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I FRA Crmis( RPTION

11 Product Name
Sterile Disposable Latex Urethral Foley catheter, CERTUS (hereinafter referred to as "Product™)
Manufacturer: Jiangxi Yikang Medical Instrument Group Co.. I.td

Place of Manufacture: No. 188 Liduaihua Avc, Jinxian Country, 331725, Nanchang, Jiangxi.
China

The Product is designed, manufactured according to the Quality Management System and
complies with the procedure relating to the F.C Declaration of Conformity, in accordance with
Appendix Il of Directive 93/42/EEC. This Declaration covers all medical products and is valid for all
CE-marked products. The requirements of EN ISO 13485:2012/AC:2012 standards are met and
confirmed by 1SO Certificate.

Product code according to the All-Russian Classifier of Products by Type of Economic Activity
OKPD2: 32.50.13.110.

1.2 Intended Purpose of the Produet
The product is intended for transurethral drainage and/or urinary bladder emptying in patients.

Product application conditions arc the use in medical and preventive treatment institutions by
qualified and trained personnel specializing in urology.

1.3 General Characteristics of the Product

The Foley catheter was designed specifically for the drainage and catheterization of the bladder
and the necessary medical procedures.

The product in accordance with the instructions is intended for temporary use. the time of
continuous use is not more than 7 days.

The product class, depending on the degree of potential medical use risk in accordance with the
nomenclature classifier of medical products is 2a.

A general characteristic of all types of the Foley catheter is a blind distal tip with special holes
on it One channel (path) Inside the catheter is used for urine drainage. The second, thin, channel (path)
is necessar)' to supply a special fluid (saline solution) to fill the balloon that holds the catheter inside
the bladder retained. An additional third channel (path), that some products have, is used to administer
the solutions into the bladder cavity for rinsing purposes.
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Product sterilization is carried out in accordance with the requirements of
EN ISO 11135-1:2007. The sterilization method is gas. The sterilizing agent used is ethylene oxide,
the gas mixture is 30% ETO. Sterilization time: 6 hours. The sterilization parameters inside the
sterilization chamber: temperature (54 + 2) °C. pressure (50 + 1) kPa. humidity 30 to 80 %.

Shelf life (sterility) ofthe product in individual package: 5 years.

Foley catheters are used for urological purposes to perform the following tasks:

m  Urine drainage.
m  Blood clot removal
m Bladder rinsing

Urethral Foley catheters have several design features (exclusive of the design and material of
the non-retum valve):

* a2-way Foley catheter with a cylindrical distal lip. furnished with a channel for urine drainage
and a channel for supplying fluid into the balloon:

e a2-way Foley catheter with a Tiemann distal tip. furnished with channel for urine drainage and
a channel for supplying fluid into the balloon: it is distinct in beakshaped blind distal tip
intended for more convenient catheterization (for example, it used for men with prostatic
hyperplasia):

» a 3-way Foley catheter, in addition to the channel for urine and the channel for balloon filling,
it is equipped with a separate channel for administering the solutions for rinsing the bladder
cavity:

» reinforced Foley catheters - to increase its strength characteristics:

» Foley catheter used for women has a shorter catheter length;

» smaller Foley catheters are used for children or patients with urethral pathology.

On issues concerning purchase and operation of the Product, as well as other clarifying issues,
please contact the authorized representative of the manufacturer in the Russian Federation - MBT LLC
(Medical Business Technologies Limited Inability Company), registered at the address: 25/2, apt.81,
Tikhoretsky prospekt, St. Petersburg, 195427. Russia. Tel 8 (911) 928-53-51
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The Product is produced in the following versions:

Sterile Disposable Latex 2-way Urethra!l Foley catheter, cylindrical distal tip, silicone coated,
soft valve.

Sterile Disposable Latex 2-way Urethral Foley catheter, cylindrical distal tip. silicone coated,
hard valve.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone coated,
soft valve.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone coated,
hard valve.

Sterile Disposable Latex 2-way Urethral Foley catheter, cylindrical distal tip. silicone and
hydrophilic coated, soft valve.

Sterile Disposable Latex 2-way Urethral Foley catheter, cylindrical distal tip. silicone and
hydrophilic coated, hard valve.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone and

hydrophilic coated, soft valve.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone and
hydrophilic coaled, hard valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip.
silicone coated, soft valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip.
silicone coated, hard valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter. Tiemann distal tip.
silicone coated, soft valve.

Sterile Disposable l.atex 2-way reinforced Urethral Foley catheter, Tiemann distal tip,
silicone coated, hard valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip,
silicone and hydrophilic coated, soft valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip,
silicone and hydrophilic coated, hard valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, Tiemann distal tip,
silicone and hydrophilic coated, soft valve.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, Tiemann distal tip.
silicone and hydrophilic coated, hard valve.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip. silicone coated,
soft valve.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip. silicone coated,
hard valve.

Sterile Disposable Latex 3-way Urethral Foley catheter, Tiemann distal tip, silicone coated,
soft valve.

Sterile Disposable Latex 3-way Urethral Foley catheter. Tiemann distal tip. silicone coated,
hard valve.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip, silicone and
hydrophilic coated, soft valve.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip. silicone and
hydrophilic coated, hard valve.

Sterile Disposable l.atex 3-way Urethral Foley catheter, fiemann distal tip, silicone and
hydrophilic coated, soft valve.

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



Sterile Disposable Latex 3-way Urethral Foley catheter, Tiemann distal tip, silicone and
hydrophilic coaled, hard valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip.
silicone coated, soft valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip.
silicone coated, hard valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter. Tiemann distal tip,
silicone coated, soft valve.

Sterile Disposable l.atex 3-way reinforced Urethral Foley catheter. Tiemann distal tip.
silicone coated, hard valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip.
silicone and hydrophilic coated, soft valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip,
silicone and hydrophilic coated, hard valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, fiemann distal tip,
silicone and hydrophilic coated, soft valve.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter. Tiemann distal tip,
silicone and hydrophilic coated, hard valve.

Kach design version is represented by its dimension range and specified below in cl. 1.5.

The dimension range of the urethral Foley catheter is expressed in units (Ch/Fr) according to
the French Gauge and in millimeters, indicating the length of the catheter (mm) and the liquid volume
(ml) required to fill the retaining balloon (see tables 2.2. 2.3) - saline solution is used. The Product
dimension range has a color marking of the balloon connector in accordance with Table 1.1.

Table 1.1- color marking of the catheter connector depending on its size

Foley catheter size according to French Gauge. Ch/Fr (mm) Color
6 (2.0 mm) pink
8 (2.7 mm) black
10 (3,3 mm) gray
12 (4.0 mm) white
14 (4,7 mm) green
16 (5,3 mm) orange
18 (6.0 mm) red
20 (6.7 mm) yellow
22 (7,3 mm) purple
24 (8,0 mm) blue
26 (8.7 mm) pink
28(9,3 mm) brown

30 (10,0 mm) gray
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Product nominal size:

- 6 FR (2.0 mm), length 270 mm. balloon volume 3 ml;

- 8 FR {2.7 mm), length 270 mm. balloon volume 3-5 mi:

- 10 FR (3,3 mm), length 270 mm. balloon volume 3-5 m;
12 FR (4.0 mm), length 260 mm. balloon volume 5-15 mil;
14 FR (4.7 mm), length 260 mm. balloon volume 5-15 ml;

- 16 FR (5,3 mm), length 260 mm. balloon volume 30 ml;

- 18 FR (6,0 mm), length 260 mm. balloon volume 30 ml;
20 FR (6,7 mm), length 260 mm. balloon volume 30 ml;

- 22 FR (7.3 mm), length 260 mm. balloon volume 30 ml;

- 24 FR (8,0 mm), length 260 mm, balloon volume 30 ml;
26 FR (8,7 mm), length 260 mm. balloon volume 30 ml;

- 28 FR (9,3 mm), length 260 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 260 mm, balloon volume 30 ml;

- 12 FR (4.0 mm), length 400 mm. balloon volume 5-15 ml;

- 14 FR (4.7 mm), length 400 mm, balloon volume 5-15 ml;
16 FR (5,3 mm), length 400 mm. balloon volume 30 ml;

- 18 FR (6.0 mm), length 400 mm. balloon volume 30 ml;

- 20 FR (6.7 mm), length 400 mm, balloon volume 30 ml;
22 FR (7.3 mm), length 400 mm, balloon volume 30 mil;

- 24 FR (8.0 mm), length 400 mm, balloon volume 30 mi;

- 26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;

- 28 FR (9.3 mm), length 400 mm. balloonvolume 30 ml;
30 FR (10.0 mm), length 400 mm, balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral Foley catheter, cylindrical distal tip, silicone coated,
hard valve

Product nominal size:

6 FR (2,0 mm), length 270 mm, balloon volume 3 mi:

8 FR (2,7 mm), length 270 mm. balloon volume 3-5 ml;
10 FR (3.3 mm), length 270 mm. balloon volume 3-5 ml;
12 FR (4,0 mm), length 260 mm. balloon volume 5-15 ml:
14 FR (4.7 mm), length 260 mm. balloon volume 5-15 ml:
16 FR (5.3 mm), length 260 mm. balloon volume 30 ml;
18 FR (6,0 mm), length 260 mm. balloon volume 30 ml;
20 FR (6.7 mm), length 260 mm, balloon volume 30 mi;
22 FR (7.3 mm), length 260 mm, balloon volume 30 ml;
24 FR (8.0 mm), length 260 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 260 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 260 mm, balloon volume 30 ml;
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30 FR (10.0 mm), length 260 mm, balloon volume 30 ml:
: 12FR (4.0 mm), length 400 mm. balloon volume 5-15 ml:
- 14FR (4.7 mm), length 400 mm. balloon volume 5-15 ml:
: 16 FR (5.3 mm), length 400 mm. balloon volume 30 ml:
- 18 FR (6.0 mm), length 400 mm. balloon volume 30 ml:
- 20 FR (6.7 mm), length 400 mm, balloon volume 30 mi:
- 22 FR (7.3 mm), length 400 mm, balloon volume 30 ml:
- 24 FR (8.0 mm), length 400 mm. balloon volume 30 ml:
: 26 FR (8,7 mm), length 400 mm. balloon volume 30 ml:
- 28 FR (9.3 mm). length 400 mm. balloon volume 30 ml:
- 30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral I'oley catheter, Tiemann distal tip, silicone coated, soft
valve

Product nominal size:

12 FR (4.0 mm)., length 400 mm. balloon volume 5-15 ml;
14 FR (4,7 mm)., length 400 mm. balloon volume 5-15 ml;
16 PR (5,3 mm)., length 400 mm, balloon volume 30 ml:
I8FR (6,0 mm)., length 400 mm. balloon volume 30 ml:
20 PR (6.7 mm)., length 400 mm, balloon volume 30 ml;
22 PR (7,3 mm)., length 400 mm. balloon volume 30 ml;
24 FR (8,0 mm)., length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm)., length 400 mm, balloon volume 30 ml:
28 FR (9.3 mm)., length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm). length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip, silicone coated, hard
valve

Product nominal size;

12 FR (4.0 mm). length 400 mm. balloon volume 5-15 ml:
14 FR (4.7 mm). length 400 mm, balloon volume 5-15 ml:
16FR (5.3 mm), length 400 mm, balloon volume 30 ml;
18 FR (6.0 mm). length 400 mm, balloon volume 30 ml:
20 FR (6.7 mm). length 400 mm, balloon volume 30 ml:
22 FR (7,3 mm). length 400 mm. balloon volume 30 ml;
24 FR (8,0 mm). length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml:
28 FR (9.3 mm). length 400 mm, balloon volume 30 ml:
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.
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Product nominal size:

6 FR (2.0 mm), length 270 mm. balloon volume 3 ml;
8 FR (2.7 mm), length 270 mm. balloon volume 3-5 ml:
10 FR (3.3 mm), length 270 mm.balloon volume 3-5 mil:
12 FR (4.0 mm), length 260 mm,balloon volume 5-15 ml;
14 FR (4,7 mm), length 260 mm.balloon volume 5-15 ml:

- 16 FR (5.3 mm), length 260 mm, balloon volume 30 ml;
18 FR (6.0 mm), length 260 mm. balloon volume 30 ml;

- 20 FR (6.7 mm), length 260 mm, balloon volume 30 ml;

- 22 FR (7.3 mm), length 260 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 260 mm. balloon volume 30 ml;

- 26 FR (8.7 mm), length 260 mm. balloon volume 30 ml;

- 28 FR (9.3 mm). length 260 mm. balloon volume 30 mil;

- 30 FR (10,0 mm), length 260 mm. balloon volume 30 mi;

- 12 FR (4.0 mm), length 400 mm. balloon volume 5-15 ml;

- 14 FR (4.7 mm), length 400 mm. balloon volume 5-15 mil;

- 16 FR (5.3 mm), length 400 mm. balloon volume 30 ml;

- 18 FR (6.0 mm), length 400 mm. balloon volume 30 ml:

- 20 FR (6.7 mm). length 400 mm. balloon volume 30 ml;

- 22 FR (7.3 mm), length 400 mm. balloon volume 30 ml;

- 24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm.balloon volume 30 ml:
28 FR (9,3 mm), length 400 mm,balloon volume 30 ml;

- 30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral Foley catheter, cylindrical distal tip, silicone and
hydrophilic coated, hard valve

Product nominal size:

6 FR (2,0 mm), length 270 mm, balloon volume 3 ml;

- 8 FR (2,7 mm), length 270 mm. balloon volume 3-5 ml;
10 FR (3,3 mm), length 270 mm, balloon volume 3-5 ml;

- 12 FR (4.0 mm), length 260 mm, balloon volume 5-15 ml;

- 14 FR (4.7 mm), length 260 mm, balloon volume 5-15 ml;

- 16 FR (5,3 mm), length 260 mm. balloon volume 30 ml;
18 FR (6,0 mm), length 260 mm, balloon volume 30 ml;
20 FR (6.7 mm), length 260 mm. balloon volume 30 ml;

- 22 FR (7.3 mm), length 260 mm. balloon volume 30 ml;

- 24 FR (8.0 mm), length 260 mm. balloon volume 30 mli;
26 FR (8.7 mm), length 260 mm. balloon volume 30 mi;

- 28 FR (9.3 mm), length 260 mm. balloon volume 30 ml;

- 30 FR (10.0 mm), length 260 mm, balloon volume 30 ml;

- 12 FR (4.0 mm), length 400 mm. balloon volume 5-15 ml;

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



14 FR (4.7 mm), length 400 mm. balloon volume 5-15 mil:
16 FR (5.3 mm), length 400 mm, balloon volume 30 mil;
18 I'R (6.0 mm), length 400 mm, balloon volume 30 ml;
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7,3 mm), length 400 mm, balloon volume 30 mil;
24 FR (8.0 mm), length 400 mm, balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 I'R (10,0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone and
hydrophilic coaled, soft valve

Product nominal size:

12 FR (4,0 mm). length 400 mm, balloon volume 5-15 ml
14 FR (4.7 mm). length 400 mm, balloon volume 5-15 ml
I6FR (5.3 mm). length 400 mm. balloon volume 30 ml;
18 FR (6.0 mm). length 400 mm, balloon volume 30 ml;
20 FR (6.7 mm). length 400 mm. balloon volume 30 ml;
22 FR (7.3 mm). length 400 mm, balloon volume 30 ml;
24 FR (8.0 mm). length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml,
28 FR (9.3 mm)., length 400 mm, balloon volume 30 ml;
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way Urethral Foley catheter. Tiemann distal tip. silicone and
hydrophilic coated, hard valve

Product nominal size:

12 FR (4.0 mm). length 400 mm. balloon volume 5-15 ml;
14 FR (4.7 mm). length 400 mm. balloon volume 5-15 ml;
16 FR (5.3 mm), length 400 mm. balloon volume 30 ml;
18 FR (6.0 mm). length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7,3 mm). length 400 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml;
28 FR (9,3 mm). length 400 mm, balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.
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Product nominal size:

16 FR (5,3 mm), length 260 mm, balloon volume 30 ml;
18 FR (6.0 mm), length 260 mm. balloon volume 30 ml;
20 FR (6.7 mm), length 260 mm. balloon volume 30 ml;
22 FR (7,3 mm), length 260 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 260 mm. balloon volume 30 ml;
26 FR (8.7 mm). length 260 mm. balloon volume 30 ml,
28 FR (9.3 mm), length 260 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 260 mm. balloon volume 30 ml;
16 FR (5.3 mm), length 400 mm. balloon volume 30 ml;
18 FR (6.0 mm), length 400 mm. balloon volume 30 ml;
20 FR (6,7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7.3 mm), length 400 mm, balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm, balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip. silicone
coated, hard valve

Product nominal size:

16 FR (5.3 mm), length 260 mm. balloon volume 30 ml;
18 FR (6.0 mm), length 260 mm. balloon volume 30 ml;
20 FR (6,7 mm), length 260 mm. balloon volume 30 ml;
22 FR (7,3 mm), length 260 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 260 mm. balloon volume 30 ml;
26 FR (8,7 mm), length 260 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 260 mm, balloon volume 30 ml;
30 FR (10,0 mm), length 260 mm . balloon volume 30 ml:
16 FR (5,3 mm), length 400 mm, balloon volume 30 ml;
18 FR (6,0 mm), length 400 mm, balloon volume 30 ml;
20 FR (6,7 mm), length 400 mm, balloon volume 30 ml:
22 FR (7,3 mm), length 400 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm, balloon volume 30 ml;
26 FR (8,7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.
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Product nominal size:

16 FR (5.3 mm), length 400 mm, balloon volume 30 ml:
18 FR (6,0 mm). length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7.3 mm), length 400 mm. balloon volume 30 ml:
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml:
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml:
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter. Tiemann distal tip. silicone
coated, hard valve

Product nominal size:

16FR (5.3 mm)., length 400 mm. balloon volume 30 ml;
18 FR (6,0 mm)., length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm)., length 400 mm. balloon volume 30 mi:
22 FR (7.3 mm)., length 400 mm. balloon volume 30 ml;
24 FR (8,0 mm)., length 400 mm. balloon volume 30 ml;
26 FR (8,7 mm)., length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm)., length 400 mm. balloon volume 30 ml:
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter, cylindrical distal tip. silicone
and hydrophilic coated, soR valve

Product nominal size:

16 FR (5.3 mm), length 260 mm. balloon volume 30 ml:
18FR (6.0 mm). length 260 mm. balloon volume 30 ml;
20 FR (6,7 mm), length 260 mm. balloon volume 30 ml;
22 FR (7.3 mm). length 260 mm. balloon volume 30 ml;
24 FR (8.0 mm). length 260 mm. balloon volume 30 ml:
26 FR (8.7 mm), length 260 mm, balloon volume 30 ml;
28 FR (9.3 mm). length 260 mm. balloon volume 30 ml:
30 FR (10,0 mm). length 260 mm, balloon volume 30 ml
I6FR (5.3 mm). length 400 mm. balloon volume 30 ml,
18 FR (6,0 mm). length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm). length 400 mm. balloon volume 30 ml;
22 FR (7.3 mm). length 400 mm. balloon volume 30 ml:
24 FR (8.0 mm). length 400 mm. balloon volume 30 mi:
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml:
28 FR (9.3 mm). length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm, balloon volume 30 ml
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Product nominal size:

16 FR (5.3 mm), length 260 mm. balloon volume 30 ml:
18 FR (6.0 mm), length 260 mm. balloon volume 30 mil:
20 FR (6.7 mm), length 260 mm. balloon volume 30 ml;
22 FR (7.3 mm), length 260 mm. balloon volume 30 ml:
24 FR (8.0 mm), length 260 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 260 mm. balloon volume 30 mi:
28 FR (9.3 mm), length 260 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 260 mm, balloon volume 30 ml;
16 FR (5.3 mm), length 400 mm, balloon volume 30 ml,
18 FR (6,0 mm), length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7,3 mm), length 400 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm, balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm, balloon volume 30 ml:
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml,

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter. Tiemann distal tip, silicone
and hydrophilic coated, soft valve

Product nominal size:

16FR (5.3 mm)., length 400 mm. balloon volume 30 ml;
18 FR (6.0 mm)., length 400 mm. balloon volume 30 ml;
20 FR (6.7 mm)., length 400 mm. balloon volume 30 ml,
22 FR (7,3 mm). length 400 mm. balloon volume 30 ml,
24 FR (8.0 mm)., length 400 mm. balloon volume 30 ml;
26 FR (8,7 mm)., length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm)., length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 2-way reinforced Urethral Foley catheter. Tiemann distal tip, silicone
and hydrophilic coated, hard valve

Product nominal size:

16 FR (5,3 mm), length 400 mm, balloon volume 30 ml;
18 FR (6,0 mm), length 400 mm. balloon volume 30 ml;
20 FR (6.7 mm), length 400 mm, balloon volume 30 ml:
22 FR (7.3 mm), length 400 mm. balloon volume 30 ml:
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24 FR (8.0 mm), length 400 mm, balloon volume 30 mil:
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 mil;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip. silicone coaled,

soft valve

Product nominal size:

14 FR (4.7 mm), length 400 mm. balloon volume 5-15 ml;
16 FR (5,3 mm), length 400 mm,balloon volume 30 ml:

18 FR (6.0 mm), length 400 mm. balloon volume 30ml;
20 FR (6.7 mm), length 400 mm.balloon volume 30 mil:

22 FR (7.3 mm), length400 mm.balloon volume 30 ml:

24 FR (8.0 mm), length 400 mm,balloon volume 30 ml;

26 FR (8.7 mm), length 400 mm, balloon volume 30 ml;

28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;

30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal lip. silicone coated,

hard valve

Product nominal size:

14 FR (4.7 mm), length 400 mm, balloon volume 5-15 ml:
16 FR (5,3 mm), length 400 mm. balloon volume 30 ml:
18 FR (6.0 mm), length 400 mm, balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm, balloon volume 30 mil:
22 FR (7,3 mm), length 400 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm, balloon volume 30 ml;
28 FR (9,3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 400 mm, balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter. Tiemann distal tip. silicone coaled, soft

valve

Product nominal size:
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14 FR (4.7 mm), length 400 mm, balloon volume 5-15 ml
16 FR (5.3 mm), length 400 mm. balloon volume 30 ml
18 FR (6.0 mm), length 400 mm. balloon volume 30 ml
20 FR (6.7 mm), length 400 mm, balloon volume 30 ml
22 FR (7.3 mm), length 400 mm. balloon volume 30 ml



24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter. Tiemann distal tip. silicone coated, hard

valve

Product nominal size:

14FR (4.7 mm).
16FR (5.3 mm).
18 FR (6.0 mm).
20 FR (6.7 mm).
22 FR (7.3 mm).
24 FR (8.0 mm).
26 FR (8.7 mm).
28 FR (9.3 mm).

length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.

balloon volume 5-15 ml:
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml:

30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip. silicone and
hydrophilic coated, soft valve

Product nominal size:

14 FR (4,7 mm). length 400 mm. balloon volume 5-15 ml:
16 FR (5.3 mm). length 400 mm. balloon volume 30 ml:
18 FR (6.0 mm), length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm, balloon volume 30 ml:
22 FR (7.3 mm). length 400 mm. balloon volume 30 ml:
24 FR (8.0 mm). length 400 mm, balloon volume 30 ml:
26 FR (8.7 mm). length 400 mm, balloon volume 30 mi:
28 FR (9.3 mm), length 400 mm, balloon volume 30 ml;
30 FR (10.0 mm). length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter, cylindrical distal tip, silicone and
hydrophilic coated, hard valve

Product nominal size:

14 FR (4.7 mm), length 400 mm. balloon volume 5-15 ml;
16 FR (5.3 mm), length 400 mm. balloon volume 30 mil:
18 FR (6.0 mm). length 400 mm. balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7.3 mm), length 400 mm, balloon volume 30 ml:
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24 FR (8.0 mm), length 400 mm. balloon volume 30 mil;
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter. Tiemann distal tip, silicone and

hydrophilic coated, soil valve

Product nomi

nal size:

14 FR (4.7 mm).
16 FR (5.3 mm).
18 FR (6,0 mm).
20 FR (6.7 mm).
22 FR (7.3 mm).
24 FR (8.0 mm).
26 FR (8.7 mm).
28 FR (9.3 mm).

length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.

balloon volume 5-15 ml;
balloon volume 30 mil:
balloon volume 30 ml;
balloon volume 30 ml:
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml:

30 FR (10.0 mm). length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way Urethral Foley catheter, Tiemann distal tip. silicone and

hydrophilic coated, hard valve

Product nomi

nal size:

balloon volume 5-15 ml:
balloon volume 30 ml
balloon volume 30 ml
balloon volume 30 ml

14 FR (4.7 mm), length 400 mm.
16 FR (5,3 mm), length 400 mm.
18 FR (6.0 mm). length 400 mm.
20 FR (6,7 mm), length 400 mm.
22 FR (7,3 mm), length 400 mm. balloon volume 30 ml
24 FR (8,0 mm), length 400 mm, balloon volume 30 ml
26 FR (8,7 mm), length 400 mm, balloon volume 30 ml
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm). length 400 mm. balloon volume 30 ml

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip, silicone
coated, soft valve

Product nominal size:

16 FR (5,3 mm), length 400 mm. balloon volume 30 ml
18 FR (6.0 mm), length 400 mm. balloon volume 30 ml
20 FR (6.7 mm), length 400 mm, balloon volume 30 ml
22 FR (7.3 mm), length 400 mm. balloon volume 30 ml
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml
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26 FR (8,7 mm), length 400 mm, balloon volume 30 ml;
28 FR (9.3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable L.atex 3-way reinforced Urethral Foley catheter, cylindrical distal tip, silicone
coated, hard valve

Product nominal size:

balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 mi;
balloon volume 30 ml;

16 FR (5,3 mm), length 400 mm.
18FR (6.0 mm). length 400 mm.
20 FR (6.7 mm). length 400 mm.
22 FR (7.3 mm). length 400 mm.
24 FR (8.0 mm). length 400 mm.
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;

28 FR (9,3 mm), length 400 mm. balloon volume 30 ml;

30 FR (10.0 mm), length 400 mm, balloon volume 30 ml,

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter. Tiemann distal tip. silicone
coated, soft valve

Product nominal size:

16FR (5.3 mm).
18 FR (6.0 mm).
20 FR (6.7 mm).
22 FR (7.3 mm).
24 FR (8.0 mm).

length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.
length 400 mm.

balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;
balloon volume 30 ml;

26 FR (8.7 mm). length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm). length 400 mm. balloon volume 30 ml;
30 FR (10,0 mm). length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter. Tiemann distal tip, silicone
coated, hard valve

Product nominal size:

16 FR (5.3 mm), length 400 mm, balloon volume 30 ml;
18 FR (6.0 mm), length 400 mm. balloon volume 30 mil:
20 FR (6.7 mm), length 400 mm, balloon volume 30 ml;
22 FR (7.3 mm), length 400 mm. balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8,7 mm), length 400 mm, balloon volume 30 ml;
28 FR (9,3 mm), length 400 mm. balloon volume 30 ml:
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml
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Product nominal size:

16 FR (5.3 mm), length 400 mm. balloon volume 30 ml:
18 FR (6.0 mm), length 400 mm. balloon volume 30 mi:
20 FR (6.7 mm), length 400 mm. balloon volume 30 ml;
22 FR (7.3 min), length 400 mm, balloon volume 30 ml;
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml;
26 FR (8.7 mm), length 400 mm. balloon volume 30 ml;
28 FR (9,3 mm), length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm), length 400 mm. balloon volume 30 ml.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, cylindrical distal tip. silicone
and hydrophilic coated, hard valve

Product nominal size:

16 FR (5.3 mm)., length 400 mm. balloon volume 30 ml;
18 FR (6,0 mm)., length 400 mm. balloon volume 30 ml;
20 FR (6,7 mm)., length 400 mm. balloon volume 30 ml;
22 FR (7,3 mm)., length 400 mm, balloon volume 30 ml;
24 FR (8.0 mm)., length 400 mm. balloon volume 30 ml:
26 | R (8.7 mm)., length 400 mm. balloon volume 30 ml:
28 FR (9,3 mm)., length 400 mm, balloon volume 30 mi:
30 FR (10,0 mm), length 400 mm, balloon volume 30 ml.

Sterile Disposable Latex 3-way reinforced Urethral Foley catheter. Fiemann distal lip. silicone
and hydrophilic coated, soft valve

Product nominal size:

16 FR (5,3 mm), length 400 mm. balloon volume 30 ml:
18 FR (6.0 mm). length 400 mm, balloon volume 30 ml:
20 FR (6.7 mm), length 400 mm, balloon volume 30 mi:
22 FR (7.3 mm). length 400 mm, balloon volume 30 ml:
24 FR (8.0 mm), length 400 mm. balloon volume 30 ml,
26 FR (8.7 mm), length 400 mm. balloon volume 30 mil:
28 FR (9.3 mm). length 400 mm. balloon volume 30 ml;
30 FR (10.0 mm). length 400 mm, balloon volume 30 ml.
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Sterile Disposable Latex 3-way reinforced Urethral Foley catheter, Tiemann distal tip. silicone
and hydrophilic coated, hard valve

Product nominal size:

16 FR (5.3 mm). length 400 mm. balloon volume 30 ml;
18 FR (6.0 mm). length 400 mm. balloon volume 30 ml;
20 FR (6.7 mm). length 400 mm. balloon volume 30 ml:
22 FR (7.3 mm). length 400 mm. balloon volume 30 ml,
24 FR (8.0 mm). length 400 mm. balloon volume 30 ml,
26 FR (8.7 mm). length 400 mm. balloon volume 30 ml;
28 FR (9.3 mm). length 400 mm. balloon volume 30 ml:
30 FR (10.10 mm:), length 400 mm. balloon volume 30 ml.
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2 PRONI'( 1 (ONI 1(1 UATION

2.1 Design Features of the Product
The Product is represented in design versions according to cl. 1.5.
Figures 2.1-2.12 show dimensions and design features of the Sterile Disposable Latex Urethral

Foley catheter (exclusive of the design and material of the non-return valve): Tables 2.2-2.3 show the
physical values of the dimension range of the given catheters.

NOTE - The positions are shown in table 2.1 and table 2.2, section AA - in figure 2.3

Figure 2.1 - 2-way latex urethral Foley catheter with a cylindrical distal tip

NOTE - The positions are shown in table 2.1 and table 2.2. section AA - in figure 2.3

Figure 2.2 —2-way latex urethral Foley catheter with Fiemann distal tip
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A-A (eniaf2«di

Balloon LUing path

Draining path

NOTE - O.D. dimensions are given in table 2.2 |he shape of the catheter section in Figure 2.3 is
conditional (schematic)

Figure 2.3 - Section ofthe 2-way urethral Foley catheter body according to figures 2.1-2.2

NOTE - The positions are shown in table 2.1and table 2.2. section B-B —in figure 2.6

Figure 2.4 - 2-way latex reinforced urethral Foley catheter with a cylindrical distal tip
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NOTE - The positions are shown in table 2.1and table 2.2. section B-B - in figure 2.6

Figure 2.5 - 2-way latex reinforced Urethral Foley catheter with Tiemann distal tip

B-B («lasd

Balloon filling patli

Q0

Draining path

Reinforced laver

NOTE - O.l). dimensions are given in table 2.2. The shape of the catheter section in Figure 2.6 is
conditional (schematic)

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



12

NOTE - The positions are shown in table 2.1 and table 2.2, section C-C - in figure 2.9

Figure 2.7 - 3-way latex urethral Foley catheter with a cylindrical distal tip

NOTE - The positions are shown in table 2.1 and table 2.2, section C-C —in figure 2.9
Figure 2.8 - 3-way latex urethral Foley catheter with Tiemann distal tip
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C-C («dlareed}

Balloon fflhng path

NOTH - O.D. dimensions are given in table 2.3. The shape of'the catheter section in Figure 2.9 is
conditional (schematic)

Figure 2.9 - Section of'the t3-way urethral Foley catheter body according to figures 2.7-2.S

12

NOTH - The positions are shown in table 2.1and table 2.3. section D-D - in figure 2.12

Figure 2.10 - 3-way latex reinforced urethral Foley catheter with a cylindrical distal tip
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NOTE - 1he positions arc shown in table 2.1 and table 2.3. section D-D - in figure 2.12
Figure 2.11- 3-way latex reinforced urethral Foley catheter with Tiemann distal tip

D D I'enlaraed-

Balloon 60ing path

oH®

NOTE - O.D. dimensions are given in table 2.3. The shape of the catheter section in Figure 2.12 is
conditional (schematic)
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Table 2.1 - Catheter Components according to Figures 2.1-2.12

Item
No.

©ooO~NDU D WN

B=5

Name

Casing

Non-return valve

Retraction of the retaining balloon connector
Catheter body

Retaining balloon

Drainage hole

Distal tip

Retraction of the drainage connector
Catheter guide

Reinforcement layer

Retraction of the connector for instillation
Installation channel hole

Physical dimensions of the sterile disposable latex disposable two-way urethral Foley catheter
with cylindrical distal tip, silicone coating according to Figures 2.1-2.6 (exclusive of the design and
material of the non-return valve) are shown in the Table 2.2 for:

2-way, cylindrical distal tip. silicone coating;

2-way. Tiemann distal tip, silicone coating:

2-way, cylindrical distal tip, silicone and hydrophilic coating;

2-way. Tiemann distal tip. silicone and hydrophilic coating;

2-way. reinforced, cylindrical distal tip, silicone coating;

2-way, reinforced. Tiemann distal tip, silicone coating;

2-way. reinforced, cylindrical distal tip, silicone and hydrophilic coating;
2-way, reinforced, Tiemann distal tip. silicone and hydrophilic coating;

Table 2.2 - Physical dimensions of the sterile latex disposable urethral Foley catheter (exclusive of

Distal tip
type

cylindrical
cylindrical
cylindrical
cylindrical
cylindrical
cylindrical
cylindrical
cylindrical

the design and material of the non-retum valve), according to figures 2.1-2.6

The flow rate

Outer Fluid volume .
LeLnIgth diameter Size for retaining ELI:JOISQI:O,[Y]VB)
(£20) .mm o.D, (Fr/Ch) balloor;, ml drainage channel,
(10 %) mm (£10%) ml/min. not less
270 2.0 6 3 10
270 2.7 8 3-5 15
270 33 10 3-5 30
260 4.0 12 5-15 50
260 4.7 14 5-15 70
260 5.3 16 30 100
260 6.0 18 30 100
260 6.7 20 30 100
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The flow rate

Lenath Outer Fluid vo_Iu_me (Fluid flow)
Distal lip engt diameter Size for retaining throuah the
type e O.D. (Fr/iCh) balloon, mi draina egchannel
(=20) mm (10 %) mm (£10%) mI/mign. not Iess,
cylindrical 260 7.3 22 30 100
cylindrical 260 8.0 24 30 100
cylindrical 260 8.7 26 30 100
cylindrical 260 9.3 28 30 100
cylindrical 400 4.0 12 5-15 50
cylindrical 400 4.7 14 5-15 70
cylindrical 400 53 16 30 100
cylindrical 400 6.0 18 30 100
cylindrical 400 6.7 20 30 100
cylindrical 400 7.3 22 30 100
cylindrical 400 8.0 24 30 100
cylindrical 400 8.7 26 30 100
cylindrical 400 9.3 28 30 100
cylindrical 400 10.0 30 30 100
fiemann 400 4.0 12 5-15 50
Tiemann 400 4.7 14 5-15 70
Tiemann 400 53 16 30 100
Tiemann 400 6.0 18 30 100
fiemann 400 6.7 20 30 100
Tiemann 400 7.3 22 30 100
Tiemann 400 8.0 24 30 100
Tiemann 400 8.7 26 30 100
fiemann 400 9.3 28 30 100
Tiemann 400 10.0 30 30 100

Physical dimensions of the sterile latex disposable urethral Foley catheter according to
Figures 2.7-2.12 {exclusive of the design and material of the non-return valve) are shown in the
Table 2.3 for:

3-way, cylindrical distal tip. silicone coating;

3-way, Tiemann distal tip, silicone coating:

3-way, cylindrical distal tip, silicone and hydrophilic coating:

3-way. Tiemann distal tip. silicone and hydrophilic coating;

3-way. reinforced, cylindrical distal tip. silicone coating;

3-way, reinforced. Tiemann distal tip. silicone coating;

3-way. reinforced, cylindrical distal tip, silicone and hydrophilic coating;
3-way. reinforced, fiemann distal tip. silicone and hydrophilic coating;
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Table 2.3 - Physical dimensions of'the sterile latex disposable urethral Foley catheter (exclusive of
the design and material oflhe non-return valve), according to figures 2.7-2.12

The flow rate

Outer Fluid volume (fluid flow)
Distal tip Length LI, diameter Size for retaining through the
type (x20) mm O.D. (Fr/Ch) balloon, drainage channel
(£10%) mm (£10%) mi ml/min, not Iess’

cylindrical 400 4.7 14 5-15 70
cylindrical 400 53 16 30 100
cylindrical 400 6.0 18 30 100
cylindrical 400 6.7 20 30 100
cylindrical 400 7.3 22 30 100
cylindrical 400 8.0 24 30 100
cylindrical 400 8.7 26 30 100
cylindrical 400 9.3 28 30 100
cylindrical 400 10.0 30 30 100
Tiemann 400 4.7 14 5-15 70
Tiemann 400 5.3 16 30 100
Tiemann 400 6.0 18 30 100
Tiemann 400 6.7 20 30 i0O
Tiemann 400 7.3 22 30 100
fiemann 400 8.0 24 30 100
Tiemann 400 8.7 26 30 100
Tiemann 400 9.3 28 30 100
Tiemann 400 10.0 30 30 100

Catheter body force at break, not less than 15 N.

Product weight without package, no more than 40 g.

2.2 Description of the Product Components and Materials Used

Section 2.1 of this document shows the design features of the Product. Figures 2.1-2.12.
The product components according to these Figures are shown in Table 2.1 Description is given
below.

2.2.1 Casing
Designed to crimp (securely hold) the non-return valve inside the balloon connector. Located
on top ofthe tip of the balloon connector.

Catheter casings have color marking, i.e. are dyed in different colors depending on the size
ofthe catheters (diameter), (sec table 2.4).

Materials used: for all product nominal sizes - latex CAS N0.9006-04-6 manufactured by
GETAHINDUS M SDN. BHD (Malaysia).
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Dye:

CAS Ne1317-80-2-

(India):

e CAS Ne1317-80-2-

Ltd." (India):

e CASNel1317-80-2-

(India);

e CASNel1317-80-2-

(India).

Table 2.4 - Proportions of dye mixing for casing color marking

Catheter size

according to
French

(jauge, Ch/Fr

6

8

10

12

14

16

18

20

22

24

26

28

30

mm

2.0
2.7
3.3
4.0
4.7
53
6.0
6.7
7.3
8.0
8.7
9.3
10.0

White {"Titanum oxide") manufactured by "Clearsynth l.abs Pvt. Ltd."

Yellow {"Pif*men/ Yellow 151") manufactured by "Clearsynth l.abs Pvt.

Red {"Pifiment Red23") manufactured by "Clearsynth Labs Pvt. Ltd."

Blue {"Pigment Blue 29") manufactured by "Clearsynth Labs Pvt. Ltd."

Color

Pink
Black
Gray
White
Green
Orange
Red
Yellow
Purple
Blue
Pink
Brown
Gray

2.2.2 Non-retum valve

It is intended for administering saline solution (inside the catheter) in order to inflate the
retaining balloon, as well as hold saline solution inside the retaining balloon and then empty the
balloon after finishing using the catheter. All products are equipped with the non-return valve. The

Blue

("Pigment
Blue 29")

40%
20%

50%

40%
90%

20%
20%

Dye fraction (%)

Yellow
("Pigment
Yellow 15IN)

25%
20%

40%
70%

90%
20%

40%
20%

non-retum valve can be produced in one of two versions.

Version 1. Soft

non-return

valve.

Materials used:

manufactured by "GETAHINDUS M SDN. BHD" (Malaysia);

natural

Red

("Pigment
Red 23")

35%
30%
20%

20%
90%
40%
35%

40%
20%

The overall length of the soil non-return valve is not more than 21mm.
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White
("Titanum
oxide™)
65%
5%
40%
100%
10%
10%
10%
10%

10%
65%

40%
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Figure 2.13- Soft non-retum valve

Version 2. Hard non-return valve Materials used: ABS plastic (Acrylonitrile-Buladiene-
St)rene-Copolymer CAS No0.9003-56-9) manufactured by Chi Mei Corporation (Taiwan);
CAS polypropylene N0.9003-07-0 manufactured by Taiwan Chemical Fiber Co., Ltd (Taiwan); PVC
grade REZ2-010 manufactured by COLORITE EUROPE. Ltd (Northern Ireland); silicone
CAS No0.556-67-2. manufactured by Dow Corning Holding Company Limited (China), steel AISI 304
manufactured by POSCO Specialty Steel Co.. Ltd. (Korea).

The overall length of the soft non-return valve is not more than 28mm.

Figure 2.14 - Hard non-return valve

Depending on the type of non-return valve, the same catheter unit can be classified as different
versions of the product (see clause 1.5). The type of non-return valve itself does not affect the
operating efficiency of each product selected by design, size and material of the coating (with or
without hydrophilic coating).

2.2.3 Retraction of the retaining balloon connector

It is designed to hold the non-return valve and to administer saline solution into the retaining
balloon in order to fill it. It is made of latex coated with silicone on the outside.

2

Figure 2.15 - Retraction of the retainer cylinder connector
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The size of the L2 (in Fig. 2.15) - removal of the connector of the fixing cylinder for liquid
supply to the cylinder - is not more than 75 mm.

Materials used: for all product nominal sizes - latex CAS N0.9006-04-6 manufactured by
GETAHINDUS M SDN. BHD (Malaysia), silicone CAS N0.556-67-2 manufactured by Dow Coming
Holding Company Limited (China).

2.2.4 Catheter Body

It is designed to retract urine from the bladder into the urine bag through the drainage path
(channel), to conduct saline solution through the balloon filling path to retaining balloon and
administering the rinsing solutions through the instillation channel into the bladder(availablc only in
three-way catheters).

The catheter body is made of latex coated with silicone or silicone and a hydrophilic coating,
depending on the design version.

Silicone coating provides easier insertion of the catheter into the urethra and softens the
mechanical impact on the walls of the urethra. Silicone coating thickness is not more than 1 mm.

Hydrophilic coating of catheters provides an even easier penetration of the catheter into the
urethra, because when the surface of the catheter is wetted with water, the hydrophilic coating makes
the surface of the catheter more slippery and smooth. Thickness of hydrophilic coating layer is not
more than 0.5 mm.

In order to give additional strength to the junction of the retaining balloon connector retraction,
drainage connector retraction and instillation connector retraction (if available, 3-way catheters), the
body of the catheter may have an increased diameter exceeding the declared nominal diameter (see
Figure 2.15). This junction on the catheter body does not affect the operating efficiency of the product,
since it does not provide for the insertion into the urethral channel of the patient.

Figure 2.16 - Location ofthe urethral Foley catheter during catheterization

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



Materials used:

for all product with silicone coating - natural latex CAS N0.9006-04-6 manufactured by
GETAHINDUS M SDN. BHD (Malaysia), silicone CAS No0.556-67-2 manufactured by Doa®
Coming Holding Company Limited (China).

for all product with silicone and hydrophilic coating - natural latex CAS N0.9006-04-6
manufactured by GETAHINDUS M SDN. BHD "(Malaysia); silicone CAS No0.556-67-2
manufactured by Dow Corning Holding Company Limited (China); hydrophilic coating
"hydromer topcoat" 2063-211L brand manufactured by Hydromer Inc. (USA) of the following
composition: methyl ethyl ketone CAS No0.78-93-3. tetramethylene oxide CAS No. 109-99-9.
diacetone alcohol CAS No. 123-42-2. dodecyltriaininc CAS No0.2372-82-9.

2.2.5 Retaining balloon

You can see it in the operating state as part of the article in Figure 1.1. It is designed to hold the
catheter inside the urethra after it has been inserted, which is done by inflating the balloon inside the
bladder by administering saline into it. Just like the catheter body, the balloon is made of latex coated
with silicone or silicone and a hydrophilic coating, depending on the design version. The fluid volume
required to fill the retaining balloon (balloon volume) varies depending on the size of the catheter, see
table 2.2 and table 2.3.

Materials used:

o for all product with silicone coating - natural latex CAS N0.9006-04-6 manufactured
by GETAHINDUS M SDN. BHD (Malaysia), silicone CAS No0.556-67-2 manufactured by
Dow Corning Holding Company Limited (China).

o for all product with silicone and hydrophilic coating - natural latex CAS No0.9006-04-6
manufactured by GETAIIINDUS M SDN. BHD "(Malaysia); silicone CAS N0.556-67-2
manufactured by Dow Corning Holding Company Limited (China): hydrophilic coating
"hydromer topcoat™ 2063-211L brand manufactured by Hydromer Inc. (USA) of the following
composition: methyl ethyl ketone CAS No0.78-93-3, tetramethylene oxide CAS No. 109-99-9.
diacelone alcohol CAS No. 123-42-2, dodecyltriamine CAS No0.2372-82-9.

2.2.6 Drainage hole
It is designed to provide the urine flow from the bladder into the catheter.

Dimensions of drain holes are given In Table 2.5 as per Figure 2.17.
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Table 2.5 - Dimensions of drainage holes according to Fig.2.17. depending on catheter size

. ) Drain hole size mm. not less than
Foley catheter size according to

French Gauge, Ch/Fr .
H Width Wi Length L5

8 0.25 LO
10

14
16

20
22

2
” 08 0
26
28
30

Figure 2.17- Dimension ofdrain holes (values are given in Table 2.5)

NOTI; - The location of the drainage holes in the figures is conditional.

The number of drainage holes in the sterile disposable latex urethral Foley catheter is 2 pcs., in
the following design versions (regardless of the type of non-return valve):

2-way, cylindrical distal tip, silicone coating:

2-way, Tiemann distal tip. silicone coating:

2-way, cylindrical distal tip. silicone and hydrophilic coating:

2-way. Tiemann distal tip. silicone and hydrophilic coating:

2-way. reinforced, cylindrical distal tip. silicone coating:

2-way, reinforced, Tiemann distal lip. silicone coating:

2-way. reinforced, cylindrical distal tip. silicone and hydrophilic coating:
2- way. reinforced, Tiemann distal tip, silicone and hydrophilic coating:
3- way, cylindrical distal tip. silicone coating:

3-way. Tiemann distal tip, silicone coating:
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3-way, cylindrical distal tip. silicone and hydrophilic coating:

3-way. Ticmann distal tip. silicone and hydrophilic coating:

3-way, reinforced, cylindrical distal tip, silicone coating:

3-way, reinforced, Tiemann distal tip. silicone coating:

3-way, reinforced, cylindrical distal tip, silicone and hydrophilic coaling:
3-way, reinforced, Ticmann distal lip. silicone and hydrophilic coating.

For more efficient blood clot removal from the bladder. 4 drainage holes are allowed for the
following product design versions (regardless of the type of non-return valve):

2-way. reinforced, cylindrical distal tip, silicone coating:

2-way. reinforced. Mctann distal lip, silicone coating:

2-way. reinforced, cylindrical distal tip, silicone and hydrophilic coating:
2-way, reinforced. Tiemann distal tip. silicone and hydrophilic coating:
3-way. reinforced, cylindrical distal tip. silicone coating:

3-way. reinforced, fiemann distal tip. silicone coating:

3-way, reinforced, cylindrical distal tip, silicone and hydrophilic coating:
3-way, reinforced, 'fiemann distal tip. silicone and hydrophilic coating.

2.2.7 Distal tip

It is designed to provide painless penetration of the catheter body inside the urethra. Just like
the catheter body, the distal tip Is made of latex coated with silicone or silicone and a hydrophilic
coating, depending on the design version. Distal tip characteristics: closed, non-invasive. there are two

types (see figure 2.18. figure 2.19):

Figure 2.18 - Cylindrical distal tip

145715'

Figure 2.19- Tiemann lip

NOTF: - Tiemann tip catheter is recommended for catheterization of the bladder in
patients with urinary tract obstructive disorder.
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Materials used:

for all product with silicone coating - natural latex CAS N0.9006-04-6 manufactured by
GKTAIIINDUS M SDN. X ID (Malaysia), silicone CAS No0.556-67-2 manufactured by Dow
Corning Holding Company Limited (China).

for all product with silicone and hydrophilic coating - natural latex CAS N0.9006-04-6
manufactured by GETAIIINDUS M SDN. BHD "(Malaysia); silicone CAS N0.556-67-2
manufactured by Dow Corning Holding Company Limited (China); hydrophilic coating
"hydromer topcoat" 2063-211 L brand manufactured by Hydromer Inc. (USA) of the following
composition; methyl ethyl ketone CAS No0.78-93-3, tetramcthylene oxide CAS No. 109-99-9.
diacetone alcohol CAS No. 123-42-2. dodecyltriamine CAS N0.2372-82-9.

2.2.8 Retraction of the drainage connector

It is designed to connect the product with the urine bag channel All the product types have this
element

Length of L3 is not less than 30 mm
I'igure 2.20 - Retraction of the drainage connector

Materials used: natural latex CAS N0.9006-04-6 manufactured by GETAHINDUS M
SDN. BHD (Malaysia), silicone CAS N0.556-67-2 manufactured by Dow' Corning Holding Company
Limited (China). To mark the type on the product itself, black paint is used for the inscriptions
WL1020 (WL1020-G) manufactured by the Gem Gravure Company (Hanover. MA. USA).

2.2.9 Catheter guide

It is designed to simplify the insertion of small catheters. Gives additional rigidity to the
catheter at the time of its insertion. It is located in the drainage channel of the catheter body.
Immediately after the catheter is inserted, the catheter guide should be removed from the catheter
body. It is used only in catheters of sizes (Ch/Fr); 6. 8, 10. Catheter guide length not less than 250
mm. diameter not more than 0.8 mm

Materials used: polyethylene terephtalate CAS Ne25038-59-9 manufactured by Shenzhen
Hopetinder Polymer Sci.&Tech. Co.. Ltd (China).
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It is implemented in two- and three-way reinforced Foley catheters (regardless of the type of
non-retum valve).

It is designed to give additional rigidity to the catheter body in order to prevent constriction of
the drainage channel, i.e. keeping the drainage channel open. It consists of latex layer with a
reinforcing spiral inside. The reinforced layer is dyed in pink color. Thickness of reinforcing layer is
not more than 4 mm.

Strength characteristics of reinforcing catheters (catheter body):

- nominal tensile strength - not less than 6 MPa.
- elongation at rupture - not less than 500 %.
- rupture force - not less than 15 N.

Materials used: natural latex CAS No0.9006-04-6 manufactured by GETAHINDUS M SDN.
BHD (Malaysia), silicone CAS No0.556-67-2 manufactured by Dow- Corning Holding Company
Limited (China), polyamide CAS No0.32131-17-2 manufactured by Daicel Polymer Ltd (Japan).

Dyes used:

e CAS JMI317-80-2- {"Titanum oxide") manufactured by "Clearsynth Labs Pvt. Ltd.
(India);

e CASNe1317-80-2 - Red {"PigmentRed 23") manufactured by "Clearsynth Labs Pvt. Ltd.
(India);

2.2.11 Retraction of the connector for instillation

It is implemented in 3-way urethral Foley catheter and designed for urethra or bladder
instillation.

The connector for instillation is connected through the instillation channel to the hole of the
instillation channel located at the distal end of the catheter.

Distance of L4 is not more than 75 mm

Figure 2.21 - Retraction of the connector for instillation
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Materials used: natural latex CAS N0.9006-04-6 manufactured by GETAHINDUS M
N BHD (Malaysia), silicone CAS N0.556-67-2 manufactured by Dow Corning Holding Company
Limited (China).
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3.1 Indications:

- urinary incontinence;

- urinary retention;

- measurement ofresidual volume and urine removal monitoring;
- getting urine sample;

- administering the bladder rinsing solutions through the catheter;
- palliative treatment;

- urological surgery;

- urethra edema due to inflammatory' processes;

- neoplasms ofthe prostate, bladder and (or) ureter.

Also subject to catheterization are patients who consciously do not control urination during
general anesthesia (if necessary), with spinal injuries, patients in a coma, patients with acute
cerebrovascular accident.

3.2 Contra-Indications:

- Inflammation of the prostate gland (relative).

- Pelvic organs/urinary tract injuries.

- Severe urethritis.

- Severe urethral stricture, urinary tract blunt or acute injuries.

3.3 Potential Complications:

NOTF - Guidance on the standard use of the described Product is given in cl.5 of this document. The
decision on the use in each case should be made directly by the doctor in the clinic.

3.3.1 Late4 allergy

Eliolog}\ Hypersensitivity to natural latex, which, if it's used for a long lime can cause an allergic
reaction in a small percentage of the population.

Prevention. Slop using latex catheter and other latex products; in accordance with clinical
requirements, perform anti-allergic treatment.
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Etiology. The catheter is too small or too stilT; unjustified use of force; urinar>' tract stricture.

Prevention. It isS necessary to use a catheter of the appropriate size and apply only a slight force to
advance the catheter.

Action.s taken. You should not try to move forward a catheter that does not move using light effort;

if there is a suspected false passage (acute pain, urethremorrhagia). you must immediately remove the
instrument and not resume attempts to introduce it within 5 days; urological consultations.

3.3.3 Urinary Tract Infections (UTI)

Etiology. Long-term use of the catheter (catheters are foreign objects that eventually become
colonized).

Prevention. Minimization of catheterization duration.

Actions taken. Systemic antibiotics (oral or intravenous administration). Catheter removal as soon
as possible.

3.3.4 Catheter Obstruction
Etiology'. Blocking the catheter lumen with blood or heterogeneous particles of another substance.

Prevention. Increased oral intake of liquids; Methenaminum; urinary acidification with vitamin C.

Actions taken. Catheter removal.

3.3.5 Leakage
Etiology. Bladder spasms.
Risk factors. Infection, neurological diseases affecting the upper efferent nerves.

Actions taken. Antispasmodics; see catheter obstruction; using a larger catheter instead of a smaller
one.

3.3.6 Urethrostenosis

Etiology. Injury during catheterization. Urethritis.

Prevention. Careful movement of the catheter.
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Actions taken. Urological consultation regarding the urinary tract dilatation if necessary.

3.3.7 Erythrocyturia
Etioiog}\ Injury during or after catheterization.

Main pathology Sudden decompression of a heavily clogged bladder while containing a large urine
volume.

Riskfactors. Blood Ihinners.

Prevention. Careful movement of the catheter: drainage (decompression) of large residual volumes
(more than 500 cnv) within a few hours.

Actions taken. Rinsing with sterile water if necessary to remove clots and to avoid obstruction.
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Precautions during the Product use:

The product is intended only for operational use by medical personnel

The product is intended for single use only. Repeated usage is prohibited

Do not use the expired product or product in damaged individual packaging. Please read the
instructions on application carefully before using the product

The Product is suitable only within the time limits indicated on individual and consumer
packaging and must not be rexsterilized.

You must select the appropriate catheter size: a small size should be chosen for children or
patients with severe urethral stricture.

o avoid damage to the urethral mucosa, insertion of the catheter should be careful. It is not
allowed to pull and push the catheter for several times.

If the bladder is too full and the patient cannot empty it on his own. drainage should be slow
and the first drainage volume should not exceed 1000 ml. in order to avoid bleeding or fainting
due to rapid decompression of the bladder.

Before measuring the urine residual volume, you should ask the patient to urinate
independently, and then perfonn a catheterization. The normal urine residual volume should be
5-10 ml. if it exceeds 100 ml. the use of permanent catheters is required.

Always check the retainer grip during catheterization. If the catheter slips out, it should be
replaced in accordance with the current guidelines in clinical facilities. It is necessary to take a
break for several hours before inserting the catheter into the urinaiy tract again.

Do not use force to remove the catheter if there is obstruction, because this may injure the
urinary tract

Afier use, the product and packaging materials must be disposed in accordance with the current
medical standards of the hospital, or in accordance with environmental protection
requirements.

If an employee, while handling the product, receives an injury that is potentially dangerous in
terms of infection (damage to skin and/or mucosa integrity), emergency preventive measures
must be taken. The workplace should have a first aid kit for injuries.

During operation, the product is resistant to temperature inlluences from 10 °C to 42 °C and
relative humidity of 100 %.
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Explain to the patient the main point and course of the forthcoming procedure and get consent
of his/her family members: mention the discomfort during the procedure and how to reduce it.
possible complications and care after catheterization.

Prepare the required catheter by type and size.

Help the patient to take necessary position: lying on the back with legs apart, bent at the knee
joints; place an absorbent underpad under the patient's pelvis (or plastic cover and underpad).
Prepare a container for the used material near the patient and carry out hygienic treatment of
the external genital organs, disinfect the place of the product insertion.

The the syringe out of the sterile package and till it with sterile saline solution.

Open the bottle with sterile lubricant.

Check the integrity of the individual packaging. Open the catheter pack.

Lubricate the catheter with sterile lubricant or moisten the catheter with water if the catheter
has hydrophilic coating.

Carefully insert the catheter into the urethra and gently, squeezing it, push the catheter deeper
into the urethra until urine appears (direct urine into the tray).

Push the catheter 3-6 cm further.

Connect the catheter through the drain connector to the urine-collecting bag.

Make sure that retaining balloon is inside the bladder.

Fill in the retaining balloon of the Foley catheter with a sterile saline solution through the
syringe that you've prepared in advance.

Affix the urine bag to the patient’s thigh or the edge of the bed. make sure that the tubes
connecting the catheter and urine container are not bent.

Empty the bladder.

After the catheterization is over, drain the fluid from the retaining balloon.

Carefully remove the catheter.

Remove the absorbent underpad (plastic sheet and underpad) and help the patient lie
comfortably.

Place used material in a container with a disinfectant solution to prepare it for disposal.

IMPORTANT! Perform catheterization in clean sterile medical gloves.
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The packaging system provides adequate protection ofthe product against hazards arising from
handling, transportation and storage, for the product, the following types of packaging are used:
individual, consumer and transport.

The following types of packaging are used for the product: individual, consumer and transport
packaging.

Individual packaging provides protection against mechanical damage to the product itself, and
also maintains its sterility throughout its whole shelf life.

The individual package of the product consists of an internal package and an individual
package consisting of PE/PET film and paper. The requirements to the technical parameters of the
materials, of which the individual package consists and to which it itself is presented in Table 6.1.

Table 6.1 —Properties of materials of individual product packaging

Packagin maleril Properties Value
Paper *PE'PET film: - seam strength is not less than: 12 N/15 mm
- paper thickness 0.08 (£0.02) mm
- density of paper 60 g/m2 +20 %
Paper: - forcing strength, more than 70 kPa
' - tensile strength, more than 0.5 kN'm
- elongation, not less than 0.7 %
- air permeability, more than 3.4 um'pa.s
- film thickness 0.06 (£0.02) mm
- film density 55 g/m2 (£20 %)
PE/PET film: - tensile strength in longitudinal/transverse 30 MP
L a
direction, not less than
» elongation, not less than 30%

Individual packaging has a width of 70 (x10) mm, a length of 500 (£20) mm. and consists
of A-2 medical paper manufactured by Nanchang Meiguang Packing Co., LTD (China) or medical
paper manufactured by Quzhou Z-SHINE Medical Packing Co., Ltd (China); PL7PET polymer film -
composition: polyethylene CAS No0.9002-88-4, polyethylene terephthalate CAS No0.25038-59-9.
manufactured by Quzhou Z-SHINE Medical Packing Co., Ltd (China) or film XPP (“XPP medical
package films*') manufactured by "Fujian green sail advanced medical material Co., Ltd.". (China).

The inner bag is made of polyethylene CAS N0.9002-88-4 manufactured by "Guang Zhou
llecheng plastic products Co.. Ltd." (China)/

If necessary, the inner packaging materials may be replaced with materials of other

manufacturers, while retaining the characteristics and verified requirements for medical packaging
materials specified in Table 6.1.
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Individual packaging is marked in accordance with clause 7.1 of this document.
Consumer packaging ofthe Koley catheters is made of cardboard and is intended for packaging
andstorage of 10 pieces of catheters ofa certain version and size.

Consumer packaging is marked in accordance with clause 7.2 of this document. Dimensions ot
consumer package is (15 mm): 500 mm x 80 mm x 45 mm.

Consumer packaging is covered with polyethylene tape with adhesive layer.

Catheter transport packaging is made of cardboard and is intended for transportation and
storage of consumer packaging of Foley catheters packaged therein: from 50 consumer packages
(500 pieces of catheters) and up to 100 pcs.

Instructions on the transport packaging marking are given in cl.7.3 of this document.
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7.1 Individual Packal;e Marking:

Product name.

Product size.

Lot (batch) number.

Dale of manufacture.

Information on sterility and sterilization method.

Sterility expiry date.

Name, address, telephone number of the manufacturer, country of goods origin.
Logo.

Name, address, telephone number of the authorized representative of the manufacturer in the
territory of the Russian Federation.

Marking with the symbol «Do not re-sterilize».

Marking with the symbol «For single use only, do not reuse».

Inscriptions; «Non pyrogenic». «Non-toxic».

Marking with the symbol «Do not use in case of packaging damage».

Marking with the symbol «See Operating Manual».

Marking with the Declaration of Conformity symbol (PCT conformity mark).
Marking with the symbol «Do not dispose as normal waste! Hand over to disposal facilities!».
Marking with the symbol «Do not expose to sunlight».

Marking with the symbol «Protect from moisture».

Marking with the symbol «Contains natural latex».

Number and date of Registration Certificate.

Marking (indication) of the unsealing place.

ar&f;'(irt ok'y Srt-H, F to 2.1
%ﬂ noHodC

“UnY|:alcu» Sf 55

;ﬁiwc Cy'CYN* m non pyrogenic e’

Gatus

Figure 7.1 - Sample of Product Individual Package Marking

7.2 Consumer Package Marking:

Product name.

Product size.

Number of products per package.

Lot (batch) number.

Dale of manufacture.

Information on sterility and sterilization method.
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Sterility expiry date.

Information on single use.

Name, address, telephone number of the manufacturer, country of goods origin.

Logo.

Name, address, telephone number of the authorized representative of the manufacturer in the
territory of the Russian Federation.

Application notes.

Safety precautions.

Storage conditions.

Marking with the symbol «Do not re-sterilize».

Marking with the symbol «For single use only, do not reuse».

Marking with the symbol «Do not use in case of packaging damage.

Marking with the symbol «See Operating Manual».

Marking with the symbol «Do not dispose as normal waste! Iland over to disposal facilities!».
Marking with the symbol «Do not expose to sunlight».

Marking with the symbol «Protect from moisture».

Marking with the symbol «Contains natural latex».

Inscriptions: «Non pyrogenic», «Non-toxic».

Marking with the Declaration of Conformity symbol (PCT conformity mark).

Number and date of Registration Certificate.

TP AX @

wolite

ml: volvu

Figure 7.2 - Sample of Product Consumer Package Marking

7.3 Transport Package Marking:

Product name.

Number and date of Registration Certificate.
Lot (batch) number.

Date of manufacture.

Sterility expiry date.

Number of products per package.
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Name, address, telephone number of the manufacturer. countr>' of goods origin.
Name, address, telephone number of the authorized representative of the manufacturer in the
territory of the Russian Federation.

Transportation requirements (in symbols, including marking with the symbol of the
temperature range for transportation).

Weight (kg).

Package dimensions (cm).

Marking with the symbol on non-use in case of packaging damage.

7.4 Explanation of Symbols used in Product Marking

aa See Operating Manual

C ! Declaration of Conformity symbol (PCT conformity mark).

Do not use in case of packaging damage.

Disposal prohibition: "Do not dispose as normal waste! Hand over to
disposal facilities!"

Contains natural late.x
Do not expose to sunlight

Protect from moisture

f
X Temperature conditions (during transportation)
®
For single use only, do not reuse
| STERILE |Eo] li VO sterilized
> Use before (expiration date)
Do not re-sterilize
LOT Lot (batch) number.
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Date of manufacture

Name, address, telephone number of the manufacturer, country of goods
origin.

kg Product weight in a transport package

Dimensions (cm)__ Transport package dimensions
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There are no maintenance services requirements.
The product is disposable.
When using the product please refer to cl.4 of this document.

When using the product please pay special attention to the instructions in cl.3 of this document.
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IMAMIKA( 'l Ul.Lk VWAKKAN 1V, STOKACJ: AM) IRANSPOR IATION CONDITIONS

The warranty shelf life of the product, the sterilization validity is 5 years.

The products should be kept in dry and ventilated rooms with the humidity not more than 80 %,
at the temperature of (25 £ 10) °C.

Range of permissible temperatures during transportation is from minus 30 to plus 49 °cC.
During transportation and storage, the packaging integrity violation, direct sunlight, moisture

and exposure to high temperatures should be avoided. During storage and transportation. Products
should be located at a distance of not less than | meter away from heat-radiating devices.
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10 DISPOSAI

The product disposal should be carried out in accordance with the guidelines for class B wastes
(epidemiologically hazardous wastes).

Urethral catheters after use are subject to mandator) sterilization (disinfection). Choice of
disinfection method is determined by the capabilities of the organization engaged in medical activities,
and is carried out when developing a scheme for the treatment of medical waste.

In any method of class B medical waste disinfection, the disinfectants and equipment registered
in the Russian Federation shall be used in accordance with the instructions for their use.

The use of recycling technologies, including waste sorting, is possible only after preliminary
hardware disinfection of class B wastes by physical methods. It is forbidden to use the secondary raw
materials obtained from medical waste for the manufacture of children’s goods, for materials and
products in contact with drinking water and food products, for medical products.

Class B waste is collected in disposable soft (bags) or solid (punctureprooO package
(containers) of yellow color or the ones with yellow markings. Choice of packaging depends on the
morphological composition of the waste. Soft package (disposable bags) used to collect Class B waste
should provide safe storage of no more than 10 kg of waste.

After filling the bag by no more than 3/4. the person responsible for the collection of waste in
this medical unit, seals the bag or closes it using tie-wraps or other devices that prevent the spillage of
Class B waste. Solid (punctureprooO containers are closed with lids. It is prohibited to move Class B
waste outside the unit in open containers.

At the final packaging stage ofclass B waste In order to remove it from the unit (organization),
disposable containers (bags, bins) with class B waste are marked with the inscription: "Waste. Class B"
with the name of the organization, unit, date and surname of the person responsible for the waste
collection.

Accumulation and temporal*)' storage of non-disinfected Class B waste are carried out
separately from waste of other classes in special rooms, with no access by unauthorized persons.

In small medical organizations (health centers, offices, medical and obstetric stations, etc.),
temporary storage and accumulation of Class B waste in containers located in utility rooms can be
allowed (if storage period takes more than 24 hours - the waste should be put in refrigeration
equipment. The use of refrigeration equipment for other purposes than for waste storage is not
allowed.

Reusable containers for transportation of Class B waste products are subject to washing and
disinfection after each emptying, in a special area for washing, disinfection and desinsection of
containers and vehicles. The requirements for personnel involved in the transport of medical waste, as
well as the sanitary and epidemiological requirements for vehicles intended for the transport of non-
disinfected Class B wastes, must comply with the relevant legislation.

Disposal of neutralized Class B wastes at the landfill is allowed only when their marketable
appearance (grinding, sintering, pressing, etc.) has been changed and their secondary use is impossible.
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When collecting medical waste, it is prohibited to:

- destroy Class B waste manually;

- pour out (reload) unpacked Class B waste from one container to another;

- trample down Class B waste;

- carry out any operations with waste without gloves or the necessary personal protective
equipment and work clothing:

- use soft disposable packaging to collect sharp medical instruments and other sharp objects;

- install disposable and reusable containers for collecting waste at the distance less than 1 m
from heating devices.

Manufacturing inspection of collection, temporary storage and disposal of medical waste
includes:

A) Visual and documentary inspection (at least once a month):

- amount of expendable materials (supply of packages, containers, etc.), small-scale
mechanization devices, disinfectants;

- provision of personnel with personal protective equipment, organization ofa centralized
washing of work clothing and its regular change;

- sanitary condition and disinfection regime for temporary storage facilities and/or
medical waste treatment areas, garbage chutes, container sites;

- compliance with disinfection/decontamination regimes;

- regularity of waste disposal.

B) Laboratory and instrumental verification:
- microbiological control of the effectiveness of disinfection/neutralization of waste at
facilities according to approved methods (at least once a year):
- control of microclimate parameters (at least once a year);
- control of the working zone air in the areas of disinfection/neutralization of waste for
the content of volatile toxic substances (it is should be carried out in accordance with
the technological regulations of the equipment).

If an employee, while handling the medical waste, receives an injury that is potentially
dangerous in terms of infection (damage to skin and/or mucosa integrity), emergency preventive
measures must be taken. The workplace should have a first aid kit for injuries.

Notification, recording and investigation of cases of personnel infection by infectious agg/its
associated with professional activities are carried out in accordance with established requirements.
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CBHIETENLCTBO

CKPMT

CosetoMm Kutas no pa3BHTHIO MEXOyHAPOAHOMH TOProBNH ABnseTca MexkayHapoaHas TOpropas
nanara Kuraa
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/Wlramn: CKPMT/
Coser Knran no pasBHTHIO MeXAYRAPOAHOH TOPTOBIH

MexayHapoauas roprosas nasara Kuras

CBHAETEJBCTBO
Ne 201 100B0/084031

HACTOSAUIUM VYAOCTOBEPAETCA, UYTO nevars komnamum  JIANGXI YIKANG
MEDICAL INSTRUMENT GROUP CO., LTD. (LU3AHCH HWKAH MEIUKAJ
HUHCTPYMEHT I'PYI1 KO., JITA), npoctrasnexnas va npunaraeMoM JOKYMEHTE, asasercs
MOIMHHOM.

Meyars/: CKPMT YAOCTOBEPEHHE?*

Coser Kutas no pazsnruio
MEXIYHAPOAHOH TOProBAN

Moamace/
[Toanuce ynonxnomouenHoro nmuua: Yeu Slo
(Mara: 30 JEKABPA 2020 I'OA)

Caiit ana npoeepxyu ceuneresseTsa; http://www rzecpit.com/validate. html
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VTBEPX/EHO
MGHWCP 1O ipodaXkaM KOMIIaHHH
JIANGXI YIKANG MEDICAL INSTRUMENT
GROUP CO., LTD.
(LI35THCH UKAH MEJIUKAJI MHCTPYMEHT
IPYI KO., ATL)

/nonnuce/ 8 nexabps 2020 rona

/Ulltamn/: JIANGXI YIKANG MEDICAL INSTRUMENT GROUP CO., LTD.
(I3AHCHU NKAH MEIUKAJTI HHCTPYMEHT I'PYI KO., JITA)

HHCTPYKIMA 1O 3KCNAYATAIIHH
Ha MEJMIUHHCKOS H3ASnHe
Katerep yponornaeckuii CERTUS crepuabubiii oqnopasonulit aatekcubiit, Tun Gones

npouspoacTsa Jiangxi Yikang Medical Instrument Group Co., Ltd.
(3ancu Hxan Memakan Huctpymenr I'pyn, Ko., Jita.)
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1 Onucanne wigenus

1.1 HaymenoBaHie HIAC AN

«Karerep yponornvecknit ®ogen jaTexcHblii crepuabnbiii  oauopasoswiii, CERTUS»
(nanee — n3genue),

NMponssoauTens: Jiangxi Yikang Medical Instrument Group Co., Ltd
(U3sucu Ukan Meauxan Huctpyment ['pyn Ko., Jita.)

MecTto npoussoacTea: No.188 Liduaihua Ave, Jinxian Country, 331725, Nanchang, Jiangxi
(Ne188 Jlnayaiixya-ABeH10, okpyr Lizuubcans, 331725, r. Hanpuan,
nposuHuna Lizancu), Kurat

Usnenue paspaborano, M3rorobicHo no CucTeMe MEHEIKMEHTa KayecTBa M COOTBETCTBYET
npouenype, orHocameica Kk Jeknapaunn Coorserctsua EC, cornacso ITpunoxenuto 11 Jupekrusu
93/42/EEC. Vka3anuaa [leknapauua OXBaThlBaeT BCe MEAMLMHCKUE H3Aenus M AcHCTBYeT AN BCEX

npoAykToB, uMeioumix Mapkupoeky CE. TpeGosamua cranaapros EN ISO 13485:2012/AC:2012
cobmoneHs! 1 noaTBepXkAcHb 1SO-cepTH(HKaTOM.

Koa usgenua no O6imepoccuiickoMy KnacCHPUKaTOpy NPOAYKLUHM MO BHAAM 3KOHOMHYECKOH
nesteapnocth OKILA2: 32.50.13.110.

1.2 Haanavenue wigeans

Hspenne npeanasHayeHO AN TPAHCYPETPATHHOIO ApEHAXa W/MAH ONOPOKHEHHA MOUEBOTO
ny3HpA Y NANHEHTOB.

YcnoBus NpHMEHEHUA M3IAEIUA — B JEHEOHBIX U 1eyeOHO-IPOPHNAKTHYECKHX MEAHLHHCKKHX

YYPEKACHUAX KBATHGHLUAPOBAHHHIM M IMOATOTOBACHHLIM TNECPCOHANOM, CMNCUHANHIMPYIOLIHMCA B
obnacTu yponoruu.

1.3 O6mue XapaAKTEPHUCTHKH HYICHA

Karerep dones Omn paspabotan cheUHQIbHO NI HPEHAKHPOBAHMA H KaTeTEPH3ALMM
MOUEBOTO NY3&IPA H NPOBEACHUA HEOGXOMMMEIX MEAHUMHCKUX MAHHMY UM,

Hsnenyie B COOTBETCTBHH € HMHCTPYKuHeHR NpeaHa3HAYEHO IIA BPEMEHHOrO MPUMEHEHWS,
BpeMsA HENPEPLIBHOTO MPHMEHEHHA He Gonee 7 CyToK.

Knacc wm3nenMs B 3aBHCHMOCTH OT CTENCHH NOTEHUMANLHOIO pHCKa TIPHMCHCHHA B

MEARUKHCKAX UENAX B COOTBETCTBHH ¢ HOMEHKAATYPHBIM KIACCHPHKATOPOM MEIHUMHCKUX H3ACAUiH
-2a.
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O6Las XapaKTepucTKa BCeX pasHOBMAHOCTel/i KaTeTepa ones - HaaMuve Crenoro
AMCTaNbHOTO KOHLIA C Pacno/fioXeHHbIMU Ha Hem oTBepcTUsMU. OAWH KaHan (Xof) BHYTPU KaTeTepa
MCMO/b3YETCA AN 0TBOAA MOYM. BTOPOIA, TOHKWIA, KaHan (X04) HEOGXOAMM [N MOfJaqM Yepe3 Hero
cneunanbHOM XnakocT (urspacTBopa) A1s 3anofHeHNs 6anioHa, GUKCUPYHOLLEro KaTeTep BHYTpM
MOYEBOro My3bips. [OMNONHUTENbHBLIA TPETWIA KaHan (XOA), WMEOLMIACS Yy YacTu  U3fenuii,

ncnosb3yeTca Ana BBEAEHUMA B TM0/10CTb MOYEBOro My3bipAa pacTBOPOB, WCMOJb3YEMbIX A4 €ro
NPOMbIBaHWA.

KateTep yponornyeckmin ®ones NaTekCHbI CTepUNbHbIA 0fHOpa3oBbii, CERTUS sBnsieTcs
n34ennmeM OHOKPATHOrO NMPUMEHEHWS U NOCTaBMSAETCA CTEPUbHBIM.

Crepunumsaumsa mgenvs npousBoanTcs cornacHo TpedosaHuam EN ISO 11135-1:2007. Metog
cTepunmn3aumm - rasosblil. LCNonb3yeMoe BELLECTBO A1 CTEPUIM3aLMM - OKCWUL 3TWeHa, rasosas
c.Mecb - 30 % ETO. Bpems cTepununsanum 6 yacos. MapameTpbl BHYTPU CTEPUNIN3ALMOHHON KaMepbl,

npyv  KOTOPbIX MPOUCXOAUT  CcTepunmsaumsa: Temnepartypa (54+2) ®C pgasneHne (50+1)kla,
OTHOCUTENbHasA BNaXkHocTb 0T 30 fo 80 %.

CpoK XxpaHeHus (CTEPUIbLHOCTI) U3AeNna B UHAMBMAYaNbHOM YNaKoBKe: 5 neT.

PucyHok 1.1- OO6LmMin BUA KaTeTepoB yponornyecknx dones

KateTepbl ®onest UCNonb3yoTes B YPONOrMUYECKUX LIENSX ANs BbINOHEHUS CReayoLLyX 3a1au:

m  OTBefieHne Mouu.
B Y[aleHne KPOoBsiHbIX CTYyCTKOB.
* [lpoMblBaHVE MOYEBOrO My3bIps.

KateTepbl yponorunyeckme @ones WUMEHT HECKOMbKO KOHCTPYKTUBHBLIX OCOGEHHOCTEN
(6e3 yyeTa KOHCTPYKLWMM 1 MaTepuana aHTMBO3BPATHOMO K/ianaHa):

e [IByXX0[0BO/ KaTeTep @ones ¢ UUIMHAPUYECKUM [AUCTaNbHBIM KOHLOM, 06/1aatoLLmii
KaHa/loM /151 OTBEAEHNSI MOUU 1 KaHa/IOM AN BBEIEHUS XKWAKOCTW B Ga/I/IOH;

e [IByXXO[IOBOW KaTeTep dosnes C AUCTa/bHBIM KOHLOM Tuna TUMaHHa, 06/1ajatoLLuii KaHa/iom
ANs OTBEAEHNSI MOYM 1 KaH/IOM [/ BBEIEHWS! XXWAKOCTU B GA/NIOH; OT/IMYAETC Ha/IMYMEM
KMOBOBM/HO W30THYTOrO C/EMOro AMCTaflbHOTO KOHLUaA fnsi 6onee yao6HON KaTeTepuaaium
(HanpuMep, NPK UCNOMb30BAHWM Y MYXUMH, NPX HAMYMK TUNEPMAA3AN NPOCTaThl);

e TpexxofoBoii kaTeTep dones, KpoMe KaHana s MOYM W KaHana HanonHeHus 6Gas/ioHa,
CHabXeH OTAeNbHbIM KaHa/oM /1 BBEAEHUS PacTBOPOB, MPUMEHSIEMbIX [ MPOMbIBaHMS
MOIOCTM MOYEBOTO My3bIPS;

* apMUpoBaHHble KaTeTepbl dones - AN YBENMYEHNS €r0 NPOYHOCTHBIX XapaKTEPUCTUK;

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



e KateTep dones, NPUMEHSIEMbIN Y XKEHLLMH, OT/IMYaeT MeHbLUast J/IMHA KaTeTepa;
e KaTeTepbl Pones, OTIMYAOLLMECS MEHbLUMM AMAMETPOM, MPUMEHSIOTCA NS AeTed um
NaLMeHTOB C NaTo/orneld ypeTpsl.

Mo BonpocaM nNpPUOBPETEHWS W 3KCrlyaTauum W3Lenns, a Takke APYrM  YTOUHSHOLLIMM
BoMnpocam, npocbba obpalatbCsa K YrNoJHOMOYEHHOMY MPeACTaBUTENO M3roToBuUTeNns B PP -
OO0 «MBT» (O6wecTBO C OrpaHWYeHHOW OTBETCTBEHHOCTbIO  «MeauumHcKkne — BrsHec
TexHonornm»), 3aperucTpupoBaHHOMY Mo agpecy: 195427, CaHkT-lMeTepbypr, TuxopeuKuii
nproCneKT, 4 25, kopn. 2, kB.81. Ten. 8 (911) 928-53-51.

1.4 OcobeHHOCTM n3aenms
W3genve npefcTaBneHo creayrowyMm BapuaHTamm UCrnoNHeHWS:

KaTeTep  yponorunyeckuini ®ones NaTeKCHbIA CTEPUIbHBIA  OAHOPA30BbIA  2-X XO[OBOW,
UMMIMHAPUYECKUN AUCTa/IbHbIA KOHEL, CWIMKOHOBOE MOKPbLITUE, MAMKWA aHTMBO3BPATHbIA
KnanaH;

KaTeTep  YpOnorumyeckuin ®ones NfaTteKCHbIA CTEPU/bHBLIA  OAHOPa30BbI  2-X XOLOBOWA,
LUMANHAPUYECKNIA ANCTaNbHBIA KOHELL, CUIMKOHOBOE MOKPbITUE, YKECTKUIA aHTUBO3BPATHbIi
KnanaH;

KateTep  yponorumyeckuin dPones NatekCHbIA CTEPW/bHbIA OAHOPA30BbIN  2-X XOLOBOMW,
ANCTa/IbHbIA  KOHel, Tuna TuMaHHa, CUIMKOHOBOE MOKPbLITUE, MAFKUA aHTMBO3BPATHbIN
KnanaH;

KateTep  Yponorunyecknin ®ones NatekCHbIn CTEPWUNbHBIA  OfHOPA30BbIA  2-X XO[OBOMW,
ANCTaNbHbIA KOHel, Tuna TuMaHHa, CWIMKOHOBOE MOKPbLITME, YKECTKWIA aHTMBO3BPATHbIA
KnanaH;

Katetep  yponoruyeckuii dPones NaTekCHbIM CTEPUbHBLIA  O4HOPA30BbI  2-X XOLOBOWM,
UMANHAPUYECKNIA ANCTaNbHBIA KOHELl, CU/IMKOHOBOE W rMApOMMAbHOE MOKPbLITME, MAMKWiA
aHTMBO3BPATHbIN KnanaH;

KaTteTep  yponoruyeckuii ®ones NnaTeKCHbIA CTEPW/bHBLIA  OJHOPA30BbIN  2-X XO[OBOW,
LUMNIMHAPWYECKUIA ANCTASTbHBIA KOHEL, CWIVKOHOBOE W TMAPOMUIbHOE MOKPLITUE, YKECTKMIA
aHTMBO3BPATHbIN KnanaH,;

KaTeTep  YpPonornyeckuin dones NaTekCHbIA CTEPWU/bHBLIA  OfHOPA30BbIA  2-X XOA0BOWA,
OUCTa/IbHBIA  KOHel, Tuna TuMaHHa, CUIMKOHOBOE W TUAPOMUIBHOE MOKPbLITUE, MATKWI
aHTNBO3BPATHbIN Knanax;

KaTtetep  yponorunyeckuin dones NatekCHbIA CTEPUbHbLIA  OAHOPA30BbIA  2-X XO[OBOW,
AUCT/IbHLIN  KOHeL, Tuna TuMaHHa, CWUIMKOHOBOE W TMAPOQUILHOE MOKPbITUE, YECTKMIA
aHTVBO3BPATHbIN K/anaH;

KaTeTep  yponornyeckuii ®ones NaTeKCHbI CTEPU/bHbIA  OAHOPAa30BbIA  2-X XOA0BOIA
apPMUPOBAHHBIA, LMIMHAPUYECKNA AUCTaNbHBIA KOHEL, CWUIMKOHOBOE MOKPbITUE, MATKUM
aHTVBO3BPATHbIN K/anax;

KateTep  yponornyeckuii dones NaTeKCHbIN CTEpW/bHbIA  OAHOPA30BbLIN  2-X XOA0BOWA
apMUPOBAHHBIA  LUINHAPUYECKUIA OUCT/IbHBIA  KOHEL, CUIMKOHOBOE MOKPbITUE HKECTKWUI
aHTMBO3BPATHbIN Knanax;

KaTeTep  yponorunyecknin dones NatekCHbIi CTEPUbHBLIA  OAHOPa30BbI  2-X XOA0BOW
apMVPOBaHHbIA, AMCTa/IbHbIA KOHeL Tuna TuMaHHa, CWU/IMKOHOBOE MOKPbLITUE, MAMKWI
aHTMBO3BPATHbIA K/lanax;

KaTeTep  Yponormyeckmin dones naTekCHbIi CTEPUbHBIA  OAHOPA30BbIA 2-X XOLOBOW
apMMPOBaHHbIA, AWUCTaNIbHLIA KOHeL, Tuna TuMaHHa, CUIMKOHOBOE MOKPbITUE, XXECTKUI
aHTVBO3BPATHbIN K/anax;
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KaTeTep YpONOrnyecKuii ®onesnaTeKCHbIA CTEPU/IbHBIA  OHOPA30BbI  2-X XO[0BOM
apMUPOBaHHbINA, UWANHAPUYECKUIA AWNCTaNbHbIA KOHEL, CWIMKOHOBOE W TuapoduabHOe
MOKPbITNE, MArKWIA aHTUBO3BPATHbIN Knanak;

KaTeTep Yponorumyeckuin  donesnatekcHblii CTEPUbHBLIA  OAHOPA30BbLIN  2-X XO0BOM
apMUPOBAHHbIA, LWIMHAPUYECKWIA AWCTaNbHBIA  KOHEL, CWUIMKOHOBOE W UApOtnIbHOe
MOKPbITUE, XXECTKNIN aHTMBO3BPATHbIN K/anaH;

KaTeTep YpONOrnYecKuii donesanaTekCcHbIn  CTEPUNbHBIA  OAHOPA30BbLIN  2-X XOA0BOWA
apMUPOBaHHbIN, AUCTaNbHbLIA  KOHel, Tuna TuMaHHa, CUIMKOHOBOE W rMApOMUIbHOE
MOKPbITUE, MArKWIA aHTMBO3BPATHBIV KnanaH;

KaTeTep YpPONoOrMyeckuin - DonesnaTeKCHbIA CTePUIbHbIA  O4HOPA30BbIA  2-X XOLOBOM
apMMpPOBaHHbINA, AUCTa/bHbIA  KOHel, Tuna TuMmaHHa, CW/IMKOHOBOE W TUapounibHOe
MOKPbITNE, XXECTKUIA aHTMBO3BPATHbIN KianaH;

KaTeTep YPONOrnYecKui donesanaTekCHbI CTEPWUNbHBLIA  OAHOPA30BbIA  3-XXOA0BOA,
UMAMHAPUYECKUIA AUCTaNbHBIA KOHEL, CWIMKOHOBOE MOKPbITUE, MATKU/A aHTMBO3BPATHbIN
Knana;

KaTeTep YpOJSIOrMYecKuil ®OonesNaTeKkCHbIA  CTEPU/IbHLIA  OAHOPAa30BbIA  3-XXOLOBOM,
LUMNVHAPUYECKNIA AUCTaNbHbIA KOHEL,, CUIMKOHOBOE MOKPbITUE, YKECTKWIA aHTUBO3BPATHbIN
Knanak;

KaTeTep yponornyeckuii dones naTekCHbIA CTEPW/bHbIA  OAHOPA30BbIA 3-X XOA0BOWA,
ONCTIbHBIA  KOHel, TMna TUMaHHa, CWIMKOHOBOE MOKPbITME, MArKWIA aHTUBO3BPATHbIN
KnanaH;

KateTep Yyponorunyeckuin dones naTekCHbIi CTEPUSbHLIA  OAHOPA30BbIi  3-X  XO[OBOWA,
AUCTaNIbHbIA  KOHeL, Tuna TWMaHHa, CUIMKOHOBOE MOKPbITME, KECTKWUIA aHTUBO3BPATHbIN
Knana;

KaTeTep Yyponornyecknii — DonesnaTeKCHbI CTepUbHbIA  04HOPa3oBbId  3-X XOA0BOWA,
UMIVHAPUYECKNIA AUCTaNbHBLIA KOHEL, CWUJIMKOHOBOE W FMAPOQUILHOE MOKPbITUE, MATKUIA
aHTVBO3BPATHbI KnanaH;

KaTeTep Yponornyeckmin dones NaTtekCHbI CTEPWUbHbIA OAHOPA30BbIN 3-X XOMO0BOWA,
UMINHAPUYECKUI OUCTaNbHBIA KOHEL, CUIMKOHOBOE W FMAPOQMILHOE MOKPbITUE, XXECTKUIA
aHTVMBO3BPATHbI Kanax;

KaTeTep Yyponornyeckuii @Posnes NaTeKCHbIA CTEPW/bHbIA OAHOPa30BbIN 3-X XOA0BOWA,
ANCT/IbHBIA  KOHeL, Tuna TWMaHHa, CWIMKOHOBOE W TUAPOGNILHOE MOKPbLITME, MATKUIA
aHTMBO3BPATHbIA Kanax;

KaTeTep yponornyeckuin — PonesnaTekCHbIA CTEPWUbHLIA  OAHOPA30BbIA  3-X XOA0BOA,
AUCTaNbHBIA KOHel, Tuna TuMaHHa, CWUIMKOHOBOE W TMAPOMU/IbHOE MOKPLITUE, YKECTKUN
aHTNBO3BPATHbIV KnanaH;

KaTeTep ypoOnornyecknii  onesnaTeKCHblA CTEPW/bHbIA  OAHOPA30BbIA  3-X XOLOBOMA
apMUPOBAHHbIA, LWAVHAPUYECKUIA AUCTaNIbHbIA KOHEL, CWUIMKOHOBOE MOKPbITUE, MAMKWiA
aHTMBO3BPATHbI Knanax;

KaTeTep yponornyecknii  PonesnatekCHbIi CTEPUbHBLIA  OAHOPa30BbIN  3-X XOA0BOW
apMUPOBaHHbINA, LUINHAPUYECKUA AUCTabHbIA KOHEL, CUIMKOHOBOE MOKPbLITUE, YKECTKUI
aHTVBO3BPATHbIN K/anaH;

KaTeTep Yponornyeckni  PonesnaTekCHbI CTEPUNbHBIA  0AHOPA30BbIN  3-X XOJ0BOM
apMMPOBaHHbIA, AMCTaNbHbIA KOHeL, Tuna TuMaHHa, CWIMKOHOBOE MOKPbITUE, MATKUIA
aHTMBO3BPATHbIV KanaHoM,;

KaTeTep Yyposnornyeckuii  PonesnaTekCHblil CTEPWUbHBLIA  OAHOPa30BbIA  3-X XOA0BOWA
apMMPOBaHHbIV, AWUCTa/bHbIA KOHel, Tuna TuMaHHa, CUIMKOHOBOE MOKPbITUE, KECTKUIA
aHTMBO3BPATHbIA Kanax;

KaTeTep yponornyeckuini  donesnatekCHbIi CTEPUNbHBIA  OAHOPA30BbLIN  3-X XO[OBOM
apMMpPOBAHHbIN, UWAVHAPUYECKUA [AUCTaSIbHbIA  KOHEL, CWIMKOHOBOE W ruapodusibHoe
MOKPbITUE, MArKWIA aHTUBO3BPATHBIN KanaH;
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KaTeTep yponoruyeckuii dones NaTeKCHbIA CTEPUNbHBIA  0AHOPa30oBbIli J-X XO/0BOIA
apMMUPOBaHHbIA, LWINHAPUYECKUI OMCTabHbIA KOHEL, CWIMKOHOBOE W TApOdnibHOe
MOKPbITUE, XXECTKNIA aHTUBO3BPATHBIV K/arnaH,;
KaTeTep YpONOrMYecknini  @donesi naTeKCHbI CTEPUbHbIA  0AHOPa30BbIli  3-X  XOL0BOM
apMUPOBAaHHbIA, AWCTa/IbHLIA  KOHeL, Tuna TuMaHHa, CWIMKOHOBOE W  TApodmMibHOe
MOKPbITWE, MArKWIA aHTUBO3BPATHbIN KnanaH;
KaTeTep YPONOrmyecknii  dones NaTeKCHbIA CTePUNbHbLIA  OAHOPa3oBbI  3-X  XOJ0BOM
apMMPOBaHHbIA, AWNCTA/bHLIA  KOHeL, Tuna TWMaHHa, CWIMKOHOBOE W TMAPOQMIbHOE
MOKPbITNE, XXECTKNIA aHTUBO3BPATHbIN KnanaH.

Kaxkablii BapraHT UCMOMHEHUS NpeACcTaB/eH CBOMM TUMOPA3MEPHbIM PSAOM U MpeAcTaBfieH
HWXe, B N.1.5.

TunopasMepHbIil psg Ha usgenun otobpaxkeH B eguHuuax (Ch/Fr) cornacHo wkanbl LLlapbepa
M B MUINIMMETpPaAXx, C yKas3aHMEM ANUHbI KaTeTepa (MM) M 06bema Xuakoctu (M), HeobXoaMMoro ans
3anofiHeHUs  MKcupytowero GanioHa (cm. Tabnuubl 2.2, 2.3) - MCMNofb3yetcs (u3pacTsop.
TvnopasmepHbI  psg  M3genus, B 4YacTW guameTpa KaTeTepa, WMEeT LBETOBYH) MapKMPOBKY
KOHHeKTOpa 6asi/iloHa, B COOTBETCTBUN C Tabmuen 1.1.

Tabnmua 1.1- LiBeToBas MapKMpPOBKa KOHHEKTOPa KaTeTepa B 3aBUCUMOCTY OT ero pasmepa

Pa3vep KateTepa @oses no wkane Lapbepa, Ch/Fr (Mm) LiseT
6 (2,0 Mv) PO30BbIi
8 (2,7 mm) YepHbIii
10 (3.3 mm) cepbli
12 (4,0 Mwm) 6enbIn
14(4,7 mm) 3€/1eHbIi
16 (5,3 mm) OpaHXXeBbIi
18 (6,0 mMm) KpacHbI
20 (6,7 mm) XENTbIVA
22 (7,3 Mm) (hroneToBbIN
24 (8,0 mm) CUHWIA
26 (8,7 Mm) PO30BbIi
28 (9,3 mm) KOPWYHEBbII
30 (10,0 mm) cepblii
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1.5 BapuaHTbl UCMOHEHWUSA U3LENNA

Twunopasmepsl:

6 FR (2,0 mm), anvHa 270 MM, 06bem GannioHa 3 mn;

8 FR (2,7 mwm), anivHa 270 MM, 06bem 6annoHa 3-5 mn;
10 FR (3,3 Mm), aivHa 270 MM, 06beM 6anioHa 3-5 m;
12 FR (4,0 mm), annHa 260 MM, 06beM 6asnoHa 5-15 mn;
14 FR (4,7 mm), annHa 260 mm, 06beM 6annoHa 5-15 mn;
16 FR (5,3 MMm), AnvHa 260 MM, 06beM 6annoHa 30 Mo,
18 FR (6,0 Mm), osivHa 260 MM, 06bem GannoHa 30 M,
20 FR (6,7 Mm), onvHa 260 MM, 06bem 6anioHa 30 mi;
22 FR (7,3 Mm), ATKHa 260 MM, 06bem GansioHa 30 mr;
24 FR (8,0 mm), annHa 260 MM, 06bem 6annoHa 30 M,
26 FR (8,7 mm), anuHa 260 mm, 06bem 6annoHa 30 m;
28 FR (9,3 mm), annHa 260 mm, 06bem 6annoHa 30 mn;
30 FR (10,0 mm), anvHa 260 MM, 06beM 6annoHa 30 MA;
12 FR (4,0 mm), anvHa 400 MM, 06beM 6annoHa 5-15 mn;
14 FR (4,7 mm), annHa 400 MM, 06bem 6annoHa 5-15 mn;
16 FR (5,3 mm), annHa 400 MM, 06bem 6asnnoHa 30 mn;
18 FR (6,0 mm), annHa 400 MM, 06bem 6annoHa 30 mi;
20 FR (6,7 mm), annHa 400 mm, o6bem 6annoHa 30 mn;
22 FR (7,3 mM), annHa 400 mm, o6bem 6annoHa 30 mr;
24 FR (8,0 mm), onnHa 400 MM, 06beM 6annoHa 30 mn;
26 FR (8,7 mm), onnHa 400 mm, 06beM 6asnnoHa 30 mn;
28 FR (9,3 mm), anuHa 400 mm, 06bem 6annoHa 30 mr;
30 FR (10,0 mm), anivHa 400 MM, 06bem 6annoHa 30 M.

KateTep yponornyeckuin ®ones NaTekCHbIA CTEPU/IbHLIA OAHOPA30BbIA 2-X XOJ0BOW,
LUMIVHAPUYECKUIA ANCTaNbHBIA KOHEL,, CUIMKOHOBOE MOKPbLITWE YKECTKUIA aHTUBO3BPATHbIN
KnanaH

Tunopasmepbl:

6 FR (2,0 mm), a3nHa 270 MM, 06bem GannoHa 3 Mi;

8 FR (2,7 mm), annHa 270 mm. 06bem 6annoHa 3-5 mn;
10 FR (3,3 mm), anivHa 270 MM, 06beM GansioHa 3-5 M,
12 FR(4,0 mm), annHa 260 MM, 06bem 6ansioHa 5-15 mn;
14 FR (4,7 mm), annHa 260 MM, 06beM 6annoHa 5-15 mn;
16 FR (5,3 mm), annHa 260 mm, 06bem 6annoHa 30 mn;
18 FR (6,0 mm), anivHa 260 MM, 06bem 6ansioHa 30 mn;
20 FR (6.7 mm), gnvHa 260 MM, 06bem 6anioHa 30 mn;
22 FR (7,3 Mm), anuHa 260 mm, 06bem 6annoHa 30 m;
24 FR (8,0 mm), anunHa 260 mm, 06bem 6asinoHa 30 mr;
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- 26 FR (8,7 MM), Anuna 260 MM, 06bem Gannona 30 mn;
- 28 FR (9,3 mMm), winna 260 MM, 06bem Ganaona 30 ma;

- 30 FR (10,0 mMm), anuna 260 MM, 06bem Ganiona 30 mn;
- 12 FR (4.0 mm), tnuna 400 MM, o0peM Gantona 5-15 mn:
- 14 FR (4.7 mm), anuna 400 MM, 06bem 6a1nona 5-15 ma:
- 16 FR (5,3 Mm), annka 400 mm, 06beM Gannona 30 ma;

- 18 FR (6,0 MM}, mmuna 400 MM, o6bem Gannowra 30 ma;
- 20 FR (6,7 mm), anuna 400 My, oGnbeM Gannona 30 mn;
- 22 FR (7.3 mM), anuna 400 MM, 061eM Gannona 30 mn;

- 24 FR (8,0 mm), anuna 400 MM, o6beM bannona 30 ma;

- 26 FR (8,7 mM), anuna 400 MM, 06pem Gannona 30 ma;
- 28 FR (9,3 mM), anuia 400 MM, o6pem Gannona 30 ma;
- 30 FR (10,0 Mm), nnuna 400 MM, o6bem Gannona 30 ma.

e Karerep yponoruueckuii ®onea narekchlif cTepuabHuift onHopasosuifi 2-X X010BO#,
AMCTATBHBIA KOHel THNa THMaHHA, CHNHKOHOBOE MOKPLITHE MATKWH aHTHBO3BPATHbLINA
KJIanad

Tunopa3smepest:

- 12 FR (4,0 mm), xnuna 400 MM, ob6beM Gannona 5-15 mn;
- 14 FR (4,7 mMm), annna 400 MM, o6bem Gannona 5-15 mn:
- 16 FR (5.3 m»), annna 400 MM, o6beM Gannora 30 M,
- 18 FR (6,0 mM), xnuna 400 MM, o61beMm Gannora 30 mn;
- 20 FR (6,7 mM), annna 400 MM, o6bem Gannora 30 mn;

- 22 FR (7,3 MM), annna 400 MM, o6beM Gannona 30 mn;
- 24 FR (8,0 mm), rnna 400 MM, o6bem Gannona 30 mn;
- 26 FR (8.7 mM), ansina 400 mm, o6nem Gannona 30 Mn:
- 28 FR (9.3 MM), anuna 400 mm, o6vem Gannoxa 30 ma;
- 30 FR (10.0 mm), anuna 400 mm, o6bem Gannona 30 ma.

o Karetep yponornueckuii osien NarteKcHblii CTepH/bHLIA OAHOPalOBHIA 2-X XOJ0BOH,

aucTanbHelil KoHell THna THMAKHA, CHAMKOHOBOE NOKPBLITHE XKECTKHA aHTUBO3IBPATHSIH
Knanau

Tunopasmepni:

- 12 FR (4,0 mm), anuna 400 MM, o6bem Gannona 5-15 ma;
- 14 FR (4,7 Mm), anuna 400 MM, o6bem Gannona 5-15 mn;
- 16 FR (5,3 Mm), auia 400 MM, o6bem Gannona 30 mn;

- 18 FR (6,0 Mm), nnuna 400 MM, 061em Gannona 30 ma;

- 20 FR (6,7 mm), inna 400 MM, o6bem Ganiona 30 mn;

- 22 FR (7.3 mm), annna 400 MM, 06beM Gannona 30 ma;
- 24 FR (8,0 mM), anuna 400 MM, obbem Gannona 30 ma;
- 26 FR (8.7 mM), annna 400 MM, o6bem Ganstona 30 Mna:

- 28 FR (9.3 mm), ansna 400 MM, o6beM Gannona 30 mn;

- 30 FR (10,0 mM), anuna 400 MM, 06bem Oannona 30 ma.
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¢ Katerep yponoruvecknit Qones narexkcHmii cTepunpHbIE ONHOPasOBHIE 2-X XOZOBOH,
LMTHHAPHYECKKH IHCTAIBHEIN KOHEL, CHANKOHOBOE H rHAPOPUNLHOC MOKPHITHE MATKHH
aHTHBO3IBPATHEIR KNanax

Tunopa3smepsi:

- 6 FR (2,0 mM), anuna 270 MM, oObem Gannona 3 M;

- 8 FR (2,7 mM), nnuna 270 MM, o6bem Sannona 3-5 mu;

- 10 FR (3,3 MM), anuna 270 MM, 06bem G6annona 3-5 M;
~ 12 FR (4.0 mm), anuna 260 MM, 00BeM Oannona 5-15 mn;
- 14 FR (4.7 MM), anuna 260 MM, oGbem Gannona 5-15 mn;
- 16 FR (5,3 mm), anura 260 MM, 06beMm Saona 30 ma;
- 18 FR (6,0 MM), anuna 260 MM, o6vem Gannona 30 mu;
- 20 FR (6,7 mM), anuna 260 MM, o6peM Gannona 30 mi;
- 22 FR (7,3 MmM), 2nnna 260 MM, oObem Gannona 30 mi;
- 24 FR (8,0 MM), anuna 260 MM, o6sem Ganona 30 Mn;
- 26 FR (8,7 mM), annna 260 mMm, o6bem G6announa 30 o,

- 28 FR (9.3 mM), anuua 260 mm, 06beM Gannona 30 m;
- 30 FR (10,0 mM), anuna 260 MM, oOveMm Gannona 30 M,
- 12 FR (4,0 mMm), anusa 400 MM, o6beM Gannosna 5-15 ma;
- 14 FR (4,7 mM), Anuna 400 MM, o6veM Gannona 5-15 mau;
- 16 FR (5,3 mm), anuna 400 MM, o6bem Gannona 30 mo1;
- 18 FR (6,0 MM), anuna 400 MM, oGbeM Gamtona 30 M,

- 20 FR (6,7 MM), anuna 400 MM, 06bem Gannona 30 mn;
- 22 FR (7,3 mMm), anuua 400 MM, 06nem Gannouna 30 1.
- 24 FR (8.0 MM), muna 400 MM, o6bem Gannona 30 Mo1;
- 26 FR (8,7 mM), anuna 400 MM, 0GneM Sannona 30 ma;
- 28 FR (9,3 Mm), anuna 400 MM, o6beM Gannona 30 ma;
- 30 FR (10,0 mm), anuua 400 MM, obveM Gannona 30 mn.

o Karerep yponoruueckuit ®ones naTekcHHIA CTEPHNBHBIA OAHOPa3OBbill 2-X XONO0BOH,
WHAHHIAPHYECKHH AMCTANBREIA KOHEU, CHIHKOHOBOE ¥ FHAPOdH,IbHOE NOKPHITHE KECTKHI
AHTHBO3BpPATHLIN Knanan

Tunopasmepsi:

- 6 FR (2,0 mMm), anuna 270 MM, o6bem Gannona 3 ma;

- 8 FR (2,7 MMm), anuna 270 MM, o6seMm Gantona 3-5 mn;

- 10 FR (3,3 mMnM), nuna 270 MM, 06bem Gannona 3-5 mi;
- 12 FR (4,0 MM), anuua 260 MM, o6vem Gannona 5-15 ma;
- 14 FR (4,7 MM), anrHa 260 MM, o6beM Gannora 5-15 ma;
- 16 FR (5,3 MM), anuna 260 MM, oSbem Gannona 30 mn;
- 18 FR (6,0 mM), anuna 260 MM, o6bem Gannona 30 mn;

- 20 FR (6,7 MM), anuna 260 MM, o6nem Ganmnona 30 ma;

- 22 FR (7,3 mM), anura 260 MM, o6nem Gawtona 30 ma;
- 24 FR (8.0 mM), annsa 260 MM, obvem 6annora 30 Mn;
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- 26 FR (8,7 mM), anuua 260 MM, 061veM Gannona 30 mn;
- 28 FR (9,3 mM), anuka 260 MM, o61em Gannora 30 mn;

- 30 FR (10,0 mm), anuna 260 MM, o6nem Gannona 30 ma;
- 12 FR (4,0 M), anuna 400 MM, o6bem Ganiona 5-15 mir;
- 14 FR (4,7 MM), anuna 400 MM, 06Bem Gannona 5-15 ma;
- 16 FR (5,3 mM), anuna 400 MM, o6bem Gantona 30 ma;
- 18 FR (6,0 mM), annua 400 mm, o6beM Gannona 30 M,
- 20 FR (6,7 MM), 1nuna 400 MM, o6bem Ganaona 30 M,

- 22 FR (7.3 mm). anuna 400 MM, oGnem Gannona 30 ma:
- 24 FR (8,0 mMm), annna 400 mm, oObeM Gannona 30 Ma;

- 26 FR (8,7 mMm), wnuna 400 MM, oGbem Gannona 30 a.1;
- 28 FR (9,3 mm), nna 400 MM, o6bem Gannona 30 mn;
- 30 FR (10,0 Mm), annna 400 MM, 06bem Gannora 30 ma.

o Karerep yponoruueckuit Qones narTexkcHL CTEPHNbHBIA OAHOPa3OBLIK 2-X XOIJOBO,
aucranbHtit xoHeu THna THMaHHa, CHIHKOHOBOE W THAPOGHILHOC NOKpPLITHE MATKHH
AHTHBO3BPATHLIA KNanax

Turnopasmeph:

- 12 FR (4,0 mM), anuna 400 MM, 06vem Hannosa 5415 mn:
- 14 FR (4.7 MM), 211na 400 MM, oOBeM Gatnouna 5-15 ma;
- 16 FR (5,3 MM), Anuna 400 MM, 0Obem GannoHa 30 Ma;
- 18 FR (6,0 mm), annua 400 MM, 06beM Gannona 30 ma;
- 20 FR (6,7 mM), nnuna 400 MM, 06beM GannoHa 30 ma;
- 22 FR (7,3 mM), anuna 400 MM, o6beM Gannona 30 mn;
- 24 FR (8,0 MM), nnuna 400 MM, o6bem Ganiona 30 mn;

- 26 FR (8,7 mm), anuna 400 MM, 06bem Gannona 30 ma;
- 28 FR (9,3 mM), anuua 400 MM, o6nem Gannona 30 mn;
- 30 FR (10,0 Mm), anuna 400 MM, 06bem Gannona 30 ma.

o Karerep yponoruueckuit Qones narekcHsiti cTepHAbHLIH 0aHOPa3oBbifi 2-X X010BOH,
apcTanbHbii KoHen TMNa TuManua, CHAMKOHOBOE W THAPODHALHOE NOKPLITHE KECTKHH
aHTHBO3BPATHLIA Knanau

Tunopasmepst:

- 12 FR (4,0 Mm), anura 400 MM, o6beM Gannona 5-15 ma;
- 14 FR (4,7 mm), mnnna 400 MM, 06vem Gannona 5-15 ma;
- 16 FR (5,3 MM), anuna 400 MM, o6bem Gannona 30 ma;

- 18 FR (6.0 MM), anuna 400 MM, o6bem Gannona 30 mn;

= 20 FR (6.7 MM), anuna 400 MM, 06bem Gannona 30 mn;
- 22 FR (7,3 Mm), anuna 400 MM, 06veM Gannowa 30 ma;
- 24 FR (8,0 Mm), annna 400 MM, 06bem Gannosa 30 Ma;

- 26 FR (8,7 Mm), anuna 400 MM, 06vem Gannona 30 ma;
- 28 FR (9,3 MM), anuna 400 MM, 06bem Gannona 30 mn;
- 30 FR (10,0 Mm), Anuna 400 MM, 06pem Gannona 30 ma.
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o Karterep yponoruueckuit donea natexcubili CTepHbHSIE OAHOPa3OBHIA 2-X XOAOBOH
apMUPOBaHHBIH, UWIMHAPHYECKHA AMCTANbHBIA KOHEU, CHIHKOHOBOS NMOKPHLITHE MArKHH
aHTHBO3BPATHLIN KNanaH

Tunopasmepsr:

- 16 FR (5,3 Mm), anuua 260 MM, o6vem Gantona 30 ma;
- 18 FR (6,0 mm), mna 260 MM, ofbeM 6annora 30 ma;
- 20 FR (6,7 Mm), muna 260 MM, o6bem Ganona 30 Mn;
- 22 FR (7.3 MM), anuna 260 MM, oObem Gantona 30 ma;
- 24 FR (8,0 MM), anuna 260 MM, 06bem Gannona 30 M,
- 26 FR (8,7 M), anuna 260 mm, o6beM Gannona 30 ma;
- 28 FR (9.3 MM), ankna 260 MM, 06pem Gannona 30 ma;
- 30 FR (10,0 mm), anuna 260 MM, o6bem Gannona 30 ma;
- 16 FR (5,3 mnM), anuna 400 MM, o6bem 6annona 30 Mn,
- 18 FR (6,0 Mm), anuna 400 MM, oGbem Gantona 30 ma;
- 20 FR (6,7 MM), anuna 400 MM, oGbem Gannona 30 ma;
- 22 FR (7,3 MM), anuna 400 MM, o6bem Gannona 30 mn;
- 24 FR (8,0 mm), anuna 400 MM, 06vem Gannoxa 30 ma;
- 26 FR (8,7 MM), anunra 400 MM, 06veMm Gannona 30 ma;
- 28 FR (9,3 MM), anina 400 MM, 06veM Gannona 30 ma;
- 30 FR (10,0 mmM), tmusia 400 MM, o6Bpem 6anona 30 mr.

o Karetep yposoruuecknii Pones NateKCHsiii CTEPHABHLIA 0JHOpPa3OBLIH 2-X XOZOBOA
APMKEPOBAHHBIN, UHAWKAPAYECKHH IUCTANBHBIN KOHELL, CHIHKOHOBOE NOKPHITHE KECTKHA
aHTHBO3BPATHLIA KnanaH

Tunopasmepsi:

. - 16 FR (5,3 Mm). anuna 260 MM, o6bem 6annona 30 Mo
- 18 FR (6,0 Mm), annua 260 MM, o6bem Gannona 30 mux;
- 20 FR (6,7 mM), anuuna 260 MM, o6bem Gatiora 30 ma;
- 22 FR (7.3 Mm), umna 260 MM, 06bem Gansiona 30 mn;
- 24 FR (8,0 mM), mmna 260 MM, o0nem Gannona 30 mi;
- 26 FR (8,7 MM), anuna 260 MM, o6bem Gawiona 30 mn;
- 28 FR (9.3 M), anuna 260 MM, 06pem Gariona 30 mn;
- 30 FR (10,0 Mm), 10una 260 MM, oGvem 6annona 30 mn;
- 16 FR (5.3 MM), amua 400 MM, oGrem Gannona 30 Mn;
- 18 FR (6,0 MM), anuna 400 MM, 06beM Gannona 30 M,
- 20 FR (6,7 MM), anana 400 MM, o6Bem Gannona 30 mi;
- 22 FR (7,3 mm), wmna 400 MM, oGbeM Gannona 30 a;
- 24 FR (8,0 Mm), anuna 400 MM, 06beM Gannona 30 Mn;
- 26 FR (8,7 mm), anuna 400 MM, 06BeM Gannona 30 mn;
- 28 FR (9.3 mMM), anuna 400 MM, o6nem Gasnona 30 ma;
- 30 FR (10,0 mM), anuua 400 MM, o6bem Gannona 30 mn.
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Tunopasmepsl:

16 FR (5,3 mm), annHa 400 mm, 06bem 6annoHa 30 M,
18 FR (6,0 mm), aimHa 400 mm, o6bem GannoHa 30 M,
20 FR (6,7 mm), anmHa 400 MM, 06bem 6annoHa 30 M,
22 FR (7,3 mm), anivHa 400 mm, 06bem 6anioHa 30 M,
24 FR (8,0 mm), anivHa 400 MM, 06bem 6annoHa 30 mn;
26 FR (8,7 mm), anvHa 400 mm, 06bem 6annoHa 30 mn;
28 FR (9,3 mm), anvHa 400 mm, 06beM 6annoHa 30 mn;
30 FR (10,0 mm), anivHa 400 mm, 06bem 6annoHa 30 mn.

Katetep yponornyeckuii ®ones naTtekCHbIli CTEPU/bHbIA OAHOPA30BbliA 2-X XOA0BOWA
apMMPOBaHHbIA, AVNCTa/IbHbIA KOHeL, Tuna TUMaHHa, CUIMKOHOBOE MOKPbITME XKECTKWIA
aHTVBO3BPATHbIN KianaH

Tunopa3smepbl:

16 FR (5,3 mm), annHa 400 mm, 06bem 6annoHa 30 mn;
18 FR (6,0 mMm), annHa 400 MM, 06bem 6annoHa 30 M,
20 FR (6,7 mm), anvHa 400 MM, 06beM 6annoHa 30 mn;
22 FR (7,3 mm), annHa 400 Mm, 06bem 6annoHa 30 M,
24 FR (8,0 mm), anmHa 400 MM, 06beM 6annoHa 30 M,
26 FR (8,7 mm), givHa 400 MM, 06beM 6asinoHa 30 mn;
28 FR (9,3 mm), asimHa 400 mm, 06bem 6anioHa 30 M,
30 FR (10,0 mm), gnvHa 400 mm. 06bem 6annoHa 30 mi.

KateTtep yponoruyeckuii @®onies NaTeKCHbIA CTepusibHbIA 04HOPA30BbIA 2-X XOLO0BOM
apMVPOBaHHbIW, LWIMHLPUYECKMIA OUCTaNbHLIA KOHEL, CUIMKOHOBOE W TMApOdmnibHOEe
MOKPbITWE MArKMIA aHTMBO3BPATHbIN KanaH

Tunopa3mvepsbl:

16 FR (5,3 mm), anivHa 260 MM, o6bem 6annioHa 30 Mo,
18 FR (6,0 mm), anvHa 260 mm, o6bem 6annoHa 30 M,
20 FR (6,7 mm), anivHa 260 mm, 06bem 6annioHa 30 mn;
22 FR (7,3 mm), annHa 260 MM, 06beM 6annoHa 30 mi;
24 FR (8,0 mm), anvHa 260 MM, 06beM 6annoHa 30 mi;
26 FR (8.7 mm), zuiHHa 260 MM, 06beM 6annoHa 30 mn;
28 FR (9,3 mm), fnivHa 260 MM, 06bem 6annoHa 30 mr;
30 FR (10,0 mm), onnHa 260 mm, 06bem 6annoHa 30 M,
16 FR (5,3 mm), annHa 400 MM, 06bem 6annoHa 30 Mo,
18 FR (6,0 mm), aivHa 400 MM, 06beM 6asninoHa 30 mi;
20 FR (6,7 mm), anivHa 400 mm, o6beM 6annoHa 30 mn;
22 FR (7,3 mwm), gnnHa 400 MM, o6bem 6annoHa 30 mi;
24 FR (8,0 mm), anivHa 400 mm, 06bemM 6ainoHa 30 mi;

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



15

- 26 FR (8,7 mmM), annna 400 MM, o6vem Gannona 30 mn;
- 28 FR (9,3 Mm), annna 400 MM, 0Gpem Gannona 30 ma;
- 30 FR (10,0 mm), annna 400 MM, o6bem Gannona 30 ma.

e Karerep yponornuecknit dones naTexcHuift cTepunbHbli OfHOpasloBuift 2-X X020BOH
apMUpOBaHHLIH, NUAMHAPKUECKHIT QUCTANBHBLIA KOHell, CHIMKOHOBOS W THIAPOPHILHOL
NOKPBITHE XECTKHH AHTHBO3BPATHLIN Knanax

Tunopamepbt:

- 16 FR (5,3 mm), anuna 260 mm, o6vem Gannona 30 Mi;
- 18 FR (6,0 mm), anuna 260 MM, o6veM Gannona 30 mn;
- 20 FR (6,7 MM), anxHa 260 MM, 06beM Gamtona 30 mn;
- 22 FR (7,3 mM). anuna 260 MM, o6wem Gannona 30 ma;
- 24 FR (8,0 mM), anuna 260 MM, o6nem Gannona 30 Mo;
- 26 FR (8.7 MM). 2nuna 260 MM, 06bem Gannona 30 ma;
- 28 FR (9,3 MM), annna 260 MM, o6nem Gannona 30 mn;
- 30 FR (10,0 mm), aauna 260 MM, obbem Gaanona 30 ma;
- 16 FR (5,3 mnm), mna 400 mm, ob6bem Gannora 30 ma;
- 18 FR (6,0 M), anvna 400 MM, o6wem Gannona 30 mn;
- 20 FR (6,7 M), anuua 400 MM, o6pem Gannona 30 mi;
- 22 FR (7,3 mm), anuna 400 MM, o6bem Gannona 30 ma;
- 24 FR (8,0 mm), annua 400 MM, o6vem Gantona 30 ma;
- 26 FR (8,7 mnm), annua 400 MM, 06bem Gannoxa 30 ma;
- 28 FR (9,3 MM), anuuna 400 MM, o6peM Oannona 30 ma;
- 30 FR (10,0 mm), anuna 400 MM, oGbem Gannona 30 M.

o Karerep yponornueckuit Qoses narexchuifi cTepuiabHbII onnopasosbiit 2-X XonoBoH
apMHPOBAHHBIK, AMCTANbHBM KoHel THNa THMaHHA, CHAHKOHOBOE M TrHApOdUALHOE
NOKPLITHE MATKHI1 aHTHBO3BpaTHbLIA KNanay

Tunopasmepni:

- 16 FR (5,3 mM), anuna 400 MM, o6bem Gannona 30 mn;
- 18 FR (6,0 Mm), annna 400 MM, o6bem Gannona 30 mn;
- 20 FR (6,7 Mm), anuua 400 MM, o6vem 6annona 30 ma;
- 22 FR (7,3 mm), mmna 400 MM, 001em Ganstona 30 mn;
- 24 FR (8,0 MM), anuna 400 MM, 06vem Gannona 30 mn;
- 26 FR (8,7 MM), anuna 400 MM, o6beM Gannona 30 mx;
- 28 FR (9,3 M), annuna 400 MM, o6beM Gannona 30 ma;
- 30 FR (10,0 mm), anuna 400 MM, o6bem Gannona 30 mn.
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o Karerep yponornuecknit Qones narekcHulfi CTEpHALHBIA OAHOPA3OBHIA 2-X X01080H
apMHpOBaHHbIN, AuCTAlbHBIA KOHel Tuna THUMasHA, CHAUKOHOBOC H ruapodHILHOE
NOKPbITHE XKECTKNUH aAHTHBO3BpATHLIK Kanan

Tunopasmepn:

- 16 FR (5,3 MM), annua 400 MM, o6vem Gannona 30 ma;
- 18 FR (6,0 MMm), anuna 400 MM, o6bem Gannona 30 M,
- 20 FR (6,7 mm), anuna 400 MM, o6bem Gannona 30 mn;
- 22 FR (7,3 mMm), amna 400 mm, o6vem Satona 30 ma;
- 24 FR (8,0 Mm), anuna 400 MM, oGvem Ganaona 30 ma;
- 26 FR (8,7 mm), annua 400 MM, oGbem Gannona 30 mn;
- 28 FR (9,3 mm), anuna 400 MM, oGbeM Gannona 30 mn;
- 30 FR (10,0 M), annna 400 My, o6bem Gannona 30 ma.

o Karterep yponoruuecknit ®ones naTexCHut CTEPHABHBIN ONHOPA30BLIA 3-X X010BOf,
UHTHHAPHYECKKH AMCTANLHBIA KOHEL, CHIIHKOHOBOE NOKPLITHE MATKHI aHTHBO3BPATHLINA
KJ1anaH

Tunopa3smepnl:

- 14 FR (4,7 Mm), anuna 400 MM, oObeMm Gannona 5-15 Mn;
- 16 FR (5,3 mm), anuna 400 MM, oGbem Ganaona 30 mi;
- 18 FR (6,0 mm), anuna 400 MM, o6bem Gannona 30 mn;
- 20 FR (6,7 mm), annna 400 mm, o6beM Gannona 30 ma;
- 22 FR (7,3 mm), anrna 400 MM, 00beM Gannona 30 ma;
- 24 FR (8.0 mm), anuna 400 MM, oOvem Gannona 30 ma;
- 26 FR (8,7 mMm), anuna 400 MM, o6bem Gannona 30 mn:
- 28 FR (9,3 mm), anuna 400 MM, o6vem G6annona 30 mn;
- 30 FR (10,0 mm), anuna 400 MM, o6vem 6anaona 30 ma.

o Karetep yponoruueckuit onea NarekCHbii CTEPHALHBI OOHOPA3OBLIA 3-X X0AOBON,
UHIHHAPHYECKHA AHCTANbHBIA KOHEW, CHTHKOHOBOE MOKPLITHE WKECTKHUA aHTHBO3BPATHEIH
Knanau

Tunopasmepui:

- 14 FR (4,7 Mm), anuna 400 MM, o6vem Gannona 5-15 ma;
- 16 FR (5.3 Mm), winua 400 MM, oGbem Gannona 30 s,
- 18 FR (6.0 Mm), anuna 400 MM, o6bem Gannona 30 s,

- 20 FR (6,7 mM), anuna 400 MM, o6bem Gannona 30 mn;
- 22 FR (7,3 mm), anusa 400 MM, o6vem Gannona 30 mn;

- 24 FR (8,0 Mm), anuna 400 MM, 00sem Gannona 30 Mn;

- 26 FR (8,7 M), anuna 400 MM, 061em 6annona 30 Ma:
- 28 FR (9,3 mm), anuna 400 MM, o6bem Gantona 30 ma;

- 30 FR (10.0 Mm), anuna 400 MM, o6bem Gaanona 30 mn.
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¢ Karerep yponoruueckuii dones NaTeXCHHil CTEpHNbHBLIA ORHOPasOBHIA 3-X XOA0BOH,
AUCTANbHBIA KOHEIL TMNa THMaHHa, CHIMKOHOBOC MOKPWTHE MACKHI aHTHBOIBPaTHLIA
Kaanau

TunopasMepst:

- 14 FR (4,7 MM), anuna 400 MM, oGbem Gannona 5-15 mn;
- 16 FR (5,3 Mm), anuna 400 MM, 06peM Gannona 30 mn;
- 18 FR (6,0 mM)., mnuna 400 MM, 06nem Oansona 30 mn;
- 20 FR (6,7 mM), muna 400 MM, o61eM G6annona 30 ma;
- 22 FR (7,3 mm), anura 400 MM, o6beM Oaiona 30 ma:
- 24 FR (8.0 mMmM), anuna 400 MM, o6beM Gannona 30 mn;
- 26 FR (8,7 MM), anuna 400 MM, oOnwem Gannona 30 mur;
- 28 FR (9,3 MM), anuna 400 MM, oGvem Gannona 30 mi;
- 30 FR (10,0 Mm), nnuna 400 MM, oGvem Gannona 30 ma.

o Katerep yponormueckuii donies NaTeKCHbINi CTEPHIbHBIH ORHOPa3oBLI 3-X XONO0BOW.
NUCTANBHBI KOHEU THNA THMAaHHA, CHNMKOHMOBOE NMOKPHITUE XKECTKHIl aHTHBO3BpaTHLIH
KinanaH

Tunopasmepei:

- 14 FR (4,7 MM), anuna 400 MM, o6bem 6annona 5-15 mn;
- 16 FR (5,3 mm), anuua 400 MM, 0ObeM Gannona 30 mn;
- 18 FR (6,0 mM), mnsa 400 MM, oGnem Gannona 30 mit;
- 20 FR (6,7 mM), ymuea 400 MM, o6bem Gasnona 30 Ma;
- 22 FR (7,3 mM), wnna 400 MM, o6neM Gayutona 30 ma;
- 24 FR (8,0 Mm), nnuna 400 MM, o6beM Gannora 30 mn;

- 26 FR (8,7 MM), anuna 400 MM, o6beM Gannona 30 mi;
- 28 FR (9,3 MM), anuna 400 MM, 061em Gatona 30 mn;
- 30 FR (10,0 mM), aAnuna 400 MM, o6vem Gannona 30 M.

e Karetep yponoruueckn#t ®dones naTekCHbI CTEpHIbHbIH OAHOpa3oBLA 3-X XOHOBOH,
IWHAMHAPHYECKUH DUCTAILHEIH KOHEl, CHAHKOHOBOE M FHAPO(QMILHOE NOKPLITHE MATKHIA
AHTHBO3BpaTHHIA KnanaH

Tunopasmepst:

- 14 FR (4,7 mM), anuna 400 MM, 06beM Ganaona 5-15 mn;
- 16 FR (5,3 mM), anuna 400 MM, 06bem Ganaona 30 mm;
- 18 FR (6,0 mm), Amana 400 MM, 061eM GannoHa 30 mn;
- 20 FR (6,7 mm), anuna 400 MM, ob6sem Gannona 30 mi;
- 22 FR (7,3 mM), anuna 400 MM, o6beM Gannora 30 ma;
- 24 FR (8,0 MM), anuna 400 MM, o6bem Gannoua 30 mMn,
- 26 FR (8,7 Mm), anuna 400 MM, oGsem Gannona 30 mn;

& 000 LHPMY [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




18

- 28 FR (9,3 MM), annna 400 MM, 06pem 6annona 30 ma;
- 30 FR (10,0 mm), anuna 400 MM, o6vem Gannowna 30 M.

e Karerep yponoruueckuit Pones narekcHull cTepuibHBif oaHOpasoBwili 3-X Xonosof,
UATHHOPHYECKHA AHCTANbALI KOHEU, CHAHKOHOBOE H rHAPOdHIILHOE NOKPHITHE XECTKHA
AHTUBO3BpATHLIA K1anaH

Tunopasmepsbl:

- 14 FR (4,7 mm), anuna 400 MM, 06beM Gantona 5-15 mn;
- 16 FR (5,3 mMM), anuna 400 MM, 06beM Gannona 30 ma;
- 18 FR (6,0 mm), anuna 400 MM, o6vem Gannona 30 ma;

- 20 FR (6,7 mm), anuna 400 mMm, o0bem Gannona 30 mn;

- 22 FR (7,3 mMm). annna 400 MM, o6bem Gannona 30 mn;
- 24 FR (8,0 Mm), annna 400 MM, 06bem Gannona 30 mu;

- 26 FR (8,7 mm), anuna 400 MM, 00beM Gantona 30 Ma;
- 28 FR (9,3 mM), Amuna 400 MM, 00vem Gannona 30 mur;

- 30 FR (10,0 mm), amna 400 MM, o6pem Ganona 30 ma.

e Karerep yponoruueckuii Qones narekcHbil CTEpHIbHBIA OnHOpa3oBbili 3-x X0R0BOI.
AUCTAIbHEME KoHel THNA TuMmanHa, CHIHKOHOBOE H THAPOGHNBLHOC MOKPHITHE MATKHit
AHTHBOIBPATHHIN KAanaH

Tunopasmepes:

- 14 FR (4,7 MM), anuna 400 MM, o6bem Gannona 5-15 mn;

- 16 FR (5,3 mm), annna 400 MM, o6bem Gannoxa 30 ma;

- 18 FR (6,0 MM), anuna 400 MM, o6bem Gannona 30 ma;

- 20 FR (6,7 mm), anuua 400 mm, o6sem Gannona 30 ma;
. = 22 FR(7,3 mm), anuua 400 MM, o6vem Gannona 30 mn;

- 24 FR (8,0 mmM), anuna 400 MM, o6bem Gannotna 30 ma;

- 26 FR (8,7 mm). auna 400 MM, o6bem 6annona 30 ma;

- 28 FR (9.3 mMm). anuua 400 MM, o6bvem Bannona 30 mn;

- 30 FR (10,0 Mm), anuna 400 MM, o6beMm Gannona 30 ma.

o Karetep yponoruuecku#t dones narekCHuii CTEpHAbHBIA oaHOpasosbii 3-x XOXOBOH,
AMCTATBHEIA KOHEU THNa THMaHHA, CHIKKOHOBOE M FHAPOMUILHOC NOKPHITHE KECTKHUH
aHTHBO3BpaTHHIH KJanan

Tunopasmepsr:

- 14 FR (4,7 mm), anara 400 MM, oGbeM Gannona 5-15 ma;
- 16 FR (5,3 MM), annra 400 MM, oOnem Gannona 30 mi;
18 FR (6.0 Mm), anuna 400 MM, o6vem Gantona 30 ma;
20 FR (6.7 mm), anuna 400 MM, 06vem Gannona 30 mn;

t
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- 22 FR (7,3 mm), anuna 400 MM, oGbem 6amtona 30 ma:
- 24 FR (8,0 Mm), anuna 400 MM, oObeM Gannona 30 ma;
- 26 FR (8,7 MM), ankua 400 mMm, 06vem Gasnona 30 ma;
- 28 FR (9,3 mMM), anuna 400 MM, oGvem Ganona 30 mn;
- 30 FR (10,0 Mm), anuna 400 MM, o6vem Gannona 30 ma.

o Katerep yponoruueckuii Qones JIaTeKCHBI CTEpHIbHLIN OAHOpa3osLifl 3-X Xo10BO
apMHPOBaHHBIA, UWIHHAPHYECKHI AUCTANbHLIA KOHElU, CHINKOHOBOS MOKPbITHE MArKni
AHTHBO3BPATHLIA KilanaH

TunopasMepst:

- 16 FR (5,3 mm), mna 400 MM, oGbem Gannona 30 ma;
- 18 FR (6,0 Mm), anuna 400 MM, 00vem Gannona 30 ma;
- 20 FR (6,7 mM), anuna 400 MM, 06bem Gannona 30 mn;
- 22 FR (7,3 mMm), annna 400 MM, 06vem Gannona 30 mu;
- 24 FR (8,0 MMm), annna 400 MM, o6bem Gannona 30 ma;
- 26 FR (8,7 MM), annna 400 MM, o6bem Gannona 30 mn;
- 28 FR (9,3 MM), anuna 400 MM, o6beMm Gannona 30 ma;
- 30 FR (10,0 mM), anuna 400 mm, o6vem Gannona 30 ma.

o Karerep yponoruyeckuit @osies narexcHulif cTepuabHblli OAHOPAIOBLIR 3-X X030BON
apMHPOBaHHbIH, UMANHAPHYECKHH AUCTAILHDIR KOHEU, CHIHKOHOBOE NMOKPLITHE XKECTKUH
aHTHBO3BPaTHLIA KianaH

Tunopasmepbi:

- 16 FR (5,3 mm), annna 400 mm. 06Bvem Ganiora 30 mn;
- 18 FR (6,0 mm). anuna 400 MM, o6vem Gannona 30 mn;
- 20 FR (6.7 mM), anuna 400 MM, 06beM Ganiona 30 ma;
- 22 FR (7,3 MM), 1nuna 400 MM, 06bem Gamnona 30 ma;
- 24 FR (8,0 mm), anuna 400 MM, 06vem Gannona 30 ma;
- 26 FR (8,7 mM), annna 400 MM, o6peM Gannona 30 ma;
- 28 FR (9,3 mMm), annna 400 MM, o6veM Ganiona 30 mn;
- 30 FR (10.0 MM). 2nuna 400 mM. o6vem Gasuiona 30 Ma.

o Karerep yponornuecknii Qones natexcHsuiil creprAbHHA oaHOpazosuil 3-X X0mOBOH
apMHUPOBAHHLIN, AuCTanbHBIA KoHell THNA THMaHHA, CHIMKOHOBOC [OKPLITHE MATKHiA
AHTHBO3BPATHBIA KianaH

Tunopazmepmn:
- 16 FR (5,3 mM), anuna 400 MM, o6bem Gannona 30 mi:

- 18 FR (6,0 MM), 2mna 400 MM, 0GbeM Gamtona 30 ma;
- 20 FR (6,7 mM), anmna 400 MM, oObem Gannona 30 mo;
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- 22 FR (7,3 mM), annna 400 mm, o6bem Gannona 30 mn;
- 24 FR (8,0 mMm), annua 400 MM, o61em Gannona 30 ma;
- 26 FR (8,7 Mm), anuna 400 MM, oftem Gannona 30 ma.
- 28 FR (9,3 MmM), anuna 400 MM, 06bem Gannona 30 ma;
- 30 FR (10,0 mm), ansna 400 mum, oOnem Gasnona 30 ma.

o Karerep yponoruuyecknii dones narekcHelit cTepunbHblfi OAHOPa3oBbii 3-X XOAOBO¥
apMUpoBaHHbif, aucTanbBbIA KOHeW THNa TuMasHa, CHAMKOHOBOE MOKPLITHE KECTKHH
aHTHBO3BPATHBIN KnanaH

Tuunopasmepsi:

- 16 FR (5,3 MM), 1nnuHa 400 MM, 06bem Gannona 30 mn;
- 18 FR (6,0 mM), anuna 400 MM, 06BneM Gannona 30 ma;
- 20 FR (6,7 M), aniina 400 MM, o6bem 6asnona 30 ma;
- 22 FR (7,3 mM), annna 400 MM, 06beM Gamnona 30 ma;
- 24 FR (8,0 MMm), na 400 MM, o6beMm Gannona 30 mi;
- 26 FR (8,7 mM), anuna 400 MM, 0Gbem Ganona 30 ma.
- 28 FR (9,3 mM), anuna 400 MM, o6nem Gannona 30 v,
- 30 FR (10,0 mm), anuna 400 MM, o6vem Gannona 30 ma.

e Karerep yponoruuecknit Pones naTexcHulif CTCPUABHBIA OXHOPA30BLIA 3-X X0N0BOIH
apMHUpPOBaHHBIR, UMAHHAPHYECKHUH AMCTANbHBIA KOHel, CHIMKOHOBOE H rHApodHAbHOE
MOKPbITHE MATKHH aHTHBO3BpaTHHIA KnanaH

Tunopasmeps:

- 16 FR (5.3 Mn), nnna 400 MM, o6pem Gannona 30 ma;
- 18 FR (6,0 mm), znuna 400 MM, oGvem Sanaouna 30 mn;
- 20 FR (6.7 mm), anuua 400 MM, 06veM Ganmona 30 s
- 22 FR (7.3 mMm), anuna 400 MM, 00beM Gannona 30 ma;
- 24 FR (8.0 mMMm). tauna 400 MM, 06beM Gasinoqa 30 Ma;
- 26 FR (8,7 Mm), wikna 400 mm, oObem Gannona 30 mn;
- 28 FR (9,3 MM), anuna 400 MM, oGvem Gannona 30 mn;
- 30 FR (10,0 Mm), anuna 400 MM, 06bem Gannona 30 ma.

e Karterep yponornueckuit donen natexcHuiii CTCPHALHBIH ONHOPa3eBEI 3-X X0Q0BO¥
ApMHPOBAHKLIA, UHAHHAPHYCCKHA AMCTANBHBIA KOHEW, CHAMKOHOBOE M THAPOPHILMOE
NOKPHITHE, XKECTKHA aHTHBO3BpaTHHIH KianaH

Tunopa3meps::
- 16 FR (5,3 MM), annna 400 MM, o6bem Gantona 30 moa:

- 18 FR (6,0 MM), anuna 400 MM, o6bem Gannona 30 ma;
- 20 FR (6,7 Mm), anuna 400 MM, oOveM Gantotia 30 Mo

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



21

- 22 FR (7,3 mm), anuna 400 MM, 06bem Ganona 30 Mu;
- 24 FR (8,0 MM), anuna 400 MM, 0Gbem Gannona 30 mn;
- 26 FR (8,7 MM), anuna 400 MM, o6bvem Gannona 30 mn;
- 28 FR (9,3 Mm), umna 400 MM, o6bem Gannona 30 Mn;
- 30 FR (10,0 mm). annea 400 MM, o6vem Gannona 30 M.

e Katerep yponorudeckuit dones naTeKcHui#t CTEPHABLHEIA OAHOPA3OBHIHA 3-X XO0AOBO#H
ApMHPOBAHHbIA, AMCTANBHLINE KoHel Tuna THMaHHA, CHAMKOHOBOE K THAPOQUNBLHOE
NOKPBLITHE, MATKHH aHTHBO3BPATHLIH KranaH

Tunopasmepbi:

- 16 FR (5,3 Mm), anuna 400 MM, o6vem Gannona 30 M,
- 18 FR (6,0 Mm), anuna 400 MM, o6vem Gannona 30 ma:
- 20 FR (6,7 Mm), anuna 400 MM, o6bem Gannona 30 mn;
- 22 FR (7,3 mm), ammna 400 MM, o6bem Gannona 30 M,
- 24 FR (8.0 mm), anuna 400 MM, o6vem Gannona 30 Mt
- 26 FR (8,7 MM), anuna 400 MM, o6bem Gannosa 30 M,
- 28 FR (9,3 mM), anuna 400 MM, o6bem Gannona 30 mn;
- 30 FR (10,0 mm), anuna 400 MM, 06bem HGannona 30 mMa.

o Karetep yponoruueckuit ®onea narexcHbiit cTepHabHbIli onwopasossit 3-X xoa0soit
apMHPOBAHHEIN, AMCTANLHBIA KoMeu Thna TumaHHa, CHIHKOHOBoe M rHapoduabHOE
NOKPHITHE, XKSCTKHH aHTUBO3BPAaTHLIN Knanax

Tunopaszmepsi:

- 16 FR (5,3 mMMm), annna 400 MM, o6bem Gannona 30 mn;
- 18 FR (6,0 mMm), mnna 400 MM, 0GpeM Gannona 30 ma;
- 20 FR (6,7 Mm), anuna 400 MM, o6bem Gannona 30 ma;
- 22 FR (7,3 mM), anuna 400 MM, 06bem 6annona 30 mo1;
- 24 FR (8,0 mm), aanua 400 MM, oGveM Gannona 30 ma:
- 26 FR (8,7 mm), anuna 400 MM, 06beM Gannona 30 Mn;
- 28 FR (9,3 mmM), anuna 400 MM, 00beM Ganaona 30 mir;
- 30 FR (10,0 mm), annna 400 MM, 06vem 6annona 30 ma.
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2 YcrpoiicTeo nineans

2.1 KoHCTpPYKTHBHDBIE 0CO0CHHOCTH HIACIME
Wsaenue npeacTaBneHo BapHAHTAMM HCNONHEHUA, coraacHo n. 1.5.
Ha pucynkax 2.1-2.12 noxasaHnl paMeph M KOHCTPYKTHBHBIC OCOOEHHOCTH HCNOAHECHMMA

KateTepa yponorudeckoro @ones naTeKCHOTO CTEPHIBHOrO oaHopasosoro (6e3 yuera Tuna
AHTHBO3BPATHOIO KJaNaHa ¥ THMA MOKPHLITHA Katerepa). B TaGnnuax 2.2-2.3 ykasanul ¢u3Hueckne

3HAUCHHN THNOPAIMEPHOTO PALA PACCMATPHBACMBIX KaTCTEPOB.

TNIPUMEYAHHME - [Mo3nuum ykazaus B Tabnuue 2.1 u Tabaunne 2.2, paspes A-A — Ha pucyHke 2.3

Pucyuok 2.1 — Karerep yponoruueckuit Qones nsatekcHulii 2-x X010804#,
€ UHTUHAPHYCCKHM JUCTANBHBIM KOHUIOM

[IPUMEYAHHE - IMosuuuy yxasans! B TaGnuue 2.1 u Tabnune 2.2, paspe3 A-A — Ha pucyHke 2.3

Pucysnok 2.2 — Katetep yponorunueckuit ®ones narekcHsiit 2-x X0x0BOiH,
€ OMCTANBHbIM KOHUOM THNA THMaHHa
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A-A (yoeauueno)

X0 HANONHEHUA
Gannous

APEHANHLA X0

MPUMEYAHME - Pasmepnr O.D nanmt B Tabmiaue 2.2. Qopma cpesa kaTeTepa Ha pHCYHKe 2.3 HOCHT
YCNOBHED (CXeMaTHUCCKHil) XxapakTep

Pncynok 2.3 — Pa3pes Tena karerepa yponornueckoro Gones 2-x xoa080ro,
COrnacHo pacynkam 2.1-2.2

Jo
|

(Y NN ]

TIPUMEYAHUE - IMo3uuuu ykasaus! B Tabnuue 2.1 n Tabauue 2.2, paspe3 B-B — na pucynke 2.6

Pucynok 2.4 — Karerep yponoruveckuit dones narekcHblii 2-X X0A0BOK apMUPOBaHHbIH,
¢ UMITMHAPHYECKHM JHCTAIBHBIM KOHLIOM
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TNPUMEYAHUE - MNo3uuus ykasansl B Tabnune 2.1 u Tabnuue 2.2, paspes B-B — na pucynke 2.6

Pucynox 2.5 — Karterep yponornuecxuti Pones JarexcHuH 2-X X0A0B0iA apMHPOBAHHELH,
€ JMCTANLHBIM KOHIOM TUNa TuManHa

X0[} HANONHEHWA
Gannoxa

APeHANcLIA X070

SPMMDYIOUNN CNOA

TNMPUMEYAHHUE - Pasmepst O.D. nanu B Tabnuue 2.2. Gopma cpeza katetepa Ha pHCYHKe 2.6 HOCHT
YCNOBHHI (CXeMaTH4ecKHil) xapakTep

Pueynox 2.6 — Paspes tena karetepa yponorudeckoro ®oses 2-x X0A0BOr0 apMHPOBAHHOTO,
COTNIaCHO pHCYHKaM 2.4-2.5
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IMPUMEYAHMUE - IMo3unun ykasans B TaGnuue 2.1 1 Tabanue 2.3, paspes C-C - ua pucynke 2.9

Pucynok 2.7 — Karerep yponornuecxuit Qones narexcusiii 3-x xonosoi,
¢ WHWHHAPHUCCKUM JTHCTANILHBIM KOHLIOM

NMPUMEYAHHE - Io3uunn ykazane! B Tabaune 2.1 v rabnune 2.3, paspes C-C - Ha pucynke 2.9

Pucynox 2.8 ~ Karerep yponoruseckuii Qones narexchsiii 3-x x01080i,
¢ AMCTANBHBIM KOHIIOM THIA THMaHHa
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C-C (yeeanueno)

X0f HANONHEHWA

[TPUMEYAHME - Pasmepel O.D. nanbt B Tabnune 2.3. PopMa cpesa KaTeTepa Ha pucyHke 2.9 Hocut
ycnoBrel (cxemaTudeckuii) xapakrep

Pucysox 2.9 — Pa3spes Tena karerepa yponoruueckoro dones 3-x xonoeoro,
COTJIaCHO pUCYHKaMm 2.7-2.8

1
N
-~

TNIPUMEYAHMUE - IMo3uuuy ykazanse! B Tabanue 2.1 u rabnuue 2.3, paspes D-D - Ha pucynke 2.12

Pucyuok 2.10 — Karerep yponoruueckuit ®ones narekchbiil 3-X xon0B0i#l apMHPOBAHHEIA,
¢ WHAHHAPHYECKAM IUCTANBHEIM KOHLIOM
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MMPUMEYAHHE - Nosuuun ykaszanw B Tabauite 2.1 u Tabnune 2.3, paspes D-D — Ha pucynke 2.12

Pucysox 2.11 — Karerep yponoruuecxuit ®ones 3-x xonopo# apMupoBaHHbIH,
C JUCTANbHBIM KOHLIOM THNA THMaHKa

D-D (ysenwueno)

XOf, HaNONHEHNA
Gannoua

WHCTWALIWONHLIA
xon

APeHXHLIN x0a ‘
apMMDYIOWMA CNORA

NPUJIOXEHUE - Pasmeput O.D. gaum B taGnuue 2.3 dopma cpesa KaTerepa Ha pHcyHxe 2.12
HOCHT YCNOBHBIH (cXeMaTnueckuit) xapakrep

Pucynoxk 2.12 — Paspe3s tena karerepa yposioruieckoro ®onea 3-x xoxosoro apMapoBaHHoro,
cornacHo pucyHkam 2.10-2.11
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Tabnuua 2.1

Ne nos.

KEBwowNooarwNpr

dusnyeckume

- CocTaBHble YaCcTK KaTeTepa CoriiacHo pucyHkam 2.1-2.12

HavmveHoBaHue
IMoKpbILLKa
AHTVBO3BPATHbIA KnanaH
OTBefieHVe KOHHEKTOpa (hMKeupytoLLero 6asnoHa
Teno KateTepa
dPuKcmpytoLmin 6annoH
[peHaxHoe oTBepcTre
ANCTa/IbHBIA KOHeL,
OTBefieHNe ApeHaXKHOr0 KOHHeKTopa
[MpoBOAHNK
ApPMUPYIOLLIA CrIoK
OTBefieHNe KOHHeKTOopa Ans UHCTUANALUN
OTBepcTUe KaHaia UHCTUANALUN

pasMmepbl KaTeTepa yponiormyeckoro @ones NaTeKCHOTO  CTEPWIbHOMO

OAHOPa30BOIO COrflaCHO pucyHkam 2.1-2.6 (6e3 y4yera TunNa aHTMBO3BPATHOrO KJanaHa)
npeacTasneHbl B Tabnmue 2.2 ans:

2-X X0[10BOT0, LIMHAPUYECKUIA ANCTa/bHBIA KOHEL, CUTMKOHOBOE MOKPLITUE;

2-X X0[10BOT0, ANCTaNbHbIA KOHel, Tuna TMaHHa, CUNIMKOHOBOE MOKPbITUE;

2-X X0[10BOT0, LIMHAPUYECKIIA ANCTabHBIA KOHEL, CUIMKOHOBOE U TMAPOQMIbHOE NOKPLITUE;
2-X X0[l0BOr0, AMCTa/IbHbI KOHeL, Tna T1MaHHa, CUIMKOHOBOE U rMapotunbHOE MOKPbITHE;
2-X XO[I0BOI0 apMUPOBAHHOI0, LMMMHAPUYECKNIA ANCTa/IbHBIA KOHEL, CUIMKOHOBOE MOKPbITUE;
2-X X0[10BOr0 apMMUPOBAHHOTO, ANCTaNbHbIA KOHEL, TUMa TuMaHHa, CUNIMKOHOBOE MOKPbITHE;
2-X X0[J0BOT0 apMMPOBAHHOTO, LIMHAPUYECKNIA ANCTaNbHBIV KOHEL,, CUNIMKOHOBOE U
rMAPO(NIBHOE NOKPbITYE;

2-X X0[I0BOT0 apMMPOBAHHOTO, AMCTaNbHbIV KOHeL, Tuna TMaHHa, CUMKOHOBOE U
rMAPOIbHOE NOKPbLITUE

Tabnuua 2.2 - Tunopasmepbl KaTeTepa yponornieckoro ®ones naTekCHoOro CTepuibHoro

Tun gucTanbHoro
KOHLa

LMINHAPWYECKNIA
LMIMHAPUYECKMIA
LMIMHAPUYECKIIA
LUIVHAPUYECKINIA
LUMIMHAPUYECKIIA
LMIMHAPUYECKIIA
LMIMHAPUYECKIIA
LIMAMHAPUYECKIIA

0/[IHOPAa30BOro, COrnacHoO pucyHkam 2.1-2.6

CKopocTb noToka

o O6bem
BHeLuHuI (ncTeyeHne
OnnHa XXNOKOCTU Ans
L1, (+20) Anametp Pasmep (DUKCHDYHOLLLErO )KI/I,U,KOCTI/I)LIePe?,
" O.D. mm (Fr/Ch) [PEHaXKHbIN
MM (£10%) Gannokia, Mn KaHa/l, He MeHee
+ 0 :
(£10%) MA/MUH
270 2,0 6 3 10
270 2,7 8 3-5 15
270 33 10 3-5 30
260 4.0 12 5-15 50
260 4.7 14 5-15 70
260 5.3 16 30 100
260 6.0 18 30 100
260 6.7 20 30 100
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CKopocCTb NOTOKa

[MHa BHeLUHw®i1 N(MA?(SE?DIA,U,HH (ncteueHwe
Tvin gucTa/ibHOro L1.(+20) AvameTp Pasmep (DUKCAPYIOLLETO YXUAKOCTN) 4epes
KoHLa ' O.D. Mmm (Fr/Ch) APeHaXHbIN
MM (x10%) Ganota, mn KaHa/, He MeHee
B (£10 %) M}I/MVIH
LIMNIMHAPUYECKIIA 260 7.3 22 30 100
LIMNIMHAPUYECKIIA 260 8.0 24 30 100
LMNIMHAPUYECKII 260 8.7 26 30 100
LMIMHAPUYECKIIA 260 9.3 28 30 100
LIMANHAPUYECKIIA 260 10.0 30 30 100
LIMANHAPUYECKIIA 400 4.0 12 5-15 50
LUMANHAPUYECKII 400 4.7 14 5-15 70
LUMAMHAPUYECKII 400 53 16 30 100
LMTIMHAPUYECKIIA 400 6.0 18 30 100
LMTIMHAPUYECKIIA 400 6.7 20 30 100
LMTIMHAPUYECKIIA 400 7.3 22 30 100
LMIMHAPUYECKIA 400 8.0 24 30 100
LMMHAPUYECKIIA 400 8.7 26 30 100
LIMANHAPUYECKIIA 400 9.3 28 30 100
LMAMHAPUYECKIIA 400 10.0 30 30 100
TumaHHa 400 4.0 12 5-15 50
TumaHHa 400 4.7 14 5-15 70
TumaHHa 400 53 16 30 100
TumaHHa 400 6.0 18 30 100
TumaHHa 400 6.7 20 30 100
TumaHHa 400 7.3 22 30 100
TumaHHa 400 8.0 24 30 100
TymaHHa 400 8.7 26 30 100
TumaHHa 400 9.3 28 30 100
TumaHHa 400 10.0 30 30 100

du3nyeckne pa3Mepbl KateTepa yposnoruyeckoro ®onea  naTekCHOro  CTEPWUILHOTO
0[JHOPa3oBOr0 COrflacHO pucyHkam 2.7-2.12 (6e3 ydyeTa Tuna aHTUMBO3BPATHOrO K/anaHa)
npeLcTas/eHbl B Tabnmue 2.3 ang:

3-X X0[10BOr0, LINIMHAPUYECKUIA ANCTa/bHBIA KOHELL, CUIMKOHOBOE MOKPbITYE;

3-X X0[10BOr0, ANCTa/bHbI/ KOHeL, Tna TUMaHHa. CUIMKOHOBOE MOKPbITHE;

3-X X0[10BOr0, LNNMHAPUYECKMNIA ANCTaNbHBIA KOHELL, CUIMKOHOBOE M TAPODUIbHOE MOKPLITUE;
3-X X0/[J0BOT0, AUCTa/IbHbIV KOHEL, TUMa TUMaHHa, CUIMKOHOBOE U FMAPOMUILHOE NMOKPLITUE;
3-X X0[J0BOr0 apMUPOBAHHOTI0, LIMHAPUYECKUIA ANCTa/bHbIV KOHEL, CU/IMKOHOBOE MOKPbITUE;
3-X X00BOr0 apMMPOBaHHOTO, AUCTa/IbHbIA KOHeL, Tna TUMaHHa, CUIMKOHOBOE MOKPbITHE;
3-X X0[J0BOr0 apMM1POBaHHOTO, LNMHAPNYECKWIA ANCTabHBIA KOHEL, CUMKOHOBOE M
rMAPOILHOE MOKPbITHE;

3-X X0[10BOr0 apMMUPOBAHHOI0, AWUCTa/bHbIA KOHeL, TUMa TUMaHHa, CUIMKOHOBOE U
rMAPOGMNbHOE MOKPbITUE
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Tabnumua 2.3 - Tunopa3sMepbl KaTeTepa yponornyeckoro ®osnes natekKCHoro CTepuibHoOro
0[lHOPa30BOro, COrfacHoO pucyHkam 2.7-2.12

CKOpOCTb MOTOKa
Ob6bem P

NnnHa BHeLwHwi1 IKOCTH, NS (ncTeyeHne
Tvn guctaneHoro | (£20) AnameTp Pa3mep ¢MKcmpymh4ero YXNAKOCTN) Hepes
KOHLIA e O.D mm (Fr/Ch) 6 L PeHaXKHBbIN
MM asinoHa, M
(£10%) (+10%) KaHan, MI/MUH.
- He MeHee
LMMHLPUYECKNI 400 4.7 14 5-15 70
LUMINHAPUYECKUIA 400 5.3 16 30 100
LMIMHAPUYECKTA 400 6.0 18 30 100
LMMIMHAPUYECKUIA 400 6.7 20 30 100
LWMHAPUYECKM A 400 7.3 22 30 100
LMNIMHAPUYECKIIA 400 8.0 24 30 100
LMNIMHAPUYECKIIA 400 8.7 26 30 100
LIMNIMHAPUYECKIIA 400 9.3 28 30 100
LMNUHAPUYECKIIA 400 10.0 30 30 100
TumaHHa 400 4.7 14 5-15 70
TumaHHa 400 5.3 16 30 100
TumaHHa 400 6.0 18 30 100
TumaHHa 400 6.7 20 30 100
TumaHHa 400 7.3 22 30 100
TumaHHa 400 8.0 24 30 100
TumaHHa 400 8.7 26 30 100
TumaHHa 400 9.3 28 30 100
TumaHHa 400 10.0 30 30 100

Ycunne Ha paspbIB Tena Katetepa, He MeHee 15 H

Macca n3genus 6e3 ynakoku He 6onee 40 .

2.2 OnuncaHne COCTaBHbIX YacTei KaTeTepa U NCNOJIb3yEMbIX MaTepmnanoB

B pasgene 2.1 HacTOALLEro JOKYMeHTa NpeAcTaB/ieHbl KOHCTPYKTUBHbIE OCOOEHHOCTU M3LeNNs
- pucyHkn 2.1-2.12. CocTaBHble YaCTW W3OENNA COrNacHO 3TMM PUCYHKaM MpefcTaB/ieHbl B
Tabnmue 2.1. Hmke faHbl UX onucaHus.

2.2.1 TTokpblWwKa

MpeaHasHaveHa Ans 06XMMaHWs (HaLeXXHOro yaepyXKaHus) aHTMBO3BPATHOrO K/anaHa BHYTpU
KOHHeKTOopa 6as110Ha. Pacnoniaraetcs noBepx OKOHEYHOCTU KOHHEKTOopa 6asiioHa.

[MOKPBLILKN KaTeTepoB MMET LIBETOBYHO MapKMPOBKY, T.e. OKpalleHbl B pas/n4yHble LBeTa B
3aBMCMMOCTM OT pa3MepoB KaTeTepoB (AnameTp), (cMm. Tabnuuy 2.4).

Mcnonb3yemble matepua.Tbl: Ana Bcex TunopasmepoB m3genna - natekc CAS Ne9006-04-6
npoussogcTea KomnaHun "GETAHINDUS M SDN. BHD " (Manaiizus).
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KpacuTenu:
CAS No1317-80-2 - benblit ("Titanum oxide") Npon3BoacTBa KomnaHun «Clearsynth Labs
Pvt. Ltd.» (MHans);

CAS Ne31837-42-0 - XXenTblil {~'Pigment Yellow 151") Npon3BoAcTBa KoMmnaHuu «Clearsynth
Labs Pvt. Ltd.» (UHauns);

CAS Ne6471-49-4 - KpacHblii {*'PigmentRed 23") npousBoacTBa KomnaHuu «Clearsynth
Labs Pvt. Ltd.» (MHguna);

CAS No57455-37-5 - CuHuiA {"Pigment Blue 29") npon3BofcTBa KomnaHum "Clearsynth Labs
Pvt. Ltd." (MHAans).

Tabnuua 2.4 - MNponopuuy CMeLNBaHUA KpacuTenei LBETOBON KOLUPOBKMN NMOKPbLILIKY

ong kpacutena (%
Pasmep kateTtepa A P (%)

LgeT CuHui XenToli KpacHblii Benblii
no wkane MM ("Pigment ("Pigment ("Pigment  ("Titanum
LLlapbepa,Cb/Pr Blue 29")  Yellow 151") Red 23") oxide™)
6 2,0 Po30Bblii : : 35% 65%
8 2,7 YepHblii 40% 25% 30% 5%
10 3,3 Cepblii 20% 20% 20% 40%
12 4.0 Benblii : : : 100%
14 4.7 3eneHbll 50% 40% : 10%
16 5.3 OpaHxxeBblit : 70% 20% 10%
18 6.0 KpacHbiii : 90% 10%
20 6.7 Xentbliii : 90% : 10%
22 7.3 ®dnonetoBbIin 40% 20% 40% ,
24 8.0 CuHwniA 90% - 10%
26 8.7 Po30Bbli : : 35% 65%
28 9.3 KopuyHeBblii 20% 40% 40% :
30 10.0 Cepblit 20% 20% 20% 40%

2.2.2 AHTVBO3BpaTHbIN KNanaH

MpegHasHayeH AN BBEAEHMA 4Yepe3 Hero (BHYTPb KaTeTepa) (hm3pacTBopa C LEeNbHO
pasgyBaHus (uKcupytowero 6annoHa, a TakXe yhepXaHus (uapactBopa BH>TPU (PUKCUPYHOLLETO
6annoHa M nocnegyrowero OMOpPOXKHeHWe 6ansoHa MO OKOHYaHWW WCMOJb30BaHWA KaTeTepa.
AHTVBO3BpaTHbIM K/lanmaHOM KOMMJEKTYKTCA BCe TUMoOpasMepbl n3gennsa. AHTMBO3BPATHbIN KanaH
MOXXeT 6bITb BbINMO/IHEH B O4HOM U3 BYX BapUaHTOB:

BapunaHT 1. MArknin aHTMBO3BpaTHbIA KnanaH. Mcnonb3yemble maTepuanbl: HaTypasbHbli
natekc CAS Ne9006-04-6 npomssoscTBa komnaHun "GETAHINDUS M SDN. BHD " (Manai3us):

PUCyHOK 2.13 - MArknini aHTMBO3BPaTHbIN KnanaH
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OO0as urHHa MATKOTO aHTHBO3BPATHONO Kaanaxa (puc 2.13) cocrasnser He Gonee 21MM.

Bapuanr 2. JKectkufi aHTuposparsbii knanan, Hcnonblyembie Matepuansl: ABS-nmaactuk
(Axpunonutpun-byraauen-Ctupon-Cononnmep CAS Ne9003-56-9) npoussoacrea xommnanun "Chi
Mei Corporation"(Taiteanb); noaunponunen CAS Ne9003-07-0 npou3ssoacrea komnanud “Taiwan
Chemical Fiber Co., Ltd” (Taiteaus); [IBX mapku RE2-010 npoussoactea komnanuu “COLORITE
EUROPE. Ltd” (Cepepnas Vpnaunua); cumskon CAS Ne 556-67-2, npoussoactsa komnannu “Dow

Coming Holding Company Limited” (Kuraii), crans mapxn AISI 304 npouspoactea kommawuu
"POSCO Specialty Steel Co., Ltd." (Kopes).

Puacynox 2.14 — Xecrkult aHTHBO3IBpaTHSEIN KIanan
O6uas ANMRHEA XECTBOTO AHTHBO3BPATHOTO kianana (puc 2,14) cocraanger He Gonee 28mm.
B 3aBHCHMOCTH OT THNA AHTHBO3BPATHOTO KJANaHa OAMH M TOT XKE JGCMIVIAP Karerepa
OTHOCHTCA K pa3HbIM BapHaHTaM HcCnoaHeHHA u3genua {cM. n.1.5). CaM THN aHTHBO3BPATHOTO

K7aIaHa He BIHAET HA KCIUTYaTalMOHHbIC XapaKTEPHCTHKH KKAOT0 BHOGPAHHOrO NO KOHCTPYKUMH,
pa3Mepy B MaTepaaTy NOKPLITHA (¢ runpodHILHBIM MOKPLITHEM HAH 6€3) k3eMNIApa HILENHA.

2.2.3 OTBeaeHHe KOHHEKTOpa GHKcHpYIomero ann0Ha

INMpegnaszHaueHo ANA yAep:aHMA AHTHBO3IPATHOIO KJAnaHa M MNPOBEHEHHA depes cela
$u3pacTBOpa ¢ LENbIO 3ANONHEHHA duxcHpyoulero Gannona. Beinonnen u3 narekca, MOKPLITOro ¢
BHeIIHEH CTOPOHEI CHANKOHOM.

Hcenoabiyembie MATEPHAAbI: T4 BCEX THMOPASMEPOB H3JENHMA — HATYpDANBHEIL naTeKc
CAS Ne9006-04-6 npouspoacrsa komnanun "GETAHINDUS M SDN. BHD" (Manaiizus), CUAHKOH
. CAS Ne556-67-2 npoussoacTsa xomnanuu "Dow Corning Holding Company Limited" (Kurai).

Pazamep L2 (puc.2.15) —~ orseacHHe KoHHekTOopa dukcupyouero CamioHa And I104aYH
JKHIAKOCTA B DaJUIOH — cocTaBiseT He Gonee 75 mMu.

PucyHok 2.15 - OtseneHue koHHeKTOpa QuKcREpylomero faniona
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2.2.4 Teno kareTepa

MMpeasiasnaveHo ANA OTBEACHKA Yepes ApeHAXHBIA Xon (kaHan) MOUK H3 MOYEBOro My3bipa B
MOUEnPHEMHUK, MPOBEACHHA BHYTPH celA. depel XoA Kanonneuua Gannoxa, ¢u3pacTsopa BHYTPb
duxcupyiouero Gaiona ¥ BBCACHHA Hepe3 ARCTUWUIAMHOHHBIR XOA (HMEETCA TONLKO Y 3-X XOJOBLIX
KaTeTepoB) BHYTPL MOYUCBOTO NMY3bIPR PaCTBOPOB, HCNMOABIYEMLIX I €ro NPOMBIBAHUS.

Teno xarerepa WIroTOBACHO H3 NATEKCA, MOKPHITOrO ¢ BHEWIHEH CTOPOHbI CHAMKOHOM WIH
CHTHKOHOM M FHAPODHALHBIM NOKPLITHEM, B 3aBHCHMOCTH OT BAPHAHTA HCTIONHEHNS.

CHIKKOHOBOE NOKPITHE O0NETYACT NOCTAHOBKY KaTETEPa B YPETPY H CMATYACT MEXAHHUECKOE
BO32eHCTBHIO HAa CTEHKH ypeTphi. TONMNHA CHAHKOHOBOIO NOKPLITHS COCTaBaAeT He Gonee | MM.

TuapoduneHoe NOKPHTHE KaTeTepos cnocobeTByeT Goee nerkoMy NpoHHKHOBEHHIO KaTeTepa
B YPeTpy, Tak KaKk MpH CMAYHBAHHWH MOBEPXHOCTH KATETEpa BOROIH rHApodHAbHOEC NOKPHITHE AENaeT
NOBEPXHOCTh KareTepa Oonee ckonb3kod, Markod u rnaaxoit. Tonmuna cnosa ruapodHIBHOro
NIOKPHITHA cocTasnser He Gonee 0,5 Mm.

C uenvic npnAaHHA JONONHHTENLHOH NPOYHOCTH 00AACTH COCAHHEHHS OTBEIACHMSA
KOHHEKTOpa PHKCHpYIoLtero GaioHa, OTBEACHHA APCHAXKHOIO KOHHEKTOPa U OTBEACHHA KOHHEKTOpa
U HHCTHIUBALMH (NPH HANTHYHH, 3-X XOAOBbIE KATETEpPhl), TEJIO KATETEPa MOXKET HMETh YBEAHUCHHIH
ANaMeTp, NpeBHInaloMKi nexnapHpyeMblii HOMHHANBHLIH Auamerp (cM. pucynHok 2.16). Hanuume
takoff o0nacT# Ha Tene KareTepa He OKa3HBaCT BAHAHHA HA (QYHKINHOHANBHBIC XaPAKTEPHCTHKH
H3ACNHA, NOCKONLKY He NPeAyCMaTPHBacT BBEACHHA B YpEeTpaNbHLili Kanan nNatueHTa.

Prcynox 2.16 — Pacnonoxense karerepa yponornueckoro Gones npn Karerepusalun
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Hcenoaviyembie MaTepuanss:

e aAnn H3ennit © CHAWKOHOBLIM MOKpWTHeM - Hartypanbhbih narexc CAS Ne9006-04-6
npouspoactea kxomnanuy "GETAHINDUS M SDN.BHD" (Manalizna); CHANKOH
CAS Me556-67-2 npoussoacrsa komnauun “"Dow Coming Holding Company Limited”
(Kurait),

e 1ana W3denHii C CHAMKOHOBBIM M THAPOQHILHBIM NOKPHITHEM — HATYpaNbHBIA naTeKc
CAS Ne9006-04-6 npoussoactsa xomnanun "GETAHINDUS M SDN. BHD" (Manatizus);
CHIIMKOH CAS Ne556-67-2 NPOH3BOACTRA KOMNAaHHH "Dow Coming Holding
Company Limited" (Kura#i); ranpodpunsnoe noxpeitie Mapku «hydromer topcoat 2063-211L»
npon3poacTea xomnanun "Hydromer Inc.” (CLLIA) caeayiomiero cocrapa: MeTHA-3THAKETOH

CAS Ne78-93-3, terparuapodypan CAS Ne109-99-9, auauerononetit cnnpt CAS Nel23-42-2,
poxeunntpuaMny CAS Ne2372-82-9,

2.2.5 Ouxcupyromuii 6annou

lMpennasHaveH Ana yRepkanus xaterepa BHYTPH YpPeTphl MOCN€ €ro MOCTAHOBKHM, 4TO
NOCTHTAeTCA NYTEM pasayTHa GannoHa BHYTPM MOMCBOrO NY3bpS 4epe3 BBEACHHE B HEro
¢uspacteopa. Kak ¥ Teno karerepa ¢uxcupyomuii 6anion H3roTOBNEH W3 NATEKCa, MOKPHITOrO €
BHEINHEH CTOPOHbI CHIMKOHOM HIM CHMIHKOHOM H THAPOPUIBHBIM MOKPHITHEM, B 3aBHCHMOCTH OT
BapHanTa HcnonHeHua. O0beM KNAKOCTH HeoGxXomuMbill N8 HanoaHeHHs QHKCHpYlouero Sannona

(o6vem Gamnona), BapbHpPYeTCA B 3ABHCHMOCTH OT pa3sMepa Karterepa, CMOTpH TaGamuy 2.2 H
Tabnuuy 2.3.

Henonbiyembie MaTepRaasi:

e 1nA H3NEeNHH ¢ CHAHKOHOBBIM NOKpbiTHEM — HarypatbHbili narexkc CAS Ne9006-04-6
npou3eoacTsa komnahud "GETAHINDUS M SDN.BHD" (Manaiisua). chankon
CAS Ne556-67-2 npoussoacrea komnanur "Dow Coming Holding Company Limited”
(Kurai);
® N8 H3NeAHH C CHAHKOHOBBIM H THAPOPHABHBIM NOKPHITHEM - HATYpaNbMuili narekc
CAS Ne9006-04-6 npoussoactea xomnanuu "GETAHINDUS M SDN. BHD" (Manaiizus);
. CHITHKOH CAS Ne556-67-2 NpOH3BOACTBA KOMITAHUH "Dow Corning Holding
Company Limited" (KnTali); raapodunstoe nokpeitue mapku «hydromer topcoat 2063-211L»
npouspoacTea komnauuu "Hydromer Inc.” (CILIA) caexyiomiero cocrasa: METHA-3THIKETOH

CAS Ne78-93-3, Terparnapodypan CAS Ne109-99-9, nuaueronosbiii cnupt CAS Nel23-42-2,
moneuuntpuaMud CAS Ne2372-82-9,

2.2.6 penaxnoe oTBepCcTHE

[MpeanaznaueHnt Ang obecneyents MOCTYNNCHHT MOYH H3 MOYUCBOTO Ny3LIPA BHYTPh KateTepa.

Pasmepb! apeHaxkHbIX OTBEpCTHii NpeacTaBeHsl B Tabnuue 2.5 cornacHo pucynky 2.17.
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TaGmuua 2.5 — PasMmepbl ApeHaXHBIX OTBepCTHHt cornacHo puc.2.17, B 3aBUCHMOCTH OT
THIIOpA3MEpa KaTeTepa

Pa3sm HOKHOT'0 OTBEPCTUSA MM, HE MEHee
Homunansrnift pasMep karerepa °P Aipe

no wkane [Mapsepa, Ch/Fr

Iupuna W1 Hnuna LS

6
8 0,25 1,0
10
12
14
16
18
20
22
24
26
28
30

0,5 1,5

0,8 2,0

Pucynok 2.17 - Pa3MepHOCTE ApeHaXHEX OTBEpCTHi (3HAYCHHS NpeAcTaBNeHkl B Tabnuue 2.5)

TMPUMEYAHUE - PacnonoxeHue apeHaHbIX OTBEPCTHI Ha PUCYHKAX HMEET YCAOBHbII XapakTep
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Konnyectso JpeHaXHbIX OTBEpCTVIVI ANA KateTepa Yyposornyeckoro ®doned naTekCHOro

CTEPWUNBHOIO 0HOPA30BOr0 - 2 WTYKW, B CAEAYOLMX BapuaHTax UCMONHEHUA (HE3aBUCUMO OT Tuna
aHTUBO3BPATHOrO KnarnaHa):

2-X XOA0BOM, UNNNHAPUYECKNIA NCTaNbHbIA KOHEL, CUIMKOHOBOE NOKPbLITUE;

2-X X0[,0BOI, ANCTaNbHbIA KOHeL, Tuna TuMaHHa, CUIMKOHOBOE MOKPbITUE;

2-X X0[40BOM, UNNNHAPUYECKNIA ANCTaNbHbIA KOHEL, CUIMKOHOBOE M TMAPONIbHOE NMOKPbITUE;
2-X XO[10BOW, AUCTaNbHbIA KOHel Tuna TuMaHHa CUIMKOHOBOE U TMAPOPUIbHOE MOKPbLITHE;
2-X XO[0BON apMUPOBaHHbIW, LNINHAPUYECKUIA AUCTaNbHbINA KOHEL,, CUIMKOHOBOE NOKPbITHE;
2-X X0[L0BOIN apMMPOBaHHbIN, ANCTaNbHbIA KOHEL Tuna TuMaHHa CUIMKOHOBOE NMOKPbLITUE;

2-X X040BON apMUPOBAaHHbINA, LUANHAPUYECKUIA ANCTaNbHbIA KOHEL, CU/IMKOHOBOE U
rMaponnbHOE NOKPbLITUE;

2- X XO[40BON apMUPOBaHHbIN, AUCTaNbHbIA KOHel, Tuna TuMaHHa, CUIMKOHOBOE U TAPOQPUIbHOE
NOKPbITHE;

3- X XO[0BOW, UMNNHAPNYECKNIA ANCTaNbHbIA KOHEL, CUTMKOHOBOE NMOKPbITUE;

3-X X040BOW, ANCTaNbHbIA KOHeL Tuna TuMaHHa, CUTIMKOHOBOE NOKPbITUE;

3-X X0[,0BOIN, LMNNHAPNYECKNIA ANCTaNbHbIA KOHEL,, CUIMKOHOBOE U TNAPONALHOE MOKPLITHE;
3-X X0[0BOM, AMUCTaNbHbIA KOHEL, Tuna TUMaHHa, CUIMKOHOBOE U TMAPO(PUILHOE NOKPLITUE;
3-X X040BOW apMUPOBaHHbINA, UMANHAPUYECKUA ANCTaNbHbIA KOHEL, CUIMKOHOBOE NMOKPbITUE;
3-X XO/10BOIi apMUPOBaHHbIA, AUCTaNbHbIA KOHeL, Tuna TUMaHHa, CUIMKOHOBOE MOKPbLITUE;

3-X X04,0BON apMUPOBaHHbINA, LUANHAPUYECKNIA AUCTaNbHbINA KOHEL,, CUIMKOHOBOE U
rMapoMnbLHOE MNOKPbITHE;

3-X X0/l0BOI apMUPOBaHHbIN, AMCTaNbHbIA KOHel, Tvna TMaHHa, CUNMKOHOBOE U TMAPOhUIbHOE
MOKpbITHE.

C uenbto Gonee 3MMEKTUBHOIO YyAaneHWe KPOBSHbIX CryCTKOB W3 MOYEBOFO My3bips
[OMNyCcKaeTcs Hanmume 4 ApeHaXHbIX OTBEPCTWIA AN CnedyrolWMX BapvaHTOB WCMONHEHUS M3Aenuns
(He3aBMCUMO OT TUMA aHTUBO3BPATHOIO KNanaHa):

e 2-X XO[10BOW apMMUPOBaHHbIN, LMANHAPUYECKNIA AUCTaNbHbIA KOHEL, CUIMKOHOBOE NOKPbLITUE;

B 2-X XO[0BOIN apMMUPOBaHHbI, ANCTaNbHbIA KOHeL TUNa TUMaHHa, CUIMKOHOBOE MOKPbITHE;

B 2-X XO40BOV apMMUPOBaHHbIN, LUANHLPUYECKUIA ANCTaNbHbIA KOHeL,, CUTMKOHOBOE U
rMAPotNNbLHOE NOKPLITUE;

B 2-X XO[10BOIi apMMUPOBaHHbIN, ANCTaNbHbIA KOHeL, Tuna TUMaHHa, CUIMKOHOBOE U TMAPO(UIbHOE
MOKPbITUE;

m  3-X XO4OBOW apMUPOBAHHbIN LUINHAPUYECKUIA UCTANbHBIA KOHEL, CUIMKOHOBOE MOKPbITUE;

B 3-X XO[0BOW apMMPOBaHHbIN, ANCTaNbHbIA KOHeL Tuna TuMaHHa, CUIMKOHOBOE NOKPbLITUE;

m  3-X XO40BOIN apMUPOBaHHbINA, LUANHAPUYECKNIA AUCTaNIbHBIA KOHEL, CUIMKOHOBOE Y
rmapounbHOE MOKPbLITUE;

B 3-X XO[10BOW apMMPOBaHHbIM, ANCTaNbHbIA KOHEL TUNa TMaHHa, CUTMKOHOBOE M TMAponIbLHOE
NOKpbITHE.

2.2.7 [AucTanbHbI KOHeL,

MpefHas3HayeH Ana 6e360/1€3HEHHON0 MPOXOXAEHUSA Tena KateTepa BHYTpu ypeTpbl. Kak u
TeNno KateTepa AWCTaNbHbIA KOHEL, W3roTOBMAEH M3 JflaTeKca, MOKPbITOFO C BHELWHEW CTOPOHBI
CUIMKOHOM WM CUIMKOHOM M TUAPO(PUNLHBIM NOKPbITUEM, B 3aBUCUMOCTI OT BapnaHTa UCMOTHEHUS.
XapakTepucTUKN  LUCTaNbHOrO  KOHLA:  3aKpbiTblii  aTpaBMaTWU4HbIA, O6blBaeT ABYX TWMNOB
(cM. pucyHoK 2.18, pucyHok 2.19):
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5> O )

Pucynok 2.18 -Llnnuuapuuecknil aucranbHelit konen

Pucynok 2.19 —ZiucranbHelit xoneu Tuna TumanHa

MMPUMEYAHHUE — Karterep ¢ AHCTANLHEIM KOHUOM THna TUMaHHA PEKOMEHAYETCA HCNONL3OBATh
ANS KaTeTepH3aLiM MOYEBOro mny3bipA Yy OGonbHBIX ¢ OBCTPYKTHBHOH
NaToJIorneH MOMEHCNYCKATE/IbHOTO KaHama

Henoabiyempie MaTepHAALI:

e anA W3RSNHH C CHAHKOHOBBIM IOKphITHEM - HatypaibHbit narexc CAS Ne9006-04-6
nponseogctea komnanuu “"GETAHINDUS M SDN. BHD" (Manaitiua), CHAMKOH
CAS Ne556-67-2 npouszsonctsa komnasuu "Dow Corning Holding Company Limited”
(Kurait),

¢ N8 H3ACIHA C CHIUKOHOBRIM H THAPOQHNBHBIM HOKPLITHEM -— HATYPaNbHLIK JaTekc
CAS Ne9006-04-6 npomszeoactsa komnaHun "GETAHINDUS M SDN. BHD" (Manaitaus);
CHJTHKOH CAS Ne556-67-2 MPOH3BOACTBA KOMMNaHHH "Dow Corning Holding
Company Limited" (Kuraii); ruapodnnbtoe nokpeiTie Mapkn «hydromer topcoat 2063-211L»
npon3soacTsa komnaHuu "Hydromer Inc.” (CLIA) cneaylomero cocrasa: MeTHA-3THAKETOH

CAS No78-93-3, terparnapodypan CAS Nel09-99-9, nuaneronopmiti cnupt CAS Nel23-42-2,
noneunntpuamMud CAS Ne2372-82-9.

2.2.8 OrBenenne ApeHAXHOTO KOHHEKTOPA

[pennasHaueHo AN COeTHHEHUT HIAETHA C MATHCTPATBIO MOYeNpHEMHHKA. JlaHHBIR d1eMenT
HMEeTCA Y BCeX THIIOpa3MepoB usaeans (cM. puc.2.20).
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Jauna L3 cocrannger He MeHee 30 MM

Pucynok 2.20 — OtBeaenne KonHekTopa GHKCHpylomero fannona

Hcenoapszyembpie MaTepManbl: HaTypanbHbili natexkc CAS Ne9006-04-6 npoussoactsa
xomnaund " GETAHINDUS M SDN. BHD" (Manaii3ua), cunukon CAS Ne556-67-2 npoussoacTtsa
komnaund "Dow Coming Holding Company Limited" (Kurait). Jing MapkupoBKu THnopasMepa Ha
caMOM M3JC/IMH HCNONB3YeTcs depHas Kpacka muid Haanuceit WL1020 (WL1020-G) npon3soactsa
komnauun «Gem Gravure Company» (Xanosep, Liftar Maccauycerc, CILIA).

2.2.9 lMposoannx

lpemuasHayeH AN YOPOWMIEHHA TIOCTAHOBKH KAaTETEPOB ManbiX pasMepoB. Ilpmnaer
LOTIONHHTEABHYIO KECTKOCTh KATETEpY B MOMEHT MOCTAaHOBKH. Pacnonaraercs B ApPeHaXKHOM XOAy
Tesna Katerepa. Cpasy nocne NOCTAHOBKH KATETepa, NPOBOAHHK CACAYET W3BACHb H3 Te/a KaTerepa.

Hcnonkayerces Tonkko B karerepax pasmepos (Ch/Fr): 6, 8, 10. innna nmposoannka ne Mexee 250 MM,
nuametp BRe Gonee 0,8 MM

Hcnoassyemniit Mavepman: nonndtunenrepedraiar CAS Ne25038-59-9 npoussoacrsa
xomnauuu «Shenzhen Hopefinder Polymer Sci.&Tech. Co., Ltd» (KuTait).

2.2,10 Apmupylomuii cnoi

Peann3oBaH B 2-X H 3-X XOHOBBIX apMHpOBaHHEIX KaTeTepax doses (He3aBUCHMO OT THNa
AHTHBO3IBPATHOTO KJanaHa).

IpeanasHavdeH AN NPUAAHMA MONOJHHTENBLHOR JKECTKOCTH TeNy KareTepa C UeNbio
NPENOTBPAIICHHS MEPeXKHMAHAA APCHAKHOrO KaHana, T.6. COXPaHEHHMs JPEHAXHOro KaHana
oTkprTeIM. [lpenctasnger coboli cnoif naTexca, BHYTPH XOTOPOTO pacnoiokeHa apMHpyiowias

cnupans. ApMupylowmit cnofi okpamen B pososuiif user. Tontmea apmupylomero ciios He onee
4 MM,

XapakTepHCTHKH NPOYHOCTH apMUPYIOLIMX KATETEpos (TeNo KaTeTepa):

— ycnopHas MPOYHOCTD NMpH PacTAXEHHH  — He MeHee 6 MIla
— OTHOCHTENSHOE YANMHEHHE NpH paspuise — He MeHee 500 %
— YCHIIHe Ha pa3phiB - He Menee IS H
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Hcnomsyemuiit maTepman: HaTypanbHedi natekc CAS  Ne9006-04-6 npouseoncrsa
xoumnauuyd "GETAHINDUS M SDN. BHD" (Manaii3ug), cunakon CAS Ne556-67-2 npousBoacTsa
xomnanuu "Dow Corning Holding Company Limited" (Kuraii), nommamua CAS No32131-17-2
npon3ssoactea pupmul «Daicel Polymer Ltd» (Anoxus).

Hcenoabiyemble KpacuTenn:
o CAS Ne1317-80-2 — Benutii ("Titanum oxide") nponssoacrsa xomnanuu «Clearsynth Labs

Pvt. Ltd.» (Munus);

o CAS Ne6471-49-4 — Kpacubiit ("Pigment Red 23") nponssoiacrsa KoMnanuu «Clearsynth
Labs Pvt. Ltd.» (Muana);

2.2.11 OrBeaenHe KOHHEKTOPS AN HHCTHAARUNHE

PeanuizoBaHo B Kkarerepe ypohorudeckoM Qones 3-X XOJ0BOM M NPEAHA3HAMCH UIA
HHCTHNSLKHA YPETPhl KM MOYEBOrO Ny35IpA:

KOHHCICI‘OP I8 UHCTHANALMK Yepe3 HHCTHASUHOHHBIE XOJ4 COelHHEH ¢ OTBEPCTHEM
HHCTRIUIMIAOHHOrQ X044, PACMOJIOKCHHBIM Ha INCTAIBHOM KOHIIC KaTeTepa.

Pasmep L4 cocrasaser ne Gonee 75 MM

PucyroK 2.21 — OTBeACHHE KOHHEXTOPA AN HHCTHLIAMY

Henonssyemulit  marepran: narypansHu#t  natexkc CAS Ne9006-04-6 npoussoxcrea
komnawnn "GETAHINDUS M SDN. BHD" (Manaiizus); cunukod CAS Ne556-67-2. npoH3BOACTBa
xoMnausk "Dow Corning Holding Company Limited" (Kuraii).
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3 O6mue NOKAIAHUA, NPOTHBONOKASAHHA H NOGOIRLIC HPPeKTH

3.1 Noxazanmun:

- Henep)XaHHe MOYM;

-  3aZICPKKa MOYEHCITYCKaHH3;

- H3MEpPEHHE OCTATOYHOrO 00BeMa 1 MOHMTOPHHT BHIBOAA MOUH;

- nonydeHue obpa3na MOYH;

— BBe/ICHHE uepe3 Karerep pacTBOpOB, NPHMEHACGMBIX % NPOMEIBAHMA IOJOCTH
MOYCBOr0 My3LIps;

- NALMATHBHOE NCYCHHE;

- yponoruueckas XHpyprus;

-~ OTEYHOCTH YPETPH BCICACTBHE BOCTIANMHTEALHEIX MPOLECCOB;

— HOBOOGPa30BaHHA MPOCTATH, MOYEBOIC MY3HIpA H (WJIH) MOYECTOUHHKA.

Takke  kaTeTepu3alliM  MOLNEXKAT  MAUMEHTHI, CO3HATENBHO  HEKOHTPOMMpYIOUIHE
MOYEHCMyCKaHue, BO BpeMs TipoBeleHMA oOwiel anecTesnH (NMpH HEOOXOAMMOCTH), NpH TpaBMaX
NO3BOHOYHNKA, GONMBHEIE B KOME, MALHEHTH! ¢ OCTPHIMH HaDYIICHUAMH MO3TOBOrc KpoBooOpalleHHA.

3.2 lIporuBonokazanus:

- Bocnanenre npeacratenbHo# xene3bl (OTHOCHTENBHOE).
— TpaBMBI OpragoB Manoro Tasa / MOYCHCMYCKATEABHOTO KaHala.
— VYperpaTH TAXKENOHK CTENEeHH.

—~ Cepbe3Hasi CTPHKTYPa YPETpH, TYNBIE HJIH OCTPHIC TPaBMbl MOYEHCNYCKATENHHOTO
KaHana.

3.3 INorenusanbuniil 0CI0KHEHHN!

MPUMEYAHHE - Yxa3zaHua no CTaHIAPTHOMY MPHMEHEHHIO ONMUCHIBAEMOro H3JAENH4 JaHbl B N.5

HACTOAMEro HOKyMeHTa. PelleHMe O NpPUMEHEHMH B KAKAOM KOHKPETHOM Clyuae JOIDKHO
NPHHAMATECA HEMOCPSACTBEHHO B KIHHHKE BPAIOM.

3.3.1 Annepras Ha JaTexkc

Omuonozus. TloBilleHHAS  YYBCTBHTENLHOCTh K  HAaTYpalbHOMY  JIATEKCY, ANHTENbHOE

HCTIONA30BAHHE KOTOPOTO MOKET BEI3BIBATL ANLIEPIHYECKYI0 PeakuMio y HeGOoMNbWOro mpoueHTa
HaceleHus.

flpouraxmuxa: npeKpaTHTh WHCHONLIOBAHHE NATEKCHOrO KaTeTepa M APYTMX JNATEKCHBIX

NPOAYKTOB; B COOTBETCTBHH ¢ KJIHHHYECKHMH TpeOOBAHHAMH BBINO/IHHTD MPOTHBOALIEPTHYECKOE
neveHue.
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3.3.2 Jloxuniit xon

Omuorozun. Karerep CAHMIKOM ManeHLKOrO pasMepa MM CAHIIKOM XCCTKUM; HeonmpaBAaHHOE
NpHMEHEHHE CHIBI; CTPHKTYPa MOYCHCIYCKATENBHOTO KaHana.

TIpoguraxmura. HeobxonHMO  HCNOMB30BaTh  KaTeTep  COOTBETCTBYIOWIErO  pasMepa H
NPHKIAILIBATH TOMBKO JIETKOS YCHHE ANA NPOABHKEHHA KaTeTepa.

[pednpunuvaemme Oelicmsus. He cneayet nuiTatecs nNPOABHHYTH KaTeTep, KOTOpHE He

NPOABHIACTCA ¢ ACTIONB30OBAHHCM JICTKOIO YCHNHA, OPH MOAC3PCHHA Ha obpa3oBaHHE JIOXHOrO X0na

(ocTpas 601b, YpeTPOpparus) HyKHO TOTYAC H3BIEYs MHCTPYMEHT H HE BO30OHOBIATL NMOMMTOK K
BBEJCHHIO €10 B TCUCHHE 5 IHEH; YPONOTHIECKAE KOHCYIbTALHH,

3.3.3 Huexuun mouesnisoasmux nyreli (HMII)

3muonozusn. JnurensHoe HCMONb30BaHHE KateTepa (Karereph! ABAAIOTCS MHOPOAHBIMM TeEJAMH,
KOTOpHIC B KOHEHHOM CHETE CTAHOBATCA KOJIOHU3HPOBAHHBIMH),

llpogpuraxmuxa. MHHHMMH3AUNA NPOJOIKHTENLHOCTH KareTepHIaLMH.

fIpednpunuriaemme Oeuicmeus. CUCTEMHbIE AHTHOMOTHKH (MEPOPANLHOTO MM BHYTPHBEHHOTO
BBeaeHun). M3pneveHue karerepa B Kparyaliliue CpoKH.

3.3.4 OGcTpyxuus KaTeTepa

Imuonozus. BAOKAPOBKA NPOCBETa KaTeTepa KPOBLIO HAM HEONHOPOOHBIMH YAaCTHLAMH IPYTOTO
BEUISCTBA.

Hpoguraxmuxa: Y BenuyeHne nepopanbHOro NpueMa KUAKOCTeH; MereHaMuH; MOAKHCICHHE MOYH
BuTaMHEOM C.

IIpeonpunuvaesoie delicmeun. U3pneyenue karetepa.

3.3.5 Yreuxa
Imuonozun. CnasMsl MOYEBOrO IIy3bIpA.

Daxmoprt  pucka. Wudexuns, nesponormyeckue 3aGonepanusl, BAMAIOMKE HA BepXHue
ABMIATENbHbIC HEPBbI,

Hpednpunumaenmwe  Oeticmeun. CNasMONHTHYECKHE CPEACTBA; CM. OOCTPYKUMA KareTepa;
UCTIONB30BaHHe GONbUIero pasMepa KaTeTepa BMECTO MEHBILETO.
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3.3.6 CTpRKTY P2 MOUEHCIYCKATEALHOTO KAHANA
Amuonozus. TpaBMHPOBAHHE B APOLIECCE KATCTEPH3ALMH; YPETPHTEL
Ipodunaxmuxa. OcTopoxkHOE NPOABHKEHHE KaTETEpa.

IIpeonpunuvaewvie  Oelicmeus. Yponoru4yeckads KOHCYALTAallHH OTHOCHTENBHO  AMJIATAUMH
MOYEHCTTYCKATEeNbHOTO KAHANA B Cliyuae HeOGXOAWMOCTH.

3.3.7 Fematypus
3muonozus. TpaBMHpoBaHAe B MPOLIECCE HIME NOCHE KaTETEPH3ALHH.

Ocnosnas namonozus. BHelannas fAekoMMpeccus CHJIBHO 3aCOPHBIIETOCA MOYEBOTC MYy3bipa €
coxpaHeHueM GoJbIIOro 00bEMa YPHHB.

Daxmopst pucka. AHTHKOATYJIAHTEI.

IIpogunaxmuxa: OCTOPOKHOE NPOABIKEHHE KaTeTepa; BhiBeAcHHe (Aekommpeccus) Gonsmnx
ocrarouHsx obremoB (Gonee 500 cu’) B TEYEHHE HECKOJILKHX YacOB.

IIpeonpunumaemoie Oeticmeus. TIpoMbIBKa CTEPHIBHON BOAOH B Cnyyac HEOOXOXMMOCTH, HTOOHI
YAQIATH CTYCTKHA H BO M3bexanne o0CTpyKUHH.
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4 TpeGosanua GezonacnocTn

Mepb! NpeA0CTOPOKHOCTH NPH HCMONBLIOBAHWH HIACTHA:

e Hipenue npeanasHayveHo s HCIONL30BAHHA MEIMIMHCKHM NEPCOHATOM.

o MHipenne npeanasHa4yeHo And OAHOPA3OBOrO HCMONL3OBAHHA. 3anpeliaeTcs NOBTOpHOE
HCNONL30BaHHE.

¢ 3anpemaeTci HCROALIOBAHHE HINEAHA ¢ HCTEKIIHM CPOKOM TOAHOCTH HAH MOBPEXACHHON
HHIHBHAYaNbHONK ynakoBko#i. BRUMaTenbHO NpounTaliTe YKa3aHKA N0 NPHMEHEHHUIO W3NEHR
nepexn €ro HCNONb30BaHHEM.

e Mizenue roamo TONBKO B Npedenax CpPoOKOB, YKa3aHHBIX HAa HHAMBHAYATBHOH W
notpebuTensckoit ynakoBKax H He ZO/KHO NPOXOAUTH NOBTOPHYIO CTEPHAH3ALMIO.

¢ HeoGxoanmo srbpath noaxoaswmit pa3mep Karerepa; creayer BbiOHpaTh Heboabwod pa3mep
ANA Aetell nAH NAnHEHTOB C Cepbe3HON CTPHKTYPOIl ypeTphl.

e Bo wusbexanne nNOBpeMACHHA CIU3HCTOH YPeTphl, BBEACHHE KaTeTepa JOMKHO ObiTh
ocTopoxHbIM. He paspemiaerca TAHYTS # TONKaTh KaTeTep HECKONBKO pas.

e Ecnu moueBolf ny3niph CAMIDKOM 3aNOfHeH M MNALUMCHT HE MOXET CaMOCTOATEALHO
ONOPOXHHUTH €10, APEHHUPOBAHKHE JOMXKHO OBTL MEANEHHbIM H NEpBLill ApeHaXHbI 00beM He
zonxeH npesbiats 1000 Mn, BO n30ekaHHE BO3HHKHOBEHHA KPOBOTCUYCHHA HIH oOMOpoOkKa
#3-3a OBICTpO#i ACKOMNPECCHU MOYEBOTO MY3LIPA.

o [lepen u3MepeHHeM OCTATOMHOMO O0bEMa MOYH, cCleayeT NMONPOCHTH IALMEHTA BHIMOAHHTDL
MOYEHCIYCKAaHHE CaMOCTOSTENbHO, M 3aTéM NpPOBECTH Karerepu3auuio. HopmanbHsii
OCTaTO4HbLIH 00beM MOUM AOMXKEH COCTABAATH 5-10 MJ, B TOM ciayuae, €CAH OH MPEBHIACT
100 M1, npuMeHEeHHE NOCTOAHHBIX KATETEPOB ABAAETCA HEOGXOMMMEM.

e Bcerna npopepsfite ¢ukcaumio BO BpeMs KaTeTepH3alMH, €CNH KaTeTep BLICKAIL3LIBACT,
CIEAYET NPeNyCMOTPETh 3aMEHY KaTeTepa B COOTBETCTBHH C ACHCTBYIOMIHMH HHCTPYKLHAMH B
KIHHAYECKHX yupexaeHuax. [Ipeanonaraerca caenats epephis B TEHEHHE HECKONLKHX 4acoB
nepea NOBTOPHLIM BBEICHHEM KaTeTepa B OTBEPCTHE MOUCHCITYCKaTEIbHOTO KaHana.

¢ He npumensiiTe ycunue ans W3BNEUCHHA KaTeTepa NPH HATHYHH OOCTPYKUHH, NOCKOMBKY 3TO
MOXeT TPABMHPOBATh MOUCHCIIYCKATEIbHBIN KaHa.

. o [Tlocne ucnoas3oBaHMA, H3AENHE H YNAKOBOYHLIC MATEpHaNb! QOMKHLI OLITH yTHAW3IHPOBAHbI
cornacHo eHCTBYIOLUMM MEIHLUWHCKMM CTaHzapTaM OONbHHULI, MAH B COOTBETCTBMH ¢
TpeGOBaHHAMM 3aLMUTHI OKPYXKaloLlel cpensl.

e B cayyae noayvenus paGoTHHKOM npH oOpallleHHHW ¢ H3feNHeM TPaBMbi, NOTEHUHANBHO
onacHo#f B maHe HHPHUMpOBaHHA (HApYLUEHHE UCMOCTHOCTH KOXHLIX MNOKPOBOB W/MWIH
CAM3UCTHIX), HEOOXOAMMO NPUHATH MePhl KCTpeHHO# npodunakTiku. Ha paGouem mecte
nepcoHana AoNkHa ObiTh anTeuxa nepsoil MEAMIKRHCKONH NOMOLLH NIPH TPasMax.

IIPUMEYAHUE - B npouecce 3KCIUTyaralHH H3XeNHe YCTORUMBO K TEeMMNeEpaTYPHbIM
po3acticrauam ot 10°C mo 42°C u otHocHTebHOM BaaxHocTH 100%.
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5 Ykazanus no npuMeHenuio

o OOBACHUTE NAUMCHTY CYTh H XOA MpeACTOAleA NpouUeAyph! H NMOMYYHTE COTNAacHe ero Wix
4NCHOB €ro CeMbH; yNnoMsuuTe 06 omymennsx aucxkombopra ¥ cnocobax ero yMeHbileHHA,
BO3MOXHBIX OCNIOKHEHHAX H YXOIE MOC/E KATETEPH3aLMA.

o [TloaroToBbTe KaTeTep NO TUNY K Pa3MEPY, H NPOBEPLTE YNAKOBKY Ha HanWuHe MOBPEXACHUIA.

o [lomorure NauMeHTy 3aHATL HeoOXOAUMOE NONOKEHHE: NEXa HA CNHHE C Pa3BeaEHHBIMH
HOTaMH, COTHYTHIMH B KOJNICHHBIX CYCTaBax; MOCTEJNTE NOA Ta3 MAlMEHTa BIHMTHIBAIOLIYIO
nenduky (MnH KIeEHKy U nenéuky)

o [loaroroBeTe €MKOCTP WIS HCNOJNB3OBAHHOIO MATEPHANA BO3NE MAUMEHTa M MPOBEAMTE
rUrueHuuecKylo o6paboTKy HapyKHBIX MOJNOBBIX OpraHoB, npoAeMHHUMPYlTE MecTO
BEICHHA H3ACNHA.

o MWssnekure mnpuy ©3 cTepuibHON YMAKOBKM M HANONHUTE €0  CTEPHABHBIM
(pu3HONOrHYECKHM PaCTBOPOM.

o Orxkpoiite pnakon co cTepuIbHOR CMA3KOH.

[posepbTe LENOCTHOCTD HHAKBHAYANbHOH ynakoBkn. OTKpoiiTe ynakoBKy Karerepa.

o CMaxbTe KaTeTep CTEPHIBHON CMA3KO HIH CMOYHTE KaTeTep BOAOH, €C/IN KaTeTep umeer

THAPOPHABLHOE NOKPLITHE.

OCTOPOXKHO BBe/IMTE KAaTeTep B YPETPY H aKKYPaTHO, NepexBaTLiBas €ro, npoasHraiite xarerep

rny6xe B ypeTpy, A0 MOSBICHAN MOYH (MOYY HANPaBHUTH B JIOTOK).

[IpoasuHbTE KaTeTep elue Ha 3-6 cM.

[NoacoeaunnTe KateTep Yepes APEHANHBIN KOHHEKTOP K MOYENIPHEMHHKY.

Y6emntecs, uTo Puxcupylowpit Gannon HaXOAMTCS BHYTPH MOYECBOIO NY3bips.

Hanonuure ¢uxcupyiomuit Gannon xarerepa Ponea CTEPHALHBIM  (PUIHOMOTHYECKUM

PacTBOPOM Yepe3 NOATOTOBNCHHLIN ANk 3TOro UMpHL.

Tpukpenure MouenpHemHHK K Geapy MAM K Kpalo KpoBaTH; ybeamurech, 4To TpYOKM,

COSAMHAIONINEG KaTeTep H EMKOCTb N4 MOYH, HEe MMEIOT neperntos.

OnopoxHUTE MOUEBOH My3BIPh.

[Mo 3aBepmIEHNIO KaTeTepH3aLMHK 0TKaYalTe KHUAKOCTD #3 Puxcupylowero 6aniona;

AKKYPaTHO H3BJICKHTE KaTeTep.

V6epute HENPOMOKAEMYIO NENEHKY (KNCEHKY H NENEHKY) H NOMOTHTE NAUWECHTY YAOOHO Jeub.

Hcnons3oBanHEl MaTepHan MOMECTHTE B KOHTeHHep ¢ ACIHHQHUUAPYIOLIMM PacTBOPOM AIA

NOArOTOBKHM K YTHIH3ALMH.

o]

o © 0 00 (o]

O 00 00O

BAXKHO! [lpoBoaHT, KATETEPH3AUNIO CAEAYET B HHCTHIX CTEPHALHBIX MEAWLHHCKHX
nepuarxax.
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6 YnakoBKa

YnakoBoyHasi cucTeMa oGecrnedynBaeT afeKBaTHYH 3aluTy nNpoAgyKTa OT OMacHOCTEN,
BO3HMKAIOLMX NpY 06PaLLEHUN C HUM, TPAHCMNOPTUPOBAHUM U XpaHEeHUW. NS U3aenns NpUMeHsTCs
cnefylollme BUAbl YNAKOBKN: NHAMBUAYaNbHAA, MOTPEGUTENLCKAS U TPAHCMOPTHaS.

NHavBmayanbHas ynakoBka 06ecreynBaeT 3aliuTy OT MeXaHW4YecKUX MOBPEXAEHWA camoro

n3genns, a TakXXe COXpaHSeT ero CTepUIbHOCTb Ha MPOTSXKEHMU CPOKa rogHoCTU m3genus. Katetep
ynakoBaH B pa3BepHyTOM Bufe.

NHavBupyanbHas ynakoBKa W3genMs  COCTOMT M3 BHYTPEHHEro naketa W caMoii
NHANBMAYaANbHON YNakKoBKKM, cocToAWwmX n3 MI/MI3T-nneHkn n 6ymarn. TpeboBaHMA K TEXHUYECKUM
napamMeTpaMm MaTepuanoB, W3 KOTOPbIX COCTOMT WHAMBMAyanbHas YnNakoBKa W K Hen camoli
npegctasneH B Tabnuue 6.1.

Tabnuuya 6.1 - CBoiicTBa MaTepuasoB MHAMBUAYaNbHON YNaKOBKN U3aenns

XapakTepucTunka lMokasaTesnb
O6uyne: - NPOYHOCTb CoeinHEHNs (LLBA), He MEHee 1,2 H Ha 15 Mm
[na 6ymaru: - TONWKNHa bymaru 0.08 (x0,02) mm
- NIOTHOCTb Bymaru 60 r/m" (£20 %)
- MPOYHOCTL Ha NpojasnvBaHue, 60nee 70 klMa
- NPOYHOCTb Ha pacTskeHue, bonee 0,5 kH/m
- OTHOCUTE/NIbHOE YA/INHEHWEe, HE MeHee 0,7%
- BO3AYXOMNPOHULaeMOCTh, 6onee 3.4 mkm/(Ma c)
Ona PE/PET nneHkn: - ToNWmMHa 0.06 (£ 0,02) mm
- MIOTHOCTb 55 r/m™ (220 %)
- NPOYHOCTb MpPW pas3pbiBe B NPOLOJAbHOM/ 30 MMa
MornepeyHoOM HanpasNeHUMN, He MeHee
- OTHOCUTEeNIbHOE YA/IMHEHWE NpY paspbiBe B
NpoAo/bHOM/MONEPEYHOM HanpaBieHUN, He 30%

MeHee

BHyTpeHHWIA nakeT BbiNonHeH u3 nonuatuneHa CAS Ne9002-88-4 npon3BoAcTBa KOMMaHWUM
"Guang Zhou Hecheng plastic products Co., Ltd.", (KuTait)

MHamBmayanbHas ynakoBka WMeeT pasMmep wupuHa 70 (£10) mm, gnmHa 500 (£20) mm,
COCTOUT M3 MeJMLUMHCKOM 6ymarn mapku A-2 npomssogctea komnaHum Nanchang Meiguang Packing
Co., LTD (Kutain) mnm meamumHCKon 6ymarn npoussoacteso KomnaHum "Quzhou Z-SHINE Medical
Packing Co., Ltd" (KuTtait); nonumepHoi nneHkn mapkn PE/PET - coctas: nonmatuneH CAS Ne9002-
88-4, nonunatuneHtepetanat CAS Ne25038-59-9, npoussoactso kKomnaHuum "Quzhou Z-SHINE
Medical Packing Co., Ltd" (Kutain) unn nneHkn XPP (“XPP medical package films”) npoussogctsa
komnaHum "Fujian green sail advanced medical material Co., Ltd.", KuTaia.
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B cayuyac HeoGXOAMMOCTH MATEPHANE! BHYTpeHHeH YIakoBKH MOTYT OHITh 3aMEHEHH! Ha
MaTepHanhl APYTHX TPOM3BOAUTeNEH, NPH COXPAHEHUH HMH yKa3aHHSIX B Tabnute 6.1 XapaKTeprcTHK
¥ BepHQULUHPOBaHHLIX TpeGOBaHHH K YIIaKOBOMHEIM MaTepHalaM JUIA MEANIIHHCKHX U3nenui.

MapxupoBka HHAMBHAYATLHOM YIIAKOBKM BHITIONHEHA COTNACHO 11.7.1 HACTOALIETO AOKYMEHTA.

MoTpeburensckan ynakopka xarerepos @ oses H3IrOTOBNCHA H3 KaPTOHA H NpeAHasHAYCHA Aas
ynakoBbiBaHHua 10 ITYK KaTeTepoB ONpeAeNeHHOTO BapHaHTa HCTIOAHEHHA H pasMepa.

MapkupoBka noTpeGHTENbCKON YIaKOBKH BHITIONHEHA COrNacHo N.7.2 HACTOALHETO AOKYMEHTa.
Pa3Mep noTpeOuTenbeKo# ynakobku cocrasnset (£15 Mm): 500 MM x 80 MM X 45 MM,

IoTpeOHTENMbCKAn YNIAKOBKA OK/IeeHa NMONHITHICHOBOMN JCHTOH ¢ INNKAM CIIoeM.

TpancnopTHas ynakoBKa KaTeTepOB MW3TOTOBJCHA M3 KapTOHAa M MpeaHasHaueHa s

TPaHCNIOPTHPOBKH H XPaHEHHA YTMAKOBaHHLIX B Hee Karerepop Pones — oT 50 (500 wTyx xaretepos)
a0 100 wT. noTpeOHTEILCKHX YIIAKOBOK.

Vkaszanus 0O MapKHPOBKE TPAHCIOPTHOW YNAKOBKH MPHBSACHM B 1.7.3 HacToALIEro
XOKYMEHTA.

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



7 MapKupoBkKa

7.1 MapKupoBKa UHAUBUAYANIbHOW YNaKoBKU

- HawumeHoBaHwue nsgenus.

- Twunopa3smep usgenus.

- Howmep nota (naptun).

- Jara npon3BojcTsa.

- VIH(opmauua o CTepuibHOCTM U cnocobe CTepunn3aunu.

- [arta ncteyeHnsa cpoka CTEPUNLHOCTMN.

- HaumeHoBaHue, agpec, TeneoH NpPov3BOAMTENSA, CTPaHA NMPOUCXOXAEHMA TOBapa.

- JloroTmn.

- HawumeHoBaHue, agpec, TeneoH YnoJHOMOYEHHOTO NpeACcTaBUTENSA NMPOU3BOAUTENA Ha
Tepputopun P®.

- MapkupoBKa 3Ha4KoM «He cTepnnn3oBaTb NMOBTOPHOX.

- MapkupoBKa 3HauykoM «TONbKO A1 OfHOPA30BOr0 MCMO/b30BaHWS, HE UCMO/b30BaTh
ABaX[bl»

- Hapgnwucu: "anuporeHHo", "HeTOKCUYHO".

- MapkupoBKa 3Ha4KoM «He 1cnosib30BaThb MNPy NOBPEXAEHUN YNaKOBKMN»

- Mapkunposka 3HauKoM «O6paTUTeECh K MHCTPYKLMMN MO NMPUMEHEHNIO»

- MapknpoBKa 3Ha4KOM [eKnapupoBaHuUa COOTBETCTBUSA (3HaK cooTBeTcTBMA PCT).
- MapkupoBka 3Ha4uKoM «He BbibpacbiBatb! CaaTb B MYHKT yTuansayum!»

- MapkupoBKa 3Ha4KOM «He fonyckatb BO3JeACTBMSA COMTHEYHOIO CBeTax»

- MapkunpoBka 3Ha4Kom «bepeyb OT Barn»

- MapknpoBka 3Ha4uKoM «COAepPXUT HaTypasibHbI NaTEKC».

- Howmep 1 gaTta permctpayoOHHOIo y0CTOBEPEHMS.

- MapknpoBka (yKazaHne) MecTa BCKPbITUA.

Urethral Foley catheter Karetep yponoruueckuit ®ones [sterile [EO] “"UWK uann 400 bin

ispoMble latex tienie I8TCXCMbIV cTepunbHeii oaHopaxlesii sterile ) .

Avay reiriforced 2-X X030€0/i apUNPOEEMHbIN HETCHKCHYHO WibiMIMP  14FR[4.TUH|
cylmoncel diatai tio LMNMUAPMYOCKMIA ANCTabHBIA KOHEL, 6vWw GeAre-s/ e MA
aCcorn and hydn~lbc coaled CU.'MKOHOEO0E 1 MMAPO{UIILHOE MOKPbITUE
son Y VSATKWiA anTneo)eps THbI KnaraH &/IMPOCEHHO 4y.oT I 180M1

Certus Auyr

PuUcyHoK 7.1 - MaKeT MapKUPOBKU MHAMBMAYaNbHOW YNaKOBKW U3Aenns
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7.2 MapxupoBKa NOTPEOHTENLCKOI YNAKOBKH

— HaumenoBanne H3penna.

— Tunopasmep H3aenKA.

- KonnuecTBo n3gennii B ynakoeke.

~ Homep nora (napTun).

-~ Jlara npoH3BOACTBA.

- Hudopmaisa o cTepUIbHOCTH H CNOCOGE CTEPHAH3ALHK.

— JlaTa ucreyeHHs CpoKa CTEPHABHOCTH.

- Hudopmauns o6 0AHOPa30BOM HCNIONB30OBAHKH.

— HaumeHnoBanue, agpec, Tene(oH NPON3BOANTENA, CTPAHA POHCXOXKICHHSA TOBapa.

- Jlorotun.

- Haumenosanue, aapec, TenedoH yNOIHOMOMEHHOIO NPEACTABUTENA NPOHIBOAHTENS HA
TeppHTOpHH PD,

- VYkasanus o NpHMEHEHHIO.

— Mephl NpeAcCTOPOXKHOCTH.

- Ycnosust XpaHeHKA.

—~ MapknpoBKa 3HaUKOM «He cTepHIH30BaTH MOBTOPHO.

— Mapkupoeka 3HauKkoM «TonbLKO A ORHOPA3OBOTO MCIIONbL3OBAHHUSA, HE HCRONB3OBATDH
BBROKIBI»

— MapkupoBka 3HaukoM «He Hcnonb30BaTh NpH NOBPEKACHHH YIAKOBKHY

- Mapkrpopka 3HaYKoM «OGpaTHTECh K HHCTPYKIIHH NO NPHMEHEHUION

-~ Mapxupobka 3Ha4KoM «He snibpacsiars! Caath B NYHKT yTHAHAHMH !

-~ Mapxupopxa 3HauKOM «He aonycKats Bo3ACHCTBAA CONKEYHOIO CBETAN

- MapkupoBka 3HaYKoM «Bepeys oT Bnarn»

— Mapxkuposka 38a4koM «COACPKKT HATYpaNTbHBIH NaTeKcy.

- Hamnucu: "anporenno”, "HeTOKCHYHO".

— MapkupoBKa 3HaYKOM ACKIAPHPOBAHUA COOTBETCTBHA (3Hak cooTBeTcTBES PCT).

— HomMep u zaTa perucTpallHOHHOTO YAOCTOBEPCHHA.

. R Tosmotan oecmun 03TWIE LA OOIE I L

PucyHok 7.2 — MakeT MapKMpOBKH NOTPEOHTENBCKON YNAKOBKH H3EAHS
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7.3 MapxupoBxa TPaHCHIOPTHOH YNAKOBKH

-  HaumenoBaHMe Npoaykitum.

- Homep u aata perucTpauHoOHHOTO YAOCTOBEPCHHS.

- Howmep nora (naptuu).

—  Jlara npoun3Boncrsa.

- JlaTa HCTeuCHHR CPOKA CTEPRILHOCTH.

- KomuyectBo u3zenuii B ynakoexe.

—~  Hammenopaune, anpec, Tene)oH NpoH3BOMKTENA, CTPaHA MNPOHCXOXKACHHS TOBApA.

-  Haumenorauue, anpec, Tened)oH ynoJiHOMOYCHHOTO NPEACTaBHTEN NPOU3BOANTENA
Ha TeppuTOpHH PO.

—  TpeGopanua no TpaHcnopTpoBKe (B YCHOBHBIX 0003HAUCHHAX, BKMIOYas
MapKHUPOBKY 3HAYKOM TEMIICPaTYPHOIo AHANA30Ha TPAHCNIOPTHPOBAHHA).

- Macca (xr).

- PasMepnl ynakopkh (cM).

~  Mapkuposka 3HaYKOM 0 HEHCNIONb3OBAHHH NPH NOBPEXKACHHH YTIAKOBKH.

7.4 YcnoBubie 0603Ra4uenus, NPUMEHREMbIC NPH MAPKHPOBKE H3ACAHA

O6pataTech K HHCTPYKUAH O NPAMCHCHHIO

3Hak feKIIapMpoBaHus cooTBeTcTBUA (3HaK coorBercThus PCT)

He ncnons3oBaTh NpH NOBpeXKACHHH YNAKOBKY

3anper yrunusauun: "He poiGpacsBars! Caate B myHKT yraauzaumu!”

@B

CogepxHT HaTypanbHb 1aTexc

7 ‘|§ He aonyckars Bo3aelicTBUA COMHEYHOTO CRETA

f bepeus ot Bnaru

#°C
0C Y YcnoBHa TeMneparypHbie (IpH TPaHCNOPTHPOBAHHH)

® Tonsko bidi} | OAHOpAa30BOro HCNONBL30OBAHHA,
HE HCHIIONL3OBATh ABAXKILI

STERILE |EO Crepuin3oBano OKCHAOM 3THICHA
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g Wcnonb3osars 20 (A1aTa HCTCUEHHsA CPOKA CTEPHIBHOCTH)
@ He crepumu3oBaTh NOBTOPHO
ILOT Homep nora/napTn
Jlata H3roToBaeHns
u Haumenosanue, aapec, Teniedor NpoH3BOINTENS, CTPAHA POHCXOXKACHUA
TOBapa.
Macca: kr Macca H3AeaHA B TPAHCIIOPTHON yNaKoBKe
Pasmep (cM): __ Pasmep TpaHCTIOPTHOH yNakoBKH
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8 TpeGopanne x TexHH4ecKOMY 06CAYRHBANKIO HIACIHA

TpebopanHA K TEXHHYECKOMY OGCTYKHBAHUIO HE IPSABABAAIOTCA.
H3nenme sensercs 0AHOPA3OBHIM.
[Ipa HCNOIB30BaRHH H3ACHA CAEAYET PYKOBOACTBOBATECH M. 4 HACTOAIErO AOKYMEHTA.

INpu ®cnomb3oBaHHM M3AENHS caeAyer ofpamare ocofoe BHHMaHHME Ha YKalaHHs 1. 3
HaCTOAIINEro AOKYMEHTA.
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9 'apanTHH NPON3BOAKTEIS, YC/IOBHS XPAHCHHR H TPAHCTIOPTHPOBAHNE

lapaHTHIHBIE CPOK XPAHEHHA H3AENHA, CPOK COXPAHEHHA CTEPHABHOCTH, COCTABIACT 5 neT,

XpaHuTh NPOAYKUMIO CHEAYET B CYXHX H NPOBETPHBAEMBIX MOMEINEHHAX C BIAKHOCTHIO HE
Gonee 80 %, npu Temneparype (25 £10) °C.

Jnanazor BO3JCHCTBHA AONYCTHMBIX TEMNEpaTyp NpH TPAHCNOPTHPOBKE COCTABASET
ot munyc 30 °C no nmoc 49 °C.

Bo BpeMs TpaHCNOPTHPOBKH ¥ XPaHEHMH caeayeT u3leraTh HApPYWIEHHA UCNOCTHOCTH
YNAKOBKH, TIONANAHHUA MPAMBIX COMHEYHBIX AyveH, Bnaru H Bo3neiicraua BuiCOKo# Temnepatyphl. [lpn
XpaHCHHH H TPaHCNOPTHPOBKE CEAYET PaCNoNaraTh NPOAYKLMIO HA PaCCTOAHHHU HE MeHee | MeTpa oT
TEMIOU3NYYAIOWMHX NPHOOPOB.
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10 YTtunusauyunsa

YTunusauuo usgenvis npoBoauTb B COOTBETCTBUM C PYKOBOAAWMMMK [AOKYMEHTamMu Ans
0TX0A0B Knacca b (3nMaemMmnonornyeckit onacHble 0TXoapl).

Yponoruyeckue KaTeTepbl nocne NCNonb30BaHMA nognexar 06s3aTeNnbHOMY
o6e33apaxunBaHuio (gesnHgpekymn). Boibop MmeTofa obe33apakuBaHnsa onpeaensieTca BO3MOXHOCTAMYU
opraHu3auuu, OCyLLeCTBNAIOLWLEA MeAUUUHCKYI [esTeNbHOCTb, W BbINOMHAETCA Npu pa3paboTke
CXeMbl 06paLleHns ¢ MeAULUHCKUMUN OTX04amu.

Mpn nwo6om wMeTode o06e33apaxnBaHWA MeLWLMHCKUX OTXO0AOB knacca b wcnonb3yoT
3apermctpupoBaHHble B Poccuiickoii depepauunmn aesvH(eEKLMOHHbIE CpefcTBa U 060pyAoOBaHMe B
COOTBETCTBUM C UHCTPYKLMUAMU NO UX MPUMEHEHUIO.

MpuMeHeHWe TEXHOMNOTUIA YTWAU3aLUUKW, B TOM YUC/e C COPTMPOBKOW OTXOA0B, BO3MOXHO
TONbKO MOCne NpefBapuTeNIbHOrO anmnapaTtHOro o6es3apaXuBaHus OTXOAOB Knacca b thmsmyecknmu
mMeTogamMu. He pgonyckaeTcsi MCMO/b30BaHWE BTOPWMYHOIO CbIpbf, MOJYYEHHOFO M3 MEeAULMHCKUX
OTXOA0B, AN W3rOTOBNEHUS TOBApOB [ETCKOr0 acCoOpTMMEHTa, MaTepuanoB W U3Aenui,

KOHTaKTUpyrouwmnx c¢ NUTbEBO BOAOVI n nuueBbiIMM NpoayKtamun, wunsnennamm mMegnunuHCKoro
HasHa4YeHuA.

OTxoabl Knacca b cobupaloTcd B 04HOPa3oBYK  MArKyw (nakeTbl) wWAM  TBepAyto
(HenpokanbiBaeMyto) ynakoBKy (KOHTeWHepbl) XKeNTOro LBeTa Uan UMetoLLmMe XenTyi MapKUpOBKY.
Bbi6op ynakoBKM 3aBMCUT OT MOP(OIOrMYECKOro cocTaBa 0TX040B. Msarkas ynakoska (04HOpa3oBble
nakeTbl), ucnonb3yemble Ans cbopa OTX0[0B Knacca b, Ao/mMKHbI 06ecneynmBaTb BO3MOXHOCTb
6e3onacHoro coopa B HUX He 6onee 10 Kr 0TX0/0B.

Mocne 3anofiHeHUA nakeTa He 6onee YeM Ha 3/4 COTPYLHWK, OTBETCTBEHHbIV 3a C60p OTXOL0B
B A4aHHOM MeJMLMHCKOM Mojapa3fefieHnu, 3aBA3biBaeT NakeT WM 3aKpblBaeT €ro ¢ WUCnosib30BaHNEM
OMPOK-CTSXKEK WNU  APYTMX NPUCMOCO6GMEHNI, UCKIIOYalLWNX BbiCbiNaHWe O0TX040B Knacca b.
TBepable (HeNpoKasibiBa€Mble) eMKOCTU 3aKpblBAlOTCA KpblKamu. [epe.melleHne oTxofoB Knacca b
3a npefenaMmu nNojpasfeneHuns B OTKPbITbIX EMKOCTAX He JOMycKaeTcs.

Mpn OKOHYaTeNbHOW YynakoBKe OTXOA4OB Knacca b gns ypaneHns ux u3 nogpasgeneHus
(opraHusaymnn) ofHopasoBble eMKOCTW (nakeTbl, 6akuM) € oTXogamMm Knacca b mapkupytoTcs
Hagnucoto: "OTxogbl. Knacc B" ¢ HaHeceHMeM Ha3BaHUSA opraHusauun, nofgpasfeneHud, fatbl U
(haMmnnumn OTBETCTBEHHOTO 3a C60P OTXOLO0B NMLA.

HakonneHne n BpeMeHHOe XpaHeHue H606633apa)KeHHbIX 0TX040B Knacca b ocyulectsnsatoTco

pas3gesibHO OT OTXO0A4O0B APYrnxX KnacCoB B cCheynasibHbIX NOMeEWEHNAX, UCKNKYarnWwnx A0CTyn
MOCTOPOHHUX NN,

B HeGOMblINX MeAULUMHCKUX OpraHu3aunsx (3ApaBnyHKTbl, KabUHETbl, (e/bALepcKo-
aKyLlepcKMe NyHKTbl U TaK fanee) AOMYCKaeTcs BPEMEHHOE XPaHeHWe W HaKOoMIeHWe OTXO0[0B
knacca b B eMKOCTAX, pasMelleHHbIX B MOACOOHbLIX MOMeLleHuUsaX (MpyU XpaHeHun 6Gonee 24 4yacos
NCTONb3yeTCs  XONOAWNbHOe  06opyfoBaHMe).  [MpUMeHeHWe  XONOAWIbHOTO  060pYAOBaHMUS,
npegHa3Ha4eHHOro A5 HaKOMMEeHUs 0TX0/0B, AN APYTUX Lienei He JonycKaeTcs.
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MHOropasoBble KOHTeliHepbl ANns TPaHCMOPTUPOBKM OTXOAOB Knacca B mognexaT MbITblO U
AE3VH(EKLNN NOCNe KaXA0ro ONOPOXHEHWS, HA CMEeLuanbHOM Y4YacTKe ANSi MbITbS, Ae3UH(EKLUN 1
[E3NHCEKLUMN KOHTEMHEepOB W TPaHCMOPTHbIX CpeAcTB. TpeboBaHWA K MepcoHany, 3aHATOMY
TpaHCNOPTUPOBaHNEM MEAULIMHCKNX OTXO/0B, a TaKXXe CaHUTapHO-3NMAEeMNON0rnYecKine TpeboBaHms
K TPaHCMNOPTHbIM CpeAcTBaM, MpefHa3HayYeHHbIM A8 NepeBO3KM Heobe33apaKeHHbIX OTXOA0B
knacca b 0NXHblI COOTBETCTBOBATb COOTBETCTBYIOLMM TPe6OBaHMSAM 3aKOHO4aTeNbCTBA.

3axopoHeHMe 06€e3BPeXeHHbIX OTX0[O0B Knacca b Ha MOMWMroHe [0MyCKaeTCs TOMbKO Mpw
M3MEHEHUN WX TOBAapHOro Buaa (M3MenbuyeHWe, CrekaHue, MPEccOBaHWE U TaK janee) W
HEBO3MOXHOCTN X NMOBTOPHOIO MPUMEHEHUS.

Mpu c6ope MeANLMHCKNX OTXO/0B 3anpeLiaeTcs:

- BPYUYHYIO paspyLluaTb OTXOAbl KNaccoB b;

- nepecbinatb (Neperpyartb) HEYNaKoBaHHbIE 0TXO/bl KNaccoB b U3 OfIHOV eMKOCTW B IpYryto;

- yTpam60BbIBaTb 0TX0/bl Knacca b;

- OCYWecTBNATb Nto6ble onepauuyu C oTxogamy 6e3 MepyaTok WUAM Heob6XOAMMbIX CPeACcTB
WHAWBUAYANbHOW 3aLMTbl 1 CNELOAeXbI;

- ucnonb3oBaTb  MAFKY  OAHOPa3OBYH  YNakoBKy [Ans c6opa OCTPOro  MeAMLMHCKOro
WHCTPYMEHTaPUSA U MHbIX OCTPbIX MPeAMETOB;

- ycTaHaBMMBaTb OJHOPa30Bbleé M MHOrOpPa3oBble EMKOCTW [A/1s c6opa OTXOA0B Ha PacCTOSHUM
MeHee 1M OT HarpeBaTe/lbHbIX MPUGOPOB.

MpOM3BOACTBEHHbIA KOHTPO/Mb 32 COOPOM, BPEMEHHbLIM XPaHEHWEM, O06E3BPEXMBaAHUEM
MEANLMHCKMX O0TXOL0B BK/HOYAET B Ce6A:

A) BusyanbHylo 1 JOKYMeHTaNbHY0 MPOBepKY (He pexe 0AHOro pas3a B Mecsl):

- KONMYeCTBa PacXoAHbIX MaTepnanoB (3anac nakeToB, KOHTEHEPOB W [ApPYroe), CPeAcTB
Masoi MexaHu3auum, Ae3MHPULMPYOLLINX CPEeaCTB;

- 06ecrneyeHHOCTM MepcoHana cpeacTBaMU WHAMBUAYaNbHON 3aWUThI, OpPraHv3aLuu
LIEHTPaNN30BaHHON CTUPKU CMEL0AeX bl N PETYNSIPHOI ee CMEHbI;

- CaHWUTApPHOrO COCTOSIHMA U peXumMa Ae3nHBOEKLMN NOMELLEHUI BPEMEHHOT0 XpaHeHUs
WM yyacTKOB NO 06palleHMI0 C MeAMLMHCKMMU OTXOAaMu, MyCOpOMpOBO/OB,
KOHTEMHepPHbIX NOLLaA0K:

- CcOobOnoaeHNsA pexMMoB o6e3sapaXnBaHns/06e3BpeXXnBaHUS;
- PerynspHocTX BblBO3a OTXO[0B.

B) JTabopaTOPHO-UHCTPYMEHTAaTbHYIO MPOBEPKY:
- MWUKPOOBMONOrMYECKNIA KOHTPONb 3PGEeKTUBHOCTM 06e33apaXkMBaHUs/06e3BpeXnBaHms
OTXO0/[0B Ha yCTaHOBKaX N0 YTBEPXAEHHbIM MeToAMKaM (He pexxe OAHOr0 pasa B rog);
- KOHTPO/b NapameTpoB MUKPOKIMMaTa (He pexxe 04HOr0 pasa B rog);
- KOHTpO/ib BO3fyxa paboyeil 30HbI Ha y4yacTkax o06e33apakmBaHua/06e3BpeXxmBaHns
OTXOA0B Ha COAepXKaHne NeTYyuYnx TOKCUYHbIX BewecTB (MPOBOAUTCS B COOTBETCTBMM C
TEXHONOTMYECKNM pernameHToOM 060pyL0BaHUS).

B cnyvyae nonyuyeHus paboOTHUKOM Mpu OGpalleHUM C MeAWLMHCKUMK OTXOAaMU TpaBMbl,
MOTEHLMANbHO OMNAcHO B MMaHe WH(UUUPOBAHMA (HapyLUeHUe LIeNOCTHOCTM KOXHbIX MOKPOBOB
UMM CAN3NCTBIX), HEOBXOAMMO MPUHSATL MEepbl 3KCTPEHHON NpOoMMAaKTMKU. Ha pabouem MecTe
nepcoHana Ao/mKHa GblTb anTeyka NepBoii MeAWLMHCKOW NOMOLLM Npy TpaBMax.

N3BeweHne, yyeT U paccnefoBaHue CnyyaeB WHAOULUMPOBAHUS MNepcoHana BO30YAUTeNsmu
MH(EKLMOHHbIX 3a60/1eBaHUN, CBA3aHHbLIX C MPO(ecCMOHaNbHON AeATeNbHOCTbI0, NPOBOAATCS B
COOTBETCTBUM C YCTAaHOBNEHHbIMU TPeGOBaHUSMMU.
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TIpOLINTO H CKPEMNCHO NEYATLIO
53 nucra.

HomkHocTs
Toanukes /noamuce/
{lltamn/;

Jiangxi Yikang Medical Instrument Group Co.. LTD. (Li3ancn Hxan Meaukan Uncrpyment I'pyn Ko.,
JATD
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lMepeBog ¢ KNTACKOrO A3bIKa Ha PYCCKUIA A3bIK

BbIMO/IHEH MHOW, NEpPeBOAUMKOM

Pa3ymoBbiM KOHCTaHTUHOM AJleKCaHAPOBUYEM,

BN3JEHOLLIMM PYCCKUM N KUTACKM S3bIKaMM.

MoaTBepXaato, YTO BbINO/IHEHHBIA MHOKO MEPeBos,

AIB/IAETCA MPABW/IbHBIM, TOUHBIM Y MO/HbIM.
PasymoB KoHcTaHTVH AnekcaHapoBuY

17

NH'was noanucs



IMepeBoA C aHINIACKOrO Ai3bIKa Ha PYCCKUIA S3bIK
BbIMO/IHEH MHOVA, MEPEBOAHMKOM

Kykop AnekcaHapoii BopucoBHoiA,

BNa/EtoLLEN PYCCKMM W aHTIMACKIM S3bIKaM.
MoATBEPXKAALD, UTO BbIMO/HEHHBIA MHOKO MEPEBOS,
ABMSIETCA MPaBU/IbHBIM, TOYHBIM 1 MOHBIM.

NunyHas noanuck

Poccuiickaa degepaumns, CaHkT-MeTepbypr
Bocemnaguaroro sHeBaps fABe ThiCAYN ABajLaTbh NepBoro roga

A, WenskoBa Jinnmua AHaToNbeBHa, HOTapuyc HOTapuanbHOro okpyra CaHkT-lMeTepbypr,
CBUAETEeNbCTBYIO NOAMHHOCTL nognuceil nepesofunkos Kykop AnekcaHapbl BOpUCOBHbI
n PasymoBa KoHCTaHTMHa AfleKcaHApoBuya.

Moanwucun caenaHbl B MOEM MPUCYTCTBUMN.

JlnuHoCTN NoAnucaBWMX JOKYMEHT YCTaHOB/IEHbI.

3aperncTpnpoBaHo B peectpe: Ne yToan s-:0cU -n -nr'
AYnFIanP}o!’\,qb,cosepmeHme HOTI’\I/IaI'IbHOI'O fenicteus: 1000 py6. 00 kon.
L4 n» ‘1 .
N.A.lLensakosa
zit 5% a
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