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Retrievers for Single use, with Accessories Hn““ﬂ
PURPOSE:

Retrievers for single use with accessories, with facilities designed to remove polyps, foreign bodies, stents and
prostheses ofthe bile and pancreatic ducts.

MEDICAL

INSTRUCTION FOR USE
(MSB-21, MSB-35, WCMB, MBS, BMBS5)

Retrievers (BMB5-2X4-8; MB-35-2X4-8; MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-21-2X4; MSB-35-
2X4; MSB5-1.5X3.5; MSB5-2X4; MWB5-1.5X3.5;WCMB-200-4)

INTENDED USE

This device is used for the endoscopic removal ofbiliary stones and foreign bodies.

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.

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 ofthis device restricted to a trained healthcare professional.

CONTRAINDICATIONS

Those specific to primary endoscopic procedure to be performed in conjunction with removal of a stent (if
applicable) or foreign body.

Perforation.

If device is to be used for biliary stone extraction, contraindications include an ampullary opening inadequate to
allow for unimpeded passage ofthe stone and basket.

POTENTIAL COMPLICATIONS

Those associated with gastrointestinal endoscopy and ERCP include, but are not limited to: pancreatitis,
cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic reaction, respiratory
depression or arrest, cardiac arrhythmia or arrest. Others associated with basket extraction mclude, but are not
limited to: impaction of object, aspiration of foreign body, localized inflammation, pressure necrosis.
PRECAUTIONS

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

If device is to be used for removal ofbiliary stones, assessment of stone size and ampullary orifice must be made
to determine necessity of sphincterotomy.

This device should never be coiled in less than an 8-inch (20 cm) diameter.

WARNINGS

This device is not compatible with the SoehendraR Lithotriptor or any other mechanical lithotriptor.

When retrieving foreign body from upper GI tract, extreme caution must be exercised to avoid occlusion of
airway.

Surgical intervention may be required if impaction occurs.

INSTRUCTIONS FOR USE

Note, if applicable: Flush wire guide port with sterile water to facilitate easy passage of wire guide.

1. With basket fully retracted into sheath, insert device into endoscope accessory channel. Advance device
through channel, in short increments, until basket sheath exits endoscope.
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2. Endoscopically or fluoroscopically visualize extraction target and advance basket to appropriate position. If
applicable, flucroscopic visualization may be enhanced by injecting contrast via side arm fitting. Place sheath of
basket beyond target before extending basket to entrap extraction target. Note, if applicable: Tighten connector
cap on handle before injection of contrast. (See fig. 1)

3. Confirm desired position of basket sheath relative to target. Advance basket out of sheath. Cautton: Pulling on
sheath while advancing or retracting basket may damage device, rendering it inoperable.

4. Place basket around extraction target or foreign body and slowly retract handle until entrapment is achieved.
Note: It may be necessary to move basket back and forth along target in order to capture target.

5. Stone removal: Withdraw basket into the channel until stone is supported against endoscope tip. For multiple
stones, repeat process until all stones have been removed, then withdraw endoscope from patient. Caution: If
difficulty is encountered when removing basket from duct, moderate force may be applied by pulling on handle to
manually fracture stone, If passage is still restricted, surgical intervention may be necessary.

6. Foreign body removal: Withdraw basket into channel while maintaining entrapment. Support.object against
endoscope tip and withdraw endoscope from patient. Maintain endoscopic visnalization to ensure continued
entrapment of object. :

7. Prepare or dispose of extracted specimen per institutional guidelines.

Upon completion of procedure, dispose of device(s) per institutional guidelines for

biochazardous medical waste.

1.
ConnectorCap
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INSTRUCTION FOR USE 88R-....
Retrievers (SSR-10; SSR-11.5; 8SR-5; SSR-7; SSR-8.5)

INTENDED USE

These devices are used in conjunction to cannulate and remove stents from the biliary and pancreatic ducts while
maintaining wire guide placement.

NOTES

This device is designed for single nse only. Attempts to reprocess, resterilize, and/or reuse may lead to device
failure and/or transmission of disease.

Soehendra Universal Catheter is supplied sterile and is reusable if the device integrity is intact.

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 avthorization.

Store in a dry location, away from temperature extremes.

Use-of this device restricted to a trained healthcare professional.

CONTRAINDICATIONS

Those specific to ERCP.

POTENTIAL COMPLICATIONS

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

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

Reusability of a device depends in large part on care of device by user. Factors involved in prolonging life of
Soehendra Universal Catheter include, but are not limited to: advancing through endoscope aceessory channel in
short increments, gently withdrawing device from chamnel, avoiding loops and/er kinks in- catheter, thorough
cleaning following instructions included in this bocklet.

INSTRUCTIONS FOR USE

1. Note: If product package has been opened inadvertently and device not used, device may be resterilized one
time only. Refer to table at end of these instructions for recommended ETO sterilization cycle parameters.
Package device for sterilization following AAMI recommended practices.

2. Introduce and advance catheter in small increments through endoscope accessory channel.

3. Advance appropriate wire guide through catheter in small increments until wire guide is completely through
stent and well into duct.

4, Remove catheter, then clean and prepare it 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 device, Dispose of device per institutional guidelines for biohazardous medical waste.

5. Introduce and advance threaded end of stent retriever over pre-positioned wire guide until it reaches stent. (See
fig. 1)

6. Keeping end of stent retriever that is outside of scope straight, turn stent retriever handle clockwise until
threaded end completely connects to stent. (See fig. 2) Note: Maximum thread engagement is recommended.

7. Once stent is securely connected to retriever, open elevator of endoscope and slowly pull stent and stent
retriever out of channel making sure wire guide is left in place. Note: Dislogdgement of wire guide from duct can
be prevented by simultaneously pushing wire guide and pulling stent and stent retriever out of endoscope.
Caution: If stent detaches from stent retriever while in channel, push stent down scope and into elevator with
stent retriever. Re-thread stent onto retriever, then slowly pull both out of endoscope.

Upon completion of procedure, dispuse of deviee(s) per institutional gnidelines for biohazardous medical
waste.

UNIVERSAL CATHETER CLEANING INSTRUCTIONS

Caution: When handling, coil catheter in a minimum of 8-inch diameter to prevent product damage.

1. While withdrawing catheter from endoscope, wipe excess secretions from outer sheath. 2. Immediately after
use, attach syringe containing a minimum of 20 cc of warm water and enzymatic cleaner solution to Luer lock
fitting on catheter, then rrigate inner lumen of catheter.

3. Submerge solution-filled catheter in solution of warm water and enzymatic cleaner. Soak for a minimum of 20
minutes.

4. Beginning at Luer lock fitting and working toward tip, wipe catheter with a textured cloth soaked in enzymatic
solution.

5. Irrigate inner lumen of catheter by attaching syringe containing a minimum of 20 cc of enzymatic solution to
Luer lock fitting on catheter. Repeat this step until all visible secretions are removed.

6. Remove catheter from enzymatic solution, then thorou ghly rinse inner lumen of catheter using syringe filled
with clean water, Rinse outer portions of catheter thoroughly with clean, running water.

7. Ultrasonically clean catheter for a minimum of 15 minutes at 25°C (77°F) or per ultrasonic cleaner
manufacturer’s instruetions.

8. Remove catheter from ultrasonic cleaner, then thoroughly rinse inner lumen with 2 minimum of 20 cc of clean
water to remove all residue. Thoraughly rinse outer portions of catheter with clean, running water.

9. Gently wipe external portions of catheter dry with lint-free cloth. Hang device to air dry inner lumen, or use
medical grade (oil free) forced air through Luer lock fitting.

10, Package device for sterilization following AAMI recom mended practices.

11. Sterilize device using set points for desired sterilization method shown in following tables.

ETO CYCLE PARAMETERS

PARAMETER SET POINT
Prevacuum Pressure 2.0 psia (25.9” Hg Vac)
Relative Humidity 60% RH

Humidity Dwell 20 minutes

Chamber Temperature - 54.4°C (130°F)
Exposure Pressure To Be Determined1
Exposure Dwell 2 hours

ETQO Concentration 600 mg/L

Post Vacuums 3
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Post Vacuum Pressure - 2.0 psia (25.9” Hg Vac)

Air Wash2 5 minutes
Aeration Temperature 54.4°C (130°F)
Aeration Dwell 12 hours

.*’ Air Changes During Aeration 90 per hour

1 To be calculated by the Institution to achieve an ETO coneentration of 600 mg/L.

2 Repetitive vacuums from ambient pressure to 13.7 psia over 5 minutes.

Note: ETO sterilizer chamber loading should not exceed 11 products per cubic foot of chamber space or exceed
the usable chamber space. If any damage to a product is noted prior to sterilization, the product should be taken
out of service immediately. '

AUTOCLAVE CYCLE PARAMETERS

PARAMETER SET POINT

Cycle Type Prevacuum

Prevacuum Pressure 2.5 psia (24.8” Hg Vac)
Chamber Exposure Temperature 132.2°C (270°F)
Chamber Exposure Pressure 41.8 psia (27.1 psig)
Exposure Dwell 5 minutes

Note: Autoclave chamber loading should not exceed 10 products per cubic foot of chamber space or exceed the
usable chamber space.
1.
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INSTRUCTION FOR USE SUC-....
Retrievers (SUC-180-6)

INTENDED USE '

These devices are used in conjunction to cannulate and remove stents from the biliary and pancreatic ducts while
maintaining wire guide placement.

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,

Soehendra Universal Catheter is supplied sterile and is reusable if the device integrity is intact.

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

Those specific to ERCP.

POTENTIAL COMPLICATIONS

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

PRECAUTIONS

Refer to package label for minimum channel size required for this device.
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Reusability of a device depends in large part on care of device by user. Factors involved in prolonging life of
Soehendra Universal Catheter include, but are not limited to: advancing through endoscope accessory channel in
short increments, gently withdrawing device from channel, avoiding loops and/or kinks in catheter, thorough
.-‘ cleaning following instructions included in this booklet.
INSTRUCTIONS FOR USE
1. Note: If product package has been opened inadvertently and device not used, device may be resterilized one
time only. Refer to table at end of these instructions for recommended ETO sterilization cycle parameters.
Package device for sterilization following AAMI recommended practices.
2. Introduce and advance catheter in small increments through endoscope accessory channel.
3. Advance appropriate wire gnide through catheter in small increments until wire guide is completely through
stent and well into duct.
4. Remove catheter, then clean and prepare it 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 device, Dispose of device per institutional gnidelines for bichazardous medical waste.
5. Introduce and advance threaded end of stent retriever over pre-positioned wire guide until it reaches stent. (See
fig- 1)
6. Keeping end of stent retriever that is outside of scope straight, turn stent retriever handle clockwise until
threaded end completely connects to stent. (See fig. 2) Note: Maximum thread engagement is recommended.
7. Once stent is securely connected to retriever, open elevator of endoscope and slowly pull stent and stent
retriever out of channel making sure wire guide is left in place. Note: Dislogdgement of wirc guide from duct can
be prevented by simultaneously pushing wire guide and pulling stent and stent retriever out of endoscope.
Caution: If stent detaches from stent retriever while in channel, push stent down scope and into elevator with
stent retriever. Re-thread stent onto retriever, then slowly pull both out of endoscope.
Upon completion of procedure, dispose of device(s) per institutional guidelines for biohazardous medical
waste,
UNIVERSAL CATHETER CLEANING INSTRUCTIONS
Caution: When handling, coil catheter in 2 minimum of 8-inch diameter to prevent product damage.
1. While withdrawing catheter from endoscope, wipe excess secretions from outer sheath.
2. Immediately after use, attach syringe containing a minimum of 20 cc of warm water and enzymatic cleaner
solution to Luer lock fitting on catheter, then irrigate inner lumen of catheter.
3. Submerge solution-filled catheter in solution of warm water and enzymatic cleaner. Soak for a minimum of 20
minutes.
4. Beginning at Luer lock fitting and working toward tip, wipe catheter with a textured cloth soaked in enzymatic
solution.
5. Irrigate inner lumen of catheter by attaching syringe containing a minimum of 20 cc of enzymatic solution to
Luer lock fitting on catheter, Repeat this step until all visible secretions are removed.
6. Remove catheter from enzymatic solution, then thorou ghly rinse inner lumen of catheter using syringe filled
with clean water. Rinse outer portions of catheter thoroughly with clean, running water.
7. Ultrasonically clean catheter for a minimum of 15 minutes at 25°C (77°F) or per ultrasonic cleaner
manufacturer’s instructions.
8. Remove catheter from ultrasonic cleaner, then thoroughly rinse inner lumen with a minimum of 20 cc of clean
water to remove all residuc. Thoroughly rinse outer portions of catheter with clean, unning water.
9. Gently wipe external portions of catheter dry with lint-free cloth. Hang device to air dry inner lumen, or use
medical grade (oil free) forced air through Luer lock fitting,
10. Package device for sterilization following AAMI recom mended practices.
11. Sterilize device using set points for desired sterilization method shown in following tables.

ETO CYCLE PARAMETERS

PARAMETER SET POINT
Prevacuum Pressure 2.0 psia (25.9” Hg Vac)
Relative Humidity 60% RH

Humidity Dwell 20 minutes

Chamber Temperature 54.4°C (130°F)
Exposure Pressure To Be Determined |
Exposure Dwell 2 hours

ETO Cencentration 600 mg/L.

Post Vacuums 3

Post Vacuum Pressure
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Air Wash2 5 minutes

Aeration Temperature 54.4°C-(130°F)
Aeration Dwell 12 hours
Air Changes During Aeration 90 per hour

1 To be calculated by the Institution to achieve an ETO concentration of 600 mg/L.

2 Repetitive vacuums from ambient pressure to 13.7 psia over 5 minutes.

Note: ETO sterilizer chamber loading should not exceed 11 products per cubic foot of chamber space or exceed
the usable chamber space. If any damage to a product is noted prior to sterilization, the product should be taken
out of service immediately.

AUTOCLAVE CYCLE PARAMETERS

PARAMETER SET POINT

Cycle Type Prevacuum

Prevacuum Pressure ' 2.5 psia (24.8” Hg Vac)
Chamber Exposure Temperature 132.2°C (270°F)
Chamber Exposure Pressure 41.8 psia (27.1 psig)
Exposure Dwell 5 minutes

Note: Autoclave chamber loading should not exceed 10 products per cubic foot of chamber space or exceed the
usable chamber space.
1.
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Retrievers (FS-XB-2X4)

2

INSTRUCTION FOR USE FS-XB-....

INTENDED USE

This device is used for the endoscopic removal of biliary stones and foreign badies.

NOTES

This device is designed for single use only. Attempts to repracess, resterilize, and/or reuse may lead to device
failure and/or transmission of disease. .

If the 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.
Notify Cook for return anthorization,

Do not use this device for any purpose other than the stated intended usc.

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 the primary endoscopic procedure to be performed in conjunction with
the removal of the foreign body.

If this device is to be used for biliary stone extraction, contraindications include an ampullary opening inadequate
to allow for the unimpeded passage of the stone and basket.

POTENTIAL COMPLICATIONS

Potential complications associated with gastrointestinal endoscopy and ERCP include, but are not limited to:
pancreatitis, cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection,

hypotension, allergic reaction to medication, respiratory depression or arest, cardiac arrhythmia or arrest.

Other potential complications associated with biliary stone or foreign body removal include, but are not limited
to: impaction of the object, aspiration of foreign body, localized inflammation,

pressure necrosis.

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

The wire guide diameter and the inner lumen of the wire-guided device must be campatible.

If this device is to be used for the removal of biliary stones, assessment of the stone size and ampullary orifice
must be made to determine the necessity of sphincterotomy. In the event sphincterotomy is required, all
appropriate cautions, warnings and contraindications must be observed.

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

This device should never be coiled in less than an 8-inch (20 cm) diameter,

WARNING

Device is not lithotripsy compatible,

When refrieving a foreign body from the upper GI tract, cxtreme caution must be exercised to avoid occlusion of
the airway.

Surgical intervention may be required if impaction oceurs.

INSTRUCTIONS FOR USE (SEE FIG. 1)

1. If using Intra Ductal Exchange (IDE) port and a pre-positioned short wire.

1. With basket fully retracted into sheath, unlock short wire from Wire Guide Locking Device and advance tip of
basket catheter over pre-positioned wire guide ensuring that wire guide exits catheter at IDE port.

2. Insert device into endoscope accessory channel, relock wire guide into Wire Guide Locking Device, and, with
elevator open, advance basket in short increments until endoscopically visualized exiting scope.

3. Endoscopically or fluoroscopically visvalize extraction target and advance basket to appropriate position. Place
sheath of basket beyond target before extending basket to entrap extraction target.

4, Confirm desired position of basket sheath relative to target.

5. Advance basket out of sheath by pushing forward on handle. Place basket around extraction target and slowly
retract handle until entrapment is achieved. Note: It may be necessary to move basket back and forth along target
in order to capture object.

6. Withdraw basket into sheath while maintaining entrapment. .

Caution: If difficulty is encountered when removing basket from duct, moderate force may be applied by pulling
on handle to manually fracture the stone. If passage is still restricted, surgical intervention may be necessary.
Note: After removing all stones, previously placed wire guide may be left in position, in order to facilitate
introduction of other wire-guided devices.

If wire guide is to remain in place whilé device is withdrawn, utilize following steps:

7. Prior to removing device, utilize reference marks on catheter to ensure that IDE port is within ductal system.

8. Retract wire guide until radiopaque distal tip of wire guide disengages from wire guide lumen.

9, Advance disengaged wire guide to maintain ductal access.

10. Lock wire guide into Wire Guide Locking Device and remove device from endoscope accessory channel.

11. Prepare or dispose of extracted specimen per institutianal guidelines.

II. If using Proximal Wire Port (PWP) and a pre-positioned Iong wire guide.

Note: For best results, wire gnide should be kept wet.

1. With basket fully retracted into sheath, insert tip of basket catheter onto pre-positioned long wire guide,
ensuring that wire guide exits catheter at PWP.

2. Advance device in short increments through accessory channel using standard long wire exchange technique
until visualized exiting endoscope. :
REFER TO STEPS 3-6 IN “SECTION I, THEN RESUME WITH STEP 3 BELOW:

3. Remove device using standard long wire exchange technique.

4, Prepare or dispose of extracted specimen per institutional guidelines.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous medical
waste.
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Retrievers (WEB-1.5%3.5; WEB-2.5X5; WEB-2X4; WEB-3X6)

INTENDED USE

This device is used for the endascopic removal of biliary stones and foreign bodies.

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.

Do not nse 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 the primary endoscopic procedure to be performed in conjunction with
the removal of a foreign body.

Perforation.

If device is to be used for removal of biliary stones, contraindications include an ampullary opening inadequate to
allow for unimpeded passage of stone and basket,

POTENTIAL COMPLICATIONS .

Those associated with gastrointestinal endoscopy and ERCP include, but are not limited to: pancreatitis,
cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypo tension, allergic reaction,
respiratory depression or arrest, cardiac arrhythmia or arrest.

Others associated with use of an extraction basket include, but are not limited to: impaction of object, aspiration
of foreign body, localized inflammation, pressure necrosis.

PRECAUTIONS

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

This device is compatible with the SochendraR Lithatriptor.

Device should never be coiled in less than an 8 inch (20 cm) diameter.

Pulling on the sheath while advancing or retracting basket may damage device, rendering it inoperable.
WARNINGS

When retrieving a foreign body from upper GI tract, extreme caution must be exercised to avoid occlusion of
airway.

Surgical intervention may be required if impaction oceurs,

INSTRUCTIONS FOR USE
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1. With basket fully retracted into sheath, insert device into endoscope accessary channel and advance in short
increments until basket sheath exits endoscope. -
2. Endoscopically or fluoroscopically visualize extraction target and advance basket to appropriate position.
. Fluoroscopic visualization may be enhanced by injecting contrast via side arm fitting. Place sheath of basket
~ beyond target before extending basket to entrap extraction target.
3. After confirming desired position of basket sheath relative to target, advance basket out of sheath, Place basket
around extraction target and slowly retract handle until entrapment is achieved. Note: It may be necessary to
move basket back and forth along target in order to capture object.
4. Withdraw basket into channel until foreign body is supported against endoscope tip, then withdraw endoscope
from patient. Maintain endoscopic visualization to ensure continued entrapment of object. Cantion: If difficulty
is encountered when removing basket from duct, mode rate force may be applied by pulling on handle to
mamnally fracture stone. If passage is still restricted, surgical intervention may be necessary.
5. Prepare or dispose of extracted specimen per institutional guidelines.
Upon completion of procedure, dispose of device per institntional guidelines for
biohazardous medical waste.

INSTRUCTION FOR USE FS-LXB-...
Retrievers (FS-LXB-2X4; FS-LXB-3X6)

INTENDED USE

This device is used for endoscopic removal of biliary stones and foreign bodies.

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.

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 primary pracedure to be performed in conjunction with removal of a
stone or a foreign body.

If this device is to be used for biliary stone extraction, contraindications include an ampullary opening inadequate
to allow for unimpeded passage of stone and basket.

Additional contraindications include, but are not limited to: biliary perforation.

POTENTIAL COMPLICATIONS

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

Other potential complications associated with use of an extraction basket include, but are not limited to:
impaction of object, aspiration of foreign body, localized inflammation, pressure necrosis.

PRECAUTIONS

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

If device is to be used for removal of biliary stones, assessment of stone size and ampullary orifice must be made
to determine necessity of sphincterotomy. If sphincterotomy is required, all appropriate cautions, warnings and
contraindications must be observed.

This device should never be coiled in less than an 8-inch (20 em) diameter.

WARNINGS

If a stone cannot be removed endoscopically with this basket, a compatible inflation/lithatripter device and/or the
Conquest TTCR Lithotriptor Cable with SoehendraR Lithotriptor Handle are needed to mechanically crush stone
and aid in removal,

Basket wires may fragment and/or stone impaction may occur during lithotripsy, requiring surgical intervention.
SYSTEM PREPARATION
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Flush injection port with contrast to expel all air.

INSTRUCTIONS FOR USE (See diagram at end of document.)

1. Unlock wire guide from Wire Guide Locking Device and advance tip of basket catheter over pre-positioned
wire guide, ensuring wire guide exits catheter at Zip port.

2. Introduce device into endoscope accessory channel, relock wire guide into Wire Guide Locking Device. With
elevator open, advance basket in short increments until endoscopically visualized exiting scope.

3. Endoscopically and fluoroscopically visualize extraction target and advance basket to appropriate position.
Note: Fluoroscopic visualization may be enhanced by injecting contrast via the contrast injection port. Position
hasket sheath beyond target before extending basket. Note: Contrast injection may be performed with wire guide
in place.

4, Confirm desired position of basket sheath relative to target,

5. Slowly advance basket out of sheath. Position basket around extraction target and slowly retract until
entrapment is achieved.

6. Withdraw basket into sheath while maintaining entrapment. Caution: If difficulty is encountered when
removing basket from duct, do not use excessive force. Moderate force may be applied by closing handle to
manually fracture stone. If passage is still restricted, surgical intervention may be necessary.

Note: After removing all stones, previously placed wire guide may be left in position, in order to facilitate
introduction of other wire-guided devices. _

7. With elevator down and basket retracted into sheath, slowly withdraw device from endoscope accessory
channel until catheter color change is visible and Zip port is exposed. Unlock wire guide from Wire Guide
Locking device and perform wire guide exchange. Caution: Damage to wire guide lumen may result if Zip port is
visible and device is pulled from accessory channel with wire guide locked in Wire Guide Locking Device. If
wire guide lumen is damaged, discard device.

8. Relock wire guide into Wire Guide Locking Device and remove device from endoscope accessory channel.
Upon completion of procedure, dispose of device(s) per institutional guidclines for biohazardous medical
waste.

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

Cock Mcdical Europe Ltd '

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

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

WWW.COOKMEDICAL.COM

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.
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All Retrievers for single use with accessories, which fall under the scope of this Technical Data Summary have a

three (3) year shelf life.

." STERILIZATION DETAILS

Retrievers (SSR-10; SSR-11.5; SSR-5; SSR-7; SSR-8.5; SUC-180-6; BMB5-2X4-8; FS8-LXB-2X4; FS-LXB-
31X6; FS-XB-2X4; MB-35-2X4-8; MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-21-2X4; MSB-3 5-2X4;
MSBS5-1.5X3.5; M§B5-2X4; MWB5-1.5X3.5; WCMB-200-4; WEB-1.5X3.5; WEB-2.5X5; WEB-2X4, WEB-
3X6; WNSB-12-24; WNSB-8.5-50; BSM-100; BSM-200; BSM-300; C-NTSE-2.4-1 15-NC3; C-NTSE-2.4-115-
NCT4) are supplied sterile in pee! open packages utilizing an EtO (Ethylene Oxide) validated method to a sterility

assurance level (SAL) of 10, Do not use the sterile product if there is doubt as to whether the product is sterile.

STORAGE RULES
These devices should be stored in a dry location, away from temperature extremes.

TRANSPORTATION RULES

Transportation of Retrievers single use with accessories shall account for the type of transp ortation employed, the

destinatian, the vendor used for transportation.

SUPPLY DETAILS

Retrievers for single use with accessories (SSR-10; SSR-11.5; SSR-5; SSR-7; SSR-8.5; SUC-180-6; BMB5 -2X4-
8; FS-LXB-2X4; FS-LXB-3X6; FS-XB-2X4; MB-35-2X4-8; MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-
21-2X4; MSB-35-2X4; MSB5-1.5X3.5; MSBS-2X4; MWB5-1.5X3.5; WCMB-200-4; WEB-1.5X3.5; WEB-
2.5X5; WEB-2X4; WEB-3X6; WNSB-12-24; WNSB-8.5-50; BSM-100; BSM-200; BSM-300; C-NTSE-2.4-115-
NC3; C-NTSE-2.4-115-NCT4) are supplied in individual packages. Individual packages are put in the corrugated
board boxes. Boxes are being taped with the control tape to cover the sides or along the perimeter.

Terms of use

Retrievers for single use with accessories used in medical institutions.
LABELING

Retrievers for single use with accessories are supplied in the individual packaging, which should show no signs of

damage or opening. Upon detecting the bends, breaks and other defects the device cannot be used.

The label of the device shows the following device parameters:
- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;
- marking about sterilization;

- address of the EU representative;
- manufacturer’s trade mark

- manufacturing date;

- sizes;

- graphic picture;

- lot number;
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- marking “do not reuse”
- marking “use with handle” and “do not use with handie”
- marking for “Attention. Consult accompanied documentation™

' - shelf life.
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DISPOSAL RULES

‘ Upon completion of pracedure, the devices are to be disposed of as per institutional guidelines for bichazardous

medical waste. There is no environmentally harmful effect as the result of the device disposal in accordance with

the relevant national guidelines.

COOK MEDICAL EURCHE L7,

: . w O’Halloran RDEd,

Regul Affairs Ma National Technclogy Park
cguiatory s vanager Lirerick, Irelant.

Company Registration No, 48227
VAT Registration No. 97762354:5
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COOK MEDICAL EURCFE LTD.
O’Halloran Road,
T National Technelogy Park
COOK' Limerick, treland.
Company Registration No. 492272
..., MEDICAL VAT Registration No. 9776234K
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PeTpHBeps! onHOpa3oBEIC B PA3IHYHAIX BAPHAHTAX HCIIOJIHEHHS, C
NPHHANJIEKHOCTAMH.

HAJHAYEHHE:

PerpuBepbi 01HOPA30Bkie B PA3MAYHBIX BAPHARTAX HCIOOIECHRA, ¢ MPHAAIEKEOCTAMA OPeIHAZEAYEHDI
iast yaajeHHa Do.IHI0B, HHOPOOHBIX TeJl, CTeHTOB H HT0HPOTE30B H3 KeTTHBIX H HADKPEATHICCKAX
IPOTOKOB,

HHCprKIIHSI IO HEMJILADERAHITIO

Perpuseper (BMB5-2X4-8; MB-35-2X4-8; MB-35-3X6-8, MB5-2X4-8; MB5-3X6-8; MSB-21-2X4;, MSB-35-
- 2X4; MSB5-1.5X3.5; MSB5-2X4; MWB5-1.5X3.5; WCMB-200-4)

IMOKA3ZAHUA K IPUMEHEHHIO
JanHoe H3AeIHEe HCTIONB3YSTC] LA IHAOCKONHYESCKOre H3BJIeY i JKeUHBIX KaMilelt B HHOPOIHLIX Tell.

HPUMEUYAHMWSE

HasHoe H3AcIRe NPCOHA3HAYCHO TONBKO IS OAHOPa3eBOoro npumeresud. Ilonsirku nosropso o0palorars,
CTEDIUTH30BATE H/HIH MCHOIB30BATE MOIYT TpHBecTH K OmHMOke paboTsl m3iuenms WHIR K nepchade
3abonenaHns.

He ucnonzayitre aT0 M3gente B USHAX, OTIHURIOUWXCH OT YKA3aHHEX.

Eems ynaxopka OTKPEITA HITH NOBPEXOEHA, HE HCIIONE3YRTE Haae/Iie. BH3yalbHO MPOBEPETE HA HATTHYHE
nepernboB, CKPyIHBAHUI MK MONOMOK. IIpu o0Hapy:xeHAH AeexTa, KOTOPBIH MOKET IIOBIIHATE Ha paboTy
H37eNNsA, He Henonk3yhTe ero. Iloxanyiicra, cskutecsk ¢ Cook it nomryuenns HHopMaltii N0 BO3BpPATy.
XpaHHTb B CyXOM MECTE, H30CTaTh [ICPENaaoB TEMICPaTyp.

HenonesosaTh JaHHOe ¥3AGIIHE MOTYT TONBKC ONLITHBIC BpAuH, Opelneiye o0yaeHue.

HOPOTHBONOKA3AHUA
XapaxTepHEIe 1)1 ISPBHYHEIX SHAOCKOIIMYECKHX MPOUBIYP, KOTOPEIe JOMAIE] OBITH MPOBEASHB! OIHOBPEMEHHO
C H3BICYEHHEM CTEHTA (EC/H MPUMEHMMO) HIIH HHOPOOHEIX TEJL.
[lepdhoparma.
Ecnu nannoe HinenHe HCMoMLIyeTcd Jia HIBJIeUeHNR AEITIHBIX KaMHell, NPOTHROMOKAZAEHA BEJIOYMAIOT
. aMITynonofobHoe pacKpHITHE, KOTOPOe He MOXKeT 00eCneyHTs cBoSOMHEIN HPOoXo KAMHA H KOPIHIEL

HNOTEHUHAAJBHBIE OCJIQXHEHAS

HoreHImanLHeIe ocIMKIISHNS, CBA3AHHBIE ¢ TACTPORHTECTHHANRHOH AHpockomieit 1 ERCP, Brmouaior, HO He
OrpaHHYHBaAIOTCA: NAHKPEATHTAMH, XONAHIHTAMH, CeNICHeOM, mepdoparpeii, XpoBOTCHEHHEM, acIHpaIHeil,
kapom, uH(exIuzeli, THI0TORHEH, AVICPTHHECKHMH PeakiMsiMy Ha MeIMKAMEHTE], 3aTPYAHEHHEM HITH
OCTAHOBKOH JLIXAHHA, CEPRCYHOH apHTMHUEi HIIH OCTAHOBKOH cepaua.

Jpyrie noTeRHMANBEHEE OCIOKHERNA, CBA3ARHEIC ¢ HIRIICICHHEM TIPH NIOMOINH KOP3HHE]L, BIJIOYAIOT, HO He
OrpaHYHBAIOTCA: SAKITHHHBANHEM 00beKTa, acTHpanuei HHOPOTHOIC TeNa, JJOKAIH3OBAHHBIM BOCTIATICHHEM,
CHRATBEIMH HEKDPO3aMH.

MEPBI ITPENOCTOPOXKHOCTH

O6paTHTech kK MAPKHPOBKE HA YIIAKOBKE UL [IONYYeHus HH(OPMALUH N0 MAHEMATLHOMY PasMepy Kanana,
HeoBXONMMOT0 JUTA AAHHOIO H3/ISTHS.

Ecny p3penwe 6yRer HCnONE30BATRCH JUIL YHAICHHA *el4HBX KaMHeH, HeoOxoaMMa OUEHKA pasMepa KaMuA M
aMIynonogoSHOTo OTBEPCTHA 1A OIpefieNieHHs HeeiXOAMMOCTH NIPOBECHHS CIMHKTEPOTOMEHN,

Hannoe H3aenne HAKOra He JIOJDKIO CKPYHUMBATLCA B CITHPANE MeHee 8 maiivos (20 cM) B Zinamerpe.
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TPEAYOPEXAENHS
JlaHHOE H3NENHE He COBMECTHMO ¢ THTOTpHIITopoM SoehendraR min suo6BIMH APYTHME MeXAHHYECKAME
JIMTOTPHITOPAMH,

a Ilpu H3RIeyeHuM HHOpoAHoro Tena H3 Bepxuero KT, cobmopaiite ypesMepiyIo 0CTOPOKHOCTL H m3lerafite
OKKJIIO3HH BO3AYIUHLIX IYTEH.
MoskeT moTpedoBaTsCA XHPYPriueckoe BMEIIATELCTBO B CIlyHae BOSHHKHOBCHHA 3aKINHHBAHNA.

HICTPYKIIMH MO HCIIOAB30OBAHHIO
Hpameuanue, cenrr npEMenamo: [Ipomoiite nopr NPOBOJHAKA CTEPUNEHOI BOAOH AL oOneryesmn
TPOXOKICHHA NPOBOJHHKA. )

- |. ITonHOCTRIO BEIBMHYB KOP3HHY B TIOKpPLITHE, BESAMTE H3/IE/IHE BO BCIOMOTATENIBHBIH KaHAN SHIOCKoNA.
TMoHeMHDIy NPOARHTANTE H3JeTHe Yepe3 KaHall, IOKA OKPAITHE KOP3HHEL HE IIOABHTCA B 11071 3PS
3HAOCKONA.

2. TIpH nOMONIHM 3HAGCKONA HIIM PCHITEHOCKONA RI3YANTHIHPYIHTe 001eKT Ans H3BJeueHns ¥ IPOABHHETE
KOp3HHY B COOTBETCTRYIOIEE Monoketye. Ecu npHMeHHMO, pEHTIEHOCKONHHMCCKAA BH3YANM3AIHE MOKeT GHTL
YCHNEHA TPH BBEJEHHH KOHTPACTA Yepes PHTHHr GOKOBOH pyKeATKH. PasMecTTe MOKPLITHEe KOP3HHEI 33
npeAenaMy NPeAMeTa Pl PACIUMPERACM KOP3UHEI ISl 3aXRATA MpeMera Hinneyetit. lpameuanne, eciu
npHMeHEMO: 3aTAHKTE KOINAHOK KOHHEKTOPA HA PYKOSTKe Nepex apefieHueM koxrpacta (Puc. 1).

3. ITonTBEpIMTS JKEIAEMOE PACHONMKEHHE TIOKPRITAA KOP3HHE! OTIIOCHTE/ILHO UEIeBOro 00eKTa. BRyIBHHETE
KOp3HHY i3 noxperrai. Hpeaynpexaenne: Hararnsahue DOKPEITHA NIPH OPOABIDKCHUH HIH H3BICICHEN
KOP3HHE] MOXKET IOBPE/ATH H3/ICJIHE H CAENIATE ero HepabounM.

4, Pa3sMECTHTS KOP3UHY BOKPYT LETEBOTO MPeAMEeTa H MeNEHHO BEITATHBAKTE pyxosmcy, [OKa TIPCMET HE
Gyner saxpayen. [Ipameysnue: Moxer NoTpeOOBATECH NPCABHEYTS KOP3HHY HA3a/1 M BNEpeN BAONL peaMeTa,
yTO0B! 3AXBATHTE 0.

5. Hapnewenne KAMHA: 3a[BHHETE KOP3HHY B KaHall, IOKA KAMEHE He OKAXKETCS HATIPOTHE HAKOHEHHKA
supockona. TIpH HANTHYINA HECKOMbKEX KaMHE} TIOBTOPHTE NpOIIec, MOKA Bee KAMHH He OYAYyT yNaneHsl, 3aTeM
I3BJIEKMTE SHAOCKO 13 Teha nauncHra. [pexynpeaaenue: EcliH €CTh CIOXKHOCTH NPH H3BIEMEHHH KOP3HHbI
3 IPOTOKA, HEMHOTO HAXMETE Ha PYKOATKY I PYHHOTO H3NoMa Kamas. Ecnu npoxoy Bee ene 3aTpyaHeEH,
MOJKeT MOTPebOoBATECA XHPYPrHUSCKOE BMELIATeBCTED.

6. M3p1e1eHEe KHOPOAKBIX TeJt: BouisuHbTe KOP3HHY B KaHaJl, yAepkusax npeaMer. [oanep:amaitre npeaMer
HaNpOTHE HAKOHEYHHKA IHAOCKONA H W3BJCKailTe SHAOCKON U3 Teia nauueHTa. CoxpatsmiTe SHAOCKONHIECKYHO

. BUZYAIHZaUMK JUIA IOXTBCPKACHHS TOTO, UTC NPEAMET Bee ellle 3aXBavueH.

7. HoaroTeRETE WITH YTHITHAHPYTEe Han1eUeHHBIH 00pasell B COOTBETCTBHM € OPraHHIABOHHRIMU
PYKOBOJCTBAMH.

ITocite 3aBEpMSHMA MPOLEAYPL! YTHAHMPYHTE H3leAHE B COOTBETCTBHE ¢ OPraHAIAMHOBHBIMH
PYKOBOACTBAME IIC YTH/IH3ALMH GHOJINTHYECKH OHRCHBIX MCIHIHHCKAX OTX0A0B.

1.

Connector Cap

Konnauok xousexropa

HHCTPYEKIMA 110 HCONbL30OBAHHIO SSR-...

- Perpupeps! (SSR-10; SSR-11.5; SSR-5; SSR-7; SSR-3.5)
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NOKA3ZAHWA K IPUMEHEHHIO ‘
1M MARCAHS HCMONL3YIOTCA OFHOBPEMEHHO 11 KAHIONMPOBAHHA M M3BIIeMeHH CTeHTOB W3 XKeTMHOro HiIH
[2HKPEATHYECKOr0 NPOTOKA, COXPAHAS PACLIOIKEHAE NMPOBOXHHKA.

o IIPHMEYAHUA
10 M3feNHe NPENHAIANEeH0 TONEKO A OZHOPA30BOro Nenosis3oranug. Ilomsmky nosropro o6paboTars,
CTEPHITH30BATE W/ KCIIONL3OBATE MOTYT IIpHBECTH K omubke B paboTe m3aems WK k nepesaye

" 3a00/1eBaHHA.
VuupepcansHelit katerep Sochendra nocTarIgeTCHa CTEPHIIGHBIM H HCIQUIE3YETCA TIOBTOPHO NIPH YCHOBHH
ENOCTHOCTH H3OEIHA.
He Hcnonb3yHTe 3T0 H3IENME B HENAX, OTIHMAIOMINXCA OT YKaIAHHBIX.
EciiM yIakoBKa OTKPEIT ANH MODPEKIEHA, He HCNOB3yHTe u3nense, BusyansHo HpOREPETE HA BATHIHE
nepernGon, ckpyumBaimi wm nonoMox. [lpr obnapysexuy Aedexra, KOTOPHIT MOXeT MOBIHATE Ha paboTy
H3jenns, He uoronb3yitre ero. [loxkanyicra, camiurees ¢ Cook s nomyuenns uuopMauHy 00 BO3BPATY.
XpalTh B CyX0M MeCTe, Hiberarh NCpenajos TeMIepaTyp.
Hcnons30BaTh 3T0 H3ASIME MOCYT TOJIBKO ONBITHBIE Bpayy, Hpomeame obyJenne.

Xapaxrepus 12 ERCP (JHZ0CKOMYecKoi perporpaltHoii XonarrHonankpeatorpatnH).

OOTEHITHAJLHBIE OCJTOXHEHUA

Cemzans! ¢ ERCP H BKIIOUZEOT, HO HE OCPAHMYABAIOTCA: IAHKPEATHTAMH, XOIAHIKTAMH, dCIHpalIHei,
nepdopauueii, kpopoTedeHneM, HHextpel, CencHoOM, anJeprayecKHMH PeAKITAAME HA MEAUKAMEHTE! HIIH
KOHTPACTHYIO CPely, THIOTOHUe , 3aTpyIHEHHeM IWIH OCTAHOBKOM ABIXAHHS, CEPEUHOH ADHTMHEH min
ocTaHOBKoit cepana

MEPBI IPEAOCTOPOXHOCTH '
OBpaTHTECH K MAPKEPOBKE HA YITAKOBKE JUTA NOMy4eHH: MH(opMalM1 10 MEHMMATEHOMY paimMepy KaHana,

- HeoOXONUMOre AHA JAHHOTO M3/ HA.
B03MO3KHOCTE TIOBTOPHOT'O HCIIONBZ0BAHMA HIJe/IHs B QoMb CTEIIEHN 32RHCHT OT TOT'0, KaK [I0NIB30BATENb
yxauBaer 3a HafenHeM. DakTopsl, KOTOphle MOTYT NPOUIMTL CPOK CITYKOB! YHHBEPCAIBHOIO KATETEPA
Soehendra, BKH0YAIOT, HO He OTPAHMMHBAIOTCA: MIOCTENCHHEIM NPOABIKEHHEM Yepe3 BCIOMOT ATEBHEIH KaHal
3HAOCKONA, AKKYPATHAIM U3RTIEHSHHEM M3NCITUA U3 KaHaIa, OTCYTCTBHEM NIETEIb MM neperulioB Karerepa,
TINATEILHOM OYHCTKOM B COOTBETCTBHH ¢ HHCTPYKIMAMH W3 AaHHOTO Oyknera,

IMPOTHBONOKA3ZAHW

WHCTPYKIHNH MO HCIIOJL30BAHHIO
1. Mpamenanue: Ecian ynakoBka DPOYKTa cAY4a#HO OTKPBITACE, 2 H3NENHE 11e HCIONb30BAIOCD, H3/IENHE
MOJKHO CTEPHIN3OBALE TIOBTOPHO TOIRKO OARH pad. Obpaturecs K HHCTPYKIMH B KOHIE JAHHOIO PYKOBOACTBA
A1 TIOMY4YEHRAA HEGOPMAITME 1O PeKOMEHYEMLIM NAPAMETPAM LKA CTEPHITH3ALA OKcuAoM sTaneHa (ETO).
VYnaxyiire Hanenue UL CTePIUIH3ALHY B COOTBETCTBHH ¢ peKOMEHuarmyu AAMI.
2. BBenyTe H I0CTENEHHO IPOABHrATe KATCTED YEpe3 BCIOMODATENRHETH KAHAN 3HI0CKoNA.
3. NocTeneHHO NpoABKAraifTe CONTBETCTRYIOIMI IPOBOAHHK Yepes KaTeTep, OKa IIPOBONHHEK MONHOCTEIO He
IpoMzIeT Yepes CTEHT H HE OKaXeTes B TPAKTE.
4, HM3BiexmTe KATETEp, 38TEM OUHCTHTE H NIOATOTOBETE €10 I HCTIONE3OBAHMA B (yNyIeM B COOTBETCTBHH ©
HHCTPYKUMAME TI0 OUHCTKE, KOTOpPEIE HAYT Aanee. IIpi o4uCTKe IpUBEphTE HENUCTROCTE N (PYHKUHMOHAIEHOCTR
H3RENHA, YTOOE! ONPENEHTE BOZMOXMHOCTE €10 MOBTOPHOTO HCNIONB30BaHNAA. ECIH NOARMANCE CKPYUEHHOCTH,
neperiuOB1 MK 3a10Mbl, HE HCIIDNBL3YHTC HIACHHE. YTHINIHPYHTE ero B COOTBETCTBHH ¢ OPraHHIAHOHNHBIMH
PYKOBOACTBAMH TIO YTHIH3AIMY CHOMOTHYECKH ONIACHBIX MEHIHCKIX OTXO/IOB.
5. Beeqare M NpOABRHHETE HAUTAHOI KOHEN YCTPOHCTEA [TA HABAEMEHH CTEHKA IO paHee YCTAHOBICHHOMY

, TIPOBOIHHKY, [IOKA OH He JOCTHTHeT cTeHTa (Puc. 1).
6. Y nepsrupaiiTe KOHEN YCTPOICTBA AL M3BJICYCHUA CICHTA, KOTOPbI HAXONHTCA 34 IIpeAenaMH 3HAOCKONA,
BhIIIPAMIEHHBIM, [IOBEPHHTE PYKOATKY YCTPOHCTRA JUIA H3BJIEYEHHA CTEHTA NIO YaCOBOH CTpeliKe, HOKa HUTAHOH
KOHEL TIOJIHOCTEIO HEe COSZMHKTCA co cTeHTOM (Prc. 2). Ipameqanne: PexoMeHTyeTca MaKCHMaNBHOE
CIETUieH#E HHTH.
7. Kak Tonbko cTenT By/ieT Hajiexno NpHCoeABHEeH K YCTPOHCTBY MM H3BAeYSHES, OTKPORTE JIeBATOp
IHAOCKONA ¥ MEAJIEHHO BEITATHBARTE CTCHT H YCTPOHCTBO JUI HIB/ICUCHHA CTEHTA 13 Kaualia, yOeaHTech, UTo
IIPOBOOHUK OCTaNCA Ha Mecre, Ilpavesanne: CMelIEHRS MPOBONHMUKA H3 TPAKTa MOMHO NIPCAOTBPATHT, €CIH
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QHOBP EMEHHO HAHUMATH Ha NPOBOIHAK K BBIIHIHUBATh CTCHT H YCTPOMCTRO JUIA HIBIICY9EHHA CTEHTa H3
sanockona. Hpeaynpexaenne: Ecau creHT OTCOCIMAACTCH OT YCTPORCTRA H3MNIEUSHHA] CTEHTA, IOKA OH
HAXOZMTCA B KAHAJIE, IIPOTONKHHTC CTEHT BHH3 SHOCKONIA H B 3J1eBaTop ¢ YCTPOMRCTBOM /1A H3BNCYCHIL C1EHTa.
" CHOBA 3aXBATHATE HATRIO CTEHT B yeTpolcTse [ H3BJICUEHH, 3aTEM MEJUICHHO BRITXHIATE CTCHT B YCTPOHCTRO
e H3BIIEYeHNA H1 SHAOCKONA.
Toche 3apepmenys MPONeIypbl YTHAHIHPYHTE U3JeNiAe B CONTEETCTBHA ¢ O0PranH3anA0NHbIMA
PYKOBOACTBAMM 110 YTIJIA3ANNA OAOIOIHYECKH ONACHbIX MEHIANICKAX 0TXON0B.

HHCTPYKUHUH IO OYACTKE VHUBEPCAJBHOT'O KATETEPA
Hpeaynpexpenue: Bo Bpemst XpaHeH® CKpyUHBAiiTe KaTeTep B CIMPAND IHaMETPOM Metee 8 aroHmoB, 4robsl
H30eKaTh NOBPEKIEHHA, .
" 1. TIpu H3BNeYeHHH KaTerepa K3 SHAOCKOTA MPOMOKHHTE H3JIMINEK CEKPSIMH ¢ RHENTHEr NOKPLITHA.
2. Cpasy Nnocie HCIOL30BIHKS IIPUKPEIATE NITIPAL ¢ COJICPRkanneM Kak MAHHMYM 20 M’ TeIuiolt BOJIL! B
9H3HMHOTQ UMCTHmErs pacTeopa K GHTHHTY JIl03poRcKoro HAKOHEUIIHKA KaTeTepa, 3aTeM IIpoMOoiTe
BHyTpPEHH#HUM MIPOCBCT KATETEpa.
3. TlorpyamuTe kaTeTep, HANONHEHHEUI PACTBOPOM, B PACTRBOP TEILIDH BOJBE H SH3UMHOTO 0IHCTHTENA. OCTaBbTe
MHHEMYM Ha 20 MUHYT.
4, Haurwre 06paboTky ¢ GUTHHra JIIOIPOBCKOro HERKOHEUIHEA H paboTaliTe N0 HANPABICHUIO K HAKOHEUHUKY,
IIPOMOKHMTE KaTeTep CTPYKTYPHPOBAHHON TKAHEIO, CMOYEHHOM B SH3MMHOM PacTEOPE.
5. Opowraiite BHyTpeHHU IPOCBET KaTeTepa NPHKPEIUICHHAIM MINPHLEM, CONSPKAIIHM MAHEMYM 20 oM’
SH3RMHOTO PAcTBOPa, k GuTHHIY JI0IPOBCKOTO HAKOHeuHMKa Ha kareTepe. [lopropure 3TH nary, noka He GymyT
" yHAICHBI BCE BUIHMBIE OCTATKH CeKPEHH.
6. HasNexHTe KaTeTep W3 SHAHMHOTO PAacTBOPa, 3aTeM TIUATESIIEHO MPOIKMIONTATE BHYTPEHHUE POCHET KaTeTepa,
ACITONB3yA [IIPHI] C COEPKAHHEM THCTOR BoAbL. XOpOLLO OTIOIOCHATE BHYTPEHHIO YaCTh KaTeTepa THCTOoH
TIPOTOYHOH BOJIOH.
7. OUHCTHTE KaTeTep YILTPa3ByKOM B TEUEHHE MHHHMYM 15 MHHYT B Tedenne 25°C (77°T) wid B COOTBEICTBHU
¢ HHCTPYKLHAMM NPOR3BOAHTCIIA YIBTPA3BYROBOTC OIHCTHTEN.
8. U3pnekure KaTeTep U3 YIRTPA3BYKOBOTO OUHCTHUTENS, 3aT6M THATENRHO MPOMICIOLIMTE BHYTPEHHIHA IPOCBCT
muHHAMyM 20 eM® MmCTOM BORL, YTOGH YAANHTE BOe OCTATKHA. TINaTeNbHO NPONoAOUIIe BHYTDEHHHE HaCTH
KaTeTepa YHCTOH MPOTOYHOH BOACH.
9. AKKYParHO NPOMOKHMTE BHENHHE YacTy kateTepa Aocyxa 6e3nopeorol Tkanbio. BEICYIIHTe BHYTpeHHui
NPOCBET U3/(eIHA Ha BO3/YXE, HNY ¢ HCTIONE30BAHAEM METHUMHCKOro (Ge3 Macna) cxaToro Bo3Ayxa epes
- ¢HTEHT JHOPOBCKOTO HAKOHETHHKA.
10. ¥naxyitre Hagenue AN CTEPANAZALMA B COOTBETCTBUY ¢ PEKOMEHIOBaHHBIMH JielicTBiaMH AAML
11. Crepunmzyiite M3AEIHE C HCUONE30BAHHEM 38/IARHETX BEITHYHE I XKeNaeMOoro MeToia CTePHIH3aIHH,
YKA34HHOTO B TaOmHIe.

HHCTOYKITMA ITO HCTIOJb30OBAITMIO SUC-...
Petpueepst (SUC-180-6)

MOKAIAHWS K IPHMEHEHHARO
DR BsACIHA NCTIONB3YIOTCS OAHOBPEMEIO M1 KaHIONMHAPOBAHMA K H3BISUCHHA CTEHTOB H3 KeMYHOrO WIH
IAHKPEATIHECKOTO TIPOTOKA, COXPAHA PacIoNOKeHHe IPOBOAHUKA,

INPHMEYAHHAA

D10 w3lENIHE IPEIHASHATERO TOMLKO J7s OMHOPAZOROTO ACIIONL3oBAlH. [IONBITKH NOBTOpPHO 06paborars,
CTePHIIH3OBATE H/UIHI HCMIOMLI0BATE MOFYT MPHDECTH K OMHOKE B paboTe @3IeNs! WM K Nepeaaye
3a60MeBaHHA. ' _
YIHDpepcanbHBI KateTep Soehendra MocTaB/IACTCA CTEPIIBHEIM M HCIIOIB3YCTCA IOBTOPHO TIPH YCIIOBHH
OeIOCTHOCTH A30CJIEA,

He ucnonessyHre 510 H3zIgAHe B HeNAX, OTIHYAIOITHCA OT YKa3aHHbIX.

. Ecym ynakoBKa OTKpEITR WiH NIOBPEKAeHa, He HCMOUIL3YHTe W3aenue. Busyanbno nposephre Ha HANHYHE
neperu6on, CKpyuuBauui uaH noaoMoK. IIpn obnapyxensH AedeKTa, KOTOPHIH MOXKCT IOBIKATE Ha paoTy
A3IeHA, He Homons3yite ero. [omanyiera, cewkureck ¢ Cook it momydenus RadopManEm o BOIBPaTY.
XpaHHTL B CYXOM MeCTe, H30erarh Nepenanos TeMuepaTyp.
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IMPOTHBOIIOKA3ZAHNWA
0 - Xapaxrepun i ERCP (Ongockomigeckoif peTporpanHoii XonanT HomaHkpeaTorpadinm).

Hcnonp30BaTh 910 H3JEARE MOTYT TOMLKO OILITHEIE BPauH, IPOIMEAUIHe ofyueHnHe. . '
MOTEHIIHAJBHBIE OCJIOXKHEHHAA

Coasanp! ¢ ERCP ¢ BKIIOTAIOT, HO HE OTPAHHUYHBAIOTCA: NAHKPEATHTAMHE, XOJAHIHTAMHM, ACTIHPATME,

. nepdopauneii, KpoBoTEeueHHEM, HHIPEKITYEH, CETICHCOM, ATNIEPTHYECKMI PEAKIHAMM Ha MENHKAMEHTE HIH
KOHTPACTHYIO Cpelly, THIIOTOHHEH, 3aTpyAiteHHeM JWIH OCTAHOBKOMH ABIXAHW, CEPACTHOH apHTMEEH 1L

OCTAHOBKOH cepana.

MEPBI IIPEJOCTOPOXKHOCTH
Q6paruTech K MApKHPOBKe Ha YNAKOBKe Ul NONydYeHns HHGOPMALAH N0 MHHHMATBHOMY pa3Mepy kaHana,
1teo6X0HMOro 119 JaHHOIO M3AEIUa.
Bo3MOKHOCTS HOBTOPHOTO HCIOJIB30BAHMS RIACTHA B OOJIBINEH CTEMEHH 3aBHCHT OT TOTO, KAK ITONL30BATENL

" yXerkHBaeT 3a migenHeM. DaKTOPE], KOTOpbIE MOIYT NPOMAIKHTE CPOK CITYKOBI YHHBEPCANBLHOTO KaTeTepa
Soehendra, BKIIOYAIOT, HO HE OTPAHHYHBAIOTCS: IIOCTENSHHBIM IIPOABIKCHMEM 4EPE3 BCIOMOTaTe)bHBIH KaHal
SHOOCKOTIIA, AKKYPATHBIM M3BIEYCHHEM H3IENH K3 KAHANA, OTCYTCTBACM NETENb H/HIM neperubon KareTepa,
TIIATEIbHOMH O4KCTKOH B COOTBETCTRHE C HHCTPYKIMSMHE 13 AaHHoro Gykuera.

HHCTPYKIIAHA IO HCOOJb30BAHUK)

1. Mpumesarne: Ecnu ynakoeka NPOAYKTa CIYYIaHHO OTKPALIACE, d H3AEIHE He HCIIOb30BANIOCH, HCTHe

MOJMHO CTEPITH30BATL NIOBTOPHO TONLKO OAHH pa3. OOpaTureck K MHCTPYKITHH B KOHHE TAHHOTO PYKOBOJCTBA

IUIA IQUTyHerst HEhOpMALH 10 PeKOMEeHIYEMEIM NIAPAMETPaM LHK/IA CTEPHIIH3AIMA okcuoM sTieHa (ETO). -
: Vnaxyifre mifenne N1 CTEPIIZALUNK B COOTBETCTBHH C peKOMERIalamMu AAMI.

2. Boenure H NOCTeNEHHO NPOABHTAMTE KATETEp HEPE3 BCMIOMOTATelbHbIH KAaHAI SHACCKONA.

3. IlocTenesio NpoARMIdiire COUTHEICIBYIONMA IPOBOAHNK YEPES KaTETEP, TIOKA MPOBOAHMK MOIHOCTEIO HE

DIPOHAET Yepe3 CTEHT K HEe OKAKETCA B TPAKTe.

4, VI3pneKHTe KaTeTep, 3areM OMHCTHTE | TIOATOTOBLTE ero UL HCNONs30BaHHA B Oyayl1eM B COOTBETCTBAH C

HHCTPYKIMAMHE IO OYHCTKE, KOTOPEIe HEYT Aanee. IIpH O4iCTKe IPOBEPSTE HENIOCTHOCTE M (PYHKIHOHANBHOCT

H3nenus, ITQ0EL CIPeAe/UTs BO3MMKHOCTE ero IIOBTOPHOIO HCHIONA30BAHNA. ECH MOARWIHMCE CKPYYEHIIOCTH,

meperH0bl WM 3aI0MEI, HE RCIONERIYATE HIMIEMHe. YTHITHIHPYHATE ero B COOTBETCTRHH C OPraHH3aWHOHHEIME

PYKOBOJACTEAMH MO YTHANSAIMH GHOTOrHYECKH OMACHLIX MEIHLMHCKHX OTXO00B.

5. Beeprre H MPORBAHLTE HHTAHON KOHell YCTpoHcTBa /1 H3B/ICYEHHA CTSHKA N0 PaHEe YCTAHOBICHHOMY

NPOBOAHUKY, ITOKA OH He JOCTHrHeT cTeHTa (Puc. 1).

6. ¥ nepaunaitte KOHe YCTpOHCTBa JULT H3BICHECHHA CTEHTA, KOTOPEIH HAXOUTCA 38 IIPE/CIIAMI SHADCKOA,

* BHUIPSAMJIEHHEIM, IOBSPHUTE PYKOATKY YCTPOHETRA IUIA HIRIEUSHH CTEHTA 110 YRCOBOH CTPEIIKe, IOKA HHETAHOH
KOHeL| IOJIHOCTRIO HE COCUHATCS ¢0 cTeHTOM (Prc. 2). Ilpamedanne: PexoMeHyeTea MaKCHMANLHOE
ClEIUICHHAE HATH.

7. Kax TONLKO CTeHT Oy/eT HaneskHO NPHICOSHAHEH K YCTPOHCTRY JUIA H3RJIEHeHHA, OTKPOIfTe anesaTop

9HIOCKONA U MEJIEHHO BAITAIMBAITE CTEHT B YCTPOMHCTBO JUIS MIBIEYEHHE CTEHTA M3 KaHana, ybenuTech, uTo
IpOBOAHMK ocrajicd Ha mecre. lpamesarne: CMeIIeHHe NPOBOAHMKA HA TPAKTA MOKHO OPeAOTBPATHTE, ECIIH
ONHOBPEMCHHO HAYKHMATh Ha NPOBO/IHHK H BRITATHRATR CTEHT H YCTPOHCTBO Mid M3RITEYEHNS CTENTa Ha

awpockona. Mpeaynpesaerde: EcnH cTeHT oTCoemPHACTCH OT YCTPOHCTEA HADIEYEHHA CTEHTA, IIOKA OH :
HAXOOWTCA B KaHane, TPOTONKHATE CTEHT BIH3 SIIOCKONA H B AIEBATOP ¢ YCTPOHCTBOM IUIA H3BJISUEHMA CTEHTA,
CHora 3aXBaTHTe HHTHIO CTENT B YCTPOHCTBE NS HIBJICICHHA, 3aTEM MEJICHHO BRITAHUTE CTEHT U YCTPOICTBO
HALJIETeHH B3 SHO0CKONA,

Moene 3aBepimemus TponeIypr! YTHARINPYITE HILLIHE B COOTBETCTBHH € OPTAHASANHOHH b1MH
PYKOBOACTBAMH IO YTHAN3ANHH GHOUMHYECKH OACHBIX MeJIHIHHCKHX 0TXOX0B.

HHCTPYKIOHWH ITO OUHUCTKE YHHBEPCAJIBHOI'O KATETEPA

Ipexynpe:;xaenne: Bo BpeMs XpaHe A cKpy4Baiite Katerep B cOBpank ARaMeTpoM Meree § moiiMoB, 4To0s1
H30EKATH NOBPKACHUA. ' '

1. Ipu H3RICUCHHH KATETepa H3 HHIOCKOIA IPOMOKHHUTE HATHIIEK CeXpelH ¢ DHEHero TOKDBITHS.

2. Cpasy nociie KenoTb30BaNHs IIPHKPEITHTE INPHIL ¢ COTepIanueM KaKk MEHUMYM 20 oM’ TeItoit BOE] U
SHIMMHOTO YHCTALIETO pacTeopa K GHTHHIY JIx03poBCKOro. HAKCHEUHHEA KaTeTepa, 3aTeM [IPoMOoTe
BHYTPeHHHII IPOCBeT KaTeTepa.
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3, TTorpyzute KareTep, HANOIHEHHbI PACTBOPOM, B PACTROP TEIVIOH BOJB H SH3HMHOT0 ouncTHTens, OcTaBpre
MHHHMYM Ha 20 MHHYT.
4, Haurwre oGpaBotiy ¢ durrurra JI05poBCKOro HaKoHEUHHKA H pafoTaifTe 10 HANPABNSHMIO K HAKOHEUHHKY,
IIPOMOKHHTE KaTeTep CTPYKTYPHPOBAHHOH TKAHBIO, CMOYCHHOH B SH3MMHOM PacTBope,
a 5. OpouwaiiTe BHYTpeHHHIE IPOCBET KATETEPA NPHKPEILIEHHEIM TITPHIEM, CONSPKANTAM MHEIMYM 20 o’
SHIWMHOTO pacTeopa, K urmHry JoapoBckoro HakOHewtnHiKa Ha xaTereps. [lopTopHTe 2TH Iary, noxa He GyayT
YIaJIeHB! BCEe BHAUMBIE OCTATKH CEKPEIMA.
6. isBnexure KareTep A3 3H3UMHOTO PACTBOPA, 32TCM TINATEIBHO IIPOIOTIOIATE BHYTPEHHHIA IPOCRET KaTeTepa,
HCIIOJIB3YA INIIPHI ¢ CONEIKAHMEM YUCTOH BOMIEL. XOPOIIO ONONOCHATE BHYTPEHHIC) HACTh KATETePa YHCTON
MPOTONHOI BOFIOM.
7. OuncTiTe KaTETEp YILTPA3BYKOM B TeUeHHe MHHMMYM 15 MHHYT B Teuerue 25°C (77°F) nnn B coOTBETCTBUM
¢ HIICTPYKUHAMH NPOH3IBOAXTEIA YIIHTPa3BYKOBOTO O4HCTHTEIIR. )
8. M3pnexHTe KaTeTep H3 YALTPAa3BYKOBOrO OUHCTHTEI, 33TEM TINATEIBHO IPONOIONIHTE BHYTPEHHMIH IIPOCBET
MuEEMYM 20 cM® YHCTOH BOMEI, UTOGH YAATHTS Bee ocTaTkH. TINATENLHO POTIONCIIHTE BHYTPEHHHE YacTH
KATeTepa YHCTOH MpoToulioi BOMOH.
9. AKXYpaTHO OpOMOKHHTE BHEIIHHE YACTH KaTeTepa nocyxa Oe3popcoBoil Tkagb0. BricylinTe BHyTpeHANI
IPOCBET H3AS/IKA Ha BO3AYXE, MIH C HCTIONB30BAHHEM MCIHLMHCKOrO (Be3 Maciia) cKaToro RO3LyXa 4epes
(rrryHr JI0IPOBCKOTe HAKOHEYHHKA.
10. Vnaxyiite H3genne s crepHIH3alHi B COOTBETCTBHHE C PeKOMEHAOBAHHEIMY JeficTBuaMu AAMI.
11. CTepunusyiite H3AeNHE C HCMNONB30BAHHEM 330AHHEIX BEJIHYHH UL JKEJAEMOr0 METOAA CTCPIIIH3ALIMH,
yKazaHHoro B Tabiunue.

HHCTP YK IO HCTIOJB30BAHMIO
Perpusepst (FS-XB-2X4)

IMOKA3ZAHHMA K IIPHMEHEHHIO
JlaHHOE H3JeNHe HOMONB3YETCH M SHAOCKOMHYECKOID M3BICHESHH eI HHbIX KAMHEH B HHOPOHbLX TEJL.

IIPUMEYAHWST

310 H3AEHE NPeIHA3HAYSHO TONEXO T OHOPA3OBOTO HENONE30BaHMA. [lomkrTin nosTopHO obpabotars,
CTEPHITHIOBATE H/YIH HCMOIE3OBATE MOTYT TIPHBECTH K otnubke B paGote HiflenH: WHIH K Nepefade
3aboneBanud.

Ecni ynakoBKa OTKpbITa HITH NIOBPEXAeHa, He HCNONE3yiTe Hinenne. Bu3yansHo NpoBeprTe Ha HADTIHE
neperndoB, CKPyIHBaHHH KK onoMok. IIpa obHapy:xeH AedreKTa, KOTOPBUA MOKET NIOBIHATE Ha paboTy
H3pem, He ucnonb3yiite ero, Ioxanyiicra, cesaxurecs ¢ Cook amt nmonyueHun HHGOPMALMIM 110 RO3BPATY.
XpasuTh B CYXOM MecTe, H3DeraTh Nepenaaocs TeMIepatyp.

Hcnons30BaTh 3T0 H3JEHe MOTYT TONLKO ONLITHEE BPadH, NpolIeme ofydenne.

ITPOTHBOITOKA3IAHHAA

IIpotHBONOKA3AHMA HBILIOTCH XAPAKIEPHEIMH Oii TEPBHYHAIY. PHAOCKONMMYCCKMX [IPOLEAYP, NPOBOLHMBIX
CUHOBPEMEHHO ¢ HIRIEYCHHCM HHODOJAHBIX TCII. .

Eenu paHHOe M3neNMe HCMONEIYETCA ANA M3IBICUEHHA SKENMYHBIX KaMHeH, NpPOTHBONOKAZAHHH BKIIOYAIOT
aMITyonoie6Hoe pacKkpLITHE, KOTOpoe He MoxeT obecneduTs croGONHSI NPOXOT KAMHA H KOP3WHBL,

NOTEHIMUAJBHBIE OCJIOKHEHAA

. TIoTeHUHANBHBIE OCIIOMHEHMS, CBAZAHHHIE C FACTPOHHTECTHHANLHOIL sHA0cKoNHel 1 ERCP, BiunoyaroT, HO HE
OTPAHHYHBAIOTCA: MAHKPEATHTAMM, XONAHTHTAMH, CenicHcoM, epdoparmeH, KpoBoTeueHREM, AcTUpatHer,
JKapoM, Hirbexiueii, rHoToHMe}, annepruvyeckKiuMH PeaKIHAMM Ha MEHKAMEHTE], 3aTPpyAHEHNEeM HITH
OCTAHOBKOH ABIXaHMA, CEPACUHOH apUTMHEN WIKW OCTAHOBKOH cepaua.
Jlpyrue noreHUManbHbIC OCTIMKHEHH, CBA3AHHAIE C H3BJIEYCHHEM JXE/IYHAIX KAMHEH WIKH HHOPOIHEIX TEll,
BENHYAKIT, HO HE OrPaHAYHBAIOTCA: 32aKIIHHHBAHHEM uﬁ'be[cra, acnnpauﬂei'[ HHOPONHOIG TeNa, JIQKATHI0OBAHHBIM
BOCIMAIEHHEM, CIKATHIME HEKPO3aMH.

MEPLI IPENOCTOPOQJKHOCTH

ObpatHTecs K MapPKHPOBKE Ba YNAKOBKE AN NOMyUeHHs HH{IOpMALHK N0 MUHHMANLHOMY Pa3Mepy KaHala,
HeoOXoaHMOro I1g AaHHOCD H3NE/IHA. ) )

JuamMerp NpoBOAHMKA H BHYTPEHHErO IPUCEETA HPOBOIHMKIBOTO H3ACHHA JOMAKHE OBITh COBMECTHMBL,
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Ecnu n3nense Gyaer HCMONL30BATLCA JUIA YOATEHHMA JKeIMIILIX KaMHed, Heo6XoIuMa oLIeHKa pazMepa KaMHs H
amITynonogoGHOro OTASPCTHA I ONpeic/eHHs HeobxoMMoCTH NposeaeHns chuakTepoTomMuu. Ecin
HeoOX0MHMO [IPOBECTH CHUHKTEPOTOMHIO, GICAYET cobmoaars Boe COUTBCTICTEYIONHE Mk '
TIPEAOCTOPOKHOCTH, 00paATS BHUMAHHE HA BCE IIPCAYTIPCKACSHHUI.

a HaseximH xoHTpacta BO Bpems ERCP HOIKEB! OTCNEXHBATECH IPY MOMOIIH perrrreHockona. [lepenonense
NAHKPEATHYECKOT O MPOTOKA MOKET TIPHBECTH K NAHKPeaTHTy.
Jannoe u3sielTHe HUKOIAA He JOSDKHO CKPY4YMBATLCA B CIIMpalle MeHee 8 moiivos (20 o) B apameTpe.

OPEIYIIPERIEHME

Hanenne me cOBMECTHMO € THTOTPHICHEH.

TIpH H3BNeyeHHn HHOpOAHoOro Tena 13 Bepxuero J(KT, cobmopaiite YpeamMepiyO OCTOPMKHACTS U u3beralite
OKKJTIO3HH BO3MYLIHBIX MyTEH.

Moxer norpefoBaThes XUpYpPrHYECKOe BMEATEILCTEO B CTy4ae BOIHHKIIOBSIIHY 3aKTHHEBAHHA,

HAHCTPYKIOHHA IO HCOOJb30OBAHMIO (CM. PHC. 1)
L. Ecm ncnoas3yerca nopt BEyTpENpoTodHOro obmMena (IDE) 7 panee yeTanoRMeHHbI KOPOTKHH
npoBoa.

" 1. IToAHOCTRIO BLIABHITYE KOPIHHY M3 NOKPEITHA, PasONOKHPYHTE KOPOTKHIL NPOBOK, OT H3NE/IHA OIOKHPOBKI
NIPOBOJHHKOR H IPOABAHETE HAKOHEYHHK KATETEPAa KOP3KMHbI IO paHee YCTAHOBIEHHOMY IIPOBONHHKY,
ybenuTech, YTO NPOBOAHMK No11an B katercp B nopre JDE,

2. Breape U3feIne BO BCIOMOrATENEHEI KAHAT 3HAOCKOM, CHOBA 3a0ioKMpyHTe IPOBOJHUK K YCTPOHCTBE
OIIOKMPOBKH POBOHUKOR, A, OTKPHIB DIEBATOP, IOHEMHOrY NPOABUraiTe Icopamiy, IIOKA OHA HE MOABUTCH B
TIOJIE 3PeHnA SHIOCKONA, BEIXOA 38 IIPEAIIE! TPRHHLEL.

3. TIpH MOMOLIH 31AOCKONA KITH PEHTTEHOCKONA BH3YAIM3UPYHTE OOBEKT JULR H3B/ICYECHHS M IIPOJIBHHETS
KOP3HHY B COOTBEICTBYIOIIEE NOI0MKeHHe. PasMerTHTE IIOKPHITHE KOP3HHB! 3a IIPENCIIaMH NpeaMeTa Nepea
pacluHpEeHHEM KOP3HHEI A1 3aXBaTa IpeAMETa A3BJIeHCHI.

4. [Noxreepaure KestaeMoe PacIoIkesre NOXPHITHA KOP3HHE OTHOCHTEIIBHE NpeaMeTa.

5. BRABAHETE KOP3UHY M3 IOKPRITAA, HAXKAR HA PYKOATKY Brepef. PaimectiTe KOP3HIly BOKPYT LIEJIEBOTO
pCAMETa B MEJUIEHHO BREITATHBATE PYKOSTKY, NOKa nipeaMer He 6yaer 3axpaveH. [Ipamesanne; Moxer
noTpefoBaTECA NPOABHHYTH KOP3HITY HA3aA H Bieped BAOD NPEAMETA, YToOb! 3aXBATUTS €0,

6. 3aapHHETE KOP3HHY B NIOKPHITHE, YASDKHBAA 3aXBAYEHHbL IIPEAMET.

IIpenynpexnenne: [Ipn BOIHUKHOBSHMH TPYAHOCTEH NIPH EO3BPAICHHH KOPIUHBL H3 MTPOTOKA MOXXHO HEMHOTO
HLKATE Ba PYKOATKY L1 PYYHOTO HutoMa xamHA. EciH npoxoi Bee cme 3aTpyaHeH, Moxxer notpeboparhes
XHPYPrHYECKOE BMEIIATENIRCTEO,

ITpumeuanue: ITocne H3BICHEHHA BeeX KaMHeH paHee ycTeHOBIEHHEN IPOROJHNK MOKHO OCTABHTDL Ha CBOEM
MeCTe, 910061 OONerYuTh BReIeH e NPYFUX MPOROHUKOBLIX mraesnii. Ecim mponofHEK JOJDKEH OCTaTheA Ha
MecTe TIPH M3IBJIeYEHHH H3IeNA, Npofenaite clenyromue NeHCTRHA: '

7. Tlepea u3BNeueHHeM H3AENHA KCNONb3yHTE MAPKEPOBKY Ha KATETEPE UL HOATBEPKACHH Torg, yra IDE mapr

- HAXOHWTICK B [IPOTO4YHOI CHCTEME. '

8. BryapHTaiiTe MPOROIHNK, MOKA PEHTTEHOKOIITPACTIHEI JHCTANBHLT HAKOHSUHMK IPOROIHHKA HE
BBICBODOAMTCA M3 NMPOCBETA NPOBOAHHUKA.

9. ITponenHeTe BHICBOOOIKICHHELH IPOBOMHHK 101 COXPAaHEHHH TIPOIOYHOIO AACTYA.

10Q. 3abnoxupyiite NPOBOAHHUK B YeTpoicTBe GI0KHPOBKH IPOBONHHUKOB H HIRIEKATS W3AENHE HI
RCIOMOraTeIsHOTO KaHANA SHAOCKOA.

11. IToAroToBETE MM YTHNEHpYHTE HIBTEeUeHHEt 06paiel] B COOTBETCTBHH C OPraHH3AUHOHHEIME
PYKOBOACTBAMH.

IT. Ecan Bcnosn3yeTcs ROPT NpoKcEMaRLHoro apoeoganka Port (PWP) i paaee yeranosienmbeii
AJIHHEEIH IIPOBOAHAK. -
IMpyuMevanrse: Jig HAWIYHILEX Pe3YNETATOR NIPOBOMHMK BCEr/a AOJDKeH OB YBIKIIETIHEIM.

L. TTosnocTEI0 BEIABHHYE KOP3HHY B NOKPEITHE, BBEAWTE HAKOHEYHHK KATETEpa KOP3HHEL Ha paiHee
YCTAHOBJIGHHbIH JHHHbIH POBOAHHEK, YOENWTECH, TO NPOBOAHHK HAXOMUTCA B KaTeTepe B PWP.

2. IloreMHOry NIpOABHIaiiTe H3AEIHE Yepe3 BCIIOMOTaTENbHELA KAHAN, HOIIOJb3YA CTAHIAPTHYH) TEXHHKY oGMeHa
AJIMHEOTO IPOBOJIA, 110KA OHO He BUSYANN3HPYETCA B IIONE 3PCHUS JHOCKOMNA.

IPOJIEJAUTE IHATH 3-6 H3 “PAB,I[E.JIA I, 3BATEM BEPHHUTECE K IIATY 3 HIXKE:

3. Maenexute B3aenne, HCLONR3YS CTAHNAPTHYIO TEXHUKY 0OMeHa ANMHHEIX MPOBOAOB. 4. TIoAroToRETE HIH
YTHIHBHPYHTE H3BIeMeHHbIH 00paser] B COOTBETCTBHH ¢ OpraHM3aliHOHHEIMH PYKOBOACTBAMH.

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



Tiocae 3aBepleARs XPOLEXYPHI Y THAHAPYiTe HIETHE B COOTBETCTBHA ¢ OPTANH3ANAOHHBIMA
PYKOBORCTBAMH IO YTH/IAIAIAA GI0N0THYCCKA ONACHBIX MEAHTEHCKAXL OTX0A0B.

1.

...i-‘;}:-}-;::':::-,
Wire Guicle Port G-

I
Z - gy o emtoecs gy NTSEE T SR "__1- -
# J/ e
IDE Mark

i_[DpT MPOoBOJHHKA
Mapxuposxa IDE

MHCTPYKIUS [0 HCTIOIB30BAHMIO

Petpupepn (WEB-1.5X3.5; WEB-2.5X5; WEB-2X4; WEB-3X6)

IIOKAIAHHA K NPUMEHEHWIO

NanHoC M3ACIHE RCIONb3YETCS U HHAOCKOMMYSCKOTO H3BJIECHEHHS JKEM4HBIX KAMHEH H HHOpPOAHBIX Ter.

NPHMEYAHNNA ‘

DTO H3IENHE NPeJHASHAYCHO TOMEKO ANS OXHOPA30BROI0 KCnons3oBanns. [Tonertke nosropHo obpaboTars,
CTEPIUTH30BATR 1/HITH HCTIONBA0BATE MOTYT IPHUBECTH K omuGKe B paboTe H3eNnus B/HIA K [epeaade
za(oJeRaHp.

ECiM ynaxoBKa OTKPLITA HITH NOBPEAIEHA, He HCNOoub3yiite M3jcmue. Basyalnsyo npoBepsTe H2 HATHYHE
neperu6os, ckpydHpaHui MK nonomox. [IpH oGHapyskeHHH neeKTa, KOTOpEIE MOKET NOBIHUSTE Ha paboTy
Ha3fe/Hs, He Heronb3yiTe ero. [Toxanylicra, caskrrecs ¢ Cook ATA NomydeAns HHOPMALMH 110 BOIBPATY.
XpaHuTEL B CYXOM M&CTe, H20eraTh epenajioB TCMIEparyp.

HMcenons30BaTE 3TO H3HEIHE MOTYT TOJBKO ONBITHBIE BPAYH, Npomenuine obyuenue.

IIPOTHBONOKA3AHUA

XapaxTepHbie A1X NePBEIHEIX SHAOCKONMIECKUX NPOLEAYD, KOTOpbIe JIOIKHEL OBrTh NPOBENIEHE! OJTHOBPEMEHHO
¢ M3BJEYeITHEM HHOPOXHBIX TEl.

Tepdoparum.

Ecnu JaHKOC H3eTHe ROMONB3YeTes JA H3BICUEIIHA SKeTIHEX KaMHeH, NPOTHBONOKAZAHHA BKILOYAIOY
amiynonofeBGHoe PACKPEITHE, KOTOPOe He MOsxeT 0fecnewurs CBoGORHbIH IPOXO/, KAMHA B KOP3HHE!,

TNOTEHIIHAJBHBIE OCJIOXHEHHMSA
TIoTeHUHANBHEIE OCIOAHEHH, CBA3AHHBIC C racTPORHTeCTHHANEHOT spockonkelt 1 ERCP, BkmovaioT, HO He
OrPAHMYMBAIOTCH! MIRHKPEATHTAMH, XOIAHTHTAMH, CETICHCOM, NIepdopaliel, KPOBOTEHSHHEN, ACIUpPaLME,

- sxapoM, HEGekuHeii, THIOTOlHEH, AlIEPrHYSCKHMH PEAKIMAMH HA MEAHKAMEHTEL, 3aTPYAHCHACM HIIH

OCTAHOBKOH NEIXaHHS, CEpAEYHOll aPHTMHCH MM OCTaHOBKOH Cep/ra.

Apyrue NOTEAUHATEHBIC OCIOKHEHHA, CBAIAHHEIC C HIBJIeYeHHeM JKeTHLX KXaMHeH WM HHOPOAHLIX Tell,
BKJIIOYARKOT, HO HE OTP!IHH‘IHB&IDTC}I JAKTHHABRAHHEM oﬁbelcra, acm—lpau,ﬂeii HHOPOIHOIO TEMA, JIOKANTHIOBAHHELM
‘BDBHMEHHEM CHKATHIMH HEKpPOIaMH.

MEPBIL [IPE,I[OCTOPO}KHO CTH
OfparHTech K MAPKHPORKE Ha YIIAKOBKC VLA NIONYHEHHA MBGOPMATIH TT0 MEHUMANLIOMY DasMepy KaHana,
HeoOX0QUMOro I JAHHOTY H3/CHHS.

370 pageIne ¢PEMESTHVO ¢ IHTOTPHITIOROM SochendraR.
JlanHoe H3jeaHe HEKOrAA He A0IDKHO CKPYYHBATECA B CiHpanh Menee 8 moliMos (20 cM) B muramerpe.
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" HarsmkeHHEe TOKPHITHS TIPH NPOABIKEHHH HIK H3BISUGHHH KOP3HHE! MOXKET NOBPSAUTE H3AETHE H CXENIATh €0
HepabounMm. :

a OPEAYOPEXJAEHHS .
TIpw n3snederHn HHOPOIHOTO Tena B3 BepxHero KT, cobmoaaitre dpe3sMepHyo OCTOPOHHOCTS B iberaiite
OKKJIFO3UH BO3MYIIHEIX IIVTCH.
Mozer norpeCoBATECA XHPYPIHIECkOe BMEILATENBCTBO B CITyYae BOSHUKHORCHUSA 3AKTHHHBAHHS.

HHCTPYKIHH IX0 UCIIOJTB3OBAHHIO

1. TIonHECTLIO BEIABKEYE KOP3HHAY B IIOKPEITHE, BBEHTE H3AC/IHE BO BCIOMOTATE/IBHEI KaHAII 3HAOCKOIIA.

TToneMHOTY NPORBUraiTe H3NCIIHE YEPES KAHAI, NIOKA TIOKPHITHE KOP3UHBI HE TIOABHTCA B TIOJIE 3PCHHA

SHAOCKONIA. _ .

2, [1pH OMOIIY SHAOCKONA KM PEHTTeHOCKONA B3y TH3HpyliTe 00BeKT A1 HIBNCUEHUS H IPOJBHHETS

KOP3HITY B COOTBETCTBYICIIEE MONIOKEHHE. PETTEHOCKOIMUECKAS BU3yaTH3aliA MOKET OBITh YCHIICHA IIDH

BBEAEHMH KOHTpacTa Jepe3 (purHHr OOKOBOH PpyKOATKH. PasMecTiTe IOKPHITHE KOP3HHEL 3a IIpeicaMi

NpeaAMETa HePe]] PACHIHPEHHEM KOP3HHEL UL 3aXBATA MPE/IMETA WIRIICHEHHH.

3. [Tocne NOATREPAEHNA AEAEMOT0 PACTIONONEHHS TIOKPAITUS KOPIHIILI OTHOCHTEIIBHO 1ENeBOT0 NMPeIMeTa,

BLIABHHBTE KOP3HHY M3 MOKPHTHA. Pa3MECTHTE KOP3HHY BOKDPYT LIS/IEBOTO TIPEAMETA H METICHHO BEITATHBATE

PYKOATKY, NI0Xa NPEAMET He OyAeT 3axBayeH. Hpnueqanne. MoxeT noTpeboBaTECs NPOABHHYTE KOP3HHY Ha3a)

H BIiepe BAOJb PEAMETA, 4TO0bL 3aXBATHTE €rO.

4. 3ajpuraiiTc KOp3UHY B KaHAI, TIOKA HHOPOAHOC TEIO HE OKAXETCA HAPOTHB HAKOHEYHHKA SHA0CKOTIA, 32TCM
- H3BICKHTE SHZOCKON K3 Tella narmenTa. CoXpansiire peHTTEHOCKOIMMYECKYIO BU3YANM3AIHIO VI

HOATBEPKASHAS TOT0, UTO IpeaMeT No-npexmeMy 3axsavcH. Ilpenynpexnenne: Ecid ecTh CIOKHOCTH NPH

M3BIIEYEHHH KOP2MHEI M3 NPOTOKA, HEMHOTO HATAHMTE DYKOSTKY U PyTHOIO M3noMa kaMis. Ecii npoxox Bee

€1LE 3ATPYAHEH, MOKET NOTPeOOBATECH XUPYPrUYCCKOE BMEIIATCNBCLEO,

5. TloAroTOBBTE MITH YTHIIMZHPYRTE HIRICYCHHBIH 00pascl B COOTBCTCTBHM ¢ OPraHM3aIMOHHBIME

PYKOBOZCTBAMH. ! :

Tociie 3aBepIMEHNA TPONEAYPE] YTHAHIHPYITE HIeREe B COOTHETCTBRH ¢ OPTaHM3ANMHOHHEIME

PYKOBOCTBAME N0 YTRIHIANAK GHONOTHIECKH 0MACHEIX MEARMAACKHX 0TX0/10B.

HHCTPYKITHS ITO HCTTOJIE30BAHHMIO FS-LXB-..
Petpunepsi (F S-LXB-2X4; FS-LXB-3X6)

ITOKA3AHHS K TIPUMEHEHHIO "
Haunoe w3genve ucnomsye"rcn JUTH IHOOCKOIMYECKOTO H3BICYCHAA KETUHLX, KaMuell H HHOPOIHEIX Te,

OTPAMEYAHUE
Haiioe m3penue nperrasHateH0 TOMBKO NI OJHOPaloBore NMpHMeHeHHs. [lomwITkn noeropHO obpaGoTarth,
CTEPMIN30BAT: W/MIM MCOONE30BATE MOIYT NPHBECTH K ommOke paboTHi H3jenmd WHIH K nepexade
3a00neBanun,

. He ncnonesyHte 370 H3genne B OCIAX, OTIHYAIQNIMXCE OT YKA3aHHABIX,
Ecnu yrmakoBKa OTKPEITA HITH TTORPEKICHA, HE HCTIONE3YATE HaztenHe. BH3yanmsHO IpOBEpETE Ha HATHYHE
NeperuGon, CKpyYMBaIt WiH noltoMok. [Ipn ofrapy ey nedekra, KOTOPLE MOET MOBIHATE Ha paBoTy
H3e/HA, He Henone3yiiTe ero. [loxamyHora, cemirecs ¢ Cook s nomytienssa HAGOPMAIHHE 10 BO3BPATY.
XpaHuTs B cyxoM MecTe, H30erars epeiiafoB TEMIIepaTyp.
Henonezopatk AaHHOE H3AENHE MOTYT TOJIBKO OBITHEIG BpalH, NpoLIeIe o0yyeHne,

ITPOTHBOITIOKAZIAHES

- XapaKTepHEIe A1 NepoHYHLIX JHAOCKOMAYECK X NPONEYP, KOTOPEIE JOMKHEI OBITE TIPORCHEHL] OABOBPEMCHHO
¢ H3BNEIGHHEM HHOPOIHEIX TeJI.
Ecnu manHOS H3AeTHe HCNONE3YeTos I H3BIICUGHHA JKEMTHBX KaMHe#t, MPOTHBONOKA3AIHS BKIHOYAIOT
aMIyaonoa00HOe pacKpsITHe, KOTOPOE HP MOMKET 00gCHeIRBTH CBOOOIHEN NPOXoa KaMHA B KOP3HHEL
JOnonEyTeNbHbE TPOTHBONOKA3AHMA BIJUOYAIOT, HD He OFPAHHHBAIOTCA: FKETIHORK nepdoparmeit,

MOTEHIHAJIBHBIE OCJIOKHEHYUA
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TIoreHIHANIBHEBIE OCAGKHEHHA, CBA3AHNEIC ¢ FaCTPOMHTECTHHANBHOK sHAockonmei 1 ERCP, BRIIOYAIOT, HO HE
OrpaHHYHBAIOTCA: NAHKPEATHTAMH, XONAHTUTAMH, CETICHCOM, nepopauyeH, KpOBOTEYCHHUEM, ACUpaIHeii,
JAPOM, HH(DEKLHE], THIIOTORME, A PrHYCCKIMM PCAKIMAMH HA MEMXAMEHTEI, 3aTPY/THSHHEM HITH -
OCT2HOBKOH [IpIXaHUs, CepIedHOH apHTMHSH HIH 0CTAHOBKOH cepaua.

JIpyrae moTeHUHATEHEIE OCIOKHENHA, CBA3AHHBIC ¢ H3BNeUSHHEM JKETUHEIX KAMHEH FIIM HHODOAMBIX TE]L,
BKIIOYAIOT, HO He OrPAHAYMBAIOTCA: 3aKITHHUBAHACM O0BEKTA, ACIHPAMCH HHOPOIHOIC T4, JIOKAMH30BAHHBIM
BOCIHAJICHHEM, CHATHIMH HEKPO3aMU.

MEPBI NPEJOCTOPOKHOCTH

Q6paTHTeCch K MAPKHPOBKE Ha YUAKOBKE JUII ITOJIYYCHHA HHPOPMATIN 0 MMEHMANEHOMY Pa3iMepy KaHarna,
HeobXOMMOro 1 AAHHOTO H3/CHIAS. _

Ecn manenne GyneT HCTIONL30BATLCA A YIANGHHS JKEMIHEX KaMHel, Heo0X0QuMa OLEHKa PasMepa KaMHR H
aMmynonoAoGHOro OTBEPCTAR ANIA ONIPEAENEHHA HeOOX0AMMOCTH IPOBE/CHRHA C(PMEKTEPOTOMHH.

JlarHoe najieNHe HEKOTAA He JODKHO CKPY4MBATECH B CIHpailk Mesee § molivor (20 om) B iHaMeTpe.

IPEXVIIPEXX TEHWA

Ecim xamens He momydaeTes 3HAOCKONNIeCKH YAAIHTS IPH NOMOIIA KOP3UHEL, COBMECTMMUE YCTPOHCTEO
HAKa4UKH/MHTOTpHITepHOe YorpolicTso H/mu Conquest TTCR kabens aurorpumopa Heo0xonuMsl as
MEXaHIYecKOTO H3/I0Ma KaMHs H 00JIerycHus H3ENe9CHHA, .

(DparMeHTH NPOBOAOR KOP3HHbI WIH XAMHH MOTYT OCTATBCH B IPOTOKE NP NHTOTPHIICHH, YTo moTpebyer
XHPYPrU4ecKOro BMelaTcIbCTBa.

TIOAT OTOBKA CACTEMbI
IIpoMoiiTe MELEKUMOHIILLIL IOPT KOHTPACTOM, ITO0H! BEITYCTHTE BO3IYX.

HMHCTTYKIIHH IO HCTTIOJIB30BAHHIO (CrvoTpyTe AMaTpaMMy B KORIlE AOKYMEHTA.)

*1. PazGnoxmpyiiTe IPOBOAHKK Ha yoTpolicTBe GNOKMPORKH MPOBOIHHKOB H NPOABMHBTG HAKOHEYHHK KaTeTepa
- KOpP3WHBI 110 TIPE/IRApUTeHO YOTAHOBIEHIIOMY TPOBOOHHKY, YOeOHTeCh, UTO NPOBOMHME BEUNIE] M3 KATETEpa B
_ Topre Zip.

2. BBeiyTe H3meNHe BO BCOOMOraTeIbHELIM KaHan 3HAOCKCHR, CHOBA 3a0iiokupyHTe IpOBONHHK B YCTPOHCTBE
OnuKHpOBKH IIPOBGIHNUKOB. OTKPBIB MIERATOP, NOHEMHOTY IPORBHraiiTe KOPIHHY, IIOKA OlIA HE NOABHICH B HONES
3peHHA 3H7I0CKONA,

3. IIpu MOMOIIH 3HAOCKONA HITH PeHTTeHOCKOMA BUIYATH3HPYHTe 00BEKT /1A H3BNEICHHA M IPOIBHHETE
KOPSHHY B COOTBETCTRYIOmEe Nonokenne. Hpamenanne: Perregockonmteckan BU3yana3aiii MOKeT ObITe
YCH/IeHA [IPH BBEASHHH KOHTpacTa 1epes quruHr GokoBoit pyxoaTks. PasmecTure OKPEITHE KOP3MHBI 38
npeAeaMH NpeaMeTa nepes paciuspenueM kop3yHel. IIpaveuanne: BBCII,CHHC KOHTPACTa MOJKET NPOBOHTRCH,
€CITH TIPOBOJIHHK HAXC/WTCA Ha CBOEM MECTE.

4, TToaTREpHHTE KENASMOe IONOKEeHNe TIOKPRTHS KOP3HHE OTHOCHTENBHO IpeaMeTa.

5. MeIeHHO BELIBHTANTE KOP3HIY H3 MOKPHITHA. PasMeCTHTe KOP3HHY BOKPYT LIEJIEBOTO NPEAMETA H MEIUICHHO
BBLITATHBAlITE PYKOATKY, IOKA NIPEAMET He DyeT 3axBatieH.

6. 3anpuraiite KOp3uHY B TIOKPEITHE, yaep:xupad nmpeavet. Ilpeaynpexaenne: Eciy BO3HUKAIOT CIOXKHOCTH IpH
H3RICYECHUH KOP3HHEL M3 IPOTOKA, HE IIPRMERaiTe YpeaMepHLIe yeHaad. YMepeHRoe Bo3yeHcTBIe MOXKeT
TIPHMEHATRCH JUTA 3aKPHIBAHHA PYKOATKH H PYYHOTO H3IOMa KaMuA. E¢im npoxos Bee eme 3aTpyaitets, MoKeT
noTpeGoRaThes XHPYpPrudecKoe BMEINATENLCTRO.

Hpamveuanae: [Tocne H3pneyemsa BeeX KaMHel panee yCTaHOR/ISHHAIH IPOBOJHAK MOKHO OCTABHTEL Ha MECTe
1 06Nervenisl BBEOSHHS APYIHX. MPOBOAHAKOBLIX H3AEIIHIL.

7. OmyCTHE 1CBATOP U 330BHHYB KOP3HHY B IOKPBHITHE, MEUICHHO H3BIEKAHTC M3/CIHC H3 BCIOMOTATEIRHOID
AHHOCKOMMYECKOTO KaHAA, IIOKA He YBHIHTE H3MCHEHAS 1[BETA KaTeTepa, a BOpT Zip He packpoeTcH.
PazbmokHpy#TE NPOBOIHHK M3 yeTpolicTRa 6IOKNPOBKH NPOROAHNUKOR H 3aMEHHTE TPOBONHHAK.
Hpcaynpexgenne: [lonpenentie IpocBeTa NPOBOAHMKA MOKET NIPOM3ONTH, €M OPT Zip SBAASTCA BHAHMEIM,
a M37e/IHe BEITATHBAGTCA M3 BCIOMOTATENEHOTO KaHand G NPOBOMHAKOM, 3a0/10KMPOBAHHEIM B YCTPOHGTBE
firoxnpoBru NpOBOAKRKHKOB, Ecid NPOCELET POBONHMKA IIOBPEKRIACTCA, YTHIIHIHPYIHTE H3/IEHe.

8. Croga 3abnokupyiiTe NpOBOAHHK B YeTPOcTES GIIOKHPOBKHE NPOBOHHKOB H H3BJICKHTC H3/IEIHE HI
BCTIOMOTATENHHOrO KAHANA 3HIOCKONA.

HMocxe 3aBEpMIENAEA NPONESHYPhI YPRIHIAPYHTE H34e1He B COOTBCTCTBHH € OpraHAANHOHHBIME
PYKOBOACTBAMH II0 YTHAH3IANAH GHOMOTAYECKH ONACHBIX MEIARHECKAX 0TI0N0B,
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Injection port = MHBEKMMOHHEIH HOPT
Zip port = napr Zip

IIpo JpelHeHNd  <€IOpPOB B _COOTBECTBHH cHCTBYWINAME [OPZBRJIAME H _TEeXHHYeCKHMH

CTANNAPTAMH ,
Jins adopruieHns Bo3BpaTa Npockta yeegoMuts Komnawuio COOK no axpecy:

Cook Medical Europe Lid

- O'HALLORAN ROAD
NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND
TEL: +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

CPOKTOOHOCTHU

Cpox xpaHeHHA YKa3aH Ha 3THKeTKe. CpOK FOKHOCTH OTIPENeNSeTCA 0 YKa3aHHEIM BPEMEHH IPOH3IBOACTBA
(CMMBOM 3aBOJA) H YCTAHORNCHHOM JATE HCTEYEHNA CPOKA MAHOCTH (CHMBOI HECOUHBIX Tacor). PasHuna Mexmy
ITUMH ABYMA BATAMH COCTAB/IET CPOK MOMHOCTH,

CpoK rOOHOCTH BCEX PETPHBEPOB ONHOPA30BLIX B Pa3HUHbIX BAPAAHTAX ncﬁonﬂemm, ¢ TIPHHALTEMKIIOCTAMH,

YIOMAHYTBIX B IAHHOM CBOJIE TeXHHU4ecKoi undopMarms, cocraniser Tp# (3) roga.

. IPABRJIA CTEPHIH3IAITHH
Perpusepsl { SSR-10; S5R-11.5; 8SR-5; SSR-7; SSR-8.5; SUC-180-6; BMB5-2X4-8; FS-LXB-2X4; FS-LXB-
3X6; FS-XB-2X4; MB-35-2X4-8; MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-21-2X4; MSB-35-2X4;
MSB5-1.5X3.5; MSB5-2X4; MWB5-1.5X3.5; WCMB-200-4; WEB-1.5X3.5; WEB-2.5X5; WEB-2X4; WEB-
3X6; WNSB-12-24; WNSB-8.5-50; BSM-100; BSM-200; BSM-300; C-NTSE-2.4-115-NC3; C-NTSE-2.4-115-
NCT4) nocrarngioTCA CTEPHNEHEIMH B 3AIHTHAIX OTKPHITHIX NAKETaX. [l rapaHTHPOBAHHOTO YPORHA
crepussoctd (SAL) 10° npemycmotpen yTBepaigienssnii meron creprmiasanma ¢ nomomso E1O (oxcnaa

sTriieHa). He nenons3yiire crepiibHblit IpOIYKT, €CIH €CTh COMHEHHA B €0 CTEPHILHOCTH.

IIPABILITA XPAHEHUS
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JlaHHEIE YCTpONCTRA CleAyer XPaHUTE B CYXOM MecTe, naberas peskHx neperanos TeMneparypal.

TpaHEtHOPTHPOBKA

Perpupeps! OQHOPa30BBIC B PANIMHHRIX BAPHAHTAX WCTIONHEHMS, ¢ NPHBANICKHOCTAMH TPAHCIOPTHPYIOTCH
BCEMH BHIAMH TPaECIIOPTA B KPHITBIX TPAHCTIOPTHLIX CPEACTRAX B COOTBETCTBHH C JEHCTBYIOLUMME PaABAIAMH
[IEPEBO30K.

KovnojzekT Mo¢cTABKH

PeTpHBeph OAHOPA30BBIE B PA3IIHYHBIX BAPHAHTAX HCTIONHEHNA, © IpHIaanexHocTaMa ( SSR-10; SSR-11.5;
SSR-5; SSR-7; SSR-8.5; SUC-180-6; BMBS5-2X4-8; FS-LXB-2X4; FS-LXB-3X6; FS-XB-2X4; MB-35-2X4-8;
MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-21-2X4; MSB-35-2X4; MSB3-1.5X3.5; MSB5-2X4; MWBS5-
1.5X3.5; WCMB-200-4; WEB-1.5X3.5; WEB-2.5X5; WEB-2X4; WEB-31X6; WNSB-12-24; WNSB-8.5-50;
BSM-100; BSM-200; BSM-300; C-NTSE-2.4-115-NC3; C-NTSE-24-115-NCT4) mnocraBnsioTes B
HHJMRHIYAILHOH ynakopxe. HHAKBHIYaNbHEE YNAKOBKH YKIa/LIBAIOTCA B AIIHKH K3 rOpPHPOBAHHOTO KapTOHA.

SIMKe SAKNCHBAIOT KOHTPOIEHOM Tetrrolt ¢ 3ax070M Ha OOKOBBIE CTEHKH WM IO [IEPEMCTPY.

Ycaosag npAMEHCHRSA
Perpueepst OAHOpA30BEIE B PA3THUHLIX BApHAHTAX HCIOJIHECHUA, ¢ NPHHEAIUICKHOCTAMH [PAMCHAINTCA B
Jie4e0OHRIX YUPEAICHHAX,

MapkupoBKa
PetpHBeps!l OIHOPA30BEIE B PA3NMMHBIX BAPHAHTAX HCMOIHCHHA, ¢ NpaRapnexHocTame ( SSR-10; SSR-

11.5; SSR-5; SSR-7; SSR-8.5; SUC-180-6; BMB5-2X4-8; FS-LXB-2X4; FS-LXB-3X6; F5-XB-2X4; MB-35-
2X4-8; MB-35-3X6-8; MB5-2X4-8; MB5-3X6-8; MSB-21-2X4; MSB-35-2X4; MSB5-1.5X3.5; MSB5-2X4;
MWBS-1.5X3.5; WCMB-200-4; WEB-1.5X3.5; WEB-2.5XS; WEB-2X4; WEB-3X6; WNSB-12-24; WNSB-
8.5-50; BSM-100; BSM-200; BSM-300; C-NTSE-2.4-115-NC3; C-NTSE-2.4-115-NCT4) nocrasnsorcs B
HHMBHAYQIRHON VIIAKOBKe, KOTOpas ZAobKHAs ObITe 6e3 cienoB MOBpeAIEHHs WIM BCKPBUAA. [Ipn
oOpapyxensy H3ruGoB, HATOMOR W NPOwNX AedekTor 0OOPYNOBAHHE HCTIONB3IORATE HENb3A.

Ha nacnoprroii TaGnHuKe M3ACTHA YKA3AHET CHETYIOIHE CREISHE:

- pHUPMA-TIPOH3BOAMTEIb U AAPEC NPOH3ROJICTBA;

- HAaHMeHOBaHHe M3Ie/IHa (Tpeiin Mapka);

- CEpHHTIEIN HOMED;

- OTMETKA 0 Hamuue cepTHgaKaTa CE;

- OTMETKa O CTepPHIIH3AIMY;

- afipec eBpONeicKoro NPeACTABRTEIL;

- TOBAPHEI 3HaK NMPEANPHITHA H3TOTOBHIE,

= iaTa H3TOTORNEHAA,

- pasMepsl;

- DHCYHOK;

- HOMep NAPTHH;

~ CHMBOJ He HCIIONB30RATE IOBTOPHOY,

- CHMBOJ {HCIIONBIOBATE C PYKOATKOD) MIIH «HE MCIIOIB30BATH ¢ PYKOATKOHY;

--cumpon «Qcropotio! QBPaTHTECH K CONPOBOAUTENbHOM NOKYMERTALMH »;
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- CpOK TOJHOCTH.
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e ITocne 3dBCPHISHUA NPONEIY DBl H3HEIHA NOTDKHEL OEBITE YTHIIN3HPOBAHEI B COOTBETCTRHA ¢ OPraHH3alIHOIHEIM
PYKOBOQICTEOM B CTHOMICHHH OHONOTHYECKH ONACHEIX. MENHUHMECKHX 0TX0a0B. HeT HuxaKoro BPEeHIIOrO BIHAHHA
. Ha OKPYHAIONMIYI) CPONY TIPH YTHNH3AIHH H3eIHHA B COOTBETCTBHHE C NPHMEITHMLIMH IIAIHOHANBHEIMH

PYKOBOICTBAMH.

COOK MEDICAL EURCPE L

( ) O'Halloran Road,
— . \ National Technology Park

Limerick, Ireland.
Company Registration Mo. 452"
VAT Registration No. 977 5.

Regulatory Affairs Manager
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MNepesof C aHIMUACKOTO A3blka Ha PYCCKUA A3LIK

B Havyane ucxogHoro AoKyMeHTa:

WTtamn: COOK MEDICAL EUROPE LTD.
O’AannopaH Poyg,

Hawnn Teknonomku Mapk

Numepuk, Upnangua

PernctpauvorHEIi HoMep koMmnanuu: 492272
PerucrpauvosHblil Homep HAC: 9776234K

B KoHU®e UCXOOHOro AOKYMeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’Xannopak Poya,

Hawmnn Teknonopim Mapk

JNumepuk, Mipnangus -

PermcTpalWoHHBIA HOMep KoMnaHuu: 492272
PerncTpauunonHelil Homep HAC: 9776234K
fTlognwuece!

MeHeppkep oTAena HopMarTMBHbIX aKToB

B Hauane nepeBofa UCXOAHOIo AOKYMEHTA Ha PYCCKUIA A3bIK:
IWramn: COOK MEDICAL EUROPE LTD.

O'Xannopasx Poyg,

Hawnn Teixonogxu [Mapk

Numepuk, Upnangma

PerucTpaumoHHslit Homep xomnaHuw: 492272
Pervuctpauvonnsrit Homep HOC: 8776234K

,

B KoHUE nepesBofa UCXOQHOMO SOKYMEHTA Ha PYCCKUN A3bIK
[ramn: COOK MEDICAL EUROPE LTD.

O'XannopaH Poyg,

HawwHn Teksonomum [apk

Numepuk, Mpnawans

PerveTpaLyoHHBIil HoMep KoMnanuu: 492272
PerncrpauvonHsiit Homep HAC: 9776234K

fMopincs/

MeHepxXep ordena HOpMaTHBHLIX aKToB

[lepeBogunK,

KopHera Eerenua BacunbesHa
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2o0p o0 Mockea™

uibe6HoUu. 6 moem npucymcmeuu. Jluunocmeo €20 ycmanoenena.
3apezucmpuposano epeecmpe 3a Ne
B3vickano no mapugy: 100pyo. 00 xon.
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& ropog Mocxea,
SOCHMOID WS ﬂMWﬁ

51, Cyropa InuBmpa BuKTOPOBHA, HOTAPWYC ropofid
MOCKEb, CBUIETeNLCTEYI0 REPHOCTL ITOR KOTIMM ¢
NOANWHHIKDN AOKYMOTIR B nocreanem NOASNCTOK,
NPHNMCOR, JA4EPAYTE cnosuuuux ueoro;opauuux

ucnpalnaunilu 2l NpE0 0C00RHYS
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