waste.
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CLEANING INSTRUCTIONS

1. Immediately after use, submerge handle SLH-1 and cable SLC-2 in a solution of warm
water and enzymatic cleaner. Soak for a minimum of 20 minutes.

2. Wipe both handle and cable with a textured cloth soaked in enzymatic solution.

3. Gently brush handle and cable with a soft nylon bristle brush and enzymatic solution to
remove all foreign matter.

4. Remove handle and cable from enzymatic solution, then rinse both thoroughly with clean,
running water.

5. Ultrasonically clean handle and cable fora minimum of 15 minutes at 25 °C (77 °F) or per
ultrasonic cleaner manufacturer’s instructions.

6. Remove handle and cable from ultrasonic cleaner, then rinse thoroughly with clean,

running water.

Gently wipe handle and cable dry with a lint-free cloth.

Package handle and cable for sterilization following AAMI recommended practices.

9. Sterilize handle and cable using set points for desired sterilization method shown in
tables.

© N

Lithotriptor cannot be repaired
COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARD
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
VWWV.COOKMEDICALCOM

SHELF LIFE

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.

Lithotripters are labeled with a 3 year shelf-life.

STERILIZATION DETAILS
Lithotripters are supplied non-sterile, therefore require no sterilization.

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

DISPOSAL RULES
Lithotripters are to be disposed of as per institutional guidelines for biohazardous medical waste.
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Reinforcement Sheath
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NuroTpunTop B cocTase:

Ka6enw nutotpunropa TTCL-1 ¢ agantepom — pasmep 8,5fr; Kabens nurorpuntopa TTCL-10 ¢
apanTepom — pasmep 10fr, KaGenb nutorpuntopa SLC-2 — pasmep 14fr; PykoaTka
mexanvdeckan SLH-1: KopauHka-skcTpakrop WEB-1,5x3,5; KopsuHka-akcTpaxrop WEB-2,5x5;
KopsuHka-akcTpakTop WEB-2x4; KopsuHka-akcTpaktop WEB-3x6.

LeneBoe HasHauewne:
DaHHO® YCTPOMCTBO NPEAHA3HAYEHO ANA MeXaHUHECKOro APOBNEHNA KaMHEN B HENUHbIX
npoToKax, KOrAa ApYrMe SHAROCKONUUYECKUE METOAL YARNEHUA KaMHE! 0kasanuch He

acppeKTUBHLI.

Npumeyanna

He wcnonb3ayitte faHHOE YCTPOWCTBO HY ANA KaKoW APYroi uenw, kpome npeanucaHHol. He
MCNOMB30BATL NPY OTKPRITON UMK NOBPEXAEHHON YNakoBke,

BuayanbHO OLEHUTE YCTPOMCTBO, YARNUTE 0COGEHHOE BHUMaHNE NeTNAM, narubam, paapoieam,
Ecnu GyayT oGrapyeHbl OTKNOHEHWUA oT Hagnexawero pabouero COCTOAHUA YCTPOWCTBA, OHO
He AOMKHO DbiTe UCNONL3OBAHO,

[ns odopmnexna sosspara npockGa yseaomute komnanmio COOK. XpaHuTb B CYXOM mecTe,
3aWMILEHHOM OT 3HAUNTENbHbIX TEMNBPATYPHBLIX USMEHEHWH,

NpoTUBONOKAZAHUA:

MpoTuBoNnoKasaHuA, oTHoCALLUECA k npoueaypam IPXIT n MEXAHUUECKON NUTOTPUNCUN,
MpoTMBONOKA3aHNA, CBA3AHHLIE C NPOUGAYPOH YAANSHWUA XKENMYHBIX KamHEW, BKNIOMaIOT B cebs,
(HO HE OrpaHWYEHHBE TONBKO NEPEUNCNEHHLIMY): HEAAEKBaTHOE aMyNAPHOe PackpbiThe,
npenaTcreyiollee cBOGOAHOMY NPOXOXKAESHNIO KAMHEN U KOP3UHKN,

BepoATHbIe OCNOXHEHUA:

OcnoxHeHun, ceAsaHHbie ¢ IPXIT, sxniovatoT B cebs, (HO He OrpaHU{eHHbl TONbKO
NepeyNCHISHHEIMM). NaHKPeaTUT, XOMNaHruT, Cencuc, NepdopaLns, KPOBOTEHSHWUS, acnMpaLms,
nuxopaaka, UHPEKLUMA, TMNOTEHIWA, anNepruyeckan peakLWs Ha KOHTPacTHLIe BellecTea,
yrHEeTEHUe ObIXaHwA BNNOTb A0 OCTAHOBKKM, CepAEYHAs apuTMNA UNW OCTaHOBKA Cepala.
OCNOXHEHWSA, CBA3AKHLIE C U3BNEYEHWEM KOPIVHKK, BIIIOYAIOT B ¢804, (HO He OrpaHUyeHHb
TONbKO NEPEUUCAEHHBIMY). 3aKNMHNBaHWe 0GBeKTa, MeCTHOe BocnaneHue, HeKpos BCrieacTene
CAABMMBaHUA.

NpeAaoCTOPOKHOCTH:

Mepen npoueaypoi TpebyeTcs OUEHNUTL pa3Mep KaMHA U COCOYKa aMNynbt ANA OnpeaeneHns
HeoBxoaMMocTy nanunochuHKTepoTommun. [INUHa UHTPaMypPanbbHOro CermeHTa TaloKe A0/bKHA
GbiTh OLUEHEHA A0 PELIEHNS O LENecooBpPasHOCTU NPOBEAEHNA NPOLEAYPb MeXaHUYECKON
nutoTpuncuw. B cnyvae HeoBxoauMoCTi CHUHKTEPOTOMUM BCE COOTBETCTBYIOWUME
NPEROCTOPOXHOCTH, NPEAYNPEXACHNA U NPOTUBONOKA3AHUA AOMKHB GbTb cobnioAeHb!.
BO3MOXXHOCTL BTOPUMHONO UCHOMNb30BAHUA B SHAUYNTENEHOW CTENEHN 3aBUCHT OT Yx0Aa 3a
ycTponcTBOM. K chakTopam, CrnocoBCTBYIOLIMM NPOASIEHUIO CPOKA XU3HW AHHOMD YCTPOUCTea
OTHOCATCS, (HO He OrpaHNyeHE! TONbKO NEPEYMCIIBHHBIM). TLiaTenbHan OUMCTKa YCTPONCTBa B
COOTBETCTBUN C MHCTPYKLIMAMU, YKasaHHBIMU B AaHHOM BykneTe.

NPEAYNPEXOEHUA

U3-3a MeXaHUYECKOrO AaBIeHUs, CO3AaBAeMOro AaHHLIM YCTPORCTBOM, BO3MOXHA
hparMeHTauUMA KOP3UHKN BHYTPY O6LIEro XenYHOro NPOTOKa, YTO MOXET noTpeboBaTk
XMPYPrUMECKOro BMeLLaTENbCTea.

Ans paboTel ¢ AAHHBIM YCTPOACTBOM PEKOMEHAYETCA NONbIOBATECA TONLKO MAMKWUMW
NPOBONOMKLIMUA BUNUapHbIMK xopankkamu npouasogcTea COOK.
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He yaansiTe KOXyX ¢ KOP3UHKW, T.K. 3TO MOXET NpUBECTH K eé (pparmeHTauum n B pesynvrarte
MoxeT noTpefosaTh XMPYPruieckoro BMeLsaTenbeTaa.

B cesian ¢ BapwabenbHbIM COCTABOM XeNuHbIX KaMHER, B paae cnyyaes ApobneHue KamMHA
MOXET SbiTh HE BO3MOXHBIM. B TakoM cnydyae NPoAoMKeHNe BpaLeHNA PYKOATKA MOXET
NPUBECTY K Pa3pbiBy KOP3VHKM U NOTPEGOBATL XMPYPIVHECKOro BMELLATENbCTEA.

MHCTPYKLWU ANA UCNONL3OBAHUA

1. MpoBepbTe HAAEKHOCTL COBANHEHUA KaGena N PYKOSTKN NO KOHHEKTOPY Luer lock.
BpalLaloWUi MEXaHW3M PYKOSTKW AOMKEH HETKO HAXOAUTCA B NONOXEHUN,
ofecneunBalowWeM 0gHOHaNPaBNeHHoe BpawleHue.

2. BBeauTe MArKYIO KOP3WHKY (MONHOCTLIO NOFPYXEHHYIo B KOXYX) B COOTBETCTBYIOWNIA
KaHas SHAOCKONA HA ANWHY MUHUMYM 220 M. NpoaswraiTe yCTPOMCTBO KOPOTKUMU
Wwaramu A0 TOFO MOMEHTA NOKA KOXYX KOP3HHKY He BBIMAET U3 SHAOCKONA.

3. PeHTreHONOMMUECcKV BU3Yanu3npyiTe MiLeHb, KOTOPYIO NPeANCNaraeTca uaanelb,
3aTem NPOABUHLTE KOPSVHKY B KOXYXe 33 NPeaent! Lemm.

4. Tlocne NOATEEPKASHWUA XKENAeMOro NOSIOKEHNA KOPSUHKY B KOXYX® OTHOCUTESIbHO
KaMHS, NPOABUHETE KOP3UHKY BNepea, ocsoboans eé ot koxyxa, HanaBNUean Ha
PYKOSITKY. PaaMecTuTe KOP3MHKY BOKDYT KaMHS U MEANEHHO HauuHaWTe saTarueaTs eé
epaLlan PYKOSTKY ANA HAAGXKHOTO 3aKpenneHusa KaMHA B KOp3uHKe. B HeKoTOopbIX
cnyuanx MOXeT NoTpeBGoBaTLCA CMELaTh KOP3uHKY Bnepea-Hasan ANA HAAEXHOro
3axsara o6vexTa.

5. KaK TONbKO KAMEHb OKAXKETCA MONHOCTEIO 3aXBa4YeH B KOP3UHKE, KPENKO COXMMTE
NpoBOAAa KOP3UHKN BOXPYT HEro.

8. AxxypaTHO NOTHUTE METaNNUECKYIO CTPYHY kaTeTepa ¢ 050N0YKON TOTHAC HUXE ero
PYKOATKN. CM. puc. Ne1

7. KopsuHka oTpe3aeTcs OT PyKORTKK ycTpoiictsa. [inNA aTux ueneih moxer ObiTh
UCNONb30BaH NIVGON XUPYPTUMECKII A MHCTPYMEHTapWiA C pexyLuen KpOMKO#.

8. PeHTreHONOr4EcKH KOHTPONMPYWTE KOPSNHKY € 3ahUKCMPOBAHHBIM B Hel KaMHeM B
BpEMA MEANEHHOrO KIBIEUEHUA 3HAOCKONa

9. AKKYpaTHO HaaeHbTe kabent NUTOTPUNTOPa NOBEPX KOXYXa KOP3UHKW W NPOABUHbLTE
xaBenb Noa PEHTTEHONOTMYECKUM KOHTPOMNEM A0 MOMEHTA NoKa OH He [OCTUrHET
KOP3UHKV B NPOCBETE NPOTOKa

10. BeeauTe AUCTanNbHBI KOHELL NPOBOAA KOP3NHKN C KOXYXOM B 0TBEpCTUS «nana» Luer-
Lock NPUCOSAUHME @ro K PYKOATKE NUTOTPUNTOPA, 3aTEM NposeauTe €ro ckpo3b
oTBEpCTUE BO BPALAIOWLIEM CTEPXHE PYKOSATKU.

11. O6epHUTe NPOBOA C KOXYXOM HECKOSbKO pas BOKPYF CTEPXKHA ANA ero NNOTHOM
dukcaumn

12. inn ApoBnenHna KaMHA HarHeTaiTe AasneHue, MeaneHHo Bpallasn pykosTky. BHumanme:
MeANeHH0e, NOCTOAHHOoE AABNEeHWE ABNAETCA HauGonee 3deKTUBHLIM CHocoBom
paspyweHus xamn. Buesannoe ocniaGnenme nasneHna MoxXey CBUAETENLCTBOBATD O
pa3npoBneHnn KamHA, PaspLiBe KOPIUHKY, BbIXOAY KAMHA 13 KOP3NHKK. BHUMAHWE:
PyKosiTKy NUTOTPMNTOPa CNEAYET BPaLlaTs TOfNbKO 8 OAHOM HanpasneHuu, Kpome
cnyuan ratchet is released (oTcoeguHerva Bpallalowero MEXaHu3Ma PYKOATIV
ANTOTPUNTOPA ANA UIBNSUEHNS KOPIUHKM)

13. Mocne Toro KaK kameHb Obin paappobnen, TpebyeTcs oLeHUTL HeoOXoaUMOCTL
yaaneHua (pparmeHToB KaMHA U3 NpOCBeTa NPoToka.

14. OTCOSAMHNTE BPALLAIOUNIA MEXAHU3M PYKOSTKW NUTOTPUNTOPA ANA U3BNEUEHWUA
KOpauHmM. B mioBom cnyuae NposepbTe COCTORHWE KOP3UHKN ANA TOro UTooHL!
ybeanTLCA, YTO OHA He CNOMaHa uNv NOoBPeXeHa, Aanee YTUNNIUPYNTE KOPIWHKY
COFNACHO CYLIECTBYIOUUM UHCTPYKUWAM No o5paiermio ¢ 6MONOrNIECKI ONACHLbIMK
OTXOAaMM.

15. Mocne 3asepuieHn NPoLIeAYPL! OUUCTUTE W NOArOTOBLTE PYKORTKY NUTOTPUATOPA U
xabens AN Gyaywero UCronb3oBaHus cNeays UHCTPYKUMAM NO OHNCTKE (cm. Huxe). B
APOLIECCE OUMCTKN OLIEHUTE COCTORHWE YCTPOACTBa HA NPeaAMET ero UenocTHOCTA W
NPaBUNBLHOTO (PYHKLIMOHUPOBAHWA, ANA TOFO 4TOBLI ONPEAENNTL BOIMOXHOCTY ero
nosTopHoro npumereHus. Mpu obHapyxXeHWn HapylueHun cdopmbl, Nneperntos,
pa3pLIBOB — HE UCMIONL30BATL. YTMAMINPYWTE COTNAcHO UHCTPYKUNAM MO obpalleHuo ©
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BUONOrMYECKU ONACHLIMU OTXOAaMN.

MHCTPYKUMA NO NpUMeHeHu kaGena nuToTpuntopa TTCL-1; TTCL-10 ¢ agantepom

MOKA3AHUA K NPUMEHEHUIO
[laHHOE V3apenve UCNONL3YETCA ANA MEXaHWYBCKOro Pa3NoMa KaMHe| B XeN4YHOM NpoToke,
KOrfa HeBOIMOXHO UCNONB30BaTL APYTUE METOAL! 3HAOCKONUYECKOro U3BREHSHUA.

NPUMEMAHUE

370 Mapenve npeaHasHaYeHo TONLKO ANs OAHOPA3OBOro MCNOMNb30BaHNA. MoNbITKM NOBTOPHO
o6paboTaTh, CTEPUNNSOBATE UMM UCNONE30BATL MOTYT NPUBECTH K owwubke B paboTe
Manenua Wunu K nepepave sabonesanvn,

Wcnonw3yeTcs BMECTe € FHROCKONOM C GOKOBLIM 10NEM 3PEHNA, KOP3UHAMN, COBMECTHMbLIMK T
aHpOCKONMUECKON NUTOTPUNCUeN Cook 1 € PYKOATKOM NUTOTPUNTOPa Soehendra.
MocTaBnAeTcR HeCTepWNbHLIM.

He vcnonbayiite 3T0 U3AENHE B LENAX, OTNUHAIOLWUXCA OT yKa3aHHbIX.

Ecnu ynakoBKa OTKPhITa WA NOBPEXAEHa, He UCTIoNB3YWTE uanenue. BusyanbHo npoBepbTe Ha
Hanuuue neperubos, ckpyuMBaHui unn nonomox. Mpn oSHapyxerun aedexra, KOTOPbLIT MOXET
NOBNUATL HA PaBOTY M3AENUSA, HE UCNOoNL3yWTe ero. MoxanyhcTa, CamkUTECH C Cook ans
nonyueHun WHpopmaumm No BO3BPaTY.

XpaHWTb B CyXxoM MecTe, uaberaTe nepenanos TemMneparyp.

MICnonb30BaTh 3TO M3AENUe MOFYT TOMNLKG ONbITHbIE BPauW, Npoweawune obyverwe.

NPOTUBOMOKASAHWUA

MpoThBONOKasaHus XxapakTepHb! Ana ERCP 1 MeXaHU4eckon aMToTpuncnu.
MPOTMBONOKA3aHMS, CBA3AHHBIE C U3BNSHEHUEM KEMNUHBIX KAMHEH, BKNIOYAKT, HO He
OrPAHUMMBAIOTCS: aMNYNONOACOHEIM OTBEPCTUEM, HE NOAXOAALLIUM ANA ceoBoaHoro
NPOXOXAEHNSA KAMHS N KOP3UHbI.

NOTEHUWANBHBIE OCNOXXHEHWUA

Cen3anbl ¢ ERCP v BKNIOYAOT, HO HE OrpaHUYUBAIOTCA: NAHKpeaTUTaMK, XONaHrmTamu,
acnupaumei, nepcopauven, KpoBOTEHEHNEM, UHIDEKUVEN, CENCHCOM, XKaPOM, annepriieckiMia
peakuMamMu Ha MeguKkaMeHTbl N KOHTPaCTHYIO Cpeay, TUNOTOHWeN, 3aTpyaHeHueM unm
OCTaHOBKOM AbIXaHURA, CEPAEHHON apuTMUEH Unk ocTaHoBKoMA cepaua. MNoTeHLmanbHbie
CNOXHOCTY, CBA3AHHBIE C USBNEYSHMEM KOP3VHDI, BKNKQYAIOT, HO HE OrPaHUMUBAIOTCA.
3aKNUHUBaHWeM O6BEKTa, NOKAaNK30oBaHHBIM BOCNANeHNeM, HEKPo3oM BCneacTene
CAaBNUBAHNA.

MEPb! NPEQOCTOPOXXHOCTU

ATO UIAENNE NPEAHASHAUEHO ANA NCNONB3OBAHWA TONBKO € IHAOCKONAMU C BOKoBLIM NONeM
3peHuA.

OueHka paamepa KaMHS U amnynonoaobHOro 0TBepeTUA AOIMKHA GuiTb CAenaxa ana
onpeaeneHus HeobxoauMocTH CPMHKTEPOTOMMUM Nepen npoueaypon. nvHa
BHYTPUCTEHOMHOTO CerMeHTa A0/MKHa GbiTb oueHeHa nepea onpeaenexnem HeobBxoauMocTw
MexaHuieckon nutotpuncun. Ecnu Tpebyerca ChuHKTEpoToMMA, Heobxoaumo cobnioaaTs Bce
NPeAoCTEPEEHNUA Y Mepbl NPenoCTOPOXHOCTW.

Sugockonuyeckue nposoaHukvw Cook pexoMeHAYKTCA ANA UCNONL30BAHUA C AaHHLIM
NPOAYKTOM.

WHBEeKUWN KOHTPACTHOW cpeabl Npu ERCP A0MKHBI 0TCNEXMBATLCA (HNYOPOCKONUUECKH.
MepenonHeHne NAHKPEATUMECKOrO NPOTOKA MOXET NPUBECTH K 06pa3oBaHNIo NAHKPeATUTOS.
Domxrbl 65Tk ROCTYNHEI PE3YUKW 4N1A NPOBOAOB NPY UCNONb3OBaHNA AAHHOIO UILenuA.

NPEAYNPEXAEHUE
W3-33 MEXAHUHECKOTO AaBNEHNA, NPOUIBOAUMOTO AAHHBIM M3AENUEM, (PArMEeHTh! KOP3UHB,
ocTaBwmecs B 06LIMHOM XENYHOM NPOTOKE, MOTYT NoTpeGoRaTh XMPYPrHYecKkoro
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BMeLLaTebCTBA.

TonbKo ykazaHHble COoOk 3HA0CKONUYECKME MSATKME COBMECTUMbIE C IMTOTPUNCUEN KOP3UHDI
pekoMeHAoBaHbl AN UCNONb30BaHUA ¢ kabenem nutotpuntopa TTCL. O6paTutech K aTukete
Ha Kop3uHe.

M3-3a pa3HbIX COCTABOB Xe/YHbIX KAMHEW, U3/1I0M KaMHS MOXET ObITb HEAOCTYMHbLIM. Ecun
KaMeHb Hefb3A cnomMartb, NPOLO/MKUTENIbHOE BpaLleHUe PYKOATKA MOXET NPUBECTU K NOSIOMKe
npoBoa KOpP3uHbl 1 NOTpebyeT XMPYpPruyeckoro BMeLLaTesbCcTea.

NHCTPYKUWMW MO NCMNO/Ib30OBAHUIO

la. NS KOP3NH CO CbEMHOI PYKOSITKOM.

OcnabbTe CKOMb3ALLYH PYKOATKY HA MPOBOAAX KOP3WHbI, yaepXusast 601bWINM NasbLeM OAHOW
PYyKn 1 noBopaynBas MexaHu3M 3axuma NpoBofa KOp3uHbl B HanpassieHun ctpenkun (Cm. Puc.
1). HagexHo yaepxuBainTe NOKpbITUE KOP3UHbI HA MeCcTe MopTa BCMOMOraTes/ibHOro KaHana
3HAoCKona 1 MmeaneHHo u3BnekaiiTe, MpumeyaHne: Mpu HEOBXOANMOCTU CHAMUTE 3aLUMUTHYIO
cnvpasb ANA packpbiTUA NMPOBOAOB KOP3UHbI. poBoAa KOP3UHbI MOTYT MCMOJb30BaTbCA OJ1A
06neryeHns KOHTPONSA KOP3WHbI.

| b. NS Npo4Ynx KOP3WH, COBMECTUMbIX C INTOTPUNCUEN

Kak To/IbkO KaMeHb 6yAeT NOMHOCTbI0 3axXxBavyeH B KOP3UHY, OTPEXbTE KOP3MHKY OT PYKOSATKM Ha
MecTe coefiMHeHUs NokpbITUA 10 ®peHyeit n NokpbITUA 7 ®peHuein (Puc. 2) 1 ytunusupyite
PYKOSAITKY KOP3WHbI B COOTBETCTBUM C OPraHn3aLuoHHbIMU PYKOBOACTBaMU ANns1 6MON0rnveckm
onacHbIX MegULUNHCKUX OTX0A40B,

2. [lepxunTe 3HAOCKON Kak MOXHO pOBHee, MeAJ/IeEHHO U3B/EKNTE BHELLUHEE MOKPbITUE KOP3WHbI.
Kak ToNbKO AUCTasIbHbIA HAKOHEYHUK NOKPbLITUSA KOP3UHLI 0CBOOOAUT 3/1€BATOP 3HA0CKONA,
akKypaTtHO nogHuMuTe anesaTop ANA 6/10KMPOBKM NPOBOAOB KOP3MHbI HA MecTe. 3aTeM
NPOAO/IKNTE N3BMEKATb BHELUHEE NOKPbITME. YTUIN3NPYINTE BHELUHEE MOKPbITUE B
COOTBETCTBUW C OpraHn3aLOHHbIMU PYKOBOACTBAMU AJ1 6MON0MMYEeCcKn onacHbIX
MeaUUMHCKMX 0TXO40B

3. BBegnte kabenb N(UTOTPUNCUM NO NPOBOAAM KOP3UHbLI, MOKa NPoBOAa He BbIAAYT C
NPOKCUMasbHOro KoHua kabens.

4. 3axBaTuTe NpoBoAa KOpP3WHbI, Bbixogawme us kadensa. OTnyctute anesatop U NPo4o/HKUTe
npoasuratb kabenb, Noka guUcTasibHblli HAKOHEYHUK HE OKaXXEeTCsl B KOP3MHE B MPOTOKE.

5. Ecnun TpebyeTcsa MHbeKUUSA KOHTpacTa, NpUKpenuTe agantep, KOTOPbIA BXOAUT B KOMMIEKT.
MpumeyaHue: Ons npucoeAnHeHNA agantepa BBeAnTe NpPoBoAa KOP3UHbI Yepes 3aXMM KOHyca
Noapa B agantepe Tyoxu-bopcT. Mpogomxkute npogsurate agantep no nposofam Kop3uHbl,
noka 3axmnm KoHyca Jllospa He 3auenntcs € 3aXnMOoM KaHiou Jlioapa Ha kabene. 3aTaHuTe
3aXNM KoHyca Jliospa, YTobbl NpefoTBpaTnTb NPOTEYKY BO BPeMSA UHbekunn. Agantep Tyoxu-
BopcCT He HY)XHO NPUKPeNnaTb, eCNn AONOAHUTENbHbLIA KOHTPACT He TpebyeTcs Ans
npoueaypsol.

6. MpoaBMHbTE NPOBOAA KOP3UHbI Yepes 3akKUM KOHyca J1loapa Ha pyKoaTke NToTpunTopa,
NPoAO/HKUTE Npoasurate NPoOBOAA Yepe3 NOBOPOTHOE OTBEPCTUE Ha PYKOATKE.

7. MNMpuKpennuTe 3aXumMm KoHyca JTioapa pyKOATKU JIUTOTPUNTOPA K 3aXUMYy KaHoin Jlioapa
agantepa (eCcnvM OH NpuUMeHsieTcs). 3aTAHUTE 3aXUM KaHnn Jlloapa, Ytobbl NpeaoTBpaTuTb
06paTHbI MOTOK BO BPEMSI MHbeKUMK. O6MOTainTe NpoBoAa KOP3WHbI BOKPYT CTEPXKHS
BpaweHusa ana dukcauun, (Cm. Puc. 3).

8. [lnA n3noma KamMHs MpUMEeHuTe AaBneHne, MeasieHHO Bpalwas pykosTky. NpumedyaHme.
MepaneHHoe NoCTOSIHHOE AaBfieHMe YacTo ABNseTcsa Hanbonee apPeKTUBHbIM METOA0M
n3noma kamHsi. HeoxumagaHHbli C6pOC AaBAEHUA MOXET CBUAETENbCTBOBATL 06 M3/10ME KaMHs,
N3710Me KOP3WHbI WAK BbiNafeHN0 KaMHsS U3 KOp3uHbl. MpeaynpexaeHne. Ecnv dyparmeHTbl
KOP3MHbl OCTAlOTCS BHYTPWU, MOXET NOTpeboBaTbCA XMPYyprnyeckoe BMelaTebCTBo.
MpumevaHne: PykosATka 6yaeTt AgBuraTbCs B OA4HOM HanpaBfieHWU, Nnoka He 6yaeT BbiMyLeH
KNIOY-TPELLOTKA.

9. MNocne n3noma KamHs OLEeHUTE HEOBXOAMMOCTb M3BMNEYEHNS Pa3/IOMaHHOIO KaMHs 13
NpoTOoKa.

10. BbinycTuTe KNHOY-TPELLOTKY Ha PYKOATKE NIMTOTPUNTOPA, YTOObLI M3BJIeYb KOP3UHY.
MpoBepbTe KOP3MHY N y6eanTeCh, YTO OHA He C/ioMaHa W He MOoBpexXAeHa, 3aTteMm

YyTUNNU3NPYIATE KOP3UHY B COOTBETCTBUM C OPraHn3aunoHHbIMU PyKOBOACTBaMY ANA
61010rMYECKN ONACHbIX MEAMLMHCKMX OTXOA0B.
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11. YTunusupyvte kabenb nuTaTpUNTOpPa B COOTBETCTBAY ¢ OPraHU3ALMOHHBLIMW
PYKOBOACTBaMMU ANA GUONOrMYECKH ORACHBIX MEAUUNHCKNX OTXOAOB.

Sliding handle = cxone3AwWan PyKoATKa
Basket wire lock = 3axim NpoeoAa KOP3IUHLI
Thumb grip = MecTo 3axpaTa bonbWKHM NanbUem
Protective coil = 3auwmTtHaa cnupans
Reinforcement Sheath = ApMupyloujee nokpeitue

Reinforosmant Sheath

7 | - m I —
10 7R

WHCTPYKUMN NO OUUCTKE:

1. HemeareHHo NOCNe NCNONLSOBAHKA, NOTPY3UTE PYKOATKY SLH-1 v kaGens SLC-2 B
pacTeop TeNNoi BOAb! U (PepMeHTaTUBHOro OUUCTUTENA. 3aMOUNTe MUHUMYM Ha 20
MUHYT.

2. BuITpuTE U PYKOATKY U KaGenb TEKCTYPUPOBAHHOM TKAHBIO ANA NYWLIEro BNUTLIBAHNA
hepMeHTaTUBHOrC PacTaopa.

3. AKKYPaTHO NOMMCTUTE PYKOATKY U kKabenb MArKOW HEMNOHOBOM LWE@TKON
thepMEeHTaTUBHLIM PacTBOPOM, 4ToGk! yAanUuTL BCe WHOPOAHBIE ANEMEHTHI.

4. BhiHbTe PYKOATKY U kabesib U3 hepmeHTHOTO pacTBopa, 3aTeM TaTENbHO
NPOMONOLWUTE WX B YACTOM, NPOTOMHOW BOAE.

5. [INA yNbTPa3BYKOBOW OMMCTKM PYKORTKM U kabens TpeByeTCA MUHUMYM 15 MUHYT Npu 25
°C (77 °F) wnu cneayiTe MHCTPYKUWAM NponssoguTeni YNETPa3BYKOBOrO QUUCTUTENS.

6. Yaanure pykosTKy W Kabenb OT YNbTPa3ByKOBOrG OUNCTUTENS, 3ATEM TUlaTenbHO
NPONONOLLUTE NX B YNCTOR, NPOTOMHOW BOAE.

7. Buitpute 1 pyKosaTky ¥ kabenb 6e380pCOBON TKaHbID,
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8. YnakyiTe pykoaTKy W kabens Ana nocneaylower cTepunu3auni no MeToauke,
peKoMEHR0BaHHOKH AAMI (ACCOUMAUMA CORBNCTBIA PA3BNTHIO MEANLIMHCKON TEXHUKN).

JIUTOTPUNTOP PEMOHTY HE NOANEXKUT.

Npoueaypa paspellennna cNOpos B COOTBECTEBNN ZeRCTeYIOIWMA NPaguiaMn ¥
TEXHUUECKUMW CTaH, MU

[ns ochopmnerus Bo3spata npocbba yeeaomuts komnaduio COOK no appecy:

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 81 334441
WWW.COOKMEDICAL.COM

DNata cpoka rogHocTH 0603HaqeHa CoOTBETCTRYIOWVMM CUMBONAMU Ha Hakne#kax Toapa.
CpoK ropHoCTV COOTBETCTBYET pasHULe Mexay AaTol NPOM3BOACTE, oBo3HaveHHoM
cumeonom «pabpukar M 4aTol UCTEUEHNA CPOKa FOAHOCTH, 0503HaueHHON CUMBONOM
«NECOMHLIE Yack»

CpoX rogHocTy NUTOTPUNTOPa - TPY roaa.

0OcoBeHHOCTH CTePUNIN3auMn:
Pykositka nuToTpuritopa SLH-1 u kabenwn nutotpuntopa SLC-2; TTCL-1; TTCL-10¢
ananTepoM NOCTasnNATCA HECTEPUNLHBIMW.

YenoBuAa XxpaHeHus:
flUTOTPUNTOP ROMKEH XPAHUTECA B CYXOM MECTE NpK KOMHATHOW Temnepartype.

MNpasuna yTunwusauum:
FlUTOTPMNTOP AOSPKEH YTUNW3NPOBATLCA B COOTBETCTBUN C AEACTBYIOLIMM PYKOBOACTBOM NO
yTRMsauum Guonoruyeckn onacHeX MeaVLMHCKUX 0TXOA08.
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MeperoA ¢ aHrNWIACKOro A3bIKa Ha PYCCKUIA A3bIK
Ha Bnanke Cook Medical

LWramn:

COOK MEDICAL EUROPE LTD.
O'Xannopa+ Poya,

Hawnn Teknonoaxu MNapk

Aumepwk, Upnangua

PervcrpaLnoHHBiin Ne komnanun: 482272
PerucTpaumoHHbiin Ne HAC: 9776234K

illramn B Havane nepesoaa AOKYMEHTa |
COOK MEDICAL EUROPE LTD.
O'Xannopan Poya,

Hawnn Texknonoaxu MNapk

Numepuk, Upnanaua

PerucTpaumoHHbid Ne KoMnaHwu; 492272
Peructpayuontbiii Ne HAC: 9776234K

Noanuce / Tpaien O Cannvean. 31 maprta 2014 roaa
MeHepxep oTaena HOPMATUBHLIX aKTOB

LLiTaMn 8 KOHUE AOKYMEHTA HA PYCCKOM A3bIKe:
COOK MEDICAL EURQPE LTD.

O'Xannopas Poya,

Hawhn Teknonoaxu MNapk

fNumepuk, UpnaHgua

PerncTpaunoHHblil N2 koMnaHuW. 482272
Pervcrpauuorkmin Ne HOC: 8776234K

Mopanuce / Tpaiicn O CannueaH. 31 mapTa 2014 FOA3,
MeHepxep OTAeNa HOPMaTUBHbIX aKToB

MNepeBoaunK,

Kopreea EsreHua BacunweBHa /
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TI'opoo Mocksa.

Hdecamozo anpens 0se moicAuu wembipHaoyamozo 2ooa.
A, Axumos I'neb6 Bopucosuu, nomapuyc zopoda Mockesi, ceudemenscmayio
nodnunHocms nodnucy, coenawHoii nepeeoduuxom Kopueeoi Eszenueu
Bacunvesroi, ¢ moem npucymemeuu. Jluunocme €20 ycmarnognera.

3apezucmpuposaro e peecmpe 3a Ne 7Ly

Bsvickano no mapughy: 100 pyb. 00 xon.

Bcezo npownyposano, npoRymeposan
cKpenneno nedamoio 7.5 aucm (-a, -0
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roPO/

OAVHHAALATAro anpens fiBe ThicAun Ye TbIpHAALATOro roga.

£ Cyxosa M.,

Monknbl, ClMiperc;'l.c;TByl0 BEpPHOCTb

NOA/MHHUKOM AOKyMeHTa B nccTeHOM HOAY.-CTU” (*='VHLLDK
3a4epkHylbIX CNOB M WHbIX/3IOrOHOPEHHbIX MCNpaBneHuii

UMK Kakux-mmbo 0coBeHI0OTCHYHPT y
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