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Operational documentation for
MEDICAL DEVICE

«Sets of vascular catheters Careflow™, Hydrocath Assure™»

Manufactured by

Merit Medical Singapore Pte., Ltd., Singapore
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Manufacturer:

Merit Medical Singapore Pte., Ltd. ", Singapore
10 Collyer Quay, #10-01 Ocean Financial Centre, Singapore, 049315

The place of production of the medical deviVp;

Merit Medical Singapore Pte., Ltd. ", Singapore
Merit Medical Singapore Pte Ltd., 198 Yishun Avenue 7, Singapore 768926

The authorized representative ofthe manufacturer on the territory ofthe Russian Federation:

""Merit technologies™
O fthe Russian Federation, 119017, Moscow, 1-st Kazachiypereulok 7,floor 1, room 6

phone: +7 (495) 221-89-02
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1. DEVICE DESCRIPTION
11 The name and structure of the medical device
Sets of vascular catheters Careflow™, Hydrocath Assure™

1. The catheter is a central venous Careflow~” in the set:
1.1 Careflow ™ catheter with one lumen, 2.5 Fr (0.90 mm) in diameter, 60 mm, 100 mm,
150 mm, 200 mm, 300 mm long; diameter 3.0 Fr (1.10 mm), length 60 mm, 100 mm, 150
mm, 200 mm, 300 mm; diameter 4.0 Fr (1.45 mm), length 60 mm, 100 mm, 150 mm, 200
mm, 300 mm.; diameter 5.0 Fr (1.75 mm* length 60 mm, 100 mm, 150 mm, 200 mm, 300
mm; diameter 7.0 Fr (2.40 mm), length 60 mm, 100 mm, 150 mm, 200 mm, 300 mm - 1

%?2’ Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide
Seldinger, diameter 0,6 mm diameter, 450 mm long; diameter 0.9 mm, length 450 mm,
500 mm, 600 mm, 700 mm - 1pc.;

1.3 Device for fixing a catheter, 25 mm wide, 30 mm - 1 pc. (if necessary);

1.4 Introducer needle, diameter 1.4 mm, length 70 mm - 1pc.;

1.5 Coaxial introducer, diameter 1.70 mm, length 70 mm; diameter 1.27 mm, length 60
mm; diameter 1.0 mm, length 45 mm; with a diameter of 0.75 mm, a length of 38 mm -1
pc. (if necessary);

1.6 Introducer FloSwitch™, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

1.7 Dilator, 4Fr diameter (1.33 mm), 88 mm long; 5Fr diameter (1.7 mm), 88 mm long;
6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110 mm; diameter
9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm - 1 pc. (if
necessary);

1.8 Cap - 1pc. (if necessary);

1.9 Floswitch™ rotating connector - 1 pc. (if necessary);

1.10 Clamp for catheter, 18 mm long, 25 mm - not more than 2 pcs. (if necessary);

1.11 Syringe, volume 5ml - 1 pc. (if necessary);

1.12 Guiding Syringe, volume 5 ml - 1 pc. (if necessary);

1.13 Scalpel - 1 pc. (if necessary);

1.14 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
1.15 Instructions for use - 1 pc

2. The catheter is a central venous Careflow™” in the set:
2.1 A Careflow ™ catheter with a two-lumen diameter of 4.0 Fr (1.45 mm), 60 mm long
100 mm, 150 mm, 200 mm, 300 mm; Diameter 5.0 Fr (1.75 mm), length 60 mm, ICC
mm, 150 mm, 200 mm, 300 mm; Diameter 7.0 Fr (2.40 mm), length 60 mm, 100 mm
150 mm, 200 mm, 300 mm -1 pc;
2.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguidf
Seldinger, diameter 0,6 mm diameter, 450 mm long; diameter 0.9 mm, length 450 mm
500 mm, 600 mm, 700 mm - 1pc.;
2.3 Device for fixing a catheter, 25 mm wide, 30 mm - 1 pc. (if necessary);
2.4 Introducer needle, diameter 1.4 mm, length 70 mm - 1pc;
2.5 Coaxial introducer, diameter 1.70 mm, length 70 mm; diameter 1.27 mm, length 6
mm; diameter 1.0 mm, length 45 mm; with a diameter of 0.75 mm, a length 0f 38 mm m
pc. (if necessary);
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2.6 Introducer FloSwitch™, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

2.7 Dilator, 4Fr diameter (1.33 mm), 88 mm long; 5Fr diameter (1.7 mm), 88 mm long;
6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110 mm; diameter
9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm - 1 pc. (if
necessary);

2.8 Cap - not more than 2 pcs. (if necessary);

2.9 Floswitch™ rotating connector - not more than 2 pcs. (if necessary);

2.10 Clamp for catheter, 18 mm long, 25 mm - not more than 2 pcs. (if necessary);

2.11 Syringe, volume 5 ml - 1 pc. (if necessary);

2.12 Guiding Syringe, volume 5 ml - 1 pc. (if necessary);

2.13 Scalpel - 1pc. (if necessary);

2.14 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
2.15 Instructions for use - 1 pc

The catheter is a central venous Careflow™” in the set:

3.1 Careflow ™ catheter with three lumen, diameter, 5 Fr (1.75 mm), length 60 mm, 100
mm, 150 mm, 200 mm, 300 mm, diameter 7 Fr (2.40 mm), length 60 mm, 100 mm, 150
mm, 200 mm, 300 mm - 1pc.;

3.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide
Seldinger, diameter 0,6 mm diameter, 450 mm. 650 mm long; diameter 0.9 mm, length
450 mm, 500 mm, 600 mm, 700 mm - 1pc.;

3.3 Device for fixing a catheter, 25 mm wide, 30 mm - 1pc. (if necessary);

3.4 Introducer needle, diameter 1.4 mm, length 70 mm - 1pc.;

3.5 Coaxial introducer, diameter 1.70 mm, length 70 mm; diameter 1.27 mm, length 60
mm; diameter 1.0 mm, length 45 mm; with a diameter of 0.75 mm, a length 0f 38 mm - 1
pc. (if necessary);

3.6 Introducer FloSwitch™, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

3.7 Dilator, 4Fr diameter (1.33 mm), 88 mm long; 5Fr diameter (1.7 mm), 88 mm long;
6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110 mm; diameter
9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm - 1 pc. (if
necessary);

3.8 Cap - not more than 3 pcs (if necessary);

3.9 Floswitch™ rotating connector - not more than 3 pcs. (if necessary);

3.10 Clamp for catheter, 18 mm long, 25 mm - not more than 3 pcs. (if necessary);

3.11 Syringe, volume 5 ml - 1 pc. (if necessary);

3.12 Guiding Syringe, volume 5 ml - 1 pc. (if necessary);

3.13 Scalpel - 1pc. (if necessary);

3.14 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
3.15 Instructions for use - 1 pc

The catheter is a central venous Careflow™” in the set:

4.1 Careflow ™ catheter with four lumen, diameter 8.5 Fr (2.80 mm), length 150 mm,
200 mm - 1pc,;

4.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide
Seldinger, diameter 0.9 mm, length 450 mm, 500 mm, 700 mm - 1 pc.;

4.3 Device for fixing a catheter, 25 mm wide, 30 mm - 1pc. (if necessary);

4.4 Introducer needle, diameter 1.4 mm, length 70 mm - 1 pc.;
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4.5 Coaxial introducer, diameter 1.70 mm, length 70 mm; diameter 1.27 mm, length 60
mm; diameter 1.0 mm, length 45 mm; with a diameter of 0.75 mm, a length of 38 mm - 1
pc. (if necessary);

4.6 Introducer FloSwitch™”*, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

4.7 Dilator, 4Fr diameter (1.33 mm), 88 mm long; 5Fr diameter (1.7 mm), 88 mm long;
6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110 mm; diameter
9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm - 1 pc. (if
necessary);

4.8 Cap - not more than 4 pcs (if necessary);

4.9 Floswitch™ rotating connector - not more than 4 pcs. (if necessary);

4.10 Clamp for catheter, 18 mm long, 25 mm - not more than 4 pcs. (if necessary);

4.11 Syringe, volume 5 ml - 1 pc. (if necessary);

4.12 Guiding Syringe, volume 5 ml - 1 pc. (if necessary);

4.13 Scalpel - 1 pc. (if necessary);

4. 14 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
4.15 Instructions for use - 1pc.

5. The catheter is a central venous Careflow'M” in the set:
51 Careflow ™ catheter with five lumen, diameter 9.5 Fr (3.22 mm), length 150 mm,

200 mm - 1pc,;
5.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide”
Seldinger, diameter 0.9 mm, length 450 mm, 500 mm, 600 mm, 700 mm - 1 pc.; j

5.3 Device for fixing a catheter, 25 mm wide, 30 mm - 1 pc. (if necessary); ;
5.4 Introducer needle, diameter 1.4 mm, length 70 mm - 1pc; !
5.5 Coaxial introducer, diameter 1.70 mm, length 70 mm; diameter 1.27 mm, length 6i
mm; diameter 1.0 mm, length 45 mm; with a diameter of 0.75 mm, a length of 38 mm -1
pc. (if necessary); \
5.6 Introducer FloSwitch™”?, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 7}
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (j
necessary);

5.7 Dilator, 4Fr diameter (1.33 mm), 88 mm long; 5Fr diameter (1.7 mm), 88 mm log
6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110 mm; diamete
9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm - 1 pc. (
necessary);

5.8 Cap - not more than 5 pcs (if necessary);

5.9 Floswitch™ rotating connector - not more than 5 pcs. (if necessary);

5.10 Clamp for catheter, 18 mm long, 25 mm - not more than 5 pcs. (if necessary);

5.11 Syringe, volume 5 ml - 1 pc. (if necessary);

5.12 Guiding Syringe, volume 5 ml - 1pc. (if necessary);

5.13 Scalpel - 1 pc. (if necessary);

5.14 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
5.15 Instructions for use - 1 pc

6. The catheter is a central venous Hvdrocath Assure™” in the set:
6.1 Hydrocath Assure™” catheter with one lumen, diameter 5 Fr (1.75 mm), lengths
mm - 1pc.;.;
6.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguii
Seldinger, diameter 0.9 mm, length 450 mm, 500 mm, 600 mm, 700 mm - 1pc.;
6.3 Device for fixation of a catheter, 25 mm wide, 30 mm - 1 pc. (if necessary);
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6.4 Introducer needle, diameter 1.4 mm, length 70 mm; - 1 pc.;

6.5 Coaxial introducer, diameter 1.70 mm, length 70 mm - 1pc. (if necessary);

6.6 Introducer FloSwitch™, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

6.7 Dilator, 6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110
mm; diameter 9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm -
1pc. (if necessary);

6.8 Cap - 1pc. (if necessary);

6.9 Floswitch™ rotating connector - 1 pc. (if necessary);

6.10 Clamp for catheter, 18 mm long, 25 mm - not more than 2 pcs. (if necessary);

6.11 Syringe, volume 5 ml - 1pc. (if necessary);

6.12 Surgical sheet with a dedicated surgical field for the patient - 1 pc. (if necessary);
6.13 Instructions for use - 1pc

The catheter is a central venous Hvdrocath Assure”” in the set:

7.1 Hydrocath Assure™ catheter with two lumen, diameter 7 Fr (2.40 mm), length 150
mm, 200 mm, 300 mm - 1 pc.

7.2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide
Seldinger, diameter 0.9 mm, length 450 mm, 500 mm, 600 mm, 700 mm - 1pc.;

7.3 Device for fixation of a catheter, 25 mm wide, 30 mm - 1 pc. (if necessary);

7.4 Introducer needle, diameter 1.4 mm, length 70 mm; - 1pc.;

7.5 Coaxial introducer, diameter 1.70 mm, length 70 mm - 1pc. (if necessary);

7.6 Introducer FloSwitch™ 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

7.7 Dilator, 6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110
mm; diameter 9Fr (3.0 mm), length 110 mm; diameter IOFr (3.33 mm), length 110 mm -
1pc. (if necessary);

7.8 Cap - not more than 2 pcs (if necessary);

7.9 Floswitch™ rotating connector - not more than 2 pcs (if necessary);

7.10 Clamp for catheter, 18 mm long, 25 mm - not more than 2 pcs. (if necessary);

7.11 Syringe, volume 5 ml - 1pc. (if necessary);

7.12 Instructions for use - 1pc

The catheter is a central venous Hvdrocath Assure™ in the set:

81 Hydrocath catheter Assure™ with three lumen, diameter 7 Fr (2.40 mm), length 150

mm, 200 mm, 300 mm - 1pc.;

8. 2 Guide wire with J-shaped tip of the device for the passage of the catheter Venaguide
Seldinger, diameter 0.9 mm, length 450 mm, 500 mm, 600 mm, 700 mm - 1pc.;

8.3 Device for fixation of a catheter, 25 mm wide, 30 mm - 1pc. (if necessary);

8.4 Introducer needle, diameter 1.4 mm, length 70 mm; - 1pc;

8.5 Coaxial introducer, diameter 1.70 mm, length 70 mm - 1pc. (if necessary);

8.6 Introducer FloSwitch™, 2.0 mm diameter, 70 mm long; diameter 1.7 mm, length 70
mm; diameter 1.20 mm, length 60 mm; diameter 1.0 mm, long 45 mm - 1 pc. (if
necessary);

8.7 Dilator, 6Fr diameter (2.0 mm), 88 mm long; diameter 8Fr (2.69 mm), length 110
mm; diameter 9Fr (3.0 mm), length 110 mm; diameter 10Fr (3.33 mm), length 110 mm -
1pc. (if necessary);

8.8 Cap - not more than 3 pcs. (if necessary);

8.9 Floswitch™ rotating connector - not more than 3 pcs (if necessary);

8.10 Clamp for catheter, 18 mm long, 25 mm - not more than 3 pcs. (if necessary);
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8.11 Syringe, volume 5ml - 1pc. (if necessary);
8.12 Instructions for use - 1 pc

1.2 Purpose of the medical device

Sets of vascular catheters Careflow~", Hydrocath Assure™ consists of separate sets O_f Cathe;“\el(r S L
a catheter of a central venous Careflow™, a catheter of a central venous Hydrocath Assure

an intravenous catheter that is intended for short tenn use (no longer than ~0

human circulatory system via insertion through either the internal Jugular or Sub-Clavian Vein
using Seldinger technique, where the catheter tip resides m the superior vena cava.

The conditions for using the medical device are in medical institutions.

1.3 Description ofthe principles of medical devices

Sets of vascular catheters Careflow™. Hydrocath Assure™ for short terni use (30 days) in orda
to access to the circulatory system of man by Seldinger method.

Shenstfvascutr cathLrs Careflow™, Hydrocath Assure" are intravascular catheters designd
in single-lumen or multi-lumens with a radiopaque polyurethane catheter tubing available
eauee sizes from 2.5 to 9.5 Fr and in lengths from 60 mm to 300mm. The catheter tubing for
Careflow™ Central Venous Catheter is uncoated while the catheter tubing for Hydrocatl
Assure™ Central Venous Catheter has a hydrophilic antimicrobial coating of Benzalkoniun

Thi°Hydr?cat?Assure™ CVC with the hydrophilic coating becomes lubricious when wet. Thi
eases tL insertion of the catheter into the patients and provides a

Benzalkonium Chloride (BAC) is impregnated into the Hydromer layer,

the Hydromer layer during use to prevent catheter related sepsis. The catheter has a tap
atraumatic tip which reduces the risk of venous damage and improves insertion. The catheter to
T o includes a luer lock connection for accessory attachment. The over-needle introducer is &
siliconised to ensure a smooth insertion.

The catheter is supplied sterile in a catheterization kit containing below listed components
facilitate catheter placement. These components are packed into the catheterization tray
various configurations:

. Introducer needle Shortstop Floswitch™ plug

. introducer catheter Secondary Fixation Device

. Guide wire with J- Fenestrated drape

shaped tip Scalpel

. Straight guide wire Rotatable connector Floswitch"*
. vessel dilator Introducer Floswitch*"

. Guiding Syringe
. Syringe

The needle introducer supplied as part of kits is necessary for percutaneous puncture of the e
or arteries in order to facilitate the insertion of the catheter. The puncture of a vein is made!
means of a needle with the attached syringe. When the needle is properly positioned m a \ein
artery, blood flows freely into the syringe.

Coaxial introducer is intended for access to the vascular system.
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The guide wire with the J-shaped tip is inserted through the needle for further insertion of the
catheter. A straight conductor reduces the risk of injury and subsequent thrombosis, and allows
for a number of manipulations to correct the position of the catheter. The dilator is used to
extend the puncture of the skin. Also, if necessary, further expansion of the puncture site used a
scalpel.

The Floswitch™™ Introducer is used to enter conductors used with central or peripheral venous
catheters.

Secondary Fixation Device the catheter is designed to securely hold the catheter and attach it to
the skin to significantly reduce the risk of mechanical damage to the inner wall of the vessel.

The Guiding Syringe is included in some kits and is intended for insertion of conductors (allows
insertion of a conductor into the vessel lumen through the piston), this method reduces the
number of manipulations when installing a catheter, eliminates the likelihood of needle

dislocation, effectively prevents air embolism, minimizes blood loss and physician contact with
the patient's blood.

The connector is required to create a tightness in the catheter.
A surgical sheet with a dedicated surgical field for the patient, which is part of some sets is

necessary to close the surface of the patient’s body, has a special opening to delimit the puncture
site.

The rotating connector and the Floswitch flow interrupter are designed to be mounted on the
skin and short-term overlap of the lumen of the outer portion of the catheter prevents air
embolism or bleeding when the catheter is manipulated.

The Central Venous Catheter and Kit are individually packed into a rigid thermoformed blister in
which the components are securely held. The Catheterization kits are supplied sterile and non-
pyrogenic for single use only.

catheters scheme shown below

4 1 1 1 5 E=341 @ I 1 I a

Picture 1 - The Central Venous Catheter Careflow™” one lumen (without extender)

Figure 2 - The Central Venous Catheter Careflow™ / Hydrocath Assure™ one lumen (with
extension)

CGam— o — — — - ——{= =
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Figure 3- The Central Venous Catheter Careflow ™ / Hydrocath Assure ~ with two lumens

Figure 4- The Central Venous Catheter Careflow  with four lumens

3, p

31 |
Careflow

The outer

The inner d

Figure 5- The Central Venous Catheter Careflow  with five lumens

Kits vascular catheters Careflow™, Hydrocath Assure™ have different length, diaret!

number of lumens. The following types of lumens: distal, proximal 1, 2 proximal, middle |  +pe working
midline.

The number of gaps introduced depends on the compatibility of fluids, as well as k

functionality (e.g., blood collection / SCN / PM infusion, pressure monitoring, large waufi Compatible

of infusion).
) he distance
radiO-iopacity
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2, The method of sterilization of medical products

The company "Merit Medical Singapore” sterilizes the product described in this technical
documentation file, ethylene oxide (EO). EO sterilization cycle validation is performed in
accordance with the international standard ISO 11135. Annual re-validation evaluates the worst
case loading on the basis of reference density packaging configuration that allows for
sterilization standard load pallet mixed. The products of "Merit Medical Singapore” meet the
requirements of ISO 10993-7 standard for residual content of ethylene oxide after sterilization.
Minutes and reports on the validation of the sterilization process are stored in the company's
document control system "Merit Medical Singapore.”

This procedure involved contractor, certified according to international harmonized standards for
sterilization of medical devices.

The new products are evaluated and, when justified, shall be approved and implemented in the
existing EO sterilization cycles in accordance with the applicable standard AAMI TIR28
«Approval of the product and the process equivalent to ethylene oxide sterilization." These
reports are stored in the department of sterilization / laboratory services.

Sets of vascular catheters Careflow Hydrocath Assure  products are less complex than the
standard process control device (SAR), which is the worst-case configuration, and easily
incorporated into a validated sterilization cycle of "Merit Medical Singapore." Forsets vascular
catheters Careflow ™, Hydrocath Assure It does not provide for re-sterilization user forces.
The sterilization cycle consists of the steps incorporated in one cycle: exposure within the
chamber, sterilization and venting with nitrogen gas and air. These steps are conducted in a
special chamber. Sterility of the product is verified using Bacillus atrophaeus bacteria
(previously called Bacillus subtilis) as biological indicators. Regular monitoring of the level of
bioburden, endotoxins, and bacterial content of residual ethylene oxide / ethylene chlorohydrin is
conducted in accordance with the requirements of US Pharmacopoeia or methods manuals
AAMI, ANSI and ISO.

The sterilization process was validated to match the guaranteed level of sterility 10

3. PRODUCT SPECIFICATIONS

3.1 central venous catheter Careflow TM in the set.

Careflow '~ catheter with one lumen (Without extender)
Tre outer diameter of catheter 2,5 F (0,90 mm);

3.0 F (1,20 mm);
4.0 F (1,45 mm);
5.0 F (1,75 mm);
7.0 F (2,40 mm)

Treinner diameter of the lumen of the tube 22 G (0,70 mm);

20G (0,90 mm);
18G(1,25 mm);
16G (1,65 mm);
14G (2,10 mm)

Treworking length of the catheter 100 mm
150 mm
200 mm
Compatible connection Luer-type The hub of the catheter should be compatible with
rotary adapters and fixed parts of the male type
Tredistance between the marks depth 10 mm
radio-opacity The catheter should be viewed under fluoroscopy
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Flow rate, ml/ min, at least

The eonfiguration of the tip

Surface

Resistance to liquid leakage

Air Leak Resistance

The strength of the extraction catheter
Careflow

The outer diameter of catheter

Inner catheter diameter / lumen diameter tube

The working length of the catheter

Compatible connection Luer-type

The distance between the marks depth
radio-opacity
The flow rate of at least

The conflguration of the tip

Surface

Resistance to liquid leakage
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For catheter 2,5 F, 100 mm long - 10 ml/ min

For catheter 3 F, 150 mm long - 16 ml/ min Air
For catheter 3 F, 200 mm long - 15ml/ min

For catheter 4 F, 200 mm long - 36 ml / min No
For the catheter 5 F, 150 mm long - 71 ml/ min catl
For the catheter 5 F, 200 mm long - 63 ml/ min The

For catheter 7 F, length 150 mm - 190 ml / min

For catheter 7 F, length 200 mm - 136 ml/ min
tonchik distal end of the catheter is smooth, rounded, fhe
without bends.

On the outer surface should be free of surface defects]

and process.

Cannula, fitting joint assembly and other parts ofthe|

catheter shall not allow fluid leakage
Cannula, fitting assembly and other parts of tk|
catheter shall prevent air leakage during suction

Not more than 15 N

catheter with one lumen (With extension)

2,5 F (0,90 mm); Iwe
3.0 F (1,10 mm);
4.0 F (1,45 mm);
5.0 F (1,75 mm);
7.0 F (2,40 mm)
22 G (0,70 mm); Compt
20G (0,90 mm);
18G (1,25 mm); -
16G (1,65 mm); I'rTazei:_'jg
14G (2,10 mm)
60 mm (The flow
100 mm
150 mm
200 mm
300 mm
The hub of the catheter should be compatible wj
rotary adapters and fixed parts of the male type,
10 mm
The catheter should be viewed under fluoroscopy
For catheter 2,5 F, length 200 mm - 7 ml/ min
For catheter 2,5 F, 60 mm - 12 ml/ min
For catheter 2,5 F, 100 mm long - 10 ml/ min
For catheter 3 F, 150 mm long - 18 ml/ min
For catheter 3 F, 200 mm long - 15 ml|/ min
For catheter 4 F, 60 mm - 47 ml/ min
For catheter 4 F, 200 mm long - 35 ml/ min
For the catheter 5 F, 150 mm long - 65 ml / min
For the catheter 5 F, 200 mm long - 60 ml/ min
For the catheter 5 F, 300 mm long - 46 ml/ min
For catheter 7 F, length 150 mm - 159 ml / min
For catheter 7 F, length 200 mm - 149 ml / min The conflgui

For catheter 7 F, 300 mm - 136 ml/ min
Tip of distal end of the catheter should be smx
rounded, without bends.
On the outer surface should be free of surface dfe Resistance
and process.
Cannula, fitting joint assembly and other parts
catheter shall not allow fluid leakage

(Surface

o Air Leak Re



Air Leak Resistance

The strength of the extraction catheter
catheter Careflow with two lumens
The outer diameter of catheter

The inner diameter of the lumen of the tube

if the
Treworking length of the catheter
Compatible connection Luer-type
Tredistance between the marks depth
radio-opacity
Treflow rate of at least

I

min

min

min

min Tre configuration of the tip

min |

Surface
i be smooth,

urface defects Resistance to liquid leakage

Air Leak Resistance
J parts of te

The strength of the extraction catheter
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Cannula, fitting assembly and other parts of the
catheter shall prevent air leakage during suction
Not more than 15 N

4.0 F (1,45 mm);
5.0 F (1,75 mm);
7.0 F (2,40 mm)
For catheter diameter 4,0 F;
22 G (0,70 mm);
20G (0,90 mmy;

For catheter diameter 5,0 F,
18G (1,25 mm);
20G (0,90 mm);

For catheter diameter 7,0 F;
16G (1,65 mm);
18G (1,25 mm)
60 mm
100 mm
150 mm
200 mm
300 mm
The hub of the catheter should be compatible with
rotary adapters and fixed parts of the male type

10 mm
The catheter should be viewed under fluoroscopy
For catheter 4 F, 60 mm long distal lumen - 20 ml /
min, proximal lumen 1- 8 ml / min *
For catheter 4 F, length 100 mm, lumen distal - 19 ml /
min, proximal lumen 1-6 ml / min
For catheter 4 F, length 150 mm, lumen distal - 16 ml /
min, proximal lumen 1-4 ml / min
For catheter 4 F, length 200 mm, lumen distal - 17 ml /
min, proximal lumen 1-4 ml/ min
For the catheter 5 F, 60 mm long distal lumen - 20 ml /
min, proximal lumen 1- 8 ml/ min
For the catheter 5 F, length 150 mm, lumen distal - 29
ml / min, proximal lumen 1- 6 ml / min
For the catheter 5 F, length 200 mm, lumen distal - 30
ml / min, proximal lumen 1- 6 ml/ min
For catheter 7 F, 150 mm in length, distal lumen - 74
ml / min, proximal lumen 1-24 ml/ min
For catheter 7 F, 200 mm in length, distal lumen 73
ml / min, proximal lumen 1-21 ml / min
For catheter 7 F, 300 mm in length, distal lumen 61
ml / min, proximal lumen 1- 19 ml / min
Tip of distal end of the catheter should be smooth,
rounded, without bends.
On the outer surface should be free of surface defects
and process.
Cannula, fitting joint assembly and other parts of the
catheter shall not allow fluid leakage
Cannula, fitting assembly and other parts of the
catheter shall prevent air leakage during suction
Not more than 15 N




Icatheter Careflow™ three lumens
The outer diameter of catheter

The inner diameter of the lumen of the tube

The working length of the catheter

ICompatible connection Luer-type

The distance between the marks depth
Iradio-opacity
IThe flow rate of at least

The configuration of the tip

Surface

Resistance to liquid leakage

Air Leak Resistance

The strength of the extraction catheter
catheter Careflow™ with four lumens
The outer diameter of catheter

The inner diameter of the lumen of the tube
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15,0 F (1,75 mm);

7.0 F (2,40 mm)

IFor catheter diameter 5,0 F;
18G (1,25 mm); Oorrps
20G (0,90 mmy;

20G (0,90 mm);

The wo

The dis

For catheter diameter 7,0 F; radio-oi
16G (1,65 mm): The flox
18G (1,25 mmy;
118G (1,25 mm)
60 mm
100 mm
150 mm
200 mm
300 mm
The hub of the catheter should be compatible with
‘rotary adapters and fixed parts of the male type
10 mm . Surface
‘The catheter should be viewed under fluoroscopy
For the catheter 5 F, 60 mm length: Distal lumen -0  Resistal
Iml / min, the median clearance 1 - 10 ml / min
proximal lumen 1- 12 ml/ min Air Lea
For the catheter 5 F, 100 mm in length: The dsal
lumen - 32 ml / min, the median clearance 1- 7 nW The strt
min, proximal lumen 1- 8 ml / min catheter
For the catheter 5 F, 150 mm in length: The dsd The oute
lumen - 29 ml / min, the median clearance 1 - 5 mii
min, proximal lumen 1-6 ml / min The inne
or the catheter 5 F, 200 mm in length: The ddd;
umen - 26 ml / min, the median clearance 1- 5 ni;
min, proximal lumen 1-6 ml / min
or catheter 7 F, 150 mm in length: The distal lumen-
66 ml / min, the median clearance 1 - 22 ml / mn  The worl®
proximal lumen 1-23 ml/ min
For catheter 7 F, 200 mm in length: The distal luren
59 ml / min, the median clearance 1 - 16 ml / nia Compati
proximal lumen 1- 17 ml / min
For catheter 7 F. 300 mm in length: The dist

The con

. . . Thedistal
53 ml / min, the median clearance 1 - 11 ml / ml Iradio-opai
proximal lumen 1-9 ml/ min The flow |
Tip of distal end of the catheter should be svoail
rounded, without bends.

On the outer surface should be free of surface deled
and process.

Cannula, fitting joint assembly and other parts ot
catheter shall not allow fluid leakage

Cannula, fitting assembly and other parts of 1
catheter shall prevent air leakage during suction ]
Not more than 15N The conflgi

4 Surface
8,5 F (2,80 mm) J
14G (2,10 mm) ;
16G (1,65 mm); Resistance
16Gn,65mm); Air Leak E



Treworking length of the catheter

lV Compatible connection Luer-type

;with

n - 40
/ min,

: distal
7 ml/

. distal |
5 ml/j

e distal!
.5 m\l

lumen ¢
il / min,

. lumen
il / min |

1 lumen-

Tredistance between the marks depth
radio-opacity
Treflow rate of at least

Treconfiguration of the tip
Qurface

Resistance to liquid leakage

Ar Leak Resistance

Trestrength of the extraction catheter
catheter Careflow™ with five lumens

Treouter diameter of catheter

Treinner diameter of the lumen of the tube

Treworking length of the catheter

Compatible connection Luer-type

'~ . Tredistance between the marks depth
nl / mn .

raclio-opecity
Treflow rate of at least

Treconfiguration of the tip
Suface

Resistance to liquid leakage

- AirLeak Resistance
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18G(1,25 mm)

150 mm
200 mm

The hub of the catheter should be compatible with
rotary adapters and fixed parts of the male type

10 mm
The catheter should be viewed under fluoroscopy
For catheter 85 F, 150 mm in length: The distal lumen
- 64 ml / min, the median clearance 1 - 82 ml / min,
proximal lumen 1- 20 ml / min, median lumen 2-57
ml / min
For catheter 8,5 F, 200 mm in length: The distal lumen
- 58 ml / min, the median clearance 1 - 76 ml / min,
proximal lumen 1- 19 ml / min
Median lumen 2 - 45 ml / min
Tip of distal end of the catheter should be smooth,
rounded, without bends.
On the outer surface should be free of surface defects
and process.
Cannula, fitting joint assembly and other parts of the
catheter shall not allow fluid leakage
Cannula, fitting assembly and other parts of the
catheter shall prevent air leakage during suction
Not more than 15 N

9,5 F (3,22 mm)
14G(2,10mm)
14G (2,10 mm)
16G (1,65 mm);
16G (1,65 mm);
18G(1,25 mm)

150 mm
200 mm

The hub of the catheter should be compatible with
rotary adapters and fixed parts of the male type

10 mm
The catheter should be viewed under fluoroscopy
For catheter 9,5 F, 150 mm in length: The distal lumen
- 73 ml / min, the median clearance 1- 61 ml / min.
proximal lumen 1- 19 ml / min, median lumen 2 - 65
ml / min, proximal lumen 2-21 ml / min
For catheter 9,5 F, 200 mm in length: The distal lumen
- 68 ml / min, the median clearance 1- 58 ml / min.
proximal lumen 1- 13 ml / min, median lumen 2-60
ml / min, proximal lumen 2 - 12 ml / min
Tip of distal end of the catheter should be smooth,
rounded, without bends.
On the outer surface should be free of surface defects
and process.
Cannula, fitting joint assembly and other parts of the
catheter shall not allow fluid leakage
Cannula, fitting assembly and other parts of the
catheter shall prevent air leakage during suction



The strength of the extraction catheter
kit components

Not more than 15 N

guide wire with J-shaped tip of the device for the Diameter of the guide wire 0,6 mm, length 450 mm;

passage of the catheter Venaguide Seldinger

straight guide wire

Introducer needle

coaxial introducer

Introducer FloSwitch Y
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650 mm A
Diameter of the guide wire 0,9 mm, length 450 mm,
500mm, 600 mm, 700mm

The diameter of the guide wire:

0,5 mm

guide wire length:

350 mm

450 mm

Outer Diameter: 1,40 mm

Full length of needle tube: 70 mm

On the outer surface should be free of surface defecs]
and process.

1) Outer sheath diameter of introducer sheath: .70 nmj
Introducer sheath effective length: 70 mm

Outer diameter of the introducer needle (included in ﬂll]
introducer sheath): 1.24 mm

There should be no technological or surface defectsd
the outer surface of the introducer needle (which is paq
of the introducer).

2) Outer sheath diameter of introducer sheath: 1.27mi
Introducer sheath effective length: 60 mm

Outer diameter of the introducer needle (included ini
introducer sheath): 0.85 mm

There should be no technological or surface defects
the outer surface of the introducer needle (which isg
of the introducer).

vessel t

3) Outer sheath diameter of introducer sheath: 1.00m
Introducer sheath effective length: 45 mm

Outer diameter of the Introducer needle (included ini
introducer sheath): 0.5 mm

There should be no technological or surface defects!

the outer surface of the introducer needle (which i

of the introducer).

4) Outer sheath diameter of introducer sheath: 0.75u

Introducer sheath effective length: 38 mm

Outer diameter of the introducer needle (included in

introducer sheath): 0.40 mm

There should be no technological or surface defects The rotat
the outer surface of the introducer needle (which igp

of the introducer).
1) Outer sheath diameter of introducer sheath: 200n

Introducer sheath effective length: 70 mm Clamp the
Outer diameter of the introducer needle (included in

introducer sheath): 1.40 mm

There should be no technological or surface defeds]

the outer surface of the introducer needle (which isf

of the introducer).

Effort of switching of a stream: no more than ION




defects

jfects on
:his part |
1-27mm vessel dilator
ied inthel
iefects on
ich is part j
; 1.00 mm
ided in the
defects on
hich is parti
h; 0.75 mm

luded in thej

e defects onl  Trerotating connector Floswitch *
vhich is parti

ith; 2.00mm
Clanp the catheter
eluded in the!

ce defects m
'‘which is part

lan 10N
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2) Outer sheath diameter of introducer sheath: 1.70mm
Introducer sheath effective length: 70 mm

Outer diameter of the introducer needle (included in the
introducer sheath): 1.20 mm

There should be no technological or surface defects on
the outer surface of the introducer needle (which is part
of the introducer).

Effort of switching of a stream: no more than 10N

3) Outer sheath diameter of introducer sheath: 1.20mm
Introducer sheath effective length: 60 mm

Outer diameter of the introducer needle (included in the
introducer sheath): 0.86 mm

There should be no technological or surface defects on
the outer surface of the introducer needle (which is part
of the introducer).

Effort of switching of a stream: no more than 10N

4) Introducer sheath outer diameter: 1.00 mm
Introducer sheath effective length: 45 mm Outer
diameter of the introducer needle (part of the introducer
sheath): 0.50 mm There should be no technological or
surface defects on the outer surface of the introducer
needle (which is part of the introducer). Effort of
switching of a stream: no more than 10 N

External Length
diameter products
4F (1,33 mm) 88 mm
5F(1,7 mm) 88 mm
6F (2,0 mm) 88 mm
8F (2,69 mm) 10 mm
9F (3,0 mm) 10 mm

IOF (3,33 mm) 110 mm

For dilator 4F: 0,66 mm
The inner for dilator 5F: 0,66 mm
diameter of the for dilator 6F: 0,66 mm
distal (narrowed) for dilator 8F: 0,96 mm
end of dilator for dilator 9F: 0,96 mm

for dilator IOF: 0,96 mm
The geometric The presence of tapering,
shape of the distal polished edge. Edge should be
end of the dilator sharp. Without cracks,

scratches.
radio-opacity radiopaque
Length: 8 mm
Width 11 mm
Height 13 mm

1embodiment clip:
Length 25 mm
The width of 9 mm

2 embodiment clip:
Length 18 mm
width 6 mm



height 12 mm
A syringe volume of 5 ml - nominal volume of the syringe: 5 ml;
- purity of the syringe surfaces: a syringe the surface
must be clean and free of foreign particles by visual
inspection;
- scale must be calibrated graduations, the calibration
line must have digital values corresponding to the
capacity values (1 ml, 2ml, 3ml, 4 ml, 5 ml)
- division of the scale of the syringe - 0,2 ml
- scale length 45 mm
Guiding Syringe - nominal volume of the syringe: 5 ml;
- purity of the syringe surfaces: a syringe the surface
must be clean and free of foreign particles by visual
inspection;
- the speed of aspiration of water: >4 g/ min
- scale must be calibrated graduations, the calibration
line must have digital values corresponding to tre
capacity values (1 ml, 2ml, 3ml, 4 ml, 5 ml)
- division of the scale of the syringe - 0,2 ml \
- scale length 37 mm
Scalpel Working length scalpel
24.0 mm (cutting portion)
The total length of the scalpel
147.0 mm
The width of the cutting edge - less than 3 microns
The connection strength of the polymer handle and te
blade is not less than 20 N
Surgical sheet with a dedicated surgical field for Length 914 mm
the patient Width 609 mm
Diameter of the surgical field: 102 mm
Material Density: 0.70 g / cn®
Material strength: not less than 5 N
Adhesive Layer: None
White colour

1.2 The catheter is a central venous Hydrocath Assure ™ in the set:

Catheter Hydroeath Assure  with a clearance

The outer diameter 5,0 F (1,75 mm);

of catheter

The inner diameter

of the catheter tube 16G(l,65mm); 1
lumen

The working length 200 mm [
of the catheter

Compatible The hub of the catheter should be compatible with rotary adapters and fix*
connection Luer- parts of the male type A
3
The distance
between the marks 10 mm f The
deth _ _ of tht
radio-opacity The catheter should be viewed under fluoroscopy. J-|
Flow rate, ml/ min 56 ml; min 1
. . — i Com|
;I’P teh ect(i):flguratlon Tip of distal distal end of the catheter is smooth, rounded, without bends. Connc
[izee
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jrface
visual

iration
to the

surface
visual

ibration
to the

rons
e and the |

ters and fixed

hout bends.

Surface

Resistance to
liquid leakage

Air Leak
Resistance

The strength of the
extraction catheter

Catheter Hydrocath Assure

The outer diameter
of catheter

The inner diameter
of the catheter tube
lumen

The working length
of the catheter

Compatible
connection
type

The distance
between the marks
depth

radio-opacity

flow rate

Luer-

The configuration of
the tip

Surface

Resistance to
liquid leakage

Air Leak
Resistance

The strength of the
extraction catheter

Catheter Hydrocath Assure

Ihe outer diameter
of catheter

The inner diameter
of the catheter tube
lumen

The working length
of the catheter

Compatible
connection

type

Luer-

On the outer surface should be free of surface defects and orocess
Cannula, fitting joint assembly and other parts of the catheter shall not
allow fluid leakage

Cannula, fitting assembly and other parts of the catheter shall prevent air
leakage during suction

Not more than 15 N

with two lumens
7,0 F (2,40 mm)

16G (1,65 mm);
18G (1,25 mm)

150 mm
200 mm
300 mm

The hub of the catheter should be compatible with rotary adapters and
fixed parts of the male type

10 mm

The catheter should be viewed under fluorosconv

For catheter 7 F, 200 mm in length, distal lumen - 69 ml / min, proximal 1 -
22 ml / min

For catheter 7 F, 300 mm in length, distal lumen - 61 ml / min, proximal 1 -
17 ml/min

For catheter 7 F, 150 mm in length, distal lumen - 71 ml / min, proximal 1-
23 ml / min

For catheter 7 F, 200 mm in length, distal lumen - 69 ml / min, proximal 1 -
22 ml / min

Tip of distal distal end of the catheter should be smooth, rounded, without
bends.

On the outer surface should be free of surface defects and nroces.s

Cannula, fitting joint assembly and other parts of the catheter shall not
allow fluid leakage

Cannula, fitting assembly and other parts of the catheter shall prevent air
leakage during suction

Not more than 15 N

three lumens ~~
7,0 F (2,40 mm)

16G (1,65 mm);
18G (1,25 mm);
18G (1,25 mm)

150 mm
100 mm
300 mm

fhe hub of the catheter should be compatible with rotary adapters and

“ixed parts of the male type
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The distance

between the marks 10 mm

depth

radin-npacitv rhe catheter should be viewed under fluoroscopy .
The flow rate of at 1°F catheter 7 F, 150 mm in length, distal lumen - 68 ml / mm, proximal 1m
least A4 ml/ min, median 1-22 ml/ min

|'or catheter 7 F, 200 mm in length, distal lumen -
9 ml/ min, median 1- 18 ml/ min
"or catheter 7 F, 300 mm in length, distal lumen - 50 ml / min, proximal 1m
13 ml/ min median 1- 13 ml/ min s i
The configuration of rip of distal distal end of the catheter should be smooth, rounded, without|

58 ml/ min, proximal 1m

the tip aends. e
Surface Dn the outer surface should be free of surface defects and process.
Resistance to Cannula, fitting joint assembly and other parts of the catheter shall mt
liquid leakage allow fluid leakage
Air Leak Cannula, fitting assembly and other parts of the catheter shall prevent &
Resistance leakage during suction
The strength of the Notmore than 15 N
extraction catheter
kit components
™

guide wire with J- The diameter of the guide wire:
shaped tip of the 0,9mm
device for the guide wire length:
passage of the 450 mm, 500 mm, 600 mm, 700 mm
catheter Venaguide
Seldinger
Device for fixation option L
of the catheter Length: 25 mm

Maximum width: 25 mm

Pitch: 5 mm

Option 2:

Length: 25 mm

Maximum width: 30 mm

Height 6 mm
Introducer needle Outer Diameter: 1,40 mm

Full length of needle tube: 70 mm n Coo

On the outer surface should be free of surface defects and process. ?
Introducer 1) Outer sheath diameter of introducer sheath: 2.00mm Clai
FloSwitch Introducer sheath effective length: 70 mm

Outer diameter of the introducer needle (included in the introducer shea

1.40 mm

There should be no technological or surface defects on the outer surface
the introducer needle (which is part of the introducer).
Effort of switching ofa stream: no more than 10 N

2) Outer sheath diameter of introducer sheath: 1.70mm

A syi
Introducer sheath effective length: 70 mm 5mil
Outer diameter of the introducer needle (included in the introducer shed'
1.20 mm
There should be no technological or surface defects on the outer surface
the introducer needle (which is part ofthe introducer).
Effort of switching of a stream: no more than 10 N

Guidi
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ithout

-er sheath);!

r surface ofl

ucer sheath);

‘er surface dj

coaxial introducer

The rotating
connector Floswitch
™

vessel dilator

connector

Clamp the catheter

A syringe volume of
5ml

Guiding Syringe

3) Outer sheath diameter of introducer sheath; 1.20mm

Introducer sheath effective length; 60 mm

Outer diameter of the introducer needle (included in the introducer sheath);
0.86 mm

There should be no technological or surface defects on the outer surface of
the introducer needle (which is part of the introducer).

Effort of switching of a stream; no more than 1ON

4) Introducer sheath outer diameter; 1.00 mm Introducer sheath effective
length; 45 mm Outer diameter of the introducer needle (part of the
introducer sheath); 0.50 mm There should be no technological or surface
defects on the outer surface of the introducer needle (which is part of the
introducer). Effort of switching of a stream; no more than 10N

Introducer sheath outer diameter; 1.70 mm

Introducer sheath effective length; 70 mm

Outer diameter of the introducer needle (included in the introducer sheath);
1.24 mm

There should be no technological or surface defects on the outer surface of
the introducer needle (which is part of the introducer).

Length; 8 mm

Width 11 mm

Height 13 mm

Length

External diameter
products

6F (2,0 mm) 88 mm
8F (2,69 mm) 110 mm
I0L (3,33 mm) 110 mm

For dilator 6F: 0,66 mm
For dilator 8F: 0,96 mm
For dilator IOF; 0,96 mm

The inner diameter of the distal
(narrowed) end of dilator

The geometric shape of the distal The presence of tapering,

end of the dilator polished edge. Edge should be
sharp. Without cracks, scratches.
radio-opacity radiopaque
Connector size;
Length 8 mm

The outer diameter of 10 mm
1embodiment clip;

Length 25 mm

The width of 9 mm

2 embodiment clip;

Length 18 mm

width 6 mm

height 12 mm

- nominal volume of the syringe; 5 ml;

- purity of the syringe surfaces; a syringe the surface must be clean and free
of foreign particles by visual inspection;

- scale must be calibrated graduations, the calibration line must have digital
values corresponding to the capacity values (1 ml, 2ml, 3ml, 4 ml, 5 ml)

- division of the scale of the syringe - 0,2 ml

- scale length 45 mm

- nominal volume of the syringe; 5 ml;
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- purity of the syringe surfaces: a syringe the surface must be clean and free
of foreign particles by visual inspection;

- scale must be calibrated graduations, the calibration line must have digital
values corresponding to the capacity values (1 ml, 2ml, 3ml, 4 ml, 5 ml)

- division of the scale ofthe syringe - 0,2 ml

- scale length 37 mm N n

4. DESCRIPTION OF PACKAGING ARTICLES WITH THE AMOUNT h
PACKAGING

Standard warehouse storage is aceeptable for Merit produets unless specific storage conditioiij
are required as noted in labeling and as driven by the clinical risk assessment and/or FME/
The products are packaged and labelled as sterile, single use devices. Sterile barrier systemsa
specified per 1SO 11607 to prevent ingress of microorganisms and allow aseptic presentationa
products at point of use. Package integrity testing is performed as part of the production procesi
Device Expiration of Careflow™ Central Venous Catheter is Five (5) years and Hydrocaj
Assure™ Central Venous Catheter is Two (2) years.

Packaging Materials and Configuration

The Hydrocath Assure™*” Central Venous Catheters and kit components are packaged in a T\
pouch. The Careflow Central Venous Catheters and kit components are packaged in a rif
thermoformed bottom web tray with Tyvek Lid. Multiple units of the sealed package are pacl]
into a shelf-box, which is subsequently packed into a corrugated fiber board shipping carton®
Ethylene Oxide sterilization.

The packaging materials are shown as below:

Packaging Material Specifications

Components Material |
Packaging Pouch  Tyvek , High-density Polyethylene |
Tray Polyethylene Terephthalate Glycol (PETG) |

b) Packaging QualiUcation

Packaging qualification of Merit Medical products is conducted to the requirements ofj
following standards:

ISO 11607: Packaging for terminally sterilized medical devices

ISTA-2A: Partial simulation performance test

The standard Careflow™ and Hydrocath Assure™ CVC kit models are packed in thermofoii
bottom web tray with Tyvek lid using Form Fill Seal (FFS3) packaging equipment and anxilll
systems. Packaging for this product was qualified according to approved protocols and reports] 0.

Note that the PVC inner/outer trays have been phased out in year 2008. 10

The labels of the standard packaging are printed and adhere to the Tyvek Top.

C) Shipping Qualification

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



id free

digital
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)nditions
FMEAs.
items are
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. process,
lydrocath

. Tyvek
a rigid
packed
rton for

hermoformed
and ancillan
nd reports.

A model of Central Venous Catheter (Hydrocath Assure ) that has longest length, highest
complexity and highest weight was selected as the representative test article in the shipping
qualification study to represent the models for the Hydrocath Assure®” and Careflow™ Central
Venous Catheter. The representative test articles of Hydrocath Assure™™ CVC were sealed in
their unit packaging, packed in the shelf-box and then in the corrugated fiber board shipping

carton per the assembly procedure. Samples were inspected pre-sterilized and post-sterilized (3x
sterilization) after the simulated shipment tests.

5. INFORMATION ON LABELING OF PRODUCTS

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 eompany "Merit Medical Singapore Pte. Ltd."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.

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

e |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.
Symbol Decoding the symbol
Authorized Representative in the European Community

EC REP

Manufacturer

Rx ONLY It sold only to doctors and hospitals

® A ban on re-use.

5 REF REF number
6. use up
7. LOT lot number

STERILE EO sterilized using ethylene oxide

Attention! Refer to the instructions for use

pyrogen-free
Do not re-sterilize

A
K
S

CE mark
cc
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13. Protect from moisture

" T
14. ﬂ'
_____ A « Hooks do not take Do not turn over
15. ‘
Hooks do not take Do not turn over
16. Fragile, handle with care
17. Do not use if packaging is damaged
18. -b Hooks do not take
19. f Do not turn over
20. 3 Ldintr» . Number of lumen (lumen 3)
21. | flow rate
22 |:| Refer to the instructions for use.
23. The inscription "non-toxic"
24. Date of manufacture /

sterilization

6. CONDITIONS, storage and transportation.

Storage conditions:

Temperature + 5 ° C to +11 ° C (environment)

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)

Ambient temperature not exceeding 25 ° C.

Temperature range for use - the body temperature 0f32to 42 °C
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

7. SHELF LIFE.

Shelf life catheters venous Careflow™” in sets of five (5) years, and the shelf life of cathej
central venous Hydrocath Assure™*” - 2 (two) years.

Based on the European regulirovanrii symbol "Use By" or "date of manufacture” can be wd
sterile products. In the case of "use by" date is indicated, in which the product can be usdl
expiration date), after that date, it is impossible to use the product. In this case, to determine!
date of production is necessary to take the general term storage of the product, manufad

declaration of "Use By" date.

8. RECYCLING

Used sets disposed of as hazardous waste epidemiologically class B (the presence of contactj
patient's blood and mucous tissues).
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At the end of the shelf life of unused sets, not in contact with blood and mucous membranes
should be disposed of as hazardous waste epidemiologically class B close in composition to the
solid waste. Dispose of used products shall be in accordance with the requirements of laws and
regulations on the disposal of products made in the country of use of the medical device.

9. WARRANTY

Limited Warranty and Disclaimer

The company "Merit Medical Singapore Pte. Ltd."Guarantees the conformity of the product
specifications at the time of shipment to the Buyer, and be free from defects in materials and
workmanship for the period specified in the written limited warranty supplied separately to each
product. Warranty period of storagecatheters, venous Careflow™” in sets of five (5) years, and
the catheter central venous Hydrocath Assure™ - 2 (two) years. This warranty does not apply to
products which were: (i) modified, altered, repaired, recovery, recycling or other changes in the
company, in addition to "Merit Medical Singapore Pte. Ltd."; (li) misused, subjected to improper
treatment, reuse or resterilization, suffered an accident, violation of the rules, negligence or
tampering; (lii) is damaged by physical impact or electrical nature, as well as altered, damaged
or removed serial number; (lv) used in conjunction with any other article; (V) used in accordance
with the instructions for use, is installed an authorized organization, used in accordance with the
field of application specified in the specification, or under conditions not foreseen for this kind
of products. Any technical advice on behalf of the company "Merit Medical Singapore Pte. Ltd."
Provided without liability or compensation, the company”Merit Medical Singapore Pte. Ltd.»
Does not assume any obligation or responsibility, all these recommendations are given and
accepted under the responsibility of the buyer. Save as aforesaid, the company "Merit Medical
Singapore Pte. Ltd." MAKES REPRESENTATIONS OR WARRANTIES OF ANY KIND
WITH RESPECT TO PRODUCT, WHETHER EXPRESS OR IMPLIED, buyers and end users
to third parties. "Merit Medical Singapore Pte. Ltd."DISCLAIMS AND EXCLUDES ANY AND
ALL EXPRESS, IMPLIED, OR LEGALLY UNDER WARRANTY, INCLUDING THE
WARRANTIES AGAINST INFRINGEMENT OR |IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS

10. CLAIM

An organization that adopts the territory of the Russian Federation claims from consumers on
product quality:

Limited Liability Company "Merit Technologies” (LLC "Merit Technologies"),

BIN 1117746679533, INN 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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iment 1 Description

Sets of vascular catheters Careflow™™ includes Careflow™ Catheter is a radio-opaque
polyurethane catheter.

Intended Use

The Central Venous Catheter Careflow™” is an intravenous catheter that is intended for short
term use (no longer than 30 days) to access the human circulatory system via insertion through
either the internal Jugular or Sub-Clavian Vein using Seldinger technique, where the catheter tip
resides in the superior vena cava. The Central Venous Catheter Careflow™ is intended for
infusion of drugs, Total Parental Nutrition (TPN) fluids, large volume infusions, repeated blood
sampling and to monitor the central venous pressure.

Contraindications

Percutaneous puncture of veins/ arteries may be contraindicated in patients with pulmonary
hypertension.

Patients with suspected hypersensitivity to nickel must pass the test to assess the sensitivity of the
skin before using the eonductors at the location of central venous catheters.

Note:
Use only as directed by a physician.
Afull list of components is shown on the package lid.

General Warnings

1 Physieians must be familiar with the complications associated with central venous
catheterisation, i.e. vessel perforation, air embolism, catheter embolism, pleural and mediastinal
damage, septicaemia, thrombosis and cardiac tamponade secondary to vessel wall or atrial
perforation.

2. Complications are associated with right atrial and inadvertent right ventricular catheterisation.
Physicians must be aware of these complications before advancing the catheter beyond the depth
required for normal vena cava placement. Do not advance the catheter past this depth unless
procedure requires right atrial placement. If catheter is advanced beyond normal vena cava
placement depth, monitor electrocardiogram during insertion and confirm final position by chest
X-Ray.

3. It is recommended that patients be placed in a slight Trendelenburg position during insertion
procedure to reduce the risk of air embolism.

4. We recommend that Careflow™ Catheter lumens (Central Venous, Peripheral Venous
Catheters and Radial, Femoral Artery Catheter) are flushed with sterile saline solution prior to
catheter insertion.

5. All catheter placements must be inspected for flow rates, security of dressing and security of
luer connections.

6. To reduce or eliminate the potential for catheter migrations, we advise that every catheter
placement be secured by suturing at the eyelets of the junction boot housing/hub and that, where
the use of the secondary fixation device is necessary, it should be used as additional support and
not the only means of fixation. Additionally, the security of catheter fixation and position of the
catheter tip should be checked throughout use.

7. When removing dressings at or close to catheter sites, care must be taken to avoid severing the
catheter.
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8. Acetone must not come into contact with the catheter as the material may weaken andti
may result in leakage or aspiration. I

9. Exposure of product componentry to topicals containing alcohol is not recommended. R &
10. Do not attempt to re-insert a partially or completely withdrawn introducer cannula. a
11. Percutaneous puncture of a central vein may be contraindicated in patients with pulmonjair It
hypertension. 8.
12. Use of a syringe smaller than 5 mL to irrigate or de-elot an oecluded catheter may @u cC
intraluminal or catheter rupture. 9.
13. Syringes are supplied for blood aspiration only. Fi
14. Luer conneetions: as standard practiee the security of luer connections must be dedd 1€
routinely. sk
15. Physicians should be aware that central venous catheters are intended for use up to 30 das 1
16. Patients with suspected hypersensitivity to nickel should undergo skin test to &
hypersensitivity prior to use of Guidewires in the placement of central venous catheters.
Se

Warnings - Seidinger Technique
1 Do not withdraw the guidewire against needle bevel, as this increases the risk of severing No
guidewire.
2. During insertion do not reinsert a partially or completely withdrawn needle into the cannula,
3. Ensure the flexible end of the guidewire is advanced into the vein.
4. Ensure the guidewire moves freely in the needle introducer.
5. A firm grip must be maintained on the guidewire at all times.
6. When using the “J” wire straightener maintain a firm grip on the plastic sleeve.
7. Ensure the dilator is removed prior to catheter advancement.
8. The moveable suture devices are designed as additional support and must not be used &
only means of fixation.
9. Potential for guidewire breakage. Although the incidence of guidewire breakage is extrei
uncommon, physicians must be aware of the potential of guidewire breakage if undue fog
applied to the wire. If resistance is met when attempting to remove the guidewire after @
venous plaeement, the wire may be kinked within the area of the catheter tip and the \a 1.
Undue force may cause the wire to break. If resistance is encountered, withdraw the dl 2. T(
relative to the guidewire (2- 3 cm) and attempt to remove the wire. If resistance is still gpi 3. Tc
remove the wire and the catheter simultaneously. 4. Tc
10. Physicians should be aware that the guidewire can pick up material from the vein. This
prevent the guidewire from being withdrawn through the catheter. Vena
11. Do not force the guidewire. If resistance is met, carefully withdraw the guidewire ad
attempt insertion. Note:
12. If femoral approach is used, place patient in supine position for insertion procedure.
Suggested Procedure Seidinger Technique (Venous Access)
1 Prepare the insertion site using the full aseptie technique required for venous access.
2. The guidewire may be introduced either by using a thin walled steel needle or inrod
eannula.
3. Feed the desired flexible end of the guidewire through the introducer into the vein. Ifi
wire is to be used, the ‘J’ can be straightened prior to insertion by using the plastic irst
sleeve. 1. Rele
4. Remove the introducer. 2. Strai
5. A vessel dilator may be used to enlarge the eutaneous puncture site. If further enlargemei 3. Inse
puncture site is neeessary, use a scalpel. depth.
6. When using multi lumen catheters, lumens other than distal should be flushed and atade
desired fluid administration set or, alternatively, heparin locked as standard hospital practice. WARN

To prev
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7. Pass the distal tip of the catheter over the guidewire. (Sufficient guidewire length must remain
exposed at the hub end of the catheter to maintain a firm grip on the guidewire.) Grasping the
catheter near the skin, push the catheter into the vein with a slight twisting motion and advance
into the final position.

8 Hold the catheter in position, withdraw the guidewire and aspirate with a syringe to ensure
correct placement.

9. The distal hub should be connected to the appropriate fluid administration set. If a hub with
Floswitch™ is being used this can now be switched off.

10. The catheter may now be secured by suturing eyelets of the junction boot housing/hub to the
skin.

11. Apply sterile dressing as appropriate.

Secondary Fixation Device (7Fr and 9.5Fr catheters)

Note: This device is found in certain models only.

1 Ensure the Secondary Fixation Device is in place at the point of suture.

2. To close the device, snap the top plate in place.

3. To ensure fixation, suture at each eyelet on the wings of the Secondary Fixation Device.
4. To open the device, hold the lock device down and pull the plate up, using the lever.

Venaguide

Note: This device is found in certain models only.

1 Release guidewire by removing the guidewire cap.

2. Straighten guidewire ‘J’ by retracting into introducer system with thumb.

3 Insert into hub of introducer needle and advance guidewire into vein. Advance to required
depth.

WARNING:
To prevent over-insertion stop when last depth mark reaches the venepuncture site.
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Guiding Syringe
Note; This accessory is found in certain models only. This device is used for introduciDj
guidewires for use with Merit central or peripheral venous catheters.

1 Insert introducer needle attached to Guiding Syringe into vessel and aspirate.

2. Feed LLk desired flexible end of the guidewire through the hole in rear of Guiding Syrinj
plunger into the vein. If a “J” wire is to be used, straighten guidewire ‘J’ by retracting i
introducer system with thumb.

3. Hold the guidewire in place and remove introducer needle and Guiding Syringe.

WARNING: Do not aspirate with guidewire in place or air may enter the syringe
Caution:

Do not reinfuse blood to minimize the risk of blood leakage from rear of syringe.
Floswitch™/* Introducer

This device is used for introducing guidewires for use with central or peripheral \au uly
' u

catheters.
Using a FloswitchTM introducer cannula, puncture the vein, aspirate and advance the cannula i» 2. T

the vein and remove the needle. At this stage the FloswitchTw may be switched off. The swij fully
must be opened again to facilitate guidewire or catheter passage. 3. W
offa
Rotatable connector Fioswitch ™ 4. W
Ensu
This device may be attached to a luer hub of a central or peripheral venous catheter. more
1 As standard practice the catheter should be secured to the skin. 5. As
2. To attach the Fioswitch™, insert the FloswitchT"” luer into the catheter hub. Tightenl esseni
rotating collar ensuring that ‘hand tight’ connection has been made and that the catheter hlj Flosw
fully advanced into the FloswitchT* collar (see figure 1.1).
3. The Fioswitch™ should be fixed in position by either suturing or taping the wings.! Storag
recommended procedure for taping is shown in figure 2. STER
4. The black markings indicate flow status. When visible the catheter is open and there isi integri
flow. When covered, the catheter is closed. j Re-use
please

Figure 1 Fioswitch™ Inspection Procedure

1.1 Catheter hub fully advanced 1.2 Inspection of connection
into Fioswitch™ collar necessary

Figure 2. Fioswitch™* Taping Procedure
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Wamnings - Hoswita™ Products

1 The FloswitchT* should not be switched off (black marks covered) before the needle has been
fully withdrawn. This applies to Floswitch™ introducers only.

2. The Floswitch™ must not be switched off (black marks covered) until the guidewire has been
fully withdrawn.

3. When the catheter is not in use for infusion or aspiration, the Floswitch™” must be switched
offand a suitable luer cap locked into the hub.

4. When using an intermittent injection bung attached to a Floswitch™, only use short needles.
Ensure Floswitch’~ is in ‘ON’ position prior to injecting or aspirating. Do not insert the needle
more than 8 mm into the Floswitch'™

5. As standard practice, the security of the luer connection must be checked routinely. This is
essential when lubricious substances such as Intralipids are being used. This applies to
Floswitch’* luer lock attachment only.

Storage Conditions Store in cool dry place away from direct sunlight.
STERILE and non-pyrogenic in unopened, undamaged package. For single use only. Check
integrity of the individual package before use. Dispose of product after use. Do not resterilize.

Re-use may lead to infection or other illness/ injury. For reordering information or assistance
please contact local representative.
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Instructions for use
Sets of vascular catheters Hydrocath Assure™
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ment 2

Description

Sets of vascular catheters Hydrocath Assure™ includes Hydrophilic Anti- Microbial Central
Venous Catheter.

Intended Use

The Hydrocath Assure®” Central Venous Catheter is an intravenous catheter that is intended for
short term use (no longer than 30 days) to access the human circulatory system via insertion
through either the internal Jugular or Sub-Clavian Vein using Seldinger technique, where the
catheter tip resides in the superior vena cava.

The Central Venous Catheter is intended for infusion of drugs, Total Parental Nutrition (TPN)
fluids, large volume infusions, repeated blood sampling and to monitor the central venous
pressure.

The Hydrocath Assure™ central venous catheter has a hydrophilic (Poly Vinyl Pyrrolidone),
anti-microbial surface which is intended to help prevent colonisation of the catheter.
Anti-Microbial Activity: The antiseptic, benzalkonium chloride is integrated into the catheter’s
hydrogel coating system, internal and external to the catheter lumens.

Indications:

The Central Venous Catheter Hydrocath Assure™” is an intravenous catheter that is intended for
short term use (no longer than 30 days) to access the human circulatory system via insertion
through either the internal Jugular or Sub-Clavian Vein using Seldinger technique, where the
catheter tip resides in the superior vena cava. The Central Venous Catheter is intended for
infusion of drugs. Total Parental Nutrition (TPN) fluids, large volume infusions, repeated blood
sampling and to monitor the central venous pressure.The Hydrocath Assure™ Central Venous
Catheters are intended to assist in the prevention of colonisation of the catheter during the first
few days after insertion. In a clinical trial which compared Hydrocath Assure'™” with a central
venous catheter not coated with hydromer or benzalkonium chloride the incidence of
colonisation of the tip and subcuta neous segments by coagulase-negative staphylococci was
significantly lower for Hydrocath Assure”*™. This significant benefit was observed only for
catheters which had been in situ for less than 5 days. Hydrocath Assure™ central venous
catheters have not been shown to reduce the rate of infection at the insertion site. There are

insufficient data to conclude that Hydrocath Assure™™ central venous catheters reduce the rate of
catheter-related systemic infections.

Contraindication for use:

1 NOT FOR PAEDIATRIC USE Due to a risk of immediate-type hypersensitivity reaction,
Hydrocath Assure™" catheters are not for use in paediatric patients. Based on reports received,
paediatric patients are most likely to experience such a reaction, with lower body weight (less
than 20 kg) and younger (less than 6 years) patients appearing to be at highest risk.

2. Only one Hydrocath Assure™” should be used per patient at any one time.

3. This product is contraindicated for use in patients with a known hypersensitivity (allergy) to
benzalkonium chloride or any benzalkonium chloride-containing product.

4. NOT RECOMMENDED FOR USE FOR PREGNANT WOMEN No controlled studies have
been conducted in pregnant women with Hydrocath Assure”w catheters. Animal studies have
shown that Benzalkonium Chloride is embryo lethal and teratogenic, therefore, these catheters
are not recommended during pregnancy.

5 No controlled studies have been conducted to investigate potential incompatibilities between
Hydrocath Assure™' and intravenous fluids. Literature searches suggest that administration

through the catheter of Bicarbonate Solutions, Nitrates, organic acids and Sulphonamides should
be avoided.
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6. Percutaneous puncture of a central vein may be contraindicated in patients with pulmonary
hypertension. 7. Patients with suspected hypersensitivity to nickel must pass the test to assess te
sensitivity of the skin before using the conductors at the location of central venous catheters.

Note:
Use only as directed by a physician.
A full list of components is shown on the package lid.

General Warnings

1 Rare cases of immediate-type hypersensitivity reactions have been reported when Hydrocatj
Assure’N'M catheters are inserted into patients. As a precautionary measure, the possibility of ag
reactions must be considered when using these catheters.

2. Physicians must be familiar with the complications associated with central vend
catheterisation, i.e. vessel perforation, air embolism, catheter embolism, pleural and mediastiii|
damage, septicaemia, thrombosis and cardiac tamponade secondary to vessel wall or d
perforation.

3. Complications are associated with right atrial and inadvertent right ventricular catheterisatid
Physicians must be aware of these complieations before advancing the catheter beyond the dgi
required for normal vena cava placement. Do not advance the catheter past this depth uifj
procedure requires right atrial placement. If catheter is advanced beyond normal vena &
placement depth, monitor electrocardiogram during insertion and confirm final position by ds
X-Ray.

4. It is recommended that patients be placed in a slight Trendelenburg position during insert]
procedure to reduce the risk of air embolism.

5. We recommend that Merit Central Venous Catheter lumens are flushed with sterile

solution prior to catheter insertion.

6. All catheter placements must be inspected for flow rates, security of dressing and securityj
luer connections.

7. To reduce or eliminate the potential for catheter migration, we advise that every il

placement be secured by suturing at the eyelets of the junction boot housing/hub and that, wif

the use of the secondary fixation device is necessary, it should be used as additional supportj 3
not the only means of fixation. Additionally, the security of catheter fixation and position dj

catheter tip should be checked throughout use. Si
8. When removing dressings at or close to catheter sites, care must be taken to avoid severing 4.
catheter. 5.
9. Acetone must not come into contact with the catheter as the material may weaken ax] pi
may result in leakage or aspiration. 6.
10. Exposure of product componentry to topicals containing alcohol is not recommended. de
11 .Do not attempt to re-insert a partially or completely withdrawn introducer cannula. T.

12. Percutaneous puncture of a central vein may be contraindicated in patients with pul| ex]
hypertension. cat
13. Use of a syringe smaller than 5 mL to irrigate or de-clot an occluded catheter mayt intc
intraluminal or catheter rupture. 8. 1
14. Syringes are supplied for blood aspiration only. con
15. Physicians should be aware that central venous catheters are intended for use for upt 9. T
days. The maximum duration of residence of Hydrocath AssureT” catheters in clinical triag Flos
14 days. It should be noted that the anti-microbial efficacy diminshes with time. 10. 1
16. Patients with suspected hypersensitivity to nickel should undergo skin test to 11. ]

hypersensitivity prior to use of Merit Guidewires in the placement of central venous catheteij
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Warnings- Seldinger technique

1 Do not withdraw the guidewire against needle bevel to avoid the possibility of severing of the
guidewire.

2. During insertion do not reinsert a partially or completely with drawn needle into the cannula.

3. Ensure the flexible end of the guidewire is advanced into the vein.

4. Ensure the guidewire moves freely in the needle introducer.

5. A firm grip must be maintained on the guidewire at all times.

6. When using the ‘J” wire straightener maintain a firm gripon the plastic sleeve.

7. Ensure the dilator is removed prior to catheter advancement.

8. The moveable suture devices must be used as additional support and not the only means of
fixation.

9. Potential for guidewire breakage. Although the incidence of guidewire breakage is extremely
uncommon, physicians must be aware of the potential of guidewire breakage if undue force is
applied to the wire. If resistance is met when attempting to remove the guidewire after central
venous placement, the wire may be kinked within the area of the catheter tip and the vessel.
Undue force may cause the wire to break. If resistance is encountered, withdraw the catheter
relative to the guidewire (2-3 cm) and attempt to remove thewire. If resistance is still apparent
remove the wire and the catheter simultaneously.

10. Physicians should be aware that the guidewire can pick up material from the vein. This may
prevent the guidewire from being withdrawn through the needle.

11. Do not force the guidewire. If resistance is met, carefully withdraw the guidewire and re-
attempt insertion.

12. If femoral approach is used, place patient in supine position for insertion procedure.

13. HighFlow Central Venous Catheter Kit Seldinger Technique - This device is used for high
volume infusions and caution should be applied.

Suggested Procedure Seldinger Technique

1 Prepare the insertion site using the full aseptic technique required for central venous access.

2. The guidewire may be introduced either by using a thin walled steel needle or introducer
cannula.

3. Feed the desired flexible end of the guidewire through the introducer into the vein. If a “J’
wire is to be used, the “J’ can be straightened prior to insertion by using the plastic insertion
sleeve.

4. Remove the introducer.

5. A vessel dilator may be used to enlarge the cutaneous puncture site. If further enlargement of
puncture site is necessary, use a scalpel.

6. When using multi lumen catheters, lumens other than distal should be flushed and attached to
desired fluid administration set or, alternatively, heparin locked as standard hospital practice.

7. Pass the distal tip of the catheter over the guidewire. (Sufficient guidewire length must remain
exposed at the hub end of the catheter to maintain a firm grip on the guidewire.) Grasping the
catheter near the skin, push the catheter into the vein with a slight twisting motion and advance
into the final position.

8 Hold the catheter in position, withdraw the guidewire and aspirate with a syringe to ensure
correct placement.

9. The distal hub should be connected to the appropriate fluid administration set. If a hub with
Floswitch™” is being used this can now be switched off

10. The catheter may now be secured by suturing eyelets of the junction boot housing to the skin.
11. Apply sterile dressing as appropriate.

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



Secondary Fixation Device (5Fr -8 Fr catheters)

Note:
This device is found in certain models only.
1 2 n 3
fiif-- 1 * F

1 Position the secondary fixation device on catheter. To close the device, press down on each i
wing. A “click’ sound confirms that the device is secured and cannot be moved 1
easily. v
2. To ensure fixation, suture at each eyelet on the wings ofthe Secondary Fixation Device.
3. To open the device, press down on the 2nd hinge, pull up on each wing. :
Secondary Fixation Device (7Fr and 9.5Fr catheters) E
Note: This device is found in certain models only C-E
1.
N
2.
roi
ful
3.
4 rec
4.
flo
> \ 1
Fig
1 Ensure the Secondary Fixation Device is in place at the point of suture.
2. To close the device, snap the top plate in place.
3. To ensure fixation, suture at each eyelet on the wings of the Secondary Fixation Device.
4. To open the device, hold the lock device down and pull the plate up, using the lever.
Venaguide
Note: This device is found in certain models only. This device is not for sale in the USA.
Figu:

1 Release guidewire by removing the guidewire cap.
2. Straighten guidewire ‘J’ by retracting into introducer system with thumb.
3. Insert into hub of introducer needle and advance guidewire into vein. Advance to required

depth.
WARNING: To prevent over insertion stop when last depth mark reaches the venepuncture §
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Guiding Syringe

Note: This accessory is found in certain models only. This device is used for introducing
guidewires for use with Merit central or peripheral venous catheters.

1 Insert introducer needle attached to Guiding Syringe into vessel and aspirate.

2. Feed the desired flexible end of the guidewire through the hole in rear of Guiding Syringe
plunger into the vein. If a “J” wire is to be used, straighten guidewire ‘J’ by retracting into
introducer system with thumb.

3. Hold the guidewire in place and remove introducer needle and Guiding Syringe.

WARNING; Do not aspirate with guidewire in place or air may enter the syringe

Caution: Do not reinfuse blood to minimize the risk of blood leakage from rear of syringe.
Floswitch™"'~ Introducer

This device is used for introducing seldinger guidewires or with Merit peripheral and central
venous catheters. Using a Floswitch™"” introducer cannula, puncture the vein, aspirate and
advance the cannula into the vein and remove the needle. At this stage the FloswitchM may be
switched off. The switch must be opened again to facilitate guidewire or catheter passage.

Floswitch™'” Luer Lock Attachment

This device may be attached to a luer hub of a central venous

catheter.

1 As standard practice the catheter should be secured to the skin.

2. To attach the Floswitch™, insert the Floswitch®M luer into the catheter hub. Tighten the
rotating collar ensuring that ‘hand tight” connection has been made and that the catheter hub is
fully advanced into the Floswitch™ collar (see figure 1.1).

3. The Floswitch™ should be fixed in position by either suturing or taping the wings. The
recommended procedure for taping is shown in figure 2.

4. The black markings indicate flow status. When visible the catheter is open and there is free
flow. When covered, the catheter is closed. ’

Figure 1 Floswitch™ Inspection Procedure

[»] /°
| N
o \-
1.1 Catheter hub fully advanced 1.2 Inspection of connection
into Floswitch™ collar necessary

extra strips
of tape

fold over
wings
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Warnings - Floswitch™"'~ Products

1. The Floswitch™ should not be switched off (black marks covered) before the needle has ten
fully withdrawn. This applies to Floswitch”M introducers only.

2. The FloswitchTM not be switched ‘OFF’ (black marks covered) until the guidewire &
been fully withdrawn.

3. When the catheter is not in use for infusion or aspiration, the Floswitch’ must be switched
off and a suitable luer cap locked into the hub.

4. When using an intermittent injection bung attached to a FloswitchM, only use short needles
Ensure Floswitch™ is in ‘ON’ position prior to injecting or aspirating. Do not insert the redi
more than 8 mm into the Floswitch™™\

5. As standard practice, the security of the luer connection must be checked routinely. Thisi
essential when lubricious substances such as Intralipids are being used. This applies
Floswitch™ luer lock attachment only.

Storage Conditions
Store in cool dry place away from direct sunlight.

STERILE and non-pyrogenic in unopened, undamaged package. For single use only. Check
integrity of the individual package before use. Dispose of product after use. Do not resterilize.
Re-use may lead to infection or other illness/ injury. For reordering information or assistance
please contact local

representative.
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[MepeBoA ¢ aHTNMIACKOrO A3blKa Ha PYCCKMIA A3bIK]
[QR-Kod: NC0J9708HB]
HOTAPUANTbHOE YOOCTOBEPEHWE
HACTOALW WM OBOANTCA A0 BCEOBWEITO CBEAEHWA

A, In Man May, HOTAPNYC, Hagnexawmm o06pa3oM YNOSIHOMOYEHHbIN, LONYLUEHHbIA K
npaktuke B Pecny6nvnke CuHranyp, HACTOAWWM YAOCTOBEPALO,

4yto 27 HOAGPA 2019 1. A BcTpetunca ¢ MAYJIUH NUNOB u Bugen, Kak oHa nognucana u
othopmuna MPUOXEHHbI I LOKYMEHT «3JKcnnyartaymoHHas LOKyMeHTauus
MEOWUWHCKOITO W3AENUNA» B KayecTBe 3aBEpPEHHON BEPHOW KOMWUW, W 4TO
nocTaB/ieHHas Ha 3TOM [AOKYMeHTe MoAnucb LelCTBUTEeNbHO fBnsetca nognucbto MAYNWNH
NNNOB, nognucaBLLeil LOKYMEHT B KA4eCTBE CTapLUEero cnewymnanncTta no HOpMaTBHO-NPaBOBOMY
perynuposaHuio KomnaHun «Meput Megukan Cudranyp MNre. 1ta.» (Merit Medical Singapore
Pte. Ltd.).

BCBUAETE/NIBCTBO YEIO 1, yka3aHHbIA HOTapuyc, CTaB/to CBOK MOAMNMUCH U NeYaTb KOHTOPbI
B CuHranype cerogHs, 27 Hoabpsa 2019 r.

nognuce!
HOTAPWNYC
CUWHTANYP
[MeyaTb HOTapuyca Jin MaH May]

[PenbethHan neyaTb HOTapuyca]l
B cooTtBetrctBuu c lMpaBunom 8(3)(c) Ceoga npaBua AN HOTApUycOB, HOTapuanbHoOe

YyAOCTOBEpPEHMNe, YTOObl CUNTATLCS LEeWCTBUTENbHLIM, LO/DKHO 6biTb 3aBepeHO AkageMuen
npaea CuHranypa.
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[Ha 6naHke Akagemun npasa CuHranypa”™

Hactoawmii CepTudukaT nogaMHHocTu YT06bl NPOBEPUTHL NMOAIMHHOCTb HACTOALLENO

TO/IbKO YA0CTOBEPSET NOAJSIMHHOCTL MOAMUCU cepTUdMUKaTa, nepergute  Ha  camlT
M nonHomouua  numua,  noanucasliero Legalisation.sal.sg nnn OTCKaHupyliTe
HoTapunanbHoe ya0CTOBepeHHeE. QR-koga;

Hactoswmin CepTudukat noganHHocTu [QR-Kod:
ABNAETCA HEeAEeNCTBUTE/IbHbIM, €CNM C Hero [1pOoBEpPOYHbIV KOA:
yfaneHa unm nwobbiM enocoboMm wusmeHeHa 25215367]

neyatb  Akagemmm npasa  CuHranypa.

HacToAwmini cepTudumkar He y[ocToBepseT

NN NOATBEPXAAET cofepXaHue [OKYMEHTa,

npunaraemoro K HoTapuanbHomy

YLOCTOBEPEHWUIO.

3aBepeHue NOAJIMHHOCTH
1 CrpaHa: CuHranyp
2. Hactosawmii opuunanbHblii JOKYMEHT noanucad Sin Man May,
3. BbicTynaroLimmM B KayecTBe HoTapuyea,
4. CKpenneH nevyaTblo/WITaMNOM HOTapuyca.

Y[A0CTOBEPEHO

5. Homep Ceptudnkarta nogamHHoctn: AC0J970EEG

6. B Akagemuun npasa CuHranypa

7. 27 HoAGpA 2019 .

8 Menuccon Eox, 3amectutenem Aupektopa Akagemun npasa CuHranypa.

9. Meyvatb Akagemunn npasa CuHranypa: [PenbetHasa neyaTb: AKagemus npasa CuHranypa
YpocTtoBepsawoLwas nevartb]

10. Mopgnues: Inognucs!
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[lWTamn:
BepHas konusa opuruHanal

/nognuce/

MaynuH JlnoH

MeHe[>kep N0 HOPMATUBHO-MPaBOBOMY 06eCreyeHmnto
Meput Megukan Cudranyp MNre. Jitg.

27 HOs16pAa 2019 T.

/nognucs/

[MevaTb KOMNaHUM «MepuT Megukan CuHranyp MNre. ATg»"
[MevaTb HOTapuyca Jim MaH May]
JkcnnyaTtauMoHHasa LOKYMeHTauuna
MEOWLWHCKOTO N3JAENNA:
«Habopbl cocyauctbix katetepoB Careflow”™'?, Hydrocath Assure™»,

NMPOM3BOACTBA KOMMaHMNHK
«Meput Megukan Cunranyp Mre. itg.», CuHranyp.
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1. HAWUMEHOBAHWE U3AENWNA

Habopb! cocyamcTbix Katetepos Careflow™'”, Hydrocath Assure™

KaTeTep UeHTpanbHblli BeHO3HbI i Careflow™ B Ha6ope:

1.1 Katetep Careflow™ ¢ ogHum npocBeToM, AnameTrpom 2,5 Fr (0,90 mm), anuHoin 60
mm, 100 mm, 150 mm, 200 mm, 300 mm; guametpom 3,0 Fr (1,10 mm), gnuHoii 60mm, 100
MM, 150 mm, 200 mm, 300 mm; guametpom 4,0 Fr (1,45 mm), gnmHoi 60 mm,100mm, 150
MM, 200 mMm, 300 mm; gnametpom 5,0 Fr (1,75 mm), gnnHoin 60 mm, 100 mm,150mm, 200
MM, 300 mm; guametpom 7,0 Fr (2,40 mm), gnuHoi 60 mm, 100 mm, 150 mm,200mM, 300
MM - 1wWwT.;

1.2 NpoBofHUK C J-06pasHbIM KOHYMKOM C YCTPOMNCTBOM A1 MPOXOXAEHWUS KaTeTepa
Venaguide Seldinger, gnametpom 0,6 mMm, gnumHoin 450 mm; gunametpom 0,9 MM, ANWHOIA
450 mm, 500 mm, 600 mm, 700 Mmm - 1 WwT.;

1.3 YcTpoiictBO pAns dukcaumm katetepa, WUpUHOA 25 MM, 30 MM - 1 wT. (npm
Heob6xoanMmMocTn);

1.4 Nrna-uHtpofblocep, gmametrpom 1,4 mm, gAnHoin 70 mm - 1 wT.;

1.5 KoakcunanbHbIl MHTpOAblocep, guameTpom 1,70 mm, gnuHoin 70 mm; guametpom 1,27
MM, ANUHOW 60 mMM; guameTtpom 1,0 MM, gnuHoi 45 mm; gnametpom 0,75 MM, gnuHoi 38
MM - 1wT. (Npn Heob6xoaUMOCTH);

1.6 WHTpoabtocep FloSwitch™, anameTtpom 2,0 MM, AnnHoii 70 mMMm; gnameTpom 1,7 MM,
AnvHoi 70 mm; gnametpom 1,20 mm, gnnHoin 60 mm; guametpom 1,0 MM, ANNHHOA 45 MM
-1wT. (Npn Heo6x04NMOCTK);

1.7 OwnataTtop, guametpom 4Fr (1,33 MmM), gnuHoii 88 mm; guameTtpom 5Fr (1,7 mm),
AnvHoi 88 mm; guametpom 6Fr (2,0 mm), gnuHoinn 88 mm; guametpom 8Fr (2,69 mm),
AnuHoin MO mm; gnameTpom 9Fr (3,0 mm), gnnHoit MO mm; anameTtpom |OFr (3,33 mMm),
AnvHoi 110 mm - 1 wT. (npu HeobXxogUMMOCTH);

1.8 Konnayok - 1 wT. (Npu He06X04UMOCTH);

1.9 Bpawatwwuinca pasbem Floswitch™ - 1 wT. (npn HeobxogumocTw);

1.10 3axum ans katetepa, ANMHOK 18 MM, 25 MM - He 60nee 2 WT. (MPN HEOBXOAUMOCTH);
1.11 Wnpwuy, obbem 5 mMa - 1wT. (Npn HeobXxoaUMOCTH);

1.12 Wnpwuy Guiding Syringe, 06bem 5 ma - 1 wT. (Npn HEO6X0AMMOCTH);

1.13 Ckanbnens - 1 wT. (Npu HeobX0AMMOCTH);

1.14 MpoCTbIHA XUpypruyeckas € BblAe/IeHHbIM XUPYPrMYeCcKUM nosem Ans naymeHTa - 1
wt. (Npn HeobX0AMMOCTN);

1.15 NHCTPYKUMA NO NPUMEHEHWIO- 1 WT.

2. KaTeTep UeHTpanbHblii BeHO3HbIW Careflow™ B Habope:
2.1 Katetep Careflow™ c gBymsa npocsetamu guametpom 4,0 Fr (1,45 mm), gnmHoi 60
MM, 100 mm, 150 mm, 200 mm, 300 mm; anametpom 5,0 Fr (1,75 mm), gnmHoi 60 mm, 100
MM, 150 mm, 200 mm, 300 mm; gnametpom 7,0 Fr (2,40 mm), gnuHon 60 mm, 100 mm, 150
MM, 200 MM, 300 MM - 1 wT.;
2.2 MpoBofHMUK C J-06pasHbIM KOHYMKOM C YCTPOWCTBOM AN8 MPOXOXAEHWS KaTeTepa
Venaguide Seldinger, guametpom 0,6 mm, gnuHon 450 mm, 650 mm; gnametpom 0,9mm,
annHoii 450 mm, 500mm, 600 mm, 700MM - 1 wrT.;
2.3 YcTpoiicTBO Ans ukcauum katetepa, wWupuHon 25 mm, 30 Mm - 1 wT. (Npm
HEo6X0AMMOCTH);
2.4 Urna-uutpogblocep, guametpom 1,4 mm, gnvHoin 70 mm; - 1 wT.;
2.5 KoakcnanbHblil nHTpoablocep, gnametpom 1,70 mMm, gnnHoi 70 mm; guameTtpom 1,27
MM, AnnHoi 60 mm; guametpom 1,0 Mm, gnuHoi 45 mm; gnametpom 0,75 mm, gnuHon 38
MM - 1wWT. (Npy HEo6X0AUMOCTH);

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



2.6 NHTpopgbtocep FloSwitch™, anameTtpom 2,0 MM, gnuHonn 70 mm; guametpom 1,7 mMm,
AnvHoi 70 mm; gnametpom 1,20 MM, gnauHoi 60 mm; guametpom 1,0 MM, 4AAUHHON 45 MM
- 1wT. (Npn HeobxogmmocTn);
2.7 Qwnnatatop, guametpom 4Fr (1,33 mm), gnunHoin 88 mm; gmametpom 5Fr (1,7 mm),
ANVHO 88 MmM; gmametpom 6Fr (2,0 mm), gnuHoit 88 mMm; gunametpom 8Fr (2,69 mm),
anudoii 110 mm; gnametpom 9Fr (3,0 mm), gnnHoin 110 mm; gnametpom IOFr (3,33 mm),
AnuHon 110 MM - 1wT. (Npu HEOBXOAUMOCTH);
2.8 Konnayok - He 6onee 2 wWT. (Npn HeobxogumocTK);
2.9 Bpawatowwniica pasbem Floswitch™ - He 60nee 2 WwWT. (Npn HeobXo4UMOCTK);
2.10 3axum gns kateTtepa, ANNHONA 18 MM, 25 MM - He 60nee 2 WT. (NMpU HEOOXOAUMOCTH);
2.11 Wnpwuy, o6bem 5 mMn - LwTt. (NP HEOB6XOANMOCTH);
2.12 Wnpwuy Guiding Syringe, 06bemM 5 ma - 1 wTt. (Mpn HEO6X0A4MMOCTH);
2.13 Ckanbnens - 1 wT. (Mpn HEOBXOAMMOCTH);
2.14 TNpoCTbIHA XUpypruyeckan C BblAeNIeHHbIM XUPYypruyeckum nonem Ana nauueHTa - 1
WT. (Npn HeobXo0AUMOCTN);
2.15 NHCTpyKUMA no npumMeHeHnto- 1 wT.

3. KaTeTep uUeHTpanbHblii BeHO3HbW Careflow™ B Habope:
3.1 Katetep Careflow™ c Tpemsa npocBeTamu, guametpom, 5 Fr (1,75 MM), AnnHoW 60 MM,
100 mm, 150 mm, 200 mm, 300 mm, gnameTtpom 7 Fr (2,40 mm), gnnHoin 60 mm, 100 mm, 150
MM, 200 mm, 300 MM - 1 wT.;
3.2 MpoBoAHWK C J-06pa3HbIM KOHYWKOM C YCTPOMCTBOM A5 MPOXOXAEHUA KaTeTepa
Venaguide Seldinger, guametpom 0,6 MM, gnuHoi 450 mm, 650 mm; gnameTtpom 0,9Mm,
anudoii 450 mm, 500mm, 600 mm, 700mMm - 1 wT.;
3.3 YcTpolicTBO Ans ukcauumm katetepa, WKUpUHOWA 25 mMm, 30 MM - 1 wT. (npw
HeobxogmmocTn);
3.4 Wrna-nHtpogbiocep, gnametpom 1,4 mm, gnunHoin 70 mm - 1 wrT;
3.5 KoakcuanbHblii nHTpoablocep, agnameTpom 1,70 MM, AgnunHoi 70 MMm; gnametpom 1,27
MM, AnuHoi 60 mm; gnametpom 1,0 Mm, gnnHoi 45 mm; guametpom 0,75 MM, ANnHOR 38
MM - 1wT. (Npn HEOBXOANMOCTK);
3.6 NHTpoablocep FloSwitch™, anametpom 2,0 MM, gauHoi 70 Mm; gnameTpom 1,7 mu,
AnvHoi 70 mm; guametpom 1,20 mm, gnuHoin 60 mm; guametpom 1,0 MM, AINHHOI 45 MM
- 1wT. (Npu Heo6Xx0AMMOCTK);
3.7 Qunatatop, guametpom 4Fr (1,33 mm), gnuHoii 88 mm; guametpom 5Fr (1,7 mm),
ANVHOA 88 MM; amameTpom 6Fr (2,0 mm), gnuHoin 88 mm; guameTrpom 8Fr (2,69 mm),
anvHoi 110 mm; guametpom 9Fr (3,0 mm), gnnHoin 110 mm; guametpom IOFr (3,33 mm),
ANVHOA 110 MM - 1 wT. (Npu HeobBXoaUMOCTH);
3.8 Konnayok - He 6onee 3 wT. (MpuU HEOBXOAUMOCTH);
3.9 Bpawatuwwniica pasbem FloSwitch™ - He 6onee 3 wWT. (NpU HEOH6XOAUMOCTH);
3.10 3axum ansa katetepa, 4IMHOK 18 MM, 25 MM - He 60see 3 WT. (MPU HEOBXOAUMOCTH);
3.11 Wnpuy, obbem 5 ma - 1 wTt. (Npn Heo6X04UMOCTH);
3.12 Wnpwuy Guiding Syringe, 06bem 5 M - 1 wT. (Npn Heo6XxoAUMOCTH);
3.13 Ckanbnenb - 1 wT. (Npyn HEOO6XO4NMOCTK);
3.14 MpocTbIHA XMpypruyeckas ¢ BblfeNEHHbIM XUPYPruyeckum nonem Ana nauueHTa - 1
wt. (Npn HeobxoAnMMOCTK);
3.15 NHCcTpyKumMA no npuMeHeHuno- 1wr.

4. KaTeTep LeHTpanbHbIi BeHO3HbI Careflow™ B Habope:
4.1 Katetep Careflow™ c yeTbipbMsa npocBetamu, guametpom 8,5 Fr (2,80 mm), AAnHON
150 mm, 200 mm - 1wT.;
4.2 NMpoBOAHUK C J-06pasHbIM KOHYMKOM C YCTPOMUCTBOM [ANA MPOXOXAEHMUA KaTeTepa
Venaguide Seldinger, guametpom 0,9Mm, gnuHoit 450 mm, 500mm, 700mMm - 1 wT,;
4.3 YcTpoilicTBO ans dukcauum katetepa, WupuHoi 25 MM, 30 MM - 1 wT. (npu
Heob6xogmmMocTn);
4.4 Urna-nHtpogbtocep, guametpom 1,4 MM, gnmHoi 70 mm - 1 wT;
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4.5 KoakcumanbHblii MHTpoabtocep, anameTpom 1,70 mm, gnuHoii 70 mm; gnametpom 1,27
MM, 4NUHOK 60 mMm; gnameTtpom 1,0 MM, AnuHOW 45 mm; aunametpom 0,75 MM, ANUHOI 38
MM - 1wWwT. (Npn HeobxogumocTH);
4.6 NHTpogbtocep FloSwitch™ , gunametpom 2,0 MM, gnuHoi 70 mm; gnameTpom 1,7 mwm,
anvHoi 70 mm; gnametpom 1,20 mm, gnunHoin 60 mm; guametpom 1,0 MM, ANNHHONA 45 MM
- lwTt. (Npu HeobXxoQUMOCTK);
4.7 Ownatatop, guameTtpom 4Fr (1,33 mMm), AnuHoin 88 mMm; gnametpom 5Fr (1,7 mm),
AnvHoi 88 mm; guametpom 6Fr (2,0 mm), gnnHoin 88 mm; guametpom 8Fr (2,69 mm),
ANvHoi 110 mm; gnametpom 9Fr (3,0 mm), gnuHoin 110 mm; guametpom |OFr (3,33 mMm),
ANVHOA 110 mm - 1 wT. (Npun HEOBXOAUMOCTH);
4.8 Konnayok - He 6onee 4 wTt. (Npyn HEO6X0AUMOCTH);
4.9 Bpawatouwuiica pasbem Floswitch™ —He 6onee 4 wTt. (Npn Heo6X04UMOCTN);
4.10 3axum gnsa katetepa, 4ANHOW 18 mm, 25 mm —He 6onee 4 wWT. (Npn HeobXxoAMMOCTH);
4,11 Wnpwnuy, o6bem 5 mn - 1 wT. (Npn HeobxoguMmMocTw);
4.12 Wnpwuy Guiding Syringe, o6bem 5 mn - 1 wT. (Npu HeobxoaMmMocTw);
4.13 Ckanbnenb - 1 wT. (Npu Heo6xoaMMOCTH);
4.14 TIpOCTbIHA XUpypruyeckas C BblAeNEHHbIM XUPYPTrMYEeCKUM nofiem gns nayueHta - 1
wt. (Npn HeobxoAMMOCTK);
4.15 WHCTpYKLUMA NO NpUMeHeHuno- 1wrT.

5. KaTeTep LEHTpanbHblii BeHOo3HbIl Careflow ™ B Habope:
5.1 Katetep Careflow™ c nATbio npoceetamu, gnameTpom 9,5 Fr (3,22 mm), gnuHoi 150
MM, 200 MM - 1 wT,;
5.2 MpoBoAgHNK C J-06pa3HbIM KOHYMKOM C YCTPOWCTBOM [A/15i MPOXOXAEHWUS KaTeTepa
Venaguide Seldinger, gnametpom 0,9 mm, gnuHoir 450 mm, 500 mm, 600 mm, 700 mm - 1
wT.;
5.3 YcTpoiicTBO Ans ukcauum katetepa, WuUpuHoi 25 mm, 30 MM - 1 wT. (npu
HEo6X0AMMOCTH);
5.4 Wrna-uHtpoablocep, gnametpom 1,4 mm, gnuHoin 70 mm - 1 wT,;
5.5 KoakcuanbHblii MHTpoAblocep, anameTpom 1,70 mm, gnunHoi 70 MM; gmametpom 1,27
MM, AnnHoih 60 mm; gnametpom 1,0 mm, gnnHoi 45 mm; guametpom 0,75 MM, AnnHOR 38
MM - 1wT. (Npn HEOBXO0AUMOCTN);
5.6 WHTpogbtocep FloSwitch™ | anametpom 2,1 mm, gnuHoii 70 mm; gnametpom 1,7 mm,
ANVHOA 70 MM; anameTpom 1,27 MM, AnuHOW 60 MM; AnameTpom 1,0 MM, ANIMHHON 45 MM
-1wT. (Npu Heob6Xx0QNMOCTK);
5.7 Ounatatop, anameTtpom 4Fr (1,33 mMm), gnuHoit 88 mMm; guametpom 5Fr (1,7 mm),
AnvHoi 88 mm; gmnametpom 6Fr (2,0 mMm), gnuHoii 88 mm; guameTpom 8Fr (2,69 mm),
AnuHoi 110 mm; gnameTtpom 9Fr (3,0 mm), annHoi 110 mm; anameTtpom IOFr (3,33 mMm),
ANVHOA 110 MM - 1 wT. (NpW HeobXxoAUMOCTH);
5.8 Konnayok - He 6onee 5 wWT. (Mpn HEO6XOAMMOCTH);
5.9 Bpawatowuniica pasbem Floswitch™ - He 60nee 5 WwT. (Npu Heob6xoaMMOCTH);
5.10 3axum gna kateTtepa, 4AWHON 18 MM, 25 MM - He 6onee 5 WT. (NpU HEOO6XOAUMOCTH);
5.11 Wnpwuy, obbem 5 Ma - 1 wT. (NpU HEO6XOANMOCTH);
5.12 Wnpuy Guiding Syringe, 06beM 5 ma - 1 wT. (Mpn HEO6X0AMMOCTH);
5.13 Ckanbnenb - 1 wT. (MpnM HEOBXOAMMOCTH);
5.14 TIpOCTbIHA XUpypruyeckas C BbLESIEHHbIM XUPYPrUYECKUM NoSeM ANA nayueHrta - 1
WT. (Npn HeobXxoAUMOCTN);
5.15 WHCcTpyKUuMA no npuMeHeHuto- 1T,

6. KarteTep LeHTpanbHbIil BeHO3HbIN Hvdrocath Assure ™ B Ha6ope:

6. Katetep Hydrocath Assure™ c ogHum npocsetom, guametpom 5 Fr (1,75 mm), gnuHon 200
MM wT.;

6.2 NMpoBOoAHUK C J-06pasHbIM KOHYMKOM C YCTPOWCTBOM AN MNPOXOXAeHUs kaTeTepa
Venaguide Seldinger, guametpom 0,9 mm, gnmHoi 450 mm, 500mm, 600mMm, 700Mm 1 wT.;

6.3 Wrna-nutpoabtocep, gnametpom 1,4 mm, gnnHon 70 mm - 1wT.;

6.4 KoakcnanbHblil WHTpoAblocep, AuameTpom 1,7 MM, AnuHoi 70 MM - 1 wT. (npw
HeobxoammocTn);
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6.5 MHTpoabtocep FloSwitch , gnameTtpom 2,0 MM, gnuHoit 70 mMM; anametpom 1,7 MM,
ANuHo 70 mM; gnametpom 1,20 MM, AnuHoin 60 mm; guametpom 1,0 MM, ANUHHOW 45 MM -
lwTt. (Npn Heob6xoAMMOCTH);

6.6 Aunatatop, anametrpom 6Fr (2,0 mm), anuHoi 88 MMm; aunameTpom 8Fr (2,69 MM), 4NUHON
110 mm; gnameTtpom IOFr (3,33 mm), gnuHoi 110 mm - 1 wT.;

6.7 YcTpoilicTBo Ans  dukcauyuu kateTepa, wWwupuHon 25 mm, 30 mm -1 wT. (npwu
Heob6xoaumocTH);

6.8 Konnayok-1 wTt. (Npn HEO6X0AMMOCTH);

6.9 Bpawatwunitca pasbem Floswitch™ -1 wT. (npn Heo6xo4MMOCTN);

6.10 3axum gns katetepa, 4ANHON 18 MM, 25 MM —He 6051ee 2 WT. (NpU HEO6XOANMOCTH);

6.11 Wnpwuuy, o6bem 5mn - 1 wTt. (Npn Heob6X04UMOCTH);

6.12 Wnpwny Guiding Syringe, 06bem 5 ma - 1 wT. (Npn HeobxogUMoCTK);

6.13 WHCTpyKLMA NO NPUMEHEHUI0-1 wWT.

. KaTteTep ueHTpanbHbIl BEHO3HbIN Hvdrocath Assure ™ B Habope:

7.1 Katetep Hydrocath Assure™ c¢ aBymsa npocBetamu, gnametpom 7 Fr (2,40 mMM), AnnHOM
150 MM, 200 mm, 300 MM - 1 wT.;

7.2 NMpoBoaHUK ¢ J-06pa3HbIM KOHYMKOM C YCTPOWCTBOM [N MPOXOXAEHMA KaTeTepa
Venaguide Seldinger, gnametpom 0,9 mm, gnuHoit 450 mm, 500mm, 600mm, 700MM 1 wT.;

7.3 Wrna-nHtpoabtocep, gnametpom 17G (1,4 mm), gnuHoi 70 mm 1 wrT.;

7.4 KoakcumanbHblii nHTpOoAblocep, Aguametpom 1,7 MM, gnuHoi 70 mm - 1 wT. (npw
HEo6X0AMMOCTH);

7.5 NWHTpoabtocep FloSwitch ™, ganametpom 2,0 MM, gnuHoin 70 mm; guametpom 1,7 MM,
AnwHoi 70 mm; guametpom 1,20 mm, gnuHoit 60 mm; gnameTpom 1,0 MM, ANUHHONK 45 MM -
lwTt. (Npu Heob6xo0AMMOCTHN);

7.6 Annatatop, guametpom 6Fr (2,0 mm), gnuHoi 88 mm; gnameTrpom 8Fr (2,69 mMM), ANNHOIA
110 mm; guameTtpom IOFr (3,33 mMMm), gnuHoin 110 mm - 1 wTt,;

7.7 YcTpoiicTBO Ana  dukcaumn katetepa, WwWupuHon 25 mMm, 30 MM -1 wT. (npu
Heob6xoaumocTH);

7.8 Konnayok-He 6onee 2 wTt. (MpM HEO6XOAUMOCTHK);

7.9 Bpawatwwniics pasbem Floswitch™ - He 6onee 2 wT. (MpU HEO6X0AUMOCTH);

7.10 3axum gnsa katetepa, ANAMHON 18 MM, 25 MM —He 6onee 2 WT. (MPpU HEO6XOAUMOCTH);

7.11 Wnpwuy, obbem 5 ma - 1 wT. (Npn HEO6X0ANMOCTH);

7.12 Wnpuy Guiding Syringe, o6bem 5 ma - 1 wT. (NpM He06X0AUMOCTK);

7.13  WHCcTpyKLuMa no npuMeHeHuto -1 wr.

8. KaTteTep ueHTpanbHblli BeHO3HbI Hvdrocath Assure™ B Habope:

8.1 Katetep Hydrocath Assure™ c Tpemsa npocsetamu, guameTpom 7 Fr (2,40 mm), gnuHon 150
MM, 200 mm, 300 MM - 1 wT.;

8.2 NMpoBofHUK ¢ J-06pasHbIM KOHYMKOM C YCTPOWCTBOM [ANA MNPOXOXAEHUA KaTeTepa
Venaguide Seldinger, guametpom 0,9 MM, gnuHoin 450 mm, 500 mm, 600 mm, 700 mMm - 1

wr.;
8.3 Wrna-uHtpogbtocep, anametpom 1,4 MM, AAUHOK 70 MM - 1 wT.;
8.4 KoakcumanbHblii WHTpoAblocep, Auametrpom 1,7 MM, gnuHoi 70 mm - 1 wTt. (npwu
Heo6xoaumocTH);

8.5 NHTpogbtocep FloSwitch™, amnametpom 2,1 MM, AgnuHoi 70 mm; guametpom 1,7 MM,
ANnHOW 70 mMm; gnameTtpom 1,27 mm, gnuHoi 60 mm; gnametpom 1,0 MM, ANUHHOWK 45 MM -
lwTt. (Npn HeobXxo4MMOCTH);

8.6 Aunatatop, anameTtpom 6Fr (2,0 mm), gnuHoit 88 mm; gnametpom 8Fr (2,69 mMM), ANMHON
110 mm; guametpom IOFr (3,33 mm), gnnHoi 110 mm - 1 wT,;

8.7 YcTpoiictBo Aans Qwukcauuu kateTepa, WuUpuHoi 25 mmM, 30 wmMm -1 wT. (npwu
Heob6xoaMmMocTn);

8.8 Konnavok -He 6onee 3 WT. (Npu HEO6XOAMMOCTH);

8.9 Bpawatownintca pasbem Floswitch ™ - He 60onee 3 wWT. (NpU HEOO6XOAUMOCTH);

8.10 3axum gns katetepa, 4NANHON 18 MM, 25 MM —He 60nee 3 WT. (Npn HEOBXOAUMOCTHK);
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811 LUnpuu, 06bem 5 mn - 1 wt. (Mpy HEO6XOAMMOCTH);
8.12 LWnpwy Guiding Syringe, 06beM 5 mn - 1 wrt. (Npy He06X0AUMOCTH);
8.13  VIHCTpyKUWSA MO NPUMeHeHMIo-1 L.

1.2 Ha3HayeHMe MeLULUNHCKOrO u3genus

KateTe|) ueHTpanbHbIli BeHO3HbIN Careflow™” 1 KaTeTep LeHTpa/bHbli BeHO3HbI Hydrocath
Assure B Habopax npeacTaBnsAOT COO0M BHYTPUBEHHbIN KaTeTep, MNpefHasHa4YeHHbI Ans
KpaTKOCPOYHOro npumMmeHeHus (He 6Gonee 30 pgHel) ¢ uenblo obecueHeHWs foctyna B
KPOBEHOCHYO CMUCTEMY YesloBeKa NyTeM BBefeHMA No metody CenbanHrepa yepes BHYTPEHHIOH
APEMHYI0 UM MOAK/MIOUYMYHYIO BeHbl TakK, YTOObl KOHUYMK KaTeTepa pacrnonarancs B BepxHeii
nosfoi BeHe. JlaHHble UW3[eNUA NPUMEHUMbl AN BbINOJHEHUA WHAY3UIA NeKapCTBEHHbIX
npenapaTos, XWAKOCTeN Ans MONHOro napeHTepanbHoro nutanusa (MMM), WHGY3Min 601bLINX
00bEMOB, MHOrOKpaTHOro o0T60pa 060pa3lLoB KPOBM W MOHUTOPUPOBAHMUSA [aBfeHMs B
LEeHTpanbHbIX BeHax. KaTeTep LUeHTpaibHbllA BeHO3HbIn Hydrocath Assure™ wumeer
rMapomMnbHOe aHTUMUKPOOHOE MOKpbITME, nNpefoTBpallatoliee 06pa3oBaHMe  KOIOHWIA
MWKPOOPraHM3mMoB B KaTeTepe

Ycnosusa NMPUMEHEHNA MEANLIMHCKOTO n3nennAa —B NneyebHbIX yupexaeHuax.

1.3 OnwucaHue, NPUHLMNbI AeACTBUSA MEAULMHCKOrO n3genns

Habopbl cocyaucteix katetepoB Careflow™”, Hydrocath Assure™™ npeactaBnaioT Cco60i
KaTeTepbl [ANs KPATKOCPOYHOro npumeHeHus (He 6onee 30 AHeid) ¢ wuenblo pgocTyna B
KPOBEHOCHYIO CUCTEMY uesioBeka no Mmetoay CenbauHrepa.

Habopbl cocyaucTtbix kateTepoB CaroAoxy™®, Hydrocath Assure™™ gknio4yalOT B COCTaB
BHYTPMUCOCYLMNCTble O4HOMPOCBETHbLIE N MHOTOMPOCBETHbIE KaTeTepbl C PEHTTEHOKOHTPACTHbLIMU
NONNYpeTaHOBbIMKU TpybKammn Kopryca, BbiMyCKaeMble B pa3/IMyHbIX BapuaHTax C guaMeTpamu
ot 2,5 Fr (0,90 mm) go 9,5 Fr (3,22 mm) 1 gnmHamu oT 60 mm go 300 MMm.

Tpybkn cocyaucTbix KaTeTepoB Careflow™"'N He cofep)aT HMKAKOro MOKPbLITUSA, TOrAa Kak Ha
TPpy6KM KaTeTepOB LEHTPaNbHbIX BEHO3HbIX KaTeTepoB Hydrocath Assure™® HaHoCUTCS
rMaponnbLHOe aHTUMUMKPOOHOE NOKPbITUE M3 BeH3ankoHua xnopuga (BAX).

FrnppodumnbHoe NOKpbITUE KaTeTepoB LleHTPanbHbIX BeHO3HbIX KaTteTepoB Hydrocath Assure™
npuobpeTaeT cMasblBatoLMe CBOMCTBA NPU YBNaXHeHUN. IT0 obneryaeT BBeAEeHWe KaTeTepa B
Teno nauueHTa 1 NpuaaeT ero NOBepXHOCTU TPOMOOPE3NCTEHTHbIE CBONCTBA. KaTeTep cHabeH
cnoem nokpbiTuA Hydromer, KoTOpoe nponuTeiBaeTca OeH3ankoHua xnopugom (BAX). Bo
BpeMsi Mcnosib3oBaHMA BAX nMOCTeneHHO BbIMbIBAETCA M3 CM0A MNOKPbITUA Hydromer, u4To
NpenaTCTBYET Pa3BUTUIO MHAYLMPOBAHHOIO KaTeTepoM Cencuca.

KaTeTep OCHalleH KOHWYECKMM aTpaBMaTUUYECKMM KOHYMKOM, KOTOPbIA YMeHblUaeT pPUCK
TPaBMMPOBaHWA BEH M YNpOLLaeT npouecc BBefeHns. KaTeTep ocHauieH pasbeMmoMm Tuna Jlyep-
ok pns nofKMYeHUs COCTaBHbIX u3fenuid. Takxe ans obecneyeHWs MNJIaBHOrO BBeLEHUS
KaTeTepa BbINOMHAETCA CUIMKOHM3ALNSA KOAKCMaNbHOI0 UHTPObIOCEpA.

KateTe™ LeHTpanbHbIi BeHO3HbI Careflow™”, KaTeTep LUeHTpanbHbIi BeHO3HbI Hydrocath
Assure  NOCTaBfAOTCH B CTEPUbHOM BUAE B COCTaBe Habopa, B KOTOpbIA TakKXe BXOAAT
MepeynCnIeHHble HMXe KOMMOHEHTbI, MOMOralwLine BBeLeHUIO KaTeTepa. PasnnyHble coueTaHums
3TUX KOMMOHEHTOB YNaKOBbIBAKTCA B IOTKN HAOOPOB KaTeTepos:

Wrna-uutpopgbrocep
KoakcuanbHblii UHTpOAbOCEP
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MpoBOAHWK C J-06pasHbIM KOHYMKOM C
YCTPOWCTBOM [N MPOXOXAEHUA KaTeTepa
Venaguide Seldinger

Ownnatatop

YCTpoWCTBO ANS PUKcauumn Katetepa
NHTpoabtocep FloSwitch™

Konna4ok

Bpawatowmiica pasbem Floswitch

3aXuM ans Kartetepa

Wnpuy

Wnpuy Guiding Syringe

Ckanbnenb

MpoCTbIHA XMpypruyeckas C BblLENEHHbIM
XUPYPrUYECKUM Mosiem ANA nayyeHTa

Nrna—MHTpogblocep, nocTaBnsieMas B COCTaBe HabopoB Heo6XxoaMMa 415 YUPECKOXKHON NMYHKLUU
BEH C Lenblo 06n1eryeHnsa npouesypsl BBeAEHMA KaTeTepa.

KoakcranbHblli (COCTaBHON) UHTPOALIOCEP NpefHa3HavyeH 411 LOCTyna B COCYAUCTYIO CUCTEMY.

MpoBogHMK C J-06pa3HbIM KOHYMKOM C YCTPOMCTBOM A7 MPOXOXAeHus KaTeTepa Venaguide
Seldinger BBOAUTCA Yepes UrNy AN fabHellero BBefeHNs KateTepa.

[Ounatatop npumeHseTca A8 pacliMpeHUs NpoKona KOXW. Takxe npu HeobXoaumocTu
JanbHelLwero paclwmpeHns Mmecta NpoKoia NPUMEHSAETCS CKasibnesb.

MHTpogbtocep Floswitch™M” uncnonb3yetca Ans  BBOAa MNPOBOAHWMKOB, WCMONb3YeEMbIX C

LLeHTpanbHbIMN BEHO3HbIMW KaTeTepamu.

YCcTpoieTBo AN (PuKcaumm KateTepa npefHasHayeHO AN HafeXHOro yhepXxaHus karetepa u
KpPenneHnsa K KOXe [ANA 3HAUUTENbHOINO CHMKEHUA pPUCKA MEXAHMYECKOro MoBpexaeHus
BHYTPEHHEN CTeHKM cocyja.

Wnpuybl (5 ™Mn) BKAKOYEHbl B HEKOTOpble Habopbl W MpefHasHayeHbl [NA  BBeAeHUA
KOHTPACTHbIX U (hapMaL,eBTUYECKUX BELLECTB.

Wnpuy, Guiding Syringe BXOAWT B COCTaB HeKOTOPbIX HabopoB W MpefHasHa4yeH AN1A BBOAA
NPoBOAHMKOB (M0O3BONAET BBOAWUTb MPOBOAHUK B MPOCBET COCYyAa CKBO3b MOPLUEHb), AaHHbIV
CNoco6 CHMXaeT KO/IMYeCTBO MaHUNynAauuid Npu yCcTaHOBKE KaTeTepa, YCTPaHseT BepOsiTHOCTb
AMCNOKauum urabl, aPGeKTUBHO Npefynpexpaet BO3AYLIHYH 3MO0ANI0, CBOAUT K MUHUMYMY
KPOBOMOTEPIO M KOHTAKT Bpaya C KPOBbIO NauueHTa.

Konnayok Heo6xoAnm ANif CO3f4aHUsA TepMETUYHOCTM B KaTeTepe.

MpOoCTbIHA XMpYypruyeckas € BblAeNIeHHbIM XUPYPrUYecKUm nonem An8 nauueHTa, BXoAslias B
COCTaB HeKOTOpbIX HabopoB HeobXoAuMa A5 3aKPbITUA MOBEPXHOCTU Tefa nauueHTta, umeer
cneumnanbHOe 0TBEPCTME AN1S OTrpaHUYeHNs MecTa NyHKLUN.

Bpawatowmiica pasbem  Floswitch npefHasHayeH [And  KpenjeHns Ha KOXe U
KpaTKOBPEMEHHOIO MNepeKpbITUA MNPOCBETa HAPY)XXHOro yyacTka KaTeTepa, npefoTBpallaeTt
BO3AYLUHY 3MOONNIO NN UCTEYEHME KPOBM NPU MaHUNYNALUAX C KAaTETEPOM.

3aKMUM And KaTeTepa MCMONAb3yeTcs Ansd CXaTtus TMOKOM WM 31acTUYHOW TPYOKKM, 4TOObI
perynmpoBaTb WAN O0CTaHaBAUBaTb MOTOK XUAKOCTU.

Ckanbnenb 3TO PYYHON XMPYPrUYECKUIA WMHCTPYMEHT, NpefHa3HaYyeHHbIN 15 paccevyeHus
aTpaBMaTU4eCKUX TKaHerW N KPOBEHOCHbIX COCYZO0B.
KateTte|)* LeHTpabHbliA BeHO3HbI Careflow KaTeTep LeEHTpanbHbI BeHO3HbI Hydrocath
Assure BMeCTe ¢  HabopoM  ynakoBbIBalOTCA B  WHAMBUAYa/bHbIA  XKECTKMWIA
TepMO(OPMOBaHHbI 6MCTEP, KOTOPbIA HafeXHO YAEepPXUBAET BCe KOMMOHEHTbl Ha CBOWMX
Mmectax. Blabopbl cocyaucTbix Katetepos Careflow™, Hydrocath Assure™ mnocTaBfistOTCA

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



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



PucyHok 5- CTaHfapTHas cxema KateTepa LeHTpanbHoro seHo3Horo Careflow™ ¢ yetbipbmsa
npocsetamu

PucyHok 6- CTaHAapTHaa cxema KateTepa UeHTpanbHOro seHo3Horo Careflow™ c nsATbi0
npoceseTamm

Ha6opbl cocyancTbix KaTeTepos Careflow *” Hydrocath AssureA umetoT pasHyo anuuy,
AnameTp, Konu4yecTBO npocBeToB (TepMWH «MNPOCBET» PaBHOCWUIEH TEPMUHY «KaHan»
KateTepa). PasnuuawoT  cregywowmne  BUAbl  NPOCBETOB  (KaHanoB):  AWUCTaNlbHbIN,
NPOKCUManbHbIA 1, NPOKCUManbHbIN 2, CPEAUHHbBIA 1, CpeANHHbIN 2.

Konuyectso npoceeToB (KaHanoB) 3aBUCMT OT COBMECTUMOCTU BBOAUMbBIX XMWAKOCTeR, a
TaKKe 0T MX (PYHKLMOHANbHOrO0 Ha3HayeHus (Hanpumep, ana 3adopa Kpowu/MMTM/MHpY3NK
NC, MOHMTOPMpPOBaHUA AaBNeHUsA, NH(PY3UM 60/bLINX 06BLEMOB).

2 CMOCOBbl M METOAbI CTEPUAU3ALVNN MEAULWHCKUX U3LENNIN

KomnaHus «Meput Megnkan CuHranyp» ctepununsyeT Usgenns, onncaHHble B JaHHOM (aine
TEXHUYECKOW AOKYMeHTauuu, aTuneHokcmgom (30). Banugaums umkna ctepunmsaymm 90
OCYLLECTBNSAETCA B COOTBETCTBMM C TpeboBaHUAMM MexXayHapoaHoro ctaHgapta I1ISO 11135.
ExxerogHas noBTOpHas BanMpauua OLEeHMBAeT HauXyALWWIA clydvaid 3TaNOHHON 3arpys3kum Ha
OCHOBaHUW NNOTHOCTU W KOHMMUrypauuu Tapbl, YTO MNO3BONAET MNPOBOAUTL CTaHLAPTHYHO
CTEPMNM3ALUI0 3arpy3KM CMelaHHOro nopgoHa. WMsgenua kKomnaHuu «Meput Megukan
CuHranyp» oTBeyaloT TpeboBaHuaAmM cTaHgapta ISO 10993-7 K oCTaTOYHOMY COLEepXaHuto
3TWU/IEHOKCKAa Nnocne cTepuansaLunm.
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MpOTOKOMbI N OTYETbI O BanMAaunun npouecca CTepuIn3aLum XpaHATCA B CUCTEME KOHTPO/IA
JOKYyMeHTo060poTa Komnanun «Meput Megukan CuHranyp».

MpoBeneHvem JaHHOM npoueaypsbl 3aHMMaeTcs nogpsagHas opraHu3saums,
cepTUuUUMpoBaHHas MO MeXAYHapoAHbIM TFapMOHM3MPOBaHHLIM CTaHjapTam B o06/1actu
cTepunn3aunmn MeguLmMHCKUX N3Lenuni.

HoBble n3genusa nNpoxoadT OUEHKY W, KOrga 37O ONpaBAaHOo, YTBEPXAaloTCAa U BHEAPAOTCA B
cywecTBylowme uuKnbl ctepunmsaymm 30 B COOTBETCTBUM C AEACTBYHOLWMM CTaHLAPTOM
AAMI TIR28 «YTBepxfieHue un3Lenna U 3KBMBANEHTHOCTb Mpouecca Ang crepunusaunmu
3TUNEHOKCUAOM». DTN OTYETbI XPAHATCA B OTAEe/ie CTepunn3aLnn/nabopaTopHbIX yCyr.
Habopbl cocyaucteix katetepoB Careflow TM, Hydrocath Assure TM aBnaiTCcA MeHee
CNOXHbIMW U3JEeNNSMKN, YeM CTaHJapTHOE YCTPOWCTBO KOHTponsa npouecca (YKI), koTopoe
npeacTtaBnsgeT Cco60A MauXyAllnMiA  cAydvail  KOHGuUrypauum W Nerko BHeapsieTcs B
Ba/IMANPOBAHHbLIA UUKN CcTepuamMsaunum kKomnaHum «Meput Megukan CuHranyp». [Ons
HabopoB cocyamncTteix KatetepoB Careflow Hydrocath Assure He npegycmatpuBaeTca
NMOBTOPHAaA CTEpUAM3aLNA CUlaMU NONb30BaTENA.

LiMkn cTepunusaymym COCTOMT U3 3TanoB, 00bEAMHEHHbIX B OAWH LMWK/, BbILEPXKKN BHYTPU
KaMepbl, CTepunn3auum w nNpoAyBKM ra3oobpas3HbiM a30TOM M BO3AYXOM. JITu 3Tansbl
NPoOBOAATCA B cneumanbHO Kamepe. CTepUIbHOCTb U3LeNNA NMPOBEPAETCA C UCMONb30BaHNEM
6akTepuii  Bacillus atrophaeus (paHee HasbiBaemoi Bacillus subtilis) B kauecTse
6M0N0rMYECKUX UHAUKATOPOB. PerynspHblii MOHUTOPUHT YPOBHA GMOHArpy3ku, CoAepXXaHus
b6aKkTepuanbHbIX 3HAOTOKCMHOB U OCTAaTOYHOrO COAepXaHusd 3TUNeHOKcupa NpoBOAUTCA B
COOTBETCTBMW C npeanucaHnamn dapmakonen CLUA wnnmn metogmnyecknx pykosoacts AAMI
ANSI n 1SO.

Mpouecc cTepunmsaumm 6bin BaNMAUMPOBAH ANA COOTBETCTBMA rapaHTUPOBAHHOMY YPOBHIO
ctepunsHoctn (F'YC) 10"

3- TEXHUUHECKWMNE XAPAKTEPUNCTUKW U3AENNA

3.1 KateTep ueHTpanbHbIil BeHO3HbIN Careflow B Habope.

HapyxHbI inameTp KaTeTepa 2,5 F (0,90 MM
3.0 F (1,10 mm
4.0 F (1,45 mm
(
(

5.0 F (1,75 mm
7.0 F (2,40 mm
BHyTpeHHWIA AnameTp npocBeTa 22 G (0,70 MM
Yo 20G (0,90 mm);
18G (1,25 mm);
16G (1,65mm);
14G (2,10 mm)

R

3dxbeTViBHAA A/IMHA KaTeTepa 100 mm,
150 MM,
200 mm
CoBMECTVMOCTb pasbema Thna /lyep-/lok Pasbem Tuna flyep-/lok KateTepa A0/XeH 6biTb

COBMECTMM C NMOBOPOTHbIMU afantepamMmun u
(*)VIKCVIpOBaHHbIMI/I AeTasiAMN O0XBaTbliBaemMoro tuna

PacCTosHVE MeXy MeTKaMu [/y6uHbl 10 MM

PeHTreHOKOHTPacTHOCTb KaTeTep 4O/KeH NpocMaTpuBaTbCs npu
PEHTTeHOCKONUM

GxOpocTk NOTOKa, He MeHee Onsa katetepa 2,5 F, gnuHoii 100 mm - 10 mA/muH

Ons katetepa 3 F, gnuHoit 150 mm - 16 ma/MuH
Onsa katetepa 3 F, gnuHoi 200 mm - 15 mAa/mMuH

10
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KoHurypaums KoHUMKa

NoBepxHOCTL

YCTOMUMBOCTb K YTEUKE XMUAKOCTH

YCTOMUMBOCTb K yTeUKe BO3ayxa

Quia n3BfeyeHUs Kartetepa

Ona katetepa 4 F, gnuHoii 200 mm —36 mMA/MUH
Onsa katetepa 5 F, gavHoin 150 mm - 71 ma/MuH
Ans katetepa 5 F, gnuHoii 200 mm - 63 MA/MUH
Ons katetepa 7 F, oAnHoi 150 mm - 190 MA/MuH
Onsa katetepa 7 F, gnuHoii 200 mm — 136 Ma/mMuH
KOHUYMK AUCTaNbHOrO KOHLA KaTeTepa BbIMO/HEH
rnagkuMm, 3akpyrneHHbim, 6e3 n3rn6os.

Ha BHeWwHeN NOBEPXHOCTM HE LOMKHO ObITb
TEXHONOTMYECKMX U MOBEPXHOCTHbIX NedekTns
y3en (OUTUHTOBbIX COeAUHEHNI WU ApYyTUe YacTu
KaTeTepa He JOJ/IKHbI AONYyCKaTb YyTeUKY XUAKOCTU
y3en (DUTUHTOBbIX COEAUHEHUI U ApyTrKue YacTu
KateTepa He LO/IXHbI AONYyCKaTb YTeyky BO3Ayxa B
npowecce oTcacblBaHus

He 6onee 15 H

1Karetep (Jaretlow ¢ ogHVMM NPOCBETOM (C YA/IMHUTENIEM)

IHapy>kHbIA AMameTp KaTeTepa

BHyTpeHHMIA JuameTp npoceeTa

AheTVBHAS A/1MHA KaTeTepa

COBMECTUMOCTb pa3bema Tuna flyep-nok

PaccTosiH/e Mexay MeTKamu r/1youHbl
PeHTreHoOKOHTPaCcTHOCTL

CkopocTs NOTOKA, He MeHee

1

KoHgmrypauy KoHUYMKa
[MoBEPXHOCTL
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2,5 F (0,90 mm
3.0 F (1,10 mm
4.0 F (1,45 mm
(
(

5.0 F (1,75 mm

7.0 F (2,40 mm

22 G (0,70 mm);

20G (0,90 mm);

18G (1,25 mm);

16G (1,65 mm);

14G (2,10 mm)

60 MM,

100 mm,

150 mMm,

200 mm,

300 mm

Pasbem Tuna Nlyep-/1ok kateTepa fO/XeH 6bITb

COBMeCTMM C NMOBOPOTHbIMMK afjanTepamMu u

(huKcMpoBaHHbIMU AeTanaMM 0XBaTbIBAEMOro TUna
10 mm

KaTeTep fonxeH npocmaTpuBaTbCs npu

peHTreHockonuu

Ons katetepa 2,5 F, gnuHoi 200 MM - 7 MA/MuUH

Ana katetepa 2,5 F, ganHoi 60 mm . 12 Ma/MuH

Ans katetepa 2,5 F, gnnHoi 100 MM - 10 MA/mMuH

Ana katetepa 3 F, gnnHoi 150 mm . 18 ma/mMuH

Ons katetepa 3 F, gnuHoit 200 mm - 15 MAa/MuH

Onsa katetepa 4 F, gnuHoii 60 mm — 47 ma/MuH

Onsa katetepa 4 F, gnnHoi 200 mm . 35 Ma/MuUH

Onsa katetepa 5 F, gnuHoi 150 mm . 65 Ma/MuH

Onsa katetepa 5 F, gnnHoi 200 mm - 60 ma/MuH

Ona katetepa 5 F, gnnHoi 300 mm - 46 mMa/MuH

Onsa katetepa 7 F, gnnHoi 150 mm - 159 ma/mMuH

Ons katetepa 7 F, gnuHoit 200 MM - 149 mna/mMuH

Ons katetepa 7 F, gnuHoit 300 MM — 136 mn/MuH

KOHUYMK AUCTanbHOrO KOHLA KaTeTepa 4O/XeH OblTb

rnagkum, 3akpyrfieHHbiM, 6e3 n3rnbos.

Ha BHelWwHell NOBEPXHOCTU HE AONKHO BbiTh

TEXHONOTMYECKUX W MOBENXHOCTHbIX niirbpk-Tnn

-



YCTOMUMBOCTb K YTEUKE XXUAKOCTU

YCTOMUMBOCTb K yTeUKe BO3fyXa

Cwia n3BrieyeHNs KaTteTepa
Karetep Careflow © ¢ gBymsA npocsetamu
Hapy>xHbIin grameTp KaTeTepa

BHyTpeHHWIA AnameTp nNpoceeTa

TPYoKU

SpeKTMBHAA A/IMHA KaTeTepa

1CoBMeCTMMOCTb pasbema Tuna Nyep-Nok
PaccTosH/e MeXay MeTKamMu ry6uHbl
PeHTreHOKOHTPacTHOCTb

CKopocTb NOTOKA, He MeHee
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y3en PUTUHIOBbIX COEAUHEHUIA U ApyTue YacTu
KaTeTepa He AO/KHbI AONYCKaTb YTEUKY XUAKOCTH
y3en PUTUHIOBbLIX COeAUHEHWNIA U ApYTUe YacTu
KaTeTepa He AO/IXHbI ONYCKaTb YTeUKy BO3Jyxa B
npouecce oTcacblBaHMUS

He 6onee 15 H

4.0 F (1,45 mm);
5.0 F (1,75 mm);
7.0 F (2,40 mm)
Onsa kateTtepa, guametpom 4,0 F:
22 G (0,70 mm);
20G (0,90 mm);

Ana katetepa, guametpom 5,0 F:
18G (1,25 mm);
20G (0,90 mm);

Ans katetepa, guameTtpom 7,0 F:

16G (1,65 mm);

18G (1,25 mm)

60 MM

100 mm

150 mm

200 mMm

300 mm

Pasbem Tuna flyep-/1ok katetepa A0XeH 6bITb

COBMECTMM C NOBOPOTHLIMMW afjantepamu un

(puKCUMpOBaHHbIMMW AEeTansAMW 0XBaTbiBAEMOro Tuna
10 Mm

KaTteTep LOJIXEH npocmaTtpuBaTbCs npu

peHTreHockonum

Ana katetepa 4 F, gnnHoii 60 mm, AluctanbHbIi

npocBeT - 20 MA/MWH. TpOKCUManbHbI NpocBeT 1-

mMn/ MUH
Ansa katetepa 4 F, gnnHoi 100 mm, AncTanbHbii

npocsBeT - 19 MA/MUH. MpoKcUManbHbIi npocBeT 1-

mMn/ MUH
Ansa katetepa 4 F, gnuHoit 150 mm, lnctanbHblii

npocseT - 16 ma/MuH. MpoKCcMManbHbIn npocBeT 1-

M/ MUH
Ana katetepa 4 F, ganHoin 200 mM. luctanbHbli

npoceeT - 17 ma/mMuH. NMpoKkcuManbHbIin npoceeT 1-

M/ MUH
Ansa katetepa 5 F, gnuHoin 60 mm, AuctanbHbii

npocBeT - 20 M//MUH, MpokcuManbHblii npoceeT 1-

MA/MUH
Onsa katetepa 5 F, gnuHoin 150 mm. AucTanbHblii

npocBeT - 29 MA/MUH, MPOKCMManbHbI NpocBeT 1-

M/ MUH
Ans katetepa 5 F, gnnHoit 200 mM. AncTanbHblii

npoceeT - 30 MA/MUH. TpoKCUMaNbHbIi NpocBeT 1-

M/ MUH
Onsa katetepa 7 F, gnuHoin 150 mm, AucTanbHblii

8
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KoHurypaumsa KoHuuKa

lNoBepxHOCTb
YCTOMUMBOCTb K YTEUKE XUAKOCTH

YCTOMUMBOCTb K yTeUKe BO3ZyXa

Q@ nsBneveHNs Karetepa

ivaiciep x"areiiow c Tpems rnpocseTamu
Hapy>XHblii JuameTp KateTepa

BHyTpeHHWIA AuameTp npoceeTa

[aththekTMBHAA fIMHA KaTeTepa

|coBMeCTUMOCTL pasbema Tuna flyep-/lok

PaccTosHve MexXay MeTKamu ry6uHbl
PeHTreHOKOHTPaCTHOCTb

CkopocTs MOTOKA, He MeHee
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npocBetT —74 mna/mMuH, NMpokcumanbHbIN NpoceeT 1 -
24 mn/ MuH

Ana katetepa 7 F, gnudoin 200 MM, AucTanbHblii
npocBeT - 73 MA/MUH, MpoKcUManbHbIA npocseT 1 -
21 mn/ MuH

Ana katetepa 7 F, gnudoit 300 mm, ncTtanbHblii
npoceet - 61 MA/MUH. MTpoKCMManbHbIA npocBeT 1 -
19 ma/muH

KOHUYMK AMCTaNbLHOTO KOHLUA KateTepa fOJIXeH 6bITb

Ha BHelWwHel NOBEPXHOCTN He JOMKHO BbiTh
TEXHOMOTUYECKUX U MOBEPXHOCTHbLIX AedeKToB
y3en PUTUHTOBbIX COEAMHEHWII U ApYyrMe YacTy

y3en (QUTUHTOBbLIX COEAUHEHUNIA N ApYrne YacTu
KateTepa He JO/XHbI AONyCKaTb YTeuKy BO3ayxa B
npouecce oTcacbliBaHua

He 6onee 15 H

5.0 F (1,75 mm);
7.0 F (2,40 mm)
Ans katetepa, guametpom 5,0 F:
18G (1,25 mm);
20G (0,90 mwm);
20G (0,90 mm);

Ons katetepa, gnametpom 7,0 F:
16G (1,65 mm);

18G (1,25 mm);

18G (1,25 mm)

60 MM

100 MM

150 mm

200 MM

300 mm

Pasbem Tuna flyep-/lok Kkatetepa fO/KEH ObITb
COBMECTMM C NOBOPOTHLIMM afjantepamMu un
(pUKCUPOBAHHBIMMW AETaNAMMW OXBATbIBAEMOrO Tuns
10 MM
KaTteTep fonxeH npocMmatpusarbCs npu
peHTreHockonuu
Ana katetepa 5 F, gnuHoii 60 mm: luctanbHblii
npoceeT-40 mn/mMuH. CpegnHHbIA npoceeT 1-10
MA/MWH. IpOKCUManbHbIi npocBeT 1- 12 MAa/ MUH
Ona katetepa 5 F, gnnHoin 100 mm; AucTanbHblii
npoceeT - 32 mA/MuH. CpeguHHbIA npoceBeT 1- 7
MA/MWUH. NpOKCMManbHbIA NpPoCcBeT 1- 8 MA/MUH
Ons katetepa 5 F, gnuHoit 150 mm: AucTanbHbIi
npoceeT - 29 ma/MuH. CpeauHHbIA npocBeT 1- 5
MA/MWH. TpOKCUManbHbIA NpocBeT 1- 6 M/ MUH
Onsa katetepa 5 F, gnnHoin 200 mm: ncTanbHblii
npocBeT - 26 mA/MuH. CpeauHHbI npocBeT 1- 5
MA/MUH. MpoKcuManbHbIA NpocBeT 1-6 MA/MUH
Ansa katetepa 7 F, gnuHon 150 mm: AncTanbHblii

13



KoHmrypaumusi KoHunka

lNoBepxHOCTL

YCTOAUMBOCTb K YTEUKE XXMAKOCTU

YCTOMYMBOCTL K YTEUKe BO3ayxa

Qama n3BnedeHNs Karetepa

Katetep Careflow ™ yeTbIpbMs NpocBETaMMU

HapyHbiii guameTp KateTepa
BHyTpeHHWI anameTp npoceeTa

TRYoKM

SphekTVBHAA LIMHA KaTeTepa
COBMECTUMOCTb pa3bema Tuna Nlyep-Nok
PaccTosiHre Mexay MeTkamu ry6vHbI

PeHTreHOKOHTPacTHOCTb

CKopocTb MOTOKa, He MeHee

KoHturypaumsi KoH4MKa

INoBepxHOCTb

YCTOAUMBOCTb K YTEUKE XUAKOCTU

YCTOUMBOCTL K yTEUKe BO3ZyXa

Qva n3BneyeHNa KarteTtepa
Karerep Careflow ¢ nsaTbiO npocBeTamu

Hapy>xHbiidi AnameTp KaTeTepa

BHyTpeHHWIA fuameTp npocseTa
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npoceeT - 66 mn/mMuH, CpeanHHbIN npocBeT 1- 22
MA/MUH, NpoKCcMManbHbIA npocBeT 1- 23 MA/MUH
Ansa katetepa 7 F, gnnHoin 200 mm: AnuctanbHblii
npocsBeT - 59 mn/MuH, CpeaunHHbI npoceeT 1-16
MA/MUH, TIpOKCUManbHbIA npocBeT 1-17 Ma/MuH
Ansa katetepa 7 F, gnnHoin 300 mm: ncTtanbHblii
npocset - 53 MA/MuH, CpefuHHbIn npocBeT 1-11
MA/MWUH, NpoKCMManbHbIi npoceeT 1- 9 MA/MUH
KoHYMK onetanbHOro KOHLa kaTeTepa JO/IXeH ObITbh
rnagkum, 3akpyrieHHbiM, 6e3 n3rnbos.

Ha BHewWwHel NOBEPXHOCTN HE LOMKHO 6bITb
TEXHONOTMYECKNX N NOBEPXHOCTHbIX Ae(eKTOB.
y3en (OUTUHTOBbIX COEAUHEHUI U ApYTUe YacTu
KateTepa He LOJIXHbI LONYCKATb YTeUKY XUAKOCTU
y3en (OUTUHTOBbIX COEAUHEHUI U ApYTUe YacTu
KateTepa He LO/IXHbI AONYyCKaTb yTeyky BO3fAyXxa B
npouecce oTcaeblBaHus

He 6onee 15 H

8,5 F (2,80 mm)
14G (2,10 mm)
16G (1,65 mm);
16G (1,65 mm);
18G (1,25 mm)
150 MM,
200 MMm.
Pasbem Tuna Nlyep-/lok kateTepa 4OMKEH ObiTb
COBMECTWUM C MOBOPOTHbIMU ajantepamu v
(pUKCUMPOBAHHBIMMW AeTansAMU 0XBaTbIBAEMOro TUMNa
10 mm
KaTteTep foO/XeH npocmaTpuBaTbCca npu
peHTreHocKonum
Ona katetepa 8,5 F, gnnHoint 150 mm: AncTanbHbIN
npoceeT - 64 ma/MuH. CpeuHHbIi npocBeT 1- 82
MA/MUH, NpoKcuManbHbIi npocBeT 1- 20 MA/MUH.
CpeauHHbIW npocBeT 2-57 MA/MUH
Ons katetepa 8,5 F, gnuHoii 200 mm: JuctanbHblii
npoceeT - 58 Ma/MuH. CpegnHHbIA npocBeT 1- 76
M/MUH. NpoKcManbHblii npocBeT 1-19 MA/MUH.
CpeanHHbIN npocBeT 2-45 MA/MuUH
KoHYMK guctanbHOro KOHLa KateTepa 4O/XeH ObiTb
rnagkum, 3akpyrneHHbim, 6e3 n3rn6os.
Ha BHeLWHe# NOBEPXHOCTM He LOMXHO ObITb
TEXHOOTMYECKUX N NOBEPXHOCTHBIX Ae(eKTOB.
y3en (OUTUHTOBbIX COEAUHEHUNA U ApYyrue YacTu
KateTepa He LO/IXHbl LONYCKAaTb YTEUKY XUAKOCTK
y3en (OUTUHTOBbLIX COEAMHEHUIA U ApYyrue YyacTtu
KaTteTepa He LO/IKHbI AONYCKaTb YyTeUyKy BO3fyxa B
npouecce oTcacblBaHuUs
He 6onee 15 H

9,5 F (3,22 mm)
14G (2,10 mm)



SheKTMBHas /INHA KaTeTepa
COBMeCTVMMOCTb pa3bema Tuna flyep-/ok
PaccTosHVe Mexxay MeTKamu r1youHbI
PeHTreHOKOHTPacTHOCTb

CKopocTb MOTOKa, He MeHee

KoHtmrypaumst KoHunka

NoBepxHOCTL
YCTONUMBOCTb K YTEUKE XXMUAKOCTU

YCTONUMBOCTb K YTeUKe BO3ayxa

|Owna n3BneveHus katetepa
KomnoHeHTbl Habopa

MpoBoAHMK € J-06pa3HbIM KOHYMKOM C
YCTPOCTBOM /191 NMPOXOXKAEHUSA KaTeTepa
Venaguide Seldinger

rna-nHTpogsrocep

1KoaKcvanbHbIA MHTPOAbIOCEP
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14G (2,10 mm
160(1,65 mm
16G (1,65 mm
180(1,25 mm
150 mm,
200 MM,
Pasbem Tuna fNlyep-/lok kateTepa fO/IXEH ObiTb
COBMECTUM C NOBOPOTHbIMW afiantepamu u
(pUKCMPOBAHHLIMU feTaNsiMU OXBaTblBAEMOro Tuna
10 mm
KaTeTep LO/IXEH NnpocMaTpuBaTbCa npu
peHTreHockonuu
Ana katetepa 9,5 F, ganHoin 150 mm: luctanbHbiil
npocset - 73 ma/MuH. CpeagnHHbIli npocBeT 1-61
MA/MUH. TIpoKcUManbHblil npocBeT 1-19 MA/MUH.
CpeauHHbI NpocBeT 2-65 MA/MUH.
MpokcuManbHbllii NpocBeT 2-21 MA/MUH
Ana katetepa 9,5 F, gnuHoin 200 mm: AucTanbHbii
npoceeT - 68 mna/MuH. CpegnHHbIN npocBeT 1-58
MA/MUH. NpokcuManbHbIi npocBeT 1-13 MA/MUH.
CpeauHHbIN npocBeT 2-60 MA/MUH.
MpokcMManbHbli NpocBeT 2-12 MA/MUH
KOHUYMK OUCTaNnbHOrO KOHLA KaTeTepa 40/1XeH 6bITb
rnagkum, 3akpyrieHHbim, 6e3 n3rn6os.
Ha BHelWwHell NOBEPXHOCTU He LOSIXHO 6bITb
TEXHONOTMYECKUX N MOBEPXHOCTHbIX AE(EKTOB.
y3en (OUTUHTOBbIX COEAUHEHWUI N ApyrMe YacTu
KateTepa He AO/IXHbI AONYyCKaTb YTEUKY XUAKOCTH
y3en (OUTUHTOBbIX COEAUHEHUI N fpyrue YacTu
KateTepa He LOJIXHbI fONycKaTb YTeuky BO3gyxa B
npouecce oTcacbiBaHUs
He 6onee 15 H

N R N N

Ovametp npoBofgHuka 0,600 mm, gnuHa 450 mm, 650
MM

Ovametp nposofHuka 0,900 MM, gnnHa 450 mMm,
500mMm, 600 mm, 700MMm

HapyxHblii gnameTtp: 1,40 MM

MonHas gnuHa Tpy6KU UrAbI-MHTPOAbIOCepa: 70 MM
Ha BHewWHed NOBepPXHOCTW He AO/KHO 6bITb
TEXHOMOTMYECKUX U NOBEPXHOCTHbIX Ae(heKTOB.

1) HapyxHblli gnameTp 060104YKM UHTPOAbLOCEPA:
1,70 mm

A hekTnBHANA AnnHa 060104YKM NHTPOAblocepa: 70
MM

HapyXHblii anaMeTp UHTPOAbIOCEPHOW UMbl
(BxopAweit B cocTaB uHTpoAblocepa): 1,24 Mm

Ha BHelWHel NOBEPXHOCTU UHTPOLbICEPHON UMbl
(BxoAadl el B cOCTaB UHTPOAbIOCEPA) HE AOMKHO ObITh
TEXHONOTMYECKUX U NOBEPXHOCTHbIX Ae(eKTOB.
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2) HapyxHblii guameTp 060/104KM UHTPOAbOCEPA:
1,27Mm

A hekTnBHAA ANnHA 060104KM MHTpOoAblocepa: 60
MM

HapyXHblii guameTp UHTPOLbIOCEPHONW UMbl
(Bxoasiwen B coctaB MHTpoablocepa): 0,85 MM

Ha BHelWwHed NOBEPXHOCTU UHTPOABLIOCEPHOW UINbI
(Bxopasw el B cocTaB UHTPOAblOCEPA) HE AO/IKHO ObITh
TEXHOMOTMYECKNX U MOBEPXHOCTHbIX AedeKTOB.

3) HapyxHblii guametp 060/104KM UHTPOAbIOCEPA:
1,00 mm

AhdhekTnBHAA A/IMHA 060/104KN MHTPOAbtOCepa: 45
MM

HapyXHblI1 fuamMeTp MHTPOAbIOCEPHOMN Wbl
(BxoaAwei B coctaB MHTpoabtocepa): 0,5 mm

Ha BHeLWHe# NOBEPXHOCTU UHTPOAbLIOCEPHOI UMb
(BxoaAwWwei B COCTaB MHTPOAbIOCEPA) HE JOMKHO ObITb
TEXHONOTNYECKUX 1 NOBEPXHOCTHbIX Ae(EeKTOB.

4) HapyxHblii guameTp 060104k UHTPOAblOCEPA:
0,75 mMm

dpdekTnBHAA 4NnHa 060104KN UHTpOLbloCcepa: 38
MM

HapyXHblii anamMmeTp UHTPOAbLIOCEPHOW UMbl
(Bxogswelt B cocTtaB nHTpoabtocepa): 0,40 mMm

Ha BHeWHel NOBEPXHOCTU UHTPOALIOCEPHOI UMbl
(BxopAlwel B cocTaB UHTpOAbIOCEPA) HE JOKHO Ob[Tb
TEXHONMOTNYEeCKUX 1 NOBEPXHOCTHbIX AeeKTOB.

1) HapyXHbli1 guameTp 060/104KM UHTPOAblOCEPA:
2,00mm

dpdekTnBHAA gNnHa 060/104KKM MHTpPOAblocepa: 70
MM

HapyXHblii fuameTp MHTPOAbLIOCEPHONR Wbl
(Bxogsiwen B cocTaB UHTpoAblocepa): 1,40 Mm

Ha BHewWHed NOBEPXHOCTU UHTPOALIOCEPHON UMb
(Bxopgswel B cocTaB MHTPOAbIOCEPA) HE JOKHO BbITh
TEXHONOTMYECKUX U MOBEPXHOCTHbIX AeeKTOB.
ycunue nepekntoyeHns notoka: He 6onee 10 H

2) HapyXHbli1 gnameTp 060104KM MHTPOAbIOCEPA:
1,70mMm

A hekTBHAA ANnHA 060/104YKKM MHTPOAblOcepa: 70
MM

HapyXHbll guamMeTp UHTPOAbLIOCEPHONW UMbl
(Bxopsiwei B coctaB MHTpoAbocepa): 1,20 Mm

Ha BHeWwHel NOBEPXHOCTN MHTPOAbLIOCEPHON UMbl
(Bxopgswen B cocTaB MHTPOAbOCEPA) HE AO/IKHO ObITh
TEXHONOTMYECKUX N MOBEPXHOCTHbIX AeeKTOB.
Ycunue nepeknyveHns notoka: He 6onee 10 H

3) HapyHbli1 gnameTp 060/104KN UHTPOAbHOCEPA:
“,20MM

A hekTMBHAA fNHA 060/104KM UHTpOAblocepa: 60
MM
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Junnaratop

I Bpawatopiics pasbem Floswitch
1

| 3akm oNns KarteTepa

1

1Lnpuu, 06bem 5 mn
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HapyXHbli guamMeTp UHTPOLbIOCEPHON UMbl
(Bxogswen B coctaB MHTpoabtocepa): 0,86 MM

-la BHeWHEe# NOBEPXHOCTU UHTPOALIOCEPHON UMbl
(BxogswWen B cocTtaB UHTPOAbIOCEPA) HE LO/TKHO ObITb
TEXHONOTMYECKNX N NOBEPXHOCTHBIX AeeKTOB.
Ycunue nepeknyveHns notoka: He 6onee 10 H

4) HapyxHblii gnameTtp 060/104KM MHTPOAbOCEPA:
1,00 mm

A dhekTMBHAA ANNHA 060104YKM NHTPOAbIOCEpa: 45
MM

HapyXHblli guaMeTp MHTPOAbIOCEPHON UMbl
(Bxogswen B coctaB nHTpogblocepa): 0,50 mm

Ha BHelWHel NOBEPXHOCTU UHTPOLbLHOCEPHON Wbl
(Bxogswel B coeTaB MHTPOAbOCEPA) HE JOMXKHO BbITb
TEXHONOTNYECKNX N MOBEPXHOCTHbIX Ae(EKTOB.
Ycunue nepekntoyveHns notoka: He 6onee 10 H

Hapy>Hbli1 OnnHa
AviameTp n3genusa

4F (1,33 mm) 88 MM
5F (1,7 mm) 88 MM
6F (2,0 MMm) 88 MM
8F (2,69 mm) 110 mm
9F (3,0 mm) 110 mm
10F (3,33 mm) 110 Mm
BHYTpeHHWA Ona ounatatopa 4F: 0,66 MM
AnameTp Ansa nunatatopa 5F: 0,66 mMm
ANCTa/IbHOT 0 Ana punatatopa 6F: 0,66 mm
(Cy>KeHHOr0) Ana gpunatatopa 8F: 0,96 Mm »
KOHLUa Ana punatatopa 9F: 0,96 mm
Annatartopa Ons aunatatopa 10F: 0,96 mm
CeoMeTpHYeCKass Hannune KOHYCHOTo CyxeHus,
thopma oTWANMUgoBaHHOro Kpas. Kpaii
AnCTanbLOro He [0/1XeH ObITb OCTPbIM. be3s
KOHUa TPeLWmnH, LapanuH.
annartaropa

PeHTreHOKOHTpa PeHTreHokoHTpacTeH
CTHOCTb

OnvHa: 8 MM
WupuHa 11 mm
BbicoTa 13 MM

1 BapuaHT 3axuma:
OnuHa 25 MM
WwupnHa 9 mm

2 BapuaHT 3axuma:

OnuHa 18 mMm

WupnHa 6 Mm

Bbicota 12 mm

- HOMWHaNbHaa BMECTUMOCTb Wnpuua: 5 mn;

- YuCTOTa MOBEPXHOCTU WNPULA: NOBEPXHOCTb
lwnpuya gonxHa 6bITb YUCTON U HE UMETL
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LLnpuy, Guiding Syringe

Ckanbnenb

MOCTOPOHHMX YacTul Npu BU3yasnbHOM OCMOTPE;
- WKana fonxHa 6bITb rpagynpoBaHa AefieHuamu.
NInHnM rpagympoBKN AOMKHbI UMETb LUGPOBbIe
3HayeHUs, COOTBETCTBYIOWME 3HAYEHUAM
BmectumocTtu (1 mn, 2 ma, 3ma, 4 ma, 5mn)

- jeneHve wkanbl wnpuua - 0,2 mn

- obwas AnuHa WKanbl 4O OTMETKN HOMWHaNbHOW
BMECTUMOCTUN 45 MM

- HOMWUHaNIbHaa BMECTUMOCTb Wnpuua: 5mn;

- YyucToTa NOBEPXHOCTU WNpULA: NOBEPXHOCTb
wnpuua LoMxHa 6biTb YNCTOW M HE UMETb
MOCTOPOHHUX YacTUL, NPWU BU3YyaNbHOM OCMOTPE;
- CKOpOCTb acnupauuun Boabl: > 4 r/MUH

- WKana fonxHa 6biTb rpagympoBaHa AeNeHnsamMu.
NIVHUM TpagyupoBKN AOMKHbI UMeTb LUGPOBbIE
3HaYeHUsA, COOTBETCTBYHOLWNE 3HAUYEHUAM
BmectumocTu (1 mn, 2 mn, 3mn, 4 ma, 5mn)

- jeneHve wkanbl wnpuya - 0,2 mn

- obwas ANnHa WKanbl 40 OTMETKM HOMUHaNbHOM
BMECTUMOCTU 37 MM

dpdekTMBHAA ANNHA CKanbnens

24.0 MM (pexywas yacTb)

O6wasna ANuHa ckanbnens

147.0 mm

WupuHa pexyueit KpOMKK - He 6onee 3 MKM
MPOYHOCTb COEAMHEHNA MOMMMEPHONR pyyYkn U ne3Bus
- He meHee 20 H

MPOCTLIHA XMPYPruyeckasi C BblAe/leHHbIM [nvHa 914 mm
XVPYPruyeckymM Mosiem Ans nauyieHTa WupuHa 609 MM

OvameTp xupypruyeckoro nons: 102 mMm
MnotHocTb maTepuana: 0,70 ricm3
[MpoYHOCTb MaTepuana: He MmeHee 5 H
ALre3nBHbIN CNOIA: OTCYTCTBYET

LiBeT: 6enblii

3.2 KaTeTep LeHTpanbHblii BeHO3HbIN _Hyérocalb Assure ™ B Habope:
KateTep Hydrocath Assure C O4HUM MPOCBETOM

Hapy>XHbIN
AnameTp KaTeTepa
BHYyTpeHHWI
AnameTp npoceeTa
TpybKmn
ddhekTNBHAA
ANVHa KaTeTepa
COBMECTMMOCTb
pasbema Tuna flyep-
Nok

PaccTtosaHne mexay
MeTKaMun rny6uHbl
PeHTreHokoHTpacT
HOCTb

50 F (1,75 mm);

16G (1,65 mm);
200 MMm.
Pasbem Tuna Jlyep-/1ok katetepa AO/IXEH OblTb COBMECTUM C

NOBOPOTHbIMW afantepamMmn n qJI/IKCVIDOBaHHbIMVI AetTanamMmunm oxsaTtbiBaemoro
Tnna

10 MM

KateTep A0/1XEH NpoCMaTpUMBATLCA NMPU PEHTIEHOCKONUK

18

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



CKoOpoCTb MOTOKa,
He MeHee
YCTONUNBOCTb K
yTeuKe XULKOCTU
YCTONYNBOCTb K
yTeuke BO3gyxa
KoHturypayuns
KOHUYMKa
[ToBepXHOCTb

Cwvna npu
n3BeYeHNN
KaTeTepa

_KalcTtep Hydrocath Assure

Hapy>XHbIi
nvamMeTp KaTeTepa
BHYyTpeHHWI
AvameTp npoceeTa
Tpy6KM KaTeTeua

A pekTUBHAA
ONWHa KaTeTepa

COBMECTUMOCTb
pasbema Tuna Jlyep-
NTok

PaccTosiHue Mexay
MeTKaMW rny6uHbl

PeHTreHokKoHTpacT
HOCTb

CKoOpoCTb MOTOKa,
He MeHee

KoHthunrypauuns
KOHUYMKa
[ToBepXHOCTb

YCTONUYNBOCTb K
yTeUYKe XXUAKOCTK
YCcTOMUYMBOCTb K
yTeuyKe BO3gyxa
Cuna nsBne4vyeHus
KaTeTepa

KaTteTtep Hydrocath pqqre

Hapy>XHbIi
nnamMeTp KaTeTepa
BHYTpeHHMUIA
AvameTp npocBeTa

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

56 mn/MuH

y3e/l (PUTUHTOBBLIX COEAMHEHWI M Apyrue 4acTu KaTeTepa He AO/XKHbI
[0MycKaTb YTEUKY XUAKOCTH

y3eN (UTUHTOBbLIX COEAMHEHWNI M Apyrue YacTu KkaTeTepa He AOMKHbI
JonyckaTb YTeuKy BO34yxa B Npoliecce oTcacbiBaHUs

KOHUYMK AMCTaNbHOTO KOHLUA KaTeTepa BbINOMHEH rNaAKUM, 3aKpYrneHHbIM
6e3 n3rnobos..

Ha BHeWHel NOBEPXHOCTH HE BOMKHO OblTb TEXHOMNOTNYECKUX W
MOBEPXHOCTHbIX Ae(eKTOB

He 6onee 15 H

CABYMS MMNOCBETSAMMU
7,0 F (2,40 mm)

16CJ (1,65 mm);
18G (1,25 mm)

150 mMm
200 mm
300 mMm

“Pasbem Tuna flyep-/1ok kateTepa f0/XeH 6bITb COBMECTUM C
NOBOPOTHLIMU afjanTepamMmu U UKCMPOBAHHLIMU AeTafsiMW 0XBaTbIBAEMOIO

10 Mm

KateTep f0NMXeH npocMaTpuBaTbCA NPU PEHTTEHOCKOMUN

N'x karetepa 7 F, gnuHoii 200 mm. ucTanbHblii npocBeT - 69 MA/MUH
MpokcuManbHbli 1—22 MA/MUH
N q kateTtepa 7 F, onuHoii 300 mM. ucTanbHblii npocBeT - 61 MA/MUH
MpokcuManbHblil 1— 17 Ma/MuH
N a kateTtepa 7 F, gnuHoin 150 mm, AucTanbHbllii npocBeT - 71 Ma/MUH
MpokcuManbHblii 1 —23 mA/mMuH
Ons katetepa 7 F, gnnHoin 200 mm. AucTanbHbiil npocBeT - 69 MA/MUH
MpoKcuManbHblii 1 —22 MA/MUH

KoHuYnMK gnMcTanbHOro KoHUa kaTeTepa AO/KEH ObITb TNafgKum
3aKpyrneHHbIM, 6€3 n3rnbos..

Ha BHelHelk NMOBEPXHOCTU HE AO/TXHO 6bITb TEXHONOTMYECKUX K
MOBEPXHOCTHbIX ,Cl,e(*)eKTOB

O UTHIOBbIX COEAUHEHWNI U ApYyTue YacTu KaTeTepa He [O/KHbI
aonyckaTb YTeuKy XUAKOCTU

y3eN (PUTUHTOBbIX COeANHEHNI N ApYrue YacTu KaTteTepa He AOMXHbI
JonyckaTb yTeuKy BO3ayxa B NpoLecce oTcacbiBaHuUs
He 6onee 15 H

C TpeMs npocBeTamu
7,0 F (2,40 mm)

16G(1,65mm);
18G (1,25 mm);
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TPY6KM
AhheKTNBHASA
[L/IMHa KaTteTepa

CoBMeCTMMOCTb
pasbema Tuna Jlyep-
Nok

PaccTosHune mexay
MeTKaMu ryouHbI
PeHTreHoKoHTpacT
HOCTb

CKopoCTb MOTOKa,
He MeHee

KoHurypaups
KOHUMKa
NoBepxHOCTb

YCTONUMBOCTb K
yTeuKe XNAKOCTU
YCTONUMBOCTb K
yTeuKe BO3ayxa
Cuna v3BneyeHusi
KaTeTepa

MNpoBoAHUK C J-
06pasHbIM
KOHUYMKOM C
YCTPOCTBOM AN
NPOXOXKAEHWA
KareTepa
Venaguide
Seldinger
YCTPOUCTBO ANst
thrkcaumn
KareTepa

Wrna-nHTpoastocep

MHTpoabrocep
FloSwitch
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180(1,25 mm)

150 mm

200 mMm

300 MM

Pasbem Tuna Jlyep-Jlok kateTepa fO/KEH ObITb COBMECTUM C
NOBOPOTHbIMW aganTepaMun U (YMKCUPOBAHHbIMK AeTansAMM 0XBaTbIBAEMOT0
Tna

10 Mm

KateTep LO/IXEH NpocMaTpuBaTbCA NPU PEHTIEHOCKONUN

Onsa katetepa 7 F, gnuHoit 150 mm, AucTanbHblii NPOCBET - 68 MA/MUH,
MpokcumanbHblid 1- 24 ma/MuH. CpeanHHbIi 1- 22 MA/MWH

Ons xateTepa 7 F, gnuHoit 200 mm. AucTanbHblil NpocBeT - 58 MA/MUH.
MpokcumanbHbll 1-19 ma/muH. CpeaunHHblid 1-18 MA/MuUH

Ons katetepa 7 F, gnnHoin 300 Mm. AucTanbHblil npocBeT - 50 MA/MUH.
MpokcuManbHblih 1-13 MA/MWUH. CpefuHHbIi 1-13 mMAa/MuH

KOHUMK AucTanbHOro KoHUa katetepa A0/KEH ObITb rnagKum,
3aKpyrneHHbIM, 6€3 n3rnbos.

Ha BHewWwHen NOBEPXHOCTUN HE AOMKHO BblTb TEXHOOTUYECKUX U
NMOBEPXHOCTHbIX AeeKTOB.

y3en (QUTUHTOBbIX COEAUHEHUI U fpYTUE YacTu KaTeTepa He LO/KHbI
LOonycKaTb YTeUYKY XUAKOCTH

y3en (PUTUHTOBbIX COEUHEHUI U ApYyTue YacTu KaTeTepa He LOSKHbI
fonyckaTb yTeuyky BO3jyXa B npouecce oTcacbliBaHus

He 6onee 15 H

KomnoHeHTbl Habopa

[vnameTp NpPOBOAHMNKA;
0,900Mm

[nvHa npoBoAHMKa:

450 mm, 500mMm, 600mMMm, 700MMm

1 BapuaHT:

OnvHa: 25 Mm

WwnpuHa makcumanbHasa: 25 MM
BbicoTa: 5 MM

2 BapuaHT:

OnvHa: 25 Mm

WwnpuHa makcumanbHas; 30 MM

BbicoTa 6 MM

HapyxHblii guametp: 1,40 Mm

MonHasa gnuHa TPY6KM UINbl-MHTPOAblocepa: 70 MM

Ha BHEWHEN NOBEPXHOCTMN HE JO/IKHO ObITb TEXHONOTUYECKUX K
NOBEPXHOCTHbIX AedeKTOB.

1) HapyXHbl it guameTp 060104k MHTPOAbOCcepa: 2,00MM
A hekTnBHAA AnnHa 060104k MHTpPOAblocepa: 70 MM
HapyXHblil guameTp MHTPOAbLIOCEPHON UMbl (BXOASLWEN B COCTaB
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Bpawatowmiics
pasbeM
Floswitch™

KoakcumanbHbIi
NHTpOAbHOCEP

JdwnnaTtatop
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UHTpoAabtocepa): 1,40 mm

Ha BHEWHEN NOBEPXHOCTM MHTPOAbIOCEPHOI bl (BXOASWENA B cOCTaB
MHTPOLbIOCEPa) HE AO/MKHO BblTb TEXHONOTMYECKMX U NOBEPXHOCTHbBIX
fedexTos.

Ycunue nepeksloyveHuns notoka: He 6onee 10 H

2) HapyXHbl/i gnameTp 060104KK MHTpoAblocepa: 1,70MMm

A ekTBHAA ANnMHA 060104YKM MHTpPOAblocepa: 70 MM

HapyXHbll guameTp MHTPOAbLIOCEPHOW WUINbl (BXOASLEN B COCTaB
UHTpogblocepa): 1,20 mm

Ha BHelHel NOBEPXHOCTM MHTPOALIOCEPHON UMbl (BXOASLWEN B COCTaB
UHTPOAblOCEpa) He AO/IKHO ObITb TEXHOIOTUYECKUX Y MOBEPXHOCTHbIX
feekToB.

Ycunue nepekntoyveHns notoka: He 6onee 10 H

3) HapyxHblii gnameTp 060104k nHTpOAblocepa: 1,20mMm
AhdhekTnBHAA ANMHA 060104YKM UHTPOAblocepa: 60 MM

HapyXHbll guamMeTp WHTPOAbIOCEPHON UMbl (BXOAALWEN B cOCTaB
nHTpoabtocepa): 0,86 mMm

Ha BHel,Hell NOBEPXHOCTWN UHTPOAbLIOCEPHON UrNbl (BXOAALLEH B coCTaB
WUHTPOAblOCEPA) HEe AO/IKHO 6blTb TEXHONOTMYECKUX U MOBEPXHOCTHBIX
fedekToB.

Ycunue nepeknoyeHunsa notoka: He 6onee 10 H

4) HapyxHblii gnameTp 060n104kn nHTpoabtocepa: 1,00 mm

A hekTUBHAA ANNHA 060N10UYKM MHTpOAbloCcepa: 45 MM

HapyXHbll fuaMeTp MHTPOAbIOCEPHOW UINbl (BXOAsLWEN B cOCTaB
nHTpoabtocepa): 0,50 mm

Ha BHellHel NOBEPXHOCTU UHTPOALIOCEPHOI UIbl (BXOAALWEA B cOCTaB
MHTPOAblOCEpa) He AO/KHO ObITb TEXHONOMNYECKMX U MOBEPXHOCTHBIX
LedekToB.

Ycunue nepeknoyeHns notoka: He 6onee 10 H

OnuHa: 8 mm
WupuHa 11 mm
BbicoTa 13 MM

HapyxHblil gnameTp 060104KN nHTpoAbtocepa: 1,70 mMm

A hekTnBHAA AnnHa 060104KN MHTpPoAblocepa: 70 MM

HapyXHblii guameTp WHTPOAbIOCEPHOW UINbl (BXOAAWEN B COCTaB
UHTpoabtocepa): 1,24 mm

Ha BHeWwHe# NOBEPXHOCTU MHTPOALIOCEPHON UMbl (BXOAALLER B cocTaB
UHTPOAblOCEpa) HEe AO/IKHO ObITb TEXHOIOTUYECKUX U MOBEPXHOCTHbBIX
LedhekToB.

Hapy>xHbIii anameTp Amvha
u3genus

6F (2,0 MM ) 88 MM
8F (2,69 MM) 110 MM
10F (3,33 MM) 110 MM
BHyTpeHHWIA frameTp [ns gnnatatopa 6F: 0,66 MM
AUCTaNBHOTO (CY>KEHHOr0) KOHLA Llna gunatatopa 8F: 0,96 Mm
annsrtaropa Iina aunatatopa 10F; 0,96 MM
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"eomeTpunyeckas popma Hasnume KOHYCHOTO CyXeHus,

ANCTa/IbHOr0 KOHLU@A Annaratopa  orwnudosaHHoro kpas. Kpaii He
[OMIKEH 6bITh OCTPLIM. Be3
TPeuuH, uapanuH.

PeHTreHOKOHTPacTHOCTb PeHTreHOKOHTpAaCcTeH
Konnayvok asmepbl pasbema:
AnnHa 8 um
HapyXHbll guameTtp 10 MM
3aKuM AnA 1 BapuaHT 3axuma:
KateTepa Onwnua 25 MM

WwunpuHa 9 Mm

2 BApMaHT 3axuma:
Onuna 18 mm
WupuHa 6 mm
BbicoTa 12 mm
Lnpwu, o6bem 5 - HOMWUHANbHAA BMECTUMOCTb WNpKULA: 5 MAT;
MA - YNCTOTA MOBEPXHOCTMW WNPMLA: NOBEPXHOCTb WNPULA AOXKHA 6BbiTb
YMCTOI U He MMETb MOCTOPOHHWUX YacTWL, NPU BM3YyaSbHOM OCMOTPE;
wKana A0/xHa 6biTb TPaAyMpOBaHa AeneHnamMn. TMHUN TpagyupoBKM
OOMKHbI UMETb LM(POBbIE 3HAYEHNS, COOTBETCTBYIOWNE 3HAYEHUAM
BmectumocTtu (1 mna, 2 ma, 3mn, 4 ma, 5mn)
- leNleHne Wwkanbl wnpuua - 0,2 M
- 061asn A/INHA WKaNbl 40 OTMETKM HOMUHANLHON BMECTUMOCTHM 45 MM
LIJrl_pI/ILl, Guiding - HOMWHaMbHAasA BMECTUMOCTb WNpuULa: 5mi;
Syringe 4MCTOTA MOBEPXHOCTU WNPULA: NOBEPXHOCTb WNPULA AOMXKHA BbiTh
YMCTOW W He UMETb MOCTOPOHHMX YaCTUL, NPKU BU3YyallbHOM OCMOTpE;
- CKOPOCTb acnupauun BoAabl: > 4 r/MUH
- WKana fonxHa 6biTh rpagynpoBaHa AeneHuaMu. INHUM rpagynpoBKN
OOMKHbI UMETb LUMGPOBbIE 3HAYEHNS, COOTBETCTBYIOLWINE 3HAYEHUAM
BmectumocTtu (1 mna, 2 ma, 3mna, 4 ma, 5mn)
- leNeHne Wkanbl wnpuua - 0,2 M
- 061asn ANNHA WKaNbl 40 OTMETKM HOMWHANIbHOW BMECTUMOCTI 37 MM

OMMNCAHUE YMNAKOBKW C YKA3AHMEM KOJIMYECTBA U3NT.NNN R

YMNAKOBKE e
JonycTumo cTaHhapTHOe CKNaACKOe XpaHeHue u3fgennin komnaHum «Meput Megukan
CuHranyp Mre. JITo», ecnu He TpebyroTCA 0COOble YCMIOBUA XPaHEHWS, YKa3aHHble B
MapKMpoBKe ¥ 00YCNOBMIEHHbIE OLEHKOW KAMHUYECKOro pucka u (unu) aHaanm3om BUAO0B U
nocneacTeuii otkaszoB (ABIMO). W3genus ynakoBbiBalOTCA UM MapKUpyrOTCA B KayecTBe
CTepW/IbHbIX YCTPOMCTB 0O4HOPa30BOr0 WUCMO/Sb30BaHMA. CUCTEMbI 3aLUTbl CTEPUILHOCTU
onpefeneHbl B COOTBETCTBUN € TpeboBaHMAMM cTaHaapTa I1ISO 11607 ans npefoTBpalleHus
NMPOHWKHOBEHMA MUKPOOPraHn3MoB 1 06ecrneyeHns acenTUYeCKOro npeAcTaBieHUs nusgenns
B MecTe Mcnonb3oBaHuA. B pamkax NpoM3BOACTBEHHOrO npolecea MpPoOBOAUTCA MPOBepkKa
LLeNIOCTHOCTM ynakoBkM. CpoOK rofHOCTM KaTeTepoB BeHO3HbiX Careflow™ B HaboTax 5
(naTb) NeT, a CPOK rofHOCTUM KaTeTepoB LEHTpanbHbIX BeHO3HbIX Hydrocath Assure™ - 2

(aBa) ropa.
MaTepuanbl 1 KOHPUrypaumns ynakosku

KaTteTepbl UeHTpa/ibHble BeHO3Hble Hydrocath AssureTM ©“  KOMMOHeHTbl Habopos
ynakoBbIBalOTCA B MakeT m3 TanBeka. Kartetepbl CareflowTM u KOMMOHEHTbI HabopoB
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YNaKoOBbIBAKOTCA B XXECTKNE TepMO(bOpMOBaHHbIe NIOTKK C ceTyaTbiM AHOM W C KPblILWKaMWn 13
Tanmeeka. Heeko/ibKO 3aneyaTaHHbIX YNakKoBOK C U3gennaMmmn ykKnaabiBatotca B O4HY KOpO6Ky
ona  XpaHeHusd, KOTopad, B CBOK 04Yepeab, YNaKoBbIBa€TCA B W3rOTOBNEHHYHO U3

ro)pMpoBaHHOr0 KapTOHa TPaHCMOPTUPOBOYHYH KOPOOKY A/ MPOBeLeHMs CTepuamsalmm
3TUNEHOKCUAOM. A

Huxe nepeyncneHbl NpYMeHseMble YMaKOBOUYHbIE MaTepuabi:
Cneymngukauns MaTepranos ynakoBKy

Tun ynakosku KOMMOHEHTBI Marepuan
TaliBek, NOMAU3TUNEH BbICOKOWA
nnotHocTun (M3BI)

JNoTok MonnatuneHTepedTanar-
rnvkons (M3TI)

Maket
MMepBMYHaa ynakosKa

b) ATTecTaums ynakoBKu
ATTecTauus ynakoBkuM Ana usgennin komnaHum «Meput Meaukan CuHranyp Mre. JT1a»
NPOBOAMNTCS B COOTBETCTBUN C TPeOOBAHUAMW Cneayowmnx cTaHLapToB;

T?T MeLVNLMHCKUX U3JeNnnid, nognexawmx QUHULLHON cTepuim3anmm»
IMA-2A «McnbiTaHne 3KCnyaTaunoHHbIX XapaKTepucTuk c YaCTUYHbIM
MOJennpoBaHnem »

Habopbl cocygucteix katetepos Careflow™, Hydrocath Assure™ ynakoBblBalOTCA B
TepMO(OPMOBaHHbIE HWXKHWE NOTKW € eeTyaTbiM [HOM W e KpblllKaMu W3 TaiBeka C

MCnosib3oBaHNEM (PAcOBOYHO-YKYMOPOYHOTO 060pPYA0BaHUA W BCMOMOraTe/lbHbIX CUCTEM.
YnakoBKa Ans JaHHOro M3fenvs npowia atTecTalunto B COOTBETCTBUM C YTBEPXKAEHHbIMU
MPOTOKONaMU U OTHETaMW.

Cnegyer ~ OTMETWUTb,  4YTO  MCMO/b30BaHUE  BHYTPEHHUX/BHEWHUX  norkoB  u3
nonusuHunxnopuga (MBX) 6610 npekpalieHo B 2008 roay.

STUI/IKeTKI/I CTaHAapPTHBLIX YNaKOBOK neyaTtarTCA U NPUKNENBaKOTCA Ha BEPXHIOK KPbILIKY K3
TanBeKa.

c) ATTecTaums TpaHCMOPTUPOBKU
Mogenb KaTeTepa LeHTpanbHOro BeHO3HOro Hydrocath Assure™ B Habope ¢ HanbonbLuei

O/MHON, BECOM W Hambonee CNOXHOW  KOHCTpyKuuel 6bina  BblbpaHa B KayecTBe
penpe3eHTaTMBHOI0 UCMNbLITYEMOro obpasua Ana NpPoBeAeHNs UCCNef0BaHMA, HanpaB/ieHHOro Ha
aTTecTayMilo TPaHCMOPTUPOBKU. ITa MOAeNb MOXET cumTaTbCsi 06pasyom, NPeLCcTaBSHOWMUM
Habopbl cocyaucTbiX Katetepo Careflow™, Hydrocath Assure™. PenpeseHTaTUBHbIE
ncnbiTyeMble 06pasubl KaTeTepa LeHTpanibHOro BeHo3HOro Hydrocath Assure™ B Habope
3aneyaTblBalOTCA B WHAMBMAYaNbHbIE YMaKOBKWM, KOTOPble YMaKOBbIBAOTCA B KOPOOKM Ans
XpaHeHUs, a Te, B CBOK O4Yepedb, - B TPAHCMOPTMPOBOYHbLIE KOPOOGKM M3 FOPMPOBaHHOIO
KapToHa C cobnwogeHnem npouedypbl cbopku. O6pasubl ocmaTpuMBaiUCb Mepes W nocne
cTepunusaymym  (3-X KpaTHbI  UWKA) NOCfe UCNbITaHWUA Ha MOAEeNMpoBaHME  YC/IOBUNA
TPaHCNOPTUPOBKM.
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5. AHOOPMALWNSA O MAPKUPOBKE U3AENUN

dopmaTtbl 3TUKETOK u3Jennin 6binnm pa3paboTaHbl U 0J00peHbl A8 OTAENbHbIX W3AeNui,

CTepU/IbHbIX YMakoBOK M TPAHCMOPTHOM YNakKOBKW. YTBEPXAEHHas MapKMpOBKa HaxoauTcs B

TEXHO/IOrMYECKOM pernameHTe Usgenus.

KomnaHua «Meput Megukan Cudranyp [Mrte. JIT4» uMcnonb3yet clepyrolme craHaapTsl Ang

CoflepXaHna MapKWpoBKU W (POPMUPOBAHUSA CUMBOJIOB B COOTBETCTBMM C TEKYLMMU

Tpe6oBaHMAMN AUPEKTUBLI N0 MEAULVUHCKUM U3AENNAM:

* EN 1041: nHgpopmauus, nocrasnisgemMas U3roToBUTENEM.

 ISO 15223-2: wn3genns wmegnumHckue. CKUMBOSbI, WUCNONb3YeMble Ha MeLUUUHCKUX
N3aennax, MapKMpoBKe 1 B MPeAOCTaBASEMON UHDOPMALMK - YacTb 2: pa3paboTKa, BbIOOp U
BanMauns CUMBOJIOB.

* PykoBoacTBo FDA no MapkMpoBKe MeAULUHCKUX U3AeNnii A1s NauMeHToB; OKOHYaTe/lbHoe
PYKOBOZACTBO AJ/19 NPOMbILLNEHHOCTM 1 0630pbl FDA (19 anpens 2001 r.)
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17. He ncnonb3oBaTb, €C/M YNAKOBKA MOBpexaeHa

18. 5 Kptokamu He 6paTb
19. T He KaHTOBaTH
20. 3 Lumens Konuyectso npocseTos (3 nNpoceeTa)
21. fon 1 CKopocTb NOTOKa
22. O6paTtuTech K UHCTPYKLAW MO NPUMEHEHUIO
23. Hagnuce «HeTOKCUYHO»
24, [aTa nsrotosnenums/
cTepununsauuu

6. YCNOBWA SKCNNYATATTUU. XPAHEHUA N TPAHCIMOPTUPOBKW.

Y CnoBua XpaHeHus:

Temnepatypa ot +5°C pgo +27 °C (okpyxawwas cpeaa)
OTHOCUTeNbHas BNaXHOCTb ot 10% po 90 % (6e3 KoHAeHcaLMK)
ATMOC(epHoe aaBneHue 84.0 kMa - 106.7 kMa (630 - 800 Mm pT.CT.)
YcnoBusi TpaHCNOPTUPOBKN:

TemnepaTypa o1 -35°C po +55 °C (okpyxatowas cpesa)
OTHOCUTENbHAS BNAXHOCTb ot 10% pfo 90 % (6e3 KOHAeHcaLWK)
ATmocthepHoe AaBneHune 84.0 kMa - 106.7 kMa (630 - 800 mm pT.CT.)

TemnepaTtypa okpy>Xatowel cpegbl: He 6onee 25 °C
[wnana3oH TemnepaTyp npu UCnosib3oBaHWK - TemnepaTypa Tena ot 32 go 42°C
OTHOocUTeNbHaa BRaXXHOCTb: 100 % (KOHTaKT C KPOBbIO)
ATmocepHoe aaBneHue: 86-106 klla.
7. CPOKTOAOHOCTMW.

CpoK rogHocTV KateTepoB BeHO3HbIX Careflow™ B Habopax 5 (nNATb) €T, a CPOK roOgHOCTU

KaTeTepoB LieHTpasbHbIX BEHO3HbIX Hydrocath Assure™™ - 2 (aBa) roga.

OcHOBbIBasiCb Ha €eBPOMENCKOM perynumposaHuu, cumBoS «Mcnonb3oBatb f0» uan «[laTa

N3rOTOB/IEHNA» MOXET TMPUMEHATLCA K CTepW/ibHbIM MNPOAyKTaM. B cnyyae npumeHeHus

«cnonb3oBaTh [0» YKa3blBAeTCA fara, B KOTOPYK MNPOAYKT MOXeT 6biTb MCMO/Mb30BaH (gara

NCTEYEHUS CpOKa [encTBuUA), Nnocne 3TOM AaTbl HEBO3MOXHO MCMOMb30BaTb NPOAYKT. B 3Tom

cnyyae [ns onpejeneHvs faTbl NPOM3BOACTBA HEOOGXOAMMO OTHATbH O6WMIA CPOK XpaHeHUS

NPOLYKTa, 3asAB/IEHHOr0 U3roTOBUTENEM, U3 aTbl «/Ccrno/ib30BaTh 0.

8. YTUNN3ANNSA

Mcnonb3oBaHHbIE HAbOpbl YTUAM3UPYIOT KakK 3MUMAEMMUOSIOrMYECKN OmnacHble oTXofbl Knacc b

(Ha/sMyme KOHTaKTa C KPOBbIO M C/IM3UCTLIMW TKaHAMM NauueHTa).

Mo ncTeyeHMM CpoKa rogHOCTU HEUCNO/Ib30BaHHbIe Habopbl, He KOHTAKTUPYIOLMUX C KPOBbIO U

CNM3UCTBIMU CnefyeT YyTUIN3MPOBaTb, KakK anuaeMnosiornyeckn 6esonacHble 0TXonbl Knacca b,

NPMGNMKEHHbIE MO COCTaBY K TBepAbIM ObITOBbIM OTXOAaM. YTUAM3aUWUA WCMOMNb30BaHHbIX

n3genuii LO/MKHa OCYLEeCTBAATLCA B COOTBETCTBUWM C TpebOBaHMAMM 3aKOHOAaTenbCcTBa WU
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HOPMATMBHbIX [LOKYMEHTOB MO YTWAM3ALMM MPOAYKLUUW, MPUHATHIX B CTPaHe MpPUMEHEHUs
MEeANLMHCKOTO 13aenus.
9. TAPAHTUWNHBLIE OBA3ATENLCTBA

OrpaHuyeHHasa rapaHTMsa ¥ 0TKa3 OT OTBETCTBEHHOCTH

KomnaHuna «Meput Megnkan Cudranyp [te. JITa» rapaHTMpyeT COOTBETCTBME MPOAYKL MM
cneympuKkaumam BO BpeMsa OTrpy3ku [lokynatento v OTCYTCTBME AedeKTOB MaTepuanos U
M3roTOB/IEHUA B TeYeHMe Mepuoja, YKasaHHOro B MUCbMEHHON OrpaHWYeHHOW rapaHTuw,
npunaraeMon OTAeNbHO K KaXAoMy Wu3gennto. [apaHTUAHbIA CPOK XpaHeHWs KaTeTepoB
BEHO3HbIX Careflow™" B Habopax 5 (NATb) NeT, a KaTeTepoB LeHTpabHbIX BeHO3HbIX Hydrocath
Assure™ - 2 (gBa) roga. dTa rapaHTus He pacnpoCcTpaHsAeTCcs Ha NPOAYKLUMI0, KoTopas oObina: (i)
MOAM(MLMPOBaHa, W3MeHeHa, NOABeprHyTa PemMOHTY, BOCCTAHOB/IEHWIO, MepepaboTKe wIu
N3MEHEHUSM [Jpyroi KomnaHuein, nomumo «Meput Megunkan Cudranyp Mre. NT1a»; (i)
MCMO/Ib30BaHA HE MO Ha3HauyeHWto, MOABEprHyTa Henpaswu/ibHOMY 0O6palleHuto, NOBTOPHOMY
MCMONb30BAHUIO UM MOBTOPHOW CTepuaun3almu, noctpasgana B pesynbrare HeCHaCTHOro Cryyas,
HapyleHWa npaBu/ 3Kchjyatauuun, XanaTHOCTM WAM MNOCTOPOHHEro BMeluatenbcTtsa; (iii)
noBpexzeHa B pe3y/nbrate (PU3MYecKoro, NPUPOLHOro WAN 3NeKTPUYECKOro BO3LENCTBUA, a
TaKXKe C W3MEHeHHbIM, TMOBPEXAEHHbIM WAW  YyAaneHHbIM CepuiiHbIM  HOMepoMm;  (iv)
MCrnonb3oBaHa B COYETAHUN C NIOObIM ApYrMM usgenvem; (V) UCNonb30BaHa He B COOTBETCTBUM C
YKazaHuAMU M0  MNPUMEHEHUIO, 4YTO YCTAHOB/IEHO  YMNO/NHOMOYEHHOW  opraHu3auuen,
MCMonb30BaHa He B COOTBETCTBMM C 061aCTbI0 MPUMEHEHUS, YKA3aHHOW B CneuupukaLmmn, i B
YyCNOBUAX, He MNpeAyCMOTPEHHbIX [ANA [aHHOro BuAa u3genuin. Jlobble TexHWYeckue
pekoMeHAaLMn oT MMeHM KoMmnaHum «Meput Megukan CuHranyp Mre. JITa» npegoctasnsatoTcs
6e3 0653aTeNIb,CTB MAN KOMMeHcanuu, komnaHua «Meput Megukan Cudranyp Mre. JITg» He
npMHMMaeT Ha cebs Kakux-mbo 0693aTenbCTB  WAM  OTBETCTBEHHOCTW, BCE MOLOGHbIE
pekomeHgauuu  fpalTca M NPUHUMMAKOTCA  Nofd  OTBETCTBEHHOCTb  [lokynatend. 3A
NCKNKOYEHMEM BbILWWEYKA3AHHbBIX C/NIYUYAEB, KOMIAHUA «Meput Megukan
Cunranyp Mrte. Nta» HE OAET 3ABEPEHWA UMW FAPAHTWW NOBOrO POJA B
OTHOLWEHWNN nPOAYKUWN, KAK ABHO BbIPAXXEHHDbIX, TAK n
NMOAPA3YMEBAEMBIX, MOKYMNATENKO, KOHEYHOMY TMOTPEBUTENKO, TPETBENM
NMUAM. «Meput Megukan Cunranyp Mrte. ta» OTKNOHAET N MCKAKOYAET JIKOBB1E
n BCE BB1PAXXEHHBL1E, NMOAPA3YMEBAEMBLE n 3AKOHOAATEJIBHO
MPEAYCMOTPEHHbBIE TAPAHTUW, BKAKOYAA TAPAHTUN OT HAPYLUEHUWA W
MOAPA3YMEBAEMbBIE TAPAHTUN TOBAPHOIO KAYECTBA UJIW NMPUTOAHOCTU

10. PEKTAMALWA

OpraHusauusa, npuHMMalroWas Ha Tepputopuu Poccuiickoit depepauun npeTeH3un ot
noTpebumTeNs No KayecTBy NPOAYKTa:

O6LecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbI «Meput TekHonogxuc» (000 «Meput
TekHonogxuc»), OMPH 1117746679533, MHH 7705960130

KOpuanyeckunin agpec: P®, 119017, ropoa Mocksa, 1-biii Kasaumini nepeynok, 4. 7, atax 1, KOM.
6. Ten/take: +7 (495) 221-89-02
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MpunoxeHwne 1

VHCTPYKLMS MO NPUMEHEHUIO
HaGopbl cocyancTbix kaTeTepos Careflow ™
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OnucaHune
Habopbl McyaucTbix KaTeTepoB Careflow™, BKAOYalOT KaTeTep LEHTPasibHbIA BEHO3HbIN
Careflow , KOTOpbIii NpeacTaBNseT CO60M PEHTreHOKOHTPACTHbIN MONMYPEeTaHOBLIN KaTeTep.

MokasaHWAa K NPUMEHEHMNIo

KaTteTep ueHTpanbHbli BeHO3HbIA Careflow™ B Habope nokKasaH A5 KpPaTKOCPOYHOrO
npumeHeHns (He 6onee 30 AHel) C uenbk 0b6ecneyveHMs A0CTyna B KPOBEHOCHYH) CUCTEMY
yenoseka nyTeM BBefeHMA M0 MeTody CenbAnHrepa 4epes BHYTPEHHIOK SAPEMHYIO UK
NMOAKNIOUYNYHYIO BeHbl Tak, 4TOObl KOHUYMK KaTeTepa pacrofnarancsa B BEpXHeil Nonow BeHe.
KaTeTep npuMeHUM NS BbINONHEHUA WH(Y3WUIA NeKapCTBEHHbIX MpenapaToB, XWAKOCTeR Ans
NoNHOro mnapeHTepansHoro nutaHusa (MMM), UHPY3niA 601bWIMX 06bEMOB, MHOTOKPaTHOrO
oT6opa 06pa3L,0B KPOBM M MOHUTOPUPOBAHUSA LABNEHUS B LLEHTPa/IbHbIX BEHAX

MpoTnBONoOKaszaHnA
UpecKoXHas MNyHKUMA BeHbl MOXeT ObiTb MNPOTMBONOKAa3aHa MauuWeHTaM C JIerOYHOM
rmnepTeH3nen.

MauneHTbl C NOJO3PEHMEM HAa TUMepyYYBCTBUTENIbHOCTb K HUKENO AO/MKHbI MPOWTM TecT ANS
OLEHKMN YYBCTBUTE/ILHOCTWN KOXW Mepes MCMoib30BaHWEM NMPOBOAHMKOB B MeCTax pasMeLleHum
LeHTpa/bHbIX BEHO3HbIX KAaTeTepos.

MNpumeyaHue.

cnonb3yiiTe TONbKO NO MHCTPYKLMM Bpaya.
MONHBIA CNUCOK KOMMOHEHTOB NPUBEAEH Ha KPbILWKE YNaKOBKM.

Ob6wwne npegynpexneHns

1 Bpauam cnefyeT 3HaTb 006 OCNOXHEHUAX, CBA3AHHbIX C KaTeTepu3aluen LEeHTPasibHbIX BeH,
BK/OYAKOLMX MPOKON COCYa, BO3AYLIHYHO 3MOONMI0, KaTeTepHYl 3MO6O0MMI0, MOBpexeHue
nnespbl U CpefocTeHus, cerncuc, TPOM603 M TaMMoOHaAy cepAua nocne nepgopaymm cocyga
NN nNpegcepams.

2. OCNOXHeHMs CcBA3aHbl C KaTeTepu3auMeil MpaBoro npescepavs W HenpegHamepeHHOW
KaTeTepu3aumeid npaBoro kenypoyka. Bpayam cnegyeT  03HaKOMUTbCA € 3TUMMU
OCNOXHEHMAMU MNepej BBefeHWeM KaTeTepa Ha rnyouHy, MpeBbillalowyo HeobXxoauMyo Ans
HOpPMasIbHOM YCTaHOBKWM NOJOW BeHbl. He BBOAWUTE KaTeTep 6osiee Yem Ha 3Ty rnyo6uHy, ecnu
npouesypa He TpebyeT pa3MeLleHUs KaTeTepa B NpaBoM npegcepaun. B cnyyae BBefeHWs
KaTteTepa rnyoxxe HOpManbHOW YCTAaHOBKMW MOJION BEHbI OTCNEXWUBaATE 3M1eKTPOKapAnorpammy
B XO/e BBeLeHUs W MOATBEpAUTEe OKOHYaTe/lbHOEe MOM0XEeHWe C NOMOLLbI PEHTreHOBCKOro
CHUMKa FPYAHON KNETKMU.

3. Ha Bpem# BBefleHMs peKOMeHAyeTCcs YKNafblBaTb MalueHTa B nonoxeHue TpeHaeneHbypra
C HEeOONbLWMM HAKNOHOM, YTOObI CHU3UTbL PUCK BO3AYLLHON aM601uN.

4. MNepef YCTAHOBKOW KaTeTepa PEKOMEHAyeTCs NMPOMbIBaTb MPOCBETbI KaTeTepa CTEPU/bHbLIM
CONeBbIM PaCTBOPOM.

5. Mpwn no6oi yctaHOBKe KateTepa HEOOXOAUMMO NPOBePATb CKOPOCTb MOTOKA, 3aKpenseHue
nepeBA30YHbIX MaTePUanoB N HaleXXHOCTb Pa3bemMoB Tvna Jlyep-Jlok.

6. [N yMeHbLUEHUA NN YCTPaHeHWUA BEPOATHOCTU CMELLEeHMs KaTeTepa peKOMeHAyeTca npu
KaX[0i yCcTaHOBKe KaTeTepa (PMKCMPOBaTb €ro, NpuLInBas 3a 0TBepCTUA Kopnyca CoeAnHEHUS
1 pacTpyba, a npy Heo6X0AUMOCTMN LPYroro yCTpoincTea ukcaumm NpUMEHATbL €ro TONbKO Kak
[JOMONHUTENIbHYIO MOAAEPXKKY, & He KaK eAMHCTBEHHOe CpefcTBO (ukcauun. Kpome TOro, B
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TeYeHMe Menosib30BaHMA HeobXOAUMO MNPOBEPATb HALEXHOCTb (MKcauuu KaTeTepa U
MOJMIOXKEeHNE ero HaKoHeyHuKa.

7. Mpn CHATUM NepeBA30YHbLIX MaTepuasoB B MeCTax PacnonoXXeHUsd KaTteTeposB Wau psgom C
HVMW HeO6XOAMMO NPOABAATL OCTOPOXKHOCTb, YTOOLI HE MOBPeAUTL KaTeTep.

8. He ponyckaetca KOHTaKT KaTeTepa C auLeTOHOM, MOCKONbKY 3TO MOXET pasmardymtb
maTepuan Katetepa, Yto NMpuBefeT K yTeukam Wam acrnvpauuu.

9. He pekomeHpyeTcs nofsepraTtb KOMMOHEHTbI U3JeNna BO3AEWCTBUIO CNUPTOCOAEpXKaLLnx
XUAKOCTEW AN MECTHOr0 NMPUMEHeHNS.

10. He nbiTaliTecb BBOAWUTb YAaCTUYHO WAN TMOMHOCTHIO W3B/IEYEHHbIN  KOAKCUabHbIN
WHTPOAbLIOCEP MOBTOPHO.

11. TOAKOXHbIA NPOKON LEeHTPanbHOW BeHbl MOXeT ObITb NPOTUBOMOKAa3aH A/ MaLneHTOoB,
CTpajaloLLMX IErOYHOM rmnepTeH3nen.

12. Wcnonb3oBaHWe uwinpuua 06bLEMOM MeHee 5 M And  OPOWEHUA WUAWM  MPOMbIBKU
3aKYMOPEHHOro KaTeTepa MOXeT MPWUBECTU K pas3pbiBy BHYTPeHHero npocseta WAW BCEro
KareTtepa.

13. LLnpunubl NOCTaBAAKTCA TO/IBKO 419 OTCACbIBAHWA KPOBU.

14. Pa3vembl Tuna Jlyep-Jflok: ctaHfapTHasa npakTyMKa NpefnucbiBaeT PerynspHo npoBepaTb
HaAeXHOCTb COEANHEHWIA.

15. Bpauyam cnepyet 3HaTb, UYTO KaTeTepbl LEHTPanbHbIX BEH MOryT ucnosb3oBaTbca o 30
[IHEN.

16. MaymneHTbl C MOAO3PEHMEM HA TMNepyYyBCTBUTENbHOCTb K HUKENKO LO/DKHbI NPONTU TecT
ONA OLUEHKW YYBCTBUTENbHOCTWM KOXMW MeEpeS WCMnofib30BaHWEM MNPOBOLHWKOB, KOMMaHUK
«Meput Megukan CuHranyp [MTte. JITA» WMAXM NPOBONOYHbLIX HanpaBuUTeNneim B MecTax
pasMeLLeHNA LEeHTPaIbHbIX BEHO3HbIX KATETEPOB.

Mpepynpexaenunsa: metoq CenbanHrepa

1 He BbITArMBainTe NPOBOAHWK Yepe3 OCTPWME WI/bl, TaK KakK 3TO MOBbIWAET PUCK
paspe3aHus NPOBOAHUKA.

2. Bo Bpema npouecca BBefeHWA He BBOAUTE [MOBTOPHO YacTUYHO WAW MONHOCTLIO
KOaKCuasbHbI UHTPOAbIOCED.

3. CnepyeTt yAoCTOBEPUTBLCA, YTO rMbKas 4acTb NMPOBOAHWKA BBELEHA B BEHY.

4. CnepyeTt MPOKOHTPO/IMPOBATb, YTO MPOBOAHMK MOXET CBOOOAHO MepeMeLlaTbCsa BHYTPU
KOaKCua/ibHOro MHTpoAbloCcepa.

5. Heob6xo4MMO BCe BpeMs HafeXHO YAepXKnBaTb NPOBOAHNK.

6. Mpn nCNonib30BaHUM BLINPAMUTENA MPOBOAHUKA C J-06pasHbIM KOHUYMKOM crefyet
HafeXHO y[iep>XnBaTb ero B N1acTUKOBON BTYJIKe.

7. Mepen BBefeHNEM KaTeTepa CnefyeT yA0CTOBEPUTLCA B U3B/MIeYEHUIN AunaTaTopa.

8. MoABWXHble YCTPOMCTBA [ HANOXEHUS LWBOB NpefHasHayeHbl AN obecneyvyeHus
[LOMONHUTENIbHOW NOLAEPXKM W He [O/MKHbI UCNONb30BATbCA B KaKUX-TMOO Lensx, Kpome
(hrKcaumn.

0. Bo3Mo>kHa nonomka npoBofHMKa. XOTHA MOSIOMKU NPOBOAHUKA CNy4aroTCa QUYeHb pefko,

Bpauu AO0/MKHbI YYWUTbIBaTb BO3MOXHOCTb TakKOW MOMOMKM B Ciy4yasix, Korga K MpOBOAHUKY
NPUKNaAbiBaeTCs 4peamepHoe ycunume. Ecnm owyuiaeTcs MOBLILLEHHOE COMPOTUBAEHME MpU
MonbITKe M3BNeYb MPOBOAHMK NOCNe BBEAEHMS KaTeTepa, TO 3TO MOXET yKa3blBaTb Ha neperné
MPOBOAHMKA BHYTPWM cocyfa Unum B 061acTU KOH4YMKa KateTepa. MpunoXeHue 4pesmMepHOro
YCUAUA MOXeT MpMBECTM K MOMOMKe MNPOBOAHMKA. [Mpu BO3HWKHOBEHUW MOBbLILEHHOIO
COMPOTMB/EHUSA CnefyeT BbITAHYTb KaTeTep Hasaf OTHOCWUTENbHO NPOBOAHMKA (Ha 2-3 cMm),
nocne Yero CHOBa MNOMbITaTbCA W3BJeYb MPOBOAHUK. ECAM NOBbILIEHHOE COMPOTMBIEHME
COXPaHSETCA, TO HYXXHO U3BMeYb NPOBOAHMK BMECTE C KATETEPOM.
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10. Bpaun [JO/MKHbI Y4UTbIBaTh, YTO MPOBOAHWMK MOXEeT 3axBaTblBaTb YacTb Martepuana u3
BEHbl. OTO MOXET MPenATCTBOBAaTb M3B/IEYEHNIO MPOBOAHMKA Yepes KaTeTep.

11 He npunaraiiTe 4pesMepHbiX YCUAWA K MPOBOAHUKY. [lpn  BO3HWMKHOBEHMUM
MOBbLILLIEHHOTO COMPOTMB/IEHWUA CliefyeT aKKypaTHO BbITAHYTb MPOBOAHWUK W MOBTOPHO BBECTU
ero, co604as 0CTOPOXKHOCTb.

12. Mpn ucnonb3oBaHWWM GeApeHHOro focTyna A8 NPOBeAeHUs npouesypbl BBeAEHUs
cneflyeT pacrnonoXuTb NauueHTa fexa Ha CruHe.

Mpepnaraemas npouegypa no metoay CenbanHrepa (BEHO3HbIN f0OeTyn)

1. MoarotoBbTe MECTO BBEAEHMS C NOMOLLbIO MOSHON MpoLuedypbl acenTUYecKoil 06paboTKu,
Heob6X0AMMOW AN LOCTyna K BeHe.

2. MpoBOAHMK MOXHO BBOAUTL C MOMOLLbK KOAKCUANbHOr0 MHTPOAbIOCEpA.

3. BBeaute Tpebyemblii TMOKUIA KOHEL, NMPOBOAHWKA Yepe3 KOoaKCuasibHbli WHTPOAbHOCEP B
BeHy. lMpu wncnonb3oBaHWM J-06pa3HOro MPoOBOAHMKA ero J-o6pasHblil HAKOHEYHWUK MOXHO
BbINPAMUTL Nepes BBefeHNEM C MOMOLLbIO MAaCTUKOBOr0 pyKaBa [/15 BBELEHUS.

4. Y [anuTte KoakCuManbHbIl MHTPOAbOCEP.

5 [And pacwupeHus MpoKona KOXM MOXHO MCM0Nb30BaTbh paclupuTens Cocyfos. [lpu
Heob6X04MMOCTM JanbHeNLero pacwpeHns Mecta NPoKoia BOCMNONb3yNTech CKasibrnenem.

6. Mpn wncnonb3oBaHWM MHOFOMPOCBETHLIX KaTeTepoB BCe MPOCBETbl, KPOMe YAaneHHOoro,
Heo6X04MMO NPOMbITb U NOACOEAUHUTL K TpebyeMoMy Habopy A8 BBeAEHUS XULKOCTU MO0
3aKynopuTb renapyuHoM B COOTBETCTBUM CO CTaHZapTHOM MpPaKTUKOW MeLULMHCKOIO
yupexaeHus.

7. MponycTuTe yAaneHHbl HaKOHEYHUK KaTeTepa vepe3 MPoBOAHWUK. (He06X0AMMO OCTaBUTb
CBOOOAHbLIM Y4YacTOK Yy KOHUa KarteTepa C pacTpyb6oMm, AOCTaTOYHbIA AN TOro, 4TOObI
NPOAO/XAaTb KPEenko yAepXunsaTb NPOBOAHMK.) 3axBaTnB NPOBOAHUK PALAOM C KOXeR, BBeuTe
ero B BeHy, CNnerka rnosopayvsas, v NPOABUHbLTE A0 OKOHYATE/NbHOI0 MOMOXEHUS.

8. YepXuBas KaTeTep Ha MeCTe, U3BNEKUTE MPOBOAHUK U BbIMO/IHUTE BCACbIBaHWE LUMPULLOM,
4TOObI Y6eANTLCA B MPABUILHOCTM Pa3MeLLeHuns.

9. Pasbem Tuna Jlyep-J10K Katetepa AO/KEH OblTb MOAKIOYEH K COOTBETCTBYHOLLEMY Habopy
NS BANBaHMA XMAKOCTU. Ecnm ncnonb3yeTtca Bpawatownincs pasbem Floswitch'”, ero MOXHO
3aKpbITh.

10. Tenepb MOXHO 3ahMKCMpOBaThL KaTeTep MyTeM MNPULLMBAHMA K KOXe 3a OTBepCTUA Ha
Koprnyce unun pactpybe coefiviHeHNUS.

11. Mpwn He06XOAUMOCTUN HaNOXUTE CTEPUIIBHYIO MOBA3KY.

YcTpoicTBO ANns pukcaumm katetepa (katetepbl 5Fr- 8Fr)

MpumeyaHue. [laHHOe YCTPOKCTBO NOCTABNAETCA TONLKO C OMpPeAeNeHHbIMUA MOAENSMM

1. MomecTuTe YCTPOMNCTBO AN (PUKcauum Ha KaTeTep. UT0Obl 3aKpbiTb YCTPOMCTBO,
HaflaBuTe Ha Kaxablli 60KOBOW BbICTyN. LLLen4yoK cBMAEeTeNbCTBYET O TOM, YTO YCTPONCTBO
3ahMKCUPOBAHO M HE MOXET /IerKO CMeCTUTbCS.

2. AnA HagexHon ukcaumm nogwerite AONONHWUTENbHOE YCTPOMCTBO (MKcauum 3a
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0TBEPCTMS B GOKOBbIX BbICTyMNax.

3. YT06bl OTKPbLITb YCTPOICTBO, HAAABUTE HA BTOPOM BbICTYM M MNOTAHUTE KaXX/blii 6OKOBO
BbICTYN BBEPX.

YcTpoiicTBO anga pukcauum katetepa (7 Fr n 9,5 Fr)

MpumeyaHue.
[aHHOoe yCTpOICTBO NOCTaBNAETCA TONbKO C ONpeAeneHHbIMU MOAENAMN.

1. Y6eautecb, YTO YCTPOMCTBO ANs (hMKcauMy KaTeTepa HaxXOAUTCSA Ha MecTe B TOYKe
NPULLINBAHUA.

2. YT06bl 3aKpbITb YCTPOMCTBO, 3aLLe/IKHATE BEPXHIOI NAACTUHY.

3. [Ons HagexHoW ¢uKcaumm noflleinTe [AOMONHWUTENbHOE YCTPOMCTBO (umKcaumm 3a

OTBEPCTUS B GOKOBbIX BbICTYMaX.

4. YT0oObl OTKPbITb YCTPOWCTBO, MPMKXMWUTE €ro K KOXEe W MNOTAHUTE NNacTUHY BBEPX,

MCNOMb3ys pblyar.

MpoBofHMK ¢ J-06pa3HbIM KOHYMKOM C YCTPOMCTBOM A5 MPOXOXAeHMA KaTeTepa Venaguide
Seldinger

MprmeyaHue. [JaHHOe YCTPOMNCTBO NOCTABNAETCA TONBLKO C ONpeseNieHHbIMU MOAENSMU.

1 OcB060A4MTL NPOBOAHUK MYTEM Y[aNeHMs KOMMayKa.

2. BbinpsmuTe J-06pasHblii KOHYMK MPOBOLHWKA, BTAHYB €ro B CUCTEMY KOaKCUaibHOro
NHTPO/AbOCEpPa C NOMOLLLIO 60/IbLION0 NasbLa.

3. BcTaBbTe NPOBOAHWK B pacTpyd WHTPOALIOCEPHOM WINbl W BBEAUTE €ro B BEHY.
BBoanTe NpoBOAHMK Ha Tpebyemyto rnybuHy.

NPEAYNPEXAEHUE.
Bo wus3bexaHne cAuwKoM rny6oKoro BBeAeHWA OCTaHOBMTECb, KOrga MOCNefHss
OTMeTKa rNyouHbl JOMAET A0 MecTa MPOKOa BEHbI.

Wnpuy Guiding Syringe
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MpumeyaHue: [aHHOe M3fenne BXOAUT B KOMMIEKT TOMIbKO HEKOTOPbIX MOAenei. 370
YCTPOMCTBO MCNONb3yeTcA AN BBOAA MPOBOLHMKOB, UCMONb3yeMbIX C LEeHTpasbHbIMU
BEHO3HbIMK KaTeTepamu, Npou3soAcTBa KomnaHun «Meput Megnkan CuHranyp [llTe.
nrp».

1. BBeanTe WHTPOLLIOCEPHYIO WY, NPUKPENIEHHYI K Hanpas/flowWeMy Lwnpuuy
Guiding Syringe, B cocyA 1 BbIMOJIHUTE OTCaCbIBaHMe.

2. Beegute TpebyeMblit TMOKMIA KOHEL, NPOBOAHUKA Yepe3 OTBepCTME B 3afHel 4yacTu
MOPLIHA WNpuua B BeHy. Mpu ncnonb3oBaHUM NPOBOAHUKA C J-06pa3HbIM KOHYMKOM
BbINpsAMUTE J-00pa3Hblli KOHYMK NPOBOLHUKA, BTAHYB €ro B CUCTEMY MHTPOAbIOCEpPA C
NMOMOLLbK 60/LLLOro nasnbLa.

3. YpepxuBas TMPOBOAHUK Ha MecTe, W3BMEKUTE WHTPOALIOCEPHYID UrNy U
Hanpasnsawwmii wnpuy, Guiding Syringe.

NPEAYNPEXAEHWE. He BbINONHANTE BCacbiBaHME MOC/e YCTaHOBKN NPOBOAHMKA.
3TO MOXET NPUBECTU K NMONajaHUI0 BO3AyXa B LUMPULL.

[MpepocTtepexeHune.

He BbINOMHANTE pevH(y3N0 KPOBU, YTOObI MUHMMU3MPOBATb PUCK YTEYKM KPOBY
Yepes 3aHIOH0 YacTb LWNpULA.

NHuTpoabtocep EloswitchM/

3T0 YCTPOWCTBO WUCMONb3yeTcA ANl BBOAAa MPOBOAHWKOB, WCMOJb3yeMbIX C
LleHTpanbHbIMW BEHO3HbIMW KaTeTepamu, MPOou3BOACTBA KOMNaHUM «Meput Megmkan
CuHranyp MNre. N1Ta».

C nomowbio MHTPOALIOCEPHON Wrnbl MHTpoAbtocepa Floswitch — npokonuTe BeHy,
BbIMOMIHATE BCAacblBaHWE, BBeAMTE 060/I04KY WHTPOAblOCEPA B BeHY W ypanute
MHTpoOAbIOCEPHYO urny. Ha atom 3Tane pasbem Floswitch » MOXeT ObITb 3aKpbIT.
Pa3bem Heob6xoaMmo ByfeT OTKPbITb Nepej BBeLeHMEeM NPOBOAHUKA U KaTeTepa.
Bpawatwwwninca pasbem Floswitch "

[aHHoe yCTpONCTBO MOXET ObITb NOACOEAMHEHO K pacTpyby pasbema Tuna Jlyep-J10K
WNN KaTeTepy LEeHTPabHOW BEHbI.

1. CraHfapTHasa npakTUKa BK/HOYaeT 3aKpernsieHne KaTeTepa Ha Koxe.

2. Ona 3akpenneHusa pasbema Floswitch  BcTaBbTe pasbem Tuna Jlyep-/10k B pacTpy6
KaTeTepa. 3aTAHMTEe BpalLaloLLytOCa BTY/KY PYKOW L0 OTKasa. Pasbem Tumna Jlyep-J10K
KateTepa [O/MKeH OblTb MOSIHOCTHLIO BCTaBneH B pukcatop pasvema Floswitch™ (cwm.
puc. 1.1).

3. Pazvem Floswitch™ cnegyeT 3akpenuTb Ha MecTe C MOMOLLbIO MPULLUBAHUA WU
NpUKNemBaHns OOKOBbIX BbICTYMOB. PekomeHAyemas npouesypa nNpUK/IenBaHus
nokasaHa Ha puc. 2.

4. UepHble OTMETKM YKa3blBalOT Ha COCTOAHME MOTOKAa. Korga OHW BUAHLI, KaTeTep
OTKPbIT, Y XXWAKOCTb NPOTEKaeT cBOOOAHO. Korja OHM 3aKpbITbl, KATETEP 3aKPbIT.

Puc. 1. Mpoueaypa NpoBEPKN paszbema Floswitch™
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11 1.2

11 KaTeTep NOMHOCTbLIO BCTaB/IEH B (hMKCaTOp pasbemMa Floswitch™
1.2 Heo6xoanma npoBepKa CoeMHEHN

Puc. 2. Mpoueaypa npuknenBaHna passema Floswitch™

<
MNONOCKN NNacTbipn

MpepynpexaeHuns:

1 Pa3vem Floswitch™ He cnefyeT 3akpbiBaTb (YepHble METKW 3aKPbiTbl) LO MOSIHOTO
N3BNeYeHUS Urbl. ITO OTHOCUTCA TOMBKO K MHTpoAbtocepam Floswitch™.

2. Pasvem Floswitch” He cnegyeT nepekntoyaTtb B nonoxeHne «OFF» (4epHble MeTKu
3aKpbITbl) A0 NOSTHOTO U3B/IEYEHWNS NPOBOJHMNKA.

3. Korpga kateTep He MCMONb3yeTca AN BAMBAHWA UM OTCACbIBAHUA XWUAKOCTMU, pa3bem
Floswitch™” po/mkeH 6bITb 3aKpbIT, a pacTpyb 3ab/0KMpoBaH MOAXOAALMM pPa3beMoM
Tmna flyep-Jlok.

4. Tlpy MCNoNb30BaHMM MPOMEXYTOYHON NPO6GKM ANA WMHBLEKUWIA, NPUKPENSIEHHON K
pasbemy Floswitch™, wncnonb3yitTe TOMNbKO KOPOTKME KOaKCuanbHble urnbl. [epeg
B/MBAHMEM WM OTcacbiBaHMeM yb6eauTecb, 4TO pasbem Floswitch™ Haxogutca B
nonoxeHnn «ON» (OTKpbITO). He BBOAMTE KOaKCuanbHYyH uUrny B pasbeM Floswitch”
rnyo6xe yem Ha 8 MM.

5. CtaHpapTHasa npakTuKa NpefnucbiBaeT PerynspHo NpoBepATb HALEXXHOCTb pasbema
Tvna Jlyep-JIoK. 3T0 BaXXHO MPU UCMNONb30BaHWUM BELLECTB C XOPOLLE CMa3biBaEMOCTbIO.
Pexum xpaHeHus

XpaHUTb B CyXOM MpOXiagHOM MomelleHMn. He pgonyckaTb nonagaHus MpsaMbixX
COMMHEYHbIX JTyYeil.

CTEPWNBbHO u anuporeHHoO B 3aKPbITON HEMOBPEXAEHHONM ynakoBke. TO/IbKO Ans
OLHOKPATHOro MCMonb3oBaHMA. MNpoBepsaiiTe LEeNoCTHOCTb KaXKA0W OTAENbHON YNakoBKu
nepes  WCMosnb3oBaHWeM. YTWUNU3UPYTe  u3fenvMe nocne  WUCnonib3oBaHusA.  He
CTepunn3yiiTe NOBTOPHO.

lMOBTOPHOE MCMO/Mb30BaHVE MOXET NMPUBECTM K 3apaXKeHuto, 3ab0/ieBaHNi0 WU TpaBMme.
Ana nonyyeHus uHGopmauum 0 MOBTOPHOM 3akase WM Nojdepxke obpaiiantecb K
MeCTHOMY NpeacTaBUTENIO.
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NHCTPYKUMA MO NPUMEHEHNIO
Ha6opbl cocyancTtbix katetepoB Hydrocath Assure™
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OnucaHue

Habopbl cocyaucTbix KateTepoB Hydrocath Assure*™ BKNOYAKOT KaTeTep LeHTPasibHbIi
BeHO3HbIn Hydrocath Assure  KOTOpbI NpeAcTaBnseT co60i rnapounbHbIA KateTep
LLleHTpasibHOM BeHbl C MPOTUBOMUKPOOHBLIM MOKPbLITUEM.

MpumeHeHwne

KateTep UeHTpanbHblli  BeHO3HbI  Hydrocath  Assure™*”™ npeacTtaBnser  cobow
BHYTPMBEHHbI KaTeTep, NpefgHa3Ha4yeHHbI 419 KPaTKOCPOUHOro NpUMeHeHuns (He 6onee
30 gHein) ¢ uenblo obecrneyveHUs LOCTyna B KPOBEHOCHYHKD CUCTEMY 4enoBeka NyTem
BBefeHMA Nno Metody CenbAuHrepa yepe3 BHYTPEHHIOK APEMHYIO UMW NOAKNHOUUYHYIO
BEHbl TaK, 4TOOGbl KOHUYMK KaTeTepa pacnonarancs B BepxHeil nonoit BeHe. KateTtep
LleHTpanbHbIl BeHO3HbI Hydrocath Assure™” npuMeHUM A5 BbINOMIHEHUSA WHDY3Ui
NEeKapCTBEHHbIX MpenapartoB, >KWAKOCTEW AN MNOSIHOTO MNapeHTepasbHOro nuTaHus
(M), wnHpy3niA B6onbwnMx 06bLEMOB, MHOrOKpaTHOro oT6opa 006pa3LoB KpoBu U
MOHUTOPUPOBaHWA [aB/IEHUS B LLeHTPasibHbIX BEHaX.

KateTep UeHTpanbHbIil BeHO3HbIM Hydrocath Assure™ umeeT ruapoPUbHYHO
NMPOTMBOMUKPOOHOE MOKPbITUE U3 MONMBUHWAMUPPONMAOHA, MpefoTBpalLaroLLee
obpa3oBaHue KONOHUIA MUKPOOPraHM3MOB B KaTeTepe.

Moka3zaHu4.

KateTep ueHTpa/bHbIA BeHO3HbI Hydrocath Assure™ nokasaH AN18 KpPaTKOCPOYHOro
npuMeHeHns (He 6onee 30 fHeid) C uenbil obecnevyeHWUs [OCTyNa B KPOBEHOCHYHO
CUCTEMY 4efioBeka MnyTem BBefeHWsa no Mmetoay CenbauHrepa 4Yepe3 BHYTPEHHIOHO
APEMHYIO WM MOAKMOYMYHYIO BeHbl TaK, 4YTO6Gbl KOHYMK KaTeTepa pacnonaraics B
BepxHel nonoii BeHe. KaTteTep LeHTpa/ibHbI BEHO3HbI Hydrocath Assure™ npyvMeHum
AN BbINOMHEHUA WHMY3NIA NIeKAPCTBEHHbIX MNpPenapaToB, >XWAKOCTEN A8 MNOMHOro
napeHtepansHoro nutaHus (MMM), WHPY3MA GONbWKNX 06BEMOB, MHOFOKPATHOIrO
oT6opa 06pa3LoB KPOBM M MOHUTOPUPOBAHUA AaBNeHUA B LEeHTpanbHbIX BeHax. Kartetep
LeHTpanbHbll BeHO3HbIN Hydrocath Assure™ npumeHsieTcs AN NpefOTBpaLLeHns
06pa3oBaHMA KOIOHUI MUKPOOPraHW3MOB B KaTeTepe B TeyeHMe MNepBblX HECKONbKUX
[Hel nocne ero ycTaHOBKW. B CpaBHUTENIbHOM K/MHWYECKOM WCMbITaHUM KaTteTepa
LeHTpanbHOro BeHo3Horo Hydrocath Assure™ c Apyrumm LeHTpasbHbIMU BEHO3HbLIMM
KateTepamu, He WUMEKLWMMU MNOKPbITUA TUAPOMUIBHBIM MOAUMEPOM WU XIOPULOM
6eH3aNKoHMs, 06pa3oBaHMe B HAKOHEYHWKE M NOAKOXHOM y4dacTKe KOJIOHMIA Koarynasa-
oTpuuaTenbHbIX CTaUIOKOKKOB Obl/10 3HAYUTENIbHO MeHbLUe MpU  UCMO/b30BaHNUN
KaTeTepa UEHTpanbHOro BeHO3HOro Hydrocath Assure™”. 3T0 CYLIECTBEHHOE
NPeMMyLLecTBO HabnAanocb TOMbKO ANA KaTeTepoB, YCTaHOB/EHHbIX MeHee YeM Ha 5
OHein. KaTeTep UeHTpanbHbli BeHO3HbIA Hydrocath Assure™” He [eMOHCTPUPOBa
CHUXXEHMUSA 4acTOTbl 3apaXeHWin B MecTe YyCTaHOBKW. [aHHbIX 414 BblBOAAa O TOM, 4TO
MCMONb30BaHNE KaTeTepa LEeHTpanbHOro seHosHoro Hydrocath Assure™ cHVXaeT pucK
BO3HWKHOBEHMA  CUCTEMHbIX WHMEKUWA, CBSi3aHHbIX C YCTaHOBKOW  KaTeTepa,
HefoCTaTO4HO.

MpoTBONOKasaHmna.

1 HE WCMO/MIb3OBATbL ANA NEYEHWUS [OETEW. BcneacTeve  pucka
HeMeA/IeHHOW peakuuy runepyyBCTBUTENbHOCTU KaTeTep LEHTpasibHbIl BEHO3HbIN
Hydrocath Assure He npegHasHayeH pAna nedeHus pgeteii. CobpaHHble OTYETbI
MOKasblBalOT, YTO Takas peakuua y AeTeil odyeHb BeposaTHa. Mpu HebonbLIOW Macce Tena
nayueHTa (go 20 Kr) n manom Bo3spacTe (40 6 f1eT) pUCK MaKCUManeH.

2. OfHOBpPEMEHHO ANA O4HOr0 naumeHTa MOXEeT UCMO0J/b30BaTbCA TONLKO 0AuH KarteTep
LieHTpanbHbIli BeHO3HbIN Hydrocath Assure™.
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3. JaHHoe n3genve NpPOTMBOMNOKAa3aHO naumeHTam c N3BECTHOWA
rMNepyyBCTBUTENbHOCTLIO  (annepruei) K xnopuay 6GeH3ankoHus unau  nbomy
maTepuany, cogepxatiemy xnopug 6eH3ankoHus.

4. HE PEKOMEHAYETCA K TMPUMEHWIKO TPV BEPEMEHHOCTW.

KoHTponnpyembix uccnefoBaHuii G6epeMeHHbIX J>KEHLWWH C KaTeTepamu Hydrocath

Assure™ He nposoguiochb. WccnegoBaHUA Ha >KUBOTHbLIX MOKasann, 4TOo Xnopug

6eH3anKoHMA CMepTe/flbHO OnaceH W TepaTtoreHeH pAns 3MOPMOHOB, [MO3TOMY He

PEKOMEHAYEeTCA MCMNO/Ib30BaTh 3TW KaTETePbl BO BpeMsi 6EPeMeHHOCTM.

5. KoHTponupyembix uccnefoBaHuii ¢ Lefbio U3yYeHUss BO3MOXHOW HeCOBMeCTUMOCTU

katetepa Hydrocath Assure™ ¢ pacTBopamu [N BHYTPUBEHHOTO BefeHUA He

NMpoBOANNIOCL. MccnefoBaHUA NUTEpPaTypbl MO3BOMAKT MPEANONIOKNUTL, YTO BBEAEHMWA

pacTBopoB O6GMKap6b0OHATOB, HWUTPATOB, OPraHWYeCKUX KUCNOT U CcynbhamugoB uyepes

JaHHbI KaTeTep cnepyeTt usberatb.

6. MoLKOXHasA NYHKUNA LeHTpanbHOW BeHbl MOXET OblTb NPOTUBOMNOKa3aHa nayneHTam ¢

NEroYyHom rmnepTeH3unei.

7. TauuneHTbl C NOJO3PEHMEM Ha TMNEPYYBCTBUTENbHOCTb K HUKENO AO/MKHbI NMPONTH

TeCT ANA OLEHKU YYBCTBUTENILHOCTU KOXW Mepej MCMonb30BaHWEM MPOBOAHUKOB B

MecTax pasMeLleHnn LeHTpabHbIX BEHO3HbIX KaTeTepos.

MpumeyaHue.

Ncnonb3yliTe TONbKO MO MHCTPYKL MUK Bpaya.

MONHbLIA CNNCOK KOMMOHEHTOB NPUBEAEH HA KPbILWKe YNaKOBKMW.

O6uwue npepynpexneHns

1. CoobuiaeTcs 0 peAKMX cny4vyasax HeMeaeHHON peakyuu runepyyBCTBUTENILHOCTU NpU
BBEAEHUN KaTeTepa LEHTpanbHOro BeHO3Horo Hydrocath Assure™ B BeHbl
naumeHtoBs. B  kayecTBe Mepbl MNPefoOCTOPOXHOCTW  CNefyetT  PaccMOTpPeTb
BEPOATHOCTb TaKUX peakuuii Npyv UCnofb30BaHUM 3TUX KaTeTepoB.

2. Bpauam cnegyet 3HaTb 00 OCNOXHEHMAX, CBfA3@HHbIX C KaTeTepu3auuen
LeHTpaNbHbIX BEH, BK/OYaKOWMX MNPOKO/N COCyda, BO3AYLHYH 3M60/MI0,
KaTeTepHyl 3aM60/MI0, MOBPEXAeHWe MNeBpbl U CPeAoCTeHUs, Cencuc, TpomM603 u
TaMnoHagy cepaua nocne nepgopaunmn cocyga unum npegcepams.

3. OCnoXKHeHMA CBA3aHbl C KaTeTepu3almneln NpaBoro npeacepans v HernpegHamepeHHoM
KateTepusayueid npaBoro xenygouka. Bpayam cnefyeT 03HAKOMUTLCA C 3TUMM
OC/IOXXHEHUAMM  nepef, BBefeHWEM KateTepa Ha rnybuHy, MPEBbILAIOLLYIO
Heo6X04MMYH0 15 HOPMa/ibHON YCTAHOBKW B BEPXHIOK MONYK BeHy. He BBogute
KateTep 60/iee UeM Ha 3Ty rNyouUHY, ecnun npoueaypa He TpebyeTt pasMeleHns 12/28
KateTepa B MnpaBoM npefcepaun. B cnydae Heo6Xo4MMOCTU YCTaHOBKM KaTeTepa
rny6xe, yem TpebyeTcs A4NS HOPManbHOW YCTAaHOBKM B BEPXHIOK MONYI BEHY HYXXEH
MOHUTOPUHT  3/MIeKTPOKapamorpamMbl B XOfe BBefeHWS U MOATBEPXKAeHUe
OKOHYaTe/NbHOro MeCTOMOMOXEHUS C MOMOLLbID PEHTIEeHOBCKOr0 CHUMKaA FpyLHOM
KNEeTKMW.

4. Ha BpeMa BBefleHMA peKOMeHAyeTCA YKnadblBaTb MauueHTa B MNOJIOXEHUe
TpeHpgeneHbypra ¢ He60/IbWUIMM HAK/IOHOM, 4TOObl CHU3WUTb PUCK BO3AYLUHOW
ambonuu.

5. Tllepef YCTaHOBKO KaTeTepa PeKOMeHAYyeTCA MNpOMbIBaTb MPOCBETbI KaTeTepos,
npoussogcTtea KoMmnaHum «Meput Megukan Cudranyp lrte. JIT4» ANa LEHTpanbHbIX
BEH CTepU/IbHbIM (PU3NOSIOTMYECKUM PacTBOPOM.

6. Mpu nob6oli ycTaHOBKE KaTeTepa HEO6XOAMMO MpPOBepPSATb CKOPOCTb MOTOKA,
HaeXXHOCTb 3aKpenseHnsa NoBA3KM 1 pasbema Tuna JSlyep-Jlok.

7. Ona  ymeHblleHWA  WAM  YCTpPaHeHWA  BEPOATHOCTM  CMeLleHWs  KaTeTepa
PEKOMEHAYeTCA NpW KaXJol YyCTaHOBKe KaTeTepa (PMKCMPOBaTb ero, npulliMBas 3a
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OTBEPCTUA Kopryca COefuMHeHWs W pacTpyba, a npv HeobXOAMMOCTM ApYroro
yCTpOMCTBa (PUKCcaLUM NPUMEHATb €ro TOJIbKO Kak JOMOMHUTENbHYIO MOALEPXKKY, a
He Kak eJMHCTBEHHOE CpeAcTBO (pukcauuu. Kpome TOro, B TEYEHME WCMO/L30BAHUA
Heo6X04MMO MpPOBepATb HALEeXHOCTb (UKCaUUM KaTeTepa W MOMIOXKEHUe ero
HaKOHeYyHuKa.

8. Tpn CHATMM nNepeBA3OYHBLIX MaTepuasioB B MeCTax pPacnosioXeHUs KaTeTepos Wn
PAAOM C HMMMU Heob6X0AMMO NpPOSABAATH OCTOPOXKHOCTb, YTOGbI He MOBPeAuUTb
KaTertep.

9. He gonyckaeTcs KOHTAaKT KaTeTepa C aleTOHOM, NMOCKO/IbKY 3TO MOXET pasMAaryuTb
MaTepuan KaTeTepa, YTo NPUBELET K yTeUyKaM Uan acnmpayun.

10. He pekomMeHpyeTcH nogsepratb KOMMOHEHTbI n3genus BO3/EMCTBUIO
CNUPTOCOAEPXALLNX XNAKOCTER AN MECTHOTO NPUMEHEHWS.

11. He nbiTaiiTecb BBOAWTb YaCTUYHO WAN MOJSIHOCTbIO W3BNEYEHHbIA KOAKCUASbHbIN
WHTPOAbLHOCEP MOBTOPHO.

12. TIOAKOXHbIA NPOKON LEeHTpasbHOW BeHbl MOXeT 6bITb NPOTMBONOKa3aH Ans
nauneHTOB, CTpajatoLnX NeroYHOM rmnepTeH3neil.

13. Ncnonb3oBaHue wnpuua ob6beMoM MeHee 5 M A9 OPOLEHUA WU MPOMbIBKU
3aKyMOPEHHOro KaTeTepa MOXeT MPUBECTU K pas3pbiBY BHYTPEHHEro npocseTa wnu
BCero Karetepa.

14. Wnpuubl NOCTaBNAKTCA TONLKO A5 acnuMpaLum KPoBW.

15. Bpayam crieflyeT 3HaTb, YTO KaTeTepbl LEHTPasibHbIX BEH MOryT WUCMOMb30BaThHCA [0
30 aHein. MakcuMasnbHas NPOAOMKMNTENbHOCTb NPebbiBaHUS KaTeTepa LIEHTPasbHOro
BeHO3Horo Hydrocath Assure™ B opraHu3me nauueHTa B X0fe K/IUHUYECKUX
ncnbiTaHuie coctaBnna 14 paHeil. CnefyeT yuuTbiBaTb, 4YTO MPOTUBOMUKPOGHOE
[encTBre co BpemMeHeM ocnabeBaeT.

16. MauneHTbl C NOAO3PEHNEM HA TMMNEpPYYBCTBUTENbHOCTb K HUKENKO LOKHbI MPONTK
TECT A1 OLEHKM YYBCTBUTE/NIbHOCTU KOXW Nepej WCnosib3oBaHWeM MPOBOAHUKOB,
npoussofcTea KomnaHuu «Meput Megukan Cudranyp [Mrte. JiTg»  (uam
MPOBOJMIOYHbLIX HanpaBuTeniell) B MecTax pasMelleHns LeHTPabHbIX BEHO3HbIX
KaTeTepos.

MpegynpexaeHuna: metof CenbanHrepa

1 He BbITArMBaiTe NPOBOAHUK 4Yepe3 OCTPME UI/bl, TaK KaK 3TO MOBbIWAET PUCK
paspe3aHuns NPOBOAHMKA.

2. Bo Bpemsa npouecca BBeAeHWA He BBOAWTE MOBTOPHO YAaCTUYHO WAW MOSHOCTbLIO
KOaKCUasibHbI MHTPOAbIOCEP.

3. CnepyeT y[oCTOBEPUTLCA, YTO rMOKas YacTb NPOBOLHMKA BBEAEHA B BEHY.

4. CneflyeT NPOKOHTPOAMPOBATb, YTO MPOBOAHWK MOXET CBOGOAHO MepemMeLLaTbCs
BHYTPM KOAKCManbHOro MHTPOAbIOCepa.

5. Heo6xo4nMmMo BCe BpeEMSA HaAeXHO yAepXXnBaTb NPOBOAHUK.

6. Mpwn ncnonb3oBaHUW BLINPAMUTENSA MPOBOAHUKA C J-06pa3HbIM KOHYMKOM Criefyet
HafeXHO yepXusaTb ero B N1acTUKOBON BTY/Ke.

7. Mepef BBefeHWeM KaTeTepa c/efyeT yLOCTOBEPUTLCA B U3BMIEYEHUM AnnarTarTopa.

8. MoaBuXHbIE YCTPONCTBA AN HANOXEHUS LIBOB MpefHa3HayeHbl Ans obecneyeHus
[JOMONHUTENbHOW NOAAEPXKU W He LO/KHbI MUCMOMb30BaThCA B KaKUX-M60 Lensx,
Kpome (ukcauuu.

9. Bo3moXHa MosioMKa NMPoOBOAHUKA. XOTH MOSIOMKMA NMPOBOAHMKA CMY4YalOTCH O4YeHb
peAKo, Bpayn AO0/MKHbI YYUTbIBATL BO3MOXHOCTb TaKOW MOMOMKU B C/lyyasX, Korga K
NPOBOAHUKY NPUKafbIBAETCA Ype3mepHoe ycunune. Ecnn olwyLiaeTcs MoBbIWEHHOE
COMPOTUBEHNE MPU MOMbITKE U3B/eYb NPOBOAHMK MOC/E BBEAEHUA KaTeTepa, TO 3TO
MOXEeT YyKa3blBaTb Ha rneperu6 nNpoBOAHUKa BHYTpW cocyfa unuM B 0611aCTU KOHYMKA
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KateTepa. [IpunoXKeHWe 4Ype3MepHOro YCUIWA MOXET MNpuUBECTU K MO/IOMKe
NpPoBOAHMKA. PN BO3HUKHOBEHMMW NOBLILLEHHOTO COMPOTUBNEHUA CNefyeT BbITAHYTb
KaTeTep Ha3af OTHOCUTE/IbHO NPOBOAHMKA (Ha 2-3 CM), MOC/e Yero CHOBa MNoMbITaTbCA
M3BNeYb MPOBOAHUK. ECAM nNOBbILWEHHOE COMPOTUB/IEHNE COXPAHAETCH, TO HYXHO
13BNeYb NMPOBOAHMK BMECTE C KATETEPOM.

10. Bpaumn JO/HKHbI YyUUTbIBATbL, YTO MPOBOAHUK MOXET 3aXBaTblBaTb YaCTb Marepuana
13 BeHbl. OTO MOXET NPenAaTCTBOBaTb VM3BNEYEHNIO NPOBOAHUKA Yepes KaTeTep.

N. He npunarailTe upe3MepHbIX YCWIMIA K MPOBOAHWKY. [1pn BO3HUKHOBEHUU
MOBbLILUEHHOTO COMPOTUBNEHUA CeflyeT aKKYpPaTHO BbITAHYTb MPOBOAHWK Y MOBTOPHO
BBECTW ero, co6/110as 0CTOPOXHOCTb.

12. Tpwn ncnonb3oBaHUN 6ePEHHOr0 fOCTYyMa 419 NPOBefeHUs NpoLeaypbl BBeLeHUS
CrieflyeT pacrnonoXnTb NaumneHTa fexa Ha CrnuHe.

13. BbICOKONOTOYHbIN LEeHTPanbHbI BEHO3HbIN KaTeTep [/ YCTaHOBKMW M0 MeTOAMKe
CenbaunHrepa. JaHHoe YCTPOWCTBO NpefHa3HavyeHo AN BAMBaHUS 60/1blWMX 06BHEMOB
XUAKOCTU 1 TpebyeT OCTOPOXKHOCTMU.

Mpepnaraemas npouenypa no metony CenbauHrepa

1. MoarotoBbTe MECTO BBEAEHMA C MOMOLLbIO MOMHOM Mpouefypbl acenTuyecKow
06paboTKM, HEOOXOAMMOW ANS AOCTYNa K BEHe.

2. MpoBOAHNK MOXHO BBOAMTL C MOMOLLLLI0 KOAKCUaibHOro MHTPOAbIOCepa.

3. BBeaute Tpebyemblil TMOKWIA KOHeL, MPOBOAHUKA 4epe3 KoaKCuasbHbIl
WHTpOAblOCEp B BeHy. [lpuM MCNONMb30BaHMKM J-00pa3HOro MNpPoBOAHMKA ero J-
06pa3Hblii  HaKOHEYHWK MOXXHO BbIMPAMUTL Mepes BBEAEHWEM C  TMOMOLLbIO
NnaacTUKOBOro pyKasa ANf BBeAeHus.

4. Y panuTe KOaKCcuaibHbIi MHTPOAbLOCED.

5. Ana pacwunpeHns npokKona KOXW MOXHO MCNO/b30BaTb pacLuiMpuTesns COCYO0B.
Mpn Heo6X0AMMOCTM fanbHenLero paclmpeHns MecTa NpokKosia BOCMNO/b3ynTech
CKasibrnenem.

6. lpun uncnonb3o0BaHWM MHOTOMPOCBETHLIX KaTeTepoB BCe MPOCBETbl, Kpome
yAaneHHOro, Heo6xoaMMO MPOMbITL UM MOACOEAMHUTL K Tpebyemomy Habopy Ans
BBELEHMA XMNAKOCTN NGO 3aKynopuTb renapMHOM B COOTBETCTBMM CO CTaHLAPTHOWA
NPakTUKON MeLULMHCKOIO YUPeXAeHWS.

7. MponycTnTe yAaneHHbI HAKOHEUYHUK KaTeTepa 4yepe3 npoBoaHMK. (Heobxoanmo
0CTaBUTb CBOOGOAHLIM Y4acTOK Y KOHLLA KaTeTepa C pacTpy6oM, JOCTATOYHbIA A/1S
TOro, 4To6bl NPOLO/MKATb KPENKO yAepXuBaTb MPOBOAHMK.) 3axBaTUB MPOBOAHUK
PAAOM C KOXeil, BBeLUTe ero B BeHy, Cnerka nosopauymBas, WU NPOABWHbTE [0
OKOHYaTENbHOI0 NOMOXKEHNS.

8. YaepxuBas Katetep Ha MecTe, U3B/IeKUTe NMPOBOAHUK W BbIMO/HUTE BCacblBaHue
LNPULOM, YTO6bI y6eaMTLCA B MPaBUIbHOCTU pasMeLLeHus.

9. Pasvem Tuna Jlyep-JIoK kKaTeTepa [O/DKEH  OblTb  MNOAK/KOYEH K
COOTBETCTBYIOLLEMY Habopy Ans BAWBaHUS KUAKOCTW. Ecam  mcnonb3yertcs
BpaLatowmiica pasvbem Floswitch™'~, ero MOXHO 3aKpbITb.

10. Tenepb MOXHO 3aUKCUpOBaTb KaTeTep MNyTEM TMPULIMBAHWA K KOXe 3a
OTBEPCTUA Ha KOPMNyCe Uan pactpybe coefnHEHNS.

11. Mpw HeOBXOAMMOCTM HANOXMNTE CTEPU/IbHYHO MOBA3KY.
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YCTpOWCTBO ANa hmukcaumm Katetepa (katetepbl 5Fr- 8Fr)
MpumeyaHue. [laHHOe YCTPOMNCTBO MOCTABNSAETCA TONbKO C ONPeAeIeHHbIMU MOJeNIAMM

1. MMomecTnuTe YCTPOWACTBO ANA hMKcaumm Ha KaTetep. UTOOblI 3aKpbiTb YCTPOWNCTBO,
HafaBuTe Ha KaxAblil 60KOBOW BbICTYN. LLLenyok cBUAETENbCTBYET O TOM, YTO YCTPOMCTBO
3a(PMKCUPOBAHO M He MOXEeT NIerko CMeCTUTbCS.

2. AnA HagexHoW (ukcaumym nofwenTe AONOMHUTENbHOE YCTPOMCTBO (hMKcauum 3a

0TBepcTMA B 6OKOBbIX BbICTYMNax.
3. UT0Obl OTKPbITb YCTPOWNCTBO, HaJaBUTE HA BTOPOI BbICTYM U MOTAHUTE KaXKAblii 6OKOBOW

BbICTYI BBEPX.
ycTpoictBo gna oukcayum katetepa (7 Fr n 9,5 Fr)

MpumeyaHue.
[laHHOe yCTPOMCTBO NOCTaBNSAETCA TO/IbKO C OnpefeneHHbIMU MOLENAMU.

o v 1

1 Y6eautecb, 4TO YCTPOWCTBO ANS (DUKcaLMM KaTeTepa HAXOAWUTCS Ha MecTe B TOYKe

NPULLINBaHNSA.
2. UT06bI 3aKpbITb YCTPOMCTBO, 3aLIENKHNUTE BEPXHIOK MNACTUHY.
3. Ana HagexHo (ukcaumm nofwernite LONONHUTENbHOE YCTPOWCTBO (uKcaumm 3a

0TBEPCTUS B GOKOBbIX BbICTyNax.
4. YT0o6bl OTKPbITH YCTPOWCTBO, MPVMXXMWUTE €ro K KOXe W MOTAHUTE MNNacTUHY BBepX,

MCMONb3ys pblyar.

MpoBOAHMK C J-06pa3HbIM KOHUMKOM C YCTPOMCTBOM A1 NMPOXOXAeHMA KaTeTepa Venaguide
Seldinger

MprmeyaHue. [laHHOe yCTPOMACTBO NOCTABNAETCA TONLKO C ONPEeAeNeHHbIMU MOAENSAMM,
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1. OcBo604MTb NPOBOAHMK NMYTeM yAaneHns Konnayka.

2. BbinpamuTe J-06pa3Hblil KOHYMK NPOBOAHMKA, BTAHYB €ro B CUCTEMY KOaKCManbHOro
WHTPOAbOCEPA C MOMOLLbIO 60/IbLLOT0 NasbLa.

3. BcTaBbTe NMPOBOAHUK B pacTpyd WHTPOLbIHOCEPHOW WUrNbl U BBEAUTE €ro B BEHY.
BBoavTe NPOBOAHUK Ha TPebyeMyto ryounHy.

MPEAYNPEXOEHUE.

Bo wu3bexaHue CAUWKOM Tr1y6OKOro BBELEHMA OCTaHOBWUTECb, KOrAa MnocnefHss
OTMeTKa rny6buHbl JONAeT 40 MecTa NPOKO/a BeHbI.

Wnpuy Guiding Syringe

MpumeyaHve: [laHHOe n3fenne BXOLWUT B KOMMEKT TONbKO HEKOTOPbIX Mofeneid. 3To
YCTPOWCTBO MCMNONb3yeTca AJ1A BBOAA NMPOBOAHUKOB, UCMNOJb3YEMbIX C LEeHTpasbHbIMU
BEHO3HbIMW KaTeTepamu, nNpous3sBogcTea KomnaHuu «Meput Megukan CuHranyp [lte.
N1y,

1 BBefuTe WHTPOAbIOCEPHYIO WINY, MPUKPENIEHHYK K HanpaBnsawoLlieMy LWnpuly
Guiding Syringe, B cocyf 1 BbIMOJIHUTE OTCaCbIBaHMe.

2. Beegute Tpebyemblil TM6KMIA KOHeL, MPOBOAHMKA Yepe3 OTBEPCTUe B 3afHel 4vacTu
MOPLIHA Wwnpuua B BeHy. Npu 1cnonb3oBaHNMN NPOBOAHMKA C J-06pa3HbIM KOHUYMKOM
BbINpAMUTe J-06pa3Hblii KOHYMK MPOBOLHMKA, BTAHYB €ro B CUCTEMY UHTPOAbOCEpa C
MOMOLLbK 60MbLLOMO NabLia.

3. YpgepxuBas nNpPOBOAHWK Ha MeCTe, W3B/MIEKUTE WHTPOALIOCEPHYIO UMYy W
Hanpasnsowmuin wnpuy, Guiding Syringe.

NMPEAYNPEXAEHWE. He BbiNONHAWTe BCacbiBaHWEe MOC/e YCTaHOBKM MPOBOAHMKA.
3TO MOXeT NPUBECTU K NonajaHuio BO3ayxa B LUMpuL,.

MpepocTepexeHue.

He BbINOMHANTE penMH Y3UO KPOBM, UYTOObI MUHMMWU3MPOBATb PUCK YTEUYKM KPOBM
yepes 33JHIOK0 YacTb LWNpULa.

NHTpoabtocep Floswitch™"A

3T0 YCTPOWCTBO MCNONb3yeTcA AN BBOAA MPOBOAHWKOB, WCMOMb3YEMbIX C
LLeHTpanbHbIMN BEHO3HbIMK KaTeTepamu, MPoOu3BOACTBA KOMNaHun «Meput Megukan
CuHranyp MNre. N1a».

C noMmOLLb MHTPOALIOCEPHON MIAbl MHTpoabtocepa Floswitch™ npokonuTe BeHy,
BbIMO/HUTE BCacbiBaHWe, BBeAUTE O000/M0YKY WHTPOAbIOCEPA B BeHY W yaaaute
NHTpOAbIOCEPHYIO urny. Ha atom aTtane pasbem Flosw itchmoxeT 6bITb 3aKpbIT.
Pa3bem Heo6xoaMMo 6yLeT OTKPbITL Mepes BBEAEHWEM NMPOBOAHWKA UM KaTeTepa.

Bpawatouwwninca pasbem Floswitch™

[aHHoe yCTpOMCTBO MOXeT OblTb MOLCOEAMHEHO K pacTpyby pasbema Tuna Jlyep-J/lok
NN KaTeTepy LeHTPanbHON BEHbI.

1. CtaHfapTHas npakTuKa BKIOYaeT 3a.pensieHne KaTeTepa Ha KOXe.

2. Ona 3akpenneHus pasbema Floswitch™ BcTaBbTe pasbem Tuna Jlyep-/1ok B pacTpy6
KaTeTepa. 3aTAHUTE BpallakoLlycs BTY/KY PYKO A0 oTKasa. Pasbem Tuna Jlyep-J10K
KaTteTepa [JO/MKeH ObiTb MOMHOCTbIO BCTaB/eH B (imMkcaTop pasbema FloswitchA"A (cm.
puc. 1.1).
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3. Paszvem Floswitch™ crefyeT 3akpenuTb Ha MecTe C MOMOLLbK NPULLUBAHUSA UK
NnpuKneneBaHusa OOKOBbIX BbICTYMOB. PekomeHgyemas mnpoueaypa npuKIenBaHus
nokasaHa Ha puc. 2.

4. YepHble OTMETKM YKa3blBalOT Ha COCTOAHME noToka. Korga OHW BUAHbLI, KaTeTep
OTKPbIT, 1 XWUAKOCTb NpOTeKaeT cB060AHO. Korja oOHM 3aKpbITbl, KaTeTep 3aKpbiT.

Puc. 1 Mpoueaypa nposepku pasbema Floswitch™

11 12

1.1 KaTeTep NONHOCTbLIO BCTaB/MEH B (hukcaTop pasvema Floswitch™
1.2 Heo6xoanma npoBepKa coefuHeHN
Puc. 2. Mpoueaypa npuknensaHus pasbema Floswitch™

[lonanHuTenkHble
MNOMOCKKU NNacTblpun

2.3

MpepynpexaeHuns:
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1. Pa3bem Floswitch™” He cnefyeT 3aKpblBaTh (YePHbIE METKM 3aKPbITbl) A0 MOIHONO N3BNEYEHNS
Nrnbl. TO OTHOCUTCA TONLKO K MHTPoAblocepam Floswitch™MA,

2. Paszbem Floswitch™*" He crnefyeT nepeknoyath B NonoxeHne «OFF» (YepHble METKW 3aKpbIThl)
[l0 MOMIHOTO M3BJIEYEHNS MPOBOAHUKA.

3. Korga katetep He wuCnosb3yeTcs A1 BAUBAaHWA WM OTCaCbiBAHWUA XXUAKOCTU, pasbem
Floswitch™~ gonkeH ObITb 3aKpbIT, a Xab 3a6/10KMPOBaH MNOAX0AALLMM HAKOHEYHMKOM JTo3pa.

4. Tlpn MCNO/Mb30BaHUM MPOMEXYTOYHOW NPOOKU ANS MHBEKLMIA, NPUKPENIeHHOW K pasbema
Floswitch™*", ucnonb3yinTe TONbKO KOpPOTKWME Wrnbl. [Mepef BAMBaHWEM WAM OTcacbiBaHWEM
ybeantech, 4to pasveM Floswitch™™ HaxoguTcs B nonoxeHun «ON» (OTKpbITO). He BBOAWUTE UrNy
B pasbem Floswitch™™ rny6xe yem Ha 8 MM.

5. CtaHfapTHasa npakTuka npeanucbiBaeT PerynsipHo MpoOBepATb HaAeXHOCTb pasbema Tuna
Nyep-J/1ok. 3T0 BaXHO NPV MCMOMb30BaHWM BELWECTB C XOPOLIEA CMasblBAEMOCTbID. 3ITO
OTHOCUTCA TONbKO K pazbemam Floswitch™” ¢ passemom Tuna Jlyep-Jlok.

Pexum xpaHeHus
XpaHUTb B CYyXOM MpOXnagHOM nomelleHMn. He ponyckaTtb nonagaHus NpAMbIX COSTHEYHBIX

Nyyei.

CTEPVANBbHO ® anuporeHHO B 3aKPbITOA HEMOBPEX/AEHHON YynakoBKe. TOMbKO Ans
OLHOKPaTHOro MCnonb3oBaHuA. NpoBepainTe LeNOCTHOCTb KaXA0M OTAEeNbHOW YyNakoBKW nepef
MCMONb30BaHWEM. Y TUNIN3NPYATE U3genne nocne NCNonb3oBaHUS. He cTepunmn3yiite NOBTOPHO.

lMOBTOpPHOE MCMONb30BaHWE MOXET MPUBECTU K 3apaXeHuto, 3aboneesaHuo unu Tpasme. [ns
nonyyeHUs wHMoOpMaLuy O MOBTOPHOM 3aka3e WAM MNOALEPXKe obpawjaiitecb K MECTHOMY
npeacTaBuUTENIO.
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Mepesena Ko3nosa [lapba BnagumuposHa

Poccuiickas ®epepauuns
lopof MockBa
[leBATOro fekabps gBe TbicAYMN AEBATHAALATOrO roja

A, CtenaHoBa Mapus MuxalinoBHa, BpeMeHHO MCMOMHALWas 0653aHHOCTM HOTapuyca
ropoga Mockebl Koponb Buktopun AsieKCeeBHbl, CBUAETENbCTBYH MOA/IMHHOCTb MOAMUCK
nepesogumka Kosnosoli Aapbu BnagumMmpoBHsl.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

JlnyHoCTb NognucasLlero AOKYMEHT YCTaHOB/eHa.

3aperucTpupoBaHo B peectpe: Ne08/82-H/77-2019- /f- 2
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