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These Instructions for Use have been prepared to provide information for re”stering a medical
device in the Russian Federation. The information is provided as required in accordance with the
Rules for State Registration of Medical Devices (Decree of the Government of the Russian
Federation No. 1416 dated December 27, 2012). The contents ofthe Instructions for Use comply
with the requirements of Order of the Ministry of Healthcare of the Russian Federation No. 11h
“On Approval of Requirements to the Contents of Technical and Operational Documentation of
the Manufacturer (Producer) ofthe Medical Device” dated January 19, 2017.

The device is developed, manufactured and sold in accordance with the requirements of EN ISO
13485:2016 + AC : 2017-07; EN ISO 13485:2016 + AC:2016; 1S0:2016 (Certificate No.
513975 MP2016) and is CE marked (EC certificate number: 513975 MR2 annex Il excluding
section 4).

1. Product name:

IVA introducer sheaths, Sterile, Single-Use, Design Options:

1 IVA introducer sheaths, Short, Sterile, Single-Use, Design Options:
-IVASF;

- Instructions for use (supplied with each device) - 1pc.

n. IVA introducer sheaths. Long, Sterile, Single-Use, Design Options:
- IVA3F50;

- IVA5F45;

-IVA5F41.45;

- IVA5F96.45;

- IVAGF80;

- IVAGF80ST,

- IVAGF80ST MP;

-IVA7TV41.45;

- IVA7F96.45;

- IVAT7F96.90;

- Instructions for use (supplied with each device) - 1pc.

Device classification in accordance with the Nomenclature Classifier of Medical Devices
approved by Order ofthe Ministry of Healthcare of the Russian Federation No. 4h dated June 6,
2012- 192010.

OKPD2 - 32.50.13.190 - Instruments and devices used for medical purposes, not included in
other groups.

Class depending on the potential risk degree of medical application in accordance vrith the
Nomenclature Classifier of Medical Devices approved by Order of the Ministry of Healthcare of
the Russian Federation No. 4nh dated June 6, 2012 - 3.

Type of contact with the human body - short-term (less than 24 hours) contact with circulating
blood.

2. Manufacturer:

BALT EXTRUSION SAS, France

10 me de la Croix Vigneron 95160 MONTMORENCY, France
Tel.;+33 (0)1 39 89 46 41

Fax:+33 (0) 134 17 03 46

silvana.brown@balt-usa.com
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Authorized representative:

Center for Perinatal Medicine, LLC (CPM, LLC)
20/4 Tovarishchesky per., 109004, Moscow, Russia
Tel.: +7 (495) 911-93-17, +7 (495) 911-93-77
Fax:+7 (495) 912-95-92

i. Intended use ofthe device andprinciples o foperation

3.1. Intended use ofthe device: The device is intended for delivery of therapeutic or diagnostic
devices to the vascular system. They enable the insertion and manipulation of such devices as
guidewires, guide catheters, hyper-selective neuroradiological catheters, angioplasty catheters, or
interventional radiology catheters.

3.2. Principle of operation: IVA introducer sheaths, Sterile, Single-Use, Design Options, are
inserted into an artery upon completing a Seldinger procedure to provide safe blood vessel
access.

The sheath is used to insert catheters or other devices for endoluminal procedures, such as
angioplasty. Fluoroscopy can be applied to monitor the catheter position and advance it. Contrast
media can be injected to visualize the organs. The device can be used for such interventional
procedures as thermal ablation, angioplasty, embolization, or biopsy.

When the procedure is completed, the sheath is removed. In some cases, sealing devices can be
used for post procedure puncture closure.

a) Insert the needle percutaneously into the femoral artery. The needle is carefully inserted until
blood appears.

Figure 1. Needle insertion.

b) Insert the angiography guidewire and then advance it up to the artery. After positioning the
guidewire, remove die needle.

Figure 2. Guidewire insertion.

c) Then insert the sheath with the dilator.
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Figure 3. Sheath insertion.

d) Remove the guidewire and the dilator. The sheath remains in the blood vessel to ensure
patency and prevent injuries.

Figure 4. Dilator removal
e) Then you can proceed with insertion of intravascular devices.

4. Description ofbasicfunctional characteristics:

The device is intended for delivery of therapeutic or diagnostic devices to the vascular system.
They enable insertion and manipulation of such devices as guidewires, guide catheters, hyper-
selective neuroradiological catheters, angioplasty catheters, or interventional radiology catheters.

As for the raw materials and the manufacturing process, the sheath and the dilator of IVA
introducer sheaths, Sterile, Single-Use, Design Option, Short, and IVA introducer sheaths.
Sterile, Single-Use, Design Option, Long, are the same. However, there are differences between
the two device types, as provided below:

- Dilator:
- Different dimensions and length.

- Sheath:

- Different dimensions and length

- Availability ofa 6F (800 mm) soft tip (+/- angular) on the sheath end in the design option: IVA
introducer sheaths. Sterile, Single-Use, Design Option, Long.

- Sheath and dilatorprotector:

- Sheath and dilator protector - a PVC protective tube covering the dilator and the sheath to
preventthe device from kinking during its transportation and storage up to its use by a physician.
- Not available in IVA Short IVA3F and IVA Long IVA7F96.90 design options.

The protector does not contact the patient’s blood, mucosal membranes or skin.

- Haemostatic vahe:
- Non-removable (IVA Short) vs. r*novable (IVA Long).

- Color code:

- The anti-kinking sleeve is not exposed to blood (IVA Short) unlike the dilator with indirect
blood contact (IVA Long).
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- Formed (IVVA Short) vs. pressed (IVA Long) size symbol.

- Guidewire:
- Not available in the design option: VA Long.

- Needle - designed for puncture during the introduction of the Introducer. Insert the needle
percutaneously into the femoral artery. The needle is carefully inserted until blood appears. After
installing the Guidewire, the needle isremovi.

- The needle protector is a protective cap made of polyethylene put on the needle to prevent it
from being damaged during transportation and storage up to its use by a physician.
- Not available in the design option: IVA Long.

MpefoxpaHnTeNb NPOBOAHMKA Guidewireprotector
IMpoBOAHMK NPAMOIA Straightguidewire
Wrna Needle

Figure 5. MD appearance: IVA introducer sheaths. Sterile, Single-Use, Design Option, Short,
unpacked
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Figure 6. MD cg>pearance: IVA introducer sheaths. Sterile, Single-Use, Design Option, Long,
unpacked

5. Description ofmain assemblies andparts:

5.1. IVA Introducer Sheaths, Sterile, Single-Use, Design Option, Short, consist of the
following main parts: 1. Sheath; 2. Dilator; 3. Sheath hub; 4. Dilator hub; 5. Haemostatic valve;
6. Anti-kinking sleeve; 7. Transverse branch; 8. Strai™t guidewire; 9. Guidewire protector; 10.
Needle.

Note: The sheath hub consists of a) a body; b) a ring; ¢) a connector.
The transverse branch consists of a) a side arm; b) a stopcock consisting of a body and a 3-way
key.

This device consists of a dilator and a sheath. On the proximal end of the sheath, there is a non-
removable silicone haemostatic valve connected to an extension infusion line with a transverse
branch which prevents blood outflow and air aspiration.

The dilator sheath is used to dilate the vessel and ensure insertion of the dilator followed by the
applied medical device. The dilator sheadi is made of high density polyelliylene (HOPE),
bismuth carbonate and blue pigment. The dilate«”has a long, rounded tip to ensure non-traumatic
insertion. The dilator is secured in the valve to prevent leakages during insertion.

5.2. IVA Introducer Sheaths, Sterile, Single-Use, Design Option, Long, consist of the following
main parts: 1. Dilator sheath; 2. +/- soft tip; 3. Dilator; 4; Sheath; 5. Haemostatic valve;
6. Transverse branch.

Note: As with IVA Introducer sheaths, Sterile, Single-Use, Design Options, Short, on the
proximal end of the dilator sheath, there is a non-removable silicone haemostatic valve encased
in a transparent hub and connected to an extension infusion line with a stopcock (side arm)
which prevents blood outflow and air aspiration. Unlike short models, long IVA introducer
sheaths have removable haemostatic valves. The guidewire is not supplied with long FVA
devices.

IVA Introducer sheaths. Sterile, Single-Use, Design Option, Long, are available in different
diameters (French scale) and lengths. For convenience, the proximal ends of the sheath and the
dilator have color marking and coding specifying the size. IVA introducer sheaths, Sterile,
Single-Use, Design Options, Long, are available with diameters from 3F to 8F and lengths from
500 mm to 960 mm. IVA introducer sheaths, Sterile, Single-Use, Design Options, Long, are not
available in 4F size. Two 6F articles have a soft tip (ST) on the sheath end. The tip can be either
angled (MP) or straight.
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6. Indications and contraindications, side effects, precautions:

a. Indications

IVA introducer sheaths, Sterile, Single-Use, Design Options, are designed to provide vascular
access for insertion of catheters for treatment or diagnostic purposes.

b. Contraindications

The use of IVA introducer sheaths, Sterile, Single-Use, Design Options, is contraindicated for
neonates, premature infants, infants, children, pregnant and breast-feeding women.

c. Potential complications and side effects
Potential complications include, but are not limited to:
+ Haematoma at the insertion site;

« Embolism:;
e Infection;

» Vascular wall perforation;

¢ Intima dissection;
e Thrombus formation.

d. I"ecautions

» Do notuse if package is opened or damaged. The devices are sterile if package is undamaged.
» Percutaneous introducer sheaths are intended for single use only. Do not reuse. Any reuse of
the medical device may result in a high risk of contamination to the patient and performance

degradation.

* Do not resterilize these devices.

e Store in a dry and dark place at room temperature. Do not use past the expiration date.

« These devices should only be used by medical specialists trained in the field of interventional
neuroradiology and/or interventional radiology and/or cardiology.
* Never move an intravascular device if resistance is met until the causes of resistance have
been determined by means of angiographic control. Movement against resistance may result
in damage to the catheter or injury to the patient.
« Follow the instructions for use of the catheters inserted through the introducer for diagnostic

or therapeutic purposes.

« Follow the instructions for use ofthe drugs injected into the percutaneous introducer sheath.
» Never use an injector on the side injection device for contrast injection.

e. Information on potential consumers
The device should only be used by medical specialists trained in the field of interventional
neuroradiology and/or interventional radiology. Conditions ofuse: Medical treatment facilities
and healthcare centers, only when prescribed by a medical specialist.

7. Technical specifications ofthe medical device:

Table 1. MD technical specifications:

Color
marldng
Part IMmensions of the
No. antl-
ldnkiiig
sleeve
IVA3F 3F White
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Mininann
tear
Effective Inner strei~th
length of diameter Gldd_ewne GL{lderre Needleo, W ein between
the ofthe leirh diameter (nan) the
sheath sheath (nan) (nan) (9) connector
(mm) (nan) hub and
the
sheath. N
70 1.13x 300 0.46 21G 9.3 10

0.02

IVA introducer sheaths, Sterile, Single-Use,

Design

Mininann
tear
strength
between
the
connector
hub and
the
dilator, N
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Note: IVA percutaneous introducer sheath, short, is supplied with a stainless steel puncture
needle, a straight stainless steel guidewire, a dilator and a sheath made of high density
polyethylene.

The short introducer family includes only one design option: with 3F diameter and effective
length of 70 mm. The anti-kinking sleeve located between the sheath and haemostatic valve is
color coded and formed with the model size to facilitate its identification.

Table 2. MD Technical Specifications: IVA introducer sheaths, Sterile, Single-Use, Design

Color

code of Effective Dilator ’:/:anr. K:
Size the length of Sheath Dilator effective Weight force of force of
Part No. (French dilator the HVOD ID/OD
scale) hub and sheath (mm) (mm) length (@ the ‘the
(mm) sheath, dilator,
the (mm) N N
sheath
IVA3F50 3F White 500 1.13/1.45 0.56/1.05 575 6.9 10 5
IVA5F41.45 410 485 6.9
IVA5F45 5F Grey 450 1.85/2.40 1.1/1.75 525 6.9 15 10
IVA5F%.45 960 1035 6.9
IVAGF80 800 525 14.6
IVAGFSOST 6F Green 800 2.20/2.80 1,1/2.10 725 14.6 15 15
IVA6F80ST MP 800 875 14.6
IVATF41.45 410 485 14.6
IVATF96.45 TF Orange %0 2.55/3.15 1.1/2.45 1035 14.6 15 15
IVA7F96.90 %0 1035 6.9

Unspecified acceptable values: +/%

Note: The dilator and sheath hubs have specific color marking and size stamps for identification
purposes.

7.1. Device appearance: The device surface has no foreign particles, bubbles or stains. The
surface is smooth and free from technological and external defects. The metal parts of the device
should not show signs of corrosion affecting the functioning of the products and
biocompatibility.

These devices are used for arterial and venous procedures that require percutaneous insertion of
intravascular devices. They enable insertion and manipulation of such devices as guidewires,
guide catheters, hyper-selective catheters for neuroradiology, angioplasty, or interventional
radiology. The hub is tightly fitted around the tube ensuring mechanical integrity.

Requirements for Radiopaque: due to radiopaque materials, bismuth trioxide and bismuth
carbonate included in the components of the product “Shell and expander, soft tip” of the
product are radiopaque, which facilitates the introduction of the product and allows the use of
fluoroscopic control.

Table 3. Requirementsfor Needle

Parameter Index

OD, mm from 0.800 to 0.830
ID, mm 0.54 -0.02/ + 0.01
Effective length mm 42+1.5
Sharpening angle 18°+2

Roughness parameter
Rockwell hardness;
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Parameter Index
Radius ofblunting of the working part, no

more _ 0.03 mm
Connection type Taper not less than 6% according to 1SO 594-1
Connection strength, not less 20 N

Note: The device is intended for delivery of therapeutic or diagnostic devices to the vascular
system, They enable insertion and manipulation of such devices as guidewires, guide catheters,
hyper-selective neuroradiological catheters, angioplasty catheters, or interventional radiology
catheters.

As for the raw materials and the manufacturing process, the sheath and the dilator of IVA
introducer sheaths, Sterile, Single-Use, Design Option, Short, and IVA introducer sheaths,
Sterile, Single-Use, Design Option, Long, are the same. However, there are differences between
the two device types, as provided below:

- Dilator:
- Different dimensions and length.

- Sheath and dilatorprotector:

- Sheath and dilator protector - a PVC protective tube covering the dilator and the dilator
sheath to prevent the device from kinking during its transportation and storage up to its use by a
physician.

- Not available in IVA Short IVA3F and IVA Long IVA7F96.90 design options.

The protector does not contact the patient’s blood, mucosal membranes or skin.

- Sheath:

- Different dimensions and length.

- Availability of a 6F (800 mm) soft tip (+/- angular) on the sheath end in the design option: IVA
introducer sheaths, Sterile, Single-Use, Design Option, Long.

- Haemostatic valve:
- Non-removable (IVA Short) vs. removable (IVA Long).

- Color code:

- The anti-kinking sleeve is not exposed to blood (FVA Short) unlike the dilator with indirect
blood contact (FVA Long).

- Formed (TVA Short) vs. pressed (IVA Long) size symbol.

- Guidewire:
- Not available in the design option: IVA Long.

- Needle - designed for puncture during the introduction of the Introducer. Insert the needle
percutaneously into the femoral artery. The needle is carefully inserted until blood appears. After
installing the Guidewire, the needle is removed.

- The needle protector is a protective cap made of polyethylene put on the needle to prevent it

from being damaged during transportation and storage up to its use by a physician.
- Not available in the design option. TVA Long.
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Btyrau o6om-m

3anopHblii Kpan Stopcock
PacwmpnTens Dilator

O6onouT Sheath

BTynka 060104KM Sheath hub
BTynkapacwupuTens Dilator hub
MonepeyHbIn OTBETBINTE/b Transverse branch
BTynka, npegoTBpauwaronpns nepekpyunsanne  Anti-kinking sleeve
FeMocTaTNYeCKMii KnanaH Haemostatic valve
BokoBoii 0TBOZ Side arm
MpOBOAHMK NPAMOIA Straight guidewire

Figure 7. Device structure: IVA introducer sheaths. Sterile, Single-Use, Design Option, Short:
J. Sheath; 2. Dilator; 3. Sheath hub; 4, Dilator hub; 5. Haemostatic valve; 6. Anti-kinking
sleeve; 7. Transverse branch; 8. Straight guidewire; 9. Guidewire protector (see Fig. 5);

10. Needle (see Fig. 5).

Figure 8. Schematic drawing o fthe 3-way key and the device bo(fy.
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1T/

Prel«*retiu Oienew
+/- MATKUIA HAKOHEYHNK +/- soft tip
PacwupunTens Dilator
Ob6onouka Sheath
BTynka 060104ku Sheath hub
BTynkapacwupuTens Dilator huh
3anopHbIin 3KpaH Stopcock
emocTaTMYeCKMin KnanaH Haemostatic valve
MonepeyHblii OTBETBANTENb Transverse branch
BokoBoii 0TBOA Side arm

Figure 9. Device structure: IVA introducer sheaths. Sterile, Single-Use, Design Option, Long:
1 Sheath anddilator; 2. +/- soft tip; 3. Dilator hub; 4; Sheath hub; 5, Haemostatic valve;
6. Transverse branch.

74. MD drawing: IVA introducer sheaths, Sterile, Single-Use, Design Option, Short, with
technical specifications

A
5" 3

Figure JO. MD drawing: IVA introducer sheaths, Sterile, Single-Use, Design Option, Short, with
technical specifications.

Table 4. MD Technical Specifications: IVA introducer sheaths. Sterile, Single-Use, Design

Dilator length, mm Sheath length, mm Straight guidewire Sheath retractable

length, mm dilator length, mm
A B C D
129+3 70+3 300+3 15+0.5
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IVA Introducer sheaths. Sterile, Single-
Use, Design Option, Short

IVA3F

Dilator Sheath

ID, mm OD, mm ID, mm OD, mm
0.56 1.05 113 1.40
Unspecified acceptable values: +1%

75. MD (h-awing: IVA introducer sheaths, Sterile, Single-Use, Design OpUon, Long, with
technical spec”cations

+/-MArKNiA HAKOHEYHNK. MPUMEHUMO T ONbKO K +/- soft tip. For IVA6F80STJ"P and
IVA6F80ST_bIP n IVA6F80ST IVA6F80ST only

N30rHy T il +/-MArKuit HakoHeuHuK. Mpumennmo  Angled +/- soft tip. For IVA6F80STJ\4P
TO/bKO K 1YAGIN808T MP only

Figure 1. MD drawing: TVA introducer sheaths. Sterile, Single-Use, Design Option, Long, with
technical specifications.

Table 6. MD Technical Specifications: IVA introducer sheaths. Sterile, Single-Use, Design

IVA Introducer +/- soft tip, mm
sheaths, Sterile, . Sheath (Only applicable
Single-Use, Dllator;rlre:ngth, Sheatrt:]rlﬁngth, retractable dilator for models:
Design Option, length, mm IVAGF80ST,

Long IVAG6F80ST MP)
Design option A B C D
IVA3F50 575+5/-0 500+5/-0 N/A
IVAS5F45 525+5/-0 450+5/-0 N/A
IVAGF80 875+5/-0 800+5/-0 N/A
IVA5F41.45 485+5/-0 410+5/-0 9740.27 N/A
IVA5F96.45 1035+5/-0 960+5/-0 o N/A
IVATF41.45 485+5/-0 410+5/-0 N/A
IVAT7F96.45 N/A
IV A7F96.90 1035+5/-0 960+5/-0 N/A
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IVA Introducer +/- soft tip, mm

sheaths, Sterile, . Sheath (Only applicable
Single*Use, Dllator;rlre]zngth, Sheatrrrl]rlre]zngth, retractable dilator for models:
Design Option, length, mm IVAGF80ST,
Long IVA6F80ST MP)
IVAGF80ST 875+5/-0 800+5/-0 50+0.5
IVA6F80ST MP 875+5/-0 800+5/-0 o

Table 7. MD Technical Specifications: IVA introducer sheaths, Sterile, Single-Use, Design

IVA Introducer
sheaths, Sterile,

Single-Use, Dilator Sheath
Design Option,
Long
Design option OD, mm ID, mm ID, mm OD, mm
IVA3F50 1.05 0.56 1.13 1.45
IVA5F45 1.75 1.10 1.85 2.40
IVAGF80 2.10 1.10 2.20 2.80
IVA5F41.45
I\VAGE96 45 1.75 1.85 2.40
IVA7TF41.45
IVAT7F96.45 2.45 1.10 2.55 3.15
IVA7F96.90
IVAGF80ST 2.10 2.20 2.80

IVAGF80ST MP

Unspecified acceptable values: £1%

8. List ofthe medical device materials:

Table 8. The materials used in IVA introducer sheaths, Sterile, Single-Use, Design Option, Short.

Name of the device or component
and accessory (under study)

Dilator and Sheath

Dilator hub
Bocfy
Sheath Ring
hub
Connector

Haemostatic valve

Anti-kinking sleeve

Side arm
Transverse Body
branch Stopcock
3-way
key
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Materials used in manufacture

High density polyethylene (low-pressure)
(Brand: Alcudia 4810 S25K)

Blue pigment (Brand: PIGBLEU30P410)
Bismuth carbonate (CAS # 5892-104)
Polypropylene (Brand: PPH5060)
Blue pigment (Brand: PAGBLEU30P410)
Natural polycarbonate
(Brand: LEXAN 124R112)

ABS (acrylonitrile butadiene styrene)
(Brand: TERLUX 2802TR)

Polyamide (Brand; Grilamid TR90)

Natural silicone (CAS# 10097-28-6)
Thermoplastic (Brand: FASTE (TPE))
White pigment
(Brand: PIGBLANC10020)
PVC (Brand: gfm/4)

Natural polycarbonate
(Brand: LEXAN 124R112)
Polyethylene (CAS# 9002-88-4)

White pigment (Brand: POLYWHITE 8000)

Manufacturer

GAZECHIM

PLASTI COULEUR
SNPLUS FRANCE
SPEEDPLAST
PLASTICOULEUR

GE PLASTICS FRANCE

SPEEDPLAST

ESSE
INTERNATIONAL

BALTON
KRAIBURGTPE

PLASTICOULEUR

BALTON

PLASTICOULEUR



Name of the device or component
and accessory (under study)

Straight guidewire

Guidewire protector

Needle
Needle orotector

Blister*

Individual package

Materials used in manufacture
Stainless steel (Brand; 304V)

PVC (Brand; VH-611/3)
Stainless steel (Brand; SUS 304)
Polvethvlene (CAS# 9002-88-4)

PVC (Brand; VH-621/9)

Tyvek® 1059B and ABS plastic (CYCOLAC
EX58F)

Note: Pigment ratio is typically more than 19 per 5 kg of polymer.

*The device is packed in a blister and then in an individual package.

Name of the device or component

and acTMsnrv tunder studv)
e

Dilator and Sheath

+/- soil tip

Dilator hub

Sheath and dilator protector

Bodv
Sheath hub Ring
Coimector

Haem<astatic valve

Side arm
Transverse Body
branch Stopcock 3-way
kev

+/- solt tin casing*

Individual package
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Materials used in manufacture

High density polyethylene (low-pressure)
(Braiid; Alcudia 4810 S25K)
Blue pigment (Brand; PIGBLEU30P410)
Bismuth carbonate (CAS # 5892-10-4)

Polypropylene (Brand; PPH5060)

Thermoplastic (Brand; I'FASIE)
Bismuth trioxide (CAS # 1304-76-3)
Red pigment (Brand: PIGROUGEG60P260)

Polypropylene (Brand; PPH5060)

White pigment (Brand: PIGBLANC10020)
Black pigment (Brand; PIGNOIR)
Dark-Green pigment
(Brand; PIGVERTFONCE70P)
Pale-Green pigment
(Brand: PIGVERT(XAIR70P)
Yellow pigment (Brand: PIGJAUNE)
Red pigment (Brand: PIGROUGEG60P260)

Polypropylene (Brand: PPH5060)

Polvamide (Brand: Grilamid TR90)
Natural polycarbonate
(Brand: LEXAN 124R112)
Natural polycarbonate
(Brand: LEXAN 124R112)
Natural silicone (CAS# 10097-28-6)
PVC (Brand: gfm/4)
Natural polycarbonate
(Brand: LEXAN 124R112)
Polvethvlene (CAS# 9002-88-4)
White pigment (Brand; POLYWHI I'E 8000)
Polvethvlene (CAS# 9002-88-4)
Tyvek® 1059B and ABS plastic (CYCOLAC
EX58F)

Manufacturer

GUIDEWIRE
TECHNOLOGIES
INEOS Congwunds
Aycliffe Ltd, United

Kingdom
UNISIS
UNISIS. Japan
MKF-ERGIS Sp. z0.0,
Poland
SUDPACKMEDICA,
France

Manufacturer

GAZECHIM

PLASTI COULEUR
5N PLUS FRANCE
Total Petrochemicals
(Manufacturer)
Speedplast (Distributor)
TPE Krarburg GmbH
5N PLUS FRANCE
PLASTICOULEUR
TOTAL Research and
Technology Feluy,
Belgium

PLASTICOULEUR

TOTAL Research and
Technology Feluy,
Belgium
ESSE INTERNATIONAL

GE PLASTICS FRAN(X

GE PLASTICS FRANCE

BALTON
BALTON

GE PLASTICS FRANCE

LM Plastiaues. France
PLASTICOULEUR
LM Plastiques. France
SUDPACKMEDICA,
France



Note: Pigment ratio is typically over 1 g per 5 kg of polymer. The haemostatic valve and the
sheath proximal end with color marking does not come into contact with circulating blood, but
can have indirect contact with blood.

*The +/- soft tip casing is used in the packaging only for IVA introducer sheaths, Sterile, Single-
Use, Design Option, Long of IVA7F96.90 to hold in place the 90° curve.

9. Description ofaccessories and medical devices used with the reported device:

IVA Introducer Sheaths, SterUe, Single-Use, Design Options, are invasive devices with a6 %
taper Luer connector used with any devices for insertion of endovascular surgery devices. These
devices are used for arterial and venous procedures that require percutaneous insertion of
intravascular devices. They enable insertion and manipulation of such devices as guidewires,
guide catheters, hyper-selective catheters for neuroradiology, angioplasty, or interventional
radiology. The hub is tightly fitted around the tube ensuring mechanical integrity.

10. Information on theprocedure ofinstallation and other actions required to commission the
medical device:

10.1. IVA introducer sheath preparation:

Check the package integrity: it should not be opened or damaged. Open the pouch and remove
various components using an aseptic technique. Inspect them to ensure they are not damaged.
Use sterile saline solution to check the system patency and remove air from it.

Insert the dilator into the sheath.

10.2. IVA introducer sheath insertion:

After performing local anesthesia (if applicable):

* Puncture the selected vessel wall with an appropriately sized needle,

» Insert the flexible part of the guidewire into the needle lumen. When using a J-wire, use a
straightener.

* Remove the needle when the guidewire is inserted into the vessel lumen, necessary, apply
pressure to the puncture site.

e Connect the flushing line with the 3-way key of the stopcock on the introducer sheath. Fill the
introducer sheath with heparinized saline and remove air.

» Prepare the dilator using a syringe filled with heparinized saline.

« Insert the dilator into the introducer sheath completely.
CAUTIONT! Insert the dilator in the center of the sheath valve. Forced insertion outside the
valve center may cause damage to the valve and blood leakage.

» Place the dilator with the sheath on the guidewire. When advancing the sheath with the dilator
percutaneously, apply slight rotation.

» Verify the introducer position angiographically.

* Remove the guidewire and the dilator while holding the introducer sheath in place.

* When introducing, manipulating or removing the catheter from the sheath, always hold the
sheath in place.

10.3. IVA introducer sheath removal:

After removing the catheter for treatment or diagnostic purposes:

» Slowly retract the introducer sheath moving in parallel to the skin surface.
» After removing the sheath, apply pressure to the puncture site.
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11. Information on the conditions of transportation, storage and operation of the medical
device:

Transportation conditions: Ambient temperature from -10 °C to +35 °C, relative humidity from
35% to 80 % (non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from
direct sunlight.

Storage conditions: Store the device in its original package in a dry and clean place, away from
heat sources and direct sunlight, at controlled temperature. The shelf life is indicated on each
device label. Ambient temperature from +15 °C to +27 °C, relative humidity from 35 % to 80 %
(non-condensing), atmospheric pressure from 500 hPato 1,060 hPa.

Operation conditions: Ambient temperature from +20 °C to +25 °C, relative humidity from
35 % to 65 % (non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from
direct sunlight. The device is temporarily operated inside the human body at a temperature
ranging from +32 °C to +42 °C. The device is operated inside the human body for less than
24 hours,

12. Information on the use ofa human medicinal product, animal or human origin materials
in the medical device:

Not applicable. IVA Introducer Sheaths, Sterile, Single-Use, Design Options, do not contain any
medicinal products, pharmaceutical substances, animal or human origin materials.

13. Information on the procedurefor installation, assembly, setting and calibration required to

commission the medical device:

Do not use if package is opened or damaged. The devices are sterile if package is undamaged.

« IVA Introducer Sheaths, Sterile, Single-Use, Design Options, are intended for single use only.
Do not reuse. Any reuse of the medical device may result in a high risk of contamination to
the patient and performance degradation.

» Do not resterilize these devices.

» Store in a dry and dark place at room temperature.

» Do not use past the expiration date.

» These devices should only be used by medical specialists trained in the field of interventional
neuroradiology and/or interventional radiology and/or cardiology.

» Follow the instructions for use provided with compatible devices to be used together with this
device in the field of interventional neuroradiology and/or interventional radiology and/or
cardiology.

» Follow the instructions for use of devices used in combination with the medical device: IVA
Introducer Sheaths, Sterile, Single-Use, Design Options.

14. Requirements to thepremises intendedfor installation ofthe medical device:

IVA Introducer Sheaths, Sterile, Single-Use, Design Options, shall be used in the premises with
ambient temperature from +20 °C to +25 °C, relative humidity from 35 % to 65 % (non-
condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from direct sunlight. The
device is temporarily operated inside the human body at a temperature ranging from +32 °C to
+42 °C. The device is operated inside the human body for less than 24 hours.

15. Informationfor checking correctness of installation ofthe medical device and possibility
ofsafe operation/use, including:

a) Scope andfrequency of maintenance, including cleaning and disinfection of the medical
device:

IVA Introducer Sheaths, Sterile, Single-Use, Design Options, shall not be maintained, cleaned or
disinfected.
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b) The list of information, keys and access passwords requiredfor assembly and maintenance
ofthe medical device provided by the manufacturer:

W A Introducer Sheaths, Sterile, Single-Use, Design Options, do not contain any software,
information, keys or access passwords required for assembly and are not subject to maintenance.

c) List ofconsumables, as well asprocedurefor use and replacement thereof:
IVA Introducer Sheaths, Sterile, Single-Use, Design Options, do not contain any consumables.

d) Need to calibrate the medical device to ensure appropriate and safe operation throughout
the service life:

Not applicable. MD “IVA Introducer Sheaths, Sterile, Single-Use, Design Options” does not
require calibration to ensure appropriate and safe operation throughout the service life.

e) Methods of mitigating risks related to the installation, calibration or maintenance of the
medical device:

To mitigate the risks related to installation of MD “IVA Introducer Sheaths, Sterile, Single-Use,
Design Options”, read carefully the Instructions for Use provided with this device and
concurrently used devices. For additional information please refer to Clause 9 “Information on
the Procedure for Installation, Assembly, Setting, and Calibration Required to Commission the
Medical Device”.

The device is intended for single use and does not require maintenance. Calibration is also not
required, all the necessary settings are preset by the manufacturer.

f) Information on assembly, a”*ustment, setting, calibration and other actions required to
commission the medical device andfor correct use (operation) thereof:

Not applicable. MD “IVA Introducer Sheaths, Sterile, Single-Use, Design Options” does not
require assembly, adjustment, setting, calibration and other actions to commission the medical
device and for correct use (operation) thereof

g) Information on the list of main specifications for the use of the medical device,
transportation and storage conditions:
Transportation conditions: Ambient temperature from -10 ®&to +35 °C, relative humidity from

35% to 80% (non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from
direct sunlight.

Storage conditions: Store the device in its original package in a dry and clean place, away from
heat sources and direct sunlight, at controlled temperature. The shelf life is indicated on each
device label. Ambient temperature from +15 °C to +27 °C, relative humidity from 35 % to 80 %
(non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa.

16. Information on the sterile condition of the medical device, sterilization method and
procedure in case ofbreach ofsterile packaging:

Each MD “IVA Introducer Sheaths, Sterile, Single-Use, Design Options” is supplied as a single-
use, sterile device in a terminally sterilized package and sterilized with ethylene oxide gas. The
device should not be used and should be disposed of immediately if the package sterility is
compromised. Resterilization of the device may result in a high risk of contamination to the
patient and performance degradation.

17. Information on processing ofthe medical devicefor reuse:

The device is supplied sterile and should not be subject to processing, disinfection or
resterilization. After use, the device should not be reused and should be disposed of immediately.
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Reuse of the device may result in a high risk of contamination to the patient and performance
degradation.

18. Information required to identify medical devices to obtain a safe combination and
information on the known restrictions ofconcurrent use ofmedical devices:

Cl. 9 “Description of Accessories and Medical Devices Used with the Reported Device”
specifies devices IVA Introducer Sheaths, Sterile, Single-Use, Design Options, can be used with.
Please refer to the instructions for use for each BALT medical device for all the necessary
information on the use and known limitations.

19. Information on the nature, type, intensity and distribution ofradiation during the use of
the medical device:

Not applicable. IVA Introducer Sheaths, Sterile, Single-Use, Design Options, do not require RF
energy and therefore do not create electromagnetic fields and interference induced thereby.

20. Information on the precautions taken if

a) The medical device is defective, malfunctions orfeatures deviations ofoperation when these
issues may affect safety o fthe medical device, including visual defects:

Please refer to Clause 10 for the information on identifying potential failures, malfunctions or
deviations in operation that may affect safety of the medical device, including those identified by
means of visual inspection for the possibility of their elimination.

b) The medical device is exposed to external factors related to the use of the medical device
with other medical devices:

Please refer to the instructions for use of the devices used with IVA Introducer Sheaths, Sterile,
Single-Use, Design Options (Clause 9. Instructions for Use);

c) A risk ofelectromagnetic interference created by the medical device affecting other medical
equipment:

Not applicable. IVA Introducer Sheaths, Sterile, Single-Use, Design Options, do not require RF
energy and therefore do not create electromagnetic fields and interference induced thereby,

21. Warnings and precautions taken by the consumers when using the medical device
containing a human medicinal product, carcinogenic, mutagenic or toxic materials, possible
extraction or washout whereof results in sensitization, allergic reaction or negatively affects
fertility:

Not applicable. IVA Introducer Sheaths, Sterile, Single-Use, Design Options, do not contain any
medicinal products, pharmaceutical substances, animal or human origin materials, carcinogenic,
mutagenic or toxic materials possible extraction or leaching whereof results in sensitization,
allergic reaction or negatively affects fertility.

22. Warnings and precautions taken by the consumer when disposing of the medical device,
accessories and consumables used therewith:

Dispose of the device as Class B waste (epidemiologically hazardous waste) in accordance vrith
SanPiN 2.1.7.2790-10. After physical decontamination and waste appearance change excluding
the possibility of reuse, Class B waste can be accumulated, temporarily stored, transported,
destroyed and buried together with Class A waste (epidemiologically safe waste with the
composition similar to that of municipal solid waste). Package of decontaminated Class B
medical waste should have a label indicating that the waste has been decontaminated.
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23. Information on the circumstances requiring consultation of the consumer with a health
care professional:

The device should only be used by medical specialists trained in the field of interventional
neuroradiology and/or interventional radiology. Conditions of use; Medical treatment facilities
and healthcare centers, only when prescribed by a medical specialist. In view of the foregoing, it
follows that in any case, the consumer should consult with a health care professional to
determine the necessity to perform the procedure, and as a consequence, the use of MD "IVA
Introducer Sheaths, Sterile, Single-Use, Design Options" prior to the cerebral embolization.

24. Information on thefirst issue or the latest revision ofthe operating instructions:
Not applicable. The information on the first issue and the latest revision of the operating
instructions is missing.

25. Procedure and conditions ofdisposal or destruction ofthe medical device:

Dispose of the device as Class B waste (epidemiologically hazardous waste) in accordance with
SanPiN 2.1.7.2790-10. After physical decontamination and waste appearance change excluding
the possibility of reuse, Class B waste can be accumulated, temporarily stored, transported,
destroyed and buried together with Class A waste (epidemiologically safe waste with the
composition similar to that of municipal solid waste). Package of decontaminated Class B
medical waste should have a label indicating that the waste has been decontaminated.

26. Information printed on the product label:
The marking on the packaging of the final sterilization is identical to the marking on the
individual cardboard packaging.

The label contains thefollowing information:
Device name and model;
Company logo;
Information on the manufacturer;
Schematic drawing of the device,
Quantity;
Dilator ID/OD;
Sheath OD;
Dilator effective length;
Lot number;
Catalogue number;
Date of manufacture;
Expiration date;
“Do not use if package is damaged” symbol;
“Do not reuse” symbol;
“Keep away from sunlight” symbol,
“Consult instructions for use" symbol;
“Caution! Consult accompanying documents” symbol,
“Do not resterilize” symbol,;
“EO sterilized” symbol;
“Keep dry” symbol;
“CE mark” symbol;
“QR code” symbol;
“Non-pyrogenic” symbol;
“European article number” symbol;
“Caution! Fragile!” symbol;
“Non-toxic” sign;
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« Device name in different languages;

* Number of units in the package.

» Information about the authorized representative™;
» Registration Certificate No.*

*Afler the re”stration procedure.

[reﬂ Catalogue number

I | | | Lot number

Use by

p\ Date of manufacture
CE marking
/1
SﬁLE_E) EO sterilized

| A Caution! Consult instructions for use
Do not reuse
(§ ) Do not use if package is damaged
D a Consult instructions for use

Keep away from sunlight

N\ '

L Keep dry
i" . I |J I I | European article number
«1 Manufacturer

Do not resterilize

QR code

Caution! Fragile

Non-pyrogenic
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27. Guarantees
Shelf life - 5years. Sterilization validity - 5 years.

Addressfor complaints:

Center for Perinatal Medicine, Limited Liability Company

Legal / Actual address: 20/4 Tovarishchesky per., 109004, Moscow
INN 7709063317, KPP 770901001, OKPO 40286236.

Manufacturer:

BALT EXTRUSION SAS, Prance

10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+41(0)1 39 89 46 41

+44(0)1 44 17 03 46

stlvana.brown@balt-usa.com
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YTBEPXAEHO

Inodnuchl

Cogn PNXO

[VpeKTop MO KOHTPO/O KavyecTBa U HOPMATUBHO-NPABOBOMY PEry/IMpOBaHUIO
«BANT SKCTPY>XXH CAC»

28 HosA6psA 2019 T.

NHCTPYKLUWA MO NPUMEHEHWIO
MHTpogbtocepbl IVA, cTepunibHble, 04HOPa30oBble, B BapnaHTax UCMOSTHeHNUS

MpounssognTens:

«BANT 3KCTPYXXH CAC» (BALT EXTRUSION SAS), ®paHuus

10 pto ato na Kpya BuHbepoH 95160 MOHMOPAHCW, ®paHuus
< (10 we de la Croix Vigneron 95160 MONTMORENCY, France)

Ten.:+33 (0)1 39 89 46 41

dakc: +33 (0) 137 17 03 46

silvana.brown@ balt-usa.com

MecTO0 Npon3BoACTBa:

«BANT SKCTPYXXH CAC» (BALT EXTRUSION SAS), ®paHuuns
10 pto ato ns Kpya BuHbepoH 95160 MOHMOPAHCW, ®paHuuns
(10 rue de la Croix Vigneron 95160 MONTMORENCY, France)
Ten.:+33 (0)1 39 89 46 41

dakc:+33 (0) 137 17 03 46

silvana.brown@balt-usa.com

[LLTamn:
«BANT SKCTPYXH CAC»
o<1 10 pto ato na Kpya BuHbepoH
95160 MOHMOPAHCWH/
®PAHLUNA
ToproBo-nNpoMbILLIeHHbIR peecTp I. MoHTya3 315 633 081]

[LLITamn:

Toproso-npomMblLLIeHHasA nanarta napy>KCcKoro pernoHa Minb-ge-®dpaHc
CBNAETENbCTBYETCS UCKIOYNTENLHO NOAANHHOCTL MOANUCHK T-XK PUX0
(cBMAETENbCTBYETCA UCKNOYUTENBHO NOAANHHOCTb BblLIeYKa3aHHOW nognucu)
3a lMpeacepatens, Haga YNKPUA]

jnognucs! .
[MeyaTb TOProBo-NPOMbILLIEHHOW NanaTbl NAPUMKCKOro pervoHa Vnb-ae-dpaHc]
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AMNOCTUNb
(Faarckast KOHBeHUMA 0T 05 0KTAGps 1961 r.)

1 dpaHyysckas Pecnybnuka  POCCIUA
HacTtoawmnin ohnunmanbHblil JOKYMEHT
2. noanucad Hapeit UAKPU,
BbICTYNAlOLLEN B KAYECTBE CNYXKaLLEero,
CKpen/ieH neyaTbro/WTamnom TOProBo-npoMbILLIIEHHONR NanaTsl T. Mapuxa.

> w

Y 00CTOBEPEHO

B I. Mapunxe

13 nekabps 2019 r.

["eHepasbHbLIM NPOKYpOpoOM AnennaumMoHHoro cyga r. MNapmxa
3a Ne81287-2

MeuaTb: {[MeyaTb: ANennsunoHHbIA cyg r. Mapuxa]

10. Mopgnuce: /nognuce/

Mwuwens TIEPHY

MOMOLLHMK reHepanbHOro NpoKypopa

©o No o

«ANoCTTh NOATBEPXKAAET TONMLKO NOAAMHHOCTb NOANKUCK, NeYaTy UK WTamna Ha
[OKyMeHTe. [MoCTaBNEHHbI ANOCTUNb He 03HAYAET, YTO COIEP>KaHNe AOKYMEHTa SIBNSeTCA
BEPHbLIM UM YTO dpaHLly3ckas Pecnybnnka 0f06pseT ero cogep>KaHme».
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HacTofuwas WMHCTPYKUMSA MO MPUMEHEHU0 NOAroTOB/eHa ANA MNPeLOCTaBNeHUs CBeAEeHWA B
Lensx peructpaymy MeAUUMHCKOrO W3fenus Ha Tepputopum Poccuidickoin  Pepepauunn.
CsefileHns npeacTaBneHbl B 06beme, TpebyeMOM B COOTBeTCTBMM C [MpaBunamu perncrpayum
MeAUUUHCKUX n3gennin  (noctaHoBneHne [paButensctBa P® oT 27.12.2012 Ne 1416).
CogepxaHue  WHCTPYKUMM N0  MNPUMEHEHUIO  COOTBETCTBYeT TpeboBaHMAM  [Npukasa
MuHucTepcTBa 3ApaBooxpaHeHus Poccuitickoii Pegepauymm ot 19.01.2017 r. Ne 11H «O6
yTBEPXAEHUN TpeboBaHW K COAEPXAHUIO TEXHUYECKOW M 3KCNayaTauMOHHOW AOKYMeHTauuu
npounssogutens (M3roToBUTENN) MEAULMHCKOTO U3LENNA».

Pa3paboTka, NpOM3BOACTBO W Mpojaxa u3fenna cooTeBeTcTBYeT TpeboBaHuaMm EN 1SO
13485:2016 + AC : 2017-07; EN ISO 13485:2016 + AC:2016; 180:2016 (CepTudukar
Ne 513975 MP2016), nsgenve nmeet mapkuposky CE (Homep cepTugmkara EC: 513975 MR2,
npunoxexue I, 3a cKNoUeHnem pasgena 4).

1. Ha3saHue usgenus:

NHTpoabtocepbl IVA, cTepunbHbIe, 04HOPa3oBble, B BapuaHTax UCMOSTHEHUSA:

I. HTpoabtocepbl IVA KopoTkue, CTepuiibHble, 04HOPa30Bble, B BapuaHTax UCMOMHEHUS:
- IVASF,

- UHCTPYKLUSA NO NPUMEHEHUIO (MNOCTABNAETCA C KaXKAbIM n3genvem) - 1 wr.

Il. uTpoabtocepsbl IVA ONUHHLIE, CTEPUNbHBIE, 04HOPA30BbIE, B BAPNAHTAX UCMOHEHUA:
- IVA3F50;

- IVA5SF45;

-IVA5F41.45;

- IVA5F96.45;

- IVAGF80;

- IVAG6F80ST,;

- IVAGF80ST_MP;

-IVA7V41.45;

- IVATF96.45;

- IVATF96.90;

- UHCTPYKLUSA MO NPUMEHeHUI0 (MOCTaBMAETCA C KaXXAbIM n3genvem) - 1 wr.

Knaccugmkaumns nsgenns B COOTBETCTBUMM C HOMEHKNATYPHbIM KNacCUPUKaTOPOM MeANLMHCKNX
N30ennin, yTBepXXAeHHbIM NpuKa3om MuHuCTepcTBa 3apaBooxpaHeHns Poccuitickoin deaepaymm
o1 06 mntoHs 2012 r. Ne 4H - 192010.

OKMA2 - 32.50.13.190 - VIHCTpPYMEHTbI U NpUCnocobneHns, NpUMeHseMble B MeAULMHCKMUX
Lenax, npoyne, He BK/IHOUYEHHbIE B APYrue rpynnupoBKH.

Knacc, B 3aBUCMMOCTW OT CTeMeHM NOTeHLUManbHOro pUcKa NnpUMeHeHns B MeAULUNHCKUX Liensx
B COOTBETCTBUW C HOMEHKNATYPHbIM KNacCMUKaTtopom MeanLMHCKUX U3LENNIA, YTBEPXKAEHHBIM
npukasom MuHucTepcTBa 34paBooxpaHeHmns Poccuiickoin depepaunn ot 06 nroHs 2012 r. Ne 4H
-3.

Bua KOHTaKTa C OpraHu3MOM YenoBeka —KpPaTKOBPEMEHHbIV (MeHee 24 4acOB) KOHTAKT C
LMPKYMPYIOLLLEl KPOBbIO.
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2. MponssognTens:

«BANT SKCTPY)XXH CAC» (BALT EXTRUSION SAS), ®paHums
10 pto gto na Kpya BuHbepoH 95160 MOHMOPAHCW, ®paHuuma
(10 rue de la Croix Vigneron 95160 MONTMORENCY, France)
Ten.:+33 (0)1 39 89 46 41

dakc:+33 (0) 137 17 03 46

silvana.brown@balt-usa.com

YNONHOMOYEHHbIN NpeAcTaBUTEeNb:

OO0O «LleHTp MepuHaTanbHo MeguumnHbl» (OO0 «LIMIM»)
109004, Poccus, r. Mocksa, ToBapuweckuii nep., 4. 20, ctp. 4
TenegoH: +7 (495) 911-93-17, +7 (495) 911-93-77

dakc: +7 (495)912-95-92

3. HasHaueHwue n3genns n NpuHUUNbI eiicTBNUSA
3A, HasHauyeHne wusgenuna: usfgenve npefHasHayeHo A1 AOCTyna B COCYAUCTYHO CUCTEMY
YCTPOICTB TepaneBTUYeCKOro UM AMarHoCTUYECKOro HasHavyeHuns. OHM NO3BONAKOT BBOAUTL U
ynpasafaTb  TakUMu n3genmamu, KaKk  MPOBOAHUKN, Hanpasngtonue KateTepsbl,
rMNepceneKTUBHbIE HEPOPaANONOrNYecKMe KaTeTepbl, aHrMonnacTUYecKme KaTeTepbl Wau
WHTEPBEHLMOHHbIE pagnoNiorMyeckune KaTeTepsi.

3.2. MpuHUMN AelicTBMA WM3Aenns: UHTpoabkocepbl IVA, cTepunbHble, OAHOpPa30Bble, B
BapvaHTax MCMONHEHNs BBOAATCA B apTepUIO Nocne NpoBeAeHUs MeAUUUHCKON npoueaypbl No
metogdy CenbauHrepa, obecneynsaroLlein 6e30nacHbIi 4OCTYN K KPOBEHOCHbIM COCY/aM.

O6onoyYka MCcNonb3yeTcs ANA BBEAEHMA KaTeTepoB WAM APYrUX M3Aenuii npu npoBeAeHMm
HAONOMUHANLHBK MpoUeayp, TakKMX Kak aHrnmonnactvka. FNpu KOHTPONe Haj MoSIoXKeHUEM
KaTeTepa W €ero MepeMelleHnn MOXET MPUMeHsTbes peHTreHockonus. [ns Bu3yanusauum
OpraHoB MOXeT BBOAUTHLCS PEHTFEHOKOHTPACTHOE BELECTBO. DTO M3AENNE MOXET NPUMEHATHCS
npyv NPOBeAEHUN TaKUX WHTEPBEHLMOHHbLIX Mpoueayp, Kak Tepmoabnauus, aHrmonnactuka,
ambonusaumnsa nau buoncus.

Mo 3aBeplleHMM NpPoOBOAMMOIW  npoueaypbl 060n04Ka  M3BNeKaeTes. B HeKOTOPbIX
06CTOATENbCTBAX AN1F 3aKPbITUA OTBEPCTUS, OCTaBLLErocs nocnae NpPoBeAeHUs npoueaypbl, MOryT
NMPUMEHATLCSA TepMeTU3NPYHOLLE N3aeNus.

a) Mirna BBOAMTCA Yepes KOXY B GeflpeHHYI0 apTeputo. Mrna akkypaTHO BBOAMTCS A0 TexX nop,
MoKa He MOSABUTCS KPOBb.

PucyHok 1. BegeHue urbl.

b) BBOAMTCS NPOBOAHMK ANS aHrMorpagmm, KOTOpbIiA 3aTeM NPOABUraeTCcst BNepes 40 apTepuu.
Mocne ycTaHOBKM NPOBOAHMKA UTa U3BEKAETCA.
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PucyHok 2. BeefeHvie NpoBOAHMKA.

) [anee BBOAMTCS 060/104Ka C palvipUTenem.

PucyHok 3. BeefieHMe 060/104KM.

() MpoBoAHMK W pacWUpUTenb K3BnekaroTcs. OG0MOYKA OCTAeTCs B KPOBEHOCHOM COCyfe,
obecrneumBasi ero NPOXoANMOCTb U 3alUTY OT TPABM.

PucyHok 4. 13BneyeHe paclupuTens.
e) Mocne aToro MOXKHO BBOAWUTb BHYTPUCOCYAUCTbIE YCTPONCTBA.

4. OnucaHne 0CHOBHbIX (DYHKLMOHANbHbIX XapaK TepUcTUK:

WN3penve npegHasHauyeHo ANns [OCTyna B COCYAMCTYH CUCTEMY YCTPOWCTB TepaneBTUYecKOro
WM ANarHOCTMYECKOT0 HasHauyeHns. OHU MO3BONSKOT BBOAUTL M YNPaBAATb TaKUMU U3AENUAMMU,
Kak MPOBOLHMKM, HanpaBAsloLliMe KaTeTepbl, TUMNEPCENEKTUBHbIE HelpopagMonornyeckme
KaTeTepbl, aHrMONNaCTUYECKNE KaTeTEPbI MU UHTEPBEHLMOHHbIE PaMONOTrNYecKre KaTeTepbl.

UTto KacaeTcsi WCXOAHbIX MaTepuanoB W MPOM3BOACTBEHHOro npouecca, To 060/104Ka W
pacwwupuTtens u3gennin  WHTpoabtocepbl IVA, cTepunbHble, O0AHOPa30Bble, B BapuaHTe
NCMOJSIHeHMA, KOopoTkue wn WHTpogbtocepbl VA, cTepunbHble, OAHOPa30Bble, B BapuaHTe
NCMONHEHWSA, ANNHHbIE OAUHAKOBbI. OAHAKO pas3nnuuns, Habngaemble MeXxgy 060MMM TUNamu
n3nenvii, NPUBELEHbI HIXKE:

- PacwmpnTens:
- PasnnyHble pasmepsbl 1 AnvHa.

- Obosnouka:

- PasnnyHble paamepsl 1 AnnHa.

- Hannume MArkoro HakoHeyHmKa (+/- N30rHyTOro) Ha KoHue 060104KkM pasmepom 6F (800 mm)
B BapuaHTe wucnonHeHus; WHTpoabtocepbl IVA, cTepunbHble, OAHOPa30oBble, B BapuaHTe

NCMOMHEHNA, ONTNHHbIE.
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- MpepoxpaHnTenb 060/104KN NpacCWINPUTENA:

- MpepoxpaHnTenb 0060/104KN W pacwMpuTena - 3awuTHas Tpybka MBX, ofeBarouiasncs
noBepx pacwmputens u 0060104KK, nNpefoTBpawialowas nepernbé u3nenus BO BPeMSA €ro
TPaHCMOPTUPOBKU N XPaHEHWA, 40 ero HenmocpeACcTBEHHOMO NPUMEHEHNA BPAYOM.

- OTcyTcTBYeT B BapuaHte ucnonHeHusa IVA kopotkune IVA3F, n B ucnonHeHnun IVA 4nnHHbIe
IVAT7F96.90.

MpefoxpaHuTesib He BXOAUT B KOHTAKT C KPOBbIO, C/IM3UCTbIMU 060/104KaAMM U KOXEN NauueHTa.

- FemocTaTMNYECKNIA KnanaH:
- HecvemHbili (IVA KOPOTKME) U CbeMHbIN (IVA ANVHHbIE).

- LlBeT0OBOW KOA:

- BTynka, npegoTspallarolas nepekpyuyMBaHue, He BXOAMUT B KOHTAaKT C Kposbio (IVA
KOPOTKWME) N0 CPaBHEHWIO C pacLUNPUTENIeM C KOCBEHHbIM KOHTaKTOM KpoBu (IVA A/fvHHbIE).

- Pasmep cumBona hopmoBaHHbIii (IVA KOpOTKKME) 1 wiTamnoBaHHbii (IVA ANNHHbIE).

- NpoBOAHUK:
= - OTCyTCTBYET B BapMaHTe UCNONHEHUA: VA ONNHHBIA.

- Nrna - npefgHasHayeHa NS NPOBeAEeHWUS MNYHKLUUW NpU BBeAEHWM WHTpoabtocepa. Mrna
BBOAWTCSA Yepe3 KOXY B GefjpeHHYt0 apTeputo. Mrna akkypaTHO BBOAMTCA A0 TeEX NOp, MoKa He
MOSIBUTCA KPOBb. [M0C/Ne yCTaHOBKM NPOBOAHMKA MUTNa N3BNEKAETCS.

- MpoTekTOp WUIMbl - 3TO 3aWUTHbLIA KOMMAYOK, W3rOTOBNEHHbLIA W3 NONNITUNEHA,
ofeBalollencs noBepx MUrabl, 4TOObl NpPefoTBpaTUTb €e  MNOBPeXJeHWe BO  BpPeMSA
TPaHCMOPTUPOBKN U XpaHeHWA, [0 ee HeNOCPeACTBEHHOTO NPUMEHEHUS BpayoM.

- OTCYTCTBYET B BapuaHTe UcnosiHeHns: IVA AIVHHBIA.
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PucyHok 5. BHewHuii Bug M: MHTpogablocepbl IVA, cTepunbHble, 0lHOPA30Bble, B BapnaHTe
NCNOJHEHUS, KOPOTKMeE, 6e3 ynaKoBKK.

PucyHok 6. BHewHuit Bug MW: MHTpoabtocepbl IVA, cTepunbHble, 04HOPa30Bble, B BApuaHTe
WCNOJNHEHUSA, OMHHBIE, 6€3YynakoBKU.

5 OnucaHne 0CHOBHbIX Y3/10BY YacTel:

5.1. WHTpogsiocepsl IVA, cTepunbHble, 04HOPa30Bble, B BapuaHTe UCMNO/HEeHUs, KOPOTKue,
COCTOSIT U3 OCHOBHbIX YacTei: 1. O6onouka; 2. Pacwuputens; 3. BTynka 06onoukn; 4.BTynka
pacwuputens; 5. MlemocTtaTnyecknii knanaH; 6. BTynka, npegorepalialollas nepekpyymBaHue;
7. lMonepeyHblin oTBeTBAUTENb; 8. [poBOAHUK nNpamoit; 9. lNpefoxpaHMTenb MNPOBOAHMKA,
10. Nrna.

MpumeyaHune: «BTynka 060104KM» COCTOUT M3 &) KOPNYC; b) KONbLO; C) pasbem.
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«llonepeyHblil OTBETBAMTENb» COCTOUT M3 a) GOKOBOW OTBOA; b) 3anmopHbIA KpaH, KOTOPLIN,
cocTonT M3 «Kopnyca» U «Tpexxo40BOro KpaHa».

3T0 mn3genne cCOCTOUT M3 pacimpuTens M 000M104KM. Ha NpoKCUManbHOM KOHLe 060104KM
pacrnonaraeTcs HeCbeMHbI CU/IMKOHOBbIA TFeMOCTaTUYEeCKUn KnanaH, NOACOeAUHEHHbI
YANVHUTENbHON WMHMY3NOHHON NWMHUX C NOMepeyHbll OTBETBAMTENEM, KOTOpPbLI MO3BONSET
MpeaoTBpaTUTb OTTOK KPOBM M acnupauuto Bo3gyxa.

O60/104Ka pacLMpuTens UCNoNb3yeTca A4 pacliupeHns cocyna, obecneyumsas,

BBEAeHWe pacluuMpuTens, a 3aTeM MPUMEHAeMOro MeauuuHCKoro wusgenusa. O6onoyka
WMPUTENS U3roTOB/EHA U3 MONU3TUEHA BbICOKON nnoTHocTK (M3BIMT), kap6oHaTa BUCMYTa
cuyero  Kpacutens. Pacwmputenb  UMEET  [/IMHHbLIA  CKPYT/IEHHbI  HAKOHEYHWK,

obecneynBalOLLMA HeTpaBMaTU4ecKoe BBefeHMe. PacluupuTtens QUKCUMPYETCH B  KanaHe,

rapaHTMpys OTCYTCTBME YTeUeK Npu BBeAeHUN.

5.2. MHTpogblocepbl IVA, cTepunbHble, 0iHOpa3oBble, B BapnaHTe
COCTOAT M3 OCHOBHbIX 4acTeir: 1. O60n04yka pacwuputens; 2.+l- MAreMM HaKOHEYHUK,
3 Pacwwuputens; 4; O6onouka; 5. Femoctatuyeckunii knanaH; 6. NMonepeyHbll OTBETBNUTENb.

MpumeyaHue: Kak U B cnyyae WHTpogbtocepamu IVA, cTepunbHbLLKW, OAHOPa30BbIMWU, B
BapuMaHTax MWCMONHEHNSA, KOPOTKME, Ha MPOKCMMaJbHOM KOHLEe 060/104KM pacwunputen
pa3naraeTcd CWIMKOHOBbIA TreMOCTaTUYECKUIN KnanaH, 3akNlYeHHbLW B MPO3payHyto
CoeVHUTENbHYIO BTY/IKY W MOACOEAUHEHHBIA K YANMHUTENbHON WH(Y3UOHHOM N un c
3anopHbIM KpaHoM (BOKOBOW 0TBOJ), KOTOPbIA MNO3BONAET MPeAoTBPaTUTb "
acnupayuio Bo3gyxa. B oTanume OT KOpPOTKMX Mofeneid, B ANMHHbIX WHTpogbtocepax | A
MPUMEHSAETCA CbEMHbIA reMoCcTaTMYecKMin KnanaH. B KOMNNeKT NOCTaBKW ANUHHbLIX W3Aenvn
IVA He BXOANT NPOBOAHUK.

MHTpoabtocepbl IVA, cTepunbHble, 04HOpPa30Bble, B BapnaHTe WCMNOMHEHWUA, AJMHHbIE MOrpT
MMeTb pas3NuyHble pasmepbl (N0  (PaHLy3CKOW LIKane) u A/INHY.

MPOKCUMaNbHOM KOHLUEe O060/104KM W paclMpuUTens HaHeCeHa LBeTOBas MapKMpoBKa U
KOAMPOBKa, YKa3sblBatoLasa Ha pasmep. NHTpoabtocepamu IVA, cTepunbHbIMU, O4HOPa30BbMY,
3 1 3 ax WOAONHEHWA, ANIMHHbIE, MOTYT UMeTb gnameTp ot 3F go 8F n anvHy B [nanasoHe ot
500 po 960 mm. UHTpoabtocepsl IVA, cTepuibHble, O4HOPa30Bble, B BapvOATE WCMOSIHEHUA
LNNHHbIE He u3roTtaeBnMsaroTcAa B pasmepe 4F. [Ba apTtukyna p~mepa 6F nmeror m ™ u
HaKOHEeYHUK (ST) Ha KOHLe 060/104KN. DTOT HAaKOHEYHUK MOXET ObiTb Kak M30rHyTbiM (MP),
TakK U NPAMbIM.

6. [lMokasaHMa U1 MNPOTMBONOKA3aHWA K TNPUMEHEHUIO,
npefocCTOPOXKHOCTMU:

a. [NoKasaHna K npuMeHeHuto

WHuTpoastocepsl IVA, cTepuibHble, 04HOPAa30Bble, B BapuaHTax WMCMOMHEHUA npefHasHa

Ans obecreyeHns COCYAWCTOro [ocTyna Mpu BBeAEHWM KaTeTepoB C NIeYeBGHbIMU WK
ANArHOCTUYECKUMU LENSMU.

noboyHble 3(eKTbl, Mepbl

b. [lpoTnBONOKa3aHNA K MPUMEHEHUIO ,» PANMHPHMA
MpurHeHne WHTpoablocepoB IVA, CTepusbHbIX, OLHOPA30BbIX, B BapuaHTax WCMNOJIHEHUS
MPOTUBOMOKA3aHO Y HOBOPOXAEHHbIX, HEJOHOLWEHHbIX [eTeil, rpyAHbIX AeTeid, feTei, a Takxke
npn 6epeMeHHOCTN N KOPMJIEHUW TPY[bIO.

c MoTeHunanbHble OCNOXKHEHUA U MOG0YHbIE 3 NEKT bl
B0O3MOXHbIE OC/TIOXXHEHWUA BK/KOYAKOT, UMW HE OFPaHNYMBasCh, ClieytoLL e HapyLleHns:
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e remMatoma B MeCTe BBEJEHUS;
* 3mbosing;

*  UH(eKuus;

* npobofeHne CTEHKN COCYAa;
e pacceyeHUe UHTUMbI;

» 06pasoBaHue Tpomoba.

d. Mepbl NpeAoCTOPOXKHOCTY
He wucnonb3oBaTb, €CAM YNakKoBKa BCKPbITa WAM noBpeXxpaeHa. [Mpu HenoBpeXaeHHoM
yMNaKoBKe U3AeNUs CTePUSbHbI.

e YpecKoXHble MHTPOAbIOCEPbI MPeAHa3HauYeHbl TONIbKO A/ 04HOPA30BOr0 MCMOAb30BaHUS. He
MCMONb30BaTb MOBTOPHO. J1t060e MOBTOPHOE MCMO/Mb30BaHWE MEAULMUHCKOTO W3Aenus
MPUBOANT K BbICOKOMY PUCKY 3apaXKeHUs NaLueHTa u K yXyALeHno paboumnx xapakTepucTuk
nsgenus.

e He cTepnnn3oBaTb NOBTOPHO 3TU U3AENNS.

e XpaHUTb B CYyXOM, 3allMLLEHHOM OT CBeTa MeCTe NpPW KOMHATHOW Temnepatype. He
MCNONb30BaTh NOC/E UCTEYEHUS CPOKA FOAHOCTM.

e OTW M3AeNUs  A0/MKHbI  MPUMEHATLCS TONbKO Bpayamu-cneuuanuctamMyu B 061acTy
WHTEPBEHLMOHHON  Helipopaanonorun  W/vnu  MHTEPBEHLUMOHHOW  paguonorun  uunm
KapAnonoruu.

e Hukorga He nepeMewatb BHYTPUCOCYAUCTOE  YCTPOWCTBO  MpW  BO3HUKHOBEHUM
conpoTuBneHus 6e3 NpPeABapUTENbHOrO0  OMpPeAeNeHnuss ero  MPUYUMH € MOMOLLbHO
aHrMorpaguyeckoro KoHTpons. Mo6unusauus npu BOSHUKHOBEHWUU COMPOTUB/IEHUS MOXET
NPVBECTN K MOBPEXAEHUNIO KaTeTepa Uv PaHEHLLO MauueHTa.

e CnepyiiTe WMHCTPYKUMSM MO NPUMEHEHWIO KaTeTepoB, BBOAUMbIX 4epe3 WHTPOAblOCEP C
ANArHOCTUYECKUMMN UM NeYeBHbIMN LiensMu.

o Cob6nogatb WHCTPYKUMM MO NPUMEHEHWIO MpenapaToB, B/IMBAaeMbiX B  060/0YKY
YPECKOXHOT0 UHTPOAbIOCEpa.

e He wncnonb3oBaTb MHBEKTOP Ha 6GOKOBOM  YCTpOWCTBE BBOAA [A/1F  BBeAEHMS
PEHTreHOKOHTPACHOTO BelecTBa.

e. VIHhopmauus o noTeHLManbHbIX NOTPe6uTensax

N3penve wncnonb3yetcs TOMbKO BpavyaMu-cneuuvanuctamu B 061aCTU  MHTEPBEHLMOHHO
HelpopaanoNorun W/MAN UHTEPBEHLMOHHON Pagnonorun. YcnoBusi NPUMEHeHNs: nevyebHble U
NneyebHO-NPOUNAKTUYECKME MELULMHCKNE YUPEXAEHUS, TOMbKO MO HAa3HAYeHUH Bpaya-
cneymanucta.

7. TexHun4yeckue XapaKTepUCcT KN MEAULUNHCKOTO N3genna:

Tabnmua 1 TexHuuyeckne XapakTepucTukn MW: WHTpogbtocepbl VA,  CTepunbHble,

MUHHManbH MUHHMaNbH
ble ble
LiBeToBas 3HaYeHUs 3Ha4YeHUs
MapKMWpoBKa S dhekTH BHyTpeH OHame paspbiBHOro paspbIBHOTO
Py HU Anuna ™ Mae ycunus ycunus
BHas
APTHK Pasu BTYynKY, a npoBoAu Nrnao, ca Mexay MEXAY
P npenoTepawa ANvHa aunameTp Ka nposo (vm) cottekay
yn ep o wei 060n104kKM 060N104K OHUKa (r) coeanHUTEN 4
i (Mm) n (Mm) (Mm) (Mm) bHOMN bHOI
nepekpyuusai : ’
perey BTY/NIKON 1 BTYNKOWN 1
" 060N04KOIA, pacwuputen
H em, H
1,13+ 5
IVA3F 3F Benblii 70 300 0,46 21G 9,3 10

0,02
HeykasaHHble A0NYCTUMbIE 3HAUEHNs: +7%
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npuMeyaHue: B KOMMIEKT MOCTaBKM KOPOTKOrO YPeCKOXHOro 060/104e4HOro MHTPOAbloCcepa
IVA BX0OAAT: MNYHKUMOHHas Wrna W3 HepXXaBewLwein cTannm, MNPOBOAHUK NPSAMON U3
HepXXaBeroLLei cTanm, a Takxke pacluMpuTenb U 060/104Ka M3 NONNITUNEHA BbICOKON NAIOTHOCTMW.

B /NnHelike KOPOTKUX WHTPOLbIOCEPOB NPEeACTaBNEHO W3A4enne TOMbKO B O4HOM BapuaHTe
NcnonHeHus, gmametpoMm «3F» n ahpekTUBHON AanHOW 70 MM. BTynka, npefoTspaliarollas
nepekpyumBaHue, KOTopas ABNASETCA YaCTblo MeXAy 060/104KON 1 reMocTaTUYEeCKMM KanaHoM,
OKpaluMBaeTca B OnpefeNnéHHbIA LBeT M (hopMyeTcs C pasmepoM MOAenn Ansa o6neryeHUs ero
naeHTUnKaunu.

Tabmmua 2. TexHuyeckume xapakTepucTukun MW:  WHTpogbtocepsl VA,  cTepuibHble,

LiBeToBas

. BHYTpeHHU S dexT MuHuman MuHuman
Pasmep Mapkipos Svdexru BHyTpeHHMvm / HapyXHbl i MBHas bHOE bHOE
(no ka BHad [ HapyxHeli avameTp AnnHa Mae ycunuve Ha ycunue Ha
ApTUKYN hpaHuyse BTY KU ANVHA anameTp pacwnpuTen pacl Hp ea pa3pbls DasphiB
KO pacwuput 060Nn04KHM 060104KHM g ntens (r) 060104KM, pacu T
wKane) ens n (mm) (Mm) (Mu) (um) H enst, H
060nouku
1VA3F50 3F Benblii 500 1.13/1.45 0.56/1.05 575 6.9 10 5
- IVA5F41.45 410 485 6.9
I IVAS5F45 5F Cepblii 450 1,85/2,40 1,1/1,75 525 6,9 15 10
IVA5F96.45 960 1035 6.9
IVAGF80 800 525 14,6
IVABF8OST 3eneHsblii 800 2,20/2,80 1,1/2,10 725 14,6 15 15
IVABF80ST 300 875 14,6
MP
IVATF41.45 410 485 14,6
IVA7F96.45 7F Opanest! 960 2,55/3,15 1,1/2,45 1035 14.6 15 15
IVA7F96.90 " 960 1035 6.9

HeyKaSB.HHbIe AONYyCTUMbIE 3HAYEHUA:

MprMeyaHue: BTyNKa paclUMpuTens 1 060/104KM UMEET ONpeAeneHHYH0 LIBETOBYHO MapKUPOBKY
M LWITaMN C YKa3aHWeM pasmepa 418 061eryeHuns naeHTupukaymm.

7.1, BHEWHUA BUA M3AENUSI: MOBEPXHOCTb W3AeNNS He WMeeT MOCTOPOHHUX BK/IHOYEHWIA,
My3blpbKOB UM MOTEKOB. MOBEPXHOCTb FNafKas, He UMEeT TEXHONOMMYECKUX U MOBEPXHOCTHBIX
nedekToB. MeTannimueckne YacTy YCTPOCTBA HEe OMKHbI 06HAPYXMBaTh MPU3HAKOB KOPPO3uK,
BIMAIOLLEN HA (DYHKLMOHNPOBaHWE U3AeNNiA N 6UONOTUYECKYO COBMECTUMOCTb.

3T0 uM3Aenue NPUMEHSAIOTCA NpW  NPOBEAEHUWM apTepuanbHbIX W BEHO3HbIX NpoLeayp,
npesycMaTpMBaLLMX YPECKOXHOE BBEAEHWE BHYTPUCOCYAUCTLIX YCTPOMCTB. C MX MOMOLLbIO
MOXHO  BBOAMTb  Takue  U3[enns, Kak NPOBOAHWKW, MPOBOAHMKOBbIE  KaTeTepsl,
TMMNEepceneKTUBHbIE KaTeTepbl AN HeNpopaguonornu, aHruonnacTUKM W WHTEPBEHLMOHHOMN
PafMoNorum, a Takxe ynpaensatb UMu. CoeMHNTENbHAS BTY/KA 06XXMMAeTcs HENOCPEACTBEHHO
BOKPYT TPYOKM, UTO rapaHTUMpPyeT MeXaHUYeCcKyH LeloCTHOCTb.

TpeboBaHMS K PEHTTEHOKOHTPAcTHOCTU: 6narogaps PeHTreHOKOHTPACTHbIM MaTepuanam
TPUOKCK/ BUCMYTa M KapboHaT BUCMYyTa BXOASLLMe B COCTaB KOMMOHEHTOB m3genns «O60n04ka
W paclUMpUTENb, MATKUA HAKOHEYHUK» W3AeNUs SBNAKOTCA PEHTTeHOKOHTPACTHLIMM, 4TO
obneryaeT BBeAeHVE N3N U NO3BONSAET MPUMEHATb (DIFOOPOCKOMMUYECKMIA KOHTPOb.

MapameTp lMokasaTenb
BHewWwHUn gnameTtp, Mm o1 0,800 o 0,830
BHYTpeHHWI gnameTp, MM 0,54 -0,02/+ 0,01
J66eKTUBHAA 4IMHA, MM 42+ 15

YT0/ 3aTOUKM 18°+2
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MapameTp MokasaTtenb

MapameTp WepoxoBaToCTU He 6onee Ra 2.5MKm

TeeppocTtb no Poksenny: 52-54 HRC

Pagnyc nputynneHuns paboyein yactu, He

6onee 0,03 Mm

Tun coeauHeHns KoHycHOCTb He meHee 6% cornacHo CO 594-1
MpPOYHOCTb COEANHEHUS, HE MEHee 20 H

MpumeyaHne: wusgenve npeaHasHayeHo ANS [JOCTyna B COCYAWUCTYH CUCTEMY YCTPOWCTB
TepaneBTMYECKOr0 WM ANArHOCTUYECKOTO HasHauyeHus. OHM NO3BONAIOT BBOAUTL U YNpaBnsTb
TaKUMWU  U3LENNSMU, KaK MPOBOAHUKM, HanpaBnswolWme KaTeTepbl, TUNepPCeneKTUBHbIE
HelipopaAnoNoruyeckme KaTeTepbl, aHrMOMMacTUYeCKne KaTeTepbl WAN  UHTEPBEHLMOHHbIE
pafMoNornyeckKmne KateTepsl.

UTo KacaeTCcsd MCXOAHbIX MaTepuanoB M NPOU3BOACTBEHHOro npouecca, TO 060/104Ka U
paclimpuTens wusgenuii  VIHTpoabtocepbl IVA, CcTepuibHble, OAHOPAa3oBble, B BapuaHTe
NCNONHEHUA, KOpoTKue M WHTpogbtocepbl VA, cTepu/bHble, OAHOPa30Bble, B BapuaHTe

I WCNONHEHUS, ANIVHHbIE OAUHAKOBLI. OfHAKO pa3nuumns, HabNoAaeMblie MeXay 060MMKU TUMaMm
U34ennin, NpUBeaeHbI HUXE:

- PacwmpuTens:
- PasnnyHeble pasmepsl 1 4nvHa.

- MpepoxpaHnTenb 060104YKN U pacLIMPUTeENS:

- MpepgoxpaHnTens 060104YKN U pacwMpnuTens - 3awuTtHaa Tpybka MBX, opesatouwascs
noBepx pacwmputens v 060104YKM paclwmMpuTend, npefoTepalwjatolias neperné wm3genns Bo
BPEMSA ero TpaHCNOPTUPOBKY U XPaHEHWA, A0 ero HeMoCcpeLCTBEHHOI0 NPUMEHEHMSA BPaYOM.

- OTcyTcTBYeT B BapuaHTe ucnonHeHnsa IVA kopotkue IVA3F, n B ucnofiHeHun IVA gavHHbIE
IVA7F96.90.

MpefoXpaHUTeNb HEe BXOAUT B KOHTAKT C KPOBbIO, C/IM3UCTLIMU 060/104KaMmn U KOXKEW NauneHTa.

- O6onouka:

- PaznnyHble pasmepbl U AnunHa.

- Hannumne MATrKoro HakoHe4YHuKa (+/- M30rHyTOro) Ha KoHuUe 060/104KK pasmepomM 6F (800 Mm)
B BapuaHTe wucnonHeHus: WHTpoabtocepbl IVA, cTepunbHble, OAHOPa30Bble, B BapuaHTe
NCNONHEHUSA, ANUHHBIE.

- FemocTaTMyeCcKNn KnanaH:
- HecbemHbliit (IVA KopoTKue) n cbeMHblii (IVA AnnHHbIE).

- LiBeTOBOW KOA:

- BTynka, npepoTBpaliarowias nepekpyymBaHne, He BXOAMT B KOHTAaKT ¢ Kposbi (IVA
KOPOTKWMeE) NO CPaBHEHUIO C pacllupuUTenieM C KOCBEHHbIM KOHTaKTOM KpoBu (IVA ANINHHbIE).

- Pasmep cumBona hopmoBaHHbI (IVA KOPOTKME) K WwiTamnoBaHHbI (IVA AnnHHbIE).

- MpoBOAHUK:
- OTCyTCTBYET B BapuaHTe UCMNoNHeHUs: VA ANVHHBINA.

- Wrna — npeAHasHayeHa AN NPOBEAEHUS NYHKUMU NpU BBEAEHUWU WHTpoAbtocepa. Wrna
BBOAWUTCS 4Yepe3 KOXYy B GeipeHHYI0 apTepuio. rna akkypaTHO BBOAWUTCS [0 TeX Mop, noka He
MOSIBUTCS KPOBb. Mocne yCTaHOBKM NPOBOAHMKA UT/1a N3BEKAETCS.
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- MMpoTekTOp wrNbl - 23TO 3aWMWUTHbLIA KOMMAYoK, W3rOTOB/IEHHbIA W3 MOANITUIEH],
ofeBaroLlenica NoBepx WUrAbl, 4TOObl NpeAoTBpaTUTL €€  MOBPEeXAeHWe BO  BpemA
TPaAHCNOPTUPOBKMN U XpaHeHUd, [0 ee HENOCPELCTBEHHOIO MPUMEHEHNS BPaYOM.

- OTCcyTCTBYET B BapmaHTe UcnonHenms: IVA aNHHGIN.

7.2. Cxema MU: NHTpogbtocepbl IVA, cTepunbHble, 04HOPa30Bble, B BAPNUAHTE UCNOMHEHWS,
KOpOTKue

BryiH» (Wronoukm

PucyHok 7. CTpykTypa nsgenua: WHTpogstocepsl IVA, cTepunbHble, 04HOpasoBble, B
BapuaHTe UCnonHeHusi, KopoTkue: 1. Ob6onoyka; 2. Pacwupurens; 3. BTynka 060104ku;
4. BTynkapacwupnuTens; 5 FemocTaTuUyecknii KnanaH; 6. BTynka, npefoTspauiatoLias
nepekpyumBanue; 7. MonepeyHblii 0TBETBAMTENb; 8. MpoBOAHMK Npamoii; 9. MpeaoxpaHnTenb
nposogHuka (cm. puc. 5); 10. Urna (cm. puc. 5).

3 ways key Tpexxo4o0Boii KpaH
Body Kopnyc

PucyHok 8. CxemaTU4HOe n306pa>keHne TPEXX0A40BOro KpaHa 1 Kopnyca usgenus.
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PucyHok 9. CTpyKTYypa n3genua: IHTpoabtocepsl IVA, cTepunbHble, 04HOpPa30oBbIe, B
BapuaHTe UCNONHEHNS, ANMHHbIe: 1. O60n104Ka npaclwnpuTens; 2. +/- MATKNIA HAKOHEYHWNK:
3. BTynkapacwupuTens; 4; BTynka 060n104kn; 5 FemocTaTnyecknini knanaH; 6. FlonepeyHblin
OTBETBANTENb.

74. UYepTexk MW: WHTpogblocepbl IVA, cTepuibHble, 04HOpa3oBble, B BapuaHTe
NCMOMHEHNSA, KOPOTKUE, CyKa3aHUeM TeXHUYEeCKNX XxapaKTepucTuk

A

PucyHok 10. YepTexxk M. NuTpogstocepbl IVA, cTepunbHble, 04HOpPa3oBble, B BapMaHTe
NCMONHEHNs, KOPOTKUe, CYyKa3aHMeM TEexXHUYECKUX XapaKTepuUCT UK.

O[HOpa30Bble, B BaOMAHTE UCNOJIHEHNA, KOPOTKUE.

NnHa NINHa BbiABUTratoLLLErocs
A OnvHa OnvnHa nposBogHuKa A A o
pacwmpuTens, 060/TOUKM. MM q pacwmpuTens un3
) pAMOro, Mm
MM 0060/104KHN, MM
A B C D
129+3 70+£3 3003 15+0,5

Tabnuua 5. TexHuyeckue xapakTepucTukn MW: WHTpoabtocepbl IVA, cTepunbHble,

MHTpogbtocepbl IVA, cTepunbHble,
0fjHOpa3oBble, B BApnaHTe Pacwunpurtenb O6onouka
NCMOTHEHNSA, KOPOTKMeE
BHYTpeHHMI1 BHewWwHWiA BHYTpeHHMI BHewwHUi
IVA3F 0, Mmm 0, mm 0, mm 0, Mmm
0,56 1,05 n3 1,40
HeykasaHHble fonycTuUMble 3HaYeHns: £1%
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fAC4Ulip«T«lb

O6onouka

PucyHok 11. YepTexxk MU: NHTpogblocepsl IVA, cTepunbHble, 0JHOPA30Bble, B BapnaHTe
NCMONHEHUA, ANNHHbIE, CYKa3aHUeM TEeXHWUYECKUX XapaKTepUcTHUK.

Tabnuua 6.

MHTpoablocepbl
IVA,

CTepuibHbIE, OnnHa

O/iHOpPAa30Bble, B pacluUpuTens,

BapunaHTe MM
NCMNOJTHEHNA,
ONMVHH ble
BapunaHTt A
NCMOJTHEHNSA
IVA3F50 575+5/-0
IVASE45 525+5/-0
IVAGF80 875+5/-0
IVASEA1.45 485+5/-0
I\VA5F96.45 1035+5/-0
IVATEA1.45 485+5/-0
IVA7F96.45
IVA7F96.90 1035+5/-0
IVAGF80ST 875+5/-0

IVAGF80ST MP 875+5/-0

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

TexHu4Yeckne XapakTepucTHUKN

AnuHa

060/104KHU,

MM

B

500+5/-0
450+5/-0
800+5/-0
410+5/-0
960+5/-0
410+5/-0

960+5/-0

800+5/-0
800+5/-0

MW: WHTpoabtocepbl VA, cTepwuibHble.

+/- MATKNI
HaKOHEYHUNK, MM
(npumeHUMO
TO/IbKO ANA
mMogeneii:
IVAGF80ST,
IVAGF80ST MP)

OnunHa
BblABUralLLerocs
paclwnpuTens u3

060/104KUN, MM

C D

H/n
H/N
H/n
H/N
H/N
H/N
H/n
H/n

27+0,27

50+0,5



Tabnmua 7. TexHuyeckume xapakTepucTukn MW: WMHTpogblocepbl VA, CcTepunbHble,

MHTpogblocepbl IVA,
CTepunbHbIe, 04HOPa30BbIe, B

PacwunpuTtennb O6onoyka
BapmMaHTe UCMOTHEH WS,
ANVHHbIE
BHewWHUA BHYTpeHHU BHYTpeHHUn  BHewwHWi
BapuaHT ncnonHeHums 0. MM 0. MM 0. MM 0. MM
IVA3F50 1,05 0,56 1,13 1,45
IVA5F45 1J5 1,10 1,85 2,40
IVAG6F80 2,10 1,10 2,20 2,80
IVA5F41.45 175 185 2.40
IVA5F96.45
IVATF41.45
IVA7F96.45 2,45 1,10 2,55 3,15
IVA7F96.90
IVABFE0ST 2,10 2,20 2,80

IVAGF80ST MP

HeykasaHHble JonyCcTHMble 3HaYeHna: £1%

8. MepeyeHbL MaTepnanoB MEANLUHCKOTO U3aenuna:

Tabnuua 8. MaTepuansl

HavmeHoBaHWe U3fenusa Unv getanu n
NMovHannexHocTu (uccnegyemble!

PacLumpuTenb 1 060

BTynka pacluvputens
Kopnyc

Brynka
060/104KM KorbLo
Pasbem

[<MOCTaTUYECKWIA KnanaH

BTysika, npefoTepaLLatoLLasn
nepeKpyymBaHe

BoKoBOI 0TBOA,

o Kopnyc
(ot o
KpaH TpexxonoBoii
KpaH

n p CBOAHVIK NPAMONA

MpesoxpaHuUTeNb NPOBOAHMKA

Wrna
[poTeKkTop Urbl

bnnctep*

WHavBmayanbHas ynakoBka
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M3 KOTOpbiXx cocTosT VIHTPOAbIOCEpS

MaTepuanbl, NpuMeHsaeMble NpU
N3roToBMEHUN
MoAM3TUMEH BbICOKOI MAIOTHOCTY (H3KOrO
[laBNeHms1)

(mapka: Alcudia 4810 S25K)
MrmeHT cuHmiA (Mapka: PIGBLEU30P410)
KapboHar srcmyTa (CAS Ne 5892-10-4)
MonvnponuneH (Mapka: PPH5060)
MurmeHT cuHnin (Mapka: PIGBLEU30P410)
HaTypanbHbIii nonnkap6oHaT
(mapka: LEXAN 124R112)
ABC-nnactuk
(aKpunoHUTpUNByTaaMeHCTMPON)
(mapka: TERLUX 2802TR)
Monvamung, (Mapka: Mpunammg L20G)
HaTypanbHbiiA CUAMKOH
(CAS Ne 10097-28-6)
Tepmonnact (Mapka: FASTE (TPE))
MrmenHT Genbii
(mapka: PIGBLANC10020)
MonueuHmnxnopug (Mapka: gfm/4)
HatypanbHbiii nonnkap6oHaT
(mapka: LEXAN 124R112)
MonuatuneH (CAS Ne 9002-88-4)
MrMeHT Genbiin
(mapka: POLYWHITE 8000)

HepxxasetoLLias cTanb (Mapka; 304V)

MonveuHunxnopug, (Mapka; VH-611/3)

HepxaseroLas ctanb (Mapka: SUS 304)
MonuatuneH (CAS Ne 9002-88-4)

MonvenHunxnopug (Mapka: VH-621/9)

Tyvek 1059B 1 ABC-nnactuk
(CYCOLAC EX58F)

IVA, cTepu/bHble,

MpousBognTens

GAZECHIM

PLAST1COULEUR
SN PLUS FRANCE
SPEEDPLAST
PLASTICOULEUR

GE PLASTICS FRANCE

SPEEDPLAST

ESSE INTERNATIONAL
BALTON
KRAIBURG TPE
PLASTICOULEUR

BALTON

PLASTICOULEUR

GUIDEWIRE
TECHNOLOGIES
INEOS Compounds Aycliffe
Ltd, BennkobputaHus
UNISIS
INISIS, AnoHus
MKF-ERGIS Sp. zo 0.,
MonbLua
SUDPACK MEDICA,
PpaHLmna



MpumMmeyaHue: OTHOLLIEHME NUTMEHTA, Kak npaBuio, oT 11 Ha 5 Kr nofnmepa.

AYCTpOiCTBO MoMellaeTcs B 6GAMCTEp Nepef Tem, Kak ero NoMecTUTb B WHAWBUAYaNbHYHO

yNaKoBKY.

Tabnmua 9. MaTepuanbl U3

HaumMeHOBaHUWe N3JeNUS UNWN feTanu U
NPUHafNeXHoOCTK (MccnegyemMble)

O60n04Ka 1 PacLumpuTesb

+/- MArKWIA HAKOHEYHWK

BTyrKa pacLuMpuTens

MpenoxpaHuTeNb 060/104KU W pacLUMPUTESs)

Kopnyc

Brysnka KonbLo
000/104K1

Pazbem

"emocTaTUYecKniA KnanaH

BokoBoiA 0TBOA,

MonepeyHbIin o Kopnyc
3anopHbIi
OTBETB/NTE/b o
KpaH Tpexxonosou
KpaH

Yexon +/- MArkoro HakoHeYHnKa™

VHavBrayanbHas yrnakoBKa

KOTOpbIX COCTOST WHTpoablocepsl

MaTepuansl, NPUMeHsieMble Npu
N3roOTOBNEHUN

MonMaTWEH BbICOKOM NNOTHOCTY (HW3KOTO
[JaB/eHys)
(mapka: Alcudia 4810 S25K)
MrmMeHT cuHKin (Mapka: PLGBLEU30P410)
Kap6oHart BucmyTa (CAS Ne 5892-10-4)

MonunponuneH (Mapka: PPH5060)

TepmonnacT (mapka: TFASTE)
Tpurokeng sucmyTa (CAS Ne 1304-76-3)
MArMeHT KpacHbIiA
(vapka; PLGROUGEG0P260)

MonunponwuneH (Mapka: PPH5060)

MrmeHT Genbiin (Mapka; PIGBLANC10020)
MrmMeHT YepHbIi (Mapka: PIGNOLR)
MUrMeHT TeMHO-3e/EHbIA
(mapka: PIGVERTFONCE70P)
MUrMeHT CBETNO0-3e/1eHbIl
(Mapka PIGVERTCLAI1R70P)
TMIMEHT YKeNThIA
(mapka: PLGJAUNE)

MUrMeHT KpacHbI
(mapka; PL.GROUGEG0P260)

MonunponuneH (Mapka: PPH5060)

Monnamng (Mapka: Mpunavmung, L20G)

HaTypanbHblii nosvkapboHat
(mapka: LEXAN 124R112)
HaTypanbHblil nonmkapboHaT
(mapka; LEXAN 124R112)
HatypanbHblil cynvkoH
(CAS Ne 10097-28-6)
MonusunHUnxnopug (Mapka: gftn/4)
HaTypanbHbli1 nonMkap6oHaT
(mapka: LEXAN 124R112)
Monuatunen (CAS Ne 9002-88-4)
MurmeHT Genbiii (Mapka; POLYWHITE 8000)
MonuatnneH (CAS Ne 9002-88-4)
Tyvek 1059B v Mnactvk ABC
(CYCOLAC EX58F)

IVA, cTepunbHble,

MpoussoanTens

GAZECHIM

PLASTICOULEUR
5N PLUS FRANCE
Total Petrochemicals
(npown3BoguTesb)
Speedplast (aucTpuodbroTOP)
TPE Kraiburg GmbH
5N PLUS FRANCE

PLASTICOULEUR

TOTAL Research and
Technology Feluy, Benbrus

PLASTICOULEUR

TOTAL Research and
Technology Feluy, Benbrus

ESSE INTERNATIONAL
GE PLASTICS FRANCE

GE PLASTICS FRANCE

SALTON
SALTON
GE PLASTICS FRANCE

LM Plastiques, ®paHuus
PLASTICOULEUR
LM Plastiques, ®paHLys
SUDPACK MEDICA,
PpaHLma

MpuMeyaHue: OTHOLIEHWe NUTMEHTA, KakK NpaBunio, oT 11 Ha 5 Kr nonnmepa. FemMocTaTnyecKumii
KnanaH WU NPOKCUManbHbIA KOHEL, 060/104YKMN C LIBETOBOW MApPKUPOBKON He KOHTaAKTUPYHOT C
LUPKYNNPYIOLLE KPOBbIO, OLHAKO MOTYT UMETb HENPAMOM KOHTAKT C KPOBLHO.

*Yexon +/- MATKOro HaKOHeYHM1Ka UCMonb3yeTca B yNnakoBKe TO/IbKO ANna MHTpoabtocepos IVA,

CTEPU/bHbIX, 0O4HOPA30BbIX, B BapuaHTe WCMOAHEHUA ANUHHbIA, IVATF96.90 BO mn3bexaHue
nepekpyynBaHMa HaKoOHeYHUKa, Haxoasawerocs nog 90°.

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



9. OnucaHne NpUHagNeXXHOCTen, MeAULUHCKUX W3AeNni, WUCNoJib3yeMblX COBMECTHO C
3a8B/IEHHbIM U3[EeNNEM:

MHTpogblocepbl IVA, cTepunbHble, 0AHOpPasoBble, B BapuvaHTax WCMNOJIHEHUA - 3TO
WHBA3MBHOE W3[efiie, KOTOPOE WMeeT KOHWYECKYI0 COeAMHUTENbHYK BTYNKy Tuna Jlyep c
KOHYCHOCTbIO 6 %, KOTOpas WCMosfib3yeTca € No6bIMW YCTPONCTBAMU ANA BCTaBKW U3AeNni
9HAO0BACKYNIAPHON XUpYprum. 3TO U3Aenne NPUMEHSAKTCH NPU MPOBELEHUN apTepuanbHbIX U
BEHO3HbIX Mpoueayp, MPeaycMaTpuBaloLLNX YPECKOXHOe BBefieHNe BHYTPUCOCYAUCTbLIX
yCTpONCTB. C MX MOMOLLbIO MOXHO BBOAMTbL TakKue U3LeNns, Kak NpoBOLHMUKN, NPOBOAHNKOBbIE
KaTeTepbl, TUMNEPCENeKTUBHbIE KaTeTepbl A1  Helpopajgvoniornuu, aHruoniacTukm u
WHTEPBEHLWOHHON pagmonornu, a Takxe ynpasnate uMu. CoeanHUTENbHAsA BTY1Ka 00XXUMaeTcs
HenocpefCTBEHHO BOKPYT TPY6KM, YTO rapaHTMPyeT MeXaHNYeCKYH LefIoCTHOCTb.

10. NHdopmauma o nopsfke YyCTAaHOBKM W WHbIX AEACTBUAX, HE06X0AUMbIX ANS BBOAA
MeAULWHCKOro nu3genns B akcnayaTayuio:

10.1. MoaroTosBka MHTpPoAbtocepa IVA:

MpoBepnTb LENOCTHOCTb YMNAKOBKW: OHa He [O/KHA OblTb BCKPbLITOW WA MOBPEXAEHHOWA.
OTKpbITb MNaKeTUK 1 M3BNeYb U3 HEro pas/inyHble KOMMOHEHTbI, CO6/1t0AaA npaBuia acenTUKM.
OcMmoTpeTb UX, YTOObI y6eAUTHCSA B OTCYTCTBMM NMOBPEXAEHUIA.

MMocpeAcTBOM CTepUIbHOTO (YU3NOIOTMYECKOro pacTeopa NPOBEPUThL NPOXOAMMOCTb CUCTEMBI U
yLanuTb U3 Hee BO3AYyX.

BBecTu paclumpuTenb BHYTPb 060/104KMN.

10.2. BeefeHune nHTpoablocepa IVA:

Mocne npoBeAeHMs, Npu HEO6XOANMOCTMN, MECTHOW aHeCTe3nn:

» TIpOKONOTb CTEHKY BbIGPAHHOIO COCYyfa U0 NOAX0AALLErO pa3mepa.

» BBecTu rmbky 4acTb NPOBOAHMKA B MPOCBET UIMbl. B cnyyae ncnosb3oBaHUs J-06pa3HoOro
NPOBOAHMKA, UCNOMb30BATL BbINPAMUTENb.

* Y [anuTb UrNy Noclie BBeLeHUs NPOBOAHMKA B NPOCBeT cocyfa. Ecnm Heo6xo4MMO, HaAaBUTb
Ha MecTO Mnpokona.

o CoOefVHUTb NMHUIO MPOMBIBKM C 3-X XOA0BbIM MepekoyaTesieM 3an0OpHOro KpaHa 060/104Ku
NUHTpoAblocepa. 3anoiHUTL MOMIHOCTbIO 060/104KY WHTpPOAbtOCEpPa renapuHU3MPOBaHHbLIM
(hM3MOMOTMYECKUM PaCTBOPOM WM YAaNNUTb BO3LYX.

e [loAroToBMTb  pacwiuMpuTens  MOpyM NOMOLWM  wWnpuua € renapuHU3MPOBAHHbLIM
(hU3M0N0TNYECKUM PacTBOPOM.

* T[10NIHOCTbIO BBECTM paciMpuTenb B 060/104KY MHTPOLbIOCEPA.

BHMUMAHWE! CnegyeT BBOAWTbH pacliMpuTeNs B LEHTP KfhanaHa 060/104KMW.
dopcupoBaHHOe BBefleHWe 3a NpejenaMu LeHTpa KnanaHa MOXXeT NPUBECTU K MOBPEXAEHUIO
K/lanaHa u NCTeYeHUIo KPOoBMW.

e YCTaHOBWUTb pacluMpuTenb ¢ 060/104KON Ha MPOBOAHMK. MpU MPOXOXAEHUN Yepe3 KOXY
npoABuUratb, cnerka spawias, 060/104Ky C pacLUMpUTENEM.

e [MpoBepuTb NONOXEHWE UHTPOAbLIOCEPA C MOMOLLLK aHrMorpaguu.

* Y[anuTb NPOBOAHUK N pacllnpuTenb, yaep>Knsas 060/104KYy MHTPOAbIOCEpPA Ha MeCTe.

* [lpn BBOAE, WMCNO/Mb30BAaHUM WAN BbLIBOAE KaTeTepa M3 0060/104KM BCerfja YLepXuBaTb
0060/104KY Ha MecTe.

10.3. YpganeHune nuTpogstocepa IVA:

Mocne n3BnevyeHNsa KaTeTepa, UCNOJb3YEMOrO C /1e4e6HbIMU W ANArHOCTUYECKUMU LeNaMu:
* MefNeHHO BbIBECTU 060/104KY UHTPOAbIOCEP], NPOLBUTas ee napanienbHO KOXe.

* [locne yfaneHusa 060104Ky HafjaBUTb HA MECTO NPOKO/a.
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11, WHdopmauna o6 ycnoBuAXx TPAHCNOPTUPOBKKA, XPaHeHWa U  3KcnayaTauuu
MeLNLMNHCKOrOo U3fenns:

Ycnosua TpaHcnopTupoBaHuA: Temnepartypa Bo3gyxa ot -10°C po +35°C  npu
OTHOCUTENIbHOW BRaXHOCTN 0T 35% A0 80% (HEeKOHAEHCMpPYOLLAACca) U aTMOCHEPHOM AaBNEHUN
500-1060 rlMa Baanu OT BO34eACTBUA NPAMbK COTHEUYHbIX Ny4ei.

YCnoBusa XpaHeHusa: XpaHWTb WU3Lenve B YNakoBKe MpeanpuATUA-U3roToBUTeNs B CYXOM,
YnCTOM MeCTe, BAaIM OT WCTOYHMKOB Tenmia W MNPSAMbIX COMIHEYHbIX Ny4yeid, npwu
KOHTponimpyemoit Temnepatype. CpoOK XpaHeHUs YyKasaH Ha I3TUKETKe KaxAoro u3fenus.
Temnepatypa Bo3gyxa oT +15°C go +27°C npu OTHOCUTENbHON BNaXHOCTM 0T 35% Ao 80%
(HeKoHAeHcmMpytowasca) n atmocgepHoM gasneHun 500-1060 rMa.

Ycnosusi akcnnyaTauuu: Temnepatypa Bo3gayxa oT +20°C go +25®C npu OTHOCUTENIbHOWA
BnaxHoctn ot 35% po 65% (HekoHAeHcupyowasacs) n atmocgepHom gasneHun 500-1060 rfa
BAANN OT BO3AENCTBUA NPAMbIX COMHEYHbIX yyeid. M3fenne BpeMeHHO 3KCnayaTupyeTcs B Tene
yenoseka npu temneparype ot +32°C po +42°C. MN3penue skcnayaTupyetcsa B Tesie 4yefioBeka
MeHee 24 4acos.

| 12, WHopmaums o Hannuuu B MEAULMHCKOM W3[4enuu NekapCTBEHHOro cpeacTBa Ans
MeAULUNHCKOTO  MPUMEHEHMS, MaTepuanos  >XUBOTHOIO nu 4eN0BeYECKOro
MPONCXOXK J€HURA:

He npumeHumo. NHTpogbrocepbl IVA, cTepunbHble, 0AHOPA30Bble, B BAPUAHT UCMOSTHEHUSA He
cofiepXXaTt B cOCTaBe U3fenuns IeKapCTBeHHbIe npenapartbl Uy papmaleBTnyeckme cybctaHLmm,
a TaKXXe MaTepuanos >XMBOTHOMO MM YETOBEYECKOr0 MPOUCXOXAEHMS.

13, WHdopmauna o nopsafgKe YCTAHOBKM, MOHTAa><a, HaCTPOWKM M KanmbpoBKH,

HeoOXo4MMble ANA BBOLA MEAULUHCKOTO U3LeNus B aKcnayaTauuio:

He ucnonb3oBaTh, ecnn yrnakoBKa BCKPbITa UK noBpexzaeHa. Mpu HENOBPeXAeHHON ynakoBKe

N3L0enns CTEPUbHBI.

e WHTpoabtocepbl IVA, cTepunbHble, 04HOPa30Bble, B BapMaHTax UCMOMHEHMA npegHa3HayeHbl
TO/IbKO NS OfHOPa30BOro MCMonb30BaHMA. He ncnonb3oBatb MOBTOPHO. J1l060e NOBTOPHOE
ncrnonbL3oBaHMe MegUUMHCKOro U3fenns NPpUBOAUT K BbICOKOMY PUCKY 3apaXkeHus nauuneHTta
N K YXyALWeEHNO pabounx xapakTepucTuK nsgenus.

* He cTepunnsosaTtb NOBTOPHO 3TU U3LENNS.

* XpaHuTb B CyXOM, 3allMLLEHHOM OT CBeTa MeCTe Npy KOMHaTHON TemrnepaType.

* He ncnonb30BaTb NOCNE UCTEYEHMSA CPOKA FOAHOCTMW.

* OTW u3fenua  [LO/DKHbl  MPUMEHATHCA TONbKO Bpavamu-cneyuanncramm B 06n1acTu
WHTEPBEHLUMOHHOW  HeWpopagnonorum  wu/vnu  WHTEPBEHUWOHHOW  paguonorun  un/unm
Kapamnonoruu.

o CnepyinTe MHCTPYKUMAM MO MPUMEHEHUIO COBMECTUMbIX U3JeNUA C JaHHBbIM MeAULHCKUM
n3gennemM, MCNoMb3yemMblX COBMECTHO B 06/1aCTU WHTEPBEHUMOHHOW Heilpopaanonorum
N/MNN NHTEPBEHLMOHHON pPagnonornm n/mnmn Kapguonoruu.

« Cobntofatb WHCTPYKUUWU MO MNPUMEHEHWUIO W3AENUiA, UCNOoNb3yeMbK COBMeCTHO ¢ MW:
MHTpoabtocepbl IVA, cTepunbHble, 04HOPa30BLIe, B BapnaHTax UCMOMHEHNUS.

14, Tpe6oBaHMS K NMOMELLEHWAM, B KOTOpPbIX npejnonaraeTcsd ycTaHOBKa MeAULUHCKOTO
n3nenuns:

WMHTpoabtocepsl  IVA, cTepunbHble, OJHOPAa30Bble, B BapuaHTax WCMOMHEHUA [O/DKHbI
MCNOMb30BaTbCA B TMOMELLEHMAX nNpu Temneparype Bosgyxa or +20°C po +25°C npu
OTHOCMWTENIbHON BAaXHOCTU 0T 35% A0 65% (HEKOHAEHCUpPYHOLLasca) N aTMOCHEPHOM AaBeHUM
500-1060 rMa Bfann OT BO34ENCTBMA MNPAMbIX COJIHEYHbIX fNydvel. W3genne BpemMeHHO
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aKcnyatupyetca B Tefe 4YefioBeka npu Temneparype ot +32°C po +42°C. W3penwue
3KCM/yaTupyeTca B Tesie Yen0BeKa MmeHee 24 4acos.

15. NHdopMauus aas npoBepku MPaBUbHOCTY YCTaHOBKU MeAULUHCKOTO WU3AENNs U ero
roTOBHOCTMW K 6e30macHoli paboTe akcnayaTaymn” Bktoyas:

a) Copep>kaHue U NepMoAMUYHOCTb TEXHUYECKOro 06CNY>KMBAHWUS, BK/IOYAs OYUCTKY K
Ae3VHMEKLNI0 MEAVNLMHCKOTO U3LeNNs:

NHTpoabtocepbl IVA, CTepunbHble, OLHOPa30Bble, B BapuMaHTax MCMOMHEHWS He nognexar
TEXHUUYECKOMY 06CNYXMBAHUIO, OUNCTKE UMK Ae3UHDEKL N,

b) [lMepeyeHb nNpefOCTAaBNEHHbIX MPOU3BOANTENEM MEAULNHCKOTO W3LeNNA CBeLeHWMN,
KNK0Yen 1 naponein gocTyna He0OXO0AUMBIX AN MOHT aXKa M TEeXHUYECKOro 06Cny>KunBaHns:
MHTpoabtocepbl IVA, cTepuibHble, 04HOpPa30oBble, B BapnaHTax UCMoNHeHUsa He cogepxart MO,
CBELEHWI, K/O4Yeid wnnm naponieil Aoctyna Heo6XOAWMbIX AN MOHTaXa W He MOAJeXUT
TEXHNYECKOMY 06CNYyXNBaHUIO.

c) MepeyeHb pacxoHbIX MaTepMasnoB, a Tak>Ke npoteaypa ux NPUMEHEHUS N 3aMeHbI
NHTpoabtocepbl IVA, cTepunbHble, OAHOPa30Bble, B BapuaHTax WCMOMHEHUS He cofepXaT B
COCTaBe PACXOfHbIX MaTepuanos.

d) HeobxogmmocTb KanmbpoBKM Ans obecneyveHUs Haane>kauleidr m 6e3onacHoil paboThl
MeANLMHCKOIO U3aennsa B Te4eHUM cpoKa ero cny>k6oi:

He npumeHnmo. Ona MU «UHTpoAabtocepbl VA, cTepunbHble, O0AHOPAa30Bble, B BapuaHTax
NCMOMIHEHNA» HET HEOOXOAMMOCTMN B KaNnMOpoBKe AN obecneyeHns Hagnexatel n 6e3onacHoi
paboTbl MEAULMHCKOTO U3MeNNA B TeHeHUe CPOKa ero Ciyxobi.

e) MeTofbl CHUXKEHWS PUCKOB, CBA3AHHbIX C YCTaHOBKOW, KannbpoBKOW UNN TEXHUYECKUM
obcny>KnBaHneM MeLULMHCKOro U3Lenns:

[Nns CHWKEHWA PUCKOB, CBA3aHHbLIX C ycTaHOBKOW MW «WHTpogbtocepbl IVA, cTepunbHble,
OflHOpa3oBble, B BapWaHTax WCMOMHEHUA», CfeflyeT BHMUMATe/IbHO O03HAaKOMWUTbLCA C
WNHCTpYyKLMeE MO NPUMEHEHUIO Ha AaHHOe M3[enune, a TaKKe C UHCTPYKLMENn No NpUMEHEHUIO,
COBMECTHO McNonb3yemoro wusgenus. Mogpo6Ho B [lyHkTe 9 «WHdopmauns o nopsigke
YCTaHOBKM, MOHTaXa, HacTPOMKM U KannbpoBKW, HeobXoAuMMble [15 BBOAA MeLULMHCKOro

- n3enns B 3KCMAyaTaLuio».

I N3penve sBNSeTCS OfHOPa30BbIM U He TMOAPa3yMeBaeT TEXHWUUYECKOTO O0GC/yXMBaHMS.
Kanu6poBka Tak e He TpebyeTcs, BCe HE06XOAMMble HACTPOWKM YXe npefyCTaHOB/EHbI
MPOU3BOANTENEM.

/) WHbopmauna o MOHTa>ke, Hanagke, HacTpolike, KannbpoBKe W WHbIM AEACTBUAM,
Heo6XoAMMbIM ANA BBOLA MEAMLMHCKOIO W3[enns B 3KCMAyaTauulo W ero npasuabHOM
akcnnyaTauun (npumeHeHus): He npumeHnmo. Ana MU «HTpoabtocepsl IVA, cTepunbHble,
0fHOpa30Bble, B BapuaHTax UCMOMHEHUA» HET HEOOXOAMMOCTU B MOHTaXe, HaNafike, HaCTPOViKe,
KanmbpoBKe W WHbIM [AelCTBUAM, Heo6XOLMMbIM [ANS BBOA MEAWLMHCKOTO W3fenvs B
aKcnnyartawuuio 1 ero NpaBUIbHON aKcnayataumm (MPUMEHEHUS).

g) VIHopmaumna o0 nepevyHe OCHOBHbLIX XapakKTepucTUK M0 MPUMEHEHUIO MeLULMHCKOIOo
N3aenns, ycnoBMsaM TPaHCNOPTUPOBKM N XPaHEHUSA:

Ycnosus TpaHcnopTupoBaHWA: Temnepatypa Bosgyxa ot -10°C pgo +35°C  npu
OTHOCUTENbHOI BNaXHOCTM oT 35% A0 80% (HeKOHAEHCUPYHOLLAsAcs) U aTMOCHEepPHOM AaBeHUN
500-1060 rMa Bganv OT BO34ENCTBUA MPAMbIX COMHEYHbIX NyYel.
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Ycnosusi XpaHeHWA: XpaHUTb W3fenue B YNakoBKe MNPefnpuUATUA-U3rOTOBUTENS B CYXOM,
YNCTOM MecTe, BAaIM OT WUCTOYHWMKOB Tenmia W MNPAMbIX COMIHEYHbIX /yyein, npwu
KOHTponunpyemoin Temnepatype. CpOK XpaHEHUs yKa3aH Ha I3TUKETKE KaxAoro wusgenus.
Temnepatypa Bo3gyxa oT +15°C fo +21°C npu OTHOCUTENbHON BRaxXHOCTU oT 35% ao 80%
(HekoHAeHcupytowanca) u atmocgepHoM gasneHum 500-1060 rlMa.

16. WHpopmauua o0 CTepubHOM COCTOAHUU MeAULMHCKOro un3genns, MeTofe ero
cTepunmsauunm n o NopsagKe 4eiCTBUI B clydyae HapyLLeHWs CTepPUIbHON yNaKoBKW:

Kaxpoe MU «UHTpoablocepbl IVA, cTepunbHble, 04HOPa3oBble, B BapuaHTax WUCMOMHEHUA»
nocTaB/fiseTcd B BMAE OAHOPa30BOro CTEPUNLHOIO U3Lenuns, KOTOpoe ynakoBaHO B (PUHMMLLIYIO
yMnakoBKYy AN CTepunuvsauymy M CTEPUIM30BAHO ra3oBbIM METOAOM CTepUAM3alun OKCULOM
3TuneHa. B cnyvae HapyleHUs CTEPU/IbHOM YNakoBKW M3genve 3anpeweHo MCMonb30BaTh U
HeoOX0ANUMO HeMeA/IeHHO YTuam3uposatb. [MOBTOpHas cTepuavsauma W3genns nNpuBOAUT K
BbICOKOMY PUCKY 3apaKeHUs nauneHTa u K yXyaLeHno paboyunx xapakTepucTuk nsgenus.

17. VIH(opMauusi o nopsigke 06paboTKU MeAULMHCKOrO M3fenvs ANsi ero MoBTOPHOro
MCMO/Mb30BAHNS:

3aenvie NOCTaBNSAETCS CTEPU/IbHBIM W He NMOANEXUT 06paGoTKe, Ae3VH(EKL NN NN NOBTOPHOI
cTepunusauymmn. Mocne MCNonb3oBaHUS U3fenne 3anpelieHo K MOBTOPHOMY MCMO/Mb30BaHUIO U
MOANEXWUT HeMeANEHHON yTunusaummn. J1lo60e NOBTOPHOE WCMOMb30BaHWE U3LENNS NPUBOANUT K
BbICOKOMY PUCKY 3apakeHUs NalueHTa v K yXyaleHno paboUunx xapakTepucTuk naaenus.

18. NHMopmaunio, Heo6XoauMY ANA MAEHTUMUKALUN MeAULUHCKUX W3LeNNIA C Lenbio
nonyyeHns 6e3onacHoii KoMOMHauuW, U UHGOPMALN 00 M3BECTHbLIX OrFPaAHMYEHUAX MO
COBMECTHOMY MCMOMb30BaHNIO MeAULUHCKNX U3LeNNIA:

B nyHkTe 9. «OnucaHve NpUHAANEXHOCTER, MEANLMHCKUX U3LeNNA, NCNOMb3YEMbIX COBMECTHO
C 3aMBfIEHHbIM M3[4eNIMeM», yKasaHbl U3genus, ¢ KotopbiMu MHTpoabtocepsl IVA, cTepunbHble,
OfjHOpa30Bble, B BapuaHTax WCMNOJIHEHWA MOTYT 6blTb WCMNO/b30BaHbl. BCHO Heobxo4MMYyHO
MH(OPMaLMIO MO UCMONb30BAHUIO U U3BECTHbIX OFPaHUYEHUAX MOXHO HANTU B MHCTPYKLUAX MO
NMPUMEHEHWIO MpUNaraemMblX K KaXXg0oMy MeAULUNHCKOMY M3AeNni0 KonaHunm «BANT».

19. WHdopmauna o npupoge, Twune, a Tak>Ke 00 MHTEHCUMBHOCTM WU pacnpeaeneHnm
N3My4yeHNs B Npouecce aKcnayaTayunum MeguumMHCKOro n3genns:

He npumeHnmo. VHTpoabtocepsl IVA, cTepufibHble, 0AHOPAa30Bble, B BapuaHTax WUCMOMHEHUA
He MCnosb3yT PY-3Heprnio, no3aToMy He MOTyT CO34aBaTb 3/IEKTPOMarHUTHOrO Moss U ero
nomex.

20. NHhopmaumsa o Mepax NpefoCcTOPOXKHOCTU, NpeanpuHUMaeMbIX B Cnydae:

a) HeucnpaBHOCTU MeAMUMHCKOrO W3genvsi, cb6osi B ero paboTre WAM OTKIOHEHWUI B
(MYHKLMOHUPOBAHUM, KOTOpPble MOTYyT BAUATbL Ha 6e30NacHOCTb MeAULUHCKOrO U3Lenus, B
TOM 4Yuncne onpefensieMblX N0 BHELWHUM NpPU3HaKaMm:

CnepyeT o6paTutbeca K MyHKTY 10 Ang nony4vyeHust nHopmayuy no BbISIBNEHWUIO BO3MOXHbIX
HemcnpasHoCTel, c60eB B paboTe UM OTKNOHEHWI B (YHKUMOHWPOBAHWUW, KOTOPble MOTYT
NOBMNATL Ha 6€30MacHOCTb MeAUUUHCKOr0o U3fenuns, B TO YMCNe ONnpeaensieMblX MO BHELWHUM
npu3Hakam An5 BO3MOXXHOCTM UX YCTPaHeHUS.

b) Bo3gelicTBMA Ha (YHKLMOHMPOBAHME MEAULMHCKOro W3AeNnusi BHeWHWUX (akTopos,
CBAA3AHHbLIX C MPUMEHEHWEM MEAULMHCKOro un3genua B KOM6GMHauMu ¢ Apyrumu
MeAULWHCKUMMN U3LeNNAMMN:

CnefyeT 06paTuThCA K MHCTPYKUMAM MO NPUMEHEHUIO K U3AENNAM, KOTOPble MCMO/b3YHTCA
COBMecCcTHO ¢ MW WHTpoablocepsbl IVA, cTepunbHble, 04HOPAa30Bble, B BapMaHTax UCNOHEHUS
(MyHKT 9. IHCTPYKLUMM NO NPUMEHEHNIO);
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C) PWCK 3/1eKTpOMarHMTHbIX MOMEX, CO34aBaeMbIX MeAULUHCKUM U3LeNneM, OKasblBatoLue
BNAHWE Ha ApYyroe 060pyAoBaHME:

He npumeHnmo. NHTpogbtocepbl IVA, cTepuibHble, 04HOPAa30Bble, B BapMaHTax MCMNO/HEHUS
He Mcnonb3yT PU-3Hepruio, noaToMy He MOTyT CO34aBaTb 3/IEKTPOMArHUTHOIO MO U ero
nomex.

21. Mpepynpe>kaeHns U Mepbl NPeAocTOPOXKHOCT U, NpeanpuHUMaemMblie NOTPeoUTENAMU
npu MPpUMEHeHUN MeSULMHCKOro W3fenus, cofep>kallero nekapcTBeHHOE CPeAcTBO AN1A
MeAULUHCKOro TMPUMEHEHMA, MaTepuanbl, KOTOPble ABAANTCA KaHLUEPOreHHbIMNU,
MyTareHHbIMW, TOKCUYHbIMU, BO3SMO>KHOE Bblie/fIeHNEe NN BbIMbIBaHE KOTOPbIX NPUBOANT
K CeHCMbunmsaunn, aniepruyeckon peakunm n oTpuLaTebHO BIUAET Ha PenposyKT UBHYIO
DYHKUMIO:

He npumeHnmo. NHTpogbtocepbl VA, cTepunbHble, 04HOPa30Bble, B BapuaHTax UCMNOSHEHUA
He cofjepXaT B COCTaBe W3feNnsA JIeKapCTBEHHbIE CPefCTBa, apmalieBTUYecKue cybecTaHLumm,
maTepuasbl XXUBOTHOIO WM YE/I0BEYECKOr0O MPOUCXOXKAEHUA, MaTepuanbl, KOTOpble ABNAKOTCA
KaHLEpPOreHHbIMW, MyTareHHbIMWU, TOKCUYHLIMWU, BO3MOXHOE BbliAefIeHNne WIM BbiIMbiBaHUeE
KOTOPbIX MPUBOAUT K CEHCUMOWUIM3ALUW, annepruyeckor peakumm U OoTpuLATENbHO B/MAET Ha
PENPOLYKTUBHYIO (YHKLUIO.

22. Tlpefynpe>kieHUA U Mepbl NMPefocTOPOXKHOCTU, NpeanpuHUMaeMble NoTpebuTenem
npuvyTUAN3aLNN MeAULUHCKOTO U3AeNuns, NPUHaaNe>XXHOCTEeN NpacxogHblX MaTepnasnos:
YTunansauunw mnsgenna nposoguTb B cooTteetcTBumM ¢ CaHllmH 2.1.7.2790-10 gna otxonos
Knacca B (3nMaeMnMonornyeckum onacHble  0TXogbl). [locne annapaTHbIX  cnoco6os
o6e33apaxxuBaHMa € NpUMeHeHWeM (U3NYeCKUX MEeTOAOB U W3MEHEHWS BHeLWHero Bujaa
O0TXO0[0B, MUCKNOYAKOLLEro BO3MOXHOCTb UX MOBTOPHOI0 NpUMeHeHMs, 0TX0A4bl Kiaccos b moryT
HakKananMBaTbCA, BPEMEHHO XPaHWUTLCA, TPAHCNOPTUPOBATLCHA, YHUUTOXATLCA U 3aX0paHMBaTbLCA
COBMECTHO C O0TXxojamu knacca A (3NMAEMMONOTMYECKN 6e3onacHble OTXOAbl, MO COCTaBy
npuénuxeHHble K TEO). YnakoBka o6e33apaXeHHbIX MeAULMHCKUX 0TX0A0B KfaccoB b fonmkHa
MMEeTb MapKMpPOBKY, CBUAETE/IbCTBYIOLLYIO O NPOBeAeHHOM 06e33apaXKnBaHnmn 0TXOL0B.

23. WHgopmauma 06 obcToATenscTBax, MNpM KOTOPbIX MNOTPedbuTeNb  [OSI>KEH
NMPOKOHCY/Ib TUPOBATbCA C MEAULUHCKUM pab0THUKOM:

N3penve wucnonb3yeTca TOMbKO BpavyaMu-cneumanuctamm B 061acTV  MHTEPBEHLMOHHOA
Henpopagmonormm n/Mnn NHTEPBEHLMOHHON PagnoNorun. Y cnoBusi NpUMeHeHUs: nevyebHble U
neyebHO-NPOUNIAKTUYECKME MEAULMHCKNE Y4YpeXAeHMsA, TOMbKO MO Ha3HaYeHUIO0 Bpaya-
cneymanucta. Mcxoga m3 atoro, cnegyeT BbiBOA, UTO B /1I060OM ciyyae NoTpebuTenb AOMKEH
MPOKOHCY/IbTUPOBATLCA C MEAULMHCKUM paboTHMKOM, Ans onpejeneHns Heob6xXxoguMMocTu B
nposefjeHnn onepaynu, WU KakK cneactevMe ucnonb3osaHne MW  WUHTpogbtocepbl VA,
CTepuNibHble, OfHOPa30Bble, B BapuaHTax WCMOMIHEHMWA, Nepej MnpoBedeHMeM onepauuu no
am60/11M3aLMm COCYZ0B ro/1I0BHOT0 MO3ra.

24.  WHpopmauma 0 MepBOHA4YanbHOM  BbIMYyCKE  WAW  MOCNeAHEM  MepecMOTpe
aKcnnyaTaynoHHOW AOKYMeEHTaLnu:

He npumeHumMo. OTCYTCTBYeT WH(OpMaLMs O MNepBOHAYasbHOM BbIMYCKE W MOCNEAHEM
nepecMoTpe 3KCM/yaTalnoHHON JOKYMEHTaL WK,

25. MMopAajoK Nycnosma yTUNM3aLMnN NNN YHNYTOXKEHUN MeAULNHCKOTO U3Lenns:

YTunnsauno wnsgenns nposogutb B cooTeetctBum ¢ CaHllmH 2.1.7.2790-10 ana oTxofos
Knacca b (anmpemumoniormyecks onacHble 0TX0Abl). [locne annapaTHbIX CNoco6oB
ob6e33apaxuBaHua C MPUMeHeHUeM (U3NYECKMX MEeTOAO0B W W3MEHeHMs BHELHEero BufAa
0TXO[0B, UCK/OYAKLWEro BO3MOXHOCTb UX NOBTOPHOIO NMPUMEHEHUS, OTXO0AbI Knaccos b moryT

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



HaKanMBaTbCs, BPe-MEHHO XPaHUTLCSA, TPAHCMOPTMPOBATLCS, YHNUTOXATLCSA U 3aX0PaHUBATLCS
COBMECTHO C O0TX0A4aMu Knacca A (3NMAeMMonoruuyecky 6esonacHble OTXOAbl, MO COCTaBY
Npu6nnxKeHHble K TEO). YnakoBKa 06e33apaKeHHbIX MeJULUHCKUX 0TX0A0B KNaccoB b fomkHa
MMeTb MapKVNpPOBKY, CBUAETENLCTBYIOLLYHO O NMPOBEAEHHOM 06e33apaXKMBaHUM OTXO/0B.

26. CBefeHNA 0 MapKMUPOBKe yNnaKoBKN:
MapKknpoBKa Ha YyMnakoBKe (UHWLWIHOW  CTepunusauuM UAEHTWYHA MapKMpOBKE  Ha
WHAVBUAYANbHOW KapTOHHOM ynakoBKe.

MapKupoBKa COAep>KunT:
HanmeHoBaHWe 1 MOfeNlb U3fenus;
JToroTnn KOMNaHuu;
WHhopmaLumio o nponssoanTene;
Cxemartnyeckoe n3obpaxeHune n3genus;
KonunyecTso;
[vameTp paclunpuTens BHyTPEHHUA/HaPYXXHbIN;
AvnameTp 060/104YKN HAPYXHbIN;
ApdeKkTnBHAA fNNHA paCLUNPUTENS;
Homep naptuu;
Howmep no Katanory;
[aty n3rotosneHus,
[aty ncreyeHns cpoka rogHocCTu;
CumBon «He ncnonb3oBatb NPy NOBPEXAEHHOW YNaKOBKe»;
CumBon «3anpeT Ha NOBTOPHOE NMPUMEHEHUEY;
CumBON «He gonyckatb BO3AeliCTBUA CO/IHEYHOMO CBeTa»;
CrmBoN «OBpaTUTECh K MHCTPYKLMY MO MPUMEHEHUIO;
CumBon «OCcTOpOXKHO! O6paTnTECh K CONPOBOANTENbHOM AOKYMEHTALUN»;
CumBon «3anpeT Ha NOBTOPHYIO CTEPUN3ALMNIO»;
Cumson «CtepunusosaH 30»;
CumBon «bepeusb 0T BRarn»;
Cunmeon «Mapknposka CE»;
CumBon «QR-kop»;
CumBON «ANUPOTEHHO»;
Cumson «EBponeiickunii Homep ToBapa;
Cumeon «OCTOpOXKHO! XpynKoe»;
Hapgnuce «He TOKCUYHO»;
HanmeHoBaHWe n3fenns Ha pasHbiX A3bMcax;
KonnyecTBo n3gennin BHyTpu yrnakoBKMu.
CsefieHns 06 YNONHOMOYEHHOM MNpefCcTaBuTene™;
Ne PernctpalMOHHOI0 y40CTOBEPEHNA™.

*[ocne NPOXOXAEHUA NpoLesypbl PerncTpaymm.

Homep no katanory

wT Homep napTum
2 VMcnonb3oBsatb [0

[aTta n3rotossieHus
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a Mapkuposka CE

STERILE 1EO CrtepununsosaHo O3

A BHumaHune! O6paTuTech K MHCTPYKLMM MO NPUMEHEHMIO

3anpeT Ha NOBTOPHOE NPUMEHEHME

He ncnonb3oBath Npu NOBPEXAEHNN YNaKOBKM

|a O6paTUTECh K MHCTPYKLMMW MO NPUMEHEHWIO
He gonyckaTb BO3/€MCTBME COMHEYHOrO CBETa

bepeub oT Bnaru!

Il I LN |}
M "n I EBponelickunii Homep ToBapa

MponssoguTesb

@ 3anpeT Ha MOBTOPHYIO CTEPUNN3ALNIO

pB-kof

)

OcTtopoxkHo! Xpynkoe

AnnporeHHo

27, TapaHTUK
Cpok rogHocTu - 5 neT. CpoK COXpaHeHMUs CTePUSIbHOCTU - 5 feT.

Ajpec gna npuema peknamayuii:

O6LecTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «LleHTp MepuHatanbHon MeanunHbI»

KO pupamnuecknin/daktnyecknin agpec: 109004, r. Mocksa, ToBapuuieckuii nep., 4. 20, cTp. 4
NHH 7709063317, KMM 770901001, OKHO 40286236.

lMpounssognTens:

«BANTT OKCTPY)XH CAC» (BALT EXTRUSION SAS), ®paHums
10 pto gto na Kpya BuHbepoH 95160 MOHMOPAHCW, ®dpaHuymns
(10 we de laCroix Vigneron 95160 MONTMORENCY, France)
+33 1O 39 89 46 41

+33 (On 37 17 03 46

silvana.brown@balt-usa.com
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Poccuiickas ®Pepepauus
Mopog Mocksa

BocemMHaguaToro gekabps gse Thicayun AeBAaTHaALaTOoro roga

A, Akumos 'ne6 bopwrcosud, HoTapuyc ropoaa MockBbl, CBALETENLCTBYHO NOA/MHHOCTh NOANUCH
nepesofumka lNaHkoBa AHapes BUKTOpOoBMYa.

Moanuck caenaHa B MOEM NPUCY TCTBUM.

JIn4HOC T NOANMCaBLLIEr0 AOKYMEHT YCTaHOB/EHA.

3aperycTpupoBaHo B peecTpe: Ji 77/09-H/77-2019-
B3bICKaHO rocyaapcTBEHHON NOLLWMHBI (1o Tapwudyy): 100 pyo.
YrnaueHo 3a oKaszaHvie yCnyr npasoBoro v TexHU4eckoro xapakTepa: 200 pyo.

6. Akum

Bcero npoLuHypo
N CKpensieHo ney

HoTapuyc
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