Chambre de commerce et d'industfie
de région Paris lle-de-France

KOMnA
APPROVED BY 19.02.19 13 1326

M BALT EXTRUSION SAS
rue de la Croix Vigneron

Sophie REHAULT 95160 MONTMORENCY
_ o FRANCE
Quality and Regulatory Alfairs Director RCS Por™olse 315 633 081

BALT EXTRUSION SAS

e coftimerce et d'industrie de région Paris lle-de-France

February 15*2018 Wusxclusivemant pour certification matfrielle de

la signature de

1£ha-u(-T
(seen exclusively to certify the above signature)

Pour le pré5Llenr, Achraf BOUKDIR

USER MANUAL
CORAIL+ guiding sterile catheter for single use

BALT EXTRUSION SAS, France

APOSTILLE
(Convention ceLa Hove dii  octoore

1 Repubhgtu\fratu;ane « R U S S iE V '

Le present acte public
2 aéeésige par. Achraf BOUKDIR......
3. aeissant en qualiie de... Attachcc..................

4. est revetu du sceau tiinbie de..C'bawbrB .dc,
Coinrnerce et dTiiuiisirie de Paris

Atte:>te
5. a Paris

Npar ie Proememygenera

>Sei:\ N1 " Michel 1ernrUi,,,,,,, °
....... PREMIER AVOQAILfi£[SERAL....
' colifiniie utdem ttit I'aiilhiiitidle lie bl iigiialtire. :ln ceou <

‘ ke serllle djcunirm. Elfe-ne iignisirp@equr f roiitrmi du Hoaim rtii ev

rarrret nn aitiia Renijihlinur /rniifaise nnnroivr son coutenu ™
3/IEKTPOHHASA KOMKS 0GOPMIEHA LIEHTPOM UCTILITAHIA W PETUCTPALMM MEBULMHCKYUX 3LENHA



This user manual has been prepared to provide information for purposes of registration of a medical
device in the territory of the Russian Federation. The information is provided in the amount required
in accordance with the Rules for Registration of Medical Devices (Russian Government Decree No.
1416 dated 27.12.2012).

1. Product name:

CORAIL+ guiding sterile catheter for single use:

- CORAILGF+;

- CORAILSF+

- Instructions for use (supplied with each product).

Manufacturer:
BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

Place of manufacture:
BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

Development, production and sale of the device complies with the requirements of DIN EN ISO
13485:2016+AC:2017-07, EN ISO 13485:2016+AC:2016, ISO 13485:2016; the device bears CE-
marking EC certificate number: 513975 MR2.

OKPD?2 - 32.50.13.110 - Syringes, needles, catheters, cannulas and similar instruments;

Class depending on the degree of potential risk of medical use in accordance with the medical devices
nomenclature classifier approved by Order of the Ministry of Health of the Russian Federation No.
4n - 3 dated June 6, 2012;

Device classification according to the Medical Device Nomenclature Classification approved by the
Order of the Ministry of Health of the Russian Federation of June 6, 2012, No.4n - 131670.

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

This device is sterile. For single use.

Conditions of use: medical and medical-preventive health care institutions, only as prescribed by a
medical specialist.
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2. Purpose

The device is intended to facilitate the introduction of microcatheters for therapeutic and diagnostic
use, as well as for percutaneous transluminal passage and placement of diagnostic / interventional
devices (balloon dilating catheter, stent and delivery system, or embolization device) in the vascular
system.

3. Device special properties

CORAIL+ balloon tipped guiding catheters are a coaxial catheter with a low pressure distal balloon,
capable of reaching various diameters depending on the volume of injected liquid. The side entry is
intended to inflate and deflate the dilation balloon, and the internal lumen provides a passage for various
catheters. CORAIL+ balloon tipped guiding catheter is radiopaque and thermoformable and fulfils its role
as a guiding catheter by guiding various catheters inside the vascular system. In addition, the balloon allows
for temporary occlusion during various operations.

Technical characteristics of the devices are given in clause 4. Each device is packed in an individual
package, each individual package is packed in a cardboard box, which also contains a user manual. For
more information on packaging and labeling, see clause 5. Appearance of the device is shown in figures
1-4.

Figure 1: Device appearance withoutpackaging CORAIL6F+
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Figure 2: Appearance ofthe device withoutpackage CORAIL8F+
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Figure 4: Appearance ofthe CORAIL+ device in thefinal packagefor sterilization

4. Technical specification
Table 1 - Materials ofthe devices

. . Raw material
c ‘ Raw material Raw material CORAILSF+LT3 S I
omponen +
P CORAIL6F+  CORAIL8F+ Hppiers

Manipulator with

Polypropylene PPH5060 i
Y- connector ypropy SPEEDPLAST, Spain
Thermoplast TF6ST KRAIBURG TPE, Germany
Counter-current . _
node ¥ HOPE Alcudia 4810 Gazechim Groupe, France
Bismuth trioxide, CAS # 1304-76-3 5N PLUS FRANCE, France
External rigid tube Polypropylene PPH5060 SPEEDPLAST, Spain
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tube igment Red 254 - CAS # 84632-65-5 Plasticouleurs, France

3ismuth trioxide, CAS # 1304-76-3 5N PLUS FRANCE, France
. Polypropylene PPH5060 SPEEDPLAST, Spain
External flexible
tube Thermoplast TF4ST KRAIBURG TPE, Germany
u
3ismuth trioxide, CAS # 1304-76-3 5N PLUS FRANCE, France
- Polypropylene PPH5060 SPEEDPLAST, Spain
- Thermoplast TF4ST KRAIBURG TPE, Germany
Pigment Red 254 - CAS # .
i - Plasticouleurs, France
External tip 84632-65-5
Yellow pigment (AZO
- Pigment Yellow) CAS #Plasticouleurs, France
66511-62-6
Internal tube “ow density polyethylene (LDPE) Lacqtenel070 SPEEDPLAST, Spain
Polypropylene PPH5060 SPEEDPLAST, Spain
Thermoplast TF4STE - KRAIBURG TPE, Germany
Chronoprene 25A ADVANSOURCE
) P Biomaterials, L"SA
Internal flexible Melcometer orange
tube - Melcomaitres® 28413 MELCOPLAST, France
PPHF
Yellow pigment (AZO Pigment Yellow) CAS #
66511-62-6 Plasticouleurs, France
Pigment Red 254 - CAS # 84632-65-5
Polytetrafluoroethylene ) Accelent Inc. USA
(PTFE)
Inner layer High density polyethylene
- '9 ! y' polyetny Gazechim Groupe, France
HOPE Alcudia4810
Tungsten wire CAS # i LUMA METALL, Sweden
. 7440-33-7
Braid ¥
. ALTHOFF-LOTTERS,
- stainless steel AISI 304V
Germany
Balloon Thermoplast TF6ST KRAIBURG TPE, Germany

Gold 99% (gold99,99), impurities 1% (not more)

ORX radiopaque .
Lead - 0,003, Iron - 0,004, Antimony - 0,001 Johnson Matthey, UK

marker ¥ ] _
Bismuth - 0,002, Copper - 0,007, Silver - 0,008
Mandrine stainless steel AISI 304V ALTHOFF-LOTTERS,
Germany
Protective rim  Polyethylene (Rigidex 5502 GA) IUN}EOS Olefins & Polymers,

(¥): components, not intended for direct or indirect contact with the body.
The differences between CORAIL6F + and CORAIL8F + are shown in Table 1. The inner tube and

inner layer are made from different raw materials and pigments.
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Table 3: Device technical characteristics

CORAILGF+ CORAILSF+

Total length, mm 1035+ 15 1035+ 15

940 960
Effective length, mm (+33/-20) (+33/-20)
Inner diameter, nm 1.235 1.9
Outer diameter, mm 2.00 2.76
Wall thickness, mm 0.38 043
Overall dimensions of the
balloon, (Max. @ x length) 11x14 12x11
mm
Maximum balloon volume,

1.20

ml
Maximum allowable 1
pressure in the balloon, Bar
Tensile strength, N 11,4+ 0,8
Overall dimensions of the
distal tip (Length x 2x1,52 2x2.25
Diameter)
Inner diameter (Main 1.23 1.90
lumen), mm
Weight, g 5,65+0,29
Connector type Luer lock according to ISO 594

Unspecified permissible values: + 1%
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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 vessels
when being used. The catheter is biologically safe and compatible with biological human 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.

5. Device range:

CORAIL+ guiding sterile catheter for single use:

- CORAILG6F+;
- CORAILS8F+;
- Instructions for use (supplied with each product).

6. Marking and packaging

1 CORAIL+ guiding sterile 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. Each
device is supplied with a user manual. Each cardboard package contains 2 devices in the final
package for sterilization.

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 with standard NF EN ISOI 1607-1 (2009). The final package
for sterilization is glued together.

Table 4: Technical characteristics ofthe package
Basic properties Results

Pack overall dimensions (LXWxT), mm 1260+5x90+5x0.3
Width of adhesive layer on the long side, mm 8

Width of adhesive layer on the wide side, mm 8

Thickness of adhesive layer, mm 0.3

Tyvek paper - Unit weight, g/m”
Tyvek paper - Thickness, pm
Tyvek Paper - Porosity (Gurley Method)
Tyvek Paper - Porosity (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 - Flydrostatic flow pressure
PET film - Thickness
PET film - Total weight

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

59.5 (56.5- 62.5)

155 (75- 235)

22 5 (9-35)

529 ml/min (155-885)

925 kPa (760-1,110)
156N/2.54 cm (135-177)
157N/2.54 cm (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 H20 (125- 165)

65 pm + 5%

63 g/m"



PET film - Breaking test 30 - 55 N/mm?

PET film - Elongation at break 50- 100 %

PET film - Elongation at break 80- 160 %

PET film - O2 permeability 90 m’/m*/bar

PET film - CO2 permeability 345 m*/m?/bar

PET film - N permeability 50 m*/m?/bar

PET film - Water vapor permeability <3.0 g/m®

PET film - Sealing parameters 115-150°C

Sealing >1.5N/15mm

Final packaging manufacturer SUDPACK MEDICA, France

Unspecified permissible values: +1%

Table 5: Technical characteristics of the individual cardboard package

Basic properties Results

Box overall dimensions (LxWxT), mm 1260+4 x 90+3 x40+43

Cardboard density 365 g/m?

Material Cardboard

Manufacturer IMPRIMERIE LLP/BUIGNET
Address: 29, avenue des Chataigniers ~
95150 Taverny

Unspecified permissible values: +1%
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6.2, Appearance of the final package marking:

CORAILGF+

CORAIL+ 6F

Cathiter Guide k Ballonnet/Guding Catheter with Balloon
/Catiter Guia con Balon/EinfUhrunge Ballonkatheter
[Catetere - guida a palloncino/Cateteres-guias com balSo
ICewniki prowadzace zbrojone z balonikiem
/KareTepHble MPOBOAHNKA C GarIIOHUMKOM
/Balor.lu kilavuz kateter

100 cm
94 cm
milSCBIi' LU
~ 2,03 M/6F
vol () A ()
0.1 5
0.3 8
0.5 9
0.7 10
1.0 11

Volume ballon max. ;

Max baltoonvolume. 1.20 ml

nrefdTame 1.20 LLIT1(0.047")

ind.7 20170321
I CORAILGF+
LOT 100283872
T 901703
i
f01}0376>4«|3* 3391(17)223329(10)00393972 2 0 2 2 - 0 3

C€ o iSTERiLe EO ml-

gnliBalt Exb'usion
10, rue de fa Croix-Vigneron
95150 Montmorency
A France
C M Tel. +33 (0)1 39 89 46 41
Fax. +33 (0)1 34 17 03 46
www.bait.fr

Hiimiimiiii

(QL)MT004H ai3311(i7)a2032-MQ>00Si3972 (O1)0a700A|1811311(17)220329(10>0C299912
W1 00283872 B 00283872

w LHMULLIDUHTHT T
)MWW <01)03M5M9'313311(17)22032K1010C211972
Ll ] 00283872 W 1 00283872

Figure 5: CORAIL6F+ package and box marking
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Boorawers  [HE 2

CORAIL 8F+

Use & 10 mL syringe minimum
Utiksar une setingue de 10 mi. minmum

Mex, halloon valume :
voume baoamex.: .20 ML

Bamirs mere: 1.89 mm (.074")

Ind A9 20171241

| CORAILSF+

wm“ [LOT]00301853

dl 201712

NMWWWN 20 2 2.1 2
CCur

QRA®SD =
| * 4 ! T 45 041

Fax. +33 4t 34 1709 40
werw balt.ly

Figure 6: CORAIL8F+ package and box marking;

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



BALI

BALI f

LL [ffl

? live

Figure 7: Box layout

Marking on the final sterilization package is identical to marking on the individual

cardboard package.

6.3. The marking contains:

Quantity;

Device name and model;

Schematic representation of the device;
The maximum volume of balloon;
Reference number

Serial number;

Date of manufacture;

Expiration date;

Information on the manufacturer;

Symbol legends list

REF Reference number

1ot Serial number
Use before

|14~ Date of manufacture

C€ CE label
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STERILE | EO EO-sterilized \

Z Attention! Refer to user manual
® Prohibition on reuse
sﬁ Do not expose to sunlight
@ Do not use if package is damaged
[: B Refer to user manual
Koop dry!
EAN13: 3@%]' European article number
‘ Manufacturer

Cardboard packages with the device are packed in a corrugated cardboard transport box.
One transport box contains — no more than 10 cardboard packages.

6.4. Transport box marking contains:

Device name and model;
Information on the manufacturer;
Quantity;

Lot number;

Serial number;

Date of manufacture;

Expiration date;

"Do not expose to sunlight” symbol;
"Keep dry!" symbol;

7. Transportation and storage

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

Storage conditions: store the device in the manufacturer’s package in a dry, clean place,
away from heat sources and direct sunlight, at controlled temperature. Shelf life is indicated
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on the label of each device. Air temperature from +15°C to +27°C at relative humidity
from 35% to 80% (non-condensing) and atmospheric pressure of 500 - 1,060 hPa.

Operating 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
+36°C to +42°C. The device is operated in the human body for less than 24 hours.

8. Information on the device sterility
The device is supplied sterilized with Ethylene Oxide sterilization method.
9. Disposal information

The device shall be disposed in accordance with SanPiN 2.1.7.2790-10 for class B waste
(epidemiologically hazardous waste). After the apparatus decontamination methods using
physical methods and changing the waste appearance, excluding the possibility of their
reuse, class B waste may be accumulated, temporarily stored, transported, destroyed and
buried together with class A waste (epidemiologically safe waste approximated to solid
household waste). A package of disinfected class B medical wastes shall have a mark
indicating the completed waste disinfection.

10. Warranties

Shelf life - 5 years. Sterilization validity - 5 years.

Address for complaints submission;

Perinatal Medicine Center Limited Liability Company

Registered/Actual address: 109004, Moscow, Tovarishchesky per., 20, bldg. 4
TIN 7709063317, CRTR 770901001, RNCBO 40286236.

Manufacturer:

BALT EXTRUSION SAS, France

10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+33 toil 39 89 46 41

+33 rOM 37 17 03 46
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Development, production and sale of the device complies with the requirements of DIN
EN ISO 13485:2016+AC:2017-07, EN ISO 13485:2016+AC:2016, ISO 13485:2016; the
device bears CE-marking EC certificate number: 513975 MR2.

11. Data for development and production

12. General indications, contraindications and side effects
Indications:

Balloon tipped guiding catheter CORAIL+ fulfills its role as a guiding catheter by guiding
various catheters inside the vascular system. In addition, the balloon allows for temporary
occlusion during various operations.

Standard Luer connections provide a connection to the material.

Contraindications:

The use of CORAIL + catheters is contraindicated if the clinician concludes that a
procedure using catheters can impair the patient's condition.

Not intended for embolectomy or angioplasty.

Not intended for application in coronary vessels.

Not intended for application in children or neonatals.

Potential complications:

Possible complications, connected with use of balloon catheters or with intravascular
procedures include, without limitation, the following disorders:
- complications in the access site area;

- allergic reaction;

- puncture of the vessel or aneurysm;
- aneurysm rupture;

- death;

- embolism;

- hematoma at the access site;
- hemorrhage;
- infection;

. ischemia;

- neurological disorders;

- cerebral accident;

- transitory ischaemic attack;
- angiospasm;

- vessel dissection;

- vascular occlusion;

- vascular rupture;

- vascular thrombosis.
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13.  Application method.

Check the integrity of the package: it must not be opened or damaged. Open the package
and remove the catheter from it, observing the aseptic rules. Check the condition of the
catheter for damage.

13.1. Washing the balloon

- Fill the syringe with sufficient volume (10 ml), with a sterile radiopague
preparation (if necessary, diluted with sterile saline solution).

- Never use air or any gas to fill the balloon during washing and, especially, during
the procedure.

- Fill the balloon with a radiopaque preparation after attaching the syringe to the
side entry for inflation and deflation the balloon.

Place the catheter in such a way that the distal end of the catheter is pointing downward,
as shown in the figure:
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- Holding the syringe above the balloon, the end of which is directed downwards,
inject the radiopaque preparation and draw air from the catheter deadspace.

- Repeat these steps several times until the air is completely removed.

- The balloon should be completely filled with radiopaque preparation, and the
volume of the injected liquid should correspond to the diameter of the balloon.

13.2. Introduction of a balloon tipped guiding catheter CORAIL+

- Empty the balloon completely.

- Wash the lumen of the CORAIL+ catheter with sterile saline.

- Connect the valve Y-shaped connector to the CORAIL+ guiding catheter

- After making sure that the balloon is completely emptied, insert the washed
CORAIL + eatheter through the valve introducer using the removable protective cap of
the balloon.

- Remove the protective cap of the balloon.
- Move the CORAIL+ guiding catheter up to the required area, performing the
flushing.

13.3. Inflation the balloon

. After the procedure for washing the balloon, which is specified in paragraph 5.1.
- Connect the syringe, the volume of which corresponds to the required inflation
diameter of the balloon.

- Slowly inject the radiopaque preparation (if necessary diluted with sterile saline
solution) until the required diameter of the inflated balloon is reached (see device label).

13.4. Precautions for use.

- Do not use if the package is opened or damaged. If the package is intact, they are sterile.
- CORAIL+ catheters intended for single use only. Do not reuse. Any reuse

of the device leads to a high risk of infection of the patient and a deterioration in the
performance of the device.

- Do not resterilize these devices.
- Keep in a dry, dark place at room temperature.
- Observe the shelf life.
- These devices shall only be used by medical specialists in the sphere of
interventional neuroradiology and/or
interventional radiology.
- Observe the inflation volumes, never exceed the maximum inflation volume (see
device label).
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Use only appropriate preparations for inflating the balloon (for example, 50:50
contrast-saline solution), it is recommended to use radiopaque preparations having the
lowest viscosity to facilitate inflation and deflation.

Balloon tipped guiding catheters CORAIL+ must be used under fluoroscopic
control and with appropriate anticoagulants.

If resistance occurs, never move the intravascular device without determining its
causes by angiographic control. Movement in the event of resistance may result in
damage to the catheter or injury to the patient.

Observe user manual of preparations injected into a balloon tipped guiding
catheters CORAIL+.

Wash the guiding catheter throughout the procedure.

Observe user manual of interventional catheters used with balloon tipped guiding
catheters CORAIL+.
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MepeBOA C aHIIMIACKOrO 1 (hpaHLLy3CKOro S3bIKOB Ha PYCCKUIA i3bIK

YTBEP>XAEHO /nognwce/ BAJTIT SKCTPY>XH CAC
Cotn PEO, 10 Pro ge na Kpya ByHbepoH
JVpeKTopom Mo KayecTsy U PerysIATOPHLIM 95160 MOHMOPAHCIK
Bornpocam DPPAHLUNA
BANT SKCTPY>XH CAC PEECTP MPEAMNPUATUIA MOHTYAS3A 315 633 081

15 cheBpanisi 2018 T.

LLiramn:

Toproeo-npomblILLIeEHHaA NanaTa pernoHa nb-ae-dpaHc r. Mapuk
Kpyrnas rep6oBast neyarb:

Toproso-NpoMbILLIEHHAA Masiarta pervoHa nb-ge-PpaHc r. MNMapuk
MoaTBepXKaaeTca UCKMIUUTENBHO NOAIMHHOCTL MOAMUCHA:
/nognnce m.PEC/

(MCKNIOUNTENBHO 419 NOATBEPXAEHNS YKa3aHHOM Bblille Nognmcu)
[na npesngeHTa, Awpad Bykamp

MHCTPYKUWMA no MPUMEHEHWNIO

KaTetep npoBofgHuKOBbIH CORAIL+ cTepubHbIN, 04HOPA30BbIN

BALT EXTRUSION SAS (BANT 3KCTPY>XXH CAC), ®paHuus

Kpyrnas rep6osas neyaTb:
ANennaunoHHLIi cya Mapuxa

AlNOCTWU/1b

(Faarckas KoHBeHuMs oT 5 okTa6ps 1961 roga)
1. ®paHuy3ckaa Pecnybnvka POCCUSA

HacTtoswpmii opuymanbHblii LJOKYMEHT
2. noanncax M-Hom Awpad BYKAUP
3. BbICTynawwmnm B Ka4yecTBe artTawe
4. cKpen/ieH nevyarbo/lTamMmnom
YpocTtoBepeHo
5. B MNMapwunxe
6. 19 peBpans 2019 r.
7. F'eHepa/sibHbIM MPOKYpPOpPOM npu AnnenaumoHHoMm cyne lMapuxa
5776.1

9. MNeyvaTb Muwens TEPHO

MepBblii TeHepanbHbIN NPOKYypop
10. Mognuck /nognuck/

Kpyrnas rep6oBas neyaTb:

AnensiumoHHbi cyg Mapuxa

«AMNOCTU/Nb YAOCTOBEPSET TOMILKO MOA/IMHHOCTL MOANUCK, NeyaTy WK LTamna, NpocTaB/eHHbIX Ha AoKyMeHTe. OH
He Y0CTOBepsieT TOro (hakTa, YTo cofepXkaHue JOKYMEHTa SABSETCA BEPHbIM v 4YTO dpaHLy3ckas Pecrnybnnka
0406psieT ero cogepXKaHvie».
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Hactodwas WHCTPYKUMS MO NPUMEHEHWI MNOAroTOBfIEHA AN nNpefoCcTaBieHuns
CBEleHWIA B UeNax perucrpaymm MeguLUHCKOTO WU3f4enns Ha TeppuTtopum Poccuinekoi
depepaynmn. CeefeHns npeacTaBneHbl B 06beme, TpebyeMoM B COOTBETCTBMM € MpaBunamm
perncrTpaumm MeguuMHCKNX n3genunii (noctaHosneHune Mpaeutensctea P® o1 27.12.2012 Ne
1416).

1. Ha3BaHue usgenunsa:

«KaTeTep NpoBoAHMKOBbIH CORAIL+ CTepuUNbHbIi, 0OAHOPA30BbIN».
- CORAILG6F+;
- CORAILS8F+

- UIHCTPYKLMS NO NPUMEHeHUI0 (NoeTaBnsieTes e KaXxablM U3LeNnem).

MponssoauTeENb:
BALT EXTRUSION SAS (BANT 3KCTPY)XH CAC), ®paHumna
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

MecTO nponssoacTBa:
BALT EXTRUSION SAS (BANT 3KCTPY)XXH CAC), ®paHyus
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

PaspaboTka, Npon3BOACTBO U Npojaxa nusgenna eootsetcTeyet Tpe6osaHmsam DIN EN ISO
13485:2016+AC:2017-07, EN ISO 13485:2016+AC;2016, ISO 13485:2016; n3genvie nmeer
mapkuposky CE, Homep cepTugmkarta EC: 513975 MR2.

OKMAz2 -32.50.13.110 - W npuubl, Urabl, KaTeTepbl, KAHO NN U aHANOTUYHbIE MHETPYMEHTHI;

Knacc B 3aBUCMMOCTM OT CTeMeHW MOTEHLMaNbHOr0 puUCKa MPUMEHEeHUS B MeAMLUHCKUX
Lensx B COOTBETETBMM € HOMEHKNATYpPHbIM KNacCUPUKATOPOM MEeAULUHCKUX W3AeNunid,

YTBEPXXAEHHbIM NpukasoM MuHMUCTepeTBa 34paBooxpaHeHuna Poccuiickoin degepaumm ot 06
noHA 2012 r. Ne 4H - 3;

Knaccuthmkaums wm3genns B €00TBETETBMM C  HOMEHKAATYPHbIM  KnacCMpuUKaTopom
MEANLUWHCKUX WU3AeNnii, YTBEPXAEHHbIM npukasoM MMuUHUCTepCcTBa 34PaBOOXPaHEHMUS
Poccuitckoin depepaumn ot 06 noHsa 2012 r. Ne 4 H - 131670;

Bug KOHTaKTa C OpraHnu3mMom 4yenoBekKa —KpPaTKOBPEMEHHbIN (MeHee 24 4acoB) KOHTAKT C
LUPKYNUPYHOLWel KPOBbIO.

[laHHOe n3genue aBnseTes CTEPUNbHbIM. [N 0HOPA30BOro UCNONb30BaHNUSA.

Ycnoeua  npuMeHeHus:  neyebHble U ne4yebHO-NpodunakTMyeekne  MegULUHEKUE
yupexeHus, TOIbKO N0 Ha3HauYeHWI0 Bpaya-crnewmanucTa.
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2. Ha3HauyeHue

N3penne npegHasHayeHo 41 061eryeHns BBeAeHNA MUKPOKaTeTepoB ANA
TepaneBTMYECKOro M AMAarHOCTUYECKOTO NCNOb30BaHNSA, a TakXKe YPECKOXHOTO
TPaHCNHOMWHANBHOTO NPOBEAEHMNA N pa3MeryeHns AMarHoCTUUYECKUX/MHTEPBEHLNOHHbIX
yCcTpoiicTB (6aNNOHHOIO paclWNpPAKOLWEro KaTeTepa, CTEHTA U CUCTEMbI AOCTaBKU UMK
n3gennsa gng amo6onmn3aLmm) B COCyagncTon cCUCTeMe.

3. Ocobble cBOViCTBA M3genns

MpoBogHMKOBbLIEe KaTeTepbl ¢ 6annoHom CORAIL+ — 3T0 Koakcua/ibHble KaTeTephl,
OCHaLLeHHble ANCTaNbHbIM 6a1/10HOM HU3KOr0 AaB/IEHUA, AMAMETP KOTOPOro MOXET U3MEHATHLCH
B 3aBMCMMOCTMN OT 06bema BBOAMMOW XNAKOCTW. BOKOBOW BBOA NpefHa3HayveH 415 HakaunBaHus
M ONOPOXHEHUA paclimpstouLerocs 6annoHYnKa, a BHyTPeHHUI NPOCBET MO3BO/AET BBEAEHUE
pasfinyHbIX KaTeTepos. MpOBOAHNKOBLIN KaTetep c 6annoHom CORAIL+
PEHTreHOKOHTPACTHbIN, TepMO(OPMYeMbIi U BbIMONHAET CBOK (PYHKLWIO NMPOBOAHWUKOBOIO
KateTepa, NO3BONAA BBeAeHWE pas3/iInyHbIX KaTeTepoB B KPOBEHOCHYK cuctemy. Kpome Toro,
6annoHYNK No3Bo/AeT LOOUTLCA BDEMEHHOW OKK/O3MW BO BPEMA Pa3/IMUHbIX onepaymi.

TexHn4yeckne XapakTepuCcTUKW u3fenuii npusefeHbl B n. 4. Kaxjoe u3fenve ynakosaHo B
WHAMBUAYANbHYIO YMNAKOBKY, KaXAas WHAMBUAYanbHas YMNakoBKa B KapTOHHYH KOPOOKY,
KOTOpas TakXe COAEepPXWUT WHCTPYKUMIO No npumeHeHuto. [MogpobHee 06 ynakoBke W
MapK1poBKe B M. 5. BHewWHW BUA n3genns npeAcTaBfieH Ha pucyHkax 1-4.
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PucyHok 1: BHewHui Bug nsgenms 6e3ynakosku ngenns 6esynakoskn CORALL6F+

PucyHok 2: BHewHwuii Bug nsgenus 6e3ynakoskm CORAILSFA
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Y.

PucyHok 3: BHewHuin Bug nsgenmss CORAIL+ B (OMHULLHOW yNaKoBKe Ana CTepuansanmm

4. TexHu4yeckasd cneumdukaymns

Tabnmua 1- MaTepuansl Usgenuii

. NcxopfHblin
McxogHblM maTepuan
KoMNOHeHT martepuan
CORAILG6F+
CORAILS8SF+

MaHunynatop /

Y -o06pasHblii  [MonunponuneH, mapkn PPH5060

coefMHUTEND
TepmonnaeTUYHbIN anacTomep, MapKu
Tepmonnact TF6ST
MpoTnBOXOA0B MONAN3TUAEH BbICOKON nnoTHocTM (HDPE), mapku
bl y3en ¥ Alcudia 4810
Tpuokcug sucmyTta, CAS # 1304-76-3
MonunponwuneH, mapkn PPH5060
BHewHAS MurmeHT KpacHbll (Pigment Red 254) - CAS #
KECTKaA 84632-65-5
TpybKa
Tpuokcug sucmyTta, CAS # 1304-76-3
MonunponuneH, mapkmu PPH5060
B HeLW s TepmonnacTUYHbIN anacTomep, MapKu

Tepmonnaet F6ST
rmékas Tpybka

Tpunokeug sucmyTta, CAS # 1304-76-3
. Monunponunen,
BHewHNN -
mapkn PPH5060
KOHUYUK

TepmonnaeTUYHbIN
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MocTaBw KM

SPEEDPLAST, NcnaHwn4

KRAIBURG TPE,
MepmaHus
Gazechim Groupe,
®paHumna
5N PLUS FRANCE,
®paHumna

SPEEDPLAST, VcnaHwn4a

Plasticouleurs, ®paHuus

5N PLUS FRANCE,
®paHuuna

SPEEDPLAST, NcnaHus
KRAIBURG TPE,
CepmaHus

5N PLUS FRANCE,
®paHumna

SPEEDPLAST, UcnaHua

KRAIBURG TPE,



Bnacromep, Mapkull epMaHus
Tepmonnact TF4S
MIMEHT KpaCHHﬁL:
- E’igment Red 254) -[Plasticouleurs, ®panuus
AS # 84632-65-5
DKEnThiit  tMrMent
- (’::flgw) é’;gsm en#:[Plasticoule:m's, Opanuus
66511-62-6
IBuyTpetnas E:l:nnamnen Hu3koii mnorHoctd (LDPE), Mapku iSPEEDPL AST. Mcnanus
y6xa cqtene1070 ’
[Moaunpomunen, mapku PPH5060 SPEEDPLAST, Ucnauns
TepMonacTHUHBIA RAIBURG TPE,
HAAaCTOMEP, MapKH -
Tepmomnact TF4STE cpMatHi
TepMonmacTuuHbIi ADVANSOURCE
i PAACTOMED, . MaPKHIg i omaterials, CLUA
—— XpoHomnpen 25A
[MTonuBuHMUNXIOPHA
rubxas TpyOka ’ MapKu|M
- elcomaitres® ELCOPLAST, ®panius
E;IMB PPHF
DK&nThiit nurMent (AZO Pigment Yellow) CAS #
66511-62-6 .
pacHuiit nurMenT (Pigment Red) - 254: CAS # [Plasticouleurs, ®panuns
|18(4632-65-5
l{lp?;,]:g;m adropaTHiIcH - Accelent Inc. CILIA
’BH}"I’peHHHﬁ OTHITHIICH
cnoit bicoKoH Gazechim Groupe,
- notHocth HDPE,
apku Alcudial‘:bpamwl
810
[BonbdpaMoBas npoBooka
s ‘}:’f& 030 - LUMA METALL, Lilgenus
Onnérka ¥ epxaselotasn ALTHOFF-LOTTERS
- b Mapku AlSI ’
E;:"V I]'epmauua
& TepmonnacTuuHelii J1acToMep, MapKu RAIBURG TPE,
aANOHYUK
Tepmonnact TF6ST epMaHus
ORX 3onoto 99% Mapka 3199,99, npumecn 1% (nefohnson Matthey,
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eHTTeHOKOHTp Bonee) Caunen — 0,003, Keneso - 0,004, CypbMaBenHKoGpHTaHUS

cribif Mapkepr 0,001, BucmyT - 0,002, Meas — 0,007, Cepebpo
- 0,008
I}v{aunpeu [Hepxaseromas crans Mapku AISI 304V ALTHOFF-LOTTERS,
CepMaHus
B2 - INEOS Olefins &
6 [Monuatunex (Rigidex 5502 GA) Polymers,
on

Beankobpuranus

(¥)Z KOMITOHCHTHI, HE MPCAHAZHAYCHHBIC 1A HEMOCPEACTBCHHOIO UIIH KOCBEHHOTO KOHTaKTa

C TEIOM.

B Tabnuue 1 nokasanb pasnuuns mexay CORAIL6F+ u CORAILSF+, BuyTtpennss Tpy6xa
M BHYTPEHHHH CIIOH W3TOTOBJIEHD! HE 3 ORHOTO M TOTO XK€ ChHipbA H MUTMEHTOB.

Tabnuya 3: Texnuueckue xapakmepucmuxu u30enus

CORAILG6F+ CORAILSF+

Obman anuna, MM

1035 15 1035+ 15

IMonesnan aauna, MM

940
(+33/-20) 960 (+33/-20)

Buyrpenunii auamerp,
MM

1.235 1,9

Buewnnii aHaMeTp, MM

2,00 2,76

TONMMHHA CTERKH, MM

0,38 0,43

I'aGapuTHble pazmMepnl
6annona, (Make. 9 x
AJTHHA) MM

11x14 12x11

MaxcuManbHblit 06bem
0annowa, Ma

1,20

MakcuMaabHo
ZOMyCTHMOE 1aB/IeHHe B
6annone, bap

YcroliunBocTs K
paspuisy, H

11,4£0,8

l'aGapuTHble pasmMepsl
AUCTAALHOTO KOHYHKA
(Anuna x Inamerp)

2x1,52 2x2,25

Buyrpenunit anamerp
(ocnoBHON mpocBeT), MM

1,23 1,90

Macca, r

5,65+0,29

Tun aganTtepa

Jlyep-ananvep 8 coorsercraun ¢ ISO 594

Heyxasannwvie donycmumoie 3navenun: + 1%
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Buewnnii Bua wmanenua: [loBepxHOCTb H3NENHMA HE HMeeT NOCTOPOHHHX
BKTIOYCHHH, Ty3bIpbKOB HAN NOTEKOB. I10BEPXHOCTS INankan, He HMEET TEXHOMOTHYECKUX
M TMOBEPXHOCTHBIX AeEKTOB U ofecneynBaeT MUHUMaNLHOE TPABMUPOBAHHE COCYIOB B
npontecce wucnogb3oBaHua. Karerep Omonorwyeckm OGesonmaceH M COBMECTHM ¢
GuosormyeckuMM XUAKOCTAMHM Tena uenoBexa. Kanions u apyrue uyacTu Katerepa He
JOIMYCKAIOT YTEYEK KUAKOCTH.

Uznenne He sABAAETCA UMIVTAHTHPYEMBIM H YAQIACTCA H3 TeEJla YeaOBEKa no
OKOHYAHUIO UCNOJIB30BAHHA.

S. AccopTHMEHT H3ZeaHA:
Kaverep nposoannkosbiii CORAIL+ crepuabhbiit, oxHopasoBiii:

- CORAIL6F+;
- CORAILS8F+;

6. MapkupoBka H ynakoska

Karerep nposoanuxossiit CORAIL+ crepunsHelii, onuopasosblii, 01HOpa3oBbiit B
KosiyecTse | LUT. NOCTaBAACTCA B 3aNaKOBaHHLIM B HHAWBHAYyanbHblM naker Tyvek
KOTOpbI ABNAETCA (PMHMIIHON YNaKOBKOM AN CTEPHUAN3AUMH, H B KHAMBHIYAIBHYIO
KapTOHHYIO YNaKoBKy. K KaXaoMy H3Jennio npuiaaraeTca HHCTPYKUHA N0 NMPHUMEHEHHIO,

B KaXayio KapTOHHYIO YNaKOBKY BXORHWT 2 W3eausa B (MHMIUHON YyNakoBke i
CTEPUIN3IALHH.

6.1. TexnuveckHe XapaKTePHCTHKH PHHHINHON YNAKOBKH 418 CTEPHIAN3ALHH:

[Makersl u3roroBacHs! ¢ OAHON croposbl W3 nokphiTHa Tyvek® 2 FS UNCo
7502918M n onuoii croponnl IMIT/TID 65 B coorBercTBHM co cranzaptoM NF EN
IS011607-1 (2009). ®uuMIHAA ynaKoBKa ANA CTEPHIN3ALINY CKIEHBACTCA.

Tabauya 4. Texnuyecxue xapaxmepucmuxu naxema

OcHoBHbIE cBOlcTBA Pe3yabTaTni
["aGapurHbie pasmeps naketa (JAXLLIXT), mm 1260+5x90+5x0,3
[lInpuxa kneesoro cnos no UIMHHOHK CTOpoHE, MM 8

[llupuna kneeBoro cnos o WHPOKoH cTopoHe, MM 8

Tonummna KIeeBoro cnog, MM 0,3
Bymara Tyvek — Macca nucta pasmepom 1 m? 59,5 r (56,5- 62,5)
Bymara Tyvek — Tonmuna 155 MM (75- 235)
Bymara Tyvek - ITopucrocts (Meton I'epnu) 22 ¢ (9- 35)

Bymara Tyvek - ITopucrocts (Metou benarcena) 529 ma/mun (155- 885)
Bymara Tyvek - UcnbiTanue Ha npoAaBinBaHue 925 xIla (760- 1110)
Mullenburst
Bymara Tyvek - Ucnibrranne npeaena npoysocty Ha paspbiB | 156 H/2,54 cm (135-

MD 177)

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



Bymara Tyvek - Micnsitanue npeaena npounoctyu Ha 157 H/2,54 em (127-
pa3peie XD 187)
f}Dmara Tyvek - Ucnbitauue Ha paspei no Dnmenaopdy 28 H (1,7-4.0)
f{)gaara Tyvek - UcnbiTanue Ha paspbiB o DnameHaopdy 37H (2.8- 4.6)
Bymara Tyvek - Paccnoenne ig(s))HQ,SM:M (2,05-
bymara Tyvek - I'mapocraTtiHueckoe napneHyue MoToKa 145 cm H20 (125- 165)

[13T naénka - Tonmuna 65 MKM £ 5%

IT3T nnéuka - Macca nucra pasmepom 1 M2 63r
13T nnéuka - UcnbiTanue Ha pa3pbiB 30- 55 H/mm?
13T naéuxa - OTHOCHTENILHOE Y UTHHEHHE Ha pa3phiB 50- 100 %
IMOT nnénxa - OTHOCHTENbHOE YUTHHEHNE Ha pa3phbiB 80- 160 %
[M3T nnénka - Oz npoHKUUAaEMOCTB 90M3/M? /Gap
19T nnénka - CO; npoHHLIaEMOCTD 345 m*/m? /6ap
[I9T nn&xka - N2 npoHuuaeMocTs 50 m3/m? /6ap
[I9T nnénxa - IIponuuaeMocTh BOASHLIX MApoB < 3,0 r/m?
[1OT nnénxa - [TapaMeTpsl repMeTH3aLUH 115-150°C
[epMeTH3auus >1,5H/ 15 mm

SUDPACK MEDICA,
Ipoussoaurtens PUHHIWHON YNAKOBKU
France

Heyxasannvie donycmumsie snavenun: +1%

Tabruya 5: Texnuveckue xapaxmepucmuKi UHOUBUOYANbHOU KAPMOHHOU YNAKOBKU

OcHoBHbIe cBOHCTBA PesyanTaThl

T'aGaputHbie pasmepsi kopobku (AXLLXT), | 1260+4 x 90+3 x40+3

MM

Tl10THOCTB KapTOHa 365 r/m?

Martepuan Kaprox

IponsBoauTens IMPRIMERIE LLP/BUIGNET
Anpec: 29, avenue des Chataigniers —
95150 Taverny

Heyxazanneie donycmumoie suavenus: +1%
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6.2. Baemnn# BHA MAPKHPOBKH PHHHINHOH YIAKOBKA:

[ coralLeF+ 5 g 1

CORAIL+ 6F

Calhduer Guide & BalonnevGuiding Catheter with Belloon
Katéter Guis con BuionfEinfUhrungs Balionkaiheter

Mex betoonvome:  §.20 mi
P e 4.20 mm (0.047")

na.? 20170321

b CORAILSF+

“= NN [LOT|00283872
1] 201703

o
HOMTONGS 3T SIS HYTIRICIIN IS 2022 _03
C€
m EaTRES K
QDA® et i e
. :1.:. Monsmorency
*’ * Tél +33 {041 30 89 48 41

Fax, 433 {03t 34 1783 40
Wbty
;l.ﬂmm. <R ——
00203872 m
&0 coasse72 I oosssere

Pucynox 5: Mapxuposxa ynaxoexu u xopobxu mooeau CORAILGF+
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[k coraLsF+ ﬁg 2

Use a 10 mi. syringe minimum
Utihser une seningue de 10 mi minmum

Voura taramar: 4,20 mL

inner diamater :
Dismitra mterre - ] .89 MM (¢°74-)
Ind 1 20179211

CORAILSF+

was ‘lmmm [LOT]00301853

— (1} 201712
e

Mwmmm E 2022-12
CEur

QLA®D o=
* ‘f‘! T, 0600t 0804841

Fax. +33 {0}t 34 170348
www.balt.fr

Pucynox 6: Mapxupoexa ynaxoexu u kopobru modeny CORAILSF+;
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Pucynox 7: Maxem xopobru

MapkupoBka Ha QHANIIHOMN YIaKOBKe UIA CTEPHIM3ALMH HACHTUYHA MApKHPOBKE Ha
WHAWBHAY IbHOK KapTOHHO! ynaKkoBKe.

6.3. MapKkHpOBKA COAEPHKHT:

KonuuecTno;

HaumeHoBanMue ¥ MOACIH H3ACIHA;
CxemaTHuecKoe H300paskeHHE U3HCTNA;
Maxkcumaneunii 06peM Gannona;
Howmep no karanory

Cepuitaniif HoMep;

Haty n3roroBieHu;

JlaTy UCTe4EHHUA CpOKa FOAHOCTH,
HUndopmaimio 0 npon3BoauTeNe;

Cnncok ycnoBHbIX 06o3aavennit

Homep no katanory

i Cepuitnpiit Homep

&

Jlara H3roToBJICHHA

—8 HMcnonszosars Ao
rwl.
[(3

Mapkupoeka EC

STERILE | EO Crepunusosano 02
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Buumanue! O6paTuTech K HHCTPYKIMH NO PHMEHEHMIO

3anper Ha NOBTOPHOE MPUMEHEHHE

He nomyckaTh BO3ACUCTBHE CONHETHOTO CBETA

He ucnons30eaTsh NPH NOBPEKACHUH YIIAKOBKH

OGpaTtuTech K MHCTPYKIMH 1O IIPHMEHEHHIO

YW e¥ep

Bepeds ot Biars!
EANT3:
—;mmm] Esponetlickuii HoMep ToBapa
u IIpouspoauTENs

KapToHHEIE YIAKOBKH ¢ H3/IETHEM YNAKOBaHE B TPAHCTIOPTHYIO KOPOOKY 13

ropHpoOBaHHOTO KAPTOHA.
Onna TpaHCOPTHAA KOpoOKa conepkuT — He 6onee 10 kapTOHHKIX YNIaKOBOK.

6.4. MapkHpoBKa TPaRCTIOPTHOH KOPOOKH COAEPXKAT:

HanmeHnoBanue 1 MOZCNb H3CNUA;

HudopMaumio 0 NpoU3BOAUTENE;

Koandectso;

Homep maptuu;

Howmep cepuu;

Jlaty H3roToBNeHU;

Haty ncreyenns cpoka roHOCTH;

Cumeon «He pomyckars BO3ACHCTBHA COMHETHOIO CBETaA»,;
Cumson «bepeys ot Baaru!»;

7. TpancnoprHpoBanne H XpaHeHHe

VCIOBHA TpaHCIOPTHPOBAHHA: TeMIeparypa Bosgyxa ot -10°C no +35°C npu
OTHOCHTENBHOH BNakHOCTH 0T 35% a0 80% (HekoHAeHCHpYloImadca) U aTMochepHOM
nasnennn 500 — 1060 rlla aanu oT Bo3ACHCTBHA NPAMBIX COMHEYHBIX JTyYeH.

VCIOBHA XpaHEeHHs: XPAHHTh H3ENTHE B YNIAKOBKE MPEUNPUATHA-H3TOTOBUTENA B CYXOM,
YHCTOM MECTE, BIalK OT HMCTOYHHKOB TeIIa M NPAMBIX CONHEYHRIX Jydedf, mpH
KOHTpOJIMpyeMoit Temnepatype. CpoK XpaHeHHA YKa3aH Ha 3THKETKE KaXKAOTO H3ZC/IHA.
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TemnepaTypa Bo3gyxa oT +15°C pgo +27°C npu OTHOCUTENbHON BRaXxHOCTW OT 35% [0
80% (HeKOHAeHcHpyOLWanaca) n atmochepHom gasneHun 500 - 1060 rMa.

Ycnosusa akcnayatauun: temnepatypa Bosgyxa ot +20°C go +25°C npm OTHOCUTENbHOM
BflaXXHOCTM OT 35% pfo 65% (HekOHAeHcupytowasaca) n atmocepHom fasneHunm 500 -
1060 rMa Bpanu OT BO3AENCTBUA MNPAMbIX COMIHEYHbIX ny4yei. M3penne BpemMeHHO
3KCcnayaTupyeTca B Tene 4yenoseka npu temnepatype oT +36°C po +42°C. WNspgenue
3KCNnyaTUpyeTca B Tesie YenoBeKa MeHee 24 4acos.

8. CBefeHNs 0 CTEPUNBLHOCTU U3Jenuns

N3nenve nocTaBnseTcs CTEPUNbHLIM, MeTO[ cTepunmsauum rasom OKcuaa dTuneHa.

9. CBefeHunsa 06 ytmnumsaymm

YTunnusauno nigenna nposoauTb B cooteetctBum ¢ CanluH 2.1.7.2790-10 gnsa oTX0408
knacca b (snupgemunonornyecku onacHole 0TX0fAbl). [locne annapaTHbIX CcnocoboB
o6e33apaxmBaHUsd C MPUMEHEHNEM (DU3NYECKUX METOLOB U U3MEHEHWUS BHEWHero Buja
O0TX0A0B, UCKNKYAOLLEro BO3MOXHOCTb UX NOBTOPHOIO NPUMEHEHUSA, OTXOA4bl KnaccoB b
MOTYT HaKannMBaTbCH, BPEMEHHO XPaHWUTbCA, TPAHCMOPTUPOBATLCA, YHUUTOXATbCA U
3axopaHuBaTbCA COBMECTHO C OTxofamMu Knacca A (anupgemunonornyeckyu 6esonacHble
0TX0Abl, N0 cocTaBy NpubamxkeHHble K TEO). YnakoBka 06e33apaKeHHbIX MeANLNHCKNX

OTXOA0B KflacCoB b [O/KHA MMeTb MapKUPOBKY, CBUAETENbCTBYOLWYIO O NMPOBEAEHHOM
o6e33apaxMBaHNM OTXOLO0B.

10. MapaHTuM

Cpok rogHocTu - 5 net. CpoK COXpaHeHns CTEPUILHOCTY - 5 feT.

Appec ona npuema peknamawui:

O06uecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO «LieHTp MepuHatanbHON MegnunHbI»
KO puanuveckunii/®aktuueckuii agpec: 109004, r. MockBa, ToBapuweckuii nep., 4. 20,
cTp. 4

WHH 7709063317, KIMM 770901001, OKHO 40286236.

MpownssoaunTens:

BALT EXTRUSION SAS (BANT 3KCTPY>XXH CAC), ®paHums
10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+33 (0)1 39 89 46 41

+33 (0)1 37 17 03 46
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11. Jannbie Ang pa3paboTku H MPOH3BOACTBA

PaspaGoTrka, MPOM3BOACTEBO H MpOJaXa H3ACHHA cooTBeTCTBYET Tpebopanuam DIN
EN ISO 13485:2016+AC:2017-07, EN ISO 13485:2016+AC:2016, ISO 13485:2016;
u3aenue umeer MapkupoBky CE, nomep ceprudukara EC: 513975 MR2.

12. O6mne noxa’anus, NPOTHBONOKAANAA H Nobounbie 3¢pPeKTH

Hoxazanun:

INMpoeomuukoesif karerep ¢ OGamnronom CORAIL+ BbmonHAeT cBOKO  (GYHKIMIO
NPOBOAHUKOBOI'O KAaTeTEpa, MO3BOJAA BBEACHUE PA3IHYHBIX KATETEPOB B KPOBEHOCHYIO
cucreMy. Kpome Toro, GannoH nossoiserT J0OHTLCA BPEMEHHON OKKO3HH BO BpeMA

pa3nMYHHIX onepauyi.
Cranpaapranie coequaenus Jlysp ofecnequBaroT CoeMHEHUE C MATEPHATIOM.

Ipomueonoxasanus:

Hcenonszosanne KaterepoB CORAIL+ npoTHBomOkasaHO, €CIH Bpad MPHXOAHT K
3aK/MIOYEHHUIO, YTO NPOLIEAYPa C NCTIONB30BAHMEM KATETEPOB MOXKET YXYAUHTL COCTOSHAES
3XOPOBBA NMALUCHTA.

He npeanazHaueHo ang 3MGONIKTOMUH KM AHTHOILTACTHKH.

He npeaHasHa4eHO A)is MCTIONB30BAHMA B KOPOHAPHBIX COCYAaX.

He npeanasHaueno Ang HCMIONB30BAHUA Y ACTEH HIH HOBOPOXKACHHRIX.

ITomenyuansroilt OCRONCHERUA:

BoaMoxKHEIE OCIIOKHEHHA, CBA3AHHBIE C HCMONB30BaHHEM GaIOHHBIX KATETEPOB HITH ¢
BHYTPHCOCY AHCTRIMH IIPOLICAYPaMH, BKIIOYAIOT, HMH HE OTPaHHYHBAACSH, CCAYIOMHE
HapyLICHUA:

- OCIOKHEHHS B 001aCTH MeCTa J0CTyNa;

- AJUIEPruyecKas peakius;

- npobofeHne cocyia U aHEBPH3MBI;

- Pa3phiB aHEBPH3MEI;

- CMEPTB;

- aMboims;

- reMaToMa B MecTe AOCTYNa;

- KpPOBOTEYCHHE;

. uHpexm;

- HIIECMHA;

- HEBPOJIOTHUECKHE HapYIICHHA;

- HHCYJIBT;

- TPAH3WTOPHAA MIIEMHYECKAs aTaKa;

- aHrMoCnasMm;

- pacceueHre cocyla;

- OKKITIO3HA COCY/IOB;
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- Pa3pHB COCYAOB;
- cocy MCTEIA TpoMGo3.

13. Cnocob npameHenns.

ITpoBepHTH IIEIOCTHOCTD YIIAKOBKH: OHA He AO/DKHA OHITH BCKPHTONH WIH MOBPEKACHHOH,
OTKpHITH MAKETHK H H3BJEYE H3 HETO KaTerep, cobmoasa npasuna acenTHkH. [Iposeputs
COCTOAHUE KaTeTepa Ha MpeaMeET NOBPEKACHUIL.

15.1. HpombiBka GantoHIAKA

- Hanonrete wmpui, uMelomu¥ pocraroynmii o6vem (10 M), CTEPHIBHEIM
PEHTTEHOKOHTPACTHEIM TIpenapaToM (MpH HeoGXOOUMOCTH pa3baBlICHHEIM CTEPHIBHEIM
bU3HONOrHYECKNM PacCTBOPOM).

- Huxorza He HCMONB30BaTh BO3AYX HAM Kako#-nuGo ra3s Ansa 3anoIHCHHA
GaIoHYHKa B Mponecce MPOMKBKH M, TeM Gonee, BO BpeMsa MPOLEKY Pbl.

- Hanonuuts OGa1IOHYUMK PEHTTCHOKOHTPACTHEIM MpENapaToM, NPUCOSTHHHUB
NpeABapuTeNbHO WNPUIL K GOKOBOMY BBOLY MJIA HAKAYHBAHHA M  ONOPOXKHEHHA
6annoHUHKa.

Pacnonoxurh KaTerep TakuM oOpa3oM, YTOOH aucTanbHBIH KOHEW Katerepa Onin
HaIpaB/IeH BHHU3, KaK HA PHCYHKe:
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- Jepxa wmpul BHIe Ga/IOHYHKA, KOHEL KOTOPOrO HAMPABICH BHH3, BBECTH
PEHTI'¢HOKOHTPAacTHHIH mpenapar M OTKauyaTh BO3XYX M3 MEPTBOrO TpPOCTPAHCTBA
KaTerepa.

- ITOBTOPATH 3TH ASUCTBHA HECKONBKO Pa3 A0 MONHOrO yAaNeHHA BO3AyXa.

- BautoHuHK fAomkeH OBTL NOJHOCTBIO 3aMONHEH PEHTIeHOKOHTPACTHEIM

npenapatoM, a 0o0beM 3aKaueHHOW MXHAKOCTH AOMKEH COOTBETCTBOBATDL IHAMETPY
GanmoHuHKa.

15.2. BsenenHHe NPOBOAHHKOBOrO KaTeTepa ¢ fannonuaKOM
CORAIL+

- OnopoKHHTH NOMHOCTHIO GATTOHYHK.

- IMpomMuts npocser katerepa CORAIL+ crepuncHEM  dH3HOMOTHYCCKAM
PacTBOPOM.

- IMoacoeavaurs KnanaHHB Y-00pasHEI COCMMHMTENE K NPOBOAHHKOBOMY
karerepy CORAIL+

- VGeauBIINCE B TOM, YTO GalJIOHIHK MOAHOCTHIO ONOPOXKHEH, BBECTH NMPOMBTHIH

katrerep CORAIL+ uepe3 KnamaHHEIH HHTPOABIOCEP, HCNOAB3YH CHEMHBIH 3aIMTHEIN
KONNAaYoK GannoHymMKa.

- CHATE 3aIMTHBIN KOINa4oK Oal/IOHYHKA.
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15.3. HakauuBaHune 6annoH4YmKa
Mocne npoueaypsbl NPOMbIBKM 6an10HUYMKA, KOTOpas yKasaHa B nyHKTe 5.1.
MofcoefnHNTL WNpKUL, 06bEM KOTOPOro COOTBETCTBYET HY)XXHOMY ANAMETPY
HakayuMBaHua 6annoHYMKa.
Meg/ieHHO BBOAWUTb PEHTIEeHOKOHTPACTHbIN npenapat (Npyu Heo6Xo4MMoCTH
pa3baB/ieHHbIV CTePUIbHBIM PU3MO0N0TMYECKUM PaCTBOPOM) L0 AOCTUXKEHUS HYXXHOIO fmuameTpa
HaKayeHHOro 6annoHunKa (CM. ITUKETKY U3fenns).

15.4. Mepbl NpPefoOCTOPOXHOCTU NPU NCNONb30OBAHUN
- He ncnonb3oBatb, ecnv ynakoBKa BCKpbITa UAv nospexgeHa. MNpu HeNoBpeXAeHHO
YyNakKoBKe N3LeNns CTepUbHbI.

Katetepbl CORAIL+ npegHa3sHayeHbl 414 04HOPA30BOro Ncnosb3osaHusa. He
Mcnonb3oBaTb NOBTOPHO. JTto60e NOBTOPHOE
NCNonb3oBaHue U3Lennsa NPUBOANT K BbICOKOMY PUCKY 3apaXKeHUs nauneHTa n K yxyaweHuio
pabounx xapakTepucTuk U3genns.

He cTepunn3oBatb NOBTOPHO 3TW U3AENNA.

XpaHuTb B CyXOM, 3alMLEeHHOM OT CBeTa MecTe NPU KOMHATHOM TemnepaType.

Cobnojatb CPOK rOAHOCTH.

3TN n3aenna LOMKHbI NPUMEHATHCA TONLKO Bpayamu-crewmanmctamMmn B 061actu
VHTEPBEHLVOHHOW Heillpopaguonorum n/mnu
NHTEPBEHLMOHHOMN Paguonoruu.

Cob6ntogaTb 06beMbl HaKa4yMBaHUA, HUKOT4a He NpeBbnaTtb MakCUManbHblii 06bem
HakaymBaHua (CM. 3TUKETKY W3Aennsa).

Wcnonb3oBatb gng HakaumBaHus 6annoHa TONbKO COOTBETCTBYHOLME Mpenaparsl
(Hanpumep, CMeCb PEHTIEHOKOHTPACTHOTO BeLlecTBa M PU3N0IOrMYeCcKOro pacTesopa B
06beMHOM cooTHOWeHUKN 50/50), peKoOMeHAYeTCA UCMONBH30BaTb PEHTITEHOKOHTPACTHbIe
npenapaTbl, 06/1aJal0LLMe HAMMEHbLUIEN BA3KOCTbIO, 415 06/1er4eHuns NpoLeccoB HakauMBaHus v
OTKa4vBaHus.

MpoBoAHUKOBbIe KaTeTepbl ¢ 6annoH4YnkoM CORAIL+ f0/DKHBI UCMO/Ib30BaTHCA NOS
(h1yOpOCKONMYECKNM KOHTPO/IEM M C COOTBETCTBYIOLUMM aHTUKOATYIAHTaMMU.

Hwukorpga He nepemelyaTb BHYTPUCOCYAUCTOE YCTPOKCTBO NPY BO3HUKHOBEHUN
ConpoTuMBeHNs 6e3 npefBapuTeNIbHOro onpeAesieHns ero NPUYMH C NOMOLL b
aHruorpauyeckoro KoHTponsa. Mobunusaumsa npm BOSHUKHOBEHUMN CONPOTUB/IEHNA MOXET
NPUBECTMN K NOBPEXAEHUIO KaTeTepa UM paHEHUIO NnayyMeHTa.

Co6nt04aTb MHCTPYKLMM NO NPUMEHEHUIO NpenapaTos, BMBaeMbIX B MPOBOAHUKOBBIA
KateTep ¢ 6annoHynkom CORAIL+.

OcyLLecTBNATb NPOMbIBKY NPOBOAHNKOBOIO KaTeTepa Ha MPOTSXXEeHUN BCE nNpoueaypbl.

Cobnofatb UHCTPYKLMK NO MPUMEHEHUNIO MHTEPBEHLMOHHBIX KATETEPOB, NCMO/b3YeMbIX
C NPOBOAHUKOBLIMU KaTeTepamu ¢ 6annoH4ynkom CORAIL+.

MepeBoguuK: Hukundoposa BukTopusa BukToposHa

noAnuchb
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Poccuiickaa ®epepaumns
Mopog MockBa
MepBOoro mapTa ABe ThbiCAYMN LeBATHaLATOro roga

A, HaxaeB Maramep Ka36ekoBu4, BpEMEHHO MENONHAOLWMIA 0653aHHOCTI HOTapuyca IT roga
Mocksbl [ypapeBa AnekcaHapa Bnagumuposuya, CBUAETENLCTBYHO MNOAMMHHOCTL MCXY3UCK

nepesogymka Hukngoposoin Buktopun BUKTOPOBHBI.
Moanwnch chenaHa B MOEM NMPUCYTCTBUN.
JInyHOCTL NOANNCABLUEro JOKYMEHT YCTaHOB/IEHaA.

3apeructpupoBaHo B peecTpe; No 77/178-H/77-2019- G ~ A
B3bickaHO rocyapcTBeHHOW nownunHel (no Tapudy): 100 pyo.
YnnayeHo 3a okasaHue yCc/nyr npaBoBOro U TeXHMYyeckoro xapakrepa: 200-b

HOAHMCb M.K. Haxaes
T FUIm2 MmN TIStemeAFCT /I Sl Adm.r oL e P 6oBad neyaTtb
i Fep6oBasa ne4yatb HoTapuyca

Poccuiickaa degepaums
Mopos MockBa
MepBOro mapTa fABe ThicAYN AeBATHAALATOro roja

¢, HaxaeB Marames Ka3tekoBu4Y, M5EMEHHO WCMOMHSAKOLWMIA 006513aHHOCTX HOTapuyca
ropoga Mocksbl Aynapesa AnexkcaHaprBaagmmpoBrya, CBUAETETbCTBYHO BEPHOCTL KOMUK C
npescTaB/fieHHOro MHE JOKYMEHTA.

3aperncTpupoBaHo B peectpe: Ne  T/1 78-~77-2019-

B3bICKaHO rocyapCTBEHHOW NOT  3Hbl (MO Tapudy): 3GP py6.

Ynna4veHo 3a oKasaHuve ycnyr LM 3BOr”™ U TeEXHUYeCKOro xapakTepa:/ / ~ p y6.

M.K. Haxaes
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