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1. DEVICE DESCRIPTION

Kit of the Dialysis Catheter for peritoneal dialysis designed for implanting surgically or
endoscopically, percutaneously for prolonged use or for administration transdermally for
one dialysis session, to the infusion and removal of fluids from the abdominal cavity. The
products are designed for use in clinics, hospitals and other medical facilities.

Kit of the Dialysis Catheter for peritoneal dialysis available in the following variants:

1. Kit of the Flex-Neck Classic Peritoneal Dialysis Catheter:
1.1 Flex-Neck Classic Peritoneal Dialysis Catheter line with double cuff, length 52 cm (- no
more than 2 pcs (If necessary);
1.2 Flex-Neck Classic Peritoneal Dialysis Catheter small, spiral with double cuff, length 62
cm - no more than 2 pcs (If necessary);
1.3 Flex-Neck Classic Peritoneal Dialysis standard, spiral with double cuff, length 62 cm - no
more than 2 pcs (If necessary);
1.4 Flex-Neck Classic Peritoneal Dialysis large, spirat with double cuff, length 62 cm - no
more than 2 pes (If necessary);
1.5 Luer adapter with deadend cap -1 pc;
1.6 Safe scalpe! for implantation of the catheter - 2 pes;
1.7 Instruction for use-1 pec.;

2. Kit of the Flex-Neck ARC Peritoneal Dialysis Catheter:
2.1 Flex-Neck ARC Peritoneal Dialysis Catheter small, spiral with double cuff, length 62 cm
- no more than 2 pcs (If necessary);
2.2 Flex-Neck ARC Peritoneal Dialysis Catheter standard, spiral with double cuff, length 62
cm - no more than 2 pcs. (If necessary);
2.3 Flex-Neck ARC Peritoneal Dialysis Catheter large spiral with double cuff, length 62 cm -
no more than 2 pcs. (If necessary);
2.4 Luer adapter with deadend cap -1 pc;
2.5 Safe scalpel for implantation of the catheter - | pc;

2.6 Instruction for use-1 pc;

3. Kit of the Flex-Neck ExxTended Peritoneal Dialysis Catheter:
3.1 Flex-Neck ExxTended Peritoneal Dialysis Catheter with double cuff, length 62 cm - no more
than 4 pcs. (If necessary);
3.2 Flex-Neck ExxTended Peritoneal Dialysis Catheter triple cuff, length 62 cm - less than 4 pcs.
(If necessary);
3.3 Flex-Neck ARC Peritoneal Dialysis Catheter spiral with double cuff, length 62 cm - no more
than 2 pes. (If necessary);
3.4 Luer adapter with deadend cap -1 pc.;
3.5 Safe scalpel for implantation of the catheter - 3 pcs;
3.6 The scale of measurement - | pc;
3.7 Connector - 1 pc;
3.8 Tool for tunneling - | pc;
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3.9 Rod measuring - 1pc;
3.10 Instruction foruse-l pc;

Kit of the Flex-Neck Peritoneal Dialysis Catheter: Flex-Neck Classic, Flex-Neck ARC, Flex-
Neck ExxTended are composed of a catheter Flex-Neck, are made of flexible silicone with a
blue radiopaque stripe All catheters are supplied with a plastic connector, the cap (type Luer
adapter with a plug), stencils templates for implantation of the catheter. Templates for the
implantation of catheters intended for use when introducing catheters for peritoneal dialysis in
order to help the doctor to determine the size of the catheter, as well as a suitable point for
tunneling the abdominal cavity of the patient and the optimum exit point ofthe catheter.
Flex-Neck Peritoneal Dialysis Catheter are intended for implantation for more than 30 days to
carry fluid into and out of the abdomen.

The Flex-Neck Classic catheters are available in two lengths - 52 cm and 62 cm. Flex-Neck ARC
catheters are 62 cm long. The Flex-Neck Classic catheters have an internal diameter of 3.5 mm
for Flex-Neck in order to accelerate fluid flow and dialysate replacement. Catheters are supplied
with two polyester cuffs, the distance between which can be from 5.0 cm to 7.0 cm distal most
tip of the catheter is minimized, however, is available and direct version. The proximal segment
of the catheter may be direct (classical) or Type ARC (Fig. 1)
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Fig 1

The Flex-Neck ExxTended Catheter (Fig. 2) is a 2-piece Flex-Neck PD catheter. The coiled
distal section contains | polyester cuff to be implanted in the rectus muscle. The upper section
also contains 1 or 2 polyester cuff to be located just below the exit site. The two catheter
sections are connected via a titanium tube-to-tube connector and secured with a non-absorbable
nylon suture. The ExxTended catheter was developed for use for patients who are obese, or who
want an upper chest catheter exit site. This catheter includes the stencils used to help determine
the best insertion and catheter exit sites, tape measure, catheter connector and cap, a packet of
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water-soluble lubricating gel and a tunneling tool. Flex-Neck ExxTended Catheter Peritoneal
Dialysis Catheter are intended for implantation for more than 30 days to carry fluid into and out
of the abdomen.

All products are for single use only and are delivered in a sterile condition.

2. STERILIZATION METHOD

Merit Medical Systems, Inc., utilizes Ethylene Oxide (EO) sterilization for the products
described in this Technical File. The EQ sterilization cycle is validated according to European
[nternational Standard ISO 11135. Annual re-validation occurs assessing a worst-case reference
load based on density and boxing configuration, which allows routine sterilization of a-mixed-
pallet load. Merit’s products meet (SO 10993-7 requirements for ethylene oxide sterilization
residuals.

The protocols and reports validating the sterilization process are maintained in Merit’s
Document Control system and are referenced on Merit’s Sterilization Summary (Table 942).

A contract facility certified to international harmonized standards for the sterilization of medical
devices is utilized for this process. The residual content of ethylene oxide does not exceed 107

3. XECHNICAL CHARACTERISTICS

3.1 Set Flex-Neck Classic catheter for peritoneal dialysis

Characteristic catheter length 52 cm catheter leagth 62 cm
The outer diameter of
catheter 5,3 mm 5,3 mm
Number of cuffs 2 2

. The inner diameter of 3,5 mm 3,5 mm
catheter
The working length of 5 62
the catheter (cm)
The distance between 5
the cuffs (cm) 6: 6
(for catheters with ’ 7
double cuffs)
The distance from the 14 (small catheter);
cuff to a coil (cm) 15,5 (from cuff distal to 15,5 (standard

the tip of the catheter) catheter);

16,5 (large catheter)
radio-opacity The catheter should be viewed under fluoroscopy
Safety of magnetic The catheter should not interfere with the MRI.
resonance (MRT)

Surface On the outer surface should be free of surface defects and process.

a. Flex-Neck ARC catheter kit for peritoneal dialysis
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Characteristic

The outer diameter of
catheter

The inner diameter of
catheter

The working length of
the catheter (cm)

The distance between

the cuffs (cm)

The distance from the
cuffto a coil (cm)

radio-opacitv

Safety of magnetic
resonance imaging and
(MRT)

Surface

catheter
Length 62 cm

5,3 mm
3,5 mm

62

6

14 (small catheter);
15,5 (standard catheter);
16,5 (large catheter)
The catheter should be viewed under fluoroscopy
The catheter should not interfere with the MRI.

On the outer surface should be free of surface defects and process.
This surface should be minimal trauma to vessels during use.

3.3 Set Flex-Neck ExxTended catheter for peritoneal dialysis

Characteristic

The outer diameter of
catheter

The inner diameter of
catheter

The working length of
the catheter (cm)
Number of cuffs

The distance between
the cuffs (cm)

The distance from the
cuffto a coil (cm)

radio-opacity

Safety of magnetic
resonance imaging and
(MRT)

Surface

catheter
Length 62 cm

5,3 mm
3,5 mm

62

(1 top, 1bottom)
(2 on top, 1from below)

16,0

(From the cuffto the helix, the lower segment of the

catheter)

23,0

(From the cuffto the proximal end of the catheter, the

upper segment of the catheter)
The catheter should be viewed under fluoroscopy
The catheter should not interfere with the MRI.

On the outer surface should be free of surface defects and process.
This surface should be minimal trauma to vessels during use.

Catheter Flex-Neck ARC standard, spiral with double cuff, length 62 cm

The outer diameter of
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catheter 5,3 mm

The inner dismeter of 3.5 mm

catheter

The working length of 62

the catheter (cm)

The distance between

the cuffs (cm) 6

The distance from the 15.5

ouff to a coil (em) *

The height of the spiral

(for spiral catheters) 5,5

(cre)

Safety of maguetic The catheter should not interfere with the MRI.

resonance imaging and

(MRT)

Surface On the outer surface should be free of surface defects and process.
This surface should be minimal trauma to vessels during use.

4. UA ATION

Flex-Neck Classic catheter sets for peritoneal dialysis, Flex-Neck ARC catheter sets for
peritoneal dialysis is placed in a PETG thermoformed tray which close lid of coated Tyvek
1073B. Appropriate label pasted on a closed tray cover. Ready indoor tray placed in a bag of
polyethylene / nylon / polyethylene, the printing using the labels, bend half. Sealing label made
of Tyvek 1073B coated with BB2000. On the sealed package stick label. A bag sealed with a
label, folded in half, is placed in a cardboard box (secondary packaging) of sulphate pulp with a
label. Cardboard boxes (shipping packaging) are placed on one instructions for use. Up to 30
cartons (secondary packages) are placed in transport packaging with four equal-sized valves of
1/2 width, made of single-layer kraft cardboard, corrugation C. Stick the label on the closed
container.

Group packaging for peritoneal dialysis kits is not applicable.
Packaging Certification for the company’s products "Merit Medicai” conducted in accordance
with the requirements of the following standards:

ISO 11607 "Packaging of medical devices to be terminally sterilized”

ASTM 4169 "Testing of packaging characteristics”

ISO 2233 "Packaging - ready filled transport packaging and loading units - pretreatment before
testing”

Packaging for this product has been certified in accordance with the approved protocols and
reports.

5. LABEL
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Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

The company "Merit Medical Systems, Inc."Uses the following standards for the maintenance
and formation of marking symbols in accordance with the current requirements of the Medical
Devices Directive:

EN 980: symbols used in the labeling of medical devices.

EN 1041: Information supplied by the manufacturer.

ISO 15223-1: medical products. Symbols used on labels for labeling of medical devices and
in the information provided - Part 1: General requirements.

ISO 15223-2: medical products. The symbols used on medical devices, labeling and the
information provided - Part 2: Design, selection and validation of characters.

FDA guidance on the labeling of medical devices for patients; final guidance for industry and
FDA reviews (19 April 2001)

Description of the marking symbol is represented in the table.

10.

11.

12.

13.

14.

15.

6,

Symbol. Explanation of symbols
EC  REP EC official
M manufacturer
RX ONLY It sold only to doctors and hospitals
For single use only.
® Do not reuse
EE] catalog number
shelf life
'ﬂ] lot number
|steriueleo | sterilized ethyleneoxide

attention

Im CE Mark

Do not re-sterilize
Protect from moisture
This side up

Fragile, handle with care

2
I I I Do not use if package is damaged

TRANSPORTATION. STORAGE AND HANDLING

Storage conditions:
Temperature + 5° C to +27 ®C (environment)
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Relative humidity 10% to 90% (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mm Hg)

Transportation Conditions:

Temperature -35 ° C to +55 ° C (environment)

Relative humidity 10% to 90% (non-condensing)

Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mm Hg)

Terms of Use:

Ambient temperature: no more than 25 ° C

Temperature range during use - body temperature from 32°Cto42°C
Relative humidity: 100% (contact with blood)

Atmospheric pressure; 86-106 kPa.

The shelf life of sterile products is 36 months from the date of sterilization.

7. UTILIZATION

Use a set of catheters disposed of as hazardous waste epidemiologically class B (presence of
contact with blood and mucosal tissues of the patient).

After the expiry date the unused sets of catheters not in contact with blood and mucous
membranes should be disposed of as hazardous waste epidemiologically, close in composition to
the solid waste. Dispose of used conductors shall be in accordance with the laws and regulations
on the disposal of products made in the country of use of the medical device.

8. WARRANTY

Limited Warranty and Disclaimer

Merit represents and warrants that the products shall matesially conform to the specifications at
the time of shipment to Customer and will remain materially free of defects in materials and
workmanship for the period specified on the written limited warranty separately provided with
each product. Warvanty shelf life sets 3 years. This warranty shall not apply to products that have
been (i) modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than
Merit; (ii) subjected to misuse, mishandling, re-use, re-sterilization, accident, abuse, neglect or
tampering; (iii) damaged by excessive physical, environmental or electrical stress; or that have
had a serial number altered, defaced or removed; (iv) combined with any other product; (v) used
outside the approved “Indications for Use” as cleared by the relevant competent authority, used
contrary to the use outlined in the product specifications or in an application or environment for
which such product was not designed or contemplated. Any technical product advice furnished
by Merit is provided without duty or compensation and Merit assumes no obligation or liability,
all such advice being given and accepted at Customer’s risk. EXCEPT AS EXPRESSLY SET
FORTH HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES
WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND
ALL OTHER EXPRESS, IMPLIED, AND STATUTORY WARRANTIES, INCLUDING
WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

Limitation of Liability
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UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL, LOST
RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY, BREACH OF
CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

9. COMPLAINT

The organization, which takes in the Russian Federation claims from consumers on the quality of
the product:
Limited Liability Company "Merit Technologies" (LLC "Merit Technologies™), BIN

. 1117746679533, TIN 7705960130

Legal address: Of the Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1,
room 6
Tel / fax: +7 (495) 221-89-02
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Attachment 1

INSTRUCTIONS FOR USE

«Kit of the Flex-Neck Classic Peritoneal Dialysis Catheter,
Kit of the Flex-Neck ARC Peritoneal Dialysis Catheter»
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Product Description

Each Flex-Neck Catheter package contains:

» Flex-Neck Peritoneal Dialysis Catheter

» Implantation Stencil (for left and right sided placement)
* Plastic Connector and Cap

Iadications for Use

CLASSIC

If the patient is a suitable candidate for Peritoneal Dialysis (PD) therapy, the Flex-Neck PD
Catheter can be implanted either surgically or peritoneoscopically. The only contraindication to
implantation of the Flex-Neck PD Catheter is if the patient is not a candidate for peritoneal
dialysis. Numerous prior surgeries or suspected or documented intraperitoneal adhesions may be
relative contraindications to PD. However, since the Y-TEC System of peritoneoscopic
implantation enables inspection of the peritoneum to confirm the presence of adhesions and to
avoid them, all patients who are suitable for PD can receive this catheter.

ARC

If a patient is a suitable candidate for PD therapy, the Flex-Neck ARC peritoneal dialysis
catheter can be implanted either surgically, laparoscopically, or peritoneoscopically for acute or
chronic peritoneal dialysis.

CONTRAINDICATIONS

Do NOT use if the patient is not a suitable candidate for peritoneal dialysis therapy.

P x Only: CAUTION: Federal law {USA) restricts this device to sale by or on the order of a
physician.

PRECAUTIONS

* Read manufacturer’s instructions prior to use.

» Contents are sterile (via ethylene oxide). Do not use if packaging is opened, damaged or
broken.

« For single patient use only. Do not reuse, reprocess, or resterilize. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the device and/ or lead to device
failure, which in turn may result in patient injury, illness, or death. Reuse, reprocessing or
resterilization may also create a risk of contamination of the device and/or cause patient infection
or cross-infection, including, but not limited to, the transmission of infectious disease(s) from
one patient to another. Contamination of the device may lead to injury, illness, or death of the
patient.

* Do not use after expiration date.

» The medical techniques, procedures and potential complications stated herein do NOT give full
and/or complete coverage or descriptions. They are not a substitute for adequate training and
sound medical judgment by a physician. * Use an aseptic procedure 1o open the package and to
remove the contents.

POTENTIAL COMPLICATIONS

+ Infections {exit-site or tunnel)

+ Peritonitis

» Sepsis

» Bowel Perforation

» Leakage (initial or latent)

» Fluid flow obstruction (inflow or outflow)

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




+ Bleeding (subcutaneous or peritoneal)

* [leus

* Proximal exit cuff erosion

» Distal (rectus/deep) cuff erosion

* Risks normally associated with peritoneoscopic and laparoscopic procedures.

CAUTIONS
» Do no twist or rotate catheter during the implantation procedure.
* This Stencil cannot be used with other brands of PD catheters, or with other sizes or styles of
Flex-Neck PD Catheters.
* This Stencil is designed for, and to be used with, FlexNeck Classic and ARC Coiled Adult
Peritoneal Dialysis Catheters ONLY.
* Do NOT use the Classic and ARC stencil with Flex-Neck Adolescent, Pediatric, Infant, or
ExxTended Catheters.
« Do NOT use this Stencii with other catheter brands.
. * Do NOT sterilize this Stencil.
» Catheter tubing can tear when subjected to repeated clamping, serrated-jaw forceps, excessive
force, or rough tools.
» Do NOT use forceps with a serrated jaw.
+» Do NOT use excessive force to lock the forceps closed.
« Use ONLY smooth-jawed forceps or equivalent.
* Do NOT clamp the catheter, or repair tubing repeatedly in the same area.
* Do NOT clamp near the connector.

Use only catheter connectors and repairs kits which are specifically labeled and approved for use
with Flex-Neck Peritoneal Dialysis Catheters. Approved catheter connectors and repair Kits can
be ordered directly from Merit Medical Systems, Inc.

For best results, use the Stencils included with each catheter kit. If not using the included
Stencils, fotlow generally accepted standard hospital protocols to make arcuate-shaped tunnels.
For Implantation Stencils Implantation Stencils for Classic and ARC and Adult Coiled Peritoneal
Dialysis Catheters can be used to indicate the optimum implantation site, exit-site, catheter size,
and catheter style for each patient. The stencil will help choose the best primary incision site,
coil location, rectus cuff location, tunnel track, and exit-site location in advance of the
implantation procedure.

For Tunneling Stencils Tunneling stencils are included with Flex-Neck Adult Straight,
Adolescent, Pediatric and Infant Catheters. Tunneling stencils will help choose the best tunnel
track for the catheter.

General Instructions for Classic and ARC Implantation Stencils

Implantation stencils utilize fixed anatomical landmarks, such as the pubic symphysis and the
midline, to guide accurate and reproducible skin marking, in the clinic or pre-op evaluation suite.
Please consult Stencil Instructions for Use (distributed by Merit Medical) for patient marking in
the PD outpatient clinical setting.

NOTE:

The Classic and ARC Stencil cannot be used with other brands of PD catheters, or with other
sizes or styles of Flex-Neck PD Catheters.

Flex-Neck Classic and ARC Coiled Adult Catheters are each available in three sizes — Small,
Standard, and Large. The notched cutouts (Small, Standard, and Large) apply to both Classic and
ARC catheter styles. The exit-site options for the various sizes of catheters are denoted by circles
1-5.
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ALWAYS

Verify that all location choices and markings are not at belt lines, skin fold apexes, or blind sides
of skin folds, and that the patient is able to see and reach the proposed exit-site.

The Flex-Neck ExxTended Catheter is highly recommended for patients who are not candidates
for the Classic or ARC catheter, according to the stencil exit-site markings. Please consult
Exxtended Catheter Instructions for Use for additional information.

For all Classic Catheters, do not make the arcuate bend too acute. If the bend is too acute, the
catheter may migrate; the exit cuff may erode; and/or a kink may occur occluding the catheter.
For all ARC Catheters, do not attempt to change the preformed arcuate bend; doing so will
greatly increase the risk of catheter migration.

Instructions for Stencil Use
Pre-Procedure Stencil Marking

The Stencils can be used in the clinic prior to the scheduled implantation or on the day of the
implantation procedure in the surgical suite as part of the preoperative preparations.

Proper Stencil use is done in 2 to 3 stages, first with the patient supine, and then with the patient
sitting and/or standing.!. Determine from OR staff which Flex-Neck Catheter size and style will be
implanted in the patient.

2. Based on the chosen size and style, with the patient supine, align the Stencil on the patient’s
midline, with the appropriate notched cut-out placed on the upper border of the public symphysis.
See figure A.

3. With the Stencil located properly based on the chosen catheter, mark the T-bar cutout , which

is the location of the primary incision site and the rectus cuff. Mark the Rectangles cutout which
indicate the tunnet track.

4. Choose the most appropriate exit-cuff location, as indicated by the Diamond cutout , and exit-
site location, as indicated by the Circle cutout, as appropriate both to patient physique and
chosen catheter size and style.

5. Verify the markings with the patient supine, sitting, and standing. This ensures that the
markings, and the catheter placement locations that they indicate, will be ideally located and
readily visible and accessible to the patient.

figure A

Stencil Marking in the Surgical Suite Sterile Stencils are included in each Flex-Neck catheter kit.
If no patient marking was done in advance in the clinic, the Stencil can be used during the
procedure, particularly after laparoscopic or peritoneoscopic visualization of the

peritoneum to:

» Coordinate and verify the location choices and markings.

» Adapt or adjust those markings, if necessary.
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1. Determine from OR staff which Flex-Neck Catheter size and style will be implanted in the
patient.

2. Based on the chosen size and style, with the patient supine, align the Stencil on the patient’s
midline, with the appropriate notched cut-out T placed on the upper border of the public
symphysis.

3. With the Stencil located properly based on the chosen catheter, mark the T-bar cut-out "™ |
which is the location of the primary incision site and the rectus cuff. Mark the Rectangles cut-out
C—Jwhich indicate the tunnel track.

4. Choose the most appropriate exit-cuff location, as indicated by the Diamond cut-out Oo .

and exit-site location, as indicated by the Circle cut-out \, as appropriate both to patient
physique and chosen catheter size and style.

Flax-Neck Catheter Options:
Style, Size and Location
. ARC Catheter Options: Size and Lecation

ARC Coll Exdt-Site Exde-Cuff

Catheter Sixe Location Location Location
~—~ O ¢

Adukt Small Small s ARC

Aduit Standard  Standard S ARC

Aduit Large Large s ARC

Classic Catheter Options: Size and Location

Classic Coil Exdet-Site Exit-Cuf¥

Catheter Size Location Location Location
—~ O <

Adutt Small Smak Yor2 Small

Adult Standard  Standad 2003 Standard

Adult Large Large 3ord Large

Instructions for Use Catheter Implantation

Flex-Neck Peritoneal Dialysis Catheters can be implanted via a number of implantation methods
according to standard hospital protocols, including:

» Peritoneoscope

* Laparoscopy

* Surgery (Open; Blind; Cut-down)

* Percutancous (with or without fluoroscopy; with or

without guide wire)

For specific instructions, please consult Instructions for Use,
included with all Merit peritoneal dialysis catheter Implantation
System Kits (sold separately).

Cautions: Use the radiopaque stripe as a guide to keep the Flex-Neck catheter straight. The
catheter must not be twisted or rotated during the implantation procedure. Any twist or rotation
in the catheter can lead to kinks, migration,

and/or occlusion.
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Catheter Connector Instruction

A plastic connector is included with each Flex-Neck Peritoneal Dialysis Catheter. A two-piece
titanium connector for Flex-Neck Adult, Adolescent, and Pediatric Peritoneal Dialysis Catheters
is available separately from Merit Medical. After successful implantation of the Flex-Neck
Peritoneal Dialysis Catheter, attach a Merit Peritoneal Dialysis (PD) catheter connector to the
catheter.

Each catheter kit contains one Connector and one Cap.

« TaperedTip (A} A
« Raised Shoulder Ridge (B) c.~
« Finger Grip (O) A\ /B
» Threaded Luer (D) \D

. cap(B E ¢ K

-

1. Wet the Tapered Tip (A) of the Connector with sterilesaline or sterile water, and insert it into
the catheter.

* Do not use any other lubricant,

* Do not use a twisting motion to force the catheter onto the Connector.

» Push the Connector into the catheter with a single forward motion.

2. Advance the catheter completely to the Raised Shoulder Ridge of the Connector. The catheter
tubing must completely pass over the Tapered Tip and to the Raised Shoulder Ridge, but not
beyond that onto the Finger Grip. See diagram.

e

3. Puli carefully on the Connector and catheter to test the strength of the connection.
4. Attach either the Cap (E), or a dialysis transfer set, to the threaded Luer (D).

Catheter Cleaning and Care

All Flex-Neck Peritoneal Dialysis Catheters are made of silicone. Exit-site cleaning agents that
are compatible with silicone catheters therefore may be acceptable for use on Flex-Neck
Peritoneal Dialysis Catheters. Such cleaning agents include:

» Electrolytically-produced sodium hypochlorite solutions

(i.c., ExSept Plus®)

* Normal (sterile) saline

Cleaning agents that are non-irritating, non-toxic, anti-bacterial, and in liquid form are generally
recommended. The following cleaning agents are not compatible with silicone catheters, and are
not recommended for use with Flex-Neck Peritoneal Dialysis catheters:

» Acetone or acetone-based products

* Povidone-iodine or iodine-based products

Merit Medical Systems, does not provide specific recommendations or protocols for exit-site
care and cleaning, whether by the healthcare professional or by the patient. Appropriate exit-site
and catheter care treatment protocols should be individualized for each patient, and established
by the patient’s physician(s), nurse(s), dialysis center(s), and/or other relevant dialysis healthcare
professionals. ExSept Plus is a registered trademark of Alcavis HDC, LLC or one of its affiliates
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Attachment 2

INSTRUCTIONS FOR USE

«Kit of the Flex-Neck ExxTended Peritoneal Dialysis Catheter»
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INSTRUCTIONS FOR USE

Table of Coatents

Sectiom A — Instructions for Flex-Neck ExxTended Catheter Implantation Stencils Kit

Sectiom B — Instructions for Lower Catheter Implantation for Upper Abdomen and Upper Chest
Exit-Site

Section C - Instructions for Upper Abdominal Catheter: Sizing, Connecting and Placement
Section D ~ Instructions for Upper Chest Catheter: Sizing, Connecting and Placement

Section E - Catheter Connector Instructions

Product Description
Each Flex-Neck ExxTended Catheter Kit contains a sealed tray
and a separate sealed pouch.

Tray Contents:

» Lower Catheter

 Upper Catheter

» Titanium tube-to-tube connector, double barbed (internal use)
+ Tape measure

* Flex-Neck ExxTended Catheter Implantation Stencil Set

» Surgical marking pen

* Lubricating gel, water-soluble

+ Plastic catheter connector (external use)

« Plastic catheter connector cap {(extemnal use)

Pouch Contents:
+ Tunneling Tool, curved
« Measuring Rod

Indications for Use

If a patient is a suitable aduit candidate for peritoneal dialysis (PD) therapy, the Flex-Neck
ExxTended peritoneal dialysis catheter can be implanted either surgically, laparoscopically, or
peritoneoscopically for acute or chronic peritoneal dialysis. Stencils sold with the device, and
marketed separately, will be used to assist the physician to locate the optimum primary
implantation site and the optimum catheter exit site for the Flex-Neck ExxTended Catheter.

Contraindications for Use

Do not use the ExxTended Catheter if the patient is not a suitable candidate for peritoneal
dialysis therapy.

Warning:

The Upper Chest exit-site location of the ExxTended Catheter should not be used if the patient
has had breast implantation or breast reconstruction, or has a tracheostomy. However, this group
of patients may be suitable candidates for the Upper Abdomen exit-site location of the
ExxTended Catheter.

Px Only: Caution: Federal (USA) law restricts this device to sale by or on the order of a
physician.

Precautions:

* Read manufacturer’s instructions prior to use.

« Contents are sterile (via ethylene oxide). Do not use if packaging is opened, damaged or
broken.
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* For single patient use only. Do not reuse, reprocess, or resterilize. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the device and/or lead to device failure,
which in turn may result in patient injury, itlness, or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or cross-
infection, including, but not limited to, the transmission of infectious discase(s) from one patient
to another. Contamination of the device may lead to injury, illness, or death of the patient.

* Do not use after expiration date.

* The medical techniques, procedures, and potential complications stated herein do NOT give
full and/or complete coverage or descriptions. They are not a substitute for adequate training and
sound medical judgment by a physician.

* Use an aseptic procedure to open the package and to remove the contents.

Potential Complicatioas

Peritoneal dialysis potentially has a number of complications that may occur, which generally
are not caused by the implantation, but may affect the quality of therapy. These complications
may include, but are not limited to, the following:

* Infections (exit-site or tunnel)

* Peritonitis

» Sepsis

* Bowel Perforation

* Leakage (initial or latent)

* Fluid flow obstruction (inflow or outflow)

* Bleeding (subcutaneous or peritoneal)

* lleus

* Proximal exit cuff erosion

* Distal (rectus/deep) cuff erosion

» Risks normally associated with surgical procedures.

Cautioas:

* Do no twist or rotate catheter during the implantation procedure.

*» ExxTended Stencils cannot be used with other brands of PD catheters.

» Enclosed Stencils are designed for Flex-Neck, ExxTended, Coiled Adult Peritoneal Dialysis
Catheters ONLY.

* Do NOT use ExxTended stencils with Flex-Neck Adolescent, Pediatric, or Infant Catheters.

* Do NOT sterilize or reuse Stencils.

+ Catheter tubing can tear when subjected to repeated clamping, serrated-jaw forceps, excessive
force, or rough tools.

* Do NOT use forceps with a serrated jaw.

* Do NOT use excessive force to lock the forceps closed.

* Use ONLY smooth-jawed forceps or equivalent.

* Do NOT clamp the catheter, or repair tubing repeatedly in the same area.

* Do NOT clamp near the connector.

Use only catheter connectors and repairs kits which are specificallylabeled and approved for use
with Flex-Neck Peritoneal

Dialysis Catheters. Approved catheter connectors and repair kits can be ordered directly from
Merit Medical Systems, Inc. For best results, use the Stencils included with each catheter kit. If
not using the included Stencils, follow generally accepted standard hospital protocols to make
arcuate-shaped tunnels.

Cautions:

Use the radiopaque stripe as a guide to keep the catheter straight. The catheter must not be
twisted or rotated during the implantation procedure. Any twist or rotation in the catheter can
lead to kinks, migration, and/or occlusion.
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Assumptions to Successful ExxTendcd

Catheter Implantation

As with any medical/surgical procedure, there are a number of assumptions and prerequisites
made for the successful implantation ofthe ExxTended catheter.

1. The implanting physician has had a reasonable number of successful peritoneal dialysis
catheter implantations, preferably via laparoscopic or peritoneoscopic implantation. The
ExxTended catheter can also be implanted via a cut-down method or guide-wire technique.

2. Preferably, the patient’s lower abdomen and exit-site area either Upper Chest or Upper
Abdomen have been previously marked by the Flex-Neck ExxTended Catheter Implantation
Stencils, in the clinic or during pre-op evaluation. At a minimum, the patient should be evaluated
preoperatively to determine a proper, accessible location for the catheter exit site. These marking
should be noted for reference during implantation.

3. The implanting physician should use the Flex-Neck ExxTended Catheter Stencils (included
with each catheter pack) to verily the primary implantation site, the Upper Catheter tunnel track,
and the exit-site, as previously chosen and marked in the clinic or pre-op evaluation.

4. For Upper Chest Catheter exit-site procedures, the implanting physician will keep the
subcutaneous part ofthe catheter and the catheter exit-site off the sternum. Doing so will protect
the integrity of the catheter in the event of future cardiovascular surgery that may require a
midline sternotomy.

Outer Inner Overall Lertgth, Fill
Diameter  Diameter Straightened, Vokjrr>e
Untrimmed

5.3mm 3.5mm 62.0cm {Lower Cath) Maximum: 12.0mL

62.0cm (Upper Cath)
To find fin vo/Umeof

Must be trimmed to 6r trimmed, joined
patientphysique and catheter, multiply
exit-site location. totallength ofjoined

catheter (incm) by
0.096togeteil

volumein cc

Section A

Instructions for Flex-Neck ExxTended Catheter Implantation Stencil Set

The Implantation Stencils for Flex-Neck ExxTended Peritoneal Dialysis (PD) Catheters help
choose the best implantation and exit- sites for each patient. Note that these Implantation Stencils
cannot be used with other brands of PD catheters, or with other sizes or styles of Flex-Neck PD
Catheters.

For best results, the Implantation Stencils can also be used during operative preparations, to
mark, coordinate, verify and/or adopt the markings made during the preoperative examination as
needed after laparoscopic visualization of the peritoneal space. Please refer to the complete
“Implantation Stencils for Flex-Neck ExxTended Catheter Instructions for Use” distributed by
Merit Medical Systems, for more information. The Stencil pattern contains essential catheter
design information including the distance between the deep cuff and the coil-tip, the shapes of
preformed tubing bends, and the distance between the superficial cuff and the exit-site.
Additional features of the Stencil permit its precise orientation on the torso, according to stable
anatomical landmarks: the pubic symphysis, representing the anterior cranial border of the deep
pelvis, and the anatomical midline of the torso. The Stencils permit accurate and reproducible
association of the catheter design elements to these vital anatomical landmarks to help determine
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the best catheter insertion site and deep cuff placement that will produce the optimal pelvic
position of the catheter coil and the ideal exit-site location, either in the upper abdomen below
the costal margin, or in the upper chest off the sternum.

NOTE:

Each ExxTended Catheter Kit includes three Stencils. Each Stencil has a reverse side for Right
(R) and Left (L) catheter placements. L-1, L-2 and R-1, R-2 are used for Upper Abdomen
Catheter placement. L-1, L-3 and R-1, R-3 are used for Upper Chest Catheter placements.

CAUTION

These ExxTended Implantation Stencils are specific for ONLY Flex-Neck ExxTended Adult
Peritoneal Dialysis Catheters.

» Do NOT use these Stencils for other catheter brands.

« Do NOT use these Stencils for Flex-Neck Classic or ARC Catheters, in Adult, Adolescent,
Pediatric, or Infant sizes.

» Do NOT resterilize these Stencils

» Stencils are available through Merit Medical Systems., Inc.

Patient Marking in the Surgical Suite - Upper Abdomen and Upper Chest

NOTE:

These instructions are for marking the ExxTended Catheter Upper Chest and Upper Abdomen
configurations.

The following instructions are specific for implanting the ExxTended Catheter on the patient’s
left side. If the ExxTended Catheter is to be implanted on the patient’s right side, substitute

the R-Series Stencils.

Upper Abdomen Stencil Instructions

Align the midline edge of the L-1 Stencil on the patient’s abdominal midline. Adjust the Stencil
caudally or cranially to position the notched cutout on the upper border of the pubic symphysis.
This will be the location of the upper extent of the catheter coil as it lies in the pelvis. See Figure
1.

Figure |

With the Stencil aligned on the patient’s midline, and the notched cutout positioned as above,
mark the T-bar cutout which indicates the location of the primary incision site through which the
lower catheter will be inserted during the implantation procedure and specifies the final resting
position of the rectus cuff.

1. Align the midline edge of the L-2 Stencil with the midline of the patient’s abdomen. Adjust

the Stencil up or down until exit-site Circle cutout is in desired position according to pre-

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



procedural patient markings. Confirm that the upper edge of the catheter tunnel track, or arcuate
bend, is below the costal margin. If the subcutancous path indicated by the Stencil overlaps the
costal margin, then shift the Stencil caudally until the rib margin is cleared. The midline edge of
the Stencil should

remain parallel to the patient’s midline but may not exactly coincide with midline due to lateral

shift from weight of skin. Mark the exit-site Circle with the Stencil in this position.
See Figure 2.

Figure 2

Confirm that selected exit-site does not conflict with belt line, skin creases or folds. Exit site
should be easily visible to the patient as indicated by pre-procedural consultation and markings.

When satisfactory locations for the Exit-Site, Circle O , and the arcuate bend are achieved,

mark the secondary incision site, Rectangle *EJ . This is where the Tunneling Tool with
the attached ExxTended Catheter will temporarily emerge. With proper implantation of the
Upper Catheter segment, the black marker ring will rest at the level of the secondary incision.

Mark the exit cuff location, Diamond o . Trace the shape of the arcuate tunnel path on the skin,
using the Stencil cutouts
as a guide. The guidelines on Stencils L-1 and L-2 indicate the planned pathway to connect the

primary incision site, T-bar and secondary incision, Rectangle ' =1 . See Figure 3.
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Upper Chest Stencil Instructions

NOTE: The following Instructions are specific for implanting the ExxTended Catheter on the
patient’s left side. If the ExxTended Catheter is to be implanted on the patient’s right side,
substitute the R-Series stencils.

Align the midline edge of the L-1 Stencil on the patient’s abdominal midline. Adjust the Stencil
caudally or cranially to position the notched cutout on the upper border of the pubic symphysis.
This will be the location of the upper extent of the catheter coil as it lies in the pelvis. See Figure
4,

With the Stencil aligned on the patient’s midline, and the notched cutout positioned as above,
mark the T-bar cutout _ which indicates the location of the primary incision site through
which the lower catheter will be inserted during the implantation procedure and specifies the
final resting position of the rectus cuff. Align the midline edge of the L-3 Stencil with midline of
chest. Adjust the Stencil up or down until the Exit-Site, Circle , is in desired position.

Mark the exit-site, Circle . See Figure 5.

(/

Figure 5

Confirm that selected exit-site is free from open collar area , infraclavicular region, median
stemotomy zone, and fleshy part of breast . See Figure 6 for overlay of regions.
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The midline edge of the Stencil should remain parallel to the patient’s midline but may not
exactly coincide with midline due to lateral shift from weight of skin. Confirm that the
subcutaneous

path indicated by the Stencil for the arcuate bend does not conflict with the clavicle. If the
subcutaneous path indicated by the Stencil overlaps the clavicle, then shift the Stencil caudally
until the clavicle is cleared.

When satisfactory locations for the exit-site, Circle O » and the arcuate bend are achieved,

mark the secondary incision site, Rectangle * [=—=J . This is where the Tunneling Tool with
the attached ExxTended Catheter will temporarily emerge. With proper implantation of the
Upper Catheter segment, the marker ring will rest at the level of the secondary incision. Mark the
Exit Cuff location, Diamond . Trace the shape of the arcuate tunnel path on the skin, using the
Stencil cutouts as a guide. The guidelines on Stencils L-1 and L-3 indicate the planned pathway

to connect the primary incision site, T-bar | M, and secondacy incision, Rectangle * 1 .
See Figure 7.

Section B
ExxTended Lower Catheter Implantation for Upper Abdomen and Upper Chest Exit-Site

Implanting the Lower Catheter There are 3 options for implanting the Lower Catheter:

1. Laparoscopic approach, with or without Y-TEC® catheter implantation system. This approach
is recommended. Y-TEC peritoneal dialysis catheter implantation systems including Instructions
for Use are available through Merit Medical Systems, Inc.

NOTE : If laparoscopy is used to implant the Lower Catheter, deflate the abdomen before
testing catheter patency to avoid false fluid outflow rates.

2. Open surgical dissection (cut-down technique).

3. Percutaneous or Modified Seldinger technique, with or without fluoroscopic guidance.
Regardless of which implantation technique is used, ALWAYS make sure to:

a) Place the deep cuff within the rectus muscle.
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b) Angle the catheter inferiorly as it passes through the rectus muscle to direct it into the pelvis.

¢) Do not twist or rotate the catheter; verify that the radiopaque stripe is straight throughout the
ure.

d) Test Lower Catheter patency by infusing a minimum of 60 cc of sterile saline and observing

the outflow rate before proceeding with the implantation procedure.

The following is a general implantation procedure for the ExxTended Catheter’s Lower

Catheter. Adapt as appropriate to the technique used.

1. Administer patient anesthesia as appropriate for the technique used.

2. Abdominal preparation: Surgical skin preparation is performed according to hospital protocol.

Drape patient and abdomen in standard manner. Consider the use of plastic adhesive skin

barriers with or without iodine impregnation when large skin surface areas will be exposed.

Optional: Place patient in typical Trendelenburg position.

3. Prepare the catheter by soaking it in sterile saline. Squeeze the air out of the cuffs by rolling

the submerged cuffs between fingers. Flush the lumen of the catheter with sterile saline.

4 At the designated primary incision site, T-bar "W , make a horizontal skin incision
appropriate in length according to the catheter implantation technique being used. The primary
incision is the Lower Catheter insertion site and the rectus muscle cuff location.

5. Dissection is performed down to and exposing the anterior rectus muscle sheath. Perform
dissection on the surface of the fascia in a cranial direction along the anticipated path of the
catheter to the planned upper abdominal secondary incision. This subcutaneous path will create a
starting point for insertion of the Tunneling Tool tip at a later step.

6. Catheter insertion should be performed through the body of the rectus muscle appropriate to
the technique being employed, and may include puncture or muscle-splitting incision.

7. With the Lower Catheter straightened over a stylette (sold separately), keeping the radiopaque
stripe straight, the catheter tip should be directed toward a deep pelvic location between the
parietal and visceral peritoneum.

NOTE: The Lower Catheter must be used only with the coordinating Flex-Neck Adult Catheter
Implantation Stylette that is specifically sized to match the overall length and inner diameter of
the Lower Catheter.

8. If the catheter is implanted in the patient's left side, the Lower Catheter radiopaque stripe will
face up (anteriorly). If the catheter is implanted in the patient’s right side, the Lower Catheter
radiopaque stripe will face down (posteriorly).

9. The catheter cuff should be positioned in the rectus muscle to provide for good tissue ingrowth
and firm fixation of the catheter to prevent pericatheter leaks and hernias.

10. Appropriate to the technique being used to insert the catheter, careful placement of purse-
string sutures may be performed to reduce the risk of pericatheter leaks.

NOTE: Use care in placing sutures to assure catheter is not damaged and flow is not impeded.
11. Test catheter patency via infusion of a minimum of 60 ml sterile saline, and observe the
outflow rate.

NOTE: If the abdomen was insufflated during laparoscopic insertion, deflate the abdomen to
avoid false fluid outflow rates.

Section C
Instructious for Implanting Upper Abdominal Catheter: Sizing, Connecting and Placement
Measurement Locations for Sizing the Upper Abdominal Catheter

Measurements are based on three locations: 1) the Primary Incision Site, T-bar _ . where the
rectus cuff is located and the Lower Catheter is temporarily exiting the abdomen; 2) the
Secondary Incision Site, as indicated by the Rectangle } = ; and 3) the location where the
two catheters will be joined together. These instructions presume that the primary and secondary
incision sites were marked during patient preparation prior to surgery.
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See Figure 8.

Preparation for Sizing the Upper Abdominal Catheter
1. Catheters should NOT be trimmed until after the Lower (abdominal) Catheter has been
implanted and the rectus cuff is securely in place in the muscle, and after the secondary incision

has been made at the marked Rectangle ' [m—J . This will prevent catheter waste in case some
aspect of the surgical procedure should change, thus modifying the measurements.

2. The patient should be supine in order to properly measure the distance between the primary
and secondary incision marks. The flat position will assure that the patient will be provided the
maximum required catheter length, and prevents the catheter from being trimmed too short. If
the patient was placed in the Trendelenburg position during implantation of the Lower Catheter,
return the patient to a supine position for this portion of the procedure. Although the patient may
normally have a slumping posture in the upright position, if the catheter is properly positioned on
the fascial surface between the primary and secondary incisions, kinking will not occur.

Ensure that: a) no padding was placed behind the shoulders by the anesthesia personnel; b) that
there are no bends (flexion or hyperextension) in the table; and ¢) that there is no abdominal
distension from laparoscopically-induced pneumoperitoneum.

3.NOTE:

a) All measurements described herein are in centimeters.

b) The distance on the Upper Catheter from the marker ring to tip is 30 cm.

¢) The distance on the Lower Catheter from the rectus cuff to distal tip is 31 cm.

Measuring and Cutting the Upper Abdominal Catheter
NOTE : Alternative measuring instructions follow this section.
1. Using the provided sterile tape measure, measure the distance between the primary incision

site, T-bar "W (where the Lower Catheter is temporarily exiting the patient), and the
secondary incision site, Rectangle. Keep the tape taut, without stretching, over the torso between
the primary and secondary incision sites, keeping the tape above the abdomen contour. Do not
allow the tape to follow the body contour, and do not compensate for the amount of or depth of
body fat. If the tape

is allowed to follow the body contour or if the measurements are adjusted for body fat depth, the
result will be an excessive length of tubing between the primary and secondary incisions,
possibly leading to kinking of the catheter.

2. Record that distance, “A”, in centimeters, between thprimary and secondary incision sites.
This distance, A, represents the total length needed when combining Upper and Lower Catheters.
See Figure 8.

3. Select and note a potential location where the Upper and Lower Catheters will be connected
together by the internal double- barbed Titanium Connector. The Titanium Connector should

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



rest on the flat surface of the abdominal wall fascia, avoiding locations subject to pressure
discomfort from the belt line and/ or angulation produced by flexing of the torso at skin creases.
NOTE : When selecting the location to cut and join the catheters, ensure that the connector will
be positioned over the abdominal wall, and not over the costal margin or chest.

4. Using the provided tape measure, measure the distance between the secondary incision site,

Rectangle ', and the chosen union site. See Figure 9. Record that distance in
centimeters, as “B”. This will be the length needed of the Upper Catheter tubing from: the marker
ring to the catheter union site.

5. Subtract B from A to get the length of Lower Catheter tubing needed to reach from the
location of the deep cuff under the fascia to the location of the catheter union. Record that
distance

in centimeters, as “C™. See Figure 9.

A -B=C,Cis the total length needed for the Lower Catheter.

NOTE: In order to be able to work with the Lower Catheter, avoid using a length of C less than
5cm.

6. Insert the Measuring Rod (Jocated in the separate sterile pouch along with the Tunneling Tool)
beginning with the tip marking 1 cm, into the primary incision next to the Lower Catheter,
perpendicular to the fascia and parallel to the catheter. Advance the Measuring Rod until the tip
meets the rectus fascia.

See Figure 10.

Figure 10
7. Hold the external limb of the Lower Catheter next to, and parallel to, the Measuring Rod.
Using the centimeter markings on the Measuring Rod, cut the Lower Catheter at the C length
above the level of the fascia (Figure 10). Make a single, straight, perpendicular cut of the tubing
with suture scissors.
8. Place the Measuring Rod alongside the Upper Catheter with the B recorded length on the
Measuring Rod at the level of the Catheter marker ring.
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Cut the Upper Catheter at the level of the tip of the Measuring Rod Figure 11. Make a single,
straight, perpendicular cut of the tubing with suture scissors.

Figure 11
Alternative Measuring and Cutting Instructions for the Upper Abdominal Catheter
1. Position the Upper Catheter on the abdominal wall with the black marker ring on the

secondary incision, Rectangle *  m—

2. Overlap the Upper and Lower Catheters and choose an appropriate location to cut and join the
two. See figure 12.

NOTE : Keep in mind that one of the catheters will need to be further shortened as described in
step S below.

3. Cut the two catheters at the location selected in step 2.

4. Using the Measuring Rod, measure the distance from the fascia to the skin at the primary
incision site, at the skin surface level.

5. Cut either the Upper OR the Lower catheter (not both) to further shorten it by the distance
measured in

step 4.

NOTE : In order to be able to work with the Lower Catheter, avoid using a length of less than 5
cm.

Figure 12
Connecting the Lower and Upper Catheters
1. Wet the tapered tips of the double-barbed Titanium Connector in sterile saline or sterile water.
Do not use any other lubricant.
1. Insert one end of the double-barbed Titanium Connector into the proximal end of the Lower
Catheter. Push the catheter tip all the way to the connector’s center ring barrier. Do not use a
twisting motion to force the catheter onto the Connector. Push the Connector into the catheter
with a single forward motion. Do not dislodge the deep (rectus) cuff.
2. Insert the opposite end of the double-barbed Titanium Connector onto the ascending limb of
the Upper Catheter, that is, the limb with the marker ring, NOT the limb with the cuff. Push the
catheter tip all the way to the connector’s center ring barrier. Do not use a twisting motion to
force the catheter onto the Connector. Push the Connector into the catheter with a single forward
motion.
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Note: When inserting the Titanium Connector into the Upper Catheter, rotate the Upper Catheter
as necessary.

3. Check that radiopaque stripes are 180° opposite. If the catheter is implanted in the patient’s
left side, the Lower Catheter stripe will face up, while the Upper Catheter stripe will face down.
If the catheter is implanted in the patient’s right side, the radiopaque stripes will be inverted: the
Lower Catheter stripe will face down, and the Upper Catheter stripe will face up. When
connecting the Upper Catheter, ensure that the catheter is oriented so that the cuff and exit site
face laterally.

4. Tie a non-absorbable suture, such as 2-0 or 0-polypropylene, around each catheter, behind the
barb on the Titanium Connector. The two sutures may then be tied to each other to further
prevent tubing separation,

5. Test the integrity of the junctions by pulling firmly on each catheter in tum while holding the
connector. Do not dislodge the deep (rectus) cuff during this pull test.

Implanting the Upper Catheter with an Upper Abdomen Exit-Site

1. Make a 2.0 - 3.0 cm horizontal incision at the marked secondary incision site, Rectangle
] m—

2. At the secondary incision site, Rectangle, perform dissection in the subcutaneous tissue to the
anterior rectus fascia. On the surface of the fascia, create a subcutaneous pocket to contain the
preformed arcuate bend of the Upper Catheter. [n addition, perform dissection caudally on the
surface of the fascia to facilitate passage of the ExxTended Catheter Tunneling Tool tip from the
primary (lower) incision to the secondary (upper) incision.

3. Insert the blunt, bullet-shaped end of the Tunneling Tool into the primary incision site.

4. Guide the Tunneling Tool along the surface of the fascia to the secondary incision site.
NOTE:

a. Make sure that the Tunneling Tool stays in the relatively loose avascular areolar tissue plane
between the muscle fascia and subcutaneous tissue. Do not insert the tool and catheter into the
subcutaneous fat. Doing so may cause the catheter to kink during certain patient activities.

b. Do not cross the patient’s midline of the abdomen or chest.

¢. Follow the marked Tunnel Track, as indicated by the Stencil, when feasible.

d. If a laparoscopic catheter implantation approach is being used, the presence of a
preumoperitoneum provides a firm fascial surface that facilitates passage of the Tunneling Tool.
5. Advance the Tumneling Tool far enough through the secondary incision site so that it can be
grasped with the other hand

6. Attach the proximal end of the Upper Catheter to the barbed tip of the ExxTended Catheter
Tunneling Tool.

7. Secure the catheter end onto the tip with a suture.

8. Carefully pull the Tunneling Tool out through the secondary incision site far enough so that
the Tool can be laid down.

NOTE: Do not twist the catheter. Observe the radiopaque stripe to ensure that the catheter
remains straight.

9. Continue to pull the catheter gently until the marker ring is visible at the secondary incision
site.

NOTE:

a. When the marker ring is visualized on the surface of the fascia at the secondary incision site,
the length of the catheter between the marker ring and the deep (rectus) cuff should be relatively
straight.

b. Do not dislodge the deep (rectus) cuff.

¢. Do not twist or rotate the catheter. Observe the radiopaque stripe to ensure that the catheter
remains straight. Excess, non-straightened tubing may cause future kinking and flow failures
under some conditions.
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10. Cut the catheter free of the Tunneling Tool.

NOTE:

a. Do not attempt to use the end of the catheter that was inserted over the barbed tip of the
Tunneling Tool. It is stretched too much to be able to hold the connector

securely.

b. When cutting the catheter free of the Tunneling Tool, make a straight, perpendicular cut of the
tubing with suture scissors. Always verify that the cuts are perpendicular 1o the catheter tubing
so that the connector fits well in the catheter.

11. Infuse a minimum of 60 mL of sterile saline to verify patency, and that there are no twists or
kinks in the catheter.

NOTE: If the abdomen was insufflated during laparoscopic insertion, deflate the abdomen to
avoid false fluid outflow rates.

Finalizing Catheter Placement

Merit Medical Systems, Inc. provides three options for tunneling the catheter through the skin
exit-site location. The technique for creating the exit-site will vary according to the particular
tool selected to perform this function. A plastic retrograde Tunnelor® Tool , plastic antegrade
Faller Trocar, and stainiess steel antegrade Faller Trocar are sold separately.

1. The exit site location should be lateral to the primary site. The exit-site should be
approximately 3-4 cm distal to the exit site cuff if possible.

NOTE: For reduced infection and optimal placement, the catheter should have a gentle, curved
downward-facing exit-site.

WARNING: Check catheter at primary site and exit-site to ensure the catheter is not twisted or
kinked.

2. After the catheter has been tuaneled to the exit-site, verify catheter patency by infusing and
draining a minimum of 1.0 L of sterile saline.

3. Attach the catheter connector and cap, or altematively, a connector and transfer set. See
below, “Catheter Connector Instructions”, for details.

4. Close the primary and secondary incision sites, appropriate to the implantation technique used.
NOTE:

a. Do not suture the exit-site.

b. Do not use anchoring stitches to secure the catheter to the skin. Instead, use sterile adhesive
strips to immobilize the catheter on the skin adjacent to the exit-site.

¢. Apply appropriate dressings to all incision sites and to thecatheter itself.

Supplemental Information

* The external catheter limb can be embedded at this point, if desired. An Embedding™ Tool is
available from Merit Medical.

* Urgent or supportive dialysis can begin immediately with reduced volumes (1 liter maximum)
and the patient in a supine, position. If possible, the abdomen should be continuousty

dry (nocturnally) for 8-12 hours within each 24 hour period after catheter placement for the first
full week of dialysis. If the patient assumes an upright position, there should be no fluid in the
abdomen for the first 7 days or until the catheter sites are healed.

» Catheter immobilization is important to allow for proper tissue in-growth.

« The catheter should be flushed with heparinized saline within 24 to 72 hours and a minimum of
every 7 days thereafter.

Section D

Instructions for Implanting Upper Chest Catheter: Sizing, Conwecting and Placement
Measurement Locations for Sizing the Upper Chest Catheter Measurements are based on three
locations: 1) the Primary Incision Site, T-bar, where the rectus cuff is located and the Lower
Catheter is temporarily exiting the abdomen; 2) the Secondary Incision Site, as indicated by the
Rectangle and 3) the location where the two catheters will be joined together. These instructions

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




presume that the primary and secondary incision sites were marked during patient preparation
prior to surgery.

Preparation for Sizing the Upper Chest Catheter

1. Catheters should NOT be trimmed until after the Lower(abdominal) Catheter has been
implanted and the rectus cuff is securely in place in the muscie, and after the secondary incision

has been made at the marked Rectangle! ——=J . This will prevent catheter waste in case some
aspect of the surgical

procedure should change, thus modifying the measurements.

2. The patient should be supine in order to properly measure the distance between the primary
and secondary incision marks. The flat position will assure that the patient will be provided the
maximum required catheter length, and prevents the catheter from being trimmed too short. If
the patient was placed in the

Trendelenburg position during implantation of the Lower Catheter, return the patient to a supine
position for this portion of the procedure.

Although the patient may normally have a slumping posture in the upright position, if the
catheter is properly positioned on the fascial surface between the primary and secondary
incisions, kinking will not occur.

Ensure that: a) no padding was placed behind the shoulders by the anesthesia personnel; b) that
there are no bends (flexion or hyperextension) in the table; and c) that there is no abdominal
distension from laparoscopically-induced pneumoperitoneum.

NOTE:

a) All measurements described herein are in centimeters.

b) The distance on the Upper Catheter from the marker ring to tip is 30 cm.

¢) The distance on the Lower Catheter from the rectus cuff to distal tip is 31 cm.

Measuring and Cutting the Upper Chest Catheter
NOTE : Alternative measuring instructions follow this section.
1. U sing the provided sterile tape measure, measure the distance between the primary incision

site, T-bar g (where the Lower Catheter is temporarily exiting the patient), and the

secondary incision site, Rectangle 'L . Keep the tape taut, without stretching, over the
torso between the primary and secondary incision sites, keeping the tape above the chest and
abdomen contours. Do not allow the tape to follow the body, breast, and abdomen contours, and
do not compensate for the amount of or depth of body fat. If the tape is allowed to follow the
body and/or breast contours, or if the measurements are adjusted for body fat depth, the result
will be an excessive length of tubing between the primary and secondary incisions, possibly
leading to kinking of the catheter.

2. Record that distance, “A”, in centimeters, between the primary and secondary incision sites.
This distance, A, represents the total length needed when combining Upper and Lower Catheters.
See Figure 13,

Figure 13
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3. Select and note & potential location where the Upper and Lower Catheters will be connected
together by the internal double- barbed Titanium Connector. The Titanium Connector should rest
on the flat surface of the abdominal wall fascia, avoiding locations subject to pressure discomfort
from the bra or belt line and/or angulation produced by flexing of the torso at skin creases.
NOTE: When selecting the location to cut and join the catheters, ensure that the connector will
be positioned over the abdominal wall, and not over the costal margin or chest.

4. Using the provided tape measure, measure the distance between the secondary incision site,

Rectangle ' [ and the chosen union site. Record that distance, in centimeters, as

“B”. This will be the length needed of the Upper Catheter tubing from the marker ring to the
Titanium Connector. See Figure 13.

5. Subtract B from A to get the length of Lower Catheter tubing needed to reach from the
location of the deep cuff under the fascia to the location of the deep cuff under the fascia to the
location

of the catheter union. Record that distance in centimeters as “C”.

A - B =C, C is the total length needed for the Lower Catheter.

NOTE : In order to be able to work with the Lower Catheter, avoid using a length of C less than
Scm.

6. Insert the Measuring Rod (located in the separate sterile pouch along with the Tunneling Tool)
beginning with the tip marking | cm, into the primary incision next to the Lower Catheter,
perpendicular to the fascia and parallel to the catheter. Advance the Measuring Rod until the tip
meets the rectus fascia.

See Figure 14.

Figure 14
7. Hold the external limb of the Lower Catheter next to, and parallel to, the Measuring Rod.
Using the centimeter markings on the Measuring Rod, cut the Lower Catheter at the C length
above the level of the fascia (Figurel4). Make a single, straight, perpendicular cut of the tubing
with suture scissors.
8. Place the Mecasuring Rod alongside the Upper Catheter with the B recorded length on the
Measuring Rod at the level of the Catheter marker ring. Cut the Upper Catheter at the level of the
tip of the Measuring Rod (Figure 15). Make a single, straight, perpendicular cut of the tubing
with suture scissors.
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Alternative Measuring and Cutting Instructions for the Upper Chest Catheter

1. Position the Upper Catheter on the abdominal wall with the black marker ring on the
secondary incision, Rectangle * —3.

2. Overlap the Upper and Lower catheters and choose an appropriate location to cut and join the
two. See figure 16

NOTE : Keep in mind that one of the catheters will need to be further shortened as described in
step 5 below.

3. Cut the two catheters at the location selected in step 2.

4. Using the Measuring Rod, measure the distance from the fascia to the skin at the primary
incision site, at the skin surface level.

5. Cut either the Upper OR the Lower Catheter (not both) to further shorten it by the distance
measured in step 4.

NOTE : In order to be able to work with the Lower Catheter, avoid using a length of less than 5
cm.

Figure 16
Connecting the Lower and Upper Catheters
1. Wet the tapered tips of the double-barbed Titanium Connector in sterile saline or sterile water.
Do not use any other lubricant.
2. Insert one end of the double-barbed Titanium Connector into the proximal end of the Lower
Catheter. Push the catheter tip all the way to the connector’s center ring barrier. Do not use a
twisting motion to force the catheter onto the Connector. Push the Connector into the catheter
with a single forward motion. Do not dislodge the deep (rectus} cuff.
3. Insert the opposite end of the double-barbed Titanium Connector onto the ascending limb of
the Upper Catheter, that is, the limb with the marker ring, NOT the limb with the cuff. Push
the catheter tip all the way to the connector’s center ring barrier. Do not use a twisting motion to
force the catheter onto the Connector. Push the Connector into the catheter with a single forward
motion. Note that for the Upper Chest exit-site, the Lower and Upper Catheters will be implanted
with the same “side™ up relative to the positions of the radiopaque stripes. When inserting the
Titanium Connector into the Upper Catheter, rotate the Upper Catheter as necessary to ensure
that the radiopaque stripes are aligned.
4. Check that radiopaque stripes are aligned. If the catheter is implanted in the patient’s left side,
both radiopaque stripes will be face up (anteriorly). If the catheter is implanted in the patient’s
right side, both radiopague stripes will be face down (posteriorly).
5. Tie a non-absorbable suture, such as 2-0 or O-polypropylene, around each catheter, behind the
barb on the Titanium Connector. The two sutures may then be tied to cach other to further
prevent tubing separation.
6. Test the integrity of the junctions by pulling firmly on each catheter in turn while holding the
connector. Do not dislodge the deep (rectus) cuff during this pull test .
Implanting the Upper Catheter with an Upper Chest Exit-Site
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1. Make a 2.0 - 3.0 cm horizontal incision at the marked secondary incision site, Rectangle
]

2. At the secondary incision site, Rectangle * — , perform dissection with a combination of
hemostat clamps and ribbon retractors to the pectoralis fascia. On the surface of the fascia, create
a subcutaneous pocket to contain the preformed arcuate bend of the Upper Catheter. In addition,
perform dissection caudally in the retromammary space to facilitate passage of the ExxTended
Catheter Tunneling Tool tip from the primary (lower) incision to the secondary (upper) incision.
3. Insert the blunt, bullet-shaped end of the Tunneling Tool into the primary incision site.

4. Guide the Tunneling Tool along the surface of the fascia to the secondary incision site.
NOTE:

a. Make sure that the Tunneling Tool stays in the relatively loose avascular areolar tissue plane
between the muscle fascia and subcutaneous tissue. Do not insert the tool and catheter into

the subcutaneous fat. Doing so may cause the catheter to kink during certain patient activities.

b. Do not cross the patient’s midline of the abdomen or chest. Do not cross the sternum.

c. Follow the marked Tunne! Track, as indicated by the Stencil, when feasible.

d. If a laparoscopic catheter implantation approach is being used, the presence of a
preumoperitoneum provides a firm fascial surface that facilitates passage of the Tunneling Tool.
5. Advance the Tunneling Tool far enough through the secondary incision site so that it can be
grasped with the other hand.

6. Attach the proximal end of the Upper Catheter (the end of the catheter closest to the cuff) to
the barbed tip of the ExxTended Catheter Tunneling Tool.

7. Secure the catheter end onto the tip with a suture.

8. Carefully pull the Tunneling Tool out through the secondary incision site far enough so that
the Tunneling Tool can be laid down.

NOTE : Do not twist the catheter. Observe the radiopaque stripe to ensure that the catheter
remains straight.

9. Continue to pull the catheter gently until the marker ring is visible at the secondary incision
site.

NOTE:

a. When the marker ring is visualized on the surface of the fascia at the secondary incision site,
the length of the catheter between the marker ring and the deep (rectus) cuff should be relatively
straight.

b. Do not dislodge the deep (rectus) cuff.

¢. Do not twist or rotate the catheter. Observe the radiopaque stripe to ensure that the catheter
remains straight. Excess, non-straightened tubing may cause future kinking and flow failures
under some conditions.

10. Cut the catheter free of the Tunneling Tool.

NOTE :

a. Do not attempt to use the end of the catheter that was inserted over the barbed tip of the
Tunneling Tool. It is stretched too much to be able to hold the Connector

securely.

b. When cutting the catheter free of the Tunneling Tool, make a straight, perpendicular cut of the
tubing with suture scissors. Always verify that the cuts are perpendicular to the catheter

tubing so that the connector fits well in the catheter.

11. Infuse a minimum of 60 mL of sterile saline to verify patency, and that there are no twists or
kinks in the catheter.

Finalizing Catheter Placement

Merit Medical Systems, Inc. provides three options for tunneling the catheter through the skin
exit-site location. The technique for creating the exit-site will vary according to the particular
tool selected to perform this function. A plastic retrograde Tunnelor® Tool , plastic antegrade
Faller Trocar, and stainless steel antegrade Faller Trocar are sold separately.

1. The exit-site should be approximately 3-4 cm distal to the exit site cuff if possible.
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NOTE : For reduced infection and optimal placement, the catheter should have a gentle, curved
downward-facing exit-site WARNING: Check catheter at primary site and exit-site to ensure the
catheter is not twisted or kinked.

2. After the catheter has been tunneled to the exit-site, verify catheter patency by infusing and
draining a minimum of 1.0 L of sterile saline.

3. Attach the Catheter Connector and Cap, or alternatively, a connector and transfer set. See
below, “Catheter Connector Instruction” for details.

4. Close the primary and secondary incision sites, appropriate to the implantation technique used.
NOTE :

a. Do not suture the exit-site.

b. Do not use anchoring stitches to secure the catheter to the skin. Instead, use sterile adhesive
strips to immobilize the catheter on the skin adjacent to the exit-site.

c. Apply appropriate dressings to all incision sites and to the catheter itself.

Supplemental Information

» Urgent or supportive dialysis can begin immediately with reduced volumes (1 liter maximum)
and the patient in a supine position. [f possible, the abdomen should be continuously dry
(nocturnally) for 8-12 hours within each 24 hour period after catheter placement for the first full
week of dialysis. If the patient assumes an upright position, there should be no fluid in the
abdomen for the first 7 days or until the catheter sites are healed.

» Catheter immobilization is important to atlow for proper tissue in-growth.

» The catheter should be flushed with heparinized saline within 24 to 72 hours and a minimum of
every 7 days thereafter.

SECTIONE

A plastic connector is included with each Flex-Neck Peritoneal Dialysis Catheter. A two-piece
titanium connector for Flex-Neck Adult, Adolescent, and Pediatric Peritoneal Dialysis Catheters
is available separately from Merit Medical. After successful implantation of the Flex-Neck
Peritoneal Dialysis Catheter, attach a Merit Peritoneal Dialysis (PD) catheter connector to the
catheter.

Each catheter kit contains one Connector and one Cap.

+ TaperedTip (A) A
« Raised Shoulder Ridge (B) C o
+ Finger Grip (C) . B
- Threaded Luer (D) W N

. Cap(E) g- D

rd

1. Wet the Tapered Tip (A) of the Connector with sterilesaline or sterile water, and insert it into
the catheter.

* Do not use any other tubricant.

* Do not use a twisting motion to force the catheter onto the Connector.

» Push the Connector into the catheter with a single forward motion.

2. Advance the catheter completely to the Raised Shoulder Ridge of the Connector. The catheter

tubing must completely pass over the Tapered Tip and to the Raised Shoulder Ridge, but not
beyond that onto the Finger Grip. See diagram.
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3. Pull carefully on the Connector and catheter to test the strength of the connection.
4. Attach either the Cap (E), or a dialysis transfer set, to the threaded Luer (D).

Catheter Cleaning and Care

All Flex-Neck Peritoneal Dialysis Catheters are made of silicone. Exit-site cleaning agents that
are compatible with silicone catheters therefore may be acceptable for use on Flex-Neck
Peritoneal Dialysis Catheters. Such cleaning agents include:

* Electrolytically-produced sodium hypochlorite solutions

(i.e., ExSept Plus®)

*» Normal (sterile) saline

Cleaning agents that are non-irritating, non-toxic, anti-bacterial,

and in liquid form are generally recommended.

The following cleaning agents are not compatible with

silicone catheters, and are not recommended for use with

Flex-Neck Peritoneal Dialysis catheters:

« Acetone or acetone-based products

* Povidone-iodine or jodine-based products

Merit Medical Systems, does not provide specific recommendations or protocols for exit-site
care and cleaning, whether by the healthcare professional or by the patient. Appropriate exit-site
and catheter care treatment protocols should be individualized for each patient, and established
by the patient’s physician(s), nurse(s), dialysis center(s), and/or other relevant dialysis healthcare
professionals. ExSept Plus is a registered trademark of Alcavis HDC, LLC or one of its affiliates.
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[TIepesoo ¢ an2auiicko2o A3viKa Ha pyccKuil A3iK)

HHCTPYKINA O NPAMCHEHHNIO:

«Habop xarerepa nng NepRTOHCANTLHOTO JHAIH3AN
Jara 27 mapra 2020 r.

Conepaut 35 crpanny

ILLTAT IOTA )
TOYHOC MECTO
OKPYT CONT-JTEMK )

27 mapra 2020 ropa xo mMie, Hotapuycy Jixenuudep Gopaxsm, nuuso asuics Pobepr

Bondapr, Crapmnii MeHeDKep N0 HOPMATHBHO-NIPABOBOMY OOCCnIEYeHIIO, TPCABABABIING MHE
JOCTATOYHBIC AOKAIATENHCTBA TOTO, YTO OH ABJIACTCA NHIIOM, HMCHEM KOTOPOTO NOJITHCAH

NPRJIAracMBIH JOKYMCHT, H NOATBEPAHBIINHA, MTO OH NHYHO NOATMMCA €r0.
YaocTosepserca Mochi NOANACHIO B OPHAHAILHOM NEYaTHIO

[noonucy/
Horapnyc

Mos mauen3us aAedicreurensHa A0 27 uions 2021 r.

(LLImamn:

HNxennndep Gopaxiv

Horapuyc urrara Ora

Jiauenzua Ne 695417

Mos munen3us aeticreurensHa ao 27 mons 2021 r.}
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HucTpyxuas no npaMeHcHHI0:
HaGop kaTetepa Ang NEPUTOHEATLHOTO AHANH3A

npon3soacTea KoMnanun «Meput Meanxaa Cucreme, Hak.», CILIA

Inodnuce/

PoGepr Bondapr

Crapmnii MeHeXep OTACAA HOPMATHRHO-NPABOBOTO PEryTHPOBARHA
13 uiona 2019 .

Pepaxuns 3

[[Teuamo xomnanuu « Mepum Meduxanr Cucmemc, Hux.»)
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1. OHHCAHHWE HW3ETHA

HabGop xarerepa Ins nNepHTOHEANbHOrO MAHAMM3A NPEAHAIHAYEH MIA HMIUIAHTHPOBAHMN
XHPYPIHYeCKH HIIH SHAOCKOMHUECKH, YPECKONHO N AMTENLHONO HCNONL30BaHKR, AHGO s
BBCICHHA YPECKOXHO 1A OZHOMO CEAHCa AHATH3A, B UC/AX BIMBAHHA M YAANCHHA XKNWIAKOCTEH
n3 Gpiomnoit nonoctn. Hanenue npeanasiaueno ang HCNOMb30OBAHHA B KIHHHKAX, GonbHULAX U
APYTUX MCIRUHHCKHX YYPCKACHUAX.

Halop xaTerepa 218 NEPRATORCAALHOTO RHAINIA:

1. Ha6op karerepa Flex-Neck Classic ans nepuroneansHoro amanusa, B cocTase:

1.1 Karerep Flex-Neck Classic npamoit, ¢ apolinoli namkeroil, anuno#t 52 ¢cM — He Gonee
2 mT. (IpR HEOOXOARMOCTR);

1.2 Karerep Flex-Neck Classic manbiit, cnupamsunii ¢ aofino#l Marxeroii, anmunoll 62 cM
— ne Gonee 2 mT. (Mpu HeoOXOAUMOCTH);

1.3 Karerep Flex-Neck Classic cranaapmhiii, cnrpansusiii ¢ asolinoli manxerod, 1unoN
62 cM ~ ne Gonee 2 wiT. (Npy HEOOGXOAMMOCTH);

1.3 Karerep Flex-Neck Classic Gompnoft, cnupansniit ¢ AB0HHON ManxeTo, LHHON 62
cM - He Gonee 2 . (npu HeobxoAUMOCTH);

1.4 Anantep Tana Jhiosp ¢ 3arnymxoit - 1 mr.;

1.5 Tpaaper-mabnon 219 HMNIAHTANMEH KaTeTEPa — 2 INT.;

1.6 Hnctpyxuns no npumenenwmo ~ 1 mr.

2. Habop xarerepa Flex-Neck ARC ans nepHToHeanbHOrO AHATH3A, B COCTaBe:

2.1 Karerep Flex-Neck ARC manuiii, ciwpansanili ¢ apoftnoit Mamxero, nmunoft 62 oM —
He Oonee 2 mr. (npH HEOOXOAMMOCTR);

2.2 Karerep Flex-Neck ARC cranaaprHuif, cnupanshniit ¢ asoiiuoli MamxeToli, AmMHOMN
62 cM — He Gonee 2 wT. (MpH HEOOXOAUMOCTH);

2.3 Karerep Flex-Neck ARC Gonbio#f, cnupanbbiii ¢ xBoitHolK Manxerol, aunoli 62 cM
~ He Gosee 2 mr. (mpn HeobxomHMOCTH);

2.4 Anantep THna Jhio3p ¢ 3arnymxkoif — 1 mr.;

2.5 Tpadaper-mabnon 1A UMNNAHTALIMH kaTeTepa — | miT.;

2.6 UHcTpykuus no npuMeHeHHIO — | miT.

3. Hab6op xarerepa Flex-Neck ExxTended ana neparoneansHOTO Anannia, B COCTABE:

3.1 Karerep cocrasHol Flex-Neck ExxTended ¢ asoiino#t mauxeToit, ammunrol 62 cM — He
Gonee 4 mT. (Mpy HeOOXOAMMOCTR);

3.2 Karerep cocrassoli Flex-Neck ExxTended ¢ Tpoitnoit Marxerol, mnmunoli 62 cM — He
Gonee 4 wir. (ipy HEOGXOAWMOCTR);

3.3 Karerep Flex-Neck ARC crannaprisiil, cnupanbiniil ¢ Aolnoli Mamxetolt, anuno#
62 cM — He Gonee 2 wt. (NpH HeoGXOAMMOCTH);

3.4 Ananrep Tuna Jho3p ¢ sarnymxo# — 1 wr.;

3.5 Tpadaper-mmabnon ana UMNRAHTaNKA KaTeTepa — 3 WIT.;

3.6 llikana n3meprrensHas — | wr.;

3.7 Konuexrop — 1 mr.;

3.8 UucTpymenT ans TyHHenuposanus — | mr.;
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3.9 CrepixeHp H3MCPHTEbHEIR — 1 1mT.;
3.10 MiucTpykuna no mpaMeHeHmio- | T,

Habop xarerepa Flex-Neck Classic, Flex-Neck ARC, Flex-Neck ExxTended ans
MEPHTOHEANLHOTO QMANH3a HMEIOT B cocTase Katetep Flex-Neck, xoropuiit m3rorasnusaior u3
THOXOTO CHIMKOHA © CHHEHl PEHTTCHOKOHTPACTHOM Moocko#. Bee xaTeTephl MOCTABNAIOTCH C©
TJIACTHKOBLIM KOHHEKTOPOM ¢ KoimaukoM (amantep thna Jlioop ¢ sarmymxo#), mabnonamn-
TpadaperaMn ana HMnaauTauud  Karerepa. lllaGnoHM A MMINAHTAUMHM  KaTETEpoB
NpEAHA3AaYeHH LIA HCMONB30BAHUR NPH BBCACHHH KATETEPOB AN NEPHTOHCANHHOrO AHANM3A,
yTo6B NOMOYL Bpayy ONPEACIHTECA ¢ PA3MEPOM KaTeTepa, & Takke ¢ NoaxoasineH Touxolt zns
TYHHOJIH3ALHH GpionHON MONOCTH NALMEHTA H ONTHMAILHOR TOUKOH BHIXOAA KaTeTepa.
Karereput Flex-Neck ans DnepHTOHEANBHOIO AHANH3A NpPENHASHAYCHH A1 MMIUIAHTALMH Ha
NICPHOA NMPOAONXKHTENLHOCTLIO Gonbme 30 jmeli B HEAX BIMBAHHA B YAAICHHUN XALKOCTER H3
OpIOmHOI NONOCTH.

Karerepui Flex-Neck Classic nocraBmsiores B ABYX BapHaHTaxX MIHHB - 52 cM u 62 oM.

Karereps Flex-Neck ARC umeior mmusy 62 oM. Buyrpennnit auamerp xarerepop Flex-Neck
Classic, Flex-Neck ARC cocraBiser 3,5 MM B LieNISX YCKOPEHHA TOKA XHAKOCTH H 3AMCHBI

maamu3ata. Karerepmr Flex-Neck Classic, Flex-Neck ARC nocraBnsiores ¢ AByms
NOMXPUPHLIMA MAHXCTAMH, PACCTOSHHE MEXIY KOTOPHMHE MOXET COCTABNATS OT 5,0 cM 1o 7,0
oM. JlucrampHpni KOHUMK OONBUNIMHCTBA KATETEPOB CBEPHYT, ORHAKO AOCTYMHA M HDpaMan
Bepenus. TIpOKCHMAaNBHEIN CErMEHT KaTreTepa MOXeT ORITh MPAMLIM (KNACCHYCCKHM) WIH THOA
ARC (puc. 1)

4
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Coilfd Cathfitr 1A —IlI-

O

0«ssk Straicht

MC*C«th«tar AftCCathfttf
Classic Coiled Catheter Knaccnyecknin cBepHYy T blii KaTeTep
Classic Straight Catheter Knaccuyecknin npamoi kaTeTep
ARC Catheter KaTeTep ARC
Puc. 1

KaTtetep Flex-Neck Exxtended (puc. 2) gns nepuToHeanbHOro Avanuia npeactaBnsetr coboi
OBYXKOMMNOHEHTHbIA KaTeTep. CBEpPHYTbI AUCTaNbHbIA CErMeHT cofepXuT 1 nonuadpupHyto
MaHXeTy, UMNJaHTUPYEMYI B NPAMYK MbilLy. BepxHUid CermMeHT COLEPXMWT MOAU3(PUPHYIO
MaHXeTy, KoTopas pacnofaraetcsi HenocpejcTBEHHO NOA MecTOM Bbixoga. [Ba CermeHTa
KaTeTepa COeAMHAKTCA TUTAHOBbIM TPYOHbIM coefuHUTeneM (KOHHEKTOPOM) U (DUKCUPYHOTCS
HepaccacblWarmwWwmmMmcs HeliNoHOBbIM WBOM. KateTep ExxTended 6bin  pa3paboTaH Ans
NPUMEHEHUS Y NaLWEHTOB, CTPajal X OXWPEHMEM, NN NaLMEHTOB, NONPOCUMBLUMX BbIBECTH
KaTeTep M3 BEPXHEeN yacTu rpyaHoin knetku. K kaTeTepy npunaratioTca wabnoHbl-TpagapeTsl,
nomorarlu e onpeaennTb HaMNyUYlWNe MecTa BX0OAa U BbIXOAa KaTeTepa, U3MepuTeNbHasA LWKana,
afantep Tvna J1t03p C 3arNyWKOR, UHCTPYMEHT ANA TYHHENN3aLUmn, U3MEPUTE/NIbHBIN CTEPXEHb.

Katetepbl Flex-Neck Exxtended pgna neputoHeanbHOro Aunanu3a npegHasHayeHbl Ans

MMNAaHTauWU Ha Mnepuof NpPoAO/KUTENbHOCTbI0 Gonblie 30 fAHEeA B Uensx BAWBAHUA WU
yLaneHus XXnaKocTeil 3 6ploLWHO NonocTy.
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Puc. 2

Bce uanenus npeaxasHaueHsl TONBKO JS OAHOPA3IOBOIO MPHMEHCHMA M TOCTARNAOTCE B
CTEPHIBHOM COCTORHUH.

Komnaaaa «Mepar Meaukan Cucrems, HHK.» crepuimsyer H3leNHsA, ONHCAHHEE B JaHHOM
TexnndeckoM Gaiine, sTHnenoxcuaom (30). Banmmpaums maxaa  crepunnzaumn 0
OCYIIECTB/SETCA B COOTBETCTBHH ¢ TPeOOBAHHAMH eBPOTICHCKOTO MEXIYHAPOAHOIO CTAHIAPTA
ISO 11135. ExeroaHas moBTOpHAS BANHIANHSA OLCHHBACT HAHXYMIMH# cayvall 3TanoHHoit
3arpy3Kl H8 OCHOBAHMH IUIOTHOCTH M KOHQMIYPalMK Taphi, YTO MNO3BOJAET NPOBOAKTH
CTAHAAPTHYIO CTCPHIIH3ALMIO 3arPy3KH CMCIDAHHOTO moAgoHa. M3nenus xoMnanuW «Meput»
oTeesalorT TpeGobanusM cranaapta ISO 10993-7 x ocTaTouHOMY COAEPKAHMIO THNACHOKCHIA
nocne crepwimsanuMH. H3igenna wHe  NPEAyCMATPHBACT NOBTOPHYIO  CTCPHIM3ALHIO
nons3opareneM. OCTaTouHOE CofEpKanMe ITUICHOKCHAA He npepnmmaer 1075,

3. TEXHHYECKHE XAPAKTEPHCTHKH H3JEIHA

3.1 Texunueckue xapakrepucTiki ans HaGopa karerepa Flex-Neck Classic ans nepHToneansHoro
ANANH3a
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Hapy>kHblIii anameTp
KaTeTepa

KonnyecTBo MaHXeT

BHyTpeHHWi anameTp
KaTeTepa

Pabouas AnnHa
KateTepa

PaccToaHme meacay
MaH)XeTamm

(ans KaTeTepos C
[BOVHON MaHXeToM)
PaccTosiHVe OT MaHXeTbl
[0 cnvpanm

PeHTTEHOKOHTPACTHOCTb
besonacHoCTb
MarHUTHO-Pe30HaHCHOM
Tomorpagumn (MPT)
[NoBepxHOCTb

KateTtep Flex-Neck Classic
MPSIMONA, C ABOMHOM
MaHXXeTOM, A/IMHOA 52 cM

5,3 MM

3,5 Mm

52 cm

6 cm

15,5 cm (OT gucTanbHOiA
MaH>XeTbl O KOHYMKA
KaTeTepa)

- Katetep Flex-Neck Classic
MaJlbliA, CNUPasIbHbIN C
NBONHOI MaH)XeTOW, A/IMHOW
62 cwm;

- Karetep Flex-Neck Classic
CTaHAAPTHbIN, CrvpanbHbIi
C 1BOHOIN MaHXXeTOMN,
[JIMHON 62 cM;

- Katetep Flex-Neck Classic
60MbLLON, CNUpPanbHbIA C
NBONHOW MaHXXETOM, A/INHOW
62 cm.

5,3 MM

3,5 MM

62 cm

5cwm;
6 CM;
7 CMm;

14 cm (Manblit KaTeTep);
15,5 cm (cTaHAapTHbIN
KaTeTep);

16,5 cm (6onbwoii KaTeTep)

KaTeTep fonXeH npocMaTpuBaTbCa NPU PEHTreHockonuu
KaTeTep He fOJ/IXXEH NpPensaTCTBOBATL nNposefeHutio MPT.

Ha BHelWHel MOBEPXHOCTUN He AO/MKHO 6bITb TEXHOMNOTUYECKUNX

M MOBEPXHOCTHbIX ePEKTOB.

3.2_TexHunyeckune xapaktepuctukm Habopa katetepa Flex-Neck ARC ana nepuToHeanbHOro

onannsa

KateTep Flex-Neck ARC Manblid, cnvpanbHblIli € ABOWHOM MaHXeTOM, ANMHON 62 CM;
KateTep Flex-Neck ARC cTaHAapTHbIiA, CMpabHbIA C 4BONHOM MaHXETOM, ANMHONA 62

CM;

KateTep Flex-Neck ARC 60/1bLL0M, CNpasibHbIA C 4BOMHON MaHXETOM, A/IMHOW 62 CM.

Hapy>XHblii guameTp
KaTeTepa

BHyYTpeHHWiA anameTp
KaTeTepa
Konn4yectBo MaHXeT
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Pabouas ginHa
KaTeTepa

PaccTosHue Mexay
MaHXeTamu
PaccTosHue oT
MaHXeTbl 0 cnvpau
(cm)
PeHTreHOKOHTPacTHOCT
b

BesonacHoCTb
MarHUTHO-
PEe30HaHCHOW
Tomorpadun (MPT)
'loBepXHOCTb

62 cm

6 cm

14 cm (Manblii KaTeTep);
15,5 cm (cTaHAApTHbIWA KaTeTep);
16,5 cMm (60nblIORA KaTeTep);

KaTeTep fO/MKEH NPOCMATPUBATLCS NPU PEHTIEHOCKONUHU

KaTteTep He AO/XKeH NpenaTcTBOBaTL NpoBefeHuio MPT.

Ha BHellHe MOBEPXHOCTN HE AONTXKHO 6bITb TEXHONOTUYECKUX W
MOBEPXHOCTHbIX ,EI.ECbEKTOB.

3.3 TexHuueckune xapaktepuctukn Habopa kateTtepa Flex-Neck ExxTended ans neputoHeanbHOro

ananunsa

KateTtep coctaBHol Flex-Neck ExxTended ¢ ABOMHOI MaH)XeTOW, A/IMHON 62 CM;
KateTep coctaBHOI Flex-Neck ExxTended ¢ TPONHOW MaHXETOW, A/IMHON 62 CM

Hapy>kHbIli AruameTp
KaTeTepa

BHYTpeHHWIA anameTp
KaTeTepa
KonnyectBo MaHXeT

Pabouyas a/iMHa
KaTeTepa

PaccTosHue Mexay
MaH)eTamu
PaccTosHwue oT
MaHXeTbl 0 crivpaiu

PeHTreHOKOHTPacTHOCT
b

besonacHocTb
MarHUTHO-
Pe30HaHCHOW
Tomorpagum (MPT)
['oBepxHOCTb

5,3 MM
3,5 Mm

1ceepxy, lcuusy (ABOMHAs MaHXXeTa)
2 ceepxy, lchnsy (TPOMHAs MaHXeTa)

62 cMm

16,0 cm
(0T MaHXeTbl 40 CNMUPanu, HKHWIA CerMeHT KaTeTepa)
23,0 cm
(OT MPOKCUMaNbHOW MaHXeTbl O KOHLa KaTeTepa, BEPXHUI
CermMeHT KaTeTepa)

KaTeTep JO/>KeH MPOCMATPUBATLCS MPW PEHTIEHOCKOMUM

KaTeTep He LO/IXXEH NpenAaTCcTBOBaTL NpoBegeHuto MPT.

Ha BHeWHeil NOBEPXHOCTU HE JO/KHO 6biThb TEXHONOTUYECKUX K
MOBEPXHOCTHbIX Ae(heKTOB.

KateTep Flex-Neck ARC cTaHAapTHbIM, CNnpanbHbIiA € ABOMHOA MaHXETOW, ANNHON 62

CcM

Hapy»HblIin guameTtp
KaTeTepa
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Buytpenuunh anamerp 3,5 Mn
Karerepa

Pabouas nnmna 62 cm
KaTeTEpA

Paccrosane mexay
MAHRCTAMN

6¢cm

Paccrosnue oT 155¢cm
MAIKETH 10 CHPAIH

Buicora cnupaau (ans
COHPAASHBIX 55¢cm
KaTeTEPOR)

BezonacnocTs Karerep He nomxen npenarcraosars nposeacauio MPT.
MATHETHO-
pelonancnol
Tomorpadun (MPT)

IMomepxnocTs Ha Bremnelf NOBEPXHOCTH HE AONKHO GHTH TEXHONOTHYCCKHX H

NOBEPXHOCTHHIX AePEKTOB.

Habop xatereps Flex-Neck Classic ans nepuToHeansnoro ananmia, uaop xarerepa
Flex-Neck ARC ana nepuvoneanvuore anamma, sabop xarerepa Flex-Neck ExxTended
ANA NEPHTOHEANLHOTO AHANNMIA NoMemaloT B TepModopmosanubiit [TITT notok, KoTopHIt
sakpeiBalor kpumxoii #3 Tyvek 1073B ¢ noxputHeM. CoOOTBETCTBYIOUYIO 3ITHKETKY
HAKJICHBAIOT HA KPHINKY 3aKPLITOro NoTka. [oToBLI 3aKphiTH NOTOK NOMEWAIOT B NAKeT H3
NOHITHWICHA/HEIIOHA/IONNITHICHA, 3ANCHATHIBACMEIN ¢ NOMOWBIO ITHKETKH, nepernbaeMoii
nonojaM. JTHKETKY AIA 3amevarbiBaHua HirotanmBaloT #3 Tyvek 1073B ¢ noxpurmaem
BB2000. Ha 3aneuaTanHuil nakeT HaxnenpaloT 3THKETKY. [laker, 3anevarsiBaeMeili ¢ NOMOUIBIO
ITHKETKH, nepernGaemoli mononaM, NOMEMAIOT B KApTOHHYIO KOpoOKy (BTOpHYHAs yNaKOBKa)
B3 cyapparaoli menmonodnl ¢ ITHKCTKOH. B kaproHHBIC XOpoOkM (BTOpHYHAS YNAKOBKa)
NOMEmAIOT MO OAHOM HHCTPYKLMH MO NMPHMCHEHHIO. B TpaHCNOpPTHYIO YNaKkoBKY ¢ YeTHIpbMSA
PaBHOBE/NKHMH KNaNaHAMH, PaBHBIMH |/2 WRPHHLL, K3 oaHOCROHHOTO KpadT-KapTOoHa, rodp C,
noMemaior A0 30 xapTOHHLIX KOpoOOK (BTOpHYHBHIX ynakopok). Ha 3axpwrhilfi xoHTeliHep
HaKICHBAIOT ITHKETKY.

I'pynnosas ynaxoska 1A Habopa KaTeTepa AN1s NEPUTOHCANLHOTO AKAAK3A HC NIPHMEHAETC.

ATTeCTanHN YMAKOBKH Mt u3Zeanh xounanun «Mepur Memuxan» nDpoBOAMTCR B
COOTBETCTBHH C TpeOOBaHHAMH CIICAYIOUIHX CTARIAPTOB:

ISO 11607 «YnakoBka MEAHIHHCKHX H3AeHH, noaexammx GHEHLIMOMN CTepHIH3AIARY

ASTM 4169 «TecTnpoBaHHE XAPAKTEPHCTHK YIAKOBKH»

ISO 2233 «YmaxoBka — roToBbic 3aNQMHCHHBIC TPARCTIOPTHPOBOYHKIC YIIAKOBKH H rpy30BHe
CAMHHLN — npeaBapHTebHas 06paborka nepen TeCTHPOBAHHEM»

VYnakoska Wi 3TON0 H3IACSAHA MPOULIA ATTECTALHIO B COOTBETCTBHH C YTBEPKIACHHBLIMH
MPOTOKONAMH M OTUETaMH,
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5. IHOOPMALIMSA O MAPKPOBKE U3AE/INIA

dopmaTbl 3ITUKETOK U3Aenuit 6binnm pa3paboTaHbl W 0406pPEHbI ANA OTAENbHLIX W3AENUA,
CTEPUNIbHBIX YMAKOBOK M TPAHCMOPTHON YNaKOBKU. Y TBEPX/AEHHAA MapKUPOBKA HAXO4WTCA B
TEXHONOTMYECKOM pernamMmeHTe u3genus.

KomnaHua «MepuT Megukan Cucteme, WHK» UCNONb3yeT chefyloline cTaHAapTbl A
COflepXaHNs MapKMPOBKM U (HOPMUPOBAHWA CUMBONOB B COOTBETCTBUM C TEKYL|MMU
Tpe6oBaHUAMN ANPEKTUBLI N0 MEANLUHCKUM U3AENUAM:

e EN 1041: uHopmaynsa, noctaBnsaeMas M3roToBUTeNeM.

e ISO 15223-1: n3genna meaguunHckne. CUMBOSbI, NCMOJIb3YEeMble Ha AP/IbIKAX MegULUHCKUX
n3gennic nNpu MapKUpoBKe W B MpefocTaBAfeMOin uHpopmayum - dacTb 1: obuwme
TpeboBaHMA.

* ISO 15223-2: wu3pgenna MefuunHckme. CUMBONbLI, WUCMONb3yeMble Ha MEeAULMHCKUX
n3gennax, MapKMupoBKe U B NpejocTaBnsaemMoil MHpopMauum - yacTb 2: paspaboTka, BbI6Op K
BanungaLmna CUMBOJIOB.

 PykoBoacteo FDA no mapkKMpoBKe MeAWLMHCKUX U3AENUIi NS NMaLMeHTOB; OKOHYaTeNbHOe
PYKOBOACTBO AN1A NPOMbIWIAEHHOCTM 1 0630pbl FDA (19 anpensa 2001 r.)

OnucaHue CMMBONOB MapKUPOBKW MpefcTaB/ieHo B Tabnuue.

Cumson Pacwundposka cumBona
EC  REP Y NONHOMOYEHHbIH NpeAcTaBUTeNb B EBponeiickom
coobuiecTBe
| I | M3roTtoButensb
Rx ONLY MpopaeTcs TONbKO Bpavyam M eYEOHbIM YUPEXLEHUAMMN

3anpeT HAa NOBTOPHOE NMPUMEHEHKeE

R Ne no kar.

Mcnonb3oBaTtb 40
AOcCHOBbIBasiCb Ha EBpOMNENCKOM peryimpoBaHuu,
cumBon «/icnonb3oBaThb J0» UK «[aTa
U3rOTOBNEHNA» MOXKET MPUMEHATHLCA K CTEPUIbHbLIM
npogykTam. B cnyyae npumeHeHusa «llcnonb3oBaTh L0»
yKasblBaeTCa faTa, B KOTOPYI NPOAYKT MOXKET
ObITb MCMOMb30BaH (faTa UCTeYeHnss cpoka
AeNCcTBYS), Nocne 3TON AaTbl HEBO3MOXKHO
“Cnonb30BaThb NPOAYKT. B 3TOM cnyyae ang
onpesenexnns JaThbl NPOU3BOACTBA HEOOX0AMMO
BblYeCTb O6LLMIA CPOK XpaHeHUs NPOAYyKTa,
3asBNEHHOr0 U3roTOBUTENEM, U3 AaThl
«/Icnonb3oBaThb [0».

LOT Homep noTa

STER”-EEhI CTepnunn3oBaHo 3TUNEHOKCULOM

10
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6. YCAOBUA XPAHEHHA ¥ TPAHCTIOPTHPOBKH
YC/IOBHS XPAHCHHA:

XpaHHTh B MPOXNANHOM, CYXOM H TeMHOM MecTe. bepeub OT BOINCHCTBHA OpPraHU4eCKHX
pacTsopHTeneli, MOHM3IUPYIOWIETO H YALTPAPHONETOBOrO WATYHCHHA, a TaKkKe BHICOKHX
Temneparyp. [lepHoAHYCCXH NPOBOAMTL PCBH3MIO 3anMacoB H MCNOAL3OBATL W3NENHA 10
HCTCUCHHA CpoKa TOAHOCTH, YKa3aHROrO Ha ynaxoske. Hiazenns, ocsoboxiaenHwme OT

TPAHCNIOPTHOMH YNAKOBKH, JODKHB! XPAHHTHCA TP CACAYIOHUX YCJIOBUAX OKpYKatoulell cpemxsl:

YCOBHA XPAHEHHN:

Temneparypa ot +5°C a0 +27 °C (oxpyxalomas cpeaa)
OTHOCHTENTLEAS BIAKHOCTD or 10% 10 90 % (6e3 xonaeHCaNH)
ArMocdeproe napnenne 84.0 kI1a - 106.7 xITa (630 - 800 MM pr.cT.)
Ycnornd TPAHCIOPTHPOBKH:

Temneparypa ot -35°C no +55 °C (oxpyxaloman cpeza)
OTHOCHTELHAS BIAXKHOCTD ot 10% 10 90 % (6e3 xonaeHcanMu)
ATMochepHOE JaBiICHHE 84.0 xITa— 106.7 xIla (630 — 800 MM pr.CT.)
Yenopus JKCIUTYaTanym:

Temnepatypa oxpyxaiomeit cpean: He Gonee 25°C

Jlnanason TeMmepaTyp NpH HCNONL3OBAHHH — TeMnepaTypa Tena ot 32°C 10 42°C
OtHocHTENbHAA BAaXHOCTh: 100 % (XOHTAKT ¢ KpOBBIO)

At™ocdepHoe nanenue: 86-106 xIla.

CpoK XpaHeHHN CTCPHIbHBIX H3AEMHHK 36 MECALCE ¢ AaTH CTCPRIH3ANNM,

&b
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7. YTHAHBALINA

Hcnonbaosanubic Habophl YTHIH3HPYIOT Kak SNMHMAEMHONOTHHECKH ONacHwe orxoam xnace b
(HanuiHe KOHTAKTa C KPOBBIO M CIH3HCTHIMH TKAHAMH NALHEHTA).

Ilo HcTedeHuH CPOKa NOAHOCTH HEHCNONL30BAHHLIC HAOOpH, He KOHTAKTHPYIOMMX C KPOBBIO H
CTH3HUCTBIMU CHCAYET YTHAHIHPOBATH, KAK MHACMROIOTHICCKH Oe3sonacHuie OTXOMH! kiacea b,
NpHONMKCHHEE MO COCTABY K TBEPALIM OWITOBLIM OTXOAaM. YTHAH3AUMA HCMOMB3OBAHHMIX
H3aenHl B JIODKHA OCYUICCTBAATLCA B COOTBCTCTBHA € TPeOOBAHMAMH 3aKOHOJATENLCTBA M
HOPMATHBHEIX JOKYMEHTOB NO YTHWIHM3ANHH NPOXYKUHH, MNPHHATHIX B CTPaHe NPHMECHCHHA
MEJTHLHHCKOIO K3ACNNA.

8. FAPAHTHHHME OFA3ATEILCTBA

‘ Orpannucanas rapanTES H 0TK23 0T OTBETCTBEHHOCTH
Komnanns «Mepur Menuxan Cucremc, HHK» rapaHTHpyeT COOTBETCTBHE NPOAYKLMH
cneusdukanuaM BO BpeMA OTTPY3kH [lokynaremo W OTCYTCTBHE ACPEKTOB MaTepHaNOB H
HITOTORIEHHA B TeUeHHE MNEPHOAA, YKA3AHHOTO B NHCHMCHHOH OIpAHHYEHHOH rapaHTHH,
npanaracnoil oTACNBHO X KakaoMy higenmio. Iapantuitnuil cpox xpanenns saGopos 3 roza.
3Ta rapaHTHS He PacNMpOCTpaHSeTCA Ha MPOAYKIMIO, Koropas Owwna: (i) moanduuuposana,
M3MCHCHE, NOABEPIHYTA PEMORTY, BOCCTAHOBICHHIO, NepepaloTke WIH M3MCHCHMSM Apyrod
KoMnanuei, nomumMo « Mepar Memuxan Crucremc, Muk»; (ii) #Cnons3onaHa He N0 HAZHAYEHKIO,
NOABEPTHYTA HENPABAMLHOMY OOpalieRHioO, NOBTOPHOMY HCTOIBL3OBAHMIO HIH NOBTOpHOH
CTepHAH3AIHN, MOCTPAZANa B pe3yNbTAaTEe HECYACTHONO Ciyuas, HApYWEHHA OpaBHA
IKCIUTYATALNM, XANATHOCTH HAH NOCTOPOHHENO BMEMATENLCTBA; (iil) NOBpeXACHa B pe3ynbTare
¢u3nuyeckoro, NPHPOSHOTO WIH ICKTPHYECKOTO BO3ACHCTBHA, 3 TAKKE C HIMEHEHHBIM,
NOBPEXACHHLIM MM YyJaNeHHbIM CepHAHBIM HOMEpoM; (iv) HCNONB30BAHA B COYCTAHHH C
moObiM ApyrHM H3acHeM; (V) HMCNONB3OBAHA HE B COOTBETCTBHRE ¢ YKa3aHMAMH MO
NPHMEHCHHUIO, YTO YCTAHOBRJNCHO YNONAOMOWCHHON opraHmsammelf, HCNOAbL30BaHa He B
COOTBETCTBHH ¢ O0NACTHIO NPHMEHEHUS, YKA3aHHOK B cnenH(UKAUMH, HIH B YCJIOBHAX, HE
NpeayCMOTPEHRLIX ANA AaHHOTO BHAa MiAeani. JhioOhe TeXHHYCCKHEe PEKOMCHIAIIRH OT HMCHH

. xomnanuu «Mepur Memmxan Cucremc, Unx» npegocraBmmorcs Ge3 ofasatenscrs wm
xoMrieHcaunn, xomnanna «Mepur Memixan Cucremc, Huk» He npusEMaeT Ba ceOa kakux-mbo
00R3aTeNBCTE HAKH OTBETCTBEHHOCTH, BCC MOAOOHBIC PEKOMEHAIMH AAIOTCA H NMPHHHMAIOTCH
noa orsercTeennocTs Ioxynarens. 3A HCKJNIOYEHHMEM BbBIILEYKA3SAHHbBIX CIVUAEB,
KOMITAHMS «Meput Meauxan Cucremc, Hux» HE JAET 3ABEPEHMH WM TAPAHTHI
JMOBOTI'0 POAIA B OTHOIIEHHH NMPOAVYKILIMH, KAK SIBHO BbIPAXEHHBIX, TAK K
NMOAPA3ZYMEBAEMBIX, IMOKYIMATENIO, KOHEHHOMY [NIOTPEBUTENO, TPETBHM
JIMLIAM. «Meputr Meaukan Cucremc, Hux» OTKIIOHSIET U UCKMOYAET JIIOBBIE U
BCE BBIPAXXEHHBIE, MOAPA3YMEBAEMBIE 4| 3JAKOHOAATEJIbHO
NMPEAYCMOTPEHHBIE 'APAHTHH, BKJIIOYAS TAPAHTHH OT HAPVLIEHHUA H
NOAPAIYMEBAEMBIE TAPAHTUHU TOBAPHOI'O KAYECTBA WIH INNPHT'OJHOCTH

2. PEKIAMALINS

12
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Oprasnzauns, npHHAMAIOMAs Ha TeppHTOpHH Poccuiickolt Penepanu npeTeHIWH OT
noTpeOnTeNs NO KAYESCTBY NPOAYKTA:

O6wectso ¢ orpaumvesHoll oTBeTCTBeHHOCTBIO «Mepur Texnonomeuc» (000 «Mepur
Texnonomxuc»), OI'PH 1117746679533, UHH 7705960130

KOpumaueckuit anpec: PO, 119017, r. Mocksa, |-# Kasaunii nepeynok, a. 7, stax 1, koM. 6
Ten/axc: +7 (495) 221-89-02

13
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[Ippaosxeyne 1

HBcTpYKIOHS [0 DPHMEHERHI0

«HaGop xarerepa Flex-Neck Classic 13 nepHTOHEaNLHOrO AMANH3a,
HaGop xarerepa Flex-Neck ARC nns nepHTOHSaNIbHOIO AnanH3a»

14
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OIMUCAHHE NNPOAYKTA

Kaxnas ynakosxa Habopa Katerepa A4 NEpHTOHEANBHOTO AMANK3A COACPKHT:

* Tepuronecansuuiil auanu3nnil xarerep Flex-Neck

* Tpadaper-mabnon ana UMIIAHTALHE (NI pa3MEIliCHHA Ha IeBoH HAK npaBoil cTopone)
* Anantep Tana Jio3p ¢ 3arnymko#

Tokasanna Kk NpUMeHENHI0
Habop xaretepa Flex-Neck Classic

TposeaeHue nepuroneansioro anamuia (I1J1), ecaun naumeHTy Z0NyCKaeTCs AaHHas NPOUCAYpA.
Karerep Flex-Neck Classic ans nepuToHeansHOro AManu3a MOXHO HMILIAHTHPOBATh Kak
XMPYPru9eCKHM MYTEM, TAK H IEPHTOHCOCKONMIYCCKH. EAMHCTBEHHEM NpoTHBONOKA3aHMEM ANA
uvnnantanpn  karerepa Flex-Neck Classic ana neputoHeansHOro ABNSETCE OTCYTCTBHE
HA3HAYCHHA NAIHCHTY MNEPUTOHEATBHOTO AHAMN3A. OTHOCHTCILHBIMH NPOTHBONOKAIAHHAMM
ana [J1 moryr ObiTh MHOTOMHCICHHBIC MPEALIECCTBYIOUIME OfCpAMH WAM NOIO3PEHHE Ha
Ha/THYHE HHTPANCPUTOHEANLHBIX CMACK WM HX BHABICHHOC HatHuue. OAHAKO NOCKONBKY
CHCTEMA Ul NCPHTOHCOCKONHYECKOH HMIUIAHTAILMA TO3BOJIACT OCMOTPETh OplowmuHy, YToOHN
NOATBEPANTL HAAHYME cnmaek W obOHTH HX, Karerep MoxeT OWThL ycTaHoBieH moOoMy
MAlHEHTY, KOTOPOMY HasHaycH NEPHTOHCATbHLIN AN,

HaGop xaverepa Flex-Neck ARC

TposcacHne nepuroHeansHoro auanusa (1), ecnu nauMeHTy AOMYCKACTCA JAHHAR MPOUCAYPS.
Karerep Flex-Neck ARC 8 nepHTORCATHHOIO [JMATHIA MOXHO HMNIAHTHPOBATH
XHPYPrHY9CCKHM (IyTEM, JANapOCKOMMYCCKH WIH NECPHTOHCOCKOMHYECKH ANA NPOBCACHHSN
OCTPOI0 HITH XPOHUYECKOTO MEPHTOHEANBHOrO AMANN3A,

NPOTHBOMOKA3ZAHHA

SATTIPELLIAETCH npuMensTs, ecnn NaueHTy HE Ha3HAYCH NCPHTOHCANbHBIN AHANHS.
Rx Only: Tonpxo ans npoecCHORANLHOTO HCNONb30BaHNS! PelepanbHoe 3aKOHOAITENLCTBO
. (CHIA) paspeinaet npofaxy 3TOro yCTpo#cTea TONLKO Bpa“aM WM NO NPeNHCAKHIO Bpaya.

MEPHI NPEAOCTOPOXHOCTH

* [lepea HCONL30BAKKEM NPOYTHTE YKA3AHAA NPOH3BOINTENA.

+CofepXuMOe YNAakOBKH CTCPHALHO (CTCPHAM3AUMA JTWICHOKCHIOM).  3ampeuiacTcs
HCNONL30BATDH, €CIH YNAKOBKA OTKPHITA, NOBPEKICHA HAH HApYIIeHA.

* Ucnone30BaTh TOMLKO 1719 OAHOTO MALMEHTA.

3anpeiiaeTcs NOBTOPHOE HCNONb3oBaHMe, oO0paborka unu crepunmsanms. [losTopsoe
HcnonL3oBaine, o6paboTka HAH CTepIIM3anAs MOXET HAPYIIMTH LENOCTHOCTL YyCTpolicTea H
(nnw) npuBecTH K HenpaBHALHON paloTe yCTpolicTsa |, KaKk CICACTBHE, K TpaBMe, 3a00/IeBaHHIO
wm cMeptA nauuenta. [loBropsoe Hcnonp3osakne, o0paboTka HAH CTEPHAM3ALMA MOXET
TAKKE BBRI3BATH PUCK 3arpA3HeHHA yCTpolicTea M (WAH) NPHBECTR K 33pANEHHIO WM
NEPEXPECTHOMY 38POKCHHIO NANUCHTA, BKIIIOYan, IOMHMO NMPOYETo, NEPEHOC HHPEKIUHOHHOTO(-
bix) 3a0oneBanus (-Hif) OT NauMeHTa K MAUHEHTY. 3arpA3Henne ycTpoicTBa MOXET PHBECTH K
TpaBme, 3a00JIeBAHHIO WIH CMEPTH NAalHEHTa.

* 3anpemaeTcs HCNOMb3OBAHKE MOCE AATH HCTCHECHHA CPOKa FOAHOCTH.
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* VKa3aHHbLIC B JAHHOM JIOKYMEHTC¢ MCAMLMHCKHE MCTOZBI, (IPOLUCAYPH H MOTCHUMANLHLIC
ocnoxuenns HE Bxmoualor nonnoe onucawme ycrpolictea. Onu He 3aMesmoT colol
Hapnexamee obyueHne H 3ApaBoe CyXIACHHE Bpava.

* BekphiTHE YNakoBKM H H3BACHEHHE €€ COACPXKHMOro HeoOXOAMMO BLINIONHATL B
ACENTHYECKHX YCNIOBHAX

NOTEHUWHAJIbHBIE OCJIIOXKHEHHA

HHpexUHH (B MeCTe BBIXOA KaTeTepa Wl TyHHene),
IEPUTOHHT;

CETICHC;

nepdopalns KHIICYHHKA;

MIOATCKAHNS (MCXOMHOC WIH CKPHITOL);

ODCTPYXUMS TOKA JXKHEKOCTH (NPHTOKA HAH OTTOKA);
KpOBOTeueHHe (NOAKOKHOC HIH MEPHTOHEANLHOE),
KHIICYHAS HENnPOXOAMMOCTD;

3PO3UR NPOKCHMANBLHONK YaCTH MAHKETHI;

IPO3UA IMCTANBHON (MHWEeYHOW/TTYOHHHOMN) YACTH MAHKETHI;
PHCKH, OOBIMHO aCCOLMHPYECMBIC ¢ NEPHTOHEOCKOMKYECKHMHA HIH  JIanapOCKONHYCCKHMH
NpoUETYPaMHK.

NMPEAYNPEXAEHUA
* 3anpeinaeTcs NEPEXpPYYMBATL HAH BPAmATH KATETEP BO BpPeMA HMIUIAHTALHH
» Naunni#t mabnoH He NoanexKT npumetennio ¢ [1]]-karerepamu ApyrXx TOProBuix MapoK HAH
c J111- xarerepamu Flex-Neck apyrnx passepos naH THNOB.
o Janunif wabmon npemnassaven ans npamexenus TOJIBKO ¢  nepuroneanbuumMu
AKATH3HBIMK H3OTHYTRIME KaTetepaMB Flex-Neck Classic 1 ARC ang B3pociibix nanmenton.
« 3AIPEIIAETCSA ucnons3osars wmabnon Classic 1 ARC ¢ karerepamm Flex-Neck ana
fIOAPOCTKOB, Aetell, HobopoxaeHHLIX UK kaTeTepami ExxTended.
* 3AIIPEUIAETCA ncnons3osats AaHHBIN a0NOH ¢ KaTeTepaMu APYTHX TOProBbIX MAPOK.
* 3ATIPELLIAETCA ctepunu3opars fannbili mabnox.
* [Ipn noOBTOPHOM 3aXHME, HCRONbL3OBAHMH 3y0UATBIX 3MKHMOB, MPHMCEHEHHH HIOLITOUHOM
CHIH MK rpyORIX HHCTPYMEHTOB BO3MOMKEH H3HOC TPYOKH Karerepa.
» SATIPELHAETCA ucnons3osats 3y0uaThic 3@KHME.

. * SATIPELLIAETCS npumeRaTh HIOHTOMHYIO CHY IS 3aKPCTUICHHA 3a0KHMA.
* Hcnonsaosars TOJIDKO 3amumMul ¢ raanxoli NOBEPXHOCTHIO RIIH aHANIOMMYHBIC HHCTPYMCHTH.
* ANIPELIIAETCS noBropHO nepexnAMarh KaTeTep WiH PeMOHTHPOBATH TPYOKY Ha OZHOM H
TOM %€ y4acTKe.
* BAIIPEMIAETCA 3axuMaTsh xaTerep paaoM ¢ KOHHEXTOPOM.

C nepHTOHEANBHMIMH AHANU3HLIMH KaTeTepamu Flex-Neck paspemaercs HCnoas3oBats TONBKO
CTICLMANLHO MAapKHpOBaHHble H ONOOpeHHbIC N4 MAPHMEHEHHS B JAAHHOR xoMOHRauuM
KOHHCKTOPH K&TeTepOB H KOMIUICKTH, NpeAHa3HA4YeHHEIC J/1A peMOHTa KareTepa. Onobpeniinie
KOHHCKTOPbl KATETEPOB B KOMILICKTH [UIN PEMOHTA MOXHO 3aKa3aTh HEMOCPEACTBEHHO B
xomnanuun Mepur Meankan Cucremc, Hix.. JIns nomyucHHs ONTHMANLHRIX PE3yALTATOB
PEXOMEHAYETCA MCMONb30BATh 1NA0NOHE, MOCTABAACMMIC C KAaXIALIM KOMIUICKTOM KaTerepa.
Ecnn npumeHcHHe walOHOB HEBO3MOXKHO, HEOOXOMHMO BHNMONHATL oOOWENpANHATHE

TpeOoBaHuS CTAHAAPTHRIX NPOTOKOJNOB OOMLHHUL IUIR BLIOARCHHA Xy rooOpasHLIX TyHHeneH.
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HcnonpzoBakne mabnoHOB-TpadaperoB ANA HMIUIAHTALHA NEPHTOHEATBHHX MHATH3IHBIX
xaretrepoB Classic u ARC, a Takke H30THYTHIX MEPHTOHCANBHLIX AMANHIHBIX KATETEPOB ANA
B3POC/LIX NANHEHTOB PEKOMEHAYCTCH UIA ONMpERECHAHA ONTHMANBHOIO MECTa MMILIAHTALAH,
MECTa BHIXOZIA, pasMepa H THNA KaTeTepa i Kaxaoro nauuenta. IllabGnom moxer nomMosds
BuOpars HauGonee onTHMANLHOE MECTO paspes’d, MECTO PACHOJNIONMEHHS M3OTHYTOH 4acTH
K&TETEpa, MECTO PACTIOVIOAXCHUS MAHKCTH 1A NPAMOK MBIIINL], MyTH TYHHENA M MECTa BBIXO/A
nepen NPOoBeNeHHEM NMPONCAYPH HMILUIAHTAIHH,

HlalnoHn IS TYHHENMPOBAHHA BXOAAT B KOMIUICKT MpAMKLIX KarerepoB Flex-Neck mma
nauuerToB. [1la6noHn fi4 TYHHEIMPOBAHHE MOTYT NOMOYL BEIOpaTh Raubonee ONTHMANBHBIA

IyTh TYHHEJI¥ I YCTAHOBKH KaTerepa.

Obmue yxazanua a4 npuMeHenns mabioHos A18 UMINISHETAIMH HabGopoB Karerepon
Classic u ARC

HlaGnorn-TpadapeTH MId HMIUVIAHTAIMM HCMOABIYKT (HKCHPOBAHHEIC AHATOMMYCCKHE
OPHCATHDLL, TakHe Xak N0OKOBHHA CHMH3 M CPEAMHHYIO JMEBHIO, JUIS HAHECEHHK TOYHBHIX H
BOCHPOM3BORAMMBIX OTMETOK HA KOXEe B KJMHHKEe MMM B mpefoncpanmonHoM Gnoke. Ipu
HAHCCEHHH OTMETOK HAa Tele NalHeHTa B aMGynaTOpHOM OTHEJNEHHWH O3HAKOMBTECH C

YKa3aHMAMH NO TPHMEHEHHIO MadnoHAa (IPCROCTARAACMBIMH KoMmaHHe# Mepur Meauxan
Cucremc, Hux).

NMPUMEYAHHE:

1lla6Gnon ans naGopos karerepa Classic B ARC He noaneXxnT NPHMEREHHIO C KATCTCPaNH JUls
NEPATOHCANBHOTO KHATH3A APYTHX TOProshix Mapok um ¢ IIJ{-xarerepamu Flex-Neck mpyrux
pa3MepoB HITH THNOB.

Hsormymuie xarerepht Flex-Neck Classic 1 ARC mis B3pociabiX ManHeHTOB NOCTABAIONCH B
TpeX pasMepax — ManeHbkuh, craraapTHeii H 6onsmol. Karerepu Classic 1 ARC (Manenbkue,
CTAHAAPTHHE H OOJIbIIHE) MOTYT HMETh 330CTPCHHBIH YWacTOK. BapHaHTH MecTa BLIXOAa NS
KaTeTepOB PAIHIHBIX Pa3MCPOB OTMEICHL Kpyrama 1-5.

SANIPEMIAETCS BuOHpaTh MecTO PacfloNOXCHHA WIM HAHECCHHA OTMETOK HA TANHH, B
BCpXHEH WIH HEXKHeH YACTH CKIANOK KOXH nauneHTta. [laumenT mojxen BajeTs BHOGpaHHOE
MECTO BHIXOAA H HMETh K HEMY AOCTYH.

Jlna nauMeHTOB, Y KOTOPHIX B COOTBETCTBHH ¢ OTMETKAMH MECTa BHIX0a He OyAeT Henonb30BaH
xarerep Classic wm ARC, HAcCTOSTeABHO peKOMeHAYyeTca npHMeHeHHe Karerepa Flex-Neck
ExxTended Catheter. JlononHaTensHy0 HEGOpMaNHIO CM. B YKA3aHHAX NO NPHMCHEHHIO
xaterepa ExxTended.

3anpemaercs marnGats karerep Classic nox caumkoMm ocTpuM yrioM. Ecam uiru6é cantmxom
OCTPHIl, KATETEP MOXCT CMECTHTHCA, MAHIKETa B MECTE BHIXO/A MOKCT MOABCPTATHCH FPOIHH H
(anmu) KaTeTep MOXET NEPEerHYTHCA, YTO BHI3OBET €r0 OKKMO3HIO. 3ampemacTcs MCEHRTH
BHINONHEHHENH H3TH0 kaTeTepoB ARC, NOCKONMLKY 370 3HAYHTENBLHO NOBHINACT PACK CMCICHHS
Karerepa.

Yxazanus 0o npaMeHeHn0 malnosa-Tpadapera
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Hanecenue orMerok no mabnony-Tpadapery nepea onepaumeii

llla6n0oK MOXHO HCNONB3OBATH B KNHHNKE NEPeA 3aNaHAPOBAHHON HMIIAHTaUMel HIH B ACHb
NPOBEACHUA HMNNAHTAIMH B XUPYprudeckoM Onoke BO BpeMA NOATOTOBKH K ONEPALMH.
Hapnexammee npumeHensc mabnoHa BwmOYaeT 2-3 JTana, cCHaAvana NALHEHT ROMKEH
HAXOAMTHLCA B MONOXKEHUH JICKa, 3aTEM CHIE W (MNH) CTOR.

1.Y3nats y onepaumosHoro nepconana, kako#f pasmep W THn karerepa Flex-Neck Gyner
AMIVIAHTHPOBAKH MAUHEHTY.
2. Yaoxuts naunenta. C yueToM BuIGPAHHOIO pa3Mepa H THNA KaTeTepa pacnonokHTh wabnou
HA CPeIMHHON NHMHMH MALMEHTA, NPUYEM 3B0CTPCHHLI YYACTOK AOKCH HAXOAHTLCA Ha
pepxHeM kpae 1o6koporo caMdusa. CM. pUCYHOK A.
3. Hamnexamum oGpa3oM yCTAHOBHB INaGJIOH COTNACHO BHOpaHHOMY Karerepy, HaHecTH T-
ofpasHyl0 OTMETKY B MeCTe OCHOBHOTO paspe3a W MaHxerni apaMoi mbnnnu. Hawectn
NPAMOYTOJIBHUK, KOTOPbili Oy ACT yKa3biBaTh MECTO PECIOJNIOKCHHA TYHHEIA.
4. BuGpath HanGonee ONTHMANBHOE MECTO BHIXOJA MAHXKCTH (HAHECTH OTMETKY B BHAC
pomGa) H MecTO BHIXOIA KaTeTepa (HAHECTHOTMETKY B BHAE KpYIa) ¢ Y9YETOM TeNOCHOKEHNA
DalMeHTa H BHIOpaHHOTO pa3Mepa H THNA KaTeTepa.

. 5. [IpoBepuThL OTMETKH, SIONPOCHB NANHEHTA NPHHATH NONOKEHHE JIEXKA, CHAA H CTOR. JTO
NO3BOJMT OLUCHHThL HARICKAUICE MECTOPACTIONIONKCHHE OTMETOK H  MECTOPaclonoXeHHe
Karerepa, a Taxke yGeANTbCA, 4TO NALACHT HX BHIHT H HNECT K HHM JOCTY.

Pucysox A
Hanecenue orMeTOXK N0 wabN0oHY B XHpYpruueckoM 6oke

Komnnekr xamnoro karerepa Flex-Neck coaepxut cTepunsbie mabnoHbl.

Eciu B xnMHHKE NauMEHTy 3apaHee HE HAHOCHIM OTMETKH, MOXHO HCHONB30BaTh WabioH Bo
. BpeMA NpOUEAYPEl, B HAaCTHOCTH TOCAEe NPOBCACHHA  JIANAPOCKONHYECKOTO MM

NePHTOHEOCKOMHYECKOr0 BH3yaNbHOTO OCMOTPA GPIOUIMHEL ANIK:

* KOODARHAIMM ¥ NPOBEPXH BHIOPAHHLIX MECTOPACTIONONEHHA # OTMETOK.

* KOPPEKTHPOBKH ITHX OTMETOK NPH BEOOXOAHMOCTH.

l. Ynam y onepammosHoro nepconana, xaxo#i paimep m Tn karerepa Flex-Neck Gyaer
HMNIAHTHPOBAH MALHEHTY.

2. Ynouuts nanpenTa. C yderoM BHOpaHHOTO pasMepa H THIIA KaTeTepa PacrioNOXHUTL Wabnox
HA CPEAMHHON NHHUH NALMENTA, MPHYEM 380CTPEHHIN YHacToK " nomKeH HAXOMHTHCA
Ha BEpXHeM Kpae 100koBoro cuMgn3a.

3. Hapnexaumm o6pa3oM YCTAHOBHB mWaGNoH COrNacHo BOPaHHOMY KaTeTepy, HAaHeCTH
T-o6pastyio ornerxy ™™ B MeCTE OCHOBHOTO pa3’pesa H MalxeTs npamolt Mptmust, Hanectn

npsvoyromsimx ], xoroputi Gyner yxasupars Mecro pacnonowennus rynuens.
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4. BblbpaTb Hanbosiee ONTUMaNbHOE MECTO BbIXOfa MaHXeTbl (HAHECTU OTMeTKY B Buae pom6a

) N MECTO BblX0O4a KaTeTepa (HaHECTI/I 0oTMeTKY B Buge kpyra O )C Y4YEeTOM TENI0OCNOXEHUA
nauneHTa n Bbl6paHHOrO pasmepa U TUNa KateTepa.
Bbl60p KaT«T«p4 ARC: pamop 1 MMCTOpac/onoxavma

Pasmep karetepa PacrionoxeHne PacrionoxeHne PacronoxeHne
ARC M30THYTOW MaCTVi  MeCTa BbIXO[a ~ MeCTa BbIXoAa
MaHaTbl

0 <
Karetep gt ManeHbkuii S
B3POC/bIX MasieHbKUi
Karetep g CraHaapTHbIN S ARC
B3pOC/TbiX CTaHAAPTHbIV
Karetep g BonbLuoii S ARC
B3POC/bIX BObLLION

Bbi6op kaTeTepa Classic: pasmep u

MecTopacnosioxXeHune
Pasmep karetepa PacnonoxeHne PacrnornioxeHvie PacrionoxeHvie
Classic M30rHYTOl YacTU MeCTa BbIX0Aa MecCTa BbIXoga

NaHMTbI

0 <>

Karetep g ManeHbKui lnm?2 ManeHbkuii
B3POC/bIX MasieHbKuit
Karetep o CraHaapTHBbIA 2nwm3 CraHaapTHbIl
B3pOC/bIX CTaHARPTHB I
Karetep oy BonbLuoii 3nnn4 BonbLuoii
B3POC/bIX &Ob IO

YKA3AHNA no NMPUUMEHEHUIO MMIMNTAHTALUNW KATETEPA

KaTeTepbl gnd neputoHeanbHoro paguanusa Flex-Neck wmoryt 6biTb  MMNAAHTUPOBaHbI
nocpescTBOM HECKO/bKUX METOA0B MMNAaHTauMm B COOTBETCTBMM CO CTAHAapPTHbIMU
NpoToKoNamMmu 60NbHULbI, BKAKOYAA:

* MEPUTOHEOCKOMNUID;

e /1anapocKomnuio;

e Xupypruyeckuin metop (OTKPbITOE BMEL aTeNbCTBO, Npouesypa 6e3 BCKPbITUSA, BEHECEKLNA);
. YPECKOXHbIA MeTof (C MPUMEHEHWEM PEHTreHocKonuu wunu 6e3 Hee, C MPUMEHEHMWEM
NMPOBO/IOYHOrO MPOBOAHMKA KaTeTepa unm 6e3 Hero).

CneynanbHble MHCTPYKLWM CM. B YKa3aHMAX MO0 MNPUMEHEHUI, KOTOpble MNOCTaBNATCA B
KaXXJ0M KOMMEeKTe CUCTeEMbl A8 WMNNaHTaALWW MNepUTOHeaNnbHOro AWAaNU3HOro KaTeTepa
KomnaHuu Meput Megukan Cucteme, IHK (npofaeTca OTAeNbHO).

MNPEAYTIPEXOEHNA.

Mcnonb3yiiTe pPeHTreHOKOHTPACTHYI /MHUIO B KayecTBe HanpaBnsdtolleli Ans coxpaHeHUs
npsMoro nosnoxeuus katetepa Flex-Neck. 3anpewaetcs nepern6aTb M BpawaTb KaTeTep BO
BpeMs npoueaypbl MMnaaHtauuu. Mepern6é Wnu BpalleHWe KaTeTepa MOXET MPUBECTU K ero
CKPYUYMBAHUIO, CMELLEHUNIO U (MN) OKKIIO3UN.

YKA3AHNA B OTHOLLUEHWI AOATTEPA KATETEPA
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Kaxauhi nHaGop nepuroneansHoro nuanusHoro karerepa Flex-Neck coaepxutr azantep tana

Jhio3p ¢ sarayuikolf. JipyXKOMNROHCHTHAIN afanTep MU NCPHTOHCANTBHLIX AHATH3HBIX KaTeTepos
Flex-Neck MoxHO npuoGpecTn oTaensHo B kounanui Meput Meauxan Cucremc, Muk.

Tocne ycnmemHod HMNNAHTAUMM NeEpHTOHeanbHoro Amamm3Horo karerepa Flex-Neck
MPHCOSAUHKTD K KaTeTepy ajantep NEPHTOHEANLHONO AUANHIHOIO KaTeTepa.

Kakipiil KOMILIEKT KaTeTepa COACPXKHT OHH aanTep i ozmy 3arayuKy.

Konnmuecknii nakoneunnk (A)

» [lpunoanarwift BeicTyn (B) C 6
» Pyxostxa (C) e
* Pe3pboBoe mo3poBcKoe coeannenne (D) - D

* 3arnymxa (E) ~

1. VBIaxHHETE KOHHYeCKHH HakoHeuHHMK (A) ananTepa CTCPHABHBIM (HUIPACTBOPOM WAH
crepribHOR BOAOH M BCTABHTD C€TO B KaTeTep.

* 3anpemacTcs HCNONBL30BATh APYrHe CMA3OYHbIC BEILICCTBA.

* 3anpemiactcs BKPY9HBaTh KaTeTEp B ajanTep.

* BpecTn ananTep B KaTerep OHUM JBHAXCHAEM, HAMPABRCHHBIM BOEPER.

2. BpecTy KareTep HEMOCPEACTBEHHO A0 NMPHNOAHATOrO BHICTYNa ananTepa. 1pyOxa xaterepa
ROIDKHA NONHOCTHIO NMPOHTH Yepe3 KOHHYECKHH HAKOHCYHHK W JOHTH 10 MPHNOZHMATOrO

BHICTYNa, OHa He A0MKHA 3aX0AHTS 32 PYKoSTKy. CM. cxemy

v - — R oA

-~
. == .- . ——— ——— -

“

3. OcTopoxHo noTARYTH anantep U xarerep, YTOOW NPOBEPHTDL MPOYHOCTL COCARHEHNA.
4. Hagers Ha pespsboBoe moaposckoe coeauuenne (D) sarmymxy (E) nmbo noacoeamuuts

AHANN3HYIO CHCTEMY.

OuRcTKa H YI0O 38 KaTeTepoM

Bce xarerepn Flex-Neck HiaroToBnenn H3 chankona, C xaTeTepaMu /IS NCPHTOHCAILHOIO
ananu3a Flex-Neck pazpemaercs Henosis308aTh CPEACTBA IVIX OMHCTKH MECTa BHIXOZA KaTeTepa,
npeaHasHaYeHHbe U CHANKOHOBRIX KaTeTepoB. K Taxum ouialonmsM cpeacTaaM OTHOCATCA:
* 3EKTPOINTHYCCKHE PACTBOPH I'MNOXNOpHTa HATPHA (Hanpumep, ExSept Plus®);

* ¢uspacTsop (CTepAIbLHBIL).

PexoMeHIyeTCS HCHONL30BATh KHAKHG HETOKCHUHLIE aHTHOAKTCpHANBHBC OUHIRAIOMME
PacTBOpH, He BHBHBAIOLINE Pa3APAKEHHA.

Creayiompe ouHInalomyde CPEACTBA HC NPEAHAIHAYEHM VIS NMPHMCHEHUA ¢ CHIHKOHOBLIMH
KaTeTepaMH M HE PCKOMCHAYIOTCR IS MCNOAB30OBAHHA C NECPHTOHCAIBHBIMH JTHANH3HHIMH
xarerepamu Flex-Neck:

* ANCTOH WIH CPEACTRA HA OCHOBE ALETOHA;

* NOBUAOH-HOA WIH CPSACTBA HA OCHOBE Hona.
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Jns KaKZOrO MAUMCHTA AOMKHB OBITh CO3ZAHBI HHAMBHAYAIbHBIC NMPOTOKONLI MO yXomy 3a
MECTOM BHIXO/IA KATCTEPa H CAMEMH KATETEPOM, YTBEPKICHHME BPauoM (BpaiaMi), MeacecTpol
(MezcecTpaMA) MaliHeHTa, AMATU3HLIM LIEHTPOM, B KOTOPOM OH NPOXOAMT NMPOUEAYPH, 1 (HiH)
APYTHMH MCIRUHECKAMH PaGOTHHKAMA, CBA3aHHLIMHA C NPOBEJCHHEM AHANH3A.
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Mpanoxenne 2

Hucrpyxkiung no npaMeHEHRI0

«Habop xaterepa Flex-Neck ExxTended ans mepuroreanssoro ananmzar
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Conep:xanne

Pasnen A - Huetpyxumu 1o sxcrulyaraims mwabnoHos-rpagapeToB A8 HMIUIAHTAIMH KaTeTepa
Flex-Neck ExxTended

Pasnen B - Unctpykunu mo MMIUIAHTAUME HHXKHETO KAaTeTepa JUIA MECT BHIXOJa Karerepa B
INHUracTpanbHol obnacti 1 B BepxHe# 4acTH rpyAHON KICTKH

Paznen C - UHCTpyxuMM 0o >SKCIUTyaTalldd KaTeTepa JUIN SNMracTpaibHoli obnactu:
olpeaeNicHHe pa3MepOB, MPHCOCAHHEHHE H pasMeIeHHe

Pasnen D - HHCTpyKuMH o IKcnayaTallud KarTevepa JUIA BepxBel uyacTH rpyaHolft KneTku:
OIIpeRE/IeHHE PasMEpPOB, NPHCOSAHHEHHE H pa3MellieHHe

Paznen E - UHCTPYKUMH B0 SKCIUTyaTAITMH KOHHEKTOPOB JUIA KATETEPOB
Onucanne [Ipoxyxra

Kanaunit nabop karerepa Flex-Neck ExxTended ana nepuroneanmsHoro muamusa Flex-Neck
. ExxTended coaepxuT repMeTnunbiil N10710K H OTASNBHEIN repMEeTHUHBI NaKeT.

Coaepaumose 10TKa:

* HuxHnit xarerep

* Bepxunit xarerep

*KoHuexrop (ans coeamHeHus Tpybok, HBoKHON caMoQHKCHpYIOWNICA (BHyTpeHHee
HCTIONbL30BAHKE))

» Tpadaper-mabnon ans umniaanTanmuy xaterepa Flex-Neck ExxTended

» [{Ixana niMepHTeNbHAA

* [InacTHkoBbiif azanTep THNA JII02p (HapyXHOE HCMIONAL3OBAHUE)

» [InacTHKOBaR 3arimymKa azanrepa Karerepa (HapyxHOe HCTOMb30BaHNtE)

Copepanmoe naxera:
* UBCTpYyMeHT NS TYRHCIHPOBAHHA
* U3mepHTeNbHbINR CTEpXeHD

ToxasaHns K NPAMeHCHHD

ITpopenenue nepuToHeansHoro ananusa ([1J1), ecnx nanmenTy KOMycKacTCs AAHHAA NpoLCAYpa.
Karerep ang nposesenns OCTPOro HIH XpPOHAYECKONO NMEPHTOHEARLHONO AHANN3A MOXKET OHTL
HMIUIAHTHPOBaH  XHPYPrHIECKHM, JIANMGPOCKONMYMCCKHM JH0O  MEpPHTOHEOCKONMHYCCKUM
METOAOM.

Tpadapers- wabioHb, XOTOPHIE NPOJAIOTCA BMECTE € YCTPONHCTBOM, & TaKXke OTACIBLHO,
HCOOABIYIOT B NOMONIb Bpady INp# ONpeleNeHHH ONTHMANLHONO MeCcTa NEePBHUYHOMN
HMIUTAHTALMH ¥ ONTHMANLHOrO MecTa Bhixoaa karerepa Flex-Neck ExxTended.

TipoTHBOmOKA3AHEA K NPHEMEHEHNI0
He ncnomssyiire karerep ExxTended, eciu nanueHT HE SBIACTCA NMOAXOAAIMM KAHAWAATOM
JUIS TCPaNHH NEPHTOHEANLHBHIM AHANHIOM.
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NMPEAYNIPEXAEHHE:

Bepxmoio 9acTh rpyaHo# KIETKH HE CNCAYCT HCMONb30BATh B KAYECTBE NECTa BHIXOZA KATETEpa
ExxTended, e¢ciia naumMeHTy MpoOBOAWIACh HMIUIAHTAIMA TPYAHHX HMIUIAHTATOB,
PEKOHCTPYKIHSL IPy/M, HIH TpaxeocroMus. Tem He MeHee, 3Ta rpyANa NAIHEHTOB MOXET OHITH
MOAXOAAIMMH KaHJHAATAMH A4 YCTaHOBKH katerepa ExxTended ¢ pacnmomoxenuem Mecta
BHIXOAA B MHracTpanbHoft 06nacTy.

Rx Only: Tonsko ans npodeccronansioro nenonszosating! Geaepanbuoe 3aKOHONATEHCTBO
(CIIIA) paspemaeTt npoaaxy 3TOro yCTpoicTBa TONBKO BpauyaM HIK O NMPeANHCAHMIO Bpada.

HPEJOCTOPOXHOCTH:

* [lepen HCOONMB30BAHHEM O3HAKOMbBTECH C HHCTPYKIHEH OT MPOH3BOAMTENS.

* ConepXxaMOe CTCPRNBHO (CTEpMmH3aIA 3THICHOKCHAOM). He nenmonssyiite, ecnu ynaxopka

OTKPHITA, NOBPCAKACHA WIH HapYIICHA FCPMETHIHOCTb.

* Hcenmonb3oBaTs TONMBKO ANA ofHOro mauMenta. He Hcnonssylire, me obpabarmBalite u ne
{ cTeprM3yiite mosropso. [ToBTopHOe Henonb3opanne, oOpaboTka HNM CTEPHNH3ANMA MOTYT

HApYIIHUTH CIPYKTYPHYIO HENOCTHOCTh YCTPOHCTEE H/UIH NPHBECTH K OTKA3y YCTpolicTBa, YTO, B

CBOIO OYepelb, MOXET NMPHBECTH X TpaBMe, 3a0oneBaHHio WaM cMeprn namuenta. IlosropHoe

HCDONL30BAHNE, MOBTOPHAN 06paboTKA MK NOBTOPHAS CTEPAIN3ALMSA YCTPOHCTBA TAKKE MOTYT

CO3JaTH PHCK €r0 3arps3HCHHS W/MAH TNPHBECTH X HWH(HIMPOBAHMIO HIH NEPEKPECTHOMY

HHOHIHPOBAHMIO DALHEHTA, BKMIOYAd, MOMHMO NPOYEro, nepeadly HHPEKUHOHHOTO

safonepanus (H1H 3a0onesannii) oT OZHONC MAIMEHTA K APYIOMY. 3arpa3HeHHMe ycTpoiicTea

MOXXCT MPHBECTH K TpaBMe, 3800/1eBaHAIO WIH CMEPTH NALUEHTA.

* He cnenyer HOmONb30BaTH NOC/E HCTEICHANA CPOKA FOAHOCTH.

* MeIMOHACKHE METOMRL, MPONEAYPH H BOIMOXKHEIC OCNOXHCHHA, YXA3aHHHE B HACTOMILEM

BOKYMEHTE, H¢ NPEeJOCTABIMIOT NOMHEN 0030p /WM nonHoe ommcanue. OHE He ABMAIOTCA

3aMcHOR Hagnexamet NOArOTORKA | TINATEABHONO MEHIMHCKOIO 00CNCAOBAHRS BPauoOM.

* Hcnonssy#Te acemTHYESCKYIO NPOHEAYPY, YTOOH OTKPHNTH NaKkeT W YIAMHNTh H3 HETo

COACPIKHUMOE.

BoxMoxHbIE OCTOXHEEHAS

Heprroneansuuilt AHANN3 NOTCHIHMANBHO HMEST PAA OCNOXKHEHHH, KOTOPHIE MOTYT BOSHUKHYTH,
KOTOphI€, KaK NpaBuiio, He BH3BAHE OPONCAYPOil HMIUIAHTAIIMH, HO MOTYT OKA3hLIBATh BIHAHHE
HA KAa4eCTBO TCpaNMH. IJTH OCIOXKHCHHS MOIYT BKMONATE B celf, NOMHMO NpONEro,
cleAyIoume:

» Hugexunu (MecTa BHIXO0ZA HAH TYRHENA)

* [lepuronur

* Cencuc

* lNepdopanus kumeyHuKa

* [Iporexanfie (Ha“aANbHOES WIH JIATCHTHOE)

» OGCTPYXIHS TIOTOKS KHAKOCTH (0GCTPYKIHA IIPATOKA WIIH OTTOKA)

* KposoTeucnne (HOAKOKHOEC WIH HCPATORCATHLHOC)

» Kumeunas HempoxXoaHMoCTh

» Jpo3Ka B 00JIaCTH MAIKETH! BO3JIe IIPOKCAMANBLHOIO BHXOHA

* lucransHas (pexransuas/rny6oxas) 3po3ns B 06NacTH MAHKETH

* Prcky, KaK NpaBriio, CBA3AHHBIE ¢ XHPYPrUvuecKHMHE NPOoLEeAyPaMH.
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Baumanne!

* SAIIPELHIAETCA pxpy«npath HAH BPamIATH KaTeTep BO BPENA NPOLEAYPhl MMIIAHTALMH.

» 3AIPELLIAETCS ncnonnzosats Tpadapertt ExxTended ¢ ApyrHMH TOProsbiMM MapKaMH
xarerepos s I1J1.

* Tpapapern, Bxopsmume B HaGop, npeanasuavenm TOJIBKO mna xarerepos Flex-Neck,
ExxTended, a Taxie CuMpanbHLIX KATETEPOB ANA B3POCHGIX A4 NPOBEACHHUA NEPHTOHCATLHOTO
JMAaNHM3a.

» 3AINPEIIAETCSA ucnons3osanue TpadaperoB ExxTended ¢ karerepamu Flex-Neck ans
NOAPOCTKOB, AeTell nin MialeHues.

« SATIPEILIAETC crepunu30BaTh WiH NOBTOPHO ACHOXB30BATH TpadapeThl.

» Tpybxa xarercpa MOXET NOPBATHCA NMPH BO3ACHCTBHH NMOBTOPHOTO 3aKHMA, LIMNLUAMH C
TPEYTONLHBIM MENKO3Y(UATHM COCTHHEHHEM, YPE3MEPHON CRUIB FUIHA IPyOBIX HHCTPYMEHTOB.

* 3ATTPELLIAETCS ucnonb3sopanne mMUINIos ¢ TPEYTOIbHEM MENKO3YOUATHIN COCAMHCHHEM.

* JAIPELIAETCHA npumenenne upe3MepHoit Cibi ama (HKCAlMH IMHOLOB B 33KPHITOM
COCTOSHHH.

* Henoas3osats TOJIBKO raankue munum RAM SKBHBANCHTHLIN HHCTPYMEHT.

* HE saxumars xarerep u HE peMoRTHpPOBaTh TPYOKY NOBTOPHO B TOH %€ 0OnacTH.

* HE 3aHMaTh PRAOM ¢ KOHHEKXTOPOM.

Henons3osars TOABKO KOHHEKTOPH U1 KATETEPOB H PEMOHTHBIE HA0OPH, KOTOPHE CICHHATLHO
NPOMApKHPOBaHEH H ofo0peHnl anf HenoabsoBanna ¢ karerepamu  Flex-Neck mnx
NEPUTOHEATRHOTO auamk3a KarerepoB. OnoOpeHHbIE KOHHEKTOPHl KATETEpa H PEMOHTHLIC
Habopsl MOAHO 3aKa3aTh HEMOCPEACTBCHHO B KoMnanun Mepur Meamkan Crcrenmc, Unk.

Jna ROCTHXEHHA HAMNYHIIHX PE3YJILTATOB, HCNOAbLIYHTE TpadapeTh, BIIIOUCHHBIC B KaXkabiit
xaTeTcpHuiii HaGop. Ecir Bm He wucnmomyere BKRIOYCHHHC Tpadapern, cnexyitre
o0WMeNpUHATHIM CTAHAAPTHLIM XAMHHYECKHM NPOTOKONaM, 4Tobnl chenars Ayroobpasssic
TYHHEJR.

Bauumanune! Hcnonnayiite peHTTCHOKOHTPACTHYIO NMONOCKY B Ka4eCTBE OPHCHTHPA, 4TOOMI
HAEPXaTh KATeTEP NPIMO. 3anpelnaercs BKpYUHBaTh H/R BPAIlATh KATCTCP BO BPEMA NPOLICKYPHI
umnianTaimy. JlioGoe BKpyunBaloliee ABHXCHHE HIM DOBOPOT XaTeTepa MOTYT NPHBECTH X
nepern6am, MHIpalHs WiTH OKK/IIO3HH.

Ipeanonoxenns 418 yonemnol aMmaaTauns katerepa ExxTended

Kax 8 B cinysae mobo#i MeaHUMHCKON/XHpYprideckof npoucAyphl, CYIMCCTBYET LEnbi psn
NPEANONOKCHHR H NPEANOCHUIOK, HCOOXOMMMBIX MIA YCMEIIHON WMNIAHTALUMH KareTepa
ExxTended.

1. Bpay, npoBoasituil npolieaypy HMIUIAHTAIHE JO/UKCH HMETh ZOCTATOMHLIN ONLT ycnemnol
HAMIIAHTALMA KaTeTepoB JUIA NEPHTOHCANBHONO MHANH3A, MPEANOYTHTENLHO € MOMOMKLIO
Aanapockonuyeckoft HnH nepuroscockomudeckol ummnanTanmuH. Karerep ExxTended Taxse

MOXHO HMIUIAHTHPOBATHL OMEPATHBHLIM MCTOOM HIH NPH NOMOIIM TEXHHKH Hanpasnsiomer
IPOBOJIOKH.

2. TNpeanogrnTensio, YToOH HHXKHAS 4YacTh XMBOTa MALMEHTA M 00jacTb MecTa BhIXOAA
xarerepa nuGO B BepxHe# wacTH rpymmoli xnerkd, 160 B InuracTpanbHo# obnacTh Obina

NpeABAPUTENLHO NPOMAPKHPOBAHK MPH NOMOILE TpadapeToB ANg MMILTaHTauMy Katerepa Flex-
Neck ExxTended, 8 xnuuuKe HIK BO BpeMA NPOBEACHHA NPEACTICPALIMOHHON OLUCHKH COCTOAHHA
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nayneHTa. Kak MUHUMYM, nauueHTy fo/KHaA 6biTb MpoBeAeHa npegonepaLuMoHHas OLEHKa
COCTOAHUA, YTO6bLI ONPeAenuTb NpaBUbHOE, [OCTYMHOE MECTO ANs BbiXoAa KaTeTepa. 3Tu
MapKMpPOBKMW CNeAyeT yYnTbiBaTh 18 CNPABKU BO BPEMS NPOBEAEHUS UMMNAHTALUN.

3. Bpau, npoBogAwmMini nMnaaHTaumMio LO/DKEH MCNONb30BaTh TpadapeTbl gna kateTepa FFlex-
Neck ExxTended (BX0AAT B KOMMNMEKT YNaKOBKMN KaXAoro Kkaretepa), 4tTo6bl NpoBEepUTbL MeECTO
NepBUYHOW MMNNAHTaLWUKN, NPOXOXKAEHWEe TYHHENs BepXHWM KaTeTepoM W MEeCcTO BbIX0fa,
KoTopble OblAy  BblOpaHbl W OTMEUYEHbl B K/JIWHWUKE WAW BO BpPeMSA MpPOBefeHus
npesonepaLMoHHON OLEHKN COCTOSAHUA NaLueHTa.

4. Ans npoueayp MMMNaHTaLMM C MECTOM BbIXOJa KaTeTepa B BepXHeW YacTu rpyfHON KNeTKu
Bpay, NPoBOAAWMIA UMNNaHTayno 6yaeT AepXaTb NOAKOXHYIO YacTb KaTeTepa U MeCTO BbiXoaa
KaTeTepa nofanblie OT TPYAWHbI. DTO MO3BOMWUT 3aUTUTL LLENOCTHOCTL KaTeTepa B Cliyvae
Byaylumx CcepAevyHO-COCYAUCTbIX onepauuil, B X0Ae KOTOPbIX MOXeT MNoTpe6oBaThCH
npoBejeHNe CPeANHHON CTepHATOMUMU.

O6uwasa anuvHa,
HapyHblii BHyTpeHMiM B pacnpaB/fiEHHOM COCTOSIHMM, O6bem
anametp Avametp B Heobpe3aHHOM Buae HanosnHeHns
5. 3mm 3,Smm 62.0 cm (HWKHWIA KaTeTep) MakcumasibHo:
62.0 cm (BEpXHUIT KaTeTep) 120 mn

JomkeH 6bITb 06pe3aH, YToObI UT06bI NONYUNTL
COOTBETCTBOBAThL PU3MO/MI0-  0O6BLEM HaMoOHEHUSA

TMUYECKUM XapaKTepucTmkam 06pe3aHHoro,
nauyeHTa u pacnosioXeHno npucoeanHeHHoro
MecTa BbIxoJa KateTepa. KaTeTepa, yMHOXbTe
06LLYI0 ANNHY
npMCcoeANHEHHOTO

kareTepa (B CM) Ha
0,096 v nonyuute
06BbEM HanoIHEHNS

Bcm\

Pasgen A

NMHCTPYKUNWN no 3KCIJIYATAUUN  TPAPAPETOB-LLWAB/IOHOB and
MMNNAHTALUNMW KATETEPA FLEX-NECK EXXTENDED

MmMmnnaHTaumoHHble Tpatapetbl gna katetepoB Flex-Neck ExxTended fns neputoHeanbHOro
avanusa (MA) nomoratoT Bbl6paTh Nyyllee MeCTO UMNAAHTALUM M MECTO BbIX0OA4a KaTeTepa ANns
KaXxAoro naumeHta. O6paTuTe BHMMaHWe Ha TO, UTO 3anpew,aeTcqd WCMNONb30BaHME 3TUX
MMNNaHTALMOHHBIX TpadapeTtoB C KaTteTepamu APYrUX TOProsbiXx Mmapok gnda MA, wnam c
KateTepamu gna MA Flex-Neck opyrnx pasmepos unv gpyroro ctuns.

Ons AOCTUXKEHUA HauIy4ylwnx pe3ynbTaTOB MMMNNAHTaLUOHHbIE TpadapeTbl TakKXXe MOTyT OblThb
MCNonb30BaHbl B XOf4e MNpeaonepaLMoOHHON NOAFrOTOBKM [ANs TOro, 4To6bl OTMeYaTb,
KOOPAMHMPOBATb, MNpOBepPATb  M/MAM  0f06PATb  MApPKMPOBKMW, CAeNaHHble B  Xo0f4e
npegonepaunoHHoOro o6cnegoBaHUa No Mepe HEo6XO0AMMOCTM MNOc/e nanapocKOnNMYecKoi
BMU3yanmsaymnm nepuTOHeanbHOro  npocTpaHcTBa. [nf  NOAYyYeHWsAs  JONOSIHUTENbHON
UHhopMaumm CMOTpUTE MOAHble “"WHCTPYKUMM MO 3Kcnayatauuy MMNAaHTaLMOHHbIX
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Tpadaperos mana karerepoe Flex-Neck ExxTended”, pacnpocTpansembie xoMnanuel Meput
Meaukan Cucremc, Huk.

1llabnon-Tpacdaper coacpxkur HeoOXomuMyI0 HHGOPMALNIO O KOHCTPYKIIMH KaTeTepa, BKIIOYas
paccTOAHHE Mexay TnyGokod MaHxeTod H CHOHPANbHLIM HAKOHCUYHHKOM, $OpMH
chopMoBanHbIX H3rHOOB TPYGOK, 8 TAKKE PACCTOARME MEXAY NOBEPXHOCTHOH MalXeTol u
MecTOM Bhixoaa. JlomoanutensHnie BO3MOXKHOCTH Tpadapera MO3BOAAIOT NPOBOANTL €ro
TOMHYIO OPHEHTAlUMIO HA TYJIOBMUIC B COOTBETCTBHH CO CTAGMALHBIMH AHATOMHYECKHMH
OPHEHTHPaMH: JIOOKOBHIM CHM(H3OM, NPEACTABNAIOUNM MCPEAHIOID KPAHHATBHYIO TPaHUILY
ry0oKoro Tasa, a Takke aHaTOMHYeCKOH cpeameli sunueli Tynosuma. Tpadapern nossonstor
NPOBOAMTL TOYHOE M BOCNPOH3BOAMMOC COMOCTABNCHKE NEMEHTOB KOHCTPYKLMH KaTerepa ¢
3THMH XM3HCHHO BAXHLIMH AHATOMHYECKHMH OPHCHTHpaMH, 4TOON NOMOYb ONPEACNHTH
Ny4inee MECTO BBEICHHC KaTeTepa M pasMEIieHUA riybokoli MaHxeThl, KOTOpas cnocobcTeyer
ONTHMANBHOMY TA30BOMY Pa3sMCUICHHIO CITHPANH KaTeTepa H HACATHEHOMY Pa3MCLICHHIO MECTA
BLIXOZIa KaTeTepa, MO0 B8 snMracTpanbHON obnactn Hmke peGepHoli ayru, nuGo B Bepxmeh
YacTH rPyAHON KICTKH BHE I'PYAMHEIL

NMPHMEYAHHE:

e Kaxautt karerephniii nabop ExxTended conepxut Tpn matnona-tpadapera. Kaxnnit wabnos-

Tpadaper uMeeT 06paTHYIO CTOPOHY ANA pasMellieHns xarerepa cnpasa (IT) unu caesa (JI). JI-1,
Ji-2 & I1-1, [1-2 ucnoxs3yioTcs Ans pasMCLeHHS XateTepa 8 cnuracrpanbHolt obnacrn. JI-1, JI-3

# [1-1, I1-3 scnonb3yioTcs Ang pa3MeilicHRA KATETepa B BEpXHel 4acTH rpyaHOi KieTKH.
BHHMAHHE!

Ity uMAnaHTaIHORKLIC Tpadapern-mabnonn ExxTended nomxoast TOJIBKO ans xarerepos
Flex-Neck ExxTended ata neputoncansnoro auanusa VIS B3pOCHABIX.

* 3anpeiacTca HCNONBL3OBAHUE ITHX TPadapeTOB AR KATETEPOB APYTHX TOPFrOBLIX MApOK.

* 3anpemaerca Mcnoab3opanne ITHX Tpadaperos ans xarerepoB Flex-Neck Classic nam
xaverepoB ARC B pasmepax, nmpemHasHAYeHHHIX A B3POCHLIX, MOAPOCTKOB, AeTel WIH
MJIAZCHLEB.

* 3anpeinaerca NOBTOPHAR CTCPHIM3ALMS ITUX TpadapeTos.
* Tpahaperst MOXHO NpHOGpecTH “epe3 koMnanuio Mepur Meaukan Cucremc, Hnuk.

Mapxuposxa nansesta B oncpanHoHaoM Gioxe —InHracTpanbuans obnacTs u sepxussg
HacTL Fpyanol KieTkn

NPHMEYAHME:

ITH HHCTPYKIIHH NpeaHA3HAYCHH VIS MAPKUPOBKH KaTeTepa B KOHQHIYpalAH BepXHeR HacTH
rPYAHOH KIeTKH H MracTpansHoll obnacTu.

Cnenyiomue HMHCTPYKUMH NpeAHasHAYeHH! IA HMNnaHTauue Katerepa ExxTended ua nemoit
cropose TynosHma nauxenta. Ecm karerep ExxTended momxeH OuiTs MMInNaHTHpoBaH Ha

npaBoi CTOpPOHE TyJ0OBHINA NauKeHTa, 3aMEeHHTDh TpadapeTsl Ha Tpadapethi [T-cepuu.
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Hncrpyxunn no tpadaperam-mabaonam a1 snnractparssoli oaacra

Cosmectute cpeauunsii xpail Tpadapera Jl-1 Ha Oprommoil cpeanell JMHWUM nauMenTa.
Orperynupyiite nonoxenue Tpadapera KayAanbHO WIH KPaHHANbHO, HTOOH PacnoONOXHTH
3yGuaThilt Bripe3 Ha BepxHeli rpannLe J00KkoBoTO CHMOH3a. 310 GyaAeT pacnonoxeHHe BepxHeit
4aCTH CNUPATH KATETEPA, TaK KaK OHA NeXHT B 06/1acTH Ta3a. CM. pucyHok 1.

Pucyhox 1

C nomompio TpadhapeTa, BLPABHEHHOTO NO CpeAHEH JMHME nauHeHTa, W 3y6uaToro suipesa,
PACNONOAKEHHOTNO KAk ONACAHO Bhillle, 0TMeThTe T-06pasnndi BLipes , KOTOPLIll yKalLIBaCT Ha

PACTIONOMXEHHE NEPBHYHOIO MECTa PA3Pe3a, Yepes KOTophilt GyReT BeTarnen HHXHHIA KaTeTep BO
BPeMA NPOLCAY Pl HMILIAHTAIMK W ONPEACNACT KOHCUHOE MONOMEHME ITOKOA MAHKETH! IpAMOH

MBIk

1. Coemecttite cpeanunbii xpait Tpapapera JI-2 ¢ Opioummot cpenmeli nuauel naumeura.
Ortperyaupyiire aper, NEpeABHras €ro BBEPX HIH BHA3 10 T€X NOp, NOKa Kpyr Bhipe3a

MeCTa BbIX0Aa He OKaXKeTCH B HYXHON NONIOXKECHHH B COOTBETCTBHH ¢ NpPERONepalHoHRoN
MapkupoBkol nanMenta. YOeanTecs, 4TO BepXuuit kpail APOXOXZCHHA TYHHEAN KATETEpa, WM
ayroobpa3Horo Harn6a, Haxoantca Huxe peGeprofi ayru. Ecim moaxoxwst iy Th, HAMCUCRHBIHA
TpagapeToM mnepexpuiBacT pelepHylo Ayry, nepeaBuHbTC Tpadaper KayAAnbHO 1O
ocsoGoxacHus kpas peGeptioi ayrn. Cpeamnnnili xpalf Tpadapera HOMKCH OCTABaTLCA
napaensHo cpeaHell MHHAHE TYNOBAIA NALUCHTA, HO HE MOXCT TOYHO COBNAAATDH ¢ cpeaHeH

NHHHMH H3-3a 60KOBOrO cABHIra OT beca KOXH. OTMETHTE KPYT MECTa BHIXOAA NpH NOMOIIK
Tpadapera B 3TOM nonokeHAH. CM. pHCYHOK 2.
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Ybeaurech, 9T0 BHIOpaHHOE MECTO BHIXOAA HE KOHPNBKTYET ¢ nuHHeH NoACa, CKIAKKH KOXH
HITH cknaaxaMH. MecTo BHX0Za A0IDKHO OLITH JIETKO BHANMBIM IS NALACHTa, XAK YKa3aHO B
XOZ¢ NpeanponeAypHOH KOHCYILTAUMHE H B COOTBETCTBHH ¢ MAPKHPOBKOA.

Koraa OyayT AOCTHIHYTH YAORACTBOPHTCABHLIC MECTA JUIA MECTAa BHIXONA, Kpyra O H
AyrooGpasHOro H3rnGa, OTMETLTE BTOPHIHOE MECTO Pa3pe3a, IPAMOYTONLHOH Gopmul *

. JT0 MECTO, B KOTODOM TYHHENbHBIA MHCTPYMEHT OyZeT BpPeMEHHO MNOHBIATLCA C
npucoeanHeHHbM kaTerepoM ExxTended. Ipr npasunbHolt HMNIAHTAIHM CETMEHTa BEPXHENO
KaTeTepa YepHOE MAPKHPOBOTHOE KOJNBLO GyIeT NeXaTh Ha YPOBHE BTOPHIHOTO paspesa.

OT™eTsTE pacTiONiOXEHAES BLIXOAHON MAHAXCTH, B BHAC pomba o Orcnemure dopMmy nyTH

Ayroo0pasHOro TyHHENS HA KOXE HCMONB3YS BHPpE3H TpadapeTa B Xa4eCTBE PYKOBOLCTBA.
Pexomennaumn no tpadaperam JI-1 m JI-2 yxkasnBaloT HA 3AMAHHPOBAHHLI myTh AIA

COCAMHCHHN MNEPBAYHONC MECTA paspesa, T-00pasHoro ahpesa M BTOPHYHOrO paspesa,
TNpAMOYToNbHOM HopMH  m— s PHCYHOK 3.

Pucynok 3

Hucrpyxuns no tpadaperam-mabaonam ang sepxueii 9acra rpyanodl Kaerxn

INMPAMEYAHHE: Cnexyione MHCTPYKUHMH NpCAHASHAYCHH IS HMIUIAHTALMH KaTeTepa
ExxTended Ba nesoit cropore Tynoeuuma nauuesra. Ecnm xarerep ExxTended nomxen 6uiTh
EMIUIAHTHPOBAH Ha Npasoit CTOPOHE TyNOBAMA NAIKEHTA, 3AMCHHTH TpadapeTnl Ha TpadapeTn
I-cepun.

CopMectaTe cpeauuHuii Kkpai Tpadapera JI-1 Ba Opiommodt cpemmelt nMHMH nanMeHTa.
Orperymapyiite nmonoxenue Tpajapera KayfAIbHO WIH KPAHHANBHO, JT00M PacnonoxHTh
3y0GuaTsilf BHpe3 Ha BepxHeli rpanuue no6koBoro cumdnza. Ito Oyaer pacnonoxenne pepxHel
YACTH CIHPANIE KaTeTepa, TAaK Kak OHA JIeXHT B 00aacTH Tasa. CM. pHCYHOK 4.

29

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



Pucynok 4

C noMomgsio Tpadapera, BHPABHEHHONO IO CpefHell TMHAM nanWenta, B 3y0uaroro BHpe3a,

PacNONOXCHHOTO KaK ONHCAHO BIIE, OTMETLTE [-00pasHbli BLIpe3 -~ » KkoTOphilt
yKR3BBACT HA pPACNONOXEHHS NEPBHYROIO MECTa paspess, uepe3 KoTopwit Oyaer BeraBneH
HHXHHH KaTeTep BO BpeMS NpOUCKYphl HMIUIAHTAUMH H ONPEHCIET KOHCTHOE IOROXEHHE
NOKOS MaHXCTH MPAMOH MBIBIIL.

CosmecTrTe cpeaunHuili kpait Tpadapera JI- 3 co cpeanedt smnell rpyanoft KneTkd naumMenTa.
Orperynmpyiite Tpadaper, nepeapuras €ro BBepX WIH BHM3 RO TEX NOP, NOXAa Kpyr MecTa

BRIXOAA HC OKABKCTCA B HYXHOM NOJMOXCHMH. OTMeTsTe MECTO BRIXOAR, B BUIC Kpyra

. CM. pucyHoOK 5.

Pucynox 5

Y6eamrecs, uT0 BHGpaHHOE MECTO BEIXOJA HAXOAMTCA BHE OTKPHTOH BOPOTHHKOBOH 0Onacts,
NOAKMOMHYHOMK 06NACTH, CpeMHHON 30HK CTCPHOTOMMH M MACHCTOH uacTh rpyan. Cmotprte
PHUCYHOK 6 AnA HANOXeHHS oOnacTed.

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

o - I I S I —




Cpemunnnilf xpail Tpadapera aomkeH OCTABATLCHA TApPALIENLHO CpeAHeil JHHAH TYROBHINA
MAUUCHTa, HO HC MOXKCT TOUHO COBNARaTh C CpeaHell IMHHM H3-3a GOKOBOrO casura or Beca

xoxm. YOemarech, 9T0 NOAKOKHAI IyTh, HaMeweHHLIN TpadapeTom ana AyroobpasHoro usruba
He xordmEKTYeT ¢ Knounneli. Ecnn noaxoxmbit nyTh, HaMCYCHHBI TpadapeToM NEpeKpHBacT
KIOYHITY, TOTZA NepeBUHBTE TpadapeT KayJaabHO J0 OCBOOOXKICHHS KINOTHIIH.

. Kornaﬁymnommnymynomempnmmummueﬂasuxona,xpymon

IyrooGpasHoro B3rnGa, OTMEThTE BTOPKYHOE MECTO Pa3spesa, IPAMOYTOLHOMN GopMEl

310 MecTOo, B KOTOPOM TYHHENBHBI HHCTPYMCHT OyAeT BpeMeHHO MNOABMATHCA ¢
nprcocaraeHRBM KaterepoM ExxTended. [pa npasiimsaol HMIUIAHTAIHME CETMEHTA BEPXHETO
KATETCpa MapKHPOBOYHOE KOJIbIl0 OyAeT pacnonaraTes Ha YpPOBHE BTOPHYHOIO paspesa.
OTneThTe PAcCTIONIOARCHHE BLIXOAHON MaHXeTH, B BHA¢ pomba . Orciacmare dopmy myTH
ayroo0pasHOro TYHHENS HA KOXKE HCNONB3YyS Bhpe3bl Tpadapera B Ka9ecTBe PYKOBOACTBA.
Pexomennanan no Tpadaperad JI-1 r JI-3 yxaswBaior Ra 3alIaHHpOBAHHLIH myTh IS
COeTHHECHNA NEPBHYHOrO MeCTa paspesa, T-obpasnoro Bwipesa *nmpmnuﬂpmpesa,
npaMoyromsaol opmer | ——=1 . Cne. pucyHok 7.

Pucynok 7
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Painen B

HHCTPYKIIHH 110 HMILIAHTAIIMM HMXHEIO KATETEPA AN MECT
BBIXOJA KATETEPA B SIMHIACTPAJILHON OBJIACTH M s Bepxneli uwacTa
TpyAReH KAECTKH

Cymiecrayer 3 BAPRAHTS EMILIARTAIHE HEXXHET0 KATCTEPAS

1. Jlanapockonuyecku#i nmoaxoa, ¢ wid 6e3 HMIUIAHTAITHOHHON CHCTEMH ANA KaTeTEpoOB.
Pexomennyerca 310t  noaxoa. MMmiaHTAaUMOHHEE CHCTEMB JUIN  KaTeTEpOB A
NEPATOHCANTHHOIO MANH3A, BKMIOYAS WHCTPYKITHH MO IKCIUTYSTAHA MOKHO NPUOOPECTH depes
xomMnaauio Mepar Memuxan Crcremc, Huk.

NMPHUMEYAHME: Ecnu ucnofik3yercs JanapOCKOIHYECKHl METo Ul HMILIAHTAHE HHXKBETO

Karerepa, CHCAyeT BHIYCTHTH BO3AYX H3 JKHBOTa NCPEA TCCTHPOBAHHEM INPOXOIHMOCTH

KaTerepa, YToOh H36exaTs NOXKHBIX NoKa3aTeneH CXOPOCTH OTTOKA KHAKOCTH.

2. OTKpHITOE XHPYPIHYCCKOE paccevieHHe (ONEPaTHBHLI METOX).

3. Ypeckoxnas wm MomadunupopanHas Meromuku CenbpuHrepa, MOA KOHTPONCM MM Ges

KoHTpons ¢uryopockona. HezasncuMo or Toro, kakoli MeTo] HMIUIAHTAINHH HCIIOJNL3YeTCH,

BCET'ZIA y6eautech B TOM, 9T0:

a) Bu pacnionoxsnu riryGoxyio MaHXeTy B npefeAax MpAMOil MBIIIIEL.

b) Bu Banpasuam xarerep DOA YIIOM BHH3 TAK, K8K OH IPOXOMHT uepe3 OPAMYI0 ML,
YTOOK HANPABHTD €0 B Tas.

¢) Bul He BkpyumBaere HIM HC BpalaeTe Karerep; yOemureck B TOM, 9rofm
PEHTTEHOKOHTPACTHAN NOJIOCA PACIIONOMXEHA NTPAMO B TCICHHE BCCH MPONEAYPH.

d) Mpotectupyiite NPOXOANMOCTL HHAXHENO KATCTEPa MyTeM HAQYIHA Kak MHHMMYM 60 cM3
CTEPHILHOIO (PH3HONIOTAYECKOTO PacTBOopa H HAOMONEHANA CKOPOCTH OTTOKa mepeR
OPOACIKEHACM MPORCAYPHl AMILIAHTALIMH.

Hexe npeBoasTcs ofmas mpomeAypa HMILUIAHTAIHH AnS NEXHCr0 Karercps Babopa
iaTerepa ExxTended. Caeayer upucnocofHTs COFNACHO HCNONLIYEMOMY METOAY.

1. BeexwTe aHSCTE3HIO MAIHCHTY B COOTBETCTBHHE C HCNOJbIYEMbIM METOAOM.

2. TNoaroToBxa Opiommo# nonocTH: Xapypruveckas MOATOTORKA KOXHE OCYIEECTBISCTCH B
COOTBETCTBHM ¢ mnponieaypoii Oonbhmms. Haxpo#Te nanueHTa M €ro XHBOT HpOCTHHEH
CTaHAApTHRIM COO0co00M. PacCMOTPHTE BOIMOXHOCTD HCMOMB3OBAHNHA CBA3BIBAIOIAX KOXHRIX
OGappepor ¢ wnH Oes nponuTkol Hoaa, ecym Bo3acHCTBHIO OyXyr nozsepxensl Gonbmme
AAOINANM NOBEPXHOCTH KOKH.

Ipr Beo6X0MMMOCTH: IOMECTHTE HAIHEHTA B CTAHAAPTHOE NoNoxeHne TpenaenenGypra.

3. IloaroToBETE KaTeTep, NOTPY3HB €70 B CTEPHNBHKI QH3HONOrHUecKHN pacTRop. BraasHTe
BO3AYX H3 MaHXeT INyTeM NPOKATKH NOTPpYXCHHRX MamXeT Mexny nansuamu. ITpomoiire
MPOCBET KaTeTepa CTEPRILHEIM QUIHOJIOTHIECKAM PacTBOPOM.

4. Ha orBeaeHHOM MecTe MjIA NEPBHIHOIO paspe3a, 1-oOpassoif ¥ dopmmt  caenadite
TOPM3OHTANLHLIN paspe3 KOXH COOTBETCTBYIOMME NO AMHHE HCNOJbL3YCMOH MeTOIHKe
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HMMnaHTaunn karerepa. Ileppnunniii paspes npeacrasaser coboff MecTo BBEAEHHS HHMKMHEro
KaTeTepa ¥ pacnoNOKCHNE MAHKCTH NPAMON MBIINIIILL.

5. PacceueHne OCYIMCCTBAACTCA NO HANpaBACHWIO K W NOABCpras Bo3ACHCTBHIO nepeaee
BIAra/iHile NPAMON MBNIUE XHBOTA. BomonuuTe pacceycHue Ha NOBEPXHOCTH (acUHH B
KpaHHANbHOM HATIPABICHHWH BAOJL MPEANONAracMOTO IYTH KATETEpPR K 3al/IaHMPOBAHHOMY
paspesy B IMHracTpanbioil obnact. ITOT NOAKONKHLIA MyTh CO3AACT HAYANbHYIO TOYKY ANS
BCTABKK HAKOHEURHKA TYHHEILHOIO HHCTPYMEHTA Ha Oonee nosaxeM stane.

6. BeraBka kaTerepa AOJNKHA MPOBOAHTLCA MEPE3 TENO NPEMOA MBILNL B COOTBETCTBHH C
NPHMEHAEMBIM METOZOM, W MOXET BKIOYaTh B ce0f Mpoxon WK paspe3, pasaensiouii
MBIIIN,

7. C HHXHHM KaTeTCpOM, BHIIPAMICHHBIM HaJ CTHICTOM (DPOA3CTCA OTACNbHO), YACPKUBAK
PCHITEHOKOHTPACTHYIO NOJNOCY B NPAMOM TNONOXCHWH, KOHUMK KaTeTepa JAOMKeH OGbiTh
HAaNpPaBNEH B CTOPOHY MeCTa ITyOOKOro Tasa MeXAy napHeTanbHOH M BHCHepanbiol oGnacTeio
OptomMHbL.

NMPUMEYAHHE: Huxanit katerep NODKCH HCNONLIOBATLCA TOJLKO € KOOPAHHHPYIOUINM
MMIVIQHTAHMOHHLIM cTHneTOM ans karerepos Flex-Neck ans B3pocnsix, koTopuif mMmeer
cnenHaNbHEIH paMep, cootseTcTByioumil obumel IHHE H BHYTPCHHEMY AHAMCTPY HHKHErO
KareTepa.

8. Ecnn xarerep HMIIAHTHPYETCR HA JICBOH CTOpOHE Tela NAUMEHTa, PeHTTCHOKOHTPAcTHas
NONOCa HUAXHEro Karerepa Oymer nanpasincra miienol croponoli ssepx (knepeaw). Ecan
KaTeTep MMILIAHTHPYCTCR Ha Npanol CTOPOHC TeNa NAUMEHTA, PCHTTCHOKOHTPacTHAN NOJOCa
HHXKHEro Kaverepa Oyzier Hanpasnera Juiesoft croponolt sums (x3axu).

9. Mamxera xaTeTepa A0NKHA PAcCNONAraTsCa B NPAMOi Mbimme, 4To0n ofecneunTs Xopoiee

BPACTAHME TKAHM M XXECTKYIO (HUKCAUMIO KATETEpa M NPCAOTBPALICHHA NEPHKATETEPHBIX
yTEueK W Iphik.

10. B COOTBETCTBHN C MCROAL3YeMOH METOAMKOH BBEACHHN KareTepa MOXHO BLINMONHHTD
TIMATENLHOE PACHONONKEHKE KHCCTHDIX LIBOB, YTOOH CHH3HTDL PHCK NEPHKATETEPHBIX YTEUCK.

MPHMEYAHHE: Cobmozaiite OCTOPOXKHOCTD NPH HANOXKCHHM WBOB, YTOOHW obecneunTth
. OTCYTCTBHE MOBPCKACHHS KATETEPa M OTCYTCTBHC HapYUICHHS NMOTOKA.

11. TMporectupyiite npoxoaUMOCTL KareTepa NyTeM WHQY3MH MHRHMYM 60 Ma crepuabHOrO
bu3nONOrHYecKoro pacTsopa ¥ HabnioaeHUs 33 CKOPOCTHIO OTTOKA.

MPUMEYAHHE: Ilpp uncydnsunn xHBOTA B XOAC NPOBEACHHA JANAPOCKOMHYCCKOM
BCTABKH, BLIMYCTHTE BO3AYX M3 XuBOTa, YToOBl M30exarTs NOXHBLIX MOKazaTenel CKOpOCTH
OTTOKA XKHMAKOCTH.

33

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



Pazgen C

HHCTPYKIIHH IIO HUMIUIAHTAIIHH KATETEPA B SIHCACTPAJILHOH
OBJIACTH: ONIPEAEJIEHHE PASMEPOB, MPHCOEAWHEHHME H PASMEIIEHHE

Himepenns pacnonoxennil A1s onpeacneHHS PAIMEPOR KATETEPA AN INHTACTPAAbHOM
obnacru

Hamepennst ocHoBaHKI Ha Tpex Mecrax pacnonoxenmsa: 1) Mecro nepsmunoro paspesa, T-

oGpasHuili paspes _ ,» TAC PACHONOKCHA MAHKCTA NMPAMOH MBINIL H HWKHHE Karerep
BPEMEHHO BLIXOAWT H3 Oprommoii monocTH; 2) MECTO BTOPHMHONO paspe3a, KaKk YKa3aHo

npsvoyronsimxom | e ; 2 Taoxe

3) Mecro, rae nBa KaTerepa GyAyT COSAHHEHNH APYT ¢ APYTOM. OTH MHCTPYKUHH NPEANONAralor,
YTO MCCTa NEPBHYHOTO H BTOPHYHONO paspe3oB ObUI OTMEYERH B XOJAE NpeaonepalHoOHHON
NOArOTOBKH marmenTa. CM. pucyHok 8.

PucyHok 8
IoaroroBka AN ONpPEACACHNE PAIMEPOB KATETEPA VIN JNHTacTpanLHol ofnacta
1. 3ampemaercs oOpesath KaTreTeph A0 HMIVIAHTAHMH HExHero (Opiommoro) xarerepa H
dukcaun MaHKeTH NPAMOH MBI, 8 TAKXE AO OCYIIECTBACHHN BTOPHIHOIO pazpesa Ha
OTMCUYCHHOM NPAMOYrONbHAKE. JTO COXPATHT PacxXol KATETEpOB OpH HEOGXOAHMOCTH
HIMCHCHHS HEKOTOPHIX aCNCKTOB XHPYPrHYCCKOR Mpolenyphl, CBAZAHHEIX € HIMEHEHHeM
pasMepos.
2. ITaumeHT JOMKEH HAXONHTHCA B NONOKCHHH JEXKa HAa CHHHE, JTo0bl IPaBANLHO M3IMEPHTDH
PaccTOSHEE MeXIy MCpBMYHBIMM H BTOPHYHBIMH OTMETKAMH paspe’oB. IOpH3OHTANBHOS
NONOXCHHE IAPANTHPYCT, YT0 namuenTy Oyaer ofecneuena MakcHManbHas TpeOyemas ANuHA
KareTepa, a TAKKE MPEAOTBPAINAET TO, YTO KATCTEP MOXET GHITh 00pe3an CNMINKOM KOPOTKO.
Ecmm nansenT Ouin nometen B monoxennn Tpenzenenbypra npu npobBeileHHH HMIUIARTALHR
HHDKHETO KaTeTepe, BCPHHTC MANMEHTA B NOJOMEHHE NICXA Ha CNHEC JUIA NpOBEACHMA 1ol
YacTH NpoueHyphl.
Hecmotpa Ha 10, YTO NAUMEHT MOXET OOBMHO CYTYRHTHCA B BEPTHKAIBHOM INONOKEHHH, CCAH
KaTeTep NPaBWIbHO PACTIONOXEH Ha (acHAILHOM NOBEPXHOCTH MEKAY NEPBHYHHMH H
BTOPHYHbLIMH pa3pe3aMH, cruGanne He npoH3oHaeT.
Obecneanre, YTOOH!: a) NpH NMPOBCACHMA AHECTE3IHH NEPCOHAN HE MOAKIANKBAN NMOAYLIKH MOX
IIeYH nmalueHTa; b) Ha crone me Gsno HIrwGoB (CrHGAaHHEC WM THTIEPIKCTEH3HA); H C)
OTCYTCTBOBANIO B3AYTHE OT IIHEBMONEPHTOHCYMA, BLI3BAHHOTO NPOBE/ICHAEM JIAIAPOCKONHY.
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3. MPHMEYAHME:

a) Bce pa3mepit, npubeicHHbIE B HACTOALICM MaTepuane, yxasanbl B CAHTHMETpaXx.

b) Paccrosiie Ha BepXHEM KaTETCpe OT MapKEPHOro KONbila B0 KoHunKa cocTapnser 30 cMm.

¢) PaccTosHne Ha HHXHCM KaTeTepe OT MaHXKeThl MPAMON MLINIEK A0 AHCTANLHONO KOHYHMKA
cocrapser 31 ¢cM.

Hamepensne u ofipezanne xaTeTepa Ang JnEracTpannuo# obascru

NMPHMEYAHHE: B s1oM paznene npeacTaBieHb albTCPHATHBHLIC NHCTPYKUHH H3MEPEHHA.

1. C noMowmbio npuiaraeMoit CTEpHALHON JICHTH H3MEPbTE PAacCTOSHHE MEXIY MECTOM

nepBHYHOrO paspesa, T-o0pasuoii opmu - (rae HWXHHA xaTeTep BPEMEHHO BHIXOAMT H3
MalLMEHTA) H MECTOM BTOPHYHOIO paspe3a, B BHAC MNPAMOYrofbHHKA. Jlepxure neHty
HaTAHYTON, HE PacCTATHBAN €, HaJ TYJIOBHINEM MEXIY MCCTaMi NCPBHIHOTO M BTOPHYHOIO
Pa3pes’os, aepxa JICHTY Hajl KOHTYpoM XHBOTa. He no3ponsiite neHTe CreOBaTH KOHTYPY Tena
¥ He xoMneHcupyHTe ryOHRY XHPOBHIX OTAOKeHNH. Ecnu nedra Oyaer caenoBath KOHTYpY
TeNa UK €C/IH H3IMCPCHUS KOPPEKTHPYIOTCA Ha ITy0HHY HPOBHIX OTROXERHUi, TO B pe3yabTaTe
Gyner nomyucHa upe3MepHan UThHA TPyOxu MeXay NEPBHYHLIM H BTOPHYHEIM pa3pe3aMH, YTo
BO3MOXHO, NPHBEAET K neperuly xarerepa.
2. 3anHIIATE 370 PaCCTOAHME, "A", B CAHTHMETPaAX, MEX/Y MECTAMH NEPBHYHOTO M BTOPHYHOTO
. paspezos. 310 paccTosHMe, A, npeactamnser coGolt ofuryl0 AnuHy, HeobxomuMyio npH
COBMELCHHH BEPXHETO H HIXHEro KaTerepoB. CM. pHCYHOK 8.

3. Buifepure n 0TMETLTE MOTCHUMAMLHOE MECTO COCARHCHHUA BCPXHErO M HHXHETO KaTeTepos
Mexay cobolf BHYTPCHHMM IBOHHBIM CaMOQHUKCHPYIOUHMCA THTAHOBLIM KOHHEKTOPOM.
TuTaHOBbIN KOHHEKTOP AOMKEH PACMONAraThes Ha maockolf mopepxHocTH dacuum Gproumolt
CTeHKH, u3beraf MeCT, NOABEPKCHHHX AACKOMPOPTY AABICHHA OT JIMHHH Mnosca ¥ / WM
AnTYAAUHH, BH3BaRHON crubaHues TYIOBHING HA KOXKHLIX CKIAAKAX.

MPHMEYAHHME: Ilpn BuiCope MecTa paspe3a M RPACOCAHHEHKS KaTeTcpos, yoeanTech, 4TO
KOHHekTOp Oyaer pacmonarateca Haa Opiowsoli cremxoit, a He nax peGeproli ayrodt wm
rpyaso#t kneTxol.

4. Tlpu nomoimxn npunaracMo# MepHOH PpyNeTKH H3IMEPLTE PACCTOAHHC MEXIY MECTOM

BTOpHuHOrO paspesa, npamoyronsuolt dopmst | =1 u Br6panuLIe MecTOM coemmmecnns.
Cm. prcyHox 9,

3anuionuTe 310 PacCTOSHHEC B caHTHMMeTpax, Kak "B". D10 Oyzer ammma, weoGxoaumas ans
TpyOxu BepxHero xareTepa 0T MAPKHPOBOUHOTO KOJIbIIA AO MECTA COCAMHCHMA KaTeTEpa.

Pucynok 9

5. Orournte 3HaueHHe B 13 A, 4ToOB MONYYNTh JUIBHY TPYOKH HHXHEro Karerepa,
HeoOxoAMMYI0 AN JOCTHMXEHMA OT Mecra rayGokofi MatxeTn mnoi ¢acuueit Mecra
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PacTIONOKEHHUS KATETEPHOro COSAHHEHHA, 3anuIHTe 3TO PacCTOSHKE B CAHTHMeETpax, xax "C".
CM. pucyHok 9.

A - B = C.C npeacraBuser coboit o6myio anuny, HeoGXoauMyto IS BHKHETO KareTepa.

TNIPHMEYAHHE: Jins Toro, YTo0H HMETh BO3MOXHOCTL pafoTaTh ¢ HMKHEM KATETCPOM,
u3beralite Hcnompionanna HHE C Menee S oM,

6. BerasbTe H3MEPHTENbHBIA CTEPRERD (HAXOAMTCS B OTACHBHOM CTEPHIBHOM NAKEeTe BMECTE C
TYHHEILHLIM BRCTPYMEHTOM), HaUHHas ¢ KOHYHKa ¢ MapxHpobkol 1 cM, B mepauuHuIll paspes
PAIOM C HHXHHAM KAGTCTEPOM, NEPNCHAHKYNAPHO K GacuMn H NAPAUICTBHO KATETEPY.
Tpoasuraiite H3IMCPHTENBHBIA CTEPAKCHB A0 TEX NOP, MOKA HAKOHEYHHK HE YNperca B dacumo
npamoit Mpousl. CMm. pucysok 10.

Pucynox 10

7. Jlepxute BHEIMHUA CErMEHT HHXHENO KaTeTepa PAAOM C H3IMEPHTEILHHIM CTEPXHEM H
napamnensHo emy. Ilpn nomoum caRTAMETPOBOH MApKHPOBKH HA HIMCPHTENBHOM CTEpXKHE,
noApexbTe HIXHAN KaTerep no AmmHe C Bume ypopns acunn (pucynox 10). Caenatite omun,
npaMoif, nepneHanKyYIApHBIA paspe3s TpyOKH NPA MOMOINM IMOBHBLIX HOXHHIL.

8. IlomecTHTe H3IMCPHTENBHBIA CTEPXECHb PAJIOM C BEPXHHM KaTeTepOM C 3aNMCAHHBIM
3HAuCHHEM JUIHHE B Ha H3MEPUTENBHOM CTEepkHE Ha YPOBHE MAPKBPOBOYHOIO KOABILA.

Cpexpre Bepxnmii KareTep HA YPOBHE KOHYHKA H3MCDUTCNLHOTO CTEPXKHN, PHCYHOK 11.
Caenalite omun, npaMoii, nepneHAUKYIAPHBIN paspe3 TPYOKH Nnp# MOMOIIH HIOBHBIX HOXHHIL.

ANLTEPHATHBHLIC HHCTPYKHHH 50 HIMCEPEHHI0 W O0pesanm0 kaverepa s
JuErscTpannuoii obnacrn
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1. YcranoBuTe BepxXuuit Katerep Ha OpfomHON CTeHKe ¢ 9ePHBIM MAPKMPOBOYHSIM KONBIIOM Ha
BTOPHYHOM pa3pese, NpAMOYTONLHOH GOpME! .

2. Iepexpolite pepxumit 1 HIKHMN KaTeTephl H BHOCpHTE NOAXOAAIIIEE MECTO, TAEC HX MOXHO
OTpe3aTs U COCAMHUTL. CM. prcyHok 12.

NMPEAMEYAHHE: Cnenyer NOMAHTB, YTO OAWH M3 KaTeTepoB NOTpeOyercs COKpPATHTHL
AOTIONHHTENBHO, KAK ITO ONMMCAHO B MyHKTE 5 HHXe.

3. O1pexnbTe ABa KaTETEPA B MEcTe, BHOpAHHOM B miare 2.

4. Ucnone3ys H3MEPHTENBHEI CTEpXeHb, H3MEPETE paccTONHE OT Gacuuyn A0 KOXKH Ha MecTe
NEPBHIHOIO pa3pesa, Ha YPOBHE NOBCPXHOCTH KOXKH.

5. Otpewsre Bepxuuit WM mwxmimit xarerep (He ob6a) ans panshefimiero ykopoueHHs Ha
PacCTOSHHE, H3MEPEHHOE B mare 4.

NMPHMEYAHHE: Jns Toro, yrobsl HMETh BO3MOXKHOCTh paboTarh ¢ HHXKHHM KATETEPOM,
H30eralite ucnons3osannud AMHE C MeHee 5 cM.

Cocanneine HIDEHEN0 H BEPXHETO KATETEPOD

1. VYenaxuare KOHYCHhé HAKOHCYHMKH JBOHHOrO CaMO(GHKCHPYIOMEroca THTAHOBOTO
KOHHEKTOpa B CTEPHIBHOM (HIHONOIUMECKOM PacTBOpe HIH CTepHALHOH Boae. He ucnoavsyitte

APYTYIO CMA3KY.,

2. BcraBsTe ozmH KOHER ABOHHOTO CaMOPHKCHPYIOUICTOCA THTAHOBOIO KOHHEKTOpa B
BPOKCHMANBHBIN kOHell Hwkuero karercpa. [Iporanxupaiite XORUHK KaTeTepa Ha NPOTANKEHUH
BCETO NYTH AC LEHTpa KoibleBoro Saprepa konnexropa. He mpHMEHSHATS BKpyYHBalOIIHE
JBIKEHNA, YTOOH CHAOH NPHCOSTHHATS KAaTCTEP K KOHHEKTOPY. BeTasbTe KOHHEKTOD B KarTerep
ONHUN [IBIKEHHEM BNepe/l. 3anpemaeTca CABHIaTh ry0oKyIo MAHXeTy (MpAMOii MBIIIED).

3. BcraBbTe NPOTHBOMOJNOKHKLIGE KOHENl ABOAHOrO caMOQUKCHPYIOMIErOCS THTAHOBOTO
KOHHEKTOPa B BOCXOJSIIEE KOACHO BEPXHETO KATETEPA, TO €CTh KOHEHHOCTD ¢ MApKHPOBOIHEIM
KOJIBLIOM, a8 He KOHeuHOCTh ¢ MaHmeroH. [IpoTankupaiiTe KOHYHK KaTeTepa HA NPOTXKCHHH
BCETO MYTH A0 LUEHTpa KONbIeBOoro Gapnepa xonHextopa. He mpumensiite BKpyuMBalomme
ABHIKCHHA, YTOOH CHNIOH NPHCOSAHHHUTH KATETEP K KOHHEKTOpY. BCTaBhTe KOHHEKTOP B KATETED
OIHHMM ABHXCHHCM BliEpea.
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NMPUMEYAHHE: [lpn ycranoBke THTAHOBOTO KOHHEKTOpa B BEpXHeEH KaTeTep, MOBEPHUTE
BEpXHHi KaTeTep NPH HEOOXOAHMOCTH.

4. TlpoBepbre, YTOOH PEHTrCHOKOHTPACTHLIC MONOCH HAXOAMAKCH HA NPOTHBOMONOKHON
cropone Ha 180 °. Ecin karerep MMIUIaHTHpYeTCS Ha JIeBoli CTOPOHE Tejia MalHeHTa, NONoca
HIDKHEro karerepa OyzeT Hanpas/ieHa THUCBOR CTOPOHOH BBepX, a MOJIOCA BCPXHETO KaTeTepa
Oyner HanpasncHa nutiepol CTOPOHON BHN3 (x3aak). Ecan karerep uMnnanTupyerca Ha npabodi
CTOpOHE TeNa NalHeHTa, PEHTTCHOKOHTPACTHbIE NONOCH Oy AYT NepeBepHYTH: NONOCA HHKHETO
Karerepa Oyzer HanpaBicHa Jauuesod CTOpoHON BHM3, a NONOCA BEpXHEro karerepa Gyaer
HanpassicHa THIcBo# cropowoit Beepx. [IpH noscoeAMHEHRH BEPXHETO KaTeTepa yoeaurech, 4To
KaTeTep OPHEHTHPOBAH TAKHM 00pa3oM, 4TO MaMXeTa M MECTO BHIXOJAa pPacnoNOXeHb!

narTepanbio,

5. 3aranute HepaccachBalOIMuiic moOB, Hanmpumep, U3 2-0 wan O-mOMMNPOMHACHA, BOKPYT
KRKAOrO KaTeTepa, 3a 3yOLoM Ha THTAHOBOM KOHHEKTOpe. 3aTeM ABa MBA MOTYT ObLITH CBA3aHH
ZPYT ¢ APYIOM C LINIBIO JanbHelero NpeoTBPALICHHA paselieHns TpyGok.

6. TlpoBepbTe RENOCTHOCTL COCAHHEHHH, MOTAHYB 34 KAXKIABIA KareTep, B CBOIO Ouepenb,

yAepXHBad KOHHEKTOp. 3anpemaerca CABHraTh rayboxyio mMaHxeTy (mpaMol MbIlIubL) npn
MPOBEACHHH ITON0 HCNLITAHUA HA BLTATMBAHNC.

HMunantanns sepxnero KaTeTepa MeCToM BHIX0AR B INHracTpasbnodl obnacTn

1. Caenaiite 2,0 - 3,0 cM ropu3oHTAILHBLIL paspe3 B MPOMAPKHPOBAHHOM MECTE BTOPHHHOTO
paspesa, NPAMOYTONbHON PopMmbt *

2. Ha mecTe BTOPHYHOIO pa3pesa, NpAMoYroIbHON GOPMBL, BHITONMHATE PACCEUCHHE NMOAKONKHON
TKAHW N0 HanpasieHmo X dacunn nepemuci npsmvol mMpmmnw. Ha noeepxHoctH dacumn,
co3faliTe NOAKOXHBIN KAPMAH ANA NOMCIICHHA B HENo IMPEABADHTENLHO CHPOPMHPOBAHHOTO
ayroobpasaoro m3ru6a pepxHero xarerepa. KpoMe T0ro, BHINOIHHTE PACCEUCHAE KayJaNbHO HA
noBepxHocTH dacumn, YTOOH OONErIATL MPOXOKACHHE KOHYMKA TYHHEJILHOIO MHCTPYMCHTA
ans karerepa ExxTended K u3 nepsuwHOro (HMXHEro) paspesa X BTOPHYHOMY (BEpXHEMY)
paspesy.

3. BcraBbTe 3aTYIUICHHBIA KOHEN TYHREJIBHOIO HHCTPYMCHTA B MECTO NEPBHYHONO paspesa.

4. IlpopeauTe TYHHENBHMN HHCTPYMEHT BAO/L MOBEPXHOCTH (GacUUH K MECTY BTOPHYHOIO
paspesa.

IMPHMEYAHHE:

a. YOeamrech, 9TO TYHHENbHHN MHCTPYMEHT OCTACTCA B OTHOCHTENLHO CcBOGOAHON
ABaCKYMpHOH NIOCKOCTH PLIXNION COCHMHHTENBHON TKAHH Mexay Mblmetnol dacunch u
nopxoxHON Kiergarkofi. He scTasnglive MHCTPYMCHT M Karerep B MOAKOXKHO-XHPOBYIO
KIeTUaTKy. JTO MOXET MPHBECTH K NEPEKPYMBAHMIO KATETEpa BO BPEMA OTACALHBIX BHIOB
ACATEALHOCTH NAIACHTA.

b. 3anpeuiaeTca NepecekaTh CPEAHIOID JIMHHIO XHBOTA NALMCHTA WIH IPYZHON KICTKH.

¢. Cnexyitte no OTME4EHHOMY NYTH NPOXONKACHHN TYHHENK, KaK YKA3aHO Ha Tpadapere, xoraa
ITO BOIMOKHO.
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d. Ecan npHMEHSeTcH JANapoCKONMUeCKHM mnoaxoa ANA MMIUIAHTALMH KaTeTepa, HaaHdue
NHEBMONEPHTOREYMAa 00ECneuHBaeT Npousylo (GacuHaIbHYIO NOBEPXHOCTH, YTO ofnerdaer
NPOXOXACHHE TYHHEIBHOTO HHCTPYMERTA,

S. TIIpO/BHRBTE TYHHERLHLY HHCTPYMEHT KOCTATOYHO AANEKO Yepes MECTO BTOPHYHOIO pa3pesa
TaKkHM 00pa3oM, 9TobkI €ro MOXHO GLLIO 3aXBATHTH ¢ APYTOH CTOPOHEL

6. TpucoenWHATe NPOKCHMANBHBIH KOHER BEPXHEro KXaTeTepa K 3a3yOpeHHOMY KOHUHKY
TYHHEJILHOTO HHCTpyMenTa Aa xaretepa Tool ExxTended.

7. 3axpenuTe KOHCH KATETEpa Ha KOHYHKE NPy TOMOIIH LIBA.

8. OCTOpPOXHO NPOTAHHMTC TYHHCNBHBIK HHCTPYMCHT 4epe3 MeCTO BTOPHYHOIO pa3spesa
JOCTATOYHO AANEKO, TAK ITO0H HHCTPYMEHT MOXKHO ObUIO IONOXKHUTD.

MPHMEYAHHE: 3anpemaercs IPOKPYIMBATE KaTerep. Habmopaiire 3a
PEHTTEHOKONTpacTHOH mnonocolf, 4ToOH YOCHMTBCA, 9TO KareTep OCTACTCE B  UPAMOM
NOJNIOKCHHH,

9. ITpononxalite akKypaTHO TAHYTb KATETEP, HOKA MAPKHPOBOTHOE KOJIBLO MOXKO 3aMCTHTh HA
MeCTe BTOPHYIHONO pa3pesa.

MPHMEYAHME:

a. Korma MapxupoBOuMMHOC KOJBUO BH3YAMH3HPYETCA Ha MOBEPXHOCTH ¢acuuu Ha MecTe
BTOPHIHOIO pa3pesa, AIHHA KaTeTepa MCKIY MapKHPOBOYHBIM KONLUOM H rIy0okol ManxeTol
(npaMoit MBINIE) AOMKHA OBITH OTHOCHTENLHO ApaMOd.

b. 3anpemaercs CABMraTh FAyGOKYIO MAHXeTY (NMpAMOit MBIIIIIEL).

¢. 3anpemaercas nNpoKpyuMBaTh HIH nNoBopaduBarh karercp. Habmopaltte 3a
penmeuoxompacmoﬁ nonocolf, uToOR yOemuTECH, 9YTO KaTeTep OCTAaCICE B NPAMOM
nonoxennn. M30HTOK He BHIPAMICHARX TpYOOK MOXET npHBeCTH K Oyaymemy
nepexpyqnnmm M HapyUICHHUIO NOTOKa MPH ONpPEReICHHLIX YCIOBHAX.

10. OGpexsre Karerep, 0CBOGOAMB €r0 U3 TYHHCALHOTO HHCTPYMCHTA.
NMPUMEYAHHKE:

a. He nuralitech Hcnons3oBaTh KOHEIl KaTeTepd, KOTOpailk Onin BCTanneH 4Yepes 3a3yOpeHHni
KOHYHK TYHHEJIHLHOTO HHCTpyMeHTA. OH PacTArHBACTCH CJHINKOM CHIbHO, 9TO0H OHTL B
COCTOSHHH HANICKHO YNCPXKHBATL KOHHEKTOP.

b. Ilpn ortpesaHmn KareTepa OT TYHHCIBHOIO HHCTPYMCHTA caenafite  npsamodH,
nepneHAHKYNAPHLIE paspes TpyOKH IWOBHHIMH HOMXHHNamH. Bcerna mpopepsifte, uToOH
pa3pesH ObUTH NepIeHANKYIAPHE TpyOKe Karerepa TakHM o0pa3oM, 4TOOE KOHHEKTOP XOpOLIO
NOAXOZIHA KaTeTepy.

11. Beeaure MunaMyM 60 MJI CTEPHIBHOIO (H3HONOTHYMECKOTO PacTBOpa IyTeM HHQY3HH,
9100H NPOBEPHTH NPOXOXHMOCTH, M MOATBEPAHTh OTCYTCTBHE NPOKPyYHBaHHil Hn4 nepernbon
B KaTeTepe.

INIPUMEYAHME: [lpr uHCcypadume XHBOTA B XOA€ NPOBECHHA IANAPOCKONHYECKOH
BCTABKH, BHITYCTHTE BO3NYX H3 XMBOT3, YToOH H30€XKATH JIOKHBIX HOKA3ATCHCH CKOPOCTH
OTTOKA XHAKOCTH.
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JaKm0INTeASLHbIC 3aAMEIAHES N0 PAIMCUICHHI0 KATETEPA

Kommanns Merit Medical Systems, Inc. nmpeaocTaBiseT TpH BAapHAHTA TYHHEIHPOBAHHN
KaTeTepa Hepe3 MECTO PacliofioMEHHS BHIXOfA HA Xoxe. MeTomuka CO3NAHHN MECTa BRIXO/A
Oyner MeHATICA B 3aBHCHMOCTH OT KOHKPETHOIO HECTPYMEHTa, BHOPaHHOIO /IS BRIIOJHEHHS
a0l pyrxupA. OTACHBEO MOXHO MPHOOPECTH MAACTHKOBEIE perporpagHuiit Tpoakap Tunnelor,
NIACTHKOBEIY aHTerpanupii Tpoakap ®amnepa u auTerpaambii Tpoakap Qannepa u3
Hepxapeiowmen CTATH.

1. Pacnonoxenne MecTa BHIXOJA JOJKHO HAXONHTCA NarcpaibHee nepphuunoro mecta. lpn
BO3MOXHOCTH MECTO BHIXOZA ACIKHO HAXOARTHCA MPHMEPHO HA 3-4 CM AMCTANbHES MAHKETH
MECTa BHIXOAA.

INIPHMEYAHHE: /ina cHWKeHHA PHCKA HHQHUMPOBAHHA H ONTHMANLHONO PAIMEINCHHN
KATETEp AO0DKEH HMCTh aKKyPaTHOS, H30rHYTOe 00pameHHOoe BHE3 MECTO BRIXONA,

NMPEJOCTEPEXEHHE: [IpopepbTe xaTeTep Ha NCPBHYHOM MECTE H MECTE BHIXOAR, YTOOH
CAPAaHTHPOBATD, 9TO KATETEP HE MPOKPYICH HIH HEPEKPYUeH.

2. [Nocne ToOroO, KaK Karerep Obi TYHHE/IHPOBAH HA MECTO BHIXOAA, NMPOBEPLTE MPOXOAUMOCTH
xarerepa myTeM uHQY3MH M ApeHaka MHHEMYM 1,0 a1 crepunbHOrO (pH3MONOTHYECKOTO
pacTBOpa.

3. MNpucoeauHNTE KOHBEKTOP KATETepa M KOJNAY0K, WIN B Ka%CCTBE A/IbTEPHATHBEL, KOHHEKTOD
H Tpanchepauit maGop. Jna nonyuenns Gonee nonpoﬁnoﬁ HHpOpMAIMM CMOTPHTE pazaen
"MECTpyKUMH 110 3XCILTYATAllMH KOHHCKTOPA U1 Karetepa”.

4. 3axpoiite MecTa NEpBHYHBIX H BTOPHYHHX pa3pe30B B COOTBETCTBHH ¢ HCNOMB3yeMoH
METOANKON UMILIAHTALINA.

NPHUMEYAHHME:
a. 3anpemaercs HANOKESHHE MIBOB HA MECTa BHIXOAA.

b. 3anpemaeTcs ACTIONB3OBATH AKOPHRIC CTSIKKH JUI (PHKCALMKE KATETEpa K Koxe. BuecTo 31010
CNeAyeT HCTIONB30BATh CTEPMIIbHEIE KeHKHe NONOCKH JUIN HMMOOHAK3AIMY KaTeTepa Ha KoXe,

NIpHJIETAIOMEH X MECTY BRIXOAA.

c. Cne.uye'r OPUMCHATE COOTBETCTBYIOIME MOBA3KH HA BCEC NMCCTa pai3peioB H QIS CaMoro
Karerepa.

Hononnurtensnas nugopmManng

» Koneno BHEImHero xarerepa MoXeT OHTh BCTPOCHO B 3TOH TouKe, €CIH 3T0 HEOOXOXMMO.

Ha6op Embedding Tool ans pBenesns katerepa AOCTYNEH A NpHOOpeTCHHS B KOMIAHHH
Merit Medical.

» [Iposesenne CpovYHOrO HIH NOAACPXHMBAIOIICIO AHANM3A MOXKHO HAYMHATL Cpasy ¢
TIPHMCHCHHEM YMCHBIICHHOIO o0beMa (MaKCHManbHO 1 JATp) K NPH NONOXCHUH NAlUCHTa
nexa Ha cnune. [lo BO3MOXHOCTH OpiOIIHAd MONOCTbh AOKHA OLITH MOCTONHHO CyXoi (B
HOYHOE BpeMA) B TcucHHe 8-12 4acoB B MPOAOKCHHH KaXAOre 24-4acoBoro nEpuHoaa noclie
YCTAHOBKH KaTeTepa B TeueHHE Beell mepsol dweaenu muamusa. Ecau nanmMeHT NpHHRMaET
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BEPTHKANIBHOS NONOXKEHHE B GPIOUIHOI NONOCTA HE AOMKHO ObITH HUKaKOH KHIKOCTH B TeUEeHHE
nepeux 7 AHel MMM KO 38XKHBAHNA MECT YCTAHOBKH XareTepa.

¢ HmmoOHIM3ALMA KATCTEPA HMEET BaXKHOS 3HAYCHHE A OOeCmCueHHs HaANEKAMEro
BpacTaHns TRaHelH.

« Katerep cnexyer mpoMBTS reéNapHHASHPOBAHHEIM (PAHONOTHIECKHM PACTBOPOM B TEUEHHE OT
24 no 72 yacoB B MURMMYM Kaokakie 7 gHeli nocne 31oro.

Pasnea D

MHCTPYKLHH 1O HMILTAHTALIMH KATETEPA B BEPXHEH YACTH I'PYIHOH
KJIETKH: OIIPEJEJIEHHE PAIMEPOB, NIPHCOENHHEHHE H PASMEIIEHHE

H3aMmepenus ocHOBaHH HA TpeX Mecrax pacnonoxenmsa: !{) Mecro nepsrunoro paspesa, T-
o0pasHbilf paspes, rae pacmosioxkeHa MaHKETa NPAMON MBI H HEDKHHIE KaTeTep BPeMEHHO
BbxXoaut U3 Opiommo#ft mnonmocTH; 2) MeCTo BTOPDHYHOrO paipe3d, Kak yKasaHo

NPRMOYTONBLHHKOM; @ TAKKE 3) MecTo, rae ABa KaTeTepa OyayT COCTHHCHBI APYT ¢ APYTOM. OTH
MHCTPYKLHH IPEATIONAraloT, YTO MECTA NIEPBHYHOIO H BTOPMTHOTO pa3pe3oB ObUIH OTMEYECHD B
X0Z€e MpeAONepalHOHHON TOATOTOBKH HAIHECHTA.

IoaroToBxa AIS ONpeIeICHAA PAIMEPOB KaTeTepa JIS BepXxHeii UacTH rpyanoi wieTku

1. 3anpemgerca ofpesaTe KaTeTepnl O HMILTAHTANMM HIDkHero (Oprommoro) xarerepa M
¢uKcaMK MamkeTH NPAMO MBINIEL, & TaKke AC OCYIICCTBACHHA BTOPHUHOIO paspesa Ha
OTMEUCHHOM NPAMOYTOILHUKE '  m— P COKPATHT PacXOJl KATETEPOR NPH HEOOXOAMMOCTH
HM3MEHEeHHA HEKOTOPHX aCMeKTOB XHPYPTHYECKOH NpOUCAYpPbi, CBAAHHWX ¢ H3IMCHCHHEM
pasMepos.

2. I'lanMeHT JOJDKeH HAXOOMTBCA B MOJIOXEHHH JIEXa HA COHMHE, YTOON MPABHALHO MIMEPHTHL
PACCTOAHHE MEKNY NCPBHYHHMH M BTOPHYHLIMH OTMCTKaMH paspes3os. [opusoHTanbHoe
NONOXKEHHS TapAHTHPYET, 4TO mauueHTy Gymer obecnedcHa MaxcHManbHag TpeGyeMas JUTHHA

KaTeTepa, 4 Taloke APENOTBPAIaeT 10, YTO KaTeTep MOXeT GhITh 00pesan CAMIIKOM KOPOTKO.
Ecma nanmest 6p1n1 noMemeH B nonoxennu TpenaenenOypra npH NMPOBEACHHH HMIUIAHTRHMH
HHXXHETO KATCTEpe, BEPHHTE MALMEHTa B MOJIOXKCHHE JIEXAa HA CHHHC AN NMPOBSACHAS ITOH

9aCTH NPONCAYPHI.

HecMoTpa Ba TO, YTO NAUMEHT MOXET OORTHO CYTYNHTHCA B BCPTHKATLHOM NOJOKEHHH, €ClNd
KaTeTep NPaBHILHO PAacloNoXeH Ha (acnHamHOi NOBEPXHOCTH MEKAY MNEPBHUYHLIMH H
BTOPHUHLIME pa3pe3aMu, crubaHne He NpoR3oiaeT.

OGecnieunTe, 4TOGH: 8) MPH NPOBEACHUN AHECTE3HH NEPCOHAN HE NOAKNAALIBAR MOAYLIKH MOA
nnevd naunenta; b) Ha crone He GbUI0 H3rMOOB (CrrGamme HAM TANEPIKCTEHIHA); B C)
OTCYTCTBOBA/IO B3AYTHE OT [THEBMONEPUTOHCYMA, BHI3BAHHOTO MIPOBEACHUEM TANaPOCKOIHH.

NMPUMEYAHHE:
a) Bce pa3mepHl, NpHBeACHHBIC B HACTOAINEM MATEPHANS, YKA3AHE! B CAHTHMETpaXx.

b) PaccToanue Ha BEpXHEM KATETEpe OT MapKEPHOTO KOJIbLA O KOHYHKa COCTaRIAeT 30 oM.
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¢) Paccrosine Ha HHXKHEM KaTeTepe OT MAHKCTH NMPAMOt MBRINIH 10 ANCTANGHOTO XOHUHKA
coctasnser 31 cm.

Himepenne n o6peaanne xaTeTepa As BepxHel aacTa rpyasoll kieTkn
MPHMEYAHHE: B 310M pasziene npeACTaBICHN AIbTEPHATHBHBIC AHCTPYKIHH H3MCPCHHA,

1. C noMompi0 NpHAATACMON CTEPHIBHOR JIEHTH M3MCPLTE PACCTOAHHE MCEKIY MECTOM
NEePBHYHOIO paspesa, T-o0paz=olt dopmbl -~ (rpae HUXHHYE KATeTEp BPEMEHHO BHIXOAHT M3
NALMEHTA) H MECTOM BTOPHYHOTO paspesa, B BHAE NPAMOYTONLHAKA' ] . fepxure ety
HATRHYTOH, HE PaCTATHBaA €€, HaJ TYJIOBHIIEM MEXIY MECTAMHR NEPBHYHOTO H BTOPHYHOINO
pa3pesoB, Acpka NEHTY HAD KOHTYpaMy XKMBOTa M rpyanoi knerxd. He moisonsiire nemre
C/Ie0BaTh KOHTYPAM TeJa, I'PYAM W KHBOTA, 8 TAKXKEe HC KOMNERCHpYyiire riyOHHY XKHPOBRIX
otnoxkennit. Ecrm nenTa Oyaer chnemoBarh KOHTYpaM TeNa H/MOM TPYAH €CH HIMEpPeHHA
KOPPeKTHpYIOTCS Ha rIyOWHy XWpPOBHX OTJIOKERHI, TO B pesyapTare OyZer nomyueHa
gypeaMepHan ATuHa TpyOXH MEXQy NEPBMYHRIM W BTOPHUHHIM paspe3aMs, 4TO BO3MOXHO,
opubezer K nepernby xarerepa.

2. 3anuunTe 3T0 PaccTosHEE, "A", B CAHTHMETpaxX, MEXTY MECTAMH MCPBHYHOIO B BTOPHIHOTO

paspe3oB. 310 paccroAnHe, A, npeacrasiser coboli obmyro wmHy, HEOOXOAMMYIO NpH
COBMEINCHWY BEPXHErO H HIAXHEro xkarerepoB. CM. pHcyHok 13.

Pucynox 13

3. Bu0epaTe B OTMETHTE MOTCHUHANBHOE MECTO COCIMHCHHE BCPXHETO H HIDKHETO KATCTCPOB
Mexay cofoff BHYTpCHHAM JABOHHBIM CaMO(HKCHPYIOIIAMCA THTAHOBHIM KOHHEKTOPOM.
TATAHOBLI KOHHEKTOP AOIKEH PAcNoONaraThea Ha IUIOCKOM mMOBepxHOCTH Qacnuu Gpiommoih
cTeHKH, H30eras MCCT, NOABSPKEHHLIX AMCKOMGOPTY AaBleHHSL OT OlocTranbTepa HIH JIHHEH
NOSCa A/AH aATYINUHAH, BR3BAHHOH CrHGaHseM TYIOBHUIA HA KOXKHBIX CKIRAKAX.

MPUMEYAHHE: [Tpy sGope Mecra paspe3a M NPHCOCAHHEHHA KATETCPOB, yOCONTECH, YTO
xoHHEexTOp GyZer pacmonarateca Hap Opiomno#f creHkolt, a se Han pebepuoit myroli mm
rpyAanol xneTkoi.

4. Tlpy nomMomM npunaracMolt MepHON pYNeTKH H3MEpPLTE PACCTOSAHHE MEXAY MECTOM

BTOPHIHOTO paspesa, npsamoyronbaolt popues’ emmd | u BuGpanHEM MecTOM coemuBeHmA.
3anumuTe TO PAcCTOAHME B CaHTHMETpax, kak "B". Oro Oyser anmua, HeoOxomumas ans
TPYOKH BEpXHETO KateTepa OT MApXHpOBOMHOIO KONbUA AO THTAHOBOrO KOHHEKTOpA. CM.
pHcyHOK 13.
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5. Boiuthre 3madcHAe B M3 A, 4ToOH nonyunTe MMHY TpYOKM HHXKHErO Karerepa,
Heo6xoaAMMYIO 1112 ROCTHXCHHA OT MecTa ray6okoi MankeTh o dacuuelt a0 Mecta rayGokol
MalkeTl noA gacmuell R0 MCCTa PacHONOKCHHA KATETEPHOINO COCAMHEHHA. 3aNHIIMTE 3TO
PaccTOAHHE B CAHTHMETPaAX, kak "C".

A - B =C, C npeacrasnset coboit o6mry1o anuHy, HeoOXOOUMYIO IR HHXHETO KareTepa.

IMMPHMEMAHHE: [ins Toro, yro6sl HMCTh BO3MOKHOCTD paboTaTh ¢ HHXHHM KATETCPOM,
H30eraiite nenonssoBaHns ANHHN C MeHee 5 cM.

6. BeraBoTe naMepHTENbHBIH CTEPXEHb (HAXOAHTCA B OTACALHOM CTEPIILHOM NAKETE BMECTE C
TYHHEJILHBIM HECTPYMEHTOM), HaUMHAS C KOHYHKA ¢ MApKHPOBKOK 1 cM, B nepeHuBbLIi paipes
PANOM C HIKHMM KAaTeTepoM, MEPHCHIMKYNSpHO K (acuMH H napayienbHo Karterepy.
Mpozasuraiive HIMECPHTSNBHBIN CTEPXEHD JI0 TEX NOP, NOKA HAKOHEYHHK HE YOpETca B dacuHio
npaMoii Mpamik. CM. pHcysox 14,

Pucyrok 14

7. Jepxure BHEIHHI CErMCHT HHXHCTO KATeTepa PANOM C M3MEPHTENLHLIM CTEPKHEM M
napaeasso eMy. [IpH noMoImM CARTHMETPOBON MAPKMPOBKH Ha H3MEPHTEILHOM CTCPAHE,
NoApeXbTe HIKHH Katerepa npH mmRe C poume ypoBHA dacuuu (pucyHok 14). Cpenaiite
OZINH, PAMOi, epNCHAUKYISPHLI paspes TpYOKH NpH NOMONH MOBHAX HOMXHHAL,

8. INoMecTTe H3IMEPHTENBHBIY CTCpXKEHb PAAOM C BEPXHHM KATETEPOM C 3alHCAHHBHIM
3HaYCHHEM QMMHN B Ha HIMEPHTEILHOM CTEpXHE HA YPOBHE MAPKHPOBOYHOIO KOMbIA.
CpexbTe BepXHHH XATCTEpP HA YPOBHEC KOHYHKA H3MEPATSNbHOro crepxusa (Pucynok 15).
Caenaiite oaun, npaMoif, nepnesanKynspHbLi paspe3 TPYOKH NPH NOMOIIH IMIOBHBIX HOXKHHIL.

Pucynox 15
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ANbTEPHATHBHBIC HHCTPYKUHH N0 H3IMCPEHHI0 H 06pe3anu0 KaTeTepa BepxHelf wacTw
rpyanofi K1eTkH

1. YcrasosuTe Bepxuni karerep Ha OpromHON CTEHKE ¢ YCPHLIM MAPKHPOBOYHEIM KOABLIOM Ha
BTOPHYHOM pa3pe3e, NpAMOYTONbHOM dopmel * ),

2. INepexpoiite BepxHB#t 1 HIKHKA xareTephl M BRGepUTE NOAXOAAIIEE MECTO, TAC HX MOXHO
OTpe3aTh H COeaHuNTD. CM. pHCYHOX 16

NMPHUMEYAHHE: Cnenyer NOMHHTb, 9TO OAMH M3 KaTeTepoB mOTpeSyerca COKpATHTDL
AOTIONHATEHHO, KAK 3TO ONHCAHO B IYHKTE 5 HIKC.

3. Otpexsre ABA KaTeTEpa B MECTE, BHIOpaHHEOM B mmare 2.

4. Hcnonpays usMepHUTeNbHbIH CTEpXkeRb, H3MEPHTE PACCTONEHE OT (acHH A0 KOXKH Ha Mecte
NEPBHYHOTO Pa3spesa, HA YPOBHE MOBEPXHOCTH KOXKH.

5. Otpexsre Bepxuuii WIHM puxnuit xarerep (ne oba) ans manpHEHIICro yKOPOYCHHA Ha
PACCTOSHKE, MIMEPCHHOE B Lare 4,

NPHMEYAHME: [Ins Toro, 4ro0N HMETh BO3MOXHOCTD paboTaTh ¢ HHXHHM KaTCTCPOM,
uiberaiite ucnonsosanng AMHHL C MeHee 5 oM.

Pucynok 16
Coennuenne HHIKHETO H BEPIHET® KATETEPOB

1. VYBiaxHATE KOMYCHBE HAKOHEUHMKH IBONHOTO CaMODUKCHPYIOMErocs THTAHOBOIO
KOHHEKTOPa B CTCPHILHOM PHIHOIOHUECKON pacTBOpe AR crepinsioft sone. He nenonwayiire
ApYTYIO CNAa3Ky.

2. BcrasbTe OAMH KOHEH ABOMHOTO CAMOMHKCHDYIOWIErOCA THTAHOBOIO KOHHEKTOpa B
MPOKCHMANBHBIA KOHEll HHXkHero Karerepa. [Iporankupadite KOHUMK KaTeTepa HA MPOTAMECHHUH
BCero NMYTH AC ILICHTPa KOubIeRoro Gapoepa kosuexropa. He npumensiite sxpyuubaiomue
OBHXKEHHS, ITOOH CHIOH NPHCOSANHKTL KAaTETEP K KOHHEKTOPY. BCTapbTe KOKHEKTOP B KATETED

ORHHM NBHXEHHEM BOCPel. 3anpemaetcs CABMIaTh ray6oKy1o MamxeTy (mpaMolt MuLIILT).

3. BcraBbTe NPOTHBONONOXKHLIN KOHENl JBOMHOrO CAMOQHKCHPYIOWICTOCS TUTAHOBOTO
KOHHCKTOpA B BOCXOAsLICe KOJNCHO BEPXHEIO KATeTepa, TO €CTh KOHEYHOCTh ¢ MAPKHPOBOYHBIM

4
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KONBLIOM, & HC KOHEYHOCTb ¢ Mamxerol. [Iporankusalite KOHYHK KareTepa Ha NMPOTAMCHHH
BCEro MyTH O UEHTpa Koabuesoro Gapbepa konHextopa. He npumensiire Bxkpyuuparomime
OBHXEHHS, YTOOH CHNON NPHCOSTMHNTD KATETEP K KOHHEKTOPY. BCTapbTe KOHHEKTOD B XaTeTep
OXHWM JBHXEHHEM BiepeA.

OGpatute BHHMaHHE, YTO ANA MECTA BLIXOAA B BepXHeH 4acTH rpyaHOH KICTKW, HHXHHA H
BepxHuH Katerepn OyayT MUMIUIAHTHPOBaHM ¢ ToH e "CTOPOHHLI" OTHOCHTENBLHO MO3MUMA
PEHTIEHOKORTPACTHHX nonoc. [Ipu ycraHoBKe THTAHOBONO KOHHEKTOPA B BepXHel Kkatetep,
NOBCPHATe BepxHmi  xarerep npH  HeoOxoamMocTs, 4To0w  ofecmewnTs,  YTO
PEHTTCHOKOHTPACTHbIE NOAOCH BLIPOBHEHH.

4, Y6enutech, YT0 PCHITEHOKOHTPACTHLIC NOROCH BLIPOBHCHLI. Ecan KareTep HMNNaHTHpYeTC
Ha JNICBON CTOPOHE TeNa MauueHTa, o0c PEHTICHOKOHTPACTHbie NMONOCH OyAyT HanpasieHs!
auueBolt croporoit BBepx (knepeau). Ecau xarerep HMNAAHTHPYETCS HA NpaBoli CTOpPOME Tena
naunenta, o6¢ PeHTTEHOKOHTPACTHbIE NOJAOCH OyayT HanmpaBieHH! NHNEBOH CTOpOHOH BHH3
(x3aam).

S. 3aTAHHTe HepacCaCHIBAIOLIMICA WoB, Hanmpumep, u3 2-0 wmn O-NOMHRPONMACHA, BOKPYr
KaXAOro KareTepa, 3a 3y01OM Ha TUTAHOBOM KOHHEKTOpe. 3areM XBa IIBa MOTYT 6LITh CBA3AHLI
APYT C APYTOM € UENHIO AANBHERIIErO NPeoTBpALICHHS pasaeneHHa TpyOokK.

6. IlpoBepbTe UCNOCTROCTh COCAMHCHMIl, MOTAHYB 33 KXt KareTep, B CBOIO Ovepenb,

YACPWHBAaN KOHHEKTOP. 3anpeumiaercs cABAraTh riayfokyio MaHxery (NpaMo¥ MbLILILE) NPH
MPOBEACHHH TOTO HCIILTAHHA HAa BHTATHBAHHE,

HMIIARTaNHS BEPXHEro KATETEPA MECTOM BhIX0/Ia B BepxHell wacTa rpyanoll xieTkn

1. Caenaiire 2,0 - 3,0 cM ropusoHTansHbil paspes B NPOMAPKUPOBAHHOM MECTC BTOPHIHOTO
paspesa, npaMoyroabHoi popmbi *

2. Ha MecTe BTOpHIHOTO paspesa, NPAMOYrobHOMK GopMsl * —3 » BLUTOJIHHTE PacCeyeHHE ¢
KoMOnHamHel KpPOBOOCTAHABTHBAIOLINX 3KHMOB M peOcpHLIX paciiHpHUTeNcH NMPHMCHACMBIX K
cobcrennolf rpyanolt ¢acunn. Ha nosepxsocTH $acuuu, coznalite noaxoxHui kapman ans
NOMEIICHUN B HETO MpPEABAPHTENBHO copMHpoBaHHONO AyroobpazHoro u3ruba BepxHero
karerepa. KpoMe T0ro, BLIIONHHTE paccevcHHe KayJANbHO B PCTPOMAMMAPHOM NPOCTPAHCTBRE,
yro6H 06neraATs NPOXOXKACHAE KOHYNKE TYHHENBHOrO HHCTPyMeHTa nx karerepa ExxTended
K u3 neppumHOro (HUXHEro) papesa K BTOPHYHOMY (BCPXHEMY) pa3pesy.

3. BcTasbTe 3aTynIcHHBI KOHEll TYHHEIBHOIO HHCTPYMCHTa B MECTO NICPBHYHOIO paspesa.

4, lposcaute TyHHeNBHHI MHCTPYMCHT BAO/L MOBEPXHOCTH (GACHHMM K MECTY BTOPHYHOIO
paspeza.

NMPUMEYAHME:

a. YGeaurech, 4TO TYHHENBHHIN MHCTPYMCHT OCTaCTCA B OTHOCHTENbHO cBOGOAHON
ABACKYJAPHON MNOCKOCTH PHIUIOH COCAMHHTENGHON TKaHM MexAy MbineuHol dacumneit W
noaxoxHo# xneruarkoli. He Bcrapigiite WHCTPYMCHT H KaTeTep B NOAKOXHO-KHPOBYIO

KNETUATKY. ITO MOXET MPHBECTH K NEPCKPYUMBAMMIO KATeTepa BO BpeMf OTACNLHBLIX BHAOB
ACATCNBHOCTH NALMEHTA.

b. 3anpewnacTcs nepecekaTh CPEAHIO JHHHIO XHBOTA NAalHEHTa WIH TpyaHOH KIeTKM.
3anpetnaerca nepecexars rpyaHHy.
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¢. Caenyiite no orMeueHHOMY OYTH NPOXOXACHHA TYHHE]4, KAK YKa3aHO Ha Tpadapere, koraa
3TO BO3MOXHO.

d. Ecom npuMensercs JanapocKOMH9ecKHi#t TOAXOA INM HMIUIAHTAIMA KATETEPA, HAIHINE
NMHEBMONEPHTOHEYMA 00ecHeuHBaeT NPOYHYI0 (acUHanbHYI0 OOBEPXHOCTb, 4TO obOneruaer
NPOXOXKACHHE TYHHEIPHOIO HHCTPYMCHTA.

S. Tlpoasurafite TyHHENLHBIE HHCTPYMEHT NOCTATONMHO JNAJNIEKO HEPE3 MECTO BTOPHUHOTO
paspesa TakuM 00pasoM, YTo0H €ro MOXHO OBUIO 3aXBATHTE C APYTO# CTOPOHBL.

6. Tllpucoenunnte mNpOKCHMANbHEIEX KOHELL BEpXHEro Karerepa (KOHEH  KaTeTepa,
pacnoNoxeHHsli Hambonee OMA3k0 k MaHXeTe) K 3a3yOpeHHOMY KOHUMKY TYHHEILHOIO
HHCTpyMeHTa Ui KateTepa Tool ExxTended.

7. 3axpennute KoHell KaTeTepa HA KOHIHKE NPH NOMOIIH IIBA.

8. OCTOpOXHO NpPOTAHMTe TYHHC/BHBEIE HHCTPYMEHT 4¢pe3 MECTO BTOPHYHOIO paspesa
HFOCTATOMHO AANCKO, TAK 9T00H TYRHENbHLIN HHCTPYMEHT MOXHO OBUIO NONOXHTS.

NPHUMEYAHHE: 3anpemaerca OPOKpYHBaTH KarTeTep. Habmonaiite 3a
PEHTICHOXOHTPACTHON NONOCOH, 9TOOH YOEEHTHCN, 9YTO KaTeTep OCTaeTca B NPAMOM
NONOXKCHKH,

9. [Iponomiaiite akKypaTHO TAHYTE KaTeTep, NOKA MAPKHPOBOTHOE KOJNBUO MOXHO 3aMETHTH HA
MECTE BTOPHYHOTO paspesa.

NMPHMEYAHHE:

a. Korza mMapkupopoumoe KOJBLO BHIYATH3ADYETCA HA NOBEPXHOCTH (ACIHA HA MECTC

BTOPHYIHOTO pa3pesa, NIHHA KaTeTepa MeXAy MapKHPOBOYHBIM KOJIBLIOM H NTyOoKo# MamkeTOMH
(npaMoit MBIIMIAY) JOJDKHA OLITH OTHOCHTENBHO NPAMOK.

b. 3anpemaerca capurath rarySoKyio MAHXKETY (NPAMOH MBILILIL).

C. 3anpemaercd NpOKpYIHMBATD HJIH NOBOpaudBaTh karerep. HaOmogaiite 3a
peHTreHOXOHTpacTHOH monocolf, 4TOOM yOemMTLCS, 9TO KareTep OCTaCTCA B MPAMOM
nojioxeHAE. H30HTMOK He BHOpAMACHHBIX TpyOOK MOXET nNpHBeCTH K Oyaymemy
NIEpeXPYYHBaHHKIO H HAPYIICHHIO NOTOKA NPH ONPEACICHHBX YCAOBHAX.

10. O6GpexbTe KaTeTep, 0CBOCOANB €ro H3 TYHHENBHOIO HHCTPYMEHTA.
NIPHMEYAHME:

a. He nuitafirech RCnons308aTh KOHEl, KaTeTepa, KOTOphilt G BCTARACH depe3 3a3ylOpennbilt
XOHMHK TYHHENLHOrO MHCTpyMeHTa. OH pacTaruBaeTcs CIMIIKOM CHABHO, YTOOHM OniTh B
COCTOSHHH HAIEXHO YACPKHBATH KOHHEKTOD.

b. Ilpu oTpesanuH kaTeTepa OT TYHHCALHOTO HHCTPYMCHTa cienaiite npsaMoii,
NCPNeHINKYJIAPHLDE paspe3 TpyOxH WOBHHIMH HOXHHUAMH. Beerna nposepaiire, urobm
paspeskl GHUTH nepneH MKy ASPHE! TPYOKe KaTeTepa TaKHM 00pasoM, YToOH KOHHEKTOP XOpOLo
TIORXOIHI KATETSPY.

11. Beemure MHHHMYM 60 MI CTEPHILHONO (H3HONOIHYECKOTNO pacTsopa nmyTeM EH(QY3HH,
qT00bl MPOBEPHTH MPOXOAUMOCTD, ¥ NOATBEPANTH OTCYTCTBHE NPOKpYIHBaHMH WM neperuton
B XaTeTepe.
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3aKmoNNTEbHLIC IAMCHARNS N0 PAIMEIREHNIO KATETCPA KATCTEPA

Komnanus Mepnt Memukan Cucremc, MHK nmpesiocTaBiseT TPH BapHAHTA TYHHEIHPOBAHMUN
KaTeTepa uMCpe3 MECTO pPacmojiOXCHHS BHIXOAA HAa koxe. Meroamka co3jaHMA MecTa BhIXOAA
OyzeT MEHATLCA B 3ABHCHMOCTH OT KOHKPETHOTO RHCTPYMEHTa, BHOPAHHOTO ANA BHINOJHCHHA
sroft pyuxumn. OraenbHO NOXHO NPHOOPECTH TUIACTHKOBNIE peTporpaaHsil Tpoaxap Tunnelor,
miacTHKOBLIK anterpannuili Tpoakap dannecpa M amTerpaamuii Tpoakap dannepa M3
Hepxabeloine# cranu.

1. [lpn BOIMOXHOCTH MECTO BHIXOAA AOMKHO HAXOANWTHCA MPHUMEPHO Ha 3-4 CM AWCTAIbHEE
MaHXeTH MECTa BHIXOJA.

NPAMEYAHME: [ina cHHXCHHS PHCKA MHPHIMPOBAHHS H ONTHMANBHOTO Pa3MEMmICHHA
KaTeTep AOIDKEH HMETh aKKypaTHoe, HI0THYTOe 00pallleHHOE BHH3 MECTO BHIXOAA.

NMPEAOCTEPEXEHME: ITpopepbTe KaTeTep Ha NEpBHYHOM MECTe M MeCTe BhiXoja, 4ToOn!
rapaHTHPOBATh, UTO KATETCP HE MPOKPYUEH WIH NEPeKpyUeH.

2. Tlocne Toro, xax xarerep GbiN TYHREIHPOBAH HA MECTO BLIXOA, NPOBEPLTE NPOXOAHMOCTD
Karerepa nyTeM HHQY3HH M Apenaxa MHHHMYM 1,0 N CTEPHIBHOTO (HIROAOTHYECKOTO
pactsopa.

3. TIpcoeaMHnTe XOHHEKTOP KaTeTepa H KOIMAY0K, HIH B KAYECTBE ANbTEPHATHBH, KOHHEKTOD
u Tpanchepuunli nabop. Jlna nonyuenns Gonee noapoGuolt mudpopMaimu CNOTpHTE pasfen
"MHCTPYKUMK NO KCIUTYATAlNH KOHHEKTOpA JUA KateTepa”.

4, 3axpolire MecTa NEPBHUHBIX M BTOPMUHBLIX Pa3PE30B B COOTBETCTBHH ¢ HCNOAL3YeMoOl
METOAHKON HMILIAHTALIMA.

NMPHUMEMYMAHHUE:

a. 3anpeinaerca HANOWKEHHUE WIBOB HA MCCTA BHIXOAA.

b. 3anpeinaercs HCNoONL30BATh AKOPHBIE CTEKKH VI GHKCALNHN KaTeTepa K Koxe. Bmecto atoro
CnexyeT HCNoMb3OBATh CTEPRIbHLIC KNelKHe MONOoCKH UIA HMMOOKIHIALME KATETCPa HAa KOXKE,
NpHAeraiomen K MECTy BhIX0a.

¢. Cnenyer NPHMEHRTH COOTBETCTBYIONME MOBA3KH HA BCE MECT2 Paspe3oB H AN CaMOro
Karerepa.

Aononnnreasuss sRGopMALRS

* IlpoBencHne CPOHHOrO HWIH NOANCPXHBAIGUIETO AHANH3A MOXKHO HAUMHATL Cpasy ©
NPHMCHCHHEM YMCHLIUICHHOTO o0beMa (MaxcuManbHo | NHTP) M NPH NONOMEHKH NALMEHTa
nexa Ha cnure. [Io POIMOXKHOCTH GpiomHaR NONOCTL AOMKHA GLITH NMOCTOAHHO CyXxoH (B
HOMHOC BpeMs) B TeueHHe 8-12 4acoB B NPORCIXEHHH KaXZOro 24-9acoBOr0 MEpHOAA NOCHE
YCTaHOBKH KaTeTepa B TeueHHe Beell neppoli menenn avamusa. Ecnn nanMeHnT npuHEMAaCT
BEPTHKANLHOE MOMOXeHHE B OpiolnHOM nonocTH He ROMKHO GHITH HAKAKOMN XKHIKOCTH B TeUCHHE
nepesix 7 auel WA 20 3KHBAHHA MECT YCTAHOBKH KaTeTepa.

* HMmmoGunusauma kaverepa HMeeT BAaKHOE 3HAYCHHE AN OOecneueHHs HAMIEKAUIETO
BpacTaRus TKancH.
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* Karetep cneayer npoMuITs NeNapHHA3HPOBAHHEIM PH3UONOrHISCKHM PACTBOPOM B TEICHHE OT
24 1o 72 uacoB H MHHHMYM Kaxamie 7 axeit mocie a1oro.

PASAEJ E

InactukoBLii amamTep BKMOYeH B KaxAudt karereprbii wHaGop Flex-Neck s
NIEPHTOHCANHHOTO AHATH3A.

IMocne ycnemmod HMMNNAHTALMH NEPHTOHEANLHOTo JuamusHoro karerepa Flex-Neck
MIPUCOCAHHNTD K KaTeTepy alAnTep NEPHTORCANBHONO AHANIH3HOIO KATETEpa.
Kaxnanit KOMIUIEKT KaTeTepa CONSPRKUT OAMH afamrep H onny 3arymKy.

» Konuueckuit HakoHesHHK (A) A.
 Tlpunomusruit seicTyn (B) 9/'“.}-;'
* Pyxosrka (C) £ rn o
» PespboBoe mo3poBckoe coeaubenne (D) & f," D

* 3arnymxa (E) -~

1. VBNAXHHTL KOHHYECKHHl HAKOHEIHHK (A) azanTepa CTEPHILHHEM (HIPACTBOPOM HIH
crepibHOY BOAOH H BCTABHTE €10 B KATETED.

* 3anpemaercs UCTIONB3OBATH APYTHE CMA30IHEIE BEIICCTRA.

* 3anpeimaeTcs BXPYYMBATh KATCTCP B AfANTED.

* BsecT aganTep B KaTeTep OXHAM ABHACHHEM, HANPABJICHHBIM BIICPeL.

2. BReCTH KaTeTep HEMOCPEACTBCHHO AO MPHNOAHATONO BHICTYNA ajanTepa. 1pyOxa karerepa
JOJXKHA WMOJHOCTHIO MNpOHTH 4epe3 KOHMYSCKHH HAKOHCYHHK M JAOHTH N0 NPHNOAHATOrO

BricTyna. OHa He KOJDKHA 3aXOAHTD 334 PYKOATKY. CM. cxeMy

o v+ s . ‘e ht amean 4 cman gt ea A s 7 S e A

— . g

3. OcTopoxHO NOTARYTH ANANTEP H KaTeTep, YTOOH MPOBSPHTH NPOUHOCTH COCHHEHHA.
4. Hazers Ha pesbGoBoe mosposckoe coeauHenue (D) sarnymxy (E) aubo moacoemmsmuTs
AMATHIHYIO CHCTEMY.

OuncTka ¥ yXo/ 3a XaTeTepoM.

Bce xaterepn Flex-Neck ans nepuroneansHoro AManusa H3roToBACHH H3 CHumKoRa. Moloinae
CPCACTBA INIA OYHCTKM MECTa BHIXOZA KATETEpd, KOTOPhHE COBMECTHME! ¢ CHIHKOHOBHIMH
KareTepaMs, CJIeIOBATENHHO, MOTYT OBITH NMpHEMJEMEIMHM AJIS HCNO/B3OBAHAA NPH OYHCTRE
xarerepoB Flex-Neck mia neputoHeansnoro amanmsa. Takue MOIONME CPEACTBA BKIIOYAIOT B
ceba:

* PacTBOpH 3NEKTPONHTHYESCKOTO THIOXIOPHTA HATPHA (T. €. ExSept Plus)
» HopMannuniit (crepwibHE) drsHonorngeckuit pacTeop
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Kak npasuno, pekoMeHAYeTcd NPHMEHATh MOIOLIME CPEACTBA, KOTOphie HE BhI3LIBAIOT
Pa3APaKEHUSN, HCTOKCHUHbIC, RHTHOAKTEpHANBHENC, A TaKXe U B XuAKoi dopme.

Moiomie CpefcTBa, KOTOPHE HE COBMECTHMB C CHAHKOHOBRIMM KaTeTepaMH, H He
PEKOMEHIYIOTCA AKX HCNIONb30BaHNAs ¢ KareTepamn Flex-Neck ans neputoHeansnoro auannsa.

* AlIETOH HIH NMPOAYKTH HA OCHOBE AIICTOHA
» [loBuaoH-#0A MIH NPOAYKTH Ha OCHOBE liona

Komnanna Mepur Meaukan Cucremc, MHK He mpeIocTapIseT KOHKPETHRIX peKOMEHAALHH Hin
NPOTOKONOB MO YXOAY 338 MECTOM BRIXOZA KATETepa W €re oTMcTKe, OyAb TO MEXHLIHHCKHM
paloTHHKOM WA NAUMEHTOM. COOTBETCTBYIOIINE NPOTOKONK JICUCHHA MCECTA BhIXOJA KaTeTepa
H yXOfa 3a KaTeTepoM MOoNxkeH OnTh MHAMBHAYANTH3NPOBAHHW U KaXAONO MALMEHTa, H
YCTaHaBHBATHCH BPauoM MNANHEHTa, MEHCcecTpoH, LCHTPOM AMANH3A WHMH JpYTHMH
COOTBETCTBYIOIMMH MCAHLIHBCKHMH COTPY THHKAMHE, 3aHHMAIOUIHMHCA NMPOBEACHHEM RHATH3A.
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MepeBoA gaHHOroO TeKCTa caenaH MHOW, nepeBog4ymkom MapkoBbiM AnekcaHApoM AneKCaHAPOBUYEM.

Poccuiickas ®Pepepaums
"opoa Mocksa
TpuHaguaToro anpensa Age ThiCAYM ABAALATOrO roga
A, AkumoB F'ne6 bopucosny, HoTapuyc ropoga MoOCKBbI, CBUAETEeNbCTBYO NOANUHHOCT b NOAMNUCHK
nepesofuymka Mapkosa AnekcaHapa AnekcaHaposuya.
Moanwunch caenaHa B MOEM MPUCYTCTBUMN.

JINYHOCT b NoANMCaBLIEro JOKYMEHT yCTaHOB/EHA.

3aperncTpupoaHo BpeecTpe: N 77/09-H/77-2020-

B3blCKaHO rocygapCcTBEHHON NownuHbl (no Tapudgy): 100 pyb.

YnnayeHo 3a”~s/~MN L, LU yLLL “™MpaB0oBOro U TexHU4yeckoro xapakTepa: 300 py6.

I.6. Akunios

Bcero npe
N cKpenneHo;<r ™

HoTapuyc
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