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Fusion® Marathon™ Anti-Reflux Biliary Stent (P3-MAK-HO-3; PS-MAR-10-6; FS-MAR -10-7;
FS-MAR -10-8: FS-MAR -10-9: FS-MAR -10-10: FS-MAR -10-11: FS-MAR -10-12)

DEVICE DESCRIPTION

RN Satdanda;, Satlagh an Rehig e GQuding e
A /Am danete, Fr /M  danste, B /Am
FS-MAR-10-5 10733 5 a3 518
FS-MAR-10-6 10733 6 a3 55718
FS-MAR-10-7 10/33 7 a3 5518
FS-MAR-10-8 10/33 8 a3 55718
FS-MAR-10-9 10733 9 a3 518
FS-MAR-10-10 1033 10 a3 5518
FS-MAR-10-11 10/33 n a3 518
FS-MAR-10-12 10/33 r @3 5518
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Fusion® Marathon™ Anti-Reflux Biliary Stent is a stent with an ePTFE sock, 2cm long,
attached to the distal or duodenal end. The purpose of the sock extension is to reduce
duodenobiliary reflux through the stent. The product consists of a stent and introducer
(comprised of a guiding catheter 5.5 Fr/ 1.8 mm and pushing catheter 9 Fr/ 3 mm). A Fusion
wire guide is recommended for use with this product and is sold separately. The product code for
the Fusion® Marathon**" Anti-Reflux Biliary Stent (FS-MAR) are FS-MAR-X-Y where X
denotes the French (FR) size and Y denotes the length (cm).

INTENDED USE

This device is intended for endoscopic placement of a preloaded biliary stent to drain obstructed
biliary ducts and reduce duodenal content reflux.

NOTES

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

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

Store in a dry location, away from temperature extremes.

CONTRAINDICATIONS
Contraindications include those specific to ERCP.
Inability to pass the wire guide or stent through the obstructed area.

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.

Additional complications that may occur with biliary stent placement include, but are not limited
to: trauma to the biliary tract or duodenum, obstruction of the pancreatic duct, stent migration.

PRECAUTIONS

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

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

Do not use this device if stent cannot advance through strictured area.

Stent should be checked periodically for signs of biliary obstruction. This stent should not be left
indwelling for more than three months or as directed by physician. The wire guide diameter and
the inner lumen of the wire-guided device must be compatible.

SYSTEM PREPARATION
Remove foam block from guiding catheter.

INSTRUCTONS FOR USE

I. Ifusing Intra Ductal Exchange (IDE) port and a pre-positioned short wire (see figure 1).
1 Unlock short wire from the Wire Guide Locking Device, and advance introducer with
preloaded stent over pre-positioned wire guide, ensuringthat wire guide exits guiding catheter at
IDE port.
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2. Introduce device into endoscope accessory channel and relock wire guide.

3. With elevator open advance device in short increments until it is endoscopically visualized
exiting scope.

4. Advance device into appropriate duct.

5. Fluoroscopically monitor radiopaque band on tip of guiding catheter. When a sufficient length
of guiding catheter is above majority of stricture, disconnect Luer lock fitting on introducer.
Important: A sufficient portion of guiding catheter must be above stricture prior to stent
positioning.

6. Maintain position of guiding catheter and advance stent into desired position using pushing
catheter.

7. Fluoroscopically and endoscopically confirm desired stent position.

8. Unlock wire guide from Wire Guide Locking Device.

9. Retract wire guide until it exits guiding catheter at IDE port.

Note: Fluoroscopically visualize radiopaque band at IDE port. When radiopaque distal tip
of wire guide passes band, a disengagement from wire guide lumen will occur.

10. Advance disengaged wire guide to maintain ductal access.

11. Relock wire guide into Wire Guide Locking Device.

12. Retract guiding catheter into endoscope while maintaining position of pushing catheter.

13. Confirm position of stent once guiding catheter is removed.

14. Remove pushing catheter.

Il. If using Proximal Wire Port (PWP) and a pre-positioned long wire guide (see figure 2).
Note: For best results, wire guide should be kept wet.

1. Remove stylet.

2. Advance introducer with preloaded stent over pre-positioned wire guide and into accessory
channel of endoscope until proximal end of wire guide exits PWP.

Note: Ensure that wire guide does not exit at IDE port.

REFER TO STEPS 3-7 IN “SECTION I”, THEN RESUME WITH STEP 3 BELOW:

3. Retract and remove both guiding catheter and wire guide into endoscope while maintaining
position of pushing catheter.

4. Confirm position of stent once guiding catheter and wire guide are removed.

5. Remove pushing catheter.

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

m— -
[
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Introducer

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

Oasis® One Action. Stent Introduction System with Pre-Loaded Cotton Leung® Biliary Stent
rOACL-10-12: OACL -10-15: OACL -10-5: OACL -10-7: OACL -10-9: OACL -11.5-12:

OACL -11.5-15; OACL -11.5-5: OACL -11.5-7: OACL -11.5-9: OACL -7-12: OACL -7-15:
OACL -7-5: OACL -7-7; OACL -7-9: OACL -8.5-12; OACL -8.5-15: OACL -8.5-5: OACL -
8.5-7: OACL -8.5-9)

RPN

OACL-10-12
OACL-10-15
OACL-10-5
OACL-10-7
OACL-10-9
OACL-11.5-12
OACL-11.5-15
OACL-11.5-5
OACL-11.5-7
OACL-11.5-9
OACL-7-12
OACL-7-15
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Stent
diameter,
/mm

10/3.3
10/3.3
10/3.3
10/3.3
10/3.3
11.5/3.8
11.5/3.8
11.5/3.8
11.5/3.8
11.5/3.8
7/12.3

7/2.3

Stent
Fr length, cm

Pushing catheter
diameter, Fr /mm

Guiding catheter
diameter, Fr /mm

12 10/3.3 6/2
15 10/3.3 6/2
5 10/3.3 6/2
7 10/3.3 6/2
9 10/3.3 6/2
12 11/3.7 6/2
15 11/3.7 6/2
5 11/3.7 6/2
7 11/3.7 6/2
9 11/3.7 6/2
12 8/2.7 5/1.7
15 8/2.7 5/1.7



OACL-7-5 712.3 5 8/2.7 5/1.7

OACL-7-7 7/2.3 7 8/2.7 5/1.7
OACL-7-9 712.3 9 8/2.7 5/1.7
OACL-8.5-12 85/2.8 12 8.5/2.8 5/1.7
OACL -8.5-15 85/2.8 15 8.5/2.8 5/1.7
OACL -8.5-5 85/2.8 5 8.5/2.8 5/1.7
OACL -8.5-7 85/2.8 7 8.5/2.8 5/1.7
OACL -8.5-9 8.5/2.8 7 8.5/2.8 5/1.7

Oasis® One Action Stent Introduction System with Pre-Loaded Cotton Leimg® Biliary Stent
includes an Introducer with four radiopaque bands 5 cm apart (comprised of 170 cm pushing
catheter and 205 cm guiding catheter) and pre-loaded Cotton-Leung® stent with positioning
sleeve attached on it. It is recommended that this product be used with a Tracer Metro wire guide
(supplied separately). The product code for the Oasis® One Action Stent Introduction System
with Pre-Loaded Cotton Lermg® Biliary Stent (OACL) is OACL-X-Y, where X denotes the

French (FR) size and Y denotes the length in centimeters (cm) of the stent.

INTENDED USE
This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

NOTES

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.

CONTRAINDICATIONS
Those specific to ERCP.

POTENTIAL COMPLICATIONS

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

Additional complications associated with biliary stent placement include, but are not limited to:
trauma to the biliary tract or duodenum, obstruction of the pancreatic duct, stent migration.
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PRECAUTIONS

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

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

Not compatible with pigtail stents.

Do not use this device if stent cannot advance through strictured area.

Preloaded stents should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

SYSTEM PREPARATION

I.Ifapplicable, pre-load desired stent and positioning sleeve onto tip of introducer.
INSTRUCTIONS FOR USE

I. Ifusing Intra Ductal Exchange (IDE) port and a pre-positioned short wire, (SeeJig. 1)

1. Unlock short wire from Wire Guide Locking Device and advance introducer with preloaded
stent over pre-positioned wire guide ensuring that wire guide exits guiding catheter at IDE port.
2.Introduce device into endoscope accessory channel and relock wire guide.

S.With elevator open, advance device in short increments until endoscopically visualized exiting
scope. Note: As front flap of stent enters accessory channel, keep positioning sleeve over back
flap until completely in accessory channel. Slide positioning sleeve over pushing catheter,
keeping it clear of accessory channel.

4. Advance device into appropriate duct.

5. Fluoroscopically monitor radiopaque band(s) on guiding catheter. When a sufficient length of
guiding catheter is above majority of stricture, disconnect Luer lock fitting on introducer.
Important: A sufficient portion of guiding catheter must be above stricture prior to stent
positioning.

6. Maintain position of guiding catheter and advance stent into desired position using pushing
catheter.

y.Fluoroscopically and endoscopically confirm desired stent placement.

S.Unlock wire guide from Wire Guide Locking Device.

9. Retract wire guide until it exits guiding catheter at IDE port.

Note: Fluoroscopically visualize radiopaque band at IDE port. When radiopaque distal tip of
wire guide passes band, a disengagement from wire guide lumen will occur.

10. Advance disengaged wire guide to maintain ductal access.

Il .Relock wire guide into Wire Guide Locking Device.

12. Retract guiding catheter into endoscope while maintaining position of pushing catheter.

13. Confirm position of stent once guiding catheter is removed.

H.Remove pushing catheter.

11. If using Proximal Wire Port (PWP) and a pre-positioned long wire guide. (Seefig. 2)

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

1.Remove stylet, if applicable.

2. Advance introducer with preloaded stent over pre-positioned wire guide and into accessory
chaimel of endoscope until proximal end of wire guide exits PWP. Note: If applicable, ensure
that wire guide does not exit at IDE port.

REFER TO STEPS 3-7 IN“SECTIONI”, THENRESUME WITH STEP 3 BELOW:

3. Retract and remove both guiding catheter and wire guide into endoscope while maintaining
position of pushing catheter.

4. Confirm position of stent once guiding catheter and wire guide are removed.

5. Remove pushing catheter.

Upon completion of procedure, dispose of device per institutional guidelines for

biohazardous medical waste.
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Removable Stylet

Proximal WinePort

Positioning Sleeve

Oasis® One Action Stent Introduction System with Pre-Loaded ST-2 Tarmenbaum® Biliary
Stent (OATS-8.5-15; OATS -11.5-15: OATS -8.5-12: OATS -8.5-5: OATS -8.5-7: OATS -8.5-9:
OATS -10-5: OATS -10-7: OATS -10-9: OATS -10-12: OATS -10-15: OATS -11.5-7: OATS -

PrcKimalWire Port

Guiding Catheter

Pushing Caheter

IDE Port

Radiopaqueiirtarker

Radiopaque bands

Stent

11.5-9: OATS -11.5-5: OATS-11.5-121

OATS-8.5-15

OATS -8.5-12

OATS -8.5-5

OATS -8.5-7

OATS -8.5-9
OATS -10-5

OATS -10-7
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Satlagh Rdig e Quiding Gthreter
danser, i /Am dansts, i /AAm

Sat

danet, HF an

/Am
8.5/2.8 15
8.5/2.8 12
8.5/2.8 5
8.5/2.8 7
8.5/2.8 9
10/3.3 5
10/3.3 7

Introducer

8.5/2.8

8.5/2.8

8.5/2.8

8.5/2.8

8.5/2.8

10/3.3

10/3.3

5/1.7

5/1.7

5/1.7

5/1.7

5/1.7

6/2

6/2



OATS-10-9 10/3.3 9 10/3.3 6/2

OATS -10-12 10/3.3 12 10/3.3 6/2
OATS-10-15 10/3.3 15 10/3.3 6/2
OATS-11.5-7 11.5/3.8 7 11/3.7 6/2
OATS-11.5-9 11.5/3.8 9 11/3.7 6/2
OATS-11.5-5 11.5/3.8 5 11/3.7 6/2
OATS-11.5-12 11.5/3.8 12 11/3.7 6/2
OATS-11.5-15 11.5/3.8 15 11/3.7 6/2

Oasis® One Action Stent Introduction System with Pre-Loaded ST-2 Tannenbaixm® Biliary
Stent includes Introducer with four radiopaque bands 5 cm apart (comprised of 170 cm pushing
catheter and 205 cm guiding catheter) and preloaded ST-2 Soehendra Tannenbaum stent with
positioning sleeve attached on it. It is reconunended that this set be used with a Tracer Metro
wire guide (supplied separately).The product code for the Oasis® One Action Stent Introduction
System with Pre-Loaded ST-2 Taimenbaum® Biliary Stent (OATS) is OATS-X-Y, where X

denotes the French (FR) size and Y denotes the length in centimeters (cm) of the stent.

INTENDED USE
This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

NOTES

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.

CONTRAINDICATIONS
Those specific to ERCP.

« |
POTENTIAL COMPLICATIONS
Those associated with ERCP include, but are not limited to: pancreatitis, cholangitis, aspiration,
perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or medication,
hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest.
Additional complications associated with biliary stent placement include, but are not limited to:
trauma to the biliary tract or duodenum, obstruction of the pancreatic duct, stent migration.
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PRECAUTIONS

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

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

Not compatible with pigtail stents.

Do not use this device if stent caimot advance through strictured area.

Preloaded stents should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

SYSTEM PREPARATION

I.Ifapplicable, pre-load desired stent and positioning sleeve onto tip of introducer.
INSTRUCTIONS FOR USE

I. Ifusing Intra Ductal Exchange (IDE) port and a pre-positioned short wire. {Seefig. 1)

1. Unlock short wire ftom Wire Guide Locking Device and advance introducer with preloaded
stent over pre-positioned wire guide ensuring that wire guide exits guiding catheter at IDE port.
2.Introduce device into endoscope accessory channel and relock wire guide.

S.With elevator open, advance device in short increments until endoscopically visualized exiting
scope. Note: As front flap of stent enters accessory channel, keep positioning sleeve over back
flap until completely in accessory channel. Slide positioning sleeve over pushing catheter,
keeping it clear of accessory channel.

4. Advance device into appropriate duct.

5. Fluoroscopically monitor radiopaque band(s) on guiding catheter. When a sufficient length of
guiding catheter is above majority of stricture, disconnect Luer lock fitting on introducer.
Important: A sufficient portion of guiding catheter must be above stricture prior to stent
positioning.

b.Maintain position of guiding catheter and advance stent into desired position using pushing
catheter.

y.Fluoroscopically and endoscopically confirm desired stent placement.

S.Unlock wire guide from Wire Guide Locking Device.

9. Retract wire guide until it exits guiding catheter at IDE port.

Note: Fluoroscopically visualize radiopaque band at IDE port. When radiopaque distal tip of
wire guide passes band, a disengagement from wire guide lumen will occur.

10. Advance disengaged wire guide to maintain ductal access.

Il .Relock wire guide into Wire Guide Locking Device.

12. Retract guiding catheter into endoscope while maintaining position of pushing catheter.

13. Confirm position of stent once guiding catheter is removed.

14. Remove pushing catheter.

11. If using Proximal Wire Port (PWP) and a pre-positioned long wire guide. {Seefig. 2)
Note: For best results, wire guide should be kept wet.

1.Remove stylet, if applicable.

2. Advance introducer with preloaded stent over pre-positioned wire guide and into accessory
channel of endoscope until proximal end of wire guide exits PWP. Note: If applicable, ensure
that wire guide does not exit at IDE port.

REFER TO STEPS 3-7 IN“SECTIONI”, THENRESUME WITH STEP 3 BELOW:

3. Retract and remove both guiding catheter and wire guide into endoscope while maintaining
position of pushing catheter.

4. Confirm position of stent once guiding catheter and wire guide are removed.

5. Remove pushing catheter.

Upon completion of procedure, dispose of device per institutional guidelines for
biohazardous medical waste.
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Removable Stylet Pushing Caheter

lee -4 zJ
1

ProximalWiie Port
IDE Port

1

Guiding Catheter Radiopaque IWarker

Geenen® Pancreatic Stent Set (GEPD-10-12: GEPD-10-15; GEPD-10-3: GEPD -10-5: GEPD -
10-7: GEPD -10-9: GEPD -11.5-10: GEPD -11.5-12; GEPD -11.5-6: GEPD -11.5-8: GEPD-3-
10: GEPD -3-11: GEPD -3-12: GEPD -3-13: GEPD -3-14: GEPD -3-15: GEPD -3-3: GEPD -3-
4: GEPD -3-5: GEPD -3-6: GEPD -3-7: GEPD -3-8: GEPD -3-9: GEPD -5-10: GEPD -5-11:
GEPD-5-12: GEPD -5-13: GEPD -5-14: GEPD -5-15: GEPD -5-2: GEPD -5-3: GEPD -5-4:-
GEPD 5-5: GEPD -5-6: GEPD -5-7: GEPD -5-8: GEPD -5-9: GEPD -7-10: GEPD -7-11: GEPD
-7-12: GEPD -7-13: GEPD -7-14: GEPD -7-15: GEPD -7-3: GEPD -7-4: GEPD -7-5: GEPD -7-
6: GEPD -7-7: GEPD -7-8: GEPD -7-9: GEPD -8.5-12: GEPD -8.5-3: GEPD -8.5-5: GEPD -8.5-

7: GEPD -8.5-91

RPN Stent Stent Pushing catheter Guiding  catheter
diameter, Fr length, diameter, Fr /mm diameter, Fr /mm
/mm cm

GEPD-10-12 10/3.3 12 10/3.3 6/2

GEPD-10-15 15 10/3.3 6/2

GEPD-10-3 10/3.3 3 10/3.3 6/2

GEPD-10-5 10/3.3 5 10/3.3 6/2

GEPD-10-7 10/3.3 7 10/3.3 6/2
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GEPD-10-9 10/3.3 9 10/3.3 6/2

GEPD-11.5-10 11.5/3.8 10 11/3.6 6/2
GEPD-11.5-12 11.5/3.8 12 11/3.6 6/2
GEPD-11.5-6 11.5/3.8 6 11/3.6 6/2
GEPD-11.5-8 11.5/3.8 8 11/3.6 6/2
GEPD-3-10 3/1 10 3/1 N/A
GEPD-3-11 3/1 1 3/1 N/A
GEPD-3-12 3/1 12 3/1 N/A
GEPD-3-13 3/1 13 3/1 N/A
GEPD-3-14 3/1 14 3/1 N/A
GEPD-3-15 3/1 15 3/1 N/A
GEPD-3-3 3/1 3 3/1 N/A
GEPD-3-4 3/1 4 3/1 N/A
GEPD-3-5 3/1 5 3/1 N/A
GEPD-3-6 3/1 6 3/1 N/A
GEPD-3-7 3/1 7 3/1 N/A
GEPD-3-8 3/1 8 3/1 N/A
GEPD-3-9 3/1 9 3/1 N/A
GEPD-5-10 5/1.7 10 5/1.7 N/A
GEPD-5-11 5/1.7 1 5/1.7 N/A
GEPD-5-12 5/1.7 12 5/1.7 N/A
GEPD-5-13 5/1.7 13 5/1.7 N/A
GEPD-5-14 5/1.7 14 5/1.7 N/A
GEPD-5-15 5/1.7 15 5/1.7 N/A
GEPD-5-2 5/1.7 2 5/1.7 N/A
GEPD-5-3 5/ 17 3 5/1.7 N/A
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GEPD-5-4 5/1.7 4 5/1.7 N/A

GEPD-5-5 5/1.7 5 5/1.7 N/A
GEPD-5-6 5/1.7 6 5/1.7 N/A
GEPD-5-7 5/1.7 7 5/1.7 N/A
GEPD-5-8 5/1.7 8 5/1.7 N/A
GEPD-5-9 5/1.7 9 5/1.7 N/A
GEPD-7-10 7/2.3 10 7/2.3 N/A
GEPD-7-11 7/2.3 1 7/2.3 N/A
GEPD-7-12 7/2.3 12 7/2.3 N/A
GEPD-7-13 7/2.3 13 7/12.3 N/A
GEPD-7-14 7/2.3 14 7/2.3 N/A
GEPD-7-15 7/2.3 15 7/2.3 N/A
GEPD-7-3 7/2.3 3 7/12.3 N/A
GEPD-7-4 7/2.3 4 7/2.3 N/A
GEPD-7-5 7/2.3 5 7/2.3 N/A
GEPD-7-6 712.3 6 7/2.3 N/A
GEPD-7-7 7/2.3 7 7/2.3 N/A
GEPD-7-8 7/2.3 8 7/2.3 N/A
GEPD-7-9 7/2.3 9 712.3 N/A
GEPD-8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
GEPD-8.5-3 8.5/2.8 3 8.5/2.8 5/1.7
GEPD-8.5-5 8.5/2.8 5 8.5/2.8 5/1.7
GEPD-8.5-7 85/2.8 7 8.5/2.8 5/1.7
GEPD-8.5-9 8.5/2.8 9 8.5/2.8 5/1.7

Geenen® Pancreatic Stent Set (GEPD) comprises of a stent with 8 cm positioning sleeve

attached on and a pushing catheter 170 cm in length. A guiding catheter 320 cm in length is also
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supplied with the 8.5Fr/ 2.8 mm, IOFr/ 3.3 mm and 11.5Fr/ 3.8 mm stent sets. The Geenen®
Pancreatic Stent Set is contoured for positioning in the pancreatic duct. The stent is non-pigtail
stent, has offset flaps to help minimize migration, side holes to facilitate drainage and has a
tapered tip to facilitate smooth cannulation. The product code for the Geenen® Pancreatic
Stent/Stent Set is GEPD-X-Y where X denotes the French (FR) size and Y denotes the length in

centimetres (cm).

INTENDED USE
This device is used to drain obstructed pancreatic ducts.

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.

For 8.5 and 10 FR Sof-Flex® stents, lubricate the guiding catheter with water-soluble lubricant.
Retain the positioning sleeve (if any)* for use when introducing the stent flaps into the accessory
channel.

CONTRAINDICATIONS
Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Inability to pass the wire guide or stent through the obstructed area.

POTENTIAL COMPLICATIONS

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

Those associated with pancreatic stent placement include, but are not limited to: trauma to the
pancreatic tract or duodenum, stent migration.

PRECAUTIONS

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

The positioning sleeve* or the pigtail straightener* is not intended for use in the accessory
channel of the endoscope.

Care must be exercised when straightening the pigtail curls* in order to avoid kinking or
breaking the stent.

The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end
remains in the duodenum.

This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

Select the Cook stent introducer system (if not included) in the appropriate French size. Stent
introducer system may be supplied separately.
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WARNINGS
MRI compatibility of pancreatic stents with radiopaque bands has not
been established.

INSTRUCTIONS FOR USE

I. FOR NON-PIGTAIL STENTS:

1. Gently ensure full extension of all side flaps*.

2. Load positioning sleeve onto duodenal flap end of stent.

For 7 FR and smaller stents:

3a. Introduce stent, tapered tip first, and positioning sleeve onto a pre-positioned wire guide.

For 8.5 FR and larger stents:

3b. Remove Tuohy-Borst adapter from end of guiding catheter*, then introduce guiding
catheter* into accessory channel over a pre-positioned wire guide.

3c. Introduce stent, tapered tip first, and positioning sleeve onto guiding catheter* and pre-
positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

Il. FOR PIGTAIL STENTS:

For 7 FR and smaller stents:

1. Advance pigtail straightener* along shaft of stent from the tapered tip end in order to
straighten pigtail curl. (Seefig. 1)

2. Introduce stent, tapered tip first, and pigtail straightener* onto pre-positioned wire guide.

3. Advance pushing catheter over wire guide to advance pigtail stent into accessory channel.

For 8.5 FR and larger stents:

3a. Advance pigtail straightener* along shaft of stent from the tapered tip end in order to
straighten pigtail curl. (Seefig. 1)

3b. Introduce stent, pigtail first, and pigtail straightener* onto guiding catheter™.

Advance guiding catheter over pre-positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

4. Advance guiding catheter* and/or pushing catheter in 1-2 cm increments until stent is in
desired position.

5. Fluoroscopically and endoscopically confirm desired stent position.

6. After confirming stent position, gently remove wire guide, then the guiding catheter* from
endoscope while maintaining position of stent with pushing catheter.

7. Gently remove pushing catheter from accessory channel.

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

for biohazardous medical waste.

*ifany
oo T
ettt bttty
~ — !
f—
~ - !
Ve -
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The Geenen® Pancreatic Stent Set (GPDS-5-15: GPDS-5-2; GPDS-5-12: GPDS-5-3; GPDS-
5-5: GPDS-5-7: GPDS-5-9: GPDS-7-12; GPDS-7-5: GPDS-7-7; GPDS-7-9; GPDS-7-12).

RPN Stent diameter, Fr /mm Stent length, cm Pushing  catheter
diameter, Fr /mm

GPDS-5-15 5/1.7 15 5/1.7
GPDS-5-2 5/1.7 2 5/1.7
GPDS-5-12 5/1.7 12 5/1.7
GPDS-5-3 5/1.7 3 5/1.7
GPDS-5-5 5/1.7 5 5/1.7
GPDS-5-7 5/1.7 7 5/1.7
GPDS-5-9 5/1.7 9 5/1.7
GPDS-7-5 7/2.3 5 7/2.3
GPDS-7-7 7/2.3 7 7/2.3
GPDS-7-9 7/2.3 9 7/2.3
GPDS-7-12 7/2.3 12 7/2.3

The Geenen® Pancreatic Stent Set (GPDS) comprises of a stent with 8 cm positioning sleeve
attached on it and pushing catheter]VO cm in length. The Geenen® Pancreatic Stent Set is
contoured for positioning in the pancreatic duct. The stent is non-pigtail stent, has offset flaps to
help minimize migration, side holes to facilitate drainage and has a tapered tip in larger French
sizes to facilitate smooth cannulation. The product code for the Geenen® Pancreatic Stent Set is

GPDS-X-Y, where X denotes the French (FR) size and Y denotes the length in centimetres (cm).

INTENDED USE
This device is used to drain obstructed pancreatic ducts.

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.
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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.

For 8.5 and 10 FR Sof-Flex® stents, lubricate the guiding catheter with water-soluble lubricant.
Retain the positioning sleeve (if any)* for use when introducing the stent flaps into the accessory
channel.

CONTRAINDICATIONS
Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Inability to pass the wire guide or stent through the obstructed area.

POTENTIAL COMPLICATIONS

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

Those associated with pancreatic stent placement include, but are not limited to: trauma to the
pancreatic tract or duodenum, stent migration.

PRECAUTIONS

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

The positioning sleeve* or the pigtail straightener* is not intended for use in the accessory
channel of the endoscope.

Care must be exercised when straightening the pigtail curls* in order to avoid kinking or
breaking the stent.

The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end
remains in the duodenum.

This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

Select the Cook stent introducer system (if not included) in the appropriate French size. Stent
introducer system may be supplied separately.

WARNINGS

MRI compatibility of pancreatic stents with radiopaque bands has not

been established.

INSTRUCTIONS FOR USE

I. FOR NON-PIGTAIL STENTS:

1. Gently ensure full extension of all side flaps*.

2. Load positioning sleeve onto duodenal flap end of stent.

For 7 FR and smaller stents:

3a. Introduce stent, tapered tip first, and positioning sleeve onto a pre-positioned wire guide.

For 8.5 FR and larger stents:

3b. Remove Tuohy-Borst adapter from end of guiding catheter*, then introduce guiding
catheter* into accessory channel over a pre-positioned wire guide.

3c. Introduce stent, tapered tip first, and positioning sleeve onto guiding catheter* and pre-
positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

Il. FOR PIGTAIL STENTS:
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For 7 FR and smaller stents:

1 Advance pigtail straightener* along shaft of stent from the tapered tip end in order to
straighten pigtail curl. (Seefig. 1)

2. Introduce stent, tapered tip first, and pigtail straightener* onto pre-positioned wire guide.

3. Advance pushing catheter over wire guide to advance pigtail stent into accessory channel.

For 8.5 FR and larger stents:

3a. Advance pigtail straightener* along shaft of stent from the tapered tip end in order to
straighten pigtail curl. (Seefig. 1)

3b. Introduce stent, pigtail first, and pigtail straightener* onto guiding catheter*.

Advance guiding catheter over pre-positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

4. Advance guiding catheter* and/or pushing catheter in 1-2 cm increments until stent is in
desired position.

5. Fluoroscopically and endoscopically confirm desired stent position.

6. After confirming stent position, gently remove wire guide, then the guiding catheter* from
endoscope while maintaining position of stent with pushing catheter.

7. Gently remove pushing catheter from accessory channel.

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

for biohazardous medical waste.

*ifany

Cotton-Huibregtse® Biliary Stent Set (CHBS-10-1Q; CHBS-10-11; CHBS-10-12; CHBS-10-15;
CHBS-10-3: CHBS-10-5: CHBS-10-7: CHBS-10-9: CHBS-11.5-10; CHBS-11.5-12; CHBS-
11.5-15:CHBS-11.5-5:CHBS-11.5-7:CHBS-11.5-9;CHBS-7-10;CHBS-7-12; CHBS-7-Jji
CHBS-7-5: CHBS -7-3: CHBS -7-6: CHBS-7-7; CHBS-7-9; CHBS-8.5-12; CHBS-8.5-1."
CHBS-8.5-5: CHBS-8.5-7: CHBS-8.5-9)

RPN Stent diameter, Stent Pushing catheter Guiding  catheter
Fr/mm length, cm  diameter, Fr/mm  diameter, Fr /mm
CHBS-10-10 10/3.3 10 10/3.3 6/2
CHBS-10-11 10/3.3 1n 10/3.3 6/2
CHBS-10-12 10/3.3 12 10/3.3 6/2
CHBS-10-15 10/3.3 15 10/3.3 6/2
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CHBS-10-3 10/3.3 3 10/3.3 6/2

CHBS-10-5 10/3.3 5 10/3.3 6/2
CHBS-10-7 10/3.3 7 10/3.3 6/2
CHBS-10-9 10/3.3 9 10/3.3 6/2
CHBS-11.5-10 11.5/3.8 10 11/3.7 6/2
CHBS-11.5-12 11.5/3.8 12 11/3.7 6/2
CHBS-11.5-15 11.5/3.8 15 11/3.7 6/2
CHBS-11.5-5 11.5/3.8 5 11/3.7 6/2
CHBS-11.5-7 11.5/3.8 7 11/3.7 6/2
CHBS-11.5-9 11.5/3.8 9 11/3.7 6/2
CHBS-7-10 7/2.3 10 7/2.3 N/A
CHBS-7-12 7/2.3 12 7/2.3 N/A
CHBS-7-15 712.3 15 7/2.3 N/A
CHBS-7-5 712.3 5 7/2.3 N/A
CHBS-7-3 712.3 3 712.3 N/A
CHBS-7-6 7/12.3 6 7/2.3 N/A
CHBS-7-7 7/12.3 7 7/2.3 N/A
CHBS-7-9 7/12.3 9 7/2.3 N/A
CHBS-8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
CHBS-8.5-15 8.5/2.8 15 8.5/2.8 5/1.7
CHBS-8.5-5 8.5/2.8 5 8.5/2.8 5/1.7
CHBS-8.5-7 8.5/2.8 7 8.5/2.8 5/1.7
CHBS-8.5-9 8.5/2.8 9 8.5/2.8 5/1.7

This product typically contains a stent with positioning sleeve, guiding catheter length 320 cm
and pushing catheter length 170 cm (except the CHBS-7-Y which does not have guiding

catheter). The stent has a proximal and a distal flap. It also has a tapered tip at the proximal end
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to facilitate smooth cannulation. The product code for the Cotton-Huibregtse® Biliary Stent Set
is CHBS-X-Y, where X denotes the French (FR) size and Y denotes the length in centimeters

(cm).

INTENDED USE
This device is used to drain obstructed biliary ducts.

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

This device must be stored in a dry location, away from temperature extremes.

Use of this device restricted to a trained healthcare professional.

For 10 FR Sof-Flex® stents, lubricate the guiding catheter with water-soluble lubricant.

Retain the positioning sleeve (if any)* for use when introducing the stent flaps into the accessory
channel.

CONTRAINDICATIONS
Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Inability to pass wire guide or stent through obstructed area.

POTENTIAL COMPLICATIONS

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

Those associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction ofthe pancreatic duct, stent migration.

PRECAUTIONS

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

This stent must be placed under fluoroscopic monitoring.

The positioning sleeve* or the pigtail straightener* is not intended for use in the accessory
channel ofthe endoscope.

Care must be exercised when straightening the pigtail curls* in order to avoid kinking or
breaking the stent.

The tapered tip end of the stent* or side holes* must be positioned in the common bile duct
while the other end remains in the duodenum.

The longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps
remain in the duodenum. (Seefig. 1)

This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

Select the Cook stent introducer system (if not included) in the appropriate French size.
Warning

For stents with radiopaque bands, MRI compatibility has not been established.
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INSTRUCTIONS FOR USE

I. FOR NON-PIGTAIL STENTS:

1 Gently ensure full extension of all side flaps*.

2. Load positioning sleeve onto duodenal flap end of stent.

For 5to 7 FR stents:

3.a. Introduce stent, tapered tip first, and positioning sleeve onto a pre-positioned wire guide.
For 8.5 FR and larger stents:

3.b. Remove Tuohy-Borst adapter from end of guiding catheter, then introduce gmdmg
catheter into accessory channel over a pre-positioned wire guide.

3C. Introduce stent, tapered tip first, and positioning sleeve onto guiding catheter and pre-
positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

I1. FOR PIGTAIL STENTS:

1 Advance pigtail straightener along shaft of stent to tapered tip end in order to straighten
pigtail curl. (Seefig. 2) oo j e o
2. Introduce stent, tapered tip first, and pigtail straightener onto pre-positioned wire guide
until straightener reaches second curl.

3. Advance pushing catheter over wire guide to advance pigtail stent into accessory channel.
THEN REFER TO STEPS 4-7 BELOW

4, Advance guiding catheter* and/or pushing catheter in 1-2 cm increments unt|I stent ism
desired position.

5. Fluoroscopically and endoscopically confirm desired stent position.

Note (for non-pigtail stents only): Replace Tuohy-Borst adapter onto end of guiding catheter*.
Inject contrast, if desired, to fluoroscopically visualize stent position.

6. After confirming stent position, gently remove wire guide, then guiding catheter* from
endoscope while maintaining position of stent with pushing catheter.
7. Gently remove pushing catheter from accessory channel.

Upon completion of procedure, dispose of introducer components per institutional
guidelines for biohazardous medical waste.
* (if any)

Duodenal end 15mm fbps T
7mm flaps A

Length measured between ﬂaps
straighten to measure.

Positioning Sleeve

o gol
C O
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Cotton-Leuna® (‘Amsterdam) Biliary Stent Set (CLBS-10-10; CLBS-10-11; CLBS-10-1_*
rTR™-in-n-r, T.RS-10-14:CLBS-10-15:CLBS-1Q-16;CLBS-10-17;CLBS-10-18;CLBS-10i
NeCTBS-10-4:CTBS-10-5:CLBS-10-6:CLBS-10-7:CLBS-10-8;CLBS-10-9;CLBS-11.5-10i
rJBSni.5RI:CLBSR1.542:CLBS41.543;CLBS41.544-rJBSR15-15;CLBS-115-li1i
CLBS-11.5-17:CLBS-n.5-18:CLBS-11.5-3;CLBS-11.5-5;CLBS-11.5-6;CLBS-11.5-7 CLB
11 S-8-CTRS-11.5-9:CXBS-5-5;CLBS-5-7:CLBS-5-9;CLBS-5-12;CLBS-7-10;---------- CLBS-7-
11:CLBS-7-]2:CLBS-7-13:CXBS-7-14;CLBS-7-15;CLBS-7-16;CLBS-7-17;CLBS-7-18;CLBS..
7-3:I,TBS-7-4iCLRS-7-3:aBS-7-6:CXBS-7-7:CLBS-7-8;CLBS-7-9; CLBS-8.5-1Q;CLBS-8J"
n:CLBS-8.5-12:CLBS-8.5-13:CLBS-8.5-14:CLBS-8.5-15:CLBS-8.5-16; CLBS -8.5-17; CLBS
-8.5-18: CLBS -8.5-3; CLBS -8.5-5: CLBS -8.5-6; CLBS -8.5-7; CLBS -8.5-8; CLBS-8.5-9)

RPN Stent diameter, Stent Pushing catheter Guiding  catheter
Fr/mm length, cm  diameter, Fr /mm diameter, Fr /mm
CLBS-10-10 10/3.3 10 10/3.3 6/2
CLBS-10-11 10/3.3 1 10/3.3 6/2
CLBS-10-12 10/3.3 12 10/3.3 6/2
CLBS-10-13 10/3.3 13 10/3.3 6/2
CLBS-10-14 10/3.3 14 10/3.3 6/2
CLBS-10-15 10/3.3 15 10/3.3 6/2
CLBS-10-16 10/3.3 16 10/3.3 6/2
CLBS-10-17 10/3.3 17 10/3.3 6/2
CLBS-10-18 10/3.3 18 10/3.3 6/2
CLBS-10-3 10/3.3 3 10/3.3 6/2
CLBS-10-4 10/3.3 4 10/3.3 6/2
CLBS-10-5 10/3.3 5 10/3.3 6/2
CLBS-10-6 10/3.3 6 10/3.3 6/2
CLBS-10-7 10/3.3 7 10/3.3 6/2
CLBS-10-8 10/3.3 8 10/3.3 6/2
CLBS-10-9 10/3.3 9 10/3.3 6/2
CLBS-11.5-10 11.5/3.8 10 11/3.7 6/2
CLBS-11.5-11 11.5/3.8 11 11/3.7 6/2

Page 21 of 34

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



CLBS-11.5-12 11.5/3.8 12 11/3.7 6/2

CLBS-11.5-13 11.5/3.8 13 11/3.7 6/2
CLBS-11.5-14 11.5/3.8 14 11/3.7 6/2
CLBS-11.5-15 11.5/3.8 15 11/3.7 6/2
CLBS-11.5-16 11.5/3.8 16 11/3.7 6/2
CLBS-11.5-17 11.5/3.8 17 11/3.7 6/2
CLBS-11.5-18 11.5/3.8 18 11/3.7 6/2
CLBS-11.5-3 11.5/3.8 3 11/3.7 6/2
CLBS-11.5-5 11.5/3.8 5 11/3.7 6/2
CLBS-11.5-6 11.5/3.8 6 11/3.7 6/2
CLBS-115-7 11.5/3.8 7 11/3.7 6/2
CLBS-115-8 11.5/3.8 8 11/3.7 6/2
CLBS-11.5-9 11.5/3.8 9 11/3.7 6/2
CLBS-5-5 5/1.7 5 5/1.7 N/A
CLBS-5-7 5/1.7 7 5/1.7 N/A
CLBS-5-9 5/1.7 9 5/1.7 N/A
CLBS-5-12 5/1.7 12 5/1.7 N/A
CLBS-7-10 7/2.3 10 7/2.3 N/A
CLBS-7-11 7/12.3 1u 7/2.3 N/A
CLBS-7-12 7/2.3 12 7/2.3 N/A
CLBS-7-13 7/2.3 13 7/2.3 N/A
CLBS-7-14 7/2.3 14 7/2.3 N/A
CLBS-7-15 7/2.3 15 7/12.3 N/A
CLBS-7-16 7/2.3 16 712.3 N/A
CLBS-7-17 7/2.3 17 7/2.3 N/A
CLBS-7-18 7/2.3 18 7/12.3 N/A
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CLBS-7-3 712.3 3 7/2.3 N/A

CLBS-7-4 712.3 4 712.3 N/A
CLBS-7-5 712.3 5 712.3 N/A
CLBS-7-6 712.3 6 7/12.3 N/A
CLBS-7-7 712.3 7 712.3 N/A
CLBS-7-8 7/12.3 8 7/12.3 N/A
CLBS-7-9 712.3 9 712.3 N/A
CLBS-8.5-10 851/2.8 10 85/2.8 5/1.7
CLBS-8.5-11 85/2.8 1 85/2.8 5/1.7
CLBS-8.5-12 85/2.8 12 85/2.8 5/1.7
CLBS-8.5-13 8.5/2.8 13 8.5/2.8 5/1.7
CLBS-8.5-14 85/2.8 14 85/2.8 5/1.7
CLBS-8.5-15 85/2.8 15 8.5/2.8 5/1.7
CLBS-8.5-16 85/2.8 16 85/2.8 5/1.7
CLBS-8.5-17 85/2.8 17 8.5/2.8 5/1.7
CLBS-8.5-18 85/2.8 18 85/2.8 5/1.7
CLBS-8.5-3 8.5/2.8 3 8.5/2.8 5/1.7
CLBS-8.5-5 85/2.8 5 85/2.8 5/1.7
CLBS-8.5-6 85/2.8 6 8.5/2.8 5/1.7
CLBS-8.5-7 85/2.8 7 8.5/2.8 5/1.7
CLBS-8.5-8 85/2.8 8 8.5/2.8 5/1.7
CLBS-8.5-9 85/2.8 9 85/2.8 5/1.7

This product typically contains a stent with positioning sleeve, guiding catheter length 320 cm
and pushing catheter length 170 cm (except the CLBS-7-XX and CLBS-5-XX, which does not
contain guiding catheter).The stent has a proximal and a distal flap. It also has a tapered tip in
larger French sizes at the proximal end to facilitate smooth cannulation. The product code for the

Page 23 of 34

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



Cotton-Leimg® Biliary Stent Set is CLBS-X-Y, where X denotes the French (FR) size and Y
denotes the length in centimeters (cm).

INTENDED USE
This device is used to drain obstructed biliary ducts.

NOTE

Tﬁs deSvice is designed for single use only. Attempts to reprocess, resterihze, 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 the package is opened or damaged when received, do not use. Visually inspect with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper
working condition, do not use. Notify Cook for return authorization.

This device must be stored in a dry location, away from temperature extremes.

Use ofthis device restricted to a trained healthcare professional.

For 10 FR Sof-Flex® stents, lubricate the guiding catheter with water-soluble lubricant.

Retain the positioning sleeve (if any)* for use when introducing the stent flaps into the accessory
channel.

CONTRAINDICATIONS
Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Inability to pass wire guide or stent through obstructed area.

POTENTIAL COMPLICATIONS

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

Those associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction of the pancreatic duct, stent migration.

PRECAUTIONS

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

This stent must be placed under fluoroscopic monitoring.

The positioning sleeve* or the pigtail straightener* is not intended for use in the accessory
channel of the endoscope.

Care must be exercised when straightening the pigtail curls* in order to av0|d k|nk|ng or
breaking the stent. u-i j o+
The tapered tip end of the stent* or side holes* must be positioned in the common bile duct
while the other end remains in the duodenum.

The longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps
remain in the duodenum. (Seefig. 1)

This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended.

Select the Cook stent introducer system (if not included) in the appropriate French size.
Warning

For stents with radiopagque bands, MRI compatibility has not been established.

INSTRUCTIONS FOR USE
I. FORNON-PIGTAIL STENTS:
1 Gently ensure full extension of all side flaps*.
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2. Load positioning sleeve onto duodenal flap end of stent.

For 5to 7 FR stents;

3.a.  Introduce stent, tapered tip first, and positioning sleeve onto a pre-positioned wire guide.
For 8.5 FR and larger stents:

3.b. Remove Tuohy-Borst adapter from end of guiding catheter, then introduce guiding
catheter into accessory channel over a pre-positioned vfire guide.

3.C. Introduce stent, tapered tip first, and positioning sleeve onto guiding catheter and pre-
positioned wire guide.

THEN REFER TO STEPS 4-7 BELOW

Il. FOR PIGTAIL STENTS:

1 Advance pigtail straightener along shaft of stent to tapered tip end in order to straighten
pigtail curl. (Seefig. 2) _ oo j e

2. Introduce stent, tapered tip first, and pigtail straightener onto pre-positioned wire guide
until straightener reaches second curl.

3. Advance pushing catheter over wire guide to advance pigtail stent into accessory channel.
THEN REFER TO STEPS 4-7 BELOW o
4. Advance guiding catheter* and/or pushing catheter in 1-2 cm increments until stent is m

desired position.

5 Fluoroscopically and endoscopically confirm desired stent position.

Note (for non-pigtail stents only): Replace Tuohy-Borst adapter onto end of guiding catheter*.
Inject contrast, if desired, to fluoroscopically visualize stent position.

6. After confirming stent position, gently remove wire guide, then guiding catheter* from
endoscope while maintaining position of stent with pushing catheter.
7. Gently remove pushing catheter from accessory channel.

Upon completion of procedure, dispose of introducer components per institutional
guidelines for biohazardous medical waste.
* (ifany)

Dusdensl end 15w faps 1
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Solus® Double Pigtail Stent with Introducer (ZSS-10-10-RB; ZSS-10-12-RB; ZSS-10-15-RB;
ZSS-1Q-I-RB: ZSS-10-3-RB: Z5S-10-4-RB: ZSS-10-5-RB; ZSS-10-7-RB; ZSS-10-9-1"}

RPN Stent Stent length, Pushing catheter Guiding  catheter
diameter, Fr cm diameter, Fr /mm diameter, Fr /mm
/mm
ZSS-10-10-RB 10/3.3 10 10/3.3 5/1.65
7ZSS-10-12-RB 10/3.3 12 10/3.3 1 5/1.65
ZSS-10-15-RB 10/3.3 15 10/3.3 5/1.65
ZSS-10-1-RB 10/3.3 1 10/3.3 5/1.65
ZSS-10-3-RB 10/3.3 3 10/3.3 5/1.65
ZS5S-10-4-RB 10/3.3 4 10/3.3 5/1.65
ZSS-10-5-RB 10/3.3 5 10/3.3 5/1.65
ZSS-10-7-RB 10/3.3 7 10/3.3 5/1.65
ZSS-10-9-RB 10/3.3 9 10/3.3 5/1.65

INTENDED USE
This device is used to drain obstructed biliary ducts.

NOTES

This device is designed for single use only.Attempts to reprocess, resterihze, 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 diat would prohibit proper
working condition, do not use.Please notify Cook for return authorization.

Store in a dry location, away from temperature extremes.

Use of this device restricted to a trained healthcare professional.

CONTRAINDICATIONS
Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Inability to pass wire guide or stent through obstructed area.

POTENTIAL COMPLICATIONS

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

Additional complications associated with biliary stent placement include, but are not limited to:
trauma to biliary tract or duodenum, obstruction of pancreatic duct, stent migration.

PRECAUTIONS

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

A complete diagnostic evaluation must be performed prior to use to determine proper stent size.
This stent must be placed under fluoroscopic monitoring.

This stent must only be placed using the Solus Stent Introduction System, which is included with
this stent set.
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This stent should not be left indwelling for more than three months or as directed by a
physician.Periodic evaluation is recommended.

Pigtail straightener is used to straighten pigtail curls on stent and to aid introduction of stent into
accessory chaimel.Pigtail straightener is not intended for use in accessory channel.

Assessment must be made to determine necessity of sphincterotomy prior to stent placement.If
sphincterotomy is required, all appropriate cautions, warnings and contraindications must be
observed.

WARNING
MRI compatibility ofthis device has not been established.

INSTRUCTIONS FOR USE

1. Advance pigtail straightener, if applicable, along shaft of stent to Qn6.{See fig. 1) Note: Care
must be exercised when straightening pigtail curls in order to avoid kinking or breaking the stent.
2. Lubricate guiding catheter with water-soluble lubricant. Back load stent and pigtail
straightener onto tip of soft stent introducer. Advance preloaded stent and soft stent introducer
over a pre-positioned wire guide.

3. Slide pigtail straightener, if applicable, back along stent, straightening second pi”~ail curl.
Advance stent and remove pigtail straightener as stent enters accessory channel. Dispose of
pigtail straightener per institutional guidelines for biohazardous medical waste. Caution: Pigtail
straightener is not intended for use in accessory channel.

4. Fluoroscopically monitor radiopaque bands on tip of guiding catheter.Radiopaque bands on
catheter are arranged in 5 cm increments. When a sufficient length of guiding catheter (a
minimum of one radiopaque band) is above majority of stricture, disconnect Luer lock fitting on
introducer. Caution: A sufficient portion of guiding catheter must be above stricture prior to
stent positioning.

5. Maintain position of guiding catheter and advance stent into desired position using pushing
catheter.

6. Fluoroscopically and endoscopically confirm desired stent placement.

7. Retract and remove both guiding catheter and wire guide into endoscope while maintaining
position of pushing catheter.

8. Confirm position of stent once guiding catheter and wire guide are removed.

9. Remove pushing catheter.

Upon completion of procedure, dispose of device per institutional guidelines for

biohazardous medical waste.

)
0

LY
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COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Please notify Cook for return authorization.
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

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

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Cook Ireland Ltd manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

All of Cook facilities are also certified to ISO 13485 (2003/2012) Quality Management System.
USAGE CONDITIONS

Plastic Endoprostheses Stents to Maintain Patency of the Gastrointestinal Tract are used in the
patient care medical institutions.

SHELF LIFE

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

Plastic Endoprostheses Stents to Maintain Patency of the Gastrointestinal Tract have a three (3)

year shelf life.

STERILZATION DETAILS

Plastic Endoprostheses Stents to Maintain Patency ofthe Gastrointestinal Tract are supplied
sterile in peel open packages utilizing an EtO (Ethylene Oxide) validated method to a sterility
assurance level (SAL) of 10", These devices are intended for one-time use, sterile if unopened
or undamaged. Do not use the product if there is doubt as to whether the product is sterile.

STORAGE RULES
These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

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

PACKAGING AND LABELING

Plastic Endoprostheses Stents to Maintain Patency of the Gastrointestinal Tract are supplied in
the individual paekaging, Avhich should show no signs of damage or opening. Upon detecting the
bends, breaks and other defects the device cannot be used.

The label ofthe device shows the following device parameters;

- company-manufacturer;

- manufacturing address;

- address ofthe EU representative;
- device name (trade mark);

- set eomponents;

- size ofthe stent delivery system;
- size of endoscope chaimel;

- size ofwire guide;

- sterilization method;

- serial number (LOT);

- marking about CE certification;
- marking on reusability;

- marking for “Attention. Consult accompanied documentation”
- shelf life
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DISPOSAL RULES

Upon completion of procedme, the devices are to be disposed of as per institutional guidelines
for biohazardous medical waste.

O’Ha’*soran Road, (0]
Ma'donal Tscnstoiogv a[ﬁe
Lsmssick, irsiand.
Company Registration Mo. 452272
VAT Registration Mo. 97762..HV..

Ry laayAffarsMareoe

Page 34 of 34

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



COOK MEDICAL EUROPE LTD.

O’Halloran Road,
National 'fechrology ?arK
MEDICAL Limerick, Ireiand.
Company Registration Mo. 492272
CTeHTbI-3HAONpPOTE3bI ANA nogaep>XxXaHnwpuipuiuic U, C LU nMeTinkoBble

NHCTPYKUWI MO NMPUMEHEHUIO

Tabnuua namMepeHuit

MMapamveTp 3SkBUBANEHT
IFr Ivmm= IFr/3

1 a0iim 25,4 Mm

AHTUPeIHOKCHBIN BUMapHbIiA cTeHT Fusion Marathon - Fusion® Marathon™M Anti-Reflux Biliary
Stent (FS-MAR-10-5; FS-MAR-10-6; FS-MAR -10-7: FS-MAR -10-8: FS-MAR -10-9: FS-MAR -10-
10: FS-MAR-10-11: FS-MAR -10-12n

Koga CreHT CTeHT [/wmHa, KarteTep-Tonkay  [MpoBOAHMKOBbII

anametp, Fr cm avameTp, Fr/mvm  katetep

/MM fvametp, Fr/mm
FS-MAR-10-5 10/3.3 5 9/3 5.5/1.8
FS-MAR-10-6 10/3.3 6 9/3 5.5/1.8
FS-MAR-10-7 10/3.3 7 9/3 5.5/1.8
FS-MAR-10-8 10/3.3 8 9/3 5.5/1.8
FS-MAR-10-9 10/3.3 9 9/3 5.5/ 18
FS-MAR-10-10 10/3.3 10 9/3 5.5/1.8
FS-MAR-10-11 10/3.3 n 9/3 5.5/1.8
FS-MAR-10-12 10/3.3 12 9/3 5.5/1.8

AHTUPENIOKCHBIA 6UMapHbIA CTEHT Fusion Marathon - 3TO aHTUPEXIOKCHBIA BUMAPHBIA CTEHT C
MeLLKoM 13 PTFE, A/IMHOM 2CM, NPUKPENSIEHHbIA K AUCTaNIbHOMY WK [yoAeHaslbHOMY KOHLUY. Llenb
TaKOro PacLUMPEHVS C MELLUKOM - CHU3UTb [AYOAEHO-XKeNYHbIA pPediIioKC 4Yepe3 CTeHT. [poaykT
BK/MOYAET CTEHT W NpeaBapuUTeNIbHO 3arpy>eHHbIN Ha MHTPOAbOcEP (COCTOSLLMIA 13 MPOBOAHUKOBOIO
KateTepa 5.5 Fr/1.8 mm n Katetepa-tonkad 9 Fr/ 3 mm). Fusion Oasis. PekomeHOyeTCA UCMO/Mb30BaTb
NPOBOAHMK Fusion, KOTOPbIA MOCTaBNseTcA OTAeNbHO. Ko MpoAyKToB A1 aHTUPEqIHOKCHOro
XenuHoro cteHTa Fusion Marathon (FS-MAR) - FS-MAR-X-Y, rae rae X o6o3HavaeT pasmMep BO
PpeHyax (Fr), a'Y 0603HayaeT A/IMHY B CAHTUMETPax (CM).
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MOKA3AHVA K MPUMEHEHWNIO

[aHHoe yCTPOMCTBO MpefHa3HaueHo A1 pa3MeLLEHNsT 3apaHee 3arpy>XeHHOr0 XXe/TYHOro CTeHTa A/is
TOro, YUTOObI OC34LIECTBUTL APEHAX HEMPOXOAVMbIX YETUHbIX MPOTOKOB U COKPaTUTL 00paTHbI OTTOK
COAEPXKMMOr0 ABEeHaALATUNEPCTHOM KNLLIKW.

MPUMEYAHWA

He ucnonb3yinTe gaHHOE YCTPOWCTBO B Cydvae, eC/iM Mpu MOYyYeHUW YrakoBKa OTKpbITa WK
noBpexxaeHa.  [POVHCMEKTUPYTE BM3yaZlbHO C  0COObIM BHUMAHMEM Ha Ha/Myve  U3rno6oB,
VCKPUBMEHWIA U NOIOMOK. He mcnonb3yiiTe YCTPOMCTBO, €C/iM 0GHapy>keHa Kakasi-inbo Hemnonaaka,
KoTopasi byeT MPensTCTBOBaTbL HOPMa/IbHBIM YCI0BUAM paboThl. Moxanyiicta, yBegomute Kyk (Cook)
[/19 MONYYEeHMA paspeLLeHNs Ha BO3BpaT.

He wcnonb3yiiTe fAaHHOEe YCTPOMCTBO A1 KaKUX-IMG0  Lefeid, KpoMe 0003HaYeHHbIX B
npegHa3Ha4YeHHOM KCrO/Ib30BaHNN.

XpaH1Tb B CyXOM MeCTe, BAa/IM OT MOBbILLEHHOM TemnepaTypbl.

MPOTUBOMOKA3AHINA

MpOTUBOMOKA3aHUSI BK/OYAlOT B Ce0S1 Te, UTO CBOMCTBEHHbI 3HAOCKOMMYECKOM PeTporpaaHoi
XONaHronaHkpeartorpagmm, a Takke HeBO3MOXHOCTb NMPoXoAa NPoBoa NPOBOAHNKA W CTeHTA Yepe3
HENpPOXoAnMyto 06/1acTb.

MOTEHUWANBbHBIE OCJ/TOXXHEHWA

OCNOXHEHMS, CBSA3aHHbIE C 3HAOCKOMMYECKOM PETPOrpaaHoi XonaHrmonaHKpeaTorpadmeit, BKIOUaKOT
B Ce0s1, HO He OrpaHnYeHbl: NMaHKPeaTWT, X0MaHIUT, acnMpaumio, nepdopaLmto, reMoppoii, MHGEKLVIO,
cericve, aIMePruyecKyto peakuMio Ha KOHTPacTMPOBaHVe WA JIeYeHMe, TUMOTEH3UIO, YrHeTeHue
AbIXaHMS UM OCTAHOBKY [bIXaHWUsI, CEpAEUHYH0 apUTMUMIO UM OCTAaHOBKY cepaLia.

OCnoXKHeHWs1, CBs3aHHble C Pa3MELLEHNEM eTEHTa B XKE/TYHOM MPOTOKE, BK/HOYAOT B CEOSA, HO He
OrpaHUYeHbl: TpaBMa >Ke/TMHOro MPOTOKa WM ABeHaALATUMNEPCTHOM  KULLKK, HEMPOXOAUMOCTb
NaHKPeaTUYECKOro NPOTOKa, NepeMeLLEHNE CTEHTA.

MEPbI MPEAOCTOPOXHOCTW

denepanbHbIi 3akoH CLLUA  orpaHM4YMBaeT nNpoAaXKy [AaHHOMO0 YCTPOMCTBA MO 3aKasy WM 1o
MOPY4EHMIO BpaYa.

Obpatutecb K neinby Ha ynakoBKe Ans1 NOSyYeHUs] MHGopMaLMn 0 MUHMMa/IbHOM Pa3Mepe KaHara,
Heo6X0AMMOM /181 JAHHOMO YCTPOIACTBA.

He ncnonb3yiiTe aaHHbIA NPUOOP, ECNIN CTEHT HE MOXET MPOABUHYTLCSA Yepe3 06M1acTb cocy/a.

CTeHT A0/MKeH ObITb MEPMOANYECKN MPOBEPSIEM Ha Ha/M4Me MPU3HAKOB YKE/TUHOM HEMpPOXOAUMOCTW.
[aHHOoe YCTPOICTBO He [O/MKHO ObITb OCTaB/IEHO BHYTPWU Ha 60/1ee YeM TpU Mecsila WM Kak 6yaeT
yKasaHo Bpa4oM. [uameTp npoBoga MPOBOAHMKA WU BHYTPEHHMIA NPOCBET YCTPOWCTBA, Hamnpae/IsiemMoro
MPOBOAOM, [0/KHbI ObITb COBMECTUMbI.

MOoArOTOBKA CUCTEMBbI.
Y6epuTe NeHO6/10K C MPOBOAHMKOBOIO KaTeTepa.

MHCTPYKUWNWN no NCMONb3OBAHWIO

. Mpn ncnonb3oBaHWM NopTa BHYTPWM NPOTOYHOro o6meHa (BIMO) u 3apaHee pasMeL,eHHOro
KopoTKoro nposofga. (Cm. nsobpaxexue 1).

1. OTOMKHMTE KOPOTKWUIA MPOBOA OT 3aMOYHOr0 YCTPOMCTBa MPOBOAA MPOBOAHMKA M MPOABUHbLTE
YCTPOMCTBO BBOZA C 3apaHee 3arpyXeHHbIM CTEHTOM Haj 3apaHee YCTaHOB/IEHHbIM MPOBOLOM
MPOBOAHMKA, YOeAVBLUMCE B TOM, YTO MPOBOA MPOBOAHMKA BbIXOAUT M3 MPOBOAHNKOBOIO KareTepa B
nopte BI1O.

2. BBeamTe YCTPOMCTBO B KaHa/ OCTYNa 3HAOCKOMa M BHOBb 3aMKHUTE MPOBOZ, MPOBOAHMKA.
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3 [Mpv OTKPLITOM NOABEMHUKE NPOABUraiiTe YCTPOMCTBO C HeGOMbLUMM YCKOPEHMEM [0 TeX Mop, MNokKa
OHO He OK&XKETCH B 3HAO0CKOMMYECKN BU3YasTM3MPOBaHHOM 06/11aCTV BbIXOJA.

4. TpoABVHbTE YCTPOMCTBO B HEOOXOAVMbIA MPOTOK.

5. MpoBoanTe PEHTIeHOCKOMUYECKUIA  MOHUTOPUHI  PEHTIEHOKOHTPACTHbIX CBA3OK Ha KOHYMKe
MPOBOAHMKOBOrO KarteTepa. Korfa foctatoyHas [/IMHa MPOBOAHMKOBOIO KaTeTepa OKaKeTCA Hap,
00/bLLIEA YaCTbi0 COCYfa, PaccoefvHMTE 3aMOYHYHO rapHUTYpY Jlyepa (Luer) Ha yCTPOWCTBe BBOZA.
BaxHo: [ocTtatouHas 4acTb MPOBOAHMKOBOIO KaTeTepa [O/DKHA OKasaTbCa Haf CocyfoM [0
pa3MeLLISHNS CTeHTa.

6. YepXuBainTe MOMNOXEHVE MPOBOAHMKOBOIO KaTeTepa W MPOABMHbTE CTEHT B HeobXoauMmoe
MOMOXEHVE , UCMOSb3YA NPOTa/TKMBAIOLLN KaTeTep.

7. YbeanTech, YTO CTEHT HAXOAUTCS B HYXXHOM MOIOXEHUN MPY MOMOLLIM PEHTIEeHOCKOMa W 3HA0CKOoMa.
8 OTOMKHUTE NPOBOZ, NPOBOAHUKA OT 3aMOYHOM0 YCTPOMCTBA NPOBO/A NMPOBOAHNKA.

9. BbITArvBanTe NPOBOA MPOBOAHMKA, MOKa OH He BbIAAET M3 MPOBOAHMKOBOIO KareTepa B ropTe
BIMO.

MpymMeyaHue: Busyanmsmpyite ¢ NMOMOLLbIO PEHTreHOCKOomNa PeHTreHOKOHTPACTHbIE CBA3KWU Ha MopTe
BMO. Korga peHTreHOKOHTPAaCTHbIA AMCTa/IbHbIA KOHYMK MPOBOAAa MPOBOAHMKA MPOMAET CBS3KY,
NPOM30MAET BbICBOGOXAEHME OT NPOCBETA NPOBOAA NMPOBOAHNKA.

10. TpoaBYHBLTE BbICBOOOXKAEHHBI NMPOBOL, MPOBOAHNKA, YTOObI MOAAEPKMUBATL MPOTOYHbIA AOCTYM.
11. BHOBb 3aMKHMWTe NPOBOJ, MPOBOAHMKA B 3aMOYHOe YCTPOMCTBO NPOBOZA MPOBOAHMKA.

12. BrArnBavite nNPOBOAHUKOBBLIA KaTeTep B 3HAOCKOM, YAEPKMBasA MpU  3TOM  MOJOXKEHWE
MPOTa/IKMBAIOLLIET0 KaTeTepa.

13.  YTBepauTe MosioXeHue CTeHTa Kak TO/IbKO NMPOBOAHVKOBbBIN KaTeTep yopaH.

14. Y6epuTe NPOTa/IKVBAKOLLMIA KaTeTep.

Il. Mpn ncnonb3oBaHUMKM MnopTa ¢ MNpoKcMManbHbiM nposogoM (M) mn 3apaHee yCTaHOB/IEHHOMO
[JIMHHOro NpoBoja NpoBogHMKa (CM. n3obpadkeHue 2).

MpumeyaHve: OnA MOAyYeHUS Haunydllmx pesynbTaToB MPOBOA MPOBOAHMKA [O/DKEH O0CTaBaTbCA
MOKPbIM.

1. Y6epwTe 30HA, CNY OH NpUaraeTcs.

2. Mpogsuravite yCTPOMCTBO BBOZA C 3apaHee 3arpy>XeHHbIM CTEHTOM Haj, 3apaHee pasMeLLeHHbIM
NPOBOLOM NPOBOAHMKA B KaHas J0CTyMa 3HA0CKOoMa 0 TeX Nnop, NMoka MpoKCUMasibHbIA KOHeL, MpoBoaa
NPOBOAHMKaA He BbIAaeT 13 M.

MpumveyaHve: Y6eauTech, YTO NMPOBOZ NMPOBOAHMKA He BbIXoauT 13 nopta BI1O.

OBPATUTECHb K MYHKTAM 3-7 B «<PA3AENE I», 3ATEM MPOAOTXKWNTE C MNYHKTA 3
HUNXE:

3. BTSHWUTE 1 MepeMecTUTe Kak MPOBOAHMKOBBLIM KaTeTep, Tak M NPOBOA MPOBOAHUKA B 3HAOCKONM,
YAEPXKMBAs MPW 3TOM MOMOXKeHWE NPOTa/IKMBAIOLLIEr0 KaTeTepa.

4. YTBepauTe NONOXEHME CTeHTa KakK TO/IbKO MPOBOAHWKOBLIN KaTeTep M MPOBOA NPOBOAHMKA GyayT
ybpaHbl.

5. Y6epuTe NpoTa/IKUBAIOLLIMIA KaTeTep.

Mo 3aBeplweHnn npouesypbl nM3baBbTeCb OT YCTPOWCTB B COOTBETCTBMMU C MHCTUTYLMOHANbHbIM
PYKOBOACTBOM A1 6BMONOTMUYECKMN OMACHbIX MeAULNUHCKNUX OTXOLO0B.

M3o6paxkeHve 1
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CreHToBass IHTpogpbtocepHas Cuctema Oasis-one action co cteHTom Cotton-Leung - Oasis® One
Action Stent Introduction System with Pre-Loaded Cotton Leung® Biliary Stent

tOACL-10-12: OACL -10-15: OACL -10-5: QACL -10-7: OACL -10-9: OACL -11.5-12: OACL -11.5-
15: OACL -11.5-5: OACL -11.5-7; OACL -11.5-9: OACL -7-12: OACL -7-15: OACL -7-5: OACL -7-
7: OACL -7-9: OACL -8.5-12: OACL -8.5-15: OACL -8.5-5: OACL -8.5-7: OACL -8.5-9)

Koz CreHT CreHT KaTeTep-Tonkay MpOBOAHMKOBb IV
avavetp, Fr pnvHa, cm - guametp, Fr/mvm  Katetep avameTp, Fr
MM /MM
OACL-10-12 10/3.3 12 10/3.3 6/2
OACL-10-15 10/3.3 15 10/3.3 6/2
OACL-10-5 10/3.3 5 10/3.3 6/2
OACL-10-7 10/3.3 7 10/3.3 6/2
OACL-10-9 10/3.3 9 10/3.3 6/2
OACL-11.5-12 11.5/3.8 12 11/3.7 6/2
OACL-11.5-15 11.5/3.8 15 11/3.7 6/2
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OACL-115-5 11.5/3.8 5 11 /3.7 6/2

OACL-11.5-7 11.5/3.8 7 11/3.7 6/2

OACL-115-9 11.5/3.8 9 11/3.7 6/2

OACL-7-12 712.3 12 8/2.7 5/1.7
OACL-7-15 712.3 15 8/2.7 5/1.7
OACL-7-5 712.3 5 8/2.7 5/1.7
OACL-7-7 712.3 7 8/2.7 5/1.7
OACL-7-9 7/12.3 9 8/2.7 5/1.7
OACL-8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
OACL -8.5-15 85/2.8 15 8.5/2.8 5/1.7
OACL -8.5-5 85/2.8 5 8.5/2.8 5/1.7
OACL -8.5-7 8.5/2.8 7 8.5/2.8 5/1.7
OACL -8.5-9 85/2.8 7 8.5/2.8 5/1.7

CteHToBad WHTpogbtocepHas Cuctema Oasis-one action co crteHTom Cotton-Leung BKAoYaet
NHTPOAbtOCEP C 4 PEHTreHOKOHTPACTHbIMW NIeHTaMK Ha paccTosHun 5 cm (cocTosrumii n3 Katetepa-
Tonkady 170 cm M npoBOAHWKOBOro Kartetepa 205 cMm) C npeaBapuTenibHO 3arpy>XXeHHbIM CTEHTOM
Cotton-Lenng® wumetoWmnm nosuumoHep. PeKoMeHAyeTCs WCMNOAb30BaTbCA [aHHOE YCTPOWCTBO C
npoBOoAHMKOM Tracer Metro, KOTOPbI NOCTaBASETCSA OTAENbHO.

Kop npoaykTa gnsa CteHToBOW NHTpoabtocepHoi Cuctemsl Oasis-one action co cteHTom Cotton-Leung
(OACL) - OACL-X-X, rpe X o603Ha4yaeT pasmep Bo ®PpeHuax Fr, a Y o0603Ha4yaeT AVHY B
caHTUMeTpax (cm).

MOKA3AHNA K MPUMEHEHWNIO

[aHHoe ycTpoiicTBO (C MpeABapuTeNbHO 3arpy)XXeHHbIM CTEHTOM, €Cny mpunaraeTcs) npefHasHauyeHo
ANS pa3MeLLeHns YCTPOICTBA B JKEYHOM MPOTOKE C LENbH [peHaxa HENnpOXOAUMbIX XEMUHbIX
MPOTOKOB.

NMPUMEYAHNA

He ucnonb3yiite gaHHOe YCTPOMCTBO AN1A KaKUX-N1M60 Lenei, LOMMMO ONUCAHHbIX B NpeAHa3HaAYeHHOM
MCNO/b30BaHUN.

He wucnonb3yiite, ecay npu MOMyyYeHUU YyMakoBKa OTKPbITa WM NOBpexAeHa. BusyanbHo
NPOVMHCNEKTUPYTE C OCOObIM BHMMaHWeM Ha Hanuume crubos, WCKPWUBAEHUA W NONOMOK. He
NCMonb3ynTe yCTPOKCTBO, eCNn 0OHapyXXeHa Kakas-nmbo Henonajka, Kotopas 6yfeT nNpensTcTBOBaTb
HOpPManbHbIM ycnoBusaM paboTbl. Moxanyiicta, ysegomute Kyk (Cook) Ans nonyyeHus paspeLieHus Ha
BO3Bpar.

XpaHuTb B CYyXOM MecCTe, BAanW OT MOBbILIEHHOW TemMnepaTypbl.

MPOTUBOINOKA3AHNA
MpoT1BONOKa3aHMs, CBOMCTBEHHbIE 3HAOCKOMMUYECKO PeTPOrpajgHoil XonaHrnonaHkpeaTorpagpuu.

MNOTEHUMAJIbHbBIE OC/TOXKHEHUA

OCNOXHEHUS, CBA3aHHble C 3HAOCKOMMYECKOW peTporpasHoOi XonaHrmonaHkpeatorpagueid, BKIYaOT
B Ce6s, HO He OrpaHMYeHbl: MaHKpPeaTUT, XONaHTUT, acnupaunto, nepdopaLnto, reMoppoi, NH(EKLUIo,
CEMNcuc, anneprnyeckyro peakuuto Ha KOHTPACTMPOBAHWE WU NIeYeHUe, TUMOTEH3UIO, YTHETEHNE WK
OCTaQHOBKY [ibIXaHWs, CEPAEUYHYI0 apUTMUIO UM OCTAHOBKY CepALa.

[ONONHNTENbHbIE OCMIOXHEHUSA, CBA3AHHbIE C Pa3MeLLeHMEM CTEHTA B XXEYHOM MPOTOKE, BK/OYAOT B
cebs, HO He OrpaHWYeHbl: TPaBMY >KE/YHOr0 MpOTOKAa WM [BEHAALATUMNEPCTHON  KULLKM,
HENPOXOAMMOCTb NaHKPeaTMYeckoro NPoToKa, NepeMeLLeHne CTeHTA.
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MEPbI MPEAOCTOPOXXHOCTN

O6paTuTecb K Neinbny Ha ynakoBke Ans NOAYYeHUA MHGPOPMaLMM O MUHUMaNbHOM pa3Mepe KaHana,
Heo6Xxo0aMMOM 15 AAHHOIO YCTPONCTBA.

[nameTp npoBoja NpPOBOLHMKA W BHYTPEHHMWIA MNPOCBET YCTPOICTBA, HampaBisgeMoro npPOBOAOM,
AO/KHbI 6bITb COBMECTUMBI.

[laHHOoe yCTpOCTBO He COBMECTMMO C YCTPOWCTBAMMU NS PEKOHCTPYKLMM MPOCBETHOrO0 OpraHa B
(hopme «CBUHOr0O XBOCTUKA».

He ncnonb3yinTe faHHOe YCTPOWCTBO B Cay4ae, eCn YCTPOMCTBO ANS PEKOHCTPYKLMU MPOCBETHOrO
opraHa He MOXeT NPOABUHYTbCA Yepe3 061acTb CYXXEHHOr0 cocyaa.

3apaHee 3arpy>eHHble CTEHTbl He MOryT OCTaBaTbCsi BHYTpM 060/ee Tpex MecAueB WM Kak 6yget
yKa3aHo BpayoM. PekoMeHAyeTcs nepnogmyeckas oueHKa.

MoArOTOBKA CNCTEMDI
ECnn BO3MOXHO, 3apaHee 3arpysuTe CTEHT U NO3ULMOHEP B UHTPOAbHOCED.

MHCTPYKUMN o NCIMOJIbSOBAHWIO

I. Mpn ncnonb3oBaHUM NopTa BHYTPU NpoTovHOro obmeHa (BIO) m 3apaHee pasmMeLLeHHOro
KOpoTKoro rnposoga (Cm. nsobpaxeHue 1).

1 OTOMKHWTE KOPOTKWI MpOBOJL OT 3aMOYHOr0 YCTpPOWCTBa NpoBOfa MPOBOAHWKA W NPOABUHbLTE
YCTPOWCTBO BBOJA C 3apaHee 3arpy>XeHHbIM CTEHTOM Haj 3apaHee YCTaHOBNEHHbIM MPOBOLOM
NPoBOAHMKa, Yy6eANBLUUCL, YTO MPOBOA MPOBOAHUKA BbIXOAUT M3 NMPOBOAHNKOBOIO KaTeTepa Ha nopre
BMO.

2. BcTaBbTe YCTPOMCTBO B KaHan LOCTyna 3HAOCKOMa M BHOBb 3aMKHUTE NPOBOJ NPOBOLHMKA.

3. Mpn  OTKPbLITOM NOALEMHWKE MpPOABUraniTe YCTPOMCTBO C HeGONbWKM  YCKOPeHWem o
3H[OCKOMUYECKN BU3YaNN3MPOBAHHOIO Npegesna BbiXosa.

MpumeyaHue; Kak TO/IbKO MepefHUI KnanaH CTeHTa BOWAET B KaHas [OCT}LUA, AepXXUTe MO3ULUOHHbIN
pyKaB Haj 3afHAM KfianaHoM [0 TexX Mop, MoKa OH MOMHOCTbH HE OKaXeTcs B KaHane AocCTyna.
BbLWBMHbTE MO3ULMOHHbLIA pyKaB Haj NPOTankMBalOLLMM KaTeTepoM, [epXa ero BAanu OT KaHana
Joctyna.

4. MpoaBMHbLTE YCTPOMNCTBO B COOTBETCTBYHOLWMIA NPOTOK.

5 lMpoBoauTe  PEHTreHOCKOMWYECKUA  MOHUTOPWUHI  PEHTTEHOKOHTPATCHOM  CBA3KU(OK)  Ha
NPOBOAHWKOBOM KaTeTepe. Korga gocraToyHas [A/fiMHA MPOBOAHWMKOBOIO KaTeTepa OKaXeTcd Hag
60/bLLe YacTbio coCyaa, paccoefuMHUTe 3aMOYHYHO PypHMUTYpY Jlyepa (Luer) Ha yCTpoilcTBe BBOAA.
BaxHo; [loctatoyHas 4acTb MPOBOAHWKOBOIO KaTeTepa [AO/HKHA HaxOAWTbLCA Haf COCYAOM nepej
pacnosioXXeHnem CTeHTa.

6. YoepxupanTte no3uuuio MpPoOBOLHUKOBOrO KaTeTepa W MPOABUHbTE CTEHT B HY)XXHOE€ MONOXEHUe,
MCNoNb3ysa NPOTa/KNBAKOLLNIA KaTeTep.

7. Y6eanTechb, 4To CTEHT3 HAXOAMUTCA B HYXXHOW NO3MLMK MPU NOMOLLY PEHTIeHOCKONa U 3HL0CKOoMa.

8 OTOMKHWTEe MPOBOJ NPOBOAHMKA OT 3aMOYHOr0 YCTPO/CTBA NPOBOAA NPOBOAHMKA.

9. BTarusaiiTe NpoBOA NPOBOAHNKA, NOKA OH He BbliifeT U3 MPOBOAHNKOBOr0O KateTepa Ha nopte BIMO.
MpumeyaHue; BM3yann3npynTe PEHTIEHOCKOMUYECKN PEHTreHOKOHTPACcTHYH CBA3KY Ha nopte BIMO.
Korga peHTreHOKOHTPACTHbIV ANCTaNbHbIA KOHYMK NPOBOAA NPOBOAHMKA NPOAAET CBA3KY, NPON30ALET
BbICBOOOX/EHNE OT NpocBeTa NPoBOAAa NPOBOAHMKA.

10. MpofBYHbTE BbICBOOOXAEHHbIN NPOBOL MPOBOAHMKA, YTOObI NOALEPXKMBATbL NPOTOUHbINA AOCTYI.
11. 3amKHWTe BHOBb MPOBOJ NPOBOAHMKA K 3aMOYHOMY YCTPOWCTBY NPOBOAA NPOBOLHMKA.

12. BTaruBaliite nMpOBOAHMKOBbLIA KaTeTep B 93HAOCKOM, YyAepXuBas npu  3TOM  MO3ULUIO
NpoTanKMBAaKoLLLEro KaTetepa.

13. YTBepauTe No3nLMI0 CTEHTA, KaK TOMIbKO NPOBOLHMKOBLIN KaTeTep ybpaH.

14. Y6epuTe NnpoTaNKnBaKLWUii KaTeTep.

Il. Mpn wucnonb3oBaHUM MPOKCUMaNIbHOTo nposoAHUKoBoro rnopta (MMM) w©n  3apaHee
pasMeLLEeHHOIr0 A/IMHHOI0 NPoBoja NPoBoAgHUKa (CM. N306padkeHue 2).
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MpumeyaHue: Ond OOCTVKEHUA HauWNydLlUX pe3ynbTaToB MPOBOJ NPOBOAHMKA [LO/MKEH COXPaHATHCS
MOKPbIM.

1 Y6epute 30H[, €C/iM 3TO NMPUMEHUMO.

2. MpogBurainTe ycTpoWCTBO BBOAA C 3apaHee 3arpyXeHHbIM CTEHTOM Haf 3apaHee pasMeLl;eHHbIM
NMPoBOAOM MNPOBOAHMKA B KaHan [OCTyna 3HAOCKOMa [0 TexX Nop, Moka NpoKCMMaibHbIA KOHeL,
npoBoja NpoBOAHMKA He BbiligeT n3 MMr.

MpumeyaHue: Ecnn npumeHnmMo, ybeanTech, YTO NPOBOJ NPOBOAHNKA HE BbIXOAMT Ha nopt BIO.
OBPATUTECbH K NMYHKTAM 3-7 B «<PA3AEJIE 1» 3ATEM MNMPOAOJIXKUTE C NYHKTA 3
HWKE:

3. BTAHMTE U nepemMecTUTE KakK NPOBOAHMKOBbIM KaTeTep, TaK M MPOBOJ MPOBOAHMKA B 3HAOCKOM,
YAEPXuBas npu 3TOM MoJI0XeHWe NpoTankKMBaKrlero KkarteTepa.
4. YTBEpAUTE NONOXKEHME CTEHTa, KaK TONbKO MPOBOAHMKOBLIV KaTeTep U MPOBOJ NPOBOAHMKA OyayT
ybpaHbl.
5 Y6epuTe NnpoTafKUBAKOLWNIA KaTeTep.
Mo 3aBepLUEHUM NpoLeaypbl, N36aBbTECh OT YCTPOMCTBA B COOTBETCTBUM C MHCTUTYLMOHA/TbHBLIM
PYKOBOACTBOM /151 6GMO10rMYECKN OMacHbIX MeANLUHCKUX OTXOA0B.

N3o06paxeHue 1

N306paxeHne 2

MPHCUMAIGHBIA MOPT

PESATTEHOKOHTPACTbIE MapKePbI

npedynaHoBO4YHaa3Tyka CTeHT MHTpOrblocep
am-. S

CTteHTOBOAA MHTpPOAbIOCEpHas cuctema Oasis-One Action ¢ XenyHblM cTeHTOM ST-2 Soehendra
Tannenhaum - Oasis® One Action Stent Introduction System with Pre-Loaded ST-2 Tannenbaum®
Biliary Stent fOATS-8.5-15: OATS -11.5-15: OATS -8.5-12: OATS -8.5-5: OATS -8.5-7: OATS -8.5-
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9 OATS -10-5: OATS -10-7; OATS -10-9: OATS -10-12: OATS -10-15: OATS -11.5-7; OATS -11.5-
9 OATS -11.5-5: OATS-11.5-12»

Kog, CreHt CreHt KarteTtep-Tonikay MpoOBOAHUKOBbI
AvameTp, Fr anuHa, cM  aguametp, Fr /mm KaTeTep [Anamerp,
Mm Fr/mm
OATS-8.5-15 8.5/2.8 15 8.5/2.8 5/1.7
OATS -8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
OATS -8.5-5 8.5/2.8 5 8.5/2.8 5/1.7
OATS -8.5-7 8.5/2.8 7 8.5/2.8 5/1.7
OATS -8.5-9 8.5/2.8 9 8.5/2.8 5/1.7
OATS-10-5 10/3.3 5 10/3.3 6/2
OATS-10-7 10/3.3 7 10/3.3 6/2
OATS-10-9 10/3.3 9 10/3.3 6/2
OATS -10-12 10/3.3 12 10/3.3 6/2
OATS-10-15 10/3.3 15 10/3.3 6/2
OATS-11.5-7 11.5/3.8 7 11/3.7 6/2
OATS-11.5-9 11.5/3.8 9 11/3.7 6/2
OATS-11.5-5 11.5/3.8 5 11/3.7 6/2
OATS-11.5-12 11.5/3.8 12 11/3.7 6/2
OATS-11.5-15 11.5/3.8 15 11/3.7 6/2

CrteHTOBOAs WHTpoAbtocepHas cuctema Oasis-One Action ¢ >Xen4yHblM cTeHTOM ST-2 Soehendra
Tannenbaum BKOYaeT UHTPOLLIOCEP C 4 PEHTreHOKOHTPACTHLIMU JIEHTaMW Ha PaccTosHuUM 5 cm,
(cocTosAwmin 13 kKateTepa-Tonkad 170 cM M NpPoBOAHMKOBOro katetepa 205 cm) ¢ npeaBapuTenbHO
3arpy>KeHHbIM CcTeHToM ST-2 Tannenbaum wuMelOLW MM MNO3ULUOHEP. PeKOMeHAyeTCA WCMNoJ/b30BaTb
[aHHbIA Habop ¢ NpoBogHMKOM Tracer Metro, KOTOPbIA NOCTaBNAAETCA OTAENbHO.

Kog npoaykTa anst CTEHTOBOW MHTPOAbOCEPHON cnuctembl Oasis-One Action ¢ XXen4YHbIM CTEHTOM ST-2
Soehendra Tannenbaum (OATS) - OATS-X-X, rge X o0603HayaeT pasmep Bo ®peHuax (Fr.), a Y
0603HavaeT AMHY B CaHTUMeETpax (CM).

NMOKA3AHNA K NMPUMEHEHNIO

[laHHOe yCTpOWCTBO (C NpeABapuUTENIbHO 3arpy>KEHHbIM CTEHTOM, eciu npunaraeTcs) npefHasHauyeHo
AN pasMelleHns YCTPOWCTBAa B >KENYHOM NPOTOKe C LEenbi [ApeHaxa HenpoOXOAUMbK >KeNUHbIX
MPOTOKOB.

MPNMMEYAHUNA
He ncnonb3)TTe gaHHOe YCTPOMCTBO ANA KaKMX-NM60 Lenein, LOMMMO OMMCaHHbIX B NpeAHa3HaYeHHOM
MCMONb30BaHNN.

4He wucnonb3yiite, ecAM NpU  NOJMlyYeHUW YNaKoBKa OTKpPbITa WAM MOBpexjeHa. BusyanbHo
NPOVHCMEKTUPYHTE C 0COObIM BHUMAHMEM Ha Hanuume cruboB, WUCKPUBMEHWIA M NoMoMOK. He
NCNOoNb3yliTe YCTPOMCTBO, €CiM 0O6HApYXXeHa Kakas-nmbo Henonagka, KoTopas OyaeT nNpensiTCTBOBaTb
HOpPMasibHbIM YCnoBusaMm paboTbl. MoxanyicTa, ysegomute Kyk (Cook) ans nonyyeHus paspelleHmns Ha
BO3BpaT.
XpaHuTb B CYXOM MecTe, BAaan OT NOBbILIEHHON TemnepaTypbl.

MPOTUMBOIMNOKA3AHUNA
MpoTrBOMNOKa3aHWs, CBOMCTBEHHbIE 3HAOCKOMMNYECKO PETPOrpajgHoi XonaHrnonaHkpeaTorpagpuu.
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NOTEHUWMAJIbHbLIE OCJ/TOXXHEHNA

OCNOXHEHWS, CBSI3aHHbIE C 3HAOCKONMMUYECKOW PeTporpajHoil xonaHrmonaHkpeatorpagueid, BKIYaT
B Ccebsl, HO He OrpaHMYeHbl: NaHKpPeaTuUT, XONaHTUT, acnupauuto, nepdopaumnio, reMoppoii, NHGEKLNIO,
Cerncuc, annepruyeckyto peakuui Ha KOHTPacTUPOBAHWE WU NEYEHWE, TUMNOTEH3ND, YTHETEHUE UK
OCTaHOBKY [jbIXaHWS, CEPAEYHYIO apUTMUI0 UM OCTaHOBKY CepaLa.

[ONONHNTENbHbIE OCIOXHEHUS, CBSA3aHHbIE C Pa3MErLeHUEM CTEHTA B XXEYHOM NPOTOKe, BKIHOYAKT B
cebs, HO He OrpaHWYeHbl: TPaBMY D>KEYHOro MNpOTOKa WM [ABEHALLATUNEPCTHOW  KULIKM,
HENPOXOAMMOCTb NaHKPeaTUUYeCKOro NPOTOKa, NepeMerLeHne CTeHTa.

MEPDbI NMPEAOCTOPOXXHOCTWU

O6patuTech K Nneiibny Ha ynakoBke ANA MOAYYEHWA MHGOPMauuMM O MMHMMAaNbHOM pas3Mepe KaHana,
Heo6XoAMMOM AN5 AaHHOrO YCTPOMCTBA.

[vameTp nposofa MPOBOLHWMKA W BH)MIPEHHWUI MPOCBET YCTPOWCTBA, HanpasisemMoro MnpoBOAOM,
AOMKHbI 6bITb COBMECTUMBI.

[aHHoe yCTpOiCTBO He COBMECTMMO C YCTPOWCTBamMu A/ PEKOHCTPYKUWUWM MPOCBETHOrO OpraHa B
(hopme «CBMHOIO XBOCTMKA».

He ucnonb3swTte gaHHOE YCTPOWCTBO B C/ydvae, eClvM YCTPOWCTBO AN PEKOHCTPYKLUM MPOCBETHOIO
opraHa He MOXKeT NPOABMHYTHCA Yepe3 06/1aCcTb CYXXEHHOro cocyfa.

3apaHee 3arpy>XeHHble CTEHTbl He MOTyT OCTaBaTbCf BHYTpM 6onee Tpex MecsAUeB WAM Kak OyaeT
yKa3aHo Bpa4yom. PeKomeHyeTcA nepuoAnyeckas oLeHKa.

noArOTOBKA CUCTEMbI
Ecnv BO3MOXHO, 3apaHee 3arpy3uTe CTEHT U MO3ULUOHEP B MHTPOAbIOCED.

MHCTPYKUMM O NCTTOJ/Ib3OBAHUIO

I. Mpn mncnonb3oBaHMM MopTa BHYTPU MPOTOYHOro otmeHa (BIO) n 3apaHee pasMeLLEHHOro
KOpOoTKoro nposoga (Cm. nsobpaxeHue 1).

1 OTOMKHMTE KOPOTKWI/ NpoBOL OT 3aMOYHOro YCTPOMCTBA NpoBOAa MNPOBOAHUKA W MNPOABUHbLTE
YCTPOMCTBO BBOAA C 3apaHee 3arpy>XXeHHbIM CTEHTOM Haj 3apaHee YCTaHOBJIEHHbIM MPOBOLOM
NPOBOAHMKA, YOeaANBLUUCL, YTO NPOBOJ NPOBOAHMKA BIXOAUT M3 NPOBOAHNKOBOIO KaTeTepa Ha rnopre
BMO.

2. BcTaBbTe yCTPOWCTBO B KaHa/ 40CTyna 3HA0CKONa ¥ BHOBb 3aMKHWUTE MPOBOJ, NPOBOAHMKA.

3. Mpn  OTKPbITOM NOABEMHWKE MpOABUraniTe YCTPOMCTBO C HEOOMbWMM  YCKOPEHMEM [0
3HAO0CKOMMNYECKN BU3Yan3NpoOBaHHOIO Npejena Bbixoga.

MpuMevaHMe: Kak TONbKO NepeAHUn KnanaH CTeHTa BOWAET B KaHan AOCTyna, AepXUTe MO3ULUOHHbIV
pyKaB Haf 3a4HWM KnanaHoM [0 TexX MOp, NMOoKa OH MOSIHOCTbID HE OKaXeTCA B KaHane AocTyna.
BblABUHbTE MO3ULMOHHBIA pyKaB Haf MPOTa/lKMBAKOLWMM KaTeTepoMm, [epXa ero BAasM OT KaHana
joctyna.

4. MpoABUHbTE YCTPOMCTBO B COOTBETCTBYHOLL U NPOTOK.

5. MNpoBogMTe  PEHTreHOCKOMUYEeCKUIA ~ MOHUTOPWUHI  PEHTreHOKOHTPAaTCHOM  CBA3KU(OK)  Ha
NPOBOAHMKOBOM KaTeTepe. Korfga fgoctatoyHas A/sMHa NPOBOAHMKOBOrO KaTeTepa OKaXeTcd Hafj
60nblUEel YacTblo cOCyAda, paccoegmHuTe 3aMOuYHyt0 (ypHUTYpY Jlyepa (Luer) Ha ycTpolicTBe BBOAA.
BaxHo: [locTaToyHas 4acTb NPOBOAHWKOBOrO KateTepa [O/DKHA HAXO4UTbCA Haf COCYAOM nepeq
pacrnonoXXeHnem CTeHTa.

6. Y[epXuBainTe nosmuMi0 NPOBOAHWMKOBOIO KateTepa WM MNPOABWHbTE CTEHT B HY)>KHOE MNOJIOXKeHue,
MCMosb3ys NPOTanKMBaKLLINA KaTeTep.

7. Y6efuTech, YTO CTEHT3 HAXOAUTCA B HYXXHOW NO3MLUKN NPU NOMOLLM PEHTreHOCKoNa U 3HA0CKOonMa.

8. OTOMKHMTE NPOBOJ NPOBOAHUKA OT 3aMOYHOI0 YCTPOICTBA NPOBOAA NMPOBOAHNMKA.

9. BTArueaite NpoBof NPOBOAHMKA, MOKA OH He BbIAAET M3 NPOBOAHUKOBOr0O KateTepa Ha nopte BIMO.

MpuMevaHune: BU3yann3npyinTe PeHTreHOCKOMUYECKN PEHTIFeHOKOHTPACTHY CBS3Ky Ha nopte BIO.
Korga peHTreHOKOHTPACTHbIN AUCTanbHblii KOHYMK NPOBOAA NPOBOAHNKA NPOAAET CBA3KY, NPON30iaeT
BbICBOOOX/EHVE OT NpocBeTa NPoBOAa NPOBOAHMUKA.
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10. MpoAaBMHbLTE BbICBOGOXAEHHbI MPOBO NPOBOAHMKA, YTOOLI NOALEPXMBATb MPOTOYHbIN JOCTYM.
11. 3amKHWTe BHOBb MPOBOJ MPOBOAHMKA K 3aMOYHOMY YCTPOWCTBY NPOBOAA NMPOBOAHUKA.

12. BTArvBaiTe nNpPOBOAHWKOBbLIA KaTeTep B  9HAOCKOM, YyAepXuBas npu 3TOM  MO3ULUIO
NPpOTaNKMNBAtOLLEro KaTeTepa.

13 YTBEpAMTe NO3MLUIO CTEHTA, KaK TO/bKO MPOBOLHMKOBLIV KaTeTep yopaH.

14. Y6epuTe NpoTaNKUBAIOLLNIA KaTeTep.

IL.Mpn  ncnonb3oBaHMM  NPOKCUMMaIbHOro  npoBogHuKoBoro nopta (M) v  3apaHee
pasMeLLEeHHOro A/IMHHOIO NPoBoja NPoBoAHMKa (CM. n306paxkeHue 2).
MpvMeyaHue; Ons LOCTUXEHUS Hauy4ylnx pe3ynbTaTOB NPOBOA MPOBOAHMKA [AO/HKEH COXPaHATLCA
MOKPbIM.
1 Y6epute 30HA, eciv 3TO MPUMEHUMO.
2. MpopgpurainTte ycTpoCTBO BBOAA C 3apaHee 3arpy>eHHbIM CTEHTOM Haf 3apaHee pasMeLleHHbIM
NMPOBOLOM MPOBOAHMKA B KaHa/n [ocTyna 3HAoCKomna [0 Tex MNop, noka MpOKCMMalbHbI KOHeL,
npoBofa NPoBOAHMKA He BblidgeT u3 M.
MpumeyaHue: Ecnm npumeHnmMo, yoeanTech, YTO NPOBOA NPOBOAHMKA He BbIXOAMT Ha nopT BMO.
OBPATUTECH K NYHKTAM 3-7 B «<PA3AEJIE I» 3ATEM TMNMPOAOJIKNTE C MNYHKTA 3
HWVKE:
3. BTaHUTe n nepemecTuTe KakK NMPOBOLHMKOBbLIA KaTeTep, Tak U NPOBOJ MPOBOAHWKA B 3HLOCKOM,
YAEPXnBas npu 3TOM NOJIOXEeHNe NPOTaSKMBAKOLLEr0 KaTeTepa.
4. YTBepAuTe NOoJIoOXeHWe CTEHTA, KaK TO/IbKO NMPOBOAHUKOBbLIN KaTeTep W NpoBOj NPOBOAHUKA 6yayT
ybpaHbl.
5. Y6epuTe npoTankmnBaroLLnii KaTeTep.
o 3aBepLUEHNN MpoLeaypbl, N36aBbTECH OT YCTPOMCTBA B COOTBETCTBUU C MHCTUTYLMOHA/IbHBIM
PYKOBOACTBOM A1 6UO/I0rMYECKM ONAacHbIX MeAULIMHCKUX OTXOLOB.

N306paxeHmne 1

1‘

N306paxeHune 2
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npKCUMabHbIA NopT

PrKTTEHOKOKTPACThil Mapkephbl

npeayw1oBoyKasiynra cTeHT VHTPOALIOCED

Habop ana CTeHTUPOBaHMA, NaHKpeHaTu4vecknin Geenen - Geenen® Pancreatic Stent Set (GEPD-10-12;
GEPD-10-15: GEPD-10-3: GEPD -10-5: GEPD -10-7: GEPD -10-9: GEPD -11.5-10: GEPD -11.5-12;
GEPD -11.5-6; GEPD -11.5-8: GEPD-3-10; GEPD -3-11: GEPD -3-12: GEPD -3-13; GEPD -3-14:
GEPD -3-15: GEPD -3-3: GEPD -3-4: GEPD -3-5: GEPD -3-6: GEPD -3-7: GEPD -3-8: GEPD -3-9;
GEPD -5-10: GEPD -5-11: GEPD-5-12: GEPD -5-13: GEPD -5-14: GEPD -5-15: GEPD -5-2: GEPD -
5-3: GEPD -5-4:- GEPD 5-5: GEPD -5-6: GEPD -5-7: GEPD -5-8: GEPD -5-9: GEPD -7-10: GEPD -7-
11: GEPD -7-12: GEPD -7-13: GEPD -7-14: GEPD -7-15: GEPD -7-3: GEPD -7-4: GEPD -7-5: GEPD
-7-6: GEPD -7-7: GEPD -7-8: GEPD -7-9: GEPD -8.5-12: GEPD -8.5-3: GEPD -8.5-5: GEPD -8.5-7:

GEPD -8.5-9)

Kog CreHT CTteHT KateTtep-Tonkau MpOBOLHUKOBbIN
AnameTp, Fr pnuHa, avametp, Fr/mm KaTeTep AuameTp,
MM cm Fr/mm

GEPD-10-12 10/3.3 12 10/3.3 6/2

GEPD-10-15 10/3.3 15 10/3.3 6/2

GEPD-10-3 10/3.3 3 10/3.3 6/2

GEPD-10-5 10/3.3 5 10/3.3 6/2

GEPD-10-7 10/3.3 7 10/3.3 6/2

GEPD-10-9 10/3.3 9 10/3.3 6/2

GEPD-11.5-10 11.5/3.8 10 11/3.6 6/2

GEPD-11.5-12 11.5/3.8 12 11/3.6 6/2

GEPD-11.5-6 11.5/3.8 6 11/3.6 6/2

GEPD-11.5-8 11.5/3.8 8 11/3.6 6/2

GEPD-3-10 3/1 10 3/1

GEPD-3-11 3/1 n 3/1

'GEPD-3-12 3/1 12 3/1

GEPD-3-13 3/1 13 3/1

GEPD-3-14 3/1 14 3/1

GEPD-3-15 3/1 15 3/1

GEPD-3-3 3/1 3 3/1

GEPD-3-4 3/1 4 3/1

GEPD-3-5 3/1 5 3/1

GEPD-3-6 3/1 6 3/1

GEPD-3-7 3/1 7 3/1
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GEPD-3-8 3/1 8 3/1

GEPD-3-9 3/1 9 3/1

GEPD-5-10 5/1.7 10 5/1.7

GEPD-5-11 5/1.7 n 5/1.7

GEPD-5-12 5/1.7 12 5/1.7

GEPD-5-13 5/1.7 13 5/1.7

GEPD-5-14 5/1.7 14 5/1.7

GEPD-5-15 5/1.7 15 5/1.7

GEPD-5-2 5/1.7 2 5/1.7

GEPD-5-3 5/1.7 3 5/1.7

GEPD-5-4 5/1.7 4 5/1.7

GEPD-5-5 5/1.7 5 5/1.7

GEPD-5-6 5/1.7 6 5/1.7 :
GEPD-5-7 5/1.7 7 5/1.7 -
GEPD-5-8 5/1.7 8 5/1.7

GEPD-5-9 5/1.7 9 5/1.7

GEPD-7-10 7/2.3 10 712.3

GEPD-7-11 7/2.3 n 712.3

GEPD-7-12 712.3 12 712.3

GEPD-7-13 712.3 13 7/2.3

GEPD-7-14 7/2.3 14 7/2.3

GEPD-7-15 7/2.3 15 712.3

GEPD-7-3 7/2.3 3 712.3

GEPD-7-4 7/2.3 4 712.3 :
GEPD-7-5 7/2.3 5 7/2.3 -
GEPD-7-6 7/2.3 6 7/2.3 -
GEPD-7-7 7/2.3 7 712.3 -
GEPD-7-8 7/2.3 8 712.3 -
GEPD-7-9 7/2.3 9 7/2.3 :
GEPD-8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
GEPD-8.5-3 8.5/2.8 3 8.5/2.8 5/1.7
GEPD-8.5-5 8.5/2.8 5 8.5/2.8 5/1.7
GEPD-8.5-7 8.5/2.8 7 8.5/2.8 5/1.7
GEPD-8.5-9 8.5/2.8 9 8.5/2.8 5/1.7

Habop Ansa cTeHTMpOoBaHuUA, NaHKpeHaTnyecknii Geenen (GEPD) BKtOYaET CTEHT C MNO3NLUOHEPOM 8
CM K KaTeTep-Tonkay 170 cm. MpoBOAHUKOBbLI KaTeTep 320 cM TaKXe NpeaocTaBiseTcs ¢ Habopamu
CTeHTOB pa3mepom 8.5 Pr/ 2.8 mm , 10 Pr/ 3.3 mm » 11.5 Pr/ 3.8 mm. Habop naHkpeaTnyecknx CTEHTOB
Geenen npejHa3HayeH 41a pasMelleHns B NaHKpeaTUYeCKOM NPOTOKe. Y CTeHTa OTCYTCTBYeT NMUrTei,
ecTb (hmKcaTopbl C ABYX CTOPOH A1 MUHUMMU3ALUN MUTpaLmmn, 60KOBble 0TBEPCTUSA ANA 06/1eryeHuns
ApeHaxa M KOHYCHbIA HAKOHEYHUK 418 061ervyeHmns rnafKoro KaHiAMpoBaHus.

Kog npogykTta ana Habopa naHKpeaTuyeckmux cteHToB Geenen - GEPD-X-Y, rge X o603HavaeT pasmep
BO (hpeHuax (Pr), a Y 0603HauvaeT ANNHY B caHTUMeTpax (Cwm).

MO1CA3AHVA K MPUMEHEHNIO
[laHHOe YCTPOICTBO MCNONb3yeTCs AN APeHaxa HeMPOXOAUMbK NaHKpeaTU4ecKMX NPoTOKOB.

NMPUMEYHAHNA

[aHHoe ycTpoiicTBO pa3paboTaHO TONMLKO A5 pa3oBOro nonb3oBaHWA. [ONbITKM NOABEPTrHYTb €ro
NOBTOPHON 06pab0oTKe, NMOBTOPHO CTEPW/IN30BaTb M /MM MOBTOPHO MCMO/Mb30BaTb MOTYT MPUBECTU K
NONOMKe YCTPONCTBa U/nnn nepegade 3aboneBaHus.
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He ucnonb3yiiTe [faHHOe YCTPOMCTBO A8 Kakux-nnbo  uenein, Kpome 0603HAYeHHbIX B
npefHa3Ha4eHHOM VCMOo/b30BaHUN.

He ucnonb3yiiTe [aHHOe YCTPOMCTBO B CAy4yae, ecinM Mpu MoJyyYeHWM YNakoBKa OTKpbITa WK
nospexgaeHa. [POMHCMNEKTUPYNTe BU3yaslbHO C 0CO6GbIM BHMMaHWEM Ha Haauume U3rnobos,
WCKPUBNEHMIA N MONOMOK. He ncnonb3yiiTe YCTPOCTBO, ecnn 06GHapyXXeHa Kakas-nnmbo Henonaaka,
KoTopas 6yJeT NpensTCTBOBATb HOPMa/ibHbIM YCN0BUAM paboThl. [oxanyiicTa, ysegomute Kyk (Cook)
[/ NONyYeHWs paspeLleHmns Ha BO3Bpar.

XpaHWTb B CYXOM MeCTe, BAanu OT NMOBbIMMEHHOW TeMnepaTypbl.

Wcnonb3oBaHve  faHHOro  YCTPOWCTBA  OrpaHUYeHO  rpynnoii  00yYeHHbIX  pPabOTHUKOB

34paBOOXPaHeHMS.
Ona cteHToB Co(h-®Pnekc® (Sof-Flex®) B 85 n 10 ®PpeHyeil cMaxbTe MNPOBOLHMKOBbLIA KaTeTep

BOZ0PacTBOPUMbIM CMa3blBatOBAMM BELLECTBOM.
YaepxwuBaiiTe NO3ULUOHHBIA pyKaB (eCiM Takoi MMeeTCs) * Npu BBELEHWUW KNanaHOB CTEHTA B KaHas

AOCTyna.

MPOTUBOINOKA3AHUA

MpoTMBOMNOKa3aHus, NPUCYLLNe IHAO0CKONMYECKON PeTPOrpagHoin XxonaHrmonaHkpeatorpagum n no6ori
npoueaype, LPOBOAMMOIA B CBA3W C pa3MelleHWeM CTeHTa, a Takke HEBO3MOXHOCTb Npoxoja
NPOBOAHMKOBOr0 NPOBOAA UM CTEHTA Yepe3 HEMPOXoAMMYH 061acTb.

MNOTEHUWAJIbHBIE OCNNTOXXHEHWNA

OCNOXHEHNS, CBA3aHHbIE C 3HAOCKOMMYECKOW PeTporpagHoOii XxonaHrmonaHkpeatorpagueid, BKIOYaoT
B Ce6S, HO HE OrpaHWYeHbl: MaHKPeaTWUT, XONaHTUT, acnupaLuio, nephopawmnto, reMoppoii, NHMEKLUIO,
Cencvc, annepruyeckyto peakuuMto Ha KOHTPacTMPOBaHWE WM JleYeHMe, TUMOTEH3NKO, YTrHETeHue
AbIXaHWS UM OCTAHOBKY [ibIXaHUS, CEPAEYHYI apUTMUIO UM OCTAHOBKY Cepaua.

OCNOXHEHUS, CBSi3aHHble C pa3MeLLeHMEeM CTEHTa B JKENYHOM MpPOTOKe, BK/YAT B Ce6S, HO He
OrpaHnueHbl: TpaBMa >XEYHOro MpoToKa WAU [BEHafLATUMEPCTHOW KUMMCK, HEMPOXOAMMOCTb
MaHKpeaTUyecKoro NpoToka, NepemeLLeHne CTeHTa.

MEPbBI MPEAOCTOPO>XXHOCTWU
O6patutecb K neiibny Ha ynakoBKe ANSi MONMYYEHUS MHPOPMaLUM O MUHUMANbHOM pasmepe KaHana,

HeobX0AMMOM A9 AAHHOIO YCTPOIiCTBa.
MO3NLMOHHbIA PYyKaB* MU BbLUPAMUTENb* B (HOPME «CBWHOFO XBOCTMKAa» He MpefHa3Ha4yeHbl ANs

MCNONb30BaHUA B KaHane J0CTyna 3HA0CKOMa.
ByabTe OCTOPOXXHbI MPY BbLUPAMAEHUN NETAN* «CBUHOFO XBOCTUKA» BO M30€XaHWE WCKPUBNEHUS UMW

MO/IOMKM CTEHTA.
CYXXEHHbIA KOHYMK CTEeHTa * [O/MKeH ObiTb pasmelieH B 06LLEM XKeTYHOM NPOTOKe, B TO BPeMSA Kak
[PYroi KoHel, 0CTaeTcs B ABeHAALATUMNEPCTHOM KULLIKE.

[aHHOe yCTpONCTBO He JO/HKHO 6bITb OCTaB/eHO BHYTpW 60/iee 4em Ha 3 Mecaua Uam  Kak oyget
yKaszaHo Bpa4yoM. PekomeHA0BaHa nepmoamnyeckas oLeHka.

BbibepuTe cuctemy goctaBku cteHTa Kyk (Cook) (ecnvm oHa He BXOAMT B HA6Op) COOTBETCTBYHOLLErO
pasmepa BO ®peHyax. CUCTeMbI 4OCTaBKM CTEHTOB MOTYT NOCTaBAATLCA OTAENbHO.

MPELYTPEXAEHUE
MarHuTHas A0epHasn pe3oHaHCHas COBMECTUMOCTb naHKpeaTn4yeckoro CTEHTa

PEHTreHOKOHTPACTHBLIMI CBA3KAMM He Oblua yCTaHOB/EHa.
l. O1A CTEHTOB BE3 TMUT TEUA

1. AkKKypatHO y6eauTech B NOHOW pa3BepTKe BCeX GOKOBbIX OTBOPOTOB*
2. 3arpysuTe No3vLMOHUPYIOLLNIA pyKaB B fyOfeHaNlbHbIA UKCATOp CTEHTA.
[na cTeHToB 7 (DP. U MeHee:
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3a. BBeguTe CTEHT KOHYCHbIM HAaKOHEYHUKOM Brepes, 3aTeM MO3MLMOHEPOM Ha NpeaBapuTesisHO
pacronoXeHHbl# NPOBOAHUK.
[nsa cteHToB 8.5 hp. 1 6onee:
3b. 13BneknTe agantep Tyoxum-BopcT ¢ KOHLA NPOBOLHUKOBOIO KaTteTepa, 3atem BBeauTe
NPOBOAHMKOBbIV KaTeTep* BO BCOMOraTe/ibHbll/ KaHan Mo npeaBapuTesisHO pacnonioXXeHHOMY
NPOBOLHUKY.
3c. BBeauTe CTEHT KOHYCHbIM HaKOHEYHUKOM Briepes, 3aTemM No3vLMOHEPOM B MPOBOAHUKOBI
KaTeTep* v NpefBapuTe/IbHO PacrnonoXXeHHbI NPOBOAHMK.

3atem nepenguTe K waram 4-7 HKe

1. ANA CTEHTOB C MM TEN/IOM:
[nAa cTeHTOB 7 Pp. N MeHee:
1. TpoaBuHbTE BbLUPAMUTENL* NUrTelNa BLOb KOPMyca CTeHTa OT KOHYCHOI0 HaKOHEUYHUKaA,
4yTOObI pacnNpsiMUTbL UCKPUBAEHME B (hopme NUrTelina.
2. BBeguTe CTEHT KOHYCHbIM HAKOHEYHUKOM Brepes, 3aTemM BbLUPAMUTENIEM™ NUTTeina Ha
npeaBapuTesibHO PacnoNOXXEHHbIN NPOBOAHUK.
3. lpoaBuHbTE NpOTanKMBaKoLW Wi KaTeTep MO NPOBOAHMNKY, YTOObI NPOABUHYTHL CTEHT B (hopMe
nUrTeina BO BCNOMOraTe/IbHbI KaHa.
[na cteHToB 8.5 ®p. 1 6onee:
3a. MpoaBMHbTE BbLUPAMUTENL* NUTTeNNa BAOMb KOPMNyca CTEHTA OT KOHYCHOr0 HaKOHEeYHMKa, 4ToObI
pacnpsAMUTb UCKPUB/IEHWE B (DOPME MUrTeiina.
3b. BBeaguTe CTEHT NUITENOM Brepes, 3aTem BbINMpAMUTENIEM™ NUIrTelina Ha NPOBOLHVUKOBbIN
KaTeTep*. MpoABMHbTE MPOBOLHUKOBBIN KaTeTEP NO NPeABapuTe/lbHO PacrnoNoXXeHHOMY MPOBOAHUKY.

3ATEM nepevignte KLUAIAM 4-7 HNXKE

4. TlocTeneHHO NpogBuraiTe NPOBOAHUKOBBIM KaTeTep* n/unn NpoTanknearoLnin KateTep waramm
1-2 cM, NOKa CTEHT He OKAXEeTCHA B HY>KHOM MMOJIOXEHUN.

5. PeHTreHocKonuuecky uUam aHJOCKOMMYECKU NOATBEPAUTE XENaeMoe pacrnosioXKeHne CTeHTa.

6. [locne noaTBepXAeHMA pacnoNOXEHUA CTEHTA aKKypPaTHO U3B/IEKUTE MPOBOAHMUK, 3aTEM
NPOBOAHNKOBLI KaTeTEP* M3 3HAOCKOMA, COXPaHAN MO3NLMOHEP CTEHTA C MPOTA/KMBAIOLLIUM
KaTeTepom.

7. AKKypaTHO M3BNeKWUTe NPOTanKMBaKLWMIA KaTeTep U3 BCNOMOraTenbHOro KaHana. *(ecnu
NCNonb3yrTCAa)

*eCnmM umeeTcs
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Habop ana cTeHTUpoOBaHWS, NaHKpeHaTuuyeckmii Geenen - The Geenen® Pancreatic Stent Set
fGPDS-5-15: GPDS-5-2: GPDS-5-12: GPDS-5-3; GPDS-5-5: GPDS-5-7: GPDS-5-9: GPDS-7-12:
GPDS-7-5; GPDS-7-7: GPDS-7-9: GPDS-7-12).

Kog CT1eHT guamertp, Fr /mMmm CTeHT 4nunHa, cMm KarteTtep-Tosikay
anametp, Fr/mm
GPDS-5-15 5/1.7 15 5/1.7
GPDS-5-2 5/1.7 2 5/1.7
GPDS-5-12 5/1.7 12 5/1.7
GPDS-5-3 5/1.7 3 5/1.7
GPDS-5-5 5/1.7 5 5/1.7
GPDS-5-7 5/1.7 7 5/1.7
GPDS-5-9 5/1.7 9 5/1.7
GPDS-7-5 7/2.3 5 7/2.3
GPDS-7-7 7/2.3 7 7/2.3
GPDS-7-9 7/2.3 9 7/2.3
GPDS-7-12 7/2.3 12 7/2.3

Habop ana cTeHTMpoBaHuUs, naHKpeHaTudeckuii Geenen (GPDS) - BKIOYaeT CTEHT BK/IOYAET CTEHT

C nosuumoHepom 8 cM u Kartetep-tonikady 170 cm. Habop naHkpeatuuyeckmx cTeHTOB Geenen
npefHasHayeH Ana pasmelleHns B NaHKpeaTMyecKoM npoToke. CTEHT He MMeeT CBMHOr0 XBOCTUKA,
NMeeT (hMKcaTopbl A1 MUHMMU3ALUU MUTpaLUn, GOKOBbIe OTBEPCTUA 415 OBNErYeHns ApeHaxa u
KOHYCHbI HAKOHEYHUK A1 06/1erYeHns rnafkoro KaHwIMpoBaHusa.

Koz npogykTta Ana Habopa naHKkpeaTnyeckmx cTteHToB Geenen - GPDS-X-Y, rge X o603HavaeT pasmep
BO (hpeHuax (Fr), a Y o6o3HauvaeT 4INHY B caHTUMeTpax (Cm).

MOKA3AHVA KTTPUMEHEHWNIO
[laHHOE YCTPOICTBO UCMONb3YeTCA AN APEHaXKa HEMPOXOAMMbK NMaHKPeaTMUyecKX NpoTOKOB.

NMPUMEYAHP14

[aHHOe yCTpOMCTBO pa3paboTaHO TO/MLKO [N Pa3oBOro Monb3oBaHUA. MMONbITKM NOABEPrHYTb ero
MOBTOPHOW 06paboTKe, MOBTOPHO CTEPMIN30BaTb W /MM MOBTOPHO UCMONb30BaTb MOTYT MPUBECTU K
NO/IOMKe YCTPOiCcTBa U/unun nepegaye 3abonesaHus.

He wucnonb3swTe pfaHHOe YCTPOWCTBO ANS  KakuMx-nnbo  ueneil, Kpome 0603HAYEHHbIX B
npegHasHa4eHHOM MCMONb30BaAHWUN.

He wcnonb3yiiTe faHHOe YCTPOMCTBO B CAyyae, ec/iv MNpu MNOJlYYEHUM YNakoBKa OTKpbITa WK
nospexzgeHa. [pOMHCNEKTUPYNTe BU3yalbHO C O0OCOObIM BHWMaHWeM Ha Hanuuume U3rnbos,
WCKPWBNEHUIA W MONOMOK. He ucnonb3yinTe yCTpOMCTBO, ecnn 06Hapy>eHa Kakas-nmbo Henonazka,
KoTopas 6yfeT npenaTcTBOBaTb HOPMasibHbIM YCN0BUAM paboTsl. Moxanyicta, ysegomumte Kyk (Cook)
AN15 NONyYeHUs paspeLleHns Ha BO3Bpar.

XpaHuTb B CyXOM MeCTe, BLanv OT NOBbILLEHHOW TeMMnepaTypbl.

Wcnonb3oBaHve  [aHHOroO  yCTpPOWCTBA  OrpaHWYyeHO  rpynnoi  00y4eHHbIX  pPabOTHUKOB
34,paBOOXpaHeHMS.

Ons cteHtoB Co-®Pnekc® (Sof-Flex®) B 85 n 10 ®peHuyeld cMaxbTe MNPOBOLHUKOBbLIN KaTeTep
BOLOPACTBOPMMbIM CMa3blBalOLLUM BELLECTBOM.

YnepxuBaiite NO3NLMOHHbLIN pyKaB (ec/in TakolW MMeeTcs) * npu BBeLEHWMMW K/lanaHoB CTEHTAa B KaHa
Joctyna.

MPOTUBOMOKA3AHWNA
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MpoTMBOMOKa3aHWs, NPUC)TLME SHA0CKOMMYECKOI peTPOrpagHoii XonaHrmonaHkpeatorpagum u no6oii
npoueaype, MpPOBOAMMOIM B CBSI3M C pa3MelleHWeM CTEeHTa, a TakkKe HEeBO3MOXHOCTb Npoxofa
MPOBOAHVMKOBOIO NPOBOAA U/N CTEHTA Yepe3 HEMPOXOANMYH 061aCTb.

MOTEHUWMAJIBHBIE OCJ/TOXXHEHNA

OCNOXHEHWs!, CBA3aHHble C 3H0CKOMMYeCKOl peTporpagHoli XxonaHruonaHkpeatorpadueid, BKoYawT
B Ccebs, HO He OrpaHWYeHbl: NaHKpPeaTUT, XONaHTUT, acnupauuio, nepdopaymnto, reMoppoit, NHMEKLMIO,
Cencuc, annepruyeckyto peakuuid Ha KOHTPACTMPOBaHWE WM NleyeHue, TUMOTEH3UHD, YrHeTeHue
AbIXaHUA NNV OCTAHOBKY AblXaHWS, CEPAEUHY0 apUTMUIO NN OCTAHOBKY CepALa.

OCNOXHEHUs, CBSI3aHHbIE C pa3MELLeHMEeM CTeHTa B >KENYHOM MPOTOKe, BKAKUAOT B Ce6f, HO He
OrpaHuYeHbl: TpaBMa >XeMYHOro NpoOTOKa WNW  ABEHAALATMNEepPCTHOW KWMNCK, HEenpoxogMmocCTb
MaHKpeaTU4ecKoro NPoTokKa, NepemeLleHne CTeHTa.

MEPDbI NMPEAOCTOPOXXHOCTW

O6paTtnTech K neibny Ha ynakoBKe Ansi NONy4YeHUs MHMOpMayuy O MUHMMabHOM pa3mepe KaHana,
Heo6X0ANMOM A5t JaHHOT0 YCTPOMCTBaA.

MO3MLMOHHbIA pyKaB* WAN BbLUPAMUTENb™ B (DOPME «CBUHOFO XBOCTMKa» He MNpefHasHauyeHbl Ans
MCMNONb30BaHMA B KaHane 4OCTyna aHAO0CKoNa.

ByabTe OCTOPOXHbI NPV BbINPAMAEHNN NETIN* «CBMHOIO XBOCTMKa» BO M36€XaHNE UCKPUBNEHUS UMK
MO/IOMKM CTEHTA.

CY>XEHHbIA KOHYMK CTeHTa * [0/XeH OblTb pasMelleH B 06LLEM XXENYHOM MPOTOKE, B TO BpPems Kak
JIpyroli KOHeL, 0CTaeTcs B ABEHAALaTUNEPCTHON KULLIKE.

[aHHOe yCTpONCTBO He [LO/MKHO ObiTb OCTaBNEHO BHYTpM 60/iee 4em Ha 3 mMecsaua WaM  Kak bGyget
yKazaHO Bpa4yom. PeKoMeH0BaHa Nnepmnogmnyeckas oueHKa.

Bbibepute cuctemy pgoctaBku cteHta Kyk (Cook) (ecnv oHa He BXOAMT B HAOOP) COOTBETCTBYHOLLErO
pasmepa B0 dpeHyax. CMCTeMbl JOCTABKN CTEHTOB MOMYT NMOCTaBAATLCSA OTAENbHO.

MPELYTMPEXXAEHUE
MarHuTHas A0epHasa pe3oHaHCHaA COBMECTUMOCTb naHKpeaTnyeckoro CTeHTa (o

PEHTreHOKOHTPACTHLIMI CBA3KaMM He Oblua yCTaHOB/EHa.
. ATA CTEHTOB BE3 MNMUI'TENJIA

3. AKKypaTHO ybeauTechb B NOJIHON pa3BepTKe BCeX HOKOBbIX OTBOPOTOB*

4. 3arpys3uTe NO3ULUOHUPYIOLWWIA PyKaB B yOLeHaNbHbIN (DUKcaTop CTEHTA.
[Nnsi CTeHTOB 7 (Pp. N MeHee:

3a. BBeanTe CTEHT KOHYCHbIM HAKOHEYHWKOM Brepes, 3aTeM MO3ULMOHEPOM Ha NpeABapuUTesibHO
PacnoNOXXeHHbIV MPOBOAHMK.
[nsa cteHToB 8.5 op. 1 6onee:
3b. 13BnekuTte agantep Tyoxu-bopcT ¢ KOHLA NPOBOAHMKOBOIO KaTeTepa, 3aTem BBeauTe
NMPOBOAHUKOBbIV KaTeTep* BO BCIOMOraTe/ibHbI/i KaHan no npeABapuTesibHO PacnosioXXeHHOMY
MPOBOAHMKY.
3c. BBeuTe CTEHT KOHYCHbIM HAaKOHEYHWKOM Brepes, 3aTeM No3nLUOHEPOM B NPOBOAHUKOBbI
KaTeTep* v npeABapuTe/ibHO PacrnoNOXKEHHbIN NPOBOAHNUK.

3arem nepergnTe K Lwaram 4-7 Hke

Il. 419 CTEHTOB C MUITEN/IOM:
[nA cTeHTOB 7 ®p. U MeHee:
8. TpofBWHbTE BLINMPAMUTENL* NUITENNA BAONb KOPNyca CTEHTA OT KOHYCHOIO0 HaKOHeYHMKa,
4TO6bI PacnNPAMUTL UCKPUBEHME B (hOpPMe NUrTeina.
9. BBeauTe CTEHT KOHYCHbIM HAKOHEYHUKOM Brepes, 3aTeM BbLUPAMUTENIEM™ NUTTeina Ha
npeABapuTeNIbHO PacnoNOXeHHbIA NPOBOAHMK.
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10. MpoABMHbTE NpPOTaNKMBaKOLWMIA KaTeTep N0 NPOBOLHMKY, YTO6bI NPOABUHYTb CTEHT B pOpme
nUrTeinia BO BCNOMOraTe/IbHbI KaHa.
" cTeHTOB 8.5 Pp. 1 6onee:
|32 MpoABUHbTE BbLUIPAMUTEND* MUTTeiNa BAO/b KOpNyca CTeHTa OT KOHYCHOr0 HaKOHEYHUKa, YTOO6bI
IpacnpaMuUTL UCKPUBNEHUE B (hOpMe NurTeiina.
3b. BBeauTe CTEHT NUITENIOM Briepes, 3aTem BbINpAMUTENeM™* nurtelina Ha NPoBOLHUKOBbIN
IkateTep*. MpoABMHbTE MPOBOLHWUKOBBIN KaTeTep No npeABapuTeNbHO PacnosiodKeHHOMY MPOBOLHUKY.

3ATEM NEPENAUNTE K LUATAM 4-7 HXKE

11. NMocTeneHHO NpoABMraliTe NPOBOAHMKOBLIV KaTeTep™ M/MAn NpoTanKMBatOLLNA KaTeTep Lwaramm
1-2 cM, MOKA CTEHT He OKAXETCH B HY>KHOM MOOXEHNN.

12. PEHTreHOCKONUYEeCKN UM 3HA0CKOMUYECKM NOATBEPAUTE XenaeMoe pacrnofioXKeHue CTeHTa.

13. Mocne NoATBEPXKAEHUSA PACNOIOXKEHUSA CTEHTA aKKYPATHO U3BNEKUTE NPOBOAHUK, 3aTEM
NMPOBOAHWUKOBbLIWA KaTeTep* 13 3HAOCKOMNA, COXPaHAA MO3ULUOHEP CTEHTA C NPOTaNKMUBAOLLUM
KaTteTepom.

14. AKKypaTHO M3B/IeKMTe NPOTaNKMBaloLWmMiA KaTeTep U3 BCMOMOraTesibHOro KaHana. *(ecnu
NCnonb3yrTca)

*ecnm nMmeetcsa

Ha6op xenuHbix cTeHTOB Cotton-Huibregtse - Cotton-Huibregtse® Biliary Stent Set (CHBS-10-10:
CHBS-10-11: CHBS-10-12: CHBS-10-15; CHBS-10-3: CHBS-10-5: CHBS-10-7: CHBS-10-9: CHBS-
11.5- 10: CHBS-11.5-12: CHBS-11.5-15:CHBS-11.5-5;CHBS-11.5-7:CHBS-11.5-9:CHBS-7-10:CHBS-
7-12: CHBS-7-15: CHBS-7-5: CHBS -7-3: CHBS -7-6: CHBS-7-7: CHBS-7-9: CHBS-8.5-12: CHBS-
8.5- 15: CHBS-8.5-5: CHBS-8.5-7: CHBS-8.5-9)

Kog Cr1eHT CreHT KarteTep-TonKau MpOBOAHUKOBbIA
anamerp, Fr panuHa, cm  gunametp, Fr /mMm KaTeTep AMameTp,
Mm Fr /mm
"CHBS-10-10 10/3.3 10 10/3.3 6/2
CHBS-10-11 10/3.3 11 10/3.3 6/2
CHBS-10-12 10/3.3 12 10/3.3 6/2
CHBS-10-15 10/3.3 15 10/3.3 6/2
CHBS-10-3 10/3.3 3 10/3.3 6/2
CHBS-10-5 10/3.3 5 10/3.3 6/2
CHBS-10-7 10/3.3 7 10/3.3 6/2
CHBS-10-9 10/3.3 9 10/3.3 6/2
CHBS-11.5-10 11.5/3.8 10 11/3.7 6/2
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CHBS-11.5-12 11.5/3.8 12 11/3.7 6/2

CHBS-11.5-15 11.5/3.8 15 11/3.7 6/2
CHBS-11.5-5 11.5/3.8 5 11/3.7 6/2
CHBS-11.5-7 11.5/3.8 7 11/3.7 6/2
CHBS-11.5-9 11.5/3.8 9 11/3.7 6/2
CHBS-7-10 712.3 10 7/12.3

CHBS-7-12 712.3 12 7/12.3 -
CHBS-7-15 7/2.3 15 7/2.3

CHBS-7-5 712.3 5 7/2.3

CHBS-7-3 712.3 3 7/2.3

CHBS-7-6 712.3 6 7/2.3 -
CHBS-7-7 7/12.3 7 7/2.3 -
CHBS-7-9 712.3 9 7/2.3 -
CHBS-8.5-12 8.5/2.8 12 8.5/2.8 5/1.7
CHBS-8.5-15 8.5/2.8 15 8.5/2.8 5/1.7
CHBS-8.5-5 8.5/2.8 5 8.5/2.8 5/1.7
CHBS-8.5-7 8.5/2.8 7 8.5/2.8 5/1.7
CHBS-8.5-9 8.5/2.8 9 8.5/2.8 5/1.7

[aHHbIl NpoAYKT 06bIYHO BK/KOYAET CTEHT C MO3ULMOHEPOM, NMPOBOAHMKOBLIN KaTeTep 320 cm K
KaTeTep-tonkay 170 cm (kpome CHBS-7-XX, KOTOpbIA He COLEPXWT MPOBOLHUKOBOIrO KaTeTepa).
CTeHT uMeeT (PuKcaTopbl Ha MPOKCUMANIbHOM U ANCTaNbHOM KOHLE. Ha MPOKCMManbHOM KOHLE CTEHTa
MMeeTCA KOHYCHbI HAKOHEUYHUK A/1F 06/1erYeHns rnakoro KaHMpoBaHus.

Kog npogykTta ana Habopa enuyHbix cTeHTOB Cotton-Huibregtse - CHBS-X-Y, rge X o0603Hauvaet
pasmep B0 ®peHyax (PP.), a'Y 0603HayaeT AIMHY B CaHTUMETPAX (CM).

NMOKA3AHNA K NMPUMEHEHNIKO
[laHHOe YCTPOICTBO NCMO/Mb3yeTCa ANa ApPeHaXKa HEMPOXOANMbK XeNUYHbIX NMPOTOKOB.

NMPNMEYAHNA
[aHHoe yCTpoMCTBO pa3paboTaHO TONIbKO [N Pa3oBOro MNosb30BaHUA. MMONbITKM NOABEPrHYTb ero
NMOBTOPHOIM 06paboTKe, MOBTOPHO CTEPUIN30BaTb M /MAN MOBTOPHO MCMONb30BaTb MOMYT MPUBECTU K
MOMIOMKe yCTpOMCTBa U/unu nepepaye 3abonesaHus.
He wucnonb3ylite fgaHHOe YCTPOWCTBO AN  Kakux-nMbo  ueneid, Kpome 0603HAYEHHbLIX B
npegHa3Ha4eHHOM UCMONb30BaHUN.
He wcnonb3yinTe [aHHOe YCTPOWCTBO B C/lyyae, ecnuM Mpu MOAYYEHUU YNaKOBKa OTKpbITa WM
nospexgeHa. [MpOUHCNeKTUPYiNTe BU3yalbHO C OCOObIM BHWMaHWEM Ha HaauymMe U3ru6os,
WCKPWB/IEHWIA M MOMOMOK. He mcnonb3yiiTe YyCTPOWCTBO, ecnn obHapy)XeHa Kakasa-nnbo Heronagka,
KoTopas 6y[eT NpenaTCTBOBaTb HOPManbHbIM YC/0BMAM paboThl. Moxanyiicta, ysegomute Kyk (Cook)
419 NMONyYeHWA paspeLleHns Ha BO3Bpar,

4 XpaHWTb B CYXOM MecCTe, Banu OT NOBbILEHHON TemnepaTypbl.
Wcnonb3oBaHMe  [aHHOro  YCTPOWCTBA  OrpaHUWYeHO  rpynnol  O63LEHHbIX  PabOTHWKOB
3[,paBOOXPaHEHUS.
Ona cteHToB Co(-®Pnekc® (Sof-Flex®) B 10 PpeHyeil cmMaxbTe  MPOBOLHMKOBbLIA KaTeTep
BOA0PaCcTBOPMMbIM CMa3blBalOBLYM BEN3ECTBOM.
Y oepxuBanTe No3vLMOHHBLIA pyKaB (ecnu TakoW MMeeTcs) * npu BBeAeHWW KnanaHa CTeHTa B KaHan
Joctyna.

MPOTUMBOINOKASAHUA
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MpoTMBONOKAa3aHNs, CBOWCTBEHHbIE 3HAOCKOMUYECKON PETPOrpajHoil xonaHruonaHkpeaTorpagum 1
no6oin npouesype, NPOU3BOANMOIA B CBA3M C Pa3MELLEHMEM CTEHTA, a TakXKe HEBO3MOXHOCTb MpPoxoja

npoBoJa NPOBOAHMKA UAN YCTPOICTBA AN PEKOHCTPYKLMM NPOCBETHOIO OpraHa Yepe3 HEMPOXO4MMYHO
06/1acTh.

MNOTEHUMAJTbHbLIE OC/TOXXHEHNA

OCNOXHEHUs, CBSA3aHHbIE C 9HAOCKONUUYECKOl peTporpagHoii xonaHruonaHkpeatorpagueid, BKIoYaoT
B ce6sl, HO He OrpaHUYeHbl: MaHKPeaTUT, XONaHTUT, acnupauuto, nepdopaLnto, reMoppoii, UHHEKLMIO,
CENCUC, aNnepruyeckyrd peakuuto Ha KOHTPacTMPOBaHUE WU NleYeHWe, TUMOTEH3UID, YrHETeHue
AbIXaHWA UMK OCTAHOBKY [bIXaHWs, CEPAEUHYI0 apUTMUIO UK OCTAHOBKY CEpALa.

OCNOXHEHUsl, CBsi3aHHble C pa3MeLleHWEM CTEHTa B XXENYHOM MPOTOKE, BKOYalOT B Ce6si, HO He
OrpaHuyeHbl: TpaBMa >KeNYHOro MpoToKa WM ABEHAALATUMEPCTHON KWLIKW, HENpOXOAWMOCTb
naHKpeaTM4ecKoro NpoToKa, NepeMeLleHre YCTPOACTBa 418 PEKOHCTPYKL MM NMPOCBETHOIO OpraHa.

MEPbBI NMPEAOCTOPOXXHOCTW

Ob6partuTtech K neinbny Ha ynakoBke AN NOMYy4YeHUS MHOpMaUMM O MUHMMAbHOM pa3mepe KaHana,
Heo6X04MMOM N5t 4aHHOTO YCTPOMCTBA.

CTeHT [0/mKeH BObiTb pa3MeLLeH Noj4 PeHTreHOCKONMYECKUM KOHTPOJIEM.

MO3NUNOHHBLIA pyKaB WA BbINPAMUTENb* B (JOPME «CBUHOIO XBOCTMKa» He MpefHasHayeHbl Ans
MCNONb30BaHUA B KaHane AocTyna aH40cKona.

ByabTe OCTOPOXHbLI NPW BbINPAMAEHUN NETIN* «CBMHOTO XBOCTMKa» BO M36eXaHWe UCKPUBNEHWSA U
MONOMKM CTEHTA.

CyXXeHHbIi KOHYMK CTeHTa * MAM OJHOCTOPOHHEe OTBEPCTME* [LO/MKHO ObiTb pasMelleHO B 06LeM
XKENYHOM MpPOTOKe, B TO BPeMA  KaK [pYroli KOHel, OCTaeTcsi B [JBeHaALaTUNEpPCTHOM KULUKe.
(Cm. nzobpaxeHue 1).

[aHHOoe yCTpOMCTBO He [JO/MKHO ObiTb OCTAaBMEHO BHYTpM 60nee 4eM Ha 3 Mecsla MAM  Kak OyaeT
yKa3aHO Bpayom. PeKoOMeH0oBaHa Nepnognyeckas oLeHKa.

Bbibepute cuctemy Beoda cteHTa Kyk (Cook) (ecnm oHa He BXOAMT B Habop) COOTBETCTBYHOLLErO
pasmepa BO dpeHyax.

MPEAYTIPEXXAEHUWE
[ns cTeHTa C PeHTreHOKOHTPACTHON CBA3KOW COBMECTUMOCTb C MarHUTHbIM S4epHbIM Pe30HaHCOM He
Oblna ycTaHoB/eHa.

I. 41 CTEHTOB BE3 NI TEUNIA

1. AKKypaTHO y6eamnTech B NOJIHON pa3BepTKe BCEX HOKOBbIX OTBOPOTOB*

2. 3arpysuTte NO3NLMOHEP B AYOeHaNbHbI (hMKCATOP CTEHTA.
[ns cteHToB 5 hp - 7 dop:

3a. BBeanTe CTEHT KOHYCHbIM HaKOHEYHUKOM Brnepes, ¢ No3uLMOHEepPOM Ha npeaBapuTesisHO
pacnonoXeHHbI NPOBOAHUK.
[nsa cteHTOoB 8.5 ¢hp. 1 6onee:
3b. i3BnekuTe agantep Tyoxu-bopcT ¢ KOHLa NPOBOAHNKOBOIO KaTeTepa, 3aTeM BBeauTe
NPOBOAHMKOBbIN KaTeTep* BO BCMOMOraTe/lbHbI KaHan no npeABapuTesibHO pacrnonoXXeHHOMY
MPOBOAHUKY.
3c. BBeanTe CTEHT KOHYCHbIM HAaKOHEYHUKOM Brepes, C No3uLMOHepoM B NMPOBOLHUKOBbIN KaTteTep* u
npeaBapuTeNbHO PacnonoXKeHHbI MPOBOAHNUK.

3atem nepenguTe K waram 4-7 Huke

1. 1A CTEHTOB C MU TEN/TIOM:
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[nsa cteHTOB 7 Pp. N MeHee:
1. MpoABUHbTE BbLUPAMUTENL* NUITeliNa BAOMb KOPMyca CTEHTa OT KOHYCHOIO HaKOHEYHUKa,
4TO6bI PacNPAMUTL UCKPUBNEHWE B (hopMe nurTeiina.
2. BBeguTe CTEHT KOHYCHbM HAKOHEYHUKOM Brepes, 3aTeM BbLUPAMUTENEM™* nurteiina Ha
npeABapMTeNbHO PACMONOXEHHbIA NPOBOAHMK A0 2r0 NUrTeiina.
3. MpofBUHbLTE NpOTaNKMBaKOLW WA KaTeTep N0 NPOBOAHUKY, YTOObI NPOABUHYTb CTEHT B (hopMe
nuUrTelisia BO BCNomorartebHbli KaHan.

3atem nepenanTe K waram 4-7 Huxe

4. MocTeneHHO NpoABMrainTe NPOBOAHMKOBLIV KaTeTep* U/uam NpoTankMBaroLMii KaTeTep waramu
1-2 cM, NOKa CTEHT HE OKaXKeTCHA B HY>XHOM NONOXEHUN.
5. PeHTreHoCKONMYeckKn unm sHAO0CKONUYECKM NOATBEPAUTE XKenaeMoe PacrnooxXeHne CTeHTa.

MpumeyaHue (Tonbko ana A1 CTEHTOB BE3 MUITEW/A): 3amennts Tuohy-Bopet
afjanTep Ha KOHLe HanpaB/slOLLEro KateTepa *. BBeCTV KOHTPACT, NpU XenaHuu, ans
peHTFeHOCKOHMLIeCKOVI BU3yann3nsaunm nosioXXeHna CTeHTa.

6. Mocne NoATBEPXAEHNA PACNONOXEHNS CTEHTA aKKYPaTHO U3B/IEKUTE NPOBOAHMUK, 3aTEM
NPOBOAHMKOBBIV KaTeTep™ 13 aHA0CKOMNA, COXPaHAsA MO3ULMOHEP CTEHTA C NPOTa/IKUBAOLLLUM
KaTeTepom.
7. AKK3(haTHO M3BNEKUTE NPOTa/NKMBAIOLLNI KaTeTep U3 BCMOMOraTe/lbHOro KaHana. *(ecnm
NCnonb3yTcH)

*ecnu nmeetcs

Duodenal end 15mm flaps T
7mra flaps

Length measured fc«ween fteps,
straighten to measure.

Positioning Sleeve

Habop >enuHbix cTeHTOB Cotton-Leung (Amsterdam) - Cotton-Leung® (Amsterdam) Biliary Stent Set
(CLBS-10-10;  CLBS-10-11:  CLBS-10-12: CLBS-10-13:CLBS-10-14;CLBS-10-15:CLBS-10-
16:CLBS-10-17:CLBS-10-18:CLBS-10-3:CLBS-10-4;CLBS-10-5;CLBS-1Q-6:CLBS-1Q-7:CLBS-10-

8:CLBS-10-9:CLBS-11.5-10: CLBS-11.5-11:CLBS-11.5-12;CLBS-11.5-13:CLBS-11.5-14:CLBS-11.5-
15:CLBS-11.5-16; CLBS-11.5-17:CLBS-11.5-18:CLBS-11.5-3:CLBS-11.5-5;CLBS-11.5-6:CLBS-
11.5-7: CLBS-11.5-8:CLBS-1 1.5-9;CLBS-5-5:CLBS-5-7:CLBS-5-9:CLBS-5-12:CLBS-7-10: CLBS-7-
[I:CLBS-7-12:CLBS-7-13:CLBS-7-14:CLBS-7-15:CLBS-7-16:CLBS-7-17: CLBS-7-18:CLBS-7-
3:CLBS-7-4:CLBS-7-5:CLBS-7-6:CLBS-7-7:CLBS-7-8:CLBS-7-9: CLBS-8.5-10:CLBS-8.5-11:CLBS-
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8.5- 12:CLBS-8.5-13:CLBS-8.5-14:CLBS-8.5-15:CLBS-8.5-16: CLBS -8.5-17: CLBS -8.5-18; CLBS
85 3; CLBS -8.5-5; CLBS -8.5-6: CLBS -8.5-7: CLBS -8.5-8: CLBS-8.5-9)

Kog, CTteHT CTeHT KarteTep-TonkKau MpOBOAHUKOBbII

LnameTp, Fr pnuHa, cm  gnametp, Fr/mm KaTeTep AnameTp,

Mm Fr /mm
CLBS-10-10 10/3.3 10 10/3.3 6/2
CLBS-10-11 10/3.3 n 10/3.3 6/2
CLBS-10-12 10/3.3 12 10/3.3 6/2
CLBS-10-13 10/3.3 13 10/3.3 6/2
CLBS-10-14 10/3.3 14 10/3.3 6/2
CLBS-10-15 10/3.3 15 10/3.3 6/2
CLBS-10-16 10/3.3 16 10/3.3 6/2
CLBS-10-17 10/3.3 17 10/3.3 6/2
CLBS-10-18 10/3.3 18 10/3.3 6/2
CLBS-10-3 10/3.3 3 10/3.3 6/2
CLBS-10-4 10/3.3 4 10/3.3 6/2
CLBS-10-5 10/3.3 5 10/3.3 6/2
CLBS-10-6 10/3.3 6 10/3.3 6/2
CLBS-10-7 10/3.3 7 10/3.3 6/2
CLBS-10-8 10/3.3 8 10/3.3 6/2
CLBS-10-9 10/3.3 9 10/3.3 6/2
CLBS-11.5-10 11.5/3.8 10 11/3.7 6/2
CLBS-11.5-11 11.5/3.8 11 11/3.7 6/2
CLBS-115-12 11.5/3.8 12 11/3.7 6/2
CLBS-11.5-13 11.5/3.8 13 11/3.7 6/2
CLBS-11.5-14 11.5/3.8 14 11/3.7 6/2
CLBS-11.5-15 11.5/3.8 15 11/3.7 6/2
CLBS-11.5-16 11.5/3.8 16 11/3.7 6/2
CLBS-11.5-17 11.5/3.8 17 11/3.7 6/2
CLBS-11.5-18 11.5/3.8 18 11/3.7 6/2
CLBS-11.5-3 11.5/3.8 3 11/3.7 6/2
CLBS-11.5-5 11.5/3.8 5 11/3.7 6/2
CLBS-11.5-6 11.5/3.8 6 11/3.7 6/2
CLBS-11.5-7 11.5/3.8 7 11/3.7 6/2
CLBS-11.5-8 11.5/3.8 8 11/3.7 6/2
CLBS-11.5-9 11.5/3.8 9 11/3.7 6/2
CLBS-5-5 5/1.7 5 5/1.7 -
CLBS-5-7 5/1.7 7 5/1.7 -
CLBS-5-9 5/1.7 9 5/1.7 -
CLBS-5-12 5/1.7 12 5/1.7 -
CLBS-7-10 7/2.3 10 7/12.3 -
CLBS-7-11 7/2.3 1 7/2.3 -
CLBS-7-12 7/2.3 12 7/2.3 -
CLBS-7-13 7/2.3 13 7/2.3 -
CLBS-7-14 7/12.3 14 7/2.3 -
CLBS-7-15 7/2.3 15 7/2.3 -
CLBS-7-16 7/2.3 16 7/2.3 -
CLBS-7-17 7/2.3 17 7/12.3 -
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CLBS-7-18 712.3 18 7/2.3

CLBS-7-3 712.3 3 7/2.3

CLBS-7-4 7/2.3 4 7/2.3

CLBS-7-5 712.3 5 7/12.3

CLBS-7-6 712.3 6 7/2.3

CLBS-7-7 712.3 7 7/2.3

CLBS-7-8 712.3 8 7/2.3

CLBS-7-9 7/12.3 9 7/2.3 :
CLBS-8.5-10 8.5/2.8 10 8.5/2.8 5/1.7
CLBS-8.5-11 8.5/2.8 1 8.5/2.8 5/1.7
CLBS-8.5-12 85/2.8 12 8.5/2.8 5/1.7
CLBS-8.5-13 8.5/2.8 13 85/2.8 5/1.7
CLBS-8.5-14 85/2.8 14 85/2.8 5/1.7
CLBS-8.5-15 85/2.8 15 85/2.8 5/1.7
CLBS-8.5-16 85/2.8 16 8.5/2.8 5/1.7
CLBS-8.5-17 8.5/2.8 17 85/2.8 5/1.7
CLBS-8.5-18 85/2.8 18 85/2.8 5/1.7
CLBS-8.5-3 85/2.8 3 8.5/2.8 5/1.7
CLBS-8.5-5 85/2.8 5 8.5/2.8 5/1.7
CLBS-8.5-6 85/2.8 6 8.5/2.8 5/1.7
CLBS-8.5-7 85/2.8 7 85/2.8 5/1.7
CLBS-8.5-8 8.5/2.8 8 8.5/2.8 5/1.7
CLBS-8.5-9 8.5/2.8 9 8.5/2.8 5/1.7

[aHHblA NpoAYyKT O0ObIYHO BK/KOYaeT CTEHT C NO3ULUMOHEepOM, MPOBOAHMKOBLIA KateTep 320 cMm M
KateTep-Tosnikay 170 cm (kpome CLBS-7-XX n CLBS-5-XX, KOTOpble He cOofepXart npoBOAHWUKOBOIO
KaTetepa. CTEHT MMeeT (UKCATOPbl HAa MPOKCMMaNbHOM W AUCTANIbHOM KOHLUe. TakXe OH uMeeT
KOHYCHbII HAKOHEYHMK Ha NPOKCUManbHOM KOHLE A5 06/11er4yeHns KaHIMpPOoBaHWS.

Kog npoaykTta Ana Habopa xenuHbix cteHToB Cotton-Leung - CLBS-X-Y, rge X o603HavyaeT pa3mep BO
®peHyax (Fr), a Y 0603Ha4aeT ANNHY B caHTUMETpax (Cm).

MOKA3AHNA K MPUMEHEHWIO

[aHHOe yCTpOCTBO UCNONb3yeTCa ANA ApeHaXka HEMPOXOAUMbIX XeNUYHbIX NPOTOKOB.

NMPMMEHAHUA
[aHHOe yCcTpoicTBO pa3paboTaHO TO/MbKO A/ Pa3oBOro Mojb30BaHUA. [OMNbITKM MOABEPrHYTb €ro
MOBTOPHON 06paboTKe, NOBTOPHO CTEPUIN30BaTb WM /UM NOBTOPHO MCMO/b30BaTb MOTYT MPUBECTU K
NofoOMKe YCTpOICTBa W/unu nepegaye 3abonesaHus.
He wucnonb3yilTe pJaHHOe YCTPOWACTBO ANA  KakKMX-M60  Leneid, Kpome 0003HAYeHHbIX B
npegHa3HayeHHOM WCMOJIb30BaHUN.
He wucnonb3yiiTe [JaHHOe YCTPOWCTBO B Cliyyae, €CA¥ NpU MOMYyYeHUW YNakoBKa OTKpPbITa WK
AnospexpaeHa. [1pouMHCNeKTMpyWTe BU3yallbHO C 0COObIM BHWMaHWeM Ha Hanuyme U3rnbos,
WCKPWBMIEHMI N NONOMOK. He ucnonb3yiTe YCTPOWCTBO, eCnnM 06HapyXeHa Kakasa-mbo Henonazka,
KoTopas 6yfeT NpenATCTBOBATb HOPMasibHbIM yCN0BUAM paboTsl. MoxanyicTa, ysegomute Kyk (Cook)
AN19 NONyYeHUs paspeLleHuns Ha BO3Bpar.
XpaHuTb B CYyXOM MecTe, BAaIN OT NOBbMNMNEHHON TemMnepaTypbl.
Wcnonb3oBaHWe  [aHHOro  YCTpPOWCTBA  OrpaHMYeHO  rpynnoi  00yyeHHbIX  pabOTHUKOB
3[,paBOOXpPaHeHus.
Ona cteHtoB Co-®Pnekc® (Sof-Flex®) B 10 ®peHuell cMaxbTe  NPOBOAHWKOBbLIA KaTeTep
BOJ0PACTBOPUMbIM CMa3blBalOLLM BELLECTBOM.
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T

Y aepXxuBaiiTe Mo3NLMOHHBIA pyKaB (€C/M TakKoi MmeeTcsl) * nNpu BBEAEHMM KnanaHa CTEHTa B KaHas
JocTyna.

MPOTMBOINOKA3AHNA
MpoTMBONOKa3aHNA, CBONCTBEHHbIE 3HAOCKOMWYECKONM PeTporpagHoi XonaHrmonaHkpeaTorpaguu u
No6oii npoueaype, LPOM3BOAMMONA B CBA3W C Pa3MELLLEHUEM CTEHTA, a TakKXXe HEBO3MOXHOCTb Npoxoja

npoBoJa NPOBOAHMKA UMW YCTPOICTBA AN PEKOHCTPYKL MM NPOCBETHOIO OpraHa Yepe3 HeNnpPoXoaMMyto
06/1acTb.

MOTEHLUWMATbHBIE OC/TOXXHEHWNA

OCNOXHEHMS, CBA3aHHbIE C 3HAOCKOMMUYECKOW PeTporpafiHoOi XonaHrmonaHkpeaTorpagueid, BKnoyaoT
B Ce65, HO HE OrpaHMYeHbl: MaHKPeaTUT, XONaHTUT, acnMpauunio, nephopaumnto, reMoppoi, NHGeKLUIo,
Cencuc, aniepruyeckyto peakumo Ha KOHTPACTMPOBAHWE WM JIeYeHUe, TUMOTEH3NHD, YTHeTeHUe
AbIXaHWs NN OCTAHOBKY [1bIXaHMSA, CEPAEUHYI0 apUTMUMI0 UM OCTaHOBKY cepALa.

OCNOXHEHWs, CBSI3aHHbIe C pa3MELLeHMeM CTeHTa B XXe/YHOM NPOTOKe, BKAKUAOT B cebs, HO He
OrpaHWYeHbl: TpaBMa >XENYHOro MpOTOKa WAM [BEHAALATUMEPCTHOM KWLIKWA, HEenpoXoAMMOCTb
MaHKpeaTUYecKoro NpoTOKa, NepemeLLeHne YCTPONCTBA A5 PEKOHCTPYKLMM NPOCBETHOTO OpraHa.

MEPbI NMPEJOCTOPOXHOCTN

Ob6patuTtecb K neibny Ha ynakoBke A8 MOAYYeHUA MHPOPMaLUM O MUHMMANbHOM pasMepe KaHana,
Heob6Xo4AMMOM NS LaHHOr0 YCTPONMCTBA.

CTeHT [0/MmKeH 6biTb pa3MeLLeH Mo PEHTreHOCKONMUYECKUM KOHTPOEM.

MO3NLMOHHbLIA pyKaB MW BbLUPSAMUTENb* B (HOPME «CBMHOIO XBOCTMKAa» He npefHasHauyeHbl NS
MCcnonb30BaHUA B KaHasne AOCTyna aHAocKona.

ByfbTe OCTOPOXHbI NPW BbLLPAMIEHUN NETIN* «CBUHOIO XBOCTUKa» BO M36eXaHWe UCKPUBMEHUS UK
MOJIOMKW CTEHTA.

Cy>XXeHHbI/A KOHYMK CTeHTa * MAM OLHOCTOPOHHEe OTBEPCTUE* [LO/MKHO 6biTb pasMelleHO B 06Lem
XeNYHOM MpPOTOKe, B TO BPeMA  KakK [pYrol KOHel, OCTaeTcsi B [ABeHaALaTUNEPCTHOM KuLUKe.
(Cm. ns3obpaxeHue 1).

[aHHOoe yCTpOMCTBO He AO/MKHO ObITb OCTaBMeHO BHYTpWM 60nee 4Yem Ha 3 Mecaua UaM  Kak 6yget
YyKa3aHo BpauyoM. PeKOMeHJ0BaHa nepuojuyeckas oLeHKa.

Bbibepute cuctemy BBofa cTeHTa Kyk (Cook) (ecnm oHa He BXOAMT B Habop) COOTBETCTBYIOLLETO
pasmepa Bo dpeHyax.

MNPEAYMPEXAEHNE
[ns cTeHTa C peHTreHOKOHTPACTHOM CBA3KOW COBMECTUMOCTb C MarHUTHbIM S4EPHbIM Pe30HaHCOM He
ObLLa yCTaHOBEHA.

. AN1A CTEHTOB BE3 T TEUA

1 AKKypaTHO ybeauTech B MOMHON pa3BepTKe BCeX 6OKOBbIX OTBOPOTOB™

2. 3arpysuTe No3nLMOHEP B AyOAeHaNbHbIA (hKcaTop CTeHTa.
[na cteHTOB 5 ¢Op - 7 dhp:

3a. BBeuTe CTEHT KOHYCHbIM HAaKOHEYHUKOM Brnepes, ¢ No3uLMOHEPOM Ha NpeABapuTe/ibHO
pacnosnioXeHHbI NPOBOAHUK.
[na cteHToB 8.5 (hp. 1 6osee:
3b. 13BnekunTe agantep Tyoxmn-bopcT ¢ KOHLa NPOBOAHUKOBOIO KaTteTepa, 3aTeM BBeauTe
NPOBOAHWKOBLIV KaTeTep* BO BCMOMOraTte/bHblA KaHan no npeABapuTesibHO pacrnonoXXeHHOMY
NPOBOLHUKY.
3c. BBeanTe CTEHT KOHYCHbIM HAKOHEYHUKOM Brepes, ¢ No3uL1OHEPOM B MPOBOAHUKOBLIV KaTeTep* u
npeaBapuTenbHO PacnonoXeHHbI NPOBOAHUK.
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3arem nepenanTe K waram 4-7 HUxXe

I. ANA CTEHTOB C MUITEA/IOM:

LA cteHTOB 7 Pp. U MeHee:
1. MpoaBMHbTE BbLUPAMUTENL™* MUTTeiNa BAOAb KOpNyca CTeHTa OT KOHYCHOr0 HAaKOHEYHMKA,
4TO6bI pacnpAMUTb UCKPUB/IEHME B (hOpMe NurTeiina.
2. BBeauTe CTEHT KOHYCHbIM HAaKOHEYHUKOM Brepes, 3aTeM BbLUPSMUTENEM™* MUTTeiina Ha
npeABapMTeNbHO PacnoNOXeHHbI NPOBOAHMK A0 2r0 nNurteinna.
3. MpofBMHbTE MPOTANKMBAKOLLMIA KaTeTep N0 NPOBOAHMKY, YTOObI MPOABUHYTbL CTEHT B (hopme

NMUITENNA BO BCIOMOraTelbHbIN KaHar.

3atem nepenguTe K wwaram 4-7 Hxe

4. TloCcTeneHHO NpofBMraliTe MPOBOLHUKOBLIA KaTeTep™ u/vam NpPoTanKMBatOLLMIA KaTeTep Lwaramu

1-2 CM, MOKa CTEHT He OKaXXEeTCHA B HYXXHOM MMOJIOXKEHUN.
5. PEHTreHoCKOMMYeCcKn Uam aHA0CKONMYECKU NOATBEPAUTE XKeflaeMoe PacroioXeHne CTeHTa.

MpumeyaHue (Tonbko ana 1A CTEHTOB BE3 MU TEW/A): 3amennTs Tuohy-Bopet
afanTep Ha KOHLe HanpaBsALWEero katetepa *. BBecT KOHTPACT, Npu XenaHuu, ans
peHTFeHOCKOHMLIeCKOVI BU3yann3nsaunn noaoXXeHna CTeHTa.

6. Mocne NoATBEPXAEHNS PaCcMONOXEHUS CTEHTA aKKYpPaTHO W3BJIEKUTE NMPOBOAHMK, 3aTeM
MPOBOAHMKOBbI KaTeTep* M3 3HAOCKOMA, COXpaHss NO3MLMOHEP CTEHTA C NPOTaNK/NBAK UM

KaTeTepom.
7. AKKYpaTHO W3BNIEKMTE NPOTANIKMBAIOLLUIA KaTeTep M3 BCMOMOraTelbHOro KaHana. *(ecnu

NCNoNb3yrTCs)
*ecnm nmeeTcs

Duodenal end 15mm flaps T
7nnn flaps

Length measured betwreen fbps,
straighten to measure.

Positioning Sleeve

O__ —0
C O
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Habop fns CTeHTUPOBAHUA C ABOMHbLIM NUITENNOM U MHTPOoAblocepom Solus - Solus® Double Pigtail
Stent with Introducer fZSS-10-1Q-RB: ZSS-10-12-RB: ZSS-10-15-RB: ZSS-10-1-RB: ZSS-10-3-RB:
ZSS-10-4-RB: ZSS-10-5-RB: ZSS-10-7-RB: ZSS-10-9-RB)

Koga CreHT CTteHT KarteTep-Tonkay MpOBOLHWKOBBIN
AnameTp, Fr anuHa, cm anameTp, Fr/mm KaTeTep [AuameTp,
Mm Fr /mm
ZSS-10-10-RB 10/3.3 10 10/3.3 5/1.65
ZSS-10-12-RB 10/3.3 12 10/3.3 5/1.65
ZSS-10-15-RB 10/3.3 15 10/3.3 5/1.65
ZSS-10-1-RB 10/3.3 1 10/3.3 5/1.65
ZSS-10-3-RB 10/3.3 3 10/3.3 5/1.65
ZSS-10-4-RB 10/3.3 4 10/3.3 5/1.65
ZSS-10-5-RB 10/3.3 5 10/3.3 5/1.65
ZSS-10-7-RB 10/3.3 7 10/3.3 5/1.65
ZSS-10-9-RB 10/3.3 9 10/3.3 5/1.65

Kog Habopa ans CTeHTUPOBAHUSA C ABOWHLIM NUITEANIOM U UHTpoAbtocepom Solus (ZSS) - ZSS-X-Y-
RB, rge X o6o3HavaeT pasmep Bo PpeHuax (Fr), a Y o603HayaeT ANVHY B caHTUMeTpax (Cwm).
KOHCTpPYKUMA C [ABOMHbIM PUTTEANIOM MWUHUMU3UPYET MUrpauuto CTeHTa, a OOKOBble OTBEpPCTUA
06/1eryatoT ApeHax XenyHoro npotoka. TakkKe OH MMEET KOHYCHbI HaKOHEYHUK Ha MPOKCUMMAIbHOM
KOHLE A5 o6ecrneyeHmns 60nee rnagkoro KaHAMpoBaHus.

NMOKA3AHNA K NMTPUMEHEHWNIO
[laHHOe YCTPOIACTBO NpefHa3HaYeHO ANS APeHaxXa HeMPOXOAUMbIX XeNYHbIX MPOTOKOB.

NMPUMEYHAHNA

[aHHoe ycTpolicTBO pa3paboTaHO TOMbLKO AN PasoBOro Mosb3oBaHWA. [ONbITKM MOABEPrHYTb €ro
NMOBTOPHOI 06paboTke, MOBTOPHO CTEPMIN30BaTb W /MAN MOBTOPHO UCMONb30BaTb MOTYT MPUBECTU K
NONOMKe YCTPONCTBa U/unu nepegaye 3abonesaHus.

He wncnonb3yiiTe [AaHHOE YCTPOWCTBO AN  KAKUX-NNMOO  Lenei, Kpome 0003HAYeHHbIX B
npefHa3Ha4YeHHOM UCMONb30BaHNUN.

He wucnonb3yiiTe AaHHOe YCTPOWCTBO B C/lyyae, €CAM MNpW MOMYYEHMM 3MaKOBKA OTKpPbITA WK
nospexgeHa. [pOMHCMNEKTUPYRTe BU3yalbHO C 0COGbIM BHMMaHWEM Ha Hanuyme WU3rvbos,
NCKPUBMIEHWA W NONOMOK. He MCrnonb3yiTe YCTPOWCTBO, e€ciM OBHapy)XeHa Kakad-nmbo Henonagka,
KoTopas O6yAeT NpensaTCTBOBaTb HOPMasbHbIM YCNOBUAM paboThbl. MoxanyiicTa, ysegomute Kyk (Cook)
AN8 MONyyYeHns paspeLleHns Ha Bo3Bpar.

XpaHWTb B CYXOM MeCTe, BAanu OT NOBbILIEHHOW TeMnepaTypbl.

Vcnonb3oBaHMe  AaHHOrO  YCTPOWCTBA  OrPaHMYEHO  rPynnoi  0Oy4YeHHbIX  PabOTHUKOB
3,paBOOXpPaHeHMs.

MPOTVBOINOKA3AHIA
MpoTBONOKa3aHNs, CBOWCTBEHHbIE 3HAOCKOMUYECKOW PeTPOrpagHoii xonaHrmonaHkpeatorpagmm u

no6oit npoueaype, NPOM3BOANMON B CBA3W C PasMeLlEHWEM CTEHTa, a TaKXXe HEBO3MOXHOCTb Mpoxoja
nNpoBOAa NPOBOAHMKA UMW CTEHTA Yepe3 HENPOXOAMMYH 061acTb.
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MNMOTEHUWMAJIbHBIE OCJ/TOXKHEHUA

OCNOXHEHWS, CBA3aHHbIE C 3HAOCKOMMYECKOW PETPOrpajHoii XonaHruonaHkpeaTorpadmeit, BKaYaoT
BCebs, HO He OrpaHMyYeHbl: NaHKpPeaTUT, XONaHTUT, acnupaLuio, nepgopaymnto, reMoppoii, UHMEKLMIO,
Cencuc, annepruyeckyto peakuuto Ha KOHTPAcTUPOBAaHWME WM NeYeHue, TUMOTEH3UI, YrHeTeHue
AbIXaHWS UM OCTAHOBKY [bIXaHWS, CEPAEYHYHO apUTMUIO UM OCTaHOBKY CepAaLa.

OCNOXHeHUs, CBA3aHHble C pa3MelleHWeM CTeHTa B XXe/lYHOM MNPOTOKe, BK/AOYAKT B Cebs, HO He
OrpaHuYeHbl: TpaBMa >KENYHOro MpoToKa WAWM [BEHAALaTUNEepPCTHOW KULWIKKW, HernpoxoAMmocTb
MaHKpeaTMYecKoro NpoToKa, NepeMeLLeHne CTeHTa.

MEPbI NMPEAOCTOPOXHOCTW

ObpatuTecb K neinbny Ha ynakoBke A5 MOAYYEeHUS MHAOPMALMM O MAHWMaNbHOM pa3Mepe KaHana,
HeobXo4MMOM A5 JaHHOT 0 YCTPOMCTBA.

Mepes wWcnonb3oBaHWEM [AO/MKHA OblTb MpoOM3BeAeHa MonHas [uMarHocTuyeckas OLeHKa Ans
onpefeneHns NoAXoAALEero pasmepa CTeHTa.

[aHHbIA CTeH LO/MKEH ObITb YCTAHOBNEH NOJL PEHTTeHOCKOMUYECKUM KOHTPOEM.

[aHHOe yCTpOWCTBO [O/HKHO 6biTb YCTAaHOB/IEHO TOJIbKO C MCMONb30BAHWMEM CUCTEMblI BBOJA CTEHTa
Conyca (Solus), kKoTopas BKt0O4YeHa B HA6Op yCTpOMCTBa.

[laHHOe YCTPOMCTBO He LO/DKHO ObiTb OCTaBNEHO BHYTpPU 60/ee YemM Ha TpuU MecsAua WM Kak 6ygert
yKa3aHo Bpayom. PeKoMeHyeTCs nepuognyeckas OLeHKa.

BbinpamuTens B (hOpMe «CBUMHOIO XBOCTUKa» WCMNOMb3yeTCs ANA BblUPAMIEHUS neTeNb B (hopme
«CBMHOr0 XBOCTUKa» U ANA COAEACTBUA BBOAY YCTPOWCTBA B KaHa/l AoCTyna. BeinpsmuTesnb B ¢opme
«CBMHOr0 XBOCTUKa» He NpefHa3HayeH AN UCMo/b30BaHNA B KaHane JocTyna.

[omkHa 6bITb Npou3BefieHa OLUEHKa A9 OMpefeneHns HeobXo4MMOCTU CHOUHKTEPOTOMUMN Mepes
pa3melleHVeM CTeHTa. B cnyyae, ecnu couHKTEPOTOMUSA HEOOXOAMMA, LO/KHbI ObITb PACCMOTPEHbI BCE
HeobXxoAMMble Mepbl NMPeLOCTOPOXHOCTU, NPEAYNPexXAeHNs 1 NPOTUBONOKa3aHS.

MNPEAYNPEXOEHWE
COBMECTUMOCTb MarHMTHOTO SLEPHOT0 pe3oHaHca JaHHOTO YCTPOWCTBA He Gblfla YyCTaHOB/EHA.

MHCTPYKUMN N0 NCIMOJIbSOBAHUIKO

1 MpoAaBuHbTE BbLIPAMUTENb B (POPME «CBUHOIO XBOCTMKA», €CIN NMPUMEHUMO, BAO/b CTEPXHA A0
KOHUa cTeHTa (CM. n3obpaxeHue 1).

MprumMeyaHue: BbLUPAMAAATE NeTAn B (HOPMe «CBMHOIO XBOCTUKa» C OCTOPOXHOCTbK BO M3bexaHue
CrnbaHns nnn NoSIOMKMN CTeHTa.

2. CMaxbTe MPOBOLHWKOBbIMA KaTeTep BOLOPAcTBOPMMbIM CMa3blBalOLLMM BeLLECTBOM. 3arpysute B
3aflHEM HanpaB/IEHUN CTEHT W BbLINPAMUTENb B (POPME «CBMHOIO XBOCTMKA» Ha KOHYMK MATKOro
ycTpoiicTBa BBoAa. MpoABUHbTE 3apaHee 3arpy>XeHHbIN CTEHT U MATKOe YCTPOMCTBO BBOAA Haj 3apaHee
yCTaHOBJIEHHbIM NPOBOLOM MPOBOLHMKA.

3. BblaB/HbTE BbLIPAMUTENb B (DOPME KCBMHOTO XBOCTMKA», €ciivi NPUMEHUMO, Hasaf BAO/b CTEHTa,
BbLUPAMAAS MPWM 3TOM BTOPYHO MeT/0 B (JOPME «CBMHOIO XBOCTWUKa». lMpPOABMHbTE YCTPOWCTBO M
ybepute BbINpAMUTENb B (POPME «CBMHOIO XBOCTMKA», KaK TONbKO CTEHT BOMAET B KaHa/l AOCTymna.
N3b6aBbTecb OT BblUPAMUTENA B (OPMe «CBMHOTO XBOCTMKa», Cnefys WHCTUTYLMOHANIbHOMY
PYKOBOACTBY A1 OMONOTMYECKN OMACHbIX MeAULNHCKNUX OTXOL0B.

MpegynpexieHvie: BbINPAMUTENb B (DOPMe «CBMHOIO XBOCTUKA» He MpefHasHayeH 414 UCNOoJb30BaHWA
B KaHasne focTtyna.

4. TpoBOAUTE PEHTFEHOCKOMUYECKUA MOHUTOPUHT PEHTreHOKOHTPACTHbIX CBA30K Ha KOHYMKe
NMPOBOAHMKOBOIO KaTteTepa. PeHTreHOKOHTPAacCTHble CBA3KW Ha KaTeTepe pacrnofioXeHbl € 5 cm
pacwmpeHnem. Korga gocratoyHas  A/MHAa  MPOBOAHMKOBOro  Kartetepa  (MUHUMYM  OfHa
PEHTrEHOKOHTPACTHAsA CBA3KA) OKAaXeTcs Hafj O60/blueid 4acTblo COCYfa, PaccoefuHMTe 3aMOYHYIO
rapuutypy Jlyepa (Luer) Ha ycTpoiicTBe BBOAa. [pegynpexgeHue: [Mepef pa3MeLleHWEM CTeHTa
[J0CTaTo4YHasa 4acTb NPOBOAHUKOBOIO KarteTepa A0/KHa 0Ka3aTbCA Haf COCYOoM.
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5. CoxpaHsiiTe MonoXxeHWe MPOBOAHMKOBOIO KaTeTepa M MPOABMHbTE CTEHT B HY)XXHOE MOJNIOXKEHWE,
MCNoNb3ys NPOTaNKMBAKLLMIA KaTeTep.

6. Y[OCTOBEpPbTECH B HYXXHOM MO/I0OXKEHWW CTEHTa NPK MOMOLLM PEHTreHoCKona 1 3H40CKonNa.

7. BTAHWTE W nepeMecTUTe Kak NPOBOAHWKOBLIA KaTeTep, Tak U MPOBOJA NPOBOAHMKA B 3HAOCKOM,
yIepXunBas Npy 3TOM MOM0XKEHNe NPOTaNKMBalOLLero Katetepa.

8. YTBepAnUTe NOJMIOXeHWe CTeHTa, Kak TO/IbKO MPOBOLHMKOBbLIV KaTeTep W MPoBOj NPOBOAHUKaA 6yayT
ybpaHbl.

9. Y6epuTe NpoTanKMBakLLNA KaTeTep.

Mo 3aBeplLUeHMM npoueaypbl W36aBbTeCb OT YCTPOWCTBA, Cedys WHCTUTYLMOHa/IbHOMY
PYKOBOACTBY A/1s1 6MOM0rMYeCKN onacHbIX MeAULMHCKMX 0TXOA0B.

N3o06paxkeHne 1

g

o~ O
0

MPOLUEAYPA PANYETTTKHAA CIOPHbIX BOIMNPOCOB B COOTBETCTBUN C
,EI,EI7ICTBerLLI,I/IMI/I NMPABUJTAMN N TEXHUYECKMIN CTAHOAPTAMWU

Ona ohopmneHns BosBparta npocsba ysefoMuts KomnaHuio COOK no agpecy:

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

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

WWW.COOKMEDICAL.COM

COOTBETCTBUVE NMPMMEHMbIM HOPMATVBAM N TEXHUNYECKUM CTAHOAPTAM

Cook Ireland Ltd. npon3BoamnT BCe MeANLIMHCKME NPOAYKTbI B COOTBETCTBMU C [AUPEKTUBOW MO
MegnunHcknum N3genuam 93/42/EEC.

Bce nponsBofcTBeHHbIe 06BbeKTbI COOK Takxe cepTuduumposaHbl No Cucteme ynpasneHns Kayectsom
ISO 13485 (2003/2012)

ycnosumA rMIiPMMEHEHWNA

CTeHTbI-3HAONPOTESLI ANA nogaepXaHusd npoxogmmoctu XX KT niacTMKOBbIe NPUMEHAKOTCA B
crneumanmM3MpoBaHHbIX MeAULUUHCKUX NOAPa3feneHunsax.
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CPOKTOAHOCTMH

«CpoK TOfHOCTW» OMpejensieTcs CMMBOMAMU Ha 3TUKeTKe. CPOK rofHOCTM 0603HaYaeTCs yKasaHUeM
BPEMeHV NpOoM3BOACTBA (3aBOACKOI CMMBO/) A0 YKa3aHHOM AaTbl UCTEYEHUS CPOKA FOAHOCTU (CUMBON
«MeCcoYHble Yacbl»). PazHuLa Mexay ABYMS AaTaMu - 3TO CPOK FOHOCTW.

CTeHTbI-3HAONPOTE3bI AN14 noaaepXaHusa npoxogumoctn XKKT nnacTUKoBbIE UMEKOT CPOK rogHoCcTn 3
roga.

MPABUJTA CTEPUNTN3ALUNIN

CTeHTbI 3HAONPOTE30B AN COXPAHEHUSA MPOXOLUMOCTU B XeNyJo4yHO-KULEYHOM TpaKTe, B Habopax v
OTAENbHbIX YMNaKoBKax, NOCTaBAAKTCA CTEPUNbHLIMU B MHOFOC/OMHbLIX YNaKoBKax C MCMOAb30BaHNEM
ofobpeHHOro metofa ctepunmsaumm EHO (OTuneH OKcupi) € NOATBEPXKAEHUEM YPOBHSA CTEPUSIBHOCTU
(SAL) 10-6. 9T u3genua npegHasHavyeHbl ANd 0[HOPa30BOr0 MCMO/b30BaHUA, CTEPU/bHbI, ecnu
yMakoBKa He OTKpbITa M He MnoBpexieHa. He Mcnonb30BaTbh MPOAYKT, €C/M ecTb COMHEHUSA B ero
CTepUNbLHOCTYU

MPABUNA XPAHEHNA
3T m3genus [OMKHbI XPaHUTbCA B TEMHOM, CyXOM, MpOXNagHOM MecTe; u3beraTb BO34eACTBUA
CO/THEYHbIX yYell.

TPAHCIOPTVPOBKA

TpaHCNOPTMPOBKA NPUMHUMAET BO BHMWMaHWE TUM WCMNOMAb3YEMOr0 TPAHCMOPTHOrO CpeacTBa U
paccTosiHME, a Takxke (PUPMY-TPaHCMOPTMPOBLLMKA U OLEHKY 4acTOTbl M HU3KOYACTOTHOW BMGpauum
Mpy TPaHCMOPTUPOBKE.

YMNAKOBKA 1 MAPKPOBKA

CTeHTbI-3HAONpPOTe3bl 418 nofaep>kaHnsa npoxogmmoctn XXKT nnacTUKOBbIe NOCTABAAKOTCA B
NHAVBUAYaNbHOW YNaKoBKe, KOTopas 40/MKHa ObITb 6€3 CnefoB NOBPeXAeHWs 1 BCKPbITUA. Mpu
0OHapy>XeHUn n3rnbos, N310MOB U NPOUNX AePEKTOB MeAULMHCKOE U3LeNne NCNOb30BaTb HeJb3s.

MapKunpoBKa, yKa3aHHas Ha ynakoBke, flaeT ClefyoLy NHpopMaLmio:
- HAMMEHOBaHMe KOMMaHUN-NPON3BOLUTENS;

- ajpec KOMNaHUN-NPOU3BOAUTENA;

- afipec eBpPOMNeNCcKoro Npou3BOANTENS;

- TOBapPHbIA 3HAK NPeAnpUATUA-U3TOTOBUTENS;

- HaMEHOBaHWe MeAULMHCKOIO U3aenus;

- KOMMNEKTHOCTb;

- pasmep yCTpPONCTBa JOCTaBKMN CTEHTA;

- pa3Mep KaHana 3HoCKomna;

- pa3Mmep MpPOBOLHMKA,;

- cNocob cTepunusayunu;

- HOmep cepumn (n0Ta);

- 0TMeTKa 0 Hannuuu ceptudukara CE;

- 0OTMETKa 0 KpaTHOCTU NPUMEHEHUS;

- 0TMeTKa «OcTopoXxHO! ObpaTuTech K CONPOBOAUTENIbHON AOKYMEHTALUN;
- CPOK rOAHOCTM.
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MepeBOA C aHIMMIACKOTO fA3blKa Ha PYCCKUIM A3bIK

WTamn: COOK MEDICAL EUROPE LTD.\ KYK MEAVKAJ FOPOI JITA.
O’XannopaH Poyga,
HawHN TekHoNnomKn MNapk
Jlnmepuk, NpnaHans
PernctpaumoHHbI HOMep KoMnaHun: 492272
PernctpaunoHHbIii Homep HAC: 9776234K

A yA0CTOBEPSIHO, UTO S YOeAWCs BTOM, YTO HaCTOSALLM JOKYMEHT SIB/SETCH OpUMNHAIbHB IV,
J0/PKHBIM 06pa30M MOLMMCAHHBLIM JIMLIOM, KOTOPOE UMEET FOPUAMYECKIE MOTHOMOUMS MOAMCLBATHL
TaKvie IOKYMEHTbL.

28 uvcna aBrycta Mecsua 2015 roga

/mognves/

Hsann LLnxn, HoTapuyc

Yn. MneHTBOpPC 6/7

Jinvepurk

TeKcT ay6nmpyeTcst Ha PyCCKOM si3blKe

Wramn: COOK MEDICAL EUROPE LTD.\ KYK MEAVKAJ FOPOIN NTA.
O’XannopaH Poya,
HawHn TekHonompku Mapk
Jlumepuk, NpnaHama
PermcTpaumoHHbIii HOMep KoMnaHun: 492272
PeructpaumoHHblin Homep HAC: 9776234K

£ yAoCTOBEPSIKO, YTO A YOeaWICA B TOM, UTO HaCTOSALLWIA IOKYMEHT SIB/ISIETCH OpUIHa/IbHbIM,
[0/DKHBIM 06Pa30M MOLMMCAHHLIM JIALOM, KOTOPOE UIMEET KopUaMYECKIe MOTHOMOUMSA MOAMvCLBATbL
TaKvie IOKYMEHTbL.
28 yvcna aBrycta Mecsua 2015 roga
/mognmcs/
Hvann LLxi, HoTapuyc
¥Yn. MneHTBOpC 6/7
Jinvepnk
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MepeBOA LAHHOTO TeKCTa C aHF/IMACKOTO A3blKa HAPYCCKUIA SI3bIK CeNlaH MHOW, NEPeBOAYNKOM
ApTembeBbIM IMUT puem CepreeBuyem. Tpe6GOBaHWA K TEKCTY nNepeBofa (MakcrwanabHas
TOYHOCTb, TPWOTHOE U3/T0KEHNE) MHE PA3bACHEHI.

"opoa Mocksa.

BocbMOro oKTa6ps ABe ThiCAYN NATHAALATOrO roaa.

A, [Mectpeyosa TaTbAHa AHApeeBHa, HOTapuyc ropofa MOCKBbI, CBUAETENbCTBYHO
NOANMHHOCTbL NOAMUCK, CAENaHHOW NepeBofYMKOM ApTeMbeBbIM AMuTprem CepreeBnyeM B MOEM
NpUCYTCTBUN. JINYHOCTb €ro ycTaHOB/IEHA.

3aperncTpupoBaHo B peectpe 3a No A X A3

B3bickaHo no Tapudy; 100 py6. 00 kon.

w w
HoTapuyc T.A. lNMecTpeyoBa

Bcero npoluHypoBaHo,
NPOHYMEPOBAHO U CKPenneHo

n"aTbo
NTNCTOB.
HoTapuyc
Bcero MPOLUHYPOBAHO, NPOHYMEMBAHO n
CKpenneHo neyatblo 6B A2 1
nucta\os
HoTapuyc:
l"opety Mooea
Bocbmoto bi\rri)s T OblaYn WHAR0NT T T8

s, lectpenoBB TaTbsHa AHsApeeaHa, HOTapuyc ropoga MOCKBbI,
CenarTe/ibCTBY0 BEPHOCT 3TOM KOMAM C MOZ/IMHHIKOM JOKyMeHTa. B nocneaHem
NO/YUCTOK, ~MPUMUCOK, 3aYEPKHYTLIX COE W WHBIX HEOrOBOPEHHbIX
ver HUIA WK KakWX-TM60 OCOGEHHOCTEN HeT. .

HOIO, /Ly, 06paTBLLIEMYCS 38 COBEPLLEHNEM HOTapUaIbHOTO ACTBIS,
Pa3bsACHEHO, YTO NPV CBUAETENLCTBOBAHWM BEPHOCTA KOMUM [JOKYMEHTa He
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