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1. Name of the Medical Device 5.
............ BeGraft Coronary Stent Graft with the Delivery System in the following designs:
Stent diameters (mm) - 2.50; 2.75; 3.00; 3.50; 4.00; stent lengths - 8; 12; 16; 18; 21; 24
Stent diameters (mm) - 4.50; 5.00; stent lengths - 16; 18; 21; 24.

Potential Adverse Effects and Complications
Potential undesired effects are possible, but not limited to the following:

Dissection, perforation, injury, rupture, sudden and total occlusion or other damages to the con
nary arteries

Chbai

Thrombosis of the coronary arteries

Total
Acute or subacute closure of stent graft theti
............ The BeGraft Coronary Stent Graft System consists of: Pseudoaneurysm formation

Max.
* a balloon-expandable cobalt-chromium (L605) stent, covered with an ePTFE graft material, Unstable angina

......... 2. General Description

o Min.
which is * Arterial spasm
» pre-mountcd on the balloon ofa rapid exchange (RX) Stent delivery system. - Acute myocardial infarction Oute
1be delivery system is compatible with 0.014” guidewires andis available in usable lengths of 143 cm « Cardiac dysrhythmia, including ventricular fibrillation dista
(2.5-4.0 mm) and 153 cm (4.5/5.0 mm).The stent is made by precision laser cutting of a seamless Whing « Hypo / hy]>ertension Oute
i — - * .
I ofan implantable cobplt-chromc alloy (L-60S). » « Restenosis of the treated artery ;(J:rr(?;
....... I 3. Indications * Distal emk?oll (air, particle, thromboembolic emboli) (rour
. . - " . . - * Hemoptysis
......... 1  The BeGraft Coronary Stent Graft with the Delivery is indicated for traiisluminal implantation in
. * HemorThaee or hematoma
) I I, coronary arteries or aorlo-coronary bypass grafts for the treatment of: . t /
. . * Hemorrha” stroke
1, 1. Acute perforation or rupture of coronary arteries. / .
. . . * Hematuria
j 2. Aneurysm of coronary arteries or coronary bypass-vein graft. St ) . . ) o
Patients being considaed for stent graft implantation should be acceptable candidates fof coronary ) B.Ieedmg ftom antlcoaguIatlon/ant{platelet ”_led'_catlon
_________ artery bypass graft surgery. « Side effects caused by the concomitant medication Nom
,,,,,,,,, 2 « Allergic reaction to contrast medium Rate
2 Contraindications « Allergic reaction to the implanted stent material (L605) and'or PTFE Stem
. Stem
......... 2. * Patients with hemorrhagic diathesis or other disorders in which the application of anticoagulant + Infections, fever bar)
2 or antiplatelet therapy is contraindicated and patients unable or unwilling to tolerate anticoagu- * Arteriovenous fistula Max
A lant / antiplatelet therapy (e.g. septic ulceration, cerebrovascular complications). * Emergency surgery of coronary vessel bypass graft, surgical graft removal Max
- Patients with proximal atherosclerosis and/or significant,vessel tortuosity in whom guide wire » Deformation of st” symmetry on deployment or on re-aossing with another device (IVUl  pagqj
access and adequate guiding catheter support is prohil|ted. A balloon catheter, etc”
« Patients with diffuse coronary artery disease resulting in low blood flow in th”stented area. - Stent graft migrajon
« Patients with ostial lesions. * Intimal tear
« Lesions with coronary thrombus formation. » Tissue reactic”, n™yosis Flex
« Patients with unprotected left main coronary vessel disease (i. e. > 50 % stenosis). * Renat failure
* Lesions that cannot be successfully predilated (i. e. < 20 % diameter stenosis reduction, and > 50 * Death. Tent
% residual diameter stenosis). d
« Lesions with threatened or abrupt closure produced during attempted predilation prior to pro- 6. Area of Use
posed stent implantation. Cardiology. Tens
 Severe stenosis of left main coronary artery.
« Patients with totally obstructed coronary arteries. Tens
« Diffuse lesions.
« Patients with known allergies to the used materials: stent material (L60S) andor to the graft ma- Tens
terial PTFE and/or delivery system (stainless steel) material. (bon
« Severe allergic reaction to the contrast medium and or the necessary pharmaceutical treatment Fo:
(e.g. aspirin) or bleeding complications and patients unable or unwilling to tolerate anticoagulant 105:
/ antiplatelet therapy.
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7. Specification

ihc core Characteristics For steat sizes
02"; 2.75;3.00; 3.50;
4M
Total effective length of the catheter (from 143 cm

the tip to the distal end ofthe strain relief)
Max. diameter of the guide wire
Min. size of the guide catheter

0.014* (0.36 mm)

5 F (inner diameter min
140*mm)

Outer diameter of the shaft -

distal reeioQ

Outer diameter of the shaft -

proximal region

Crimped stent profile

(rounded values)

2.7 F (o's8 mm)

1.9 F (0.65 mm)

11 mm (0 2.50 mm) \

11- 1.2mm (0 2.75*
mm)

1.2mm (0 3.00 mm)

1,2-1.3 mm (0 3.50/J

mm) 3»
1.3mm (0 4.00 mm)
Nomina] inflation pressure (NP) 11 bar/10’ Pa
Rated burst pirasure (RBP) 16 bar /10" Pa
Stent recoil (all sizes) Mftx. 7 %

Stent foreshortening at nominal pressure (11 0 250 mm: <5%

bar) 0 2.75- 400 mm:< 10%
Max. inflation time 10s
Max. deflation time ISs

e (IVU5  Radial force at 50% compression 0 2.50 mm: mih

0.16N/n” stent length

! 0 2.75 - 4.00 mm: min
0.13N/mm stent length
Flex/kink radius:

Distal shaft with crimped stent >9.0 mm

Tensile strength on tip & distal balloon
sleeve >1.5N
Tensile strength on proximal balloon sleeve

>5N
Tensile strength of the side port (bond)

>5N
Tensile strength of the Luer-Lock sealing S3N

(bond)

For stent sizes
0 4.50;5.00

153 cm

0.014* (0.36 mm)
5 F (inner diameter min
1.40 ram)

3.2 F (1.05 mm)

17 F (0.65 mm)

*1.2-1.3 mm (0 4.50
mm)
1.3-<1.4 mm (0 5.00
mm)

10bar/l(f Pa
14bar/10’ Pa
Max. 7 %

0 450mm: <10%
0 5.00 mm: <10 %
10s
25s

0 4.S0-5.00 mm: min
O.lIN/mm stent
length

>9.0 mm

N/A*

>5N

>5N

>3N

*For large diameters (4.5 and 5.0 mm) there is no acceptance criterion. Reason: According ISO
10555-1 Appendix B. B.3.1 distal tips less than 3 mm can be excluded from the test piece
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8. Stent Compliance

The table below shows the ratio pressure / stent outer diameter. The dark grey areas mark the Nomit
Pressure (NP - pressure at which the stent outer diameter reaches its nominal diameter), which

equal to:

- to [bar, atm or 10" Pa] for the stent sizes 4.50; 5.00 mm;

- 11 [bar, atm or 10" Pa] for the stent sizes 2.50; 2.75; 3.00; 3.50; 4.00 mm.
The light grey areas mark the Rated Burst Pressure (RBP), which is equal to:

e 14 [bar, atmor 10"Pa] for the stent sizes 4.50; 5.00 mm;

- 16 [bar, atm or 10" Pa] for the stent sizes 2.50; 2.75; 3.00; 3.50; 4.00 mm.

Stem outer diameter (mm)

Pressure (bar) 02.50 0 275 0 3.00 0 3,50 0400 i 0 450
7 i 4.03
8 2.26 2.49 2.68 3.05 7 352 4.20
9 2.34 2.58 2.80 3.20 3.69 437

1 242 267 291 3.35 3.86 1 -

Wy E4UJ* 4.61
12 .2.82 3.07 3.62 4.13 4.70
13 r 263 * 2.88 N 314 371 4.23 4,77
14 2.68 2.93 3.20 3.80 431 483
IS 2.73 2.98 3.26 3.86 1 439 488
16 2.78 3.02 . 3J2 3.92 4.46 4.92
17 2.82 3.06 3.37 3.97 4.53

18 2.87 3.t . 343 4.03 4.59

Nominal Pressure RBP  Rated Burst Pressure

0 5.00
4.48
4.68
4.85

5.12
5.23
531
5.37
6.45
548
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0 5.00
4.48
4.68
4.85

5.12
523
531
SJ7
6.45
5.48

9. Materials of the Main Functional Components
« Catheter shah proximal: PTFE coated hypo-tube
« Catheter shah distal: Polyamide
« Balloon: Modified Polyamide

e Stent Grab: The stent is made of a medical grade cobalt-chrome alloy (L-605). Outer cobalt-
chrome stent surface is covered with microporous ePTFE.

Component Component material I M
contact
Stent L60S cobaltthrome X
Grab tube crTaAEQO3™ X
Sob tip Modified Polyamide _ «
Pebax 6333D (yellow) if
Modified Polyamide (“ebax 7233
Balloon X
SAOI) *
Balloon markers Pt/Ir (90/10) -
Outer layer Pebax 7233D ~AOI (trans-
Distal shab parent) f <
Inner tube Inner layer High DensigpPolyethylcne
Catheter (blue) PETROTHENE LR34000
Distal shab Rilsan* BESVO A Nylon Il 72D N
Outer tube (transparent)
. . Stainless steel 304 hypo-tube,
P I shab material
roximal shab materia PTFE coated (black) Duraskin X
Strain relief of the hub TPE Thermoplastic
(lucr) K TF6STE (transparent)
Hub (lucr) Polyamide (TROGAMID CX7323; .
transparent/ n
10. Warnings and Precautions
General .

The medical techniques and procedures described here do not entail all the procedures of PTCA
acknowledged in medicine.

The BeGrah Coronary Stent Grab System should only be used by physicians, who are well
trained in interventional cardiology and who are experts in the techniques of coronary angioplas-
ty and coronary stent implantation, as well as in management of possible complications.

Stent grab implantation in patients who are not acceptable candidates for coronary artery bypass
grab surgery require careful consideration, including possible hemodynamic support during
stenting.

The use of different stent types in the same vessel is not recommended. This may increase the
risk of subacute thrombosis.

During stent grab implantation, a cardiac surgery team should be on stand-by.

Use aseptic techniques in order to avoid contamination of the system.

Use the BeGrah Coronary Stent Grab System before the expiry date noted on the product label.
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E)o not expose the system to organic solvents (e.g. alcohol).

Do not use if the package is open or damaged.

Ensure that labeled stent outer diameter and length of the stent grab are suitable for the intend,
procedure. The stent outer diameter must not exceed the diameter of the coronary artery proi
mally and distally to the aneurysm, rupture or perforation.

If predilation of the lesion is required, do not overdilue the lesion site. The BeGrah Corona
Stent Grab System is not intended for use as primary dilatation device.

Ensure that the stent grab is positioned between the RO-markers (don’t touch) and undamag
alter removal of the stent grab protector.

Ensure that the shah is not bent nor kinked. Do not attempt to sirai“tcn the shah ifit is bent

kinked, as it may break. Instead, prepare a new system.

Administer appropriate anticoagulation and vasodilation therapy before insertion of the BeGr
Coronary Stent Grab System. Continue the anticoagulation treatment aber the implantation a
cording to national guide lines and international standards.
Only use diluted contrast medium.

Do not overtighten the hemostatic valve, as lumen constriction may occur, possibly impairi

inflation/ttflation of the balloon.”

Insert the BeGrah Coronary Stent Grab System into the vessel under fluoroscopic guidance only
Never attempt to advance the stent grab system against increased resistance.

If increased resictance during advancement is deteced, stop the procedure and only contin
when the reason was found. Ifthis is not possible, then carefully pull back the BeGrah Corona
Stent Grab System together with the guiding catheter as a unit. Do not attempt to retract the B
Grab Coronary Stent Grab System throu” the guiding catheter as this may cause the stent

dislodge and an embolization could occur.

Only use an inflation device with a manometer to inflate the balloon and do not use air or a
gaseous medium. not exceed the Rated Burst Pressure (RBP) mentioned on the label a
compliance chart.

A balloon burst during implantation may cause migration or deformation of the stent grab a
problems to remove the catheter, in such a case, retract the catheter carefully, leaving the gui
wire in place. Ifthe balloon gets caught in the stent grab, the catheter should be removed imn

dialcly by ca”iac «urgery. A new PTCA catheter should be carefully inserted to reposition a
completely dilate the stem grab.

Aber stent'grab delivery, manipulate the catheter only aber the balloon has been fully deflal
under vacuum.

When passing an already implanted stent which is located proximally to the lesion, the BeGr.
stent can be deformed or dislodged. In such a case, the correct position and expansion o ft
stent grab must be ensured.

Rccrossing a partially or fully deployed stent grab with adjunct device must be performed wi
extreme caution to avoid stent grab damage or deformation.

The use of laser devices, mechanical atherectomy and hyperthermia arc not recommended int
stented region.

The long-term effectiveness of stent grab implantation has not been fully established.
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Administration of antiplatclct therapy alone or in combination with other anticoagulants up
to some months following stent graft implantation.
Most experience with PTCA procedures has been gained with anticoagulant/antiplalelet therapy up
to now. Administration of antiplatelet therapy and anticoagulants are depending on the patients’
condition and medical history. Prior anticoagulant/antiplatelet administration is an essential adjunct
to stent graft implantation. Proper hepann treatment, before and after sheath removal, is also essen-
tia] for the ovmIl success of the procedure. Before, during and after stent implantation, specific
blood values of the patient (c.g. prothrombin time PT partial thromboplastin time PTT, platelet
count etc.) must be determined in order to optimize the medication. The selection, duration and dos-
age of the medication are under the responsibility of the physician treating the patient, as well as the
selection of long-term medication after stent graft implantation. Because of an extended endo-
thelalization time it may be mandatory to administer a prolonged anticoagulant/antiplatelet therapy.
Prior to use f
« Please check the sterile packaging of the stent system and all (he j*iprpent necessary for this
procedure carefully. Do not use, if the packaging is open or damaged.
« Do not use the stent graft system, if it is damaged or kinked.
« Remember that the balloon diameter of the stent graft system at nominal pressure should not be
larger than (he aslery diameter proximal and distal to the stenosis. /
« Check the guide wire size according to the product label. A

Preparation

1 Carefully inspect the entire product for any damage. Prepare the inflation device according to the
manufacturer's instructions.

2. Prepare the sterile physiological saline and the diluted contrast medium.

3. Fill a 10 or 20 cc syringe with 4 cc ofdiluted contrast medium.

4. Carefully remove the stent graft system from the sterile packaging (aseptic technique!). Pull the
stent graft system out of the transport coil. Carefully remove the protector with stiletto from the
stent graft. ‘

Caution: (

Ensure that the stent graft is not damaged (e.g. protruding struts) and that it is positioned between

the RO-markers (don't touch the implant). Furthermore, the shaft has to be inspected on bends and

kinks. For more details please sec “Warnings and Precautions” (section 6). Return any damaged
product to Bentley InnoMed.

5. Connect the 3-way stopcock (min. 25 bar) with the luer connector to (he balloon catheter.

6. Connect the syringe to the stopcock. Position the syringe vertically with the piston pointing
downwards.

7. Create a strong vacuum by pulling back the piston. Maintain the vacuum for IS - 20 seconds and
make sure that no more air bubbles can be observed in the diluted contrast medium.

8. Carefully release the vacuum, close the stopcock and remove the syringe.

9. Repeat this procedure until no more air bubbles can be observed.

Warning

If it is not possible to create or to maintain a vacuum, check all connections. If you cannot find

the cause, do not use this system under any circumstances and return the unit to Bentley
InnoMed.

10. Create another vacuum in the system and close the 3-way stopcock.
11. Remove the air from the tubing and connector o fthe inflation device.
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12. Cormect the inflation device to the 3-way stopcock of the balloon catheter.

13. Open the stopcock carefully. The inflation device should be in a vertical position in orda
avoid air entering the system.

14. Attach a needle to the syringe; insert it into the distal tip of the calhelCT and flush the guide w
lumen by applying gentle [x-essure to the syringe.

15. The BeGraft Coronary Stent Graft System is now ready for use.

Pre-dilation

If pre-dilation with a suitable PTCA dilatation catheter prior to stenting of the lesion is required,
notoverdilate the lesion site.

For the pre-dilatation of the vessel you must be aware of atherosclerotic plaques, which may inhi
advancement of the catheter.

Implantation o fthe stent graft
1. Insert a compatible introducer sheath in the femoral or brachial artery using conventional te

niques. ’
2. insert the guiding catheter into the vessel through the introducer sheath and fix the hemosu
valve to it.

3. Insert tnfc guide wire into the g~ding c’atheter and carefully push it forwards under ftuorosco
control until it is distally tothe lesion/defect.

4.  After the guide wirc'has passed the lesion/defect, close the hemostatic valve ti*tly to prev
displacement of the wire.

5. Advance the BeGraft Coronary Stent Graft System over the guide wire, ensuring that the gu
wire exits through the side-port located approximately 25 cm from the catheter tip.

6. Open the hemostatic valve and'careftilly push the BeGraft Coronary Stent Graft System <
wards over the guide wire to the distal (ip of the guiding catheter.

7. KTontinue the procedure under fluoroscopic control. The radiopaque markers facilitate the po
tioning ofthe infant in the area ofthe perforation, rupture or aneurysm.

8. Afta positioning”inflate the balloon to Nominal Pressure (NP). Keep this pressure for 10to
seconds. Due Ip'the restricted blood flow, the patient can feel heart pain. Adapt the inflaH
time to the patient’s condition.

9. After deployment of the stent graft, deflate the balloon maintaining negative pressure, allow
adequate t~e ~ full deflation. After full deflation, open the stopcock to allow atmosphe
pressure in the balloon

10. The inflation can be repeated two to three times, but do not exceed the Rated Burst Press
(RBP). Check the implant for full expansion as long as the balloon catheter has not been
traded (in order) to minimize the risk that part of the balloon got caught in the stent struts.

Caution:

« Do not retrad the catheter prior to ensuring that (he stent graft is implanted corredly.

* Re-dilation with another balloon catheter is principally possible, but with increased risk.

« Do not overti*ten the hemostatic valve, since this may restrict the flow of contrast medb
into the balloon and thereby increase the inflationMeflation time.

« Do not overstrdch the stent graft and do not exceed the labeled Rated Burst Pressure (RBP)
the balloon, as this may cause damage to the graft material and/or the vessel. Permanei
dieck the correct expansion of the stent graft by monitoring with high resolution fluorosco
equipment.

Note
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Expansion of the stent graft should not be undertaken if the stent graft has not been properly
positioned in the area of perforation, rupture or aneurysm. Ifthe position of the stent graft is not
optimal, it should be repositioned before Inflation-

Note:

It is necessary that guide wire and/or catheter remain in the treated area until the procedure is
completed.

Different contrast media may affect the inflation/deflation time due to different viscosities.

Multiple angiographic views and measurements should be taken in order to ensure the correct
positioning of the implant.

Further dilation in the stent graft !

If the primary angiographic result is not optimal, further expansion of the stent graft with the
help of a PTC/1 catheter is possible.

If the expanded stent graft needs to be rccrosscd with a guide wire, the distal tip of a flexible
guide wire should be formed to a J-shape prior to reinsertion throi,” the stent graft. This tech-
nique is recommended so the guidewirc will more smoothly pass through the lumen ofthe stent
graft minimizing (he risk of getting caught in the slenl struts.

Balloon Catheter Withdrawal Procedure A

1

Open the hemostatic valve. !

2. Hold the guide wire and the hemostatic valve firmly in one han” while grasping the balloon
catheter shaft with the other hand. Maintain the guide wire's position in the vessel by holding
the wire stationary and begin pulling the stent graft catheter with the deflated balloon carefully
out ofthc guiding catheter.

3. Retract the balloon catheter until the opening for-ihe guide wire lumen is reached. Then pro-
ceed in the same way as with an over-the-wire system until the balloon catheter has been totally
removed.

4. Close the hemostatic valve.

Caution:

Before retracting the stent graft catheter, make sur/ that the balloon has “en completely de-
flated.

Observe the patient regularly during the first 30 minutes after stent placement, and perform an
angiographic examination for control. If stent graft placement is associated with the onset of
thrombus in the stented region, intracoronary administration of a thrombolytic agent is recom-
mended.

13. Storage Conditions

The devices must be stored in a dry, dark and cool place at temperatures from 10®@C to 25°C in
original packagings. The packaging must not be damaged and should be wrapped into the stretch
film to prevent contamination and dusting.

Relative humidity at the storage place must not be higher than 50%.

The product must be kept away from direct sunlight.

Storage must be in closed dry areas, safe from atmospheric precipitations and soil moisture.

The packed devices must be stored distant from heaters (not less than 1 m).

Atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg),
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14. Conditions of Use (Ambient Temperature, Relative HumidH
Atmospheric Pressure)
Stent graft (implant) conditions of use (in accordance with GOST R 50444-92):
temperature: from -t-32° C - +42 °C.
relative humidity: 100%.
atmospheric pressure: 84.0-106.7 kPa {630-800 mm Hg).Before use, the packaging has to
checked if it has not been damaged ot opened. The device must not be used if the inner packagt
open or damaged.”
The BeGraft coronary stent graft with the delivery system is intended for single-use only.
The BeGraft coronary stent graft with the delivery s)*tem should only be used by physicians, »
are well trained in interventional cardiology and who are experts in the techniques of coronary;
gioplasty and coronary stent implantation, as well as in management of possible complications.
The BeGraft coronary stent graft with the delivery system is beyond repair and maintoiance.

15. Transportation Conditions

Temperature Period oftime
-25*C-+5fl| C tUa humidity level ))elow max. 85% Not more than 72 hours
Note: the device mnst be kept at the ambient temperature for at least 8 hours before use

16. Packaging and Package Content

The “BeGraft Coronary Stent Graft System" is packaged in the following manner:

1. The inner lumen of the stent graft section is protected by a stiletto whereas the tip and outer {
face of the stent graft section are covered by a stent protector tube (PTFE natural).

2 .1be catheter with the stent protector is inserted into a dispenser coil.

3. The “coiled product” is placed into a header bag (sterile pouch with Tyvek lid) together will
compliance card (ste” graft / balloon compliance).

4. The header bag (containing the product and the compliance card) is then sealed and labelled.

5. The EtO indicator sicker is attached to the label.

6. The sealed and I~elled header bag is placed into a carton box with one IFU (containing 24 i
guages) and one implant information card (packed in a zip lock bag).

7. The pull tab <jfthe farton box is closed with a double-sided adhesive tape and the label is affixi
8. The product is /1cT sterilized using ethylene oxide gas (external sterilisation suppliw).

9. After final Please testing and acceptance at Bentley InnoMed, the product is transferred to”’
distribution storage location (ready for shipment to the specific customer).

Product box content

1  BeGraft Coronary Stent GraftSystem (the product) 1piece.
2. Stent Protector (PTFE tubing) withStiletto (mandrel) 1piece.
3. Dispenser Coil 1piece.
4. Compliance card 1piece.
5. Header bag I piece.
6-  Instruction for use (IFU) 1piece.
7. Implant Information Card 1 piece.
8. Zip Lock Bag | piece.

1,2.
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3. BeGraft Coronary Stent Graft System in Dispenser Coil

4. Compliance Card
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5. Header Bag
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6. Instruction for Use

D Bentley
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Fig. 1, The front pjtge of the IfU, Dimensions: (200x200)+2 mm, 80 pages.
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7. implant Information Card

An Implant Information Card is supplied with this product. This card must be carefully filled out
and the peel-ofF label of the respective implant, indicating the Manufacturer / Product Name / REF#
! Lot#, should be applied to the indicated area on the Implant Information Card (up to 4 peel-off
labels can be applied). The patient should carry this Implant Information Card with him and show it
to medical personnel in case of further treatments. The view of the Implant Information Card is
shown at the next page.
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Fig. 2. Implant Information Card: a- front view; b - hack view. Dimensions: (217x90)*2 mm.
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17. Labeling

The device package shows the following required information:

company name;

brand name ofthe device;

type of the device (generic name), its size and reference number,

name and registered office address of the manufacturer;

country of the manufacturer;

symbols, identifying the information necessary for the proper usage of the the medical devi
sketch of the device with main dimensional information for the catheter (including recQ
mended guide wire size) and symbols for implant size as well as the information that (he a
eter type is “rapid exchange";

quantity of the devices in the package;

batch code / LOT number;

use before date

date (month, year) of manufactunng;

prohibition against re-use;

do noftuse if package is damaj

keep away from sunlight;

keep away from moisture;

single use only;

barcode;

certification information (numbpr of notified body for CE-marking CE0086);

information of customers'supj>ort service;

number and date of GHOST-R Registration Certificate (provided by a sticker which is puti

to the product box by Bentley InnoMeds distributor for Russia);

a sticker: "Mean water permeability of cover material in expanded slate: 2.5 ml/min/cm™'

The table below sho” the label information used for all product sizes.
Featoti® Label Information

Guide catheta- mav diameter 0.014” (0,36 mm)

Guide catheter miil diameter 5F

Sterilization method ,, Sterilized by ethylene oxide

Instructions foi*use [~ J) IfU is put into the box

Compliance t"bie (delivered with the Ref stent compliance table (printed on compliance card)
product as compliance card)

Storage time (shelf life) 3 years
The table below shows the label mformation that depends on the product size.
Label Information
Feature For stent diameters For stent diameter!
2.50- 4.00 mm 4.50 —5.00 mm
Catheter effective Iragth (from the catheter tip 143 cm 153 cm
to the distal end of the transparent strain relieO
Shall outer diameter, distal 2.7 F (0.88 mm) 3.2 F(1.05 mm)
Shaft outer diameter, proximal 1.9 F (0.65 mm) 1.9 F(0.65 mm)
Nominal stent pressure In Vitro 11 atm 10 atm
Rated burst pressure (RDP) 16 atm 14 atm
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l.abels l'or the patient documentation

Each of the device packages (carton box and sterile bag) has 3 additional labels for the patient doc-

umentation with the respective information:
Reference number
Date of Manufacture; “respective date”
e Lot number

Use By: “date"
edical devid Product name “BeGraft Coronary Stent Graft System"
ludiog recoi * Company Logo
1that the Bar code including GTIN, expiry date, and LOT number
. Bentley [iif  90M900 20ten
[tlot 100001 a  201MWn
a«Or” Cmonery MarMe«M >f«a)n
€01)0438027B0B1512(1M201804< 10)100001
Symbols
Caution, consult accompanying documents I*
X
m | Manufacturer/manufactured by
Date of Manufacture
lich is put ¢| Number of Units
. fot Storage: Store in a dry, dark, and cool place
min/em” g ry p
2 Use by (date) (Use Before)
Do not Use if Package is damaged |
Do not Re-usc
Do not Re-slerilizc
ancecard)
n Sterilized by ethylene oxide
Rapid Exchange (RX)
REF Catalogue (Reference) number (REF)
diameters Batch code/LOT number
SOOmm Recommended Guide Wire
Guide Catheter Min Size
mm) Pressure (P)
mm)

NP Nominal Pressure (NP)

Rated Burst Pressure (RBP)
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lot ateHTl  Expanded Stent Outer Diameter

b—*stemd  Expanded Stent Length
Only sterile and non-pyrogenic in unopened packages
MR Conditional

18. Safe Disposal

Medical devices must be disposed after usage, after the expiry date is reached, or if the package
damaged and the product cannot be used.

Medical devices must be disposed in accordance with the actual Russian Federation Sanitary R
lations and Standards for medical wastes management, practical guidance for medical products’
infection, preconditioning and sterilization procedures.

19. Manufacturer Warranty

Bentley InnoMed GmbH guarantees that this product has been rAanufactured, sterilized and packs
with the due care prescribed in Ihe EU Directive for Medical Devices 93/42/EEC. Each product isi
vidually te~ed and inspected before it is released for packaging. Bentley InnoMed GmbH will
any deviceY defects whidi can bc”ven to have originated during manufacture or packaging an
mediately brou”t to the attention of Bentley InnoMed GmbH or its distributors. This warranty
in lieu of and ruling out any other verbal or written, express, implicit or other warranty.

As a result of biological differences in individuals, no product is 100% effective under all ciro
stances. Due to this fact and since we have no control over the conditions, the instruments used
operation and the diagnosis. Bentley InnoMed GmbH and its distributors do not guarantee {
effectiveness in application; unsdfisfactory results also cannot be ruled out. Bentley Innol
GmbH and its distributors shall not be liable for any, damage or losses of any nature arising din
oi*indirectly from the use of the device. The product liability expires if any damage causd
transport, storage o*mproper handling by the operator, or other factors outside the control of
manufacturer occurs™'Bentley InnoMed GmbH and its distributors shall not be liable for dan
arising from rcstei|nsation or reuse ofthe product.

20. SfielfLife

Shelflife of the T/|iical device - 3 years from the manufacturing date.

21. N Manufacturer

Bentley InnoMed GmbH, Lotzenacker 25, D - 72379 Hechingen, Germany
www, bentlev. global.

phone M9 (0)7471 984 995 10,

fax +49(0)7471 984 995 9,

Email info@bentlev.global

22. Authorized Representative of the Manufacturer

00O «Company Expert»

St. Cabrichevskogo, d. 5, Bldg. 9. Moscow, 125367
Russian Federation,

Telephone. fax: +7 (985) 644-88-34

e-mail; comnanv.expert.ceo(a.gmail.com

iun
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1. HammeHoBaHWe MegULNHCKOTO Usaenunsa *

MauueHTbl ¢ M3BECTHOW an-3eprHeli Ha MCMoOMb3yemble MaTepuanbl: matepuan cteHTa (Li 7.
. . nivnn umnnantata (MTPI) n/mnm cuctembl 4OCTaBKM (HepXKaBetoLLas CTasb).
CTeHT-rpadhT KOpoHapHbIii BeGraft ¢ cucteMoii fOCTaBKM B CNeAyHOLWUX UCMIONHEHUSX:
*  TlauneHTbl C TSXKENbIMU annepruyeckuMn peakuusiMM Ha KOHTPAcTHOe BeLLecTBo W/ .
novameTp cTeHTa (MM)-2,50; 2.75; 3.00; 3.50; 4.00; anvHa cTeHTa (MM)-8; 12; 16; 18,21;24 lMoka;
HEo6XOLMMble NeKapCTBEHHbIEe Mpenapatbl (Hanpumep, aclMpUH) UM KPOBOTEUYEHMAMY, a Ta
anameTp cTeHTa (Mm) -4.50; 5.00; gnvHa cteHTa (Mm) -16; 18; 2!; 24

naLmMeHTbl, KOTOPble He NEPEHOCAT UM He XOTAT MPUHUMATL aHTUKOAryNAHTbI/ aHTMarperaHTbl O6wa
2. OnucaHvne MeaAULMNHCKOro n3gennsa

5. BO3MOXHble NO60UYHbIe 3pPEKTbI N OC/IOXKHEHUSA Haien
- CTeHT-rpadT kopoHapHsblii BeCtaO ¢ cMCTeMOIi OCTaBKM COCTOWNT U3 CNefyHoLMX KOMMOHEHTOB: . Makc.
B03MOXHble N060YHbIE A(EKTbI U OCMIOXKHEHUS BKIIOHAIOT, MOMKUMO MPOYMX, CNefyioLLe: MuH. |
« HanoHopacWmnpsemMoro cteHTa M3 KobanbT-xpomoBoro cnnasa (L605) ¢ nokpbiTvem w3 «  pacceveHve, nepopaLuA, TPaBMA, Paspbls, BHE3ANHas H MOMHAA OKKMIO3NS WAM npy
ceTyatoro paclumpsemoro NT®3 (pMNTH3I), koTOPbINA © MOBPEXIEHIA KOPOHAPHBIX APTEpHiA [iHamc
* npefBapuTeNbHO CMOHTUMPOBAH Ha 6annoHe 6bICTPOCMEHHON CUCTEMbI LOCTABKM CTEHTA. *  TpOMG03 KOpOHapHbIX apTepuii AveTta
CwncTema AOCTaBKM COBMeCTMMA C NPOBOAHUKaMK avameTpom 0,356 mm (0,014 atoiima) n umeet *  0CTpas WM NOZOCTPas OKKIHO3NA CTEHT-|padhTa Avam(
AMHy 143 cM (anA CTeHTOB AnameTpom 2,5—4,0 MM) unn 153 cM (41 bTeHTOB AMamMeTpoMm % (hOPMUPOBAHYE NICEB/I0AHEBPHU3MBI g‘;ﬂga
- 45/5.0MM). \ ' *  HecTabunbHas cTeHOKapaws (oKpyi
1 * *  apTepuabHblii cnasm
3. Ha3HayeHVe M Noka3aHnsa K NPUMeEHEeHMIo , o
OCTpbIf H(aPKT MMoKapaa
CTeHT-rpadT KopoHapHbIi BeGraft ¢ cuctemoit focTaBku npefHasHauveH Ans TPaHCIOMUHANBHO *  cepneflas apuTMus, B TOM 4n”e pUEPUANALNA XKeny04KoB Homnl
1 umnnaHTauum CTeHTa B KOpPOHapHble apTepuu WM KOPOHapHble W Tbl U3 HAaTUBHLIX BeH A/1A * apTepuanbHas runo-n runepTeHsns HOMNe
i NeyeHus cnefyrolimx 3aboneBaHuii: A *  pecTeHO03 NOABEPrHYTON NeveHnto apTepum OTaay
] Octpas nepopaLyns UM paspbis KOPOHaPHbIX apTepuii. *  pncTa;lbHas aM6onus (B0o34yXoM, TBEPAbIMU YacTULaMu, TpPOM603M6011S) Ykope
]_2. AHEeBpY3Ma KOPOHAPHbIX apTepuid UM BEHO3HOTO TPaHCMNAaHTaTa Ans KOPOHapHOTro LUYHIMPOBaHMS. *  KpoBOXapKaHbe fiaBnes
*  KPOBOM3NUSHWE UM 06pa3oBaHMe reMaToMbl Make.
aUWeHTbl, Y KOTOPbIX PaccMaTpuBaeTCsi BO3MOXHOCTb MMMNAaHTaUuMM CTeHT-rpadta, AO/KHbI * [eMOpPATVYECKIl UHCY T
6bITb NOAXOAALMMN KaHAMAATAMU A5 NPOBEEHNs a0PTOKOPOHAPHOTO LUYHTUPOBAHMS. * (ematypns
* . KpOBOTEYEHWe H3-3a NpreMa aHTHKOary/saHToB/aHTHa- rperaHToB
| 4 n *  noboyHble 3PGeKTbI, BbI3BaHHbIE CONYTCTBYIOLLEN Tepanueii Paguy
. MpoTnBOonokasaHuns . n
anneprnyeckas " akLma Ha KOHTPaCTHOE BeLLeCTBO BblJep
4’ TlauMeHTbl C remMopparvMyeckum AvaTesoM WM APYTUMMA, HapyLIEHUAMU, NpU  KOTOPbIX * Lwwepruyeckas |:(eakuus Ha MaTepuanbl MAAHTPYeMoro cTeHTa (1605 u/unn nTa) nsnom
NpOTVBOMOKa3aHO BBEfEHWE aHTUKOArynsHTOB WMAW aHTaT toMOOLMTapHbIX MpenapaToB, a Takxe * MHekuun, W opagka
MauMeHTbl CO CHVDKEHHON MepeHOCMMOCTbI0 Takus mpemapatoB (nanpiep, cepTuyeckoe *  apTepuOBEHO3HBIN CBULL
13bA3BNEHNE NGO HaMnUMe LiepebpPoBacKYIAPHbLIX OCNOXHEHWIA). *  HeoT/IOXHee Bb(MLLATENbCTBO MO MOBOAY KOPOHAPHOIO LYHTMPOBAHMA WAW XUPYPTUUM  [poyl
e TlayneHTbl C NPOKCUMMaNbHLIM aTepOCK/IEPO30OM U/MN 3HAYNTENbHOW WM3BUTOCTHLIO COCYAO0B, Y yAaneHne nmnnauth Katen
KOTOPbIX HEBO3MOXHO 06ecreunTb A0CTYN 415 NPOBOAHMKA U HAaNpaBAsoLLEro KateTepa. *  Hapywc|Nec CMMETPUUYHOCTM CTEHTA MU €ro PasBepTbIBAHUM WM MPOBEAEHNM CKBO3b» HAKOH
e TlaumeHTsbl ¢ AU (Y3HBIM NOPAXKEHNEM KOPOHAPHbLIX apTepuil, KOTOPOE Bbi3bIBAET CHUKEHUE Apyroro ycTpoiictea (CUCTEMbl N8 BHYTPUCOCYAMCTBbIX Y/IbTPa3BYKOBbIX —UCCNeAOBAT I:ES:Z
KPOBOTOKA B MeCTe YCTaHOBKM CTeHTa. 6annoHHoro kateTepa u T. A.) npoke
e TauueHTbl C NOPaXXeHUAMMN YCTbsi KOPOHAPHOI apTepuu. MUrpaums CTeHT-rpagra 6anne
m  [lopaxeHus, COMPOBOXAatloLLnecs TpPOM6006pa3oBaHNEM B KOPOHAPHbIX COCYAax. paspbiB UHTUMbI Yeuna
m  [lauueHTbl C MOPaXEHWEM «HEe3alWLLEHHOTO» CTBO/MA JIEBO KOPOHAapHOW apTepuu (T. €. €O peakumsi CO CTOPOHbI TKaHed, HeKpo3 ;OpTa‘
cTeHo3oM > 50%). noYeyHas He0CTaTOuHOCTb K;I‘Z"I-;
* TlopaXeHus, KOTOpPble HEBO3MOXHO YCMELHO npeABapuTenbHO Awnatuposath (T. e NeTabHbI NCXOA. i
YMEHbLLEHME nameTpa CTeHo3a Ha <20% 1 oCcTaTOUHbIN AnameTpa CTeHo3a >50%). CO0TB
+  TlopaXkeHWsi C Yrpo30ii OKK/IO3UM N BHE3arHOI OKKKO3MeN Npu NomnbITKe NpefBapuTenbHON 6. O6nacTe NpMMeHeHus MM M
ounataumy nepeg npegnonaraemMoii UMnNAaHTaLueld cTeHTa. Kapavonorus. **Ma
BblpaxeHHblli CTEHO3 CTBONA NeBOIi KOPOHapHOIA apTepuy. MOXe

o o o paspb
m  [lauyeHTbl C MOMHOV OKK/O3MEl KOPOHAPHbIX apTepuii.
m [Inddy3Hble NnopaxeHNs.
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- eHTa (L6t 7. OCHOBHble TeXHUYeCcKNne XapaKTepucTmukmn ***[TapameTp «Tensile strength on proximal balloon sleeve» B foKymMeHTaLuy Npon3BoaNTeNs

MOXeT 6bITb nepeBeseH Kak «MPoUHOCTL TPYGOK Ha MPOKCMMA.3bHOM KOHLIE KaTeTepa» U «yeLl

XTBO wla TA~Ir— B Ha paspbiB My(Tbl 6annoHa».
W a Tas MNokazaress Ana creHtos 02,50; AnAa cteHTOoB
) 2.75; X00:351:4J0 0<9*:5/10 8. Tabnuua cooTBETCTBUA CTeHTa Mpo
PEraHThl.  OGuas nonesHas gnuHa KaTeTepa (OT Mt
HaKOHeUHWKa [0 AUCTaNbHOTO  KOHLa 143 cm 153 ¢cm B TaBNLE HIXKe NPeCTaBNeHO COOTHOLLEHME AaBNEHINA B 6aNOHe U HapyXXHOro AuameTpa Lvc-
BUroy3o4HoiA Mvdrry) . cTeHTa. TeMHOCepbie y4aCcTky TabnuLbl 0603Hau aloT HOMUHanbHOe AaBnenne (HZ - aasnenve, .
e Makc, AMameTp npoBoNoUHOTo NPOBOAHMKA 0,014 Arotima (O’SGVMM) 0,014 ptoiima (0'36]"”"') KOTOPOM BHELLHMI AnameTp cTeHTa JOCTUraeT HOMUHMLHOTO 3HAYeHMS), KOTOPOE PaBHO; cra
‘ Myt pasmep MPOBOAHNKA kaTeTepa 5 F (BryTperHuii 5F (BHyTpeHHuiA - 10 |6ap, atm unn 10* Ma) gns cTeHTOB ¢ AnameTpamu 4,50; 5,00 mwm; )
ww apys avameTp MuH. 1,40 MM)  gnameTp MUH. 1.40 Mm) ' BN ) HasH
[JvaveTp kareTepa - 2.7 F (0.88.% 0.01mm) 32 F(1,0S£0,0L wm) e 11 (6ap, aTm uamn 10* Ma) ans cTeHTOB € AnameTpamu 2,50; 2,75; 3,00; 3,50; 4,00 mMm. pnT
ﬁ'&;iﬂ?f”tgg?:eg CseTnocepble yuacTku TabnnLsl 0603Ha4al0T pacueTHoe AaBneHne paspbisa 6annoHa (PAP),
HBOKCM?AaﬂbeIMpKOHeLL 1.9F(0,65+ 0,01 Mmm) 1,9 F(0.65+ 0.01 mm) KOTOpOE PaBHo; KoL
CeyerHe 06KaToro cTeHTa 1,1 (0 2,50 um) - 14 (6ap. atm wnu 10* Ma] ansa cTeHTOB ¢ ArameTpamu 4.50; 5,00 mm;
3 A . > 7E- . )
(OKpyrieHHble 3Ha4YeHNA) 1.1121'\,,'2MM(% (50%,7'\:3'\”!;/“ 1% 1,3 wm (04,50 Mm 16 (6ap. atm v 10* Ma)] gnsa cTeHToB ¢ gnameTpamm 2,50;2.75; 3,00; 3,50; 4,00 mm. cn
1,2- 1,3mm (0 3,50 mm) of 14 MM (05,00 mm)
‘13MM(O40dMM) 0 Hap>-Hblii A1aMeTp CTeHTa (MM)
HoM1HanbHoe AaBneHne pactumpenns (NP) * M6ap/10*Ma tO 6ap/10* Ma wa'a.;ﬂ\((wpl 0 250 07)2A75 0 3,00 0 350 0 4,00 0 450 053
HomuHanbHoe gasneHue paspbisa (RBP) 166a0/10°Ma ' 146a0/10* MNa 6 226 i - 4,03 4.48
Otiaua cTeHTa (pekoiin) (Bce pasmepbl) Makc. 7% 3T Maxe. 7 % . han : : 305 352 440 461
YKOpoYeHMe CTeHTa MpU  HOMUHALHOM 0 2,50MM: <5% 0 4,50 MM:A10* /1 : 258 280 3RO 3.69 a47 445
wnennun (M 6ao) 02,75 - 4,00 MmM:<10*/8 0 5,00 MH:< 10 10 242 267 291 305 3,86
MaKkc, BpeMs HafyBaHu1s 10c HOc n 461 5nr
Makc, BpeMs CflyBaHuA "15¢ 25¢ © 257 i~82 3.07 3,02 A3 4.70 543
PagvanbHoe ycunue cTeHTa npu 50% 0 2.50°Mm: >0.16H/MM 04.50-5.00 i 1 263 m"78 314 37 443 477 531
oKaTUn 0 2.7.5-(.00mMMm; ~0.NH/ : 1 268 29 300 340 431 243 Il
>0,13H/Mm AR S 273 298 306 386 449 4,88 645
Pamyyc 13rn6a, KOTOpbIii MOXeT 16 271 3 32 3@ 446 4,92 541 Kas
ablnepatb MMNNaHTaT 6e3 06pasoHaHA 17 @102 3,06 337 397 453
) V3/10Ma: 5 9,0 mMm ‘N> 9,0 Mm 18 ' 287 31 343 4,03 4,59
[OncTanbHbll  KOHel, kaTerepa ’ '
NpefyCcTaHOBNEHHbIM 06XKaTbIM M
CTeHToM OMHHIOBHOC ]blBieHIe P/IP PKueTHOC fiasneHune paspbibl

YPrudec4 MpouHocts TPYGOK Ha AMITanbHOM KOHLeE
KaTeTepa (yCuWnMe Ha paspbiB COeAWNHEHUS
HaKOHeUHMKa**)

MpouHoCTb TPY6OK Ha MPOKCUMabHOM
IOHLe KaTeTepa (ycunune Ha paspbiB
MPOKCUMAa/bHOFO COeANHEHUS MY(ThI
6a.1/10Ha***)

Ycunme Ha paspbiB coefMHeHUs 60KOBOro
rocta

Ycunve Ha paspblB MecTa CoefiMHeHus
KateTepac KaHtonel

*[N9 CTEHTOB 60NbLINX AMaMeTpoB (4,5 1 5,0 MM) KpUTEPUIA NPUEMKM OTCYTCTBYET: B O6u
cooTBeTcTBUM ¢ MICO 10555-1, npunoxeHune B. B 3.1 nucTanbnblil HAKOHEYHUK ANNHOK MeHee3

>
15H He npumeHnmo*

CKBO3b H»

Nef0BaHM
>5H >5H

>5H >5H

>3H >3H

Oonun

MM MOXEr He YYWUTbIBaTbCA MPU TECTUPOBAHUN. npoi
es[MapameTp «Tensile strength on tip & distal balloon sleeve» B gokymeHTauMu nponssoauTens

MOXET 6bITb NepeBefeH Kak «MpoyHOCTb 1Ipy60K Ha AUCTaNlbHOM KOHLe KaTeTepa» U «yCunue Ha - C

paspblB COEANHEHNS HAKOHEYHWKA». Bpa<

n x
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0AKTens

» N «ycun 9. MaTtepuanbl OCHOBHbIX ¢yHKuMOHaﬂbHHX yacteii MeguUUUHCKOTO
mn3pnenna

MpoKcMManbHas YacTb KateTepa: TOHKas Tpy6Ka (THNOTpy6Ka) U3 HepaBeloLLeli CTanu, NoKpbITas
MT$d

[JucTanbHas YacTb KateTepa: noavamu.
BaioH: MONMGULMPOBAHHINA Moavamu.

«eTpa
aBneHue, %

8HO; CTeHT-rpadhT: CTEHT M3roToBfeH U3 Ko6anbT-xpomoBoro cnnasa (L-605) MeaWLMHCKOro
HasHayeHWs.. BHELIHAS MOBEPXHOCTb KOGa/bT-XPOMOBOrO CTEHTa MOKPbITa MWUKPOMOPUCTLIM
prT®2.
PAP).
KomroHeHT Martepnas KoMmnoHeHTa KoHTakT ¢
/ Kp—amn
CreHT L60S KobanbT-xpom n X
CrenT-rpag Tpyb6Ka rpadTa pAT®S AEOS™ X
o so Msirkasi FonoBKa MO,D,I/ICbVILl,I/IpOBaHHbIIZUHOHH(I)MHA <
. Pebax 6333D (xentblid) .
MonnpuympoBaHHbIi Nriwammg,
BannoH X

i (Pcbax7233 SA01) X
MeTkmn 6annoHa Pt/Ir (90/10)
Marepuan fucTasbHOro BHeLUHWiA cnoii: Pebax 7233D
KOHLa KaTeTepa SAO! (NpPO™NYHBbI)
Rhvtochhsb Tny6ka BHYTpeHHUIA CNoii: NnonnaTuneH X
BbICOKOW NAOTHOCTY (CUHWIA)
PETROTHENE LR34000

KateTtep MaTepwan gucTanbHOro Rilsan® BESVO A Nylon 11 72D
KOHLIa KaTeTepa (HeiinoH, Npo3payHblii) X
BHewHaAs Toy6Ka f \
FunoTpy6Ka u3 Hepxaselowen ¢
Matepuan Py P "
NPOKCMMaNbHOTO KOHLA cTanm 304,
. X
P 4 MNT®3 ¢ nokpbiTem Duraskin
KaTetepa * .
(4epHbIin)

PasrpysouHas mydTa TepmonnacTUYHbI anactomep
K TF6STE (npo3payHblii)
Monnamng (TROGAM1D CX7323;

1»asbem J1t03
P Npo3payHblit)

10. Mpeaynpe>xXgeHusa u Mmepbl NPefoCTOPOXKHOCTU

Obwye
OnucaHHble HUXe METOMMKW W NPOLENYpbl OTHOCATCA He KO BCEM MPWU3HAHHLIM B .MeAuLWHe
npolknypam YTKA.

o CTeHT-rpadT KopoHapHbiii BeCtall ¢ cUCTEMON [OCTaBKM JOMKEH MCMONb30BATHCA TONLKO
Bpauamm, KOTOPbIe MPOLLM HAANeXall>l0 NOATOTOBKY B 06/1aCTU UHTEPBEHLMOHHOM Kapamonoruu
M XOpOWO BN3JeloT METOANKAMM KOPOHAPHOM aHTMOMMacTUKM U UMM.JaHTaLWMU KOPOHapHbIX

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

CTEHTOB, a TaKXXe NIeYeHN BO3MOXHbIX OCNOXHEHUIA.

e CnepyeT TwaTenbHO paccMaTpuBaTb BO3MOXHOCTb CTEHTMPOBAHMA MaLMEHTOB, KOTOPbK
ABNAIOTCA NPUEMIEMbIMA  KaHAWAATAMW X35 KOPOHAPHOrO LUYHTUPOBaHWS, B TOM Y4
BO3MOXHOCTb NOAAEPXKKN KPOBOOGPALLEHNS BO BPEMS CTEHTUPOBaHUS.

e He pekomeHAyeTCs MCNOMb30BaTb Pas3/WyHble TWUMbl CTEHTOB B OJHOM cocyfe. 3TO MC
YKIHYUTbL PUCK NOJOCTPOro Tpom603a.

« B0 BpemMs uMMNaHTauuMm CTeHT-rpadiTa KOMaH4a KapAMOXWMPYProB [AOMKHA HAXOMHTM
peXKuMe roToBHOCTH.

+ CobnofaiiTe npaBuna acenTuku, 4Tobbl NpPefoTBPaTUTL KOHTAMUHALIMIO CUCTEMBI.

e Vicnonb3yiitTe cTeHT-rpadT KopoHapHblii BeCrall ¢ cucTemoid AocTaBKu [0 AaTbl OKOHY!
CpoKa roAHOCTY, YKa3aHHOW Ha 3TUKCTKC.

* He nopaepraiiTe cucTemMy BO3AelCTBUIO OPraHWYecKMX pacTBopuUTenei (Hanpumep, cnupTa)
* He ncnonb3yiiTe cucTemy, eCiM ynakoBka BCKpbITa U1y NOBpeXaeHa.

e YbeauTecb, 4YTO yKasaHHbIi Ha 3TMKETKe BHELIHWIA AwameTp cTeHT-rpadta v ero A
NoAXOAAT X35 3anNNaHNPOBaHHON npoves>'pbl. HapyXHbIA fnameTp CTeHTa He AO/DKEH MpeBbl!
NHamMeTp KOPOHAapHOW apTepuu MPOKCMMa.lbkee U AUCTaNbHEe aHeBpWU3Mbl, paspbiBa
nepgopay” N

e Ecnn TpAyeTca BbINONHUTL MpeABapuTeNbHY0 AWNATauMio ouyara MOpPaxeHWs, He [OMycB
U36bITOYHOI Nmnatalwrm b atom Mmecte. BeCTaA KopoHapHbIii CTenT- rpadT ¢ cucTeme” f0es
BeCral/l He mpeaHasHauyeHa XTA MCMOMb30BArMAM @ KadyecTBe OCHOBHOFO YCTpoiicTBa Ans 6a'vmi
Annatauuu.

o Tlocne CHATUA 3aLMTHOMO KO/Nnayka co CTeHT-rpadTa y6eAnTeCh, YTo CTEHT-rpadT pacrona
MeXgy PeHTTeHOKOHTPaCTHbIMU Mapkepamu (HC MpUKacaiiTeCb K HM) 1 YTO OH He MOBPEXJEH.
e Y6eanTeCh, YTO KaTETEP HE COMH)T H He MepekpyyeH. ECnu KaTeTep COrHyT Un nepexkpyya
nbiTaliTeCb €ro BbINPAMUTb, MOCKONbKY 3TO MOXET MNpMBECTU K ero nonomke. BmecTo A
ncnonb3yiite HOBYK” nucTemy. MNepes BBefeHMEM CTeHT-rpadTa KopoHapHoro BeGraA c cucte
[0CTaBKN Keo6x0f|(l NPoOBECTU COOTBETCTBYIOLLYIO aHTUKOAryNAHTHYIO Tepanuio 1 aunara
cocyfa. lpogomk|He aHTUKOArynaHTHYt0 Tepanuito Mocne UMNAaHTauuum B COOTBETCTBA
HalWOHaNbHbIMK ("OBOACTBAMH W MeXAYHapPOLHbIMU CTaHAapTaMu.

« Bo Bcex cnyyasax He06X0AMMO MCMONb30BaTh pa3baBneHHOe KOHTPLUTHOE BELLECTBO.

e He 4onyckoB 4Ype3MepHOro 3aTArMBaHUA reMoCTaTUYeCKOro KnanaHa, MOCKOAbKY 3TO M
npmMBecTn K cyxe/Irio npoceeTa KaTeTepa W. BCNeACTBME 3TOr0, K NrapyLlleHWo pasgysara
clyBaHMa 6annoHa. YcTaHOBKa CTeHT-rpadpta kopokapHorx) BeCraf) ¢ cuctemoin goctaBku gol
MPOBOANUTLCA UCK/HOYUNTENBHO MOJ PEHTIEHOCKOMUYECKUM KOHTPOJIEM.

* He nbiTaliTecb NpoABUraTb CUCTEMY JOCTaBKU CTEHT-rpadiTa, eC/iv OHa BCTPEYaeT BbIPaX»
CONpOTMBAEHNE.

e Ecnm BO BpemMs MpOABMXKEHWS OTMeYaeTcs BblpaeHHoe conpoTHBvieHHe. ocTaHo»
npouesypy W NPOAOMKUTE ee TOMbKO MOC.Te BbIACHEHUS NPUYUHBLI CONPOTUBAEHWA. Ecin
HEBO3MOXKHO, OCTOPOXHO MOTSAIHUTE Hasad CTeHT-rpadT KopoHapHbli BeGraft c cucte
[0CTaBKM BMeCTe C HanpaBnstoLWMM KateTepoM. He nbiTaiiTec 13BNeYb CTEHT-rpadT KOpoHap
BeGraft ¢ cucTeMoii [OCTaBKM Yepe3 HanpaBnAlOLLMIA KaTeTep, TakK Kak 3TO MOXeT npusec
CMELLEHWNIO CTEHTa 1 BO3MOXHOI 3mMb0nun3aLmm.

e [nsa pa3gyBaHus Gan.louna MCNONb3YiTe TOMbKO Cheuma-TbHOe YCTPOMCTBO C MaHOMETPOM
ucnonb3yiite Ans pasgyBaHus 6annoHa BO3AyX WM APYroii ras. [aBneHue He 40.TXHO npesbl!
pacyeTHoe AaBneHune paspbiBa (RBP). ykasaHHOe Ha 3TUKeTKe U3fenns 1 KapTe COOTBETCTBUS.
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* Pa3pblB 6anfoHa BO BpeMs MMMAAHTALMM MOXET MPUBECTU K CMELLEHWIO UK fedopmauum
CTeHT-rpagTa n npobnemam c n3pneye)lvem kKatetepa. B aTom cnyuae

e Heo6X0AMMO OCTOPOXXHO M3BfeYb KaTeTep, OCTaBMB HampaBAstOWMiA NPOBOAHWK Ha MeCTe.
Ecrm 6annoH 3acTpsiHET B CTEHT-rpadTe, KaTeTep HeO6X0AMMO HeMe/IeHHO YAanuTb NOCPesCTBOM
XUPYPru4eckoro BMeLLIATeNbCTBa. 3aTeM HEOOXOAMMO OCTOPOXHO BBECTM HOBbI/ KaTeTep Ans
YTKA, 4T06bl NOBTOPHO YCTAHOBUTL CTEHT-TPadT 1 NOMHOCTLIO PasfyTh ero.

e ocne AOCTaBKW CTEHT-rpadTa U3MEHATb MOMOXEHMe KaTeTepa MOXHO TOMbKO Tolda, Korga
6annoH 6yaeT NOMHOCTbLIO CAYT C NMOMOLLbIO BaKyyMa.

e MpoXoXAeHNe paHee WMMNAHTUPOBAHHOIO CTEHTA, PACMONIOXEHHOrO  MPOKCMManbHee
NOpaKeHWs, MOXeT NPUBECTM K AedhopMauuyn wam cMelleHuto cTeHTa BeGraft. B Takom cnydae
Heo6Xx0aMMo 06ecneynTb NPaBUILHOE MOIOXKEHNE U PaCLUMPEHME CTEHT-TpadTa.

« lNOBTOPHOE MpPOBEAEHNE BCMOMOraTe/IbHbIX YCTPOWACTB Yepe3 YaCTUYHO WM  MOMHOCTHIO
YCTaHOB/EHHbI CTEHT- rpadT HeobXOAMMO BbIMOAHATE C OCO60V OCTOPOXHOCTbID, 4TOObI He
[ONYCTUTL NOBPEXAEHWs Unu fehopMaLmn CTeHT-rpag3sa. AA

e B MecTe yCTaHOBKM CTeHTa He PEKOMEHAYETCS MCMO/Mb30BaTb fasepHble ycTpolicTBa Nn6o
WMONMHATL  MEXaHWYeCKyt aTepaKTOMMWIO, a TakXe [OnycKaTb >BO3[eiiCTBME  BbICOKOM
Temneparypbl. [

« [asrocpoyHas ahpeKTUBHOCTb UMNAAHTAL MM CTEHT-TpadTa 40 KCXiua He 3ydeHa.

BetonacHocTb npu nposefeHnn MPT 1 COBMECTUMOCTb A

[IOKNMHMYECKME  UCMbITAHUS  MPOJEMOHCTPUPOBANN, YTO CTEHT-TpadT KOpOHapHbIi JleOrall B
eVHNYHON UK NepekpbIBatoLLeiics KOHGMIypaumm gavHoin o 130 mm aBnsetcs MP-COBbIECTUMbIM
cornacHo onpegenennio ASTM F2S03. Ero MOXHO 6€30;LWHO CKaHMPOBaTb NOc/e UMMAaHTauum npu
COG/HOAEHNN CAIUTYIOLLINX YCIOBWIA;

*CTaTUYeCKOe MarHWTHOE MoJie HanpsXeHHoCTblo oT 1,540 3,07 n;

* MaKCMManbHbI/i NPOCTPaHCTBEHHBIV rpagueHT nona 5700 Maycc/cm (57 Tn/m) unm mexee;
«MaKcuMmasnbHoe npounseegeHne ycuaua 96000000 [*/em (96 Tn'/m);

«TEOPETUYECKN MaKCUMabHO OLEHVBAEMbIA CpefHWA YAenbHbI KO3MULMEHT NOrnoweHns ansa
seceroTena (WBA-SAR) < 2 BT/Kr B TeueHue 15 MUHYT O"HWPOBaHWUS; \

*HOPMasTbHbIN peXxnm paboTbl MP-cuCTEMBI. n

CTeHT-rpadhT KOpoHapHbIli BeGraft MokasbiBaeT MalIMTHO-WHAYLMPOBAHHOE YCUWE CMeLLeHWs
(ASTM F2052-14) i% (0TK"toHeHWe 4,5°) n KpyTawmii MOMeHT (ASTM F2213-06) 1,0% 1 He BOMKeH
MUrprUpoBaTh B 3TOi cpege MPT.

PY-uHnyumpoBaHHoe Hat-peBaHue mpyu 3,0 TA B JOKAMHUYECKMX MUCMbITAHWAX MepPeKpbiBaoLLeics
KOH(Mrypaummn gnuHoii go 130 MM (BbINONHeHHoe cornacHo ASTM F2182-11) npuBoguno K
MaKCUMafibHOMY — YBENMYEHWIO TemnepaTypbl in  vitro uyepe3 15 wMuHyT Ha 7,0° C npu
MacwwtabmposaHim o WBA-SAR 2 BT/kr. WcnbiTaHus npoBogunuck B cnaeme 3,0 Tn Siemens
MActom Trio ¢ nporpam.MHbIM o6ecnedeHnem Numaris/4 syngo MR BI7. B 3Tux pacuyetax He
NPYHAMAETCA BO BHUMaHWE OXNaXAaloLLnin 3h(eKT KPOBOTOKA.

PY-nHayumpoBaHHoe HarpeBaHue npu 1.5 Tn B AOKAMHMYECKMX WCMbITAHWUAX MepeKpbiBatoLLeiics
KOH(Mrypauym anvHoid fo 130 MM (BbIMOMHEHHOe corfacHo ASTM F2182-11) npuBoguno K
MaKCMa/lbHOMY  YBENIMYEHWIO TemnepaTypbl in  vitro uyepe3 15 MwuHYyT Ha 8,9° C npu
MacwTabuposadn 4o WBA-SAR 2 BT/kr. MicnbiTaHua nposoguavck B cucteme 1,5 Ta Philips Intera c
np(apaMmHbiM (ObecreveHnem Bepcum 12.6.1.4 2012-05-22. B aTux pacyeTax He MPUHUMAETCA BO
BHVMaHVe ObTaXTatoLL NI 3h(heKT KPOBOTOKA.

PY-nHayumpoBaHHOe HarpesaHue B 06Luem: Bo3geiicTBue MPT Ha nepekpbiBatoLLmecs CTeHT-rpadTbl
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[OvHol 6onee 130 MM UM CTEHT-1padhThl CO CNOMaHHbLIM KapKacoM He U3BECTHO.

MP-apTeakTbl: B JOKNMHUYECKMX UCMbITAHUAX apTediakTbl M306paXKeHUs, BbI3BaHHbIE YC3poicn
npocTpanncb NpUOrw3nTeNbHO Ha 9.15 MM OT CTeHT-rpadta mpy MCMOMb30BaHUM TPaguncto
9XOMMMYNbCHON MocneAoBaTenbHocT 1 MP-cuctembl 3,0 Tn. Takum 06pa3om, B MPUCYTCTBUAN C3
rpathToB KopoHapHbIx BeGrafl moxen notpe6oBaTtbca onTumm3saLma napametpos MPT.

PeKOMeHAaLMN B 0THOLIEHM 04HOPAOBOTY UCMONb30BaHNS

CTeHT-rpadT KopoHapHblii BeCrali ¢ cuCTeMO [OCTaBKW MpeHasHaueH WCK/HOUUTENbHO
0[jHOPa30BOr0 UCMO/b30BaHMsA. BOCCTanoBACUUC YCTPOICTBA A5 MOBTOPHOTO WCMO/b30OM
3anpetyeHo. Mpy UCMo/b30BaHUM JaHHOE YCTPONCTBO MOABEPXKEHO 3HAUMTENBHBIM MEXaHHYea
Harpyskam, KoTopble Moiyr NpuBeCTM K eto lioBpexJteHuto. BcneAcTeue 3Toro B ip
6e30MacHOCTU PEKOMEHAYETCS TOMbKO 0HOPa30BOE UCMOMb30BAHME.

OnacHOCTb MeXaHUUYeCKNX MOBPEXK AeHN

ByfbTe 0cOGEHHO BHUMATENbHBI B Mpouecce paboTbl ¢ u3genvem, uberaiite ero nanexus, yg|
APYTX MeXaHUYeCKMX BO3AEHCTBNIA. '

Kaxablii pa3 nepef MCMo/b30BaHMEM, OCMOTPUTE BCHO CUCTEMY C LiENbI0 06HApYXKeHUs Aeder
MpoBepAiiTe nU3denMe Ha Hanuuue TPEWMH, MepekpyuYMBaHWiA, Weneid n oTeepcTuii uan ap)
nospexen\ii. He Ucnonbayiite n”enme. KOTOPOE UMEET MOBPEXAEHUS UMM AedEKTbI.

11. OnncaHne n paboTa

CTeHT-|padT KopoHapHblii BeOrali ¢ cucTeMoii [oCTaBKM COCTOMT M3 [BYX u4aT
6annoHopacLMpsemMoro cTeHTa U3 ~obanbT-xpomoBoro cnnaea (L605) ¢ nokpbitvem n3 prir
KOTOpbIA NpefBapuTeNlbHO CMOHTMPOBaH Ha 6a;LLoHe BbICTPOCMEHHOM CUCTEMbI AOCTaBKM CTen
CTeHT-rpadgT

Mcnonb3yemblii B [aHHOW cucTeMe 6annonopacluMpsieMblil KOPOHapHbI CTEHT C PacTsKLL
nokpbiTMeM 13 MTP3S paspaboTaH AN .TeyeHWs OCTPoi nepdopauun NMbO paspbiBa KOPOHap
apTepuu. aKeBp!/I3M|"/0p0HapHOl7I apTepuu, a TaKxKe aHeBPU3Mbl KOPOHAPHOTO BEHO3HOTO LLYHDK
Cuctema gocTas)

KateTep gns UT1M7\, npegHa3HaueHHbI 415 [OCTaBKW CTEHT-rpadTa, NpescTaBnseT coboil Tpy
CO BCTPOEHHbIM' 6anNOHOM Ha [AUCTanbHOM KOHue. Tpy'6uatas uvacTb KarteTepa Ana 41
COAEPXMUT OAHbNPACTHLEW KaHan, KOTOpbI pa3fenseTcs Ha fBa KaHaTa Ha AMCTanbHOM KK
KOpoTkuidi AucTanbHbIl KaHaT npefHasHaueH ANS MPOABUMXKEHWS KaTeTepa HO NPOBOMOYM
NPOBOAHNKY,” KO'lOpbIi 06ecreyviBaeT TOYHOE MO3ULMOHMPOBaHME KaTeTepa B y4acTKe CTe»
LNVHHBIA KaHan cnyXuT ana pasgyBaHus 6annoHa npyu NOMOLLM KOHTPACcTHOro npenapara. ban
M3roTOBMEH M3 NonyAe(opMMPYyeMOro Matepuana 1 paclumpsaeTcs 40 TOYHO 3afaHHOro Nnax
npv onpeseneHHOM AaBeHnn.

C uenblo  peHTreHorpajuueckoii  Bu3yanusauuum MOMOXKEHW B cocyde  CTeHT-rpa
3aKperneHHoro Ha 6annoHe, KateTep COLEPXWT ABe PeHTreHOKOHTPAcTHble MeTKU U3 mnar*
VPWANEBOrO CMJiaBa, COOTBETCTBYIOLME AMHE CTeHTa. Elle fBe METKW B NPOKCMMaNbHOM Ya
KateTepa MOMOratOT OMNpefennuTb MOM0XeHWe O6GanNoHHOrO KateTepa MO  OTHOLLUEHWO
HaKOHEYHWKY Hanpas/aloLLero karetepa. MeTka, pacrnonoxeHHas BO3/e COefjuHeHMs J103p-

CMOMb3YeTCs NP BBEAEHWI KaTeTepa yepes 6eApeHHyI0 apTeputo, BTopas MeTKa - Mpu BBeau
uepes NnieyeByto apTepuio.
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ycTpoiicn MopAafoK NpUMeHeHUs

MpumeyaHve. Jlevawmii Bpad AO/MKEH Y4YMTbIBaTb [aHHble Ny6AMKauMii Mo COBPEMEHHOM
TCTBUWM CTe o

nefnUMHCKOV NpakTUKe YPeCKOXHOM TpaHCIOMUHA.1bHOW KaTeTepHOW aHrMonnacTuKe.

MpuHaane>kHocTwn
” « Mneyesoi nnn 6eAp6HHbIVIAHaI‘IpaBnFIIOIJ.|,I/Iﬁ KaTeTep NOAXOAALLMX pasMepa U KOH(Urypaumu,
2rresibHo s

KCOOTBETCTByIOLLl,I/IX KOPOHapHOI apTepun (%5

CrosLTOBaY

lexBHHHCc ' MnTpogbtocep, COBMECTUMbIA C HANPaBNAOLWLMM KaTeTepoM
» emMocTaTU4eCKMii KnanaH

g0 e o CTepWibHbI renapMHU3NpPoBaHHbI PU3NONOrNYECKNiA pacTBOp
e 60% KOHTpPacTHOe BeLLecTBO, pa3baBneHHoe B COOTHOLWeHUN 50:50 (B 06bEMHO.M COOTHOLLEHMWN)
CTEPU/IbHBIM FenapuHU3NPOBaHHbIM PU3M0N0IMHECKUM PACTBOPOM

eHuda,yaal|, /loaposckuii wnput, 20 Mn (Heo6s3aTenbHO) n

¢ VHnsaTop ¢ maHOMETpOM n
*e 3-X0[0BOI 3aMNOPHbIA KpaH, paccunTaHHbIl Ha flaBneHne He MeHee 25 Qap

« MpoBogHuK anameTpom 0,356 mm (0,014 groiima) (BHumaHne! Mpo AKWUK € rMAPOGUNbHLIM
| MOKPbITVEM MOXET 3acTpATb B 6a/IIOHHOM KaTeTepe B Cyyae pasbyx 1T NOKPbITUA,)

| » VIHTpOAbIOCEP MPOBOAHMKA A

'« YnpasnstoLee yCTPOICTBO /11 NPOBOAHMKA
ByX yvac” *
U wns pMTd Tepanus

T 9ra MH(OPMALMS HOCUT peKoMeHAaTeNbHbIN xapakTep, Ofa He ABNAETCSA CTPOrUM PYKOBOACTBOM K
' [eCTBUIO. Y CNOBUS UCMONb30BAHUA CTEHT-TPadTOB B HACTOALLMIA MOMEHT BK/IOYAIOT CEAYoLLee:
HasHaueHue acnmpuHa nepeg UMniaHTaLuei cTeHT-rpadra,

pacTsxmIn BBegeHWe renapuHa U HUTPOTMLEPHUHA BXOAE NMPOLEAYpbl.
a KopoHapa . BeefeHue aHTMarpe! aHTOB WM AHTMArperakToB B  COYEraHUM C  APYTvMK
310 LUYHTA. asTUKOALTNAH ramy B TEYEHWNE HECKO/bKNX MECALLEB NOCNe*NMNaHTaLUmMmn CTeHT-rpagdTa.

[o HacTosALero BpemeHn Havbonee ycnewHble pesynbTatbl UTKJT 6biiv AnydeHbl 6narogaps
coboii Tpyt lNpumeHeHNO aHTUKOoaryNsaHToB/aHTUarperaHTos.  pumeHeHune aHTNarperakTos "
3 Ans UYT| aHTWMKOAry/nsiHTOB 3aBMCUT OT COCTOSHWA MalMeHTa M ero aHamHesa. [pefsapuTe/bHOe BBeAeHMe
NbHOM KOLP> aHTUKOArynaHTOB U aHTManperaHToB AB/SETCA BaXHbIM [OMONHEHMEM K NpoLefype UMnnaHTaumm
[poBONOYH4 cTeHT-rpadiTa. MpaBuNbHOE NpUMeHeHMEe renapuHa 40 W NOCNe W3BMeYeHUst 06010UKM TaKxe
CTKe CTeH4 WMeeT Ba)KHOe 3HauyeHue AN MCXofa BCeil npouegypbl. [0, BO BpeMs M nocne uMmnaaHTaumu
apata. Ban]® oeHTa Heo6XOAMMO CMeAuTb 3a MOKa3aHMAMU KPOBW NauueHTa (TakKMMU Kak npoTpoM6UHOBOE
toro ana.ye( »pems (MB), yacTMuHoe TpombonnacTuHoBoe Bpemsa (UTB), KonnyecTBo TPOMOGOLMTOB U T. N.) ANs

KOPPCKTMPOBKW leKapCrBeLHoii Tepanun. Bbi6op, MPOAOMKN3ENbHOCTb NPUMEHEHMS 1 J03VPOBKA
CTeuT-rpad /1eKapcTs, a TaKxe Bbl60p AOMTOCPOYHOI Tepanuy Mocie UMMAaHTaLUKU CTeHT-rpadiTa HaxoaaTca B
| M3 nnarty KneHuy .3evallero Bpada nauueHta. V13-3a MpoJoO/MKUTENILHOTO BPEMEHW 3UOTCIN3aUNU MOXKET
lanbnoii 4& MoTpe6oBaTbCH NPOAOKNTENbHAA TEPanuUsa aHTUKOarynaHTaMu 1 aHTHarperaHTamu.

rHoweHH [jgpgd Hauanom npoueaypsl
VA Mioap-jt , BHUMaTeNbHO NpoBepbTe CTEPWUIBHOCTL YNAKOBKW CUCTEMbI CTEHTa W BCero 060pyfoBaHUs,

npu BBENCS HEOBXOAMMOro ANs AaHHOW mpoledypbl. He ncnonb3yiiTe u3genue, ecivm ynakoBKa BCKpbITA UM
noBpexaeHa.

 He ncnonb3yiite cucTemMy CTeHT-rpadTa Npyu HaIMYMM NOBPEXAEHUIA UNW NepernboB.
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* TIOMHUTE 0 TOM, YTO AMAMETP GansoHa CUCTEMbI CTEHT-TpathTa Npu HOMUHALHOM JaBieH!
LO/MKEH NpeBbILLaTh AUAMETP apTepum AuUcTanbHee N MPOKCUMAaNbHEee yyacTka CTeHo3a.
+ TpoBepbTe pasmep NPOBOAHMKA COTMACHO ITUKETKE U3ZeNs.

MogroToska
1. BHMMaTeNbHO NpOBepbTe BCE KOMMOHEHTbI  U3LeNNA  Ha OTCYTCTBME  KaKuix-,
noBpeXxAeHunid. MofroToBbTe MHMAATOP B COOTBETCTBUM C MHCTPYKLMAMU NPOU3BOAUTENA.
2. TloprotoBbTe CTEPUbHBbIN (HU3NONOTMYECKWIA pacTBOP U pa3baBneHHOe KOHTPACTHOe Bellee
3. Hab6epuTe B 4 Mn pa3baBneHHOro KOHTPACcTHOrO Bellee3Ba B LWNpuL, 06bemomM 10 nnm 20 n
OCTOPOXHO W3BNEKUTE CTEHT-rpaT C CUCTEMOM [OCTaBKM M3 CTEpPUNbHON Ynakoss
cobnofeHnemM npasun  acenTuku!). 3BnekuTe CTEHT-rpadT C CUCTEMON [OCTaBbl
avcnencepa. OCTOPOXHO CHUMUTE CO CTeHT-rpadTa 3awmTl9bI/l KoANayoK Co CTUNETOM.
BuiimaHHe!
Y6e[uTecb, Y4TO CTEHT-rpadT He MOBPeX/eH (Hampumep, BbICTYMNarOLWMA Kapkac) n ux
pacnonoXeH .Mexay peHTreHOKOHTPacTHbIMU Mapkepamu <He npuKacaiiTecb K MMMAaHX
Kpome Toro, npoBepbTe KaTeTep Ha NpeAMeT W3/10MOB M Nepern6os. MoBpeXaeHHbIe 13f,
nojanexart Bo3BpaTy B KomnaHuto Bentley InnoMed.
Mopto~unTe 3-x040B0i KpaH MH. 25 6ap) ¢ Nt03POBCKMM pasbeMoM K 6anioHHOMy Kate!
6. MoacoeauHWTe LWNPUL, K 3aNOPHOMY KpaHy. YCTaHOBMUTE LUMNPWL BepPTUKanbHO, <1
nopLueHb 6bin Hanpab.3eH BHU3.
7. Cospaiite BakyyMm, OTrsirmeas noplueHb. MoagepxuBaiite Baky? MB TeueHne 15—20 ceky
ybefunTech, YTo B pa3baBNeHHOM KOHTPACTHOM BELLECTBE OTCYTCTBYIOT My3blpbKU BO3fyXa
8. OCTOpOXHO CTpaBMTE BaKyyM, 3aKpOTe CTOMOPHbIN KpaH 1 0TCOeAMHNTE LUMPULL,.
9. ToBsTopaliTe 3Ty npoueaypy Np Tex nop, Noka He UCYe3HYT BCe My3bipbKW BO3AYXa.
MpepynpexgeHue!
, Ecnn He ypaetcs co3paTb van nofaep>xusaTb BakyyM, NpoBepbTe coefuHeHns. Ecav np»

yTeukn BO3Ayxa He O6HapyXeHa, HM B KOCM C/lyyae HC WCMOMb3yiTe 3Ty cucTen
BO3BpaTuTe ee (KomnaHuio Bentley InnoMed.

10. Ewe pa3 co3gaiiTe BaKyym B CUCTEME W 3aKpOliTe 3-X040BOI 3anNOPHbIA KpaH.

11. YpanuTe B03; X M3 TpybBOK M pasbema yCTPONCTBa AN pasgyBaHus.

12. MogakntoumTe NHHNATOP K 3-XOA0BOMY 3aMOPHOMY KpaHy 6an10HHOI KaTeTepa.

13. OcTopoXHO orj"poHTe 3anopHblii KpaH. VIHGNATOpP AO/MKEH HaxoAuTcs B BepTMKan
nosioXXeHun, 426l He ONYCTUTL MonafaHne Bo3gyxa B CUCTEMY.,

14. ToacoeuHWTE UINY K LUNPULLY , BCTaBbTE €€ B ANCTaNbHbINA KOHEL, KaTeTepa 1 NpoMoiTe H
L9 NPOBOAHMKa, Clerka Haxas Ha NopLUeHb WnpuLa.

15. KopoHapHbIli CTEHT-rpad)T ¢ cucTeMoin goctasku BeGraft roToB K NCnonb3oBaHuIo.
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Ecnu nepeg yCTaHOBKOﬁ CTeHTa Tpe6yeTcs1 BbIMOMHUTL MpeABapuUTe/IbHYO Aunatauwo <€ asnser

MOPAKEHNS C NOMOLLLIO MOAXOAALLEr0 AUNATALMOHHOTO KaTeTepa ansa UTKA, He gonycH
U36LITOYHOI AunaTauuy B 3TOM MecTe.

Bo Bpems NpeABapuTeNbHOM Aunataumm cocyaa cnefyeT NOMHUTL 06 aTepocKiepoTUYec
BNSLLIKAX, KOTOPble MOTYT MPENATCTBOBATL MPOABMKEHMIO CUCTEMbI.
MMnnaHTaymm cTeHT-rpadra

1 YCTaHOBMTE UHTPOALIOCEP, COBMECTUMbIA C UCMONb3YEMbIM YCTPOICTBOM, B GedpeHHYI0
neyeByto apTepUio OGLLENPUHSTLIM CMIOCOGOM.

Mpum>
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2 BseauTe HampaBnslOLWMIA KaTeTep B COCYA 4epe3 WadT MKTPOAblOCEpa U 3aKpenuTe Ha Hem
remocTaTuyeckuit KnanaH.

3. BcTaBbTe NPOBOAHWMK B HanpaBAsOLLMIA KaTeTep ¥ OCTOPOXHO MPOABUraliTe ero Brnepes noj
PEHTreHOCKOMNYECKUM KOHTPO.3eM [0 TexX Mop, MoKa OH He PacronoXxuTcs AucTaibHee
nopakeHWs unn fedexTa.

4. Tocne TOro, Kak MPOBOAHMK MpPOWAET nopaxeHne unu fedekT, MOMHOCTbIO 3aKpoiite
remMocTaTuyeckunii knanaH, 4Tobbl NPesoTBPATUTL CMELLIEHNE NPOBOAHMKA.

5 MMpoasuraiite CTeHT-rpadT No NPOBOAHWKY. MMPOBOAHWMK [O.TXEH BbIXOAUTbL Yepe3 GOKOBOWA
NopT, PacnoNoXeHHbI NPUOAN3UTENBHO Ha PACCTOAHUM 25 CM OT HaKOMCUMMKA KaTeTepa.

6. OTKpoliTe remocTaTMyeckuii KnanaH W OCTOPOXHP TONKaWTe CTeHT-rpadT Bnepes no
HanpasNAKoLLEMY NPOBOAHMKY K AMCTaNbHOMY KOHLY HanpaBnstoLLeto KaTeTepa.

7. TlpogomkaiiTe  BbINO/HEHWe  Mpouesypbl  NOA  PEHTrEHOCKOMWYECKUM  KOHTPO/EM.
PenTTeHOKOHTpaCTHble  MapKepbl 067eryatl0T  pasMmelieHve HMnnayltala B 06nactn
nepdgopaLu, paspbisa Uan aHeBPU3MbI. n

8 [locne pasmelleHns 6annoHa pasgyiiTe ero 4o HOMMHaLHOTO Aa3eHHs' MoadepxuBaiiTe 3T0
faBneHne Ha npoTsXkeHUn 10—90 cekyHA. W3-3a orpaHuueHns K BooGpalleHHA nauueHT
MOXET OLLYTWUTb 60nb B cepaue. OnpesenvTe Bpems pasfyBaHWs C Y 4\ bl COCTOAHMA NalWeHTa.

9. Tlocne ycTaHOBKM CTeHT-rpadpta cayiiTe 6anfnoH, NMpMMeHWB o”uluaTenbiioe [aBneHue Ao
NoMHOro cAyBaHus. locne MOMHOrO cAyBaHWA 6GannoHa OTKPO”e 3amopHbli KpaH, YTOGbI
NPUMeHNTb K 6anNoHy aTMOCthepHOe AaBneHue.

KQ Mpouefypy pas3fyBaHWs MOXHO BbIMOAHUTL [iBa WM TPW pasa, He Mpesbilwas P&CHCTHOro
naBneHns paspbiBa (RBP). Y6eantech B MOSHOM paclUMpeHWM MMNnaHTata 40 W3BNeYeHMs
6annoHHOro karetepa, 4To6bl MUHWMWU3MPOBATb pPAbK TOrO, YTO YacTb GannoHa 3acTpsHeT B
Kapkace CTeHTa.

BHumaHve!

W 3anpeLLaeTcs M3BNeKaTb KaTeTep 40 3aBepLUeHUs NPaBUIbHON YCTAHOBKM CTEHT-rpadra.

' BO3MOXHO BbINOMHEHME MOBTOPHOM AKNaTaLuHM C WCMNONb BaHWEM Apyroro 6anioHHOro

KaTeTepa, 0/jHaKO 3TO CBA3aHO C MOBbILLEHHLIM PUCKOM.

« He ponyckaliTe upesmepHoro TaiBiHBaHHa icMOCTai(c4ecKoro to3anaHa, LLUXK0bKY 3TO MOXET

OrpaHNYnTb JOCTYN KOHTPACTHOrO BeLiecTBa B 6a-0/0H W, BCNEACTBME 3TOr0, YBENMUUTL BPeMs

pLLl)'BaHMA 1 cayBaHWs 6annoHa.

* He pgonyckaiiTe 4pe3MepHOro pacTArMBaHUs e3eHT-rpaiTa W He MpeBblllaiiTe YKasaHHOe

pacyeTHoe [18B.TeHHe paspbiBa 6annoHa (RBP), Tak Kak 3TO MOXeT NPMBECTU K MOBPEXAEHWIO

maTepuana umnnaHTata u/ unu cocyga. MocTosHHO NpoBepsAiiTe NPaBUIbHOE b PACLUMPEHNSA CTEHT-
rpacra ¢ MOMOLLbIO PEHTFEHOCKOMUYECKOro 060PYj0BaHNA C BbICOKUM paspeLleHnem.

* 3anpelyaeTcs BbIMOMHATH pacluMpeHne CTeHT-rpadTa, KOTOPbIA He PacmoioXeH Ha.3CKallum

obpasoMm R 06nactu nepdopauuu, paspbiBa WAW aHeBpuU3Mbl. ECnu no.noxeHve CTeHT-rpagTa He

1BFCICAoNTMManbHbIM, ero ciefyeT NOBTOPHO YCTaHOBUTL Mepes pasayBaHueMm.

[MpymeyaHve
o TpOBOAHMK W/MNH KaTeTep LO/DKHbI OCTaBaTbCA B 06NaCTW MOPaXKeHWs [0 3aBepLueHus
npowen)pbl.

* Bpems pasayBaHus/cayBaHUsA 3aBUCUT OT BA3KOCTM KOHTPACTHOrO BeLLECTBa.
e [Ina npaBWnbHOrO pasMelleHns WMMnaHTaTa c.3efyeT MCMONb30BaTb MHOrMOKpaTHbIe
aHruorpaguueckme N306paxeHnsa 1 U3MepeHns.

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

[JononHuTenbHas Mo Taumus CTeHT-rpadTa

e ECAM npu uCXofHOW aHruorpaduu nonyyeHbl He ONTUMA/bHble Pe3y/nbTaTbl, BO3MC
[OMNOJHUTENbHOE pacluMpeHmre CTeHT-rpadTa npu noMoly Katetepa ans UTKA.

» Benu TpebyeTcs NpOBECTU MPOBOAHMK Yepes PaclUMPEHHbIN CTeHT-rpadT, AUCTabHOMY K
rMGKOro NpoBOAHMKA HEOBXOAMMO NpeABapuTeNbHO NpuaaTh J-06pasHyto dopmy, Aro no3s
NPOBOAHMUKY GOfee NNaBHO MPOWTKM Yepe3 MPOCBET CTEHT-rpaTa M MUHUMMN3MPOBATL |
CUENNeHNs NPOBOAHMKA C KapKacoM CTeHTa.

M3BneyeHne 6annoHHOro kaTeTepa

1. OTKpoWTe reMocTaTM4eCKMii knanaH.

2. HapexHo ypgepxuBas NPOBOAHWK W remMocTaTWYecKuii knanaH B OAHOM pyke, 3w
cTepXeHb 6aNNOHHOro KaTeTepa APYroil pykoil. YaepxuBaiTe HanpasBnawoLwuii nposon
TOM >Ke MOMOXEHUM B COCYfle W HauHUTe OCTOPOXHO W3BNeKaTb GannoHHbIA KareT*
HanpaB/IfAtoLLero KateTepa.

3. W3BnekuTe O6NBIOHHLIA KaTeTep [0 NPOCBETa HaMpaB/sOWEro MpOBOAHMKA. )
NPOAO/MIKUTE W3BMEYEHNe, KaK B CUCTEMe [OCTaBKM MO MPOBOAHMKY, A0 Tex nop, t
6annoHHbIN KaTeTep He 6yAeT NONHOCTLIO U3B/MEYEH.

4. laKpoi”e remoctaTmyeckuii KLITaH.

BHumanuc!\

* Tepef n3BneyeHnem 6annoHHOrO KateTepa ybeanTech, YTO 6anOH NOMHOCTBLIO CAYT.

* PerynsipHo npoBepsiiTe COCTOSIHWE NalMeHTa Ha MPOTAXEeHWM nepBbiXx 30 MUHYT B
YCTaHOBKW CTEHTa W MPOBeAUTE KOHTPOMbHOE aHruorpaduueckoe wuccnegosaHue. [
yCTaHOBKa CTeHT-rpa)Ta COMpoBOX,3aeTca 06pasoBaHMeM Tpomba B MecTe CTEHTVPOM
peKOMeH/yeTCs UHTPaKOPOHapHOe BBeJeHNe TPOMOOIMTNYECKOTO CPefCTBa.

13. YcnoBusa xpaHeHud

- W3genusa cnefyc||*paHHTb B CyXOM, TEMHOM W MPOX/NA/IMOM MOMELLEHUMW, MPU TeMMepar)
ICPC go 25°C, B OpUrMHaNbHOM ynakoBKe. YNnakoBKa A0/IXXKHA ObITb LIeNIOCTHOM, 0681 \p»
NN6bLIKOV TUNa Crpeiiy, Ans n3beraHns 3arpasHerius 1 3anbineHus.

- BnaxHocTb Bgy-xa B MOMELLEHWUMN He [O/MKHa NpeBbllaTh 50%;

o TpopyKris B-npoLecce XpaHeHUs [0.3KHa ObITb 3aLiMileHa OT nonafaHna NPAMbIX CONHN
nyuyeis;

- XpaHeHve, B 3aKpbITbIX CyXUX MOMELLEeHNAX, 3alULIEHHbIX OT- al3.rocepHbIX 0cajm
NOYBEHHO B.Taru;

* CknafupoBaTb yNakoBaHHble W3fenna cnefyet Ha OTAaNeHUN OT OTONUTENbHbLIX Nprbopo!
MeHee 1wm).

* ATmMocepHoe faBneHve 84,00106,7 kMa (630-800 mm pT. CT.),

14. Ycnosua npumeHeHus (TemnepaTtypa, B/1aXXHOCTb, gaBneH!

Ycnosusa akcnnyaTauum cTeHTa-rpadra (umnnaHTara) (8 cootsetctBumn ¢ FTOCT P 50444-92):
Temnepartypa+32- -"42C;
BnaxXHocTb 100%;

aTmoctepHoe aasneHune 84,0-106,7 kMa (630-800 mMm pT. CT.).
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444-92):

lepeq MCMO/b30BaHWEM HEO6X0AMMO MPOBEPUTH LLENIOCTHOCTL YNAKOBKM (YMakoBKa He AOMKHA
GbTb MOBPEXAeHAa WM BCKPbITa). ECAM BHYTPEHHAS YMakoBKa MOBPEeXAeHa WAW BCKPbITA, TO
13aenvie He MOXKET GbITb UCMOMB30BAHO.

CTeHT-rpadhT KOpoHapHbIii BeCrall ¢ cucTemoil JOCTaBKW NpefHasHaueH TOMbKO A4S 04HOPa3oBOro
1CMO/b30BaHMA.

CTeHT-rpadhT 1 cMcTema JOCTaBKM [AO/KHA UCMOMb30BATLCA TONLKO Bpa4amu, UMEOLMMM BbICOKYIO
WTMHUKALMIO B WHBA3UBHOA KapAMONoOrvW, M SBASIOWMMUCS CreLuasnucTaMu B KOPOHApPHOW
aHrMoMnacTMke M UMMJAHTAUMM  KOPOHApHLIX CTEHTOB, a TAaKXKe B paspelleHus cuTyauuin
BO3MOYHbIMIA OCTIOKHEHUSAMU.

CTeHT-rpadiT 1 cucTema AOCTaBKN PEMOHTY 1 TEXHUHYECKOMY 06C/YXXMBAHMIO He MOA/exar.

15. YcnoBuAa TpaHcnopTuposaHusa
Temnepartypa Mepuog
-BRC - +50° C npu BnaxHOCT MeHee 85% He 6onee 72 yaca™ ’

MpuyeyaHnc: neped Hcnonb3oBaHHeW CTabunusMpoBaTb Kak MUHUMYM 8 4acoB npu
KOHHaTHOI Temnepatype

16. YnakoBKa U KOMMNJIEKT NOCTaBKU u

S

CTeHT-rpadT KopoHapHbIii BeGraf) ¢ cuctemoli foCTaBKM yNakoBbIBAETCS CedytoLnm 06pasom:

1 BHYTpeHHWIA NPOCBET CeKLMM CTeHT-rpadiTa 3alimLiaeTcs CTUAeToM (MaHAPEHOM), a HaKOHEYHNK
N BHELUHSS MOBEPXHOCTb CeKUMM CTeHT-rpadiTa MOMeLlaeTcs B 3aluTHyl Tpybky (MTP3,
6eCLIBETHbIIA).

2 KareTep C 3aWwmMTOl CTeHT-rpadhTa BCTaBNSeTCA B TpaHCMOPTUPOBOUHYIO KaTYLLKY.

3 TpaHCnOpTMPOBOYHAs KaTyllka C W3JeNUeM -W KapTouka COOTBETCTBMSI MOMELLAIOTCH B
CTEpPLbHbIA  MaKeT, 3anmeyaTbiBaeMblii C MOMOLLbI  3TUKETKM, nepernGaemoill  nononam
(cTepunbHbI KOHBEPT C TaliBeKOM).

4. CTepunbHbIA NAaKeT 3aneyaTbiBaeTCs U MapKHpyeTc N (HaK.TeMBaeTCs 3TUKETKA).

5 Ha3aTuKeTKy HaK/euBaeTCcs CTUKEP WHAMKATOPA OKenga TUeHa. \

6. 3aneyaTaHHblli WM NPOMAapKMPOBAHHbLIA CTEPUNbHBIA MakeT YKNaAblBAeTCA B KAPTOHHYHO
KOpoOKy C 04HUM 6YK;ieioM MHCTPYeTLIM Mo NPUMEHeHUIo (24 A3bIKa) U 04HOI MH(OPMALMOHHON
KapTOYKO/ MMNNaHTaTa (ynakoBaHa ¢ MOM3TUIEHOBBIN MakeT C 3aMKOM).

7. KapToHHas KopoG6Ka 3aneyaTbiBaeTcs U MapKupyeTcs (HaknenBaeTcs aTUKeTKa).

8 3aTeM NpofyKT CTepUNnN3yeTcs 3TUNEHOKCUIOM.

9. llocne KOHEYHOM NPUEMKM NPOAYKT HanpaBseTCcs Ha pacnpesennTenbHbIA cknag.

KoHn.ieiTT noctaBku:

1 CreHT-rpadT KOpOHapHbIi BeGrai) ¢ cuctemoli gocTaBku (M3genme) 1w,
2 3awwmTa cTeHT-rpadita - 3aWmTHasa Tpyoka u3 MTPI co cTunetom (MaHLPEHOM) 1wr.
3 TpaHCnopTMpOBOYHAasA KaTyLLKa 1wr.
4. KapTouka COOTBETCTBUSA 1wr.
5 CTepunbHbI NaKeT, 3aneyaTbiBaeMblii ¢ NOMOLLIbIO 3TUKETKHW, Nepernbaemoiinononam  1iut.
6. ByK/IET MHCTPYKLWW MO NPUMEHEHWNIO 1w,
7. NHopmaumnoHHasa KapToyKa umniaHTaTa | wr.
8 TMonnaTnieHoBbIA NakeTe 3aMKOM lwr.

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

I, 2. CTeHT-rpadT KOopoHapHbIii BeCraft (n3genune), pasbem Jltoep ¢ pasrpy3ouHoit mydte 4. Kap

3. Crem3-rpad)T KopoHapHblii BeGraft ¢ cuctemoii gocTaBKM Ha TpaHCnopTHpPoBB

5Cr
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6. VIHCTPYKLMSA NO NPUMEHEHWNIO
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(200x200)+2 MM, KONMYeCTBO cTpaHul, - 80.
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7. iH(hopmaymoHHas KapTouka umniaHTaTa

17. Mapknposka B ene.
B KOMM/eKTe ¢ 3TUM M3[e/MeM MOCTaBNAeTCA KapTouyka C MH(hopMauueii 06 umnnaHTate. 3Ty
MPTOUKY HEOGXOANMO TILATENLHO 3aMONHUTL M MPUKPEMMTb Ha CMIeLManbHO OTBeAeHHOM none Ha ynakoBke u3genusi (KapTOHHas KOPOGKa W BHELLHMWI CTePUIIbHbIM MaKeT) HaHeCeHbl Credys CTEHTT
CaMOK/esilylocst  3TUKETKY — COOTBETCTBYIOLLErO0  WMMMaHTaTa, Ha  KOTOPOW  yKasaH 06a3aTenHble 0603HadeHus;
Npou3BOANTENb/MAUMEHOBAHUC W3LENUAYHOMEP U3fenuns, HoMep NapTum (MOXHO NPUKPenuTb Ao 4 Toproeas Mapka npovssoauTens,
CAMOK/IESILLMXCA  3TUKETOK). [MaLMeHT [OMKEeH HOCWUTb 3Ty KapTouKy C MH(opmauueli 06 HaMMEHOBaHNe N3fenna,
ranfiaHTaTe M MoKasbiBaTb €e MeAWLWHCKOMY MepcoHany B CNyuyae AanbHeiux npoueayp. B/ M3AENNA B 38BMCUMOCTY OT Ha3HaueHus (POAOBOE HaUMeHOBaHME), pasmep v Homep,
BHeLLHU BIL KAPTOUKY MPUBEAEH Ha CriedytoLueil cTpaHuLe. HaNMeHOBaHWe NPeAnpPUATUA-U3rOTOBUTENS W ero topUANYECKNii agpec,
HanNMeHOBaHMe CTPaHbI-U3rOTOBUTENS,
Hnplant mfbrmttion [laTa U3roToB/eHNs,
o CMMBOIbI, COAEPXalMe WHAO|[»laupio. BaKHYIO ANS HafNeXallero NpUMEHeHUs Men
U3AENUIA:
CXeMaTUUYeCKoe M306paXeHNe M3AenNs C OCHOBHBIMM Pa3MePHbIMM XapaKTepucTikamn kaa CTHK
uptns ) (BK/IOYAA  PeKOMeH/yemblli  pa3mep HampalubIiOLIEro NPOBOAHWMKA), CUMBOMIbHOE 0603vK Ha y
VA pa3MepoB WMM/aHTaTa, a Takke MHEOP.Uauns 0 TOM, YTO TUIT* UCTIO/b3YEMOr0 KaTeTepa - «KA JOornon
6bICTPOIA 3aMeHbI», HHO|
KONMLLETBO U3feNuii B yNaKoBKe,
kKonn”™"nu, J
rogeH ab,
fAata (MecsiLy, rog) U3roToBNEHN,
3anpeT Ha NOBTOPHOE MPUMEHEHME,
He MPUMEHATb MPY NOBPEX/AeHNI YNaKoBKY,
He ZonycKaTb NONajaHns CoNHEYHOrO CBeTa,
IF.“WIA Oriut | VMIMHCMITY | Mche*Df Gepeus ot Bnaru,
( e CaiGr w* TOLKO AN 0/IHOPA30BOIO 1CMO/b30BaHNS,

LUTPUX-KOJ, U3aenms,
nHopmaums (NepTudunkaymm (Homep akkpeanToBaHHoro opraHa CE-cepTHmkaummn CLU
MH(opMaLus o cnyx6e notTpebutenei,
nomep n nata BY (Ha Hakneiike, NpUKenBaemMoil Ha KOPOOKY O(nLManbHbIM IMCTPUOLKN
b Gykner! KoMnaHuu BeHTim MiHHoMen B Poccun);
Hakneiika: «CpefjHee 3HayeHWe BOLOMNPOHWLLAEMOCTW MaTepuana MOKPbITUA B pacluvMpB
cocTosHMM: 0,5 *MUH/CM™».

B Tabnuu® npueoguTca WHMOPMAaLMA Ha 3TUKETKE, KOTOpas MPUMEHsAETCA [/1A BCEro Ayal Onvce
Remrict pasMepoB mM3aeNms: A

XapakTepuctuka 1 VH(opmaLmna Ha 3aTUKeTKe LlA

WakcumanbHblii gnameTp npoBonoyHoro katetepa i 0,014 atoiima (0,36Mm)

VIMHMMA. TbHbI NPOBONOYHDBIN MKaTeTep 5F

Cnocob cTepunmsaLmm CTepununsauus oKCUAOM 3TUEHA

VHcTpyKummn no ucnonb3osanuio (M) VMW BnoxeHa B KOPO6KY

"a6.Tvua cooT BETCTBUA (NOCTaBNAETCA C CM. Tabnunuy cooTBETCTBMA CTEHTa

AiminwdiMo puB AKjas LM TPOAYKTOM B BUJE KapTOUKN COOTBETCTBUA) (HaneyaTaHa Ha KapTOYKe COOTBETCTBUS)
'apaHTHIAHbINA CPOK XpaHeHus 3ropa

PHe. 2. VIHhopMaLMoHHas KapToyka MMMiaHTaTa: a - MepefHss CTOPOHA; b - 3afHAf CTOPOHa.
[abapuTHble pasmepbl (217x90)+2 mMm.
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KAy

4egmuma
Karerte;

nHavew
«Karcn

:E0086X
bHOTOpOS

HPEeHHOA

HanasoLl

ns)

B CiefytoLLel Tabnuue NpUBOAMTCS MH(OPMALMS Ha STUKETKE, KOTopas TaBUCUT OT AnameTpa
CTeHTa,

WNH(opmaymus Ha aTUKETKe

XapakTepucTuka OwvameTpsbl creirra  [inameTpbl creHTa
230-44)0 mMm 430 - 5,00 Mm
MonesHas nvHa KaTeTepa (OT ro.30BKW KaTeTepa o 143 cm 153 cm

IOKTaNIbHOK KOHLA NPOXAYHOM Pasrpy30uHOi MydTbl)

BHeluHWIl AnameTp KaTeTepa, AUCTaNbHbIN 2,7 F (0,88mMm) 3.2 F (1.05 mm)

BHeLHWIA gnameTp KaTeTepa, NPOKCUMabHbIiA 1,9F(0,65.4M) 1.9P(0,65mMm)
HomunHanbHoe gaBneHue cteHTa In Vitro 1latm HOatm
KcyeTHoe naH;leHve paspsisa (PAP) 16atm 14 atm

CTuKepbl 4N NPUKPENIEHNA K UCIOPHW BO/IE3HUN NaLUeHTOB |
Ha ynakoBke wn3fenuns (kapTOHHas KOpO6Ka W CTepWbHbIA W eT)' HaxoAaTca no 3
[OMNONHUTENbHBLIX CTUKepa AN MPUKPeNneHus K uctopun 60ne3HM/Nauu&HTOB €O chnegytoLei
NHopmaLmeii:

- Howmep no kartatory;

* [aTa NpoM3BOACTBA: «COOTBETCTBYIOLLAA fjaTa np0|/|3Bo,qCTBa»-V

- kon nu>Tum (LOT); )

*  CMOMb30BATh f0: «/aTa» B (popmaTte «rof-MecsL»; P

- HauMmeHoBaHMe nsgenns: «CTeHT-rpadT KopoHapHbIii BeGraf) ¢ cuctemoii focTaBKm»;

- oroTun KoMnaHuu;

- LWTpux koa, KoTopbli cogepuT Kog GTIN (rnobanbHblii HOMep ToBapa), CPOK FOAHOCTU U

Homep napTum (LOT).

¢ Bentley BOVECO 201645

[[» 100001 « ~ 201944
BaOrMt CcvlIM>y aim QrMt ByMun  ~

(01)04200279091512(17)201904{+0)100001

OnucaHne CMBOIOB MapKUPOBKM

BHumaHue! CM. conpoBOANTENbHYIO [OKYMEHTaLMIO

m | W3rotoButens
[ata u3rotoBneHums
n KonunuecTso egnHuny,
XpaHeHue: XpaHUTb B CYXOM, TEMHOM ¥ NPOXNafHOM MecTe
Mcnonb3oBsars fjo

He ncnonb3osath, eCnu ynakoBka noBpexaeHa

21

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

He ucnonb3oBatb NOBTOPHO
He cTepunnsosath NOBTOPHO
éo] CTepunn3oBaHo 3TUNEHOKCUAOM
J BbicTpocMeHHbI (RX)
~ KaTa.30Hblii Homep (REF)
n Kog v Homep naptun
n {"KOMeK/[10BaHHbI NPOBOMOYHbINA KaTeTep
MINOC MMUHUManbHbIV pa3mMep MPOBOAHWMKOBOTO KaTeTepa

[asneHwe (P - pressure)

HomunHanbHoe fas-3eHne (NP - nominal pressure).

HomuHanbHoe faB-3eHue paspbiBa (RBP)
O SIOIT , BHeLHWiA AMamMeTp pacliMpeHHOro CTeHTa
)—1 rwrTANNNHA pacLUMPeHHOro CTeHTa -
[PMW6GLIAC]  CTepunbHa 1 HENMPOTeHHO TONbKO B HEBCKPLITON yNakoBKe

MPT-coBMeCTBMbIi

18. Mopagok ytun™mnaumm

Mocne UCMOMb30BaHNS, MCTEUEHWs CPOKA FOAHOCTMW, a TaKXKe B Crly-4ae MOBPEXAEHUA ynam
HEBO3MOXHOAM UCMO/b30BATb MHCTPYMEHTbI MO HA3HAYEHWIO, OHW JOMKHbI GbIrb YTUAN3NPOBS
YTuanzaumst ocyLwcAMsCTCs B COOTBETCTBUM C TPe6OBaHMAMM AeiCTBYIOWMX CaHUTapHbIX Mps
Hopm Poccuiickoii ®efepluni no 06paLLeHnio ¢ MCIMLMKCKUMM 0TX0d4amu, MeToauueckux yiu
HO Ae3NH(EKLNN, )PENCTCPUNN3ANNOHHON NOATOTOBKE U CTEPUAN3ALMN MEAULMHCKIX 3NN

19. FapaHTUiHble 065A3aTenbLCcTBa NpousBoauTeNns

Komnanua «BemT;* WHWOMepn mMOX» rapaHTWpyeT, 4TO [aHHbIA MPOAYKT 6bln Npoux
CTepunn30B:61 N ynakoBaH € AO/MKHOW akKypaTHOCTbO, NpeAnucaHHoi B Aupektuse EC 93/42
ANd MeamuMHCKoro obopyfoBaHus. Kaxaplii NpogyKT 6bi1 MHAMBMAYabHO NpoTecTMpa
TLWAaTeNbHO MPOBEpPeH A0 ynakoBblBaHWA. Komnauus «BeHTAn ViHHMMen TmM6X» 3amMeHuT!
YCTPOICTBO, B Cnyyae OBHapyw2eHus fed)eKTOB, AONYLEHHbIX B XOfe MPOW3BOACTBA U YM
(ecnu MOXHO NpefocraBUThb 40OKa3aTeNbCTBA 3TOr0), U COOBLUEHNS O TakKuX AetheKTax B KOvB
«BeHTAn MHnoMep TmM6X» nam ee aucTpubbioTopam. [aHHas rapaHTVs npumMeHseTcs B
No60 MHOM rapaHTUW, YCTHON WAM MUCbMEHHON, SIBHO BbIPOXXEHHOW WKW nogpasymesao!
TaKXXe UCKNIoYaeT ee.

B cBA3N C 6M0.TOMMYECKUMMN PA3NNUMAMW MALMEHTOB, HU OLUH MPOAYKT He MOXET WMETb
3heKTUBHOCTb NpW NKOGLIX YCNoBMAX. B CcBA3M € 3TUM, a lakkC BBMAY TOro, 4TO H
KOHTPO/IMPYEM YC/IOBUS, UCMOMb3yeMble MHCTPYMEHTbI, Onepauuio U AUarHoCTUKY, Kou
«BeHTM ViHnoMeg Tm6X» 1 ee AMCTPUOLIO-IOPbI He rapaHTMPYHOT XOpoLyk 3ddekTHa
npofyKTa npu MNpUMEHEHWUWN, Hey[OB/IETBOPUTE/bHbIE pe3yNibTaTbl TaK XXe He MoryT

MCKJOY
oTseTcT!
KOCBEHH
ecnm |
HeHafe
rrpousee
OTBCICT1
NCNonba

20.

"apaH33-

21.

Bentley
Lotzenl
www.be
Ten. + A
takc + ¢
Q0. noy

22.

POCCU!
125367,
000 d«*
Tenedo)
3. noy
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Apostille

(Convention de la Haye du S octobre 1961)

1 Land: Bundesrepublik Deutschland

Diese Offertliche Urkunde

n

2. ist unterschrieben von Notarvertreterin Sigrun Pfell
3. inihrer Eigenschatt als Notarvertreterin in He/ohngen
4 sie ist versehen mit dem Dienstsiegel X

des Notars Thomes Kitger

Beststigt

5.in 72379 Hechingen 6 am 11 April 2017

7. durch die Prdsidentin des Landgerichts

8. unterNr. 910Ea-96/2017

9. Stenel 10. Unterschrift
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IMepeBoj C HEMELKOTO AlblKa Ha PYCCKUIA LWbIK

LTamn:

KomnaHus «beHTAn NHHOMeg MTM6X»
JloTueHakep 25,

r. XexuHreH, D-72379

(nognucaHo)

tOanpens 2017 roga

LLTamn:

Kowaununsa «beHtam NHHOMeg Mv6X»

JNoTueHakep 25, !

r. XexuHreH, D-72379

(nognucaHo)

tOanpens 2017 roga |

Homep 221 HoTapuanbHOro peectpa 3a 2017 rof, *

HacToswwmm yf0CTOBEPSAIO BbILIECTOALYH, NPOCTaB/ieHHY B MO<M {~MCYTCTBMM NOANMCb
.I
rocnogvHa PaliHepa Bperynnbl, 20 Hos6pa 1972 roga poxaeHus,/'
OCYLLECTBAAOLLErO NMPOMECCMOHANBHYIO AeATENbHOCTL N0 aApec 1oTUCHIKep 25, . XeXUHIeH,
72379
F

WIMYHOCTb KOTOPOr0 YCTaHOBJ/IEHA MO YA0CTOBEPEHMNIO IMYHOCTU FpaXxkgaHuHa MepMaHum -
r.XexuHreH, FOanpens 2017roga

(nognwucaHo)
3amecTuTeNb HoTapuyca

Mevars:
(Hepa360pumBo) \

AnocTuib
(Faarckas KOHBeHUMS 0T SokTA6pA 1961 ropa)

1. CrtpaHa: ®epepatuBHas Pecny6nuka MepmaHus
HacToawuii ouumnanbHbIi JOKY-MeHT
2. nojnwucaH 3amecTuTenem Hotapuyca 3urypH lMdains
3. BbICTYMaloLell B Ka4eCTBe 3aMeCTUTeN HoTapuyca B I. XeX1HreH
ckpennllH cnye6Hoi nevatbio HoTapuyca Tomaca KHnbrepa

~

Y [0CTOBEPEHO
B I. XexuHreH 72379
11 anpens 2017 roga
Mpeacesatenem 3eMenbHOro cysa
3aNe9HO Ea-96/2017
LTamn
Mevars:
3EME/IbHbIN CY [l « XEXUHIEH
10. Mognuck

© N oG



(nognucaHo)
NnTarpg BurreHxaysep

Meyatb:
3EMEJIbHbIN CY [, * XEXUHIEH «

MepeB&n C HEMELKOrO A3blKa Ha PyCCKUiA A3bIK
npodeccuoHanbHbIV NepeBogunk bysnos AKTOH MeTpoBuy y
Poccuiickas ®egepauuu <p *
opos Mocksa
[eBAaTHajLaToe anpensa Ase ThbicA4YM CeMHaALaToro rogal
A, AspeeBa Enena VBaHOBHa, BPEMEHHO WCMOJHAOWEAA 0053aHHOCTW HOTapuyca ropoga

Mocksbl, MakapeHko Anekcesd AnekceeBnya, CBUAETENbLCTBYIO, MNOA/JMHHOCTL NOAMNUCK
nepesogumka bysnosa AHTOHa MNeTpoBuya.

Moanuck caenaHa B MOEM NPUCYTCTBUN. *
A
JINYHOCTb MOANMUCABLLErO JOKYMEHT YCTaHOB/IEH, IeeCNOCOBHOCTbL NpoBepeHa. ckpenneHo | JTHC 14K
E.N.N1BgeeBa

3apeructpupoBaHo B peecTpe 3a Ne  f-
B3bICKaHO-« } WPCTBEHHO MOLWAMHbI (N0 Tapudy); 100 py6.
YunayeHo 3a okazakme M nyr npaBoBorf/I"XHu4yeckoro xapakrepa: 200 py6.

E.N. ABgeesa

( \
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