TOALL TO WHOM THESE PRESENTS SHALL COME, L Niall Sheehy, Notary Public, duly
authorised, admitted, and sworn, practicing at 6/1 Glenthworth St., Limerick, Republic of
Ireland, DO HEREBY CERTIFY that | amfamiliar with certificates as issuedfrom time to time
by the Cook Medical Europe Ltd and that the copy certificate hereunto annexed namely.
Instruction for wuse for Instruments for Endoscopic Manipulations: Sphincterotomes,
Papillotomes, Cannulatomes, Cystotomes with accessories, have signed my name and affixed my
Seal of Office is a true andfaithful photo statically reproduced copy o fthe original and that the

original appears to me to be genuine.

AND | HAVE CERTIFIED as herein at the request of Cook Ireland Limited having it's place of
business at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland, andfor
the benefit o fthe proper authorities in Russia andfor all to whom it shall come.

IN FAITH AND TESTIMONY whereofl have hereunto set my hand and affixed my Seal of
Office.

h /ui'C f

Niall Sheehy Date

Notary Public

NIALL SHEERY

N otary FubiiC
6/7 Glentworth St., Limerick.
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COOK National Technology Park
Limerick, Ireland.
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MEDICAL

Cystotome CST

INTENDED USE
This device is designed to electrosurgically puncture a hole in the transgastric or transduodenal wall and
into a pancreatic pseudocyst, when it is visibly bulging into the gastrointestinal tract.

NOTES

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

If the package is open 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.

CAUTION

U.S. Federal Law restricts this device to sale by or on the order of a physician.

CONTRAINDICATIONS

Contraindications include those specific to blood coagulation disease, interposing vessels between the
pseudocyst wall and that of the stomach or the duodenum. If the pseudocyst Is < 4cm in diameter do not
proceed.

POTENTIAL COMPLICATIONS

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

PRECAUTIONS

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

Maximum rated input voltage for this device is 2.0 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator. Possible
adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle stimulation and
cardiac arrhythmia.

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

Examine all components to be used during procedure. Do not use a device that has been cut, burned or
damaged. Damaged device insulation may cause unsafe currents in either patient or operator. Switch
electrosurgical unit to "off position when not in use.

When applying current, ensure needle knife is completely out of endoscope. Contact of needle knife with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken needle knife
and/or damage to endoscope.

INSTRUCTIONS FOR USE

1. Upon removing from package, uncoil device. Note: Do not extend or retract the needle knife while the
device is coiled as this may cause damage to the device. Extend and retract the needle when the device
is straight.

2. Examine features of device. It consists of a 10 French outer catheter with a diathermic ring, a 5 French
inner catheter with a removable .038 inch needle knife and electrodes located distal and proximal to the
handle. Proximal electrode (Part A) Is indicated for needle knife, the distal electrode (Part B) is indicated
for the diathermic ring (see Fig. 1).

3. With the electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both
device handle and electrosurgical unit. Note: Set the unit to pure cutting current (80-120 watts).

4. With the needle knife fully retracted into sheath, introduce device into endoscope accessory channel.
Advance device in short increments until it is endoscopically visualized exiting the scope.
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/. Once tip is visualized exiting scope, position catheter and extend needle knife to desired length.
/Identify position of cyst bulging into stomach and/or duodenum. With electrosurgical unit off determine

position of puncture site.
6. Following electrosurgical unit manufacturer’s instructions, verify desired settings and activate

electrosurgical unit.
7. Puncture pseudocyst with needle knife using the pure cutting current.
8. Once puncture is complete, turn electrosurgical unit off and disconnect active cord from device handle.

9. With needle in the cyst, inject contrast to fill pseudocyst under fluroscopic visualisation.

10. Remove needle knife by unlocking proximal electrode from handle.

Note: Before each introduction of a wire guide into a device, wet wire guide in a sterile water or saline
bath. A contrast filled catheter may make wire guide difficult to advance. Flush contrast from catheter with
sterile water or saline before each introduction of wire guide. Advance wire guide into pancreatic
pseudocyst to facilitate the introduction of a stent or drainage set.

11. Push 10 French outer catheter while slightly pulling back inner catheter.
12. When diathermic ring comes in contact with digestive wall, place active cord on distal electrode (Part

B) and advanced into cyst, using pure cutting current (80-120 watts). Caution: To avoid electric shock,
ensure that ring does not come in contact with wire guide. When electrosurgical current is being
applied, do not advance the diathermic ring beyond the proximal catheter marking.

13. Turn off electrosurgical unit and disconnect active cord from side arm and from electrosurgical unit.
Wipe active cord with damp cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping

active cord tightly may damage device.
14. Fluid from cyst can be collected for analysis. Device can be removed leaving wire guide in place to

facilitate introduction of stents or Drainage set.
Upon completion of procedure, dispose of device per institutional
guidelines for biohazardous medical waste.

Rg. |

f Doctmai Electrode Distal Electrode

(hrtA)
1 ML
E W W R emmemmmmmmmemeee —
Diathcrtnic ring .038 inch Needle knife
/ \
i i
10 FrOuter catheter 5 Fr Inner catheter

Active Cord ACU
Use with Cook monopolar electrosurgical accessories.

NOTES
If package is opened or damaged when received, do not use. Please notify Cook for return authorization.

Before use, visually inspect with particular attention to damaged insulation or connectors. If an
abnormality is detected that would prohibit proper working condition, do not use.

Store in a dry location, away from temperature extremes.

Use of this device restricted to a trained healthcare professional.

PRECAUTIONS
Maximum rated input voltage for this device is 5.0 kVp-p. Any electrosurgical accessory constitutes a

potential electrical hazard to patient and operator. Possible adverse effects include, but are not limited to:
fulguration, burns and cardiac arrhythmia. Before using this device, follow recommendations provided by
electrosurgical unit manufacturer to ensure patient safety through proper placement and utilization of
patient return electrode. Ensure a proper path from patient return electrode to electrosurgical unit is
maintained throughout procedure. Switch electrosurgical unit to “o ff position when it is not in use.

SYSTEM PREPARATION
With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device

handle and electrosurgical unit.

INSTRUCTIONS FOR USE
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f Upon completion of procedure, turn electrosurgical unit off.

Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage
device.

Fusion Sphincterotome FS, FS-OMNI

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy. If preloaded, also aids in
bridging difficult strictures during ERCP.

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 ERCP and any procedures to be performed in conjunction with
sphincterotomy. Contraindications to sphincterotomy include but are not limited to: coagulopathy and
inability to properly position the sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

Potential complications 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.

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Possible adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle
stimulation and cardiac arrhythmia.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensure
patient safety through proper placement and utilization of patient return electrode.

Ensure a proper path from patient return electrode to electrosurgical unit is maintained throughout
procedure.

Switch electrosurgical unit to “o ff position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire,
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applyin
electrosurgical current.

Do not over flex or bow tip beyond 90°, as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.

If preloaded, use of wire guide with metal tip ERCP devices may result in damage to external coating
and/or tip of wire guide.

SYSTEM PREPARATION

1. Upon removing device from package, uncoil and straighten sphincterotome. Carefully remove
precurved stylet from cannulating tip. Note: Do not apply manual pressure to tip or cutting wire of
sphincterotome in an attempt to influence orientation, as this may result in damage to device. Note: Do
not exercise handle while device is coiled or precurved stylet is in place, as this may cause damage to
sphincterotome and render it inoperable.
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y. Upon completion of procedure, turn electrosurgical unit off.
2. Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage

[ device.

Fusion Sphincterotome FS, FS-OMNI

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy. If preloaded, also aids in
bridging difficult strictures during ERCP.

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 ERCP and any procedures to be performed in conjunction with
sphincterotomy. Contraindications to sphincterotomy include but are not limited to: coagulopathy and
inability to properly position the sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

Potential complications 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.

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Possible adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle
stimulation and cardiac arrhythmia.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensure
patient safety through proper placement and utilization of patient return electrode.

Ensure a proper path from patient return electrode to electrosurgical unit is maintained throughout
procedure.

Switch electrosurgical unit to “o ff position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire,
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applyin
electrosurgical current.

Do not over flex or bow tip beyond 90°, as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.

If preloaded, use of wire guide with metal tip ERCP devices may result in damage to external coating
and/or tip of wire guide.

SYSTEM PREPARATION

1. Upon removing device from package, uncoil and straighten sphincterotome. Carefully remove
precurved stylet from cannulating tip. Note: Do not apply manual pressure to tip or cutting wire of
sphincterotome in an attempt to influence orientation, as this may result in damage to device. Note: Do
not exercise handle while device is coiled or precurved stylet is in place, as this may cause damage to
sphincterotome and render it inoperable.
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With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device

handle and electrosurgical unit.
3. Attach Wire Guide Locking Device to endoscope accessory port (if applicable).

INSTRUCTIONS FOR USE

I. Ifusing Intra Ductal Exchange (IDE) port and short wire. ('See fig. 1)

1 Remove Wire Stop from its retaining clip. Ensure that Wire Stop is disengaged from Proximal Wire Port

(PWP) hub and that distal tip of Wire Stop is proximal to IDE port.

2. Insert distal tip of wire guide into IDE port and advance until it is flush with distal tip of sphincterotome.

3. Advance Wire Stop handle until it reaches PWP hub and connect Luer lock securely to PWP hub.

4. Advance tip of sphincterotome through cap of Wire Guide Locking Device and continue advancing until

it is endoscopically visible.

5. Disengage Wire Stop by releasing handle from PWP hub and remove Wire Stop from catheter.

6. Following cannulation, contrast may be injected through injection port to fluoroscopically confirm

position of device.

7. Following electrosurgical unit manufacturer’s instructions, verify desired settings and proceed with

sphincterotomy.

8. Upon completion of sphincterotomy, turn electrosurgical unit off.

9. Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage

device.

Note: 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 while device is withdrawn, utilize following steps:

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

system.

11. Fluoroscopically visualize radiopaque band at IDE port. Retract wire guide until radiopaque distal tip
of wire guide passes band, a disengagement from wire guide lumen will occur.

12. Advance disengaged wire guide to maintain ductal access.

13. Lock wire guide into Wire Guide Locking Device and remove sphincterotome from endoscope
accessory channel.

IIl. If using Proximal Wire Port (PWP) and a pre-positioned long wire guide. (See fig. 1)

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

1. Remove Wire Stop (if applicable).

2. Advance sphincterotome over pre-positioned wire guide ensuring that wire exits catheter at PWP.

3. Continue advancing device until it is endoscopically visible.

REFER TO STEPS 6-9 iN “SECTION I”, THEN RESUME WITH STEP 4 BELOW:

4. Remove device using standard long wire exchange technique.

lll. If using Wire Control Port (WCP) and a short wire or long wire guide. (See fig. 2)

1. Advance tip of sphincterotome through cap of Wire Guide Locking Device and continue advancing until
it is endoscopically visible.

REFER TO STEPS 6-9 IN “SECTION I”, THEN RESUME WITH STEP 2 BELOW:

2. Introduce a wire guide into WCP and advance into duct of choice, separating wire guide from catheter.
(See figs. 3 & 4)

3. To withdraw sphincterotome from endoscope, ensure wire guide is locked in place, and then pull back
on catheter, allowing wire guide lumen to separate from wire guide until metal band is visible at Wire
Guide Locking Device and resistance is felt. (‘See fig. 5)

4. Unlock wire guide from Wire Guide Locking Device, completely remove sphincterotome from wire
guide, and re-lock wire guide.

Upon completion of procedure, dispose of device(s) per institutional guidelines for biohazardous
medical waste.
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Howell D.A.S.H.® Direct Access System DASH

INTENDED USE

This device is used for cannulation of the ductal system and for sphincterotomy. If preloaded, also aids in
bridging difficult strictures during ERCP.
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fclES
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 ERCP and any procedures to be performed in conjunction with

sphincterotomy.
Contraindications to sphincterotomy include, but are not limited to; coagulopathy and inability to properly
position the sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

Potential complications 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.

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Possible adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle
stimulation and cardiac arrhythmia.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensure
patient safety through proper placement and utilization of patient return electrode.

Ensure a proper path from patient return electrode to electrosurgical unit is maintained throughout
procedure.

Switch electrosurgical unit to “o ff position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire,
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applying
electrosurgical current.

Do not over flex or bow tip beyond 90", as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.

If preloaded, use of wire guide with metal tip ERCP devices may result in damage to external coating

and/or tip of wire guide.

SYSTEM PREPARATION
1 Upon removing device from package, uncoil and straighten sphincterotome. Carefully remove

precurved stylet wire from cannulating tip. Note: Do not apply manual pressure to tip or cutting wire of
sphincterotome to influence orientation, as this may result in damage to device. Note: Do not exercise
handle while device is coiled or precurved stylet is in place, as this may cause damage to the
sphincterotome and render it inoperable.

2 With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device
handle and electrosurgical unit.

3. Verify wire guide position within sphincterotome. Distal tip of wire guide should be even with tip of
catheter.

4. Once distal tips of wire guide and device are aligned, secure wire guide in position with Tuohy-Borst
adapter to avoid risk of wire movement.

5. Flush injection port with sterile water. For best results, wire guide should be kept wet. Note: Make sure
Tuohy-Borst adapter is securely tightened around wire guide prior to injecting.

INSTRUCTIONS FOR USE
1 Advance tip of sphincterotome into endoscope accessory channel and continue to advance in short

increments until device is endoscopically visible.
2. Wire guide may be utilized to facilitate cannulation, if desired.
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/Fluoroscopically monitor wire guide advancement in ductal system. Radiopaque tip of wire guide may
fe used to fluoroscopically verify position of wire guide.
*4, Following cannulation, contrast may be injected through injection port to fluoroscopically confirm
position of device. Note: Tuohy-Borst adapter must be tightened when injecting to prevent backflow.
When injecting, use a 10 cc syringe (or smaller) to assure proper pressure.

5 Following electrosurgical unit manufacturer’s instructions, verify desired settings and proceed with
sphincterotomy.

6. Upon completion of sphincterotomy, turn electrosurgical unit off.

Note: Previously placed wire guide may be left in position, in order to facilitate introduction of compatible
devices (if applicable).

7. Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp

cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage
device.

Upon completion of procedure, dispose of device(s) per institutional guidelines for biohazardous
medical waste.

PreCurved Double Lumen Sphincterotome CCPT, CT, MT, PTG, UTS

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy.

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 ERCP and any procedures to be performed in conjunction with
sphincterotomy.

Contraindications to sphincterotomy include, but are not limited to; coagulopathy and inability to properly
position sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

Potential complications 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.

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator. Possible
adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle stimulation and
cardiac arrhythmia.

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

Switch electrosurgical unit to “off’ position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire,
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applying
electrosurgical current.

Do not over flex or bow tip beyond 90°, as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.
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fFluoroscopically monitor wire guide advancement in ductal system. Radiopaque tip of wire guide r

I used to fluoroscopically verify position of wire guide.

Following cannulation, contrast may be injected through injection port to fluoroscopically con
posion of device. Note: Tuohy-Borst adapter must be tightened when injecting to prevent backfl
Wheninjecting, use a 10 cc syringe (or smaller) to assure proper pressure.

5 Following electrosurgical unit manufacturer’s instructions, verify desired settings and proceed '
sphincterotomy.

6 Upon completion of sphincterotomy, turn electrosurgical unit off.

Note: Previously placed wire guide may be left in position, in order to facilitate introduction of compal
devices (if applicable).

7. Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a dc
dath to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may dam
device.

Upon completion of procedure, dispose of device(s) per institutional guidelines for biohazardi
medical waste.

PreCurved Double Lumen Sphincterotome COPT, CT, MT, PTG, UTS

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy.

NOTES

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lea<
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 attentioi
kinks, bends and breaks. If an abnormality is detected that would prohibit proper working condition, do
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 any procedures to be performed in conjunction \
sphincterotomy.

Contraindications to sphincterotomy include, but are not limited to: coagulopathy and inability to prop
position sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

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

PRECAUTIONS

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

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator. Poss
adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle stimulation ;
cardiac arrhythmia.

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

Switch electrosurgical unit to “off’ position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire \
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting w
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to appiv
electrosurgical current.

Do not over flex or bow tip beyond 90", as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.
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PREPARATION
Uoon removing device from package, uncoil and straighten sphincterotome. Carefully remove

ecuved stylet from cannulating tip. Note: Do not apply manual pressure to tip or cutting wire of
sphincterotome to influence orientation, as this may result in damage to device. Note: Do not exercise
hende while device is coiled or precurved stylet is in place, as this may cause damage to sphincterotome
andrender it inoperable.
2 With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device
hande and electrosurgical unit.
INSTRUCTIONS FOR USE

1 Advance tip of sphincterotome into endoscope accessory channel and continue to advance in short
increments until device is endoscopically visible. Note: This sphincterotome may be placed over a pre-
positioned wire guide. Prior to advancing device over a pre-positioned wire guide, flush wire guide lumen.
2 Following cannulation, contrast may be injected to fluoroscopically confirm position of device.

Note: If applicable, move slide to “off position prior to injecting over pre-positioned wire guide. To
manipulate wire guide, move slide to “on” position. (See fig. 1)

3 Foallowing electrosurgical unit manufacturer’'s instructions, verify desired settings and proceed with
sphincterotomy.

4. Upon completion of sphincterotomy, turn electrosurgical unit off.

Note: Previously placed wire guide may be left in position, in order to facilitate introduction of compatible
devices (if applicable).

5 Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
dath to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage
device.

Upon completion of procedure, dispose of device per institutionai guideiines for biohazardous
medicai waste.

PreCurved Tripie Lumen Sphincterotome TRi

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy.

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.

Ifpackage 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
wse. Please notify Cook for return authorization.

Store in a dry location, away from temperature extremes.

Triple lumen feature allows wire guide access to desired duct during sphincterotomy and allows contrast

injection through a separate lumen.
Use of this device restricted to a trained healthcare professional.

CONTRAINDICATIONS
Contraindications include those specific to ERCP and any procedures to be performed in conjunction with

sphincterotomy.
Contraindications to sphincterotomy include, but are not limited to: coagulopathy and inability to properly
position the sphincterotome cutting wire.

POTENTIAL COMPLICATIONS
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Btential complications associated with ERCP include, but are not limited to; pancreatitis, cholangit
Sspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or medicatic
'hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest.

PRECAUTIONS

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

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Possible adverse effects Include, but are not limited to: fulguration, burns, nerve and/or muse
stimulation and cardiac arrhythmia.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensur
patient safety through proper placement and utilization of patient return electrode.

Ensure a proper path from patient return electrode to electrosurgical unit is maintained throughoi
procedure.

Switch electrosurgical unit to “o ff position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire wit
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applyin;
electrosurgical current.

Do not over flex or bow tip beyond 90°, as this may damage or cause cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.

SYSTEM PREPARATION

1 Upon removing device from package, uncoil and straighten sphincterotome. Carefully remove
precurved stylet from cannulating tip. Note: Do not apply manual pressure to tip or cutting wire o
sphincterotome to influence orientation, as this may result in damage to device. Note: Do not exercise
handle while device is coiled or precurved stylet is in place, as this may cause damage to sphincterotome
and render it inoperable.

2 With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device
handle and electrosurgical unit.

INSTRUCTIONS FOR USE

I. ForTrl-Tome pc:

I. Introduce tip of device into accessory channel and advance in short increments until tip is
endoscopically visible. Note: This device may be placed over a pre-positioned wire guide; prior to doing
so, flush wire guide lumen.

THEN REFER TO STEPS 2-5 BELOW

Il. For Tri-Tome pc Select:

l.a. If using a wire control port, introduce tip of device into accessory channel and advance in short
increments until it is endoscopically visible. A .035-inch wire guide may be introduced through desired
wire control port. (See Fig. 1) Note: To open a wire control port, slide cover tubing to expose port.
Caution: Keep wire control ports closed when not in use to prevent fluid leakage.

1. b If using traditional wire guide port, cover wire control ports. Introduce tip of device into accessory
channel and advance in short increments until tip is endoscopically visible.

THEN REFER TO STEPS 2-5 BELOW

2. Following cannulation, contrast may be injected through injection port to fluoroscopically confirm
position of device. (See Fig. 2)

3 Following electrosurgical unit manufacturer’s instructions, verify desired settings and proceed with
sphincterotomy.

4. Upon completion of sphincterotomy, turn surgical unit off.

Note: Previously placed wire guide may be left in position, in order to facilitate introduction of compatible
devices (if applicable).

5. Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage
device.

Upon completion of procedure, dispose of device per institutionai guideiines for biohazardous
medicai waste.
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| Billroth 11 Sphincterotome PTG-

INTENDED USE
This device is used for cannulation of the ductal system and for sphincterotomy.

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 ERCP and any procedures to be performed in conjunction with
sphincterotomy.

Contraindications to sphincterotomy include, but are not limited to: coagulopathy and inability to properly
position the sphincterotome cutting wire.

POTENTIAL COMPLICATIONS

Potential complications 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.

Maximum rated input voltage for this device is 1.5 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Possible adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle
stimulation and cardiac arrhythmia.

Before using this device, follow recommendations provided by electrosurgical unit manufacturer to ensure
patient safety through proper placement and utilization of patient return electrode.

Ensure a proper path from patient return electrode to electrosurgical unit is maintained throughout
procedure.

Switch electrosurgical unit to “o ff position when it is not in use.

When applying current, ensure cutting wire is completely out of endoscope. Contact of cutting wire with
endoscope may cause grounding, which can result in patient injury, operator injury, a broken cutting wire,
and/or damage to endoscope.

If a non-protected wire guide is used in sphincterotome, it must be removed prior to applying
electrosurgical current.

Do not over flex or bow tip beyond 90, as this may damage or cause the cutting wire to break.

Elevator should remain open/down when advancing or retracting sphincterotome.

SYSTEM PREPARATION
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fUpon removing device from package, uncoil and straighten sphincterotome. Sphincterotome is bowed
'pushing forward on handle. Note: Do not exercise handle while device is coiled, as this may result in
Fdamege to sphincterotome and render it inoperable.
2 With electrosurgical unit off, prepare equipment. Active cord fittings should fit snugly into both device
hande and electrosurgical unit.

INSTRUCTIONS FOR USE

1 Advance tip of sphincterotome into endoscope accessory channel and continue to advance in short
increments until device is endoscopically visible. Note: If using a double lumen device, it may be placed
over a pre-positioned wire guide. Prior to advancing device over a pre-positioned wire guide, flush wire

quice lumen.

i Following cannulation, contrast may be injected to fluoroscopically confirm position of device (if
applicable).

3 Following electrosurgical unit manufacturer’'s instructions, verify desired settings and proceed with
sphincterotomy.

4. Upon completion of sphincterotomy, turn electrosurgical unit off. Note: Previously placed wire guide
mey be left in position, in order to facilitate introduction of compatible devices (if applicable).

5 Disconnect active cord from device handle and from electrosurgical unit. Wipe active cord with a damp
dath to remove all foreign matter. Store in a loose coil. Note: Wrapping active cord tightly may damage
device.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.

Papillotome FS-PRECUT

INTENDED USE
This device is used for accessing the common bile duct when standard methods of cannulation have been exhausted.
NOTES
Thisdevice is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to device failure
and/or transmission of disease.

Ifthe package is opened or damaged when received, do not use. Visually inspect with particular attention to kinks,
hends and breaks. If an abnormality is detected that would prohibit proper working condition, do not use. Notify
Cook for return authorization.

Donot use this device for any purpose other than the stated intended use.

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 any procedures to be performed in conjunction with
papillotomy.

Contraindications to papillotomy include, but are not limited to: coagulopathy.

POTENTIAL COMPLICATIONS

Potential complications 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.

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

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

The maximum rated input voltage for this device is 1.67 kVp-p.

Safe and effective electrosurgery is dependent not only on equipment design but, to a large extent, on factors under
the control of the operator. Any electrosurgical accessory constitutes a potential electrical hazard to the patient and
the operator. Possible adverse effects Include, but are not limited to: fulguration, burns, nerve and/or muscle
stimulation and cardiac arrhythmia.

In order to enhance safety and effectiveness, it is important that these cautions as well as the Instructions supplied
withthe electrosurgical unit be read, understood and followed when using this device.

Before using this papillotome, follow the recommendations provided by the electrosurgical unit manufacturer to
ensure patient safety through the proper placement and utilization of the patient return electrode. Ensure a proper
path fromthe patient return electrode to the electrosurgical unit is maintained throughout the procedure.
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Zimmon Needle Knife Papillotomes PTW-

INTENDED USE

These devices are used for accessing the common bile duct when standard methods of cannulation have been
exhausted.

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

Contraindications include those specific to ERCP and any procedures to be performed in conjunction with
papillotomy.

Contraindications to papillotomy include, but are not limited to: coagulopathy.

POTENTIAL COMPLICATIONS

Potential complications associated with ERCP.

PRECAUTIONS

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

The maximum rated input voltage for this device is 2 kVp-p.

Any electrosurgical accessory constitutes a potential electrical hazard to the patient and the operator. Possible
adverse effects include, but are not limited to: fiilguration, bums, nerve and/or muscle stimulation and cardiac
arrhythmia.

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

Switch the electrosurgical unit to the “off’ position when it is not in use.

When applying current, ensure the needle knife is completely out of the endoscope. Contact of the needle knife with
the endoscope may cause grounding, which can result in patient injury, operator injury, a broken needle knife,
and/or damage to the endoscope.

If a non-protected wire guide is used in the papillotome, it must be removed prior to applying electrosurgical
current.

Theelevator should remain open/down when advancing or retracting the papillotome.

SYSTEMPREPARATION

1 Upon removing the device from the package, uncoil the papillotome.

2 Withthe electrosurgical unit off, prepare the equipment. The active cord fittings should fit

snugly into both the device handle and the electrosurgical unit.

INSTRUCTIONS FOR USE
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MYse the tip of the papillotome into the endoscope accessory channel and continue to advance in short
renerts until the device is endoscopically visible.
1Oeetretip is visualized exiting the endoscope, position the papillotome at the desired site.
3 Fdloaimgthe electrosurgical unit manufacturer’s instructions, verify the desired settings.
4 Irmat the needle knife into the papillary orifice and, using a continuous motion, activate the needle knife.
Grtiar Itis essential to move the needle knife while applying current.
5 U completion of papillotomy, turn the electrosurgical unit off by disconnecting the active cord, and
angedyremove the cutting wire from the catheter.
6 Trepapillotome may then be used to cannulate the ductal system. Note: Once access to the ductal system is
diairedawire guide may be advanced to facilitate the introduction of compatible devices. (Seefig. 1)
7Fdloning cannulation, contrast may be injected through the injection port (if applicable) or the Luer lock fitting
atrehendle to fluoroscopically confirm the position ofthe device.
8Wiethe active cord with a damp cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping the
athecordtightly may damage the device.
Umcompletion of the procedure, dispose of the device per institutional guidelines for biohazardous medical
viege

Hibregtse Needle Knife Papillotomes HPC-

INTENDED USE

Thsdevice is used for accessing the common bile duct when standard methods of cannulation have been exhausted
adfarpapillotomy. This device is supplied sterile and is intended for single use only.

NOTES

Thisckvice is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to device failure
adatransmission of disease.

Dotuse this device for any purpose other than stated intended use.

Ifpedace is opened or damaged when received, do not use. Visually inspect with particular attention to kinks,
letband breaks. If an abnormality is detected that would prohibit proper working condition, do not use. Please
rtifyCook for return authorization.

Saeinadry location, away from temperature extremes.

Ugeofthis device restricted to a trained healthcare professional.

CONTRAINDICATIONS

Treespecific to ERCP and any procedures to be performed in conjunction with papillotomy.

Coeguilopethy.

POTENTIAL COMPLICATIONS

Troeassociated with ERCP.

PRECAUTIONS

Rfetopackage label for minimum channel size required for this device.

Themaximumrated input voltage for this device is 1.67 kVp-p.

Ayelectrosurgical accessory constitutes a potential electrical hazard to patient and operator.

Raditde adverse effects include, but are not limited to: fulguration, burns, nerve and/or muscle stimulation and
@decarrhythmia.

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

Shitchelectrosurgical unit to “off’ position when it is not in use.

Wenapplying current, ensure needle knife is completely out of endoscope. Contact of needle knife with endoscope
may caee grounding, which can result in patient injury, operator injury, a broken needle knife, and/or damage to
endosoope.

Ifanon-protected wire guide is used in papillotome, it must be removed prior to applying electrosurgical current.
Hewator should remain open/down when advancing or retracting papillotome.

SYSTEMPREPARATION
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Ummremoving device from package, uncoil papillotome and carefully remove tip protector from distal tip of
vie Note: Do not extend or retract needle knife while the device is coiled, as this may cause damage to
iplldone and render it inoperable.
I\ithelectrosurgical unit off, prepare the equipment. Active cord fittings should fit snugly into both device handle
ffldelectrosurgical unit.

INSTRUCTIONS FOR USE
1Withneedle knife fully retracted into sheath, advance tip of papillotome into endoscope accessory channel and

artineto advance in short increments until device is endoscopically visible.

2 Qretip is visualized exiting endoscope, position catheter and extend needle knife to desired length. Note:
Bdesion may be adjusted by loosening thumbscrew and advancing or retracting adjustable ring on handle (if
Nplicable). (Seefig. 1) Caution: It is essential to tighten thumbscrew (if applicable) after adjusting needle knife
laghand before proceeding with papillotomy.

3 Following electrosurgical unit manufacturer’s instructions, verify desired settings. 4. Insert needle knife into
Pillary orifice and, using a continuous motion, activate needle knife. Caution: It is essential to move needle knife
wileapplying current.

5 Woon completion of papillotomy, turn electrosurgical unit off, disconnect active cord, and completely remove
attigwire from catheter or retract needle knife into sheath (if applicable).

6 Papillotome may then be used to cannulate ductal system. Note: Wire guide may be placed in order to facilitate
[iiroduction of compatible devices (if applicable). (Seefig. 1 or 2)

7Following cannulation, contrast may be injected through injection port (if applicable) or through Luer lock fitting
athehandle (if applicable) to fluoroscoplcally confirm position of device.

8 Wipe active cord with a damp cloth to remove all foreign matter. Store in a loose coil. Note: Wrapping active

axdtightly may damage device.
Uncompletion of procedure, dispose of device per institutional guidelines for biohazardous medical waste.

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

Cook Medical Europe Ltd

OHALLORAN 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 shelflife 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.

The shelf-life 3 years
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ERILIZATION DETAILS
SrieEO

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

DISPOSAL RULES
Tredevices are to be disposed of as per institutional guidelines for biohazardous medical waste.

COOK MEDICAL EUROPE LTD,
O’Halloran Road,
National Technology Park
Limerick, Ireland.
Company Registration No. 492277

Regulatory Affairs Manager

VAT Registration No. 9776234K
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JIa0M VEDICAL BULRCPE LD

O’Hailoran Road,
,IOKASAHVE K MTPUMEHEHUNIO Technoioay Park N
3Jr0 u3genve npegHasHayeHo 419 3NeKTPOXMPYPruyeckoro npokona oTBepcTus B Y[3e3xenygouHon nnm
TpaHCAyOAEHaNIbHON CTEHKM U B JIOXKHOM KUCTE NOMKENyAoUHOW X 98§M|5n1 Ne ¥M oM B3ayTUM B
raCTPOUHTECTUHAIBHOM TpakTe. Company Registration No. 492272

MPVIMEYAHVE VAT Registration No. 9776234K

He ncnonb3oBaTb AaHHOE u3genue B LENsX, KOTOpble OT/IMYAaloTCA OT LEeneBoro HasHaueHusl. Ecnu
yMaKoBKa OTKpbITA WX MOBPEXAeHa npu AocTaBke, He UCMONb30BaTb M3faenve. BusyanbHO NpoBepuUTb
HA Ha/IMuMe NepekpyumBaHus, nepern6oB UM NOIOMOK. Ecnn o6HapyxuBaloTcst Kakue-nn6o AedeKTs,
KOTopble MOTyT TMOBAMATb Ha MNpaBunbHyl0 paboTy u3genus, He ucnosib3oBaTb ero. [loxanyicra,
yBegomuTte Cook npu ochopmaeHnn Bossparta.

XpaHnTb B CyXoM MecTe, usberaTb nepenagos TeMneparyp.

MPEAYNPEXOEHNE

denepanbHbili 3akoH CLUA 3anpelwaeT npogaBaTb WM 3akKasbiBaTb AaHHOe wu3genune 4epes
Bpayeil.

MPOTUBOMNOKA3AHWA

MpoTMBOMOKa3aHUs  XapakTepHbl  ANs 3a60/1eBaHuit CBEPTLIBAEMOCTH KpoBWU, KoTOpble

pacrnpocTpaHsloTCa  Ha COCyAbl MeXAy CTEeHKOM JIOKHOW  KACTbl W CTEHKOM Xenyaka Wan
[IBEHaLATUNEPCTHON KUWKN. ECnn NoXHas Kucta < cM B AMaMeTpe, He npucTynaiite Kk padoTe.

MNOTEHUMANBHBIE CNOXHOCTN
MoTeHupasibHble C/IOXHOCTW, CBsi3aHHble C 3HAocKonueli Gl, BKIYalOT, HO He OrpaHMyYMBaloTCs:
cericucom, nepdpopaumeldi, KpPOBOTEYEHMEM, acnupaumeli, >XapoM, WHEKUMeR, aniepruyeckuMmu
peakuysiMM Ha MefVKaMeHTbl, TUNOTOHUENR, 3afepXKamu WM  OCTAHOBKOM AblXaHWsi, cepaeyHol
apuTMMER U 0CTaHOBKOI cepaua.

MEPbI MPEAOCTOPOXHOCTHU

O6patutecb K MapKMpOBKE Ha ymnakoBKe, YTOObl MOAYYUTb MHAOPMALMIO MO MUHMMAasbHOMY pasmepy
kaHana, He06Xx0A4UMOMY 7151 3TOT0 U3AENUs.

MakcrMasibHoe HOMWHa/TIbHOE HanpshkeHne Ha BXoAe ANS1 AaHHOro m3aenus paeHo 2.0 kBT/nuk.

Joboi  3NEKTPOXUPYPrMUECKUIA KOMMOHEHT HeceT MOTeHUUaNnbHY 3/1eKTPUYECKYH) OnacHoOCTb [Afis
nauveHta n onepaTopa. Bo3MoxHble n0604YHbIe 3(PEKTHI BKIHOYAKT, HO HE OrpaHU4MBalOTCA:
paspyLleHNEeM TKaHW, OXOramu, HEpPBHOW CTUMynsuuMein w/mnm cTUMynsiumein crm3ucToi 1 cepaeyvHoi
apUTMUEiA.

Mepes ucnonb3oBaHWEM  AAHHOTO  U3Jenus  crefyiTe  pekomeHJauusMm,  NpefocTaB/IEHHbIM
NPOM3BOANTENIEM 3/IEKTPOXUPYPrMYECKOTr0 MNpubopa, 4TOoObl 06ecneunTb 6e30MacHOCTb NauMeHTa npu
NpaBu/IbHOM pasmelleHn 1 MCNOJSIb30BaHUM BO3BPATHOrO 3fiekTpoda nauueHTa. Yb6eautecb, 4TO
MpaBWbHLIA MyTb OT BO3BPATHOIO 3/M1€KTpoda nNauuMeHTa [0 3MeKTPOXMPYPruyeckoro npmbopa
cobnoaaeTcs Ha NPOTSHKEHUN MpoLeaypsbl.

MpoBepbTe BCE KOMMOHEHTbI, KOTOpble OyAyT ucnonb3oBaTbCsa npu npouedype. He wucnonb3syiite
u3aenve, ecny OHO MMeeT Mopesbl, NMPUropaHus UM noBpexaeHust. N301aumus noBpeXxaeHHbIX U3Aenui
MOXET ObITb He6e30MacHon ANa naymeHTa Win oneparopa. Bbikiouyaliite aneKkTpoxXupypruyeckmii npuoop
B nonioxkeHue «off», Kkorga Bbl HE NUCMOMb3YyeTe €ero.

Mpv NprMeHeHMM Toka yb6eauTecb, YTO pexylias uraa MosIHOCTbIO BbilWla M3 3HAockona. KoHTakT
pexylieii Urbl U 3HA0CKONA MOXET MPMBECTU K 3a3eMJ/IEHMI0, YTO MOXET TpaBMMPOBAaTb MaLUEHTa,
oneparopa Wan crioMaTb PEeXYLLYH UMy UW/vunm noBpeauTb 3HAOCKON.

VMHCTPYKUMN no UCMNOJIb3OBAHNIO

1 Mocne n3BneyYeHns 13 yNakoBKU packpytuTe usgenve. NpumedvaHue: He BbiTArMBalite un He youpaiiTte
06paTtHO pexyLLy Wry, noka usgenve cMOTaHo, Tak Kak B 9TOM C/lyyae MOXHO MoBpeauTb usgenuve.
BbiTAruBalite 1 BTArMBanTe uray, korga nsgenve oyaet BbiNPSAMIIEHO.

2 lMposepbTe cBoicTBa M3nenus. OHO COCTOMT M3 BHeLWHero katetepa 10 ®peHyein ¢ guatepMmnyeckum
KO/MbLOM, BHYTPEHHUM KaTeTepoM 5 ®peHuyeil co CbeMHoin pexyuwelr wurnoii .038 awiiMoB 1
MleKTpojamy,,  pacrnosiOKEHHbIMW  Ha_ AWUCTaNlbHOW WM MPOKCMMAsIbHOM  4acTu  OT  PYKOATKU.
MpokcrmanbHbid 31ekTpos, (HacTe A) ykasbiBaeT Ha Pexyllyl Uray, gucTanbHblii anektpog (Yacte B)
YKa3bIBaeT Ha AnaTtepmmyeckoe KosbLo (cM. PucyHok 1).

3 o1 BbIK/TIIOYEHHOM 3/1EKTPOXUPYPrnvyeckoM npubope noArotoBbTe 060pyaoBaHue. PUTUHIN aKTUBHOIO
MpoBoda AOJ/DKHbI MAIOTHO pacnofiaratbCA B PYKOATKE U3AENNS U INEeKTPOXMPYPrnyeckom npubope.
MpumeyaHne: YCcTaHOBMTE NMPMOOP Ha YUCTbI TOK pacceyeHuns (80-120 Bartr).
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fC nonHocTbio 3a/BVHYTON B MHTpPOAbIOCEP PEXYyLLei Wrioii BBeauTe u3fgenne B 3HLOCKOMUYECKMIA
toMoraTesibHbI kaHas. [MoHeMHory npogsuraiite, noka Ha 3HAOCKOME He Bu3yanusupyeTcsi o6nacTb
aga.
Kak TO/MIbKO HaKOHEYHWK BU3yanusupyeTcsi B 061acTu BbIXOA4Ad, Pa3MecTuTe KateTep W BblABUHbTE
NIMO UMY Ha HYXHYIO OnnHy. Onpefenute MoSIOKEHWEe KUCTbI, BbINSUMBAIOWEN B Xenyake uumm
XaguaTunepcTHoli  Kuwke. TMpy MOMOLWIM  BLIK/OYEHHOTO  3/1eKTpoXMpypruyeckoro  npuéopa
onpefesTe NosioXeHne MecTa MpokKosa.
6 B COOTBETCTBMM C WHCTPYKLMSIMU NPOU3BOANUTENS 3/IEKTPOXMPYPrMyeckoro npuéopa npoBepbTe

Meraemvbe YCTaHOBKN U akTUBUPYWATE 3/1eKTpoXMpypruyeckuii npnoop.
/.TIpOTKHWTE NTOXHYIO KUCTY pexyLuei Urioi, NCNosb3yst YNCTbIN peXxyLLnii TOK.
8 Kak To/ibko npokon 6yAeT Npov3BeAeH, BbIKIUATE 3/1EKTPOXMPYPrUYeckuini npubop M oTcoemHuTe

aKTVBHbIA NPOBOA, OT PYKOSITKU U3Aenus.
Q C wurnoii B KUCTe BfeiTe KOHTpAcT, u4TOGbl 3amofiHUTbL  JIOXHYID  KUCTY Mpu  MOMOLLY

PEHTTEHOCKOMYECKON BU3yannsauuu.

10 13BnekuTe Pexyllyo WUray, 0OTCOeAMHUB MPOKCUMASIbHbIA 9/1EKTPOA OT PYKOSITKM.

MpumMedaHve: Mepen KaxabiM BBeAEHWEM MPOBOAHVKA B U3AEeNve YBNaXHANTe NpoBOAHVK B BaHHOUKe

0 CTEPWILHON BOAOM UM PU3NOMIOTMYECKUM pacTBOpPOM. KaTeTep, 3amnosiHeHHbIi KOHTPacToM, MOXeT

3aTpyAHUTL MPOABMXKEHME NpPOBOAHMKA. [poMbIBaTb KOHTPACT M3 KaTeTepa CTepu/bHOW BOAOK WM

(h13voNoTMUECKM  PACTBOPOM MNepej, KaxAbiM BBeAeHVWEM NpoBoAHMKA. [poABMHbTE MPOBOAHUK K

MaHKpeaTUYeckoi NTOXHOI K1ucTe Ans o6/eryeHnst BBeeH!sl CTeHTa Uam ApeHaxHoro Haéopa.

11 MpoTonkHUTe BHEWHUI kaTeTep 10 dpeHueid, Noka HEMHOFO He OTTSAHEeTCS! BHYTPEHHWI KaTeTep.

12 Korga AvatepMuyeckoe KOJflbLO BCTYMUT B KOHTaKT C AMIeCTUBHOI CTEHKOI, NMoMecTUTe aKTWBHbIi

LLHyP Ha AMCTasbHbIA anekTpog (HacTe B) v NpoABUHbLTE B KUCTY, MCMO/Mb3ys YACTBIN pexyLinii Tok (80-

120 BatT). BHUMeHMe: UTo6bl n36eXaTb MOpPaXeHUs 3/1IeKTPUUYECKMM TOKOM, y6eanTecb, 4TO

KOMbLO He BCTYyMaeT B KOHTakT C MPOBOAHUKOM. ECNM MpUMeHsIeTCs 3MeKTpUYeckuii Tok, He

npoTArvBaiite AnaTepMmnUeckoe KoJsibLo 3a NpeAenbl MapKMpoBKM MPOKCMMaibHOTO KaTeTepa.
BbIK/lOUNTE  3MIEKTPOXMPYPIUYECKUiA NpUGop W OTCOeAUHMTE aKTUBHbIA LUHYp OT GOKOBOIO

OTBETB/IEHUSI U OT 3/IEKTPOXUPYPrYEcKoro npuéopa. MNMPOMOKHUTE aKTWUBHbIA LHYP BAaXHOW TKaHbIO,

yToBbl YAANNTL BCE MHOPOAHbIE YacTULbl. XpaHWTb B cNlaboCMOTaHHOM pynoHe. MpumMedaHue: Tyroe

CMaTbiBaHWe aKTUBHOTO LLHYpa MOXEeT NPUBECTY K NOBPEXAeHW0 YCTPoiicTBa.

14. XKnAKoCTb U3 KUCTbl MOXeT 6biTb cobpaHa Ans aHanusa. Wsgenve MoXeT 6biTb W3B/IEUEHO iU

OCTaB/IEHUN HA MecTe NPOBO/HKKA, YTO6bl 06/1erYNTL BBEAEHME CTEHTA UK ApeHaxHoro Haéopa.

Mocre 3aBeplUeHUs npoueaypbl YTUANM3MPOBaTbL MU3AesMe B COOTBETCTBMM C OpPraHM3alUMOHHbIM

pYyKOBOACTBOM /151 6M0M10TMYecK/ onacHbIX MeaULUMHCKUX OTXO40B.

Ha. 1
CiBctfodc > Dbtal Electodc
(hit)
Distlicnnic ring .OSliiich HecdlItkRifc
/ \
10 FrOuter catheter 5Er Ifiaer catheter
PucyHok 1

Proximal Electrode (Part A) = npokcumManbHbIli anekTpog (Hactb A)
Distal Electrode (Part B) = guctanbHblii anektpog (Yactb B)
Diathermic ring = gnaTtepmunyeckoe KosibLo

.038 inch Needle knife = pexywas urna 0.038 gwoinmoB

10 Fr Outer catheter = BHewHwuii kaTteTep 10 ®p

5Fr Inner catheter = BHyTpeHHWIA kaTeTep 5 ®p

MpUHaANeXHOCTU K MHCTPYMEHTaM A/1s1 9HA0CKOMUYEeCKUX MaHunynsauuii ACU
Mcnonb3yeTcst ¢ MOHOMOAPHBIMU 3/TEKTPOXUPYPrMUECKUMN KOMMNEKTYoWMMN Cook.

MPUMEYAHWA:
Ecrm ynakoBka OTKpbITa WM MOBpexAeHa npu AoCTaBke, He WCNo/sb3oBaTh u3genue,

yBegomuTe Cook npu opopmieHnn Bo3Bpara.

MoxanyiicTa,
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BP&/ MCMOMb30BaHMEM BU3yaslbHO NPOBEPbLTE, 06paTMB 0CO60€ BHUMAHME HA MOBPEXAEHUEe U30MALMn
(W koHHekTOpoB. EcCnM  o6HapyxuBaloTcsl KakMe-nn6o AedekTbl, KOTOpble MOryT MOBAUATbL Ha
aBWIbHYIO paboTy U3Aennsi, He UCMOoNb30BaTb ero.

P{eHib B cyxom MecTe, u3beratb nepenagoe TemnepaTyp.

[paHHoe U3KENVEe MOTYT MCMO/b30BaTb TOMLKO KBA/IM(IULMPOBAHHBIE OMbITHLIE BPAUM.

MEFBINMPEAOCTOPOXHOCTN

MaKcMarbHoe HOMMHAa/IbHOE HanpsbkeHre Ha BXoge ANs AaHHOro mdgenus paBHo 2.0 kBT/nuk. Jlo6oii
3MIEKTPOXMPYPrAYECKUi KOMMOHEHT HECET MOTEeHUMasIbHY 3/1EKTPUYECKYID OMacHOCTb A/ nauneHTa u
oregparope. Bo3aMoHble Mo60oYHbIe 3h(IEKTbI BKIOUYAKOT, HO HE OrpaHMYMBalOTCS; paspyLUeHUeM TKaHu,
owraw, HepBHOW CTUMynsunein Wunu CcTUMYnsuMein CcrivM3ucToli U cepaedvHol aputmuein. Mepepg
WCTIOMNb30BaHMEM [AHHOTO W3AENUS CrieayinTe pekoMeHpauusiM, NpeaocTaBfiEHHbIM MPOU3BOAMTENEM
3MIEKTPOXMPYPIMUECKOrO  NpuGopa, 4TOo6bI 06ecneuntb 6Ge3onacHOCTb NauuMeHTa npy  npaBUIbHOM
Pa3VELLEH U UCMO/b30BaHMU BO3BPATHOMO 3/1EKTpoAA NauueHTa. Y6eauTecb, YTO NPaBWUSbHBIA NyTb
Or BO3BPATHOIO 3/1eKTpoAa MNauueHTa [0 3MEeKTPOXMpypruyeckoro npubopa cobnwopaetcss Ha
MPOTSHKEHMM NpoLeaypbl. BbikouaiiTe afiekrpoxupypruyecknii npuéop B nonoxexue «off», korga Bbl He

MCNo/b3yeTe ero.

MoArotoOBKA CCTEMBbI
I BbIK/OYEHHOM 3/1EKTPOXMPYPrMYeckoM npuéope noArotoBbTe o6opyaoBaHue. ®UTUHIM aKTUBHOMO
MPoBOIA 10/DKHBLI MI0THO pacrnosiaratbCs B PYKOSITKE U3AENUSt U 3/IeKTPOXMPYPruyeckom npuéope.

WHCTPYKLMM T1O NCNOJIb3OBAHUIO

1Tocrie 3aBepLUeHUs NMPoLeaypbl BbIK/THOUNTE 3MEKTPOXUPYPrYecknii npruoop.

2 OTCOeAMHMTE aKTUBHbI/ LIHYp OT GOKOBOTO OTBETB/IEHWS W OT 3/IEKTPOXMPYPruyeckoro npuoopa.
MMPOMOKHITE aKTWBHbIA LUHYP B/IAXHON TKaHbIO, YTOObI YAAIUTb BCE MHOPOAHbIE YacTulbl. XpaHWUTb B
cnaGocMoTaHHOM pysfioHe. MpuMedaHue: Tyroe cmaTbiBaHWe aKTUBHOTO LIHypa MOXeT NpuBecTW K
MOBPEXIeHVI0 YCTPOICTBA.

Reoi™ CpuHkTepoTom, FS, FS-OMNI

MOKA3AHNA K MPUMEHEHWNKO
JaHHoe n3genve Ucnosb3yeTcsa ANsi KaHH/IMPOBAHUA NPOTOYHOW CUCTEMbI U ANsi CPUMHKTEpOTOMUM. Mpu
npeaBapuUTenbHON 3arpy3ke Takke MomMoraeT Mpu NepekpbITUM CMOXHbIX CTEHO30B npn ERCP.

MPYMEYAHVE

20 u3genve npefHasHavyeHo TOMbKO A1 OAHOPA30BOr0  UCMO/b30BaHUA. [lOMbITKM NOBTOPHOrO
o6paboTarb, CTEpUIM30BaTb W/MIM NOBTOPHO WCMOJ/Ib30BaTb MOTYT MPUMBECTU K MOBPEXAEHWUIO U3Aenus
Www nepegaye 3ab60neBaHuii.

He ucnonb3oBaTh AaHHOE u3Aenve B Lefsx, KOTopble OT/MYaloTCS OT LeneBOoro HasHaveHus. Ecnm
yMakoBKa OTKPbITA WU MOBPEXAeHa Mpu AOCTaBKe, He WCMOMb30BaTb M3genue. BusyanbHO NpoBepuTb
HR Ha/IMuMe nepekpyyrBaHusl, nepernboB wam MonoMok. Ecnm obHapyxuBalTcs Kakue-nmbo aedekTl,
KOTOpble MOrYT MOBAWSITb Ha NpPaBU/IbHYK paboTy M3Lenus, He UCnonb3oBaTtb ero. [loxanyiicra,
yBenomure Cook npu ochopmieHny Bo3Bpara.

XpaH/Tb B CyXOM MecTe, usberatb nepenagoB TemMneparyp.

Vicnons3oBaTb AaHHOE n3fenue MOXET TOIbKO ONbITHbIA MeAWULMHCKW NepcoHan.

MNPOTVBOMNOKA3AHWA

MpoTuBonoKasaHus XxapakTepHbl Ans ERCP u nobbix npoueayp, KOTOpble AO/MKHbI ObiTb MPOBEAEHDI
O[HOBPEMEHHO CO CcprHKTepoToMuMel. [MpoTMBOMOKa3aHWs Mpu CHUHKTEPOTOMUU BKIOYAKT, HO He
OrpaHMuMBAIOTCS: KoarynonaTueli U HEeBO3MOXHOCTb MPaBWU/IbLHOTO PaCMO/IOKEHNST PEeXYLLEero nposoja
cthrHKrepoToma.

MOTEHUAIBHBIE C/TOXXHOCTW

MoTeHUparbHbIe CNOXHOCTU cBsi3aHbl ¢ ERCP 1 BK/IOYAOT, HO HE OrpaHnyMBatoTCA: MaHkpeaTuTamu,
XOfaHrTamy, acnupauveid, nepdgopaumeli, KPOBOTEYEHUEM, WHMDEKUMEN, CENCUCOM, annepruyeckrmMmm
peakussii Ha KOHTPAcCT WM MeAMKAMEHTbl, TUNOTOHUENR, 3afepXKoW WM OCTaHOBKO AblXaHus,
cepaeyHoli apuTMUE NN OCTaHOBKO cepaua.

MEPBINMPEAOCTOPOXHOCTN

OGpamiteck K MapKMpOBKE Ha ynakoBKe, UTO6bl MOMY4YUTb MHGOPMALMIO MO MUHUMA/ILHOMY pasmepy
KaHar|e, HeO6GX0AVMMOMY A1 3TOTO U3AesNus.

MaKcvMarisHoe HOMUHa/IbHOe HanpshKeHre Ha BXofe AN18 AaHHOro usaenus paBHo 1.5 KBT/MuK.
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50/i 3NeKTPOXMPYPrUYECKMi KOMMOHEHT HEeCEeT MNOTEHLMA/IbHYI0 3MEKTPUYECKYd OnacHOCTb AN
auveHTa 1 onepatopa. Bo3MoxHble MN0604YHble 3hheKTbl BK/IKOYAKT, HO HE OrpaHUu4MBalOTCA:
aspyLUeHneM TKaHW, OXOraMu, HEpBHOW CTUMynsuueid u/mnn ctumynsiuvelii CAM3uMcToil U cepaeyvHoit

‘apuTMKEA.

Mepen,  MCMONb30BaHWEM  AAHHOTO  M34EeNus  cnefyiTe  pekoMeHgauusiM,  NpefocTaB/IEHHbIM
Mpou3BOAWTENEM 3/IEKTPOXMPYPruYeckoro npubopa, 4tobel 06ecneynTb 6e30MacHOCTb MaLveHTa Mpu
MPaBWILHOM Pa3MELLEHUN U WUCMOMNb30BaHUM BO3BPATHOIO 3/M€KTpoAa nauveHta. Y6eguTech, 4TO
MPaBWIbHLIA MyTb OT BO3BPATHOIO 3MEKTPoAA NauueHTa [0 3eKTpoXMpypruyeckoro npubopa
COOMI0AAETCA Ha NPOTSHXKEHMUMN MpoLeaypbl.

BbIkntoualiTe 3NeKTPOXUpypruyecknii Nnpubop B nosioxeHne «off», korga Bel He MCNONb3yeTe ero.

M npumeHeHUn Toka ybeamTech, YTO PeXyLunii NPoOBOJ MOJSIHOCTLH BbIABUHYT M3 3HAOCKONA. KOHTakT
PeXyLLEro NPoBoJa M 3HAOCKOMA MOXET MPMBECTU K 3a3€MJIEHNIO, YTO MOXET TPaBMMpPOBaTb NauMeHTa,
oreparopa UM cioMaTb PeXyLLyr Uray u/unm noBpeanTb SHAOCKONM.

Ecm ucnonb3yeTcs He3alwMLEeHHbIA NPOBOAHVK MPU COMHKTEPOTOMUM, OH AO/MKEH ObiTb M3B/EYEH A0
NPYMEHEHWS1 3N1EKTPOXMPYPI1MYECcKOro Toka.

He HakoHsATe N He BbirMbaiTe HakoHeYHWK 6onee yeM Ha90°, Tak Kak 3TO MOXET MoBpeauTb Uu
CroMaTh PEXYLLWIA MPOBOA.

JneBatop A0/HDKEH OCTaBaTbCsl BBEPXY/BHU3Y NpU MPOABWMXEHUM UM U3BIEYEHUN COUHKTepoToMa.

M NnpeaBapuTEebHOW 3arpy3ke MCNoNb30BaHUEe NPOBOAHMKA C METa/IMYECKUM HAKOHEUYHUKOM U3aenusi
ERCP MOXeT NpUBECTU K NOBPEXAEHNI0 BHELUHErO MOKPLITUSI W/WM HAKOHEYHWKa NPOBOJHUKA.

NMOArOTOBKA CUCTEMBbI:

1 Mocne w3BfeYEHUS K3 YNAKOBKM PACKPYTUTE U pacnpsMuTe CHUHKTEpPOTOM. AKKypaTHO yAaauTe
npeABapuUTENIbHO CKPYYEHHbI CTUMNET C KaH/IMPOBAHHOIO HakoHeYHUka. COBET: He NpUMeHsiliTe pyyHoe
[JABMEHVE K HAKOHEUYHWKY WM pexylleMy MpOoBOXY CCMHKTEPOTOMA MpU MONbiTKax MOBAUSITb Ha €ro
OpveHTaLWo, TakK Kak 3TO MOXeT noBpeautb udgenve. MNMpumevaHue: He u3Bnekante pykosaTKy, noka
V3ge/ve CMOTaHO WK Mnoka NpefBapuTeibHO CKPYYEHHbI CTUMET HaxXoAWTCA Ha CBOEM MeCTe, Tak Kak B
3TOM C/Ty4ae MOXHO MOBpeAuTb CBIUHKTEPOTOM U cAenaTb ero Hepaboumm.

2 [Mpu BbIKIIOYEHHOM 3/1IEKTPOXUPYPrMUYeckoM npubope noarotoBbTe o60pyaoBaHne. PUTUHIM aKTUBHOTO
MpOBOAA A0/DKHbI NJIOTHO pacnosiaraTbCA B PYKOSATKE U3AENNSA U 3/IEKTPOXMPYPruyeckoM npubope.

3 MNpucoeanHTe NPOBOAHNKOBOE YCTPOMCTBO G/IOKMPOBKM K BCOMOraTe/nlbHOMY MOPTY 3HA4o0cKona (ecnv
MPUMEHSIETCS).

VHCTPYKUMN no NCMOJIb3OBAHUWIO

l. Mpn ncnonb3oBaHuM nopta BHYTpunpoTodyHoro obmeHa (IDE) m kopoTtkoro nposoga. (Cwm.
PucyHok 1)

1 V3Bneyb MpoBOMOYHLINA ynop M3 ero dumkcartopa. Y6eanTecb, YTO NPOBOJIOYHbIA YNOpP OTCOEAMHEH OT
BTY/KM MpokcumanbsHoro MNpoeogHukosoro MopTta (PWP) 1 4to gncTanbHblii HAKOHEYHUK pPOBO/IOYHOIO
yriopa pacnosioXeH nNpokcumasnbHo K nopty IDE.

2 BBegute AncCTanbHbIi HAKOHEYHWK NpoBoAHMKa B nopT IDE v npoaBuraite, noka OH He 3anofiHUTCA
OucTanibHbIM HAKOHEYHVUKOM COUHKTEPOTOMA.

3 Mpogguraiite pyKosiTKy MPOBOJIOYHOTO YMOpa, Noka OHa He JOCTUrHeT BTynku PWP u HagexHo He
COeVHUTCA C JTIO3POBCKMM HakOHEYHUKOM BO BTy/ike PWP.

4 MNpofBuHLTE HAKOHEYHUK CDUHKTEPOTOMA Yepes KpbIwKy MpoBOAHUKOBOIO Bnokupytowero Msgenvsa m
npofoxkarTe npoasuratb, Noka OH He 6yaeT BU3yanu3npoBaH Ha 3HAO0CKOMeE.

5 OTcoeguHUTe MPOBOJIOYHBIA YNOP, OTNYCTUTE PYKOATKY U3 BTyNkM PWP © M3BNekuTe NPOBOSIOYHbINA
YIop 13 KateTepa.

6 B coOTBETCTBUM C KaHOJIMPOBAHMEM KOHTPACT MOXeT OblTb BAUT yYepe3 WHbEKUWOHHbIA nopT Ans
PEHTTEHOBCKOrO NOATBEPXAEHNSA PACMOIOXEHNSA U3LENNS.

7. B COOTBETCTBUM C WHCTPYKUMSAMWU MNPOU3BOAUTENSA 3/IEKTPOXMPYpPruyeckoro npubopa nposepbTe
Xenaemble yCTaHOBKM U paboTaiTe co COMHKTEPOTOMOM.

8 lMocre 3aBepLUeHNst CPMHKTEPOTOMUY BbIK/TIOUUTE 3/IEKTPOXMUPYPIruYeckuin npubop.

9 OtcoeauHUTE aKTUBHbIA LIHYP OT OGOKOBOrO OTBETBMEHWS U OT 31EeKTPOXMpypruyeckoro npubopa.
MpOMOKHUTE aKTUBHbIW LIHYP BJI&XHOW TKaHblO, YTOObI yAanuTb BCE WUHOPOAHbIE YacTuubl. XpaHUTb B
cnabocmoTaHHOM pysioHe. [pumedaHue: Tyroe cmaTbiBaHWE akTMBHOIO LUHypa MOXeT MpuMBECTU K
MOBPEXAEHNO YCTPONCTBA.

MpyMeyaHue: paHee pasMeLLleHHbI NPOBOAHMK MOXEeT ObiTb OCTaBfieH Ha CBOEM MeCTe, 4TOoObl
obrernTL BBEAEHUE APYruxX MNPOBOAHWKOBBLIX M3genuii. Ecnv npoBOAHMK OCTaeTcsl Ha CBOEM MeECTe,
KIau3genve n3BnekaeTcs, nposeguTe cnepyowme AeicTBus:

10 Mepen n3Brie4YEHNEM U34ENUS NCMOMb3YiTE MApKUPOBKM Ha kaTteTepe, YTo6bl NoATBEPAUTL, 4TO IDE
MJr HAXOAUTCA BHYTPU NPOTOYHOW CUCTEMBbI.
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PeHTreHoBCKMM 06pa3oM  BU3yasiM3npyinTe pPEHTITEHOKOHTPacTHYH nosiocky Ha nopte IDE.
ArvBaiiTe MPOBOAHWK, MOKa PEHTTEHOKOHTPACTHbI AWCTasIbHbIA  HAKOHEYHWK MpPOBOAHUKA He
TUrHET NOJIOCKW, NPOU30AEeT OTCoeMHEHUE OT NpocBeTa NPOBOAHMKA.

2 TpoaBuHbTE OTCOEAMHEHHbI NPOBOAHMK, YTOObI 06ecnevnTb AOCTYM K NPOTOKY.

13 3abnokupyiite npoBogHuK B [poBoAHMKOBOM  Brokupylouiem YcCTpoicTBe U U3BJIEKUTE
\COWHKrepoToM M3 BCOMOraTesibHOro kaHasia aHgockona.

Ecrm Mcnonb3yeTcsl NpOKCMMaslbHbI NPOBOAHUKOBLIA nopT (PWP) u npeaBapuTeribHO

YCTaHOB/IEHHb I O/IMHHbI NpoBogHuUK. {Cm. Puc. 1)

MpuveaHve: Ana NonyvYeHns Hauaydlwux pesynbTaToB NPOBOAHUK OO/MKEH ObiTb BNAXHbIM.

11/13BneknTe NPOBOJIOYHbIN yNop (eC/iM OH NPUMEHSIETCS).

2 MNpogBuHbTE CHIMHKTEPOTOM NO NpeABapuTeslbHO YCTAHOBMEHHOMY MPOBOAHUKY, y6eguTecb, 4TO
rpoBQ, Bbilen 13 katetepa B PWP.

3Mpogonxalite NpoABUraTb U3genue, Noka OHO He NOSIBATCS B NOJe 3pEHMS 3HAO0CKOMA.

MPOOENATE LLIATW 6-9 B «PA3AEJIE I», 3ATEM BEPHUTECH K LUATY 4 HUXE:

4V13BneknTte nsgenne ¢ NCnosb3oBaHMEM TEXHUKUM OOMeHa cTaHA4apTHOro A/IMHHOMO NpPoBoAa.

. Ecm ucnonb3yetca nopTt ynpassieHna nposogam (WCP) m KOpOTKMA NpoBOA4 WAN ANTUHHbIN
npoBodHvK. (Cm. Puc. 2)

1 MNpoaBvHbTE HAKOHEYHUK COUHKTepoTOoMa u4epe3 Kpbiwky [MpoBoAHMKOBOrO  BrnokupytoLiero
YcTpoiicTea 1 npogoskanTe npoasuraTe, Noka OH He NOSBUTCS B NOJ1e 3peHUs 3HA0cKomna.

MPOOENATE LLAMW 6-9 B «PA3AE/E I», 3ATEM BEPHUTECH K LLATY 2 HUXE:

2 Beegyre npoBogHuk B WCP 1 npoABuHbTE B BblOpaHHbIi NPOTOK, OTAENMB MPOBOAHUK OT Katetepa.
@GuPuc. 3&4)

3. [m ussneyeHnsa cuUHKTEpPOTOMA OT 3HAOCKOMAa ybeanTech, YTO NPOBOAHWMK HALEXHO YCTAHOBMEH Ha
BVl MeCTe, 3aTeM OTTAHUTE KaTeTep, MO3BOJIAA MPOCBETY MPOBOAHWKA OTAE/INTLCA OT MPOBOLHUKA,
ma MeTasiindeckaa nonoca He noasutcAa B [lpoBogHukoBoMm  Bnokupywwem W3genumn u He
no4vyBcTByeTCA HanpshkeHne. (Cm. Puc. 5)

4 Pa3bnokupyiite NpoBOAHUK 13 [pOBOAHMKOBOrO Bnokupyloliero YCTpoicTea, MOSTHOCTbIO WU3B/IEKUTE
COWHKTEPOTOM U3 NPOBOAHMKA, 3aHOBO 3a6/10KMpyTE NPOBOAHMK.

Mcre 3aBeplUeHUs Npoueaypbl yTUAN3MPOBaTb U3Ae/ine B COOTBETCTBUU C AEACTBYHOLLUM
PYKOBOACTBOM MO YyTUAM3aLUM 6UONOrMYEeCcK ONacHbIX MEOULMHCKUX OTX040B.
Wire stop = NpoBOOYHbI ynop
Proximal wire port = nNpoKcMMasibHbIi NPOBOAHUKOBBIN
nopt
Retaining clip = 3axum
Mid point of cutting wire = cpefHsAs TOYka pexyLiero
npoeoaa
Radiopaque band = peHTreHOKOHTpacTHasa nosiocka
Injection port = MHBEKUMOHHbIA NopT
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Proximal wire port = npokcumMasnbHbIAi NPOBOAHMKOBLIN
nopt

Injection port = HbEKUMNOHHbI NopT

Wire Control Port = nopT NPOBOAHOIO KOHTPONS

Mid point of cutting wire = cpefHsis TOuYka PexyLliero
npoeoga

Radiopaque band = peHTreHOKOHTpacTHas noJsiocka

CdovHkrepotom Howell D.A.S.H
| Qrcreva NpsiIMOro AocTyna

MOKASAH/A K MPUMEHEHUWIO

[JaHoe v3genve Ucnosib3yeTcs A1 KaHNMPOBaHWs NMPOTOYHOM CUCTEMbI U AN1S1 CPUHKTEpoTOMUU. TMpu
MpeaBapUTeNbHOM 3arpyske Takke NoMoraeT Npyu NepeKpbITUM CNOXHbLIX CTEHO30B npu ERCP.

MPUMEHAHVE

30 n3penve npefHasHavyeHo TOMbKO A/ OA4HOPA30BOr0  MCMO/b30BaHMA. [OMbITKA MNOBTOPHOrO
00paboratb, CTepUIN30BaTb W/WIM NMOBTOPHO MCMNOJ/Ib30BaTb MOTYT MPUBECTU K MOBPEXAEHUIO U3LENNs
qnepepade 3aboneBaHuni.

H ucrnonb3oBaTe faHHOEe u3fesMe B LENsX, KOTOpble OT/IMYalTCs OT LUEeNieBOro HasHauveHus. Ecnn
yaKoB@ OTKpbITa WM NOBpexAeHa npu JocTaBke, He WMCNofb3oBaTh m3gesnve. BusyasbHO npoBepuTb
HHaMue NepekpyyYmBaHns, nNepernbosB MM NonoMok. Ecnn obHapyxmBalTcsi kakue-nnbo aedexrsbl,

BTOpbE MOTYT MOBMWATbL Ha NpaBUbHYH pPaboTy u3genus, He Ucnofnb3oBaTb ero. Moxanyiicrta,
yeegowte Cook nMpu ochopmM/ieHnn Bo3Bpata.

XpaH/ATb B CyXOM MecTe, u3beratb nepenajos Temnepartyp.
Vicnonk3oBarb JaHHOE U3AEe/IMe MOXET TOSIbKO OMbITHLI MeAULUMHCKWIA NnepcoHan.

MPOTVIBOMNOKA3SAHNA

lMpoTVBOMOKa3aHNA XapakTepHbl Ans ERCP 1 no6bix npoueayp, KOTopble AO/MKHbI GbiTb NPOBefEHbI
OOHOBPENEHHO CO CCPMHKTEpoToMMeid. MpoTvMBOMoOKasaHWs Mpu CUHKTEPOTOMMUM BK/IHOYAOT, HO He
OrpaHMVBAIOTCS.  KoarysionaTueld M HEBO3MOXHOCTb MPaBW/ILHOTO PACMO/IOKEHUS PEXYLLero npoeoga

Cdyrreporove.
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1ITEHUA/IbHBIE CTOXXHOCTA

€HUMa/bHbIE CIOXHOCTY cBfi3aHbl ¢ ERCP 1 BK1OYAKT, HO HE OrpaHWMYMBalOTCS; NaHkpeaTuTamu,
MHruTamy, acnupauuein, nepdopauueli, KpoBOTEUEHNEM, WHEKUUEN, CENCUMCOM, as/iepruyeckumm
KWFAW Ha KoHTpacT WM MeauKaMeHTbl, TUMOTOHWEl, 3a[epPXKOi WM OCTaHOBKOM AblXaHus,
|paeyHoO apuTMKMERn N OCTaHOBKOW cepaua.

:MEPBITIPEAOCTOPOXXHOCTU
[*OBpatTechb K MapkMpOBKE Ha ynakoBKe, YTOObI MOMYyYNTb MHOPMAaLUI0 N0 MWHUMANbLHOMY pasMepy
' kaHarna, He06X0AMMOMY [i/191 3TOTO U3Aenusi.
Makc1MasibHoe HOMUHAIBHOE HanpshkeHne Ha BXoAe A/1a AaHHOro usgenus pasHo 1.5 kBt/nuk.
JTHOOOA 3NEKTPOXUPYPIrUYECKUIA KOMMOHEHT HeceT MOTeHUMasIbHY0 3/IeKTPUUYECKY0 OMacHOCTb AN
nauveHta K onepatopa. Bo3MOxHble M060YHbIE 3h(PeKTbl BKIYAKT, HO HE OrpaHWMYMBaOTCS:
paspylleHMemM TKaHu, OXoramu, HEpPBHON CcTumynsauuein wn/vnn cTuMynsunein crimsncToin u ceppevHon
apuUTMVEN.
Mepen UMCNoMb30BaHWEM  AAHHOTO  M3Jenus  cnedyinTe  pekoMeHAauusiM,  npefocTaB/IEHHbIM
NPOV3BOAMTENIEM 3/1IEKTPOXUPYPrMUeckoro npubopa, 4tobbl o0b6ecneunTb 6e30MacHOCTb MauueHTa npu
NpaBWILHOM pa3MeLLeHnM W UCMOJIb30BaHMM BO3BPATHOIO 3/1eKTpoja nauueHta. Y6eauTecb, 4TO
MpaBWbHLIA NyTb OT BO3BPATHOIO 3/1eKTpo4A NauuMeHTa [0 3/eKTPOXMpYpruyeckoro npubopa
CO6/0AAETCA Ha NPOTSHKEHUM NPOLLEAYpbI.
BbiktovaiiTe anekTpoxXnpypruyeckuin npuéop B nosnoxeHue «off», korga Bbl He UCMO/b3yeTe ero.
Mwv NpuMeHeHun Toka ybeanTechb, UYTO PEeXyLLuiA NPOBOA MOJIHOCTHIO BbIABMHYT M3 3HAOCKONA. KOHTakT
peXyLLero NpoBoja M 3HA0CKONa MOXET NPUBECTM K 3a3eMJ/IEHUIO, YTO MOXET TpaBMUpPOBaTh MauueHTa,
oneparopa Uiy cnomMaTtb PexyLLyl Uriy Wunm noBpeavTb 3HAOCKOMN.
Ecm ncnonb3yeTcs HesalMWeHHbI MPOBOAHMK Npu COUHKTEPOTOMUU, OH AO/DKEH ObiTb U3B/EYEH A0
NPUMEHEHNST 3/TEKTPOXMPYPIrMYECKOro ToKa.
He HakNoHAWTE M He BbirMGaTe HakOHeYHWK 6osiee yem Ha 90°, Tak Kak 3TO MOXET MOBPeAUTb WU
cfioMaThb PEeXYLLUA MPOBOA,.
DneBatop JO/HKEH 0CTaBaTbCA BBEPXY/BHU3Y NPU NPOABWXEHUN WM U3BNEYEHUM ChUMHKTEpPOTOMA.
Moy NpegBapuTenbHOl 3arpy3ke MCNosib30BaHWe NPOBOAHMKA C METa/I/IMYECKUM HAKOHEYHUKOM M3Lenus
ERCP mMOXeT NpuBECTV K NOBPEXAEHMIO BHELLHETO NMOKPLITUS W/WAW HAKOHEYHMKA NMPOBOJHUKA.

noaroToBKA CNCTEMBbI

1 lMocne u3BfeuYeHUs U3 YMakoBKM pPackpyTuTe U pacnpsiMuTe CHUHKTEPOTOM. AKKypaTHO ygdanuTe
npefBapuTe/IbHO CKPYUYEHHbIV CTUMET C KaHINMPOBAHHOTO HaKOHEYHMKA. MpuMevaHme: He npuMeHsiiTe
py4yHOE AAaBfIEHNE K HAKOHEUHWUKY U/IM peXxyLLeMy NpPoBOXY CCOUHKTEPOoTOMa Mpu MonbITKax NOBANUATb Ha
€70 OpMEHTaLMIo, TaK Kak 3TO MOXeT NoBpeauTb u3genue. MNMpumMedaHue: He n3BfekaiiTe pykosiTky, noka
U3aenve CMOTaHo WK Moka NpeABapuTeNlbHO CKPYUYEHHBbIM CTUNET HaXoAuTCs Ha CBOEM MecTe, Tak Kak B
3TOM C/lyyae MOXHO NoBpeAnTb COUHKTEPOTOM U CleNaTb ero Hepabounm.

2 Mpu BbLIKNOYEHHOM 3/1EKTPOXMPYPrMYECKOM NpuGope NoAroToBbTe 060pyAOBaHe. PUTUHIU aKTUBHOTO
MpoBOAA AO0/IKHbI MIOTHO pacnosaratbCsl B PyKOSATKE U3ENUst U 3/IeKTPOXMPYPriuyeckoM npuéope.

3. MpoBepbTe pPacrnosioxXeHWe MPOBOAHMKA B CIMHKTEpoToMa. [WCTasibHbli HAKOHEUYHWK MPOBOAHMKA
[lo/KeH pacnosnaraTbCsl Y HaKOHeuYHrKa kateTtepa.

4. Kak TONbKO AMCTasibHble HakoHeuYHWKa MPOBOAHWKA W M3aenus 6yayT BbICTPOEHbl B OAHY JIMHMIO,
3adhuKcupyiiTe NPOBOAHMK B HYXXHOM MOJIOXEHUU Mpu noMowy agantepa Tyoxu-BopcT, 4To6bl M36exaTb
pricka ABVKEHUST MPoBOAaA.

5. TpomoiiTe MHBLEKUMOHHbLIA MOPT CTepWnbHOI BOAOW. [N NOMYYEeHUs HaWNyuyliux pe3y/bTaToB
MPOBOAHVK AO/KEH OblTb BNaXHLIM. lNpumevaHue: ybeduTecb, 4To agantep Tyoxu-BopcT HagexHo
3aTAHYT BOKPYT NPOBOAHMKA Nepes, MHbeKUueil.

MHCTPYKUMM no NCMO/Ib3OBAHUIO

1 MpoaBuHbLTE HAKOHEYHWK C(PMHKTEpPOTOMa BO BCMOMOTraTesibHblii KaHa/s 3HAoCKOMa M MpPoAos/IXuUTe
MOHeMHOry NpoABuraTh Noka u3genne He NosiBUTCA B MoJie 3peHust aHA0CcKona.

2 Mpu XenaHum MOXHO UCNOJIb30BaTb NPOBOAHMUK, UTO6bLI 061ErUYNTb KaHIMpoBaHue.

3 Mpy nomMowy peHTreHockona oTc/exuBaliTe NpoABMXKeHWe MNPOBOAHMKA B MPOTOYHON cucTeMme.
PeHTreHOKOHTPACTHbI HAKOHEYHMK NPOBOAHMKA MOXHO WCMOMb30BaTh AN PEHTFeHOKOHTPACTHOro
NoATBEPXAEHVS PACMOSIOKEHNS NPOBOAHMKA.

4. MNocne KaHNMPOBaHNWS KOHTPACT MOXET ObiTb BAUT YEpe3 WHLEKLMOHHbIW NMOPT AHS PEHTreHOBCKOro
noATBEePXAEHNSI pacrnonoxeHuss usgenus. MpumMedaHve: Agantep Tyoxu-BopcT gomkeH 6biTb 3aTAHYT
MV MHBEKLMK, YTOBbLI NpeAoTBpaTUTL 06paTHbI NOTOK. Mpy MHBEKUMM UCnosb3yiiTe wnpuy 10 cc (Mnm
MeHbLUE) AN MOATBEPXAEHUS NMPaBU/ILHOTO AABMEHUS.
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COOTBETCTBUM C WHCTPYKUMSIMW NPOU3BOAUTENIA  3/IEKTPOXMPYPrUYECcKoro npubopa npoBepbTe
bemble ycTaHOBKM 1 paboTalite co COUHKTEPOTOMOM.
flocne 3aBepLUEHNS CHMHKTEPOTOMUM BIK/THOUNTE 3/1EKTPOXMPYPIruYeckuii npnéop,
prvedaHve: PaHee ycTaHOBMEHHbIN MPOBOAHUK MOXHO OCTaBUTb Ha CBOEM MecCTe, 4YTobbl 061eruntb
[eHve COBMECTUMbIX U3AENWIA (EC/TM OHY MPUMEHSIOTCS).
OTCoeaMHUTE aKTUBHBIA LUHYpP OT GOKOBOrO OTBETB/IEHWS W OT 3/1EKTPOXUPYPrnyeckoro npubopa,
CMOKHUTE aKTUBHBIA LUHYP B/IaXKHOW TKaHbiO, YTOObl yAanuTb BCE MHOPOAHbLIE YacTUllbl. XpaHWUTb B
abocMOTaHHOM pynoHe. MpumeuvaHune: Tyroe cmartbiBaHUME aKTMBHOIO LUHypa MOXET NpUBECTN K

MoepexaeHo yCTpolicTBa.
Marmnnotom CCPT-, CT-, MT-, PTG-, UTS-

MOKA3SAHA K MPUMEHEHWIO
[JaHHoe n3genve Ucnosnb3yeTcsl ANsl KaHIMPOBaHNS NPOTOYHOWM CUCTEMbI U ANSi COUHKTEPOTOMUM.

MPYMEYAHVE
30 u3genve npefHasHauyeHo TOMbKO [AN1A 04HOPa30BOr0  WCMNONbL30BaHUA. [1OMNbITKM MOBTOPHOIO

06paboTath, CTepUIN30BaTb U/MNM MOBTOPHO MCNOMb30BaTb MOMYT NPUMBECTM K MOBPEXAEHUID U3Aenus
i nepepaye 3aboneBaHuii.

H ncnonb3oBaTh AaHHOE uW3Aenve B LeNsx, KoTopble OT/MYaloTCs OT LEeIeBOro HasHauyeHus. Ecnu
yraKoBka OTKpbITa WU MOBPEXAeHa npu AOCTaBke, He MCMOoMb30BaTb u3genue. BusyanbHO NpoBeputh
HAHa/IMYMe NepekpyymBaHus, nepernboB WaM NofoMoK. Ecnv o6HapyxuBalTcs Kakue-nn6o aedekTbl,
loTopble MOTYT MOBAUSATb Ha MpaBU/bHYK paboTy wu3genus, He WCnonb3oBaTb ero. [loxanyiicra,

yBegomute Cook npu odpopmMieHnn Bo3BpaTa.
XpaHUTb B CyXOM MecTe, u3beratb nepenajos Temnepartyp.
Vcronb3oBath faHHOe U3fenine MOXeT TOTbKO OMbITHbIA MeAULMHCKUIA NepcoHan.

MPOTUVBOIOKA3AHNA

MpoTMBOMNOKa3aHMA xapakTepHbl Ans ERCP u no6bix npoueayp, KOTopble A0/MKHbI 6biTb NPOBEAEHSI
OAHOBPEMEHHO CO CUHKTEpoTOMMeil. [MpoTuBONOKasaHUs npyv CRUHKTEPOTOMUM BK/IHOYAOT, HO He
OrpaHNuYMBAIOTCA: KoarysionaTveid M HEBO3MOXHOCTb MPaBU/IbHOTO PAacMofIOKEHNUS PexyLlero nposoja

CMHKTEpPOTOMA.

MOTEHUAJTIBHBLIE CNOXHOCTU
MoTeHunanbHble CNOXHOCTM CBA3aHbl ¢ ERCP v BkIOYaloT, HO He orpaHn4nBaloTCA: naHkpeaTUtTamu,

XonaHruTamu, acnupauueit, nepdopaumeit, KpoBoTeueHWeM, WHMIEKUUeNR, Cencucom, annepruyeckumm
PEAKUMSIMM Ha KOHTPACT WM MeAUKaMeHTbl, TUMOTOHWEl, 3afepXKoli WM OCTAHOBKOM AbIXaHus,

cepaeyHoli apuTMueld M ocTaHOBKOM cepaua.

MEPbI MPEAOCTOPOXHOCTW
O6paTutecb K MapKMpOBKE Ha ynakoBKe, UTo6bl MOMY4YUTb WHOPMALMIO MO MUHUMa/ILHOMY pasMepy

kaHasia, Heo6GX0ANMOMY A/1S 3TOr0 U3Aenus.
MakcumasibHoe HOMUHAJIbHOE HanpPsPKEHWE Ha BXoAe A/1s1 AaHHOro n3aenus paBHo 1.5 kBT/nuk.

JoGoli  3NEKTPOXMPYPIUYECKNIA KOMMOHEHT HECET MOTEeHUMasIbHY0 3/1EKTPUYECKYH) ONacHoCTb Af1s
nauveHta u onepatopa. Bo3MoxHble NO6GOYHblE 3EKTLI BK/IOYAKT, HO HEe OrpaHWyMBatoTCs:
paspyLleHVeM TKaHW, OXOramu, HEepBHOW CTUMyNauuein uunm CTUMynsumelid CrM3ucToli U CepAeyHoin
apuUTMKnEN.

Mepes WCMONb30OBAHMEM  AAHHOTO  W3AENUS  crefyiiTe  pekoMeHZauuam,  NpefocTaBfIEHHbIM
MPOU3BOAMTENIEM 3/IEKTPOXMPYPrMYeckoro npuéopa, 4Tobbl o6ecneuntb 6e30MacHOCTb MauueHTa npu
NPaBWILHOM pasMeLLeHnM U UCMNOMb30BaHMU BO3BPATHOTO 3/1eKTpoda nauueHta. Y6egutecb, 4TO
NMPaBWbHLIA MyTb OT BO3BPATHOIO 3/1IeKTPOfa NauMeHTa [0 3/1eKTPOXMpypruyeckoro npuéopa
co6M0AAETCA HA NPOTSHXKEHUM Npoueaypbl.

Bbik/loyalitTe 31eKTpOXpypruieckuin npubop B nosnoxeHue «off», korga Bbl HE UCMOJb3yeTe ero.

Mpy NpYMEeHeHUN Toka y6eanTechb, YTO PEXYLUMIA NPOBOA NOSIHOCTbIO BbIABMHYT M3 3HAOCKONA. KOHTaKT
pexyLLero NpoBoga 1 3HA0CKOMa MOXET MPUBECTU K 3a3eMJ/IEHUI0, YTO MOXET TpaBMMpPOBaTb NaLMeEHTa,
orneparopa Wan c/ioMaTb PEXYLLYI Ury Uunm noBpeanTs 3HAO0CKON.

Ecrm mcnonb3yetca He3alwUWEeHHbIA NPOBOAHMK NPU CIMHKTEPOTOMMUU, OH AOSIKEH OblTb W3BMEYEH A0

MPUMEHEHUS 3NEKTPOXNPYPrMYECKOro TOKa.
He HaknoHsiiTe 1 He BbirMbaiiTe HakoHeuHWK 6osiee Yem Ha 90°, Tak Kak 3TO MOXeT MoBpPeauTb WK

CoMaTb PEXYLLMIA NPoBOA.

JneBaTop A0/HKEeH 0CTaBaTbCA BBEPXY/BHU3Y MPU MPOABUMXEHUN WK U3BMEYEHUN CUHKTEPOTOMA.

Mp1 NpeaBapuTenbHO 3arpyske UCNob30BaHWe NPOBOAHUKA C METaIMYEeCKUM HAKOHEUYHUKOM 13aesnus
ERCP MOXeT NpUBECTY K NOBPEXAEHWI0 BHELLUHEro NOKPbITUSE U/WIN HAKOHEYHMKa MPOBOAHMKA.
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| MQTOTCRKACUCTEMBI

i ' Mfe M3BNeYeHUss CUHKTEPOTOMa W3 YMNakoBKU packpyTUTe U pacnpsiMute ero. AKKypaTHO
lWwwre npeaBapuTeslbHO CKPYYEHHbI CTUNET C  KaHK/IMPOBAHHOrO HakoHeyHuka. COBeT: He
,T*eHsiiTe pyyHoe AaBfieHMe K HAKOHEYHWUKY WK pexyliemy NpoBOXY CCMHKTepoTOoMa MpU MonbiTKax
MSATb HA €70 OpMEeHTaLMIo, TaK Kak 3T0 MOXeT NoBpeanTb usgenue. MNMpumedaHve; He usBnekaiite
MLLky, MOKS M3AenvMe CMOTAHO WM MoKa NpeaBapuTeslbHO CKPYYEHHbI CTUIeT HaxoAuTCs Ha CBOEM
l&le, Takkak B 3TOM C/lyyae MOXHO MOBpeAuTb CBGOMHKTEPOTOM U caenaTb ero Hepabouunm.
[IrfvBbIKMIO4EHHOM 9/TEKTPOXUPYPrMYECKOM NpuGope NoAroToBbLTE 060pyAoBaHMe. PUTUHIU aKTUBHOMO
A4gBO0/mKHLI NIOTHO pacnonaratbCs B PyKOSITKE U3AeNnst U 3/1eKTPOXUPYpruyeckom npuéope.

WPYK MW no NCMNOJIb3OBAHUIKO
Beyie HakOHEYHUK COMHKTEPOTOMA BO BCMOMOraTesibHbIA KaHa/l 3HAOCKONa U MOHEeMHOory
Wiaile, Noka OH He MOSIBUTCA B nosie 3peHust 3Haockona. MNMpumedvaHne: CAOUHKTEPOTOM MOXET
bYCTaHOBMEH MO MpefBapuTesIbHO YCTAaHOB/IEHHOMY MPOBOAHVKY; Mepes 3TMM MpPOMOITEe MpocBeT
>ma
|MocnexkaHonMpoBaHMa KOHTPACT MOXET ObiTb B/IUT Yepe3 UHBLEKLUUOHHLIV NOPT ANSi PEHTTEHOBCKOrO
[1Bepkmem pacnonoxenusi nsgenusa. MpumedaHue: Ecnv npvMeHrMO, nepeaBuHbTE cnaingep B
Lierve «off» 4O MHBEKUMM NO NpeABapuTesIbHO PacrofIOKEHHOMY MPOBOAHWKY, 3aTeEM MepeaBuHbTe
Lleps nonoxexune «on». (Cm. Puc. 1)
TCoOTBETCTBAM C MHCTPYKUUSIMMA NPOU3BOAWTENS 3MEKTPOXMPYpPruyeckoro npubopa nposepbTe
MbEYCTAHOBKN 1 paboTaiiTe co COUHKTEPOTOMOM.
«3aBepLUeHUs1 COUHKTEPOTOMMM BbIK/TIOUUTE 3NEKTPOXUPYPrMYeckmii npubop,
keHe PaHee yCTaHOB/EHHbI MPOBOAHMK MOXHO OCTaBWTb Ha CBOEM MecTe, YTOObl 06/1eruynTb
ACOBMECTUMbIX U3genuii (ec/im OHN NPUMEHSOTCS).
YH/TE aKTWBHbLIA LUHYP OT GOKOBOrO OTBETB/IEHWA W OT 3/1EKTPOXUPYPruyeckoro npuéopa,
T€ aKTMBHbI/ LIHYP BJI&XHOW TKaHb, YTOObl yAa/iMTb BCE WHOPOAHbLIE YacCTUlbl. XpaHWUTb B

(faHov pynoHe. lMpumeyvaHue: Tyroe cMaTbiBaHWE aKTUBHOIO LWHypa MOXET MpMBECTM K
HAOYCTPOWCTBA.

| 3aBeplLeHVs Mpoueaypbl YTUAN3MPOBATL M3fesive B COOTBETCTBUM C AEWCTBYIOLWUM
ACTBOM MO YTUMIN3aLMUN 6MONOTMYEeCKN OMacHbIX MeANLMHCKUX OTXOO0B.

o

B
K=oT{pbTO - 3aKpbITO

MTRI-

[HAKMPUMEHEHUIO
Lienve ncnonb3yeTcs A8 KaHIo/IMPoBaHWsl NPOTOYHOW CUCTEMbI U ANS1 COUHKTEPOTOMUM.

Life npegHasHayeHO TOMbLKO A1 O4HOPA30BOr0 MCNOb30BaHUS. [1ONbITKM MOBTOPHOTO
K crepunuszoBaTtb W/mMnm NOBTOPHO MCMO/Ib30BaTh MOTYT MPUMBECTU K MOBPEXAEHUIO U3Aenus
3a60/1eBaHUIA.
Warb pgaHHoe usgenve B Lensix, KOTOpble OT/AU4YAKTCHA OT LEeNeBoro HasHauvyeHusi. Ecnu
yorperaynv NOBpPEXAeHa NMpu [OCTaBKe, He UCNofb30BaTb u3genve. BusyanbHo npoBepuTb
*enepe«P™ViBaHs, NepernboB UaM NoaomMok. Eciv o6HapyXxuBalTcs Kakue-nmbo aedekTsbl,
TOBrasATb Ha MNpaBU/bHYO paboTy u3genns, He MUCNonb3oBaTb ero. [loxanyiicTa,
ochopm/ieH M BO3BpaTa.
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JMILBCYXOM MecTe, U3beratb nepenagos Temneparyp.
JoteHXTL TpolHOTO npocBeTa o6ecrneuvBaeT AOCTYNM MPOBOAHMKA K XefaeMomy NpoToKy Mpu

GIbN'q'DTGVI/I/I NNO3BONAET Ae/iaTb KOHTPAaCTHbIE B/INBaAHUA Yepes OT,CI,eI'IbeIVI NnpocCBeT.
Mo Eab 4aHHoe n34enmMe MOXEeT TOIbKO ONbITHbIN Me,qVILU/IHCKVIVI nepcoHarn.

MPOTVBO IOKA3AHAA
Monveooesam XapakTepHsl ansi ERCP 1 no6bix npoueayp, KOTopble AO0/MKHbI 6biTb MPOBEAEHbI

QIHEEVEHD CO C(pMHKTEpOTOMMEl . TpOTMBOMNOKA3aHUS NPU COMHKTEPOTOMUU BK/IKOYAOT, HO He
UBHM/BAOCT KoarynonaTtueil ¥ HeBO3MOXHOCTb MPaBWU/ILHOTO PAaCMO/IOKEHUs] PexyLLero npoBoga

JHaIepoTOVa.
MOTEH WHHHE CNNOXXHOCTU

MoEHyaEbE CNOXHOCTM CBsi3aHbl ¢ ERCP 1 BKIOYAlOT, HO He OrpaHMuYMBaloTCs: maHkpeaTuTamu,
YXOBHVIBW, acnvpauyei, nepdopauueii, KpoBoTeueHuem, WUHdeKUneld, cencucom, annepruieckrmm
(AW HA KOHTPAcT WM MeAVKaMEHTbl, TMNOTOHWel, 3a4epXKoi WM OCTaHOBKOM [AbIXaHus,

CEHapuUTMUE M OCTaHOBKOW cepaua.

MELIMPEAOCTOPOXXHOCTIA
CeEie K MapKMPOBKE Ha yMnakoBke, YTo6bl MOSyUMTb MHCGIOPMaLWio Mo MUHUMASILHOMY pasmepy

j g HeobxoayMoMy AN 3TOro U3genus.
| MaonerB02 HOMUHA/IbHOE HanpshkeHue Ha BXofe ANS AaHHOro mudgenusa paBHo 1.5 kBT/nuk.
Jid/i 3NeKTPOXUPYPIMYECKNA KOMMOHEHT HeceT MOTEHLUMA/IbHYK 3M1EeKTPUYECKYD OnacHOCTb [AnS
myeda 1 oneparopa. Bo3MOXHble NO60YHble 3dEKTbl BKIOYAOT, HO He OorpaHuynBaloTCs:
PERILEVEM TKaHW, OXOramu, HEepBHOW CTUMynAUMel uunu CTUMynsuMen Crm3ucToi U cepaevHoin
guvai
[G¥1 MCNOMb30BaHWEM  [aHHOTO  M34eNnusa  cnepyinTe  pekoMeHpauusiM,  NpefocTaB/IEHHbIM
MPOVBBOIUTENEM  3/1EKTPOXMpPYpPruyeckoro npubopa, 4tobbl 0b6ecneyntb 6e30NacHOCTb NauyueHTa npu
MEeewBM pasMeLLeHnM W UCNOoMb30BaHUM BO3BPATHOrO 3nekTpoja naumeHta. Y6eguTecb, 4TO
MearbBbil NyTb OT BO3BPATHOTO 3/1EKTPOAA MauueHTa [0 3MeKTPOXMpypruyeckoro npubopa
COO'HIRETCA Ha NPOTSXKEHNUM NpoLeaypbl.
Bokodie a/1eKTpoXupypruyecknii npubop B nNosioxeHne «off», korga Bbl He MCNONb3yeTe ero.
MMnpumMeHeH Toka y6eauTechb, YTO pexyLunii MpoBOA, MOMHOCTbIO BbIABUHYT U3 3HAOCKOMA. KOHTakT
[eRLED NPOBOAA Y 3HA0CKOMAa MOXET NMPUBECTU K 3a3€MJIEHMIO, YTO MOXET TPaBMMpOBaTh NauneHTa,

TEEIGR WM C/IOMaTb PEXYLLYH0 UITy W/ NoBpeAnuTb SHAOCKOM.
EVMCNONb3yeTCsl HesallWLLEHHbI NPOBOAHMK NPU COUHKTEPOTOMWU, OH AO/MKEH 6biThb U3BMEUYEH [0

MOVEHEH/A 3/1EKTPOXMPYPTMYECKOro ToKa.
HeHaknoHsliTe U He BbIrMGaiiTe HakoHeuyHUK 6ofiee Yem Ha 90°, Tak Kak 3TO MOXeT MoBpeAuTb Wu

OTMVETL PEXYLLWIA NPOBOA.

JEBATP I0/HKEH OCTaBaTbCSl BBEPXY/BHU3Y PV NPOABUXEHUN UM U3BSIEYEHUN COUHKTEPOTOMA.
MMnpeaBapuUTenLHO 3arpy3ke MCNosib30BaHne NPOBOAHUKA C META/IMYECKUM HAKOHEUYHUKOM W3Aenust
ERPMOXET NPUBECTU K NOBPEXAEHNI0 BHELLUHEro MOKPbLITUS U/W HAaKOHEYHUKA NPOBOAHNKA.

MOArOTOBKA CUCTEMBI
1 Mocre w3BneueHnst chUMHKTEPOTOMa M3 YNaKoBKM packpyTuTe U pacrnpsiMuTe ero. AKKypaTHO

VBRBUTe MNpeaBapuUTe/lbHO CKPYUEHHbI CTUMET C  KaHKJ/IMPOBAHHOrO HakoHeuyHuka. CoBeT: He
MoAVEHITE PYUHOE AaBfieHWe K HAKOHEUHUKY WM PexyLleMy MpoBOXY CUHKTEPOTOMa MpU MorbITkax
MBI HA €70 OpVeHTaLMI0, Tak Kak 3TO MOXEeT NnoBpeAuTb usdenve. MpumedaHue: He usBnekaiite
PMOTKY, MOKa U3Aenne CMOTaHo WK Noka NpefBapuTesibHO CKPYUYEHHbI CTUNeT HAXoAuTCsl Ha CBOeM
VECTE, TaK Kak B 9TOM C/lyuyae MOXHO NOBPEeAUTb CBC|aMHKTEPOTOM U cAaenaTb ero Hepaboumm.

2 MM BbIK/IOYEHHOM 3/1EKTPOXUPYPrYeckom Npubope NoAroToBbTe 060pyAoBaHne. OUTUHIN aKTUBHOIO
MPoBQEA I0/DKHBI MI0THO pacnosiaratbCsl B PYKOSITKE U3AENUst U 3M1eKTPOXMpPYpruieckom npuéope.

VHCTPYKUMN no NCTMOJIb3OBAHWNIO

|Ama nsgennsa Tri-Tome:
|. Beemyre HAaKOHEUHWK M34e/Ms BO BCMOMOraTesibHbIA KaHaa U NOHEMHOry NpoABuraiite, rnoka OH He

noBaIcd B Mofie 3peHust aHgockona. MpumeyaHue: 3To u3genne MoOXeT 6biTb YCTAHOB/IEHO MO
npenBapuTesbHO YCTaHOB/IEHHOMY MPOBOAHUKY; Nepes 3TM MPOMOiiTe NPOCBET NPOBOAHMKA.
SATEMIMPOAENAUNTE AT 2-5 HVDKE

I. A BbiGOpa npubopa Tri-Tome:
la Ecm  ucnonb3yetcs  NOPT  KOHTPOAS  MPOBOAHWMKA, BBeAWTE  HAKOHEUYHWK U3fgesms  BO

BCrOMoraTe/bHbIA KaHan ¥ MOHEeMHOry npofBuraiite, nMoka OH He MOSIBUTCS B MoJie 3peHusl aHAocKona.
MpoBOIH/K 0.035-At0IMOB MOXeET 6bITb BBEAEH Uepes Xefaemblil NopT KOHTPOs npoBogHuka. {Cm. Puc.
UMpvmvedaHne: YTo6bl OTKPbITL MOPT KOHTPO/IS NPOBOAHMKA, NepefBuWHbTE TPYGKY C MOKPLITUEM K
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MITOTOBKA CUCTEMb

MoEe M3BMEYeHUs CIMHKTEPOTOMA W3 YMaKoBKM packpyTUTe U pacnpsMuTe ero. AKKypaTHO
EEUe NpeABapuTe/IbHO CKPYYEHHbIE CTWIeT C KaHKJ/IMPOBaHHOrO HakoHeuyHuka. COBET; He
KHSiTEe pyYyHOe faBfieHUe K HAKOHEeUYHWUKY WK pexyLliemMy NpoBOXYy CCOUHKTEpOTOMA Mpu MOorMbITKaxX
MBFAb HA ero OpUeHTaLMIo, TakK Kak 3TO MOXeT NnoBpeauTb usgenve. NpumedaHue: He ussnekaiite
TYLKy, MOKa U3fenne CMOTaHO WK Moka NpeaBapuTesibHO CKPYUYEHHbI CTUIET Haxo4MTCA Ha CBOEM
LUe,TaK Kak B 3TOM C/lyyae MOXHO NOBPeAnTb CBC|)MHKTEPOTOM 1 cAenaTtb ero Hepabouunm.

T{VBbIK/OUYEHHOM 3M1EKTPOXMPYPrMYeckoM Nprubope NoArotoBbTe 060pyaoBaHue. PUTUHTY aKTUBHOIO
YeQRa0/MKHbI M/TIOTHO pacnofiaratbCsl B PYKOSITKE M3AENNsA 1 3NEKTPOXMPYpPruieckoM npuéope.

LPYKUMN no MCMNOJIb3OBAHUIO

Beye HakOHEeYHMK CCHIMHKTEPOTOMa BO BCMOMOraTesflbHblli KaHasl 3SHAOCKONA W MOHEMHOry
LBfafle, MOKa OH He MOSIBUTCA B Nosie 3peHust aHgockona. MpumedaHue: CHUHKTEPOTOM MOXET
BYCTaHOB/IEH MO MpeABapuTe/lbHO YCTAHOBMEHHOMY MPOBOAHUKY; nepen 3TUM MpPOMONMTe npocBeT
I

T@weKaHMPOBaHUST KOHTPACT MOXET ObiTb BUT Yepe3 UHBLEKLUOHHbLIA NOPT ANS PEHTTEHOBCKOro
EPKOEH/ST pacnonoxeHns muagenus. MNMpumedvaHune: Ecnv npumeHVMO, nepefBuHbTE cnaigep B

verve «off» 40 UHBEKLMU Mo NpefBapuUTenbHO Pacno/IOKEHHOMY NMPOBOAHMKY, 3aTeEM nepeaBuHbTE

‘digpenonoxexHne «on». (Cm. Puc. 1)

BCOOTBETCTBMM C WMHCTPYKUUSIMWA MPOU3BOAUTENS 3MEKTPOXMPYPrUYecKkoro npubopa npoBepbTe

Mble YCTaHOBK/ 1 paboTaiTe co COMHKTEPOTOMOM.

LLlocnesaBepLueHrsi COMHKTEPOTOMUN BbIKTHOUNTE 3/1EKTPOXMPYPIruueckuin npuoop.

AHaHue: PaHee yCTaHOB/IEHHbIA NPOBOAHUK MOXHO OCTaBWTb Ha CBOEM MeECTe, YTobbl 061erdynTb

[»ne coBMecTMbIX n3genuii (ecim oHU NPUMEHSOTCS).

10ra)enrme akTVBHbIA LWHYP OT GOKOBOrO OTBETBIEHWS U OT 3/1EKTPOXMPYPruyeckoro npuéopa,

pTUTE aKTMBHBIA LUHYP BMaXHON TKaHbl, 4YTOObI yAa/MTb BCE MHOPOAHbIE YacTuubl. XpaHUTb B

LWoTaHHOM pynoHe. MpuMevaHue: Tyroe cMaTblBaHME aAKTUBHOIO LLUHYpa MOXET NpUBECTM K
paneHAo yCTpoicTBa.

b 3aBeplUeHVs MNpoueaypbl YyTUAN3UPOBaTb WU3AeNne B COOTBETCTBMM C [AelicTBYHOWMM
BLICTBOM MO YTUMM3aLMMN GMOIOTMYECKN ONMacHbIX MeAULUNHCKUX OTXO40B.

CBEp
1=0TKPbLITO - 3aKPbITO

lqooTOM TRI-

VA K MPUMEHEHNIO

BOE/ME NCNOMb3YETCA A1 KaHHNpPOBaHNA I'IpOTO‘-IHOVI CuUcTemMbl n ansa C(*)VIHKTepOTOMI/IVI.
nHVE

ave npegHasHayeHO TOMIbKO AN OA4HOPA30BOr0 MCNosib3oBaHusl. [onbITKM MOBTOPHOMO
Th, CTEPUIN30BaTL W/UAM MOBTOPHO MCNOMb30BaTb MOrYT MPMBECTM K MOBPEXAEHWI0 M3Aenus
«gaue 3a601eBaHNin.

MOBaTb [laHHOEe u3fesve B LeNsx, KOTopble OTAM4YalTCs OT LEeNeBoro HasHayeHus. Ecnu
OTKpbITa MM NOBpEeXAeHa Npu AOCTaBKe, He MCNoMb3oBaTh M3aenve. BulyanbHO npoBepuTb

le nepekpyurBaHusi, nepernb6os unm nonomok. Ecim obHapyxuBalTcs kakue-nubo gedexrsbl,
«MyT MOBMMATb Ha MpaBW/IbHYH paboTy u3denusl, He UCNonb3oBaTb ero. [loxanyiicra,
iCook npu odpopmneHnn Bo3spara.
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Jpry BozgeictemsA. BHuMaHue: OcTaBnsAiTe nopTbl KOHTPO/IS NPOBOAHWMKOB 3aKPbITbIMU, KOrAa OHW He
| /(pcrionb3ytorest, YTOObl NPeAoTBPaTUTL NPOTEUKY XUAKOCTU.

[/1'e.Ecrm ucnonb3yeTcst TpaAMLMOHHBIA MPOBOAHUKOBBIA MOPT, HAKPOWTE NOPThI KOHTPONS NPOBOAHWKOB,
BB HAKOHEYHWK M3Jenus BO BCroMoOraTesfibHbll KaHan M MNOHEeMHOry npoABuraiTe, noka OH He
MOBATC B M0J1€ 3PEHUS 3HAOCKONA.

SATEMMPOAENANTE LUATN 2-5 HUXKE

2Tlocne KaHOMPOBAHNSA KOHTPACT MOXET OblTh BAUT Yepe3 UHBLEKUMOHHbIA MOpT ANsi PEHTIEHOBCKOTO
NOATBEPXKAEHUS pacnonoxeHns usgenns. (Cm. Puc. 2)

3 B COOTBETCTBUM C WHCTPYKLUMAMMU MPOU3BOAUTENS 3/IEKTPOXMPYPrUYeckoro npubopa nposepbTe
XeraeVbEe YCTaHOBKN N paboTaiite co COUHKTEPOTOMOM.

4Tocre 3aBepLUEHNs CC|aUHKTEPOTOMUUN BbIKTOUUTE 3NEKTPOXUPYPruyecknii npubop.

MpuvevyaHre: PaHee yCTaHOBJ/IEHHbI NMPOBOAHMK MOXHO OCTaBWTb Ha CBOEM MeCTe, YToObl 06/1erynTb
BBEAEH/E COBMECTMMbIX U3AeNuid (EC/IM OHU NPUMEHSIOTCS).

5 OTcoeayHUTE aKkTWBHBIA LHYP OT GOKOBOr0 OTBETB/IEHUS U OT 3/IEKTPOXUPYPrMyYeckoro npubopa.
MPOMOKHUTE aKTUBHbIV LUHYP B/I&XHOI TKaHbl, YTOObl yAannTb BCE MHOPOAHbIE YacTUubl. XpaHUTb B
CnabocMOTaHHOM pyrnoHe. [MMpumedvaHme: Tyroe cmaTbiBaHME aKTUBHOMO LUHYypa MOXEeT MpMBECTM K
MOBPEXAEHNI0 YCTPONCTBA.

Mocre 3aBeplleHus Mnpoueaypbl YTUNM3UPOBaTb M3[esMe B COOTBETCTBMM C AeliCTBYHOLWUM
PYKOBOZCTBOM MO YTUMM3aLMM GMOMOTMUYECKM ONACHbIX MeAULMHCKUX OTXOA0B.

Wire Control Ports = nopTbl KOHTPONS NPOBOAHWKOB
Wire Guide Port = npoBOAHWKOBbI NOPT
Injection Port = MHBLEKLMOHHBIV NopT

Ccpukrepotom PTG-
Billroth Il CdonHkTEepoTOM

MOKA3AHNA K MPUMEHEHWNIO
[JaHHoe n3genve Ucnonb3yeTcs A/ KaHIIMPOBAHUS MPOTOYHOI CUCTEMBI U 4711 COUHKTEPOTOMMU.

NPUMEYAHNE

310 um3genue npefHa3Ha4YeHO TONMbKO A1 O4HOPA30BOr0 MCMOMb30BaHMUA. [lONbITKM MNOBTOPHOrO
obpaboTaTb, CTepuan3oBatb U/MAM MOBTOPHO MCNOb30BaTb MOryT NPUBECTN K MOBPEXAEHUIO U3AeNvs
Www nepegaye 3abosieBaHuii.

He ucnonb3oBaTb AaHHOE M3AenuWe B LEeNsix, KOTopble OT/IMYalTCA OT LesIeBOro HasHaveHus. Ecnu
ynakoBka OTKpbITa WU MOBPEXJeHa Mpu AOCTaBKe, He MCMOMb30BaTb M3genue. BulyanbHO NpoBepuTb
Ha Ha/IMuve nepekpyuYnBaHns, NepernboB uaM NosioMoK. Ecnv obHapyxmBatoTCsl kakue-nnbo aedexrsbl,
KOTOpble MOryT MOBAWSITb Ha NpaBW/bHYK paboTy wu3genusi, He WCMoMb3oBaTh ero. [loxanyiicTa,
yBegomute Cook npu ocopmnieHny Bo3Bpara.

XpaHuUTb B CyXOM MecTe, n3beratb nepenajos Temneparyp.

Vcrnonb3oBaTb faHHOE M34enne MOXET TOJIbKO OMbITHbIA MEeAMLUHCKUIA nepcoHaln.

MPOTNBOMNOKA3AHUA

MpoTmBOnoKasaHust xapakTtepHbl Ans ERCP un no6bix npoueayp, KOTOpble AO/MKHbI ObiTb MPOBEAEHbI
O[HOBPEMEHHO CO C(IUHKTEpOTOMUEN. [poTMBOMOKAa3aHWs NpU COMHKTEPOTOMUM BK/IHUAKT, HO He
OrpaHUYMBAIOTCS: KoarysiionatMein u HeBO3MOXHOCTb MPaBUIbHOTO PAacrofIoKEHUS pexyllero nposoja
CMHKTEpPOTOMA.
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NOTEHUAJIbHBIE CJTOXXKHOCTU

MoTeHUWasbHblE CMOXHOCTK CBsid3aHbl ¢ ERCP 1 BK1OYAOT, HO He OrpaHMuYMBalOTCA: MaHKpeaTuTamu,
XoNnaHrMTaMu, acnupauumeid, nepcopaumein, KpoBoTEUYEHUEM, WHEKUMENR, CENCUCOM, asjiepruiyecknmm
peakuMsiMM Ha KOHTPacT WM MefMKaMEHTbl, TUMNOTOHWEN, 3a[EPXKOA WM OCTAHOBKOW AblxaHus,
cepaeyHoli apuTMuMeli UNn OCTaHOBKOI cepaua.

MEPbI MPEAOCTOPOXXHOCTU

O6patutecb K MapkUpoBKe Ha ynakoBKe, YTOObl NOMYyYUTb WMHGOPMAaLUI0 MO MUHUMAaLHOMY pasMepy
kaHana, Heo6XxoAMMOMY ANS1 3TOr0 U3LENMSI.

MakcmMasibHoe HOMUHa/IbHOE HanpsXeHne Ha Bxofe AN5 AaHHOro udgenus paBHo 1.5 kBT/nuk.

Joboii  3NEKTPOXMPYPrMUYECKMii KOMMOHEHT HeCeT MNOTEHUMAsIbHYH 3/1eKTPUYECKYd OnacHoCTb [Afis
nauneHtTa u onepatopa. Bo3moXxHble M0604YHbIE 3(PdeKTbl BKIKOYAKT, HO HE OrpaHU4YnBaloTCA:
paspyLleHneM TKaHW, OXOoramu, HEpPBHOW CTUMYNsUMen wunm cTumynsumein Cnm3nucTon M ceppeudHomn
apuTMmren.

Mepes wCNOMb30BaHWEM  [AHHOTO  M3JeNus  cnepyinTe  pekoMeHAauusiM,  NpefocTaB/IEHHbIM
Npon3BOAMTENEM 3/1EKTPOXUPYPrUYECKOro npubopa, 4To6bl 06ecneunTb 6e30MacHOCTb nauMeHTa npu
NpaBW/IbHOM pa3MelLleHUn U WCNOoSb30BaHWM BO3BPATHOrO 3/ieKTpoja nauueHTa. Y6egutecb, 4To
npaBW/bHbIE NyTb OT BO3BPATHOrO 3/IEKTPOAa NauMeHTa [0 S/1eKTPOXMpYpruyeckoro npubopa
co6/1104aeTCcsl Ha MPOTSXKEHUM NpoLeaypbl.

Bblkitoualite anekTpoxmpypruyeckuii npuéop B nosoxeHue «off», korga Bbl HE UCMOSb3yeTe ero.

Mp NpMMeHeHMn Toka ybeauTech, YTO pexyLiuii NPoBOJ MOJIHOCTHIO BbIABUMHYT M3 3HAOCKONA. KOHTakT
pexyLlero NnpoBoja M 3HA0CKOMa MOXEeT MPUBECTU K 3a3€MJ/IEHMIO, YTO MOXET TpaBMUPOBATb NaLMeEHTa,
orepartopa uUnuM c/ioMaTb PEXYLLYH UMy Wuny noBpeauTb S3HAOCKON.

Ecrm ucnonb3yeTcsl He3allULLEeHHbI NPOBOAHWK NpU COMHKTEPOTOMUM, OH AO/MKEH ObiTb M3B/EYEH A0
NPYMEHEHUST 3/TEKTPOXMPYPIrMYECKOro ToKa.

He HaknoHsiliTe M He BbIrMbaiiTe HakOHeYHWK 6oniee yem Ha 90°, Tak Kak 3TO MOXEeT NoBpeAuTb W
C/oMaTb PeXyLLuii NpoBOA,

DneBaTop AO/MKEH OCTaBaTbCsl BBEPXY/BHU3Y MpY NPOABMXEHUN WU U3B/IEYEHUUN CPUHKTEPOTOMA.

Mpy npeaBapuTenbHON 3arpy3ke UCMNOAb30BaHWe NPOBOAHMKA C METa/l/IMYECKMM HAKOHEUYHWKOM u3genuns
ERCP MOXeT NpMBECTU K MOBPEXAEHNIO BHELLIHErO MOKPbITUS U/MAN HaKOHEeYHMKa NPOBOAHMKA.

NMnoArOTOBKA CUCTEMBbI

1 Mocne wv3BneyeHuss CMHKTEPOTOMA W3 YMNaKOBKM packpyTuTe u pacnpsmute ero. CuHKTEPOTOM
crnbaeTcs Mpu NPOABWXEHUN Brepes PyKosiTku. lMprvMevaHue: He HaxumaliTe Ha PYKOSITKY, Moka
n3genme CKpyyeHo, Tak kak 3TO MOXET MPUBECTM K MOBPEXAEeHW cduHKTepoToMa W caenaTb ero
Hepabouymm.

2. Mpy BbIK/TKOYEHHOM 3M1EKTPOXMPYPruyeckoM npubope noarotoBbTe 060pyAoBaHe. PUTUHIUN aKTUBHOTO
NpoBOAA AO/IKHbI M/IOTHO pacnosiaratbCs B PYKOSITKE M3AE/MS 1 3N1EKTPOXUPYPrUYecKoM npubope.

MHCTPYKLUMW T1O NCMOJIb3OBAHUIO

1 MpoABWHbTE HAKOHEYHUK CCHUHKTEPOTOMA BO BCMOMOraTesfibHbIi KaHa/l 3HAOCKOMa W MpoJomKuTe
MOHEMHOry MNpoABuUraTb NOKa WU3fesiMe He MOSIBUTCA B Mosie 3peHust sHgockona. MpumevaHwue: Ecnn
MCMONb3yeTCcs YCTPOWCTBO C ABOMHbLIM MPOCBETOM, OHO MOXET 6biTb YCTAHOB/IEHO NO NpeABapuUTesibHO
YCTaHOB/IEHHOMY MPOBOAHKKY C NMPOMbIBAHNEM NPOCBETa NMPOBOAHNKA.

2. Mpu XefaHUM MOXHO WUCMNOMb30BaTb MPOBOAHUK, YTOObI 06MErYnTb KaH/MpoBaHue (ecnm
NPYMEHNMO).

3. B COOTBETCTBMU C WHCTPYKUUSIMA MPOU3BOAUTENS 3/IEKTPOXMPYPrMyeckoro npubopa noareBepauTe
Xenaemble HaCTPOWMKM M HauynHahTe paboTy cO COMHKTEPOTOMOM.

4. Mocne 3aBepLlieHUs CHOUHKTEPOTOMUU BbIK/IKOYNTE 31IEKTPOXUPYPruyecknii npubop. MprmevaHue:
PaHee yCTaHOBMEHHbIA MPOBOAHMK MOXHO OCTaBWTb Ha CBOEM MecCTe, 4ToObl 06/1erynTb BBeAEHUe
COBMECTUMbIX U3fenunii (ec/iM OHU NPUMEHSOTCS).

5. OTcoeauHUTE aKTMBHBIA LIHYp OT GOKOBOrO OTBETB/IEHWS U OT 3/IEKTPOXUPYPruyeckoro npubopa.
MpPOMOKHUTE aKTUBHbI/A LUHYP BJI&XHOW TKaHblO, YTOObl yAa/iMTb BCE WMHOPOAHblE YacTuubl. XpaHUTb B
cnabocMoTaHHOM pynoHe. [NpumedaHue: Tyroe cmaTbiBaHWE aKTUBHOIO LIHypa MOXET NPUBECTU K
MOBPEXAEHUIO YCTPOCTBA.

CEPBUNCHOE OBCJTY>XUBAHVE
CBAXMUTECH C MECTHbIM TOProBbIM npeacTaButenem Cook.
Mpoueaypa paspelleHnss cnopos B COOTBETCTBUN AEWCTBYHOWMMU MpaBuAaMy U TEXHUYECKUMU

cTaHAapTaMu
[ns ochopMneHust Bo3Bpata npockba yBeaoMuTb komnaHuio COOK no agpecy:

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

5/\



|

j nokMedical Europe Ltd

OHALLORAN ROAD
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LIMERICK, IRELAND
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Qox rogHoOCTH
[hra cpoka rogHocTM o603HayeHa COOTBETCTBYWOLWMMW CUMBOAAaMW Ha Hakneikax TtoBapa. Cpok

FQOHOCTM COOTBETCTBYET pasHuLe MexAy AaToi Npou3BoAcTBa, 0603HAUYEHHOW CMMBOJIOM «habpuka» 1
[ATO/ UCTEYEHUs1 CpoKa roAHOCTU, 0603HAYEHHON CUMBOIOM «MECOYHbIE Yachl»

GoxrogHocTy - 3 rofa

OCOGEHHOCTM CTepuUn3aLnin:
CTepunnsaumsi OKCMAOM 3TU/IeHa.

YcrioBvst XpaHeHus:
XpaH/Tb B CYXOM MecTe Npu KOMHATHOW Temnepatype.

MpaBWwia yTUNM3aLumn:
V3oens foKHbI YTUIM3MPOBATLCS B COOTBETCTBMM C AEMCTBYIOWMM PYKOBOACTBOM MO YTUAM3aLUM

61ONOTNYECKN OMAaCHbIX MeaANLMNHCKNX OTXO040B.

Manunnotom FS-PRECUT

VMHCTPYKUWW MO NCIMOJ/Ib3OBAHUIO (CM. PUC. 1)

. Ecnm ncnonb3yetca nopT BHyTpunpotoyHoro O6meHa (IDE) 1 KOpOTKMIA NPOBOA.

1 MpucoeauHuTe YCTPOWCTBO 6G/IOKUPOBKU MPOBOAHMKA K BCMOMOraTe/slbHOMY MOPTY 3HAOCKONA.
MpumeyaHve: N3B/ieKMTE PYKOATKY NMPOBOJ/IOYHOIO yropa 13 yAepXunsarLLero 3axmma.

2 YbeamTecb, YTO MPOBOJIOYHbIV YNOpP OTCOeAUHEH OT BTY/KM lMpokcumansHoro MpoeogHoro (PWP) n
YTO ANCTasbHbI/E HAKOHEYHUK MPOBOJ/IOYHOTO yropa HaxoAUTCS NMPoKCUManbHO K nopTy IDE.

3 BBeauTte AWCTasNbHbIA HAKOHEYHWK NPOBOAHMKA B MopT IDE 1 NpoABMHbTE A0 YPOBHSA AUCTA/IbHOIO
HaKOHeYHVKa nanuiioTomMa.

4. TlpoABVHbLTE PYKOATKY MPOBOJIOYHOIO Yynopa, Moka OHa He p[ocTurHet BTynku PWP,
npucoeanHmTe JII03POBCKNIA HAKOHEUYHUK K BTy/ike PWP.

5. TMonHoCTbIO 3a4BUHYB pexylnii NpoBoj B KaTeTep, NPOABMHbTE HaKOHEYHWK nanuanoToMa uvepes
konnayok bBnokupylowero YcTtpoictea [MpoBOgHMKA W NPOAO/IXMTE MpoABuratb, MOKa OH He

BU3yasM3npyeTcsl B Nose 3peHust aHgocKona.
6. OTcoeaVHNUTe MPOBOJIOYHbI/A YMNOp, BbIMYCTUB PYKOATKY OT BTYNkM PWP, U M3BfeKATE NPOBOOYHbINA

yrnop u3 kateTepa.
7. Pacrnonoxute kaTeTep W BblABMHbTE PEXYLWWUA MPOBOA HA HYXHYH ANvHY. [prMMevaHue:
BblgBUXEHME PEXYLLEro NPOBOAA MOXHO HACTPOUTb, 0C/labuB BUHT-6apallek v NpoABurasl Uau 3aasuras
PErynMpoBoYHOE KOJSIbLO Ha pykosiTke. [peaynpexneHue: BaxHO 3aTsaHyTb BUHT-6apallek nocne
HaCTPOVKM ASIMHBI PEXYLLEero NpoBoja v nepes npoBeAeHnem nanuaioToOMUN.

MpeaynpexaeHue: ManuanoToM AO/MKEH MOMHOCTbLIO BbIMTU M3 3HAockona. [pu NPUMEHEHUKU Toka
KOHTaKT C PexyLiMM MPOBOAOM MOXEeT MPUBECTM K 3a3eM/IeHVI0 U TpaBMe nauveHTa, onepatopa Wm
MoJIOMKe pexyLuero NpoBoga u/vnu noBpexaeHnto sHgocKona.

8. B COOTBETCTBMU C WHCTPYKLMSIMWU MPOU3BOAUTENS 3/1EKTPOXMPYpPruyeckoro npuéopa npoBepbTe
Xenaemble HacCTPOWKM 1 aKTUBMPYIATE 3/1EKTPOXMPYpPriuyeckuii npuéop.

9. BBeauTe pexyluii NpoBoj B NanuiispHoe OTBEPCTVE W MPU HENpepbIBHOM [ABWXEHWUU aKTUBUpPYiiTe
aneKTpoxupyprudeckuii npubop. MpepynpexaeHve: BaxHo ABuraTb pexyLiuii NpoBog Npy NpUMEHEHUN
ToKa. YAepXuBaHUe PexyLlero npoBoja B OJHOM MOJIOKEHUM MOXET Bbi3BaTb UPe3MepHYIo (oKabHYo
Koarynsiuvio, NpUBOAS K 0XOTY TKaHei u/mnv NoBpexaeHnio pexyLiero npoBoga.

10. Kak ToMbKo nanunnoToMusi 6yaeT 3aBeplleHa, BbIK/IUUTE 3/1IeKTPOXMPYPruYeckuii npuéop u
3aIBUHbTE peXyLUii NpoBog B NOKpbITME. OTCOeANHUTE aKTUBHbIA LUHYP OT GOKOBOro OTBETB/IEHUS U OT
3N1EKTPOXMPYpPruyeckoro npuéopa. MPoMOKHWUTE aKTUBHBIM LUHYP BMAXHOW TKaHblO, 4TO6LI yaasnTb BCe
MHOpOAHblEe YacTUlbl. XpaHWTb B cna6ocMoTaHHOM pyfioHe. [MMpumedaHue: Tyroe cmaTtbiBaHue

aKTVBHOTO LLIHYpa MOXET JIPUBECTU K MOBPEXAEeHNI0 YCTPOoicTBa.

n HaaexHo

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



/1 3ateM nanuasioToM MOXET UCMO/Ib30BaThCs A/ KaHIONMPOBAHUA MPOTOYHO CUCTEMbI.

MprMeyaHue: PaHee pasMelleHHbli MPOBOAHWK MOXHO OCTaBUTb Ha MecTe, u4TO6bl 06/1er4unTb
BBEAEHUE ApPYrMX MPOBOAHMKOBbLIX U3Aenuit. Ecnv npoBOAHMK OCTaeTcsl Ha MecTe Npu W3BedYeHun
usgenus, npogenaiite cnegyoume aeicTBus:

12. Mepep v3BNEYEHWEM W3OENNA WUCTMOMbL3YTE MapKMPOBKM Ha KateTepe, uUTo6bl MOATBEPAMTb, UTO
nopt IDE pacnofiaraetcs BHYTPU NPOTOYHO CUCTEMBI.

13. MMpu nomolmM peHTreHockona BU3yanu3upyiiTe PeHTIeHOKOHTPACTHYO nosiocy Ha nopTe IDE.
M3BnekaliTe NPOBOAHMK, MOKA PEHTTeHOKOHTPACTHbIN AMCTaslbHbI HaKOHEYHWK MPOBOAHMKA He aoiaeT
[0 MONOCKK; NPoM30iigeT oTcoeaMHEHME NpocBeTa NPOBOAHMKA.

14. NMpoABUHLTE OTCOEAMHEHHBIN NPOBOAHUK 4151 06ecneyYeHns MPOTOUYHOro AoCTyna.

15. 3a6nokupyiiTe NPoBOAHWK B Bnokupytollem YcTpoiicTee MpoBogHMKa U U3BMEKUTE ManuiioTom U3
BCMOMOraTe ibHOro KaHana sHAocKona.

Il. Ecnn wucnonb3yeTca NpPoOKCMMalibHbIA  npoBogHo nopt (PWP) wn npeaBapuTesibHO
YCTaHOB/IEHHbI/ A/INHHbI/ NPOBOAHUK.

MpumevaHme: [na noayvyeHUs Hauayudllnx pesynbTaToB NPOBOAHUK AO/HKEH ObiTb BNAXKHbLIM.

1 V3BneknTe NpOBOJIOYHbINA yrop.

2. TloNHOCTbLI0 3a4BUHYB pPEexXyLiMili NpoBoA B KaTeTep, NPOoABMHbTE ManuiIoTOM MO npefBapuTesibHO
YyCTaHOBJIEHHOMY NPOBOAHUKY, y6eauTecb, YTO MPOBOA BbIXOAUT U3 kaTeTepa U BUAEH B MoJjie 3peHus
3HAockona.

3. Mpogonxnte npogsuraTtb NanuI0TOM, NMOKa OH HE MOABUTCA B MOJie 3peHUa 3HA0CKOoNa.

MEPEWAWNTE K LUAFAM 7-11 B “PA3JENE 17, 3ATEM BEPHUTECbH K LUATY 4 HUXE:

4. 3BnekuTe NanuisioToM C UCNO/b30BaHMeM TEXHUKM OOMeHa AIMHHbIX NPOBOAOB.

Mocne 3aBeplieHUs Mpoueaypbl YyTUIM3MPOBaTb MW34e/iMe B COOTBETCTBMU C AEACTBYHOLLMM
PYKOBOACTBOM MO YTUAN3ALUN BMONOMMYECKN ONACHbIX MeAULVMHCKMX OTXO40B.
Locking handle = 6nokmpytowas pykosaTka
Handle lock = 6n1okupaTop pykoATku
Wire stop = npoBO/10YHbIN ynop
Proximal wire port = nopT NpoKcMManbLHOro NpoBoga
Retaining clip = yaepxuBarowuii 3axmm
Section port = CEKUNOHHbIA nopT
IDE port = nopt IDE
Radiopaque band = peHTreHoKOHTpacTHasi nosoca
Cutting wire = pexyLmnini npoBog,

Mannnnotom PTW-
MannunaoToMbl C pexyLlen uraon Zimmon

MOKA3AHUNA K MPUMEHEHWIO
370 U3genue ucnonb3yeTcs ANs AocTyna K o6liemMy XenyHoMy NpoTOKy, Korga cTaHAapTHbie MeToApl

KaH/TMpOBaHNA HEBO3MOXHbI.

NMPNMEYAHNA
JT0 u3genue npegHasHauyeHo TOMbKO A8 04HOPa30BOro MCMoJb30BaHWA. [1OMNbITKA MOBTOPHOro

obpaboTatb, CTepuIN30BaTb W/UAM NOBTOPHO MCMNOJb30BaTb MOMYT NPUBECTU K MOBPEXAEHWIO M3Aenusi
n/vnn nepegave 3aboneBaHuii.
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1Cnonb3oBaTb AaHHOEe u3denue B LENsX, KOTOpble OTNMYalTCs OT Le/ieBOro HasHauyeHus. Ecnu
|VBoaa oTkpbITa UM NoBpexAeHa npu AOCTaBKe, He WUCMO/b30BaTb M3genve. BusyasbHO npoBepuTb
WHa/MYMe nepekpy4YmBaHnsi, NepernboB WM MNOsIOMOK. Ecnim obHapyxuBatoTcs Kakue-nmbo aedekTol,
IOTOPbE MOTYT MOBMUATH Ha MpaBW/bHY paboTy u3Aenus, He ucnonb3oBaTb ero. [loxanylicTa,
yBegowite Cook npu ochopmaeHnn Bosspara.
XpaH/b B CyXOM MecTe, u3beratb nepenagoB Temneparyp.
Vicnonb3oBarb aHHOE U3genue MOXeT TOMbKO OMbITHbI MeAUUMHCKWIA nepcoHan.

MPOTVBOIOKA3AHNA
MpOTMBOMOKa3aHWA XapakTepHbl Ansa ERCP u nwo6bix npoueayp, KOTOpble [AO/MKHbI MPOBOAWUTLCS

OAHOBPEMEHHO CO nannnnoToOMUEN.
lNpoTrBONOKasaHna AAA Nanuiano0TOMUK BKIOYAKT, HO HE OrpaHNYnBaKOTCA: Koary}'IOI'IaTI/IEf/'I.

MOTEHUMANBHBIE C/JTOXKHOCTU
MoTeHUMasIbHbIe CNOXHOCTK cBA3aHbl ¢ ERCP.

MEPbI MPEJOCTOPOXHOCTW
O6patTecb K 3TMKETKE Ha YMaKoBKe, 4YTOGbl MOMY4YUTb MHCGOPMALMI0 MO MUHMMaslbHOMY pasMepy

kaHaria, Heo6Xo4MMOMY A1t AaHHOTO M3fenus.
MakcvmanbHoe HOMUHA/TbHOE HanpshXeHUE Ha BXOAE A1 3TOro U3AeNnsl paBHO 2 KB/nuk-nuk.

JioBble  3NEKTPOXMPYPrMYECKME KOMMMEKTYIOWME HecyT B cebe MNOoTeHUMasIbHYI 3M1EKTPUYECKYHO
ornacHocTb A1 nauuMeHTa U onepaTopa. Bo3MoxHble N0G0YHblIE 3EEKTHI  BKIYAT, HO He
OrpaHNYMBAIOTCS; Pa3PYyLUEHMEM TKaHW, OXOramu, HEPBHOW WU/MNM MbILIEYHOW CTUMYNSUMENR U cepaeUHoi
apUTMKEN.

Mepes  MCMNosib30BaHUEM 3Toro n3genus cnepyiTe pekoMeHaaumam npousBognTens
3/IEKTPOXMPYPrMYeckoro npuéopa, 4ToGbl 06ecneuntb 6e30MacHOCTb MauMeHTa npu  NpaBUIbHOM
pasvelleHun 1 UCNoSIb30BaHWM BO3BPATHOrO 3fiekTpoga. Y6eauTecb, 4YTO MpaBWUSIbHBLIA MyTb OT
BO3BPATHOIO 3/1eKTPOAa MNauveHTa A0 3/1eKTPOXMPYPrMYeckoro npuéopa cobogaeTca Ha NPOTSHKEHUU
npoueaypb!.

BbIk/touaiiTe 31eKTPOXmMpypruyeckuii npuéop B nonoxeHne «off», korga Bbl He Ucrnosb3yeTe ero. KoHTakT
PEXYLLUEA WMNbl C 3HLOCKOMOM MOXET TMPUBECTM K 3a3EM/IEHUI0 W TpaBMWUPOBATb MauUeHTa Wi

ornepaTopa, C/IoMaTb PEXYLLYH Ury U/ NoBpeanuThb SHAOCKONM.
Ecrm Mcnonb3yeTcsl HesalMLEeHHbIi NPOBOAHMK MPU NanuiioTOMUM, OH AOJ/IXEH OblTb W3BJEYEH A0

NPUMEHEHNA INMEKITPOXNPYPrnyecKoro Toka.
3neBaTop AOJ/DKEH OCTaBaTbCA OTKprTbIM/I'IO,CI,HFITbIM npn npoasmXxeHnn nin mni3snedyeHnn nanmaaotToma.

noaAroToOBKA CUNCTEMbI

1 Mocne “3BneYeHNs U3genns U3 ynakoBkuM pasmoTaiite nanuiioToM.

2. Mpy BbIK/IIOUYEHHOM 3M1EKTPOXMPYPruYeckoM npuéope nofroToBbTe 060pyAoBaHne. PUTUHIU aKTUBHOTO
npoBoJa A0/KHbI M/IOTHO pacnosiaraTbCsl B PYKOATKE U3AeNVS U 3N1eKTPOXMpypruieckom npuéope.

NHCTPYKLWW MO NCNONb30OBAHWIO
1 TlpoaBMHbTE HaAKOHEYHWK MNanussioToMa BO BCrOMOraTesfibHbli KaHasl 3HAOCKOMa W NPOoAo/MKUTE

NOCTENeHHO npoasuratb, MNMoka n3gesime He nosaBuTCA B NoJie 3peHnda aHgoCcKona.
2. Kak TO/NbKO HaKOHEeYHUK BUsyaansnpyeTcda Ha BbiIXoAe 3HAOCKOMNa, pas3MecTtuTe nannmajioTom B

Xe/laeMom MecTe.
3. B cOOTBETCTBUM C MHCTPYKUMSIMU MPOU3BOAUTENSA SMEKIPOXUPYpPruyeckoro npuéopa npoBepbTe

XenaeMble HaCTPOIKU.
4. BBeauTe pexylyl Wiy B nanuinspHoe OTBEpCTWe W MpW HEMpepbIBHOM ABWXKEHUW akTUBUpYiiTe
3NEeKTPOXMpYpruyecknii npuéop. MpeaynpexaeHne: BaxHo ABUraTb pexyLiuil NpoBoA Npyu NPUMEHEHUN

TOKa.
5 Kak Tonbko nanuanotomusi 6yfeT 3aBeplleHa, BbIK/UMTE  3IeKTPOXMpYpruyecknii - npuéop,

OTCOEAVHMB aKTUBHbIN LUHYP, ¥ NOMHOCTbLIO 3a/iBYHbTE PEXYLLMA NPoBOJ B KateTep.
6. 3aTeM NanuaIoTOM MOXET MUCMO0/Ib30BaTLCA A1 KAHI/IMPOBAHMSI NPOTOYHON CUCTEMDI.
MpumeuaHue: [locne ycTaHOBKM B MPOTOYHOW CUCTEME MPOBOAHWK MOXHO NPOABUHYTb, UTOGbI

o6neruntb BBEAEHNE COBMECTUMbIX nsgenuin (Cm. Puc.1).
7. MNocne KaHIMPOBAHUS KOHTPACT MOXET ObiTb B/IUT Yepe3 WHBLEKUUOHHbIA NOPT (€C/IM NPUMEHMMO)

nnn CbI/ITVIHF J1l03pOBCKOI0 HakKOHEeYHWKA Ha PpYKOATKE ANA PEeHTreHOCKONMWYeCcKOoro mnoATBepXaeHus
NOJZIOXEHNA n3aesinA.
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i. FIPOMOKHMTE aKTUBHBINA LUHYP BaXHON TKaHbio, YTOGLI YAaUTb BCe UHOPOAHbIE YacTUlbl. XPaHUTb B
CnabocMOTaHHOM py/ioHe. [MpumedaHune: Tyroe cmaTtbiBaHME aKTUBHOTO LUHypa MOXeT MNpUBEcTM K
MoOBPEXAEHMIO YCTPOICTBA.

Mocne 3aBeplUeHMs Mpoueaypbl YTUNM3MPOBaTb U3[enve B COOTBETCTBUM C AeiCTBYIOLWUM
PYKOBOACTBOM MO YTUMM3aLUM GUOOTMUYECKN OMacHbIX MeANLNHCKNX OTXO40B.

Manunnotom HPC-
Manunnotombl € pexyuen nrnoi Huibregtse

MOKA3AHNA K MPUMEHEHWNIO

310 U3penve UCnosb3yeTcss Aas A0CTyna K o6LEeMy XenyHoOMy MPOTOKY, Korga cTaHgapTHble MeToapbl
KaHIO/IMPOBAHMS HEBO3MOXHbI. JTO W3Aenne MNOoCTaBAAETCS CTepPWbHbIM W MNpegHasHayeHo Aans
0[lHOPA30BOro MCMO/b30BaHUS.

NMPNMEYUAHUA

310 u3genve npefHa3HayeHO TOJIbKO A1 OA4HOPA30BOr0 MCNOJb30BaHWs. [1ONbITKA MOBTOPHOrO
obpaboTartb, CTepuIn3oBaTb W/WAM NOBTOPHO UCMONb30BaTh MOrYT NPUBECTU K MOBPEXAEHUIO n3fenus
wwm nepegaye 3abonesaHuii.

He ucnonb3oBaTb faHHOe u3fenve B Uensx, KoTopble OT/MYaloTcA OT LesieBOro HasHauveHus. Ecnu
ynakoBKa OTKpbITa WM NOBpEexXAeHa Mnpu JoCTaBke, HE UCMONb30BaTh usfgesnve. BulyasbHO nNpoBepuTb
Ha Ha/IMuMe nepekpyymBaHusl, nNepernboB WAM NOMOMOK. Ecnvm o6HapyXuBalTCsl kakne-nubo aedekTsbl,
KOTOpble MOryT MOBAWSITb Ha NpaBW/bHYK paboTy M3aenus, He WCNonb3oBaTb ero. [loxanyiicra,
yBegomute Cook npu ochopmiieHun Bo3Bpata.

XpaHnUTb B CyxOM MecTe, n3beraTb nepenagoB Temneparyp.

Vcnonb3oBaTb faHHOE U3e/ie MOXET TOMbKO ONbITHLIA MeAWLMHCKAI NepcoHalt.

MPOTUBOIOKA3AHUNA

MpoTuBonokasaHus xapaktepHbl Ana ERCP u nobbix npoueayp, KoTopble [O/XKHbI MNPOBOAUTLCA
OAHOBPEMEHHO CO NanuaNI0TOMUEN.

Koarynonatus.

NMOTEHUMANBHBIE CJTOXHOCTWU
Css3aHbl ¢ ERCP.

MEPbI NMPEAOCTOPOXHOCTU

O6paTTecb K 3TUKETKE Ha YMNakoBKe, 4TOObl MOMAYYUTb WHAOPMALUID MO MUHUMaSILHOMY pasMepy
kaHana, Heo6XxoAMMOMY ANSt AaHHOTO U3faenus.

MakcrMasibHOe HOMUHA/IbHOE HanpshKeHue Ha BXoe A1 3TOro usgenvs paBHo 1.67 kB/Mvk-nuk.

Jlobble  3M1EKTPOXUPYPrMYECKAE KOMMIEKTYHOLWME HecyT B cebe MNOTEeHUUAsIbHYH 3/1EKTPUYECKYHO
oMacHoOCTb A1 nauueHTa W onepatopa. Bo3MoxHble no6oyHble 3dhekTbl BKIHYAKT, HO He
OrpaHMYMBalOTCA: paspyLUEHUEM TKaHW, 0XOramu, HEPBHOW W/WN MbILLEYHOW CTUMYNSLMER 1N cepaeyHO
apuTMuei.

Mepen, MCNO/Ib30BaHNEM 3TOoro nsgenus cnepyiite pekomMeHaaunsm npou3BoauMTeNs
3/1EKTPOXMPYPIMYECKOro npubopa, 4TOObl 06ecneunTb 6e30MacHOCTbL NauMeHTa npu  NpaBu/IbHOM
pasmeLleHMn U UCNoJSIb30BaHUM BO3BPATHOIO 3/1eKTpoja. YbeauTtecb, 4TO MpaBWbHbIA NyTb OT
BO3BPATHOrO 3/1eKTpoAa nauueHTa [0 3NeKTPoXMpypruyeckoro npuéopa cobnogaetcss Ha NPOTSHKEHUN
npowenypbl.

BbIk/louaiiTe 3N1eKTPOXUPYpPruyecknii Npmbop B nosoxeHne «off», korga Bel HE UCMNOMb3yeTe ero.

Mpy NpMMeHeHWM ToKa y6eanTechb, YTO Ur/ia MOSTHOCThLIO Bbilla U3 3HAO0CKoNa. KOHTaKT pexyliel urnbl ¢
9HA0CKOMOM MOXET MPMBECTU K 3a3eM/IEHVMI0 M TpaBMMpOBaTb MNalMeHTa uaM onepaTtopa, C/loMatb
PeXYLLY Ur1y W/vunmn noBpeauTb 3HAOCKON.
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JVN NCNOJib3yeTcA HeSaLLLI/ILIJ,eHHbIVI npoBOAHUK Mpu NannanoToMnn, OH AOO0JDKEH ObITb M3B/IEYEH no

MMEHEHNA 3NNEKTPOXNPYPIrnYeCcKoro Toka.
13'BBaTq3,CI,OI'I)KeH OoCTaBaTbCA OTKprTbIM/I'IO,CI,HFITbIM npn npoasmXxeHnn nian n3ssie4eHnmn nanunasioTomMa.

| MoOAroTOBKA CCTEMBbI

.ocrne n3BneyeHVs M3genust U3 ynakoBku pasMoTaiiTe nanuanotom. MpumedaHue: He paclumpsiite u
te BblABUraliTe pexyLlylo Wray, foka MW3gesvMe CMOTaHo, 3TO MOXeT MNPUBECTU K MOBPEXAEHUIo
nanwvioToMa U caenatb ero Hepabounm.

2 BbIK/TIOUYEHHOM 3/1EKTPOXUPYPrMYecKoM npubope NoAroToBbTe 060pyaoBaHNe. ®UTUHIN aKTUBHOTO
MpoBQZA A,0/IKHbI MIOTHO pacnosaratbCs B PYKOSITKE M3AENUS U SNEKTPOXUPYPruyeckom npuoope.

VHCTPYKLWM T1O NCIMOJIb3OBAHUIO

1c NOMHOCTbIO 3a[BUHYTOM B MOKPbITUE PEeXYLLein WUrIoA NpPoABUHbTE HAKOHEYHMK ManuanoToMa BO
BCMOMOraTe/lbHbli  KaHa/s 3HAO0CKONa W NpPOAO/IKMTE MOCTEMEHHO NpoABuUraTb, MoKa U3Jenne He
NoSBUTCS B MOJ1€ 3PEHMSA 3HAOCKONA.

2 Kak TO/IbKO HaKOHEUYHVK BM3yasiM3npyeTcs Ha BbIXOAe 3HAO0CKOMNA, pa3mMecTUTe KaTeTep W BblABUHbTE
peXyLY0 UMY Ha Xenaemyw AavHy. MNpumevaHue: BbiABMXEHME MOXHO HaCcTpoOUTb, OCnabuB BUHT-
Gapalllek 1 MpoABuras Wiv 3afBurasi peryivpoBoYHOE KOJbLO Ha pyKosTke (ecnu npumeHumo). (Puc. 1).
MpeOynpexneHe: BaXHO 3aTsAHyTb BUHT-6apallek (ec/im MpUMEHMMO) MOoC/e HACTPOMKM  [JIHbI
peXyLLEro NpoBoJa v nepej NpoBeAeHUeEM NanuaioToMUN.

3 B COOTBETCTBMU C WHCTPYKUUSIMA NPOU3BOAUTENS 3NEKTPOXMPYPrUYecKkoro npubopa npoBepbTe
XerlaeMble HaCTPOMKM

4 BBegute pexyllylo WUrny B nanuisisipHoe OTBEpPCTME W NpU HENpPEepPbIBHOM ABVMXEHUU aKkTUBUPYHTE
3/71eKrpoxupypruyeckuii npubop. MpeaynpexaeHve: BaxHo ABuraTe pexyLynii NpoBog Npu NMpUMeEHEHUN
oA

5 Kak Tonbko nanuanoTomMus 6yaeT 3aBeplleHa, BbIK/OUUTE  3/1EKTPOXMPYPruyYeckuii - npuéop,
OTCOEVHUTE aKTVBHbIN LUHYP WU NOIHOCTLIO U3BMEKUTE NPOBOAHUK U3 KaTeTepa UMv 3afBUHbTE PeXyLuii
MPOBOZ, B MOKPbITHE (€CNN MPUMEHUMO).

6 3aTemM NanuII0TOM MOXET MCNOJb30BaThbCA /151 KaHIIMPOBAHUSA MPOTOUYHON CUCTEMBI.

MpumveyaHune: [locne yCcTaHOBKM B MPOTOYHOW cCUCTEME MPOBOAHMK MOXHO MPOABUHYTb, UTOObI
06nerunTb BBEAEHNE COBMECTUMbIX N3genunin (ecnvm npumeHnmo). (Cm. puc. 1 nnm 2).

7. Mocne KaHWAMPOBAHUS KOHTPACT MOXET ObiTb BT Yepe3 MHBLEKUWMOHHbIA NopT (ecnn NpUMEHUMO)
Wy OUTUHT JIHO3POBCKOrO HAKOHEYHMKA Ha PYKOSATKE A1 PEHTIEeHOCKOMMYECKOro MNOATBEPXAEHUS
MOMOXeHUs n3Jenus.

8 MNPOMOKHUTE aKTUBHbIW LUHYP BMaXHON TKaHbO, YTOObI yAa/iMTe BCE MHOPOAHbLIE YaCTULbl. XpaHUTb B
CNabocMOTaHHOM pysioHe. [MpumMeuaHue: Tyroe cMaTbiBaHWME aKTUBHOTO LUHYypa MOXET MpPUMBECTU K
NOBPEXAEHUIO YCTPOICTBA.

Mocne 3aBeplleHWs Mpoueaypbl YTUAM3UMPOBaTb U3AeNvMe B COOTBETCTBUM C AENCTBYHOLLUM
PYKOBOACTBOM MO yTUN3aLMN BMOOTMYECKN ONACHbIX MEAULMHCKNX OTXOA0B.
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CEPB/ICHCE OBCNTY>XKUBAHUE

Jivmeck ¢ MeCTHLIM TOProBbIM nNpeacTaBuTenem Cook.
MooLemypa paspelleHnsl CnopoB B COOTBETCTBUW AelCTBYOLWUMM NpaBUiamMn U TEXHUUYECKMMU

plHagpTamn
[rochopmnenns BosBparta npocbba yBegomutb kKomnaHuio COOK no agpecy:

QxkMedical Europe Ltd

CHALLORAN ROAD
NATIONAL TECHNOLOGY PARK

limerick. IRELAND
TH: +353 61 334440 FAX: +353 61 334441

WWW.COOKMEDICAL.COM

Qoo rogHoOCTH
Jara cpoka rogHocTM o0603HayeHa COOTBETCTBYHWOLMMU CUMBONAMW Ha Haknelikax ToBapa. Cpok
rOAHOCTV COOTBETCTBYET pasHuLE Mexay AaTol Npou3BoACTBa, 0603HAUYEHHOW CMMBOMIOM «dabpuka» n

[JAToN NCTeYeHUss cpoka rogHoOCTN, 0603HAYEHHOW CMMBOJIOM «MECOYHbIE Yacbl»
Cpok rogHocTu - 3 roga

OC06eHHOCTU CTEPUIN3aLNN:
Crepunmsauysi OKCUAOM 3TuseHa.

YcnoBusl XpaHeHus:
XpaHuTb B CyXOM MecCTe Mpv KOMHaTHOli TemnepaType.

MpaBuna yTunnsauumn:
M3pennst [LOMKHbI YTUIM3MPOBaTLCS B COOTBETCTBMM C [EeiCTBYIOWMM PYKOBOACTBOM MO YTU/AM3aLUM

6MOM0rMYEecKkn onacHbIX MeaANLUNHCKNX OTXO040B.

COOK MEDICAL EUROPE Li
O’Haiioran Road,
National Technology Park
Limerick, Ireland.
Company Registration No. 492272
VAT Registration No. 9776234K

g

Regulatory Affairs Manager
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NIALL SHEEH!
Notary Fablic
6/7 Glentworth St Limeri




MepeBOg C aHT/IMIICKOTO A3blKa HA PYCCKUI SI3bIK

LLinmn
SV HOTapuyc

VNPEABABNEHUSA MO TPEBOBAHWUIO, S, Haiinn LWuu, ny6anyHblil HOTapuyc,
MM O06pa3oM YNOSTHOMOYEHHbIN M MPUCATHYBLW WA, Beaywnii gena no agpecy: 6/7
waopc CT1., lumepuk, Pecnybnuka Wpnangua, HACTOAWNMM MOATBEPXJAIO,
NoO3HaAKOMU/CA C cepTudmkataMmmn, KOTopble BpeEMS OT BPEMEHWN BbiNyCcKalTCH
tktHedical Europe Ltd, 1 4TO KONMA NPUKPEN/IEHHOTO cepTuukarta, a UMeHHO
BAKUMM NONb30BaTENSA HA MHCTPYMEHTbI 419 3HAOCKOMMYECKMX MaHUNyNnAauni ;
weptombl, Mannnnotombl, KaHAATOMbI, LLIMCTOMbBI C KOMNAEKTYOLWNMU,

prost nognmcan M CKpenua nedaTblo Moero ocuca, SBNAETCA TOYHOW M MOJSTHOWN
TOKONMEN OpUrnHana, u 4YTo OpurnHan, KoTopblid 6bI/1 NpeaCcTaB/ieH MHE Ha
NTPeHne, ABNAETCA MOLNTNHHbBIM.

QEA NOATBEPXAAK no 3anpocy, 4to Cook Ireland Limited nmeeTt mecTo
#HH6mn3Heca no agpecy: O'XannopaH Poya, HawHn TekHonoaxu MNapk, B ropoae
Bk, ipnaHausa, 4na cCOOTBETCTBYOLWMX KOMNETEHTHbLIX opraHos B Poccun n gns

B,KOr0 3TO MOXET KacaTbCH.
MOATBEPXIEHVE YEIO g cTtaBn 34ecb cBOt noAanucb 1 MNevatb moero Oduca.

Unwvm (Moanuce) [ata: 17 fekabpa 2013 roga
GVHHLI HOTapuyc

vt Havinn Wwun. My6nnyHblin HoTapuyc. 6/7 Fnenteopc CT., Jlumepuk,

Balb C OTTUCKOM
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Wramn:

COOK MEDICAL EUROPE LTD.
O'XannopaH Poyg,

HawHn TekHonoaxu Mapk

Nnmepuk, NWpnaHgusn

PernctpaynoHHbin Ne komnaHum: 492272
PernctpauynoHHbli Ne HAC: 9776234K

Mognucek
MeHepXep oTAena HOpMaTUBHbLIX aKTOB

WTamn:

COOK MEDICAL EUROPE LTD.
O'XannopaH Poyg,

HawHn TekHonopxu Mapk

Numepuk, NpnaHgunsa

PernctpaynoHHblii Ne komnaHum: 492272
PernctpaunoHHbin Ne HAC: 9776234K

B koHue PYCCKOIO nepeBoja:

Mopgnucek

MeHeaxep oTAeNla HOPMAaTUBHbLIX aKTOB

WrTamn:

COOK MEDICAL EUROPE LTD.
O'XannopaH Poyga,

HawHn TekHonogxwn Mapk

Numepunk, UpnaHausa

PernctpaynoHHblii Ne komnaHun: 492272
PernctpaynoHHbiin Ne HAC: 9776234K

Haiinn Wun
My6anyHbIA HOTapuyc

Mognuce

LWTamn:

Haiinn Wwun

My6nunyHbIi HOTapuyc

6/7 TnenTtBOpC CT., JInmepuk

MeuvaTb c oTTMCKOM : Halinn Wun
My6AunyHbIA HOTapuyc
MNepeBoguuK,

KopHeBa EBreHua BacunbesHa
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lquMocksa.

LleaguaToro aekabpa [Be ThbiCAYM TPUHAALATOro roga.

\.ﬂP\KI/IMOB Fne6 bopucosuy, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYH
WannHHOCTE nmoanucKu, cAenaHHOM nepeBogyYnkom KopHeBoW EBreHunei
W CWbEBHOW, BMOEM NPUCYTCTBUU. JIMYHOCTb ero ycTaHoB/eHa.

3aperncTpupoBaHo BpeecT pe 3a Ne /- V?J€>r

| beickaro no Tapugpy: 100py6. 00 kon.

PTAPHTCc]
X --Y A
NK
WA
JOAY Bcero npoLHypoBaHo, MPOHYMENANANEANAN

CKperieHo nedyaTbio

TTOTNIPM¥E
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"opos Mocksa.
"VEaBTL  TpeTeero JHBM  /ETLAMTLLEVIATR
", CyxoHa OnbBupa BuUKTOpOBHa, HOTapuyc ropoja
MoCKBbI, CBWAETENbCTBYIO BEPHOCTb 3TOW Konuu ¢
NOANIMHHUKOM [OKYMeHTa. B nocnegHeM nog4yuCTOK,
NPUMNNCOK, 3a4ePKHYTbIX CMIOB U UHbIX HEOrOBOPEHHbIX
ncnpaBneHWn unm Kakux-nnbo ocob6”~ocTel
3apervcTvpoBaHoa peecTpe 3a No
B3blickaHo no Ty,
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