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Figure 2: Appearance ofthe device ECLIPSE2L in the

Figure 1: Appearance ofthe device without package : o
final packagefor sterilization

Figure 3: Appearance ofthe device COPERNIC2L in thefinal Figure 4: Device structure
packagefor sterilization

Note: All components o fthe product are a single unit and are not used separatelyfrom each other.
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4. Technical speciHcation

Component Raw material, used in the catheters ECUPSE2L / COPERNIC2L Supplier

Connector Polyamide, mark Grilamid TR90 EMS-Chimie Ag, Switzerland
(Hub) Pigment green (green C), CAS # 1328-53-6 PLASTICOULEUR, France
Rigid tube Polyamide, mark Grilamid L20G EMS-Chimie Ag, Switzerland
Pigment green (green C). CAS # 1328-53-6 PLASTICOULEUR, France
Intermediate Pglyetherblockamide PEBAX 7033 SA ARKEMA, France
tube Pigment blue CAS # 57455-37-5 PLASTICOULEUR, France
Pigment White (WHITE Ti02) CAS # 13463-67-7 PLASTICOULEUR. France
Flexible tube  Polyetherblockamide PEBAX4033SP01 ARKEMA, France
Polyetherblockamide PEBAX2533SD02 ARKEMA, France
Super  flexible Thermoplastic elastomer mark THERMOPLASTIC TF6ST KRAIBURG, Germany
tube Pigment blue CAS # 57455-37-5 PLASTICOULEUR, France
Pigment White (WHITE Ti02) CAS # 13463-67-7 PLASTICOULEUR. France
Extra  flexible Thermoplastic elastomer mark THERMOPLASTIC TF6ST KRAIBURG, Germany
tube Thermoplastic polyurethane mark ESTANE 58562 LUBRIZOL, Germany
Internal tube  Polytetrafluorethylene PTFE Lake Region Medical, USA
cHo)g':irr?g hilic Polyvinyl pyrrolidone (PVP) Accros Organics, Belgium
Balloon CHRONOPRENE25A AdvanSource Biomaterials, USA
Braid X 7NAir'i‘fgf)(I]2{_8;0keI-titanium alloy, 45% titanium CAS # 7440-32-6, 55% nickel CAS #FORT WAYNE Metals, Ireland i
Brand LOCTITE® 4011 }
Composition: Epoxy resin CAS # 25068-38-6 - 35-50% HENKEL, Germany
Butanediol diglycidyl ether CAS # 2425-79-8 - 25-35%
Adhesive X Isqphorone diamine CAS# 28_55-13-2 - 7-10%
Trimethylhexamethylenediamine CAS # 25620-58-0 - 5-7%
Araldite® 2020
Ethyl-2-cyanoacrylate CAS # 7085-85-0 - 99.9% - 100% HUNTSMAN, USA
Hydroquinone CAS # 123-31-9 - 0,01 - <0,1%
Radiopaque Gold 99% brand z199.99, impurities 1% (not more) Lead 0.003, Iron 0.004, Antimo-Johnson Matte
marker i ny 0.001, Bismuth 0.002, Copper 0.007, Silver 0.008 Noble Metals, United Kingdom
Mandren * Stainless steel {AISI SUS 304L) Fort Wayne Metals, USA
Protective rim * Polyethylene (Rigidex 5502 GA) INEOS Olefins & Polymers, UK,

Rim holders *  Polyethylene (Rigidex 5502 GA)
Pigment blue CAS # 57455-37-5

* Components of the product that do not come into contact with circulating blood, but contact directly or indirectly with the human body

(J): The components are not intended for direct or indirect body contact.

Note: The pigment ratio is generally from 1g of dye per 5 kg of polymer.

INEOS Olefins & Polymers, UK i
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Total length, mm

EfTective length, mm

Diameter and length of the
distal part, mm

Overall dimensions of the
balloon, (Max. 0 x length)
mm

The maximum volume of
balloon (the balloon is
hypercompatible with no
tolerance required), m

Maximum Ailing time of
the balloon, sec
Maximum time of balloon
discharge, sec

Maximum allowable pres-
sure in the balloon:
Balloon burst pressure
Tensile strength, N

Inner diameter (Main
lumen), mm

Double lumen thickness,
mm

Double lumen width, mm

Weight, g

Connector type
Hydrophilic coating

b hg

bl g A
1600 1600 1600
(33 (+33-  (+33-
20 20 20)
150 1500 1500
33 (+33-  (+33-
20 200 20
068
% oea 06
6X7 6x9 6x12
020 025 030
04 04 04
09 09 09
115 115 115
gg§ 33400 33400
T ® 3

Unspecifiedpermissible values: + 1%
Appearance of the device: The device surface has no foreign inclusions, bubbles or streaks. The surface is smooth, has no technological and surface defects and provides minimal trauma to ves-

sels when being used. The catheter is biologically safe and compatible with biological body fluids. Cannula and other parts of the catheter do not allow fluid leakage.

The device is not implantable and is removed from the human body after being used.
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Table 3: The device technical charac””/stics

3 . 3z 3 3 3 3z 3z 3 3 3
2 CE 3a se g By 2 A % ks 3 e, 20
bl * B f Bi Bi s R P2 P 7 W n
1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600
(+33/ (+33/-  (+33)- (+33/-20) (+33-  (+33/- (+33/- (+33/- (+33/- (+33/- (+33/- (+33/- (+33/- (+33/- (+33/-
200 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20)
o (153;/'0 (gg(/’_ 1500 150 1500 1500 150 1500 1500 150 1500 1500 1500 1500
(_20) 20) 20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20)
O)‘<638 068x3 068x3  0,68x3 068x3  0,68x3 0,68x3 0,85x3 0,85x3 0,85x3 08x3  085x15 085x15 085x15  0,85x15
6x15  6x20 6x7 6x9 6x12 6x15 6x20 6x10 6x15 6x20 6x30 6x10 6x15 6x20 6x30
0.40 0.45 0.20 025 0.30 0.40 045 0.25 0.40 0.45 0.65 025 0.40 0.45 0.65
not more than 1 minute
The filling time of the balloon depends on the filling rate used by the surgeon with a syringe
14 16 6 8 10 14 16 8 14 16 22 8 14 16
a halloon with a low pressure of SOkPa (0.5 atm)
Not more than 200 kPa (2 atm) Not more than 350 kPa (3.5 atm)
2+0.1
041 041 041 041 041 041 041 0.60 0.60 0.60 0.60 0.60 0.60 0.60 0.60
09 09 09 09 09 09 09 09 09 09 0.9 09 09 09 09
115 115 115 115 115 115 115 126 126 126 126 126 126 126 126
ggg 33+00 33+00 33003 3310, 33003 33003 33+003 36+000 36000 36000 364000 36400 3640.00 3.640.00
' 3 38 8 038 8 8 8 4 4 4 4 04 4 4

Luer lock according to 1SO 594

Polyvinylpyrrolidone (P\/P) is freely soluble in alcohol and in water, transforming into a colloidal solution. This is a slightly yellow or white amorphous odorless powder.

22



5. The device range:

Sterile single-use intravascular occlusal balloon catheters with double lumen, in versions:

I Sterile single-use intravascular occlusal balloon catheters with double lumen ECL1PSE2L: ECL2L6x7SN,
ECL2L6x9SN, ECL2L6xI2SN, ECL2L6xI5SN, ECL2L6x20SN, ECL2L6x7, ECL2L6x9, ECL2L6xI2, ECL2L6XI5,

ECL2L6x20.

1. Sterile single-use intravascular occlusal balloon catheters with double lumen COPERNIC2L:COP2L6xIOSN,
COP2L6x15SN, COP2L6x20SN, COP2L6x30SN, COP2L6XxI0, COP2L6x15, COP2L6Xx20, COP2L6x%30.

- user manual (to be supplied with each device) -1 pc.

6. Marking and packaging

Intravascular double-lumen sterile balloon catheter for single use is supplied packaged in an individual Tyvek pack which is the final
package for sterilization and in an individual cardboard package. User manual is attached to each device.

6.1. Technical characteristics of the final package for sterilization:

One side of the packs is made of Tyvek® 2 FS UNCo 7502918M coating and the other side is made of PET/PE 65 in accordance m
standard NF EN ISOI 1607-1 (2009). The final package for sterilization is glued together.

Basic properties
Pack overall dimensions (LXWXT). mm
Width of adhesive layer on the long side, mm
Width of adhesive layer on the wide side, mm
Thickness of adhesive layer, mm
Tyvek paper - Unit weight
Tyvek paper - Thickness
Tyvek paper - Porosity (The Gurley Method)
Tyvek paper - Porosity (The Bendtsen Method)
Tyvek paper - Mullenburst test
Tyvek paper - MD breaking strength test
Tyvek paper - XD breaking strength test
Tyvek paper - EImendorf MD breaking test
Tyvek paper - EImendorf XD breaking test
Tyvek paper - Stratification
Tyvek paper - Hydrostatic flow pressure
PET film - Thickness
PET film - Total weight
PET film - Breaking test
PET film - Elongation at break
PET film - Elongation at break
PET film - O. permeability
PET film - CO. permeability
PET film - N. permeability
PET film - Water vapor permeability
PET film - Sealing parameters
Sealing
Manufacturer of final package for sterilization
Unspecified permissible values: +1%

Table 4: Technical characteristics o fthe pack
Results
290+5x255+5x0.3
8

0.3

59.5 g/m” (56.5-62.5)

155 LIM(75- 235)

22 s (9-35)

529 ml/min (155-885)

925 kPa (760-1,110)
156N/2.54cm(135t0 177)
157N/2.54cm(127- 187)
2.8 N(1.7-4.0)
3.7N(2.8-4.6)

2.70 N/2.54 ¢cm (2.05-3.25)
145 cm H;0(125- 165)

65 LIM+ 5%

63g/m™

30- 55 N/mm~

50- 100 %

80- 160 %

90mVm%ar

345 mVm%ar

50 m"/m\bar

<3.0gm

115-150°C

> 1.5N/ 15 mm
SUDPACK MEDICA, France

Table 5: Technical characteristics ofthe individual cardboard packt

Basic properties Results

Box overall dimensions 260+4x300+3x14+|

(LXWXT), mm

Cardboard density 365 g/m"+/%

Material Cardboard

Manufacturer IMPRIMERIE LLP/BUIGNET Address: 29, avenue des Chataigniers - 95150 Tavemy

6.2. Appearance of the final package marking:
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Figure 5: ECL2L6x7SNpackage and box marking Figure 6: ECL2L6x9SNpackage and box marking

Figure 7: ECL2L6xI2SNpackage and box marking Figure 8: ECL2L6xI5SNpackage and box marking
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Figure 9: ECL2L6x20SNpackage and box marking Figure 10: ECL2L6x7 package and box marking

Figure 11: ECL2L6x9 package and box marking Figure 12: ECL2L6xI2 package and box marking
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Figure 13: ECL2L6xI5 package and box marking Figure 14: ECL2L6x20 package and box marking

Figure 15: COP2L6x!OSNpackage and box marking Figure 16: COP2L6x!5SNpackage and box marking
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Figure 17, COP2L6x20SNpackage and box marking
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Figure 19: COP2L6xIO package and box marking
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Figure 18: COP2L6x30SNpackage and box marking

Figure 20: COP2L6xI5 package and box marking
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Figure 21: COP2L6x20 package and box marking

Figure 23: Box layout

Figure 22: COP2L6x30package and box marking
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Figure 24: Draft ofthe markingfor medicalproduct "Sterile
single-use intravascular occlusal balloon catheters with double
lumen, in versions ” designedfor medical product distribution in

the territory o fthe Russian Federation. The marking require-

ments are appliedfor all products.

I»king on the final sterilization package is identical to marking on the individual cardboard package.

Hemarking contains:
» Device name and model;
« Information on the manufacturer;
« Schematic representation of the device;

e Quantity;
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Diameter of the compatible catheter;
Diameter of the compatible guidewire;
Lot number;
Serial number;
Date of manufacture;
Expiration date;
Technical characteristics of the product:
0 - Diameter ofthe balloon
L - Length ofthe balloon
Volume - Maximum balloon volume
A - Overall length, mm
B - Effective length, mm
C - Length of distal part, mm
D - Diameter of distal part, mm
E - Internal diameter (main lumen), mm
F - Thickness of double lumen, mm
G - Width of double lumen, mm
"Do not use if package is damaged" symbol;
"Do not reuse™ symbol,
"Do not resterilize" symbol,
"Do not expose to sunlight” symbol;
"Refer to user manual™ symbol;
"Caution! Refer to accompanying documentation" symbol.
Information on the method of sterilization;
Symbol legends list

IREFI Reference number

Serial number

Use before

Date of manufacture

a CE label

ISTERILEJEQI EO-sterilized
A Attention! Refer to user manual
(D Prohibition on reuse

Do not expose to sunlight

Do not use if package is damaged

d!

f
X

NON TOXIC

Cardboard packages with the device are packed in a corrugated cardboard transport box.

One transport box contains - no more than 50 cardboard packages.
Transport box marking contains:

e Device name and model;

e Information on the manufacturer;

e Quantity;

* Lot number;

e Serial number;

*  Date of manufacture;

e Expiration date;

*  "Do not expose to sunlight" symbol;
e "Keep dry!" symbol;

Refer to user manual
Keep dry!

Prohibition on
resterilization

Does not contain dieth-
ylhexyl phthalate, may
contain particles of poly-
hexahydrotriazine
European article number

Manufacturer

"Caution! Fragile!" symbol
Non-pyrogenic

Non-toxic

7. Compliance with the Russian Federation standards «&Control methods in the Russian Federation standards
GOST ISO 10555-1-2011 Sterile, single-use intravascular catheters. Part 1. General technical requirements;
GOST ISO 10555-4-2012 Sterile, single-use intravascular catheters. Part 4. Catheters for balloon expansion;
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QBT R 50444-92 "Medical devices, apparatuses and equipment. General technical specifications™;

31814-2012. "Conformity assessment. General sampling rules for products testing upon confirmation of conformity".
POST 31214-2016 "Medical devices. Requirements for samples and documentation provided for toxicological, sanitary and chemical
(sts, sterility and pyrogenicity tests".
QBT ISO 10993-1-2011. "Medical devices. Biological evaluation of medical devices. Part 1. Evaluation and research".
QBT 1SO 10993-4-2011. "Medical devices. Biological evaluation of medical devices. Part 4. Selection of tests for interaction with
Dlocd”
QBT ISO 10993-5-2011 Medical devices. Biological evaluation of medical devices. Part 5. Tests for in vitro cytotoxicity
QBT I1SO 10993-7-2016. Medical devices. Biological evaluation of medical devices. Part 7. Ethylene oxide sterilization residuals.
KOBT ISO 10993-10-2011. Medical devices. Biological evaluation of medical devices. Part 10. Tests for irritation and delayed-type
kypersensitivity.
QBT 1SO 10993-11-2011. "Medical devices. Biological evaluation of medical devices. Part ! 1 Tests for systemic toxicity".
KO8T ISO 10993-12-2015. "Medical devices. Biological evaluation of medical devices. Part 12. Sample preparation and control materi-
ils".
Q3BT ISO 10993-17-2011. Medical devices. Biological evaluation of medical devices. Part 17. Establishment of allowable limits for
kachable substance
QBT ISO 10993-18-2011. Medical devices. Biological evaluation of medical devices. Part 18. Chemical characterization of materials.
QBT R ISO 15223-1-2014 "Medical devices. Symbols to be used with medical device labels, labelling, and information to be supplied.
Rt 1 General requirements";
QBT ISO 11607-2011 "Packaging for terminally sterilized medical devices";
QBT ISO 11135-2012 Medical devices. Validation and routine control of ethylene oxide sterilization.
QBT EN 556-1-2011. Sterilization of medical devices. Requirements for medical devices to be designated "sterile’. Part 1 Require-
rents for terminally sterilized medical devices.
QCBT ISO 11138-2-2012 Sterilization of health care products. Biological indicators. Part 2. Biological indicators for ethylene oxide
trilization.
QCBT I1SO 11737-1-2012 Sterilization of medical devices. Microbiological methods. Part 1 Estimation of population of microorganisms
aproducts.
QCBT R 52770-2016. Medical devices. Safety requirements. Methods of sanitation-chemical and toxicological tests.
QBT 25375-82 "Methods, means and conditions of sterilization and disinfection of medical use products. Terms and definitions".
GOST ISO 14971-2011 Medical devices. Application of risk management to medical devices.
IGCBT R IEC 62366-2013 Medical devices. Application of usability engineering to medical devices.
GOBT I1SO 14698-1-2005. Cleanrooms and associated controlled environments. Biocontamination control. Part 1 General principles and
methods
i Description ofaccessories and medical products used in conjunction with the registeredproduct:
Medical product “Sterile single-use intravascular occlusal balloon catheters with double lumen, in versions” is suitable for use with any
juides with a maximum diameter of 0.35 mm, embolization devices, and also used in conjunction with a liquid embolic agent (Squid)
produced by BALT EXTRUSION SAS, as well as for the installation of self-expanding stents:
ECLIPSE 2L is suitable for the installation of LEO+Baby stent manufactured by BALT EXTRUSION SAS;
COPERNIC 2L is suitable for installation of LEO+3.5 or SILK+2.0 to 4.5 stents manufactured by BALT EXTRUSION SAS.
10 Transportation and storage
Transportation conditions: air temperature from -10°C to +35°C at relative humidity from 35% to 80% (non-condensing) and atmospher-
Kpressure of 500 - 1,060 hPa away from direct sunlight.
Sarage conditions: store the device in the manufacturer's package in a dry, clean place, away from heat sources and direct sunlight, at
cortrolled temperature. Shelf life is indicated on the label of each device. Air temperature from +15°C to +27°C at relative humidity
fam35% to 80% (non-condensing) and atmospheric pressure of 500 - 1,060 hPa.

Curating conditions: air temperature from +20°C to +25°C at relative humidity from 35% to 65% (non-condensing) and atmospheric

pressure of 500 - 1,060 hPa away from direct sunlight. The device is temporary operated in the human body at the temperature from
to +42"C. The device is operated in the human body for less than 24 hours.

1 Information on the device sterility

MNedevice is supplied sterilized with Ethylene Oxide sterilization method.

r Disposal information

Hedevice shall be disposed in accordance with SanPiN 2.1.7.2790-10 for class B waste (epidemiologically hazardous waste). After the

Nparatus decontamination methods using physical methods and changing the waste appearance, excluding the possibility of their reuse,

das B waste may be accumulated, temporarily stored, transported, destroyed and buried together with class A waste (epidemiologically

sdewaste approximated to solid household waste). A package of disinfected class B medical wastes shall have a mark indicating the

completed waste disinfection.

3 Warranties

Srelflife - 5 years. Sterilization validity - 5 years.
Address for complaints submission:
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Perinatal Medicine Center Limited Liability Company Pre
Registered/Business address: 109004, Moscow, Tovarishchesky per., 20, bldg. 4

TIN 7709063317, CRTR 770901001, RNCBO 40286236. ’I’ﬁ
Manufacturer; nee
BALT EXTRUSION SAS, France Rei
10 rue de la Croix Vigneron 95160 MONTMORENCY, France iol(
+33 {0)1 39 89 46 41 Wa
+33 (0)1 37 17 03 46 bas
14. General indications, contraindications and side effects Me
Indications: sal

Balloon catheters ECLIPSE2L and COPERNIC2L are intended for use in the central nervous system vessels and peripheral vessels w the
their temporal occlusion is required. The balloon catheters provide temporary vascular occlusion which is useful in selective stopping il
controlling blood flow as well as in vasospasm treatment. The balloon catheters are also applied to provide balloon embolization of iffi|el
cranial aneurysms with balloon assistance. Ca
They are also recommended for: rig
use in peripheral vessels and in the central nervous system vessels and peripheral vessels to inject diagnostic (radiopague materials) a C
medical products (embolization materials, compatible with the inner diameters of ECLIPSE 2L and COPERNIC 2L balloon catheters Af

stent placement. ba
Contraindications: air
Application of ECLIPSE 2L and COPERNIC 2L catheters is contraindicated if the doctor considers the procedure with application of Sy
ECLIPSE 2L and COPERNIC 2L catheters can aggravate the patient's condition. Cl
Not intended for embolectomy or angioplasty. fre
Not intended for application in coronary vessels. Dt
Not intended for application in children or neonatals. be
Potential complications: loi
Possible complications, connected with use of balloon catheters or with intravascular procedures include, without limitation, the lef
following disorders: O
complications in the access site area; G
allergic reaction; c
aneurysm rupture;
neurological disorders: il
transitory ischaemic attack; llo
vascular occlusion; jc

puncture of the vessel or aneurysm;

vascular spasm;

hematoma at the access site;

embolism, ischemia;

hemorrhage;

pseudoaneurysm;

epileptic seizure;

cerebral accident;

infection;

vessel dissection;

thrombus formation;

death.
15. Application method.

15.1. Preparation before use
Choose a balloon catheter according to the vessel's size.
Before extraction of the balloon catheter from the dispensing tube, damp the guidewire lumen with physiological saline.
Extract the balloon catheter, pulling it out of the dispensing tube. In case of resistance, repeat the damping procedure until the baltc]C
catheter is wet enough to be easily extracted out of the dispensing tube.
Perform thorough visual examination of the balloon catheter to ensure it is not damaged.
Do not allow the balloon catheter to get dry before insertion it in the sheath introducer.
Do not repack the moisturized balloon catheter.
15.2. Balloon preparation

Wash the guidewire lumen of the balloon catheter with physiological saline. Insert the damped guidewire carefully in the respective
men of the balloon catheter.
CAUTION: while placing the distal end of the balloon catheter on the guidewire, ensure the distal end of the balloon catheter is not da C
aged. IT
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jPrepare the mixture of radiopaque material (at least 50%) with physiological saline.

£7U TI10 N : viscosity and concentration of the radiopaque material will influence the time of inflation and deflation of the balloon.

N

len

oon

dra-

ill the balloon inflation port at its base with the mixture of radiopaque material and physiological saline by means of the introducing
eedle set on a syringe of 1 ml volume.
lemove the introducing needle and connect the tap to the 1 ml volume syringe, filled with the mixture of radiopaque material and phys-
ological saline.
Vigh the tap with the mixture of radiopaque material and physiological saline and connect it to the inflation port at the balloon catheter's
&L
Moisturize the balloon well enough by immersing it in the physiological saline for at least 30 s. Take the balloon out of the physiological
iilire and, holding it upright with its distal and up, slowly inject the mixture of radiopaque material and physiological saline. Initially,
keballoon is inflated with air from the catheter and then it is gradually filled with the liquid while the air passes outflows from distal
nicro holes for removal of air. When the balloon is filled with the liquid completely, the procedure of air removal is over; after it, the
«lloon can be immersed in the physiological saline again.
CAUTION: the liquid should not reach distal holes for air removal until complete air removal therefore the balloon should be held up-
atwith its distal end up.
CAUTION: during the air removal procedure, the liquid should be injected slowly in order to avoid bursting of the balloon.
\fter air removal from the balloon catheter inflating lumen, deflate the balloon completely hiding it in the state of immersion. Inflate the
tolloon with the mixture of radiopaque material and physiological saline again to ensure absense of air in it. If the balloon still contains
i, hold it upright with its distal end down to enable air bubbles rise to the proximal end. Deflate the balloon: the air will be driven to the
Iyringe by the liquid inside the balloon.
CAUTION: during preparation, the balloon catheter should remain moisturized therefore it should be immersed in physiological saline
tomtime to time when necessary.
[leflate the balloon and then inflate it again up to its nominal volume to ensure the lack of any defects or damages in the balloon catheter
Wbre use, do not apply the catheter in case of detection of any malfunctions. Deflate the balloon again, holding its distal end in physio-
tagcd saline, and allow the pressure in the catheter to stabilize. The balloon catheter is ready for use upon complete filling of the cathe-
Eiand the balloon.
CAUTION: do not connect any high pressure devices to the port to inflate the balloon as it can result in its bursting.
CAUTION: do not inflate the balloon with air or any other gas.
CAUTION: improper preparation can lead to penetration ofair into the system, which may prevent due X-ray visualization.

15.3. Usage
Comect the rotating hemostatic valve to the balloon catheter lumen for the guidewire. Install the line of continuous washing with physio-
logicd saline and connect it to the side sleeve of the rotating hemostatic valve.
Chooe an appropriate sheath catheter of diagnostoc catheter. Fix the rotating hemostatic valve at the proximal base of the sheath catheter
@diagnostic catheter. To prevent blood reflux in the lumen of the catheter, connect the line of continuous washing with physiological
sdire to the side sleeve of the rotating hemostatic valve.
Qmthe rotating hemostatic valve at the proximal base of the sheath catheter or diagnostic catheter. Insert the balloon catheter via the
rotating hemostatic valve.
Deploy the balloon catheter and guidewire to the desired place in the vascular system under X-ray monitoring. Fix the valve ofthe rotat-
iighemostatic valve around the balloon catheter carefully to prevent any leakage from the rotating hemostatic valve. The hemostatic
lave should ensure advance ofthe balloon catheter after fixation.
CAUTION: do not tighten the rotating hemostatic valve too hard around the balloon catheter. Too tight fixation of the valve can make
ileballoon inflation/deflation process slower.
CAUTION: do not advance the balloon catheter or guidewire in case of resistance. In case of resistance, it is necessary to establish the
lessn for such resistance by means of X-ray monitoring.
B/means of the 1 ml syringe, filled with the appropriate solution of radiopaque material, inflate the balloon slowly up to the required
iiarmeter.
CAUTION: do not exceed the recommended inflation volume, indicated on the label, in order to avoid bursting of the balloon.
CAUTION: to ensure safety of the patient, inflation and deflation of the balloon should always be performed under X-ray visualization.
daethe stopcock after inflation if necessary.
Deflation of the balloon should be made under X-ray monitoring to ensure complete deflation before extraction of the balloon catheter.
Aterthe procedure is complete, remove the balloon catheter and guidewire slowly.

154. PRECAUTIONS FOR USE
not use if the package is opened or damaged. Ifthe package is intact, the devices are sterile.
Asingle-use medical device. Do not reuse. Any reuse of the device results in a high risk of infection of the patient and deterioration of
tiedevice performance.
Dnot resterilize these devices.
Kapina dry, dark place at room temperature.
Qmenethe shelflife.
Theedevices shall only be used by medical specialists in the sphere of interventional neuroradiology and/or interventional radiology.
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Check the vessel's size by means of X-ray examination. Ensure the balloon catheter complies with the vessel's size.

Do not exceed the recommended inflation volume, indicated on the label, in order to avoid bursting ofthe balloon.

No test for compatibility of use of the balloon catheter with liquid embolizing agents was performed with the exception of emboli
systems Onyx (® Ev 3) and Squid (® Emboflu A.G.). Cof
Viscosity and concentration ofthe radiopaque material will influence the time of inflation and deflation of the balloon. i
During preparation, deflation of the balloon is only allowed with the balloon distal tip immersed in physiological saline or radiopa pg
material to avoid penetration of air inside the balloon. WM
Do not connect any high pressure devices to the port to inflate the balloon as it can result in its bursting.
Do not inflate the balloon with air or any other gas while it is inside the body.

Improper preparation can lead to penetration of air in the system. It can prevent performance of due X-ray visualization, L
while placing the distal end of the balloon catheter on the guidewire, ensure the distal end ofthe balloon catheter is not damaged.

Do not tighten the rotating hemostatic valve too hard around the balloon catheter. Too tight fixation of the valve can make the balk
inflation/deflation process slower. ME
Do not advance the balloon catheter or guidewire in case of resistance. In case of resistance, it is necessary to establish the reason 1] |
such resistance by means of X-ray monitoring.

To ensure safety of the patient, inflation and deflation of the balloon should always be performed under x-ray visualization.

After preparation of the balloon and before its use inflate it again up to its nominal volume to inspect the balloon catheter for any i

or damages before use. Do not use the catheter in case of detection of any malfunctions.

Check compatibility of the balloon catheter in case of application of other accessory units, generally used in intravascular interventk
procedures. The doctor should specialize in percutaneous intravascular procedures and be aware of potential complications, conu
with the procedure. Ka
The balloon catheter has a hydrophilic surface and should be moisturized before use. Do not allow the balloon catheter to dry afterm
turizing.

The balloon catheter should be manipulated carefully to avoid accidental damage of the device. Do not expose the balloon catheter rp
face to organic solvents, which can damage the balloon catheter and/or its coating. BA
Before use, it is essential to ensure the inner diameter of the guidewire or accessory application is compatible with the inner diamete '0 i

L

the balloon catheter, specified on the label. (10
The balloon catheter should be manipulated with special care when inserted in winding vessels to avoid any damage. In case of deteci Tej
of unusual resistance, do not advance or remove the device until the reason for such resistance is established. ®a
Presence of calcification, uneven surface or earlier inserted devices can result in damage of the balloon catheter as well as hinder its jK
sertion or removal. Me
The balloon catheter does not contain latex of PVC materials. BA
15.6. Legal provisions and conditions of use - no warranty / disclaimer 10

The use of this device is equated with express and unconditional consent to these legal terms and conditions. If you do not agree with (10
these legal terms and conditions, you may not use this device. Te:
This user manual is not a contractual document and may be changed by BALT without notice. Thus, the user shall not be only infonw g,
by BALT about the updates of this manual, but also use the device according to the current manual. This user manual is subject to Fa
laws, any disputes or controversial issues related to this user manual and holding BALT liable will be submitted to the competent Judi
authorities of Pontoise (France) for consideration. The user irrevocably agrees with this provision on the exclusive Jurisdiction.

BALT may not be held liable in the following cases:

Incorrect use of the device and/or use thereof by untrained users,

If the device is used over the limits of the indications for use for which it is intended according to the applicable manual.

In the event of changes in the device without the prior written consent of BALT (including the change of labels and package). H
Ifthe device is used in combination with accessory components, products or materials not approved by BALT,

In case of repeated use or re-processing of the device.

Ifthe device seems to be damaged or if the device defect is found when being used (in this case it is necessary to save the device and
package and contact BALT or your local distributor, the devices should be returned in their original package upon receipt the consent
BALT in advance).

The device is delivered on an "as is" basis. BALT waives all warranties, express or implied, with respect to any device, its compliance
with a particular purpose, its quality, its merchantability, etc. Purposes, descriptions or technical specifications specified in BALT's
printed documents, including in this user manual, are intended solely for the general description of the device at the time of its release
and do not constitute any express warranty. In no event BALT may be held liable based on a claim for contractual liability, non-
contractual liability or any other claim for any direct or indirect, incidental or collateral damages incurred by the user or by a third par
due to (a) the value of the goods purchased by way of replacement (b) special, indirect, punitive, incidental or collateral damages, or
reduction in profit or turnover.

The liability of BALT for defective products will comply with the provisions of the applicable legislation of the European Union with
respect to defective products.
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/MepeBof € aHIIMINCKOro 1 (hpaHLy3CKOro 3bIKOB Ha PYCCKMIA A3bIK/

4 BEP>XZEHO
Aty PEO /Moanuck/
(HpekTop No KayecTBy W PerynsaTopHbIM BONpoOcam
MRIAITT SKCTPYXXH CAC
mona 2018 roga
UTAMI: Toproeo-npomMblLLieHHasa nanara pernoHa Mapux Nnb-ge-dparc 06.07.18 001357

1ITAMIT: Toproso-npombiLlieHHas nanarta pernoHa Mapwx Unb-ge-dpaHc
Y [0CTOBEPAETCA UCK/OUUTENLHO MoANnck Focnoxu Peo
T OT nmMeHun npesugeHTa, Haga LWvkpu /Moanncs/
EYATb: Toproso-npomblilieHHas nanata peruoHa Mapux Mnb-ge-PpaxHc

°APTAMIM: BANT 3KCTPYXXH CAC

10 pto ge na Kpya BuHbepoH

95160 MOHMOPAHCH

®PAHUNA

3apernctprupoBaHo B TOProBoM peectpe KomnaHuii r MoHTya3 3a Ne 315 633 081

MHCTPYKLU WA MO MPUMEHEHWNIO
1. KaTeTepbl BHYTPUCOCYANCTbIE OKK/IO3NOHHbIE 6aNN0HHbIE C ABOMHbLIM NPOCBETOM CTEPUbHbIE, OAHOPA30BbIE,
B BapumaHTax UCMONHEHUS
ir. MpounssoanTens:
JIET EXTRUSION SAS (BANTT 9KCTPY>XH CAC), ®paHums
ofjorue de la Croix Vigneron 95160 MONTMORENCY, France
10pto fena Kpya BuHbepoH 95160 MOHMOPAHCU ®PAHLWA)
a1 en.:+33 (0)1 39 89 46 41
bac +33 (0) 137 17 03 46
in lvana.brown”balt.fr
YecTo npomnssofCcTBa:
BALT EXTRUSION SAS (BAJIT 9KCTPYXXH CAC), ®paHuus
FOte de la Croix Vigneron 95160 MONTMORENCY, France
ilOpto ge na Kpya BuHbepoH 95160 MOHMOPAHCIU ®PAHLNA)
fen.:+33 (0)1 39 89 46 41
A »akc:+33(0) 137 1703 46
vana.brown+/"bali.fr
Meyatb: ANennauMoHHBIV cyg r. Mapuxa
ANOCTUNDb
(Faarckas KOHBeHUMs OT 5 oKTA6ps 1961 r.)
1. ®paHuy3ckas pecnybnunka Poccusa
HacToswwii opuumanbHbIin JOKYMEHT
2. nognucaH L ukpn
3. fJeiicTByloLLeii B KayecTe ATTalle
4. ckpenneH neyatbo/lUTaMNoM TOProBo-NpPOMbILLINEHHO
nanatbl r. Mapuxa
YpoctosepeHo
B lMapwmxe
09 miona 2018 r.
CeHepa/ibHbIM MPOKYpPOPOM AnennsayuoHHOro cyga Mapuxa
3a Ne16111-3
MeyaTb: ANennsunoHHbLIN Ccya r. Mapuxka

© ocoN o Ul

10. TMoanuck  /Mopgnucs/
Muwens JIEPHY
MepBbIil 3amMecTUTENb NPOKYpOpa
«ANOCTU/b NOLTBEPXAAET UCKNOUYNTENIbHO NOAMMHHOCTL NOAMMUCK, NevaTn 1 WwTamna Ha LOKyMmeHTe. OH He
03HayaeT, YTO ero cojep>kaHve BepHO Uy ofobpeHo P paHLy3CKON pecny6anKOn»
lewams: AnennsunoHHbIRA cyg r. Mapuka
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HacTosLLas MHCTPYKLUMSA MO NPUMEHEHMIO MOAMOTOB/IEHA /19 MPEeJOCTaB/IeHNs CBEAEHUIA B LIENAX PETMUCTPaLMN MEAULIMHCKOTO U3Aens Ha Tepp
Poccuiickoii deepaumn. CeeagHUs MpefCTasNeHbl B 06beme, TPeGYeMOM B COOTBETCTBUM C [paBunamy pervcTpaumn MeavuuHekux ul3ge™r”
(noctaHoBneHwe MpaBuTenbcTBa PO oT 27.12.2012 No 1416). CopepyKaHue MHCTPYKUMM MO MPYMEHEHWIO COOTBETCTBYET TpeGoBaHMsM oL B
MuHMCTEPCTBa 34paBoOXpaHeHmns Poccuiickoii deaepauym o1 19,01.2017 . Ne MH "O6 yTBepaeHNM TpeboBaHIn K COAEPXKaHMIO TexHUHecKbl
3KCMNTyaTaLOHHOM [OKYMEHTaLWW NPoV3BOaUTENS (M3rOTOBUTENS) MEANLIMHCKOIO U3Aenmns"”,

1 HavmeHosaHvie n3aenms:
«KareTepbl BHYTPUCOCYAMCTbIE OKK/HO3VIOHHbIE Ba/I/IOHHbIE C BOMHBLIM NMPOCBETOM CTEPWSIbHbIE, OAHOPAa30BbIe, B BAPUAHTAaX UCTIONHEHWS».
MpoussoauTeNb:
BALT EXTRUSION SAS (BAIT SKCTPY>XH CAC), ®paHLma
1o we de la Croix Vigneron 95160 MONTMORENCY, France
MecTo npov3BoACcTBa:
BALT EXTRUSION SAS (BATT 3KCTPY>XH CAC), dpaHuua
10rue de la Croix Vigneron 95160 MONTMORENCY, France
Pa3paboTka, NPOM13BOACTBO W NPoJaXKa 13fenus cooTBeTcTByeT TpebosaHMaM EN ISO 13485:2012 + AC : 2012 (CepTudmkar Ne 513975 MP2012,n
Bbigaum 06 espans 2018 r./gelictBuTeneH 4o 31 mapta 2019 r., HOTUGMLMPOBaHHLI OpraH No MeanUMHCKAM m3genmam: DQS Medizinprodukte Qrk
ufenve umeet Mapkupoeky CE (Homep ceptudimkata EC: 513975MR2; pata Bbigaun - 01.12.2017, pgata wcTteueHws peicteus -31.07.
HOTMMLMPOBaHHLIN opraH: DQS Medizinprodukte GmbH).
Koga v3genus no ObLuepoccuiickoMy Knaccugmkatopy npogykumm OK-005-93: 94 3630;
OKIMA2 - 32.50.13.110 - LLNpuubl, Urbl, KATETEPbI, KAHKOMN 1 aHa/I0rYHbIE MHCTPYMEHTbI
Krnacc B 3aBUCYMOCTY OT CTEMeHW MOTEHLMATLHOIO PUCKA NPUMEHEHNS B MEAULIMHCKMX LIENAX B COOTBETCTBUM C HOMEHK/ATYPHBIM KIacCUMKATO|
MEAVLMHCKWX U3LENWI, YTBEPXKAEHHBIM MPYKa3oM MyHUCTEPCTBa 34paBooxXpaHeHns Poccuiickoid depepauyn ot 06 noHs 2012 1. Ne 4H - 3;
Knaccudmkauys 1sgenvs B COOTBETCTBUM C HOMEHK/TaTYPHbIM KTacCUBMKATOPOM MEAVLIMHCKMX W3AENWHA, YTBEPKAEHHBIM NpUkasoM MiuHvcTepe
3ApaBooXpaHeHus Poccuiickoii deaepauym ot 06 moHs 2012 1. Ne 4 H- 131560;
B KOHTaKTa C opraH/3MOM Ye/oBeKa —KpaTKOBPEMEHHBIN (MeHee 24 YacoB) KOHTAKT C LIMPKY/IMPYHOLLEI KPOBbHO.
JaHHoe n3fenve ABNAETCA CTEPUbHBLIM. [/19 0fHOPa30BOro MCMO/L30BaHA.
YCrnoBIA MPUVEHEHUA: neyebHbIe 1 Ne4eGHO-MPOGUNaKTUHECKME MEAULIVHCKIE YUPEXAEHMS, TOMbKO NO Ha3HaYeHMIO BpaYa-CrieLiyanmcTa.

2 HazHaueHve
V3genve npefHasHavyeHo A/1s MCNo/b30BaHMs B MEPUBEPUUECKO/ M HEpOCcOCyauCTOl cucTeme, rae TpebyeTcs BpeMeHHast OKK/Ho3us. BabioHE
KaTeTepbl 06eCreunBatoT BPEMEHHYHO OKK/THO3UH COCY0B, KOTOpas UCMOMb3yeTcs 415 BbIGOPOUHO OCTAHOBKM MM KOHTPO/S KPOBOTOKA M /191 fieva
Ba3oCna3ma. basinoHHble KaTeTepb! Takke 06ecneUmBatoT 6arToHHYH 3MO0M3ALMIO BHYTPUYEPEMHbIX aHEBPU3M.

3 DYHKLMOHA/TbHbIE XapaK TepUCTUKN U3AE/nA
KarteTepbl BHYTPUCOCYAVICTbIE OKK/TKO3VOHHbIE 6a4/I0HHbIE C BOIHBIM MPOCBETOM CTEpUIbHBIE, 0aHOpasoBblie ECLIPSE2L 1 COPERNIC2L (panee - Kam!
ECLIPSE2L 1 COPERNI1C2L) — 3710 6a//1oHHbIe KaTeTepbl, CHabMeHHbIE BHYTPEHHUM MPOCBETOM /19 NMPOBOAHMKA, & Takoke OT/eNbHbIM MPOCBETLL
HaKauMBaHWs 1 CKauvBaHus GasioHa. HakauviBaHue 1 ckaumBaHue 6an/ioHHbIX KaTETEPOB MOXHO MPOBOAUTL MpW /IKOGOM MOMOMXEHUN MPoBoaHUKa. KaiHii
BHYTPVCOCYAVCTble Ga/UTIOHHbIE C ABOIHBIM MPOCBETOM MMEHOT 0Ba/TbHYHO JopMy. OHM BbIMYCKAOTCA [BYX PasHbIX AVAMETPOB, a Taloke C pas/mMyHON Arad
6annoHa (cv. atvken”). Karetepsl ECLIPSE2L 1 COPERNLC2L cHabeHbl 3 PEHTTEHOKITHTPACTHBIM MapKepaMu, O4UH U3 HUX NO3BOSAET BvByavsad
[VCTa/bHOrO KOHL|A KaTeTepa, ABa,ApY X MapKepa 0TMEeUatoT MpaHMLbI LMAMLLGIMYECKO vacTy 6aniioHa Katetepsl ECL1PSE2L n COPERNIC2L mpeaHasHau!
[N UCTIONB30BaHNA B MEPUEPMUECKON 11 HEPOCOCYANCTO cucTeMe, rae TpebyeTcs BpemeHHast OKKKo3Ms. BasiioHHbIe KaTeTepbl 06eCreUmBatoT BoaveH
OKK/THO3UHO COCY/I0B, KOTOpas UCMOMb3YeTCs 1A BbIGOPOYHOA OCTAHOBKY UMM KOHTPONSA KPOBOTOKA W NS fleYeHs Basocriasma. basioHHble KaTeTepbl Ta
obecrieuvBatoT Ga/UIOHHYIO 3MO0NM3ALME0 BHYTPMYEPENHbIX aHeBpM3M. OHY Taloke npeaHasHaueHbl AN MPYMEHEHNS B Mepudiepryeckoli N Helipococyayic
CMCTEME /11 BBEOEHMS AMArHOCTUYECKUX CPeACTB (KOHTPACTHOrO PacTBOpa) M TepaneBTUHecKVX Jeac™B (MaTepuan Ans amobommsaLym, COBVECTVMbI
BHYTPEHHM AVaMeTPOM KateTepa). KateTepb! ¢ 0603HaueHmeM ECL2L6X7SN 1 COP2L6XIOSN MMerOT ONOHUTE bHbIV MPOKCMATbHBIV MapKep, HX0,TAL
Ha PaccTosHM 3 CM OT AVCTabHOrO M/ Kepa. OH MO3BONSET TOUHYHO YCTaHOBKY OTAENAEMbIX AMBOMM3VPYIOLLIMX CTIVpasiei (CM. VHCTPYKLMKO MO MpUMEHO
VCTIONb3YyeMbIX OTAENSEMbIX criupanei). KateTepbl ECLIPSE2L 1 COPERNIC2L cHabyeHb! TakoKe AUCTa/bHbIM OTBEPCTVEM A1 YAANEHUs Bo3ayXa M3 Gam
Mepes, 1Crosb30BaHVEM. TeXHUYECKME XapaKTEPVCTUKW W3[e/MiA MpuBefeHbl B N. 4. Kaxkaoe v3fenve YrakosaHO B MHOVBUYa/bHYHO YIIAKOBKY, ke
VHOVBUIYa/bHas YMakoBKa B KaPTOHHYHO KOPOOKY, KOTOpas Takoke COLEMKUT MHCTPYKLMIO MO MpumeHeHto. MoapobHee 06 ynakoBKe U MapK/poBKe BB
BHeLLHWI BUA 30e/Ma NpeaCTaB/eH Ha pucyHKax 14.
MefuumnHeKoe n3gienvie Karetepbl BHYTPUCOCYAMCTbIE OKK/IHO3VIOHHbIE Ga/i/IoHHbIE C ABOMHBLIM MPOCBETOM CTEPU/IbHBIE, OfHOPA30Bble, B Bapviast
UCMOMHEHWS MOAXOAMT AN COBMECTHOMO MCMO/b30BaHWA C MIO6GbIMA MPOBOAHUKaMM MakCMMasibHbIM - AvameTpom 0,35 MM, yCTpoiiCTBamm
3aMb0NM3aLMKM, TakKe UCMOMb3YeTCA COBMECTHO C XXMAKUM ambormyeckum areHtom (Squid), npoussogctea BA/IT SKCTPYXKH CAC, a Take
YCTaHOBKM CaMOPACLUMPSAIOLLMXCS CTEHTOB:
ECLIPSE 2L nogxogut ans yctaHoBku cTeHToB LEO+ Baby, nponssoacTsa komnaHum BATT SKCTPY)XH CAC;
COPERNIC 2L nogxoaut ans yctaHoBky cteHTta LEO+ 3.5 nnn S1LK+ 2.0 go 4.5, npoussoactsa komnaHum BAJTT SKCTPY>KH CAC
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a ll.

PucyHok 2: BreLuHmin eia, uaaenist ECLIPSE2L B GWHLLHOM yTiaKoBke

PrcyHoK |: BHeLLHW BUZ, 130e7ns Ge3YTIaKoBKy [N'A CTepuvBaLym

PvicyHok 3: BHewLHui Biqg n3aenust COPERNIC2L B GvHILLHON YMaKoBKe

[ CTepun " PvicyHok 4: CTpyKTypa e

rp/IVE'-IaI-I/EZ Bce KOMIMOHEH T U3AEMA SBMAKITCH €4VHLIM LIeMbIM U He MCNOMb3yrTCA OTAENBHO APYr OT Apyra

\ TexH14ecKas CreLmdwKaLIys
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KOMMOHEHT

KoHHekTop (Hub)*

YKécTkas TpybKa

IMpomexyTouHas TpyGKa

"'MbKas Tpy6ka

Cynep rnbkas Tpybka

JKCTpa rnbkas Tpybka

BHyTpeHHss TpybKa
'mppothmnbHoe MOKpbITYE
BannoHunk

OnnéTka

Kneii(1)

PEHTTeHOKOHTPACTHB IV MapKep
®)

MaHpgpeH*

3aWwmTHbI 060*

[Jepxatenn oboga*

WcxopHbliA maTepuan, ncnonb3yemblii B katetepax ECLIPSE2L
/C OPERNIC2L

Monvamng, mapka Mprnamug TR0
MurmeHT 3eneHbiii (green C), CAS # 1328-53-6

Monvammng, mapka IMpunamng L20G

MurmeHT 3eneHbili (green C), CAS # 1328-53-6
Mo.x3mpbnokamug PEBAX 7033 SA

MUrMeHT CUHMIA

CAS # 57455-37-5

MurmeHT 6enbili (WHITE THO2)

CAS# 13463-67-7

Monvadmp6nokamng PEBAX 4033 SPO1

Monuadmp6nokammg PEBAX 2533 SD02

TepmonnacTuyHbiii anactomep TEPMOI/IACT, mMapka TF6ST
MMArMEHT CUHMIA

CAS # 57455-37-5

MurmeHT 6enbiin (WHITE THO2)

CAS# 13463-67-7

TepmonnacTuyHbIiA anactomep TEPMOIMJTACT, mapka TF6ST
TepmonnacTuyHbI noamypetaH (TrY), mapka Estane 58562
MonutetpatTopaTuneH MTPS

MonveuHUNNUpponuaoH (MBI)

XpoHorpeH 25A

HuTHoN (HVKenb-TUTaHOBLINM cnnas, 45% TuTaHa CAS#7440-32-6, 55%
Hukens CAS#7440-02-0)

Mapka LOCTITE® 4011

Cocras: 3nokcuaHas cmona CAS # 25068-38-6 - 35-50%

B> raHgnonaurnnumannosbiin agimp CAS # 2425-79-8 - 25-35%
W3odopoHamammH CAS # 2855-13-2 - 7-10%
TpumeTunrekcametuerwiammd CAS # 25620-58-0 - 5-7%
Avraldite® 2020

OTUN-2-LpaHoakpunat

CAS #7085-85-0-99,9%-100%

vnpoxuHoH CAS # 123-31-9 - 0,01- <0.1 %

301010 99% Mapka 3199,99, npumecn 1% (He 6onee) CauHel, - 0,003,
XKeneso - 0,004, Cypbma - 0,001, BuemyT - 0,002, Meab - 0,007, Cepe6po -
0,008

HepxxagetoLLas ctanb (AISI SUS 304L)

MonnaTtuneH (Rigidex 5502 GA)

MonmatuneH (Rigidex 5502 GA) MUrmMeHT cuHmiA
CAS # 57455-37-5

Tabmua | - MaTepriarbl
MocTaBLmK

EMS-Chemie Ae, LLiBeliLapums
Plasti Couleurs. ®paHums
EMS-Chemie Ag, LLseliLapums
Plasti Couleurs, ®pakuys
ARKEMA, ®paHuus

Plasti Couleurs, ®paHLus

Plasti Couleurs, ®paHums

ARKEMA, thpaHLys
ARKEMA, thpaHuus
KRAIBURG, N'epmaHus

PLASTI Plasti Couleurs, ®paHum

Plasti Couleurs. ®paHLys

KRAIBURG. I"epmaHus
LUBRIZOL. epmaHus
Lake Region Medical. CLLIA
Accros Organics. benbrus
AdvanSource Biomaterials. CLLA

FORT WAYNE Metals, Vipnaium

HENKEL, MepmaHus /
HUNTSMAN, CLLUA

Johnson Mattey
Noble Metals. BenvkooputaHus

Fort Wayne Metals, CLLIA

INEOS Olefins & Polymers.
BenukobputaHms

INEOS Olefins & Polymers,
BenukobputaHms

*KOMMOHEHTbI U3AENNS, HE KOHTaKTUPYHOLLME C LPKYMPYHOLLEN KPOBLH, HO KOHTaKTUPYHOLLYE MPSMO WM KOCBEHHO C TE/IOM Ye/I0BEKa;
(J); KOMMOHeHTbI, He MpeaHa3HayYeHHbIe A KOHTaKTa C TeNIOM YeoBeka, NPSMO UK KOCBEHHO.
MpumeyaHve: OTHOLLEHVE MUTMEHTa, Kak Npasuo, OT 11 Ha 5 Kr nosmmepa.
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bl
1600

(+33
/-20)

1535
(+33
1-20)

0,67

6x9

0,25

041

09
115
33+
0,03
8

(+33/-
20)

0,67x3

6x12

0,30

10

041

09
115

3,310,
038

T e > e e
. z J J A - A E J X

Mt ~o TE X E”H "x oA X 0 3 W@’I N 0'%I 0 " ];4(41 g"ﬁi fo
bl * n - Bi ﬂ.l Bi bl bl n i P " " n n
1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600 1600
(+33/-  (+33/-  (+33/- (+33/- (+33/- (+33- (+33- (+33/- (+33l- (+33/. (+33-  (+33- (+33/- (+33/-  (+33/-
20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20) 20)
ii?é? (41_23; (12?3 (41_2?;_ 1535 1535 1535 1535 1535 1535 1535 1535 1535 1535 1535
(20) i 20) 20 20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20) (+33/-20)
067X3 067x3 067x3 0673 0673 0673 0673 0833 0833 0833 0,833 0’82"1 0'8§X1 O'Sg’d 0’8§X1
6x15 6x20 6x7 6x9 6x12 6x15 6x20 6x10 6x15 6x20 6x30 6x10 6x15 6x20 6x30

0,40 0,45 0,20 0,25 0,30 0,40 0,45 0,25 0,40 0,45 0,65 0,25 0,40 0,45 0,65

He 6onee 1 MyHYTbI
CKOpOCTb HarosHeHWs Gan/ioHa 3aBUCUT OT CKOPOCTW HanoMHEHWs!, MPUMEHSIEMOIA XMPYProM C MOMOLLBHO LUMPpULA
14 16 6 8 10 14 16 8 14 16 22 8 14 16 22
6a/INIOH C HM3KMM YPOBHEM AaBneHus 50 kIMa (0,5 atm)
He 6onee 200 K1a (2 atm) He 60rnee 350 klMa (3,5 atm)
240,1

0,41 041 0,41 041 041 0,41 0,41 0,60 0,60 0,60 0,60 0,60 0,60 0,60 0,60

0,9 09 0,9 09 09 0,9 09 09 09 0,9 0,9 09 0,9 09 09

1,15 115 115 115 115 1,15 1,15 1,26 1,26 1,26 1,26 1,26 1,26 1,26 1,26
33+0, 33+0, 33+0, 33+0, 33+0, 33+0, 33+0, 33+0, 36+0, 36+0, 36+0, 36+0, 36+0, 36+0, 3,640,

038 038 038 038 038 038 038 038 004 004 004 004 004 004 004

Jlyep pa3bem B cooTBeTCTBUM C 1ISO 594

BHeLUHWIA B1g U3aennst; MoBepXHOCTb M3AeNsS He VIMEET MOCTOPOHHIIX BK/KOUYEHWIA, My3bIPbKOB W/ MOTEKOB. MOBEPXHOCTb INadKasi, He VMEET TEXHOOTMUECKMX M MOBEPXHOCTHBIX AeEeKTOB 1 0GecreumBaeT MUHMa/IbHOE
TPaBMMPOBAHME COCY/I0B B MPOLIECCE MCTOMb30BaHIs. KaTeTep G1onoriyeckit Ge3onaceH U COBMECTUM C BMOMOMHECKUMIA XUAKOCTAMY TeNa YenoBeka. KaHrons 1 pyriie YacTy KaTeTepa He [JoMyCKakoT YTeUeK XMAKOCTW.

V130enve He ABNAETCA UMNNAHTUPYEMbIM U YAANAETCA U3 TeNa YeNoBeKa Mo OKOHYaHWI0 UCTIOMNb30BaHNA.

/. ACCOPTUMEHT W3aE/MSA:

KaTeTepbl BHYTPMCOCYANCTbIE OKK/HO3MOHHbIE 6aNINIOHHbIE C ABOHLIM NMPOCBETOM CTEPW/IbHbIE, OAHOPa30BbIE, B BApUaHTax UCMOMHEHMS:
/. KaTeTepbl BHYTPWUCOCYAMCTblE OKK/HO3MOHHbIE 6aj'LioHHbie ¢ ABOMHbLIM MPOCBETOM CTepusbHble, ofHopasoBble ECLIPSE2L: ECL2L6x7SN, ECL2L6x9SN, ECL2L6xI2SN, ECL2L6xI5SN.

ECL2L6x20SN, ECL2L6x7, ECL2L6x9, ECL2L6x12, ECL2L6x15, ECL2L6x20.
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M KaTeTepbl BHYTPUCUCY/THCTbIE OKK/THO3MOHHbIE Ga.T;10HHbIe C JBOVHbIM MPOCBETOM CTEpU/IbHbIE, 04HOPa3oBble COPE
COP2L6XIOSN, COP2L6X15SN, COP2L6x20SN, COP2L6x30SN, COP2L6xI0, COP2L6x15, COP2L6x20, COP2L6x30.
- MHCTPYKLWS NO MPUMEHEHMIO (MOCTAB/SIETCS C KXKbIM M3aenvem) - 1.

2. MapkupoBka n ynaKtteKa

KateTep BHYTPMUCOCYANCTbIA GannoHHbIN C ABOIHBLIM NPOCBETOM CTEPW/bHBINA, 0AHOPA30BbIV B KOMMYECTBE 1 LLT. MOCTABMSETCS B 3aMakoBaHHbIM B
MHAVBMAYaNbHbIA NakeT Tyvek KoTopbIli ABNSETCA (IMHULLIHOM YNAKOBKOI AN1S CTEPUAM3ALIMM, U MHAVBUAYASbHYHO KapTOHHYHO yrakoBky. K ka

V3LENVII0 MPUIAraeTCst MHCTPYKLYMS MO MPYMEHEHUIO.

6.1. TexHMYeCKMe XapaKTepUCTUKN PUHULIHON YyNaKOBKM AN CTEepUan3aLmnm:

IMaKeTbl U3roTOB/EHbI C OAHON CTOPOHbI 13 MOKPbITUA Tyvek® 2 FS UNCo 7502918M v ogHoli ctopoHbl M3T/MS 65 B COOTBETCTBUM CO CTaHAAPTO|(
tN 1S011607-1 (2009). dUHMWHAA VaKOBKa AnS1 CTEPUAM3ALMM CKIEVBAETCA.

OCHOBHbIE CBOIACTBa

"abapuTHble pasmepbl nakeTa (AXLLIXT), mm

LLInprHa K1eeBoro c/ost Mo 4/MHHO CTOPOHE, MM

LLInprHa Kneesoro cnos Mo LLUMPOKOIA CTOPHOHE, MM

TorLpHa KeeBoro ciosi, MM

Bymara Tyvek - Macca niucta pasmepom 1 m2
Bymara Tyvek - TonwmHa

Bymara Tyvek - MopuctocTb (Metog Mepin)

Bymara Tyvek mlMopuctocTts (MeTog BeHaTceHa)

Bymara Tyvek - UcnbiTaHWe Ha npogasnveaHue Mullenburst
Bymara Tyvek * VicnbitaHne npegena NpoYHOCTU Ha paspbis MD
Bymara Tyvek - VicnibiTaHue npesena NpoyYHOCTM Ha paspbie XD
Bymara Tyvek - VicnbiTaHre Ha paspbis 1o 3nmeHgopgy MD
Bymara Tyvek - /cnbiTaHre Ha paspbiB no dnmeHgopdy XD

Bymara Tyvek e PaccnoeHve

Bymara Tyvek - MMapocTaTiyecKoe faB/ieHre NOTOKa
M3T nnéHka mTonwumHa
M3T nnéHka - Macca nmcrta pasmepom 1t

M3T nnéHka - cnbiTaHre Ha paspbiB

M3T nnéHka - OTHOCKUTENbHOE YA.IMHEHWE Ha paspbIB
M3T nnéHka « OTHOCUTENbHOE YA/IMHEHWE Ha pa3pbIB
M3T nnéHka - Or NPOHMLIAEMOCTb

M3T nnéHka - COr NnpoHMLaeMocTb

M3T nnéHka - N2 NpoH1LaeMocTb

M3T nnéHka mpoHMLIAEMOCTb BO; THbIX Mapos

M3T nnéHka - MapameTpbl repmeTnsaLmm
["epmetusaumn

Mpou3BoaWTeNb (IMHULLHON YNakoBKY A8 CTEPIM3aLMM

HeykazaHHbke JOMyCTUMbIE 3HaueHWs: +1%

OCHOBHbIe CBOICTBa

abapuTHbIE pasmepbl KOPooku (OXLLIXT), mm
MNOTHOCTL KapTOHa

Marepran

MpoussoauTenb

6.2. BHeLWHWIA BUA MapKUPOBKK (DUHWLLIHOM yNaKoBKN:
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Pe3synbTaThl
290+5x255+5x0,3
8
8
0,3
59.5 r (56,5- 62,5)
155 MKkm (75- 235)
22 ¢ (9-35)
529 mn/MyH (155-885)
925 KMa (760- 1110)
156H/2,54 cm (135- 177)
157 H/2,54cm(127- 187)
2,8H(1,7- 4,0
3,7H(2,8-4,6)
2,70 H/2,54cm (2,05- 3,25)
145 cm H20(125- 165)
65 MKkM £ 5%
63T
30- 55 H/mw
50- 100%
80- 160 %
90M M \6ap
345 m™"Y6ap
50 mVim!\ 6ap
< 3,0 ’m
115-150°C
> 15H/ 15Mm
SUDPACK MEDICA, France

Tabmmuas: TexHHecKe XapaK TePUC TVIKN VHOVBWYa/bHO Kajy TOHHOI YTakov
PesynbTarsl

260+4x300+3x14+1

365 it

KapToH

1MPRIMERLE LLP/BUIGNET

Agpec: 29, avenue des Chataigniers -95150 Tavemy



PuvicyHok 7 ; MapkupoBka ynakoBku 1 kopobkn mogenn ECL2L6xI2SN PucyHok 8: MapkvpoBKa ynakoBku 1 Kopobku mogenn ECL2L6XI5SN
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PucyHok 11: MapkupoBka ynakoBku 1 kopobku mogenn ECL2L6x9 PucyHok 12: MapkvpoBKaynakoBKku n Kopooku moaenn ECL2L6xI2
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PucyHok 15: MapkupoBka ynakoBku 1 Kopooku mogemm COP2L6xJOSN  PucyHok 16: MapkupoBKaynakoBku 1 kopobku mogenn COP2L6xI5SN
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PucyHok 17: Mapkuposkaynakosku 1 Kopobku moaenn COP2L6x20SN PucyHok 18: MapkupoBKayTakoBKm 1 Kopobky moaenn COP2LEX30SS

PucyHok 19: MapkupoBka ynakoBku 1 kopobku mogenm COP2L6xI0 PucyHok 20: MapkvpoBKa ynakoBku 1 kopobku mogenn COP2L6x15
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™ PucyHOK 21: MapK/poBKa yrakoBKY 1 Kopobku Mogenn COP2L6x20 PucyHok 22: MapkvpoBKaynakosKu 1 Kopobkv Mozienin COP2L6x30

ECsu* .tV 4 . iX-

ECLIPSE 2L

e
0 A
*mm
O/aiiii iT T4
ECI.2L 6X1S D
I
®FfT ®
«gmnSite*
PucyHoK 23: MakeT Kopobku PucyHoK 24: MpoekT Mapkuposky fna MU «KaTeTepb!

BHY TPMCOCYAMC ThIE OKK/IKI3VOHHbIE Ba/TOHHbE C ABOViHBIM MPOCBE TOM
CTEpWIbHBEE, OHOPA30BbIE, B BAPMAHTAX UCTIONHEHI
npeaHasHaveHHas /1A pacnpoc TpaHeHns M Ha TeppuTopin P,
Tpe6oBaHA, MPeLbBIAEMbE K MaPK/POBKE, MPUMEHSIOTCA /15 BCEX
veCemii
lu)kmpoBka Ha PUHNW HOW ynakoBKe ANS CTepUNM3ayMm WAEHTUYHA MAaPKUPOBKE Ha MHAUBU/AYANbHOW KAPTOHHOW ynakoBke
bpkHpoBKa coAaepXuUT:
HaumeHoBaHne n mMmoaenb M3jgennsa;
WHthopmauuio o nponssoanTene.
CxemaTtnuyeckoe nsobpaxeHue nagenuns.
Konunyectso,
NlvameTp coBMecTUMOro kaTeTepa;
AvamMeTp COBMECTUMOTO NPOBOAHMUKA.
Homep naptuu;
Homep cepun;

AaTy nsrotosneHuns;
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flaTy ncteyeHus cpoka rogHOCTH.

TexHnueckne xapakTepucTukn nsgennsa:

0 -AvnameTp 6annoHa

L-ﬂnmua 6annoHa

Volume » MakcumanbHbl it o6bem 6annoHa

A -O6wan X1UHA, um

B - OddektnsHasa anuHa, Mm

C - ANnuHa AUCTanbHOWh YyacTn, Mm

D - AvameTp AucTanbHOW Yyaaun, Mm

E - BHYTpeHHWi anameTp (OCHOBHOIW NpocBeT), MM

F-TonwwnHa ABOWHOTO npocBeia, Mm

G - WupuHa ABOHRHOrO npoceeia, Mm

CumBON «He MCNONBL30BATL NPU NOBPEX/AEHHOH ynakoBKe»;

CuMBON «He MCNONbL30BATbL NOBIOPHON»;

CumMBON «He CTEpNUNN30BATL NOBIOPHO»;

CumBON «He gonyckaTb BO3AEACTBUA CONHEUYHOTO CBETAY;

CumBon «O6paTMTECb K MHCTPYKNUMN NO NPUMEHEHWNIO ».

CumBOoN «OCTOpPOXHO! O6paTUTeChb K CONPOBOANTENbHON AOKYMEHTaALUMN» Yenol
MHtbopmMaumnio o meToae cTepunmsauum; 500-

' o
Cnucok YCNOBHbI! 0603HauyeHnit Yecno(

Irefl Homep no katanory m O6paTnTecb K NHCTPYKLWUM NO NPUMEHEHNIO foHTP
po 80"
B CepuiiHblii Homep Bepeub 0T Bnaru! Yenol

- 106

skenn
WcnonbsosaTh A0 3anpeT Ha NOBTOpPHYlO cTepunansaymio

He copepXxuT anatunrekcundranart, MoxeTr

§ WN3pe.
coaepxaTh YacTulbl nonurekcarugporpuasnHa

AaTa narotosneHuns

Piim Qdiiiith i i
Mapkuposka EC *am3$]' EBponeiickuit Homep ToBapa yrunl
-
06e33s;
ISTERILEIEO! CTepunusosaHo O3 I Npoussogutens
B MOI
otxop
A BHumaHune! O6patntecb K MNHCTPYKUWM NO NPUMEHEHUNIO 3HaK OCTOpPOXHO Xpynko! posc
n B
3anpeT Ha NOBTOpPHOE NPUMEHeHNe AnunporeHHo
p p p p Cpox
He ponyckaTb BO3JeiiCTBMEe CONHEYHOTO CBeTa NON TO XIC He TokcnuyHo 1 (j_le
pwn;
He ncnonb3oBaTb NPW NOBPEXAEHUN YyNaKkoBKN
H
KapToOHHb € ynakoBKW C M3Jje/IMeM ynakoBaHbl BTPAHCNOPTHYIO KOPOGKY M3 TO(h pUPOBAHHOTO KapToHa. Mpox
OAHa TpPaHCNOPTHAA KOPOGKA COAEPXMUT - He 6onee 50 KAPTOHHbLI X YNaKkoBOK. BAI-I
M apkupoBKka TPAHCNOPTHON KOPOGKN COAEPXUT; 1)
HaMMEHOEﬂHMeMMOAEﬂh nspenunna m
WHpopmayuio o nponssoaguTene; +33 <
KonuuecTtBo;
Moka
Homep naptuu;
Bann
Homep cepuH.
Tpeb6\
AaTy usrotoBneHus,
KpoB<
faTty ncteyeHns cpoka rogHOCTH.
8ccnc
CumsBon «He ponyckaTb BO3/]€/iCTBUSA CONHEUYHOTO CBETa»; °
HK
Cumson «bepeub oT Bnarun!»;
(peHT
7. CooTBeTcTBMEe cTaHaapTam Poccuiickoilt degepaynum H MeToAbl KOHTPONA B cTaHpjgapTa! Poccuiickoit depgepaynn copi
FOCT ISO 10555-1-2011 KaTeTepbl BHYTPUCOCYAUCTbIe CTEPUNbHbBIE OQHOKPATHOTO NpUMeHeHns YacTb 1. O6uue TexHuuyeckue Tpe6oBaHus Mpon
rOCT ISO 10555-4-2012 «KaTeTepbl BHYTPUCOCYAMUCTbLI € CTEPUNbHBIE OHOKPATHOTO NpUMeHe-Hus. YacTe 4. KaTeTepbl A4Ns 6aNNOHHOTO pacWnpeHmns», "
cno
FOCT P50444-92 «Mpu6opbl, annapaTtel W 060pPyA0BaHME MEAULMHCKNE. OBU ME TEXHUUYECKUE YCAOBUS >, Z_h
rOCT 31814-2012. «OyeHka COOTBeTCTBMUA. O6u e npasuna oT60pa 06pPa3uoB ANA UCNLITAHUA NPOAYKLMUM NPU NOATBEPKAEHNN COOTBETCTBUA»
FOCT 31214-2016 «N3penua meagnumnHckue Tpe6oBaHus kK ob6bpasuam M AOKYMEHTauuMu, npeaocTaBNAeMblM Ha TOKCUMKONOTMYeCKkNe, CAHNTAPHO-XUMUYECKNE MCMbIAN,
McnblTaHMA HAa CTEPUNBHOCTL W NUPOTEHHOCTb»
FOCT ISO 10993-1-2011. «W3penna meanynHckne. OueHka 6MUONOTrMYECKOro AeUCTBUA MeANLUUHCKNX nsaennii Yacte 1 OueHka u mccneposaHna» Nonn
F<XI!T ISO 10993-4-2011. «M3pgenus meanunHckne. OuyeHka 6UONOTMYECKOTo AeiCTBUA MegNUNHCKUX n3genuit Yacte 4 WccneposaHne nsgenunii, ssaumopeiicteyouee 8
0o3Mm

KPOBbIO».

FOCT ISO 10993-5-2011 M3genua meguuyuHckne. OyeHka 6UONOTMYECKOTo AeiiCTBUA MEAULUUHCKUX n3genuit. Yactb 5. MccnepoBaHMa Ha UMTOTOKCUMUYHOCTL: MeTOAbI in vte
roOCT ISO 10993-7-2016. WU3genus meanumnHckne. OueHka 6MONOrNYECKOro AEWCTBUSA MeAWUNHCKMX n3gennii. Yactb 7 OcTaToOuyHOe cojepxaHue aTUNeHoKCcMga nocx
cTepunusaunu.

FOCT ISO 10993-10-2011. W3genus mMepaunuyuHckune. OueHka 6GMONOTMYECKOro AelWCTBUS MeAWUMHCKWX u3genuit. Yactb 10. MccnepaoeaHus pasgpaxatwuero!
ceHcubGunusupylou ero geicresmna.

FOCT ISO 10993-11-2011 «UW3aenua meguuymnHckne. OueHka 6MoNOrMYeckoro AeiicTBma MeguUNHCKUX usgennii. Hacte 11. MccnepoBaHue o6W eTOKCMYECKOTO AeiicTBIO
FOCT ISO 10993-12-2015. «M3genus meguuuHckne. OlueHka 6M0ONOrMYeCcKkoro AeiiCTBMA MeANLUUHCKUX usaenunin. Yactb 12. MpurotoBneHne npo6 1 KOHTPONbHbL € 06pa3os
FOCT ISO 10993-17-2011, U3genua meguuuHckme OueHka 6MONOTrMYecKoro AelcTBUA MeAMULUHCKWX uM3genuit. YacTb 17. YcTaHOB/NeHME NOPOTOBbLIX 3HAYeHWU gs
BbIMbIBAEMbI X BEU ECTB

FOCT ISO 10993-18-2011. U3aenna mefguuNHCKMEe OlleHKa 6UONOTNYECKOTO AEHCTBNA MeAUUNHCKUX n3gennit YacTe 18 NccneaoBaHMe XMMUYECKUX CBOWCTB MaTepHas»

rocT P NCO 15223-1-2014 «WN3penns megnumnHckmue CUMBONL, NPUMEHAEMble NPU MapKMpoBaHMM HAa MEAUUMHCKUX W3AENUAX, 3TUKeTKax U B CONPOBOAUTENbLBO!

AOKYyMeHTauuun Yacte 1 O6umne TpeG6oBaHuA»

FOCT ISO 11607-2011 «YnakoBKka N8 MeAWLUUHCKNX U3gennii, nognexawmnx G MHNWHOW cTepunmusaumm».
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pCT ISO 11135-2012 MeguynHckue usgenun. Banugauna m TeKyw nil KOHTPONb CTepUNAM3alLUm OKCUAOM 3TUNEHA.
T EN 556-1-2011. CTepunusaumns MeAnUMHCKNX nspenunii. Tpe6oBaHUA K MeAWLUNHCKUM WU3AEeNUAM KaTeropuu crtepunbHble. YacTb 1. Tpe6oBaHUA K MEANLUHCKUM

/\/\3
@nvmm, nognexauwum GUHAWHOK cTepunusauynm.

OCT ISO 11138-2-2012 CTepunusaums MeAWUWHCKOW npoaykuuu. bBuonornyeckne mHankaTtops . HacTb 2. Buonornyeckne MHANKaATOPHL ANA CTepunusaunuu oKcuaom

TneHa.

OCT ISO 11737-1-2012 Ctepunnsayns MEAVULUUHCKNX usagenunin. Mukpobunonornyeckme metoas . HacTb 1. OueHka NONYNAUUMN MUKPOOPFraHM3IMOB Ha NPOAYKLNK.

OCT P 52770-2016. W3genusa meanunHckue. Tpe6oBaHua 6e30NacHOCTN. MeTo/Abl CAHUTAPHO-XUMNWYECKUX U TOKCUKONOTMYECKUX NCNbITAHU.

OCT 25375-82 «MeTopabl, cpefjCTBa U PeXUMbl cTepunuszaunu m gesnHd ekyunm uajgennii MeNLUNHCKOTO HasHaYeHUss. TEPMUHbL M onpefeneHunn».

OCTISO 14971-2011 WU3genus MeaguUMUHCKUE. TpUMEeHEHNEe MEHEAXMEeHTa pUCKa K MEAULNHCKUM N3JENNAM.

OCTPM3K 62366-2013 M3paenns megnumnHckue. NMpoekTMpoBaHMe MEAWLUNHCKUX N3AENUIA C Yy4eTOM 3KCNNyaTaUWOHHOW NPUFOAHOCTH.

OCTUWCO 14698-1-2005 YucTble NOMEUW €HNA U CBA3AHHbBIE C HUMU KOHTpoNupyemblie cpeabl. KOHTpONb 6uo3arpasHeHmnii. Yactb 1. O6uMe NPUHLUUABL U MeTOAbl

j 9. OnucaHune ﬂpMHa,U,ﬂe)KHOCTeVI,Me,qVILI,VIHCKMX quenmﬁ,mcnonbayemux COBMECTHO C 3aAB/IEHHbIM U3aennem:

[luvmunnckoe nagenne KateTepsl BHYTPUCOCYAMCTbI € OKKNIO 3MOHHbI € GANlNOHHBIE C ABOWHLIM NPOCBETOM CTEPU/IbHbBIE, OJHOPA30BbLIE, B BApMaHTax UCNONHEHNUS NOAXOANT
W COBMECTHOrO WCNONb30BAHNA C NKWGLIMU NPOBOAHUKAMM MaAKCUMaNbHbIM AunameTpom 0,35 MM, ycTpoWcTBaMu ANs a3M60NM3AaLMM, TAKKE MCNONb3YyeTCH COBMECTHO C
faxHM am6onunueckum areHtom (Squid), npoussogctea BANT 3KCTPYXH CAC, aTtakke AN ycCTaHOBKM CamMOpacW NPSAIOWNXCA CTEHTOB;

KLIPSE 2L nogxoAuT AnA ycTaHOBKU cTeHTa LE O - Baby, nponssopgctBsa komnavuu BANT 3KCTPYXH CAC,

JOPERNIC 2L noagxoanT Ansa ycTaHoBkKM cTeHTa LE O 3.5 unu SILK+ 2.0 fo 4.5, nponssogctea komnanunm BANT 3KCTPYXH CAC

1 10. YCnoBus XpaHeHus, TpaHCMOPTUPOBAHUA W IKCMyaTauuu.

pOBUA TpaHCNOpTUpOBaHMA: TemMnepaTypa Bo3jyxaoT-10°C o +35®C npu oTHOCUTENbHOW BnaxXxHocTn oT 35% A0 80% (HeKOHAeHCUpYylo W aAcsa) MmaTMoch epHOM AaBNeHUN

|[tO- 1060 rMa BAanM OT BO3AeWCTBUA NPAMbI X CONHEUYHbI X Ny4yei.

NOBUSA XPAHEHMWA: XPaHUTL M3JeNue B ynakoBke NPeAnpUATMA-U3TOTOBUTENA B CYXOM, YN-CTOM MecTe, BAANN OT UCTOYHMKOB TeNna W NMPAMbIX CONHEUYHbI X NIy4yei, npu
Krponupyemoi TemnepaTtype. Cpok XpaHeHMUN ykas3aH Ha aTUKeTKe kKax agoro unaagenumsa. TemnepaTtypa Bo3gyxa oT7-*-15°C a0 -b27°C npu OTHOCUTENbHOW BRaxXHoOCTN OoT 35%
80% (HekoHAeHCupyloUw asca) M aTMoct epHomM gaBneHun 500 - 1060 rfa

noBus aKkcnnyaTtayunm: TemnepaTypa Bo3gyxa oT +20®C o -1-25®@C npun OTHOCUTENbHOW BnaxHocTn oT 35% f0 65% (HeKkoHJeHCcUpylouwascsa) u aTMmoc epHom gaBneHun 500

1060 rMa BAanNuW OT BO3JEWCTBUS MPAMbI X CONHEUYHbI X Ny4yeii. M3genne BpeMeHHO 3KcnayaTupyeTca B Tene 4yenopeka nNpu TemnepaType oT +36®C po -H42®C. U3genue

cnnyatupyeTcsa BTesie Henoseka meHee 24 yacos.
n. CBefleHNA 0 CTEPU/IBHOCTU U3aenns

yenmne nocTaBnAeTCA CTEPU/IbHBIM, METO4 cCTepunnsaynn rasom Okcupaa dTuneHa.

12. CBefaeHuMA 06 yTunusaumm

ms3auunio mM3nenns NnposoamnThL B cooTBeTcTBUM ¢ CaHMNuH 2.1.7.2790-10 Ana oTxoA0B knacca b (anuaemMmnonornyeckn onacHele oTxoAbl ) Mocne annapaTHbIX cNnoco6o0B
;33apaXvBaHNA CNpUMeHeHNeM hM3NYECKUX METOAO0B N N3MEHEHNA BHEW HETO BMAA OTXOA0B, NCKNIO YAl €r0 BOSMOXHOCTE X NOBTOPHOTO NPUMEHEHWNA, OTXOAbl K1acCoB
MOryT HaKannUBaTbCA, BPEMEHHO XPAHUTLCA, TPAHCNOPTUPOBATLCA, YHNUTOXKATHLCA N 3aX0OpPaHMBATLCA COBMECTHO C 0TX0AaMu knacca A (3NMAeMunonornyeckn 6esonacHsl e

opbl, No cocTaBy npuGnuxeHHele k TBO). YnakoBka o6Ge33apaXeHHbX MEeAMUWHCKMX OTXO[O0B knaccos b ponxHa MUMeTb MapknpoBKY, CBUAETENbCTBYylO WYl O

BEeALEeHHOM 068333pa)KMBBHVIM 0OTX0AO0B.
13. apaHTumn

CpokrogaHocTh - 5neT. CpoK COXpaHEeHUs CTepUNbHOCTN - 5 neT.
Crpecnia npviema peknamaumii:
O6WecTBO C OTPAHWYEHHOW OTBETCTBEHHOCTbLI «LleHTp MepuHaTtanbHoi MeagUUNHBI»
UWpuanuecknii/®aktuyecknis agpec: 109004, r. Mockea, ToBapuuwecknit nep., a. 20, ctp. 4
WH 7709063317, KNMN 770901001, OKMNO 40286236.
Uwounssoantens
EALTEXTRUSION SAS (BANT 3KCTPYXH CAC), ®paHumna
[fOwe de la Croix Vigneron 95160 MONTMORENCY, France
+>331011 39 89 46 41

p3tOH 37 17 03 46

4. O6LMe nokasaHus, MPOTMBOMOKa3aHNA U MO60OYHbIE IPPeKTbI

|SwoHHbl e kKaTeTepbl ECLIPSE 2L 1 COPERNI1C 2L npeAgHa3Ha4YeHbl ANA UCNONb30BaHWSA B cOCyAaaX LeHTPanbHON HEPBHOIW CUCTeMbl U B nepuepuyecknux cocyaax, korga
TpebyeTcsi MX BpeMeHHas OKkNlo3us. BannoHHele KaTeTepsl 06ecneynBalT BPEMEHHYI0 OKK/JI0 310 COCY[O0B, NO3BONA WY M36MpAaTENbHYI OCTAHOBKY MNNW KOHTPONb
ABOTOKA, a TakkXe fNevyeHune Basocnasma. BannoHHble KaTeTepbl MPUMEHSAIK T TakXe NPU NPOBEAEHUN IMBONMU3AUNM BHYTPUYEPENHbLIX AHEBPU3IM B YCNOBUAX GannoH-
AncTteHumnm.
OHA TakXe PpeKkoMeHAYlTCA ANA: WUCNONb30OBAaHMA B nepucepuyeckmx cocypax W cocyjgax UeHTPanbHON# HEPBHOW CcuUCTeMbl ANA BBEAEHNUA [AMATHOCTUUYECKMX
AHTreHOKOTpacCTHbI @ NpenapaTsl) U Ne4e6HbIX CPEACTB (IMGONMINPYIO W ME MAaTEepPUaANbl, COBMECTUMbIE C BHYTPEHHUM AMaMeTpPOM 6annoHHb X kaTeTepos ECLIPSE 2L
OPERNIC 2L unu yctTaHOBKW CTEHTOB.
MpoTwuBONOKa3aHus:
knonb3osaHue katetepos ECLIPSE 2L mw COPERNI1C 2L npoTuBONOKa3aHo, eCNX Bpay NPUXOAUT K 3aK/NIOYEHNI, 4TO Nnpoueaypa c ucnonbsopaHmnem katetepos ECLIPSE
LWCOPERNIC 2L MOXeTyXxXyAWWTb COCTOAHNE 340POBbA NauneHTa.

He npegHasHauyeHo ANA 3MGONIKTOMMUMN UM AHTUONNACTUKY.

He npegHasHa4YeHO ANA UCNONbL3OBAHMSA B KOPOHAPHbLIX COCYyAax.

He npegHasHa4yeHo AN UCNONbL3OBAHMA Y AeTeil NN HOBOPOX/JEHHBI X
KTEHL(MaI]beIﬁ OCNO>XHeHUsA:
KBMOXHbI€ OCTOXHEHNA, CBA3AHHbIE C UCNONb30BAHMEM GaNNIOHHbLIX KATETEPOB UNVW C BHYTPUCOCYAUCTBIMYU NpoyeaypamMmu, BKNIO YA T, MMU He OFTpaHn4YnBasCh,
«pyloumne HapyweHus:

OCnoXHeHWs Bo6GnacTu mecTa goctyna;

annepruyeckan peakyus,

paspelB aHEBPU3MbI;

HEeBPONOTMYECKNE HAPYW EHUR;

TpaH3MTOpHAs MwemMudyeckas ataka;

OKKM03MA COCYyAoB;

npo6opeHne cocyfga UNM aHeBPU3IMbI;

cocyamucTbl i cnasm,

rematoma B MmecTe gocTyna;

amb6onua, nwemusn;

KpoBOTEeUeHNE;

ncesgoaHeBpu3ImMa;
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; nL
anunenTtuyecknn npucrtyn,

He
WHCYNbT,
« TMC tre
nHb ekymnsa,
XpaHT
pacceuyeHune cocypa;
Co6nH
o6pasoBaHue Tpomba;
>rm n
cMepThb.
Mpose
15. Cnoco6 npumeHeHNn.
Hc np'
a. nUAFOTOBKa nepeg HﬂlO.ll:JOBaHMeM
Ncner
Bboi6paTh 6annoHHLI# KaTeTep, COOTBETCTBYl W Nii pasmepy cocyaa.
cucre:
Mepep usBnevyeHnem 6aNNOHHOTO KaTeTepa U3 Tpy6KkKU gucneHcepa yBNaXHWUTb NpoCBeT ANA NPOBOJHNKA KaTeTepa P M3MONOTMYEeCKUM PacTBOPOM.
BAsko
N3Bneub 6aNnNOHHbLI KaTeTep, BbITATNBAA €70 N3 TPy6GKM aucneHcepa. B cnyyae BO3HUMKHOBEHNA CONPOTUBNEHUS NOBTOPATL Npoueaypy NPOMBIBKM TeX NOp. NoKkayBnaxHee
Bo Bp
6anNoOHHOrO KaTeTepa He 6yAeT AOCTATOUHbLIM AN €70 NErKOro N3BNAEYEHNS TPY6KU gucneHcepa
npena
TuatenbHOo ocMoTpeTb 6aN.TOHHbLIW KaTeTep, Y00 6bl Yy6EANTHCA B OTCYTCTBUMN NOBPEXAEHNIA
He no
He gonyckaTh BbiCbiXaHUa 6annNoHHOro KaTeTepa nepej ero BeefleHMeM B HanpaBnsio Wit katetep
He Ha
MOBTOPHO He NOMewW aTb yBNAXHEHHbIH 6AaNNOHHBIA KaTeTep BYynakoBKY.
Heiipi
b. NoaroToska 6annoHa
Npwny
Mpombl T NpocBeT ANA NpPoBOAHWKA GannoHHOro katetepa P M3NONOTMYECKUM pacTBOpOoM. OCTOPOXHO BBECTU yBNaXHEeHHbIi NPOBOAHUK B COOTBEeTCTBYIO W nit nposas
He 3a
6annoHHoOro KkaTeTepa

samen
NMPELOCTEPEXEHMWE: npu yctanoske 6a.'moOHHOTO KaTeTepa Ha NPOBOAHUK AUCTANbHLIM KOHLOM HEOGXOANMO y6EAUTLCA, 4TO ANCTaNbHbLI /i KoHey 6annonHoro wen|l

He np

He noBpexaeH

conpo
MOATOTOBMTbL CMECb PEHTIEHOKOHTPACTHOTO BewecTBa (He MeHee 50 % ) c (hM3NONOTNYECKUM PACTBOPOM.

Ana O
MPEAOCTEPEXEHWE: saskocTs n KoHLeHTpayns peHTreHOKOHTPACTHOTO npenapata 6yAyT BANATbL HAa NPOAONKNTENbHOCTL HAKAYMBAHUA W cKauynBaHus 6annoHa

Nocne
3anoNHUTL NOPT ANSA HakauynBaHus 6annoHa, HAaXOAAWNACA HA OCHOBAHMW, CMECbI PEHTIEHOKOKTPACTHOrO BelWecTBa ¢ (PU3MONOTMYECKUM PACTBOPOM C NOMOLW bIO

peden
MHTpOAblOCepa, yCTAHOBNEHHON HAa WNPULY BMECTUMOCTbIO | Mn

Mpose
ynaﬂMTb Wrny-nHTpoagbtocep M nNoACOEAMHWTbL KpaH K wWNpuyy BMECTUMOCTbH 1 wmn, 3aN0ONHEHHOMY CMeCbld PEeHTreHOKOHTpAcCcTHOrNo BewecrtBa C 4)“3“0”0[“”9(:“] m
pacteopom

npoue
MpPOMBITh KpaH CMECbI PEHTIEHOKOHTPACTHOTO BEWecTBa ¢ P M3NONOTNUYECKUM PacTBOPOM M NOACOEANHUTL €70 K NOPTY ANSA HaKauyMBaHWs, HaxoAAuw emycs Ha ochoi

Banne
6annoHHOro KateTepa.

NbICbI'

Xopowo yBnaxHuTb 6annoH, norpysus ero B 9U3MONOrMYeCcknidi pacTsop Ha cpok He MeHee 30 c. BbIHYTb 6annoH M3 (M3NONOrNYeCKOro pacTsBopa W, Aepxart

MaHn
BEPTUKANbHOM NONOXEHUW AUCTAaNbHLIM KOHLOM KBEpPXY, MEANEHHO BBECTW CMECb PEHTIeHOKOKTPAcCTHOro Beuwectsa ¢ pU3NONOIMYECKUM pacTBOopomM. BHavyane 6wm

BO3Ne
pasfjyBaeTcs BO3AYXOM, HaXOAAWMMCS B KaTeTepe, 3aTeM OH NMOCTENEHHO HANONHAETCA XMAKOCTbLIO, @ BO3AYX BbIXOANT Yepe3 gucTaNbHble MUKPOOTBEPCTNA ANA yaasw

MNepe;
Bo3fgyxa. Korpga 6annoH NONHOCTbI 3aNONHEH XWAKOCTbLIO, NpouegypayaaneHns Bo3gyxa sakaHynsaeTcs, nocne 3aTo0f0 MOXHO CHOBa NOMECTUTH 6annoH B $M3MOHOTMHEDE
6anne
pacTeop
Heo6:
MPEAOOCTEPEXEHWE: xuakocTs He AonxHa AOCTUraTh AMCTAaNbHbLIX OTBEPCTUi ANA yAaneHus Bo3fyxa 6Gannowa 40 NONHOTO yjganeHus BO3AyXa, ANA 3TOr0 CAMYN
BO3HMN
AepxarTtb 6annoH B BEPTUKANBbHOM NONOXEHUN AUCTANbHBIM KOHLOM KBEpXY.
Mpuc;
NMPEAOCTEPEXEHWE: 8o Bpema npoueaypsl yaaneHns Bo3jyxa BBOAUTL KNAKOCTb MEANEHHO BO nsbexaHne paspbiBa 6annoHa. 1
BBene
Mocne ypaaneHus Bo3fyxa M3 npocBeTa AN HakadyuBaHWs 6aNNOHHOTO KaTeTepa, NONHOCTbIO ckayaTb 6aNNOH, yAepXKMBAs €ro NOrpyxeHHoiMm. CHOBa MeANeHHO HakaT "
Banne
6aNNOH CMECHLIO PEHTIEHOKOHTPACIHOTO BewecTBa U (h M3MONOTNYECKOTO pacTBopa, 4To6bl y6eANTLCS B OTCYTCTBUYM B HEM BO3Ayxa. ECNu 6aNnoH BCe euje COAEPXUT BOAYX,
AepXaTb ero B BEPTMKANbHOM NONOXEHUN AUCTANbHbIM KOHLOM KHWU3Y, 4TO6Gb Ny3bipbkW BO3AyXa NOAHANUCL K NPOKCUMAaNnbHOMY KOHLY. CkauaTb 6annoH: Bo3gyx Gyall|
cno.
BbITECHATLCHA COAepXalweiica B 6anNoHe XMAKOCTbIO 4O wWnpuya. 1
cny'va
MPEAOCTEPEXEHWE: 8o Bpems noaroToskn 6annoHHblii kKaTeTep AONXKEH 0CTaBaTbCs yBAAXHEHHBIM, ANA 3TOT0 HYXHO BPEMS OT BPeMeHW, NO Mepe HEO6XOAUMOCT,
HacTte
norpyxaTtb ero B p u3nonormuecknii pacteop
nones
CkauyaTb 6annoH, flepxa ANCTanNbHbIi HaKOHEYHWK B (O U3MONOFNYECKOM pacTBope, 3aTeM BHOBb HakauyaTb €0 0 HOMWHANbLHOTO ob6bema, 4yTo6bl ybeauTbca B OTCYTW a
neicr
nwb6bl x Aec eKToB NN NOBPeXAeHnii 6annNoOHHOrO KaTeTepa nepej WCNONb30OBaHWEM, He NPUMEeHATbL kaTeTep B cAyyae o6HapyXeHMA Kaknx-nu6o HeucnpaBHocTel. BH»
cBAs3a
ckayaTb 6aNNOH, fepXa AUCTAaNbHbI i HAKOHEYHUK B DN3NONOINYECKOM pacTBOpe, W AaTb JaB/EHUI0 B KaTeTepe ypaBHATLCA. M0CNE NONHOTO 3aN0ONHEHNs KaTeTepa u 6aniom
cypeb
6annoHHbLI KkaTteTep rotToB K NCNONb30BaHWI
Komn
MPEAOCTEPEXEHWE: ve nopgcoeanHaTs kakne-nn60 ycTpoiicTBa BbiCOKOTO AaBNeHNs kK NOPTy ANA HakauMBaHusa GannoHa, Tak kKak 3TO MOXEeT NPUBECTH Kk €ro paspuy
Henpe
MPEOOCTEPEXEHWE: ve naka'lveats 6annon Bo3ayxom Mnu kakum-nu60 APyruMm rasom.
ecnn |
MPEOOCTEPEXEHWE: HenpasunbHas nopw ToBKka MOXeT NpuUBecTM Kk nonajdaHuio BO3AyXa B CUCTeMYy, 4TO MOXeT nomMewaTb Hajgnexaweil peHTreHockonuuas!
cny'
BM3yanusaynu
. ecnu
MPAMEYAHWE: l'emocTaTuU4YeCKkNit knanaH, NpPOBOAHUK U Apyrue nsfenns Heobxoammble N NPOBEAEHNA NPOLEAYPbl B COCTaB U3AeNNSA He BXOAAT.
BCAY'
c. MWcnonb3oBaHue
ecnn |
MNopcoeAnMHUTL NOBOPOTHBLIA remMocTaTMueckuii knanaw k npocseTy 6anNnoHHOro kaTeTepa, NpPejHa3sHAUYEHHOMY ANS NPOBOAHMKA YCTAaHOBUTL NUHWUI Henpepbim!
ynake
NPOMbIBKW D M3MONOTMYECKNM PacTBOPOM W NOAKNIO YNTbL ee K 6OKOBOMY OTBOAY NOBOPOTHOTO rEMOCTATNYECKOTO KnanaHa.
corna
BblspaTb COOTEeTCTBleLL‘VIﬁ HanpaBnﬂlOLU,Mﬁ nnwu p,VIaI'H(lCTVI‘leCKMﬁ KkaTteTep. 3ﬂerﬂMTb nDBapDTHbIﬁ remoctaTnyeckuit KnanaH Ha MNpoOKCMManbHOM OCHOBWM
WN3pe;
HanpaBnfAlUWero MAM AMArHOCTUYECKOro kaTeTepa. [ns npepoTBpauw,eHus o6paTHOro TOKka KPOBM B NPOCBET KaTeTepa NOACOEAWUHUTbL NUHUI HENpPepbI BHOW NpPoMbiHA
usae;
d]VIaVIOI'IOrMHeCKMM pactBOpoMmM K 60K050My OTBOAY NOBOPOTHOTNO remocTaTnM4yeckoro knanaHa
nevar
O TKPbLITb NOBOPOTHLIW remMocTaTWyeckMin KknanaH, pacnoNoOXEHHbI# Ha OCHOBAHWMN HaNpaBNAWWEro0 UNW AUATHOCTUYECKOTo KaTeTepa BBecTM GanNnnoHHbLIN kKaTeTep uepes
HOME
ﬂOEOpOTHbIﬁ remoctaTMyecKkuii knanaH.
oTBeT
MpoBecTu 6aN/NOHHbIi KaTeTep M NPOBOAHUK B XeNaemMoe MECTO COCYAMCTON CUCTEMbl NOJ PEHTIEHOCKONMYECKNWM KOHTpPOeM TuwaTenbHO 3aTAHYTbL knanaH nosoponun
cny'va
remocTatuMyeckoro knanaHa BOKpYyr 6anNOoHHOKW kaTeTepa ANs nNpejoTBpau,eHus N0 60N yTeuykun W3 NOBOPOTHONO reMocTaTUYeCKOro knanaHa [emocTaTuuyeckuii kiana
KoCBC
AONXEH NO3BONATL NPOABUXEHUE 6ANNOHHOIO KaTeTepa NOCAe 3aTATMBAHMUA.
MPEAOCTEPEXEHWE: ve satarueaTtsh cCAMW KOM CUALHO NOBOPOTHLIM reMocTaTuuecknil knanaH BoKkpyr 6annoHHOro kateTepa. CNUW KOM CUAbLHOE 3aTArMBaHue knanas oTHOL
MOXEeT 3aMmegNnTb Npoyecc HakaymMBaHMA U CKaynmBaHns 6annoHa

MPEAOCTEPEXEHWE: ve npopsurate 6an.ToHHbIW kaTeTep UAM NPOBOAHUK NPV BO3IHWKHOBEHWW CONPOTUBAEHNA. MPU BO3HUKHOBEHUN CONPOTUBNEHUA HEOBGXOANB
ONpefennTL NPUYUHY CONPOTUBNEHUA NPU NOMOLW M PEHTIEHOCKONMYECKOTO KOHTPONS.

NCnonb3ys WNpuy eMKOCTbI0 1 MA, 3aN0ONHEHHbI COOTBETCTBYIO UM PacTBOPOM PEHTIEHOKOHTPACIHOTO BeWecTBa, MEANEHHO HaKkayaTb 6annoH 40 Tpebyemoro gnamerpa
MPELOCTEPEXEHWE: ve npesbiwate pekomeHayeMblii 06beM HakauMBaHUA, ykasaHHbl il Ha 3TUKeTKe, BO M3GexaHne paspbiBa 6annoHa

NMPEAOOCTEPEXEHWE: gna o6ecneuenns 6GesonacHocTu naymeHTa HakaympaHue u

ckauuMBaHue GannoHa cneayeT BCerga NpoBOAMTL NPW peHTreHockonuuyecus
BM3yanusaynu.

Mocne HakaumBaHMa 3aKpblTb 3aNOPHbLIA KpaH, €CNN 3TO HEOGXOANMO

]

CkayuBaHue 6annoHacneayeT NpoBOAMTL NOJ PEHTIEHOCKONNYECKNM KOHTPONEM, 4To6bl y6eAMTLCA B NOTHOM CKaunBaHUn nepej n3sneyeHmem 6annoHHoro katetepa. Mocne

3aBepWweHNs Npolyefypbl MeANeHHO U3BNEeYb GanNOHHbLI KaTeTep M NPOBOAHUK.
d. MEPbI MPEAOCTOPOXHOCTU MPWN NCMNONb3OBAHUNN

He ncnonbsosaTb, eCiM ynakoBka BCKpbITa UMM NoBpex/pgeHa. pn HenoBpeXAeHHON ynakoBke U3AeNNA CTEPUNbHbI.
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WennuHHcKkoe M3genne 0O4HOPa30BOr0 NCNONb30BAHNA. He MCNONb30BATL NOBTOPHO Jllo60e NOBTOPHOE UCNONb3OBAHME U3AENMA NPUBOAUT K BLICOKOMY PUCKY 3apaxeHus
WNWeHTa M K yxyaweHnto pabouyux xapakTepucTuk usgennsa
cCTepunu3oBaTb NOBTOPHO 3TN uU3jgenunsa.
]J*HUTb BCYXOM, 3al MU, €HHOM OT CBeTa MecTe NPpU KOMHATHOW TemnepaType.
Cob6nwpgatb CPOK FOAHOCTH
)T U3genus AONXKHbB NPUMEHATLCHA TONbKO BpayamMu-cneyHanucramMm B o6nacTu MHTEePBEHLUUOHHOW HellpopaguMoNoruum M/Mnm MHTEPBEHLUWOHHOW paguonorun.
MposepuTh pa3mep coCysa c NOMOU bl0 PEHTIEHOCKONMUN. Y6EANTLCA B TOM, 4TO 6aNOHHbLI/i KaTeTep, COOTBETCTBYET pa3mepy cocyaa.
HenpeBblWwaTb pekoMeHAgyeMblit 06beM HakauynBaHMA, yka3aHHbIl Ha aTukeTKe, BO nabexaHne paspeiBa 6annoHa.
(cnthanme Ha COBMEeCTUMOCTb WAU UCNONb30BaHME GAaNnNOHHOTO Kkatetepa c XuUAgKummu 3M60ﬂVI3VIPyIOI.IJMMM areHrtamMu He NPOBOANNUCHL, KPOME X UWAKKX 3M50nv|3mpy»0u1v|x
hcreM Onyx (® Ev 3)u Squid (® Emboflu A.G.).
N3KOCTb M KOHUeKrpayvma peHTreHOKOHTpacTHOro npenaparta Sy,qu B/NMINWATL HA NPOAONXKUTENbHOCTb HakaynBaHna M cKkavymMeBaHusa 6annoHa.
|]o Bpems noAroToBKM cCKauynBaTb 6AaNNOH MOXHO TONbLKO NPU NOFPYXEHHOM AUCTAaNbHOM HakOHeUYHUKe 6annoHa B P M3NONOTMUYECKMIA pacTBOP UNUN PEHTIEHOKOHTPACIHbIA
KpenapaT Bo nsbexaHue nonajgaHua Bosjyxa BHYTpb 6annoHa.
1EI'IOACOSAMH$|TL7 Kakme-nun6o ychoHcTsa BbICOKOTO AaB/IeHMA K NOPTY ANA HakavYymBaHusna 6annoHa, Tak Kak 3TO MOXeT npueecn n K ero paspbiBy
le HakayuBaTb 6annoH BO3AYyXOM unu Kakum-nu6o Apyrmm rasom, Korga oH HaxoauTCca B opraHumsme
|knpaBunbHaa NOATOBKA MOXET NPUBECTW kK NnonmajaHunio Bo3gyxa B CUCTEMY. ">F0 MOXEeT NoMew aTb NPOBE/JEeHNI0 Hajjnexalu, el peHTreHOCKONMWYECKO# Busyanusayuu.
|bn yctaHoBke 6anNnNoHHOro KaTeTepa Ha NPOBOAHWUK AMUCTAaNbHbLIM KOHLOM cneayeTy6euTbCA, YTO ANCTaNbHbLI i KOHel 6AaNNOHHOTO KaTeTepa He MOBPEeXAEeH
le 3aTArMBaTh CANWKOM CHNbHO NMOBOPOTHBLIA remocTaTMyeckuit knanaH BOKPYr 6annoHHOro kaTeTepa. CAWWKOM CUNbHOE 3aTArMBaAHWE KnanaHa MOXeT NMPpUBECTH K
AeAnNneHU npouecca HakayuBaHWs U ckauymBaHwns 6annoHa.
Ke npoasurathb 6annoHHbI KkateTep MAM NPOBOAHWK NPU BO3HUKHOBEHWU CONPOTUBNEHUSA. B cnyyae BO3HUKHOBEHWSs CONPOTUBNEHMNSA HEDﬁXO,qVIMO onpeaennTb NPUYUHY
bnpoTuBNneHns NpM NOMOWM PEHTIEHOCKONUYECKOTO KOHTPONSA.
|1ﬂ ob6ecneyeHns 6esonacHoCTyn nauyveHTa HakKkayYynBaHwe U ckaynsBaHune 6annoHa cnepyeT Bcerga nposoawnTb Npu peHTI’eHOCKOI’IMHeCKOﬁ Busyanunsaynmn
~ne nNoAroToBKK 6annoHa wu nepepjg mcnonb3oBaHMEM BHOBb HakKkadaThb 6annox 40 HOMUHaANBHOTO o6bema, 4TO6bI npoBepuUThb 6annoHHb i KkateTep Ha npegmer niw 6 bl X
KTOB nnun ﬂDBpe)K,quMﬁ nepea ncnonb3oBaHuMeMm. He ncnonb3oBaTth KkaTteTtep B cnyvyae OﬁHapy)KeHMﬂ Kaknx-nunbéo HEMCHDQEHDCTE\Z
)BepUTbL COBMECTUMOCTb 6aNNOHHOrO KateTepa B CcAyyae NPUMEHEHWA APYFrNWX BCNOMOTFaTeNlbHbIX YCTPOWCTB, OGLIYHO WUCNONBbL3YyEeMbIX NPUW BHYTPUCOCYAMCTHI X
waTtenecTtBax Bpaw AONXeH BnapgetThb TEXHUKOWR UPEeCKOXHBI X BHYTpUCOCYAMUCTbIX nNpoueayp wu 6blTb OCBEAOM/NEHHbBIM O BO3MOXHbBI X OCTOXHEHMUAX, CBA3AHHbIX C
wepypoii
CWI0 HHbI i KaTteTep umeeT I'MADOqJ MWNbHYH NOBEPXHOCTb, OH AONXEH 6blITh yBnaxHeH nepej ncnonb3oBpaHuem Mocne yBnaxHeHusn 6annoHHOTO KaTeTepa He fonyckaTb ero
].Cbl)(aHMR.
MaHunynuposaTb 6aNNOHHBIM KAaTETEPOM HYXHO C OCTOPOXHOCTbI BO M36exaHue cnyyaiwHoro noepex/jeHna nsaenns. He nogsepratb NOBepXHOCTbL GaNNoOHHOTO KaTeTepa
AfLelACTBUIO OpPraHMYecKknx pacTtBopuTeneit, Kotopble MOTyT MOBpPeANTb GaNNOHHbLIA kKaTeTep W/MAN €r0 NOKPbITUE
Hepe,q mcnone3oBaHuem cnepyert yﬁep.mecn B TOM, 4TO AunamMeTp UCNONb3YyeMOro NpoBOAHMWKA MAKN BCNOMOraresnbHOro ychchTsa COBMECTUM C BHYTPEHHUM AunameTpom
13[110HHOI'0 KkateTepa, yka3aHHb M Ha 3TUKeTKe.
Heo6xoaumMo MaHunynupoBaTb 6aNNOHHBIM KAaTeTepoM C 0COG60 OCTOPOXHOCTbLIO NPU €0 BBEJEHWUN B U3BUNUCTbIE COCYAbl BO M3bexaHue nio60ro noepexaeHns. B cnyvae
10 3HUKHOBEHMA HEOGbLIYHOTO CONPOTUBAEHMA He NPOABUTATL U HE YAANATL YCTPOWCTBO 40 ONpPeAeNeHNs NPUUYNHL CONPOTUBAEHNS

llpuc>TcTBUE Kanbuud mkaynini, HEPOBHOCTENW MNKU yXe BBEJEHHb X paHee YyCTPOWCTB MOXEeT NPpUBECTW K NOBpexXAeHWUW 6GanNnnoHHOro katetepa, a Takke 3aTpPyAHUTbL €ro

cefleHue Unu ypaneuue.

EVHOHHBI KaTeTep He cop,ep)«irr mMaTepunanos n3 natekca unun MNBX

IS6. [MpaBoBbIe MONOXEHUA H YC-HOBHA UCMOMb30BaHUSA - UCK/IIOYEHWE rapaHTumn / orpaHm4yeHue OTBeTCTBEHHOCTU

Mcnonb3oBaHMe JAHHOTO W3JENMA NPUPABHNBAECTCSA K ABHO BbIPAXEHHOMY N 6€30T0OBOPOYHOMY COTIACUI0 C HACTOAW UMYU NPABOBLIMU NONOKEHNAMMU U ycnosusmu B
Mydyae Hecornacus ¢ Baweil CTOPOHL C HACTOSW UMW NPABOBLIMU NONOXKEHUAMM U YCNOBUSMN Bbl HE MMeeTe NpaBa MCNONbL30BATh 3T0 U3aenne

Hectoswas MHCTPYKUMS NO NPUMEHEHUNIO HE ABNSIETCA AOTOBOPHLIM AOKYMEHTOM M MOXeT 6blTb M3MeHeHa komMmnaHneit BALT Ge3 npegynpexpaenuns. Taknm o6Gpasom,
101b30BaTe b JONIXEH HE TONbKO OCBEJOM/NIATLCA 06 06HOBNEHNAX KOMNaHueidh BALT HacTosu el MHCTPYKYMUM, HO TAKXKe UCNONb30BATL M3J€/INe COOTBETCTBEHHO
KiCTBYlOUW €l MHCTPYKUMN. HacTosAwas MHCTPYKUNSA NO NPUMEHEHNI0O NOAUYNHACTCA (D PAHLY3CKOMY 3aKOHOAATENbLCTBY, N06GbLIE PAa3HOrNACUsA UNM CNOPHbLIE BOMPOCH,
CBA3aHHbLIE C HACTOAW Ed MHCTPYKLMEDH NO NPUMEHEHMIO W NPUBAEKAK W NE K OTBETCTBEHHOCTN KOoMNaHuio BALT, 6yayT npeAcTaBNeHbl HAa PAaCCMOTPEHUE KOMNETEHTHLI M
cype6HbIM opraHam r. MoHTyas (P paHyus) MonNb30BaTeNb OKOHYATEILHO COTNAW AETCH C HACTOAW UM NONOKEHUEM 06 IKCKNIO 3NBHOCTU W PUCANKLMUY

KomnaHua BALT He MmoxeT 6GblTb NPpUBAEeYeHa K OTBETCTBEHHOCTN B cAeaylo U nux cayvyaax:

*npaBMAbHOE UCNONb3OBAHME M3AENNA W/UNVN €70 NCNONb3OBAHNE HEOBGYUYEHHLIMIW NONb3OBATENAMN.

KNW M3fenue UCNONbL3yeTCs BHE NOKA3aHMA K NPUMEHEHUIO, AN KOTOPbLIX OHO NPeJHa3HaYeHO COrNAcCHO AelicTBYloW el NHCTPyKYUM,

Acnyuae BHeceHUs M3MeHeHWil B nspenue 6es npepsaplrensHoro nucbmenHoro cornacus komnawun BALT (Bk.liouas msmeHnenne aTukeTok u ynakosku),

KNU M3genne UCNONb3yeTCA BCOYETAHNM C BCNOMOraTeNbHbLIMYU A€TaNAMM, NPOAYKTAMM NNM MaTepnanamn, He yTBepPX/AEHHbIMYU KomnaHned BALT.

Acnyuae noBTOpHOro ucnonbsosanns u.lu nosTopHoil 06paboTkn usgenus,

KNU M3genne KaxeTcs NOBPEXAEHHLIM UNM 0GHAPYKMBAETCA HEUCNPABHOCTL U3J€NSA NPU €70 NCNONbL30BAHMN (B 3TOM Clydyae HEOGXOAMMO COXPaHNTL u3fenne u
AaKoBKy M 06paTMThcs B KOMNaHuio BALT UAM K MeCTHOMY AMCTPUGbLIOTOPY, BO3BpPal aTh N3Aenns Heo6xoAnmMo B ux opurura.lbHoii ynakoske, npeaBapuTensHo nonyuus
ornacue komnaHum BALT)

baenue noctaBnAeTcs Ha yCNoBMAX «kak ecTb». Komnauwna BALT oTKkasbiBaeTcs OT BCeX rapaHTUi, ABHO BbipaXeHHLNC WA NOAPa3ymMeBaeMblX, B OTHOW EHUN N0 6OTO
ajenus, ero cCooTBETCTBUA ONpPeAeNeHHOMY Ha3HaUYeHNIo, ef0 KayecTBa, €ro TOBAPHOW NPUTOAHOCTN M T.4. Ha3HaYeHMA, ONUCAHNA UIN TEXHNUYECKNE YCNIOBUSA, yKa3aHHbI e B
evaTHbIX JOKyMeHTax kKoMmnaHun BALT, B TOM 4uCNe B JAHHOW WHCTPYKUMM NO NPUMEHEHWIO, NPEAHA3HAYEHB UCKNIOYNTENbHO AN 06U €0 ONUCaHNA U3Jenns Ha

CMEHT ero BbIMycka M He NPeACTaBAAINT CO60 HUKAKOA ABHO BbipaXeHHOW rapauTun. Komnawus BALT Hu B KOeM Clyyae HE MOXET 6bITb NPpUBJEUYEHA K

rBETCTBEHKOCTN HA OCHOBAHMN MCKA O JOTOBOPHO# OTBETCTBEHHOCTU, BHE/JOTOBOPHON# OTBETCTBEHHOCTN MM N106GOTO APYroro Mcka 3a NI060NA NPAMON UNM KOCBEHHBLI,
myyaliHblii 1AW NOGOYHbLIH yuepb, NnoHeCeHHbI i Nonb3oBaTenemM MAN TpeTbUM NULUOM BCAejcTBMe (@) CTOMMOCTM ToBapa, npuo6peTaemMoro B nopAaake 3amMeHbl. (b) 0co6blx,
peBeHHbIX, UrTpad HbIX. CAYyYalHbIX UAN NMOGOYHBIX YOI TKOB, UNAUN (C) CHUXEHUA NpubbiNn nnu topapoobopoTa

KIBETCTBEHHOCTbL KOMNaHun BALT 3a HencnpaBHyl Npoaykunio 6yaeT cOOTBeTCTBOBATL NONOXEHUAM AeiicTByl U ero sakoHoaatenscTtea EBponeiickoro colosa B

(HOweHWN HeucnpaBHOW NpoayKYUN
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Poccuiickas degepauns
Mopog Mocksa
CemHafLaToro Mg ABe ThiCAYM BOCEMHAALATOrO roga

A, MNoHew KOnug CepreeBHa, BpeMeHHO UCNOHAOLWAA 0643aHHOCTU HOTapuyca ropoja
MockBbl CMUPHOBOI Onbrn BnagMMuUpoBHbI, CBUAETENLCTBYIO NOA/NHHOCTL MNOANNCH
nepeBofunka YwaHosol Onbru CepreeBHbl. Mognucs caenaHa B MOEM MPUCYTCTBUM. JIMYHOCT»
noAnucasLLlero JOKYMEHT YCTaHOB/IEHA.

3aperucTpupoBaHo B peectpe; Ne 77/774-h/77-2018-";iN
B3bICKaHO rocyapcTBeHHOM nowmHbl (no Tapudy): 100 py6.
YnnayeHo 3a OKaszaHWe ycnyr npaBoBOro M TeXHUYecKoro xapakrepa: 200 pyl™
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Bcero npowHypos?/.), NpPOHYMepoBaHoO
CKpenieHo neyaTb 0 16 (LWecTHaaUaThb)
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Poccuiickan deaepaums
"opoa Mocksa
lMepBoro asrycra fjge TbICAYM BOCEMHAALIATOrO rofa.
A, MapTbiHoBa HaTnvs AHLpeesHa, BPeMEHHO VICTIONHAOLLEA
06s13aHHOCT HoTapuyca ropoga Mocksbl AkvmMoBa IMeba Bopricosrya,
CBETENLCTBYHO BEPHOCTL KOMUM C NPECTaB/IEHHOIO MHe [JOKYMEHTA.

e;K»77/09-n/77-2018- 9Jj
nowmHel (HoTapudy): A" pyb.
MpaBoBOr0 M TEXHYECKOTO XapaKTepa:

M.A. MapTbIiHOBa

O, NPOHYMEepOBaHO, CKpeneH
nuct(a) (oB)

BPWO HoTtapuyca:

H.A. Ma
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