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These Instructions for Use have been prepared to provide information for registering a medical
device in the Russian Federation. The information is provided as required in accordance with the Rules on
Registration of Medical Devices (Decree No. 1416 of the Government of the Russian Federation dated
December 27, 2012). The contents of the Instructions for Use comply with the requirements of Order No.
11h ofthe Ministry of Healthcare ofthe Russian Federation "On Approval of Requirements to the Contents

of Technical and Operational Documentation of the Manufacturer (Producer) of the Medical Device" dated
January 19, 2017.

The device is developed, manufactured and sold in accordance with the requirements of DIN EN
ISO 13485:2016 + AC ; 2017-07, EN ISO 13485:2016 + AC:2016, 1SO13485:2016; the device is CE
marked (complies with the requirements of Annex Il, excluding Section 4, Annex IN.4 of Directive 93/42 /
EEC).

1. Device name:

CATCH+ Device for Thrombectomy of Cerebral Arteries:

Design options:

- CATCHMINI 3x5;

- CATCHMINI 3x10;

- CATCHMINI 3x15;

- CATCHMINI 3x20;

- CATCH 4x20;

- CATCHMAXI 6x20;

- CATCHMAXI 6x30;

- CATCHMAXI 6x40;

- Instructions for Use (supplied with each device).

All devices are supplied as follows:

CATCH+ Device for Thrombectomy of Cerebral Arteries in the design option - 1 pc, in a sterile package.
The sterile package and instructions for use are packed in individual cardboard packaging.

Device classification in accordance with the Nomenclature Classifier of Medical Devices approved by
Order No. 4h of the Ministry of Healthcare of the Russian Federation dated June 6, 2012 - 333980;

OKPD2 - 32.50.50.190 - Instruments and devices used for medical purposes, not included in other groups;
Class depending on the potential risk degree of medical application in accordance with the Nomenclature
Classifier of Medical Devices approved by Order No. 4h of the Ministry of Healthcare of the Russian
Federation dated June 6, 2012 - 3;

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

2. Fullname ofthe medical device manufacturer

BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France
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3.1 Intended use of the device: The device is intended for use to restore blood flow in the
neurovasculature by removing clots in patients experiencing acute ischemic stroke due to a large cerebral
artery occlusion.

3.2 Principle ofoperation o fthe device:

The CATCH+ Device for Thrombectomy of Cerebral Arteries (hereinafter referred to as the
Device, the CATCH+ Device) is a self-expandable system mounted on its own pusher and designed for
catching and removing clots in patients. The device is intended for use to restore blood flow in the
neurovasculature by removing clots in patients experiencing acute ischemic stroke due to a large cerebral
artery occlusion. The Stentriever design makes it possible to catch a clot within cells and restore blood
flow. The device is placed and deployed inside an occluded vessel within the thrombus formation and is
then withdrawn in its deployed state. The mechanical thrombectomy procedure does not take more than 1
hour.

The appropriate pusher should be used to position the CATCH+ Device so that the effective length
portion of the device would extend past each side of the thrombus in the vessel when fully deployed. If
necessary, and if the device is not damaged, the same CATCH+ Device can be used for up to two flow
restoration procedures in the same patient after cleaning the device with saline solution. The CATCH+
Device for Thrombectomy of Cerebral Arteries should not be used for more than two flow restoration
procedures and more than three restoration attempts in the same vessel.

The Device and its pusher (also fitted with a radiopaque marker) are placed inside a PTFE
(polytetrafluoroethylene) insertion tube and packaged in a peelable pouch and a cardboard box, together
with the instructions for use.

The CATCH+ Device is intended for single patient use only and is sterilized with ethylene oxide. In
fact, these products are surgically invasive devices intended for transient use (less than 60 minutes) in
contact with the central circulatory system (arteriae cerebrales).

3.3 Information onpotential consumers

The CATCH+ Device for Thrombectomy of Cerebral Arteries should only be used by medical
specialists trained in the field of interventional neuroradiology and ischemic stroke treatment. Conditions o f
use: Under fluoroscopic control in medical treatment facilities and healthcare centers, only when
prescribed by a medical specialist.

4, Functional characteristics o fthe device

The CATCH+ Device for Thrombectomy of Cerebral Arteries is a self-expandable device designed
for capturing and removing clots in patients and mounted on its own pusher designed for delivery of the
capture device to the site of the clot formation. The Stentriever design makes it possible to catch a clot
within cells and restore blood flow. The CATCH+ Device for Thrombectomy of Cerebral Arteries is placed
and deployed inside an occluded vessel within the thrombus formation and is then withdrawn in its
deployed state.

With the pusher, the CATCH+ Device for Thrombectomy of Cerebral Arteries is positioned in the
vessel so that the effective length portion of the device would extend past each side of the thrombus when
fully deployed.

Note: A lldevices are visually identicaland differ only in size.
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5.1 Indications:

The device is intended for use to restore blood flow iii the neurovasculature by removing clots in

patients experiencing acute ischemic stroke due to a large cerebral artery occlusion. This treatment option
is possible for patients who fail intravenous tissue plasminogen activator (IV t-PA) therapy or ineligible for

it

The CATCH+ Device should only be used by physicians trained in interventional neuroradiology

and treatment of ischemic stroke. The CATCH+ Device should be used under fluoroscopic control and
with the administration of appropriate anticoagulants.

5.2 Contraindications:

The CATCH+ Device for Thrombectomy of Cerebral Arteries is contraindicated for use in the
following cases;

5

Patients with known hypersensitivity to nickel-titanium alloy.

Patients with stenosis located near the thrombus site that may prevent safe withdrawal of the
CATCH+ Device for Thrombectomy of Cerebral Arteries.

Patients with angiographic evidence of carotid dissection.
These devices are contraindicated for use in newborns, premature babies and infants.

.3 Potentialconqtlications

The complications that may occur as a result of the mechanical thrombectomy procedure include all

possible complications that may occur during or after the intervention. Most adverse effects are attributed
to clinical progression that may occur in the patient, or to the risks associated with any endovascular brain
surgery;

Haematoma and bleeding at the puncture site;

Perforation, rupture, dissection or other arterial injuries;

Vessel spasms;

Vessel dissection;

Difficulty when removing the device;

Subarachnoid hemorrhage;

Cramp ofjoints;

Mental change;

Neurological deterioration, including stroke and death;

Ischemia;

Infectious disease;

Air embolism;

Intracranial hemorrhage;

Vascular occlusion;

Pseudoaneurysm formation, including at the femoral artery access site;
Postoperative hemorrhage;

Distal embolization, including embolization of the previously uninvolved area;
Adverse reaction to antiplatelet/anticoagulant agents or contrast media;
Deformation, collapse, fracture or malfunction of the device(s);
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Thrombosis (acute and subacute);
Arteriovenous fistula;
Hemorrhagic conversion.

5.4 Precautions
The specific clinical risks associated with the use of the CATCH+ Device for mechanical

thrombectomy in patients vrith acute ischemic stroke are as follows:
- Device toxicity;
- Failure to deploy the device and remove the clot;
- Traumatic nature of the device resulting in arterial dissection;
- Device collapse with material dispersion inside arteries;
- Inadequate sliding within a microcatheter resulting in the system blockage;
- Radiopaque marker detachment and migration through the vasculature;
- Failure to perform thrombectomy and thrombus fragmentation;
- Occlusion of previously unaffected arteries;
- Device-related adverse events.

6. Technicalspecifications o fthe device
6.1. Description ofbasicfunctionalcharacteristics:

The CATCH+ Device for Thrombectomy of Cerebral Arteries is a self-expandable device designed
for capturing and removing clots in patients and mounted on its own pusher designed for delivery of the
capture device to the site of the clot formation. The Stentriever design makes it possible to catch a clot
within cells and restore blood flow. The CATCH+ Device for Thrombectomy of Cerebral Arteries is placed
and deployed inside an occluded vessel within the thrombus formation and is then withdrawn in its
deployed state.

With the pusher, the CATCH+ Device for Thrombectomy of Cerebral Arteries is positioned in the
vessel so that the effective length portion of the device would extend past each side of the thrombus when

fiilly deployed.

A1”M™ Note: A lldevices are visually identicaland differ only in size.
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br Thrombectomy o fCerebralArteries in an introducer

Page 6/29
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Note: amintroducer is nota component o fthe medical device cmdis used solely to protect die medical devicepom creases,
bends and damage.

Figure 1.4 Appearance ofthe CATCH-r Lproximalpartof
thepusher
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Figure 1.5Drawing o fthegeneralview ofthe CATCH+ Devicefor Thrombectomy ofCerebralArteries with indication ofcomponents

(w

Figure 2. Appearance o fthe capture device, location o fthe martyrs

Note: «ORX» -radiopaque marker

The CATCH+ Device for Thrombectomy of Cerebral Arteries includes a full range of thrombectomy devices for acute ischemic stroke treatment.
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Total length, mm

Pusher length, mm

Effective length of the capture device,
mm

Total length of the capture device,
mm

Undeployed capture device diameter,
mm

Deployed capture device diameter
(inside the vessel), mm

Cell diameter in deployed state, mm
(max)

Proximal diameter of the pusher, mm
Distal diameter of the pusher, mm
Weight, g

Conpatible guide catheter diameter,
mm

Number of radiopaque markers at the
distal end of the Catch+

Number of radiopaque maricers at the
pusher

Marker dimensions at the distal end
of the Catch+, mm

Overall dimensions of marker at the
pusher, mm

Min. tear force, N

Con”atible delivery microcatheter
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_ : any or aity or any or any any
microcafheter microcatheter microcatheter microcatheter microcatheter  microcatheter  microcatheter — microcatheter
with a min. with a min. with a min. with a min. with a min. with a min. with a min. with a min.
inner diameter  inner diameter  inner diameter  inner diameter  inner inner inner inner diameter
0f0.017"" (0.41 0f0.017" (0.41 0of0.017" (041 0of0.017" (0.41 diameter of diameter of diameter of 0f0.024" (0.60
mm) mm) mm) mm) 0.021" (0.52 0.024" (0.60 0.024" (0.60 mm)

mm) mm) mm)
Intended use, max. vessel diameter, 3 3 3 3 4 6 6 6

mm

Internal diameter of the introducer, mm 218
External diameter of the introducer, mm 220
Introducer length, mm 2250

External diameter of the proximal part of 14 mmin the widest part (see Fig, 6)

the pusher, mm

Intermal diameter of the proximal part of . ]

the pusher, mm 1.4 mmiin the narrowest part (see Fig. 6)
Radial force, N 0.15

Capture device wire diameter, mm 0.09-0.171LUmM

Note: Unspecified tolerances are £1%. These design options ofthe CATCH+ Devicefor Thrombectomy ofCerebralArteries have identical structures

and differ only in size.

6.2 Generalrequirements applicable to all devices:
Device appearance: The device surface has no foreign particles, bubbles or stains. The surface is smooth and free from technological and external
defects and provides the minimum level of vascular injuries during use. The surface type is atraumatic, the presence of 3 distal radiopaque markers,
without rupture of pushers. Fixation of the ring on the pusher.
Resistance to biologicalfluids: devices are resistant to biological fluids and body tissue liquids that they come into contact with during operation:
resistant to aggressive biological fluids (blood).
Controllability: The same form before and after use.
Repeated insertion /withdrawalinto a compatible microcatheter: 100% withdrawal. Good repeated insertion.
Deployment: Deploys fully. Uniform and symmetric deployment.
Com pressive strength: During compression the diameter remains unchanged. After the expiration date the characteristics do not change.
Radialforce: After the expiration date the characteristics do not change.

6.3 Description o fsubassemblies andparts:
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The CATCH+ Device for Thrombectomy of Cerebral Arteries consists of a capture device //th 3 radiopaque markers at the distal part of the
device and its pusher (also with a radiopaque marker). The device is placed inside an introducer designed to protect the device from breakage and

damage.
Figure 3. Drawing oftheM D “CATCH+ Devicefor ThrombectomyofCerebralArteries" (models: CATCHM INI13X5, CATCHMINI3X10,

CATCHMNI3X15, CATCHMINI 3X20) with indication ofthe device components
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~ n

Figure 4. Drawing o fthe ccpture device ofthe MD "CATCH+ Devicefor Thrombectomy ofCerebral Arteries* (models: CATCHM im 3X5.
CATCHMINI3X10, CATCHMINI3X15, CATCHMINI13X20)
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Figure 5. Drawingofthe MD “CATCH+ Devicefor Thrombectomy ofCerebral Arteries” (model: CATCH 4x20) w ith indication Ofthe device
components
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Figure 7. Drawing ofthe MD “CATCH+ Devicefor Thrombectomy o fCerebral Arteries™ (models: CATCHA4AXT6x20. C/ITK/IHMAXTex30 cntrray
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Figure 9. Drawing o fthe component «Proximalpart o fthe pusher»

e
01.6 i ¢
BALTON
W kcTALW, T ORtetNAt
Tgwaaa'
AM t ill». A w IArtariili: QnhwM 1R 9979 ‘J»
«WW ii< "**** "1 neéT1TBIl TKTa
TTh W TWw X ™™ W w X m D480 WK

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



I, | Description ofaccessories and medical devices used with the subject device:
|Hie CATCH+ Device for Thrombectomy of Cerebral Arteries should only be introduced using the
pffocatheter indicated on the label. CATCHMINI is compatible with a catheter havinga min. inner
*ameter of 0.41 mm  (VASCO+10). CATCH 4x20 is compatiblewith a catheter havinga min. inner
iameter of 0.52 mm  (VASCO+18). CATCHMAXI is compatiblewitha catheter havinga min. inner
iameter of 0.60 mm  (VASCO+21). All CATCH+ models have identical  packages and sterilizedwith
(Avlere oxide gas.

Hexe refer to the instructions supplied with all interventional devices and materials to be used in
eanbination with the CATCH+ Device for Thrombectomy of Cerebral Arteries for their intended use,
contraindications and potential complications. Other accessories compatible with the device which are
NOT supplied together with the CATCH+ should be selected based on experience and preferences of the
physiciar:

- 5-6F balloon guide catheter (1.67-2 mm)

- Microcatheter (use only the microcatheter indicated on the label)

- 0014 (0.35 mm) or 0.012” (0.30 mm) pusher

- Aspiration device

- Saline/ heparin-saline continuous flushing set (syringe from 20 cc to 50 cc)

- Tworotating hemostatic valves (RHV)

- Infusion stand

- Femoral arterial lock

g Information on the use ofa human medicinalproduct, animal or human origin materials in the
medical device:

Not applicable. The CATCH+ Device for Thrombectomy of Cerebral Arteries does not contain any
medicinal products, pharmaceutical substances, animal or human origin materials.

9 Information on the procedure of installation, assembly, setting, and calibration required to
commission the medical device:

The CATCH+ Device for Thrombectomy of Cerebral Arteries (hereinafter referred to as the
Device, the CATCH+ Device) is a self-expandable system mounted on its own pusher and designed for
catching and removing clots in patients. The device is intended for use to restore blood flow in the
neurovasculature by removing clots in patients experiencing acute ischemic stroke due to a large cerebral
artery occlusion. The Stentriever design makes it possible to catch a clot within cells and restore blood
flon The device is placed and deployed inside an occluded vessel within the thrombus formation and is
thenwithdrawn in its deployed state. The mechanical thrombectomy procedure does not take more than 1
haur.

The appropriate pusher should be used to position the CATCH+ Device so that the effective length
portion of the device would extend past each side of the thrombus in the vessel when fully deployed. If
necessary, and if the device is not damaged, the same CATCH+ Device can be used for up to two flow
restoration procedures in the same patient after cleaning the device with saline solution. The CATCH+
Device for Thrombectomy of Cerebral Arteries should not be used for more than two flow restoration
procedures and more than three restoration attempts in the same vessel.

The Device and its pusher (also fitted with a radiopaque marker) are placed inside a PTFE
(polytetrafluoroethylene) insertion tube and packaged in a peelable pouch and a cardboard box, together

Page 18/29
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jwitithe instructions for use.

The CATCH+ Device is intended for single patient use only and is sterilized with ethylene oxide. In
| kt, these products are surgically invasive devices intended for transient use (less than 60 minutes) in
ifecrted with the central circulatory system (arteriae cerebrales).

fl Methodo fapplication:
tnparation and application procedure

fteparation
Administer anticoagulant and antiplatelet agents in accordance with standard clinical practice
guidelines.

- Ue X-ray angiography to determine the location and size of the area which is subject to thrombectomy.

"~ Select the CATCH+ Device of the appropriate size.

- To achieve optimal performance of the CATCH+ Device and reduce the risk of thromboembolic
complications, maintain continuous flushing between

gthefemoral arterial sheath and the guide catheter,
themicrocatheter and the guide catheter,

othemicrocatheter and the guide catheter and the CATCH+ Device;

- Check all connections to make sure that no air enters the guide catheter or the microcatheter during

continuous flushing.

Position a suitable balloon guide catheter as close to the thrombus site as possible using a standard

method. The balloon guide catheter should be appropriately sized to remove a clot if so required in the

following steps.

- Connect a RHV to the guide catheter fitting, and then connect a tube to the continuous flushing system
lire.

- Select a microcatheter suitable for advancing the CATCH+ Device.

- Connect the second RHYV to the microcatheter fitting, and then connect a tube to the continuous flushing
system line.

- Setthe flushing system line rate in accordance with standard clinical practice guidelines.

- Use an appropriate pusher to advance the microcatheter until the end of the microcatheter is positioned
distal to the thrombus so that the usable length portion of the CATCH+ Device would extend past each
side of the thrombus in the vessel when fully deployed. Tighten the RHV around the microcatheter.

- Delivery of the CATCH+ Device for Thrombectomy of Cerebral Arteries:

- Partially insert the distal end of a pusher sheath into the RHV connected to the microcatheter. Tighten
the RHV and make sure that fluid flows out of the proximal end ofthe pusher sheath.

- Loosen the RHV and advance the pusher sheath until it is firmly seated in the microcatheter hub.

Tighten the RHV around the pusher sheath to prevent reverse blood flow, but not so tight as to damage

the CATCH+ Device during its introduction into the microcatheter. Make sure that there are no air

bubbles trapped in the system.

Transfer the CATCH+ Device into the microcatheter by advancing the pusher in a smooth and

continuous manner. As soon as the flexible portion of the pusher enters the microcatheter shaft, loosen

the RHV and remove the pusher sheath over the proximal end of the pusher. Once completed, tighten
the RHV around the pusher.

Leaving the pusher sheath in place may interrupt normal supply of flushing solution and allow reverse
blood flow into the microcatheter.
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Viswally verify that flushing solution is normally supplied. Once confirmed, loosen the RHV to advance
tre pusher.
[- Carefully advance the CATCH+ Device under fluoroscopy until its distal markers align with the end of
tremicrocatheter.
Ilre CATCH+ Device for Thrombectomy of Cerebral Arteries should be positioned so that the usable
| leghportion of the device would extend past each side of the thrombus in the vessel when fully deployed.
(NIec Ifexcessive resistance force is observed during delivery ofthe CATCH + Devicefor Thrombectomy
ff CerebralArteries, stop the delivery procedure and determine the cause o fsuch resistance. Advancement
(fik CATCH+ Devicefor Thrombectomy ofCerebralArteries against resistance may result in damage to

K device and/or injury to the patient.

Deployment o fthe CATCH + Devicefor Thrombectomy ofCerebralArteries:

- Loosen the RHV around the microcatheter. To deploy the CATCH+ Device for Thrombectomy of
Cerebral Arteries, secure the pusher to maintain the device position and carefully withdraw the
microcatheter in a proximal direction.

Extend the microcatheter until it approaches the proximal marker of the CATCH+ Device. Tighten the
RHV to prevent any movement of the pusher. The usable length of the deployed CATCH+ device
should extend past each side of the thrombus.

- Tighten the RHV around the microcatheter. Use angiography to assess the thrombectomy status of the
treated vessel.

- Adjunctive drug therapy can be used in accordance with standard clinical practice guidelines
(thrombolytics, etc.).

Withdrawal o fthe CATCH + Devicefor Thrombectomy ofCerebralArteries:

- Inflate the guide catheter balloon to occlude the vessel as labeled on the balloon guide catheter.

- Make sure that the proximal marker on the CATCH+ Device is positioned inside the microcatheter.
Loosen the RHV around the microcatheter to permit movement without loss of sealing.

- To remove a thrombus, slowly withdraw the microcatheter and the CATCH+ Device as a unit to the
guide catheter tip while applying syringe aspiration to the guide catheter. Never advance the deployed
CATCH+ Device in a distal direction.

Note: Make sure that the microcatheter covers the proxim al marker.

Withdraw the CATCH+ Device and the microcatheter from the guide catheter while applying vigorous
syringe aspiration to the guide catheter. Continue aspirating the guide catheter until the CATCH+ Device
andthe microcatheter are withdrawn from the guide catheter.

Note: 1f withdrawal through the guide catheter is difficult, deflate the balloon and then withdraw

simultaneously with the CATCH + Devicefor Thrombectomy ofCerebralArteries.

Withdraw the guide catheter, microcatheter and CATCH+ Device as a whole through the sheath while
maintaining aspiration. Remove the sheath if necessary.

Warning: | f excessive resistance force is observed during withdrawal ofthe CATCH+ Device, stop the

procedure and determine the cause o fsuch resistance.

Do notperform more than three subsequent retrieval attempts in the same vessel using the CATCH+
Page 20/29
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- Open the guide catheter RHV so that the microcatheter and the CATCH+ Device could be removed

without resistance. Be careful to avoid any interaction with the intervention site and to prevent air from
entering the system.

- Aspirate the guide catheter to make it free from any thrombus material.

- Deflate the guide catheter balloon.

- Ifadditionalflow restoration attempts are required:

- with a new CATCH+ Device for Thrombectomy of Cerebral Arteries, then repeat the steps described
above starting with the Preparation section;

- with the same CATCH+ Device for Thrombectomy of Cerebral Arteries, then:

a Clean the device with saline solution. Do not use solvents and do not autoclave.

h Carefully inspect the device for damage. If there is any damage, discard the device and use a new

CATCH+ Device for subsequent flow restoration attempts following the steps described above starting

with the Preparation section. Use of the damaged device may result in additional damage to the device or

injury to the patient.

Warning: Do not use each CATCH + Device for Thrombectomy of Cerebral Arteriesfor more than two

bloodflow restoration procedures.

Repositioning of the CATCH+ Device for Thrombectomy of Cerebral Arteries:

If repositioning (e.g., redeployment) of the CATCH+ Device for Thrombectomy of Cerebral Arteries is
necessary, proceed as follows:

- Loosen the RHV around the microcatheter and the pusher. Hold the pusher firmly in its position under
fluoroscopy to prevent the CATCH+ Device from moving.

- Carefully reposition the CATCH+ Device for Thrombectomy of Cerebral Arteries by advancing the
microcatheter over the CATCH+ device until the distal markers of the CATCH+ device appear at the
end of the microcatheter.

Note: I fsignificant resistance is observed during the repositioning process, immediately stop andproceed
tothe Thrombectomy Device W ithdrawalsection above.

Precautions for use
- Donotuse if package is opened or damaged. The devices are sterile if package is undamaged.
- The CATCH+ Device for Thrombectomy of Cerebral Arteries is intended for single use only. Do not

reuse. Reuse of the device may result in a high risk of contamination to the patient and performance
degradation.

- Donot resterilize the devices.
- Storein a dry and dark place at room temperature.
- Donot use past the expiration date.

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

- The catheter and CATCH+ Device should be used together with fluoroscopic control and appropriate
anticoagulants.

- Followthe instructions for use provided with the corresponding systems and injectants.
- Becareful not to touch the basket during various operations, such as removal from package or insertion
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inothe guide catheter, as this can cause its displacement or damage.

- Do not advance the CATCH+ Device through the stent, since there is a significant risk of stent
displacement.

- Perfuse the guide catheter throughout the entire procedure.

Ll Requirements to thepremises intendedfor installation o fthe medical device:

He CATCH+ Device for Thrombectomy of Cerebral Arteries should be used under the following

conditios. Ambient temperature from 0 °C to +40 °C, relative humidity from 0% to 90% (non-
I jeondensing), and atmospheric pressure from 700 hPa to 1,060 hPa. All basic sterility requirements to the
Il pramises and medical personnel clothes should be met to avoid the risk of contamination to the patient.

Il. Information for checking correctness ofinstallation ofthe medical device and possibility o fsafe
eperation/use, including:

Scope andfrequency o fmaintenance, including cleaning and disinfection o fthe medical device: The
'‘CATCH+ Device for Thrombectomy of Cerebral Arteries is not subject to maintenance, cleaning or
disinfection.

i) The list of information, keys and access passwords requiredfor assembly and maintenance of the
mdical device provided by the manufacturer: The CATCH+ Device for Thrombectomy of Cerebral

Avteries does not contain any software, information, keys or access passwords required for assembly and is

natsubject to maintenance.

c)Ustofconsumables, as well asprocedurefor use and replacement thereof: The CATCH+ Device for
Thrombectomy of Cerebral Arteries does not contain any consumables.

Need in calibrating the medical device to ensure appropriate and safe operation throughout the
service life: Not applicable. The CATCH+ Device for Thrombectomy of Cerebral Arteries does not require
calibration to ensure appropriate and safe operation throughout the service life.

€) Methods o fmitigating risks related to installation, calibration or maintenance o fthe medical device:
Tomitigate the risks related to installation ofthe CATCH+ Device for Thrombectomy of Cerebral Arteries,
reedthe Instructions for Use carefully. For additional information please refer to Section 9 "Information on

tre Procedure for Installation, Assembly, Setting, and Calibration Required to Commission the Medical
Device™,

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

filnformation on assembly, adjustment, setting, calibration and other actions required to commission
APemedical device and for correct use (operation) thereof: Not applicable. The CATCH+ Device for
Thrombectomy of Cerebral Arteries does not require assembly, adjustment, setting, calibration and other
atiasto commission the medical device and for correct use (operation) thereof.

gInformation on the list o f main specificationsfor the use ofthe medical device, transportation and
storage conditions:
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Transportation conditions: Ambient temperature from 0°C to +40°C, relative humidity from 0 % to 90 %
(non-condensing), and atmospheric pressure from 700 hPa to 1,060 hPa, keep dry. The devices should be
transported by air, rail, water or road transport in covered vehicles in accordance with the rules of
transportation applicable to this type of transport.

Storage conditions: Store the device in its original manufacturer’s package in a dry and clean place at
controlled temperature. The shelf life is indicated on each device label. Ambient temperature from 0°C to
40°C relative humidity from 0 % to 90 % (non-condensing), and atmospheric pressure from 700 hPa to
1080 hPa.

Operation conditions: Ambient temperature from 0°C to +40°C, relative humidity from 0 % to 90 % (non-
condensing), and atmospheric pressure from 700 hPa to 1,060 hPa. The device is operated in the human
body at a temperature from + 32°C to + 42°C. The product is resistant to body fluids (see paragraph 6.2.).

h)List ofthe national standards used by the manufacturer o fthe medical device:

Tre medical device "CATCH+ Device for Thrombectomy of Cerebral Arteries” is a disposable
iterle product that meets the requirements of standards and control methods envisaged by the
standards of the Russian Federation:

GOSTR 50444-92 "Devices, apparatuses and equipment for medical use. General specifications"

GOST EN 556-1-2011 “Sterilization of medical devices. Requirements for medical products in the
category "sterile”. Part 1. Requirements for medical devices subject to final sterilization”

GOST I1SO 11607-1-2018 "Packaging for medical products subject to final sterilization. Part 1
Requirements for materials, barrier systems for sterilization and packaging systems”

GOST ISO 11607-2-2018 "Packaging for medical products subject to final sterilization. Part 2. Validation
requirements for formation, sealing and assembly processes”

GOST R IEC 62366-2013 "Medical products. Design of medical devices with regard to operational
usability”

GOSTR ISO 15223-1-2014 "Medical products. Symbols used for marking on medical products, labels and
accompanying documentation. Part 1. Basic requirements”

Requirements for the Instructions for Use and Technical Documentation

GOSTR ISO 10993-2-2009 "Medical products. Evaluation of biological effects of medical devices. Part 2.
Requirements for the treatment of animals"

GOST ISO 10993-1-2011 "Medical products. Evaluation of biological effects of medical devices. Part 1
Evaluation and Research”

GOST I1SO 10993-4-2011 "Medical products. Evaluation of biological effects of medical devices. Part 4.
Research of products associated with blood"

GOST I1SO 10993-5-2011 "Medical products. Evaluation of biological effects of medical devices. Part 5.
Cytotoxicity studies: in vitro methods"

QBT ISO 10993-7-2016 "Medical products. Evaluation of biological effects of medical devices. Part 7.

:Residual content of ethylene oxide after sterilization™

[GOBTISO 10993-10-2011 "Medical products. Evaluation of biological effects of medical devices. Part 10.
IResearch of irritating and sensitizing action”

iGOSTISO 10993-11-2011 "Medical products. Evaluation of biological effects of medical devices. Part 11.
Sudes of general toxic effects”

[cost ISO 10993-12-2015 "Medical products. Evaluation of biological effects of medical devices. Part 12.
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Preparation of samples and control samples”

GOST ISO 10993-13-2016 "Medical products. Evaluation of biological effects of medical devices. Part 13.
Identification and quantification of degradation products of polymeric medical devices"

GOST ISO 10993-15-2011 "Medical products. Evaluation of biological effects of medical devices. Part 15.
Identification and quantification of degradation products of metals and alloys"

GOST R 52770-2016 "Medical products. Safety requirements. Methods of Sanitary and Chemical and
Toxicological Testing"

GOST 31214-2016 "Medical products. Requirements for samples and documentation submitted for
toxicological, sanitary and chemical tests, tests for sterility and pyrogenicity"

GOST 31209-2003 "Containers for blood and its components. Requirements for chemical and biological
safety and test methods "p. 5.3

Sate Pharmacopoeia XL edition, OFS 1.2.4.0005.15 Pyrogenicity.

Sate Pharmacopoeia XL edition, OFS 1.2.4.0003.15 Sterility.

12 Information on the sterile condition ofthe medical device, sterilization method and procedure in

icase of breach o f sterile packaging: Each CATCH+ Device for Thrombectomy of Cerebral Arteries is

as a disposable sterile product. The CATCH+ Device for Thrombectomy of Cerebral Arteries is

.into a terminally sterilized package and is sterilized with ethylene oxide gas. The device should not

keused and should be disposed of immediately if the package sterility is compromised. Resterilization of
thedevice may result in a high risk of contamination to the patient and performance degradation.

13 Information on processing o fthe medical devicefor reuse: The device is supplied sterile and should
nat be subject to processing, disinfection or resterilization. After use, the device should not be reused and

should be disposed of immediately. Reuse of the device may result in a high risk of contamination to the
petient and performance degradation.

14 Information required to identify medical devices to obtain a safe combination and information on
theknown restrictions ofconcurrent use o fmedical devices:

Section 7 "Description of Accessories and Medical Devices Used with the Subject Device" contains the
information on the devices which may be used with the CATCH+ Device for Thrombectomy of Cerebral

"teries. Please refer to the instructions for use for each BALT medical device for all the necessary
information on the use and known restrictions.

15 Information on the nature, type, intensity and distribution of radiation during the use of the
mescal device:

Notapplicable. The CATCH+ Device for Thrombectomy of Cerebral Arteries does not require RF energy
adtherefore does not create electromagnetic fields and interference induced thereby.

6 Information on theprecautions taken if

14) The medical device is defective, malfunctions orfeatures deviations o f operation when these issues
\wy affectsafety ofthe medical device, including visual defects:

[Pleeserefer to Section 9 for the information on identifying potential failures, malfunctions or deviations in

[operation that may affect safety of the medical device, including those identified by means of visual
[inspection for the possibility of their elimination.

IB The medical device is exposed to externalfactors related to the use o fthe medical device with other
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wEcal devices:

[Refer to the instructions for use of the devices used with the CATCH+ Device for Thrombectomy of
aCreral Arteries (Section 7 of the Instructions for Use)

10 A risk of electromagnetic interference created by the medical device affecting other medical
kwyupTelll: Not applicable. The CATCH+ Device for Thrombectomy of Cerebral Arteries does not require
IRFenergy and therefore does not create electromagnetic fields and interference induced thereby.

1 Warnings and precautions taken by the consumers when using the medical device containing a
kuman medicinal product, carcinogenic, mutagenic or toxic materials, possible extraction or leaching
whereof results in sensitization, allergic reaction or negatively affects fertility: Not applicable. The
CATCH+ Device for Thrombectomy of Cerebral Arteries does not contain any medicinal products,
pharmaceutical substances, animal or human origin materials, carcinogenic, mutagenic or toxic materials,
possible extraction or leaching whereof results in sensitization, allergic reaction or negatively affects
Tertility.

R Warnings and precautions taken by the consumer when disposing of the medical device,
Kcessories and consurturbles used therewith:

Dispose of the device as Class B waste (epidemiologically hazardous waste) in accordance with SanPiN
2.17.2790-10. After physical decontamination and waste appearance change excluding the possibility of
raise, Class B waste can be accumulated, temporarily stored, transported, destroyed and buried together
with Class A waste (epidemiologically safe waste with the composition similar to that of municipal solid
weste). Package of decontaminated Class B medical waste should have a label indicating that the waste has
beendecontaminated.

Ifthe product has been damaged before use, or the product has expired, it must be disposed of in the same
mamer and conditions.

19 Information on the circumstances requiring consultation of the consuttter with a health care
professional:

Thedevice should only be used by medical specialists trained in the field of interventional neuroradiology
andlorinterventional radiology. Conditions of use: Medical treatment facilities and healthcare centers, only
| when prescribed by a medical specialist. In view of the foregoing, it follows that in any case, the consumer
shauld consult with a health care professional to determine the necessity to perform the procedure, and as a
consequence, the use of the CATCH+ Device for Thrombectomy of Cerebral Arteries prior to the cerebral
embolization.

Information on thefirst issue or the latestrevision o fthe operating documentation:

\&rsionNo. Revision details
hstmctions for Use (version 1) March 2015
lesion (version 2) September 2017
[Revision (version 3) May 2018

2L Layout of the terminally sterilized package label and the individual cardboard box labelfor the
ICATCH+ Devicefor Thrombectomy o fCerebralArteriesfor distribution in the Russian Federation:
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* oo . <A< KA LI B2AM®

Ko hnm L -le af eop,
CATCH 4X20 S2023)1 m iiiiijjli : »
|
PKTPOIACTBO A/19 TPOMO3IKTOMUN apTepuin
nnosHoro mo3ra CATCH+
CATCH4x20 [vametp
_HOIO HoMMHa/IbHbIA (MaKCVIMa/TbHb )
AnameTp cocyaa
4 MM

YCTpOIicTBO 3axBara B
pa3BEPHYTOM COCTOSIHM

5 MM
Herepekpy4mMBaTh Y CTPOICTBO A5 TPOMBIKTOMUN apTepuii r0/I0BHOTO Anvra
1HORTICATCH# 20 MM
MUHUManbHB I BHyTpeHHN avanveTp mukpokaretepa 021" (O 52 M M)
Cosmecmbiii mukpokatetep aocraskn V ASC04-18
CLATCH4x20
00306083 S 202301 201801 - ssion
M1BriiEkin117
STERILE EO A 18, LLe do JoaVKINquml
¥\ K 85160 Mrimoreny = Fr»"
I T« :+33#1 39894641
HE TOKCMYHO  Wawwvbeftt
1
EAM13;
MrNe 3" 700481 " 315538
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fde The label layout is applicable to all design options o fthe MD CNTCH + Devicefor Thrombecton”
ifCerebral Arteries.

IHulabel contmns thefollowing information:

Logo of the manufacturer;

Device name and model;

Expiration date;

EAN barcode;

Quantity;

Schematic drawing of the device, including explanatory text:
0 3xORX (location of 3 distal radiopaque markers);

Length of capture device (i.e. 31 mm);

Information; Nominal (max.) vessel diameter;

Informaticm: Capture device in deployed state;

Information: Device length;

Information: Min. inner diameter of the microcatheter;

Information; Compatible delivery microcatheter;

Warning; "Do not overtorque the CATCH+ Device for Thrombectomy of Cerebral Arteries"

Information on the manufacturer;

Aiwell as the following conventional symbols

Irefl Catalogue number

Lot number

y Use by

Date of manufacture
CE marie
STERILE EO Sterilized with ethylene oxide

A Caution! Consult instructions for use
® Do not reuse

Do not use if package is damaged
LIJ Consult instructions for use
N Keep away from sunlight
N Keep dry

! European Article Number
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1 4 Manufacturer

Do not resterilize

I Fragile
|
5?
I QR code
X Apyrogenic
HE TOKCNYHO -
PY Ne Registration Certificate Number

Hete: The markings applied to thepouch and the box are identical

ilppearance o fthe box:

ICedboard packages with devices are placed into a corrugated cardboard shipper box.
IQe”*pper box contains max. 20 cardboard packages.

Meshipper box label contains the following information:
« Device name and model;
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e |Information on the manufacturer,

* Quantity;

e Lot number;

 Batch number;

» Date of manufacture;

» Expiration date;

» "Keep away from sunlight" symbol;

» "Keep dry" symbol.
2  Procedure and conditions o fdisposal or destruction o fthe medical device: Dispose of the device as
(s B waste (epidemiologically hazardous waste) in accordance with SanPiN 2.1.7.2790-10. After

fiscl decontamination and waste appearance change excluding the possibility of reuse. Class B waste
[enbe accumulated, temporarily stored, transported, destroyed and buried together with Class A waste
(g)idemiologically safe waste with the composition similar to that of municipal solid waste). Package of

Idecontaminated Class B medical waste should have a label indicating that the waste has been
fdecontaminated.

I Guarantees
Shelflife- 5 years. Sterilization validity - 5 years.

Address for complaints:

Cxterfor Perinatal Medicine, Limited Liability Company
Legal/actual address: 20/4 Tovarishchesky per., 109004, Moscow
INN7709063317, KPP 770901001, OKPO 40286236.
Manufecturer:

BALTEXTRUSION SAS, France

Dnede la Croix Vigneron 95160 MONTMORENCY, France
+33(011 39 89 46 41

+33(011 37 17 03 46
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[MepeBop C aHFAMMNCKOTO U PpaHLy3CKOTO A3blKOB Ha PYCCKUN Fl3bIK]

YTBEPXAEHO

Inodnuchl

Codm PPTXO

LVpPeKTop No KOHTPOJIO KavyecTBa M HOPMaTUBHO-MPaBOBOMY PEryiMpoBaHuio
BAJIT SKCTPY>XXH CAC

05 Hos16psa 2019 T.

MHCTPYKUMA MONPUMEHEHWUIO

«Y CTPOWCTBO 419 TPOMOB3KTOMMMK apTepmuii ronoBHoro mos3ra CATCH+»

npOMSBOAMTeﬂbZ

BANT SKCTPY>XH CAC, ®paHuus

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

dakc: +33 (0) 137 17 03 46

silvana.brown@balt-usa.com

MecTo npon3soacTBa:

BANT SKCTPYXXH CAC, ®paHyua

10 we de la Croix Vigneron 95160 MONTMORENCY, France
Ten.:+33 (0)1 39 89 46 41

dakc: +33 (0) 137 17 03 46

silvana.brown@balt-usa.com

[WTamn:

BANT SKCTPYXXH CAC
10 we de la Croix Vigneron 95160 MONTMORENCY, France
ToproBo-nNpoMbILLNEHHbIV peecTp . MoHTya3 315 633 081]

[WTamn:

ToproBo-npoMmblLLIeHHAdA nanarta NapuxXcKoro permoHa Nnb-ge-dpaHc
CBuUAeTeNbLCTBYETCA UCKIOYNTENLHO NOAJMHHOCTL NOAMUCU T-XKU Puxo
(cBMAETENBbCTBYETCA UCKIIOUYNTENIbHO NOANNHHOCTb BblMNeyKa3aHHOW noanucu)
3alpepncepatens, Haga YUNKPU]

noanuce/

[MeuaTb TOproBo-NpoMbIl NEeHHOW NanaTbl NAapUIXKCKOTro pernoHa Mnb-ge-dpanc]
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ANMOCTWNANb
(Faarckaa KoHBeHLMA oT 05 okTA6pAa 1961 r.)

1 ®paHuysckas Pecnybnmka pPoccuq
HacToawmnii opumumanbHblil JOKYMEHT
2. nognucaH Hageh UNKPW,
BbICTYNaroLLLeil B KAYECTBE C/yXaLlero,
4. CKpenjeH neyatbio/wtamMnom ToproBo-npoMbNmieHHON nanatbl r. Mapuxa.

w

Y LOoCTOBepeHO

B I. Mapmxe

08 Hos6psA 2019 T.

["eHepasibHbIM NPOKYPOPOM AnenndaumMoHHoro cyga r. MNapmxka
3aNe78010-2

MeyaTb: [MeuaTs: ANENNALNOHHBIV cyA I. Mapuxa]

10. TlMognwuce: /nopnuce/

Mwuwens IEPHY

[MTOMOLHWK reHepanbHOro NpoKypopa

© 0o N u

«AnocTunb nNopAaTBepXagaeT TONbKO MNOANMHHOCTbL MNoANWCKM, NevyaTum UAKM W Tamna Ha
[OKYyMeHTe. MocTaBNeHHbIH ANOCTUNbL HE O3HaAuyaeT, YTO COfepXaHue AOKYMeHTa ABNSAETCS
BEPHbIM AW 4To ®paHuy3ckas Pecny6numka ofo6psieT ero cogepxaHue».

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



HacTosLas MHCTPYKLMSA N0 NPUMEHEHUIO MOAroToBeHa AN NpefoCTaB/IeHUA CBeAeHWI
B LeNAxX perncrpauum MeAWUWHCKOrO wu3genunsa Ha Tepputopum Poccuiickoin Pepepaymu.
CsefieHus npefctaBfieHbl B 06beMe, TpebyemMoM B COOTBETCTBUM C [paBumnamu perucrpauuu
MeLUUUHCKUX un3gennin  (noctaHoBneHue [lpaButensctBa PP or 27.12.2012 No 1416).
CofepxaHve  WHCTPYKLMM NO  MNPUMEHeHWI0  COOTBETCTBYeT TpeboBaHuaMm  [Mpukasa
MuHucTepcTBa 34paBoOxXpaHeHMs Poccuiicko depgepauum ot 19.01.2017 r. Ne MH "O6
yTBepXAeHnn TpeboBaHUn K COLEpPXaHUI0 TEXHMYECKOW M dKCnayaTauMoOHHOW JOKYMeHTauum
npou3soauTens (M3roToBMUTENA) MELULMHCKOTO U3genna”.

Pa3paboTka, NpoOM3BOACTBO WM Mpojaxa nsfenns cooTsetrcTByet TpebosaHMam DIN EN
ISO 13485:2016 + AC :2017-07, EN 1SO 13485:2016 + AC:2016, 18013485:2016; n3genue
nveet mapkupoBky CE (cooTtsetcTtByeT Tpe6oBaHuam [lpunoxeHusa Il, 3a WUCKNOYEHMEM
Pasgena 4, MpunoxeHus I1.4 Qupektussl 93/42 [ EEC).

1. HanmeHoBaHue n3genns:

«Y CTPONCTBO ANA TPOMOIKTOMUKN apTepuin ronoBHoro mosra CATCH+»

BapnaHTbl MCNONHEHUS:

- CATCHMINI 3x5

- CATCHMINI 3x10

-CATCHMINI 3x15

-CATCHMINI 3x20

- CATCH 4x20

-CATCHMAXI 6x20

-CATCHMAXI 6x30

-CATCHMAXI 6x40

- UHCTPYKLMA NO NPUMEHEHMIO (MNOCTABNAETCA C KaXKAbIM YCTPONCTBOM).

Bce ycTpolicTBa NOCTaBNATCA B CNeAYHOLLEM COCTaBe:

YCTpOWCTBO A4N18 TPOMOG3IKTOMUKN apTepuii ronosHoro mo3ra CATCH+ B BapuaHTe UCNONHEHMS -
B KO/iMyecTBe 1 WIT yrnakoBaHHOe B CTEPW/bHbIA nakeT. CTepubHbIA NakeT U MHCTPYKLMA Mo
NPUMEHEHNIO YNAKOBbLIBAOTCA B MHANBULYa/IbHYHO KAPTOHHYHO YMAKOBKY.

Knaccugmkayma w3gennss B COOTBETCTBUMM C HOMEHKNATYPHbIM  K/lacCU(UKATOPOM
MeAVULUMHCKUX  WU3[eNuiA, YTBEPXAEHHbIM MpuMKasoM MuHuUCTepcTBa  34paBOOXPaHEHUS
Poccuiickoin degepauunn ot 06 ntoHs 2012 r. Ne 4H - 333980;

OoKnAa2 - 32.50.50.190 - WHCTpyMeHTbl M MPUCNOCOGMEHNS, MNPUMEHSEMblE B
MeAULMHCKUX Lensx, Npoyne, He BKIKOYEHHbIE B ApYyTrue rpynnupoBKu.

Knacc B 3aBUCMMOCTW OT CTEMEHM MOTEHLMaNbHOr0 PUCKa MPUMEHEHNSA B MeLULNHCKNX
Lensx B COOTBETCTBMM C HOMEHKNATypHbNy! KnacCUpUKaTopoM MeAULUHCKUX WU3LeNnid,
YTBEPXKAEHHbNM MpUKazom MuHMCTepCcTBa 3A4paBooxpaHeHuss Poccuiickoli depepauun oT 06
noHa 2012 1. Ne 4H - 3;

Bua KOHTaKTa C OpraHM3MoM 4esnioBeka —KpaTKOBpeMeHHbIﬁ (meHee 24 yacoB) KOHTaKT
C LMPKYNnpytoLweii KpoBbHo.

2. MonHoe HanmeHOBaHMe NPON3BOANT €A MEANULUHCKOIO U3aennsa
BALT EXTRUSION SAS (BANT 3KCTPY>XXH CAC), ®paHuus
10 Te de la Croix Vigneron 95160 MONTMORENCY, France
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3. HasHayeHne n3genmsa n npuHUUNGbI elicTBUA

3.1 HasHauyeHune wu3genusa: YCTPOMNCTBO MpeAHa3HAaYeHO [ BOEETaHOB/IEHUSA
KPOBOTOKA B HEPBHO-COCYAMUCTON CUCTEMe NYTeM yAaneHUs CryCTKOB Y 60/IbHbIX, NMepeHecmnLlx
OCTpPbIf ULLIEMWNYECKUIA MHCYNbLT BCNEACTBME OKKIO3MM 6OMbLLOK MO3rOBOM apTepuu.

3.2 MpuHuMN geAicTBUA N3LENUS:

«YeTponcTBo AN TPOMO3IKTOMUK apTepuin ronosHoro mosra CATCH+» (panee -
YctpoiictBo, CATCH+) npegctaBnseT cob60il camopacKpbLUaKLWYCca cucTemy Ana 3axsata u
yfaneHus CcryeTkoB Yy O60/IbHbIX, PaernosioXXeHHyt Ha COOCTBEHHOM MPOBOAHWKE [A0CTaBKW.
YCTpOiCTBO NpefHa3HayeHO NS BOCCTAHOB/EHUS KPOBOTOKA B HEPBHO-COCYAMCTOW CUCTEME
nyTeM YyjAaneHus CrycTkoB Yy 00/bHbIX, MepeHecwnX OCTPbI WUWEMUYECKUIA WHCYNbT
BC/IEACTBME OKK/O3MKU 60NblWOKW MO3roBoi aptepumn. KoHCTpykums «Stentriever» no3sBonsieT
3axBaTbllaTb CryCTOK BHYTPU KNETOK, BOCeTaHaB/MBas KPOBOTOK. Y CTPOMETBO pasMeLlatoT u
yCTaHaB/IMBAKOT B OKK/HO3MPOBAHHOM COCYyfe Nnpu Tpom6006pa3oBaHuy 1 3aTeEM BbIOOAAT B €ro
pa3BepHYTOM COCTOSHMU. [pouefypa MexaHW4YecKol TPOMOGO3IKTOMUM 3aHMMaeT He 6Gonee 1
yaca.

C NOMOLWbLI COOTBETCTBYHOLIEr0 NPOBOAHUKA fOCTaBKM ycTpolicTBo CATCH+ [O/MKHO
pacnonaratbCs Takum 06pasom, 4Tobbl y4acToOK paboyeil ANNHbLI YCTPONCTBA pPacnpoCTpaHaics
Ha KaXyt W3 CTOPOH Tpomba B cocyfe, Korga yCTPOMCTBO MOJSIHOCTbIO pas3BepHyTo. [Mpw
Heo6X0aMMOCTK, U ecnn YCTPONCTBO He MOBPEXAEHO, TO OAHO U TO Xe ycTpoicteo CATCH+
MOXEeT MCMOo/b30BaTbCA AN ABYX MpoLefyp BOCCTaHOBNEHMS MOTOKAa Y OAHOr0O U TOro Xe
nauueHTa nocfie OYMCTKM YCTPOMCTBA C MOMOLIBI CO/MEBOr0 pacTsopa. YCTPOMCTBO AN
TPOMG3IKTOMMM apTepnin ronosHoro mosra CATCH+ He A0/HKHO MCMONb30BaTbCA ANs 605ee Yem
[BYX npoueayp BOCCTAHOB/IEHUA MOTOKA, U He 6onee yem Ana 3 MONbITOK BOCCTAHOB/IEHUS B
OZIHOM ¥ TOM >Xe Coeyfe.

YCTpoileTBO M ero NPOBOAHUK A0CTaBKW (TAKXKe OEeHALLlEHHbI PEHTreHOKOHTPACTHbLIM
Mapkepom) noMmewakwT BO BCTaBHYH Tpybky u3 TMTP®I (nonutetpaTopaTuieHa) K
yNakoBbIBalOT B paccnamparollmniies nakeT U KapTOHHYK KOp6KYy, BMeCTe C WHCTPYKUWel no
MPUMEHEHNIO.

Yctpoiicteo CATCH+ umcnonb3yT Ans  OAHOrO MNauuMeHTa W CTEPUAU3YIOT
3TUNEHOKCULOM. PaKTUYECKM, 3TO XMPYPrnUYeCKN UHBA3VBHbIE U3LeNNs, NpefHa3HayeHHble AN
BPEMEHHOr0 MCnosib3oBaHUs (MeHee 60 MWHYT) B KOHTakTe C LEHTPa/ibHOW CUCTeMON
KpoBoOOGpalLeHns (apTepuanbHble Lepebpathl).
3.3.MlHopmaumsa o noTeHUMaNbHbIX NOTPebnTensax

YCTpOiACTBO AN TPOMO3KTOMMUK apTepuii  ronosHoro Mo3ra CATCH+ [0mXHO
1CNo/b30BaTbCA TO/ILKO Bpayamu-crnewunanuctaMmu, npoweawnMm obyyeHme NHTEPBEHLVNOHHOA
He|7|popa,u,monormm N NEYEHNA ULLIEMNYEEKOTO WMHCY/bTa. YcnosBus NpUMeHeHUs: neyebHble ©
neyebHO-NPOPMNAKTUYECKNE MELULMUHCKME YUYPEeXAeHUs B YC/IOBUAX PEHTIeHOCKOMUYecKoro
KOHTPONSA, TO/IbKO MO Ha3HAaYeHMI0 Bpava-creymanncra.

4. D YHKLNOHANbHbIE XapaKTEePUCT UKN n3Lenns

YCTpoiCcTBO ANs TPOMO3IKTOMUM apTepuii ronosHoro mosra CATCH+ npeactasBnset
cob0li camopacKpblUarlLleecs YCTPOWCTBO ANA 3axBaTa WM Y[aneHWs CrycTKOB Y 60/bHbIX,
pacrnonoXeHHoe Ha COOCTBEHHOM MPOBOAHWKE [OCTaBKMW, MNpefHa3HAYeHHOM [NA [OCTaBKM
YCTPOWCTBa 3axBaTa K MecTy o6pa3oBaHusi Tpomba. KoOHCTpyKumsi «CTeHTpuBep» MO3BONSET
3axBaTblBaTb CIYCTOK fiueiikaMu M BOCCTaHaB/NMBaTb KPOBOTOK Y CTPOWCTBO ANSi TPOMOBIKTOMUM
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apTepuii ronosHoro mosra CATCH+ pa3veLLiatoT 1 pacKpblBalOT B OKK/IHOANPOBAHHOM COCy[e B
yyacTKe 0bpa3oBaHNA TPOMOa, a 3aTeM MU3B/IEKAOT ero B pa3BepHYTOM BUJE.

C ucnonb3oBaHMeM MNPOBOAHMKA YCTPONCTBO ANsi TPOMOGIKTOMUM apTepuii rosl0BHOIO
mosra CATCH+ pacronaraloT B cocyfe Takim 06pa3oMm, 4Tobbl paboyas g/vHa ycTpoicTea
3axBara npocTmpasiach 3a npeaenbl 06eMx CTOPOH MAOM6a NPY MOSTHOM PACKPbITUN U3AENNS.

I'IpmmeanVle: BNU3yanbHO BCe nipgenna NOEHTUYHBDI n pa3nnyarw TCA TONbKO

Tnnopasmepamu.

5. PVCKU nNpUMEHEHWS MeAULMHCKOrO U3genus, MNpPoOTUBOMNOKa3aHUs,
OXKMfJaeMble U NpefcKasdyemMble NO6OUYHbIE 3PP EKT bI:

5.1.NMoKasaHuA K NTPUMEHEHUIO:

YCTPOMCTBO MNpefHa3Ha4yeHo [/ BOCCTAHOB/IEHMS KPOBOTOKA B HEPBHO-COCYAUCTOM
cucTeme NMyTeM YAasleHUs CryCTKOB Y NaumMeHTOB, NepeHecLUnX OCTPbIA ULLEMUYECKUIA NHCYbT
BC/IECTBME OKK/O3MM OONbLUOKA MO3roBov apTepun. [aHHbIi BapvaHT TepanviyM BO3MOXEH Y
NaLMeHTOB, Y KOTOPbIX TKaHEBbI aKTUBaTOp Mia3MUHOreHa BHyTpMBeHHO (TAI B/B) He NpvBen
KYZ[0B/IETBOPUTE/IbHOMY pesynbTaTy UM NpOoTUBOMOKa3aH.

YcrporictBo CATCH+ A0/MKHO MCMO0Mb30BaTbCA TO/IbKO Bpaydamy, KOTOPbIE MPOLLIN
00yYeHNe WHTEPBEHLMOHHBIM  HelipopajmoNiorMyecKUM TeXHUKaM U TEXHUKaM  JledeHns
WLLIEMUYECKOTO  MHCynbTa.  YctonictBo  CATCH+  A0/MKHO — MCNOMb30BaTbCA — M0f
PEHTreHOCKOMUYECKUM  KOHTPOMIEM U NPV BBEAEHUW  Ha/IeXXallnx aHTUKOary/IAHTHbIX
nperaparos.

5.2. MNpoTwuBONOKa3aHNA K NPUMEHEHMUIO:

Mcnonb3oBaHne YcTpoicTBa 4NA TPOMOIKTOMUN apTepuii ronoBHoro mosra CATCH+
NMPOTMBOMOKA3aHO NPW CNeAYLWMX CyYanx:

- MaymneHTbl C N3BECTHOM TMNEpPYyBCTBUTENIbHOCTLIO K CMaBY HUKENA 1 TUTaHa

- MauneHTbl CO CTEHO30M, PACMOJIOXKeHHbIM O6/IM3KO K MeCTy TpoM6a, 4TO MOXET
npenaTcTBOBaTL 6e30nacHOMy BbiBOAY ycTpolictBa CATCH+.

- MaymeHTbl ¢ aHrmorpamyeckMMm NOATBEPXKAEHUAMMN AUCCEKL MM COHHBIX apTepuii.

- 3TV M3aenus NPOTUBOMNOKA3aHbl A1 HOBOPOXAEHHbIX, NMPEXAeBPEMEHHO POXKAEHHbIX
1 MNaAeHLEeB.

3.3. NMoTeHUManbHble OCIOXKHEHUSA

OCnoXHeHWs, KOTOpble MOryT BO3HWKHYTb B pe3y/bTaTe Mpoueaypbl MexaHW4ecKow
TPOMOIKTOMUK, BKIHOYAKOT BCE BO3MOXHbIE OCNOXHEHWSA, KOTOPbIE MOTYT BO3HUKHYTbL BO BpeMSA
UnKn nocne BMellaTeNbCTBa. BOAbLWNHCTBO NOOGOYHbLIX 3PeKTOB MO0 CBA3aHbI C KANHUYECKON

nporpeccrem, KoTopas MOXeT BO3HUKHYTb Y MauneHTa, 1Mb60 ¢ puckamu, CBsizaHHbIMU C 060N
3HA0BACKY/SIPHON onepaluein Ha rol0BHOM MO3re:

- emaTtoma u KPOBOU3NNAHWE Ha MECTE MPOKONa,

- Mepgopauuns, paspbll, pacceveHne Unu 4pyrue aptTepuanbHble NOPaXKeHNs;
- Cnasm cocyga,;

-PaccnoeHune cocyga;

- CNOXHOCTb NPY N3B/INYEHWMN YCTPOICTBA,
- CybapaxHonjanbHoe KpOBOTEYEHNE;

- Cypoporu cycTaBos;

- \'3mMeHeHMe NCMXMYEecKoro crartyca,;
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- HeBponornyeckoe yxyglweHue, BKAKOYasa UHCYNbT U CMEPTb;
- NMwemwnst;

- WHdekunoHHoe 3abonesaHue;

- Bo3gywHasa am60nus;

- BHyTpu4yepenHoe KpoBOTeYeHMe; -

- Cocyancran OKKN3ng;

- ObpasoBaHVe NnceBfoaHEBPU3MbI, B TOM YUC/IE B yHACTKe A0CTyna vepes 6efpeHHY0
apTepuio;

- MocneonepaunoHHOE KPOBOTEYEHWE;

- AncTtanbHas am60/1M3aums, B TOM YMcie 40 paHee HEBOCTPeO6OBaHHON TeppuUTopum;

- Mo6o4Has peakLnsa Ha aHTMArperaHTbl / aHTUKOArynsHTbl UAN KOHTPACTHbIE Cpejpbl;

- Aedopmanms, cnageHune, N3n0M Y HEUCMPABHOCTb YCTPOMCTBA,;

- Tpom603 (OCTPbIA M NOAOCTPLINA);

- APTEPUOBEHO3HbIN CBULL;

- Femopparnyeckas TpaHcopMmaLms.

5.4.Mepbl NpefoCTOPOXKHOCTMH

CyllecTBylOT criegylouine cneunduueckme KAMHUYECKME PUCKKW, CBS3aHHble C
npumeHeHnem yctpoiictea CATCH+ [ana  BbWOMHEHUA MeXaHW4YeCKOn TPOMOIKTOMUM
nauneHTam, NepeHecLUM OCTPbIA ULLIEMUYECKNIA NHCYbT:

TOKCMYHOCTb YCTPOMCTBA,;

HeBO3MOXHOCTb pa3BepTbIBAHUS CTEHTA U YAANEHUA CTyCTKa;

TpaBmaTnyeckas KOHCTPYKLMSA CTEHTa, KOTOpas MOXeT NPUBECTU K PACCNOEHUIO
apTepuu;

Pa3pbIB yCTpOICTBA 1 pacnpefeneHne MaTepranoB BHYTPU apTepuid;

HenpaBunbHOe CKO/bXeHWe B MUKpOKaTeTepe, KOTOPOe MOXET MNpUBECTM K
6n10Kafie CUCTEMBI;

YTpaTa peHTreHOKOHTPaCcTHOr0 MapKepa v MUrpawus B COCyAUCTON ceTu;

HeBO3MOXXHOCTb BbINOMHEHNS TPOMOIKTOMMM 1 (hparMeHTaLuy Tpomoa;

OKKNI031S paHee He3aTPOHYTbIX apTepuii;

CBA3aHHble C YCTPONCTBOM HeXXefiaTe/lbHble U3Lenus;

6. TexHnYeckme xapakTepucTNKN N3genuns
6J1.0nucaHne OCHOBHbIX PYHKLUMOHANbHbIX XapaKTepucT nK:
YCTpoicTBO ANs TpoMOG3KTOMUWU apTepuid ronoBHoro mo3sra CATCH+ npeactaBnsieT coboit
camopackpbTatolleecsd YCTPOMNCTBO AN 3axBata W y[aneHUs CryctkoB Yy OO0/bHbIX,
pacnosio)KeHHoe Ha COOGCTBEHHOM MPOBOAHUKE [OCTaBKW, NpefHasHa4YeHHOM [Ans [OCTaBKU
YCTpOWCTBa 3axBaTa K MecTy o6pa3oBaHusi Tpomba. KoHCTpyKuusi «CTeHTpuBep» MNO3BONAET
3axBaTblUaTb CryCTOK fiYeKamu 1 BOCCTaHaB/MBAaTb KPOBOTOK Y CTPOMCTBO ANA TPOMOIKTOMMUM
apTepuit ronosHoro mosra CATCH+ pasmelaloT U packpbLUalOT B OKKNHOANPOBAaHHOM COCY/E B
y4yacTke o6pasoBaHua TpoM6a, a 3aTeM U3B/EKatoT ero B pa3BepHyTOM BUAe.
C ncnonb3oBaHMemM MPOBOAHMKA Y CTPOMCTBO AN TPOMO3KTOMMK apTepuii TOIOBHOIO Mo3ra
CATCH+ pacnonaratloT B cocyje Takum obpas3om, 4Tob6bl paboyas A/MHA YCTPOMCTBA 3axBaTta
npocTmpanack 3a npegensl 06enx CTopoH Tpomba NPy NOHOM PacKPbITUN U3LENUS.
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MpumeyaHne: BU3yanbHO BCe U3aeNuUsa UAEHTUYHbL Mpas3inyarw Tcad TONbLKO TUnopasmepamMmu.

PncyHok 1.1. BHewHnn Bug YctpohcTBa AN TPOMBIKTOMMMN apTepuin roN0OBHOFo Mmo3ra

CATCH +

ol

PUCYHOK 1.2. BHEW HUIA BUA YcTpoiicTBa AN TPOMGIKTOMMUM apTepuit ronoBHOro Mo3sra

CATCH+ B3awunMTHOM o06opae
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MpyMeYaHVie: 3aLLMTHbIA 060/ He SIBNSIETCS KOMIMOHEH TOM MEAVILWIHCKOTO M3Ae/st U MPUMEHSIETCS
VCKHOUMTENBHO A1 3L Thl MEAVILWIHCKOTO M3AE/S OT 3a/10MOB, M3MMGOB 11 MOBPEXKAEHIIA.

PucyHok 1.3. BHewHuit Buag YcTpoiicTBa AN TPOMGIKTOMUM apTepuit roNOBHOTo Mo3ra

CATCH+, KOMNOHEHT 3axBaTblBatO U, ee ycCTpONCTBO

PuncyHok 1.4. BHewHU’ Bug YcTpohncTBa ANA TPOMOBIKTOMUN apTepuini ronOBHOro Mo3ra

CATCH+, KOMNOHEHT NpoKCUMasbHaa yacTb NPOBOAHUKA OCTaBKM
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CATCH+ CATCH+ ycTpolicTBO 3axBaTa

Bague inox / Stainless steelring Konbuo M3 HepXxaBelWwen ctanmu
Ressort tungstene / Tungsten Spring BonbhpamoBasa npyxuHa

Gaine PEHD /HOPE sheath 3awmntHaa obonouka n3M3IHL,
Introducteur PEHD / InroducerHDPE 3aw nTtHboln 060 M3MN3H/A

Poussoir nitinol/Nitinolpusher HWTWMHONOBLII NPOBOAHUK AOCTaBKM
Soudure / Weld CBapHOl wWoB

Longueurpoussoir/ Pusherlenght 2000+1.5 OnvHa npoBogHMK gocTaBku 2000 £1,5

PuncyHok 1.5. HepTeXx obuwero Buga n3gennsa YctpoincTtea AN TPOMOG3KTOMUMNM apTepuii ronoBHoro mo3ra CATCH+ cyka3aHWemM KOMNOHEHTOB

ORX

PUCYHOK 2: BHeW HUII B 3axBaTbiBalo W, eroycTpoicTea, pacnosoXeHne Mapkepos

MpumeyvaHne: «OUNX» -PagMOKOHTPACTHbI N Mmapkep

YCTPONCTBO 4151 TPOMOIKTOMUN apTepuii rosioBHOro mosra CATCH+ BK/HOYaeT MOMHbINA MOLEbHbIN PS4 YCTPOUCTB 4151 TPOMO3IKTOMUK, 415
NTEYEHNST 0ETPOT0 ULLIEMUYEEKOTO NHEYNbTA.
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O6was gnvHa, MM

[nvHa npoBogHUKA AOCTABKU, MM
Pabouas AnvHa ycTpoiicTBa 3axeata, MM
O6Lwan AnHa ycTpoiicTBa 3axBarta, MM
[wvameTp ycTpoiicTBa 3axBara B
HepasBepHYTOM COCTOSIHUU, MM
[nameTp ycTpoiicTBa 3axBaTa B
pa3BepHYTOM COCTOSIHUW BHYTPU cOCyAa,
MM

[nameTp A4eliku B pa3BepHyTOM
COCTOSAHUN, MM (MaKc)

MpoKcMManbHbI AnaMeTp NPOBOAHMKA
[OCTaBKU, MM

OvcTanbHblii fuameTp NPoBOLHUKA
[0CTaBKU, MM

Macca, r

COBMECTUMbI AMaMeTp HanpaBsHoLLEero
KaTeTepa, MM

KonnyecTBo peHTreHOKOHTPaCTHbIX
MapKepoB Ha AucTasibHoM KoHue Catch+
Konn4yecTso peTreHOKOHTPaCTHbIX
MapKepoB Ha NPOBOAHWNKE [OCTAaBKK
Pasmep mMapkepoB Ha iMCTa/lbHOM KOHLe
Catch+, Mm

[abapuTHbI/ pasmep mMapKepa Ha
NPOBOAHMNKE AOCTAaBKU, MM
MuHuManbHoe ycunue Ha paspbis, H

COBMECTMMbII MUKpPOKaTeTep AOCTaBKM

HasHaueHue, MaKCUManbHbI AuameTp
cocypa, MM
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MUHVMa/bHbIM
BHYTPEHHUM
AnameTpom
0,017” (0,41 mm)

3
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Hapy>xHbliA guameTp NMPOKCUMaIbHOM . .
14 MM B CaMOi1 LLUMPOKOW YacTu (CMm. puc. 6)

4acTu MPOBOAHMKA JOCTaBKMN, MM
BHYTpeHHWIA AnaMeTp NPOKCMMabHOW
4acTu NPOBOAHUKA AOCTaBKW, MM

PagunansHas cuna, H 0,15
[nameTp NpOBONOKU 3aXBaTbIBAIOLLENO

YCTPOIACTBa, MM
lNprMeyaHmMe: He yKazaHHble JOMycKU B Tabnmue paBHbl: 1. KOHCTPYKTUBHbIX OTANYMIA MEXKAY NpeAcTaBNeHHbIMW BapaHTaMy UCMOMHEHUS YCTPONCTBO A1

N1pom63KTOMUN apTepuid ronosHoro mosra CATCH+ He nmveeT. Pa3nnmyaeTcs T0MbKO TUNopasmMepamu.

1,4 MM B caMoii y3KoiA yacTu (cM. puc. 6)

o1 0,09 go 0,17 mm

6.2.06Ww,ne TpeboBaHNA NPUMEHNMbIE KO BCEM N3AENNAM:
BHewHMt Bua nsgenvs: NMoOBEPXHOCTb M34eNNSA He UMEET MOCTOPOHHUX BKAKOUEHWI, My3blpbKOB MAN NOTEKOB. MMOBEPXHOCTbL rnafgkas, He umeet
Bua

TEXHOMIOTMYECKNX W MOBEPXHOCTHbIX Ae(eKTOB M 06ecneymBaeT MUHUManbHOE TpPaBMUPOBaHME COCYAOB B MpOLECCE MCMOMb30BaHMUS.
MOBEPXHOCTU-aTPpaBMaTUUHbIN, Hannume 3X AUCTabHbIX PEHTreHOKOHTPACTHbIX MapKepoB, 6e3 pa3pbiBa MPOBOAHWKOB. YAepXKaHue Ko/blLa Ha
NPOBOAHMKE AOCTABKW.

YCTONYMBOCTH K BO3AEACTBUIO GMONOTMYECKUX XKUAKOCTEN: U3LeNna YyCTOWUYMBLI K BO3AENCTBUAM OMOMOrMYECKUX XUAKOCTENW W BblAENEHUN

TKaHem opraHusma, € KOTOPbIMWA OHW KOHTAKTUPYKT B NpPOUECCE 3KcCNnyatTaunn: yCTOVILIVIBbI K BO3,£l|eI7ICTBVHO arpecCuBHbIX 61M0N0rMYecKnX
i

XunpkocTei (KpoBb).
YnpasnsiemocTb: OfMHaKkoBasa opmMa LO Y NOCNe UCNONb30BaHUSA.
MoBTOpPHOEe BBeAeHMNE/BbIBEAEHNE B COBMeCT UMb MukpokaTeTep: 100% BbiBegeHMe. Xopollee NOBTOPHOE BBeAEHME.

PasgepTbiBaHMe: Pa3BepTbiBaeTCA NOMHOCTbIO. PaBHOMEPHOE 1 CUMMETPUYHOE Pa3BepTbiBaHME.
Mpo4yHOCT b Ha c>kaTwue: [py cKaTUKN AnaMeTp 0CTaeTCcs HeM3MeHHbIM. Mpy UCTeYEeHUN CPOKA FOAHOCTM XapakTepUCTUKN He N3MEHSIHOTCS.

PaguanbHoeycunme: NMPu UCTEYEHUN CPOKA FOAHOCTM XapaKTEPUCTUKUN He N3MEHSAIOTCS.

N'NeQnNMCaHUE COCTaBHbIXY310B, YacTe:
Y CTpOWCTBO AN TPOMO3IKTOMUKN apTepuit ronoBHoro mosra CATCH+ coCcTOUT 13 ycTPOMCTBa 3axBaTa ¢ 3 PEHTTEHOKOHTPACTHbIMU MapKepamm

Ma AWCTanbHOW YacTy YCTPOKCTBA M ero NPOBOAHMKA AOCTAaBKM (TakXe OCHaLL;eHHbIM PafMOKOHTPACTHbIM MapKepoMm). Y CTPONCTBO MoMellaeTcs B

3allUTHDbI i 06o,q, I'Ipe,EI,Ha3HaLIeHHbII7I ana 3awnTbl n3genmna oT N3N0MOB N MOBPEXAEHUA.
PncyHok 3: HepTeX MeagUUMNHCKOTo nsgenma YCTPOMCTBO ANA TPOMOG3IKTOMUM apTepuin ronoBHoro mo3ra CATCH+ (gnamopgenen: CATCHMIN I

3X5, CATCHMINI13X10, CATCHMINI3X15, CATCHMINI3X20) cykazaHuem KOMNOHEHTOB nsgenuns
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0 0.38+70.005 longueur 2000+1.5 0 0,38 0,005, gnuHa 2000 =1,5

ref. FNO.38X2000 aptukyn FNO.38X2000
r™wKsrt RT0.0«D.21
. . . longueur 96
Gaif» PTFE thermoritractabie
0 0.20 X 0.S0 M. GAK).SOX0.20
T i rererrsssererrereaaan r,-.’\ |j
(00.371 OXK»
+10
L 2000%
Gaine PTFE thermoretractable 3aLU, MTHaa ob6onoyYKa I'IO}'IVITETpa(*)TOpaTI/I}'IEHOBaFl Tepmoycago4dHasd
0 0.20x0.50 ref GAIO.50X0.20 0 0,20X 0,50, apTukyn GA10.50X0.20
Ressort RTO.04/0.21 MpyxunHa RT0.04/0.21
longueur 96 anvnHa 96
0 0.37a 0.40 0 0,37 go 0,40
0 0.30 a 0.33 0 0,30 go 0,33
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s AU RNES

CATCHMINtaxiO
CATCHMINI3X15
CATCHMINI3X20

extr6fntté du poussoir

.. 00.18 001
e ORIGINAL

Ressort tungstene BonbgpamoBasa npyxunHa

ref. RTO.04/0.21 apTukyn RT0O.04/0.21

eck: 20/1 Macw Ttab6: 20/1

filw 0 0.040 Hute W O Q040

Echelle 1:1 MacwTab6 1:1

mandrin de roulage 0 0.13 MaHApeH ckpyuymBawwmim 0 0,13

DetailA Oetanb A

eck: 20/1 Macw Ta6: 20/1

Sertissage 2 O6xXxwnumka 2

Sertissage 1 O6xwunumka 1

Bague inox 0.29x0.39x0.50 Konbuo n3 HepxaBewwen ctanm 0,29x0,39x0,50

ref B12F.29X.39X0.5 apTukyn BMK.29X39X0.5

soudure cnaika

extremite dupoussoir KOHeL NpoBOAHWKA fOCTaBKM

00.18+0.01 0 0,18 +£0,01

Stent CATCHM INI CTeHT CATCHMINI

CATCHMINI3X5 CATCHMINI3X5

CATCHMINI3X10 CATCHMINI3X10

CATCHMINI3X15 CATCHMINI3X15

CATCHMINI3X20 CATCHMINI3X20

ORIGINAL OpuruHan
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I, 1.... M€3&eNua YCcTponicTBO ANA TPOMO3KTOMIIM apTepuii ronoBHoro mosra CATCH-»
(ana mopeneii: CATCHMINI3X5, CATCHMINI3X10, CATCHMINI3X15 CATCHMINI3X20)

CEYEHUNE A
MACLLUTAB 30:1

ML

Mpnnoi peHTreHOKOHTPAcTHOro Mmapkepa ORX

PaMTraHoKoHTpacTHMIi Mmapkep ORX
Konnuectso BUTKOB; 8
MnatnHoBasa npoBonoka 0 0 ~ {FTP0.06)

KOTA BEPHA

CEYEHWNE B

MACLUTAB 12:1

Pen E; CRQ-20180628-114: nsmeHeHune pasmepos npososiokn CATCH ApPTVKYN uaganusi: STCATCHMINI3XS /175720

T I1MwonHuTeT>: K. Yaf~are
ApTUKY" Kon:m sueek |, L ’ |OTmeTka Mpum.  WcxofHble matepuansl: NiTl HJ 12107 'aEafr'
aoot ) .. i MpcsepeHo: E. Lagsm
;KomMmeHTapuii: ncnonb3oBaHue Tpyokn HLL, apT. TUN4.00X3.84 .

8TCATLIMM»C9 1 1307 417 X P 24 P Oata:19/17.2018r.
«TCATCHMUAO 2 1807 «17 S ’Macwra6: 6:1 CteHT CATCH Mini 1flata: 19.07.2018 .

% r3ar 1417 10 [ara sctynnexuns B cuny: 19
«ITCATCHMIH»?» 4 1817 11 .
" nr A4 10, we Croix Vigrreron 95160 McMTtmorency Aprt.; D810.06 Pen-E
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s TPOMOIKTOMUNN apTepui ronoBHoro mosra CATCH+ (Ona moOenn: CJIPC'H 4x20" c
YKasaHnemMm KOMMNOHEHT OB n3genns

0 0.47+0.005 longueur 2000+1.5 0 0,47 0,005, gnnHa 2000 1,5
ref. FN0.47X2000 apTukyn FN0.47X2000
Oaine PTFE ttwmorttractabte RessoftaTo«o”1
Gaine PTFE thermoretractable 3awmTHasa obonovyka nonuTeTpa TOpaTMAeHoOBas TepMmoycajoyHas
0 0.20x0.50ref GAI0.50X0.20 retreinte 0 0,20 X 0,50, aptukyn GAI0.50X0.20 o6x aTas
Ressort RTO.04/0.21 MpyxunHa RT0.04/0.21
longueur 96 AnnHa 96
0 0.27 a 0.42 0 0,37 o 0,42
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rtf. KT0.04K0N aojtt *anoB
ot 2(V1

VWWOO.Oertr.rr4O
EcMNIL'I

Ressort tungstem

ref. RTO.04/0.21

ech: 20/1

fil WO 0.040ref FT40
Echelle 1:1

m andrin de routage 0 0.13
D etail A

ech: 20/1

Sertissage 2
Sertissage 1

Bague inox 2fentes
ref B12F.29X.39X0.5
soudure

extremite dupoussoir
00.18+0.01

Stent CATCH
CATCH+

ORIGINAL
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mwidtin d* nxMige CtO.135

0*MA

ech.:2ivt

BonbgpamoBasd npyxunHa
apTukyn RTO.04/0.21

Mmacw Tta6: 20/1

HuTte WO 0,040, aptukyn FT40
MacwrTab 1:1

MaHApeH ckpyuyuBatowuin 0 0,13
OeTanbp A

Macw Tab6: 20/1

O6xXumka 2

O6xumka 1

Bagéj* i 2 P me* Stent CATCH
L. BI2F.28X491X0.S CATOH
axtr’Hi du pounofr
0 0.18 18%1

Konbuo n3 HepXxaBewuwen ctanm ¢ 2 oteepctuamum 0,29x0,39x0,50

apTukyn B12F.29X39X0.5
cnavka

KOHEeL NpPOBOAHMKA AOCTaBKM
0 0,18 =0,01

CtenT CATCH

CATCH+

OpurnHan



oo r4Vienrna B eTpoldermoo . . . miygls\Gpamos' Y u oS ong orro
(ans mogenn: CATCH 4x20)

CEYEHUE A

Mpunoii peHTreHOKOHTPACcTHOTo MapKepa
ORX (COLC 4305)

002 Sm N

PcHTreHonoHTpacTHbIn Mapkep ORX CEYEHMWE B
KonnyecTtso BMTKOB: 8 J[y MACLUTAB 10:1

MnatnHoBas npososoka 00,06 (FTP0.06) \o

KOMnaA BEPHA
OPUTUHAN

Pen G: CRQ-20180628-114: nsmeHeHune pasmepos npososiokn CATCH ApTukyn uspenma: STCATCH+
. :Ncnonuutens: K. Yappar®
OTmeTtka Mpum. MicxogHble matepuanst: HM1 \lata: 19.07.2018 .

TlpoeejseiKj: E*Largeri

KomMmeHTapuii; ncnonb3osaHue Tpy6ku NiTi, apT; TN5.00X4.79-105 O~p: 19.07.2018 r.
 |¥WepxaeHol N."Ba
MacuuTa6 5:1 CteHT CATCH +4x20 Jara: 1907.2018 1.

[ata BcTynnenus B cuny: 19.(

M 10, rue Croix Vigneron 95160 Montmorency ApTt.: D810.01 PEAO-S
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m m y~crrtpotderitGO NMst. TponNCXTONbI T ok™NyTepull ronocsao”™NNo No3rok dNTXZ TN
CATCHMAX16x20, CATCHMAJCI6x30, CATCH\iAXI16x40) c ykazaHVMeM KOMIMOHEHTOB U34enuns

0 0.47+0.005 longueur 2000+£1.5 0 0,47 £ 0,005, gnnHa 2000 £ 1,5
ref. FNO.47X2000 apTukyn FNO .47X2000

Game PTEE thamViiMiactivi Gain*PTFE tharmortinoMita.  Reesort RTO.(M/0M
0 O™x Oi» . LLKOMOLD 0 0.1Sx0{5m . GAIQINgL5

Gaine PTFE thermoretractable 3awnuTHas o6onodyka nonmMTeTpad TOpPaTWl eHoBasA TepMoycajgoyHas
0 0.20x0.50ref GAI10.50X0.20 0 0,20x0,50, apTukyn GAI10.50X0.20

Gaine PTFE thermoretractable 3awutHas ob6onoyka nonmTeTpad TOp3TUNeHOBasa TepMoycajgouHas
0 0.15x0.25ref GA10.25X0.15 0 0,15x0,25, apTtukyn GAI10.25X0.15

Ressort RTO.04/0.21 MpyxXunHa RT0.04/0.21

longueur 96 AnnHa 96

0 0.37a 0.43 0 0,37p80 0,43

0 0.49 a 0.52 0 0,49 po 0,52
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rftf. 1 mjt% +0.U®

m»i<irtn d» rcMdase 00.13
« WO 0.040 w . FT40

«xtromKdi<lu rxxissoir
echett«<;1

Ressort tungstene BonbthpamoBasa npyxuHa

ref. RTO.04/0.21 aptukyn RT0.04/0.21

ech.: 20/1 MacwTab: 20/1

filw Q 0.040ref FT40 HUTb W O 0,040, apTukyn FT40

Echelle 1:1 MacwrTab6 1:1

mandrin de roulage 0 0.13 MaHApeH ckpyumBatowmnii 0 0,13

DetailA OeTtanb A

ech: 20/1 MmacwTab: 20/1

Sertissage 2 O6Xunmka 2

Sertissage 1 O6xumMKa 1 '
Bague inox 2fentes Konbuo n3 HepXxasBewuen ctann c2 orsepctuamum 0,29x0,39x0,50
ref BI2F.29X.39X0.5 aptukyn B12F.29X.39X0.5

soudure cnanka

extremite dupoussoir KOHel NPpOBOAHWKA AOCTaBKM

00.18+0.01 0 0,18 0,01

Stent CATCHM AXI CteHnT CATCH

CATCHMAXI6X20 CATCHMAXI 6X20

CATCHMAXI6X30 CATCHMAXI 6X30

CATCHMAXI6X40 CATCHMAXI 6X40

ORIGINAL OpuruHan
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(ona mopgenein: CATCHMAX16x20, CATCHMAX16x30, CATCH MAX16x40)
I

Pen E: CRQ-20180628-114: nsmeHeHne pasmepos NpoBonoku CATCH  Aptukyn M3AEMMA: STCATCHMAXiex” /30 /40
~aiolwin-eflbric Tagpare’

ApTiikyn Queekmaom 1 Lo OTmeTKa * Mpum. WcxoaHble matepumanst: NiTi ,Ll,aTa:19:Q7..2_018 r.
ATeMMOLG . a o en IKOMMeHTapuii: ucnonb3osanue Tpy6ku NiTi, apT. TUN7.00X6.79-105 HTLQSBB:elp;B%IZr(;(laSr?.eh
STCATCNMAXMXW 8 «ne B 24 :Macunab 4:1 CTeHT CATCH Maxi 19.07.2018 r.
STCATCtHMXIWMO 8 8110 3a3 334 '[laTa BCTYNAEHUsS B CUAY:

Ad 10, rue Croix Vigneron 95160 Montmorency Apr.: D810.09
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PUCYHOK 9: UepTeX KOMNOHEHTa «llpoKCcMManbHas 4acTb NPOBOAHMKA AOCTABKU»
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7. OnucaHune I'IpI/IHa,qI'IE)KHOCTeVI, MEeANLNHCKNX I/I3,El,el1l/ll7l, Mcnonb3yemMmblX COBMECTHO C
3aAB/IEHHbBIM U3AENMNEM !

YCTpOWCTBO A4N18 TPOMBGIKTOMUKN apTepuii ronoBHoro mosra CATCH+ cnegyet BBOAUT]
TO/IbKO C UCMONb30BaHNEM MUKpOKaTeTepa, yKasaHHoOro Ha atuketke. CATCHMI K! coBMecTHN
C KaTeTepoM C MUHUMaNbHbIM BHYTpeHHUM auametpom (ID) 0,41 mm (VASCO+10). CATCB
4x20 COBMECTMM C KaTeTepoM C MUHUMaNbHbIM BHYTPEHHUM Auametpom 0,52 MM
(VASCO+18). CATCHMAXI cO0OBMecTMM C KaTteTepoM C MWHUMaNbHbIM BHYTPEHHUM
anameTtpom 0,60 mm (VASCO+21). Bece mogenm CATCH+ cuctembl ynakoBaHbl B 0MHaKOBOM
YNaKOBKe U CTepW/IN30BaHbl ra30BbiIM METOAOM CTEpUIN3aL MU OKCUAOM 3TUNEHA.

O6patuTecb K WUHCTPYKLMAM, MpunaraeMbiM KO BCEM WHTEPBEHLMWOHHbLIM W3[eUAM U
marepuanam, KoTopble 6y4yT MCNO/b30BaTLCA B COYETAHUMN C Y CTPOWCTBOM ANA TPOMOIKTOMUN
aptepuii  ronoBHoro Mo3sra CATCH+ pgna wx npegnonaraemMoro  WCNosb30BaHus,
MPOTMBOMOKAa3aHUAM U MOTEHUWa/IbHbIM  OCNOXHEHUAM. [lpyrve MpuHagNexxHoctn [Ans
BbIMO/IHEHWA NpoLeAYyPbl COBMECTUMbIE C U3JeNneM 1 KoTopble HE NocTaBnsaTCA COBMECTHO C
CATCH+ gonXHbl BbIGNUpaTbCa Ha OCHOBE ONbITa U NPeANOYTEHNI Bpaya:

- MpoBOAHMKOBLIV KaTeTep ¢ 6an1oHHOM 5-6F (1.67-2 mm);

- MukpokaTeTep (MCMONb3YinTe COBMECTUMbIA MUKpPOKaTeTep, C pasMepoM, YKa3aHHbIM
Ha 3TUKETKE);

- MposogHuk 0,014 (0,35 mm) nnm 0,012” (0,30 mm)

- AcnupaunoHHoe yCTPOMCTBO,

- ConeBsoii pacTeop/renapuH-coneBoin Habop 414 HenpepbIBHOW NPOMbIBKU (Lnpul, oT 20
Ky6. cMm. 10 50 Ky6. cm.)

- 2 poTauMOHHbIX remocTaTuyeckmx knanaHa (PIrK)

- NHY3MOHHbBIN cTeHy,

- BrnokupoBka 6efpeHHOI apTepuu

8. MHpopmaunsg o HaNUYNM B MEAULLMHCKOM U3AENNN NEKAPCTBEHHOTO CpeacT
ana MEeANLWMNHCKOTIO NPUMEHEHNA, MaTepunanos >KNBOTHOTO nnn yenopeyeckoro
npoucxo>kfeHus: He NnpyMeHNUMO. Y CTPOINCTBO AN1A TPOMBIKTOMUM apTepuidi rOI0BHOIO Mo3ra
CATCH+ He cofepXuUT B COCTaBe U3Lenns NIeKapCTBEHHbIe npenapartbl Un apmaleBTUYeckne
cybcTaHuMn, a TakXKe MaTeprasioB XXMBOTHOIO UM YeSIOBEYECKOTO NMPOUCXOXAEHWS.

0. VHdbopmauus 0 nopsiake yCTaHOBKU, MOHT @ka, HaCTPOMKM 1 KasimbpoB
Heobxoavvble 419 BBOAA MEOULIMHCKOTO U3AENNS B 3KCITyaTaumio:

«YCTPOWCTBO A1 TPOMOG3IKTOMUK apTepuit ronoBHoro mosra CATCH+» (panee -
Yctpoiicteo, CATCH+) npeacTtaBnseT coboii camopacKpbiBalOLLYOCS CUCTEMY ANS 3axBaTa U
yAaneHus CryctkoB y 60/bHbIX, PacrooXeHHY Ha COOCTBEHHOM MNPOBOAHMKE [OCTaBKMW.
YCTpOWCTBO NpeAHasHavyeHo A/19 BOCCTAHOBMEHWA KPOBOTOKAa B HEPBHO-COCYAUCTOW cuUcCTeme
nyTeM Yy[aneHuWs CrycTtkoB Yy 60/IbHbIX, MNEpPeHecWwmnx OCTPbIA WWEMUYECKUI WHCYNbT
BCNEACTBME OKKMO3MM 6ONbLIOIA MO3roBoit apTepumn. KoOHCTpyKuus «Stentriever» no3Bonsiet
3axBaTblBaTb CryCTOK BHYTPM K/eTOK, BOCCTaHaB/MBas KPOBOTOK. Y CTPOWCTBO pasmelLaroT U
yCTaHaB/MBalOT B OKK/IO3MPOBAHHOM COCyAe npu TPomM6006pa3oBaHMM M 3aTeM BbLUOAAT B €ro
pasBepHYTOM COCTOAHUKU. [Mpoueaypa MexaHU4eCKONn TPOMOGO3IKTOMUM 3aHMMaeT He 6onee 1
yaca.

C nomMoulbi COOTBETCTBYIOLLEFO NPOBOAHMKA AoCTaBKK ycTpolicTBO CATCH+ g01XHO
pacnonaratbCsi TakKMMm 06pa3om, 4TOObl y4acTOK pabouyeil AfNHbI YCTPONCTBA pacnpocTpaHsncs

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



Ha KaXAyl W3 CTOPOH Tpomba B cocyfe, KOrfa yCTPOMCTBO MOSIHOCTbIO pa3BepHyTo. [pu
HeobX0AMMOCTU, U eCNN YCTPOMCTBO He NOBPEXAEHO, TO 04HO M TO Xe ycTporictBo CATCH+
MO>XXeT WMCNo/b30BaTbCA ANA BYX MpoOuUeAyp BOCCTAHOB/IEHUS MOTOKA Yy OLHOIO0 U TOr0 e
nauueHTa nocne OYUCTKM YCTPOCTBA C MOMOLLbIO CONEBOr0 pacTBopa. YCTPOMCTBO [AJiA
TPOMOG3IKTOMMMK apTepuii ronoBHoro mosra CATGH+ He JO/MKHO NCNOb30BaTLCA A4 60/ee YeM
[BYX Mpoueayp BOCCTaHOB/IEHUS NMOTOKa, U He 6osiee yem A8 3 MOMbITOK BOCCTAHOBNEHUS B
OZHOM 1 TOM Xe cocyje.

YCTPONCTBO M €ro NpoBOLHMK [JOCTaBKW (TaKXXe OCHALLEeHHbI PEeHTreHOKOHTPACTHbIM
MapKepoMm) MOMeLW AT BO BCTaBHYH Tpy6ky wu3 MTHI (nonuteTpaTopaTuneHa) w
yNakoBbIBAOT B paccnavmBarowmiica nakeT M KapTOHHYK KOpOKy, BMeCTe C WHCTPYKLUMeln no
NMPUMEHEHWIO.

YctpoictBo CATCH+ wncnonb3ywdT AN OQHOr0  nayuveHTa W CTEPUAU3YIOT
3TUNEHOKCMAO0M. PaKTUYeCKM, 3TO XUPYPruYeCKN NHBA3UBHbIE N3L4eNns, NpegHasHauYeHHble 4ns
BPEMEHHOr0 MCMonb3oBaHUA (MeHee 60 MWHYT) B KOHTakTe C LeHTpasbHOW CUCTEMON
KpoBoobGpalleHuns (apTepuanbHble LepebpaTbl).

9.1 Cnocob NnpuMeHeHUs:

HOAFOTOBKa nnpouenypa ncnosab3oBaHus

MopgroToska

- BBecTM aHTUKOarynsuMoHHble M aHTUTpOMOGOLMTapHble npenaparbl B COOTBETCTBUU CO
CTaH4apTHbIMY O6LWENPUHATLIMU KIMHUYECKUMUN METOLNYECKUMU PEKOMEHALMAMMY;

- Mpy nomouin aHrmnorpamMyeckoim peHTreHorpagum onpegennute MecTOMoIOXeHWe U pasmep
ob6nactu, nognexallien TPOMBG3IKTOMUY;

- Boibepute Yctpoiticteo CATCH+ nogxogsuero pasmepa;

- Ana [OCTMXEHUA oNTUMaNnbHON 3dekTUBHOCTU ycTpoilicTBa CATCH+ M CHUXeHUA pucka
pasBUTUA TPOMOOIKTOMUYECKUX OCNIOXHEHUI NOAAepXuBaliTe HeMnpepbiBHYH MPOMbLLKY
Mexay

a) 6epeHHO apTepmanbHO 060104KOW 1 HaNPaBNSAOLWMUM KaTeTepoM,

b) MMKpPOKaTeTepoOM 1 NPOBOAHUKOBbLIM KaTeTEPOM,

C) MUKPOKATETEPOM 1 NPOBOAHUKOBbLIM KaTeTepom 1 ycTpoiictBom CATCH+;

-MpoBepbTe BCe coegnHeHUs, 4Tobbl y6eAnTbLCA, YTO BO BPEMS HENPEPbIBHOW NMPOMbIBKM BO34YX
He nonajaeTt B NPOBOAHWKOBbIN KaTeTep UM MUKPOKaTeTep;

- MomecTnTe NOAXOAALLNIA NPOBOLHUKOBLIN KaTeTep C 6a//IOHOM Kak MOXHO 6/MmXXe K MecTy
Tpomba, NCnonb3ya CTaHAAPTHbIA MeToA. MNMPOBOLHMKOBLIN KaTeTep ¢ 6anN0HOM [LO/IKEH UMETb
HafeXxkalinin pasmep 415 U3BNEYEHUA CrycTka, ecaiv 3T0 He06X0AMMO B NOCEAYOLWUX Luarax.
-CoefnHute PI'K yepes pa3bém € MPOBOAHUKOBbLIM KaTeTepoM, a 3aTeM NOACOeANHUTE TPYOKY K
NNHUN CUCTEMbI MOCTOSHHON NPOMbIBKMW;

- BbibepuTte MMKpokaTeTep, NOAXOAALMNA Ans NpoaBmKeHns yctponctea CATCH+.

- CoeguHuTte BTOpoiA PIK c pa3béMOM MuKpokaTeTepa, a 3aTeM MOACOefMHUTE TpyoKy K
NOCTOSAHHOM NPOMbIBKE.

- YCTaHOBUTe CKOPOCTb JIMHUM CUCTEMbl MPOMbIBKM B COOTBETCTBMM CO CTaHAapTHbIMU
06LWeNPUHATBIMU KNTMHUYECKUMU METOLNYECKUMU PEKOMeHLaLAMK.

- C NOMOLLbIO COOTBETCTBYIOLLErO NPOBOAHUKA NPOABUraiTe MUKpOKaTeTep 4O TeX Mop, noka
KOHeL, MUKpoKkaTeTepa He Oy[eT pacrnofiodXeH Ha AUCTaJibHOM YpPOBHe OT Tpom6a, TaK 4To
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nonesHasl [/iMHa ydactka yctpoictBa CATCH+ npu ero nonHoMm passepTbluaHun OyaeT
MPOXOAMTb Yepe3 Kaxkayto CTOPOHY Tpomba B cocyfe. 3ataHuTe PIMK BOKpYr MUKpOKaTeTepa.
JocTaBKa yCTpOWCTBa A/19 TPOMO3KTOMUM apTepuii ronoBHoro mosra CATCH+,

- BcTaBbTe AMCTa/bHbIN KOHel, 000/104KM MPOBOAHMKA 4YacTU4HO B PIK, NOAKMOYEHHbIN K
MUKpoKaTeTepy. 3aTtaHuTte PIK n ybeantech, 4TO XUAKOCTb BbIXOAUT U3 MPOKCMManbHOro
KOHLa 060/104KIN NPOBOAHNKA LOCTaBKM.

- OcnabbTe PIMK 1 NpoaBuHBLTE 060/104KY MPOBOAHMKA J0CTaBKM A0 TeX Mop, MoKa OH He byaeT
NAOTHO BCTaB/ieH B CTyNULYy MUKpoKaTteTepa. 3ataHuTe PIK BOKpYr 060/104KU MPOBOAHMKA
[OCTaBKW, YTOObI MPefoTBPaTUTL 00paTHLIA MOTOK KPOBW, HO HE HAacTO/IbKO TYro, 4ToObl
noBpeanTb ycTponicTBo CATCH+ BO BpeMsi ero BBeIeHMSI B MUKPOKATeTep. Y6eanTechb, UTo B
CUCTeME HeT BO3AYLLUHbIX My3bIPbKOB;

- NMepeHecuTe yctponctBo CATCH+ B MUKpoKaTeTep, NpPoABUras MPOBOAHMK [/1aBHO,
HernpepbIBHO. KakK TO/MbKO MMOKasi YacTb MPOBOAHMKA BOMAET B CTEPKEHb MUKPOKATETEPa,
ocnabbTe PIK n ybepuTe 0060/104KY MPOBOAHMKA AOCTABKW Haf MPOKCMMa/bHbIM KOHLIOM
npoBoAHvKa. [Mocne 3aBeplueHus 3aTsHUTe PIK BoKpyr npoBofgHMka. OcTaBnsisi 060/104KY
NPOBOAHMKA [0CTaBKM Ha MeCTe MpepbIiBa/io Obl HOPMasibHOE MOCTYMIEHME MPOMbLLIOYHOO
pacTBopa 1 No3B0/N/I0 6bl 06paTHOMY NMOTOKY KPOBU B MUKPOKATETEP;

- BwusyanbHO npoBepbTe, 4TO pPacTBOP A1 MNPOMbLUKMA HOpPMasibHO nocTynaet. [locre
noaTBepXKaeHMs ocnabbTe PIK, UTo6bl NPoABUHYTH MPOBOAHUK;

- C nomMoubl0 PEHTIEeHOCKONMUYECKOr0 MOHUTOPMHIa TLIATENbHO MpoABuUraiite YCTPOMCTBO
CATCH+ po Tex nop, Moka ero AUCTa/ibHble MapKepbl He BbIPOBHAKTCA C  KOHLOM
MUKpOKaTeTepa.

YCTPOCTBO 4151 TPOMO3IKTOMUM apTepunic rosioBHoro mosra CATCH+ fo/mkHO pacrnosiararbes
Tak/M 006pa3oM, UTOObI YacTb MCMOSb3YeMON [/IMHbI YCTPOCTBA MNPeBbILLAa A/IMHY KaXKOOM
CTOPOHbI TPOMGa B COCYy/e, KOoraa yCTPOMCTBO MO/THOCTLHO PasBepHYTO.

I'Ipmmeanme: npm TnoOABNEHUU Ype3MepHOro ycmnuma CcONpPOTUBNEHUA BO BpemMsa [AOCTaBKMU
ycTpoinctBa pAna TPOMOG3IKTOMUM apTepuihn ronoBHoro mo3ra CATCH+, npekpaTtuTe
npouenypy QAocTaBKM W onpefennute TMNpPUUYUHY cCconpoTuBneHudA. TlpoaBuxeHwme Bnepépn
ycTtponctea CATCH+, npeogoneBass conpoTuBaeHne, MOX eT NMPMUBECTU K MONOMKe WU3genus

U/MNu HaHeceHWo Bpeaa NayueHTy.

PasBepThbiBaHMe ycT poiicTBa 41 TPOMOIKT OMMUK apT epuit roioBHoro mosra CATCH +:

- OcnabbTe PI'K BOKpYr MUKpoKaTeTepa. s pasBepTbLUaHMSA YCTPOCTBA 4151 TPOMOIKTOMUN
apTepuii  ronoBHoro Mosra CATCH+ 3akpenuTe MPOBOAHMK [OCTaBKW /19 MOAAEPXKKM
MOSIOXKEHMA  YCTPOMCTBA M OCTOPOXHO  U3B/IEKMTE  MWUKPOKATETEP B MPOKCYMaSIbHOM
Harpas/ieH W,

- BblUBuWrainte MMKpOKaTeTep [0 TeX MOP, MOKA OH He OKaXKeTCs B6/Ke K MPOKCUMMasibHOMY
Mapkepy ycTponctBa CATCH+. 3atsHute PIK, 4T0Obl MpefoTBpaTUTb [ABWKEHWE MPOBOAA
NPOBOAHMKA A0CTaBKMW. Wcrnonb3yemasi fnHa passepHyToro yctporictea CATCH+ pgomkHa
NpeBbILLATL A/MHY K0 CTOPOHbI TPOMOR;

- 3ataHute PIK BOKpyr MUKpoKaTeTepa. AHrmorpaguyeckm OLeHMBaMTe COCTOSIHME
TPOMOIKTOMMIO 06paboTaHHOI0 cocyaa;

- AbLEKTMBHAA MeAMKaMeHTO3Has Tepanus MOXET WCMo/b30BaTbCA B COOTBETCTBUM CO
CTAHAAPTHBbIMM  OOLLEMPUHATBIMA -+ KIIMHUYECKMMA  METOAUYECKMMU  PEKOMEHJALMSIMINA
(TPOMOO/IUTUKM N T. A.).
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BeiBOg ycT poiicTBa 4NA TPOMOBIKTOMNUM apTepuii ronoBHoromosra C/ITCH +:

- HakayaiTe 6annoH NpoOBOLHMKOBOrO KateTepa, UTOObl 3aKynopuTb €0CYyf, KaK yKa3aHO Ha
MapKMpOoBKe 6anIoHHOro NPOBOAHUKOBOIO KaTeTepa,;

- Y6eantecb, 4TO MNpOKCUMaNbHbIA Mapkep Ha yctpolictBe CATCH+ Haxogutcs BHYTpU
MuKpokaTeTepa. OcnabbTe PIK BOKpYr MUKpOKaTeTepa A0OCTAaTOYHO ANS ABUXKEHUS, COXPaHAs
npu 3TOM FrepMeTUYHOCTb;

- Uto6bl M3BNeYyb TPOMOG, MefNEeHHO W3BNEKalnTe MuKpokatetep u ycTtporictBo CATCH+ B
KayecTBe OfHOrO LeNoro B Harnpas/fieHNN K HAKOHEYHUKY MPOBOAHMKOBOI0 KaTteTepa, NpuMeHss
K MPOBOAHMKOBOMY KaTeTepy acnupauuio wnpuueMm. Hukorga He npoasurante AUCTasbHO
pa3sepHyTOe ycTpoinicteo CATCH+;

MpumMmeyaHne: y6eauTecb, UTO MWUKpPOKaATeTep 3akpbiBaeT TNPOKCMMaNbHbI Mapkep.
JHEPrMyHO MNPUMeEHsAs K MPOBOAHMKOBOMY KaTeTepy acnupauuio LWNApULEM, BbLIOANUTE
ycTpoiictBo CATCH+ n MukpokateTep NpOBOAHMKOBOrO KaTeTepa. [pogonkalite acnupaunto
NPOBOAHMKOBOr0 KateTep A0 Tex nop, noka yctpolicteo CATCH+ 1 MuKpokaTeTep He byayT
BbIBEJEHbI U3 MPOBOAHMUKOBOIO KateTepa.

MpumMmeyaHne: ecnu BbIBOA B NMPOBOAHUKOBLIA KaTeTep 3aTpyfHeHO, cKauyaliTe 6anfoH, a
3aTeM OAHOBPEMEHHO YCTPOWCTBO ANA TPOMOGIKTOMUYN apTepuit ronoBHoro mosra CATCH+.
Ypanute NpoOBOAHNKOBLIN KaTeTep, MMKpoKaTeTep un ycTpoinicteo CATCH+ B Ka4ecTBe €MHOr0
Lesoro yepes 060104Ky, NOALEPXMBAA NpU 3TOM acnupayuio. MNpu Heo6XoAUMOCTU yhanuTe
006010UYKYy.

I'Ipe,u,ynpem,quVle: npm nodAaB/IeHUN Ype3MepHOro ycumnma conpoTuBneHnmda BO BpeMsa BbiBOoaa
ycTponcteBa CATCH+, npekpaTuTe npoueaypy AOCTaBKM W onpejenurte nNpuUYnHY
conpoTuBneHna, He BbIMONHANTE 60]'IbUJe, 4yemM Tpu nocnegyOwWunx nonblTKN BbiBOAA B TOM X e€
cocype, ncnonbdysaycrtponctso CATCH+.

- OTKpoitiTe PI'K NpoBOAHMKOBOrO KateTepa, YT0Obl NO3BO/IMTb MUKPOKATETEPY U YCTPONCTBY
CATCH+ BbIliTM 6e3 conpoTuBieHUS. ByabTe OCTOPOXHbI M n3beraiTe B3aMMOAENCTBUA C
y4acTKOM BMeLUATEeNbCTBA U He A0MYyCKainTe NPOHMKHOBEHMWA BO34yXa B CUCTEMY;

- AcnnpupyinTe NPpoBOAHNKOBLIM KaTeTep, YTOObI rapaHTUPOBATb, YTO MPOBOAHUKOBbLIN KaTeTep
oumLLeH OT Nto6oro Mmatepmnana Tpomoa;

- CpyiiTe 6annoH NPOBOAHMKOBOIO KaTeTepa;

-Ecnu TpEGyPOTCH OONONMHNT €/ibHble NONbl T KN BOCCT aHOBNEHNA KPOBOT OKa:

- B C/ly4yae MCMONb30BaHMSA HOBOrO YCTPOMCTBA A/ TPOMOBIKTOMUM apTEPUl rONIOBHOIO MO3ra
CATCH+, noBTOopuTe 3aTeM OMNucCaHHbIe BbMMe Wwarun, HaynmHasg ¢ pasgena «MogroTosKa;

- B C/ly4yae UCNO/Ib30BaHWA TOrO Xe YCTPOMNCTBa A1 TPOMOIKTOMUM apTepuid roNoBHOTO Mo3sra
CATCH+:

a. OuncTuTe YCTPOMCTBO C MOMOLLbLI COMIEBOr0 pacTBopa. He ncnonb3yiiTe pacTBOpUTENU UK
aBTOKNaB.

6. OCTOpPOXHO OCMOTPWUTE YCTPOWCTBO Ha NpeaMeT MNOBPeXAeHUn. Ecnn ecTb Kakue-nmbo
NOBPEXAEHWNS, HE UCNOMb3YiiTe YCTPOWCTBO M MUCMONL3YNTe HOBOe ycTpoicTBo CATCH+ ang
nocnegyowmnx nonbITOK BOCCTAHOB/IEHUA MOTOKA, Cnefys WHCTPYKUMSAM, ONUCAHHBLIM BbMe,
HauMHas C pasgena «[lofgrotoBka». Kcnonb3oBaHMe MOBPEXAEHHOIO YCTPOWCTBA MOXET
NPUBECTN K AOMONHUTENLHOMY MOBPEXEHWUIO YCTPOMCTBA UM HaHECEeHUS TPaBMbl NaLUeHTY.
Mpepynpe> jeHne: He wucnonb3lyiiTe Kaxpjoe YCTPOWUCTBO Ans TPOMGIKTOMWUM apTepuit

ronosHoro mosra CATCH+ ana 60onblie, YeM ABYX BOCCTAHOB/NEHMUIH KPOBOTOKA.
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PenosnuunoHnpoBaHue ycTpoiicTBa ANsS TPOMO3KTOMWUW apTepuili TOJOBHOrN0O MoO3ra
CATCH+:

Ecnm Heo6XxoAuMMO penos3vLMOHUpPOBaHME YCTPOICTBa A1 TPOMOGIKTOMUN apTepuii FTONOBHOIO
mo3ra CATCH+ (Hanpumep, nepeno3nuMOHNPOBaHIME), BbLLIOMHUTE CeayoLme LeicTBUA:

- Ocnabbte PI'K BOKpyr MukpokateTepa M BOKPYr npoBOAHWKa focTaBku. C Momowbio
(D/TIIOOPOCKOMMUYECKOTO0 KOHTPO/IA MPOYHO AEPXUTE MPOBOAHUK [OCTaBKWU B CBOEM MOJIOXEHUN,
4yTO6bI NPEAOTBPaTUTL NepemelleHne ycTpoiictea CATCH+.

- OCTOPOXHO nepeycTaHOBUTE YCTPOWCTBO AN TPOMOIKTOMUM apTepuil rONOBHOrO Mo3ra
CATCH+, npogsuraa mukpokaretep no CATCH+ fo Tex nop, noka gucranbHble MapKepsbl
CATCH+ He nosBATCA B KOHUE MUKpOKaTeTepa.

MpumeyaHune: ecnu Bo BpemMs npouecca peno3vMOHUPOBaHNSA 06HapPyXWBAETCA 3HAUYNTENbHOE
conpotTmuBgieHne, HemeneHHO OCTaHOBWUTECb U nepeﬁ,u,MTe K Bbllle o3arnaBaeHHomMy pasaeny

«BbiBOg ycTpoOlicTBa TPOMOIKTOMMUMN ».

Mepbl NPeagoCTOPOXHOCTN NPUN NCNONb30BaHNK

He wcnonb3oBaTb, ecCM ynakKoBKa BCKpbiTa WA nospexgeHa. lMpu HenoBpeXAeHHOW
yNakKoBKe U3JeNns CTEPUSIbHBI.
- YcTpolicTBa Ans TpomM63KTOMMK apTepuii ronoBHoro mo3ra CATCH+ npegHa3HauveHbl Ans
0ZHOPa30BOro MCNonb3oBaHWsA. He ncnonb3oBaTh NOBTOPHO. J1t060€ NOBTOPHOE MCMONb30BaHNe
n3jenus NpPUBOAWUT K BbICOKOMY PUCKY 3apaXeHus nauueHTa U K yXyjweHuto paboumx
XapaKTepUCTUK U3genus.
- YcTpolicTBa He NOANEXAT NOBTOPHOW CTepUan3aLmnm|
- XpaHUTb B CyXOM, 3allMLLeHHOM OT CBeTa MeCcTe Npu KOMHaTHOM TemnepaType.
- Cobnrofatb CPOK rogHOCTH.
- 9T wn3genus  AO/HKHbI  MPUMEHSATLCA TONbKO Bpayvamu-crneumanucramm B obnactu
WHTEPBEHLMOHHOW Helipopasmonoruv u/mnm NHTEPBEHLMOHHOM paguoormu.
- Katetep u yctpoiictBo CATCH+ A0/MKHbI MCMONb30BaTbCA BMECTE C (DIHOOPOCKOMUYECKUM
KOHTPOJIEM ¥ COOTBETCTBYIOLMMU aHTUKOAryNsHTaMU.
- Cnefyite NHCTPYKUUAM ANS UCMONb3YEMbIX CUCTEM U BBOAUMbIX BELLECTB.
- CneguTe 3a TeM, 4YTOObl He KacaTbCsi «KOP3WHKM» BO BPEMSA Pas3/IMYHbIX OMNepauuin no
MCNONb30BAHMIO, TAKUX KaK M3BJIEYEHME U3 YMAaKOBKW U/ BCTaBKa B MPOBOLHUKOBLIN KaTeTep;
3TO MOXEeT HaHeCTU CMeLLeHNe v NoBpeanTb eé.
- He nponyckaiite ycTpoiictBo CATCH+ uepe3 CTEHT, MOTOMY YTO CYLIECTBYET 3HAUNTENbHbI
PUCK CMELLEHNA CTEHTA.
- Mepy3upyiiTe NPOBOAHMKOBbLIN KaTeTep Ha NPOTSXXEHUN BCel NpoLesypbl.

10. TpeboBaHMA K MNOMELW,EHMAM, B KOTOpbIX npejgnonaraeTcd YcTaHOBKa
MEeLNUUNHCKOTO U3fenunsa:

YCTpOWCTBO ANnd TPOMOG3IKTOMWUW apTepuii ronoBHoro Mo3ra CATCH+  [O/mMKHO
ncnonb3oBaTbCs Npu Temnepatype Bo3gyxa oT 0°C go +40°C npy OTHOCUTENIbHOM BNaXKHOCTU
oT 0% po 90% (HekoHAeHcupytowascsa) u atmocgepHoM gasneHumn 700 - 1060 rMa. JonxHbl
OblTb COG/MIOAEHbI BCE OCHOBHbIE YC/IOBUSA CTEPUIBHOCTU MOMELLEHUSA, & TaKxXe OfeXAbl Mef
nepcoHana AN UCKIHYEHNA PUCKa 3apaXeHuns nauneHTa.

11. WHpopMauusa gns npoBepKu NPaBuSibHOCT U YCT aHOBKW MEeANLUHCKOTO U3LENUS U
ero roT OBHOCT M K 6e30nacHoli paboT e akcnayaT aynu, BKI Yas:
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a) CogepykaHue N NepuoaMYHOCT b T eXHUUYECKOTO 06¢cnyX nBaHus, sknovas 04ucm in
N fe3nH(peKLMIo MeAULNHCKOTO U3genns: YCTPOMNCTBO ANA TPOMOBIKTOMUN apTEPUIl TONI0BHOTO
mo3ra CATCH+ He NOANEXUT TEXHUYECKOMY 0BC/YXXMBAHUIO, OUUCTKE UMK Ae3nHGeKLUn.

6) I'Iepequb npeagocT aB/IEHHbIX NPpON3BOAUT €/1EM MEANLUNHCKOIoO n3nennd CBG,D,GHVIVI,
KNnoven n napone|7| gocrTyna HeO6XO,EI,VIMbIX And MOHT aa U TEexXxHNYeckKoro OﬁCJ‘Iy)KI/IBaHVIFIZ
YcTpolieTBOo ANA TPOMOIKTOMUWM apTepuii ronosHoro mosra CATCH+ He eogepxut MO,
CBEleHWI, K/OYeld wnav naponei [octyna Heo6XOAUMbBIX [N MOHTaXa W He MNOLNEeXMUT
TEXHNYECKOMY 06CNYXXMBAHUIO.

B) lNepeyeHb pacxofHblXx MaTepuanoB, a TakXe npoueaypa uUxX NPUMEHEHUA W
3aMeHbl: YCTPOWCTBO ANA TPOMO3IKTOMUMN apTepuid ronosHoro mosra CATCH+ He cofepxuT B
coeTaBe pacX0fHbIX MaTepuanos.

r) HeobxogumocTb KanmbpoBKM [ns obecneyeHWs Hagnexxaweil n 6GesonacHow
paboThbl MELULUHCKOTO Mn34enusa B Te4YeHUW cpoka ero cnyxbbe: He npumeHumo. [Ana
YcTpoicTBa And TPOM6G3IKTOMUM apTepuit ronoBHoro mosra CATCH+ HeT Heob6xogumocTu B
KannbpoBke AnA obecneyeHns Hagnexauiein n 6e3onacHoii paboTbl MEAULUMHCKOIO U3genns B
TEYeHUN CPOKa ero Cyxobl.

4) MeTogbl CHUXEHUS PUCKOB, CBA3AaHHbIX C YCTaHOBKON, KanubpoBKOW wuaw
T EXHNYECKNM O6CJ'Iy)KVIBaHI/IeM MEOANLUWNHCKOTO N3fenna:

[na CHWKEHWUA PUCKOB, CBfA3aHHbLIX C YCTAaHOBKOW YCTpoiicTBa AN TPOMOIKTOMUU
apTepuii ronosHoro mosra CATCH+, cnefyeT BHMMATENbHO 03HAKOMUTbLCS C VHCTPYKLMER No
aKcnayaTauuMm Ha paHHoe wusgenue. TMogpo6Ho B TMyHkTe 9 «UWHGpopmauma o nopsgke
YCTaHOBKWM, MOHTaXKa, HacTPpOMKM W KannmbpoBKW, HeobXoaumble ANS BBOAA MEAULMHCKOIO
N3[enns B aKCnyaTaumnio».

W3penve aenseTcq OLHOPA30BbIM M He Mogpas3yMeBaeT TEXHUYECKOro 06C/yXUBaHUA.
KannbpoBka TakK XXe He TpebyeTcs, BCe He06XOAUMbIE HACTPOMKU YXe npeayeTaHOB/EHbI
NPOV3BOAUTENEM.

e) WHpopmayms 0 MOHTAaXxe, Hanafgke, HacTpoOiiKe, KannbpOBKE U WHbIM
peAcTBMAM, HeobXoAMMbIM AN BBOAA MELUUWHCKOTO WU34enua B aKcnayaTauuw u ero
npasunbHOW akcnnyaTauuu (npumeHedusa). He npumeHumo. [Ona  YcTpoWeTsa Ans
TPOMOGIKTOMUKN apTepunid rofioBHOro mosra CATCH+ HeT He0O6XOAMMOCTU B MOHTaXe, Hanafke,
HacTpoiKe, KaMBPOBKe M UHbLIM AeNCTBUSAM, HEOOXOAUMbBIM 415 BBOAA MEAULUHCKOIO U34enmns
B 3KCM/yaTaunio 1 ero NpaBuibHOM akcnayarauum (NpUMeHeHus).

XX) WHpopmauua o nepeyHe OCHOBHbIX XapakKTEepPUCTWK N0 TMPUMEHEHUIO
MeaAUUWHCKOTo u3nenna,ycnoBuamMm T PaHCNOPT UPOBKU U XpaHEHNA!

Yenosua TpaHcnopTtupoBaHuA: TemnepaTtypa Bo3gyxa oTr 0°C po +40°C npwu
OTHOCUTENbHOM BRaXXHOCTU 0T 0% f0 90% (HeKOHAeHCMpYyLWasaca) u aTMOCHepHOM AaBneHnn
700 - 1060 rMa, 6epeyb OT mMonagaHua Bnaru. TpaHCNOPTUPOBATb WU3Lenua cnefyer
BO3AYLUHbIM, XeNe3HO40POXHbIM, BOLHbLIM U/ aBTOMOOW/IbHLIM BMAAMMW TPaHCNOPTa B KPbITbIX
TPaHCMOPTHbIX CPeACTBAX B COOTBETCTBMM C MpaBWnamum MNepeBO30K, [AeNCTBYHOLWUMU Ha
TpaHCcnopTe fJaHHOTo BMAA.

YenoBusi XpaHeHus: XpaHUTb U3feNne B yNakKoBKe NpeanpusaTusa-n3roToBUTeNs B Cyxom,
4YNCTOM MecTe, MPWU KOHTpOnMpyemoin TemnepaType. CpOK XpaHeHUs yKasaH Ha 3TUKeTKe
Kaxxgoro mnsgenns. Temnepatypa Bo3ayxa oT 0°C go 40°C npu OTHOCUTENbHON BNaXHOCTU OT
0% a0 90% (HekoHAeHcUpylowasacs) n atmochepHom gasneHnmn 700 - 1060 rMa.

Ycnosus akcnnyatauumn: temnepatypa Bosgyxa ot 0°C go +40°C npu OTHOCUTENbHOW
BnaxHoctn ot 0% fo 90% (HekoHAeHcupytowasaca) u atmocgepHom aasneHun 700 - 1060 rMa.
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M3genne akcnnyatupyeTtcs B Tefle yenoBeka npu temnepatype ot +32°C po +42°C. Usgenwne
YCTOMUYMBO K BUONOTMYECKMM XUAKOCTAM opraHu3Ma (cm. n. 6.2.)

3) I'Iepequb npumMmeHdAeMblX Npon3BOANT €1eEM MEeAULMHCKOTO nagenna HauMoHalabHbIX
CTaHaapTOB:
Me,ﬂ,I/ILU/IHCKOB n3pnenne YCTpOVICTBO ansa Tp0M63KTOMI/IVI apTepMVl ronoBHOro mmoa3ra
CATCH+. cTepunbHoe, O[HOpPa3oBOe COOTBETCTBYeT TpeboBaHWAM cTaHjapTram Wu
MeTofam KOHTPONA B cTaHgapTax Poccuiickon ®epepaymnm:
FOCT P 50444-92 «[IMpu6opsbl, annapaTbl 1 060pya0BaHNE MeAULUHCKKE. O6LNe TEXHUYECKMe
YCNOBUA»;
FOCT EN 556-1-2011 «CTtepunmsaumnsa MefUUUHCKUX n3hennin. TpeboBaHUSA K MeAULUHCKAM
N3LeNnUAM KaTeropum «cTepuibHble». YacTb 1. TpeboBaHUs K MeQULUHCKUM U3LENUAM,
nognexa-wmmMm GUHUNLWON CTepunn3aLmum»
FOCT ISO 11607-1-2018 YnakoBKa ANA MeAULWHCKUX W3L4eNnin, nopnexawimx QUHUMNLLON
ctepunmsaymn. Yacte 1. TpeboBaHMA K MaTepuanam, 6apbepHbIM cucTeMam A8 CTepuamsanun
1 yNnakoBOYHbIM CUCTEMAM
FOCT ISO 11607-2-2018 YnakoBKa ANnd MeAULMHCKUX W3L4eNnil, nognexawmx (UHULLIHON
cTepmnmsaymun. YacTb 2. TpeboBaHMA K BanngaLmy npoueccos popmMuUpoBaHnsa, repmeTusanmnm n
c6opKM
FOCT P M3K 62366-2013 «W3penna meanunHckmne. MNpoekTupoBaHne MeAULNHCKUX W3aeNnia
C Y4YeTOM 3KCMyaTalMOHHOM NPUTOLHOCTM»
NIOCT P WNCO 15223-1-2014 «WN3genua meguuumHckne. CUMBO/bI, MPUMEHAEMblE MpU
MapKMpOBaHUW Ha MeAULNHCKUX U3LeNnaxX, 3TUKETKaxX U B CONPOBOAUTENbHON AOKYMEHTaLMN.
YacTb 1. Oc-HOBHble TpeboBaHUA»
Tpe6oBaHUsM VIHCTPYKLUMM NO NPUMEHEHUIO U TEXHNYECKOr0 JOKYMEHTa
FOCT P NCO 10993-2-2009 «W3pgenma meamuuHckme. OueHKa 6MONOrMYecKoro Aencrsus
MeANLNHCKUX n3aennin. YacTtb 2. Tpe60BaHUSA K 06paLleHUIO C XXUBOTHbIMMN»
FOCT ISO 10993-1-2011 «W3penuns megunumnHckme. OueHKa 6OMOMOIMYECKOro [AeincTBua
MeANLUNHCKUX n3gennin. Yactb 1. OueHKa 1 nccnegoBaHua»
FOCT ISO 10993-4-2011 «W3genua megmumHckme. OueHKa OWMONOrMYEecKoro [AencTBums
MeANLUUHCKUX n3gennii. Yactb 4. ccnefosaHna n3genuid, B3aMMogencTBYOWMX C KPOBbHO»
FTOCT ISO 10993-5-2011 «W3penua megmumHckue. OueHKa OMONOrMYecKoro AencTeums
MeANLNHCKMX n3aennin. Yactb 5. ViccnegoBaHus Ha UMTOTOKCUYHOCTb: METOAbI in Vitro»
FOCT WCO 10993-7-2016 W3pennsameamumHckue. OLeHKa OMONOrMYECKOro [AencTeuma
MeAULMHCKUX n3gennin. Yactb 7. OcTaTovHOE COAepXKaHne aTUNeHOKCMAa noce ctepunmnsaunm
FOCT ISO 10993-10-2011 «W3pgenusa wmeamumHckne. OueHKa 6GMONOrMYecKoro AencTeus
MeanUMHCKUX n3genuii. Yacte 10. MccnenoBaHusa pasgpaxkatollero M CEHCUOUAN3NPYIOLLETO
[NeNCTBUA»
FOCT ISO 10993-11-2011 «W3pgenus meamumHckne. OueHKa 6MONOrMYecKOro AencTeums
MeanUNHCKMX ngenunin. Yacto 11. MiccnegoBaHus 06LLLETOKCUYECKOTO AEACTBUS»
FOCT ISO 10993-12-2015 «WM3pgenus meamumHckue. OUEHKa OWMOMNOTMYeCcKOro [AencTeums
MeANLMHCKUX ugennii. Yactb 12. MpurotoeneHme npob n KOHTPO/bHbIE 06pa3Libi»
FOCT ISO 10993-13-2016 «W3pgenus meauumHckme. OLeHKa OMOMOMMYecKOro AencrTems
MeAUUMHCKMX mn3gennin. Yactb 13. WNpeHTMduKaumsa ©  KOAUMYECTBEHHOE OnpepenieHne
NPOAYKTOB AeCTPYKLUUN NOSIMMEPHBIX MeAULUHCKUX U3LENNIA»
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roct ISO 10993-15-2011 «W3genuss meamumHckue. OuUeHKa 6WMOMNOrMYecKoro [eicTBus
MeaUUMHCKUX u3genuid. Yactb 15, NpgeHTUPMKauMa M KONUYECTBEHHOE oOnpeaeneHue
NPOAYKTOB Aerpagaunun n3gennini n3 meTanioB v CniaBoB»

FOCT P 52770-2016 «W3genua wmefuuuHckme. TpebosaHus 6e3onacHocTv. MeToabl
CaHMTapPHO-XMMUYECKMX N TOKCUKONOTMUYECKNX UCMbITAHU»

FOCT 31214-2016 «W3penva mMeauumHcKue. TpeboBaHpbl K o6pasuam W LOKYMEHTaLuu,
npeacTaBnsgemMbiM Ha TOKCMKO/IOrMYeCcKMe, CAHUTAPHO-XUMMNYECKNe UCMbITaHWUA, UCMNbITAHUA Ha
CTepPWUIbHOCTb N MUPOreHHOCTb»

FOCT 31209-2003 «KoOHTeiHepbl 418 KPOBU M ee KOMMOHEHTOB. Tpe6oBaHMA XMMUYECKON 1
6ronornyeckoin 6e30MacHOCTV 1 MeToAbl UCMbITaHWI» . 5.3

MocypapcteeHHad ®apmakonea X1 n3gaHma, OPC 1.2.4.0005.15 MNMuUporeHHOCTsb.
MocypapcteeHHasa ®apmakonea Xl nsgaHus, OPC 1.2.4.0003.15 CTepuibHOCTD.

12. NHpopmauma o CTEPUIBHOM COCT OAHUW MELULUUHCKOTO U3aennsa, MeToLe ero
cTepunnsaunm 1 o nopsgke AelicTBUIA B cnyvyae HapyLlw eHUs CT epunbHOii ynakoBku: Kaxaoe
YCTpOCTBO ANS TPOMO3KTOMUM apTepuii ronosHoro mo3ra CATCH+ nocTtaBnsetcs B Bujae
OfHOPa30BOro CTEPUILHOIO M34ennsa. YCTPOMCTBO AN TPOMOIKTOMUM apTepuii rofI0BHOrO
mosra CATCH+ ynakoBaH B (UHUNWYK YMNakKoBKY AN CTepuaMsaumnm u CTepun3oBaH
rasoBbiIM MeTOLOM CTepuau3aumMmM OKCMAOM 3TWNeHa. B cnyyae HapyweHWs CTepUIbHOMN
yNakoBKW Wu3genune 3anpews,eHo MCMonb3oBaTb U HEOOXOAMMO HeMeAsIeHHO YTWUAM3UPOBaTb.
rMoBTOpHasa CTepuansauns U3gennus NpUBOAUT K BbICOKOMY PUCKY 3apaXKeHus naymeHta u K
YXYALEHNIO paboymnx XxapakTepuCcTuK nsgenus.

13. UHdbopmayms o nopagke 06paboT KU MeLULUHCKOTO N3enns 48 ero NoOBT OPHOTo
ncnonb3oBaHusa: N3genme NocTaBaseTcs CTEPUNbHBIM U He NOANEXNT 06paboTKe, Ae3nHGeKL NN
WA MNOBTOPHOW cTepunusaunun. locne UCMNOAb30BaHUA W3Aenne 3anpelieHo K MOBTOPHOMY
MCNO/Ib30BAHWUIO W MOANEXUT HEMeANleHHOW yTunusauumun. J1io60e MOBTOPHOE MCMOAb30BaHUeE
n3jenus NpMBOAUT K BbICOKOMY PUCKY 3apaXeHuUs nauueHTa U K yXyAWeHuto paboymx
XapakTepucTuk n3genus.

14. NHGopMaymno, HEOBXOAUMYK AN UAEHT M UKALUM MEeAULUHCKUX W3Aenuin c
Uenbo nNoayyeHmnd 6e3onacHol KOM6I/IHaLI,I/II/I, n VIH(*)OpMaLI,I/HO 06 M3BECT HbIX OrpaHM4YeHmnAax
no COBMECTHOMY MuMUCNONb30BaHWMK MeOAUULUHCKUX VI3,qu'II/II7IZ B MYHKTE 7. «OnucaHne
NPUHAANEXHOCTEN, MeLUUUHCKUX W3AEeNNA, UCNOMb3YeMbIX COBMECTHO C  3asB/IEHHbIM
n3genvem», YykasaHbl W34eNnnd, C KOTOPbIMWM YCTPOMCTBO [ANA TPOMOGIKTOMUW apTepuii
ronosHoro mosra CATCH+ MoOXeT 6bITb MCMONb30BaHO. BCo HEO6X0AMMYIO MH(OPMALUIO NO
MCNO/Ib30BAHMIO N MU3BECTHbLIX OFPaHUYEHUAX MOXHO HAWTW B UHCTPYKLMAX MO NMPUMEHEHMIO,
npunaraemMmblxX K KaXAoMy MeAuULUHCKOMY u3genuto konaHun BALT.

15. NH(popmauua o npupoje, Tune, a TakXe 06 MHT EHCMBHOCT U M pacnpegeneHuu
N3NyuyeHUs B NpoLecce akcnayaTayum MmeguumnHckoro nsgenus: He NPUMEHNMO. Y CTPONCTBO
AN TPOMOIKTOMUM apTepuin ronoBHoro mosra CATCH+ He ncnonb3yeT PY-3Hepruto, noatomy

Hé MOXXET co3faBaTb 3/IEKTPOMArHUTHOIO NnosAa U ero nomex.

16. UHopmaLnsa o Mepax NPpegocT OPOXKHOCT U, NpeANpUHUMAaeMblX B C/iyyae:
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A) HencnpaBHOCT W MeAWLUNHCKOTO n3genns, c6oa B ero paboTe UM OT KIOHEHUI B
(*)yHKLI,I/IOHVIpOBaHVII/I, KOT Opble MOTYT B/INATbL Ha 6e3o0nacHOCT b MeguUMHCKOIro nspgennsd, B
TOM uucne onpegensieMblx Mo BHeWHUM npusHakam: CnefyeT obpatutbea K MyHKTY 9 gna
NONy4YeHnUs MHpOpMaLMyM NO BbISBIEHUIO BO3MOXHbIX HemcnpaBHOCTel, c60eB B paboTe uam
OTK/IOHEHWIA B (DYHKLWOHUPOBaHUN, KOTOPble MOTYT NOBAUATb Ha 6€30NMacHOCTb MeAULMHCKOTO
n3genusd, B TO 4ucne oOnpepensemblX MO BHELWHMM MNPU3HAKOM A1 BO3MOXHOCTU  MX
yCTpaHeHus.

B) BosgeiicTBuMa Ha (YHKLMOHWPOBAHME MEAWLUHCKOTO W34EeNUs  BHELWHUX
(baKTOpOB, CBA3aHHbIX C NPUMEHEHNEM MEANLUWHCKOIO n3genna B KOM6VIHaLU/Il/I C apyrnmn
MEAULUHCKUMU n3genmamwCnew,cT 006paTUTBCA K  WHCTPYKUMAM MO MNPUMEHEHUIO K
n3aenmsam, KOTOpble MCMOMb3YHOTCS COBMECTHO C YCTPOWCTBOM AN TPOMO3KTOMUU apTepuii
ronoBHoro mosra CATCH+ (MyHKT 7. IHCTPYKUMW MO NPUMEHEHNIO);

B) Puck ANEKT POMArHNTHbBIX MNOMEX, CO3faBa€eMblXx MeOUWUWHCKUM n3pennem,
okasblBallUie BAWSHUE Ha p[pyroe obGopypoBaHue: He npumeHumo. YCTPOMCTBO ANd
TpOM63KTOMMK apTepuii ronosHoro mosra CATCH+ He ncnonb3yeT PY-3Hepruto, noaTomy He
MOXET C034aBaTb 31EKTPOMArHUTHOrO MoJA 1 ero nomMex.

17. TNpepgynpexpeHus n  Mepbl NPefoCTOPOXHOCTMU, MNpeAnpUHAMAaEMble
I'IOTpe6VITeJ'IFIMVI npun NpUMeHeEHUN MegnunHCKOro mnagennsd, cogep>xauw,ero neKkapcrT BeHHOE
cpeacTBoO ansa MegunuunHCKoOro npumMmeHeHNA, MaTepunansbl, KOT Opble ABNAKO T CA
KaHUepOreHHblMn, myT areHHbiIMun, T OKCUYHbIMU, BO3MOXXHOE Bblae/NneHNne Unn BbiIMbiBaHue
KOT OpbIX NPNBOANT K C€HCI/I6I/I}'II/I3aLI,I/IVI, anneprmquKoﬁ peakunn n 0T puUaTENBHO BINAET
Ha PenpoAyKT UBHYI (yHKUMIO: He NpuMeHMMO. YCTPOACTBO AN TPOMOGIKTOMUM apTepuit
rosioeHoro Mmosra CATCH+ He COAep>XWUT B COCTaBe W3fenns JieKapCTBEHHble CpencTBa,
(hapMaueBTMUecKue cybCcTaHUUM, MaTepuanbl XXMBOTHOIO MU Ye/IOBEYECKOTO NMPOUCXOXAEHMS,
maTepuasnbl, KOTOpble SABAAKOTCA KaHLEPOreHHbIMW, MyTareHHbIMU, TOKCUYHbLIMU, BO3MOXHOE
BblLle/IEHVE UMW BbIMbIBaHWE KOTOPbLIX MPUBOANUT K CEHCMOUNMU3aL MK, anieprnyeckon peakumm un
OTpMLAaTeNIbHO BANSET HA PENPOAYKTUBHYHO PYHKLMIO.

18. MMpepynpexpgeHus n mepbl NPefoCT OPOXKHOCT U, nNpeagnpuUHAMaEMble
n0Tpe6|/|TeneM npnyTunnmnsaunn MeguunNHCKOro n3gennA, HpMHa,qﬂe)i(HOCTeVI npacxooHblIX
MaTepunanos: YTUNN3aLUIO n3aennsa nposoanTb B cooTseTcTBuu ¢ CaHlunH 2.1.7.2790-10 gna
0TX0f40B Knacca b (anugemmonormyeckyu onacHble oTXoAbl). locne annapaTHbIX CNoco60B
o6e33apaXmBaHMA C MPUMEHEHUEM (U3NYECKMX METOAOB W W3MEHEeHUS BHELWHero Buia
O0TXOL0B, UCK/NHOYAIOLLEro BO3MOXXHOCTb UX MOBTOPHOI0 NPUMEHEHNUSA, OTXOAbI K/iaccoB b moryT
HakKanaMBaTbCA, BPEMEHHO XPAHUTLCHA, TPAHCNOPTUPOBATLCHA, YHNUTOXATLCA U 3aX0paHUBaTbCA
COBMECTHO C oTxogamu knacca A (3NMAeMMONOrMyeckn 6esonacHble OTXOAbl, MO COCTaBy
npubnuxeHHble K TBO). YnakoBka 06e33apaeHHbIX MeANLUHCKUX OTX0L0B KnaccoB b fomkHa
NMeTb MapKUPOBKY, CBMAETENbCTBYIOLLYIO O NPOBeLEeHHOM 06e33apaXKMBaHNN OTXOLO0B.

B cnyuae, ecnu y nsgennsa 6bina noBpexzaeHa ynakoBska 0 UCNONb30BaHNSA, MO0 UCTEK
CPOK rofHOCTUN M3AeNns, ero He06X0AUMO YTUIN3MPOBATb B TaKOM XXe NOopsKe U YCOBUAX.

19. MWHiopmaymnsa o6 obcToAaTenscTBax, NPM KOTOPbIX NOTPebuTENns AOMKEH
MPOKOHCYNbT MPOBATHLCA C MEAWLUWHCKUM paboTHukom: W3genne wCNonb3yetcd TONbKO
BpayaMu-cneymanuctamm B 006M1aCTM  WHTEPBEHLMOHHOW  Heilpopaguonorun  wu/nnu
WHTEPBEHLUMOHHON  pagmMonorMi.  YCcnoBust  MPUMEHEHWS:  fle4ebHble U Ne4yebHo-
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NPOMNNAKTUYECKNE MEAULMHCKNE YUPEXAEHMS, TONMbKO MO Ha3HauYeHWUo Bpaya-CneuuanncTa.
Ncxopss ©3  3TOro  cnepyet BbiBOA, 4TO B /06OM  ciayyae noTpebUTeNb  JOMKEH
MPOKOHCYbTUPOBATLCSA C MEAULIMHCKMM PaGOTHWUKOM, AN ONpefesieHns Heo6XOAMMOCTUA B
NPoBeAeHNM onepaLnmn, MU Kak CNeAcTBUE WUCMONMb30BaHWE YCTpoicTBa ANs TPOMBIKTOMMUU

apTepuii ronogHoro mosra CATCH+, nepef npoBefeHneM onepauun no am6oa13aLmm cocynos
ro/10BHOr0 MO3ra.

20. WHpopmaumsa o nepBoHayabHOM BbiMYCKe WAM MNOCNefHEM MNepecMoTpe
akcnnyaT auuoHHOW o/ "MeHT auum:

Bepcua Ne JeTanu nsmeHeHuin
WHCTpyKUMA no npumeHeHuto (Bepcus 1) MapT 2015
MepecmoTp (Bepcusa 2) CeHTs6pb 2017
MepecmoTp (Bepcua 3) Maii 2018
21. MakeT MapKUpPOBKM (UHWUIWIHON ynakKOBKW U WHAMBWUAYANbHON KapT OHHOM

KOpob6KnM YcTpoicTBa ANd TPOMOG3KTOMMUKM apTepuid ronoBHoro mosra CJZITCH+ pgns
pacnpocT paHeHNsa Ha TeppuTopun PO :
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CATCH 4x20 i202301 UIIHIBIMn .
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YCTPOMCTBO AN TPOMOG3IKTOMMUKN apTepuit 1x

ronosHoro mo3sra CATCH+

CATCH4x20 [vametp

HoMuHabHbIM (MakcMasTbHbIi)
AnameTp cocyga

4 MM

YCTPOWCTBO 3axBaTta B
pa3BepHYTOM COCTOSIHUM

5 MM
o o OnvHa
He nepekpyumBatb YCTPOMCTBO A/151 TPDOM6GIKTOMUK apTepuii roylIoBHOrO
mo3ra CATCH+ 20 MM

MUHAMabHbIN BHYTPEHHI aviametp mukpokarerepa .02 1" (O 52 MM)

COBMECTUMbIA MMKpOKATETEP AOCTABKM VASCO+18

IOTO0OXK M 53 S 202301 201801

dIBattExtn”
ccC KTERILE [eo| A & X 10, n» delaCvxAn«wi
95160 Montorercy - ftan

/\ T :+33pi 39894641
.I: HE TOKCWMYHO  wwvbaltfr

m H Made InFr»)C811111

PY No 6ANI3: p jiim iH iiiii
3" 7(:0481 " 3155M "

MpumeyaHne: MakeT MapKWpPOBKW MPUMEHUM [N BCeX WUCNOMHEHUA MeANLMHCKOTO
n3gennsa YcT poicTea s TPoMOBIKTOMUM apTepuit ronosHoro mosra CATCH +.

MapKkupoBKa COLEPXUT :
- Jlorotmn npon3BoauTens;
e HavnmeHoBaHWe 1 MoaeNnb N3aenus;
e [laTy ucTeyeHms Cpoka rofgHoCTH;
e LTpux Kop «EBpoNeicknii HoMep ToBapa;
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KonnyecTso;

CxemaTunyeckoe n306paxKeHMe U3LeNuns, BKNOYasa NOSACHEHUS:

- 3XOKX (mecToHaxoxaeHune 3-X ANCTa/IbHbIX PELITEHOKOHTPACTHLIX MapKepoB)
- AnvHa ycTpoicTea 3axBarta (Hanpumep, 31 MMm.)

NHdopmauma: HoMUHaNbHbIA (MaKCUManbHbIR) AuamMeTp cocyaa;

NHdopmaymsa: YCTpoincTBo 3axsaTa B pasBepHYTOM COCTOSHUN;

NHhopmauus o annHe yCTPOMCTBa,;

NHhopmauna: MUHUMaNbHBI BHYTPEHHUI AnamMeTp MUKPOKaTeTepa;
NHdopmauma: CoBMeCTUMbIA MUKPOKaTeTep AOCTaBKMU;

MpegynpexgeHune: «He nepekpyymBatb Y CTPONCTBO 4NA TPOMOIKTOMUN apTepuii
ronosHoro mosra CATCH+»;

WNHpopmaLmio 0 Npon3BoauTeNe;

A TaKxe crefytoume yCoBHble 0603HAYEHUSI:

refl Homep no katanory
kml Homep napTum
LLTTTLLLLT

Mcnonb3oBaTb Ao

JlaTta n3rotossieHNs

a Mapkuposka EC

STERILE ]EO CTepunn3oBaHO OKCUAOM 3TU/IEHA

BHumaHmne! O6patntech K UHCTPYKLMK NO
NPYMeHeHno

He ncnonb3oBaTb NOBTOPHO

He ncnonb3oBaTb Npu NOBPeXAeHHOIA
(8) ynakoBke

a O6paTuTech K UHCTPYKLUMM NO NPUMEHEHUIO

He fonyckaTb BO3JeiCTBIE COTHEYHOTO CBeTa

bepeub oT Bnaru!

R AL | EBponeiiekuii Homep ToBapa

a | MpoussoguTens

MoBTOpHas CTepun3aLus 3anpelieHa

Xpynkoe
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ANUPOreHHo

LLI QR-kog
K.

HE TOKCNYHO
PY Ne Homep permcTpaunoHHOro yA0CTOBEPEHUS

anIMe'-IaHVIeZ MapKI/IpOBKa, HaHeCeHHaAd Ha NakeT U KOpO6ZA NOEHT NYHa.

BHeWwWHNN BUO KOPOOKN:

KapTOHHbIe YNakoBKM C U3JenveM ynakoBaHbl B TPAHCMOPTHYIO KOPOOKY U3 roypupoBaHHOrO
KapToHa.
OpHa TpaHcnopTHas KopobKa CoAepXUT - He 60nee 20 KAPTOHHbLIX YNaKOBOK.

MapKnpoBKa TPaHCNOPTHOW KOPOGKM COLEPXKNT:
HanmeHoBaHVe 1 MOLENb U3LeNuns;
VHpopmaumnio o nponusBoanTene;
KonunyecTso;
Howmep naptuu;
Howmep cepun;
Jaty nsrotosneHus;
[aty ncrteueHus cpoka rogHocCTu;
CumBon «He fonyckatb BO34eCTBUSA COTHEYHOMO CBETAY;
CumBon «bepeub oT Baru!».

22. MopAfOK MYCNOBUA YT UNU3ALUN NN YHUUYT OXKEHUU MEAULNHCKOTO U3aenuns:
YTtunnusauunio unsgennsa nposoauts B cootsetcTBum ¢ CanlunH 2.1.7.2790-10 pna oTxonoB
knacca b (snmaemuonorudecto! onacHble oTxogbl). [locne annapaTHbIX CNOCO60B
o6e33apaXmBaHUA C NPUMeEHeHMEM (U3NYECKUX METOLOB W W3MEeHEeHUs BHeMLWero Buia
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O0TXO0[0B, UCKMOYAKLLEro BO3MOXHOCTb MX MOBTOPHOIO NPUMEHEHUS, 0TX04bl Knaccos b moryT
HaKannBaTbCA, BPEMEHHO XPaHUTLCA, TPAHCMOPTUPOBATLCA, YHUUTOXKATLCS U 3aXOpaHMBaTbCS
COBMECTHO C OTXojamu knacca A (3NMAEMUONOTMYEcKU 6Ge3onacHble OTXOAbl, MO COCTaBy
npubnmkeHHole K TBO). YnakoBka 06e33apaXeHHbIX MeAULNHCKUX OTXOL0B KnaccoB b fo/mKHa
NMEeTb MapKMUpPOBKY, CBUAETENLCTBYIOLLYHO O NPOBeAEHHOM 06e33apaXXnBaHUM OTXOL0B.

B cnyuae, ecnn y nsgenuns 6oina noBpexaeHa ynakoska A0 MUCMONb30BaHUA, 160 UCTEK
CPOK rO4HOCTMW MU34eNuns, ero He06Xo04MMO YTUIN3NPOBATL B TaKOM e NOpAAKe U YCNOBUSX.

23. TapaHTUN
Cpok rogHocTu - 5 nieT. CpoK COXpPaHeHua CTepunbLHOCTY - 5 fieT.
Afpec 4na npuema peknamayuii:
O6LecTBO C OrpaHNUYEeHHOW OTBETCTBEHHOCTLIO «LLeHTp MNepuHaTanbHoOn MeanumnHbl»
O pugunyecknii/®aktuueckmnii agpec: 109004, r. Mocksa, ToBapuLieckuin nep., g. 20, cTp. 4
NHH 7709063317, KIMM 770901001, OKHO 40286236.
MpoussoguTens:
BALT EXTRUSION SAS (BANT 3KCTPY)XXH CAC), ®paHyua
10 we de la Croix Vigneron 95160 MONTMORENCY, France
+33 (On 39 89 46 41
+33 (011 37 17 03 46
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lMepeBog AaHHOTO TeKCTa CAenaH MHOM, nepeBogYMKoM ArieKceeBbIM AnekceeM ANEKCaHAPOBMYEM.

Poccuiickas Peaepaumst

"opog Mocksa
UeTbIpHaaLaToro Hosbps [ge ThiCAYN AeBATHAALATOrO rosa
A, MapTbiHOBa HaTanna AHgpeeBHa, BpeMeEHHO UCNONHAKUWasa 0653aHHOCTN HOTapuyca

ropoga Mocksebl AkumoBa Fne6a bopucoBnya, CBUAETENbCTBY MOANUHHOCTbL MOAMNMUCY NepeBOAYNKA
AnekceeBa Anekcesa AnekcaHapoBsuya.

Moanucb coenaHa BMOeM MPUCYTCTBUMK.

JIn4yHOCTb NoAnucaBlWEero JOKYMEHT yCTaHOB/IeHa.
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