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11 Product Name

Sterile disposable urethral Nelaton catheter, CERTUS (hereinafter referred to as «Product.
«Medical Product», «Catheter»)

Manufacturer: Jiangxi Yikang Medical Instrument Group Co., Ltd
Place of Manufacture: No. 188 Liduaihua Ave, 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 EC Declaration of Conformity, in accordance with
Appendix Il of Directive 93/42/EEC. This Declaration covers all medical devices and is valid for all
CE-marked products. The requirements of EN ISO 13485 standards are met and confirmed by
ISO Certificate. The application of risk management for this medical device is made in accordance
with ISO 14971

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

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 Liability Company), registered at the address: 25/2, apt.81,
Tikhoretsky prospekt, St. Petersburg, Russia. 195427. Tel s (911) 928-53-51.

1.2 Intended Purpose of the Product

Sterile disposable urethral Nelaton catheter, CERTUS is intended for intermittent (periodic)
bladder catheterization in case of impossibility of natural urination.

Product class, depending on the degree of potential risk of medical use in accordance with the
nomenclature classifier of medical devices is 2a. Type of human body contact —short-term use
(no more than 60 minutes).

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

Product classification according to the Nomenclature Classifier of Medical Devices by Type
209970.
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'1.3 General Characteristics of the Product

, Sterile disposable urethral Nelaton catheter, CERTUS is a polymeric (PVC material or
/urethane) catheter with a rounded tip and draining side holes at the distal tip. The distal tip has the
(mof two types: a straight cylindrical (cylindrical distal tip) and a curved, called the Tiemann distal

The size range of the Product is expressed in units (Ch/Fr) according to the Charriere French
Gauge and in millimeters (mm): 6 FR (2.0 mm), 8 FR (2.7 mm), 10 FR (3.3 mm), 12 FR (4.0 mm),
14 FR (4.7 mm), 16 FR (5.3 mm), 18 FR (6.0 mm), 20 FR (6.7 mm).

Sterile disposable urethral Nelaton catheter, CERTUS is a single use product and is supplied
sterile.

Product sterilization is carried out in accordance with the requirements of EN ISO 1M35-T
The sterilization method is gas. The sterilizing agent used is ethylene oxide, the gas mixture is 30 %
ETO. Maximum gas residue: 10 ppm (10 parts per million)

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

Sterile disposable urethral Nelaton catheter, CERTUS does not contain materials of animal
and/or human origin.

1.4 Product Features
The Product is produced in the following versions:

Sterile disposable urethral Nelaton catheter, PVC, cylindrical distal tip.

Sterile disposable urethral Nelaton catheter, PVC, Tiemann distal tip.

Sterile disposable urethral Nelaton catheter, PVC, hydrophilic coated, cylindrical distal tip.
Sterile disposable urethral Nelaton catheter, PVC, hydrophilic coated, Tiemann distal tip.
Sterile disposable urethral Nelaton catheter. Polyurethane, cylindrical distal tip.

Sterile disposable urethral Nelaton catheter. Polyurethane, Tiemann distal tip.

Each version of Product is represented by its size range, expressed in units (Ch/Fr) according to
the Charriere French Gauge and in millimeters, indicating the length of the catheter (mm), indicating
the length of the catheter (mm).

The Product size range has a color marking of the drainage connector (item 1 in Figures 2.1
and 2.2), in accordance with Table 2.2.
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.5 Product Sterile disposable urethral Nelaton catheter, versions

Sterile disposable urethral Nelaton catheter, PVC, cylindrical distal tip

Typical sizes:

- 6 FR (2.0 mm), length 200 mm;

- 8 FR (2.7 mm), length 200 mm;

- 10 FR (3.3 mm), length 200 mm;
- 12 FR (4.0 mm), length 200 mm;
- 14 FR (4.7 mm), length 200 mm;
- 16 FR (5.3 mm), length 200 mm;
- 18 FR (6.0 mm), length 200 mm;
- 20 FR (6.7 mm), length 200 mm;
- 6 FR (2.0 mm), length 400 mm;

- 8 FR (2.7 mm), length 400 mm;

- 10 FR (3.3 mm), length 400 mm;
- 12 FR (4.0 mm), length 400 mm;
- 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.

Sterile disposable urethral Nelaton catheter, PVC, Tiemann distal tip

Typical sizes:

- 10 FR (3.3 mm), length 400 mwm;
- 12 FR (4.0 mm), length 400 mm;
- 14 FR (4.7 mm), length 400 mm;
- 16 FR (5.3 mm), length 400 mwm;
- 18 FR (6.0 mm), length 400 mwm;
- 20 FR (6.7 mm), length 400 mwm.

Sterile disposable urethral Nelaton catheter, PVC, hydrophilic coated, cylindrical distal tip

Typical sizes:

- 6 FR (2.0mm), length 200 mm;
- 8 FR (2.7 mm), length 200 mm;
- 10 FR (3.3 mm), length 200 mm;
- 12 FR (4.0 mm), length 200 mm;
- 14 FR (4.7 mm), length 200 mm;
- 16 FR (5.3 mm), length 200 mm;
- 18 FR (6.0 mm), length 200 mm;
- 20 FR (6.7 mm), length 200 mm;
- 6 FR (2.0 mm), length 400 mm;
- 8 FR (2.7 mm), length 400 mm;
- 10 FR (3.3 mm), length 400 mm;
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= Sterile disposable urethral Netaton catheter, Polyurethane, Tiemann distal tip

Typical sizes:
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6 FR (2.0 mm), length 200 mm;

8 FR (2.7 mm), length 200 mm;

10 FR (3.3 mm), length 200 mm;
12 FR (4.0 mm), length 200 mm;
14 FR (4.7 mm), length 200 mm;
16 FR (5.3 mm), length 200 mm;
18 FR (6.0 mm), length 200 mm;
20 FR (6.7 mm), length 200 mm;
6 FR (2.0 mm), length 400 mm;

8 FR (2.7 mm), length 400 mm;

10 FR (3.3 mm), length 400 mm;
12 FR (4.0 mm), length 400 mm;
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.

10 FR (3.3 mm), length 400 mm;
12 FR (4.0 mm), length 400 mm;
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.
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2.1 Design Features of the Product
The Product is produced in six versions (see item 1.5).

Figures 2.1-2.3 show dimensions and design features of the Product versions, regardless of the
material and the presence of a hydrophilic coating: with a cylindrical distal tip —in Figure 2.1, with a

Tiemann distal tip - in Figure 2.2.

Table 2.1 shows the names of the components, and Table 2.2 shows the physical values of the
size range of the considered catheters.

Figure 2.1 -Nelaton catheter with cylindrical distal tip
(items are specified in Table 2.1, A-A Section —in Figure 2.3)

Figure 2.2 - Nelaton catheter with Tiemann distal tip
(items are specified in Table 2.1, A-A Section —in Figure 2.3)
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Figure 2.3 —Section of the Nelaton catheter Body

Table 2.1 - Catheter Components according to Figures 2.1-2.3

Item No. Name
1 Drainage Connector
2 Catheter Body
3 Drainage Hole
4 Distal Tip

Table 2.2 - Color Marking of the Product depending on the Catheter Size

Catheter size in French Units, Ch/Fr (in millimeters) Color
6 (2.0 mm) light green
8 (2.7 mm) blue
10 (3.3 mm) black
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
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Table 2.3 - Nelaton catheter Physical Dimensions (according to Figures 2.1-2.3)

Flow rate
: , Length L, Diameter O.D, Size (fluid discharge) through
Distal Tip Type (x20) mm mm (z10 %) (Fr/Ch) the drainage port,

mL/min, not less

cylindrical 200 2.0 6 10
cylindrical 200 2.7 8 15
cylindrical 200 3.3 10 30
cylindrical 200 4.0 12 50
cylindrical 200 4.7 14 70
cylindrical 200 53 16 100
cylindrical 200 6.0 18 100
cylindrical 200 6.7 20 100
cylindrical 400 2.0 6 10
cylindrical 400 2.7 8 15
cylindrical 400 3.3 10 30
cylindrical 400 4.0 12 50
cylindrical 400 4.7 14 70
cylindrical 400 5.3 16 100
cylindrical 400 6.0 18 100
cylindrical 400 6.7 20 100
Tiemann 400 33 10 30
Tiemann 400 4.0 12 50
Tiemann 400 4.7 14 70
Tiemann 400 53 16 100

Tiemann 400 6.0 18 100

Tiemann 400 6.7 20 100

Catheter body force at break: not less than 15N
Product weight without package: no more than 20 g
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2.2 Description of the Product Components and Materials Used

i Following are descriptions of the catheter components according to Table 2.1 and Figures 2.1-
h of this document. The color marking of the catheter type color coding connector shown m
2.2 is obtained by mixing various dyes (in Table 2.4. proportions are presented).

2.2.1 Drainage Connector

Designed to connect the article to the urinary manifold and has the shape of a funnel (Fig.2.4).
The total length of the drain connector L2 not less than 30 mm.

cit:

Figure 2.4 - Drainage Connector

Table 2.4 - Proportions of Dye Mixing to Produce Finite Colors of Product Connectors

Dye fraction (%)

ToeG T o e e O
e i millimeters) (Olié:g:;n Yellgw 151) Red 23) Blue 29)
6 (2.0 mm) light Green 20% 50% 30%
8 (2.7 mm) Blue 70% 30%
10 (3.3 mm) Black 5% 25% 30% 40%
12 (4.0 mm) White 100 %
14 (4.7 mm) Green 10 % 40% 50%
16 (5.3 mm) Orange 10 % 70% 20 %
18 (6.0 mm) Red 10% 90%
20 (6.7 mm) Yellow 10 % 90%
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hi is made of PVC Compound, Type MT-3075D B 1020 manufactured by Shenzhen Hopefinder
ler Sci.&Tech. Co., Ltd. (China), components: polyvinyl chloride (PVC) CAS No0.9002-86-2

b% ; di-(2 -ethylhexylphthalate) CAS No. 117-81-7 15-65%

The drainage connector is color-coded depending on the size (see Table 2.2). The following

"reterials (dyes) are used to obtain the final colors of the connectors:

C
CAS No. 1317-80-2 - White {Titanum Oxide) manufactured by Clearsynth Labs Pvt. Ltd.
(India);
CAS N0.31837-42-0 - Yellow {Pigment Yellow 151) manufactured by Clearsynth Labs Pvt.
Ltd. (India);
CAS N0.6471-49-4 - Red {Pigment Red 23) manufactured by Clearsynth Labs Pvt. Ltd.
(India);
CAS No0.57455-37-5 - Blue {Pigment Blue 29) manufactured by Clearsynth Labs Pvt. Ltd.
(India).

2.2.2 Catheter Body
It is intended for urine diversion from the bladder into the urine-collecting bag.

The catheter body, depending on the version, is made of PVC or polyurethane. On the surface

of the catheter body there are no foreign inclusions, shells, dents and other mechanical damage.

Hydrophilic coating of catheters made of PVC provide 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. No hydrophilic coating is used for
polyurethane. Thickness of hydrophilic coating layer is not more than 0.5 mm.

Materials used:

For the PVC Product: PVC Compound, Type MT-3075D B 1020 manufactured by Shen-zhen
Hopefinder Polymer Sci.&Tech. Co., Ltd. (China), components: poly-vinyl chloride (PVC)
CAS N0.9002-86-2  85-35% ; di-(2 -ethylhexylphthalate) CAS Ne 117-81-7  15-65%, is
used.

For the hydrophilic coated PVC Product: PVC Compound, Type MT-3075D B1020
manufactured by Shen-zhen Hopefinder Polymer Sci.&Tech. Co., Ltd. (China), components,
poly-vinyl chloride (PVC) CAS N0.9002-86-2  85-35% ; di-(2 -ethylhexylphthalate) CAS Ne
117-81-7  15-65%, is used and the HYDROMER Coating Solution N0.2204-199 hydrophilic
coating manufactured by Hydromer, Inc. (USA) are used in the following composition: methyl
ethyl ketone (2-Butanone)CAS No.78-93-3, tetrahydrofuran CAS No.109-99-9, ethyl lactate
CAS No0.97-64-3.

For the Polyurethane Product, the ESTANE®58315 NATO035 polyurethane manufactured by
The Lubrizol Corporation (USA) is used.

2.2.3 Drainage Holes

Designed to divert urine through the catheter out from the bladder. Drainage holes are located

on the catheter body in front of the distal tip (see Figures 2.5, 2.6).

NOTE - The location of the drainage holes in the figures is conditional.
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JAVAVARD,

Figure 2.5 - Distal tip type - cylindrical tip

145*+15*

Figure 2.6 - Distal tip type - Tiemann tip

Dimensions of drain holes are given in Table 2.5 as per Figure 2.7.

Table 2.5 - Dimensions of drainage holes, depending on catheter size

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

French Gauge, Ch/Fr

Width W1 Length LI
6
8 0,5 1,0
10
12
14 Lo 20
16
18 2,0 4,0
20
Wi

L!

Figure 2.7 - Dimension of drain holes (values are given in Table 2.5)
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2.2.4 Catheter Distal Tip

Designed to facilitate the passage of the catheter inside the urethra and is made of the same
Meterials as the catheter body (see item 2 2 .2).

Characteristics of the distal tip: closed atraumatic, two types available (see Figures 2.5, 2.6):

Tiemann tip catheter is recommended for catheterization of the bladder in patients with urinary
tract obstructive disorder.

Materials used:
For the following Product versions:

Sterile disposable urethral Nelaton catheter, PVC, cylindrical distal tip.
» Sterile disposable urethral Nelaton catheter, PVVC, Tiemann distal tip.
The PVC Compound, Type MT-3075D B1020 manufactured by Shen-zhen Hopefmder Polymer

Sci.&Tech. Co., Ltd. (China), components: poly-vinyl chloride (PVC) CAS N0.9002-86-2 85-35% ;
di-(2-ethylhexylphthalate) CAS Ne 117-81-7  15-65% is used;

For the following Product versions:

» Sterile disposable urethral Nelaton catheter, PVC, hydrophilic coated, cylindrical distal tip.
» Sterile disposable urethral Nelaton catheter, P\VC, hydrophilic coated, Tiemann distal tip.

The PVC Compound, Type MT-3075D B1020 manufactured by Shen-zhen Hopefmder Polymer
Sci.&Tech. Co., Ltd. (China), components: poly-vinyl chloride (PVC) CAS N0.9002-86-2 85-35% ;
di-(2-ethylhexylphthalate) CAS Ne 117-81-7 15-65% is used; HYDROMER Coating Solution
N0.2204-199 hydrophilic coating manufactured by Hydromer, Inc. (USA) in the following
composition: methyl ethyl ketone (2-Butanone) CAS No0.78-93-3, tetrahydrofuran CAS No. 109-99-9,
ethyl lactate CAS No0.97-64-3.

For the following Product versions:

*  Sterile disposable urethral Nelaton catheter. Polyurethane, cylindrical distal tip.

» Sterile disposable urethral Nelaton catheter, Tiemann distal tip.

ESTANE® 58315 NATO035 polyurethane manufactured by The Lubrizol Corporation (USA) is used;
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SCENKRAL INDICATIONS, CONTRA-INDICATIONS AND ADVERSE EFFECTS

3.1 Indications:

Urinary incontinence.

Urinary retention.

Measurement of residual volume and urine removal monitoring.
Urethra edema due to inflammatory processes.

Neoplasms of the prostate, bladder and (or) ureter.

NOTE - Instructions for standard use of the described article are given in item 5, taking into

account paragraphs 3 and 4. of this document. The decision to apply m each case shoul

e
made directly at the clinic by the doctor.

3.2 Contra-Indications:

Inflammation of the prostate gland.

Pelvic organs/urinary tract injuries.

Severe urethritis.

Severe urethral stricture, urinary tract blunt or acute injuries.

3.3 Potential Complications:

3.3.1 False Passage
Etiology. The catheter is too small or too rigid; unjustified use of force; urinary tract stricture.

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

Actions taken. You should not try to advance a catheter that does not move using light effort; if there

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

3.3.2 Urinary Tract Infections (UTI)

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

Prevention. Minimization of catheterization duration.
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taken. Systemic antibiotics (oral or intravenous administration). Catheter removal as soon as

3.3.3 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.

3.3.4 Urethrostenosis
Etiology. Injury during catheterization. Urethritis.
Prevention. Careful advancement of the catheter.

Actions taken. Urological consultation regarding the urinary tract dilatation if necessary.
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4 SAFETY REQUIREMENTS

Precautions during using the Product:

The Product is intended only for operational use by medical personnel.
The product is for single use only. Do not reuse the Product.

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 re-sterilized.

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

To 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.

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

o Always check the fixation during catheterization; if the catheter slips out, the catheter should
be replaced in accordance with the current guidelines in clinical settings. It is intended to take a
break for several hours before reintroducing the catheter into the urethral orifice.

o Do not use force to remove the catheter in the presence of obstruction, because this may injure
the urethra.

e After 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.

e 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 influences from 10 °C to 42 °C and
relative humidity of 100 %.
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5 APPLICATION NOTES

Explain to the patient the essence and course of the forthcoming procedure and get his/her
consent or consent of his/her family members; mention the discomfort during the procedure
and how to reduce it, possible complications and care afler catheterization.

Prepare the required catheter by type and size.

Help the patient to take the necessary position: lying on his/her back with legs apart, bent at the
knee joints; place an absorbent diaper (or drawsheet and bed mat) under the patient’s pelvis.

Prepare a container for the used material near the patient and carry out hygienic treatment of
the external genital organs, disinfect the site of the Product introduction.

Open the bottle with sterile lubricant.

Check the integrity of the individual packaging; check the packaging for damage. Open the
catheter pack.

o Lubricate the catheter with sterile grease or moisten the catheter with water if the catheter is
hydrophilic coated.

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

Advance the catheter 3-6 cm further.

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

Empty the bladder.

Carefully remove the catheter.

Remove the waterproof diaper (drawsheet and bed mat) and help the patient lie comfortably.
Place used material in a container with a disinfectant solution in preparation for disposal.

o ¢ o 0 0 o

IMPORTANT! Perform catheterization in clean sterile medical gloves.
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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 ttself, and
also maintains its sterility throughout its whole shelf life.

Individual packaging of the Product consists of A-2 medical paper
Meiguang Packing Co., LTD (China) or medical paper manufactured by Quzhou Z-SHINE Medma
Packing Co., Ltd (China); PE/PET polymer film - ~mposUton: polyethylene CAS Ne
polyethylene terephthalate CAS No0.25038-59-9, manufactured by
Co., Ltd (China) or film XPP (“XPP medical package films ) manufactured by Fuj

advanced medical material Co., Ltd. , (China). ]
Table 6.1 - Properties of materials of individual product packaging
Packagin materil Properties Value
Paper +PE/PET film; - seam strength is not less than 1.2 N/15 mm
Paper: - paper thickness 0.08 (+0.02) mm
- density of paper 60 g/m*+20 %
- 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
PE/PET film: - film thickness 0.06 (+0.02) mm
- film density 55 g/m2 (x20 %)
- tensile strength in longitudinal/transverse 30 MPa

direction, not less than
- elongation, not less than 30%

Dimensions of an individual package depends on the size of the Product enclosed therein;

Length 200 mm - individual package dimensions: (246 +20) mm x (33 £5) mm,

Length 400 mm - individual package dimensions: (470 £20) mm x (33 £5) mm.

]{ necessary Ehe inner packaging materials may be replaced with materials of other m ufacther
necessgry, e Hingk ~ 3 'S teVirem”nts for medical 'FHckdIHy R R SHSELH
in Table 6.1.
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AIndividual packaging is marked in accordance with item 7.1 of this document.

Consumer packaging of the Product is made of cardboard and is intended for packaging and
ftorage of 100 pieces of catheters of a certain version and size.

Dimensions of consumer package depends on the size of the individually packaged Products
enclosed therein. If the length of the catheter is:

- 200 mm - consumer package dimensions (20 mm): 280 mm x 175 mm X 120 mm,

- 400 mm - consumer package dimensions (20 mm): 500 mm x 175 mm x 120 mm.
Consumer packaging is marked in accordance with item 7.2 of this document.

Consumer packaging is covered with polyethylene tape with adhesive layer.

Transport packaging of the Product is made of cardboard and is intended for transportation and
storage of consumer packaging of Nelaton Catheters packaged therein: from 5 consumer packages

(500 pieces of catheters) and more.

Instructions on the transport packaging marking are given in item 7.3 of this document.
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7.1 Individual Package Marking:

Product name.

Product size.

Lot (batch) number.

Date of manufacture.

Information on sterility and sterilization method.

Sterility expiry date. A
Name, address, ofthe manufacturer, country of goods origin.

Trademark or other additional information that attracts consumer attention, includmfe

wlimtadLss, telephone number ofthe authorized representative ofthe manufacturer in the
territory of the Russian Federation.

Marking (indication) of opening location

Inscription: «Non-toxic».

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 s mbol «See Operating Manual»

Marking with the eclaratlon 0 (‘? nformity symbol (PCTconformity mark).

Marking with the symbol «Do not dispose as normal waste! Hand over to disposal faci i les.».
Marking with the symbol «Do not expose to sunlight».

Marking with the symbol «Protect from moisture».

Number and date of Certificate of Registration.

Marking (indication) of the opening place.

Nitm 2DV

r )@fﬁm catheter }’S%ﬂ{ e %
10} [I g ™
Qe XIE

Qertus RUIDXK77? st

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.

Date of manufacture.

Information on sterility and sterilization method.

Sterility expiry date. A

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

Na?ne, address, telephone number of the authorized representative of the manufacturer in the
territory of the Russian Federation.

Application notes.

Safety precautions.

Storage conditions.

Inscription: «Non-toxic». «

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 Declaration of Conformity symbol ( PCTconformity 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».

Number and date of Certificate of Registration.

snuB O

diE iBjsip jeo ui'Ap
aju9?s |qgs¥g(§]s>|%l
él 5 LOJBION 'eXjan

g ibf ¢ t P &
ﬂ@m/f %WM‘ | bﬂk%“m@

*taw 2>

pﬁ“ "SRR Ww’ﬁm AR » N e
vV & & @?‘ B AWN

NS IWW'* @i w-*=4 7% 4. ybrt »awx* YW nwerrt  fetGen

e S T P e gy
skeditkorl LbXVA»E BTGV «A-5>
i 7 rr mﬁl.-w Aol ﬁ;r e % w m B.T\

:ShRfLHId ®o #U1©'XT#

Urethral Neiaton catheter
disposable sterile

PVC hydrophilic coated
cylindrical distal tip

1B

Figure 7.2 - Sample of Product Consumer Package Marking
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Product name.

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

Date of manufacture

Sterility expiry date.
Number of Products per package.
Name, address, ofthe manufacturer, country of goods origin.

Name, address, telephone number ofthe authorized representative ofthe manufacturer m the

territory of the Russian Federation. ) ) ) _ u i for.
Transportation requirements (in symbols, including marking with the symbol of
temperature range for transportation).

Weight (kg).

Package dimensions (cm).

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

7.4 Explanation of Symbols used in Product Marking

O a 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! Pass to disposal
facilities!"

Do not exposure to sunlight

f Protect from moisture

494

Temperature conditions (during transportation)
-30°C

For single use only, do not reuse

| STHRILE | Eo\ ETC 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

Md origin
WEIGHT: kg Weight

SIZE (cm): Transport package dimensions
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H PRODUCT MAINTKNANCE REQUIRP:IVIENTS

The Product is disposable.
There are no maintenance requirements.

When using the Product please pay special attention to the instructions in item 3 and 4 of this
document.
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The warranty shelf life of the Product, the sterilization validity is 5 years.

Keep the Products 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 °C.
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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The Product disposal should be carried out in accordance with the guidelines for class B wastes
(epidemiologically hazardous wastes).

The Product after use are subject to mandatory purifying (disinfection). Selection 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 devices.

Class B waste is collected in disposable soft (bags) or solid (non-punctured) package
(containers) of yellow color or having yellow markings. Selection of packaging depends on the
morphological composition of the waste. Soft package (disposable bags) used to collect Class B waste
should ensure that they can safely collect 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 fastens the bag or closes it using tie-wraps or other devices that prevent the spillage
of Class B waste. Solid (non-punctured) containers are closed with lids. It is not permitted to move
Class B waste outside the unit in open containers.

At the final packaging of class 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 temporary storage of non-disinfected Class B waste are carried out
separately from waste of other classes in special rooms, which exclude 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 is allowed
(refrigeration equipment is used for storage for more than 24 hours). The use of refrigeration
equipment for other purposes than for the accumulation of waste 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.
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When collecting medical waste, it is prohibited to:

destroy manually Class B waste;

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

“iplrert NP o~ " P-ec.ive

objects™ tlisposable packaging to collect sharp medical instruments and other sharp

~imIm S g 'han

Industrial control of collection, temporary storage and disposal of medical waste includes:

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

washing of vtk cibhing ant its regular change; O'-»» ™ »- d:> oomnlfeed

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 removal.

B) Laboratory and instrumental verification:

- microbiological monitoring of the effectiveness of disinfection/neutralization of wakte
at plants according to approved methods (at least once a year); \/
control of microclimate parameters (at least once a year); i

n disinfection/neutrahzation of w aster

hLp.r'i . Substances (it is should be carried out in accordance W h
the technological regulations of the equipment).

Emergency prevention measures must be taken if an employee receives an iniiirv that ic
potentially dangerous in terms of infection (damage to the integrity of the skin anHm *
membranes) when handling medical waste. The workplace should have a first aid kit for injuries™ /" /'

Notification recording and investigation of cases of personnel infection by infectious agents
sociated with professional actiyities are carried out in accordance with established requirements.®
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fepesoo svinoanen ¢ neIUICKO20 ¥ KUMAICKOP0 A3BIKA HA PYCORUD AIBIX.

CBUIETEJIbLCTBO

CKPMT

Coserom KuTasd no pa3sBuiuio MeX1yHapoaHOH TOProBiu asnsercs Mex:yHapoaHas ToproBas
nanrata Kntas
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Nlltamn; CKPMT/

z Coner KuTas 1o paBHTHI0 MEXLYHAPOAHOH TOProB.IH
]
g MexayHApoAHan Toprobas nanaTa Kuran
o
(=}
=)
CBHAETEJALCTBO
Ne 223201A0/001764
¢ HACTOAIIUM YAOCTOBEPAETCA, “YTO: neuaTb «lisancn Hkan Meaukan
Uucrpyment Tpyn Ko, JAra» (Jiangxi Yikang Medical Instrument Group Co.,
Ltd.) na npunaraemoM JOKYMEHTE asasetca nOAAMHHOM.
/Peavednan newarn: CKPMT *

YZI0CTOBEPEHHE (27)/

/MedaTs yacTnuno: CoseT Kuras
[0 Pa3BUTHIO MEXAYHAPOAHOH TOProBAH/

/Meuare: Coser KnTas no passHrio MEXAYHAPOAHOH

toprosan * YJOCTOBEPEHUE CKPMT 27)/
CoeT KuTan no passuTHIO M&XAYHapoAHOH
TOProBaAn

/nodnuce/
floanuch ynosHoMo4eHHoro anua:  Lisoy Pyupyn

(Zou Ruirui)

(dara: 25 ¢es. 2022 1)

Caiit gns nposepku ceprhdukara: http:/ /www.rzccpit.com/validate.htmi
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«L3sHcu Ukak Meaukan

Unctpymenrt I'pyn, Ko., Jita.»

I'vit Xyanan (Gui Hualiang)
14.02.2022 r.
Mliramn: «L3AHCHU HKAH MEJUKAJI HHCTPYMEHT I'PVII, KO., JITA.»/

HUHCTPYKLMA 11O IIPUMEHEHHIO
Ha MEIMLINHCKOE H3AeNHe

KATETEP YPOJIOTHUECKHH HEJIATOHA
CTEPWIbHbINA OHOPA3OBbBI, CERTUS

MpOH3BOACTBA

JIANGXI YIKANG MEDICAL INSTRUMENT GROUP CO., LTD.
(LI3AHCH UKAH MEJIUKAJI HHCTPYMEHT I'PYI1 KO, JITA,)

No.188 Liduaihua Ave. Jinxian Country, 331725, Nanchang, Jiangxi, Kuraii
(Ne188 Junyaiixya-ABeHio, okpyr Ll3unbcaus, 331725, r. Hanbuan,
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1 ONMCAHUE U3SAEJIUA

1.1 HaumenoBanue Hizennn

«Katerep yponoruuwecknfi Henavona crepuasuniit oaHopazonniii, CERTUS»
(nanee ~ H3nenKne, MEAHLIUHCKOE H3ACHE, KAaTETEP)

Iponssoautens: Jiangxi Yikang Medical Instrument Group Co., Ltd
(Li3sucu Ukar Mennkan Uncrpyment I'pyn Ko., JIta.)

Mecto nponssoactea: No.188 Liduaihua Ave, Jinxian Country, 331725, Nanchang, Jiangxi
(Ne188 JIngyalixya-Asenio, oxpyr Lisuascaus, 331725, r. Haubuan,
nposrnuna Lzanck), Knral

Hanenne paspaGortano, n3rorosneHo no CucreMe MEHEMXMEHTa Ka4eCTBA H COOTBETCTBYET
npouenype, otHocselics k [eknapauun Coorsercreua EC, cornacHo [Ipunoxenmio Il
Hupextusul 93/42/EEC. TpeGosanus crangapra ISO 13485 coGmioneHnl u noarsepxaeHs 1SO-
ceprudukartoM. [TpuMeHEHHE yNpaBNeHHA PHCKAMH AN JAHHOTO MEAHUHHCKOTO H3C/IH BAINONHEHO
no ISO 14971.

Koa n3nenna no OBumepocchiickoMy KnacCHOUKATOPY NPOAYKIHH 10 BHAAM 3KOHOMHYECKON
nesteabHocTu OKI12: 32.50.13.110.

Tlo ponpocaM, xacalomumca npuobpeTeHHs u Kcruiyaraunx M3nenus, a Takke no ApyraM
YTOMHAIOUIMM BONPOCAM CNeayeT OOpaLlaTLCA K YIIOAHOMOUYCHHOMY MPEACTABUTENIO NTPON3BOAHTENS
Ha TteppuTopun Pocchlickolt ®eacpauun - OOwecTBO ¢ OTrpaHHYEHHOH OTBETCTBEHHOCTLIO
"Meauunsckue 6usnec-rexHonornn” (000 "MBT"), 3apernctpupoBanHoMy no aapecy: 195427.
Cankr-TlerepOypr, Tuxopeuxnit npocnext, aoM.25, kopnyc 2 k.81 Texn. 8 (911) 928-53-51.

1.2 Haznauenne Hipeans

Hageane «Karerep yponornyecknii HenaroHa crepunbHbili ogHopaszoewif, CERTUS»
NPERHAZHAYEHO ANA HHTCPMUTTHpPYIoWeH (nepHoanuecKol) KaTeTepH3auMH MOYECBOTO Ny3bips NpH
HEBO3MOMKHOCTH CAMOCTOATENIBHOIO MOUYECHCITYCKAHHR.

Knacc w3nenus B 3aBHCHMOCTH OT CTENEHH NOTCHHMAILHOTO PHCKA NPHMCHEHHS B
MENLHHCKHX LeNSX B COOTBETCTBHH ¢ HOMEHKIATYPHBIM KNacCH(PHKATOPOM MEAHUMHCKHX H3AETHI —
2a. Bua KOHTaKTa ¢ OpraHM3MOM  4eJIOBEéKa —  KpPaTKOBPEMEHHOr0  MpHMEHCHHR
(ue Gonee 60 MHHYT).

Ycnosus npUMEHEHHA U3AENHA — B NeYeOHEIX H NeueOHO-NMPOPHIAKTHYECKHX MEIHLHHCKHUX

YUpeXXAeHHAX KBaUPHUHPOBAHHBIM H MOATOTORNEHHLIM NEPCOHANOM, CNELHATHIHPYIOLHMMCA B
00NacTH ypONorum.
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Knaccnpukaums w3genMa B COOTBETCTBHH C HOMEHKIATYPHBLIM  KAaCCHOUKATOPOM
MeQHIMHCKHX H3aenuii no snaam — 209970.

1.3 O6mue xapaxkTepHCTHKH H3IAEAHS

Karerep yponornuecknii Henarona crepunsusiit ognopasosuit, CERTUS — 370 nonnMepHbifi
(matepxan [IBX unn nonnyperaH) katerep ¢ 3aKpyri€HHbIM KOHLOM H APEHHPYIOLHMH GOKOBLIMH
OTBEPCTHAMH Ha JUCTaNbHOM KORUE. JIncTanbHbifi KOnel HMmeeT GOpMYy IZBYX THNOB: MPAMYIO
UHAMHAPHUECKYIO (UMIHHAPHYECKHH RUCTANbLHLI KOHEN) H H3OMHYTYIO, Ha3biBaeMYyl0 AMCTANbHbIM
KOHLOM THNIoM TumanHa.

Pa3meprbiit paa u3nenus soipaxen B eannnuax (CWFr) cornacuo wxanm Ulapeepa u B
munumerpax (Mm): 6 FR (2,0 mm), 8 FR (2,7 M), 10 FR (3,3 Mm), 12 FR (4,0 MM), 14 FR (4,7 MmMm).
16 FR (5,3 mM), 18 FR (6,0 MM), 20 FR (6,7 MM).

Karerep yponornueckn# Henatona crepunshbiii ognopasosuit, CERTUS ssaserca uigennem
ONHOKPATHOTO NMPHMEHCHHA ¥ NTOCTABNSETCA CTEPHIBHBIM.

Crepunuzauvs M3ne/MA  TNPOM3BOAMTCA cornacHo Tpebosannam ISO 11135-1. Meron
CTepHAK3aUMK — rasosbiii. Hcnonksyemoe BemecTso a8 CTEPHAM3ALIMA — OKCHA 3THACHA. ra3osas
cmech - 30 % ETO. MakcumanbHbiit yposeHb ra3oporo ocratka: 10 ppm (10 yacTan Ha MHAIHOR).

Cpok XxpaHeHHA (CTEPHIBLHOCTH) H3/IENTHS B MHAMBHAYATbHOM ynakoBke: 5 ner.

Karerep yponorusecknii Henarona crepunbibifi oanopazoBmiii, CERTUS ne coaepxut
MaTepHaNb! IHBOTHOTO W/HIIH YESOBEYECKOTO NPOHCXOXKACHNAS.

1.4 OcobGennocTn H3AAHR
H3anenue npeacraBneHo cleayiomMUMH BApHAHTAMH UCTIONHEHHA:

= gaterep yponorsueckn# Henatona crepunbumii ommopasosbii, Matepnan IIBX,
UHNHHAPHYCCKHA AucTanbHLI KoKel;

® Kartetep yponorudecknii Henarona crepunbusiit omHopasosbif, Matepuan IIBX.
AucTanbHblil KoHell THNIA TuMaHHa;

® garerep yponoruuecknit Henmatona crepunuHmiit omHopasoBmwii, matepnan [1BX,
raapodHIbHOE NOKPHITHE, UHIHHAPHYCCKHHA AncTanbHb KoHew;

* xarerep yponornueckuil Hesnatoxa crepunsHbli oanopasossiii, marepuan [IBX,
THAPOPHIBHOE NOKPLITHE, AHCTANbHEI KOHel THRa TumanHa;

» karerep ypoaorhuecknii Henatona crepuibHbili  oauopasoBbifi, Marephan
MONHYpeTaH, HHIHHAPHYECKHH QUCTANBLHBIN KOHell;

®  garerep yponoruueckuit Henaroma crTepHnbHbIi oaHopasoBHIA, MarepHan
MONHYpPeTaH, AMCTANbHbI KoHel THna TuManna.

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



Kaxnoiit sapuant McnonHesws Karetepa yponoradeckoro HenatoHa npeacTaBaeH CBOHM
THNOPA3MEPHLIM PAROM, BuipaxkeHHbiM B eannnuax (Ch/Fr) cormacho wmxanw llapsepa u B
MHUTHMETpAX, € YKa3aHHEM JUIHHBI KaTeTepa (MM).

Tunopa3mephbiii pan H3genHs HMEET LBETOBYIO MAPKHPOBKY APEHAXHOTO KOHHEKTOpA (no3.1 Ha
pHcynkax 2.1 u 2.2), B cooTBeTcTBHY ¢ Tabauueii 2.2,

1.5 Bapnasuvel RCNONHEHHA H3LEAWN

® Karerep yponoruwuecku#i Hesmarona crepunbnbii oanHopasosuii, Mmavepuan TIBX,
UHAHHAPKUYECKHH ANCTANLHLIN KOHell

Tunopa3zmepsi:

- 6 FR (2.0 MM), anuna 200 mM;

- 8 FR (2,7 mM), nna 200 MM;

- 10 FR (3,3 M™), anuna 200 Mm;
- 12 FR (4,0 mm), annsa 200 Mm;
- 14 FR (4,7 mm), annna 200 mMu;
- 16 FR (5,3 mM), mnna 200 Mm;
- 18 FR (6,0 Mmm), nnnna 200 MMm;
- 20 FR (6,7 mM), annna 200 MMm;
- 6 FR (2,0 Mm), anuna 400 mm;

- 8 FR (2,7 mm), amuna 400 mM;

- 10 FR (3,3 mm), annsa 400 MMm;
- 12 FR (4,0 MMm), msa 400 Mm;
- 14 FR (4,7 Mm), 1nuna 400 Mm;
- 16 FR (5,3 mM), annHa 400 mm;
- 18 FR (6,0 MM), nnuna 400 Mm;
- 20 FR (6,7 mM), mnsa 400 Mm.

® Karerep yponorumuecknii Hemarona crepunbHbifi oanopasosbili, Marepuan [IBX,
HAHCTanbHBIA KoHel THNa TumaHna

Tunopasmepst:

- 10 FR (3,3 mM), anuna 400 mMM;
- 12 FR (4.0 Mm), annaa 400 mm;
- 14 FR (4,7 mM), iuna 400 Mm;
- 16 FR (5,3 mM), anuna 400 MM;
- 18 FR (6,0 mM), nnrna 400 mu;
- 20 FR (6,7 mM), Anuna 400 mM.
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® Karerep yponoruueckuit Henatowa crepunbHbili oanopazoBwili, Matepuan [1BX,
ruApoPUIBHOE NOKPHITHE, UHIHHAPHYECKHUI AUCTANBHbIH KOHEL

= Karerep yponormtuecknit Henarona crepuneHbiii oaHopasobuit, Matepuan [1BX,

Tunopa3mepni:

6 FR (2.0 mm), amuna 200 mMM;

8 FR (2,7 mm), anuna 200 mm;

10 FR (3,3 mm), anuna 200 mm;
12 FR (4,0 M™), annna 200 Mm;
14 FR (4,7 Mm), annna 200 mm;
16 FR (5.3 mm), anuna 200 Mm;
18 FR (6,0 Mm), annna 200 mm;
20 FR (6,7 mm), anuna 200 Mm;
6 FR (2,0 Mm), tana 400 Mm;

8 FR (2,7 mM), anuna 400 muM;

10 FR (3,3 MM), annna 400 mum;
12 FR (4,0 mm), annna 400 MM;
14 FR (4,7 Mm). anuna 400 mm;
16 FR (5,3 m™), anuna 400 mm;
18 FR (6,0 Mm), nnuna 400 mm;
20 FR (6,7 mM), ninna 400 Mm.

THAPOPRABLHOE NOKPHITHE, AUCTANBAMI KoHell THNa Tumanta

» Karterep yponornyecknit Henarona crepunbHbiii 0OqHOpasoBbil, MaTepran noanypeTan,

Tunopazmepbi:

10 FR (3,3 mm), annna 400 mm;
12 FR (4,0 mn™), onnua 400 mm;
14 FR (4,7 mm), annna 400 mm;
16 FR (5,3 mm), nnuna 400 mm;
18 FR (6,0 Mmn™), minua 400 mm;
20 FR (6,7 Mm), anuna 400 mm.

NHAHHAPHYECCKUH AucTanbHBIi KOHell
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Tunopa3mepni:

6 FR (2,0 mm), annnra 200 mMM;

8 FR (2,7 mm), anunra 200 mm;

10 FR (3.3 mm). ;ymna 200 my;
12 FR (4,0 mm), anuna 200 mym;
14 FR (4,7 mm), winna 200 Mwm;
16 FR (5.3 MM). anuna 200 mm;
18 FR (6,0 Mm). anuna 200 Mm;
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- 20 FR (6,7 mm), unaa 200 Mum;
- 6 FR (2,0 m™), anuna 400 mym;

- 8 FR (2,7 mM), anuna 400 mm;

- 10 FR (3,3 mM), mmana 400 MM;
- 12 FR (4,0 mM), mniana 400 MM;
- 14 FR (4,7 MM), anuHa 400 MM;
- 16 FR (5,3 MM), ymna 400 MM;
- 18 FR (6,0 mM), nnura 400 MM;
- 20 FR (6,7 mM), nnuna 400 MM.

» Karerep yponornuecknuit Henarona ctepunbHsill oaHopa3ossiii, MaTepuan nonuypeTay,
JHCTANbLHLIN KOHEN THNA THMaHHa

Tunopasmepbi:

- 10 FR (3,3 mM), inna 400 mm;
- 12 FR (4,0 mm), inea 400 mm;
- 14 FR (4,7 mM), anuna 400 MM;
- 16 FR (5.3 mm), anuna 400 mm;
- 18 FR (6.0 mm), anuna 400 Mm;
- 20 FR (6,7 mMm), anuna 400 mm;
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2 YCTPONCTBO M3AEJUA

2.1 Koncrpyxrnausie ocobennocTn nineans
Wsnenne npencraBieHo iIeCTHIO BapRaHTaAMH HCMOJHEHHA (CM. 11.1.5).

Ha pucynkax 2,1-2.3 nokasansl pasMepbl H KOHCTPYKTHBHBIE OCOGEHHOCTH HWCHOMHCHUM
M3eNuA, HE3aBHCMMO OT MatepHana W HamuuHs THAPOGHILHOTO MOKPHITHA: C LHAMHAPHYECKHM
IHCTANBHLIM KOHUOM — Ha PHCYHKe 2.1, ¢ AMCTaNLHBIM KOHIOM THna THMaHHa ~ Ha PHCYHKE 2.2,
B TaGnuue 2.1 npeacrabiieHbl HAHMEHOBAHHA COCTABHBIX YacTeil, a B Tabnuue 2.2 ykasanbl pusHIeCKHE
3HAYEHHA PaIMEPHOTO PAAA PACCMATPHBACMbIX KATETEPOB.

Pucynok 2.1 - Katerep yponoruueckuit HenaTona ¢ unausapuyeckuM QHCTANBHBIM KOHLIOM
(no3uumn ykasansi B Tabnuue 2.1, paspes A-A — Ha pucyHke 2.3)

Pucynok 2.2 - Karetep yponornueckuit Henarotia ¢ AHCTansHbIM KOHLOM THNAa THMaHHA
(no3uumy ykasauet B Tabnuue 2.1, paspes A-A — Ha pHCYhke 2.3)
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A-A (ysennyeHo)

Tabnnna 2.1 - CocTaBHble 4aCTH KaTeTepa COrJIacHO pucyHkam 2.1-2.3

Ne nos. HanmeHoBanue
1 JApenaxHB# KOHHEKTOD
2 Teno xarerepa
3 JpeHaxHoe OTBepCTHE
4 JAucranbhrniif KoHeL

Pucynoxk 2.3 - Paspe3 Tena karetepa ypoaornuecxoro Henatona

Tabnuua 2.2 — L{seToBas MapkBpOBKa H3ACAHS B 3aBUCHMOCTH OT THIIOPAa3Mepa KaTeTepa

Pasmep karerepa no mkane llapeepa, Ch/Fr (B MuaanmMeTpax)

Liser

6 (2,0 Mm) CBETNIO-3¢/ICHBIH
8 (2,7 Mm) romy6bo#

10 (3.3 Mm) YepHbif

12 (4,0 Mm) Genniit

14 (4,7 mm) 3eeHBIN

16 (5.3 MMm) OpaHXeBHN
18 (6,0 MM) KpacHbIl

20 (6,7 Mm) WeNTHIA

10
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Tabanua 2.3 - Gusnyeckne pasmepnl karerepa Henarona (cornacHo pucynkam 2.1-2.3)

CxopocTb noTOKA
Tun aucransHoro HAnunal, | NAuamerp O.D, Pasmep (NCTeYeHNne XHAKOCTH)
KOHLIA (£20) MM MM (210 %) (Fr/Ch) | uepe3s apenaxHblii kauan,
MI/MHH, HE MCHee

LHTHHAPAYCCKHH 200 20 6 10
UMIMBApHYecKnH 200 2.7 8 15
HIMBAPHYECKHHA 200 33 10 30
LUMAHHAPHYECKHH 200 40 12 50
uHMBApHYecKuit 200 4.7 14 70
UHIHHAPHYECKHH 200 53 16 100
LWHJTHH APHYeCKNii 200 6.0 18 100
UHIHHAPHYECK i 200 6.7 20 100
LWHIHHAPHYeCKHH 400 20 6 10
UHHHAPHYECKHH 400 2.7 8 15
UMAHHAPHYECKH 400 33 10 30
UMAHHAPHYECKH N 400 4.0 12 50
UBITHHAPHYECKH 400 4.7 14 70
UHITHRApHUYECKH 400 53 16 100
UMAHHAPHYECKAH 400 6.0 18 100
UMIHHApHYeCKRnit 400 6.7 20 100

Tumanna 400 33 10 30

TumanHa 400 4.0 12 50

Tumanna 400 4.7 14 70

Tumauna 400 5.3 16 100

Tumanna 400 6.0 18 100

Tumanna 400 6.7 20 100

Ycunne Ha pa3peIB Tena Karerepa: He menee 15 H

Macca n3aennsa 6e3 ynaxosxu: He Gonee 20 r.

1
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2.2 Onucanse COCTABHBIX SACTel HINCTHA W HCNOTbYEMbIX MATEPHAIOB

Huxe naHbl onHcaHuMs COCTaBHBIX uacTeldl karerepa cornacHo Tabamuwm 2.l w
pucynxos 2.1-2.3 nactosmero aokyMmeHta. l[BeToBas MapkupoBKa KOHHEXTOpa AJIA MBETOBOH
KOAHPOBKH THNOpa3Mepa kaTerepa, NPeACTaBieNHas B Tabnuue 2.2, nonyyaercs NyTeM CMEIINBAHHA
pa3nu4HbIX KpacuTeneli (B Tabnuue 2.4. npeacTaBNeHbl NPONOPLUHH).

2.2.1 Npenaxublii KOHHEKTOP

[Tpeanasnaver IR COCANHEHHS M3CINA C MarHCTPAIbLIO MONCHPHEMHHKA W MMeeT Gopmy
BOpoHkH (puc.2.4). O6mas anvea ApeHaXHOro koHHekTopa L2 He Menee 30 MM.

Pucynox 2.4 - Jipesaxnoiit KOHHEKTOp KaTeTepa

BrinonHeH ApeHaXKHbIH KOHHEKTOP H3 NOAHBHHMMXJIopHAHoro nnactukara (IIBX) mapxu
MT-3075D B1020 npoussoactsa xomnakud "Shenzhen Hopefinder Polymer Sci.&Tech. Co., Ltd.”
(KuTait), cneayromero cocrasa: [Tonusaunnxiaopuatas cmona (TIBX) CAS Ne9002-86-2 8 konnuectse
85-35 % n Ju (2->tuarekcun) ¢pranat CAS Ne 117-81-7 B xommuecrse 15-65 %.

JlpeHaxHb KOHHEKTOp HMEET NBETOBYI0O MapKHPOBKY B 3aBHCHMOCTH OT THNOpa3Mepa
(cm. Tabnuuy 2.2). [Ina NOAYYEHHA KOHEYHLIX LBETOB KOHHEKTOPOB HCNONB3YIOTCA ClleAylollHe
MarepHanbl {(KpacHTeNH):
e CAS Nel1317-80-2 — Benuiii (" Titanum cxide”) npon3BOACTBA KOMMAHHK
«Clearsynth Labs Pvt. Ltd.», Hrans;
o CAS Ne31837-42-0 - Xentrilt ("Pigment Yellow 151") npoussoncrsa
xomnanuy «Clearsynth Labs Pvt. Lid.», Unaus;
o CAS Ne6471-49-4 - Kpacuwii ("Pigment Red 23") npon3soncrtsa
komnanuK «Clearsynth Labs Pvt. Lid.», Uunws;
e CAS Ne57455-37-5 — Cuunit  ("Pigment Blue 29") npounssoactsa
komnanus "Clearsynth Labs Pvt. Lid.”, Kuana.

12
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Tabnuua 2.4 - llponopunn cMewuBaxns kpacutenell Ans MNONYYEHHS KOHEYHBIX LBETOB
KOHHEKTOPOB H3AeNHs

Pasmep pa o Honsa xpacurens (%)
wxane Lllapsepa. Liger Beawii Kenroiid KpacHmii Cunnit
Ch/Fr (MuaaumeTphl) ("Titanum ("Pigment ("Pigment ("Pigment
oxide™) Yellow 151") Red 23") Blue 29")

6 (2.0 mm) CBETNO-3eNCHbIN 20% 50% 30%
8 (2.7 mn) roayboii 70% 30%
10 (3.3 mm) YyepHbIf 5% 25% 30% 40%
12 (4,0 mm) Genpiit 100%
14 (4.7 mm) 3enensidi 10% 40% 50%
16 (5.3 mm) opanxesbiit 10% 70% 20%
18 (6.0 Mm) Kpachbifi 10% %0%
20 (6.7 mnm) KenTniil 10% 90%
2.2.2 Teno katerepa

TIpeanaznajdeHo U1K OTBEACHHS MOYH H3 MOUYEBOTO NY3bIPA B MOYENIPHEMHHK.

Teno KateTepa B 3aBHCHMOCTH OT BapHaHTa HCIIOAHCHHA H3INTOTOBACHO K3 BX wnnw
noanypeCTana. Ha NOBCPXHOCTH TeNa KaTeTepa OTCYTCTBYIOT NOCTOPOHHHEC BKMIOYCHHA, PAKOBHHBI.
BMATHHE K APYTHC MCXAHHYCCKHE NTOBPCKACHHA.

Maapodunbioe nokpeitue Katerepos, uirotosncHnuix #3 TIBX, cnocobcrsyer eme Gonee
NerkoMy NpOHUKHOBEHHIO KaTeTepa B YPETPY, TaK Kak NIPH CMauHBAHKH MMOBEPXHOCTH KaTeTEpa BOAOH
. THAPOQHIILHOC TOKPBITHE JENaeT MOBEPXHOCTL KaTerepa Oonee ckoap3kol M raamkoit.
Jina monuyperana ruapodunbHOE MOKPHITHE HE HCNOABIYETCH. TOAMHA C03 rHApodHALHOrO
NOKpHITHA He Gonee 0.5 Mm.

Hcnoaniyembie MATEPHAILE

o Hdna wu3genns u3 [IBX wucnonb3yerca nonuenmwixnopuaxeii nnactukar (TIBX) mapxu
MT-3075D B1020 npou3soactsa komnauuu "Shenzhen Hopefinder Polymer Sci.&Tech. Co., L1d.”
(Kurafi), cneayiowero cocrasa: [lonusurmnxnopunHas cmona (IIBX) CAS Ne9002-86-2 8
konuyectse 85-35 % u Ju (2-3tunrexcun) granar CAS Ne 117-81-7 B konuuectse 15-65 %.

o Jina nisenua us NIBX ¢ raapoduabHbiM NOKPLITHEM — MOJIHBHHUIXAOPHAHLIK nnacThkat ([IBX)
Mapku MT-3075D B1020 npouseoacrea komnanun "Shenzhen Hopefinder Polymer Sci.&Tech.
Co., Ltd."” (Kuraif), cneayrowero coctasa: [lonnensunxnopuanan cMona (I1BX) CAS Ne9002-86-
2 B xosmuuectse 85-35 % u Mlu (2->ranrexcan) pranar CAS Ne 117-81-7 B konuuecrse 15-65 %
1 ruapodunbroe nokputre Mapku "HYDROMER Coating Solution Ne 2204-199" npon3soacTsa
komnausn "Hydromer, Inc.” (CUIA) cneayomero cocraBa: METHA-3THIKETOH (2-OyTaHOH)
CAS Ne78-93-3, rerparuapodypan CAS Ne109-99-9, srun-nakrar CAS Ne97-64-3.

o Jlna wn3neausa W3 nofAMypeTaHa Mcnojb3yerca nonuyperad mapxu ESTANE® 58315 NATO35
npon3poacTBa KoMnanuu «The Lubrizol Corporation» (CLLIA).
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2.2.3 JlpenaxkHbic OTBEpPCTHA

TTpeanasznavenbl AN OTBEACHHUA MOYH 3 MOMEBOTO NY3bipA Hepes KaTeTep HapyxKy. JlpeHaxnbie
OTBEPCTHA PACcNONOKEHE! Ha TeNe KaTeTepa nepea AMCTAIbHBIM KOHIOM (CM. pHCYHKH 2.5, 2.6).

Pucynok 2.5 - THa AucTanbHOro KoHUa — WWIHHAPHYECKHHA

Pucyrnox 2.6 — JlucransHelii konen, Tin Tumanna

MPUMEYAHUE - Pacnonowenue ApeHaXKHLIX OTBEPCTHII HA PHCYHKAX HMEET YCNOBHEIH
xapakrep

Pasmeps! apeHakKbiX OTBEPCTHI NPEACTARICHB B Tabnuile 2.5 COrnacHo paCyHKy 2.7.

Tabnnua 2.5 — PasMephl ApeHAXHBIX OTBEPCTHH, B 3aBHCHMOCTH OT THIIOPA3MEpa KaTeTepa

HomnHasbrbii pa3mep kaTeTepa Pa3zMep ApeHaXHOTO OTBEPCTHA MM, HE MEHEe
no wkane llapwepa, Ch/Fr [Iupuna W1 Jnnuna L1

6

8 0.5 1,0

10

12

13 10 2,0

16

l 8 290 4'0

20

! . w1
L?

Pucynok 2.7 — Pa3MepHOCTb JIpeHaXXHBIX OTBEPCTHH (3HaUEHHA NpeACTaBNenkl B Tabinye 2.5)
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2.2.4 Incranbrbiii KoHen

[IpeanasHaven ans 06JErYEHHS NPOXOKACHHA KATETEpa BHYTPH YPETPhI H BLINOIHEH H3 TEX XKe
MaTepHanoB, 4TO H Teno Katerepa (oM. 11.2.2.2).

BucranbHblii koHel ObiBaeT ABYX THNOB (CM. PUCYHKH 2.5, 2.6). On aBnsercd 3aKpHbITHM H
aTpaBMAaTHYHBIM.

Katerep ¢ aucTanbHBIM KOHUOM THRa THMaHHa pPEKOMEHAYETCA MCMONL3OBaTh UM
KATeTepH3alHH MOYECBOTO MY3bIpA y GONBHBIX ¢ OGCTPYKTHBHOH NaToNOrHell MOYEHCIYCKATeNbHOro
KaHana.

Henonsiyemuie MaTepuaasi:

HJIJI BAPHAHTOB HCNOJIHCHNUA H3ACIHA.

* xarerep yponoruveckuii Henarona crepunbHuii oaxopasoswbifi, Matepuan [IBX,
UHJIHHAPHYECKHA AUCTANBHBIH KOHEL,;

e Karerep yponoruwyeckuidi Henarona crepuabHblf oaHopazoswiii, Matepuan I1BX.
JUCcTanbHLIA KoHen THNa TuManHa

HCTIOAL3YETCA MOAUBHAWMXNOPHAHLIH nnacTukar (IIBX) mapxu MT-3075D B1020 nponspoactea
xoMnanun "Shenzhen Hopefinder Polymer Sci.&Tech. Co., Ltd.” (Kurali), cneayiomero cocrasa:
[Nonusununxnopuanan cMona (TIBX) CAS Ne9002-86-2 B konuuecTee 85-35 % u Ju (2-3THATEKCHN)
dranar CAS Ne 117-81-7 B xonnuecte 15-65 %.

Jlna BApHAHTOB HCTIONHEHHSA H3IE/THA:
e karerep yponornuecknit HenatoHa crepwiabHbili oanopazosuiii, Matepnan [1BX.
ruapodunbHOE NOKPLITHE, UMAHHAPHYSCKHH INCTANbHBIR KOHElL;

e Karerep ypoiornyeckiii Henarona crepunbhbmi oanopasosbili, Marepuan I[1BX,
ruapodHILHOE NOKPLITHE, IUCTANbHLIH KOHel THNa THMaHHA

ucnonsiyerca nonusuHunxnopuansiit nuacrukar (I1BX) mapxu MT-3075D B1020 npouspoactsa
xomnauHu "Shenzhen Hopefinder Polymer Sci.&Tech. Co., Ltd." (Kuraii), creaywowero cocrasa:
[Monusunrunxnopnanas cmona (IIBX) CAS Ne9002-86-2 B konnuectse 85-35 % u u (2-3tHArekcun)
¢ranar CAS Nel117-81-7 B xonuuectse 15-65 %; ruapodunsnoe noxperrue Mapku "HYDROMER
Coating Solution Ne2204-199" npoussoactsa komnauuu "Hydromer, Inc.” (CLLIA) cneayiowmero
COCTaBa: METHI-ITHNKETOH (2-Gyranon) CAS Ne78-93-3, terparnapodpypan CAS Nel(09-99-9, stun-
naxtat CAS Ne97-64-3.

Iins BapHAHTOB HCIIOJHEHHN H3ACTHA:

e karerep yponoruwvecku#i HenatoHa cTepunbRbI OAHOPa3oBHIH, MaTepHan
NOHYPETaH, UHAHHAPHYECKHE AHCTANbLHDIH KOHEIL;

e xarerep yponoruveckuit HenaroHa cTepunpHbili  oaHOpa3oBHH, MaTepHan
NOJIHYpeTaH, ANCTANBHbIH KoHell THNa THMaHHa

ucnonbiyerca nonawyperan ESTANE® 58315 NATO035 npounssonctsa kxomnanuu «The Lubrizol
Corporation» (CLLIA);
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3 OBLIHE NTOKA3AHUA, ITIPOTHUBOMNOKA3ZAHHUA U ITOBOYHBIE YPOEKTHI

3.1 Moxazanua:

— Heaepxanne Moun.

- 3anepxKa MOYEHCNYCKaHHA.

~ HW3mepenne octaTouHOro o6bveMa ¥ MOHHTOPHHT BHIBOAA MOYH.

— OTtedHOCTb YpeTphl BCICACTBHE BOCMATHTENLHBIX NPOLECCOB.

- Hosoobpa3zoBalus NPOCTATHI, MOYEBOr0 My3HpA H (HIH) MOYSTOYHHKA.

MPUMEYAHHE - Yka3aHHa no CTaHZapTHOMY NPHMEHEHHIO OMMHCHIBACMOTO H3IENIHA AaHb B
n.5, ¢ yueroM n.3 ¥ n.4 Hacroswero AoOKyMeHTa. PelleHue 0 NpHMEHEHHW B KaXIOM KOHKPETHOM
CNy4ae ROMKHO MPHHEMATECA HEMOCPEACTBCHHO B KJTHHHKE BPayuoM.

3.2 MpoTHBONOKAIAHMHN:

- BocnancHne npeacraTenbHoi xenessl.

- Tpaembl OpraHOB MaJIOro Ta3a /MOUEHCITYCKATENBHOIO KaHaa.

- YpeTputsi TAXENOH CTENEHH.

~ CepbeaHas CTPHKTYPa YPETPhl, TYNbl€ HNH OCTpbie TPaBMBl MOYEHCNYCKaTEIbHOIO
KaHana.

3.3 MMoTrenumannubiii OCNOKHEHHRA?

3.3.1 Jloxunili xon

Imuonorun. Ka'rerep CIHIIKOM MAICHBKOrO pasMcpa HIH COHIIKOM WECTKRiA; HEONpaBaAanHOE
NPHMCHCHHC CHABL, CTPHKTYPa MOUYCHCNYCKATCAbHOIO KaHana.

Hpogpuraxmura. Heo6xoaMMo HCMONL30BATS KATETEP COOTBETCTBYIOLIETO pasMepa H NPHKIIAALIBATL
TONBbKO NETKOe YCHNHKe IS NPOABHXEHHA KaTeTepa.

Tlpeonpunumaeswie Oeticmeun. He cneayer nbitarscs NPOABHMHYTH KaTeTep, KOTOpPbIKE He
MPOABHIAETCA C HCNOAL3OBAHHEM JIETKOTO YCHIHA; NPH NMOAO3PEHHH Ha 00pa3oBaHKE JIOKHOTO XO4a
(ocTpas Gosb, ypeTpOpparns) HyXHO TOTYEC H3BAeYb MHCTPYMEHT M He BO30OHOBNATHL MONBITOK K
BBEACHHIO €T0 B TeycHHe 5 aHeH; ypONorHYeckHe KOHCYNbTaluH,
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3.3.2 Undexunu Mouesnsoasmx nyteik (HMIT)

Imuoio2un. [lnurenbHoe HUCNONB30OBAHHE KaTerepa (KaTeTepsl ABAAIOTCH HHOPOAHLIMH TEIAMH.
KOTOpbI€ B KOHEYHOM CYETE CTAHOBATCH KONOHHIHPOBAHHBLIMM).

Hpoduraxmura. MBHHMU3ALKA NPOACIKHTEIBHOCTH KaTeTepH3alluy,

IIpeonpunuvaevere Odeticmeun. CncreMrble aHTHOMOTHKH (NEPOPAILHONO HAH BHYTPHBEHHOIO
BaesicHus). U3Bneuenune xaretepa B kpaTyaifiline CpokH.

3.3.3 O6cTpykunn katerepa

3Omuoro2un. BokupoBka NpocBeTa KaTeTepa KPOBBIO HIH HEOZHOPOAHBLIMH 4acTHLAMH APYToro
BEILECTBA.

TIpoghuraxmura. YperndeHne NnepopasbHOro npueMa XuAKocTell; MeTeHaMHH; NOAKHCICHHE MOYH
suTamuHoM C.

[ipeonpunuvaesoie delicmeun. zaneuenue Karerepa.

3.3.4 CTpHkTypa MOYEHCYCKATENLHOTO KaKnana
Smuoiozun. TpaBMHpOBaHHE B NPOLECCE KAaTeTEPH3aUHH. Y PETPHTEL.
IIpoghuaarmuxa. OcTopoXkHOE NPOABHKEHHE KaTETEpA.

IIpeonpunuvaemsie  Oelicmeua. Yponornueckas KOHCYNLTAUMH  OTHOCHTENBHO  AMAATalHH
MOYEHCHYCKATENILHOTO KaHala B Clydae HeoOGX0MMMOCTH.
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4 TPEBOBAHMUS BE3OTIIACHOCTH

Mephl npeAOCTOPOKHOCTH NPH HCTIONB30BAHUN HITEIHA:

e HWsnenue npeaHasHAueHO TOMLKO JUIN ONEPATHBHONO MHCMONB3OBAHHA  MCAMUMHCKHM
NEPCOHATIOM.

e Hinenne MPCAHAZHAYCHO TOJIbLKO AN8 OZHOPA30BOI0 HCNO/b30OBAHHA. 38[1])0[1[8&1‘05 NOBTOPHOC
HCNONb30BAHHUE.

e 3anpeumacTca HCNOABLIOBAHWE H3NEAHA C HCTEKIIHM CPOKOM TONHOCTH WM NMOBPEXICHHON
HHAMBHAYAIbHOH YNakoBKo#i. BHHMaTENLHO MpOYHTAliTe yKa3aHHA MO NPHMCHEHANIO H3ACANS
nepex ero HCNoNb3OBAHHEM.

e Hanenwe roaHo TOABKO B MNpeAenax CpoKOB, YKa3aHHbIX Ha HHAMBHAYATbHOR M
noTpeOHTENbLCKOH YIIAKOBKAX H HE AO/DKHO NPOXOAHTh MNOBTOPHYIO CTEPHIH3ALMHIO.

¢ Heobxoanmo BuiOpaTh noaxoaswmit pasMep katerepa; cneayer BeiGHparh nebonbiuo# paimep
A NCTeH WM MALHEHTOB ¢ CEPbE3HON CTPHKTYpO#l ypeTpht.

e Bo n30exaHuwe nNOBpEXKACHHA CNH3NCTOH YpeTphl, BBCACHHE KaTeTepa JOMXKHO Obith
OCTOpOXHBIM. He paspeinaerca TAHYTDb U TONKATh KaTeTeP HECKONLKO pas.

¢ Ecnu MoueBoii my3sipb CANLIKOM 3aNI0MHEH K NALHEHT HE MOXET CAMOCTOATEIILHO ONOPOXKHHTD
€ro, ApeHHPOBaHHE AOMKHO ObITb MEATCHHLIM M MEpBbli ApeHaXHbI 00bEM He AOKEH
npeebimate 1000 Mn, Bo u3bexaHue BO3HHKHOBEHHA KPOBOTEYCHHS HIH oOMOpoka H3-3a
ObICTPOI AEKOMNPECCHH MOYEBOTO NMY3LIPA.

o [lepea H3MepeHHEM OCTATOHHOrO O0beMa MOMH, CleAYeT MONPOCHTh NAUMEHTa BHNONHHTH
MOYEHCNYCKaHHE CaMOCTONTENLHO, M 3aTeM MpoBecTH Karterepu3auuio. HopmanbHbii
OCTATOMHBIN 00BeM MOUYH JOMKEH COCTaBMATh 5-10 M1, B TOM Ciyuae, €CNH OH npeBbillaeT
100 mn, TpeGyercs NPUMEHEHHE MOCTOAHHLIX KaTETEPOB.

e Bcerna nposepaiite ¢HKCaUHIO BO BpeMs KaTeTepH3allii, €CIIH KaTeTep BLICKAIL3LIBAET,
CACLYET NPeAyCMOTPETh 3aMCHY KaTeTepa B COOTBETCTBHH € ACHCTBYIOUWMMH HHCTPYKUNAMH B
KNHHMYCCKHX yupexaeHusX. PekoMeHAYeTCA CAeNaTh NEPEPLIB B TEUEHHE HECKONbKUX 4acoB
nepen NOBTOPHLIM BBEICHHEM KATETEPA B OTBCPCTHE MOUCHCTTYCKATELHOTO KaHana.

¢ He npumensiite ycHane Ui H3BJICUCHHA KaTeTepa NMPH HATHYHH OOCTPYKUHH, NOCKONBKY 3TO
MOXCT TPABMHPOBATL MOYEHCITYCKaTeNbHbIH KaHa.

¢ [locae ucnonb3oBaHKA, H3ACAHC H YNAKOBOYHBIC MaTEpHaibl 0MKHBLI ObITh YTHIH3HPOBAHBI
COrNacHo JeHCTBYIOWMM MEAHUMHCKMM CcTaHzaptaM OOsbHHLB, HAH B COOTBETCTBHH C
TpeGOBaHHAMN 3AlIHTH] OKPY*AIOWEH CpeI.

e B cnyuae nonyuyeHus paGoTHHKOM npH OOpallicHHH ¢ H3ACNHEM TPaBMbl, NOTEHIHANBHO
onacHolfi B nnaHe MHPUUMPOBAHHA (HApYlIEHHE HEJIOCTHOCTH KOXKHBIX MOKPOBOB W/HMAH
CNH3UCTBIX), HEOGXOAUMO NMPHHATH Mepbl 3KCTpeHHOH npodpunaxrtukn. Ha paboyem mecte
nepconana JokHa GbiTh anTeuka NEpBoH MEIHUHHCKON NOMOLIM MPH TPaBMax.

NPUMEYAHHE - B npouecce SKCnayaTauHH H3ACAHE YCTOHYUBO K TeMMEPaTyPHbIM
Bo3zeHcTBuAM ot 10 °C no 42 °C n otHocuTenbHo# Bnaxuocth 100 %.
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S YKA3ZAHHUA N0 IPUMEHEHHIO

o OObacHHTE nauMeHTy CyTh H XOA NpeAcToAllel NpOLEAYPH H NOJMYyMHUTE COrfacue ero Mimu
YNEHOB €r0 CEMbH; YMOMRHMTE 06 OwIYIICHHAX AHCKOM(pOpTa B MpOLECCEe MPOLUECAYPH! H
crniocobax HX yMEHbLIEHHS, BO3MOXKHBIX OCTIOXKHERHAX H YXOAE 1OCHE KaTeTepH3alin.

MoaroroBbTe HeoOXxonKMBIli KaTeTep MO THNY H pasMepy.

lMomornte nauueHTy 3aHATL HeOOXONMMOE NOJIOKEHHE: NieXa HAa CMHHE € Pa3BEACHHBIMH
HOTAMH, COTHYTBIMH B KOJICHHbIX CYCTaBax; NMOCTE/INTE MIOA Ta3 NAUNEHTa BIHTHIBAIOLIYIO
nenéuKy (N KAeEHKy u nenéHxy).

o IloaroroBbTe €MKOCTH ANA MCNORLIOBAHHONO MATEpHAIA BOIE NALUCHTa H NPOBEAMTE
THrHeHH4ecKyIo 06paGoTKy Hapy)XHbIX MOJIOBHIX OPraHoB, NpoAe3HHPUUNPYHTE MECTO BEeHHA
H3JeNn.

Ortkpoiite $hnakon co cTepunbHoi cMa3KoH.

INpoBepbTe LENOCTHOCTh WHIAHBHAYANbHOW YMaKOBKH, NpPOBEPLTE YMAKOBKY Ha HaiH4Me
nospexacHuii. OTkpoiiTe ynakoBKy katerepa.

o CMaxbTe KaTeTep CTEpPHIbLHON CMasKod HAM CMOMHTE KaTeTep BOAOH, ecnu KaTeTep MMmeeT
ruapodunsHOE NOKPHITHE.

o OCTOPOXHO BBEANTE KaTeTep B YPETPY M aKKypaTHO, NEpeXBaThiBas €ro, NpolBHraliTe Karerep
ray6xe B yperpy, A0 NOSBACHHE MOYH (MOYY HaNpaBHTh B JIOTOK).

[MponsunbTe KaTerep etite Ha 3-6 cM.

[MoacoeanHnTe KaTeTEp Yepes APCHAKHBIN KOHHEKTOP K MOYENTPHEMHHKY.

OnopoxHUTE MOYEBOH NMY3bIPh.

AKKYPaTHO H3B/IEKHTE KaTeTep.

Y6epuTe HENpoOMOKaeMYIO NeNEHKY (KACEHKY H NENEHKY) H NOMOTHTE NAlHEHTY YA00HO Neyb.

c 0 0 ¢ O o©

Hcnons3osannsili MaTepHan noMecTHTe B KOHTeHHEP ¢ Ne3MHPHUMPYIOIIAM PacTBOPOM 1A
NOATOTOBKH K YTHAH3ALHH.

BAJXKHO! TlpoBoadTh KaTeTEPH3aLMIO CEAYET B UHCTBIX CTEPHIBHBIX MEAHLIMHCKHX NEpY¥aTKax
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6 YINAKOBKA

Jna n3nenus npUMEHAIOTCA caeaylolne BHAb! YNAaKOBKA: HHINBUAYalbHaA, NoTpeGuTennckas
H TPAHCNOpTHaA.

HupusuayansHan ynakoska ofecneunBaeT 3alIMTY OT MEXAHMYECKHX MOBpEXACHHi camoro
H3AeHA, 2 TAKXKE COXPAHACT €r0 CTEPHABHOCTD HA MPOTAXKEHHH CPOKA FOAHOCTH H3AEAHS.

HuauBuayanbHas ynmakoBka H3JeNWs BLINONHEHA B BRAC OyMaXHO-IUICHOYHOH YUaKOBKH,
cocrosueii W3 Meauuuuckol Gymarn mapxu A-2 npoussoxacTsa komnaHmu Nanchang Meiguang
Packing Co., LTD (Kurailf) nan MeasunHcko#t Symaru npoussoncTso komnanumn "Quzhou Z-SHINE
Medical Packing Co., Ltd" (Kwuraii); nonumepHoit nnenkn mapxs PE/PET - cocras: nonusTieH
CAS Ne9002-88-4, nonuatunentepedranat CAS Ne25038-59-9, nponssoacteo komnanun "Quzhou
Z-SHINE Medical Packing Co.. Ltd" (Kura#t) wan nnenkn XPP (“XPP medical package films™)
npon3soacTsa komnanuu "Fujian green sail advanced medical material Co., Ltd.”, Kuraii.

Tabnnua 6.1 — CeoiicTBa MaTepHanoB HHAMBHAYANbHONK yNakoBKH H3ACIHA

Marepnan XapakTepHCTHKA INokasarens
Obwwe: - NPOMHOCTL COEIMHEHNA (LUBa), HE MEHEe 1,2Hna 15 MM
Bymara - ToNyHa Gymaru 0.08 (x0,02) MM

- NIOTHOCTH GyMaru 60 r/M? (20 %)

- NPOYHOCTD Ha NpoaaBtuBanue, Gonee 70 kMa

- NPOYHOCTL Ha pacTAXeHue, Gonee 0,5 kH/m

- OTHOCHTENbHOE YIUVIHHEHHE, HC MEHee 0,7 %

- BO3NYXONPOHHLAaEeMoCTs, Gonee 3.4 mxm/([Ta-c)

PE/PET nneHka - TORUWMHA 0.06 (= 0,02) MM

- NVIOTHOCTD 55 r/m? (220 %)

- NPOYHOCTD MPH Pa3phiBe B NPOACABHOM/ 30 MTa
nonepeyHoM HaNpaBacHUH, HE MeHee

- OTHOCHTENIbHOE YJUTHHEHHE NIPH pa3phiBe B
NPOJOALHOM/MONEPEYHOM HANpPAaBIeHHH, HE 30%
MeHee

Pasmep HHAHBHAYANbHON YNAKOBKH 3aBHCHT OT Pa3Mepa BROXKCHHOTO B HEE H3ACHA:

- anunok 200 MM ~ pasMep HHAWBHAYANLHON ynakoBkH: (246 £20) MM X (33 £5) MM;
- aHuok 400 MM — pasmep HHAMBHAYANbRON ynakoBkH: (470 £20) MM X (33 £5) Mm.
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B cnyuae HeoOXORMMOCTH MaTepHansli BHYTpPeHHeH ynaxoBkH MOryT OBITh 3aMEHCHbI Ha
MAaTEPHANE! APYFHX NPON3IBOANHTENEH, NPH COXpaHEHHH HMH YKa3aHHBIX B Tabnnue 6.1 XapakTepucTHK
H BeprpHUHpOBaHHBIX TpebGoBanmil K YIAKOBOUHEIM MATEpHanaM AN MEAMUHHCKHX H3ACTHIA.

MapknpoBKa HHAMBHAYANbHOH YNAKOBKH BHINOMHEHA COrNacHo N.7.1 HacTORLIETO AOKYMEHTA.

[MoTpeGurennckas ynakoBka H3RCNHS M3TOTOBJICHA H3 KapTOHa W INpeAHa3HaueHa AN

ynaxkoBmBaHus # xpaHeHus 100 WITYK KaTeTepoB onpeeNcHHOro BapHaHTa HCTIONHEHNA B pa3Mepa.

Paszmep notpeGuTenbckoil ynakoBkM 3aBHCHT OT pasMepa BIOKEHHBIX B Hee H3lenuil B
RHAMBHAYANbHOH ynakoske. Ecnu ninna caMoro karerepa cocTanfiser:

- 200 MM — pa3mep noTpeGuTENsCKOH ynakoBkh (£20 mm): 280 Mm x 175 mm x 120 mm;
~ 400 MM — pa3mep noTpeGHTensckoil ynakoBku (£20 mMm): S00 mm x 175 MM x 120 mm.

Mapkuposka noTpeOHTEeNbCKOH YIAKOBKH BHINONHEHA COIMAcHo M1.7.2 HaCTOAIIEro A0KYMEHTA.

NotpeGuTensckan yNakoBKa OKJICEHA NOJINITHIICHOBOM NeHTOl ¢ IMNKHM CRoeM.

TpaHcnopTHas yMakoBKa H3ACHHA H3TOTOBJICHA M3 KapToHa H MNpeAnasHaveHa s
TPaHCNIOPTHPOBKH H XPaHEHHA YNAKOBAHHBIX B Hee NOTPeOHTENBCKHX YNakoBoK xaterepoB Henatona:
oT 5 noTpeOuTensckux ynakosox (S00 wTyk kateTepos) 4 Gonblie.

VKazaHHS N0 MapKHpOBKE TpPAHCNOPTHOH YNaKOBKH NPHBEACHH B N.7.3 HacroAllero
AOKYMEHTA.
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7 MAPKHPOBKA

7.1 MapxupoBKa HHAHBHAYAALHON YIAKOBKH

Haumenopanue npoayxuuu.

Tunopasmep usaeans.

Homep naptun (LOT) naaenus.

Jata npou3poacTea.

Jlata ucreuenns cpoka CTepHILHOCTH.

HaumenoBaHue. aapec NPON3BOAUTENA, CTPAHA NPOHCXOXAECHHA TOBapa.

Topaphuiif 3HaK U3roTOBHTENS (TOProBas MapKa) MAH ApYras AOMONHHTENbHAs MHPOpMaUMI.
NPHUBEKAIOLIAA BEHMAaHHE NOTpeOHTENA, B TOM HYHC/IE PEKIaMHOrO Xapakrepa.

HaumenoBanue, azpec. TenepoH YNOAHOMOYCHHOTO TIPSACTABHTENA I[IPOM3BOIAMTENN Ha
Tepputopun PO,

Mapkuposka (Yka3aHHE) MECTa BCKPLITHA.

MapxkupoBka 3Ha4KoM «OOpaTHTeCh K HHCTPYKIIHH 1O NNPHMEHEHHUION.

Hndopmaltis 0 CTEPHABHOCTH H cnocobe cTepunn3alug.

Haznucek: "HetoxcHuno®.

Mapkupobka 3Hauxom «He cTepunu3opare BOBTOPHOY.

Mapxuposka 3HauxoM «Tonbko A 0AHOPa30BOrC HCNONL3OBAHNA, HE HCTMIONB30BaTL ABAXKILIY.
Mapkurposka 3Ha4ukoM «He nenonb3oBath NpH NOBPEKACHHH YTIAKOBKHY.

MapxHpoBKa 3HAYKOM ACKNAPHPOBAHHSR COOTBETCTBHA (3Hak cootsercTaus PCT).

Mapxuposka 3HagkoM «He BuiGpacbiBars! CaaTh B IYHKT YTHAN3AURH !,

Mapkupoeka 3naukoM «bepeusb o1 Bnaru».

Mapxuposka 3HaukoM «He nonyckars BozaeficTeis CONHEYHOrO CBETa».

Homep u aata perucTpallHOHHOTO YROCTOBEPEHHS.

Urethral Nsision catheter Kavetep yponornueckui Henaroua Ionpih jpinp 200 uw
] SIEDENIHND OR0.00 Rt held .
%Woﬁ " ex pred Linpemep 14FR 47 B
Cynmancal desial bp 4 aowtu [av}  20ts0e0s
‘ Fange  mang M Sreapta va2 Ne Wi L Lt N S Chihe t
. e mmmwmww-wmrwn:ww F"_"'riu 2510080 I
C buidioonns e POH KON T# _ - 2023034 i

Pucynok 7.1 — Maketr MapKHpPOBKH HHANBHAYATILHOH yNaKOBKH H3AENHA

7.2 Mapxkuposka novpeburennckoll ynakosku

HaumenoBaHHe NPOIYKUMH.

TunopasMep uzgenns.

Koanugecteo n3nennii B ynakoske.

Homep napruu (LOT) nanenus.

JlaTa npou3BOACTBA.

Jlara HcTeueHns cpoxa CTepHIbHOCTH.

HawmeHoBaHNe, aJpec NPOH3BOANTENA, CTPAHa NPOUCXOKICHHA TOBapa.

TosapHbiit 3Hax H3rOTOBHTENA (TOProBas MapKa) WiH Apyras AOMOJMHHTENbHAs nHpopmauns,
APHUBAEKAIOWIAN BHHMAHHE NOTPeOHUTENA, B TOM YHCNE PEKNAMHOrO XapaKTepa.
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HaumeHoBaHve, agpec, TenedoH YMNONHOMOYEHHOro nNpeACcTaBUTEN  MPOU3BOAMTENS  Ha
TepputTopun PO.

VHhopmaums o cTepunibHOCTM 1 crnocobe cTepunmsauun.

YKa3zaHus no NpuMeHeHUIO.

Mepbl NpesoCTOPOXKHOCTH.

YcnoBus xpaHeHus.

Haanwuck, "HeTOKCUYHO".

MapkunpoBKa 3HauKoM «OBpaTUTECH K UHCTPYKLMW MO NMPUMEHEHUIO.

MapKnpoBKa 3HaUKOM «He CTepuIn3oBaTh MOBTOPHO.

MapKnpoBKa 3Ha4KOM «TO0/bKO 15 0fHOPA30BOro MCMO/b30BaHNA, He UCMO/b30BaTh ABaXKAbI».
MapKunpoBKa 3HaUKOM «He 1Cnonb30BaTh NPY MOBPEXAEHNN YNaKOBKU».

MapKunpoBKa 3Ha4KOM [eKnapupoBaHuA COOTBETCTBUA (3HaK cooTBeTcTBUA PCT).

MapkunpoBka 3Ha4KoM «He BblbpacbkiBaTb! CAaTb B MYHKT yTUM3aummn!».

MapkurpoBKa 3Ha4KOM «He fonyckaTb BO3AENCTBUA COMTHEYHOTO CBETa».

MapKunpoBKa 3Ha4KoM «bepeub OT Brarm».

Homep v gata perncTpaynoHHOro ya0CToBepeHNS.
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7.3 MapxkupoBka TpaHcnopTHOl yIaKoBKH

-  HaumesoBauue npoayxumu.

—  Howmep u nara perucTpallBOHHOTO YAOCTOBEPCHHS.

- Howmep naptun (LOT) u3aenns.

—  Koanuecrso n3aennit 8 ynaxonxe.

- Jlata npou3sBoacTsa.

—  JlaTa uCTeuECHHSA CPOKa CTEPHIBHOCTH.

—  HaumeHnoBanwue, anpec npoH3BOAHTENSN, CTPAHA NPOMCXOKACHHA TOBapa.

—  HaumenoBanue, azapec, TeneoH YNONHOMOUEHHOFO NPEACTABUTENS MPOKIBOAMTENA Ha
TeppuTOpUK PO,

- Mapkupobka 3naukom «He ncnonb3oaTh Npy NOBpeKACHUH YNaKOBKHY.

—  TpeGosanna no TpaHcnopTHPOBKE (B YCIOBHBIX 0003HAYCHHAX, BKIOYAs MAPKHPOBKY 3HAUKOM
TEMMCPATYPHOTO AHANA30HA TPARCTIOPTHPOBAHKA).

- Macca (kr).

- PazMepnl ynakoBkH (cM).

7.4 Ycaosubie 0603HaYEHNHS, NPHMEHICMBIC TP MRPKHUPOBKE H3ITEANA

Eﬂ O6paruTech K MHHCTPYKUHH NO JKCITyaTalMH

@' 3HaK AeknapHpoBaHMA COOTBETCTBHA (3Hak cooTeTcTBHA PCT)

He ucnonb3oBaTs Npy NOBpEXICHHH YNIAKOBKH

® Toneko WA OAHOPA30BOr0 HCNOAL3OBAHYA, HE HCTIOJIB30BATH ABAXKLI
[sTErILE I £0] CTepinu30BaHO OKCHAOM STHIIEHA
@ He ctepunusoBarh NOBTOPHO
$9°C
205C f Ycnosng TeMnepaTyphbie (NpH TPaAHCNOPTHPOBAHHHN)

T Bepeus oT Bnaru

He nonyckars Bo3feiCTBHR CONMHEYHOr'O CBETa

()
X 3anper yrunnsaunn: "He swGpacsisaty! Caatsh B NyHKT yTHAH3aUHu!"
|LOT Homep nora/naprun
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Ucnonbiosats Ao {naTa HCTEYEHHA CPOKa CTEPHIILHOCTH)

HaumeHoBaHHe, agpec NpOH3BOAKTENA, CTPaHa IPOHCXOKACHHA TOBapa.

&
&I Hata n3rotosnenus
wl

Maccea: kr  Macca

Pasmep (eMm): __ Paimep TpaHCnopTHOH ynakoBKy
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8 TPEBOBAHHE K TEXHHYECKOMY OBCJIYKUBAHHIO H3AEJIHS

U3nenune asaserca OMHOPA3OBLIM.
TpeGoBanua k TexHHYECKOMY 06CNYXKHBAHHIO HE NPEABABNAIOTCS.

[Ipy ucnons3oBaHun u3aenua cneayer obpamate ocoboe BHHMAaHWE Ha yxalaHua n.3 W 4
HaCTOALLETO A0KYMEHTA.
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9 TAPAHTHHU NPOH3IBOAHTENSA, YCJIOBHUA XPAHEHHA U TPAHCIIOPTHPOBAHUS

I"apaHTHAHBIHK CPOK XpaHEHHSA H3ACNTNA, CPOK COXPAHEHUA CTEPHABHOCTH, COCTABJIAET 5 JIeT,

XpaHHTh MPOAYKUHIO CNEAYET B CYXHX M APOBETPHBAEMBIX MOMELIEHHAX C BAAXHOCTBIO HE
Gonee 80 %, npu reMneparype (25 £10) °C.

JnanazoH BO3NCHCTBHR HONMYCTHMBIX TEMNEPATYp NPH TPAHCIIOPTHPOBKE COCTaBAAET
ot MuRyc 30 no nuoc 49 °C.

Bo BpeMs TpaHCNOpPTHpPOBKH H XpaHCHMH clneayeT W30eraTb HapylUICHHS LENOCTHOCTH
YNaKoBKH, MONAJaHKs NPAMBIX COTHEYHBIX Ny4eil, BIars W Bo32eHCTBHA BHICOKOH TeMnepatypbi. Ilpn
XPaHeHHH H TPAHCIOPTHPOBKE CIeAYET PacnonaraTth NPOAYKIUHIO Ha PaCCTOAHHH He MeHee 1 MeTpa oT
TeNIOHTYYAIOWMX NpHEOpPOB.
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10 YTHJIH3AUMNA

YTHIM3auKio H3eaus NMPOBOAMTH B COOTBETCTBHH € PYKOBOAALIMME AOKYMCHTAM# st
0TX0H0B Kiacca b (INUAEMHONIOrHUECKH ONTAaCHbBIE OTXOAbI).

Yponoruueckie KareTephl 110C/Ie MCNoNb30BaHUA NoAIexaT 06a3aTeIbHOMY 06e33apaxHBatHHIO
(aesnndpexumn). Buibop meTona obGe3zzapaxuBaHKA ONpenensecTcA BO3MOXKHOCTAMH OPraHH3allnM.
OCYIUECTBARIONMIECH MEIHLHHECKYIO AEATEAbHOCTD, H BRIIONHACTCA NPH paspaboTke cxembi obpaluenns ¢
MEAUUMHCKHMH OTXOJaMH.

IMpn moGom merome obe3zapaxHBaHMA MEIHLHHCKHX OTXO#OB knacca b wucnoabsyior
3aperucTpupoBaHnbie B Poccuiickoit ®eaepaunn AesnndeKUHOnHbie cpeacTBa H 000pyaoOBaHHE B
COOTBETCTBHH ¢ HHCTPYKLHAMH {10 HX NPUMEHEHHIO.

[MpuMenenne TEXHONOrHH YTHAH3AUMK, B TOM HHC/E ¢ COPTHPOBKOHR OTX0A0B, BO3MOXHO
TONBKO MOCNE MPEABAPHTENLHOTO annapaTHoro obe33apaXXMBaHHA OTXOAOB Kiacca b du3HueckuMn
meroaamu. He Ronyckaercs WCNONb30BaHHE BTOPHYHOTO ChiPbA, NOMYHEHHOrO H3 METMUMHCKHX
OTXOA0B, INIA H3rOTOBACHHRK TOBAapOB MAETCKOTO AacCOPTHMEHTA, MATEPHANOB W  M3neawit,
KOHTAKTHPYIOIINX C HNHTHEBOH BOZOH W NHWEBHIMH TNPOAYKTAMM, H3IACTHAMH MEAMUHMHCKOrO
Ha3HA4YeHHA.

Orxonbt knaccab cobupaloTca B  OZHOPa3OBYI0 MATKYI0 (nakerH) HAW TBEpAYylO
(HenpokansiBaeMyi0) yNakoBKY (KOHTEHHEPHI) KENTOro UBETa HAH HMEIOLIHE XKEATYI0O MAPKHPOBKY.
BuiGop ynakoBKH 3aBHCHT OT MOPONOTrHHMECKOrO COCTaBa 0TX0A0B. Markas yrnaxoska (0OfHOpa3oBLie
nakeTH), HCmojb3yeMbie Ana cOopa orxozoB kinacca b, nomxHel obecneunparh BO3MOXHOCTL
6ezonacHoro cbopa B HuX He Gonee 10 xr oTXOROB.

[Mocne 3anoaueHnA naxeTa He Gonee yeM Ha 3/4 COTPYAHHK, OTBETCTBEHHDIH 3a CO0Op 0TXON0B B
JaHHOM MCAMUMHCKOM NOAPA3ACNCHHH, 3aBA3LIBACT NMAKET WM 3aKPLIBAET €ro ¢ HCMONb3OBAHHEM
GHPOK-CTAXEK HJIN APYTHX NpHenocobIeHni, HCKMOYaloMX BChIanHe 0TX0A0B Kiuacca b. Teepase
(HenpoKAILIBAEMBlE) E€MKOCTH 3aKPBIBAIOTCA Kphilmkamu. [lepememienne oTxoaoB knaccab 3a
npenenaMy noApasacNeH!s B OTKPBITHIX EMKOCTAX HE NONYCKAeTCH.

INpn okouyarensHoOl ynaxopke OTX0A0B Kiaccab mia ynasneHya HX H3 NOAPAINCNECHHA
(opraniaumn) OIHOPa30Bbie eMKOCTH (NakeThl, 6akH) ¢ OTXOaMH K1acca b MapKHPYIOTCS HAAMHCHIO:
"Orxoanl. Knacc B ¢ HakeceHMeM Ha3BAHMA OpraHM3aluM, NoApasAelieHHs, JATHl K (paMHIUH
OTBETCTBEHHOrO 33 c60p 0TXOAOB A,

Haxomnnenue n BpeMeHHOE XpakeHHe HeoOe33apaxeHHbIX OTX0A0B Kiaacca B ocyliecTriaoTCs
pasaenbHO OT OTXOAOB IADPYTHX KJAacCOB B CNCUMANbLHBIX NOMELICHHAX, HCKMOYAIOWMX AOCTYN
NOCTOPORHHX JIHIL.

B ueGonbiliMx MEIMUMHCKHX OpraHv3aUMfX (3APAaBMYHKTHL, KaGuHeTn, denpamepcko-
aKylepcKHe NYHKTH ¥ TaK Rafee) A0NycKaeTcsa BpeMEHHOE XPaHCHHE H HAKOTIICHHE OTXOAOB Krnacca b
B EMKOCTSX, Pa3MEILIEHHBIX B NOACOOHBIX NOMELICHUAX (MPH XpaHeHHK Gonee 24 4acoB HCNONLIYETCH
xonoaunbHoe obopyaopanie). [IpumeHeHHe X0A0AMNBHOrO OGOPYNOBaHMS, IMPEAHAIHAYEHHOTO AN
HAKOIUIEHHA OTXOMO0B, JUIA APYruX LUencH He AONYCKaeTCA.
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MHoropa3oBkie KOHTEHHEphl LA TPAHCMIOPTHPOBKH OTXOACB Kiacca b nomnexar MbiTbio #
Ae3uHEKUNA NOCHE KaKAOr0 ONOpOXHEHNS, Ha CTIELHATIBHOM YJYacTKe Ui MBITbS, Ac3undexuny 1
NEe3MHCEXKUHN KOHTeliHepOB M TPaHCNOPTHLIX cpeacTe. TpeGoBaHua K fepcoHANTy, 3AHATOMY
TPaHCTIOPTHPOBAHHEM MEIHUKHCKHX OTXO/I0B, a TAKKE CAHHTAPHO-IMHACMHOJIOTHYCCKHE TpeboBanKs
K TPAHCMIOPTHBIM CPEACTBAM. NIPEAHAZHAUYCRHBIM U1 NEPEBO3KE Heobe33apaxeHHBIX 0TX0108 Knacca b
JOKHBI COOTBETCTBOBATL COOTBETCTBYIOIIMM TPeOOBaHHAM 3aKOHOAATE/ILCTBA.

3axopoHensie 00e3BpekeHHLIX OTXOJOB Kiacca b Ha monuroHe aonyckaercs TONLKO NpH
M3IMEHEHHH BX TOBAPHOTO BHIA (W3MENbUCHHE, CTIEKaHHE, NPECCOBARHE i TaK 1anee)  HeBO3MOXKHOCTH
UX MOBTOPHOTO NPUMEHEHHA.

Tpu c6ope MeAHLMHCKHX OTXOA0B 3anpetuaercs:

~  BPY4HYIO pa3spylliaTh OTXOAb! KnaccoB b;

- nepechinaTh (Neperpyxarh) HeynaxoBaHHBIE OTX0AbI K1accoB b u3 oaHOH eMXOCTH B APYrYIO;

- yrpamGoBbniBaTh OTX0AN! knacca b;

~ OCYWIECTBIATHh mOOble onepauHH ¢ oTxodamMu O6e3 nepyatok HWIH HEOOXOAMMBIX CpeaCTB
HHAHBHAYaNbHON! 3aIMUTDI U CIICLIOAEXKIBI;

- HCMONB30BAaTh MATKYIO OXHOPA30BYIO YNAKOBKY AiA c6opa 0CTPOro MEANIMHCKOTO HHCTPYMEHTapHA
M HHBIX OCTPBIX NPEIMETOB;

-~  YCTaHABIMBATH OAHOPA3OBBIE H MHOTOPA30BbIC EMKOCTH A1A ¢O0Opa OTXOAOB HA PACCTOAHHH MEHee
1 M OT HarpeBaTenbHbIX NPHOOPOB.

TIpon3BOACTBEHHBI KOMTPONL 32 COOPOM, BPEMCHHBIM XpaHEHHEM, O0€3BpPEKHBAHHEM
MEAMUMHCKHX OTXONOB BK/IOYaeT B ceda:
A) BusyanbHyl0 U JOKYMEHTANIbHYIO TPOBEPKY (HE pexe OAHOTO pa3a B MECAL):

— KOJHYECTBa PacXOAHBIX MATEPHANOB (3anac NakeTos, KOHTEHHEPOB H APYroe), CPeacTs
MaJol MexaHH3aluK, Ae3RHGHLUNDPYIOIWHX CPEACTB;

— 0DEeCMEUeHHOCTH MepCoOHana CpeACTBAMM HHAHBHAYILHON 3aIlMTH, OpraHW3aLUMH
UEHTPATH30BaHROMN CTHPKH CMIELIOACHKALI H PETYNRPHOIT ee CMEHBI;

— CAHUTAPHOTO COCTOSHHA ¥ PEXXHMA NE3HH(PEKUHH NOMCHICKHA BPeMEHHOTO XpaHeHHs
WnaM ydacTkoB NO OOpallleHHi0 ¢ MEAHIMHCKHMH OTXOAaMM, MYCOPONPOBOROB.
KOHTEHHEPHBIX IJIOUIANOK,

- colmoaeHus peXxnMoB 00e33apaknBaHiHA/00e3BPEKHBAHNI;

— PperynaspHOCTH BbiBO3a OTXOMOB.

B) J'Iaﬁoparopuo-unﬂpymeummylo NpoBeEpKy:
—  MHUKpOGHOJIOrRYeCKkHH KOHTPOIL 3¢ deKTHBHOCTH 06e33apakHBaHKA /0be3BpexHBaHNS
OTXO/IOB HA YCTAHOBKAX MO YTBEPKACHHBIM METORHKAM (HE peXke OHOrO pasa B roa).
— KOHTPONb NApaMeTPOB MBKPOKJIMMaTa (He pexe OJHOro pasa B roa);
- KOMTpPONb BO3ayXa pabouelil 30HBI Ha Y4acTKax obe3sapaHBaHNA/OO€3BpEXHBAHNA
OTXO0B Ha COAEPIKAHHE JIETYUHX TOKCHYHAIX BEIleCTB (MPOBOAMTCA B COOTBETCTBHH
TEXHONOIMMYECKHM PeriaMeHTOM 000pyAOBaHHA).

B cayuae nonydeHus paGOTHHKOM MpK OOpAllCHHN ¢ MEAMUHHCKHMH OTXOAaMH TPaBMBbI,
NOTEHUHALHO ONAacHOH B NNaHe HHOUUMPOBAHHA (HAPYIICHAE UENOCTHOCTH KOKHbLIX MOKPOBOB H/HIH
CIN3UCTBIX), HEOOXOAMMO NMPHHATL MepPhl JKCTpeRHo} npodunaxTrkn. Ha paGoyuem MecTe nepcoHana
J0/MKHA GKITh anTeuka Nepeoli MeANUHHCKOA NOMOLUH NTPH TPaBMax.

W3BeweHne, y4eT M paccienoBaHKe cliyyaeB HHMuHpOBaHHA NepcoHata Bo3ByaHTENAMH
MHGEKUHOHHBIX 3a6onepaHuli, CBA3AHHBLIX € NPOPECCHOHANLHON NEATENBHOCTHIO, NPOBOJAATCA B
COOTBETCTBHH € YCTAHOBJICHHBLIMH TpeGoBaHHAMHK.
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ClUMTO U CKpeTUICHO MeYaThio

JIACTOB

JIOMKHOCTD

TMoanuck___Iyu Xvansau
/Mramn: «L[3THCU UKAH MEAUKAN HHCTPYMEHT I'PYTI, KO., JTHA.»/

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



IMepeBof C aHINMIACKOrO fA3bIKa Ha PYCCKMIA A3bIK
BbINOSIHEH MHOM, NEPeBOAYNKOM

Kykop AnekcaHzapoii boprcoBHOW,

BNAJEHOLLIEN PYCCKUM W aHITIMIACKM S3bIKaMM.
MoaTeepKAato, YTO BbIMOHEHHBIA MHOIO NEpeBos,
ABNSAETCA MPaBW/bHBIM, TOUHBIM U MOMHBIM.
Kykop AnekcaHgJ3|" boapcoBHa

NnyHas nonnurs

Poccuiickan deaepauys, CaHKT-INeTepbypr
)agual TpeTbero MapTa [ge ThiCAuM ABaaLaTh BTOPOro roga
A, HecTepos B(*enT uH JleotiudoeuH, BpeMeHHO MCNONHAOLWMIA 0653aHHOCTM HOTapuyca

HoTapuansHoro/okpyra CaHkT-Lletepbypr Lensikosoi Jlnunumnm AHaTONbeBHbI,
CBUAETENbCTBY/O NOANNHHOCTL rpanucein nepeBogunkos Kykop AnekcaHapbl BOpUCOBHBI
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