KOMMHA

SECRETARY OF STATE
STATE OF INDIANA

Connie Lawson
Secretary of State

APOSTILLE
(Convention de la Haye du 5 Octobre 1961)
Country: United States Of America
This public document has been signed by Li-Chun Liu
Acting in the capacity of notary public in & for Monroe County

R

And bears the seal/stamp of notary public in & for the State of Indiana
CERTIFIED

5. at Indianapolis, Indiana

6. This Thirty-First day of December, 2019

7. Dby the Secretary of State of Indiana

8. No. A2019~1231010709

9 Seal/Stamp: 10. Signature:

Connie Lawson
Indiana Secretary of State

Effective May 1, 2003 all apostillesfrom the Indiana Secretary ofState will have an electronically printed seal.
Thisdocument was revised March 17, 2012.

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



com K

MEDICAL

INSTRUCTION FOR USE

Endovascular Retrievers in Sets

USAGE
Used to remove foreign bodies from the vascular system.

DOTTER INTRAVASCULAR RETRIEVER SET

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or
properly licensed practitioner).

DEVICE DESCRIPTION
The Dotter Intrava.scular Retriever Set consists of a 4-wire helical loop basket (7 cm long, 3 cm wide)
with a pin vise handle, a catheter and a Check-Plo@ introducer Set,

INTENDED USE
The Dotter Intravascular Retriever Set is intended to snare a foreign body and withdraw it to a peripheral
vascular location.

CONTRAINDICATIONS
None known

WARNINGS
None known

PRECAUTIONS

* The product is intended for use by physicians trained and experienced in diagnostic and interventional
techniques. Standard techniques for placement of vascular access sheaths, angiographic catheters and
wire guides should be employed.

» Manipulation of products requires fluoroscopic control.

* The potential effects of phthalates on pregnant/nursing women or children have not been fully
characterized and there may be concern for reproductive and developmental effects.

INSTRUCTIONS FOR USE

1. Insert the introducer sheath using standard percutaneous technique, then introduce the catheter into the
desired position.

2. Slide the folding sleeve over the helical loop basket and introduce it into the catheter hub.

3. Advance the basket through the catheter until it emerges from the distal tip. NOTE: The basket will
expand upon emergence from catheter.

4. Position the basket so that the foreign body is caught within it, then maintain basket position and slide
the catheter forward to snare the foreign body.

5. Maintaining the snare on the foreign body, loosen the pin vise handle of the basket and advance it to
the hub of the catheter.
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6. Tighten ihc pin vise to secure the foreign body.
7. Withdraw the catheter and basket to a peripheral location, and retrieve the foreign body,

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use. Sterile if
package is unopened or undamaged. Do not use the product if there is doubt as to whether the product is
sterile. Store in a dark, dry, cool place. Avoid extended exposure to light. Upon removal from package,
inspect the product to ensure no damage has occurred,

REFERENCES
These instructions for use are based on experience from physicians and (or) their published liferalure.
Refer to your local Cook sales representative for information on available literature.

Indy Vascular Retriever

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or
properly licensed practitioner).

DEVICE DESCRIPTION

The Indy OTW Vascular Retriever consists of a 4-loop nitiiioi wire .snare attached to an inner catheter
(which is attached proximally to a metal cannula) and an outer Flexor .sheath. The device is compatible
with a .035 inch wire guide for ovcr-lhc-wire introduction. Tlic Flexor sheath has a radiopaque band
incorporated within the sheath material to identify the location of the sheath's distal tip. (Fig. 1)
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INTF.NDKD USE
The Indy OTW Vascular Retriever is intended to share a foreign body and withdraw it to a peripheral
vascular location.

CONTRAINDICATIONS
None known
WARNINGS
None known

PRECAUTIONS

* This product is intended for use by physicians irainetl and experienced in diagnOvStic and interventional
techniques. Standard techniques for placement of vascular access sheaths, angiographic catheters and
wire guides should be employed.

* Manipulation of the product requires tluoroscopic control.

* Visually inspect the product before use to ensure it is undamaged,

* The outer diameter of the device’s Flexor sheath is 8 French (2.63 mm) nominal. Always clieck til
through the intended guiding catheter or introducer sheath prior to use.

+ Do not use after the expiration date printed on the label,

INSTIUCTIONSFORUSE

1. Upon removal from package, ensure tlie outer diameter (OD) of the retriever is appropriate for the
inner diameter of the introducer sheath.

2. Using the side flush port, flush the Flexor sheath with heparinized saline.

3. Using the cannula flushing port, flush the inner cgilieter with heparinized saline.

4. Insert the retriever over-the-wire through an réiu;uiding catheter or introducer sheath and advance it
to the desired position.

5. Wihlc holding the Flexor sheath in position, loosen Tuohy-Borst and advance the inner catheter
through the Flexor sheath until the snare emerges from the distal lip, NOTE: The snare will expand upon
emergence from the Flexor sheath.

6. Position the retriever so that the foreign body is caught within the snare. While maintaining the snare
position, slide the Flexor sheath forward to capture the foreign body.

7. Tighten Tuohy-Borst to maintain tension on the catheter controlling the foreign body, withdraw the
retriever to a peripheral location and retrieve the foreign body.

HOW.SIiFFLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use. Sterile if
package is unopened or undamaged. Do not use the product if tliere is doubt as to whether the product is

sterile. Store in a dark, dry, cool place. Avoid extended exposure to light. Upon removal from package,
inspect tlie product to ensiii'c no damage has occurred.

REFERENCES
These instructions for use are based on experience from physicians and (or) their published literature.
Refer to your local Cook sales representative for information on available literature.
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VASCULAR RETRIEVAL FORCEPS

CAUTION: D.S. federal law restricts this device to sale by or on the order of a physician (or
properly licensed practitioner).

M
Shalft

Handle Grasping jews of forceps
~closed position)

€ 3

Grasping jaws of forceps
(open position)

Fig. 1

DEVICE OESCKimON
The Vascular Retrieval Forceps consist of a handle, a TFE-sheathed, braided stainless steel shaft, forceps
with graspingjaws (Fig. 1) and an inserter for use during insertion through a hemostasis valve.

INTENDED USE

The Vascular Retrieval Forceps are intended for retrieval of fragments of catheter tubing, wire guides and
other foreign objects from the vascular system.

The product is intended for use by physicians trained and experienced in diagnostic and interventional
techniques. Standard techniques for placement of vascular access sheaths, angiographic catheters and
wire guides should be employed.

CONTRAINDICATIONS
None known

WARNINGS
None known

PRECAUTIONS

» Manipulation of the product requires fluoroscopic control.

* Visually inspect the product before use to make sure the shaft is free of kinks or severe angulation.

* The recommended introducer sheath should be one French size hirger than the forceps size. Always
check fit of forceps through intended guiding catheter or .sheath prior to use.

INSTRUCTIONS FOR USE

1. Carefullv remove the plastic protector which covers the forceps and distal .spring coil lip.

2. Introduce the retrieval forceps into an appropriate access sheath or guiding catheter and, utilizing
fluoroscopic control, advance them to the target site.

NOTE: Ifan introducer sheath with a hemostasis valve is utilized for access, use the supplied inserter for
protection of the spring coil lip during insertion through the valve.

3. Push the button forward on the handle assembly to open the jaw of the forceps and engage the foreign
body.

4, Cylose the jaw of the forceps by pulling the button of the handle assembly backward, which should
grasp the foreign body for retrieval, Maintain pressure to keep jaws closed during retrieval,

5. With the foreign body firmly engaged, pul! back the retrieval forceps into the access sheath and remove
as one unit. NOTE: If multiple fragments are being retrieved, rinse the forceps with heparinized saline
between retrievals.
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HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use. Sterile it
package is unopened or undamaged. Do not use the product it there is doubt as to whether the product is

sterile. Store in a dark, dry. cool place. Avoid extended exposure to light. Upon removal from package,
inspect the product to ensure no damage has occurred.

REFERENCES
These instructions for use are based on experience from physicians and (or) their published liicraiure.
Refer to your local Cook sales representative for information on available literature.

CLOVERSNARE™" 4-LOOP VASCULAR RETRIEVER

CAUTION: US federal law restricts this device to sale by or on the order of a physician (or
properly licensed practitioner).

DEVICE DESCRIPTION

The CloverStiare 4-l.oop Vascular Retriever consists of four petals composed of nitinol, for shape
memory, and tantalum, fur visibility. It is packaged with a coaxial sheath system with dilator, Bach of the
sheaths of the coaxial system has radiopaque bands incorporated to identify the location of the distal tip of
each .sheath.

INTENDED USE

The CloverSnare 4-Loop Vascular Retriever is intended for use in the cardiovascular system to
manipulate and retrieve foreign objects, including, but not limited to, wire guides, coils, balloons,
catheters, and iilters.

CONTRAINDICATIONS
None known

WARNINGS
This product contains nitinol, a nickel titanium alloy. Allergic reactions to nickel should be considered,

PRECAUTIONS

« This product is intended for use by physicians trained and experienced in diagnostic and interventional
lecmiques. Standard techniques for placement of vascular access sheaths, angingi‘aphic catheters, and
wire guide.s should be employed.

* Manipulation of the product requires fluoroscopic control.

+ Excessive force should not be used to manipulate or retrieve foreign objects.

POTENTIAL ADVERSE EVENTS

Potential adverse procedural events related to foreign body manipulation and retrieval in the vasculature
can include, hut are not limited to;

* Emboli/ation

* Stroke

* Pulmonary embolism

» Myocardial infarction

* Vessel perforation

* Device entrapment
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INSTRUCTIONS FOR USL-.

1. After removing product from ihe package, the sheaths, dilator, and snare should be flushed with
heparinized saline.

2. Gain vascular access using Seldinger technique.

3. Introduce the coaxial sheaths with dilator over the wire guide and advance to the desired location.

4. Remove the wire guide and dilator, then insert the snare catheter and advance it to the desired
location.

5. Loosen the screw of the clear Y-fitting to enable advancement of the snare loops. Holding the clear Y-
filting steady, advance the white pin vise. The pin vise can be used to advance, retract, and manipulate
loops to capturo/surround foreign object.

6. Once the foreign object is capturecbsurroimded by the loops of the .snare, hold the pin vise steady and
tighten the screw of the clear Y-fitting.

NOTE: if at any time during the procedure, the distance between the pin vise and the clear Y-tiUing
changes, the screw at the top of the clear Y-fitting should be funher tightened.

7. While holding the clear Y-fitting steady, advance the coaxial sheath system over the foreign object.

NOTE: 'I'he outer sheat!\ of the coaxial system may be advanced over the lip of the inner sheath to cover
any portion of the foreign object not contained inside the distal tip oi the inner sheath.

8. Separate the hub of the inner and outer sheaths and remove inner sheath, snare catheter, and foreign
object. The outer sheath can now be used to perfonn post-retrieval imaging.

9. After retrieval, hospital stiindard of care should be followed for removing the sheath and providing
hemostasis to prevent bleeding at vascular access site.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use. Sterile if
package is unopened or undamaged. Do not use the product if there is doubt as to whether the product is
sterile. Store in a dark, dry, coo! place. Avoid extended exposure to light. Upon removal from package,
inspect the product to ensure no damage has occurred.

GUNTHER TULIP VENA CAVA FILTER RETRIEVAL SET

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician
(or properly licensed practitioner).

DEVICE DESCRIPTION

The Gunther Tulip Vena Cava Filter Retrieval Set for jugular vein approach consists of a retrieval loop
system with a braided platinum retrieval loop, an 11 French coaxial retrieval sheath system, an 18 gauge
entry needle, a 0,035 inch wire guide, a 12 Frencfi pre-dilator, and a three-way stopcock. The coaxial
retrieval sheath system has a radiopaque band on the outer sheath to identify the precise location of the
distal tip of the sheath for positioning accuracy.

The Gunther Tulip Vena Cava Filler and Cook Celcct Vena Cava Filters (including both the Cook Celecl
and Cook Celect Platinum Vena Cava Filters) are designed to act as permanent or retrievable filters; the

filters may be retrieved if clinically indicated.
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a. Entry Needle

b. Wire Guide

c¢. Coons Dilator (Pre-Dilator)
d. Coaxial Retrieval Sheath System
d 1. Introducer Dilator

d2. Inner Sheath

d3. Outer Sheath

d4. Coaxial Retrieval Sheath
e. Retrieval L.oop System

el. Pin Vise

e2. Lockable Clear Y-I'itting
e3. Side Arm Fitting

e4. Catheter for Angled Wire Loop Retriever

e5. Retrieval Loop
f. Three-Way Stopcock
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INTENDED USE

The product has been designed for retrieval of implanted Glinther Tulip and Cook, Celect Vena Cava
Filters in patients who no longer require a filter. Retrieval of the filter can be performed only by Jugular
approach.

CONTRAINDICATIONS

« Retrieval of the filter with significant amounts of trapped thrombus (greater than 25% of the volume of
the cone).

« Retrieval of the filter for patients with an ongoing high risk for pulmonary embolism (PE).

WARNINGS

« An inferior vena caval imaging evaluation for residua! captured thrombus should be perfonned prior to
an attempted retrieval

« Excessive force should not be exerted to retrieve the filler.

» Never attempt to re-deploy a retrieved filter.

« Specific for the Glnther Tulip Vena Cava Filter: do not advance the inner sheath of the coaxial retrieval
sheath over the anchors of the filler; doing so may cause particles to scratch off the sheath.

« Specific for the Cook Celect Vena Cava l'ilters (i.c. Celect and Celect Platinum); the filler can be
completely collapsed in the initer shealii before subsequently advancing the outer sheath.

PRECAUTIONS
e The product is intended for use by physicians trained and experienced in diagnostic and interventional
endovascular techniques.

« Standard techniques for placement of vascular access sheaths, angiographic catheters and wire guides
should be employed.

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



« Product modiilcation or ultcration is not rccomnictuled. as the product's safety and effectiveness Imve
not been establislied following any modifications.

* Manipulation of products requires imaging control.

« Possible allergic reactions (e.g., to natural rubber latex in the side-arm adapter, or to platinum and/or
alloy constituents in the wire loop) should be considered.

» Physician practice guidelines and published guidance from regulatory agencies recommend that patients
with indwelling lilters undergo routine follow-up. ‘flic risk.s/benetlls of filter retrieval should be
considered for each patient during follow-up. Refer to the “REFEREN CKS” section of the Instructions tor
Use for citations that include recommendations related to fiter follow-up and retrieval.

« Once protection from PE is no longer necessary, filter retrieval should be considered. Filter retrieval
should be attempted when feasible and clinically indicated. Filter retrieval is a patient-specific, clinically
complex decision; the decision to remove a fiter should be based on each patient’s individual risk.-'beneft
profile (e.g., a patient’s continued need for protection from PE compared to their experience with and (or)
ongoing risk of experiencing flter-related complications). For all retrievable IVC filers, retrieval
become.s more challenging with time, and this is commonly due to encapsulation of the fiter legs or hook
(in atilted fiter) by tissue ingrowth. Please refer to the “CLINICAL STUDII-.S” section of the respective
Instructions for Use for the Glinther Tulip or Cook Cclecl Vena Cava Filters, which include fiter retrieval
data from clinical studies and”or published clinical literature.

« For fiter retrieval, the right jugular vein is usually prefeired due to its stmighter route to the vena cava.

e Do not pull on the filler beyond what is required to keep tension on the loop. Doing so may cause
damage to the caval wall.

« Do not retract liic retrieval loop .system before the tip of the coaxial retrieval slieaih is at the filter
anchors. Doing so may cause damage to the caval wall.

« Before the fna! retrieval step, ensure that the entire filter is covered by the outer sheath to prevent the
filer anchors damaging the caval wall.

« The published clinical literature includes descriptions of alicmalive techniques for flier retrieval (e.g.
techniques that vary from that described in this instructions for use); use of these techniques varies
according to physician experience, patient anatomy, and filter position. The safety or effectiveness of
these alternative retrieval lecfiniques has not been established. The “RF.FF.RENCES” section of this
booklet includes citations that describe alternative retrieval techniques; this information is provided as
reference.

« Filter lilt, vena caval wall penelration/perforation, filter fracture, and filter oi filler fragment migration
and (or) embolization have been reported. Those observations may be symptomatic or asymptomatic and
could rc'sult from a retrieval attempt and (or) contribute to difficult or failed retrieval. These observations
may contribute to a physician’s decision to attempt filter retrieval and (or) the outcomes of a filter
retrieval attempt.

POTENTIAL ADVERSE EVENTS

Potential adverse events may be observed at the time of filter retrieval ailempf and/or in association with a
retrieval attempt. Potential adverse events that may occur include, but are not limited to, the following;
« Access site-related complications

e Air Embolism

e Arrhythmia

« Blood loss

* Blood vessel injury (induding vena cava, jugular and innominate veins)

 Cardiac injury

 Cardiac tamponade

* Edema

« Device or fiter fragment embolization

* Hematoma

* Hemorrhage

« Pain (including back and abdominal)

* Pulmonary embolism

« Injury to adjacent structures

» VVena Cava .stenosis

« Vessel occlusion/thronibosis
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CLINICAL STUDIF.S

« Please refer lo the "CLINICAL STUDIES" section of the Instructions for Use for Glnther Tulip or
Cook Celect Vena Cava Fillers for further data on filter retrieval; Clinical outcomes are described for the
Gunther Tulip Vena Cava Filter and Cook Celect Vena Cava Fillers.

INSTRUCTIONS FOR USE

The product is intended for use by physicians trained and experienced in diagnostic and
interventional endovascular techniques. Standard techniques for placement of vascular access
sheaths, angiographic catheters and wire guides should be employed. Local anesthesia, sedation
and analgesia will be used as required according to institution standard of care.

Preparation

1 Flush the pre-dilator, coaxial retrieval sheath system, and retrieval loop system.

2. On the retrieval loop system, ensure that the retrieval loop is fully expanded and tighten the pin vise.
(Fig. 2)

3. Hold the Y-fitting and pull back the plastic pin vise to retract the retrieval loop into the catheter.
Tighten the screw of the Y-fitting to keep the retrieval loop inside the catheter, (f-'ig, 3)

Filter Retrieval

. Access the chosen jugular vein using the Seklinger technique,

. Place a supportive ,035 inch wire guide in the IVC.

. If necessary, dilate the puncture site with the 12 French pre-dilator over the wire guide.

. Remove the prc-dilator and advance a flush catlieter (not included in set).

. Remove the wire guide.

. Perform diagnostic imaging to evaluate the filler position, and check for thrombus.

10. After confmning the plan for filter retrieval on diagnostic imaging, insert the wire guide,

1i. Exchange the Hush catheter for the coaxial retrieval sheath system, advancing it over the wire guide to
a point approximately 3-5 cm above the hook of the filler.

12. Remove the introducer dilator and the wire guide from the coaxial retrieval sheath system. Verify the
position of the coaxial retrieval sheath by diagno.stic imaging. The 3-Way-Slopcock should be attached to
the inner sheath hub during injection of contrast media. (I'ig. 4)

13. Introduce the retrieval loop system through the coaxial retrieval sheath, then advance and connect the
side-arm fitting oflhc loop system to the sheath. Tighten the side-arm fitting adaptor around the catheter
to prevent loss of blood. (Fig. 5)

14. Loosen the screw of the Y-fitting. Hold the Y-iiuing and advance the pin vise until the retrieval loop
has fully expanded inside the vena cava and surrounds the filter, (Fig. 6)

15. Pull back the retrieval loop until it engages the hook of the filter. (Fig. 7)

CAUTION: Do not pull on the filter beyond what is required to keep tension on the retrieval loop. Doing
so may cause damage to the caval wall.

16. Hold the retrieval loop steady with the pin vise, then push the Y-fitting with the catheter forward, still
ensuring that the filter hook is caught in the retrieval loop. Lock the Y-fming to secure the snare around
the filter hook, (Fig. 8)

NOTE: If the retrieval loop loses its shape during the retrieval attempt, it can be removed and gently
reshaped. After reshaping, clean the retrieval loop and proceed from step 13

17. While holding the retrieval loop and Y-fitling steady, advance the side-amt fitting to collapse the filler
into the coaxial retrieval sheath and disengage the anchors of the filter from the caval wall. (Fig. 9)
CAUTION: Do not retract the retrieval loop system at this step. Doing so may cause damage to the caval
wall.

18. When the lip of the coaxial i-etrieval sheath is at the filter anchors, loosen the hub of the outer sheath
and advance the outer sheath fonvard to cover the entire filter. (Fig. 10)

WARNING: Specific for the Glinther Tulip Vena Cava Filter: do not advance the inner sheath over the
anchors of the filter; doing so may cause particles lo scratch off the sheath.

CAUTION; Ensure that the entire filler is covered by the outer sheath lo prevent the filter anchors from
damaging the caval wall.

19. Retrieve the retrieval loop system and Coaxial Retrieval Sheath assembly,

20. Perform diagnostic imaging to assess the inferior vena cava lor potential injury following filter
retrieval,
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NOTE: Hospiial siandard of care should be tollowed for removing the complete assembly and providing
hemostasis to prevent bleeding at the vascular access site.

NnOwW SUPPLIED

Supplied sterilized by ethylene oxide gas in peei-open packages. Intended for one-time use. Sterile if
package is unopened or undamaged. Do not use the product if there is doubt as to whether the product is
sterile. Store in a dark, dry, coo! place. Avoid extended exposure to light. Upon removal from package,
inspect the product to ensure no damage has occurred.

REFERENCES

These instructions for use are based on experience from physicians and (or) their published lilcraitire,
IVC filtei' guideline.s, ISO 25539-3, and regulatory safety communications regarding IVC tillers. Refer to
your local Cook sales representative for information on available literature.

Recommendations related to filter follow-up and retrieval:

e Caplin et al; Society of Interventional Radiology Standards of Practice Committee. Quality
improvement guidelines for the perfomiance of inferior vena cava filter placement for the prevention of
pulmonary embolism. J Vase Interv Radiol 2011; 22:1499-1506.

« |SO 25539-3:2011 ‘““Cardiovascular implants - Endovascular devices - Part 3: Vena cava filters"”.

« Removing Retrievable Inferior Vena Cava Filters; Fd)A Safety Communication; Issued May 6, 2014.

* Retrievable inferior vena cava (IVC) filters - serious complications associated with attempted 1V C filter
retrieval. MHRA Medical Device Alert; Issued May 2, 2013.

Filler retrieval is a patient specific, clinically complex decision; the decision to remove a filter should be
based on each patient’s individual risk/bonefit profile (e.g.. a patient’s continued need for protection from
PII compared to their experience with and (or) ongoing risk of experiencing filter-related complications).
For all retnevablc IVC filters, retrieval becomes more challenging with lime, and this is commonly due to
encapsulation of the filter legs or hook (in a tilted filter) by tissue ingrowth.

The following references include descriptions of alternative techniques for filter retrieval. The safety or
effectiveness of these alternative retrieval techniques has not been established. Use of these
techniques varies according to physician experience, patient anatomy, and filter position.

e Al-Hakim et al. The hangman technique: a modified loop snare technique for the retrieval of interior
vena cava filters with embedded hooks. J Vase Interv Radiol. 2015; 26(1); 107-10,

e Cho et al. Failed inferior vena cava filter retrieval by conventional method: Analysis of its cause.s and
retrieval of it by modified double-loop technique. Phlebology. 2015; 30(8);549-56.

 Foley et al. /1 “fail-back” technique for difficult inferior vena cava filter retrieval. J Vase Surg. 2012;
56(6):1629-33.

e KUO et al. Excimer laser-assisted removal of embedded inferior vena cava filters: a single-center
prospective study. Circ Cardiovasc interv. 2013: 6(5):560-6.

« Stavropoulos el al. Retrieval of Tip-embedded Inferior Vena Cava Filters by Using the Endobronchial
Forceps Technique; Experience at a Single Institution. Radiology. 2015; 275{3):900-7.

ANGLED WIRE LOOP RETRIEVER

CAUTION: U.S. Federal Law restricts litis device to sale by or on the order of a physician (or
properly licensed practitioner).
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DEVICE DESCRIPTION

The Angled Wire Loop Retriever (AWLR-) consists of a catheter and a braided platiiuim wire loop with a
shaft and a handle. The 10 or 25 mm dianieter loop has been shaped to form a loop at a 90° angle to the
catheter when protruding from the catheter. Two Tiiohy-Borst sidearra adapters are included, The clear
adapter is for closing off How around the wire loop shaft and to allow flushing between the shaft and the
catheter, i'be second one is for use between c.g. a sheath or a guiding catheter and the retriever catheter.
Refer to label for further information.

INTENDED USE
The product has been designed for grasping and withdrawing intravascular foreign bodies to a peripheral
vascular location.

CONTRAINDICATIONS
None known,

WARNIN(iS
e This product contains NATURAL RUBBER LATEX which may cause allergic reactions. The latex
component is in the sideann adapter.

PRECAUTIONS

e The product is intended for use by physicians trained and experienced in diagnostic and interventional
techniques.

« Standard techniques for placement of vascular acce.ss sheaths, angiographic catheters and wire guides
should be employed.

« Possible allergic reactions should be considered,

» Manipulation of the product requires fluoroscopic control.

« |f the retriever loop is loosing its shape during the procedure, it can be removed and gently reshaped.

PRODUCT PREPARATION
Hold the clear Tuohy-Borst sidearm adapter and pull back the handle of the wire loop retriever to cover
the loop inside the catheter. Then tighten the screw of tlie adapter to keep the loop inside (Fig. 1).

I-AWLR-1105-117-03

INSTRUCTIONS FOR USE

1 Introduce the loop retriever assembly to the desired position.

2. Loosen the screw of the adapter to enable advancement of the loop, hold the adapter steady and push
the handle forward. Advance it until the loop has fully expanded outside the catheter.

3. Surround the foreign body with the loop, gently pull the handle to engage the foreign body in the loop.
4. Hold the loop wire steady with the handle and advance the catheter by pushing the clear sidearm
adapter. With the foreign body in place, firmly lock the screw of the clear sidearm adapter, to secure it.

5. Withdraw the loop retriever assembly with the foreign body to a ptTipheral location, and remove it.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for onetime use. Sterile if
package is unopened or undamaged. Do not use the product if there is doubt as to whether the product is
sterile. Store in a dark, dry, cool place. Avoid extended expo.sure to light. Upon removal from package,
inspect the product to ensure no damage has occurred.

REFERENCES

These instructions for use are based on experience from physicians and (or) their published litciature.
Refer to your local Cook sales representative for infonnation on available literature.
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Cook Vascular Incorporated Needle’s Eye Snare

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or
properly licensed practitioner).

DEVICE DESCRIPTION

The Needle's Eye Snare® is comprised of a stainless steel/nitinol wire retrieval mechanism housed within
two telescoping TFC sheaths, a protective 8 Fr sheath and a removable 12 Fr straight inner femoral sheath
that may be advanced forward to close the retrieval mechanism. The retrieval mechanism consists of a
“needle’s eye” loop and “threader.” The snare is used through a 16 Fr TFF. introducer sheath whicli
incorporates a hemostasis valve into its proximal end and has either a straight or curved distal segment.
Additional introducer set components (needle, wire guide, dilator) are used for vessel entry,

A 12 Fr curved inner femoral sheath is available as a replacement for the 12 Fr straight inner
sheath. A Curved 16 Fr Introducer Sheath Set is also available separately.

Catalog Number , Pioduct
LR-NESOQI, LR-NES002 ~ Needle’s Eye Snare Retrieval Sets
LR-NES541 Needle’s Eye Snare Retrieval Set - 54 cm
LR-SSNOOI, LR-SSN002 Needle’s Eye Snare and 12 Fr Straight

Inner Femoral Sheath
LR-CRVFEMOOI 12 Fr Curved inner Femoral Sheath
LR-CSS16 Curved 16 Fr Introducer Sheath Set -Femoral
INDICATIONS

The Needle’s Eye Snare Retrieval Sets, 12 Fr Straight and Curved Inner Femoral Sheath, Curved 16 Fr
Introducer Sheath Set Femoral arc intended for use in patients requiring the percutaneous retrieval of
indwelling catheters, cardiac leads, fragments of catheter tubing or wire guides, and other foreign objects.

CONTRAINDICATIONS
None known

WARNINGS

Weigh the relative risks and benefits of intravascular catheter/lead removal procedures in cases when:

the item to be removed is of a dangerous shape or configuration, the likelihood of catheter/lead
disintegration resulting in fragment embolism is high, or vegetations are attached directly to the
catheter/lead body,

Catheter/lead removal devices should be used only at institutions with thoracic surgical capabilities,
Catheter/lead removal devices should be used only by physicians knowledgeable in the techniques and
devices for catheter/lead removal.

PRECAUTIONS

Prior to the procedure, consider the size of the cathetcr/lead in relation to the size of the LEAD
EXTRACTION"" devices to determine possible incompatibility. If selectively removing catheters/leads
with the intent to leave one or more chronic cathctcrs/lcads implanted intact, the nontargeted
catheters/Icads must be subsequently tested to ensure that they were not damaged or dislodged during the
extraction procedure.

Competency with the Seldinger technique is necessary. Care should be taken to avoid the artery and to
enter the vein cleanly and at a shallow angle. Do not use excessive force to grasp and pull large portions
of doubled-over lead/catheter into the ! 2 Fr or 16 Fr sheath, as it could become lodged, preventing further
movement of the sheaths or snare(s).

As a result of the risk of complications, doctors highly experienced in this procedure have advised
the following precautions:

Preparations

Obtain a thorough patient history, including patient blood type. Appropriate blood products should be
rapidly available. Ascertain the manufacturer, model number, and implant date of the catheter/lead lo be
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removed. Perform radiographic/ échocardiographie evaluation of catlieter/lead condition, type, and
position. Use a procedure room that has high quality fluoroscopy, pacing equipment, defibriilaior,
thoracotomy tray, and pericardiocentesis tray. Echocardiography and cardiorhoracic surgery should be
rapidly available. Prep/tirape the patient's chest for possible thoracotomy; prep/drape the patient's groin
for femoral approach, Establish back-up pacing as necessary. Have available an c.xtcnsivc collection of
sheaths, Locking Stylets, stylets to unscrew active fixation leads, snares, and accessory equipment.

Procedure

Use lluoroscopic monitoring during ALL sheath, catheter/lead, or snare manipulations. Monitor
ECG and arterial blood pressure continuously throughout the procedure and during recovery, Prior to
removing a catheter/lead that has an extravascular portion, it is essential to carefully inspect the
extravascular caihelcr/Icad tract to ensure removal of all suture sleeves, sutures, and tie-down materials.
When advancing sheath(s) over the catheter/lead, maintain adequate icnsioii on the cathetcr/lead (via
the basket snare or Needle’s Eye SnareiB)) to guide the sheath(s) and prevent damage to vessel walls.

If excessive scar tissue or calcification prevents safe advancement of shcaih(s), consider an alternate
approach. Excessive force with sheath{s) used intravascularly may result in damage to the vascular
.system requiring surgical repair. If the catheter/lead breaks, evaluate fragment; retrieve as indicated.

If hypotension develops, rapidly evaluate; treat as appropriate. Due to rapidly evolving catheter/lead
technology, this device may not be suitable for the removal of all types of caihcters/leads. If there are
questions or concerns regarding compatibility of this device with particular catheters/' leads, contact the
catheter/lead manufacturer.

ADVERSE EVENTS

Potential Adverse Events

Potential adverse events related to the procedure of intravascular c.xtraction of cathcters/leads include
(listed in order of increasing potential effect);

dislodging or damaging nonlargeted catheter/lead

chest wall hematoma

thrombosis

arrhythmias

acute bacteremia

acute hypotension

pneumothorax

stroke

migrating fragment from catheter/object

pulmonary embolism

laceration or tearing of vascular structures t>r the myocardium
hemopericardium

cardiac tamponade

cardiac arre.st

hemothorax

death

INSTRUCTIONS FOR USE

Suggested Instructions for Use: Needle’s Eye Snare

NOTE: In addition to closely following the "Suggested Instructions foi' Use” for tliis device, refer to
the “Clinical Considerations for Removing Leads, Catheters, or Other Indwelling Objects” shown
in the next section of this insert.

CAUTION: Competency with the Seldinger technique is necessary. Care should be taken to avoid the
artery and lo enter the vein cleanly and at a shallow angle.

CAUTION: Use fiuoroscopic monitoring during all sheath, catheter/lead, or snare iTumipulations,
CAUTION; Prior to removing a catheter/Icad that has an extravascular portion, it is essential to carefully
inspect the extravascular catheter/lead tract lo ensure removal of all suture sleeves, sutures, and tie-down
materials.

I, Use the Seldinger technique for sterile insertion of a wire guide into the vessel. Under fiuoroscopic
guidance, insert the 16 Fr introducer sheath.
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2. Review and complete this step only if replacement of the existing 12 Fr inner femoral sheath with a
new straight or curved 12 Fr inner femoral sheath is required. Otherwise, go to step 3.
a) On the proximal base of the Needle's Eye Snare® assembly, release the introducer tube from its

storage position by rotating the L,uer connector.

3™3 i >
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Introducer Tube Released

b) Slide the introducer tube forward, toward the distal tip of the Needle’s Eye Snare®.

Introducer Tube Advanced

c) Carefully advance the introducer tube over the Needle’'s Eye Snare® loop, tliereby drawing the loop
inside the introducer tube. Leave a short section of the loop exposed.

Loop Drawn Inside IntroducerTube

d) Insert the distal end of the introducer tube into the proximal Luer connector of the 12 Fr Inner Femoral
Sheath.
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Introducer Tube

Luer Connector

Introducer Tube Inserted Into Luer Connector

e) Push the Needle's Eye Snare® assembly through the inlroducer tube and into the 12 hr inner sheath.

Advance the Needle’s Bye Snare® assembly until the tip of the loop begins to emerge from the 12 Br
inner sheath,

f ) Return the inlroducer tube to its storage position at the proximal base of the Needle's live Snare®
assembly, and secure its position by rotating the i.ucr connector.

3. Introduce the Needle’s Eye Snare® assembly (which is now retracted within the 12 Fr inner sheath)
into the 16 Fr introducer sheath already in place in the vessel. Advance the assembly, using fluoroscopic
guidance, until the distal end of the 12 Fr inner sheath, with Needle's Eye Snare®, has exited the distal
end of the 16 Fr inlroducer sheath and is adjacent to the indwelling object. The side arm flush port may be
used for fluid infusion or to prefill the snarefs inner lutnen with saline.

12 Fr Sheath

Snare mechanism
fully retracted
within! 2 Fr

Inner Femoral Sheath.

16 Fr Straight or Curved Sheath
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As the sheath is Once positioned

retracted the at site of foreign
“needle’s eye” object, the

loop begins to “needle’s eye”
emerge, and curl is expelled from
into Its preformed the sheath.
shape.

4. Deploy the “needle’s eye,” while using fluoroscopic monitoring, by retracting the 12 Fr inner sheath.
As the sheath is retracted, the “needle’s eye” will emerge and begin to curl into its preformed shape.
Ensure that the “needle’s eye” loop positions itself around the indwelling object.

5, Once the “needle's eye" loop is positioned over the body of the indwelling object, the “threader”
should be fully extended by pushing the black knob on the handle completely forward. Ensure that the
body of the indwelling device is totally encircled by the “needle’s eye” loop and “threader.” Engagement
occurs when the “threader” is fully positioned inside the loop of the “needle’s eye,” with the black
slide knob of the handle fully forward.

6. Once engagement between the “needle’s eye” and “threader” is confirmed, the indwelling object can be
firmly grasped or captured by holding the handle of the Needle’'s Eye Snare® stationary and advancing
the 12 Fr sheath distally until the indwelling object is held firmly against the distal end of the 12 Fr

sheath.

12 Fr Inner Femora!
Sheath is

advanced to firmly
secure indwelling
object.

12 Fr Straight
~-or Curved Inner-*
Femoral Sheath

N6 Fr Straight oc”
Curved Sheath
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7. The indwelling object is prepared for removal by advancing the 16 Fr introducer sheath over the object
and/or retracting the 12 Fr inner sheath, until tlie object enters the 16 Fr sheath.

Indwelling

Object indwelling Object

Is retracted into

16Fr Straight or
Curved Sheath by

advancing 16 Fr

Straight or Curved

== 6 Fr Straight o™ Sheath forward
I I Curved Sheath

8. When the indwelling object has been freed and retracted into the 16 Fr introducer sheath, withdraw the
Needle's Eye Snare® assembly with attached object out of the vessel, while maintaining hemostasis.
Clinical Considerations for Removing Leads, Catheters or Other Indw'elling Objects

Clinical experience in the removal of leads has identified several considerations for lead removal
techniques using superior or femoral approaches. Physicians highly experienced with lead removal
techniques have suggested the following considerations for removal of leads, catheters, or other
indwelling objects.

Part 1. Accessing the Vessel

CAUTION: Competency with the Seldingcr technique is necessary. Care should be taken to avoid the
artery and to enter the vein cleanly and at a shallow angle.

CAUTION: Use fluoroscopic monitoring during all sheath, catheter/lead, or snare manipulations.
CAUTION: Prior to removing a catheler/lead that has an extravascular portion, it is essential to carefully
inspect the extravascular catheter/lead tract to ensure removal of all suture sleeves, sutures, and tie-down
materials.

1. Insert the dilator into the 16 Fr sheath (outer sheath). Use the Seldinger technique for sterile insertion
of the syringe-mounted needle and wire guide into the vein. Being certain that the dilator leads the sheath,’
insert the 16 Fr introducer sheath and dilator under fuoroscopic guidance. Remove the dilator and
advance the sheath until it extends to the middle third of the vena cava.

Part Il. Snaring the Indwelling Object

2. Follow the “Suggested Instructions for Use” to: advance the 12 Fr sheath containing the sniire to be
used (Tip Defecting Wire Guide with Dotter Basket, or the Needle’s Eye Snare®) inside the 16 FT
introducer sheath, deploy the snare,and snare the catheter/lead or other indwelling object.

Part Ill. Removing the Indwelling Object

3. If removing an active fixation lead, rotate the snare (helical loop basket or Needle's Eye Snare®)
counterclockwise to unscrew the fixation mechanism.

4. While maintaining adequate tension on the indwelling object via the closed snare (basket or Needle's
Eye Snare®), prepare the indwelling object for removal by advancing the 16 Fr sheath over the object to
encapsulate it. Cautiously disrupt fibrotic adhesions encountered during sheath advancement. (Where
possible, the 12 Fr sheath can also be advanced to aid in dilation.)

5. For a cardiac lead, if the lead has not been freed by the time the sheath nears the myocardium, position
the 16 Fr sheath about one centimeter from the myocardium, making sure that the 12 Fr sheath has been
withdrawn into the 16 Fr sheath at least 6 cm. As the 16 Fr sheath is held in position by stabilizing the
sheath at its venous entry site in the groin, apply countertraction by adding tension to the snare (basket or
Needle’'s Eye Snare®), thereby pulling the lead tip into the sheath and drawing the endocardium against
the 16 Fr sheath's distal tip. Steadily pull on the lead until the lead tip is freed from the myocardium and
is pulled into the sheath.
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6. When the indwelling object has been freed from tissue entrapment and retracted into the 16 Fr sheath,
witluiraw the sheath back into the vena cava. Remove the entire ensemble while maintaining hemostasis.
NOTE; If removing multiple catheters/leads, leave the 16 Fr sheath in place until all cathelers/leads have
been extracted. If using the Tip Deflecting Wire Guide and Dotter Basket, a new Tip Deflecting Wire
Guide, Dotter Basket, and 12 Fr sheath should be used to extract subsequent leads.

NO'I'E: To prevent potential complications, carefully examine any broken catheters/leads. A long exposed
lead coil could lacerate the heart, or a loose fragment could migrate, possibly into the pulmonary artery. A
pigtail catheter or closed loop snare may be used to retrieve a calheter/lead from the piilmonai'y artery,
repositioning it in the ventricle for removal.

HOW SUPPLIED

These devices are supplied sterile and intended for one-time use. If device packaging is damaged, do not
use and discard the device. These devices are designed for single use only. Attempts to reprocess,
resterilize, and/or reuse may lead to device failure and/or transmission of disease.

LEAD EXTRACTION"~'. Workstation™", and Needle's Eye Snare® are trademarks of
COOK. Vascular™"™ Incorporated.

STERILZATION DETAILS

Endovascular Retrievers in Sets are supplied sterile in peel open packages utilizing an EtO (Ethylene
Oxide) validated metliod to a sterility assurance level (SAL) of I0¥. 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
Endovascular Retrievers in Sets should be stored in a dark, dry, cool place; avoid extended exposure to
light.

TRANSPORTATION RULES

Endovascular Retrievers in Sets are conveyed by all types of transport in covered/closed means of
transport in accordance with the existing transportation rules

USAGE CONDITIONS
Endovascular Retrievers in Sets are used in the patient care medical institutions.

SUPPLY DETAILS

Endovascular Retrievers in Sets are supplied in individual packages. Individual packages are put in the
corrugated board boxes. Boxes are being taped with the control tape to cover the sides or along the
perimeter.

LABELING
Baskets-extractors urological are supplied in the individual packaging, which should show no signs of
damage or opening. Upon detecting the bends, breaks and other defects the device cannot be used.
The label of the device shows the following device parameters:

- company-manufacturer and manufacturing address;

- device name (trade maj'k);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;
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- sizes;

- graphic picture;

- lot ruimber;

- marking on reusability;

» marking for “Attention. Consult accompanied docunientation'

- marking for “Keep dry";

- marking for “Keep away from sunlight”;

- shelf life.
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Hndoyascpjar balloon catheters are single-use devices. DO NOT ATTEMPT TO RE-PRQCESS

OR REPAIR.

DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines
for biohazardous medical waste. For EU countries - in accordance with Council Directive
93/42/EEC. For Russian Federation - in accordance with national requirements, outlined in
sanitary rules and norms N2.1.7.2790-10 of 12 December 2010 "Sanitary and epidemiological
requirements for the management of medical waste". Risk class of the medical waste: class B.

Lorraine A. Nolle, PI ID, RAC
Director, Regulatory Affairs

United Slates of America
Stale of Indiana ) s
Countv of Monroe

Subscribed and sworn to before me this

My commission expires on February 7, 2025.
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MepeBOA C aHTNMINCKOTO A3blKa Ha PYCCKUIA A3bIK

CEKPETAPb LUTATA
WTAT NTHANAHA

<Meyartb wrata NMHanaHa>

KoHHU JloycoH
CekpeTapb WwraTa

AMOCTWU/b
(Faarckas KoHBeHUMs 0T 5 okTA6ps 1961 ropaa)

1. CTtpaHa; CoegnHeHHble LLTaTbl AMEpPUKN
2 HacToawwnii ohnumnanbHblil LOKYMEHT 6611 mognucaH: Jin YyH o
3. BbicTynawlwmnm B Ka4ecTBe HoTapuyca okpyra MoHpo
4. W ckpenneH nevyaTtblo/lWITaMNOM HoTapuyca wtata iHamaHa
3aBepeHo
5. B T. MHanaHanonuc, MHgmnaHa
6. Tpuguats nepeoe gekabps 2019 r.
7. Cekpetapem LU Tata MHonaHa
PernctpaynoHHblin Homep: A2019-12310)0709
[*} MeyvaTs/LU Tamn
10. Mopnuck: (KoHHW JToycoH, cekpeTapb wrtaTta MHAMaHa) -

<bonblasa rep6osas neyvatb wWraTa NHAnaHa>

[JelictBuTtenbHble ¢ 1 maa 2003 roga, Bce anoctunm CekpeTaps wrata MHanaHa fOMKHbI UMETb
3/1EKTPOHHYO Meyarth.
JOoKyMeHT 6bi1 npocmoTpeH 17 mapTa 2012 T,
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Norotun Cook Medical

NMHCTPYKUWMA MO NPUMEHEHWIO

PeTpuBepbl 3HA0BACKY/SPHbIE B HAGopax
HA3HAYEHVE

MpyMeHSAOTCA ANs yAaneHns NHOPOAHbIX TeN U3 COCYANUCTON CUCTEMBI.

BHyTpucocyaucTblii MHCTPYMeHT [loTTepa oN1s U3B/ieHeHns

MNPEAYMPEXOEHWME: degepanbHblii 3akoH CLLUA orpaHuumBaeT Mpogaxy AaHHOro
NPoAyKTa MO MOPYYeHUO M MO 3akasy Bpava (UM MeauKa C COOTBETCTBYHOLLEN
NNLEH3NERN).

OMNMNMCAHNME N3OENNA

BHyTpucocyauncTblii npubop AoTTepa ANS U3BNEYEHUSA COCTOUT U3 4-MPOBOAHON CNMpanbHOM
neTeNbHOW KOp3uHbl {7 CM B A/IMHY, 3 CM B LIMPUHY) C PYUYKON C 3aXKMMHOW KHOMKOIA,
KaTeTepom u ycTpolrictBom BBoga Check-Flo®.

HA3HAYEHWVE
BHyTpucocyaucTblii npubop [oTTepa AN W3BMeYeHWs MpefHa3HayeH [Ana noguenneHus
MHOPOAHOIO TeNna n 0ToABMIaHUs ero B nepudepuniiHyto 061acTb cocyaa.

MPOTUBOINMOKA3AHUNA
TakoBble He N3BECTHbI.

MNMPEAYTMPEXAEHNA
TaKoBble He U3BECTHbI.

MEPbBI NMPEAOCTOPOXHOCTU

o [laHHbIi npubop npeaHa3Ha4yeH K MCNOJMIb30BAHUIO OMbITHLIMW Bpayamu, WMeKL UMK
3HaHWA MO0 [MAarHoCcTUKe W MeTojaM BMellaTenbCcTBa. [O/MKHbI  ObITb  MPUMEHEHbI
CTaHAapTHble  MeToAbl  pa3MeleHUs  OoOWMBKM  BHYTPUCOCYLMUCTOrO  AOCTynNa,
aHrmorpagmyecknx KateTepos 1 NpoBoja NPOBOAHUKA.

» Pab6oTa c npogyKTOM TpebyeT peHTreHorpanuyeckoro KOHTpons.

MoTeHUManbHbIN athekT pranaTa Ha 6epeMEHHBIX/KOPMALLMUX XKEHLWUH UK feTel He Obin

MOMHOCTbIO W3YYeH, B CMeACTBMM YEro MOryT BO3HWKHYTb 6eCrnoKoicTBa Mo noBofy ero

aekTa Ha PENPOAYKTUBHYIO (DYHKLUIO U pa3BUTHE.
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MHCTPYKUWA MO NMPUMEHEHNIO

1. BBefguTe 06LWIMBKY YCTPOWCTBA BBOAA, MCMO/b3Ys CTaHAAPTHbIA YPECKOXHbIA MeTof, 3aTeM
npuBeAMTE KaTeTep B HYXXHOIN NOMOXEHME.

2. BblgBMHbTE CrubatoLnincs pykas Haf cnupanbHON neTeflbHOM KOP3MHOW M BCTaBbTe €ro BO
BTY/IKY KaTeTepa.

3. MpoasurainTe KOp3nHy 4yepe3 KaTeTep A0 Tex MOP, NOKa OHa He MOABUTCS W3 AUCTaNbHOMO
koHunka. MPVMEYAHWME: Kop3nHa 6yaeT paclwumpstca No Mepe NosBNeHMs U3 KaTeTepa.

4. PacnonoXuTte KOp3WHY Tak, 4ToObl MHOPOAHOE Teno O6biN0 MOMMaHO BHYTPW Hee, 3aTeM,
NoAAepXuBas MO3NLMIO KOP3UHbI, BblABUHbTE KaTeTep Brepej, 4To6bl 3auennuTb WHOPOAHOE
Teno.

5. YpaepxuBas neT/i0 Ha UHOPOAHOM Tefle, 0CnabbTe PYyUKY C 3aKUMHOA KHOMKOWN Ha KOpP3WHE ©
NPOABUHbLTE €€ K BTY/IKe KaTeTepa.

6. 3aTAHUTE KHOMKY 3aXNMa, YTO6bl 3aKpPennTb MHOPOAHOE TENO.

7. OTOABUHbLTE KaTeTep 1 KOP3WHY B NepudepuintHyto 061acTb U M3BNEKNTE NMHOPOAHOE TENO.

CMNOCOBbbI MOCTABKW

MocTaBnseTcs CTEPUIN30BAHHbIM Ta30M OKUCW 3TWIEeHA B YMaKOBKE C OTKPbITbIM KOXYXOM.
MpegHasHayeHo ANS Pa3oBOro UCMONb30BaHMS. FBNSETCS CTEPUNIbHLIM, TONbKO €CNK YyNakKoBKa
3aKpbiTa U He NoBpex/AeHa. He ncnonb3yiiTe NPoAyKT B CAy4vae, €CAN CYLLECTBYHOT COMHEHUS B
ero CTEPUNbHOCTM. XpaHWTb B TEMHOM, CYXOM, MPOXNafHOM MecTe. M36eraiiTe Ype3mepHOro
BO3AeiNCTBMS cBeTa. [MpU W3BNEYEHWM U3 YNaKOBKM NPOBepbTe MPOAYKT ANs TOro, 4To6bl
y6enTbCA, UTO HE CMYYUNOCh MOBPEXAEHNS.

OT3blIBbl

[laHHas WHCTPYKUUS 6blna COCTaBMeHa Ha OCHOBE OMbiTa MEAWKOB U (MNKU) ONyGANKOBAHHOI
UMU nuTepaTypbl. O6paTUTECh K TOProBbiM npeacTtaBuTensm Cook B Balleii MeCTHOCTM Ans
MoNny4YeHns MHpopMaLun o AOCTYNHOI NnuTepaType.

CocyaucTblii MHCTPYMEHT ansa mn3snedyeHusa Indy OTW
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Bug cboky
puc.1

MPEAYTMPEXXAEHUE: ®epepasibHbIvi 3akoH CLLUA orpaHMymBaeT npogaxy LaHHOro
N3OAEJINA no nopy4veHUIo Uun no 3akasy Bpaya (UM MeguKa ¢ COOTBETCTBYHOLLETN
NNUEH3NEN).

OMNMCAHWME N3OENNA

CocyauncTbiii MHCTPYMEHT 418 m3BnedeHns Indy OTW cocTouT M3 4-neTeNbHON NPOBOAHNKOBO
neTnu, NPUCOEANHEHHON K BHYTPEHHEMY KaTeTepy (KOTOPbIi B CBOK O4epefb NPOKCMMaibHO
NpUKpensieH K MeTanMyeckoli KaHtone) n BHewHel obwmeke Flexor. Mpubop asnsertcs
coBMecTUMbIM ¢ 0.35 AOIIMOBbLIM MPOBOAOM MPOBOAHUKA, NpeAHa3HAYe€HHOro AN BBEAEHWSA
yepe3 npoBoj. O6on04YKa Flexor uMeeT peHTreHOKOHTPACTHbIN Y3e/, KOTOpbI/i 06beanHEH
BHYTpPM MaTepuana 06LNBKN ANa onpefeneHns NoN0XKeHNS ANCTaNbHOT0 KOHYMKa 0OLINBKM

(pwnc.l).

HASHAYEHWE
COoCyAUCTbIA MHCTPYMEHT Ana m3snedeHus indy OTW npegHa3HavyeH g5 3axBata MHOPOLHOIO
Tena n OTTArMBaHUSA ero B nepuepuitHyto 061actb cocysa.

MPOTUMBOINOKA3AHWA
TakoBble HE U3BECTHBbI.

MPEAYTPEXXOAEHWNA
TakoBble HE N3BECTHbI.

MEPbI MPEAOCTOPOXXHOCTU
* JlaHHbIli NPOAYKT NpefHasHayeH AN1A UCMO/Mb30BaHMSA OMbITHBIMW Bpavyamu, WMEKLLMM
3HaHMA MO [MarHoCTMKe W MeTofaM BMewaTenbcTBa. [OMXKHbI  6biTb  MPUMEHEHbI
CTaHAapTHble  MeToAbl AN pasMelieHMs  o6WMBKM  COCYAMCTOr0  [OCTyna,
aHrmnorpa@uyeckux KaTeTepos 1 NeTan NpoBoja NPOBOAHMKA.

e PaboTa ¢ faHHbIM NPOAYKTOM TpebyeT peHTreHorpauyeckoro KOHTpPoA.

MpoBeguTe BM3yaNibHbIA OCMOTP MPOAYKTa nepej WCNONb30BaHWEM A1 TOro, 4TOObI
yb6eanTbCS, UTO OH He MOBPEXEH.

HOMVHanbHbIA BHEWHWA fuaMeTp ycTpoicTBa 06wWwuBKM Flexor coctaBnser 8 ®p (2.63
MM). Bcerga npoepsiiTe pasmep yepe3 npefHasHauyeHHbI NPOBOLHUKOBbLIA KaTeTep Wiu
06LIMBKY YCTpOICTBa BBOAA Nepes UCNO/b30BaHUEM.

He ncnonb3yiiTe nocne UcTeyeHns Cpoka rofHOCTH, HaneyaTaHHON Ha 3TUKETKe.
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MHCTPYKUUA no NMPUMEHEHNIO

1. Mpwn un3BneyYeHnn u3 ynakoBku, ybeamuTecb, YTO BHeWHWii agnametp (BL) ycTpoiicTBa ans
N3BNEYEHUNS ABNAETCA MNOAXOAAWMM K BHYTPEHHeEMY AMaMeTpy O6LUMBKM YCTPOICTBA BBOAA.

2. Ncnonb3ysa 60KOBOM NOPT MPOMbIBKW, MPOMONTe 06WMBKY Flexor renapvHW3NpPOBaHHbLIM
COJIEBbIM PacTBOPOM.

3. Vcnonb3ys NopT NPOMbIBKW KaHKONW, NPOMOWTE BHYTPEHHWI KaTeTep renapyHuU3npoBaHHbIM
COJIEBbIM PACTBOPOM.

4. BBeauTe ycTpOWCTBa 18 M3BNEYEHUS C MOMOLLbIO NPOBOAA Yepe3 HaxXOAALWMUIACA Ha MecTe
NPOBOAHWKOBbIV KaTeTep WK Yyepe3 06LMBKY YCTPONCTBA BBOAA U MPOLBUHBTE €ro O HYXHOro
MONOXEHWUS.

5. Aepxa o06wuBky Flexor B HYyXHOI nosuuumn, ocnabbTe Tuohy-Borst u npopsuraiite
BHYTPeHHWI KaTeTep 4epe3 o6wwuBky Flexor fo Tex nop, nNoka MeTns He MNOSBUTCA U3
ancTanbHoro KoHumka. MPUMEYAHWME: lMeTtna OyfeT pacKpbiBaTbCA MO Mepe MOSABMEHNSA U3
06wuBkKmn Flexor.

6. Pacnonoxute ycTpoicTBO ANA W3BNEYEHWNA Tak, YTOObl MHOPOAHOE Ten0 0Ka3anoCb BHYTpU
neTtnun. I'Iop,,qep»(msaﬂ nosnuynio netnun, BblABUHbLTE onHBKyFIexor Bnepen, yToOblI 3aXBaTUTb
MHOPOAHOE Teno.

7. 3ataHnTe Tuohy-Borst, uToObl NoaaepXuMBaTb HaMNpsHKEHWe Ha KaTeTepe, KOHTPOAMpys,
Takum 06pa3oM WMHOPOLHOE TeNno, OTOABMHLTE UHCTPYMEHT AN U3BMEYEHUS B NepUepuitHyto
061aCTb M U3B/IEKUTE NHOPOLHOE Teso.

CrnocCoObbl MOCTABKW

MocTaBnseTcs CTepUNN30BaHHbIM a30M OKWCW 3TWNEeHA B YMAaKOBKE C OTKPbITbIM KOXYXOM.
MpeaHasHayeH 419 pPa3oBOro UCMOMb30BaHWA. HABAAETCH CTEPUNbHLIM TONbKO, €Ciu yrnakoBKa
3aKpbiTa W He MOBpeXAeHa. He MCNonb3yiiTe NPOAYKT, €CAN CYLECTBYOT COMHEHMS B ero
CTEPUNLHOCTW. XpaHWTb B TEMHOM, CYXOM, MpOXnafHOM MecTe. M3b6eralite upe3MepHoOro
BO3AelicTBMSA cBeTa. lpyM M3BNEYEHMU U3 YNAKOBKM OCMOTPUTE MNPOAYKT ANS TOro, 4ToObl
y6eanTbCs, YTO OH HE NMOBPEXAEH.

OT3bIBbI

[laHHas MHCTPYKLUS NO NPUMEHEHUo Gblfa COCTaB/feHa Ha OCHOBaHUM OMbiTa Bpauvein u (Mnm)
ony6nMKOBaHHON UMK nuTepaTypbl. O6paTUTECh K TOProBbiM npefcTaButensm Cook B Balleid
MECTHOCTMW ANs Nofy4YeHnUs MHpopMaLMm o AOCTYNHOI NnuTepaType.
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COCYAWCTBLIE wunubl A/TAN3BNEYEHNA

MPEAYMPEXOEHWE: deaepanbHblin 3akoH CLUA orpaHnyMBaeT Npojaky AaHHOro

MN3OE/TNA no nopy4yeHMIo v No 3akasy Bpaya (MM Meamka ¢ COOTBETCTBYHOLLIEN
NINUEH3NER).

(OTKpbITOE MONOXKEHNE)
3axBaTbIBalOLNI 3KMM LMMLOB

puc. 1

OMNMMCAHWME N3AETNA

CocyaucTble WUNUbl ANS N3BNEYEHNUS COCTOAT U3 PYUKM, PYKOSITKU B ONJIETKE M3 HEpXKaBerLeit
cTanu B Te(h/IOHOBOW O6LUMBKE, WMMLOB C 3axBaTbiBatloW MM 3axkumom (puc. 1) n yctpoiictsa
BBOAA A/19 UCMO/b30BaHWS €ro Npu BBEAEHMM Yepe3 KnanaH remocrasa.

HA3HAUEHWE

CocyAnCTble WUMLUbI AN8 W3BNEYEHUS NpefHa3HauyeHbl ANS W3BMeYeHWUs (ParMeHToB TPYGKM
KaTeTepa, NpoBOAa NPOBOAHUKOB U APYrX UHOPOAHbLIX 06BEKTOB 13 COCYANCTOW CUCTEMbI.
MpoAyKT npefHasHauyeH ANS WCMOMb30BaHMS OMbITHLIMU BpayYamu, UMEHOWWMU 3HAHWUS MO
AVarHoCTUKe ¥ MeTofaM BMeLlaTenbCTBa. JO/MKHbI GbiTb MPUMEHEHbI CTaHAAPTHbIE METO/bI MO
pasMeLeHn0 06LINBKM COCYAMCTOr0 [A0CTyna, aHrumorpapuyeckux KaTeTepoB U MpoBoja
NPOBOJHMKA.

NMPOTUBOITOKASAHUA
TaKoBble He U3BECTHbI.

NPEAYTIPEXXOEHUNA
TaKoBble He U3BECTHbI.

MEPbI NMPEAOCTOPOXHOCTWN

e Pa6oTa ¢ npnbopom TpebyeT peHTreHorpanUYeckoro KOHTposs.

e BusyanbHO ocmoTpuTe Npubop nepes UCNONb30BAHMEM ANSi TOFO, YTOObI yOEeANTbLCS, UTO Ha
PYKOSITKE HET M3rM60OB 1 OCTPOro 06pa3oBaHUA Yrios.

PekomeHgoBaHHas 060/104Ka YCTpOlcTBa BBOAA A0/MKHA ObiTh Ha 1 pa3mep dp 60nbLue,

yeM pasmep wunuos, Beerga npoBepsinTe pasmMep LWUMNLOB Yepe3 NpegHa3HavyeHHbI
NPOBOAHMWKOBLIV KaTeTep UAn 06LWMBKY Nepes NCNONb30BaHUEM.

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



NMHCTPYKLUWMA MO NPUMEHEHWIO

1. AKKypaTHO CHMMUTE 3alWUTHYK YMNakKOBKY, KOTOpas MNOKPbIBAET LWWUMNLUbl U AUCTaNbHbINA
NPYXWHHbIN KOMbLEBOW HAKOHEUYHUK.

2. BcTaBbTe WuNUbl ANS U3BNEYEHUS B COOTBETCTBYIOLLYIO 06LMBKY JOCTyNa uu
NPOBOAHMWKOBbLIA KaTeTep U, NCMONb3ys PeHTreHorpanyecknii KOHTPO/b, MPOABUHbLTE MX K
mecTy uenn. MIPUMEYAHWE: Ecnn 060n04ka ycTpoiicTBa BBOAA C KnanaHOM remocTasa
ncnonb3oBaHa A4na f4ocTyna, MCNOMb3yinTe NOCTaBNEHHbIA MHCTPYMEHT BBOAA ANS 3aLLUTHI
NPY>XWUHHOTO KOMbLEBOr0 HaKOHEYHWKA BO BPEMS BBEAEHMS Yepes KnanaH.

3. TONKHWUTe KHOMKY Ha arperate py4yku Briepes, 4ToObl OTKPbITh 3XWM LMMLOB M 3aLenuTb
NHOPOAHOE Teno.

4. 3aKpoiTe 3aXMM LMMLOB, TONKas KHOMKY PyYKW Haszaf, YTO 3aXBaTUT MHOPOAHOe Teno Ans
n3sneyeHmns. Mogaepxunsarite gaBneHne 408 TOro, 4Tobbl AepXKaTb 3aXKMM 3aKPbITbIM BO Bpems
N3BNeYEeHUS.

5. TBepAo 3axBaTUB WHOPOAHOE TeNlo, TONKHUTE WMUNUbl ANS M3BNEYEHUA Has3aj B OOLIMBKY
poctyna u yb6epute Bce ycTpoiictBo. MPUMEYUYAHWME: B cnydvae, ecnm wu3Bnekaetcs
HECKONbKO (hparMeHTOB, MPOMONTE WMUMNLbI renapuHU3NPOBaHHbIM COJIEBBIM PACTBOPOM MeXAy
KaXbIM N3BEYEHNEM.

CMNOCObBbl MOCTABKWM

MocTaBnseTca CTEPUIM30BAHHLIM Fa30M OKWUCU 3TUMEHA B YMAKOBKE C OTKPbITHIM KOXYXOM.
MpegHa3HaYeHO ANs pa3oBOr0 WMCMNONb30BaHMS. FABMSETCS CTEPUNbHBIM TOMbKO, €CAN YyMNaKoBKa
3aKpbiTa 1 He NoBpexAeHa. He Mcnonb3yiiTe NpoAyKT, ecnu CyLLeCTBYOT COMHEHUS MO NOBOAY
ero CTEpPWIbHOCTU. XpaHUTb B TEMHOM, CyXOM, MPOX/MafHOM MecTe. /36eratb 4pe3MepHOro
BO3AeiicTBMS cBeTa. lpW W3BNEYEHUU M3 YNaKOBKWM OCMOTPUTE NpuGop Ans TOro, 4Tobbl
y6eAnTbCs, YTO He CNy4nI0Ch NOBPEXAEHUA.

OT3bIBblI

[aHHas WHCTPYKUMA MO MPUMEHEHUI0 Oblfia coCcTaB/eHa Ha OCHOBaHWUW OMbiTa Bpayein n (unwm)
ony6nMKoBaHHOW UMK nuTepaType. O6paTuTech K TOproBbiM npeacTaButensm Cook B Balleit
MeCTHOCTU AN NONyYeHUs MHopMaLMm 0 JOCTYMHOWN nuTepaTtype.

A-NETENIbHbIN COCYAUCTbLIN ANMNAPAT ANA U3BNEYEHNA
CLOVERSNARE

MPEAYMPEXOEHWME: deaepanbHbIii 3akoH CLLUA orpaHnyMBaeT Npogaky AaHHOro

N3OETNA no nopyyeHMIO v Mo 3aKasy Bpaya (M1 Meamka ¢ COOTBETCTBYHOLLIEN
NNUEH3NER).
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OrNMMCAHME N3OENNA

4-neTenbHbI COCYAWCTbIA annapaT Ans u3BneyeHus CloyerSnare COCTOUT U3 YeTblpex
NIeNecTKOB, M3rOTOB/IEHHbIX W3 CMjaBa HWKENs W TWTaHa Ans 3gekTa namst (GopMmbl, K
TaHTana fns BuAWMOCTU. OH YKOMM/IEKTOBAH C KOAKCUKa/bHOW CUCTEMOW OGLUMBKA 1
pacwupuTenem. Kaxpgas cucTeMa KOaKCUKanbHON O6LIMBKM MMEET PEHTreHOKOHTPACTHBbINA

BCTPOEHHbI y3en ana onpeaeneHns NofoXXeHns ANCTanbHOro HaKOHEUYHMKA KaXK A0 06LLNBKN.

HASHAYEHWE

4-neTenbHbIN  COCyAUCTbIA annapaT Ana u3snedeHus CloyerSnare npefHasHayeH Aans
MCMOMb30BAHMA B CEPLEYHO-COCYAUCTON CuUCTeEMe ANA WU3BJEYEHWS WHOPOLHbIX OO6BLEKTOB,
BK/OYasA, HO He OrpaHu4MBasfCb, NPOBOLOB MPOBOAHMKA, Cnupaneil, HafyBHbIX 6annoHOB,
KaTeTepoB v UIbTPOB.

NMPOTMBOINOKASAHUA
TakoBble He U3BECTHbI.

MPEAYTIPEXXAEHWNA
[aHHbI NpMGOP COAEPXWUT CMNaB HWUKENs W TUTaHa. ANNepruyeckme peakuun Ha HUKeNb
AO/MKHbI BblTb YUTEHbI.

MEPBI NMPEAOCTOPOXHOCTW

o [aHHbIi npubop npeAHasHayeH A1 WUCNONb30BaHMA OMNbITHBIMU BpavyamMu, UMEKLUMU
3HaHMA MO0 AMarHocTUKe W MeTogaM BMewaTenbCTBa. [JOMKHbI  ObiTb  NPUMEHEHbI
CTaHAapTHble  MeTOoAbl MO  pa3Mel,eHu0  O0OLWIMBKM  COCYAMCTOrOo  AocTyna,
aHruorpatMyeckmnx KaTeTepoB U NpoBoAa NPOBOAHMKA.

» PaboTa c npnbopom TpebyeT peHTreHorpagmnyeckoro KOHTpons.

e He wcnonb3yinTe u4pe3MepHyK CUAy AN MaHUNYNAUMM U U3BAEYEHUS WHOPOAHbIX
06BbEKTOB.

NMOTEHUWMANBbHBLIE OC/TO>XKHEHUA

MoTeHuManbHble NpoUefyPHbIE OCMIOXHEHWUA, CBA3aHHble C MaHWUMynAuuerd n W3BJeYEHUEM
WHOPOLHOTIO Tena 13 COCYAUCTOW CeT! MOryT BK/OYATb, HO He OrpaHMUNBaeTCS:

e passuTue ambonuun

*  WHCYNbT

*  JIETOYHY 3M60/1I0

*  WHMAPKT MUoKapaa

e nepdopaumno cocynos

* yuiemneHve npubopom.

MHCTPYKUWA no MPUMEHEHWNIO

1. Mocne ussneveHns U3QENNA 13 ynakoBkn 060/104Ka, paclinpuTeib U NeTns AOAXKHbI 6bITb
NPOMbITbI FeNapMHN3NPOBaHHbLIM PacTBOPOM COJIN.

2. JocturainTe goctyna K cocyaam, cnonb3ys metoq CenbanHxepa.
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3. BeenTe KoakKCUKanbHYK OOLWMBKY C pacluMpuTeneM Hag nNpoBOAOM MPOBOAHMUKA W
MPOABUHbLTE Brepes 40 HYXHOr0 MONOXEHUS.

4. YbepuTe NpoBoj NPOBOAHMKA U pacllMpuUTeNb, 3aTeM BBEAUTE NeTeNbHbIN KaTeTep B HY)XHOe
MonoXeHue.

5. OcnabbTe BUHT rapHUTYpbl —Y, 4TOObI CenaTb BO3MOXHbLIM MPOABMKEHME KproyKa NeTnu.
[epxa rapHUTypy -Y pOBHO, NPOABMHbTE GENYI0 3KUMHYH KHOMKY. 3aXUMHas KHOMKa MOXeT
MCMO/Mb30BaTbCA A/ MNPOABVXKEHWUSA, BTATMBAHWMA W MaHWNynAuuin netenb AN8 TOro, YToObl
3aXBaTUTb/ OKPY>XUTb MHOPOAHbIV 06BEKT.

6. Korga WHOPOAHbI 06beKT 3axBayeH/ OKPYXEH KPHOUYKOM MNeTnu, LepXWUTe 3aXUMHYI0
KHOMKY POBHO, 3aTaHWUTe BUHT rapHutypsl-Y. NPUMEYAHWE: B cnyuae , ecnu B Kakoe-TO
BPEMSA B TEYEHUW MNpouefypbl pacCTOfsHWe MeXAY 3aXUMHOW KHOMKOM W rapHuUTypon -Y
M3MEHUTCSH, BUHT HA KOHLe FapHUTYPbI-Y [O/MKEH OblTb 3aTAHYT CUJIbHEN.

7. [epxxa rapHuUTypy-Y pOBHO, NMPOABUHLTE KOAKCUKANIbHYH CUCTEMY OOLUNBKMK Hag,
nHopogHbim 06bekTOM. NMPVIMEYAHWE: BHewHAs 060n104Ka KOaKCUKabHOW CUCTEMbI
MOXeT ObITb MPOABUHYTA BNepes HaZ KOHYNKOM BHYTPEHHEN 06LIMBKM ANs TOro, Y4Toob!
MOKPbITh N1106YI0 YaCTb MHOPOLHOT0 06beKTa, KOTOpPas He HaXOAUTCA BHYTPU LUCTaNIbHOMO
HaKOHeYHVKa BHYTPeHHeil 06LINBKMN.

8. Pasfenute BTY/IKY BHYTPEHHEN U BHELUHEW OBLIMBKN U U3BNEKUTE BHYTPEHHIOO O6LLMBKY,
neTesbHbIA KaTeTep U MHOPOAHbIA 06beKT. BHeLWHAS 060/104Ka Tenepb MOXET ObITb
“cnonb3oBaHa A9 NPOBEeAEeHNA BU3yanunsaumum nocne n3BnevyeHuns.

9. MNocne m3BNeYeHUs [O/MKEH MOCnefoBaTb CTaHAAPTHbLIA GOMbHUYHLIA YX04 ANA yAaneHus
obWMBKM 1 o0becneyeHna remocrtasa, 4TOObl NpefoOTBPaTUTb KPOBOTEYEHME B MecTe
COCyAMCTOro foctyna.

CrocCOBbI NMOCTABKW

MocTaBnAeTcs CTEPUIM30BAHHbIM Fa30M OKMUCU 3TU/IEHA B YMaKOBKE C OTKPbITbIM KOXYXOM.
MpeAHa3HAYeHO AN Pa3oBOro MCMoONb30BaHWUS. FABNSETCA CTEPU/IbHLIM TOMbKO, €CNW ynakoBKa
3aKpbiTa U He NoBpexjeHa. He ncnonb3yinTe NpogyKT, €CX CYLLeCTBYHOT COMHEHMS MO MNOBOAY
ero CTepuabHOCTW. XpaHUTb B TEMHOM, CyXOM, NpoxnagHoOM MecTe. M36eratb 4pe3mMepHOro
BO3felCTBMS cBeTa. [pnM M3BNeYeHWM W3 YMaKOBKM OCMOTpMTE MNpubop ANS TOro, 4TOObI
y6eanTbCs, YTO HEe CMYUYMIOCh NOBPEXAEHMS.

HABOP /1A U3BNEYEHNA ®UJIbTPOB 3 MOJbIX BEH GUNTHER TULIP

MNPELAYTPEXXOEHWE: degepanbHblin 3akoH CLLA orpaHMumMBaeT Npofaxky AaHHOro
N3OEJTNA no nopy4veHnto nnm 3akasy Bpada (U1 IMLEH3MPOBAHHOMO A0/MHKHbIM 06pa3om
MPaKTUKYOLLIEr0 MenKa).

OMWVCAHWE YCTPOWCTBA.

YCTpONCTBO ANS yAaneHus BeHa-kaBa-unbTpa Glnther Tulip ana goctyna yepes speMHyHO
BEHY COCTOWT U3 CUCTEMbI NET/N ANA yAaNeHUs ¢ NAeTeHON NNaTUHOBOMW NeTnein Ana yhaneHus,
CUCTEMbl KOAaKCWanbHOro MHTpoAblocepa Ans yganeHus 11 Fr, urnel gnsa cocyaucToro gocryna
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18 G, npoBogHuka 0,035 atolima, npeaBapuTenbHOro pacwuputens 12 Fr n gexkaHanbloro
KnanaHa. Cucrtema KOaKCuanbHOro  MHTpOAbkocepa And yAaneHus CHabXeHa
PEHTTEHOKOHTPACTHbIA MNOJIOCKOW Ha HapyXXHOM WHTPOAblOCEPe, YKa3blBalOLle Ha TOYHOe
pacnonoXeHnWe  AMCTa/IbHOTO  KOHYMKa  WHTpoAbtocepa A1 obecneyeHUss  TOYHOCTU
MO3ULMOHNPOBaHUS.

BeHa-kaBa-punbTp Glnther Tulip n BeHa-kaBa-hunbTpbl Cook Cclcct (BkMtouas BeHa-KaBa-
unbTp Cook Celect n nnaTuHOBLIN BeHa-KaBa-punbTp Cook Celect) npegHasHauveHbl Ans
MCNONb30BaHUA B KayeCcTBe MOCTOAHHLIX WAW  YyAanseMblX (QUALTPOB; MNpU  HaUuUK
MeAULMHCKNX MOKa3aHU QPUAbTPbl MOXHO YAa/IUTb.

ENMN>

VA

az au

d3

a. irna gna cocygucroro gocryna

b. MpoBOAHUK

c. Pacwuputens KyHca (npeaBapuTenbHbI paclivpuTesb)
. Cuctema KoakcuarbHOro MHTpoAbloCcepa Ana yaaneHuns
(11 NuTpoablocep-pacLnNpuTesNb

(12. BHYTpeHHWIA UHTpOAbOCEP

63. Hapy>Hblli UHTpoAbLOCEP

(14. KoakcuanbHbIil MHTpOAblOCEp ANS yAaNeHuns

e. Cuctema netnm Ang ynaneHus

e!. MpyTKOBbI 3aXNM
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e2. DMKCMpyoLninca npospadHblii Y-o6pasHblii HAKOHEYHNK
e3. HakoHeYHNK 60KOBOro OTBETB/IEHMS

ed4. KateTep 414 3KCTpakTopa C M30rHYTON MNPOBOMOYHONM NeTnei
e5. lMetnda gna ypaneHus

f. TpexkaHanbHbIl KpaH

Chn3c*™

ry/-
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NMOKA3AHNVE K NMPUMEHEHNIO

W3penve npegHasHauyeHO AN8 yAaneHWs WMMNNAHTUPOBAHHbIX BeHa-kaBa (unbTpoB Gilnther
Tulip n Cook Celect y nayueHTOB, 60/M€e He HyXAaaloWMXcs B uabTpe. YaaneHne gpunbTpa
MOXXHO MPOBOAUTL TOMILKO NPW AOCTYNE Yepe3 SPEMHYIO BEHY.

MPOTNBOIMNMOKA3SAHUNA
» YpaneHne (uUNbTPOB C CYLLECTBEHHbIM 0O6BHLEMOM 3axXBaueHHbIX KPOBSIHbIX CrycTKoB (6onee
25% 0T 06bema My4ka).
e YpaneHue hunbTpay NayMeHToB € TEKYL MM BbICOKMM PUCKOM NIEFOYHOI 3M6ONUN.

MNMPEAYTIPEXXOEHUA
* Mepepn NONbITKOW yaaneHns (unbTpa LO/MKHA 6bITb NPOBefeHa BU3yann3aLMOHHAA OLeHKa
HVKHe Nonoi BeHbl Ha NpefMeT 0CTaTOUYHbIX 3aXBaYeHHbIX CTYCTKOB KPOBMW.
* Mpu ypaneHun unbTpa cnefyeT n3beratb M30bITOYHOIO YCUINA.
* Hukorga He nbiTaliTeCb BCTaBUTb YAAIEHHbIA UILTP NOBTOPHO.
* TONbKO OTHOCUTENbHO BeHa-kaBa-punbTpa Gulnther Tulip: He HagBuraiiTe BHYTPEHHUI
WH'TPOAbIOCEP KOAKCWanbHOro WHTPOAblOCEPA N8 yAaneHUsa Ha AKopA (WUbTPa; 3TO MOXET
MPUBECTU K OTAENIEHUIO YacTUL, UNTPOLbIOCepa.
* TonNbKO OTHOCWUTENbHO BeHa-kaBa-nabTpoB Cook Celect (t1.e. dunbTpos Celect wu
nnaTuHoBbln Celect): UALTP MOXHO MOMIHOCTBIO CNOXWUTb BO BHYTPEHHEM WHTPOAbIOCEpPE [0
MPOABVXEHUA BNeEPes Hapy>XHOro MHTPOAbIOCEPA.

MEPBI NMPEAOCTOPOXHOCTW

* V3genne npefHasHayeHO A1 MCMONb30BaHMA Bpayamu, MNPOWeAWUMIA  CreumanbH>To
MOATOTOBKY W UMEIKOLWMMW ONbIT B 06/1aCTU ANArHOCTUKN U 3HL,0BACKY/IAPHOTO XUPYPruyecKoro
BMeLLaTe/bCTBA.

e CnepyiiTe cTaHAAPTHLIM MeTOA4AaM YCTAHOBKM MHTPOAbracepoB, aHrMorpapuyecknx KaTeTepos
1 NPOBOAHUKOB.

e He pekomeHayeTcs MmoanMduLmMpoBaTb UM MHbIM 06pPa3oM M3MEHATb U3[enune, NOCKOJbKY ero
6e30MacHOCTb M 3PheKTUBHOCTb NOCe KAKUX-NM60 MoAU(MKaLMIA He MOATBEPXAANNUCE.

* MaHunynaumm ¢ n3gennamm TpebytoT peHTreHOCKOMMYEeCKOro KOHTPOS.

e CnefyeT y4ecTb OMACHOCTb annepruyeckux peakumin (iiaiipuMep. Ha naTekc HaTypanbHOro
KaydyKa B NnepexofHuWKe 60KOBOro OTBETB/IEHUSA WM NNaTUHY U (UK) COCTaBNAKOLWMe crniaBa B
NMPOBO/IOYHOI NeTne).

* B nNpakTU4ecKnx pyKoBOACTBaX ANA Bpayeil M ony6/MKOBAHHbIX MHCTPYKLMUAX PerynsTopHbIX
OpraHoB  peKOMeHAyeTcsA  BeCcTM  nocnegywouiee  HabnwogeHne 3a  nauveHTamm  C
UMNNaHTUPOBAHHBIMW (PUIbTPAMU B PYTUHHOM MOpAAKe. PUCKM M NpeuMyLlecTBa yAaneHus
(hunbTpa ANA KaxAoro naumeHTa LO/HKHbI OLEeHMBATLCA B Nepuog noc/efyoLlero HabnoaeHus.
[nsa 03HaKOM/IEHUs € umMTatamu, COLEepXaliuMM pPeKoMeHauuu B OTHOLUEHUW MOCNeAYHLLero
HabN4eHNA B cnyyvae YCTAHOBKM (PUNLTPOB, a TakKXKe B OTHOLIEHUW WX yAaNeHUs, CM. pasfen
«MHC-N"yKUMKM No NpUMeHeHnIo» «Jlntepatypa.

 Korga wMmepbl nNpefoOCTOPOXHOCTW, HanpaBNeHHINle Ha MNpeaoTBpalieHne  erovHoin
m|pom603M60/IMKM, NnepecTaHyT TpeboBaTbCA, HYXXHO OyAeT pacCMOTPETb BO3MOXHOCTb YAa/leHus

(unbipa. MbiTaTbCs yAanuTb (GUALTP HYXHO B TOM C/ydyae, €CAM 3TO [JOCTUXMMO W
n
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06YC/I0BNEHO K/IMHUYECKUMMU MOKa3aHUAMU. YpaaneHue QuabTpa ABASAETCA  CHO0XHbIM C
KMMHNYECKON TOYKMN 3PEHUS peLleHVeM, 3aBUCALLUM OT OCOOEHHOCTe KOHKPETHOro nalueHTa;
peweHne 06 yganeHUn GuabTpa LO/MHKHO OCHOBbLIBATHCA Ha UHAWBUAYANbHOM Npoduie pucka u
MoNMb3bl KaXAOr0 nauueHTa, K MprMepy, HYXHO COMOCTaBnATb Takme (akTopbl, Kak
Heo6X0AMMOCTb fJasibHelwen NpopUNaKTUKK NerovyHor am6oMnM Ana nauueHTa ¢ y4etoM ero
aHamHe3a ¥ (MnM) CyLWeCcTBYHOLWMWIA B TeKYLWMA MOMEHT PUCK BO3HWKHOBEHWA OCNOXHEHWA,
CBAI3aHHbIX C (UNLTPOM. Y [aneHne BCEX BPEMEHHbIX BeHa-KaBa-(hMNbTPOB CTaHOBMTCA 6Gosnee
CMOXHbLIM C TeYeHWEeM BPEMEHM; 4YacTO 3TO CBA3AHO C WMHKAMCynsuueid HOXEK WAN Kprouka
(GumnbTpa (B CNyyvae ero CMelleHns) B pesynbTaTe BpacTaHUa TkaHel. Cm. pasgen «KnuHuueckue
nccnefoBaHUNA» COOTBETCTBYIOLLEN MHCTPYKELLM HO MPMMeROHMIO BeHa-kaBa-puabrpos Glnther
Tulip uwnn Cook Celect, Bkntouvarowmii ceBegeHnss 06 ypaneHun GUALTPOB MO  AaHHbLIM
K/IMHUYECKUX UCCNefoBaHNA 1 (MNK) HayYHbIX NYBANKALWIA.

o Ana ypaneHus ¢unbTpa 00bIYHO BbiGMpaeTca MpaBas fpemMHas BeHa BBMAY 60siee NpsMOro
MapLupyra K rnosioil BeHe.

* He TaHWUTe 3a (UIbTP C yCuAMeEM, MpeBblaloWw M Tpebyemoe Ans NoAAepXaHUsA HaTsHKeHus
MeTnn. 3TO MOXET NMPUBECTN K MOBPEXAEHNIO CTEHKM MOJON BEHbI.

 He oTBOAMTE Hasaj cucTeMy nNeTaM ANA  YAWIOHUA, MOKa KOMYMK  KOaKCuanbHOro
WHTpOAblOCEpa [ANS yAaneHUs He [OCTUTHEeT sKopel (unbTpa. 3TO MOXET NpPUBECTU K
MOBPEXAEHNIO CTEHKWN MOMON BEHbI.

* MNepepn OKOHYaTE/IbHbIM 3TANOM ygelleHus y6eanTecb B TOM, YTO (OMUAbTP MOMHOCTbIO MOKPbLIT
Hapy>XHbIM WHTPOLbIOCEPOM, YTOObl NPefoTBPaTUTb MOBPEXAEHWE CTEHOK MONOK  BeHbl
AKopAMU punbTpa.

* B ony6nvMKoBaHHOW KAWHWUYECKON NMTepaType COAepPXaTcsi OMuUCaHWA afibTepPHATUBHbIX
TEXHWK yAaneHus puabTpoB (HanpT3Mep, TEXHWK, OT/IMYAKOLMNXCS OT OMUCAHHbIX B MHCTPYKL MM
Mo NPYMEHEHWIO); BbIGOP TOW WAM WMHOW TEXHUKM MPOM3BOAMTCA B 3aBUCTTMOCTM OT OMbiTa
Bpaya, aHaTOMWUW MauueHTa U NONOXKeHUs (GunbTpa. besonacHOCTb U 3PPEKTUBHOCTb TaKmX
aNbTePHATUBHbIX TEXHUK yAaneHUs He NOATBEpPXAanucb. B pasgen «JlutepaTypa» HacTosLLero
AOKYMEHTa BK/HOYeHb! BblAEepXKWU, F4e ONUCbIBAlOTCA afbTEPHATUBHbIE TEXHUKMN YJaneHus; aTta
nHopMaLmsa NPMBOAMTCSA B KAYeCTBE errpaBoYHOIA.

* /3BeCTHbI cnyyan nepekoca uabTpa, NMPOHWKHOBEHMS U (MM) NPOBGOAEHUS CTEHKWM MONON
BeHbl, pa3navbEBaHVA (PU/IbTPa, a TaKkKe CMELLeHWUA (uibTpa Wi ero (PParMeHToB U (wew)
3AM60IMN UMK, DTW C/lydanm MOrYyT Kak COMPOBOXAATbCH, TaK M He COMPOBOXAATbCA TEMU WM
NHbIMW CUMEETOMaMM 1 BO3HMKATbL B pesysibrate MOnbIrkW yaaaFens U (njen) 3aTPYAHUTL WK
BocupeEEATCTBOBaTL YaaneHMEQ. 3T ciydan MOryT MOBAMATL ud peEnelEe Bpaya npeampLUEATL
MOMbITKY U3BMIeYeHns QUbTPa 1 (MIKN) Ha UCXOA MOMbITKN YAaeHNs (IUnbTpa.

NMOTEHUWMANbHBIE HEXXENNATE/IbHbIE ABJTIEHUNA
MoTeHuManbHble HexenaTesbHble ABMEHWA MOTYT BO3HWKHYTb B XOf€ MOMbITKN YyAaneHus
(unbTpa U (MAK) B CBA3M C MOMbITKOM ypaneHus ¢unbtpa. MNMoTeHUnanbHble HeXenaTe/bHble
ABNEHUSA, KOTOPble MOTYT NPOU30MTU, BK/IKOHAIOT, HO HE OFPaHMYMNBAKOTCA CNeLyoLWwnUMN:

« APEETMUS

» bonb (BKNoYas 6011 s CNMHE N OPIOLWIHON nonocree)

* BosgyEEEVias sm6onus

* [emaToma
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* KpoBoTeueHune

* JlerouHaa am60nus

* OKK/03UA/TpoM603 cocyaa

* OCNOXHEHNA, CBA3AHHbIE C MECTOM [OCTyna

* OTek

* [oBpexaeHne 6n3nexawnx cTpykTyp

* [oBpeXxeHne KPOBEHOCHOTO cocya (BK/OYas nonyt, ApEMHYIO U 6e3bIMAHHYIO BeHbI)
* [MoBpexaeHue cepaua

* [1oTepsa Kposu

» CTEHO03 NONoW BeHbI

» TamnoHaga cepaua

* OM60NUS YCTPOCTBOM MAn hparMeHTamMmun unbTpa

KITMHNYECKWME NCCJIEAOBAHUNA

Cwm. pasfen «KnuHU4Yeckne nccnefoBaHUs» MHCTPYKLUM MO NPUMEHEHUID BeHa-KaBa-(UIbTPOB
Glnther Tulip unn Cook Celect, Bkntovatownin ceegeHnss 06 yganeHum ¢GunbTpoB; B pasgene
TakXe onucaHbl KIVMHUYeCKne UCX0Abl MPUMEHeHUs BeHa-kaBa-(unbTpa Gunther Tulip n BeHa-
KaBa-unbTpoB Cook Celect.

NMHCTPYKUWMA no MPUMEHEHWNIO

W3penve npegHasHayeHo A71s1 MCMOMb30BaHUSI BpavamMu, MPOLLEAWIMUN  CrieuuasibHYo
NOArOTOBKY W VMEKLWMMA ONbIT B 06/1aCTU  AMArHOCTUKU U 3HAOBACKY/NSAPHOIOo
XMPYPruyeckoro BMelLaTeNnbCTBa. CneayiTe cTaHAapTHbIM — MeTOfaM  YCTAHOBKM
MHTPOAbLIOCEPOB, aHrMorpainMyecknx KaTeTepoB W MPOBOAHMKOB. [pu HEOGXOAMMOCTYU
NMPUMEHAINTe MECTHYIO aHecTe3uto, ceflauuio U 06e360/1MBaHMe B COOTBETCTBUN C HOPMamMK
neye6HOro yupeageHus.

MoaroToBKa K paboTe

1. MpomoiiTe npeABapuTeNbHbIA paclIUpUTeNb, CUCTEMY KOaKCManbHO10 Twdoablocepa Ans
yAaneHus n cMcTemMy NeTnv Ans yganeHus.

2. Ybepfurecb B TOM, 4YTO NeTna AN yAaneHUs B CMCTeMe MNeTAu ANA yAaNeHus MoJwocrbio
packpbiTa, 1 3aTAHUTE NPYrKoBbil 3aXXKUM. (PUCyHOK 2)

3. 3axBaTtuTe Y-00pa3Hblli HAKOHEYHUK N OTBEAWUTE Hasaj MIacTMacCOBbIA MPYTKOBbIA 3aXUM,
yTobbl Y6paTb NETN0 AN yAaneHWUs B KaTeTep. 3aTAHUTE BUHT Ha Y-00pasvoM HaKOHEYHUKE,
4yTOoObI 3aPUKCMpPOBaTh MNETAO AN YATLIEHNS BHYTpKU Katetepa. (PucyHok 3)

YpaaneHve gpuibTpa

4. MonyunTe JOCTYN K BbIOPAHHOW SpeMHOI BeHe, UCNOb3ysa MeTof CenbAuHrepa.

5. Pa3MecTuTe B HWXXHeli Mool BeHe BCNOMOraTe/ibHblii NpoBogHuK 0,035 atoiimMa.

6. lMpu Heo6X04MMOCTM pacliMpbTe MeCcTO N3WKAUM Npyu  NOMOLM NpefBapuUTebHOMO
pacwuputens 12 Fr, NpoBeAeHHOro no NpoBOAHUKY.

7. Vi3BneknTe npenBapuTe/bHbI paclunpuTenb U NPOBeAWTE Brepes KaTeTep 418 MPOMbIBaHUSA
(iie BKNOYEH B KOMMEKT).

8. Vi3BneknTe NpoBOAHMK.
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9. BbINO/MIHWUTE AMArHOCTUYECKYHO BU3yanu3auuto, 4Tobbl ONpefenurb MonoXeHue (ubTpa, W

NnpoBepbTe Hanuune Tpomba.

10. TMMocne nNoOATBEPXAEHUS MNnaHa ypjaneHUs (uabTpa C MNOMOLWLbK  AMarHOCTUYECKOW

BU3yanun3auumn BBeAWUTE NPOBOAHUK.

11. 3ameHuTe KaTeTep AN NPOMbIBAaHUSA CUCTEMOIN KOaKCManbHOro WHTpoAbtocepa Ans

yaneHus v nposefuTe ee Brepes no MpPoBOAHUKY [0 TOYKW, pacnosfararLeinca npuMepHo Ha

3-5 cm BblWe KptoKa uabTpa.

12. N3BneknuTe WHTPOAbOCEP-pacIMpUTeNls U NPOBOAHUK W3 KOAKCMaIbHOro WHTPOAblocepa

ansa  ypaneHus. [lpoBepbTe MOJMOXKEHME KOAKCMANbHOrTO WHTPOAblOCepa A4 yAaneHus C

MOMOLLbIO LMArHOCTUYECKON BM3yanu3aumu. Mpu MHBEKUMM KOH(ACTHOrO BellecTBa K Xaby

BHY-TPEHHEr0 UHTPOAbIOCEpPa CneayeT Npucoean T hexkamanbHblii Kpan. (PUCYHOK 4)

13. BBeanTe cuctemy neTnv ansa yaaneHus yepes KoakCuanbHbli MATPOAbIOCEP ANA yAaneHus,

a 3aTeM NPOLBUHbTE Brepes Y NPUCOeANHNTE HAKOHEYHUK BOKOBOro OTBETB/IEHUSA CUCTEMBI

neTnn K UH'rpofblocepy. 3aTAHUTE NEPEXOJHUK HaKOHEYHNKA BOKOBOrO OTBETBNEHUA BOKPYT

KaTeTepa, 4Tobbl NpeaoTBpaTUTL KpoBonoTepto. (PUcyHOK 5)

14. OcnabbTe BWMHT Y-00pa3HOro HaKOHeYHWKa. YjaepxuBas Y-06pasHblii  HaKOHEYHUK,

npofBurainitTe NPyTKOBbIVA 3aXWM Bnepes, noka [(eTna And yaaneHus MosHOCTbI0 He packpoeTcs

B NONOI BEHE W HE OKPYXUT unnbTp. (PUCYHOK 6)

15. OTBeauTe NETNO ANA yAaneHns Hasaf [0 3auenneHns ¢ Kpokom ¢unbtpa. (PUCYHOK 7)

MPEAOCTEPEXEHWE. He TAaHWUTe 3a (MNbTp C yCUAMEM, MpeBblLalOWMM Tpebyemoe ans

noAAepXaHus HaTHXeHWUa NeTAu ANA yAaneHus. OTO MOXET MPUBECTU K MOBPEXAEHUIO CTEHKU

MOS0 BeHbI.

16. Y pepxuBas neTno Ans yaaneHUs Ha MecTe C MOMOLbI MP>TKOBOro 3aXuMma, NpoABUHbTE

Y-06pa3Hblil HaKOHEYHUK C KaTeTepom Brieped, y6eAMBLIMCb B TOM, YTO KPKOK (hunbTpa He

BbIXOAUT W3 3auenneHus c netnen gna ypaneHus. 3aukcupyite Y-06pasHblii HaKOHEUYHWK,

4yTO6bI 3aKPENUTL NET/IIO Ha KProKe dunbTpa. (PUcyHOK 8)

MPNMEYAHWE. benu netna pand ypaneHus neopMupyeTcs nNpu MNoOnbiTKe YyAaneHus

(hmunbTpa, €e MOXHO YyAanuTb, 4TOBbl OCTOPOXHO BOCCTAHOBUTHL ee opmy. [locne

BOCCTaHOBNEHNA (OpMb[ NeTnn fna yAaNeHWs O04YMuCTUTe ee U MNPOAO/DKUTE npouesypy C

nenctens 13.

17. Ypepxusaa neTnio Ana yjaneHns n Y-obpasublii MaKOMEUYMUK HEMOLBUXHO, MPOABUHbTE

Bnepes HaKOHEYHUK GOKOBOr0 OTBETB/IEHWSA, YTOObI (YMUALTP CNOXWUICA BHYTpU KOakKCcUanbHOro

WHTpOAbIOCEPA ANA YAaNneHUs W ero AKOPS BbIWAW M3 3auenneHns CO CTEHKOM MNONOM BeHbI.

(PncyHoK 9)

MPEOOCTEPEXEHWE. Ha aTom 3Tane He cfiegyeT OTBOAUTL CUCTeMY MeTAu ANA yaaneHus

Haszaf. 3TO MOXET NPUBECTN K MOBPEXAEHUID CTEHKMN MOS0 BEHbI.

18. Korpa KoOHUYMK Koakcu™wbuoro iiHTjioAbrocepa ana yganeHus 6ygeT Haxo4uMTbCAa Ha YpOBHE

AKopein QunbTpa, ocnabbTe xab Ha Hapy>XHOM WHTPOAbIOCEPE W MNPOABUHLTE HAapPYXXHbIN

NHTPOAbIOCEP Brepes Tak, YToObl OH MOMHOCTLIO NOKpbIBaN GTwbTp. (Puc. 10)

NMPEAYMPEXAEHWE. Tonbko OTHOCUTENbHO BeHa-kaBa-unbTpa Gulnther Tulip: Hc

HajBuraWTe BHYTPEHHUI UHTPOAbIOCEP Ha AKOPA (MIbTPa: 3TO MOXET MPUBECTU K OTAENEHUIO

4acTuL, UHTPOAblOCEpA.

MPEAOCTEPEXEHWE. Y6egutecb B TOM, 4TO (QWUIbTP MOMHOCTHIO MOKPbIT HApPYXHbIM

WHTPOLbIOCEPOM, YTOObI NPeAOTBPaTUTL NOBPEXAEHME CTEHKMN MOJOW Bernn AKOpAamMu uabTpa.
14
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19. YpcuwTe cuctemy neTnum ANA yAaNleHUS U KOaKCuanbHbIA MHTPOAbIOCEP 415 yAaneHus B
cbope.

20. BbINONHUTE AMArHOCTUYECKYIO BMU3yanm3auuto, Y4TobObl OLEHUTb BO3MOXHbIE MOBPEXAEHUA
HVDKHEN NOMoN BeHbl B pe3ynbTaTe yaaneHns guabTpa.

NMPUMEYAHWE. Ana yaaneHus BCero ycTpoWcTBa B COOpe H YCTaHOBNEHWS remocTasa C
LleNblo NpefoTBpaLLeHNsA KPOBOTEYEHUS B MECTe COCYAMCTOro A0CTyna ciefyinTe cTaHAapTHOMY
MPOTOKONY NeYyeHns 60/bHNLLbI.

POPMA INMOCTABKW

MocTaBnseTcqd CTepWIN30BaHHON ra3006pa3HbIM 3TUMEHOKCUAOM B JIETKO BCKPbIBAeMOWA
ynakoBKe. [N OAHOPa30BOro MCMNONb30BaHWA. CTepusibHblI, €CAN YNaKOBKa He BCKpPbITa M He
HapyweHa. He ucnonb3yite n3genue, ecnnm eCTb COMHEHWUA OTHOCUMTENIbHO ero CTepusibHOCTH.
XpaHuTb B TEMHOM, CyXOM, MpoxnagHoM MecTe. He pgonyckatb AUTENbHOIO BO34ENCTBUA
ceeta. [locne u3BneyYeHWs M3 YNakoOBKM OCMOTpUTe wu3genne u ybeguTecb B OTCYTCTBUU
MOBPEXAEHNIA.

JIMTEPATYPA

HacTtoAawas MHCTPYKLMSA NO NPUMEHEHMIO OCHOBaHa Ha OnbITe Bpayein u (1nm) ony61MKoBaHHOM
UMK nnuTepaty|™e, MHCTPYKUUAX MO NPUMEHEHMIO (PUNBTPOB HUXITEA Nonoi BeHbl, ISO 25539-3
W perynatopHbixX T|)e60oBaHMSAX B OTHOLIEHWM 6€30MacHOCTU, Kacarlmxcs (UNbTPOB HUKHEN
NoMoin BeHbl. 3a MHGpOpMauMein OTHOCUTENbHO WMeloLWelca nnTepaTypbl obpallaiTech K
MEeCTHOMY TOProBoMy npezcTaBuTento KomnaHun Cook.

PekoMeHfauw! B  OTHOWeEHWW  nocnegytowero  HabnwaeHMs  3a  NauueHTamm  C
UMNAAHTUPOBAHHBIMK (DUIbTPAMU U U3BJIEYEHUSA TaKUX (DUNbTPOB:

e Caplin et al.; Society of Interventional Radiology Standards of Practice Committee. Quality
improvement guidelines for the performance of inferior vena cava filter placement for the
prevention of pulmonary embolism. J Vase Tnterv Radiol 2011: 22:1499-1506.

e |SO 25539-3:2011 “Cardiovascular implants - Endovascular devices - Part 3. Vena cava
niters”.

* Removing Retrievable Inferior Vena Cava Filters: FDA Safety Communication; n3gaHo 6 mas
2014 r.

 Retrievable inferior vena cava (IVC) filters..serious complications associated with attempted

IVC filter retrieval. MHRA Medical Device Alert; nsgaHo 2 mast 2013 .

YpaneHve gpunbTpa ABNSETCA CNOXKHbIM C KAUMHUYECKON TOYKWM 3PEHUS pPeLleHUEM, 3aBUCALLUM
OT O0COGEeHHOCTeidi KOHKPETHOro MauueHTa; peweHne 06 yganeHun @uabTpa [OMKHO
OCHOBbIBATLCA HA UHAMBMAYANIbHOM MPOgUIE PUCKA U MOMb3bl KAXAOr0 MauueHTa, K npumepy,
HY>XHO COMOCTaBNSATb TakWe (HaKTopbl, Kak HEOOXOAMMOCTb ALWrbUCALWEA NPOQUNaKTUKN
NeroyHo Tpom60.3M60NUM ANS MauueHTa ¢ YY4eTOM ero aHamHesa W (MAKM) CyLLecTBYHOLWMUIA B
TEeKYLW WA MOMEHT PUCK BO3HUKHOBEHMWSA OCMIOXHEHWIA, CBA3AHHbLIX C PUIBTPOM. Y aneHne BCex
BPEMEHHbIX BeHa-KaBa-(h1IbTPOB CTAaHOBUTCS 60/ie€ CNOXHbLIM C TeYeHUEeM BPEMEHU; 4acTo 3TO
CBA3aHO C MHKaNCynauuer HOXeK Uan Kprouka unbTpa (B cnyyae ero CMeLleHns) B pesynbTaTe
BpacTaHua TKaHeil. lMpeacTaBneHHas HwKe JluTepaTypa COLEPXKMUT OnucaHue anbTepHaTUBHbIX
MeTOAMK yaaneHns punbdos. be3onacHoCTb U 3PHEKTUBHOCTb TaKMX anbTEPHATUBHbLIX TEXHUK
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yOaneHus He NOATBepXAanucb. Bbibop TOW NAM WMHOW MeTOAWKW 3aBUCWUM OT OMbiTa Bpaya,
aHaToOMMK nayyeHTa 1 pacrnonoXeHus MUabTpa.

e Al-Hakim et al. The hangman technique: a modified loop snare technique for the retrieval of
inferior vena cava illters with embedded hooks. J Vase Interv Radiol. 2015; 26( 1); 107-10.

e Cho et al. Failed inferior vena cava filter retrieval by conventional method: Analysis of its
causes and retrieval of it by modified double-loop technique. Phlebology. 2015; 30(8):549-56.
 Foley et al. A “fall-back” technique for difficult inferior vena cava filter retrieval. J Vase Surg.
2012;56(6):1629-33.

« Kuo et al. Excimer laser-assisted removal of embedded inferior vena cava filters: a single-
center

prospective study. Circ Cardiovasc Interv. 2013; 6(5):560-6.

» Stavropoulos et al. Retrieval of Tip-embedded Inferior Vena Cava Filters by Using the
Endobronchial Forceps Technique: Experience at a Single Institution. Radiology. 2015;
275(3):900-7.

YIJTOBOE METE/ILHO - MPOBOAHOE YCTPOWCTBO A4
N3BJIEHEHUA

Fig. 1

MPEAYMPEXAEHUME: defepanbHblil 3akoH CLUA orpaHnumBaeT Mpojaxky AaHHOro
YCTPOMCTBA MO MOPYYEHWO WM 3aKa3y Bpaya (UM JIULEH3MPOBAHHOIO [LO/MHKHbIM
06pa3oM NPaKTUKYIOLLEro Meanka).

OINMMCAHWE N3OETNA

YrnoBoe neTenbHO-NPOBOAHOE YCTPOWCTBO Ans m3BnedveHns (A\YEK) coctonT u3 katetepa u
NPOBOAHOM MNeTnM B MNNATUHOBOW OMNETKE CO CTEePXXHEM W pydykoi. Metns, 10 n 25 mMm B
JnameTpe, chopMmupoBaHa TaK, 4T0Obl 06pa3oBbIBaTh NETAHO nof yrnom B 90° K KaTeTepy npwu
BbIABVXEHUW U3 Hero. [lBa OAHOCTOPOHHMX afanTtepa Tuohy-Borst BkatovaroTcs. Mpo3payHblii
ajantep npefHasHauyeH AN MePeKpbiTUA NOTOKa BOKPYF CTEPXXHS NPOBOSIOYHOW METAU U ANS
NMPOMbIBKN MeXAy CTEPXXHEM U KaTeTepoM. BTopoil aganTep npefHasHayeH Aa1s MCNONb30BaHUS,
HanpuMep, MeXay O06LINBKON UM NPOBOAHLIM KaTeTEPOM U M3B/EKAIOLLMM KaTeTEPOM.
Ob6palyaiiTecb K NPOM3BOAMTENO ANS faNbHelLlw e nHhopMalmm.

HA3SHAUEHUVE
[aHHbIA NPOAYKT 6bl N3rOTOBMEH ANSA 3axBaTa W 0TBOAA BHYTPUCOCYAUCTbIX MHOPOAHbLIX TEN B
nepugepunitHyto obnacTb cocypa.
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MPOTMBOINOKA3AHNA
TakoBble He N3BECTHbI.

MNPELYTIPEXXAEHNA
e [laHHbIA NPOAYKT COAEPXWUT HaTypaibHblli KayyyKOBbI/i NaTekc, 4TO MOXEeT BbI3BaTb
annepruyeckyo peakumio. J1aTeKCHbIi KOMMOHEHT COAEPXKUTCS B OHOCTOPOHHEM afanTepe.

MEPBI NMPEAOCTOPOXXHOCTU

e JlaHHbli  NpPOAYKT  npefgHasHayeH AN UCMONb30BaHMS  OMbITHBIMKW  Bpavamu,
MOArOTOBMEHHbIMMW K IMAarHOCTUKE U METOJaM BMELLIATeNbCTBA.

e JI0/MXHbl 6biTb MPUMEHEHbI CTaHAAPTHbIE MeTOAbl MO pa3MeLleHNto O6LIMBKM AocTyna K
cocyaM, aHrmorpauyecknx KaTeTepoB U NPOBOAHMKOBbLIX MPOBOOB.

» [lonxHa 6bITb yuTeHa BO3MOXHAs annepruyeckas peakuus.

e Pa6oTa aHHOro NpoAyKTa TpebyeT peHTreHorpadMyeckoro KOHTPONS.

e B cnyuae, ecnv u3Bnekawolwas netns TepseT CBOWO (GopMy B Xofe NpPoueAypbl, OHa MOXeT
6bITb CHATA M aKKYpPaTHO M3MeHeHa.

MOArOTOBKA NMPOAYKTA

[ep>XnTte ofHOCTOPOHHMIA aganTep Tuohy- Borst n TAHUTE pyuKy NPOBOMIOYHOrO peTpuBepa Ans
N3BNeYeHNA Haszaj Tak, YToObl MOKPLITL METNH0 BHYTPU KaTeTepa. 3aTeM 3aTAHUTE BUHT
aganTepa Tak, UTobbl NeTns octaBanacb BHyTpU, (puc. 1).

I-AWLR-1105-117-03

NHCTPYKUWWM MO MPUMEHEHUIO

1. BBeamTe NeTN0 U3BMEKAOLWEro arperaTa B )XeNaeMyt nosnuuio.

2. OcnabbTe BWUHT aganTepa TaK, 4TOObl NPOABMXEHWE MeTNM CTano BO3MOXHbIM, AepXuTe
aganTep nNpsiMo M TONKHMTE pyudKy Bneped. MpoaBuraiiTe e Bnepea A0 Tex Nop, Noka neTns
MONMHOCTbK He PaCKPOETCS CHapYXW KaTeTepa.

3. OKpYyXWUTe MHOPOAHOE Teno neTnei, MArKO TONKHUTE PY4Ky, 4YTOObl CXBaTUTb MHOPOAHOE
Teno neTnen.

4. [ep>xnTe nNpoBoj NeTAM POBHO C PYYKOW W MNPOABUHbTE KaTeTep Bneped, TOnKas
OLHOCTOPOHHUI aganTep. Korga nHopogHoe Teno 6yAeT B HY)XHOM MecTe, TBEPAO 3aKpyTuTe
BMHT OAHOCTOPOHHErO ajanTepa, YToObl 3aKPennuThb ero.

5. OToABMHbLTE METNH0 M3BMEKAIOLWLEr0 arperata ¢ MHOPOAHbIM T€/IOM B NEPUGEPUItHYIO 061acTb
N ypanuTe ee.

CMNMOCOBb NOCTABKW

MocTaBnseTcs CTepPUN30BaHHbIM ra3oM 3TU/IEHOBOI OKUCU B YMAKOBKE C OTKPbITbIM KOXYXOM.
MpegHa3HaYeHo AN Pa3oBOro WCMO/b30BaHUA. FBNSETCA CTEPU/bHBIM, €C/IM YNAaKOBKa 3aKpbiTa
W He noBpex/jeHa. He Ucnonb3yiiTe NpoAyKT B CyYae, ec/iM CYLIeCTBYHOT COMHEHMS MO MOBOAY
ero CTEePWNbHOCTU. XPaHUTb B TEMHOM, CYyXOM, NPOX/JagHOM MecTe. M36eraTtb 4pe3mMepHOro
nojBepraHns CONHeYHOMY CBeTy. [pu M3BMEYEHUMN W3 YMAKOBKM, OCMOTPUTE MPOAYKT, UTO6LI
y6eauTbCs, 4TO HE MPOU3OLLIO MOMOMKN.
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OT3bl Bbl

[laHHas MHCTPYKLMS MO MCMNOMb30BAHMIO OCHOBAHA Ha OMbITe Bpayel W (Mnn) ony6ANKOBaHHO
umu nutepaType. O6paTUTECh K TOProBbiM npeacTaButensm Cook B Balleid MeCTHOCTM Ans
nony4YeHns MHMopMaLum o LOCTYNHOI NuTepaTtype.

MeTna nronbHoro ywka Cook Vascular Incorporated

MPEAYTPEXXAEHWE: ®depepanbHblini 3akoH CLUA orpaHuumBaeT MpogaxKy [AaHHOro
YCTPOCTBa MO MOPYYeHUO WM 3akasly Bpada (WM NULEH3VPOBAHHOIO AO/HKHbIM
06pa3oM NPaKTUKYIOLLIEro MeanKa).

OMUNCAHVE YCTPOWUCTBA

MeTns MronbHOro yliKa BKIKOYaeT B ce6a CTafbHOW/ M3 cnjaBa HUKENA M TUTaHa NPOBOLHOWA
M3BNEKAKLWMIA MEXaHW3M, BMOHTMPOBAHHbLIA B KOPMYC [ABYX BbIABMXHbIX Te(NOHOBbIX
06WwnBOK, 3awmnTHOl 8 ®p (1 Pp= 0.33 mMm) 06WMBKM K 12 ®p nepeaBMNXHON POBHOW
6efpeHHON O6LIMBKKM, KOTOpas MOXET BblABMraTbCA Breped, 4TOObl 3aKpbliBaTb WM3BNEKAOLLMNIA
MeXaHu3M. 3BneKarLwmnii MexaHn3m COCTOUT U3 NeTNN «YyLIKa UFMbl» U «Wunia ana npogeBaHuns
HUTU». [eTna ucnonb3yeTcs 4vepe3 TedIOHOBbLIA MHTpoAbtocep 16 ®p 060104KKM, KOTOpas
COeflMHAET KnarnaH remMocrtasa C ero BHYTPEHHWM KOHLOM, W WMMEET MPAMOW WU U3OTHYTbIN
AUCTaNbHbIA CerMeHT. [ ONONIHUTENbHbIE KOMMOHEHTbl YCTPOMCTBa BBOAA (Mrna, NMPOBOLHUK
npoBofAa, paclumMpuTeNb) UCNONb3YIOTCA AN1A BXOAA B COCYA.

12 ®p n30rHyTas BHYTpPeHHAA 6eApeHHas 060/104Ka LOCTYMNHA B Ka4ecTBe 3aMeHbl 12 dp
NPAMOI BHYTPEHHEN 06LWKNBKKU. 16 Pp n3orHytas 0607104Ka YCTPOINCTBA BBOAA TaKXe A0CTYMHa

pasfensHo.

Howmep B Karanore MpoaykT

LR-NES001, LR-NES002 Y cTpoicTBa n3BneKatoLeid NeTM UroIbHOTO yLlKa

LR-NES541 Y CTpOWCTBO M3BNEKAKOLLEN METNIN UTONBHOTO YwKa-54 cm

LR-SSNO001, LR-SSNO002 MeTns UTONbHOTO YLIKa U NpsMas BHYTPEHHAA 6eapeHHas
obonoyka

LR-CRVFEMO001 N30orHytas BHyTpeHHAs beApeHHas 060104Ka

LR-CSS16 YCTPONCTBO M30MHYTON O6LIMBKN MHTPOAYKTOpa- 6efpeHHoe

MNOKA3AHUNA

YCTpOWCTBO WM3B/EKAOLWEN METAM UTONbHOTO ywka ,12 ®p npamMas u M30rHyTas BHYTPEHHSAS
6efpeHHble 06WMBKK, 16 dp M30rHyToe OefpeHHOe YCTPOMCTBO OOLWMBKM WHTpOAbtOCEPA
npefgHasHayeHbl [ANS  MCMNONb30BaHWA Cpefu MauMeHTOB, HYXAAKOWMXCA B  UYPECKOXHOM
M3BNEYEHUN MOCTOSAHHbLIX KaTeTepoB, CepAeyHbIX MPOBOAHWMKOB, (hparMeHTOB TPyObl KaTeTepa
WM NPOBOAHMKOB NMPOBOAA M APYTUX UHOPOAHbIX Tel.

MPOTUBOIMNMOKA3AHINA
TakoBble HENM3BECTHHbI.
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MPEAYTMPEXAEHUA

B3BecbTe COOTHOLUEHME pUCKa W NOMb3bl MPOUEAYpbl yAaneHUs katetepa/ NpPOBOAHUKA B
cnyyvasx, Korga npegMmet, nognexawmnin yaaneHuo onacHor (opMbl UM KOHDUrypauumn, uam
Beretaumsa npucoefMHeHa MpAMO K Teny KaTeTepa/MpoBOAHMKA, T.K. B MOLOGHbLIX cry4yasx
BbICOKa BepoOATHOCTb pacnafja KaTeTepa/npoBOAHMKA, 4YTO MNPUBOAUT K (hparMeHTapHOM
am6o0mn.

Mpnbop yaaneHns katetepa/ NPpoBOAHMKA LO/MKEH ObiTb UCNO/Ib30BAH TOMLKO B YYPEXAEHUSX C
BO3MOXHOCTAMW TPYAHOM XUPYPrun. YCTPOWCTBO YyAaneHWUs KateTepa/MpoBOAHMKA LOMKHO
OblTb MCMNO/I30BAHO TOJNILKO Bpayamy, 3HalOLWMUMKM METOAbl YAaneHus u npuoéopbl yaaneHus
KaTeTepa/ NpoBOAHMKA.

MEPbI NMPEAOCTOPOXHOCTW

Mepea npoueaypol OueHUTe pa3Mep KaTeTepa/npoBOAHMKA B COOTHOLUEHMM C PasMepoM
yctpoiictea  M3BJIEYUEHWA  MPOBOAHWKA,  4to6bl  onpegennTb  BO3MOXHOCTU
coBMeCcTUMOCTU. Ecnum npu BbIGOPOYHOM yjAaneHUM KaTeTepa/MpOBOAHMKA CYyLLeCTBYeT
HamepeHVe OCTaBUTb OAWH WAM  60nee  340POBbIX  WMMMNAHTUPOBAHHBLIX  MOCTOAHHbIX
KaTeTepOB/MPOBOAHMKOB, OCTaBfiseMble KaTeTepbT/MPOBOAHUKNA [O/MKHbI ObiTb B MOCNELCTBUM
MpoBepeHbl, YTOObLI Y6eanTbLCA, YTO OHU He ObiNM NOBPEXAEHbl WKW BbiIMELLEeHbl B mpoLecce
npouesypbl U3BMEYEHNS.

KomneTeHTHOCTb B MeTode CenguHxepa spnseTca Heobxogumoi.  Mpouenypy cnegyet
NPOBOANUTb C OCTOPOXXHOCTbIO, YTOObI He 3aZeTb apTEPUI0 M BOWTW B BEHY aKKypaTHO W Noj He
rny6oKum yrnom. He npuMeHAnTe Ype3mMepHyH CUY, YTOObI 3aXBaTUTb M MOTAHYTb GO/bLUYHO
MOpLUI0 CABOEHHbIX NPOBOAHWUKOB /KaTeTepoB B 12 ®p mam 16 dp 06LWMBKY, T.K. OHU MOryT
3aK/IMHUTb, NPENATCTBYA Aa/bHEWLWEMY ABUXEHUIO O6LLUMBKN WX NETAN.

Mo npuuMHe pucKa OC/IOXHEHWI, Bpayun, OMbITHble B AaHHOW Mpouefype, COBETYHOT
cnefyroLne Mepbl NPesoCcTOPOXKHOCTU:

lMoaroToBKa.

Monyunte  NOAPOGHYK  UCTOpUO  60NE3HWM  nauueHTa, BKAKYas  FPynny  KpPOBW.
CO0O0TBETCTBYHOLME KOMMOHEHTbI KPOBWM AO/MKHbI OblTb B CKOPOM A0CTyne. BbIiCHUTE (haKTbl
MPoOu3BOACTBA MW3[eNns, HOMep MoOAenn W AaTy MMNAaHTauuMyM KaTeTepa/MpoBOAHMKa,
noanexawlero ypaneHuo. pousBefuTe PEHTreHOrpauUUeckyro M 3IXOKapAnorpapuyeckyto
OLEHKY COCTOAHMA KaTeTepa/ NPOBOAHMKA, €ro BUAa M COCTOAHMA. cnonb3yiiTe npoueaypHblii
KabuHeT, B KOTOPOM €eCTb pPEeHTreHockonus, o060pyJoBaHWe AN KapAUOCTUMYNALMK,
aethmbpunnaTop, NOTOK AN TOPAKOTOMMMK M NaTOK ANS NYHKUUWM Nepukapga. dXokapanorpadus
M KapAnOXUPYprus AOMKHbI ObiTb B CKOpOM pgocTyne. [MoarotoBbTe M 0610XUTe rpyab
nauneHTa XMpypruyeckor NpocTbiHei 419 BO3MOXHOW TOPaKOTOMWUW, NOATOTOBbLTE U 00N0XKMUTE
NaxoByk 06MacTb NaUMeHTa XWPYPruYecKolW NPOCTbiHEH Ana  6eApeHHOro  AocTyna.
YCTaHOBUTE KapAUCTUMYNSILMOHHYK MNOAAEPXKKY HYXXHbIM 06pa3oM. VimMeiiTe B Hanuuum
OOLWMPHbIA HAabop 06LIMBOK, 3aKPbIBAKOLWNXCA CTUNETOB, CTUNETHI AN1F OTBMHYMBAHUSA aKTUBHOM
(hMKCUPOBAHHOW NPOBOAKK, NeTNn U 06opyLoBaHMe [oCTyna.

Mpouepypa.

Vicnonb3yiite peHTreHorpamyeckKnin MOHUTOPUHI B TEYEHUN Bceld paboTbl C 0OLUMBKOWA,
KaTeTepoM/NMpPoBOAKON UNW NeTNel. Begute HabnogeHve 3a QK v apTepraibHbIM KPOBSHbLIM

[aBNEHNEM MOCTOSIHHO B TEYEHUU NPOLEAYPbl U BbI3AopoBneHUs. Mepes yaaneHnem Katetepa/
19
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NPOBOAHMKA, KOTOPbI UMeeT BHYTPUCOCYAUCTYHO NOPLMIO, HEO6XOAMMO TLLaTeNIbHO NPOBEPUTH
BHYTPUCOCYAMCTbIN TpaKT KaTeTepa/npoBOAHUKA ANA TOro, 4tobbl y6eauTbCA, UTO BCe pyKaBa
WBa, LWBbI M MaTepuanbl MNepeBsisKM OblNn  yaaneHsl. [pu NPOABMKEHMM O6LUMBKU Haj,
KaTeTepom/npoBOAKON  MoOAfepXuBanTe  [OCTaTOMHOe  Hanps)keHue na  KateTepe/
NpPoBOAHMKE (NpVM NOMOLLM MNETAN KOP3MHbl MAN MNEeTAN WUFONbHOMO YLIKa) ANS TOro, 4To6bl
HanpaBnsATb O6GWKMBKY W NPefOTBPaTUTb MNOBPEXAEHMWEe CTEHOK cocyfoB. B cnydvae, ecnu
ypesMepHas TKaHb LIPaMOB WAM KanbCUPUKaLMa MNPensaTcTBYeT MNPOABMKEHNIO OOLLINBKY,
paccMOTpUTe anbTepHaTMBHbIA NoaxoAd. Vcnonb3oBaHWe 4pe3MepHO CuUbl BHYTPM cocyfga
MOXET NPMBECTU K MOBPEXAEHWUIO COCYAMCTOW CUCTEMbI, 4YTO MNOTPebYyeT XMPYpPruvyeckoro
BMelLaTenbCTBa. B cnyuvae, ecnv katetep/ NpOBOAHMK /IOMaeTCs, OLEHUTe PparMeHT; nocne ero
onpeaeneHns yganuTe. Ecnm pasBuMBaeTCA FMMNOTEH3WSA, CPOYHO MPOM3BEANTE OLEHKY; NeynTe
COOTBETCTBYHOLWMM 06pa3oM. o npuymHe ObICTPOro pasBUTUA TEXHONOTUW W3rOTOBAEHUSA
KaTeTepoB/MPOBOAHUKOB, YCTPONCTBO MOXET ObiTb He NOAXOAAWMM ANA yAaneHUs BCEX BULOB
KaTeTepoB/NpPOBOAHUKOB. B cnyyae, ecnuM  BO3HMKAKOT  BOMPOCbl  MAM  6ecnokoicTea
OTHOCMTENbHO COBMECTMMOCTH AAaHHOTO yCcTpoiicTBa c onpeAeneHHbIMM
KaTeTepamMu/NpoBOAHMKAMMN, CBSXKUTECH C MPOU3BOANTENEM KaTeTepa/MpPoOBOAHMKA.

NMOBOYHbLIE SPPEKTDI

MoTeHunanbHble MO6GOYHbIE 3PMEKTbI, OTHOCAWMECS K Mnpouesype BHYTPUCOCYAUCTOrO
N3B/IEYEHNA KaTeTepoB/MPOBOAHMKOB, BK/OYaAlOT B Ceba (CNUCOK coCTaBfieH B MOpAAKe
YBE/IMYEHNSA CEPbE3HOCTN NOTEHLMANbHbBIX OCMIOXHEHWIA):

CwmeLllLeHne niv noBpeXxaeHne KatetTepa/nMpoBoAHMKA, He MOA/eXallero 13BaeyeHno

ematoma B obnacTtu rpyau

Tpom603

Aputmung

OcTpas 6akTepremus

OcTpas rmnoTeHsus

MHeBMOTOpaKc

WNHcynbT

MepemelleHne (hparMeHTa Tesa Katetepa

JleroyHas am60/114

Pa3pbiB COCYAUCTON CTPYKTYpPbl MUOKapaa

"femonepukaps

CeppaeyHas TaMmnoHaga

OcrTaHOBKa cepaua

emoTopakc

CwmepTsb.

NMHCTPYKUWMI MO NMPUMEHEHWMIO.

PeKoMeHAO0BaHHbIE MHCTPYKLUMM NO MPUMEHEHNIO NETAN UFOMIbHOTO YLLIKa

NMPNMEYAHWE: B pononHeHne K YeTKOMY CnefoBaHUO «PeKOMeHA0BaHHbIM MHCTPYKLMUSAM
N0 MPUMEHEHWIO» ANA [AHHOr0 YCTpolcTBa, 06paTnTech K «KAMHUYECKOMY pacCMOTPEHUIo
yAaneHns MpoBOAKW, KaTEeTEPOB WM WHbIX MOCTOSHHO HAaXOAALWMXCS BHYTPU OOBLEKTOB»
NMoKasaHHOI B CneayloLleli YacT AaHHOW Ny6nmKauuu.
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NMPEAYMNEPXOEHWME: KomneTeHTHOCTb B MmeTofde CenguHxepa ABnseTcs He0O6XOAUMOIA.
Mpouenypa LomKHa OblTb NMPOBefeHa C OCTOPOXHOCTbIO 15 TOro, YTOObl He 3a4eTb apTeputo u
BOWTW B BEHY YETKO M NOJ MEKUM YT/IOM.

NMPEAYNMPEXAEHWE: Wcnonb3yiite peHTreHorpauyecknii. MOHUTOPUHT B NpoLecce BCel
paboTbl C 06LLMBKONM, KaTeTepOM/NPOBOAKON UK NeTne.

NMPEAYNPEXAEHWE: nepes Tem, Kak yAanuTb KaTeTep/MpOBOLHWK, KOTOPbIA uUMeeT
BHYTPUCOCYAMCTYO MOPLUMI0, HEOOXOAUMO TLLATENbHO UCCNef0BaTb BHYTPUCOCYAUCTLIA TPaKT
KateTepa/mpoBOAHUKA ANna TOro, 4tobbl y6eauMTbCcs B TOM, UYTO BCe pyKaBa LIBA, LWBbI U
maTepuasnbl NepessasKn OblIU yhaneHbl.

1 Wcnonb3yinTe meton CenbfuHxepa A1 CTepWIbHOro BBOAA NMPOBOAHMKA NPOBOAA B COCYA.
Mop peHTreHorpauyeckMM pyKoBOACTBOM BCTaBbTe 16 ®p MHCTPYMEHT BBOAA OOLLINBKM.

2. PaccmMoTpuTe 1 3aBepluiMTe JaHHOe [elCTBME TOMbKO B CAyyae, ecninm HeobXxoamma 3aMeHa
cywecTtBytouleit 12 dp BHYTpeHHelh 6eapeHHOn 06WNBKN HOBOW 12 dp npsAMOii UnAn U30rHyTOMN
BHYTpEHHen 6eapeHHON 06LLMBKOI. B NpOTUBHOM Cclyvae nepenante K NyHKTY 3.

a) Ha BHYTpeHHel CTOpOHe arperata MeT/M Mro/bHOrO YyllKa 0CBO60AMTE TPYyOKY YCTpOiCcTBa
BBOJA W3 ee rHe3fa, MoBopaynBas coefuHUTeNb Jlyepa.

BpawiaiiTe coeanHuTens Jlyepa

\/ n

BpaluaniTe Tpybka ycTpoiicTBa BBOAA

6) MnaBHO MoOBepHWUTE TPYOKYy ycTpoiicTBa BBOAA Brnepes MO HanpaBleHUD K AWCTaIbHOMY
HaKOHEYHWUKY NeT/IN UFObHOTO YLIKa.

Tpy6Ka ycTpoiicTBa BBOZA NPOABMHYTA Briepes
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B) OCTOPOXHO MpPOABMHbTE TPY6KY YCTpoiicTBa BBOAA BMepes Haj MeTneil UronbHOro YLUKa,
TakMM 06pasoM, BTArMBas NeT/n0 BO BHYTPb TPYOGKM yCTpolicTBa BBofa. OCTaBbTE KOPOTKYIO
4acTb METNN OTKPbITON.

K /%

MeTnsa BTAHyTa BOBHYTPb TPYOKM YCTPOMCTBA

r) BcTaBbTe pAuCTaNbHbIA KOHeL, TPyOKM YyCTpoiicTBa BBOJa BO BHYTPEHHIOI 4acTb
coeanHutens Jlyepa 12 ®p BHyTPeHHel 6eapeHHO 06LINBKN.

>

Tpy6Ka ycTpoicTBa BBOAA BCTaB/eHa B coegnHuTeb Jlyepa

) TonkHWTe arperaT MeTAM UTOMbHOMO ylkKa 4epe3 TpybKy ycTpolicTBa BBOja U B 12 ®p
BHYTPEHHIOIO 06LWWMBKY. MpoABUraiTe NeT/I0 UroNIbHOMO YLIKa [0 TeX Mop, NoKa KOHYUK NeTau
He NosBUTCA U3 12 dp BHYTPEHHEN 06LLINBKM.

e) BepHute TpybOKy ycTpoicTBa BBOZa B ee IHe30 Ha BHYTPEHHeil 4acTu arperata neTiu
MTONbHOTO YLIKa U 3aKPEnuTe ee no3nuuio NoBOpoTOM coeanHuTens Jlyepa.

3. BcTaBbTe arperart netin UronbHOro ywka (KOTOPbIA Tenepb BTAHYT B 12 ®p BHYTPEHHIOO
06WwKnBKyY) B 16 ®p 06LIMBKY YCTPOIMCTBA BOAa, KOTOpas y>e nomelleHa B cocys. Mpoasuraite
arperar Briepef, UCNONb3ys PEHTIeHOrpayecKoe PyKOBOACTBO A0 TeX Mop, Noka AUCTalibHbIN
KOHel, 12 ®p BHyTpeHHel OOLWWBKW C MeTNeN WUrofbHOro YLKa He BblAeT K AUCTaNbHOMY
KOHLY 16 ®p 06LWMBKM YCTPONCTBA BBOLA W He CTaHeT CMEXHbIM C HaxoAAWWMCcA BHYTPU
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0OBEKTOM.

O[QHOCTOPOHHUWIA NPUIMBHOIA NOPT MOXET 6blTb WCMONb30BaH AN BAWBaHMA

XNAKOCTU U HanoNHEHWUA BHYTPEHHETO NpocBeTa NET/IN COSIEBbIM PaCcCTBOPOM.

12 ®op O6wwMBKa

MeTenbHbIA MeXaHU3M, MOHOCTLIO

BTSIHYTbI BO BHYTPEHHIOW 6eApEeHHY0

06LNBKY

16 ¢p Mpsamas unm nsorHyTas

06LLINBKaA

Kak TonbKo 06LlKBKa
BTAHYTa, NeT/s
«UTO/IbHOTO YLIKa»
HauMHaeT NOSBNSTLCS
1 CBOpa4mMBaeTCs B
npescTaBeHHYH0

topmy

Kak TONbKO «yLIKO
WTbl» PacrnosioXMTCA
Yy MHOPOAHOro
06beKTa, OHO
BbITECHSIETCS 13
06LWMBKN

4. Pa3BopaumBainTe «yLIKO Urbl», UCNOMb3Ys PEHTIEeHOrpaUUeCcKnii MOHUTOPUHT, NYTEM
BTArMBaHns 12 ®p BHyTpeHHen 06wuBku. Korga 06o04ka 6yaeT BTAHYTA, «YLWKO UT/bl»
NOSBMTCA U HAYHET CBOpaYMBaTbHCA B NPeAcTaBNeHHY popmy. Y6eanTech, 4TO NeTns
«UrONbHOTO YLIKa» PacrnofioXXeHa BOKPYr HaX04ALWerocs BHyTpu npegmeTa.

«UrofibHOE YLLIKO»

«LLnno ans npofeBaHUs HUTU»

5.  Korpaa netns «MrofbHOro yulika» pacnosoXeHa Haf TeNoM, HaxXoAsLEerocs BHYTPU 06bEKTa,
WWNO AN NPOAEBAHNUS HUTW AOMKHO 6GbiTb MOMHOCTLIO PACKPLITO TOMYKOM YEPHOI KHOMKU Ha
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pyuyKe MONHOCTbIO Bnepes. Y6eauTecb B TOM, YTO Te/0 HaxoAsLlerocs BHYTPU YCTPOWCTBa
MOMHOCTbID 06XBA4yeHO MeT/ield «UTrONbHOM0 YWKa» W «WUIOM NS NPOAEBaHUA HUTU».
CoefjHEHMEe MPOMCXOAUT, KOrAa «WWUN0 ANA NPOLEBAHWS HUTWU» PacrnofioXKeHO BHYTPU
NeT/N «ATONbHOMO yWKa» C YepPHOW KHOMKOM Ha py4YKe, MONHOCTbIO BblABUHYTON BRepea.
6. Kak TONbKO cuenneHne MexXAy «UroNbHbIM YLWKOM «M «LWWIOM ANS MPOAEBaAHUS HUTU»
NPOU30LL/IO, HAXOAAWMIACA BHYTPU OOBEKT MOXET OblTb TBEPAO 3axBayeH MNyTEM AepXKaHus
PYYKMN METAN WUTONbHOTO YLIKA HEMOABVMKHO M NpoaBMKeHMem 12 dp o6WMBKK BNepes Ao Tex
nop, NoKa HaxogAwWwmica BHyTpU 06beKT He ByeT TBEPAO 3afepXXaH Yy AUCTaNbHOro KOHYMKa 12
®p 06LLINBKN.

12 ®p BHYTpeHHAS
6eapeHHast 06LIMBKa
NnpoABUraeTcs Brepes,
, UTOGbI

TBEPLO 3axBaTUTb
00bEKT,

HaxoAawWwminca BHYTpU

12 ®p npsmas
WM U30rHyTas
6eapeHHas
obLwmnBKa

16 ®p npsavas
<~ unn nsornyTas
obLumBKa

7. OO6beKT, HaxoAAWMACA BHYTPWU, [OMKEH OblTb MOATFOTOBAEH K YAaneHUo nyTem
npoABuXeHna snepes 16 ®p o6WMBKM yCTpOCcTBa BBOAA HaZ 0OBEKTOM M/MAWN BTArMBaHUS 12
®p BHYTpPEHHe 06WMBKM A0 TeX MOP, NOKa 06BLEKT HE NMPOHUKHET B 16 ®p 06LLINBKY.

O6beKT,

HaxoasLwmiica

BHYTpU Haxogsawuiica BHyTpu
06bEKT BTATMBAETCS B
16 ®p npamyto vnm
M30rHYTYHO 0BLUMBKY
nyTem NpoaswxeHns 16
®p npsaMon nm
M30rHYTOM O6LUMBKM
Brepes,

16 ®p npsamas

WU U30rHyTas

o6LLIMBKa

8. Korpga Haxogsauwminca BHYTpM 06bEKT 0CBOOOXAEH M BTAHYT B 16 ®p 06LWMBKY YyCTpOiACTBa
BBOZA, W3BNEKWUTE arperar NeTiM UrofibHOro yuika ¢ NpucoeAmHeHHbIM 0OBEKTOM K3 COCyja,
npu aToM MogaepXxusas remocras.

KnuHnyeckoe paccMoTpeHue yaaneHUs NPoOBOAKMW, KaTeTepoB UAN APYTUX, HaX0oAALIMXcA
BHYTPU 0O6BHEKTOB.

KAvHWYecKnini onbIT No yAaneHWto NPOBOAHUKOB OMNpeAennn HeckoNbKO pasMbILIeHU no
noBoJy MeTOAOB Y[aneHuWs MPOBOLHWMKOB C WCMOMb30BaHWEM BepXHero unau 6efpeHHOro
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nogxoga. Meauku, umetowne 60bWONA ONbLIT B MeTOAAX yAaneHWs NPOBOAHWKOB, NpeanaraoT
cneflytolime coo6paXkeHnst Mo yAaneHuo NpPoBOJHUKOB, KAaTeTEpOB WM APYIMX Haxoasawuxcs
BHYTPU 06bEKTOB.

YacTtb |. [locTyn K cocyny

MPEAYMPEXAOEHWME: KomneTeHTHOCTbL B MeTode CenbAuHxepa ABnseTcs He06X0AUMOIA.
Mpouesypa f[o/mkHa ObITb MpOBeAeHa C OCTOPOXHOCTbIO, 4YTOObI He 334eTb apTepuo W
MPOHWKHYTb B BEHY TOYHO U NOA MaSIEHbKUM YT/IOM.

NMPEAYNPEXAEHWME: Wcnonb3yinTe peHTreHorpauyeckuiAi MOHUTOPUHI BO BpEMSA BCEX
MaHWUNynaumin ¢ 06LLIMBKONA, KaTeTepoM/NPOBOLHUKOM WU METNeN.

MPEAYMPEXAOEHWE: Tepes yAaneHWeM  KaTeTepa/npoBOAHWKA,  KOTOPbIA  UMeeT
BHYTPUCOCYAMUCTYIO MOPLUIO, HEOBXOAMMO TLLATE/IbHO MCCef0BaTb BHYTPUCOCYAUCTBIA TpakT
KaTeTepa/mpoBOAHWKA AN19 TOro, 4tobbl ybefuTbCA B TOM, 4YTO BCE pyKaBa LWIBA, LWBbI U
mMaTepuasbl NepeBs3kn ObINN yaaneHsbl.

1 BctaBbTe pacwwuputens B 16 ®dp 06wWMBKY (BHeWHIOW 06WKMBKY). cnonb3yinte meTon
CenbanHXepa ANF CTEPUNLHOTO BBEAEHWS WI/bl LWNpuLa ¥ NpoBofa MPOBOLHWKA B BEHY.
Y6eanBLWINCL, YTO pacliMpUTenb HanpaBnseT O06LWMBKY, BCTaBbTe ®Pp 06LWMBKY YCTpOWCTBa
BBOZAa W pacluMpuTenb Moj peHTreHorpauyeckMM pPYyKOBOACTBOM. YOepuTe paclimputens,
npoABuraiiTe 00LWNBKY BNepes, NoKa OHa He JOCTUTHET CpefHei TPeTu Moo BeHbI.

YacTb 1. INMoauenneHne 06beKTa, HAXOAALLErocs BHYTPU

2. Cnepyiite «[pefnoXeHHbIM yKa3aHUAM M0 NpUMeHeHUo». UTobbl NpoaBuHYTh Bnepes 12
®p 06WMBKY, cofepxallyl neTn0 (NpPoBOL NPOBOAHWMKA C M3rMbaloWMMcs KOHUYMKOM C
Kop3uHoli [loTTepa nAn NeTA0 UrONbHOMO YLIKa), UCNONAb3YIOLLYHCA BHYTPU 16 ®p 06LLINBKK
WHCTPYMeHTa BBOJA, Pa3BepHUTE MeT/0 U yAanuTe KateTep/npoBOAHUK WAM LPYrOin 0ObEKT,
HaXoAALLNIACA BHYTPW.

YacTb 1. YganeHve 06beKTa, HAXO4ALLErocsa BHYTPU
3. Mpu ypaneHUnM nNpoBOAHMKA AaKTUBHOM (MKcauuu BpallaiTe neTno (CnupanesuaHyto
KOP3UHY NeTNIN WY MET/I0 UTONbHOMO YLIKAa) NPOTUB YacOBOW CTPeNiKM TaK, YTOObl PacCKpyTUTb
MexaHu3M ukcaumm.
4. MoppepxuBas LOCTATOYHOE JaBNeHMe Ha 06bEKT, HAXOAALWMIACA BHYTPY NpPX MOMOLLK
3aKpbITOW NeTnn (KOP3uHbl AW NEeTAN UTOMIbHOTO YLWKA NOATOTOBbTE 0OBEKT K M3BIEYEHUIO
nyTem MNpoABuKeHnsa 16 ®p obLWMBKN Haf 06bEKTOM Tak, YTOObl 3arepmeTU3npoBaTth ero.
OCTOpOXHO pasopBuTe (PUOPO3HOE COEAUHEHMNE, BCTPETUBLLIEECH NPU NPOLBUKEHUN O6LLMBKM
(Tam, rae Bo3MOXHO, 12dp 060/104Ka TAKXKE MOXET ObITb MCMOMb30BaHa /19 CNOCOO6CTBOBAHUSA
pacTAXEHULO).
5. Ainsd cepfevyHOro NpoBOAHNKA, ECIN NPOBOAHUK He OblN 0CBOOOX/AEH KO BPEMEHM, KOTAA
o6ono4yka npubansmnack B Mmokapae, yctaHosute 16 ®p 06LWMBKY Ha pacCTOAHMM OKOO 1cCMm
0T MUOKapAa, YA0CTOBEPSACb B TOM, 4To 12 ®p o6onoyka 6bina 0ToABMHYTA B 16 06LWIMBKY
MUHUMYM Ha 6 cM. Korga 16®Pp 060n04Ka A4epXUTCSH B MONOXKEHUMN NYTeM cTabuansauum
06LWNBKN B 06N1acTV BXOAA B BEHY B MaxX0BOW 30HE, NPUMEHUTE BbITSXEHUE NPY NOMOLLM
fo6aBneHna HanpsHKeHUs Ha NeT/to0 (KOP3WHY UAK NeT0 UFONbHOTO YLKa), TakuM 06pa3oMm
TO/IKas KOHYMK NPOBOAHMKA B 06LUMBKY W BbITArMBas 3HAOKAPL NPOTUB AUCTaNIbHOTO KOHUMKA
25
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16 06WKMBKK. HenpepbIiBHO TONKaliTe NPOBOAHUK, NOKA €r0 KOHYMK He OCBOOOAUTCA U3
MUOKapa 1 He OKaxeTcs B 0OLUMBKeE.

6. Korga Haxogawmincs BHYTPM OOBLEKT OCBOGOXAEH OT 3axBaTa TKaHAMM U BTAHYT B 16®p
00WMBKY, OTTAHWTEe OOWMBKY Hasaf B MONYH BeHy. Y6epuTe BeCb arperat, MnofAep>kvsas
reMocTas.

MPUMEYAHWE: Mpun n3BfevYeHNN HECKONbKUX KaTeTepoB/NPOBOAHMKOB, OCTaBbTe 16Pp
06LIMBKY Ha MeCTe 40 TexX Nop, NoKa BCe KaTeTepbl/MPOBOLHUKMN He 6yayT n3B/eyeHbl. [Mpu
MCNOo/Ib30BaHUN NPOBOLA MPOBOAHMKA C U30THYTbIM KOHYMKOM ¥ KOP3WHbI [loTTepa HOBble
npoBoAa NPOBOAHUKA C U30THYTbIM KOHUYMKOM, KOp3nHa [oTTepa n 12 ®p 060104Ka LOMKHbI
ObITb UCNO/Ib30BAHBI A/19 U3B/IEYEHNA MOCNEAYIOLLMX MPOBOLHUKOB.

MPUMEYAHWE: B0 nsbexkaHne NoTeHUMaNbHbIX OCMOXHEHWUA TWATENbHO 06CNeayinTe No6ol
CNIOMaHHbIN  KaTeTep/npoBOAHUK. OTKPbLITOE [J0/r0e BpeMs KO/bLO MPOBOAHMKA MOXET
MopaHUTbL cepaue, WAM CBOBGOAHbIA (hparMeHT MOXeT NnepeMeLlaTbCsi, BOSMOXHO, B NErOYHYH
apteputo. KateTep B (hopme nNeTnv WAM 3aKpbiTad netnd MoOryt 6biTb WMCNOJSIb30BaHbl A/
M3BNeYEeHNa KaTeTepa/npoBOAHMKA U3 NErOYHON apTepun, Nepenos3nLMOHUPYS ero B Xenynoyek
cepaua Ans fanbHelwero yaaneHus.

CMNoOCOBbl MOCTABKW/

[aHHble yCTpOCTBa MNOCTaBAATCA CTEPUIbHLIMW W MpefHa3HayeHbl AN pas3oBoOro
ncrnonb3oBaHusA. Ecnn ynakoBka YCTPOMCTBa MNOBPEeXAeHa, He WCMO/b3yiTe yCTpOMCTBa W
n36aBbTeCb OT Hero. [laHHOe yCTpOWCTBO pa3paboTaHO TONbKO A/ PasoBOro WMCMOJb30BaHMWS.
MonbITKN NOABEPTrHYTb YCTPOWCTBO MNOBTOPHON 00paboTKe, BTOPUYHAA CTepuUn3auus u
BTOPMYHOE WCNOMb30BaHWe MOryT MNpPWBECTM K TMOJIOMKe YCTPOWCTBA W /Unu nepefade
3aboneBaHus.

Lead Extraction, Workstation 1 Needle Eye Snare® saBnatoTca TOprosbiMu Mmapkamu Cook
Vascular Incorporated.

NMH®OPMALWNA MO CTEPUNNIALNN

PeTpmBepbl 3HAOBAcKynspHble B Habopax NOCTaBAAKTCA CTEPUIbHbIMA B MHOFOCNOMHBIX
yrnakoBKax C WCMONb30BaHWEM Of0OpeHHOro metoga crtepunumsaumm EtO (OTtuneH Okcup) c
NoATBEPXKAEHMEM YPOBHA cTepunbHocTM (SAL) 10" N3genna npegHasHaveHbl And
OZHOPa30BOro WCMONb30BaHUA U ABNAKOTCA CTEPU/IbHBIMMW, ECIM YMAKOBKA He OTKpbiTa M He
noepexgeHa. He ncnonb3oBaTb NPOAYKT, €C/IN €CTb COMHEHUS B €ro CTEPUILHOCTMU.

MPABUJTA XPATIEHWA
PeTpuBepbl 3HAOBACKYNsPHble B Habopax AO/MKHbI XPaHUTbCA B TEMHOM, CYXOM, NPOX/1afgHOM
MecTe; 136eraTb BO3AeiCTBUA COMHEYHbIX Nyyeid, n3beras pe3knx nepenagos TeMnepatypsbl.

NMPABUJTA TPAHCMNOPTUPOBKW
PeTpuBepbl 3HA0BACKyNApHble B Habopax TPaHCMOPTUPYHOTCA BCEMWU BMAaMW TpaHcrnopTa B
KPbITbIX TPAHCMOPTHBIX CPeACTBaX B COOTBETCTBUM C [e/iCTBYIOL UMW NpasuiamMmu nepeBosok.
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YCnosumd nPMMEHEHIA
PeTpuBepbl 3HA0BACKYNsipHble B Ha6opax NPUMEHSOTCS B e4eOHbIX YUPeXAeHUsX.

KOMTIIJIEKT MOCTABKW

PeTpuBepbl 3HAOBaCKYNsipHble B Habopax MNOCTaBASOTCA B WHAWBMAYaNbHOW YyNaKoBKe.
NHAWBMAYyanbHble YNakoBKW YKNaAblBAOTCA B AWMKW M3 FOPPUMPOBAHHOrO KapToHa. AWMKK
3aKNnenBatT KOHTPO/bHOM NIEHTON C 3aX00M Ha 60KOBblE CTEHKM UMK NO NEPUMETPY.

MAPKMNPOBKA
PeTpuBepbl 3HAOBACKYNsipHbIe B Habopax MOCTaBNATCA B MHAUBUAYANbHON yNakoBKe, KOTopas
[0/MKHas 6bITb 6e3 crefoB MOBPEXAEHUA UM BCKPbITUA. Tpyn 06HapyXeHnn n3rnbos, 1310MOB
N npounx fedekToB 060pyL0BaHVEe UCMOMb30BaTh Heb3A.
Ha nacnopTHoW Tabnnyke N3AeNns yKasaHbl cregytouyne cBeAeHUS:
- hupma-npomn3BoANTENb U aapec NPOU3BOACTBA;
- HaumeHoBaHuWe n3genusa (Tpeing mapka);
- CEpUIAHbIA HOMEp;
- 0OTMeTKa 0 Hanuuuu ceptugukara CE;
OTMeTKa 0 CTepuin3auuu;
- afpec eBPONENCKOro npeacTaBuTeNs;
- TOBapHbIN 3HaK NpeanpusaTSA N3roToBUTENS;
- iaTa U3roTOB/IEHUS;
- pasmepbil;
- PUCYHOK,;
- HOMep napTuu;
- CUMBOJI «He UCMO0/b30BaTb NOBTOPHOY;
- cuMBON «OCTOPOXHO! O6paTUTECh K CONPOBOAUTENbHON AOKYMEHTALUNY;
- cMMBON «bepeyb OT BRaru»;
- cMMBON «bepeyb OT NPSMbIX COMHEYHbIX NyYeii»;
- CPOK FO4HOCTM.
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Gunther Tulip®
Vsna Cava filler Retrieval Set for n?EVRF3.0-135
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PeTpVIBepbl 9HAO0BACKY/IAPHbIE B Ha60pax ABNAKTCA n3gennamm oaHoOpPa3oBOro MCnosb3oBaHUA
TEXHNYECKOMY OBCNYXVBAHWNKO N PEMOHTY HE MOANEXAT.

NMPABUNA YTUNN3ALWNN

Mocne 3aBeplleHMs npouefypbl W3genus cnegyet YTUAW3MPOBaTb B COOTBETCTBUU C
HaUMOHaNbHbIMW WHCTPYKUUAMU A1 GMONOTMYECKM OMNacHbIX MeAWMLMHCKUX O0TX0L4oB. [ns
CtpaH EC cornacHo [AupektuBe 93/42/EQC. [Ons Poccuiickoli ®depepauun cornacHo
HauMOHaNbHbIM TpeboBaHMAM, KOTOPble pPernamMeHTUPYHTCA CaHUTapHbIMKW MNpaBuaamum K
Hopmamy N2.1.7.2790-10 ot 12 pekabpa 2010 roga " CaHWTapHO-3NUAEMUONOTUYECKME
Tpe6oBaHUA K 06palieHUt0 € MeSULMHCKUMKU OoTxogammn”. Knacc onacHOCTU MeAULMHCKUX
oTxofos:Knacc b.

/mognwucaHo / 20 pexkabps 2019 .
Noppelin A. HonbTe, [LOKTOP Hayk, faTa
CepTudunkaums no HoOpMaTUBHbLIM BONpPOCaMm,

JOnpekTop no perynnposaHuio

CoeauVHeHHble WTaTbl AMEPUKU )
LTaT NHanaHa ) ee:
Okpyr MoHpo )

MoanuvcaHo nog NpucsAroli B Moem npucyTtcTeum 20 aekabps 2019 ropa.

CpoK MOoMX No/sIHOMOuUA ncTekaeT 7 dieBpans 2025 roga. /noanucaHo/

Jln YyH JTio

Hotapuyc, wraTt NHanaHa
WTamn; Okpyr MoHpo
Jin YyH /o NuueH3sna Ne 696463

HoTtapwuyc, wrtat VIHAnaHa

OKpyr MoHpo

JInueHsna Ko 696463

CpOK MOMX NMOTHOMOUUIA UCTEKAET
7 (peBpansa 2025 roga
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MepeBog AAHHOTO cAienaH MHOIA, NepesoAYMKoM ACTBaLaTypsaHOM [feopruem
KOHCTaHTVHOBbI

Poccuiickas degepauus. X V'-"0o'kp oL
Mopoa Mocksa. / Ao
TpuHaguatoro gespans fABe TbiCAYN ABAALATOO .5V
| X

A, Xblwnktyesa WHHa OnerosHa, HoTtapuyc ropoga Mocga,
NOANMHHOCTb NOANUCK NepeBoAYMKa AcTBauatypsiHa Feoprus KoHCTaHT OB N IATT~~" A AN

Moanuce chenaHa B MOEM MPUCYTCTBUMN.

JlnyHoCTb NognucasLLero LJOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: Ne 77/1250-H/77-2020- L -
B3bICKaHO rocyapcTBeHHON nownunHel (No Tapudy): 100 py6. 00 kon.
YnnayeHo 3a o0KasaHWe ycnyr npaBoBOro M texHu4yeckoro xapakrepa: 300 py6. 00 kon.

NPOHYMepOBaHO
CKPEenJieHO neyvyaTbio ( cynii
nucra\os

HoTapuyc:
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Poccuiickas depepaums
lopog Mocksa
TpuHaguaToro espans ABe ThiCAYM 4BaAS,

A. Xblwwnkryesa HHa OnerosHa, Hotapuyc ropoga Mocksbl,*
npeacTaB/eHHOro MHe AOKYMeHTa.

3apernctpupoBaHo B peectpe: Ne 77/1250-H/77-2020-4-249.

B3bICKaHO rocyfapcTBeHHOW MownuHel (Mo Tapugy): 520 py6. 00 kon.
Ynnayetw:LL*a™aHne ycnyr npaBoBOro M TeXHMYeCKoro xapakrtepa; 2600 py6. 00 kon.

M.0. XbIWKKTYyeBa

MpOoLWHYpPOBaHO, NPOHYMEPOBAHO U CKPEMIEHO MevaTbio 52 (NATbAecAT ABa) ucTa.

M.0. XbIWKnKTYyeBa
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