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1. Synonymous terms
Dynetic-35 peripheral balloon-expandable stent system, in versions - identical names

*Dynetic-35 Stent System”, “Dynetic-35 System”, “Dynetic-35 Stent”, “Stent”, "Dynetic-
357, “Implant”, "Product”.

2. Abbreviations

Table 1. Terms and abbreviations

Abbreviation Definitions

PTA Percutaneous transluminal angioplasty
uL Usable length

EAN European product number
IS Introducer sheath compatibility
NP Nominal pressure

RBP Rated burst pressure

cm Centimeter

mm Millimeter
2 Diameter
F French

atm Atmosphere

kPa Kilopascal
N Newton
p Pressure

3. Name of the medical device
Dynetic-35 peripheral balioon-expandable stent system, in the following versions:

1. Dynetic-35 peripheral balloon-expandable stent system with a delivery system
with a working length of 90 cm, consisting of:
1. Peripheral balloon-expandable stent Dynetic-35 with a delivery system with a working
length of 90 cm ~ 1 pc.
- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;
- with a stent with a nominal diameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;
- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;
- with a stent with a nominal diameter of 8.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;
- with a stent with a nominal diameter of 9.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

q
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- with a stent with a nominal diameter of 10.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

2. Patient implant card - 1 pc.

3. Compliance data card - 1 pc.

4. Instruction for use - 1 pc.

I1. Dynetic-35 peripheral balloon-expandable stent system with a delivery
system with a working length of 130 cm, consisting of:

1. Peripheral balloon-expandable stent Dynetic-35 with a delivery system with a working
length of 130 cm -~ 1 pc.

- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm,;

- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 8.0 mm, a nominal iength of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 9.0 mm, a nominal length .of 28 mm, 38 mm, 58
mm, 78 mm;

- with a stent with a nominal diameter of 10.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

2. Patient implant card - 1 pc.

3. Compliance data card - 1 pc.

4, Instruction for use - 1 pc.

III. Dynetic-35 peripheral balloon-expandable stent system with a delivery
system with a working length of 170 cm, consisting of:

1. Peripheral balloon-expandable stent Dynetic-35 with a delivery system with a working
length of 170 cm - 1 pc.

- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 8.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 9.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm,;

- with a stent with a nominal dlameter of 10.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

2. Patient implant card - 1 pc.

3. Compliance data card ~ 1 pc.

4, Instruction for use - 1 pc.

4. Information about the developer, manufacturer and authorized
representative of the manufacturer

Deveioper and manufacturer:
BIOTRONIK AG, Switzerland
{("BIOTRONIK AG”, Switzerland)
Ackerstrasse 6, 8180 Bulach, Switzerland
Tel: +41 (0)44 864 51 11

Fax: +41 (0)44 864 50 05
info.vi@hbiotronik.com
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Authorized representative of the manufacturer:

Limited Liability Company "Biotronik” (LLC "Biotronik™)

109240, Russia, Moscow, st. Nikoloyamskaya, 26, building 1A, floor 2, room. &
Tel.: +7 (495) 789-68-31

Fax: +7 (495) 789-68-32

office@biotronik.ru

Place of production:
BIOTRONIK AG, Ackerstrasse 6, 8180 Bilach, Switzerland

5. Purpose of the medical device

The Dynetic-35 Is indicated for the treatment of de novo or restenotic atherosderotic lesions
in iliac arteries.

6. Classification of medical device

All peripheral stents mentioned in this documentation are classified in accordance with
Directive 93/42/EEC Annex II (except point 4).

Class depending on the potential risk of medical devices in accordance with Directive
93/42/EEC, Annex IX, Regulation 8 - IIb.

GMDN code (Global Medical Device Nomenclature code) - 44279 (lliac artery stent, bare
metal stent).

Frequency of use - one-time use.

Sterility — sterile,

7. Conditions and scope of application, information about the
potential consumer

This medical device should only be used by physicians who have undergone thorough
training and have experience in performing vascular interventions (inclucing in the case of
life-threatening complications) in specialized medical institutions, when performing surgical
operations in hospital settings.

Area of application: Cardiovascular surgery (during percutaneous transluminal angioplasty).

8. Description of the medical device and its design

Dynetic-35 Peripheral Balloon-Expandable Stent System -This is a balloon-expandable stent
that is pre-mounted on a balloon catheter delivery system over a PTA guidewire.

The implant is intended for the treatment of de novo or restenotic atherosclerotic lesions in
iliac arteries. The stent is a permanent implant and is made of a cobalt-chromium alloy {L-
605), which |s completely covered with a thin layer of amorphous silicon carbide (proBIO
coating).

As shown in Figure 1, the stent (H) is positioned between two radlopague markers (F} at
elther end of the balloon (A) for fluoroscopic visualization. The manifold on the proximai end
of the device conslsts of an inflation/deflation luer port {(C) and a guide wire luer port (D)
for flushing the guide wire lumen. The catheter has a dual lumen design with both lumens
side by side inside one tube. To facilitate the advancement of the catheter through the
vasculature, the catheter has a hydrophobic coating on the outer surface of the shaft (B)
and the guide wire lumen.

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



: B _
E G F H FA 8 D
Figure 1 - Dynetic-35
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9. Medical device delivery set

Dynetic-35 peripheral balloon-expandable stent system with a delivery system
with a working length of 90 cm is supplied as follows:

1. Peripheral balloon-expandable stent Dynetic-35 with a delivery system with a
working length of 90 cm - 1 pc.

- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 8.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm,;

- with a stent with a nominal diameter of 9.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

- with a stent with a nominal diameter of 10.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

2. Patient implant card - 1 pc.

3. Compliance data card - 1 pc.

4, Instruction for use - 1 pc.

Dynetic-35 peripheral balloon-expandable stent system with a delivery system
with a working length of 130 cm is supplied as follows:

1. Peripheral balloon-expandable stent Dynetic-35 with a delivery system with a
working length of 130 cm - 1 pc.

- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal dlameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with 2 nominal diameter of 8.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 9.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;
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- with a stent with a nominai diameter of 10.0 mm, a nominal length of 28 mm, 38 mm, 58
mm, 78 mm;

2. Patient implant card - 1 pc.

3. Compliance data card - 1 pc.

4. Instruction for use - 1 pc.

Dynetic-35 peripheral balloon-expandable stent system with a delivery system
with a working length of 170 cm is supplied as follows:

1, Peripheral balloon-expandable stent Dynetic-35 with a dellvery system with a
working length of 170 cm - 1 pc.

- with a stent with a nominal diameter of 5.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 6.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm;

- with a stent with a nominal diameter of 7.0 mm, a nominal length of 18 mm, 28 mm, 38
mim, 58 mm, 78 mm;

- with a stent with a nominal diameter of 8.0 mm, a nominal length of 18 mm, 28 mm, 38
mm, 58 mm, 78 mm;

- with a stent with a nominal diameter of 9.0 mm, a nomina! length of 28 mm, 38 mm, 58
mm, 78 mm;

- with a stent with a nominal diameter of 10.0 mm, a nominal length of 28 mm, 38 mm, S8
mm, 78 mm;

2. Patient impiant card - 1 pc.

3. Compliance data card - 1 pc.

4, Instruction for use - 1 pc.
10. Compatibility requirements for accessories and
components )
Table 2. Compatibility requirements for accessories and components
Characteristics . Compatibility requirements for accessories and components
Common Compatible with standard 6F (French) introducer of the appropriate
length
Special The product must have a maximum outer diameter < 2.20 mm
The product must have a guidewire channel that allows passage of
Common a 0.035 inch (0.89 mm) guidewire of the appropriate length from

the distal end to the proximal end
The product must have a guidewire channel with a minimum

Special dlameter of @0.92'mm
o Compatible with contrast solution (mixture of contrast agent with
saline solution 50:50 by volume)
Common +« Compatible with saline solution

o Has a guidewire channel that can be washed
» Compatible with standard inflation/deflation product with pressure
gauge

Below are examples of medical devices registered in the Russian Federation, intended for
use in conjunction with the Dynetic-35 Peripheral Balloon Expandable Stent System.

!For proximal/distal manifold welding and bonding, the specification for guide channel diameter is 2 0.89mm
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Table 3, Examples of medical devices registered in the Russian Federation and intended for

use in conjunction with the Dynetic-35 System
Registration certificate number,
Trade name of the name of the medical product
medical device according to the registration Manufacturer
certificate
Introducer 6F (French)
Registration certificate No. RZN
2015/3272 -~ “Device for x-ray
AVANTI+ endovascular diagnostic and | Cordis US Corp.,, Miami
therapeutic procedures, including: | Lakes, USA
angiography, angioplasty,
thrombectomy and stenting”
Registration certificate No. FSZ | Contract Medical
Fortress 2011/10957 - “Introducer | International, GmbH,
Fortress” Dresden, Germany
Guidewire 0.035 inch (0.89 mm)}
Registration certificate No. RZN .
ZIPwire 2018/7227 - “Hydrophilic ZIPwire | L2ke ~ Region  Medical,
guidewlre for PTA" ‘
Registration certificate No. RZN
mEIEFSCUS GUIDE 2016/4754 - “RADIFOCUS GUIDE }'aerur':\o Corporation, Tokyo,
WIRE for vascular interventions” pa
11. Technical characteristics of the medical device
11.1. Product range

Table 4. Product range table

Usable
No. | Designation of medicall $at21o9 ot Il::g;w?:f ’32,9“‘,"“3' EAN no.
device modification (REF) stent stent system
' (mm) (mm) (cm)

1 Dynetic-35 5/18/90 428690 S 18 -90 07640130443327
2 Dynetic-35 6/18/90 428691 6 18 a0 07640130443334
3 Dynetic-35 7/18/90 | 428692 7 18 90 07640130443341
4 Dynetic-35 8/18/90 448939 8 18 90 07640130454828
S Dynetic-35 5/28/90 428694 5 28 S0 07640130443365
6 Dynetic-35 6/28/90 428695 6 28 90 07640130443372
7 Dynetic-35 7/28/90 428696 7 28 90 07640130443389
8 Dynetic-35 8/28/90 | 448942 8 28 90 07640130454798
9 Dynetic-35 9/28/90 448943 9 28 90 07640130454781
10 | Dynetic-35 10/28/90 | 448944 10 28 90 07640130454774
11 Dynetic-35 5/38/90 428700 5 38 90 07640130443426
12 Dynetic-35 6/38/90 428701 6 a8 90 07640130443433
13 | Dynetic-35 7/38/90 | 428702 7 38 90 07640130443440
14 Dynetic-35 8/38/90 448945 8 38 90 07640130454767
15 | Dynetic-35 9/38/90 448946 9 38 Q0 07640130454750
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Usable
No. Desigpation qf medical gjf:ll)%gr No‘;n ;rf\al I':ﬁg;:\?f Iggﬁ:g;f EAN no.
device modification (REF) (sr;enr;t) (s;e;t) system
(cm)
16 | Dynetic-35 10/38/90 | 448947 10 38 90 07640130454743
i 17 | Dynetic-35 5/58/90 428706 5 58 90 07640130443488
18 [ Dynetic-35 6/58/90 428707 6 58 90 07640130443495
19 | Dynetic-35 7/58/90 428708 7 58 90 07640130443501
20 | Dynetic-35 8/58/90 448948 8 58 90 07640130454736
21 | Dynetic-35 9/58/90 448949 9 58 90 07640130454729
22 | Dynetic-35 10/58/90 | 448950 10 58 a0 07640130454712
23 | Dynetic-35 7/78/90 428712 7 78 90 07640130443549
| 24 | Dynetic-35 8/78/90 448951 8 78 90 07640130454705
25 [ Dynetic-35 9/78/90 448952 9 78 90 07640130454699
26 | Dynetic-3510/78/90 | 448953 10 78 90 07640130454682
27 | Dynetic-35 5/18/130 | 428716 5 18 130 07640130443587
28 | Dynetic-35 6/18/130 | 428717 6 18 130 07640130443594
29 | Dynetic-35 7/18/130 | 428718 7 18 130 07640130443600
30 | Dynetic-35 8/18/130 | 448954 8 18 130 07640130454675
31 | Dynetic-35 5/28/130 | 428720 5 28 130 07640130443624
32 | Dynetic-35 6/28/130 | 428721 6 28 130 07640130443631
33 | Dynetic-35 7/28/130 | 428722 7 28 130 07640130443648
34 | Dynetic-35 8/28/130 | 448957 8 28 130 | 07640130454644
35 | Dynetic-35 9/28/130 | 448958 9 28 130 07640130454637
36 | Dynetic-35 10/28/130| 448959 10 28 130 07640130454620
37 | Dynetic-35 5/38/130 | 428726 5 38 130 07640130443686
38 | Dynetic-35 6/38/130 | 428727 6 38 130 076401304435653
39 | Dynetic-35 7/38/130 | 428728 7 38 130 07640120443709
40 | Dynetic-35 8/38/130 | 448960 8 38 130 07640130454613
41 | Dynetic-35 9/38/130 | 448961 9 38 130 07640130454606
42 | Dynetic-35 10/38/130| 448962 10 38 130 07640130454590
43 | Dynetic-35 5/58/130 | 428732 5 58 130 07640130443747
44 | Dynetic-35 6/58/130 | 428733 6 . 58 130 07640130443754
45 | Dynetic-35 7/58/130 | 428734 7 58 130 07640130442761
46 | Dynetic-35 8/58/130 | 448963 8 58 130 07640130454583
47 | Dynetic-35 9/58/130 | 448964 9 58 130 07640130454576
48 | Dynetic-35 10/58/130| 448965 10 58 130 07640130454569
49 | Dynetic-35 7/78/130 | 428738 7 78 130 0;640130443808
50 | Dynetic-35 8/78/130{ 448966 8 78 130 07640130454552
51 | Dynetic-359/78/130 | 448967 9 78 130 07640130454545
52 | Dynetic-3510/78/130 ( 448968 10 78 130 07640130454538
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_ Usabl;:.)f]
No. Designation of medical gﬁ:ﬂg No;n;rf\al I:gg;:;:‘glf ':23\1‘}” ’ EAN no.
device modification (REF) stent stent system
(mm) (mm)
{cm)

83 | Dynetic-35 5/18/170 | 428742 5 18 170 07640130443846
54 | Dynetic-35 6/18/170 | 428743 6 18 170 07640130443853
55 | Dynetic-35 7/18/170 | 428744 7 18 170 07640130443860
56 | Dynetic-35 8/18/170 | 448969 8 18 170 07640130454521
57 | Dynetic-35 5/28/170 | 428746 S 28 170 07640130443884
58 | Dynetic-35 6/28/170 | 428747 6 28 170 07640130443891
5% | Dynetic-35 7/28/170 | 428748 7 28 170 07640130443907
60 | Dynetic-35 8/28/170 | 448972 8 28 170 07640130454491
61 | Dynetic-35 9/28/170 | 448973 g 28 170 07640130454484
62 | Dynetic-35 10/28/170| 448974 10 28 170 07640130454477
63 | Dynetic-35 5/38/170 4287"52 5 38 170 .07640130443945
64 | Dynetic-35 6/38/170 | 428753 6 38 170 . 07640130443952
65 | Dynetic-35 7/38/170 | 428754 7 38 170 07640130443969
66 | Dynetic-35 8/38/170 | 448975 8 38 170 07640130454460
67 | Dynetic-35 9/38/170 | 448976 9 38 170 07640130454453
68 | Dynetic-35 10/38/170| 448977 10 38 170 07640130454416
69 | Dynetic-35 5/58/170 | 428758 5 58 170 07640130444003
70 | Dynetic-35 6/58/170 | 428759 6 58 170 07640130444010
71 | Dynetic-35 7/58/170 | 428760 7 88 . 170 .| 07640130444027
72 | Dynetlc-35 8/58/170 | 448978 8 58 170 07640130454439
73 | Dynetic-35 9/58/170 | 448979 9 58 170 07640130454422
74 | Dynetlc-35 10/58/170| 448980 10 S8 170 07640130454415
75 | Dynetic-35 7/78/170 | 428764 7 78 170 07640130444065
76 | Dynetic-35 8/78/170 | 448981 8 78 170 07640130454408
77 | Dynetlc-3S 9/78/170 | 448982 9 78 170 07640130454392
78 | Dynetic-3510/78/170| 448983 10 78 170 07640130454385
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Product name Nominal stent length (mm]

RB Nominal O of
dSe:?g; dsetseigtn (atmp) 1S stent (mm) 18 28 38 58 8
S 14 5.0 __ ,428690 428694 428700 428706
S 14 6.0 428691 428695 428701 428707
M 14 6F 7.0 428692 428696 428702 428708 428712
14  (French) 8.0 448939 448942 448945 448948 448951
L M 12 9.0 448943 448946 448949 448952
12 10.0 448944 448947 448950 448953

Available product sizes
Product sizes not available

Table 6. Product range for usable length of delivery system 130 cm

Product name Nominal stent lenc th (mm)
tent RBP Nominal O of
dser;?; dSeseign (atm) S stent (mm) 18 28 38 58 8
S 14 5.0 428716 428720 428726 428732
S 14 6.0 428717 428721 428727 428733
M 14 6F 7.0 428718 428722 428728 428734 428738
14  (French) 8.0 448954 448957 448960 448963 448966
L M 12 9.0 448958 448961 448964 448967
12 10.0 448959 448962 448965 448968

Available product sizes
Product sizes not available

Table 7. Product range for usable length of delivery system 170 cm

Product name Nominal stent lenc)th (mm)
Stent .
Shaft . RBP Nominal O of
design desig (atm) 1S stent (mm) 18 28 38 58 78
S 14 5.0 428742 428746 428752 428758
M S 14 6.0 428743 428747 428753 428759
14 6F 7.0 428744 428748 428754 428760 428764
14  (French) 8.0 448969 448972 448975 448978 448981
L M 12 9.0 448973 448976 448979 448982
12 10.0 448974 448977 448980 448983

Available product sizes
Product sizes not available

12
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11.2. Dimensional Specification

11.2.1. Stent dimensions

Table 8. Stent outer diameter”®
Stent diameter

5 6 7 8 9 10
(mm)

Stent lengtii 18...58 18...58 18...78 18...78 28...78 28...78
(mm)

Min. Nom. Max. Min. Nom. Min. Nom. Min. Nom. Min. Nom. Max. Min. Nom. Max. Min. Nom. Max.
-89% 05 +3% -80o/o 06 +80/0 -80/0 o7 +80/0 -80/0 08 +30/0 -80/0 09 +80/0 -80/0 010 +80/C

6 433 471 508 510 554 599 589 6.41 6.92 6.71 7.29 7.87 7.59 8.25 891 856 9.31 10.05
7 441 479 518 520 5.66 6.11 6.04 6.57 709 6.90 7.50 8.10 7.81 8,49 9.17 8.77 9.53 10.29
8
9

Pressure (atm)

449 488 5.27 531 577 6.23 6.19 6.73 7.27 7.08 7.69 831 8.00 870 9.39 894 9.72 10.50
456 496 536 540 587 6.34 6.33 6.82 7.43 7.22 7.85 8.48 8.16 8.87 9.58 9.08 9.87 10.66

10 4.64 504 544 548 595 6.43 6.43 6.99 7.55 7.34 7.98 8.62 8.29 9.01 9.73 9.20 10.00 10.80
11 470 5.11 5.52 554 6.02 6.51 6.52 7.09 7.65 7.44 8.09 8.73 8.38 9.11 9.84 9.28 10.09 10.90
12 475 5,17 558 560 6.09 6.57 6.60 7.17 7.74 752 8.17 8.83 850 9.24 9.97 9.38 10.19 11.01
13 480 522 564 565 6.14 6.63 6.65 7.23 7.81 7.58 8.24 8.90 8.57 9.31 10.06 9.44 10.26 11.08
14 486 5.29 571 571 6.20 6.70 6.73 7.32 7.90 7.67 8.33 9.00 - - - - - -
15 490 533 575 5.74 6.24 6.74 6.78 7.37 7.96 7.72 8.39 9.06 - - - - - -
16 493 536 579 5.78 6.28 6.78 6.82 7.41 8.01 7.76 8.43 9.11 - - - “ - -

NP (atm) 10 10 10 10 10 10

R3P (atm) 14 14 14 14 12 12

The outer diameter of the stent at nominal pressure should be equal to the nominal diameter 8%

13
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Table 9. Compliance chart for stent outer diameter
Labeled diameter of stent (mm)

p (atm) P (kPa)
6 608
7 709
8 811
9 912
10 1013
11 1115
12 1216
13 1317
14 1419
15 1520
16 1621

05
4.71
4.79
4.88
4.96
5.04
5.11
5.17
5.22
5.29
5.33
5.36

Nominal pressure

06
5.54
5.66
5.77
5.87
5.95
6.02
6.09
6.14
6.20
6.24
6.28

Table 10. Stent lenqgth/stent position
Product group (nominal length

of stent (mm))

18
28
38
58
78

Length of crimped stent

07 08 09 010
6.41 7.29 8.25 9.31
6.57 7.50 8.49 9.53
6.73 7.69 8.70 9.72
6.88 7.85 8.87 9.87
6.99 7.98 9.01 10.00
7.09 8.09 9.11 10.09
7.17 8.17 9.24 10.19
7.23 8.24 9.31 10.26
7.32 8.33

7.37 8.39

7.41 8.43 - -

Rated burst pressure

Stent position

(mm)

18 +1 e Overlap of stent struts and

28 +1 radiopaque marker < 1.0 mm

38 +1 e Distance between stent
58 £1.45 and inner edge of radiopaque
78 +1.95 marker < 1,5 mm

Nominal stent length -1/-fl mm

Nominal stent length -2.5/-62.5%

Table 11. Thickness and width of the stent strut

Product group (nominal

diameter of stent

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

(mm))

© 0 ~N o U

Stent design

Strat thickness (pm) Strat width (pm)

110 22 150 +22

140 £22 160 +£22

14



11.2.2. Shaft dimensions

Table 12. Shaft diameter

Product group (no(nr;i;a;l)dlameter of stent Outer shaft OD (mm)
] 1.70 -0.05/4+0.05
6-7 1.71 -0.06/-+0.04
8-10 1.81 -0.06/+0.04

Table 13. Usable length of delivery system

Product group
(nominal usable length of delivery system

Usable length of delivery system {(¢m)

(cm))
90
130 130 £2.5
170 170 2.5

11.2.3. Stent System Profile

Table 14. Delivery system profile

nggrg;? :Lpeggo(':‘nig‘-;') Max. crossing profile (mm) { Max. outside diameter {mm)
5 < 1.90 < 1,20
6 < 1,95 £1.95
_ 7 < 2.00 £2.00
8 < 2.10 < 2.10
9 < 2.15 < 2.15
10 < 2.20 < 2.20

11.3. Functional Specification of the device

11.3.1. Minimum Guiding Catheter / Introducer Sheath Size

The minimum introducer sheath size is defined based on the delivery system proftie (max.

outside diameler).

Table 15: Minimum Guide Catheter/Introducer sheath size

Product group (nominal dlameter of
stent (mm))

All sizes

Introducer sheath size (F) -
(inner diaraeter (mm) and (inch))

6F (French): 2 2.20 mm or 0.087 inches

11.3.2. Inflation and Defiation Times

Table 16. Balloon in

flation a;nd deflation times

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

iyl Inflation/defl
diameter of - . Medium atl?:ef:l)me
stent (mm))
UL = 90/130 cm | eVisipaque 320 (non-ionic), 50% with saline < 60
UL = 170 cm ¢ Hexabrix 320 (ionic), 50% with saline < 110
15




11.4. Functional Specification of the stent

11.4.1. Foreshortening stent
Table 17. Foreshortening stent

Product group (nominal diameter . - -
of stent (mm)) Foreshortening = Change of length [%} (NP- RBP)

All sizes s 20

11.4.2. Elastic recoil
Table 18, Elastic recoil

Product group (nominal diameter _
of sterit (mm)) Elastic recoil (NP- RBP) [%]

All sizes <7

11.4.3. Radial stiffness
Table 19. Radial stiffness

Product gmg?czﬁi;a)l) diameter Radlal compliance {%/kPa (%/atm))
All sizes < (.14 %/kPa (< 14.4 %/atm)
- 2. Materials from which the medical device is made and

contact with the human body

Table 20. Materials from which the medical device is made and contact witn the human

body
.| Contact with
Nof  Compenent’ “‘eb';;';’a“ Material Dye/Additive
(Yes/No) .
Stent
Stent Yes Cabalt-chromium alloy No
5 | proBIO stent surface Yes Amorphous hydrogen rich | No
coating Silicon Carbide
- . Delivery system
1 Balloon. Yes Polyamide 12, natural No
Hydrophobic coating Blena 99% Heptane /1%
2 | (guidewire lumen, Yes Lubricant . No
outer shaft)
Polyether block amide, _
3 2-lumen shaft Yes natural
- Pigment green
. Thermoplastic vulcanizate
4 Kink protection No P natural ’ No
5 | manifold (collector) Yes Grilamid violett . N‘(’;i;‘lﬂ:g'e
Polyether block amlde, -
6 Inner shaft Yes natural
- : Pigment green
Polyether block amide, _
7 Tip Yes natural
= Pigment green

16
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Contact with '
No. Component thebry:’?an Material Dye/Additive
{Yes/No)
8 | X-ray marker (2 pcs.) No Platinum 90%/Iridium 10% No
uv .
9 adhesive No Adhesive No
10 Grilamid tube No Polyamide 12, natural No

Type of contact with the human body
The Dynetic-35 peripheral balloon-expandable stent system has the following type of
contact with the human body:

Table 21. Type of contact with the human_body

component Type of contact with the human body
Stent An implanted product that has constant contact (more than 30
days) with blood.
. A product attached externally that has short-term contact (less
Delivery system than 24 hours) with circulating blood.

13. Risk analysis

During the development of Dynetic-35 Peripheral Balloon Expandable Stent System, a
thorough risk analysis was performed in accordance with BIOTRONIK'’s certified design and
risk management standard operating procedures {In accordance with ISO 14971). During
the analysis, possible hazards associated with the design, functionality and use of products
were assessed and classified according to likelihood and severity. If risks were determined
to be unacceptable, adequate measures were taken to eliminate or minimize the likelihood
and/or severity of the hazard, respectively. The required risk mitigation measures were
divided into the following categories: direct, indirect and preventive. The effectiveness of ail
risk minimization measures was tested during product verification/validation.

14. Packaging

Dynetic-35 is supplied in sterile packaging.

The product is placed In a protective ring made of high-density polyethylene (HDPE). The
protective ring protects the balloon catheter in the sterile bag from any damage. The
protective ring is then placed in a sterile pouch consisting of two composite films (PET/PE)
on one side and a sheet of Tyvek (microbiological barrier) on the other side, which are
sealed together to form a closed container. This sterile bag atlows the diffusion of ethylene
oxide gas but is impermeable to bacteria. It cannot be resealed onre opened and is called a
sterile pouch, A protective ring and 2 sterile bag make up the inner packaging.

One (1) sterile package Is packed in an individuai cardboard box (factory packaging), which
is sealed with a quality seal (QSI-Seal).

Labels are applied to both internal and external packaging.

17
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15. Labeling
15.1. Symbolis on the label
Table 22. Symbols

Graphic symbol ‘ Description

!

STERILE|EO Ethylene oxide sterilization

-

Keep away from molsture

.

Do not re-sterilize

= ®

. Refer to instructions for use
manuals.biotromik.com

Prohibition on re-use

Avoid exposure to sunlight

Date of manufacture

Manufacturer

Carefully!

Use before

Batch Qode

Catalog number

Do not use if packaging is damaged

Nominal pressure

Nominal burst pressure

The stent is MRI-compatible subject to certain study
conditions

Storage temperature limit

Permissible deviations of storage temperature limit

I~ ~p>-2Z@EEob R+

c € P CE marking

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Graphig symbol

Description

GTIN

Global Product Number

(=]

Authorized Representative in the European Community

@ Importer
< "D

QR code
' ' Top

Fragile. Carefully

7
%

Recycling

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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15.2. Compliance Data Card
Dynetic-35 :
y Compliance Data Card
Peripheral Balloon-Expandable Stent System
06 atm |mm) 07 atm LW W W
9 4.96 9 5.87 9 6.88
1"Np 1 10 504 f 1008 8305w .,
12 5.17 12 6.09 12 7.17
1RBP 1 U J 529 ~ iRBpj[; 14~ 620 ¢ | m 7,32
0] 5.36 16 6.28 16 7.41
Maximum Diameter Maximum Di t Maximum Diameter
for Posi-dtlation 7.5 fo?P:stTiilaStr)nne ° 7.5 for Post-dilatiMi 7.5
1 a8 Cmml f 010 atm CmmJ
9 7.85 9 8.87 9 9.87
N p j~ 10 ™ 7.9i"j F NP " io ~ 901 9 NP 1 10.00
12 8.17 11 9.11 11 10.09
f RBP u 1 mRBP 12.: 9.24 [ rbp | 1 10.19
16 8.43 13 9.31 13 10.26
Maximum Kameter Mautimum Diameter Maximum Diameter
fo?Pnsut-dilai‘ione ‘ 10’5 for Post-dilation 105 for Post-dilation 105
HP Invitro tests have shown that the stems will reach their Indicated outer diameter at the given
nominal pressure.
RBP Invitro tests have shown that with 95% confidence. 99.9% of the balloons will not burst at or below
the rated burst pressure. Do not exceed the RBP.
If post-dllation is required, do not post-dilaie more than the Maximum Diameter for post-dllalion.
Noie Diameters at inflation pressures above RBP are provided for information only. At the pressures
above RBP. 99% of the balloons with 95% confidence will not burst.
A Refer to accompanying instructions tor use
A29467/B/2020-10 excellence for life
I
Table 23. Information on the data card

Data card information
Compliance Data Card
Maximum Diameter for Post-dilation
0
atm
mm
NP
RBP
Note

In vitro tests have shown that th
will
the given nominal pressure.
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e stents

reach their indicated outer diameter at

Decoding
Compliance Data Card
Maximum diameter for post-dilatation
Diameter
Atmosphere
Millimeter
NP (Nominal pressure)
RBP (Rated burst pressure)
Note

In vitro tests have shown that the
will
the given nominal pressure.

stents

reach their indicated outer diameter at



Data card information

Decoding

In vitro tests have shown that with 95%
confidence, 99.9% of the balloons will not
burst at or below the rated burst pressure.

In vitro tests have shown that with $5%
confidence, $9.9% of the balicons will not
burst at or below the rated burst pressure,

Do not exceed the RBP. Do not exceed the RBP.

If post-dilation is required, do not post-
dilate more than the Maximum Diameter for
post-dilation. Diameters at inflation
pressures above RBP are provided
for information only. At the piessures
above RBP shown in this table, 99% of the
balloons with 95% confidence will not
burst.

1f post-dilation is required, do not post-
dilate more than the Maximum Diameter for
post-dilation. Diameters at inflation
pressures above RBP are provided
for information only. At the pressures
above RBP shown in this table, 99% of the
balloons with 95% confidence will not
burst.

Refer to accompanying instructions for use | Refer to accompanying Instructions for use

16. Sterilization, cleaning and disinfection

The Dynetic-35 peripheral balioon expandable stent system is supplied sterile. Sterilization
is carried out with ethylene oxide (EO). Sterility assurance level: minimum 10°¢. The
product is sterile after one sterilization cycle.

Cannot be resterilized.

Cleaning, disinfection and resterilization are not applicable because the product is intended
for single use.

i7. Information on frequency of use and maintenance/repair
of the product : .

The Dynetic-35 peripheral balloon-expandable stent system is a disposable product and is
not subject to maintenance or repair.

The Dynetic-35 Peripheral Balloon Expandable Stent System is for singie use only. The
product must NOT be reused. Reuse of the product creates a potential risk of Infection to
the patient or user. Contaniination -of the product may resuit in injury, iliness or death to
the patient.

i8. Deimplantatlon,
replacement

possibility of stent removal and/or

The stent cannot be removed and/or replaced after It is implanted.

19. List of consumables,
replacemant

procedure for their use and

The Dynetic-35 peripheral balloon-expandable stent system is a'disposabie product and
does not contaln ccnsumables.

21
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20.  Shelf life (life of sterility)

The shelf life of the product is 3 (three) years.

21. Conditions of transportation, storage and operation

This medical device i3 transported by all types of transport in covered vehides in
accordance with the requirements and rules for the transportation of goods applicable to
each type of transport. The medical device must be handled with care. Store in original
packaging In a dry, dark and cool place.

During transportation, storage and operation of a medical device, the following conditions

must be adhered to:

_Table 24. Conditions of transportation, storage and operation

Mode

Transportation

Storage

Exploitation

Temperature

from 10°C to 40°C

from 15°C to 25°C

from 15°C to 25°C

Humidity

There are no special
requirements for air
humidity

There are no special
requirements for air
humidity :

fluids (blood)

The product is
resistant to biological

Atmosphere
pressure

There are no special
requirements for
atmospheric pressure

There are no special
requirements for
atmospheric pressure

There are no speciai
requirements for
atmospheric pressure

Short-term deviations in storage temperature frorn 10°C to

hours.

40°C are allowed for up to 48
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22, Warranty/ Liability

This product and each of its components (hereinafter product) were designed,
manufactured, tested and packaged with all reasonable care. However, since BIOTRONIK
does not have control over the conditions under which the product Is used, the contents of
this Instructions For Use (IFU) are to be considered as an integral part of this disclaimer for
cases when a disturbance of the product’s intended function may occur for various reasons,
BIOTRONIK does not guarantee that the following events will not occur:

* Product malfunctions or failures

« Patient’s Immune response to the product

» Medical complications during the. use of the product or as a consequence of the product
being in contact with the patient’s body BIOTRONIK does not assume any liability for:

» The use of the product that is not in accordance with the stafed intended use/indication,
contraindications, warnings, precautions and the directions for use of this IFU

e Maodification to the originatl product -

s Events which could not have been foreseen at the time of product dellvery using the
available levels of science and technology

+ Events originating from other BIOTRONIK products or products not

from BIOTRONIK and

+ Force majeure events including, without being limited to, natural disastors,

The above provisions shall be without prejudice to any disclalmer and/or limitation of
liability agreed separately with the customer to the extent permitted by applicable laws.
The manufacturer. guarantees the compliance of this medical device with the declared
characteristics within the limits of maintaining its sterility, provided that the user complies
with the requirements specified in the manufacturer’s operational documentation.
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23. The procedure for disposal or destruction of a medical
device ‘

Products that hav2 been in contact with blood and (or) other biological fluids of patients
should be disposed of in accordance with the requirements for the management of medical
waste established by SanPiN 2.1.3684-21 for class B and other regulations of the Russian
Federation.

Unused products, including expired products {which have not been in contact with biclogical
fluids of patients) should be disposed of in accordance with the procedure for disposal of
solid household waste established by the legislation of the Russian Federation for class A
SanPiN 2,1,3684-21.

24. Environmental requirements

This medical device, taking into account compliance with the requirements of operational
documentation during use, transportation ancl storage, does not have a negative impact on
humans and the epvironment.

25. List of international regulatory documents/standards to
which the medical device complies

The requirements of the following standards, guidelines, directives and laws are complied
with to the extent that they apply to the respective product.

Some tests were performed prior to the release of the current version of the standard. In
this case, all test results were checked to ensure compliance with the current standard. If
the test results are still valid, only the current version of the standard is listed. The List of
Applied Standards (LAS) includes a list of applicable international standards to which the
products comply (full or partial compliance). If the gap analysis regarding the revision of a
standard is still ongoing, these standards will be included in the LAS after the gap analysis is
completed in the next revision of the LAS.

Table 25, Standards
Applicable
| standards
| Biocompatibllity
ISO 10993-1:2018 |Assessment of the biological effects of medical
{Revised version | devices. Part 1. Assessment and research as part|n/a
12018-10) of the risk management process :
Assessment of the biological effects of medical
ISO 10993-3:2014 |devices. Part 3. Studies of genotoxicity,
carcinogenicity and reproductive toxicity
Assessment of the blological effects of madical
ISO 10993-4:2017 [devices. Part 4. Studies of devices interacting
with blood
Assessment of the biological effects of medicali ., ISO 10993-
ISQ 10993-5:2009 |devices. Part 5. Cytotoxiclty studles: In vitro 5‘,2009
methods :
Assessment of the blological effects of medical | EN ISO 10993-
devices. Local effects studies after implantation | 6:2016

. Assessment of the biological effects cf medical _
a.sgorlf?zggog‘zoos devices. Part 7. Residual ethylene oxide content 5',“2001882 Aclgggg
: after sterillzatlon ' )
Assessment of the biological effects of medical

Complies with

ame Ecropean standard

EN ISO 10993-
3:2014

EN ISO 10993-
4:2017

ISO 10993-6:2016

tomoto  1099%|devices. Part 10. Studies of imitant and oo0is o9
sensitizing effects :

I1SO 10993- | Assessment of the biological effects of medical|[EN 1SO 10993-

11:2017 devices. Part 11, Studies of general toxicity 11:2018
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Applicable

Complies with

standards Name European standard
_|Assessment of the biological effects of medical .
IS(? 10993~ yevices. Part 12. Sample preparation and control -EN, it
12:2012 gompies 12:2012
Assessment of the biolcgical effects of medical
ISO 10993~ | devices. Part 15, Identification and quantification(EN ISO 10993-
15:2000 of degradation products of metal and alloy]15:2009
products
_| Assessment of the blological effects of medical _
115892005 10993 devices, Part 18. Study of the chemical 52,205590 .
) properties of materials )
Devica-specific standards
ISO 14630:2012 | Inactive surgical implants. General requirements | Thcan. o0 o 50

ISO 80369-7:2016

Connectors with small Internal diameter for
liquids and gases used in medicine. Part 7.

EN ISO 80369-
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g:;riss‘eldz-m)verslon Connectors for intravascular and subcutaneous|7:2017
use
Connectors with small internal diameter for
25092015 80369- liquids and gases used In medicine. Part 20. 532011550 80369-
) General test methods ’
9. Cardiovascular implants. Intravascular implants.|EN ISO 25539-
150 25539-2:2012 | 5,14 5 'vascular stents 2:2612
ISO 10555-1:2013 |Intravascular catheters, sterile, single use. Part|EN ISO 10555-
+ Amd1:2017 1. General technical requirements 1:2013 + A1:2017
. Metal materials, Tenslle test. Part 1. Test)EN ISO  6892-
150 6892-1:2016 | 1\ eihog | at room temperature 1:2009
9 Intravascular catheters, sterile, singie use. Part|EN ISO 10555-
150 10555-4:2013 4. Catheters for balloon expansion 4:2013
I Non-ISO Derived Standards
Standard Test Method for Measuring Magnetic
ASTM F2052 - 15 |Field-Induced Displacement Force in Medicat|n/a
.| Devices under Magnetic Resonance Conditions
ASTM F2119 - 07|Standard Test Method for Evaluating MR Image n/a
(2013) Artifacts from Passive Implants
Standard Test Method for Cyclic Potentiodynarnic
ASTM F2129-1%a Polarization Measurements to Determine the|n/a
Corrosion Susceptibility of Small Implants
Standard  Test Method for Measuring
ASTM F2182-11a Radiofrequency Heating on or near Passive|n/a
Implants During MR Imaging
Standard Practice for Climate Stress Packaging
bt ot Systems for Single Parcel Detivery n/a
. Standard Practice for Performance Testing of
ASTM D4169-16 Shipping Containers and Systems n/a
ASTM D5276 - 98|Standard Free Fall Test Method for Loaded n/a
(2017) Contalners
- _ Standard Gulde for Measuring the Attachment of
?25(;;47) F2394 07 a Balloon Expandable Vascular Stent Mounted on|n/a
a Delivery System :
Magnetic Induced Torque Testing on Medical
ASTM F2213-17 Devices under Magnetic Resonance Conditions|n/a
(Compliance with ASTM F2213 - 17 ongoing)
ASTM G46 -|Standard Guide for the Investigation and n/a
94(2018) Evaluation of Pitting Corrosion
ASTM G71 - 81|Standard Guide for Conducting and Evaluating
(2019) Gaivanic Corrosion Tests on Electrolytes n/a
24



Applicable

Complies with

and tests

standards - Name European standard
ASTM G102- Standard Practice for Corrosion Rate Calculation|
89(2015)e1 and Related Information for Electrochemical|n/a
Measurements
USP <85> BACTERIAL ENDOTOXIN TEST (BET) n/a
Biological Reactivity Test, In Vivo - Sample
USP <88> Preparation Procedure n/a
USP <151> Pyrogenicity Test (USP Rabbit Test) n/a
Transfusion and infusion umits and similar
Usp <161> medical devices n/a
USP <788> Particulate matter in injections n/a
Standard Praclice for Evaluating Hemolytic
ASTM F756 - 17 Properties of Materials n/a
ASTM F2079 - 09|Standard Test Method for Measuring the Intrinsic n/a
(2017) {Rebound of Baliocn Expandable Stents
ASTM F2081 - 06|Standard Guide for Describing and Presenting n/a
(2017) Dimensional Characteristics of Vascular Stents
ASTM F750-87 | Standard Practice for Evaluating Mouse Extracts n/a
{(2012) of Material by Systemic Adminlistration L
Standard Test Method for Determining
ASTM F640 - 12 | p. diopacity for Medical Use n/a
: ASTM FS0-09 Standard Specification for Wrought
ASTM Fa0 - 14 Cobalt-20Chromium-15Tungsten-10Nickel  Alloy|n/a
for Surgical Implant Applications {UNS R30605)
ASTM F2514 - |Standard Guide for Finite Element Analysis (FEA)
08(2014) of Metallic Vascular Stents Subjected to Uniformin/a
Radial Load
. Guidelines for radial loading of balloon-
ASTM F3067 - 14 | o handing and self-expanding vascular stents |2
Standard Methods for Testing Vascular Stents for
ASTM F2477 - 19 | pyisatile Durabiiity in Vitro n/a _
Catheters for medical use. Part 7: Determ!nation
DIN 13273-7:2003 |of X-ray attenuation of catheters; requirements|n/a
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ISC 13485:2016

Gonaeral Medical Davice applicalle Standards

Medical products. Quality management systems.
Requirernents for requlatory purposes

EN 1SO
13485:2016 +
AC:2016

IEC 62366-1:2015

Medical products. Dasigning medical devices for

EN 62366-1:2015

+ Cor 1:2016 serviceability + AC:2015
ISO 14155:2011 +|Clinlcal studies of medical devices for humans. '153‘155,2011 Isg
Cor.1:2011 Good Clinical Practice oy

AC:2011
%fe‘f”sedl“g-’:;fggz Medical  products.  Application  of  risk|EN 1S0
2007-10-01) management 1o medical devices 14971:2012
tabeling -

ISO 15223-1:2016

Medical products. Symbols used in marking
medical products, on labels and in accompanying
documentation. Part 1 Basic requirements

EN ISO 15223-
1:2016

ASTM F2503 - 13

Standard Practice for Labeling Medical Devices
and Other Items for Safety in a Magnetic
Resonance Environment

EN 1041:2008 +
A1:2013

n/a

Information provided by the manufacturer

EN 1041:2008 +
Al1:2013

Packaging

ISC 11607-1:2006
+ Amd.1:2014

Packaging of .medical devices sterilized at the
final stage of production. Requirements for
materials, barrier sterilization systemms and
packaglng systems

EN ISO 11607-
1:2017

ISO 11607-2:2006
+ Amd.1:2014

Packaging of medical devices sterilized at the
final stage of production. Requirements for
validation of forming, sealing and assembly
processes

EN ISO 11A07-
2:2017 [

ISO 2233:2000

Package. Transport containers with goods and
single loads. Conditioning for testing

1SC
2233:2000:2001

Packaging for thermally sterilized medical
products. Part 5. Design of sealed bags and rolls

EN 868-3:2009 made of porous materials and polymer film, |E 868-5:2009
Requirements and test methods
Standard Practice for Conditioning Containers,
ASTM D4332 - 14 Packages, or Packaging Components for Testing n/a
’ Standard Test Method for Determining the
ASTM D642-15 Pressure Resistance of Shipping Containers,|n/a
Components, and Assembly Loads
Standard Test Method for Random Vibraticn
ASTM D4728-17  \testing of Shipping Containers n/a
ASTM D999 - 08|Standard Test Methods for Vibration Testing of| /a
{2015) Shipping Containers '
ASTM D6344 - 04 |Standard Test Method for Concentrated| .
(2017) Exposures to Shipping Packages n/a
ASTM Standard Test Methods for Determining the
D6653/D6653M - |Effect of High Altitude on Vacuum Packaging|n/a
13 Systems
ASTM EB/ESBM -|Standard Tenslle Test Methods for Metallic
16a Materials | n/a
ASTM e of Fein carkagng Gassrs oy o o
- nteg of Flexible Packaging Gaskets by Visual|{n/a
F1886/F1886M - 16 Inspaction
Standard Test Melhcd for Detection of Seal
ASTHM F1926-15 Leaks in Porouc Medical Packages by Dyeln/fa

Penetration
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Standard Guide for Accelerated Aging of Sterile

ASTH F1980 =16 Barrier Systems for Medical Devices n/a
Standard Test Method for Detection of Gross

ASTM F2096 - 11 Leaks in Intemally Pressurized Packaging|n/a
(Bubble Test)

| Sterilization

EN 556-1:2001 +
AC:2006

Sterilization of medical devices. Requirements for
medical prcducts of the “sterile” category. Part
1. Requirements for medical devices subject to
final sterilization

EN 556-1:2001 +
AC:2006

1SO 11135:2014

Sterilization of heailthcare products. Ethylene
oxide (Ethylene oxide). Part 1. Requirements for
the development,

medical devices

1SO 11138-1:2017

Sterillzatlon of

1SO 11138-2:2017

indicators. Part 2.

ISO 11737-1:2006
+ Cor.1:2007

validation and ongoing $T135_2014 ISO
monitoring of the sterilization process for *
medical products, Biological|EN ISO 11138-
indicators. Part 1. General requirements 1:2017
Sterilization of medical products. Biological .
Biological indicators for 5‘,“2011750 11138
ethylene oxide sterilization '
Sterilization of medical devices. Microblological [\ (cq  11737-

methods. Part 1. Assessment of the population of
microorganisms on products

1:2006 + AC:2009

Sterilization of medical devices. Microbiological

ISO 11737-2:2009 |methods. Part 2: Sterlity tests performed during {5 5000 2 27
validation of a sterilization process : ’
USP <71> STERILITY TESTS n/a
EP 2.6.1 Sterility nfa
Please note that the EN standards listed are the current versions of DIN EN.
27
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Refgrence

Table 26. Guidance Documents
.

Title

2010 Faod and Drug
Adminlstration

Guidance on Bare
Metal Stent (BMS)

(No. 1545)

Guidance for Industry and Food and Drug Administration Officials -
Nonclinical Engineering Testing and Recommended Labeling for
Intravascular Stents and Associated Delivery Systems

2014 Food and Drug
Administration
Guidance on
(No. 1685)

MR

Establishing the safety and compatibllity of passive implants under
magnetic resonance (MR) conditions

2012 Food and Drug
Administration

Guidance on
Pyrogens/Endotoxins

Pyrogenicity and Endotoxin Testing: Questions and Answers

2010 FDA Guidance
on PTCA {(No. 1608)

Class II Special Control Guidance for Certain Percutaneous
Transiuminal Coronary Angioplasty (PTCA) Catheters

2015 Food and Drug
Administration
Guidance Update on
Bare Metal Stents
(BMS) (No. 1826)

Selective updates to non-clinical engineering testing and
recommended labeling for intravascular stents and associated
delivery systems

AAMI TIR42:2010

| Assessment of Particulate Matter Associated with Vascular Medical

Devices

MEDDEV 2.7/1,
rev,4 (June 2016)

Clinical assessment: Guidance for manufacturers and notified bodies
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Table 27. Laws, regulations and directives

Reference source Name

CFR 21 CFR 58 GOOD LABORATORY PRACTICES FOR NON-CLINICAL LABORATORY
STUDIES

21 CFR 801 MARKING

ChemG Appendix

1 (to paragraph | Chemi!cal Act of the Federal Republic of Germany, Annex 1 (to

19a, paragraph paragraph 193, point 1) - Principles of good laboratory practice

11)

19 CFR 134.11 COUNTRY OF ORIGIN MARKING
COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 conceming medical

MDD 93/42/EEC | jovices (0) L 169, 12.7.1993, p. 1)

26. List of national regulatory standards to which the medical

device complies
Tabie 28. National Standards

Applicable standard's

Title

rocCT 1SO 10555-1-2021

Intravascular catheters, sterlie, single use. Part 1. General
reguirements

i OCT ISO 10555-4-2022

Intravascular catheters, sterile, single use. Part 4. Catheters

roCT P UCO'14630-2017

for balloon expansion
Inactive surgical implants. General requirements

roctr p UCO 25539-2-
2012

Cardiovascular implants. Intravascular implants. Part 2,

Vascular stents

rocCT 1SO 11607-1-2018

Packaging of medical devices sterilized at the final stage of
production. Requirements for materials, barrier sterilization
systems and packaging systems

TOCT P WCO 80369-1-
2022

Connectors with small internal diameter for liquids and gases
used in medicine. Part 1. General reguirements

FOCT 1SO 14971-2021

Medical products, Application of risk management to medical

rocr P M3K 62366-1-
2023

devices
Medicai devices. Part 1. Application of usabitity engineering to
medical devices

rocr
2023

P WCO 15223-1-

Medical products. Symbols used in marking medical products,
on labels and in accompanying documentation. Part 1 Basic
requirements

rocCT 31214-2016

Medical devices. Requirements for samples and documentation
presented for toxicological tests, sanitary and chemicai
analyses, tests for sterility and pyrogenicity
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rocCT P 52770-2023

Medical devices. Biological impact evaluation system. General
requirements for safety

rocT 1S0O 10993-1-2021

Assessment of the biclogical effects of medical devices. Part 1. |
Assessment and research as part of the risk management
process

rncr p NCO 10993-2-
2009

Medical devices. Biological evaluation of medica! devices. Part
2. Animal welfare requirements

roCT 1SC 10993-4-2020

Assessment of the biological effects of medical devices. Part 4.
Studies of devices interacting with blood

rOCT 1SO 10993-5-2023

Medical devices. Biologica! evaluation of medical devices. Part
5. Cytotoxicity studies by in vitro methods

rocr 1S0O 10993-6-2021

Medical devices. Biological evaluation of medical devices, Part
6. Tests for local effects after implantation

rocCT 1SO 10993-7-2016

Assessment. of the biologlcal effects of medical devices. Part 7.

Residual ethylene oxide content after sterilization

rocT IS0 10993-10-2023

Medical devices. Biological evaluation of medical devices. Part
10. Sensitization tests

FOCT 1S0O 10993-11-2021

Ascessment of the biological effects of medical devices. Part
11, Studies of general toxicity

roCT 1SO 10993-12-2023

Medical devices. Biological evaluation of medical devices. Part

112, Selecticn and preparation of samples for research

FOCT ISO 10993-23-2023

Medical devices. Biological evaluaticn of medical devices. Part

. 23. Irritant studies

27.

Complaint

Complaints shouid be sent to the address of the manufacturer’s authorized representative in

the Russian Federation:

Limited Liability Company "Biotronik" (LLC "Blotronik™) -
109240, Russia, Moscow, st. Nikoloyamskaya, 26, building 1A, vioor 2, room. &

Tel.: +7 (495) 789-68-31
Fax: 47 (495) 789-58-32
office@biotronik.ru
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OononHenne K NHCTPYKLUMK NO NPUMEHEHUIO

Cucrema nepudepnueckoro SayuioHopacluinpaeMoro
crenta Dynetic-35
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1. CHHOHMMMUHBIE TEepMMHbBI NO TEKCTY AOKYMEHTOB  OT
nponsBoAuTenn

Cuctema nepugepuueckoro SannoHopacluupaeMoro creHta Dynetic-35, B BapuaHtax
MCNOSTHEHUS -~ MAEHTWUYHbIE HAWMEHOBaHUA <«CucteMma creHta Dynetic-35», «Cucrema
Dynetic-35», «CreHT Dynetic-35», «CreHT», «Dynetic-35», «UMNnaHTaT», «N3genues.

2. TepMnHbI U COKpaLeHMA

Tabnuuya 1. TepMUHLI U COKPaWEHUA

AG6pesuaTtypa Onpeaenenus
HTA YpeckoxXHan TPaHCNIOMUHANBHAA aHMMOMNNAcTNKa
HAP HoMuHanbHoOe AaBNeHUue paspuisa
PA Patouan anvHa
EAN Esponeickuii HoMep ToBapa
COon COBMECTMMOCTb C UHTPOALIOCEPOM
HomA HoMuHanbHoe AaeneHune
PAOP PacuetHOE AaBneHue pa3pblBa
CcM CaHruMeTp
MM Munaumetp
%) AnameTp
F ®dpaHuy3ckas WKana guamerpa katerepos (DpeHu)
arm ArMmocdepa
kNa Knnonackans
H HbloToH
p Aasnenune

3. HanMeHoBaHME MEAULIMHCKOroO naaennn

Cucrema nepundepnueckoro SannoHopaciumpaemMoro <crenwta Dynetic-35, 8
BapMaHTaX MCNONHEHNAS

1. Cucrema nepudepuueckoro GannowopacumpseMoro crenwta Dynetic-35 c
cucremMoi pgocrakn paoveit AnnHoOH 90 CmM, B cocTase:

1. Crent nepudepuueckuid GannoHopacwupsemblidi Dynetic-35 € cucTteMod [ocTasku
paGoueii AnuHON 90 cM — 1 W,

- CO CTEHTOM HOMMHAfNbHLIM ANaMeTpoM 5,0 MM, HOMMHaANLHOW ANUHOM 18 MM, 28 MM, 38 MM,
58 MM;

= CO CTEHTOM HOMUHANbHLIM ANAMeTpoM 6,0 MM, HOMUHANBHOI ANUHOA 18 MM, 28 MM, 38 MM,
58 MmM;

- CO CTEHTOM HOMWHANBHLIM ANAMETPOM 7,0 MM, HOMUHANBHOW ANNHOK 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;
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- CO CTEHTOM HOMUHANLHBIM guaMeTpoM 8,0 MM, HOMUHaNbLHONK AnuHOW 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

~ CO CTEHTOM HOMUHANLHEIM AWamMeTpoM 9,0 MM, HOMUHaNLHOU AMMHOK 28 MM, 38 MM, 58 MM,
78 MM;

- CO CTEHTOM HOMWHanNbHbIM AnameTpom 10,0 MM, HOMMHANLHOK AnNuHOK 28 MM, 38 MM, 58
MM, 78 MM; ' e

2. AMnnadTauMoHHas Kapra nauwesTa —~ 1 wr.

3. KapTa gaHHbIX O PacTAXUMOCTM ~ 1 wWT.

4, MHCTPYKLIMA NO NPUMEHEHWIO - 1 WT.

1I. Cucrema nepundepusieckoro SannowopacwupsemMoro crenra Dynetic-35 ¢

cucremoit gocraasxun paGouell pnunoii 130 oM, B cocTase:

1. CreHT nepudepuueckmnit GannoHopacwmpsembtd  Dynetic-35 ¢ cucteMo#i  pocrasBku

pabouei annmHoi 130 ¢m - 1 wrT.

- CO CTEHTOM HOMMHAaNbHLIM AWaMETPOM 5,0 MM, HOMUHANbLHOK ANTMHOW 18 MM, 28 MM, 38 MM,

58 mM;

; ;.o CTEHTOM HOMWHA/NIbHLIM AUAMETPOM 6,0 MM, HOMUHANBHOW ANKHOA 18 MM, 28 MM, 38 MM,
MM;

- CO CTEHTOM HOMMWHAIbHBIM AnaMeTPOM 7,0 MM, HOMWHaNBLHOW ANWHOA 18 MM, 28 MM, 38 MM,

58 MM, 78 MM;

- CO CTEHTOM HOMWUHaNbHbIM AnaMeTpoM 8,0 MM, HOMHHaNLHOW ANVHOK 18 MM, 28 MM, 38 MM,

58 MM, 78 MM;

- CO CTEHTOM HOMMHANbLHBbIM AMAMETPOM 9,0 MM, HOMUHANBHOR UTMHOW 28 MM, 38 MM, 58 MM,

78 mm;

- €O CTEHTOM HOMWHaNbHLIM AuameTrpom 10,0 MM, HOMWHANLHOW ANUHOK 28 MM, 38 MM, 58

MM, 78 MM;

2. UMnnanTaunoHHan KapTta nauueHTa — 1 wr,

3. KapTa AaHHLIX O pacTAXUMOCTY — 1 WT.

4. AHCTPYKUMS 1O NPUMEHEHWIO — 1 wT.

III. Cucrema nepudepuueckoro Sannonopacuuupnemors crewta Dynetic-35 ¢
cucremoil aocTanku paGoveil ganHol 170 cM, B cocTase:

1. CreHT nepudepuueckuii GannoHopacwinpseMolii Dynetic-3S ¢ cucremo  aocraBku
paboued anuHoli 170 cM - 1 wT.

- CO CTEHTOM HOMWHA/IbHBIM AKAMETPOM 5,0 MM, HOMUHANLHOW ANMHON 18 MM, 28 MM, 38 MM,
58 mMm;

- CO CTEHTOM HOMMHAaNbHLIM AnaMeTpom 6,0 MM, HOMVHANBHOW ANVHOA 18 MM, 28 MM, 38 MM,
58 mMm;

- CO CTEHTOM HOMWUHANbHLIM AMAMeTpOoM 7,0 MM, HOMVMHANLHOW ANUHOK 18 MM, 28 MM, 38 MM,
58 MM, 78 Mm;

- CO CTEHTOM HOMWHaNbHBIM AUaMeTpoM 8,0 MM, HOMKHANBHOW ANUHONA 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

- CO CTEHTOM HOMWHANIbHBLIM AvamMeTpoM 9,0 MM, HOMWHANLHOW ANKHOW 28 MM, 38 MM, 58 MM,
78 Mm;

- CO CTEHTOM HOMUHaNbHbLIM AuaMeTpoM 10,0 MM, HOMUHANLHOW ANKWHOA 28 MM, 38 mm, 58
MM, 78 MM;

2. UMNnanHTaLMOoNHan KapTa naumenTa — 1 wr.

3. Kapra A8HHbLIX O pACTAXUMOCTY - 1 WT,

4. UHCTPYKLUMA NO NpuMeHeHnio — 1 wr.,

4. Ceepgaenun O paspaboTunke, NPoU3IBOANTENE M YIIOAIHOMOMEHHOM
npeacraBUTene NpPpou3IBoAUTENNA

PazpaboTHuUK ¥ NPONSSORUTEN.:
BIOTRONIK AG, Switzerland
(«BMOTPOHMUK Al», Wiseiiuapun)
Ackerstrasse 6, 8180 Biilach, Switzerland
Ten.: +41 (0)44 864 51 11
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dakc: +41 (0)44 864 50 05
info.vi@biotronik.com

YNonHOMOYEHHbIH NPEACTABUTENDb NPOKRIBOAUTENNA:

O6WecTso € OrpaHNYeHHON OTBETCTBEHHOCTLIO «BUOTPOHKK» (OO0 «BUOTPOHUK»)
109240, Poccuna, Mockea, yn. HukonosMckasn, . 26, crp. 1A, 3Tax 2, nom. 6
Ten.: +7 (495) 789-68-31

dakc: +7 (495) 789-68-32

office@biotronik.ry

MecTo NponsBoACTBA:S
BIOTRONIK AG, Ackerstrasse 6, 8180 Btiilach, Switzerland

5. HazHaueHe MeaAnLUHHCKOro U3fenns

Cucrema Dynetic-35 npeaHasHadeHa Ansl  feuyeHus de-novo  nNOpaXeHwit wiun
PECTEHOTUNECKUX aTePOCKNEPOTUMECKUX NOPaXEHWt NOAB3AOLWHbIX apTepvi,

6. Knaccndpmkaynua MeauUMHCKOro usgennn

Bce nepudepudeckne CTeHTbl, YHNOMUMHaEMbIe B AaHHON AOKYMEHTauuKu, KnaccupmumposaHsbl
B coorBeTCTBUM C flupekTyaoin 93/42/EEC, Npunoxenne II (McknoUan NyHKT 4).

Knacc B 3aBUCUMOCTW OT NOTEHUUANLHOr0 PHUCKa MEAUUUHCKUX MIASNKA B COOTBETCTBUMN C
AvpextTveon 93/42/EEC, NpwnoxeHue IX, Npasuno 8 - 1Ib.

GMDN koa (koa BcemupHoit HomeHknatypo MeanunHekux Usaenun) ~ 44279 (CreHt ans
NOAB3AOLWHbLIX apTepuid, roNnOMETANNIUYECKUA CTEHT).

KparHOCTb MCNONBL30BAHUA — OAHAKPATHOE UCNONB3OBaHKUE,

CrepynbHOCTL ~ CTEPUNLHLIR,

7. YcnoBua " o6nacrb NnpMMeHeHnR, uxdopmauus o
nNoTeHUuManLHOM noTpeburene

DaHHoe MeauunHCKoe u3penye A0MKHO GbiTb MCNOMB3OB2HO TONBKO Bpa4vaMwn, NpoleatuMK
TWATENbHYIO NOArOTOBKY U MMEIOLUMM OMNbIT BLHINOIHEHAA COCYANCTBIX BMEWATENLCTB (8 TOM
yucne B CnAydyae OnacHbiX ANA XMIHN OC/NOXKHEHWA)} B YCNoBUAX CnelnanM3npoBaHHbIX
MEAULMHCKUX YUPeXAeHUA, NPu NPoBeReHMH XMPYPruuyeckux onepauurii 8 crauuoHapHbiX
yCHOBHUAX.

Obnactb NpuMeHeHusi: CepalevHO-CoCYaucTas Xupyprus (Npyn nNpoBeaAeHUN YPEecKOXHON
TPaHCNIOMUHAIIEHOM aHIMONNACTUKN).

8. Onucanne MeaUuLIMHCKOro N3AE/INA U ero KOHCTPYKLUUM

Cucrema nepudepndeckoro  GannoHopaclunMpaAeMoro c¢reHra Dynetic-35 —  av0
GannoHopacwmpaeMbiit CTEHT, KOTOPbIN NPEABAPUTE/ILHO YCTAaHOBNEH HA CUCTEMY AOCTaBKU
HanNOHHOro KarTeTepa no NPOoBOAHUKY Aans YTA.

WMnnanTar npeaHasHadedH Ann neveHna de-novo MNopaxeHwid wnn  pecTeHoTUUECKUX
ATEPOCKNEPATUHECKUX NOpaMeHnid NoAB3SAOWHLIX apTepuil. CTeHT SIBAAGTCA NOCTOSIHHBIM
WMMAIAHTATOM WU M3roToBNEH U3 CnAasa kobGantra € xpoMoM (L-605), KOTOpPLIK NONHOCTLIO
NOKPHLIT TOHKWUM cnoem amopdHoro Kapbuaa KpeMHUA (€ TakK Ha3LIBAaEMbiM MOKPLITUEM
proBi0).

Kak nokazaHo Ha pucyHke 1, crewt (H) pacnonaraetcs wMmexay AByMs
PEHTreHOKOHTpacTHoiM Mapkepamn (F) Ha oboux KoHUuax GannoHa (A), BMaAUMLIX NPU
nposeaeHMy PEHTIEHOCKONUYECKOM Bu3yanusaumu. Manudona Ha NPOKCUMANLHOM KOHUEe
yctpoicTea skniouaerT noprv Jlo3pa ans  paspyeaHusi/caysaHus (C) wn  nopT Sospa
nposogHuka (D) Ans NPOMLIBKW BHYTPEHHEro KaHana NposogHuka. Katetep cHabxer asyMa
BHYTDEHHMMW KaHanamMm, Npu STOM 06a BHYTPEHHMX KaHana pacnoNaraloTcA pRAOM BHYTPH

6
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oaHON TPYSKu, [Ans obneruyeHus NPOABUNEHWA KaTeTepa Yepea COCYAMCTYIO CeTb KaTerep
cHabxeH rMAPodOOGHLIM NOKPLITUEM HA HAPYXHOW nosepxHocTY wadTa (B) U BHyTpeHHeM
KaHane NposoaHUKAa,

s

"‘?"— LT, U] - o ) ] --v- —[ ‘. - .- - .
g ’ g T o - - _ 1.
| [ iag = ) 1—‘ E
E G F H FA
Pucyrok 1 — Dynetic-35

Bannou
WadT
{lopT J/lloapa AnA pasaysaHus BaHUA
MNopt flivapa NPOBOAHUKA
MNMpoBoAHKUK (COBMECTHMOE H3genne, He ABNAINTCA YACTLIO CUCTEMbI cTeHTa Dynetic-
35, npuobpeTaeTca OTAeNbHO)

83 PEHTreHOKOHTPACTHLIX MapKepa
KoHYuK
Crent

I|eY™m| m|o|0|w|>

9. KOMNNexT NOCTaBKN MEAMLIMHCKOrO nagennna

Cucrema nepudepnueckoro 6annoHopactumnpnaemoro creHta Dynetic-35 ¢ cucteMoid aocTasku
paboueit AnmHoW 90 CM NOCTaBNAETCA B COCTaBe:

1. CreHT nepudepuyeckuil SannoHopacwupaembiii Dynetic-35 ¢ CUCTEMOW ROCTaBKK
pabovei anuHoiA 90 cM - 1 wr,

- CO CTEHTOM HOMMHANbHbLIM AMAMETPOM 5,0 MM, HOMUHANBHOW ANMHOW 18 MM, 28 MM, 38 MM,
58 MMm;

- CO CTEHTOM HOMMHANbLHLIM AMaMeTpoM 6,0 MM, HOMUWHANLHOW A4NWHOW 18 MM, 28 MM, 38 MM,
58 MM;

- CO CTEHTOM HOMUHANLHLIM AnaMeTpom 7,0 MM, HOMMHANLHOW ANUHOW 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

- CO CTEHTOM HOMUHANbHbIM AUAMETPOM 8,0 MM, HOMUHANLHOR ANUHOW 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

= 00 CTEHTOM HOMMHANbHBIM ANAMETPOM 9,0 MM, HOMUHANLHOW ANMHOW 28 MM, 38 MM, 58 MM,
78 MM;

- CO CTEHTOM HOMUHaNLHLIM AnaMeTpoM 10,0 MM, HOMUHANLHOW ANMHOK 28 MM, 38 MM, 58
MM, 78 MM;

2. UMNnaHTauuorKasn Kapta nauveHTa - 1 wr.

3. Kapta AaHHbIX O PACTRXUMOCTH - 1 wT,

4, WHCTPYKUUMA NO NPUMEHEHUI0 — 1 wT.

Cucrema nepudepuueckoro SannoHopacwmpsaeMoro creHta Dynetic-35 ¢ cucteMmoi gocTaBku
pabouel gnuHoi 130 CM NOCTaABRNAETCR B COCTaBe:
1. CrenT nepudepuveckuii GannoHopacwupaemsii Dynetic-35 ¢ cuctemoit A0CTaBKU
paboued anuHoh 130 cM — 1 Wi,
- CO CTEHTOM HOMUHANbLHLIM ANAMETPOM 5,0 MM, HOMUHaNLHOW ANUHOK 18 MM, 28 MM, 38 MM,
58 Mm;
- CO CTEHTOM HOMMHANbHBIM guaMeTpoM 6,0 MM, HOMMHANLHON ANMHOA 18 MM, 28 MM, 38 MM,
58 Mm;
- CO CTE@HTOM HOMWHaNbLHLIM AvaMeTrpoM 7,0 MM, HOMUHANLHOW ANUHOK 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;
- CO CTEHTOM HOMWHANLHBIM AMAMETPOM 8,0 MM, HOMUHANLHOK ANMHOW 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

7
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- CO CTEHTOM HOMUHaNbHbLIM AnAMETPOM 9,0 MM, HOMUHANBHOW ANUHOW 28 MM, 38 MM, 58 MM,
78 MMm;

- CO CTEHTOM HOMUHENbHbIM anameTpom 10,0 MM, HOMWHANLHOW AnMHOW 28 MM, 38 MM, 58
MM, 78 MM;

2, UMnnaHTauuoHHana KapTta naumenTa — 1 wr.

3. KapTa ganHbIX O pacTsHXUMOCTA ~ 1 wr,

4, WUHCTPYKUMA NO NpUMeHeHnio — 1 wr.

Cucrema nepungepuueckoro SannoHopacuinpaemMmoro crteHTa Dynetic-35 ¢ cucremoid pocrasku
paboueit AnuHOA 170 CM NOCTaBNKRETCA B COCTaBe:

1. CreHT nepudepuuecknit SannoHopacwupaemotit Dynetic-35 € cucTeMOU A0CTaBKU
paboueil AnuHoH 170 cm ~ 1 wrT.

- CO CTEHTOM HOMKHANbHbIM gnaMeTpoM 5,0 MM, HOMMHANLHOK ANUHOIK 18 MM, 28 MM, 38 MM,
58 MM;

- CO CTEHTOM HOMMHANLHLIM AMAMETPOM 6,0 MM, HOMMHANBLHOW ANMKHONA 18 MM, 28 MM, 38 MM,
58 MM;

- CO CTEHTOM HOMMHANbLHLIM AMaMeTpoM 7,0 MM, HOMUHANLHOW QIMHOR 18 MM, 28 MM, 38 MM,
58 MM, 78 MM;

- CO CTEHTOM HOMUHANbLHLIM AMAMEeTpOM 8,0 MM, HOMUHANBHOW ANMHON 18 MM, 28 MM, 38 MM,
58 MM, 78 MMm;

- CO CTEHTOM HOMWHAJ/IbHLIM AMAMETpoM 9,0 MM, HOMMHANILHOW ANMHOK 28 MM, 38 MM, 58 MM,

78 Mm;
- €O CTEHTOM HOMWHaNbLHBLIM AnaMeTpoM 10,0 MM, HOMUHANbLHOW ANUHOK 28 MM, 38 MM, 58
MM, 78 MM;
2. UMnnaTauuoHHas KapTa nauvenTa = 1 wr.
3. Kapra gasHbIX 0 pacTaXuMocTh — 1 wr.
4, UHCTPYKLIMA NO NPUMEHEHHWIo — 1 WT,
10. TpeGoBaHus K COBMECTUMOCTM  aKCecCyapos W
KOMNOHENHTOoB

Tabnuua 2. TpeboBaHnst K COBMECTUMOCTIA aKCEeCCYapPOB U KOMROHEHTOB
Xapaxrepucruku Tpe6oBaHuA K COBMECTUMOCTH aKCECCYapOos ¥ KOMMNOHENTOB

CoBMECTMM CO  CTaHAAPTHBIM  UHTPOAbIOCEPOM 6F (dpeny)
COOTBETCTBYIOWEN ANUHLI

iagenve AONXKHO WUMETb MAKCUManbHbLIid HapyXHbiA anamerp < 2,20

Obwue

Ocobuie MM
Y unapnenna pomxeH 6biTb KaHan nposOAHUMKA, NO3IBOANIOWWA
Obwmne nponyckate nposogHuKk 0,035 awiima (0,89 MM) cooTsetcTayiOUIeN
ANVHbL OT ANCTANLHOMD KOHLUA K NPOKCUMaNbLHOMY
Ocobuie Y wagenusn ponxeH ObiTb KaHan nNPOBOAHUKE C MUHUMANbHbLIM
avameTtpoM 20,92 MM
« COBMECTMM € KOHTPAacTHbIM PacTBopoM (CMeCb KOHTPacTHOro
BELLECTBA C PU3NONOrUYECKUM PACTBOPOM 50:50 no o6bemy)
Obuwe ¢ CoBMeCTUM C PUINONOTNIECKUM PacTBOPOM

» IMEET KaHas NPOBOAHUKA, KOTOPGLIA MOXHG MPOMbLIBATL
e COBMECTUM CO CTAHOQAPTHbIM U3nenuem AN Pa3lgyBaHWA/CAYBAHWUS C
MaHOMETPOM

Hwxe npeacTasneHsl nNPUMEPHl 3JaperMCTPUPOBAHHBIX HA  TeppuTopyun  POCCUICKOM
denepaumn MeAWUMHCKUX W3Aenwvi, NPeAYCMOTPEHHBLIX ANA WUCNONL3OBAHNS COBMECTHO C
Cucremoit nepudepuyeckoro 6annoHopacwupaemoro creHta Dynetic-35.

. Mpu NPOKCHMaNLHOW/AKCTANLHOW CBapKE U CKAeKBAHUH MAHUDORAE CNeuMPUKAIUMA ANS AMAMETPA KAHANS
NpOBOAHUKE CocTasnner = 0,89 MM .
8
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Tabnuua 3. TipuMepn 3aperucTpUpPOBaHHbLIX Ha Tepputopum Poccuiickoi deaepauuu
MEAVNLIMHCKUX U3AENWA, NPeayCMOTPEHHbIX ANS WCMONL30BaHWS COBMECTHO ¢ CUCTeMoii

Dynetic-35
Toprosoe HoMep perucTpaunMoHHOre
HanMeHoBaHKue YAOCTOBEpeHUN, HaMMEHOBAHUE
MEAULMHCKOro MeAWLUMHCKOro uaaenus no MpouasaauTent
naaenms perucrpaumoHHoOMy YAOCTOBEPEHUIO
WHTpoabiocep 6F {PpeHu)

PerncrpaunoHHoe yaocrosepeHne N¢ P3H
2015/3272 - «YcTpoiicTaa anA
PEeHTreH3HAOBACKY/IAPHbBIX

AVANTI+ ANarHocTudeckux u neuebubix npoueayp, E:l:giss CllfA Corp., Miami
BKAIOYAIOUNX: aHrworpadwuio, '
aHMMONNacTHUKY, TPOMEIKTOMUIO "
CTeHTUpOBaHUE»
PeructpaunoHHoe yaoctoBepeHue N? | Contract Medical

Fortress OC3 2011/10957 - «MHTpoabiocep | International, GmbH,
Fortress» Dresden, NepManna

Npoeogruk 0,035 atokima (0,89 MM)

PerucrpauvonHoe yaocrosepeHue N? P3H

ZIPwire 2018/7227 - . «lpOBOAHMK g‘;‘:ka R(g':" Medical,
rvapodunbrbin ZIPwire Ana YTA» !
PerucrpauworHioe yaocrosepenune N P3H

RADIFOCUS 2016/4754 -~ «lposoaruk RADIFOCUS | Terumo Corporation,

GUIDE WIRE M GUIDE WIRE ans cocyanctoix | Tokyo, sinoHwnsa
BMELLATENLCTE®

11. TeXHUUYSCKUE XAPAKTEPUCTUKN MEAULIMHCKOTrO U3genun

11.1. ACCOPTUMEHT NPORYKUUN

Tatnuua 4. Tabnuia acCOpTUMEHTa NPoAYKLUWA

O6o3HaveHne Homep no HomnHan| HomnHanb P:gz::“
Ne | BAPVAHTS UCTIONIHEHUA KaTanory bHbIA @ H?R ATMHA) L Ne EAN

MeANLUMCKOro (REF) CTeHTa | -CTeHTa | /0 oK

w3aenus {Mm) (Mm) W (cM)

1 Dynetic-35 5/18/90 | 428690 5 18 90 07640130443327
2 Dynetic-35 6/18/90 | 428691 6 18 90 07640130443334.
3 Dynetic-35 7/18/90 | 428692 7 18 90 07640130443341
4 Dynetic-35 8/18/90 | 448939 8 i8 90 07640130454828
5 Dynetic-35 5/28/90 | 428694 S 28 90 07640130443365
6 Dynetic-35 6/28/90 | 428695 6 28 a0 07640130443372
7 Dynetic-35 7/28/90 | 428696 7 28 20 07640130443389
8 Dynetic-35 8/28/90 | 448942 8 28 90 07640130454798
9 Dynetic-35 9/28/90 | 448943 9 28 90 07640130454781
10 | Dynetic-35 10/28/90 | 448944 10 28 90 07640130454774
11 | Dynetic-35 5/38/90 | 428700 5 38 20 07640130443426
12 | Dynetic-35 6/38/90 | 428701 6 38 90 07640130443433
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PaGouas
NO Bapugﬁugg“::ne:::euua 2::;9 o:-_';’ H:H"b:'; aﬁn ::: z:::; cﬂg_:'e“:u Ne EA;N
MeANLUHCKOro (REF) cTedTa | CTeWTa | ook
uaagennn {Mm) (mmM) W (cM)

13 Dynetic-35 7/38/90 428702 7 38 90 07640130443440
14 Dynetic-35 8/38/90 448945 8 38 20 07640130454767
15 Dynetic-35 9/38/90 448946 9 38 S0 07640130454750
16 | Dynetic-35 10/38/90 | 448947 10 38 90 07640130454743
17} Dynetic-35 5/58/90 428706 5 58 a0 07640130443488
18 Dynetic-35 6/58/90 428707 6 58 90 07640130443495
19 | Dynetic-35 7/58/90 | 428708 7 58 90 07640130443501
20 | Dynetic-35 8/58/90 448948 8 58 90 07640130454736
21 Dynetic-35 9/58/90 448949 S 58 90 07640130454729_
22 | Dynetic-35 10/58/90 | 448950 10 58 90 07640130454712
23 | Dynetic-35 7/78/90 428712 7 78 20 07640130443549
24 | Dynetic-35 8/78/90 448951 8 78 20 07640130454705
25 | Dynetic-35 9/78/90 448952 S 78 90 07640130454699
26 | Dynetic-3510/78/90 | 448953 10 78 90 07640130454682
27 | Dynetic-35 5/18/130 | 428716 S5 18 130 07640130443587
28 | Dynetic-35 6/18/130 | 428717 6 18 130 07640130443594
29 | Dynetic-35 7/18/130 | 428718 7 18 130 07640130443600
30 | Dynetic-35 8/18/130 | 448954 8 18 130 07640130454675
31 | Dynetic-35 5/28/130 | 428720 5 28 130 07640130443624
32 | Dynetic-35 6/28/130 | 428721 6 28 130 07640130443631
33 | Dynetic-35 7/28/130 | 428722 7 28 130 07640130443648
34 | Dynetic-35 8/28/130 | 448957 8 28 130 07640130454644
35 | Dynetic-35 9/28/130 | 448958 9 28 130 07640130454637
36 | Dynetic-35 10/28/130| 448959 10 28 130 7640130454620
37 | Dynetic-35 5/38/130 | 428726 ) 38 130 07640130443686
38 | Dynetic-35 6/38/130 | 428727 6 38 130 07640130443693
39 | Dynetic-35 7/38/130 | 428728 7 38 130 07640130443709
40 | Dynetic-35 8/38/130 | 448960 8 38 130 07640130454613
41 | Dynetic-35 9/38/130 | 448961 9 38 130 | 07640130454606
42 | Dynetic-35 10/38/130, 448962 10 38 130 07640130454590
43 | Dynetic-35 5/58/130 | 428732 5 58 130 07640130443747
44 { Dynetic-35 6/58/130 | 428733 6 58 130 07640130443754
45 | Dynetic-3% 7/58/130 | 428734 7 58 130 07640130443761
46 { Dynetic-35 8/58/130 | 448963 8 58 130 07640130454583
47 | Dynetic-35 9/58/130 | 448964 9 58 130 07640130454576
48 | Dynetic-35 10/58/130| 448965 10 58 130 07640130454569
49 | Dynetic-35 7/78/130 | 428738 7 78 130 07640130443808
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0O603Hauerune Homep no HOMmyan HoMuHanb P:gg::ﬂ
Ne BapunaHTa NCNONHEHUR KaTanory bHbIYN @ | HAA ANNHA cUCTEMbI N2 EAN
MeaAnLtMHCKOro (REF) CTeHTa CTeHTa AocTaBk
n3nenuns (Mm) (MmM) U (cm)

50 | Dynetic-35 8/78/130 | 448966 8 78 130 | 07640130454552
51 | Dynetic-35 9/78/130 | 448967 | 9 78 130 | 07640130454545
52 | Dynetic-3510/78/130 | 448968 10 78 130 | 07640130454538
53 | Dynetic-35 5/18/170 | 428742 5 18 170 | 07640130443846
54 | Dynetic-35 6/18/170 | 428743 6 18 170 | 07640130443853
55 | Dynetic-35 7/18/170 | 428744 7 18 170 | 07640130443860
56 | Dynetic-35 8/18/170 | 448969 8 18 170 | 07640130454521
57 | Dynetic-35 5/28/170 | 428746 5 28 170 | 07640130443884
58 | Dynetic-35 6/28/170 | 428747 6 28 170 | 07640130443891
59 | Dynetic-35 7/28/170 | 428748 7 28 170 | 07640130443907
60 | Dynetic-35 8/28/170 | 448972 8 28 170 | 07640130454491
61 | Dynetic-35 9/28/170 | 448973 9 28 170 | 07640130454484
62 | Dynetic-35 10/28/170| 448974 | 10 28 170 | 07640130454477
63 | Dynetic-35 5/38/170 | 428752 5 38 170 | 07640130443945 |
64 | Dynetic-35 6/38/170 | 428753 6 38 170 | 07640130443952
65 | Dynetic-35 7/38/170 | 428754 7 38 170 | 07640130443969
66 | Dynetic-35 8/38/170 | 448975 8 38 170 | 07640130454460
67 | Dynetic-35 9/38/170 | 448976 9 38 170 | 07640130454453
68 | Dynetic-35 10/38/170| 448977 | 10 38 170 | 07640130454446 |
69 | Dynetic-35 5/58/170 | 428758 5 58 170 | 07640130444003
70 | Dynetic-35 6/58/170 | 428759 6 s8 170 | 0764013044401C
71 | Dynetic-35 7/58/170 | 428760 7 58 170 | 07640130444027
72 | Dynetic-35 8/58/170 | 448978 8 58 170 | 07640130454439
73 | Dynetic-35 9/58/170 | 448979 9 58 170 | 07640130454422
74 | Dynetic-35 10/58/170| 448980 | 10 58 170 | 07640130454415
75 | Dynetic-35 7/78/170 | 428764 7 73 170 | 07640130444065
76 | Dynetic-35 8/78/170 | 448981 8 78 170 | ©7640130454408 |
77 | Dynetic-35 9/78/170 | 448982 9 78 170 | 07640130454392
78 | Dynetic-3510/78/170 | 448983 10 78 170 | 07640130454385
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Ta6nuua 5. BapuaHTbl MCNONHEHUS n3genna Ana paboyeid ANMHBI cCUCTEMbl gocTaBkn 90 cm

HavmeHoBaHMe U3genuns HoMuHanbHasa gnnHa cteHta (Mm)
KoHcTt KoHCT
K Py PR con oMY a2 3 s 7
wara CTeHTa
S 14 5,0 428690 428694 428700 4287061
S 14 6,0 428691 428695 428701 428707
M 14 6F 7,0 428692 428696 428702 428708 428712
14 (PpeHy) 8,0 448939 448942 448945 448948 448951
L M 12 9,0 448943 448946 448949 448952
12 10,0 448944 448947 448950 448953

[ocTynHble pasmepbl M3genus
HepoCTynHbie pa3mMepbl M3genus

Tabnuua 6. BapuaHTbl MCNONHEHUA n3gennsa gna paboyveld ANAWMHbLI cCUCTeMbl gocTaBku 130 cm

HanmeHoBaHune nsgenns HoMmunHanbHaa gnvHa cteHta (Mm)
KoHcT  KoOHCT
PYKUM pyKuum  pfpP cou HomunHanbHbI i 18 28 38 58 78
f A (aTm) O cteHTa (MM)
wagra CTeHTa
S 14 5,0 428716 428720 428726 428732
S 14 6,0 428717 428721 428727 428733
" 14 6F 7,0 428718 428722 428728 428734 428738
14 (®peHy) 8,0 448954 448957 448960 448963 448966
L M 12 9,0 448958 448961 448964 448967
12 10,0 448959 448962 448965 448968

[ocTynHble pasmepbl U3genus
HepfocTynHble pasMepbl U3genus

Tabnuua 7. BapumaHTbl UCNONHEHUA n3genuna ana paboyein AANHbLI cucTeMbl gocTtaBku 170 cm

HanmeHoBaHue n3gennsa HoMuHanbHaa gnnHa cteHTa (MMm)
KoHe
KoHcT TPYK o
yKumf Jﬁ; (Zﬁ:) cout g%ﬁg:?g?&i? 18 28 38 58 78
wapTra CreHT
a
5 14 5,0 428742 428746 428752 428758
M S 14 6,0 428743 428747 428753 428759
14 6F 7,0 428744 428748 428754 428760 428764
14  (PpeHu) 8,0 448969 448972 448975 448978 448981
L M 12 9,0 1 448973 448976 448979 448982
12 10,0 1448974 448977 448980 448983

JocTynHble pasmepbl U3genus
HepgocTynHble pasmepbl M3genus
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11.2. FraGapuTHble pasmepsbl

11.2.1. Pa3mepbl cTeHTa

AvameTp cTteHTa

7 9
() 5 6 8 10
MHa cTeHTa
A (M) 18...58 18...58 18...78 18...78 28...78 28...78

MunH. Kom. Makc. MuH. Hom. MwuH. Hom. MwuH, Hom. MwmH. Hom, Makc. MuH. Hom. Makc- MumH. Hom. Makc.

Aasnenue (atm) -8%0 05 +8% -8% 06 +8% -8% 07 +8% -8% 08 +8W0 8o 09 +8% -80/0 010 +80/0

6 4,33 4,71 5,08 5,10 5,54 599 589 6,41 692 6,71 7,29 7,87 7,59 8,25 8,91 8,56 9,31 10,05
7 441 4,79 5,18 5,20 5,66 6,11 6,04 6,57 7,09 6,90 7,50 8,10 7,81 8,49 9,17 8,77 9,53 10,29
8 4,49 488 5,27 5,31 5,77 6,23 6,19 6,73 7,27 7,08 7,69 8,31 8,00 8,70 9,39 8,94 9,72 10,50
9 456 496 536 540 587 6,34 6,33 6,88 7,43 7,22 7,85 8,48 8,16 8,87 9,58 9,08 9,87 10,66
10 4,64 504 544 548 5095 "~6,43 6,43 6,99 7,55 7,34 7,98 8,62 8,29 9,01 9,73 9,20 10,00 10,80
11 4,70 511 552 554 6,02 651 652 7,09 765 7,44 8,09 8,73 838 941 9,84 9,28 10,09 10,90
12 4,75 5,17 5,58 5,60 6,09 6,57 6,60 7,17 7,74 7,52 8,17 8,83 8,50 9,24 997 9,38 10,19 11,01
13 4,80 5,22 564 565 6,14 6,63 6,65 7,23 7,81 7,58 8,24 8,90 8,57 9,31 10,06 9,44 10,26 11,08
14 486 5,29 571 5,71 6,20 6,70 6,73 7,32 7,90 7,67 8,33 9,00 - - - -
15 4,90 533 5,75 5,74 6,24 6,74 6,78 7,37 7,96 7,72 8,39 9,06 - - - -
16 4,93 536 5,79 5,78 6,28 6,78 6,82 7,41 8,01 7,76 8,43 9.1 - - - - - -
Hok4, (atm) 10 10 10 10 10 10
POP (aTm) 14 14 14 14 12 12

Hapy>Hblli guameTp CTeHTa Npu HOMWHANLHOM [aBfieHUU LO/MKEH 6blTb paBeH HOMWHANIbHOMY AuameTpy +8%
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Ta6nuua 9. Tabnumua pacTaXMMOCTM ANA HapPYXHOro guameTpa CTeHTa
YKasaHHbIli gunameTp cTeHTa (MM)

p(atm)

6
7
8
9
10
11
12
13
14
15
16

p (kMa)

608
709
811
912
1013
1115
1216
1317
1419
1520
1621

05
4,71
4,79
4,88
4,96
5,04
5,11
5,17
5,22
5,29
5,33
5,36

06
5,54
5,66
5,77
5,87
5,95
6,02
6,09
6,14
6,20
6,24
6,28

HomunHanbHOe gaBneHue

Ta6nuuya 10. AnnHa cTeHTa/NMONOXEHNE CTEHTA

Mpynna n3genuni

(HOMI/IHaJ'IbHaFI ONNHA CTEHTa

18
28
38

58

78

(MMm))

07
6,41
6,57
6,73
6,88
6,99
7,09
707
7,23
7,32
7,37
7,41

08
7,29
7,50
7,69
7,85
7,98
8,09
8,17
8,24
8,33
8,39
8,43

09
8,25
8,49
8,70
8,87
9,01
9,11
9,24
9,31

010
9,31
9,53
9,72
9,87
10,00
10,09
10,19
10,26

PacueTHoe faBNneHune paspbiBa

OnnHa ropupoBaHHOro
cTeHTa (MMm)

18 *1
28 *1
38 +1

58 +1,45

78 £1,95

HoMWHanbHas gAMHaA cTeHTa -1/+1 MM

HomMuHanbHas gnuHa cTeHta -2,5/+2,5%

Fpynna nsgenuni
(HOMMHaNbHbIN

AvameTp cTeHTa (MM))

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

[MonoXeHne cTeHTa

e TllepekpbiTMe cTpaT CTeHTa
PEHTFEHOKOHTPACTHOTO

n

mapkepa < 1,0 mm

- Pa

PEHTreHOKOHTPAaCTHOTO
mMapkepa < 1,5 MM

TonwunHa crtparta

(MKM)

110 £22

140 +22

CCTOAHNE

Mexay
CTEHTOM W BHYTPEHHUM Kpaewm

LvpuHa crpaTa

150 +22

160 +22
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11.,2.2. Paswmepst maghra
Tabnuua 12, AvaMeTp wadbdra
Fpynna waaenyin (HOMUHANMBLHLIA AllIaMerp
crenTa (MM)) HapyxHbii aguamerp wadrta (Mm)
5 1,70 -0,05/+0,05
6-7 1,71 -0,06/+0,04
8-10 1,81 -0,06/+0,04

Tabnuua 13. Pabouas aMHa CUCTEMBI JOCTaBKMH

Fpynna vagenwii (HoMuHanbHasi pabovan
ANMHA CUCTEeMbl A0CTaBKKU {cM))

PaGouvan ANKMHE CUCTEMb! AOCTasKKn (CM)

90 90 £2,5
130 130 +2.5
170 170 £2,5 *

11.2.3-
Tabnuua 14. Npodunb CUCTEMB JOCTasKN

Npodhune cucremsl ROCTABRH

(H ogs::;:":?éni':‘:im MakcMManbHRIN NonepeyHeili | MakcuManbHbIil HapyXHbIA
cTeHTa (MM)) npodpune (MM) Auamerp (MM)
5 < 1,90 <1,90
6 < 1,95 < 1,95
7 < 2,00 < 2,00
8 s 2,10 s 2,10
9 < 2,15 < 2,15
10 < 2,20 < 2,20
11.3. PYHIRUNOHANbLRLIE XAaPAKTEPUCTUKW U3ARCNUA
11.3.1. MuHuManLHbLIR ﬁasnep NPOROAHVUKOBOIO KaTeTepa/MHTPOZLINCEDA

MUHUManNbHLII pazMep WHTPOALIOCEPa ONPEASNNETCA Ha OCHOBE NPOGUNS CUCTEMBI AOCTABKW

{MakCUManbHblif HAPYXHBIA AnaMeTp).

Tabnuia 15. MUHUMaNbLHBLIA PasMep NPOBOAHMKOBOIC KaTeTepa/HTPOALIOCEpPa

Fpynna nagenvii (HoOMUHanNsHLBIA Pasmep nhTpoabiocepa {F)
anametn creuta (MM)) {(BHYTPEHHMA Anarerp (MM) ¥ (aloBm))
Bce pa3amepbl GF (Openu): 2 2,20 mm unn 0,087 ploimos
11.3.2, AnwrenbHOCTD PARAYRAHWR M CAYBAHWA

Tabnuua 16. BQeMn pazayBaHus n chysanun Sannoxa

Mpynna nanennii ‘B
pems
Somnaneit Cpeaa poanysanws/
(vm)) caysanus {(¢)
PO = 90/130 ¢m | eVisipaque 320 {HeMorHHBIA), 50% c < 60
PUINONOrMHCCKAM PaCcTSOPOM
PO =170 cm e Hexabrix 320 (MOHHWIH), 50% C Pu3MonoruvecKuMm < 110
pacTeopoMm

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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11.4. DYHXUMOHANDHLIE TCXHUYECKNE XAPAKTEPUCTHKA CTEHTA

11.4.1. VYxopoueune crenTa

Tabnnua 17. YKOpoueHue CTeHTa
Mpynna usgenuit (HoMUMHANDHYLIA
AvameTp crenra (MM))

Bce pasmepel < 20

Yropoternne = UaMeretue AnuHel [%] (HomA~PAP)

11.4.2. VYnpyras oTgaua
Tabnvua 18. Ynpyras oraava (pekoin

Fpynna wanenuit (HOMMHaNEBHBIR .
! AvaMeTp crexTa (MM)) . ynpyraa otaada (Hom4-PAP) [%)
Bce pa3mepbi < 7

11.4.3. PaauansHan MECTKOCTs

Tabnuua 19, PaguansHan XecTkocTb

fpynna uspenwii {HOMMHaNbHbIA ) ‘
AMAMETD CTeHTa (MM)) PaananbHas nogatnnsocts (%/kMNa (%/arM))

Bce pasmeps! < 0,14 %/uMNa (5 14,4 %/at™)

12. MaTepransl, H3 KOTOPLIX WITOTOBAGHO MeRHLIMKHCHOe
N3nEenne U KONTaKY C Opraln3MoM venoBexa

Tabnuua 20. Matepuanbi, U3 KOTOPbLIX UITOYOBNEHO MEAULMHCKOE U3fenue W KOHTaKT C
raHUaIMoOM 4YenoBeKa

KoHTtakT ¢
> o OPra2HH3MOM
Ne KoMnoMeMT QenoBeKa Marepuan Kpacmenb/AoGasxaw

(Da/Her)

CrenT .
1 CreuT . Aa KoGanbT-XpoMoBLIA Cinau Her
MoKkpbiTHe
AMOPPHbIA Kapbva KpeMHust,
2 | NOBEPXHOCTH CTeHTa Aa Her
proBIO obnrauleHHLIA BOAOPO/OM
CucreMa AOCTaBKU
1 bBannoH Aa Nonuamua 12, HaTypanbHLId Her
rapogobroe
nokpbitue (kaian Cmech 99% lMenTan/1%

2 NPOBOANMKA, Aa CunukoH Het

HaPYXHBLIA WagT)

flonvatmpHblid Gnokamuy,

3 .ﬂBYangg:remuﬁ Qa HaTypasTbHBI -
) - IurMenT 3eneHbli
TepMoOnNacTU4HbLIA '
4 | 3awmTa OT nepernba Her BYNKaHW3aT, HATYDANLHLA Het
Manudgonn . He poctyniio
5 (xonnekrop) Aa Grilamid guoneTosuLINi (nurmenT)
MonuadupHbs 6nokamua; -
6 | BHyTpeHHWH wadT Aa HATYpankHbiti,
- MurMeHT 3eneHbii
7 KoHuunk Aa MonuadupHeIl 6nokamMug, -

16
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KoHTaKkT ¢
N¢ KoMnoHeHT oﬂ;i';?ezgn MaTepuan Kpacurens/flo6aska
(fa/Her)
HaTypanbHblii
- NUrMeHT aeneHuiin
8 Pe;Lr::::OH&piTCT;'H Her NMnaruHa 90%/Upnanin 10% Het
Y®-xnein Het Knei Her
10 ;_l;)p“‘;g(: "3 Her MonnamMna 12, HaTypanvHbin Her

Bui KOHTAKTA C OPrain3IMOM ME/IOBEKD
Cucrema nepudepnyeckoro SannoHopacumpsemMoro creHta Dynetic-35 1MeerT creyiowmni
8MA KOHTAKTA C OpraHn3MoM JenoBeKa:

Tabnuua 21. Bua KOHTaKTa C OPraHu3MoM venoseka
KoMnoHeHT BuA KOHTaKTa ¢ OPraHNaMoM Yenoseka
Mnnnampyenoe usaenve, MeKllee NOCTOAHHbIA KOHTaKT
(6onee 30 CyTOK) € KpOBbLIO.
U3penue, NpUCoEANHAEMOE U3BHE, UMEeDLes KPAaTKOBPEMEHHbIN
KOHTAKT (MeHee 24 4acoB) C UMPKYNNpYIoWed KPOBLIO.

CremT

Cucrema AocTaBKu

13. Axnanus puckos

80 spems paspaboTku Cuctembl neputepuueckoro GannoHopaclmpsaeMmoro creHta Dynatic-
35 6uin nposeaeH TWATENLHBIA aHANUM3 PUCKOB B COOTBETCTBUM C CEPTUGUIUMPOBAHHKLIM
ANW3aHHOM Y CTaHAAPTHBIMU  ONEePaUMOHHBIMKM  NpouegypaMn 10  YrNpasneHuio PUCKoM
koMnaHun BIOTRONIK (B coorBetcrBuu ¢ ISO 14971). B xope aHanuv3a 6Gbinv OLEHERbI W
KnaccupuuUUpoBaHbLl COTNAacHO BEPOATHOCTU U BbIPAXEHHOCTM BO3MOXHLIE OMaCHOCTH,
cBA3aHHbIe ¢ pa3paboTkoi, PyHKLMOHANBHOCTLIO W MCNONb30OBaHWeM u3genwii. Ecnu pucku
6biNU onpeaeneHbl Kak HeaonyCTUMbIe, NPMHUMANUCL AfEeKBaTHLIE Mepbl ANs YCTpPaHeHuA
VAN MUHUMU3AUUM COOTBETCTBEHHO K BEPOATHOCTH #/MNAM  BbIP3XEHHOCTU OfNAaCHOCTH.
Tpefiyemble MeponpuATUA MO MUHMMM3aUMn pucka ©Oblnn pa3geneHn! Ha cnegyiolme
KaTeropum: HenocpeacTBeHHbIe, OROCPEAOBaNHbIE U npegynpeaAuTensHble. DPPEeKTUBHOCTD
BCEX  MeponpuaTMA N0  MMHUMM3aUMKM pucka Obina ucnNeiTaHa BO  Bpems
BepuduKaLuv/BanvuaanMn NPoayKTa,

14. Ynakoska

Dynetic-35 nocTasnseTcn B CTePUNLHONR yNakoske.

3nenme noMeulaeTca B 3auWUTHOE KOMbLLUO M3 NMOAMITUNECHA BLICOKOW nnotHoctn (M3BN).
3awuTHOE KONBLO 3aumiuaeT Gan/ioHHbLIR KaTeTep B CTePWILHOM NAKeTe OT Kakux-nubo
NoBpeXAeHWA. 3areM 3aUTHOES KONLUO MNOMEWANT B8 CTEPUALHLIH NAKEeT, COCTONAMA w3
AByX KoMGuHuposaHHbix nnenok {(M3T/N3) c oaHoit cTopoHbl M Aucta Taisek (Tyvek)
{mukpobuonornueckuin Gapuwep) ¢ APYroid CTopoMbl, KOTOpLIe 3aneyaTuiBalOTCR BMeECTE,
ob6pasayn TaxuMm O5pa3OM 3aKPLITLIA KOHTEHHep., JTOT CTePUNbHLIN naxker obecneunsaer
Anthdy3nio rasoobpasHoro oKcHAa atuneHa, HO Henpoxrwvuaem Ana 6aktepui. OH HE MOXET
6biTe NOBTOPHO 3anevuarad Nocne BCKPhITUA U Ha3LIBAETCH CTEPUNLHLIM N3KeTOM. 3awuTHoe
KONbLIO W CTEepUNbHBIA NAKET COCTABAMAIOT BHYTPEHHIOI YNaKoBKY.

OavH (1) crepunbHLIK NAKET YNakosaH B MHAWBUAYRNLHYIO KAPTOHHYIO KOPOGKY (3asoackan
YNaKkoeKa), KoTopas 3anevaranda 3HakoM kadecrea (QSi-Seal).

STUKETKN HBHOCATCA KAK Ha BHYTPEHHIO!O, TAK ¥ Ha BHELHIOID YNaKOBKMW.

17
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15. Mapxuposxa

15.1. YcnosHsie 0603HaUEHNR Ha MAPKAPOBKE

Tabnuya 22. YcnoeHele 0603HaueHWa Ha MapKUpoBske

Mpaduuecknint cnMson

Onucanmne

I_I

S'I'-ERI’.E E

Crepunusauuma oKCraom sTuneHa

-

.
-

Bepeub oT Bnarun

He CTEepMNM30BaTL NOBTOPHO

&)

manuals.biotronik.com

O6GpaTtuTech K MHCTPYIZLUMKM NC NPUMEHEHWIO

3anpet Ha NOBTOPHOE NpUMeHeHKne

He aonyckars Bo3geRcTBHR COMHEYHOro CBeTa

HaTa warotoBneHus

Usrotosurens

OCTOPOXHO!

Uenonsaosats A0

Koa napTuu

HomMep no karanory

He ncnonb3onaTth NPY NOBPEXALHAN YNAKOBKN

HoMuHanuHoe pagneHue

HOMUHanbHoE AaBneHWe paspbiBa

CreHT sensiercs MPT-COBMECTUMbIM NPU COOSIIOACH M
oNpeAeNeHHbIX YCNoBuiA NpoBEeAEHUA KCCReaoBaHNs

Npeaen TeMNepaTypi XPaHCHUS

AonycruMeie OTKNOHEHUA Npeaena TeMNepaTypbi XpaHeHus

Mapkwposka CE

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

Oonucanue

GTIN

FnobanbHblit HOMEP TORAPHON NPOAYKUMW

YinonHoMoueHHbLIR Npeacrasutens 8 EBponeickom
coobuwecrae

vMnopTrep

QR-xoA

Bepx

Xpynxoe. OCTOpOXHO

BropuuHas nepepatorka
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15.2. KapTa gaHHbIX O pacCTA>XXUWUMOCTU

Dynetic-35

Peripheral Ballcran-ExpandaMe Stent System

Compliance Data Card

05 atm Imm] r 06 atm 107 atm (mm)
9 4.96 9 5.87 9 6.88
NP -10 5.04 h NP? " 595 ° © NP ™o,
12 5.17 12 6.09 12 7.17
' RBP U 529 J RBP = 14 1 6.20 , :RBP j “U .1 7.32 i
16 5.36 16 6.28 16 7.41
e TS AN 15 W 7S
" atm (mm) LIJ atm (mm) olo atm (mm)
9 7.85 9 8.87 9 9.87
- NP 10 r7.98 - NP : 10 : T9-01 , kKNP.:: I n 10.00 ,
12 8.17 1 9.11 ikl 10.09
RBP ;F 14 1 833 1 (RBP 12 ' 9.24 RBP I~ 12 10.19
16 8.43 13 9.31 13 10.26
e 105 WML 105 ENIIIIN 105

Invitro tests have shown that the stents will reach their indicated outer diameter at the given
nominal pressure.

Invitro tests have shewn that with 95% confidence. ?9.9% of the balloons will not burst at or belew
the rated burst pressure. Do not exceed the RBP.

RBP
If post-dilation is required, do not post-dilate more than the Maximum Diameter for post-dllation.
Note Diameters at inflation pressures above RBP are provided for Information only. At the pressures

above RBP. 99% of the balloons with 95% confidence will not burst.

A Refer to accompanying instructions for use

® BIOTRONIK

N129467/B/2020-10 excellence for life
J
Ta6nunua 23. NHDopmayumns Ha KapTe faHHbIX O pacTAXKMMOCTU M ee pacwungpoBka
MHdpopmaumna Ha KapTe faHHbIX O

pop Eacmmmmc?cmn Pacwudpposka
Compliance Data Card KapTa faHHbIX 0 pacTaAXUMOCTH
Maximum Diameter for Post-dilation MakcumanbHbli Avamerp ANA

noctamnarauunu

0 OvameTtp
atm ATmocdepa
mm MwunnumeTp
NP HO (HOMWHaNbHOe faBneHune)
RBP POP (pacyeTHOe faBneHue pa3pbiBa)
Note MpumeyaHue
In vitro tests have shown that the stents PesynbTathl NcnbiTaHWU in vitro
will reach their indicated outer diameter at npogemMOHCTpuUpoOBanu, 4yTo CTEHTHI

20
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UHdropMaums Ha KapTe flaHiHbIX O
PaCTAXUMOCT

Pacwnpposka

the given nominal pressure.

AOCTUTaIoT HOMMHANbHBIX ‘HapyXHbiX
AWAMETPOB NPWU YKA33HHOM HOMUHANBLHOM
81eHUU (NP).

In vitro tests have shown that with 95%
confidence, 99.9% of the balloons wili not
burst at or below the rated burst pressure.

UccnegosaHms in vitro nokazannm ¢
AOCTOBEPHOCTLIO 95%, uTo 99,9%
6annoHOB He pa3pbIB3IOTCA NPK YKIZaHHOM
HOMUHANBHOM AasneHun pa3spaiea (HAP)

Do not exceed the RBP. wnu Gonee  HU3KOM  pasnenHmn. He
npeesiwante HAP.
Ecom  Tpebyerca  nocTtaunartauuva,  He
If post-dilation is required, do not post- | npesbiwaiiTe 3HayeHUE MAKCUMANBLHOrO

difate more than the Maximum Diameter for
post-dilation. Diameters .at inflation
pressures above RBP are provided for
information only. At the pressures above
RBP, 99% of the balloons with 959%
confidence will not burst.

Avamerpa gnst nocraunatauvn, 3HaueHus
AVaMeTrpa Npu AasNeHUN PasAyYR3IHUA Bbllue
HAOP npeAacTaBneHsi WCKAIOUUTEAbHO ANA
ceegennn. Mpu -gasneqnyt owiwe HAOP,
YKa3aHHOro B 3TOM  Tabhuue, 99%
SannoHoB ¢ 95%-HOM AOCTOBEPHOCTBIO HEe

pa3pbiBalOTCH.
O6payuTeco K COMPO30ANTENLHBIM
WUHCTPYKLUSM NO FIPUMEHEHUKD

Refer to accomnpanying instructions for use

16. CTepMnn3saunn, oMnNCcTKa M gesnHdexunn

Cuctema nepudepnueckoro 6GannowopacwupsaeMoro crenta Dynetic-35 nocraenaercs
crepunbHoOit. CTepuanzayma OCYUISCTBASIETCH OKCMAOM 3TuneHa. YposeHb obecrievenuns
CTepUNLHOCTU: MUHKUMYM 10 8. U3aenue cTepitnsHO Mocne OAHOrO LKA CTepuaKn3aumn,

He nOANEXAT NOBTOPHOW CTepunu3anvn.

OuucTka, aesuHdeKUna W  NOBTOPHan CTepwin3auus HEI’IDHMQHHMbI,
NPeaHasHaYeHo AnNf OQHOKPATHOrO UCNONL3OBAHMSA.

T.K.  u3genue

17. MudopmMaLiMa 0 KPATHOCTH UCMONL3OBAHNUA N °rexnnqecxou
o6cnyxmBaHu/pemMoHTe U3aenns

Cucrema nepudepuueckore HannoHOPacCWIMPREMOrD CTeHTa  Dynetic-35
OAHOPA30BLIM U3AENUEM U HE NOANSKUT TEXHUIECKOMY- 06C/YXUBAHUIO it PEMOHTY.
Cncrema nepudpepuveckoro SannoHopacwupaeMoro creHTa Dynetic-35 npegHasHadvena
TONLKO AN O[HOKPATHOrO wcnonbaosaHns. HEMbL3A NOBTUPHO UCMONBL30BaTL W3AENME.
NosTopHoe :HMCNOAL30GAHWE U3AGAUA CO3RAET NOTEHUMANLHLIA pUCK  UHGULUPOBaHMSA
NAUVEeHTa WIKM NONL3OBATENs. 3Arps3HEeHWE UIALANA MOXET NEWUBECTU K MOBPEX/IEHNIO,
3a60NeBaHNI0 NNK CMEPTY NALIMENTA.,

ABNRETCH

18. AdenMmnnanrauns, BOSMOXKHOCTL YAANECHUA N/ NN SaMeHbt
cTenTa

Crent He MoXeT Bbith, YRANEH U/UNW 3aMeHeH NOCAE ero UMNAAHTALNK.

19, Mepeuenns pacxoadsix Marepuanos, npoueaypa MX
NPUMEHEHUA U 3aMeHbl
CucrteMa niepudepmusckoro  SGannoHopaciaMpseMoro credTa Dynetle-35  amraneTca

OAHOPA30BLIM U3RETNEM N HE COABPKUT PACXOAHLIX MaTEepPABNoBs.
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20. Cpok roaHoCcTN {CPOK COXPAHEHNA CTEPUABLHOCTH)

Cpok roaHocTn usgenna coctasnsaeTt 3 (Tpu) roaa.

21. Ycnosun TPAHCNOPTHPOBKYU, XPAHEHUR M SKCNAYaTaLMM

DaHHoe MeauuMHCKOE Mu3genue TPaHCNOPTUPYIOT BCeMU BKAAMM TPAHCNOPTa B KPbITHIX
TPAHCNOPTHLIX CPEACTBaX B COOTBETCTBMM C TpeboBaHNAMK U NpaBunaMn NepeBo3KkM MPy30s,
ACHCTBYIOLIMX H3 TPAHCNOPTE KaXA0ro enaa. C MeAVLUMHCKUM u3aenMeM HeodxoawMmo
06palaTbCa € OCTOPOKHOCTLIO. XpaHUTo 8 OPUrMHANbHOW YNAKLBKE, B CyXOM, TeMHOM W
APOXNastHOM MecTe.

Bo speMa TPaHCNOPTUPOBKW, XpPaHEHUH W 3IKCMJlyaTaumn MEgUUMHCKOrO  H3Aenis,
HeoGX0AUMO NPUAEPKUBATEEH CNEAYIOWUX YCNOBUNA:

Tabnuua 24. YCNoeun TpaHCNOPTUPOBKW, XPaHEHUA U IKCNyaTaiuu

PexunmM TpaHCnopTUpOBKa XpateHue 3xcnnyarauva
Temnepatypa | oT 10°C no'40°C oT 15°C g0 25°C ot 15°C no 25°C
'| Ocabuix TpeGosaHuit K | Ocobbix TpeSoBaHui K ::;‘f‘::;:m{::ﬁ”"“ K
BnaxHOCTL BAAXHOCT  BO3AYyXa | BAAXHOCTH sosayxa | o
HeT v : NONOTHHECKUX
xuakocren (kposu)
Ccodbix TpebosaHui K | Ocobbix TpedboBaHuit K | Ocobbix TpeboBaHui K
:;"m“e‘::é’"m aTMocdepHOMy artMmochepHoOMy atMmocdepHOMY
ABBNEHUIO HET AABNEHNIO HeT AABNCHUIO HET

KpaTkoBpeMeHHble OTKNIOHEHWA TeMnepaTypbl XpaHeuua oT 10°C o 40°C ponyckawTcs A0
48 vyacos.

22, rapanTus M OTBETCTBEHHOCTh

DaxHoe napenue n Kaxabii U3 ero KOMINOHEHTOR (fanee vMeHyeMmble — «u3agenues») Goinu
paspaboTaHbl, W3roTOBAEHbLl, HUCNbITaHbi W YNAKOBAHLI € MAKCMMANbHO  BO3MOXHOMN
TWATENLHOCTLIO. OAvaKke focKeNsKy xoMnakua BIOTRONIK He KOHTponupyer ycnosua
MPUMEHEHUA W3AENKHA, COAEPKMMOE WHCTPYKUMM MO NpMMEMeHWI0 Cneayer .cuMTaTh
HEOTLEMNEMOA YACTLIO AAHHONO OTKa’a OTF OTBETCTBEHHOCTV Ha Chyvail BO3MOXHOMo
HapyLWeHnA NPesyCMOTPEHHOro GyHKUNN U3RENUA NO PA3NHUKbIM NPUYUHAM,

Komnawua BIOTRONIK He rapaHTUpYET HEBO3MOXHOCTL HACTYNNEHUS cheayiowmx cobbimuii:
e HencnpasHOCTL MAKW OTKA3 U3aenus

e UMMYHHbUR OTBET NaLleHTa Ha ulgenve

¢ BO3HWKHOBEHUE MEAWLMHCKUX OCNOXKHEHUIA NPpY MCNONB3OBAHUN U3ARRIMA MU BCNEACTRY.E
KOHTAKTa M3Aenust € TeNoM nauneHTa

KomnaHna BIOTRONIK He HeceT HUKaKolh OTBETCTBEHHOCTK 33 crieaylollee:

e MpuMeHenne nsgennn, He COOTBETCTBYIOWEE NPUBEACHHDIM B MHCTPYKUUK NO NPUIMEHEHUIO
Ha3HaveHnio (NoKasaHMsM), NPOTUBONOKa3IaHWAM, NPEAYNPEXAEHUSIM, NPEAOCTCPEKCHNANM U
YKa3aHWAM no NpUMEeHeHKIo

* Moaudpmkaums MCXoAHOro usaenus .

s CobuiTUsl, KOTOPbIE HEBO3MOXHO NPEAyCMOTPETL 1138 MOMCHT JIOCTABKU H3AenNMs Ha
OCHOBAHMMK COBPEMECHHOIO YPOBHA HGYKWN W TEXHNKYU .

* Co6biTUR, NPUYAHOA KOTOPHIX NOCHYXWNO NPUMEHEHUE NPOYUX U3ACSMWA  KOMPRaHWUK
BIOTRONIK nnu magenmii CTOpoHHUX KOMNAHKA

* QOPC-MaXOPHLIE COOLITUA, B TOM YKCIIe CTVXWIiHbIe 6eacTBUR

BhllweyKasaHHbIE NONOXKEHUN HEe 3aTPAruBaldT OTASGNLHO COrflacOBAHHOIG € K/MEHTOM
orpanuueHns n (MNn) 0TKasLl OT OTBETCTBEHHOCTU B CTENEHWU, PaspelueHHONA ACHCTRYIOWUM
3aKOHOAATENbCTBOM,
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MpoussoauTens rapaHTUPYET COOTBETCTBUE ABHHOIO MEAULIMHCKOrO U3AENUA 3asBNEHHBIM
XapaKkTepucTukam B Mpegenax CcOXpaHeHWR CpoKa ero CTepUALHOCTU, IPU YCIOBUM, HTO
nonL3osatens cobrniioaaer TpeboBalns, yKasaHHuie B IKCMNNYaTaLUOHHON AOKyMeHTauuu
NpoU3BOAUTENS,

23. MopAROK OCYIUECTBACHUR YTHUAM3IALUUM MAK YHUUTONKEHMNA
MEAMUWHCKOro nanenns

N3pennn, KOTOPLIE KOHTaKTHMpOBANM C Kposblo K1  (Man) ApyrMMKM  BUONOTUYECKUMKM
XMAKOCTSAMW NALIMEHTOS Cneayer yTWIn3uposaTb B COOTBETCTEBUM ¢ TpebGosaHuaMM no
ofpaweHunio ¢ MeAUUMHCKUMK OTXOAaMu, ycTaHoBneHHbiMA CaHlMwH 2.1.3684-21 ans knacca
b ¥ ApyruMn HOpMaTUBHLIMKU akTaMK Poccuidickoi denepauvn.

Heuncnonb30BaHHbIE M3LENNS, BKAOUAN UIRENUA C UCTEKIIKUM CPOKOM FrOAHOCTH (KOTOpbIE He
KOHTaKTUPOBaNM € GUONOrMYECKUMK XUAKOCTAMW NAUWMEHTOB) CNERYET YTUAKIUpOBaTb B
COOTBETCTBUMN € NPOUEAYPOIA YTUNU3ALIMK TBEPABIX XO3AWCTBEHHBIX OTXOAO0B, YCTaHOBAEHHOW
3aKkoHoAaTenbcTBOM Poccuitckon desepauumn Ans knacca A CaHNuH 2.1.3684-21.

24. Tpe6GoBaHua K OXpaHe OKpYXawile# cpeans

DanHoe MeguUVHCKOE u3genue ¢ yyeToM cobnioaeHus TpeboeaHMid sxcnayaTaumoHHOK
ROKYMEHTAUMW NPU  UCNIONBb3IOBAHUM, TPAHCNOPTUPOBKE WU XPaHEHMy He oKa3sbisaeT
HEraTUBHOroO BO3AEWCTBUA Ha YenoBeKa ¥ OKpPYXaloWyIo cpeay.

25. MepeueHb MEeXAYHAPOAHBIX HOPMATUBHLIX
AOKYMEHTOB/CTaHAapToB, KOTOPbIM COOTBETCTBYET
MeaAnLMHCKOoe Haaanne

TpeboBaHWA chneayloumx CTaHAapPTOB, PYKOBOACTE, AMPEKTHB N 33KOHOB BLINONHAIOYCA B TOW
Mepe, B KaKoi OHX NPHMEHNMbI K COOTBETCTBYIOWEMY HU3RENUIO.

HekoTopble MCNbITaHMA GbiNKM BLINONHEHDI 40 BbINYCKa Texyluer Bepcun ctaHpapra. B aTom
cnyuae Bce pe3ynsTaThl MCNLITaHMi Gbiny NpoBepeHbl Ha COOTBETCTBUE AeACTBYIOWEMY
cTasaapTy. EcAv pesynbTaThl MCNbiTAHUA BCE elle ACWCTBUTRNbHBI, B CMWCKE yKashiBaeTCn
TONbKO TEKYWan Bepcun crangapra. MNepevenb npuMenHsembix ctanaaptos {(MNC, ancn. LAS)
BKAIOYACT CNMCOK NPUMEHREMbIX MEXAYHAPOAHLIX CTAHAAPTOB, KOTOPLIM COOTBETCTBYIOT
nagenvs (NonHoe NN YacTMuHoe cooteetcremne). Ecnu gap-aHanws KacaTenoHO NepecMoTpa
CTaHAapTa BCE ele NPOAONKAEeTEA, 3Tu Ccrasaaprhl OGynyT BxmoueHs! B MNC nocne
32aBeplueHus gap-aHanu3a npu cneayiouleit pegakumn ANC,

Tabnwnua 25. CraHaapTsl

CooreeTcTBYET

"':‘_:‘::::::e HaumeHoBaHue esponencKoMy
. CraHAapTy

BUONOrMYECKas COBMECTUMOCTD
ISO 10993-1:2018OueHKka 6MONOrMHEcKoro AenCTens MeauLMHCKNX
(UcnpasnerHan uigenmud, YHacr 1. OueHka U MCCNepoBaHun 8| H/N

Bepcuvn 2018-10) | pamkaxX NPoUECcCH MEHEKMEHTa PUCKaMK
OuexHka 6MONOrMUECKOTe ASHCTBMA MEARUMHCKUX

. uspenni. YacTb 3. Nccnenosanus 5 -
I1SO 10993-3:2014 |reHOTOKCUYHOCTH, KaHueporeHHoCTH “ gf“zo&so 10993
[ TOKCMUECKOro AEWCTBUMR H3 PENPOAYKTUBHYIO | ~°
YHKUWIO

Ouexka 6MONOIrHUECKOre AeNCTBNS MEeaUUMHCKUX EN ISO 10993-
ISO 10993-4:2017 |w3gennin. YacTe 4. VICCnenosaHWa W3AENTWIA, 4:2017
B3aUMOARENCTBYIOWUX C KPOBbLIO ;

ISO 10993-5:2009 |OueHxa Guonoruueckoro aeicTens MeauUMHCKuX |[EN  ISO  10993-|
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CooTeercreyer

lpyumeHneMble
CTaHaapTS! HanmerHoBaHwe eagrc;neﬂacmny
aHAapTY |

nszennid. Yacre S. Uccneposarus Ha | 5:2009
UUTOTOKCHLHOCTL: METoAb! in vitro
OLieHKka GKONOTMUCCKOTO AGACTBUR MEANUIMHCKNX EN ISO 10993-

I1SO 10993-6:2016 |m3gennid. WccreRoBaHWa MECTHOrO AeicTeuA 6:2016
nocne MMNAaHTaUUm :

ISO 10993-7:2008 Ouenka GMONOIrMMecKoro ASACTBIA MEAUUMHCKIKX EN ISO 10993-

usgenmin. Yacrte 7. OcratouyuHoe cogepxaHue

+ Cor.1:2009 ITUNCHOKCIHAD NOCNEe cTepuin3ating 7:2008 + AC:2009
Ouerka BMOROrYecKoro AEKCTEN MeauUMIHCKUX
1SO 10993~ | uapaenui. YacT 10. UccnegoBsanma |[EN  ISO 10993-
10:2010 pasgpaxalouwery U cescnbunusupyowero | 10:2013
fencrems
OueHka 6MONOrUYECKOro AEUCTBUst MEQKLIMHCKUX
1151?2017 10993- | 2 nenuit. Yactb 11 Vicenenosanun f?-zoisso 0993
obueTokcU4ecKoro Aencrena : '
OueHKa SMONOrMUYECKOro AeiCTBUSI MeaVUNHCKMX
552?2012 10993~ | apenmii. Yacrs 12. MpuroTosnenue npob u 52.2011520 10993-
: KOHTPOMbHBIE 06pa3suUbl :
OueHKa SMONOrMUeCKOore ACNCTBUS MEeAWUMHCKINX
1SO 10993- |u3gennit. Yacrs 15, WUaeHTUpuKaumss W|EN ISO 10993-
15:2000 KonuyecTeseHHoe onpegencHue npoaykros | 15:2009
Aerpagauvn N3ACNUA U3 METANN0B W CrNasos
OueHxa 6MCNGrIecKkoro AeCTBUA MeguLumlicrKux
15892005 10993- v3aennii, Yacte 18, Uccneaobarue XUMUYECKHX Eg-zoi)sgo 10593-
) CBOWCTB MaTepmanos N
3asucawmne oT USAENUA CTaHABPTLI
. HeakrueHble XHPYpIrudeckue uMnAaHTaTel. | EN 1SO
ISO 14630:2012 O6uime TpeboBanua 14630:2012
S Coegurureny c HebonbUWNM BHYTPEHHUM
?ﬁ?npaaﬁiiﬁéfm AMBMETDOM  AnA  KWAKOCTER M Ta308, |-y 1on  go3gg-
Bepcusi  2016-12- npyuMeHseMble 8 MeauumHe, YacTs 7. 7:2017
01) CoenuruTeNiv BHYTPUCOCYAUCTOrC UM NOAKOXHOMO
rnpuMeHeHus
CoeaviHutenwn = HebonbwuM BHYTPEHHUM
ISO 80369- | AnameTpomM ana Xngrocrei 7] rases, |EN ISO 80365-
20:2015 npuMeHAeMble B MeaulnHe, YHacre 20. Osume 20:2015

METOALl UCNBITAHKA
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CepueuHo-cocyaucTbie UMANaHTa kI, —
ISO 25539-2:2012 |BuyTpucocyancThie uMmnaadHratul. Yacte 2. 5'}‘2011250 25539
CoCyaUCTbIE CTEHTbI :
e KareTrepb! BHYTPUCOCYAUCTbIE CTEPUNBLHBIE | - _
f’gm;g?gglg'zow OAHOKPATHOrO nNpuMeHerHns. Yacte 1. Obwwme ;',“2011352 Al"'ggf;
’ TexHuueckue TpebopaHuna - *
MaTephanst MeTannnyeckue. MWcnbitaHue Ha EN ISO  6892-
ISO 6892-1:2016 [pacTtaxeHue. Yacre 1. Meroa uHCnLITaMua npu 1:2009
KOMHATHOW TeMneparype )
KaTerephl BHYTPUCOCYAUCTBIE CTEpURLHBIE [\ 1o 10655
ISO 10555-4:2013 |oaHokpaTHOro npuMeHenua. Hacts 4.-Karterephbt 4:2013
Ans1 HaNNOHHOro pacuwupeHna -
Crau, b, HE ABAAIOWVECH NPOMIBOAHBIMY OT ISO .
CranaapTHbllt METOA UCNLITAHUA [NA KU3MEPEHWA
- CHbl CMELLEHNA, BbI3BAHHOW MarHUTHLIM NOAEM,
ASTM F2052 - 15 |4 MEAUUMHCKKX  YCTPOUCTBaX. 8  YCNOBUAX W/n
MarHUTHONC pe3otiaHca
[ASTM F2119 - 07|CraHaapTHbid _MeTo4 WCNbITSHWR _ ANns  oueHku{n/n
' 24



MpumeHsemble

CootsercrByeT |

; 7 [
CTanzapTh! HanmeHoBaHue eag%r:zgc;;oyaay
(2013) aptedakToB MP-uaobpexeHnss OT NacCUBHbLIX
MMNNAHTATOR _ - - _
CTaHAapPTHBLIA METOA MCMNbLITAHWW ANA NpoBeAaeHins
ASTM F2129 - 19g |MKIMueECKux NOTEHUMOANHAMNYECK KX n/n
AONSIPU3ALMOH!ibIX “3MEepeHUn Ans onpeaesneHuns
NOABEPXKEHHOCTN KGPPO3UN MaNbiX MMNNAHTaTOB
CTaHAapTHEIA METOA HICMLITAHUA ANK U3MepeHus
ASTM F2182 - 11a | 00000 o wnu s6nman riux 8o spews Mp- | "/
peMmsi MP
TOMOrpagpuu _
CraHAapTHAaS NPakTUKa KNUMaTUUYeCcKoro crpecca
ASTM F2825-18 YNakoBOYHbIX CUCTEM ANA  ACCTaBKU  OAHOM | Hi/N
L NOCbLINKMK _ |
CranpapTtHas npakTnka TECTUPOBaHns
ASTM D4162 - 16 |Rpon3BOAUTENBHOCTU TPaHCNOPTHbLIX | H/T!
KOHTCHAHEPOB U CUCTEM
ASTM D5276 - 98 |CraHaapTHbIA MECTOA UCNLITaHUA HA NaAeHUe Npu
(2017) ¢cB8060/1HOM NafEHUN 3arpyXeHHbIX KOHTEAHEPOB H/n ]
ASTM F2394 - 07 CranpaprHoe pyKoBOACTBO ANA  U3MepeHus
(2017) Kpennenuns 6annoHopacwmpsemoro COCYAWCTOro H/N
D CTeHTa, YCTaHOBNEHHOIro Ha CUCTEME AO0CTaBKWn L
UcnoiTarne MarHUTHO-NHAYUNPOBAHHOIO
KpyTsawero MOMEHTa Ha MEAULIMHCKUX
ASTM F2213 -17 yCTPOICTBaX B YCNOBUAX MArHWUTHOrO pe3oiaHca |Hi/n
(cooTBeTCTBME c ASTM F2213 - 17
npoaosniKaeics) .
ASTM G46 - | CTaHaapTHOEC PYKOBOACTBO NO WUCCNEAOBaKWIO | /R
94(2018) cueHKe NUTTUHIOBOH KOPPO3nun
CraHaapTHoe pyKOBOACTBO MO NPOBEAEHMIO - N
?zs(;rg) G71 - 81 cueHke MCNbITAHUA 3NEKTPONUTCB . Ha|H/n
ranbBaHUYECKYIO KOppPO3Kio
ASTM G102 - 89 CraHpaprHas nNp2KTUKa8  pacdeta CKOpPOCTH T
(2015) el KOppo3uu u conyTcrayowas uidopMaumna no|(H/n
INEKTPOXMMUYCCKUM M3MEPEHUAM
NCNbITAHIE HA BAKTEPUASIbHbIE !
USP <85> SHAOTOKCUHBI (MB3) H/n 1
NccnepoaaHue Ha GMONOIrNYEcKyo PEAKTUBHOCTD,
USP <88> In Vivo - Npouenypa noarotoBky obpasuya _H/_ﬂ__ |
Uccnenosanue Ha NMUPOreHHoOCTb usp
USP <131> nccnenosaHve Haﬁ)onmxa;x)p ( H/n ]
USP <161> TpaHCHY3HOHHEIE U Mlld)YBMOHleIe y3nui u W/n
ah3NOMUYHbBIE MEANUMHCKNE YCTPOACTBA
USP <788> TeepaLvI2 YaCTrutl B MHbEKUNAX . - [H/n
ASTM F756 - 17 CTatI.QapTHa!l APAKTUKA OUEHKN reMonuTUueckux | /n
CBO#CTB Martepnanos
ASTM F2079 - 09 CranpaprHnii mMetoa 'McnblTaHVlﬁ Ans usmepenns| ‘
(2017) COBGCTBEHHOIr0O  YyNpyroro  OTCKOKa  CTEeHTOB, |H/n
pacwypsembix 6as1110HOM .
ASTM F2081 - 06 CTraHQapTHOE PYKCBOACTBC (10 OMNUCAHUIO U
(2017) NpeacTaBNeHuio  pPasMepHbiX  XapaKTepucTuk |H/n
COCYANLTbIX CTEHTORB . :
ASTM F750-87 CT&:H.uapTHan NpakTUKa OUeHKN IKCTpakKTos '
(2012) MaTepuana MbllLbIO nyrem CHUCTEMHOro | +:/N
A BBEeAEHURA .
ASTM F640 - 12 METOA - MCNbITaHNA ansiiH1/n |

CraHa2pThbid
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CooTBETCTBYET

ann  obecneveHUR 5e30n3aCHOCTH B
MarHMTHOIrQ pe3onaHca '

cpene

n';:::::;;:"e ' HammeHOBaHue. eBponeickoMy
cTanaapTy
onpeaeneHus PEeHTreHOKOHTPaCTHOCTH ans : ‘
MEANLIMHCKOTO UCNONbLIOBAHUA
CranaapTHLe Texundeckue ycnobus ASTM F90-
- 09 ans KOB2EHOMO Cnnaea KobaneT-20Xpom-
ASTM F90 - 14 15sonbdpuM-10HUMKEN ANA  NpUMEHEHVn B H/n
xXupypruyeckux nMnnaurarax (UNS R30605)
CraHaapTHOS DYXOBOACTEO ANN aHAaNM3a METOAOM
ASTM F2514  -|xOHeuHbIX 3neMeHTos (FEA) MeTannn4yeckux
08(2014) COCYANCTBIX CTEHTOB, noasepraeMolx H/n
paBsHOMEpPHOW paguanbHOK Harpyske
PyKoBOACTBO no PaAnBNbHON Harpyske
ASTM F3067 - 14 SannoHopacwKpaOLIAXCS niH/N
i CAMOPACLIMDSIHOUNXCH COCYANCTBIX CTEHTOB i
CraHgapTHbie MeToAbl LCNbITAHKA  COCYAUCTHIX
ASTM F2477 - 19 CTCHTOB Ha NYALCUMPYIOWYIO CTOWKOCTS In vitro H/n
Karerepsl AN MEAVUMHCKOTO UCHONL3OBaHHMS.
- Yacrs 7. Onpeperenwe = ocnabneHws
DIN 13273-7:2003 PEHTreHPBCKOro M3NyueHus KaTeTepos; H/n
TPe6oBaHUA ¥ UCNLITAHUA
Obuwume cTaHAaPTLH!, NPUMEHUMBIE K MEAWLIMHCKUM U3ACNNAM . .
Hzaenns MeanumHckue. CucteMel Menemmema EN ISO
150 13485:2016 Kayecrna. Tpe6osanna ans uenei [ 13485:2016 +
erynuposaHuns . AC:2016
4. - |A3nenuns MepuUMHCKUe, NpoextuposaHue .
150 S22 112015 e e yeton| o S 2015
SKCNAYATSLWOHROU NPUroagHOCTH
\ KnuHuueckne UCCNenosaHns MeanuMHCKX | EN ISC
ICSO? 11'4%53.2011 + vapennii ana niopen. Hapnexauwlas kinHuveckasn | 14155:2011 +
T f(PAKTUKA AC:2011
ISO 14971:2007
{ucnpaBneHIias Uznenns MeanLIMHCKKe, Npumenenue | EN ISO
sepcua 2007-10- | MEHEAXKMEHT3 PUCKA K MEAMUNHCKUM U3AENUAM 14971:2012
01) ;
MapkupoBka .
Hzpenva Meguumvtckne, CUMBOALL, NPUMEHSEeMble
. NEW MapKUPOBaHUKM MEANUWHCKMX W3aenuid, Ra|EN ISO 15223-
150 15223-1:2016 | dTUKeTKaxX | 7] B conpoBoAnTENbLHOIA | L:2016
AcKyMeHTaLv. Hactb 1 OcHoBHLIE TPedoBaHAsN
CraHaapTHaA npaKtvka MapKUpOBKK
ASTM F2503 - 13 | MEAULIMHCKAX YCTPOWCTB WM APYrvX RNPeAMETOB wn

EN 1041:2008 +
A1:2013

WhdopMaLms, NPeLOCTaBNAEMAN MIrOTOBUTENEM

EN 1041:2008 +

Al1:2013
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Ynakoska - :
YnakoBka MEeAULIMHCKIX H3nenui,
q. CTepiMayeMbiXx Ha  3Iasepliamolled  cragumn _
1_52 malfpzzbzooci npouasoAcTsa. TpeGoBaHMs K MaTepuanam, fl_\!mll?SO 11607
o GapbapHbiM CUCTCMaM CTepanu3IaLumn U cucreMmam| =’
ynakoBKu
Ynakoexa MEANLIMHCKUX . u:me:mﬁ,
9. CrepuAn3yemLIX Ha  3asepuianuied . cragan| . _
?2‘71:(11130270342006 npousedaAcTra, TpebosaHua K  Banmaauwmn 282011750 11607
T npoueccos OPMUPOBAHUA, repMeTM3aumnn ul"’
cbopku .
26



CooTBeTvcTeyeT

NpuMmeHsembie r
cTaHaapTbl HanmeHoBaHune @BPONENCKOMY
CTaHAaapTy
Ynakoska. TpaHcnopTHas Tapa C ToBapamu u I1SO
I1SO 2233:2000 eaAnHuYHbIe rpy3bl, KonauuWMOHWMpOBaHWE ANs . .
MCNbITAHKV A 2233:2000:2001

EN 868-5:2009

Ynakoska AN 7epMUuMEcKM CTEepuNn3osallHbIx
MeaWUMHCKUX usaenuii. Yactu 5. KoHCTpykuust
repMeTUYHbLIX NakeTos U PYNOHOB W3 NOPUCTbIX
MaTepuanos U NonumepHon nneHkn. TpebosarHus
1 MeToAb! UCNbITaHNns

EN 868-5:2009

CTaHAapTHas NpaKTMKa ANS KOHAULMOHUPOBAHUA

ASTM D4332 - 14 |KOHTEAHepoB, YMNakKOBOK WUNM  YNaKOBOUHLIX |H/N
KOMMOHEHTOB AN UCAbITaHUA
CraHpapTHbInA MeTen ncnbiTaHnin Ans
_ onpeaeneHus conpoTmsBneHus AaBNEeHUIO
ASTM D642 - 15 TPaHCNOPTUPOBOYHbLIX KOHTENHEPOS, H/n
KOMNOHEHTOB U Harpy30K Ha arperartbt _
CraHaapTHLIA MeTOA MCNLITAHUWA AN CNYyYalHbIX
ASTM D4728 - 17 | BU6PaUUOHHbLIX UCIbITaHUN TPaHCNOPTHbLIX | K/N
KOHTenHepos :
ASTM D999 - 08 CraHaaprtHble mMeToab! UCNLITaHNN Ha
(2015) Bu6pa5u1onnbne MUCNbITaHUA TPAHCMOPTHLIX | H/N
KOHTEeNnHepos
CrangapTHLIn MeToAn UCNbITaHWNIA ans
?ZSJIB;)DG:"‘M - 04 KOHUEHTPUPOBAHHbIX BO3AENCTBUNNA Ha [H/N
TPAHCNOPTHLIE NAKEeTbl
ASTM CraHaapTHble MeToAbl NcNbITaHni ans
D6653/D6653M - |onpeaesieHnn  BNusiHMA  BONbLILOW  BbICOTL! HA | H/N
13 YNaKOBOYHLIE CUCTEMbI BaKYYMHbLIM METOLOM
ASTM EB/E8M -|CraHaapTHble Meroabl NCNbITaRWIA /R
16a METANINYECKMUX MAaTeEPUANOB Ha PacCTaXeHv.e o
ASTM CraHpapTHbiA MeTon UCNbLITaHUK ANns
F1886/F1886M - 16 onpeaesieHMss  LCNOCTHOCTM  NPOKNaZoK  Ans|H/n
rM6KON yrnakoaku NyTeM BU3yanbHOro ocroTpa
CraipapTHbliA MeTon NCNbITAHUA AN
ASTM F1929 - 15 obHapyxeHusi yTedex depe3 YIJIOTHEHUS B m/n
NCPUCTBLIX  MEAMLMHCKUX  YyrnakoBKax nyTeMm
| MpOHMKHOBEHUs KpacuTens
CraHpapTHoe PpyKOBOACTBO NO  YCKOPEHHOMY
ASTM F1980 - 16 CTapeHulo cTepunbibliXx GapbepHbix cucTem Ans|H/n
MeaUUMHCKMX NpnbopoR
CranaapTHbii MeTon NCNbITaHWN ans
obHapyxenuvs 1py0ObiX " yTeyek DB ynakoske ¢
ASTM F2096 - 11 BHYTPEHHUM MNOBbilLEHHbIM nasncHueMm h/n
{Ny3bIpbKOBOE UcnbiTaHKe)
Crepunusayvs
Crepunusayus MeauLIMHCKUX nlgenui,
. Tpebosakus K MeANUUHCKUM N3ACNAM ..
52,250%66_1'2001 * | kaTeropum «crepunbhbie». YacTs 1. Tpe6oBaHWS EN 3556-1:2001 +
. ~ AC:2006
K MeAULIMHCKUM M3nennam, noanNeXawmm
$GMHUWHOK cTepannsaumi
Crepnnusauma  nNpoaAYKTOB 34paBOOXpaHeHus.
3™neHokena (Okeng  3tunena). Yacte 1. EN ISO
ISO 11135:2014 TpeboBaHna ¥ pa3paboTke, Banmaaumm wn 11135:2014
TeKyuleMy KOHTPONIO rfpouecca crepunnsauuu '
MEeAULUMNHCKUNX N3NCNUA
ISO 11138-1:2017 | Crepunusatiist MeanUMHCKOW npoaykumu. [EN ISO 11138-
27
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CooTeetcrayer

ISO 11138-2:2017

NpuMeHseMme L.

CTaHAapTHI HavwmeHoBaHWe eag;neﬁcxony
Buonoruveckrue nHaMkaTophl. Macre 1. Obume|1:2017
Tpebosaling
Crepsnuaauyns MeANUWHCKOMN NPOAYKUWUK.
Buonornueckue UHANKATOPbI, YacTtb 2.|EN I1SO 11138-

BUONOTHYECKME WHAMKATOPbLl ANA cTepwaMaaumm |2:2017
OKCHAOM 3THNeHa

ISO 11737-1:2006
+ Cor.1:2007

Crepunusaunn
Mukpobuonornveckne mervoabl. Yacrb 1. Ouexka 1:2006 + AC:2009

nonynsuiin MMKPCODraHKUIMos Ha NPoOAYKTaX

MEAWLIMHCKNX UIREIMA. 0 1oy 11737-

ISO 11737-2:2009

Crepunmaauma
Mukpobuonornueckme MeToAbI. Yacrb 2.|EN ISQ 11737-
UCcnbimaHMa Ha CTepunbHOCTb, NPOBOAMMSLIE Npis|2:2009

BanuaaumMu npouecca crepunniaumm

MESUILIMHCKNX u3aenuii.

USP <71>

UCNBITAHUSA HA CTEPU/IBHOCTD H/n

EP 2.6.1 CTepuneHOCTL - /0

O6paturte BHWMaHWeE, UTO nepeuncheHHsie CTaHAapTel EN  ABNSIIOTCA  AeUCTBYIOWUMM

aepcuamil DIN EN.

Tabnuua 26. PykosoacTea

CChriOuHbIA MCTOUHMK

HaumetioBarne (3aro/l0BoK)

PYKOBOACTBO YNpaBnewus
No CAHUTAPHOMY HAA30pY
32 KA4YyecTsOM [MLEBLIX
NPOAYKTOB M
MeauKaMeHTos no
roNOMETANNNUECKOMY
creHty (BMS), 2010 roa
(N2 1545)

PykOBOACTBO ARSI  NPOMBILAEHHOCTA M COTRPYAHWKOB
YNpaonenwua No CAHUTAPHOMY HAZA30PY 32 Ka4eCTBoM fUILEBbIX
NPOAYKTOB ¥ MEAMKAMEHTOB - HEeKNUHUUYECKME WHXEHEpHbhIe
UCTLITAHUA 7 pekomexayemMan M3pKUPOBKaA ans
BHYTPUCOCYAMCTLIX CTEHTOB W CBA3AHHBLIX € HWMWU CUCTEM
A0CTaBKU

Pykosoacrso YnpaBnexHua
ne CaHATapHOMY Han3sopy
32 Ka4ecTsBoM  NALIeBbIX
NPOAYKTOB 7]
MeaukaMeHTos no  MP,
2014 rog (N° 1635)

YcranoBneHue 6e30MacKoCTY ¥ COBMECTUMOCTI NacCUBHLIX
HMNAQHTATOB B YCIOBUSIX MArHATHOrO peaoraxca (MP)

PykoBOACTBO YRpasneHws
Nno0 CaHUTApPHOMY HaA30pY
32 KauecrsoM NUUIEBLIX

WCCI'IQJ‘.IO&&HKE Ha NUPOreHHOCTL M 3HAOTOKCUHBLI: BONpochl U

POAYKTOB ]
MEeANKAMEHTOB no OTBETH!
nUporeHamM/aHROTOKCUHAM,

12012 roA

PyxoBoacTBo YnpaeneHus
NO CAHMTAPHOMY HaAa30pY
33 KAUCCTBOM NWIMECBLIX
NPoOAYKTOBR "
MeanKameHToB no YHTKA,
2010 rog (N® 1608)

PyxoBoACTBO NO CNEUWANLHOMY KOHTPONO Khacca [I ans
HEKOTOPLIX KATETEPOB ANA UPECKOXHOM TPaHC/MOMUHAMBHOW
KOpOHapHOW aHrnonnacruky (YTKA)

O6HoBNEHHOE

PYKOBOACTBO YNpasneHus
MO CAHUTAPHOMY Haa30py
33 K3AuecTBOM NUILEBLIX

NpoAYKTOR "
MeauKaMeHTOoD no
rONOMETANINHCCKAM

BbiGopouHbie OGHOBNEHUR ANA HEKNUHUUECKUX WHXEHEPHbLIX
UCNILITaHWiA n pekoMeHayeMoi MapKUPOBKK ans
BHYTPUCOCYAMCTBIX CTEHTOB W CBA3BHHBIX € HUMI CUCTEM
LOCTaBKH
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CCuiNoYHBIA MECTOUHUK

HanmeHoBarVe (3aronoBok)

creHtam (BMS), 2015 roa
{N° 1826}

AAMI TIR42:2010

OueHka TBepAbIX MACTULU, CBA3AHHLIX ¢

MEAULINHCKNAMU U3[QSeNNAMK

COCYAUCTLIMU

MEDDEV  2.7/1,
(mionb 2016 r.)

pen.4

Knurnueckan oueHka: PyKOBOACTBO AN MU3rOTOBUTEAEH W
HOTHPULINPOBAHHLIX OPraHOB

Tabnuua 27. 38KOHbI, HOPMATUBHLIC 8KThl 1 AUPEKTHUBLY

CebinovHbIR
UCTOUHUK

HanmeHoBaHue

CFR 21 CFR 58

HAZLNTEXALLIAA NABOPATOPHAA NPAKTUKA ANt HEKNWHUYECKUX
NABOPATOPHbBIX UCCNEAOBAHUNA

21 CFR 801

MAPKUPOBKA

ChemG
NpunoxeHue 1 (K
rnaparpacgy 19a,
RYHKTY 1)

Xvmuueckrid akT deaepatnBHoid Pecnybnukn Fepmanus, Npwnoxedve 1
{k naparpady 19a, nyHKTy 1} - NpMHUMNEI Hagnexallen nNabopaTopHOr
NpaKkTUKK '

(19 CFR 134.11

MAPKUPOBKA CTPAHbBI NPOUCXOXAEHNKA

MDD 93/42/EEC

AUPEKTUBA COBETA 93/42/EEC oT 14 mioHa 1993 r., kacawowaaca

26.

MeAULIMHCKMUX u3aenuin (Q) L 169, 12.7.1993, ¢. 1)

MepeueHs HAUMORANLHLIX CTAHAAPTOB, KOTOPbIM

COOTBETCTBYET MEAULIMHCKOE nagenue

Tabnuua 28. HaunoHanbHble CTaHAAPTLI

roCT 1SO 10555-4-2022

NpyMeHneMbie cTaHARPTL! HauMeHoBaNue
4. KaTerepbl BHYTPUCOCYAUCTbIE OAHOKPATHOro ‘npuMedeHUN
FOCT IS0 10555-1-2021 crepuniuHste. Yacre 1, O6lume Tpebosanna
KaTerepbl BHYTPUCOCYAMCTLIE OAHOXPATHOrC  (DUMEHERVS

crepunsHbte. Hacts 4. Katetepol aAns 6annoHKHOro paclupeHmnn

rocCT P UCO 14630-2017

MMnaaHrast XMpyprudeckme HeaktusHble, Obuwme TpebosaHnsa

2012

rocr 2 4“UCO 25539-2-|CepaetHo-COCYaAUCTHIE UMMNNaHTaTLI. BHyTpHrCOCYAUCTLIE
UMNNaHTaTbl, HacTb 2. Cocyancrbie CTeHTh

YnakoBka ANS  MEAWUMHCKUX  U3Aenuid, nognexauiux

1901 buHUUHOR - cTepunn3aumwu. YHactb 1. TpeboBawms K

FOCT ISO 11607-1-2018 MaTepuanaM, OapbepHbiM CUCTEMaM ANA CTePUNU3aUUK 1«

ynakopovHbiM cucreMam

roct P WUCO 80369-1-
2022

COBAMHUTENM MaAZIore OWaMeTpa ANs XUAKOCTeA W rasoce,
ucnonbiyemele 8 3apasBooxpadHeHun. Yacrb 1. O6wue
Tpebosanna

rocCT 1SO 14971-2021

Hapenus ueavuuHckue, MpPUMeHeHne MeHemMZMelTa pUucKa K
MeANLUHCKUM U3aennam -

_4.|W3penua  meauumHckue. Yacre 1. MNpoexkTuposaHne

ggg Al MEQAWUMHCKUX  n3genuii € YYETOM  3KCRAyaTauuoHHOW
NPUrOAHOCTYU |

_q_|U3zenun  meauunHckue. CuMmBOAbl, NpUMeHseMble  Ans

ggg P WCO 152231 nepeaauu  uHGopMauny, nNpPeaocTaBNAEMON U3roTOBMUTENEM.

Yacri 1. OcHoBHbie TpeboBaHuA

FoCT 31214-2016

Uspennn  meavumHckue. TpebGosanma K ofipasuam v
AOKYMEHTALMY, NpeaoCTaBNSEeMubIM Ha TOKCUKONOTrMUecKue,
CaHUTAPHO-XMMNUYRCKKe UCNLITAHWA, MCNBITAHU Ha
CTePUALHOCTL M NUPOreHHOCTb
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MNpuMerseMblie CravgapT

At o HauMerosaHue

IrOCT P 52770-2023

W3penun meanumMnckue. CucTeMa OUeHKW  GUONOruueckoro
Aencrena. OSwwe Tpebosarnsa 6£30NacHOCTH

rocT ISO 10993-1-2021

Nagenva MeavLinHCkMe. OueHKa OBuonorudsckoro geicrsms
MeAULIMHCKUX uanenui, Yacte 1. OueHka U nccneaoBaHUA B8
NPOLIECCe MEHEOXMEHTA PUCKS

rcr P MCO 10993-2-
2000

WNapgenua meanuukckme. OueHka 6WONOrMYeckoro AencTevus
MENMUMHCKUX M3aenuid. YacTu 2.TpebopaHus K obpalieHwio C
HUBOTHBLIMU

rocT IS0 10993-4-2020

U3nenusi meaMmuviHckme. OueHka O10NAOTHUSCKOrO ACHCTBUSR
MERMUMHCKUX K3aenmit. YacTe 4, Mooneaosanue #3aenviid,
B3aMMOALHCTBYIOLINX C KPOBLIQ

rocT ISO 10993-5-2023

Mapenna MeauuuHckie, OucHKa OGMONOrMYeckoro AencTsita
MeZMUHLCKUX  u3genwid., Yacte 5. MWconeyosaHus  Ha
UKWTOTOKCUYHOCTb METOAaMK in vitro

rocCT ISO 10993-6-2021

Usnenus meanumHckue. OueHrRa 6mosoruyeckoro geicrens
MeAWLMHCKYX #3aenuni. Yacte 6. WNccneaosaHwe MECTHOMO

[encTana nocne UMNNZHTALUK

FOCT 1SO 10993-7-2016

Napnennn nmeanuuHckme, OLeHka O6uonorudeckors AeWcTBvuA
MearuMHCKMX u3genunid. Yacte 7. OcTatouHoe coaepxaHne
3THNCHOKCUAA NoCNe crepnnusauuit

TOCT 1SO 10993-10-2023

Usgenma MeauumHckme. OueHxka OUoNoruueckorc A[eACTone
MEAULIMHCKUX nanenmn. Yacrs 10. WconerosaHna
ceHcrbunmanpywerc aencreiun

rocr 1S5S0 10993-11-2021

Hanenun MeauUMHCKME, OueHra GIONOrMYecKOry LeHcTann
MEAULIMHCKWX vapenuii, - Yacts 11. vccnenosatve
O6LLETOKCUNECKOTro AeACTBUR :

rocT I1SO 10993-12-2023

Uanenvns MeauumHckme. OueHka GHMONOrAusCcKoro AchHCTsunSs
MeguuuHckMx  mn3genrid. Yacte 12, OT60p W fOAroTOBKA.
o6pasuos ANs NPoscAEHNS UccneaosaHni

rocCT ISO 10993-23-2023

Uanenna meamumHckue. Ouedka OGHONoOrMuecKoro AshcCIBUS
MeaANLMNHCKUX uanennin. Yacre 23. HUcenegoBaHmns
pasapaxaotuere ASHCTBNA

27. Pexnamauusn

PexnaMauvm BbiChbinath Ha aApec ynonnouoqenﬂoro npegcrasuTens npousso.qmenn Ha
TeppuTopum Poccuitickoin degepaunn:

O61UeCTBO € OFPaHVUYEHHON OTBEICTBCHHOCTLID «*BUOTPOHAKY® {OULO «BloTPOHUK»)

109240, Poccun, Mockaa, yn. HukonoaMmckas, A. 26, cTp. IA avax 2, num. &

Ten.: +7 (495) 789-68-31
®akc: +7 (495) 789-68-32
office@biotronik.ri
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ITepesod ¢ an2aUNCK020 U HEMERKO20 RINKOB HA PYCCKUI RILIK

BHOTPOHHK (BIOTRONIK)
COBCEPIICHCTBO Pafi XHIHH
BHOTPOHHK AT (BIOTRONIK AG)
Axepmrpacce 6

8180 Bronax

Lllsefinapus

Ten: +41 44 864 51 11
®axc: +41 44 864 50 05

26 wioua 2024 r.

JonojaHeHNe K BICTPYKUHH N0 NPHAMEHEHHIO

Cucrema nepugepnyeckoro 6a/ionopacminpaeMoro CTeHTa
Dynetic-35, B BADHAHTAX HCOOJTHECHHA

YTeepxpao

Hma: Crozanna Mmmx (Susanne Minich)

JomkHOCTD: CnenuanncT No HOpMaTHBHO-NPABOBOMY PETYJIHPOBAIMIO
Komnanuns: BUHOTPOHHK AT (BIOTRONIK AG)

Vauua: Axepuutpacce 6

T'opon / Ctpana: 8180 Kwonax, Lilseliuapns

Moaimxes: /nodnuce/

Ciozanna Munnx (Susanne Minich)

/llimamn/: EHOTPOHHUK (BIOTRONIK)
ENCINEO PAOY NCUINY
BHOTPOHHK AI" (BIOTRONIK AG)

Axepwumpacce 6
CH-8180 Bronax
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QdugnaiLIoe YIOCTORCRCHHE

HacToamnym CBAACTENLCTRYETCS NOUIHBLOCTD HOANKCH Ha o0paTHOH CTOpOne, NOCTABNCHHOH B
HaNIeM NPHCY TCTBUU

I'-xoit Crozannof MUHHX, nara poxaenus: 12 mas 1965 r., rpaxaanxolt Iliscliuapun,
Batrrauns, kawrou Canxr-Fannen, no e€ ciosam, npoxusaottielt no aapecy: yn. I'poccaxep 81,
8041 Lopux, THYHOCTL KOTOPOH NOATREPKACHE YAOCTOBEPEHHEM THIHOCTH.

Bronax, 26 wona 2024 r. HOTAPHAJNBHASI KOHTOPA BIOJIAXA
BK Ne 2024/1084 /nodnucw/
C6op 20,00 ms. ¢p.

/evamy/: Homapuansnas kouwmopa Broaaxa *  Huxonas Vinu, 3amecTrmests ocymapcTpeHHOTO
Kanmon Lopux  norapHyca
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HGDEBOA [aHHOro TeKCcTa BbIMOJIHEH NMEPeBOAYNKOM rlaXTyHOBbIM Anekceem B}'Ia,CI,VIMI/IpOBI/ILIEM

noanncob

Poccuiickaa depepayms
Nopoa MockBa
BocemHaguaToro utonsa ase TbicAuuM ABafuaTb YeTBEPTOro roga

A, lOpakoBa [lnaHa LicBkeToBNa, BPeMEHHO WUCMOMHAKOLWAA 06583aHHOCTU HOTapuyca ropoga MOCKBbI
Kopcnk Mapun AnekcaHApPOBHbI, CBUAETE/IbCTBYIO MNOAJIMHHOCTL MoAnucyn nepesogynka [laxTyHoBa
Anekces Bnagummnposuya.

Mopnuck caenaHa B MOEM MPUCYTCTBUMN.

NTnyHocTb Nognucasllero 4OKYMeHT yCTaHOB/EHa.

3apervctpupoBaHo B peectpe: Ne 77/2139-1N/77-2024-

YnnayeHo 3a coBepleHNe HOoTapuanbHoro gervictems: 400 py6. 00 kon.

MNOAMUCH lepboBas nevatb epboBas nevartb
HoTapuyca r. MocKBbl norapuyea r. MockBbl
Kopcuk M.A. Kopcnk M.A.

4. L. OpakoBa

Bcero npowHypoBaHO, MPOHYMepOBaHO
M CKpenseHo neyartbto 64 nuct(-a,-0B).

BPVO HoTapuyca: noarnnMcCb

BocemHaauaToro nto 1\ Be ThiCAUM ABafLUaTb YeTBEPTOro roga

A, KOpakoBa [unaHa LLIeBKCTOBHAa, Bp~~ HHO WCMOMHAKOWAA o6si3aHHOCTU opduyya rdpo”~a M ockbi
Kopcuk Mapuun AnekcaHApOBHbI, OCUANC/ILCTBYHO BEPHOCTb KOMUK C Oxkymclnr

3aperncTpMpoBaHo B

YnnayeHo 3a coBcpi
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KOlNnm4A

¢ BIOTRONIK

excellence for life

BIOTRONIK AG
Ackerstrasse 6
8180 Bulach
Switzerland

Tel. +41 44 864 51 11
Fax +41 44 864 50 05

12 March 2024

Instruction for Use

Peripheral Balloon-Expandable Stent System

Dynetlc-35

Approve
Name: Susanne Minich
Position: Regulatory Affairs Manager
Company: BIOTRONIK AG
Street: Ackerstrasse 6
City / Country: 8180 Bulach - Switzerland
Signature:

y.-r u

excellence for life
BIOTKONIK AG
| kcrstrabse 6

ncn
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Official Certification

Seen for authentication of the reverse side signature, acknowledged in our presence by

Vb, Susanne MINICH, born 12th May 1965, Swiss citizen of Wattwil SG, according to
her informeation residing at Grossackerstrasse 81,8041 Zurich,
identified by identity card.

Bulach, 12th March 2024 /
BK no. 2024/509 NpTARJAT BULYC
Fee CHF 20.00 v

Beai Franz, Notary Public
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Instruction for Use

| Peripheral Balloon-Expandable Stent System
Dynetic-35

STERILE £0 ® A

BIOTRONIK

Version 429466/A/2019-11 e>ceUenco fo life
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es

1Length Imm] 18 28 38 58 78
90 130 170 90 130 170 90 130 170 90 130 170 90 130 170
|I Length km)
5 X X X X X X X X X X X X
r?
1 6 X X X X X X X X X X X X
7 X X X X X X X X X X X X X X X
S X X X X X X X X X X X X X X X
9 X X X X X X X X X X X X
to X X X X X X X X X X X X
impliance Chart
1 Inflation Pressure Stent Outer Diameter (mm)
atm (kPal 5.0 6.0 7.0 8.0 9.0 10.0
K 9 19111 i.96 1 5.87 6.88 7.85 8.87 9.87
NP ID (10131 5.U S.98 6.99 7.98 9X1 10.00
]
’ 1 mui 5.11 6.02 7.09 8.09 9.11 10,09
12 112151 5.17 6.09 7.17 8.17 9.26 10.19
L 13 11317! 5.22 6.U 7.23 8.2A
1 RBP U (u1ist 5.29 6.20 7.32 8.33
Wimum Digimeter for post-dilation 7.5 10.5

In vitro tests have shown that the scents will reach their indicated outer diarmeter at the given nominal pressure.

In vitro tests have shown that with 95% confidence, 99,9% of the balloons will not burst at or below the rated burst pressure. Do not exceed the RBP.

If posl-drlation is required, do not post-dilate more than the Maximum Diameter for post-dilation. Diameters at inflation pressures above RBP are provided

Note for information only. At the pressures above RBP shown m this table. 99% of the balloons with 95% confidence will not burst.
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Description

The Dynetic-35 Peripheral Balloon-Expandable Stent System (hereinafter Dynetic-35 or the device) is a
balloon-expandable stent that is pre-mounted on an over-the-wire PTA balloon catheter delivery
system. The device is intended for treating de novo or restenotic atherosclerotic lesions in the iliac
arteries. The stent is a permanent implant and is made from a cobalt chromium alloy (L-605) that is
completely covered with a thin layer of amorphous silicon carbide (referred to as proBIO coating).

As shown in Figure 1, the stent (H) is positioned between two radiopaque markers (F) at either end of
the balloon (A) for fluoroscopic visualization. The manifold on the proximal end of the device consists of
an inflation/deflation Tuer port (C) and a guide wire luer port (D) for flushing the guide wire lumen. The
catheter has a dual lumen design with both lumens side by side inside one tube. To facilitate the
advancement of the catheter through the vasculature, the catheter has a hydrophobic coating on the
outer surface of the shaft (B) and the guide wire lumen.

How Supplied
Sterile. Non-pyrogenic. Device is sterilized with ethylene oxide.

Contents
= One Device and one Compliance Data Card in a sealed, peel-open pouch.
« One Instructions for Use manual including a Patient Implant Card.

Storage
Store protected from sunlight and keep dry. Store between 15°C (59°F) and 25°C (77°F). Short-term
storage temperature excursions between 10°C (50°F) and 40°C (104°F) are allowed.

Indications

The Dynetic-35 is indicated for the treatment of de novo or restenotic atherosclerotic lesions in iliac
arteries.

Note: The Dynetic-35 does not have TGA (Therapeutic Goods Administration - Australia) approval for
use within the common iliac artery.

Contraindications

The Dynetic-35 is contraindicated for use in patients with:

e Lesions in arterial segments where the stent can be repeatedly bent or exposed to external forces.

e Unsuccessful attempt to treat a lesion by PTA.

e Large amounts of acute or subacute thrombus at the target lesion.

* Uncorrected bleeding disorders and contraindication for antiplatelets and/or anticoagulation therapy.
» Perforated vessel.

e Lesions that prevent complete inflation of an appropriately sized angioplasty balloon.

e Lesions that lie within or adjacent to an aneurysm.

« Threatened occlusion of vital side branches.

« Renal insufficiency or an allergy to contrast media.

= Known hypersensitivity or allergy to the stent and stent coating materials such as amorphous silicon
carbide and L-605 cobalt chromium alloy (including the major elements cobalt, chromium,

tungsten, and nickel). Furthermore, all general PTA and procedure-related contraindications as described
in the national and international guidelines of the respective medical associations apply.

Warnings

« Do not resterilize and/or reuse. This device is designed and intended for single use only. Reuse of
single-use devices creates a potential risk of patient or user infections. Contamination of the device may
lead to injury, illness, or death of the patient. Cleaning, disinfection, and sterilization may compromise
essential material and design characteristics leading to device failure. BIOTRONIK ~

will not be responsible for any direct, incidental or consequential damages resulting from resterilization
or reuse.

« Do not use in vessels other than iliac arteries.

= Before use, visually inspect the packaging. If the packaging is damaged or opened, or if any
information is obscured, do not use the device.

« Do not use the device after the Use by date indicated on the label.
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= Do not use air or any gaseous medium to inflate the balloon. Only use an appropriate balloon inflation
medium (e.g. 50:50 mixture by volume of contrast medium and saline).

= Do not exceed the original diameter of the vessel proximal and distal to the lesion when inflating the
balloon to reduce the potential for vessel damage.

= Do not expose the device to organic solvents e.g. alcohol.

e Do not manipulate the device without angiographic guidance when it is inside the body.

= Do not exceed the rated burst pressure (RBP) indicated in the "Compliance Chart". Use of an inflation
device with a pressure monitor is mandatory to prevent over-pressurization.

e Do not use the device if a vacuum cannot be held as this indicates a leak in the delivery system.

e Do not attempt to remove or readjust the stent on the delivery system. The stent cannot be removed
and then placed onto another balloon catheter.

= The stent cannot be repositioned once fully deployed.

e When multiple stents are required to treat the lesion, stents should be of similar composition as the
risk of corrosion increases when stents of differing metals contact one another.

Precautions

* This device should only be used in medical facilities by physicians thoroughly trained and experienced
in performing vascular interventions including cases of life-threatening complications.

* Only use guide wires with a 0.035" (0.89 mm) diameter. See Figure 1(E).

e Only use the minimum introducer sheath size stated on the label; however, if the device is used in
conjunction with a long and/or braided introducer sheaths, a larger French-size may be necessary

to reduce friction.

* In-vitro tests have shown that the following sheath sizes are compatible with the Dynetic-35 product
range:

- - 6F Cordis AvantiH-(11cm).

-- 6F Terumo Radifocus (10cm).

— 6F Cordis Brite Tip (11cm).

— 6F Terumo Destination (45cm).

-- 6F Cook Flexor Check-Flo (45cm).

— 6F BIOTRONIK-distributed Fortress (45cm) manufactured by Contract Medical International.

e To prevent or reduce clotting, prior to use, flush or rinse all the products entering the vascular system
with sterile isotonic saline or a similar solution. The use of systemic heparinisation during the

procedure is recommended.

« |f a strong resistance is felt during manipulation, stop the procedure and determine the cause of the
resistance before proceeding.

« Avoid using excessive force when connecting to the inflation/ deflation luer port of the device.

e The use of mechanical atherectomy devices or laser catheter is not recommended in the stented area.
< Narrow, calcified, and tortuous lesions or other lesions that could impede the delivery of the stent must
be pre-dilated with an appropriately sized angioplasty balloon or pre-treated with another

method before using the stent system.

« If the stent cannot be deployed, remove the entire system and the introducer sheath as a unit.

Potential Adverse Events/Complications

- Stent system events: failure to deliver the stent to the intended site, stent dislodgement from the
delivery system, stent misplacement, stent deformation, stent embolization, stent thrombosis or
occlusion, stent fracture, stent migration, inadequate apposition or compression of stent/s, inflation
difficulties, rupture or pinhole of the delivery system balloon, withdrawal difficulties, embolization of
catheter material.

* Puncture site hematoma or bleeding.

= Hemorrhage or hematoma.

= Injury to the artery wall, dissection, perforation, rupture, intimal tear.

* Vessel spasm.

= Arteriovenous fistula.

e Embolization of air, thrombotic or atherosclerotic material.

e Pseudoaneurysm formation.

e Total occlusion of the artery.

 Restenosis of the stented artery.

« Acute or subacute stent thrombosis.

< Infection.
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e Allergic reactions to contrast media, antiplateiets, anticoagulants, amorphous silicon carbide or other
compounds of the system.

= Emergency surgery to correct vascular complications.

* Tissue necrosis and limb loss.

* Death.

Furthermore, all procedure-related events as described in the national and international guidelines of the
respective medical associations apply.

Directions for Use

Before commencing the procedure, consider the following:

e Examine the system to verify its functionality and to ensure that its size is suitable for the specific
procedure.

* Select a stent diameter that matches the diameter of the vessel and achieves a final stent diameter to
vessel ratio of 1:1. The stent length should cover the entire lesion and extend slightly onto the healthy
vessel on either side.

e Remember to exercise care during handling to reduce the possibility of disrupting the delicate
placement of the stent on the balloon, accidental breakage, bending or kinking of the catheter shaft.

« It is recommended that the stent is deployed after the target lesion has been pre-dilated using a PTA
catheter. Remove the initial PTA catheter while maintaining the position of the guide wire.

Device Preparation

Warning: Avoid manipulating the stent when removing it from the packaging and during flushing the
stent delivery system.

1. Check the outer and inner packages for any damage prior to opening. Peel-open the inner package,
remove the protection ring containing the.device and place it onto a sterile field.

2. Gently pull out the stent system from the protection ring.

3. Remove the protector by pulling on the distal end.

4. Check the stent crimping visually for uniformity, no protruding struts and centering on the balloon.
Flushing of the Guide Wire Lumen

5. Connect a 10 ml or 20 ml syringe containing sterile saline to the guide wire luer port at the proximal
end of the device.

6. Flush the guide wire lumen.

7. Remove the syringe.

8. Leave the prepared stent system at ambient pressure.

Caution: Do not apply negative pressure to the stent system prior to the placement of the stent across
the lesion as this may cause premature stent dislodgement.

Insertion Technique

9. Thread the proximal end of the guide wire into the distal tip of the delivery system until it exits the
luer lock at the proximal end.

10. Carefully insert the stent system through the introducer.

11. Carefully advance the stent system along the guide wire towards the lesion to be treated.

12. Position the stent within the lesion using the balloon radiopaque markers as reference points.
Caution; Do not attempt to pull an unexpanded stent back through the introducer as it may get
dislodged from the delivery system balloon and cause distal embolization. If any resistance is felt whilst
trying to push the stent system out of the introducer end, do not apply excessive force and determine
the cause.

Removal of Air from the Delivery System

13. Connect a three-way stopcock to the luer lock of the catheter.

14. Prepare and remove air from a 20 ml capacity inflation device according to the manufacturer's
recommendations and instructions.

15. Attach the inflation device containing 10 ml of balloon inflation medium to the stopcock.

Warning; Use only an appropriate balloon inflation medium (e.g. 50:50 mixture by volume of contrast
medium and saline). Never use air or any gaseous medium to inflate the balloon.

16. Open the stopcock so that an open fluid path between the catheter and the inflation device is
established.

17. Create a vacuum on the inflation device and remove air from the catheter for at least 30 seconds.
Caution; Do not inflate the balloon if a vacuum cannot be held as this indicates a leak in the delivery
system. If a vacuum cannot be held, follow the instructions listed under the "Removal of an
Unexpanded Stent" section.
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18. Close the stopcock so that the fluid path to the catheter is closed and evacuate all air from the
inflation device through the stopcock.

19. Repeat steps 16-18 if necessary, to ensure air contained in the balloon and inflation lumen is
removed. Release the inflation/ deflation barrel to normal pressure.

20. Open the stopcock. Set the system on neutral aside for use. The stent is now ready to be deployed.
Stent Deployment

21. Inflate the delivery system balloon gradually to expand the stent to the calculated diameter in
accordance with the Compliance Chart.

Warning: Do not exceed the RBP stated on the label.

22. Use multiple fluoroscopic views to ensure that the stent has been completely expanded.

Note: If post-dilation seating is required, a non-compliant high pressure balloon catheter should be
used.

Balloon Deflation and Delivery System

Removal

23. Deflate the balloon in accordance with standard PTA procedures. Under angiographic guidance, pull
back and lock the plunger on the inflation device to deflate the balloon completely by drawing a
vacuum depending on the balloon size before carefully withdrawing the delivery system out of the
vessel. Apply the vacuum for at least the following duration:

” at least 60 seconds (UL = 90/130cm)

” at least 110 seconds (UL = 170cm)

24. If the balloon cannot be withdrawn from the stent easily, slightly advance and refract the delivery
system very carefully until it is possible to pull it out.

25. Observation of the patient and angiographic evaluation should be performed periodically in the 15
minutes after stent implantation.

26. After use, dispose of the device and packaging in accordance with hospital, administrative and/or
local government policy.

Special Retrieval Techniqgues Removal of an Unexpanded Stent

1. Make sure that the introducer sheath and the guide wire are aligned to avoid any acute angle between

the guide wire and introducer sheath.

2. Slowly pull back the stent system. The entry of the stent into the introducer sheath must be
performed slowly under fluoroscopic control to avoid dislodgement of the stent from its position on the
delivery system balloon.

Caution: If any resistance is felt white doing so, the stent system and the introducer sheath must be
removed as a single unit. Refer to the "Removal of the Stent System and the Introducer Sheath as a
Single Unit" section.

3. The lesion must be pre-dilated again or otherwise prepared before a second attempt at stenting is
undertaken using a new stent system.

Caution: Do not re-insert the stent system as the stent and/or the delivery system may have been
damaged during the initial attempt to cross the lesion or during withdrawal.

Removal of the Stent System and the

Introducer Sheath as a Single Unit

1. Do not fully retract the stent system/delivery system back into introducer sheath. Position the
proximal balloon marker just distal to the tip of the introducer sheath.

2. Advance the guide wire into the artery as distally and safely as possible.

3. Remove the introducer sheath and the stent system/delivery system as a single unit.

Caution: Failure to follow these steps and/or applying excessive force to the stent system/delivery
system can potentially result in loss or damage to the stent and/or delivery system components.

MRI1 Safety Information

Non-clinical testing has demonstrated that the Dynetic-35 stent is MR Conditional up to total stented
length of 151 mm. A patient with this device can be safely scanned in an MR system meeting the
following conditions:

e Static magnetic field of 1.5 T and 3T

e Maximum spatial field gradient of 2500 gauss/cm (25T/m)

 Maximum MR system reported, whole body averaged specific absorption rate (SAR) of:

— 1 W/kg for scans with the stent positioned in the isocenter, and

— 2 W/kg (Normal Operating Mode) for scans with the nearest part of the stent positioned at least 20
cm out of the isocenter. Under the scan conditions defined above, the Dynetic-35 stent is expected to

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



produce a maximum temperature rise of 5.6 °C after 15 minutes of continuous scanning. In non-clinical
testing, the image artifact caused by the device extends approximately 8 mm from the Dynetic-35 stent
when imaged with a gradient echo pulse sequence and a 3 T MRI system. The artifact may obscure the

device lumen.

Warranty/Liability

This product and each of its components (hereinafter product) were designed, manufactured, tested and
packaged with all reasonable care. However, since BIOTRONIK does not have control over the
conditions under which the product is used, the contents of this Instructions For Use (IFU) are to be
considered as an integral part of this disclaimer for cases when a disturbance of the product's intended
function may occur for various reasons. BIOTRONIK does not guarantee that the following events will not
occur:

= Product malfunctions or failures

e Patient's immune response to the product

= Medical complications during the use of the product or as a consequence of the product being in
contact with the patient's body

BIOTRONIK does not assume any liability for:

e The use of the product that is not in accordance with the stated intended use/indication,
contraindications, warnings, precautions and the directions for use of this IFU

= Modification to the original product

= Events which could not have been foreseen at the time of product delivery using the available levels of
science and technology

= Events originating from other BIOTRONIK products or products not from BIOTRONIK and

e Force majeure events including, without being limited to, natural disasters.

The above provisions shall be without prejudice to any disclaimer and/ or limitation of liability agreed
separately with the customer to the extent permitted by applicable laws.

For US only: BIOTRONIK disclaims all warranties, expressed or implied regarding the product, including
but not limited to, any warranty of merchantability or fitness for a particular purpose of the product.
BIOTRONIK is not liable for any direct, incidental or consequential damages or expenses caused by any
use of the product whether the claim is based on contract, warranty, tort or otherwise.

Intellectual Property

The following list includes trademarks or registered trademarks of the BIOTRONIK Group of Companies
in the EU, the United States, and possibly in other countries: Dynetic, proBlO, and Fortress. All other
trademarks are the property of their respective owners.

BIOTRONIK AG

Ackcrstrasse 6 O 2019 BtOTRONIKAG

8180 Bulach Switzerland All ngds reserved. Specifications subject to

Id U] 10K~ 864S1 N modification, revision and improvement

rax .41 10144 864 50 OS ~N29666/N1/2M19-11
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MHCTPYKUNS NO MPUMEHEHUIO

Cuctema nepuepunyeckoro 6ansioHopacwimpaemMoro
cteHTa Dynetic-35
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|lazmenpsl

Mna creHTa (Hu) 18 28 38 S8 78

90 130 , 170 90 130 170 90 130 170 90 im 170 90 130 170
6Govas AnnHa (cm)

Mu- 5 X X X X X X X X X X X X

bHBIA

MeTp 6 X X X X X X X X X X X X

HTa

! 7 X X X X X X X X X X X X X X X

nm)
6 X X X X X X X X X X X X X X X
9 X X X X X X X X X X X X
10 X X X X X X X X X X X X

abnmua pacTsHXKMMOCTU

NasneHune pasgysaHus Hapy>kHbIi anameTp cTteHTa (Mm)

1 atm (kMa) 5,0 6.0 7,0 8.0 9,0 10,0
\ 1911) N.96 5,87 6,88 7.85 8,87 9,87
_ Muwsr n b.M 5,95 6,99 7,98 9,01 , 10,00
1 (11U1 511 6,02 7,09 8.09 9,11 10,09
12 112151 517 6,09 7,17 8,17 9,26 10,19

13 113171 5,22 6.U 7.23 8,2]

HAP u U18l 5.29 6.20 7,32 8,33

*KCUManbHbIA fuameTp ANS NocTAunaTaunm 7.5 10,5

Pe3ynbTaTtbl UCMbITaHUIA in Vitro NPOAEMOHCTPUPOBAAU, YTO CTEHTbI AOCTUTAIOT HOMUHANbHbBIX HAPYXHbIX UAaMETPOB NPKU YKa3aHHOM HOMWHaNbHOM
nasnennn (NPI.

WccnepoBaHuii in vitro nokasanu ¢ focToBepHOCTbio 95 %. 4T0 99.9 % 6anNOHOB He pa3pbiBalTCA NPU ykasaHHOM HOMWHaNbHOM AaBfeHuun paspbiBa 1HAP1
unn 6onee HU3KOM JaBneHuun. He npesblwaiTe HAP.

Ecnu TpeGyeTcs NOCTAWNATILNSA, He NpeBbllLaliTe 3HaYeHWe MakCUManbHOTo AnameTpa ANs NOCTAWNATALUW. 3HAYEHUA AuamMeTpa Npu AaBneHun
pasgyBaHua Bblwe HAP npegcTaBneHbl UCKNOUYNTENBHO ANS cBefeHns. Mpu gasnenun Bbiwe HAP, ykazaHHOTo B 310 Tabnuue. 99 % 6annoHoB ¢ 95 %-Hoi
[OCTOBEPHOCTbIO He paspblBalTCs.

(noBHblEe 0603HavYeHNA

fERILE EO X
I manuals Oiotrontk com
AN?2CHaNC -TUNEHOCMACM XoaHurb b cyxom MecTe He NpUroaHo Ans NOBTOPHOI CTepUAN3aLMK CM pyKOBO.ACTB3 MO NPMMEHEHIIO
|.<CNONb30C3Tb MNOBTOPHO XpaHMT» B 3aWmnyeHHOM CT CO/THeYHOro ceeta mecTe ,ElaTa narorosneununs WN3rotoButens
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LOT

Cpok rogHoctn Kop cepun

NP RBP

REF

Homep no kartanory

Cr&/1b30B3Th. €CNM /NaKOBKA NOBPEXAEHI HomuHansHoe HomuHanbHoe jaBneHme paspblBa CTeHT sB/isieTcss MPT-COBMECTUMBIM Npn
[naBneHne COB/MIOAEHNM ONPELENEHHbIX YCNOBHIA
NPOBEeAEHNS UCCNEA0BaHMS
[IntlitShte|4]
AanascH TeMNePaTyp XpaHeHus [JlonycTMble OTKNOHEHNs AManasoHa Temneparyp XpaHeHns
E G F H F A D

PucyHok 1- Dynettc-35

OnucaHune

Cuctema nepudepunyeckoro 6annoHopacwmpsemoro cteHta Dynetic-35 (ganee — «Dynetic-35» wnan
«umMnaaHTar») — 310 6ansoHopacwmnpsasemMblii CTEHT, KOTOPbIA NpeABapuTesibHO YCTaHOB/AEH Ha cuctemy
[OCTaBKM 6asiJIoOHHOro Karetepa no NpoBoAHWUKY Ana UTA. MmnnaHTaT npegHasHadeH Anda siedyeHnsa de-
NnoVvo MOpPaXeHUr MAM PecTeHOTUYECKMX aTepoCK/IePOTUYECKMX MOopakKeHUi NoAB3AO0WHbIX apTepuid.
CTeHT aB/iIAeTCA MOCTOAHHLIM MMMNJAaHTaTOM M M3roTOBJIEH U3 cniaBa KobanbTa ¢ xpomom (L-605),
KOTOPbIi MOSTHOCTbIO MOKPbLIT TOHKMM c/fioeM aMOpgHOro Kapbmga kpeMHusa (C TakK Ha3biBaeMbIM
nokpbiTuem proBKO). Kak nokasaHo Ha pucyHke 1, cteHT (H) pacnonaraetcs mexpay LBYMSA
pPeHTreHOKOHTpacTHbiMM mMapkepamu (F) Ha o60ux KoHuax 6annoHa (A), BUANMbIX NPV NPOBeAeHUNn
peHTreHockonu4yeckow Bulyanusaumm. MaHudgong Ha NpoKcMManbHOM KOHLe yCcTpolicTaa BK/4aeT
nopt Jloapa ana pasgysaHua/caysaHna (C) v nopt Jlloapa nposogHuka (D) Ana NpoMbIBKU BHYTPEHHErO
KaHana nposogHuka. Kartetep cHab)XeH ABYMS BHYTPEHHUMW KaHanamu, npu 3atom oba BHYTPEHHUX
KaHana pacnosiaraloTca psgomM BHYTPU OAHOW Tpy6bku. Ons obneryeHus npoaBUXKEHUs KaTeTepa yepes
COCYAUCTYI CeTb KaTeTep CHabXeH rmapodo6HbIM MOKPbLITUEM Ha Hapy>XHOW noBepxHocTu wadTta (B) un
BHYTPEHHEM KaHasie NpoBOAHUKA.

dopma nocrtaBKM
CTepu/ibHO. ANUPOTreHHO. YCTPOWCTBO CTEPUIN30BAHO 3TUEHOKCUAOM.
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Copep>XMMoe KOMMJIeKTa NOoCTaBKMU
e OAWH UMNaHTaT U ofHa KapTa AaHHblX O PacTAXWUMOCTM B repMeTUYHOM, JIeTKO BCKpPbIBAEMOM MakeTe.

e O4HO PYKOBOACTBO MO MPUMEHEHUIO, BK/OUYalllee O0AHY MMMNAAHTALNOHHYO KapTy nayueHTa.

XpaHeHUNne

XpaHnTb B CyXOM, 3aliULIEHHOM OT CO/IHEYHOrO cBeTa MecTe. XpaHWUTb Npu Temnepartype ot 15 go 25 °C
(oT 59 go 77 ). JlonyckalTcsa KpaTKOBPEMEHHbIe OTK/IOHEHUS TeMnepaTypbl XpaHeHnsa B gmnana3oHe OT
10 go 40 °C (oT 50 go 104 °F).

[Moka3zaHunsa
Cuctema Dynetic-35 npegHa3HauveHa ansa nedeHusi de-novo NopaxeHuin mam pecTeHOTUYEeCKUx

aTepoCKNepoTUHECKNX MNOpaXeHWn NoAB3A0LWHbIX apTepuii.
MpumeuaHune. Cuctema Dynetic-35 He ogo6peHa YnpasfieHMeM M0 KOHTPO/O 3a ToBapamMu MeAULUHCKOro HasHauyeHus
AscTpanuu (TGA) Ans NpUMEHeHUa B 06W KX NOAB3AOWHLIX apTepusx.

MpoTuBonokasaHUs

Cuctema Dynetic-35 npoTmBonokasaHa AN UCMNONb30BaHUA Yy NauMeHTOB CO CAeAylwnummn
0CO6EeHHOCTAMMN:

le [lOpaXXeHNss CErMeHTOB apTepuin, rAe CTEHT MOXeT NoABeprarbCAa MHOFOKpPaTHOMY CrmbaHuio mnam
BO34EeNCTBUIO BHELIHUX CUJ

e HeypgauyHas nonbiTKa /ie4HeHMA MNopaXeHusa ¢ nomouwibo YTA

e OGWMUPHBLIA OCTPbIA UAM NOAOCTPbLIVM TPOMOGO3 LEe/IeBOro o4yara nopaxeHus

= HeckoMneHcMpoBaHHble HapyLWeHNs cBepTbiBalLl el cucTeMbl KpoBU, NM60 NMpoTUBOMNOKa3aHuUs K
aHTUTpomMbGouUTapHOW N/UNN aHTUKOAarynsiHTHoOU Tepanumn

* Mepcopaumna cocyga

* [MopaxeHna, NpenATCTBYOWME MNOMHOMY pa3fyBaHUio 6annoHa ANsa aHrvonaacTUKM Hajgnexaw,ero
pa3mepa

« [MopaxeHns, pacnonoXxXeHHble B npegenax uam B6an3nm aHeBPU3MbI

e ¥Yrposa OKK/MH3UN XU3HEHHO BaXHblIX GOKOBbIX BeTBel

* [loyeyHasas He[OCTaATOYHOCTb WM anfieprus Ha KOHTpacTHOe BelecTBO

e Hannume B aHamMHe3e TMNEPUYBCTBUTENIBLHOCTU WAM aNaeprum Ha maTtepuasibl CTeEHTA U NOKPbITUA
cTeHTa (Hanpumep, amOpHbIN Kapbug KpemHus n KobanbTo-XpoMoBbIA cnnae L-605, B T. u.
OCHOBHbIE 3/71EMEHTbI: KOob6anbT, XpPOM, BO/bpaM U HUKENb)

Kpome TOro, npyMmeHuMbl BCce MPOTUBOMOKAa3aHUA, CBA3aHHble C¢ npoueaypon n UTA, KOTOpble ONnCaHbl B
HaUMOHaNbHbIX U MEXAYHapoaHbIX peKOMeHAaLnax COOTBETCTBYOWMUX MeAULMHCKUX accouunaumnii.

MpepynpexpageHus
* He npegHasHayeHo ANA MOBTOPHON cTepunmsaumn n (MNmM) NOBTOPHOrO MCNOJ/Ib30BaHUA. [laHHbIN

®  _e~uMNNaHTaT CKOHCTPYWPOBAaH U NpeAHa3HayeH TOMbKO ANS OfHOPA30BOro MCMO/Mb30BaHUS.
MoBTOpPHOE MCMO/Ab30BaHVWE OAHOPA30BbIX MMMAHTATOB cO34aeT MoTeHuWasnbHblii PUCK MHhULMpoBaHNA
nauneHta wam nosb3osaTtens. KoHTamMuMHauma umMmniaHTara MOXeT NPUBECTU K TpaBme, 3abosieBaHUIo
WM cMepTu nayueHTa. Yuctka, ge3nmHpekunsa n ctepunmsaymsa mMoryT yxXyAlWunTb OCHOBHbIE CBOMCTBa
MatepuanoB N KOHCTPYKUUU MMnnaHTata n npmeectun K ero nosiomke. KomnaHma BIOTRONIK He HeceT
OTBETCTBEHHOCTM 3a MPSAMON, CAyYalHblli UAN KOCBEHHbIV yuw,epb, CBA3aHHbI C MOBTOPHOMN
cTepunmnsaymelri MM NOBTOPHbLIM UCMNOJ/Ib30BAHUNEM.
- 3anpeujaeTcsa UCNoJ/b30BaTb B OT/INYHLIX OT NOAB3AOLWHbIX apTepuii cocyaax.
- [epen ncnonb3osBaHMeM BU3yaslbHO OCMOTPUTE YNakKoBKY. 3anpeuw,aetca NPpUMeHATb umnaaHTar B
cnydae, ecnn ynakoBKa BCKpbiTa UM noBpexjeHa, NMb6o ckpbiTa Kakasa-1M6o nHpopmauuns.
 He npumeHaiTe nMmnnaHtart nocne UCTeHYeHUs CpoKa rofgHOCTU, YKa3zaHHOro Ha 3TUKeTKe.
e He pasgyBaiiTe 6anioH BO34YyXOM WU KaKUM-M60 APYTMM rasom.
Mcnonb3yiiTe TONIbLKO NoAXOASALYIO cpefy pasjysBaHusa 6annoHa (Hanpumep, CMeCb KOHTpPacTHOro
BelwecTBa N pmM3nMonornyeckoro pacteopa B o6bLeMHOM OoTHOWweHUn 50:50).
e He npesBbiwaiTe UCXOAHBIN AnameTp cocyda MPOKCUMMalbHee M gucTaZibHee MOpPaxXeHus npu
pasgyBaHuun 6asnsioHa A1 CHUXEHUS BO3MOXHOCTU MOBpPeXAeHns cocyja.
= He noggepraliTte umnnaHTat BO34eNCTBUIO OpraHUYeCcKnX pacrteopuTenieil, Hanpumep, cnupTa.
* He BbINOMIHATE MaHUNYNAUUM C UMMIAHTATOM B OopraHmame 6e3 aHrmorpadmMyeckoro KOHTPOS.
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* He npeBblwalitTe HoMMHanbHoOe gasneHne paspbiBa (HAP), ykasaHHoe B Tabsinue pacTsH>XMMOCTHU.
O6sa3aTeNbHO UCNONbL3YliTe pa3jyBalolee YCTPONCTBO C NPMGOPOM KOHTPOASA faBneHUs BO
n3bexkaHne npesBbiWEHUNA faBNeHUSA.

* He ncnonb3yiiTe nmnaaHTaT, ecqiM B CUCTEMEe JOCTaBKW HEBO3MOXXHO MOAAEPXUBaTb BaKyyM,
MOCKOJIbKY 3TO yKa3blBaeT Ha Ha/lmyme yTeykm B CUCTEME.

* He nbiTaiTecb CHATb CTEHT C CUCTEMbl AOCTABKWU WAM OTperynmMpoBaTb ero nosioXKeHue Ha cucrteme.
CTeHT HeNnb3A CcHUMaTb, a 3aTem ycTaHaBNMBaTb Ha APYrow 6annoHHbIV KaTeTep.

e 3anpewaeTca nepemeljartb CTEHT NOC/E ero NOJIHONO PacKpbITUA.

= Ecnu ana yctpaHeHuA o.4ara nopaxeHus TpebyeTcs MCMNONb30BaTb HECKOJ/IbKO CTEHTOB, BCe CTEHThbI
[O/DKHBbI 6bITb OAMHAKOBOro cocTtaBa, T. K. UCMNONb30BaHNE CTEHTOB, M3FOTOBJIEHHbLIX U3 Pa3/INYHbIX
MeTannoB, KOTOpble HaAxXoAATCA B KOHTakTe APYr C APYrOM, MOBbIWAaeT PUCK KOPPO3UW.

Mepbl NMpPpefoCTOPOXKHOCTHU
* K ncnonb3oBaH1Io 3TONro umnaaHTara AOMNycKamwTCA TO/IbKO Bpauyun, npoweglimne twartesibHyo
NOAroTOBKY N MMEIOLWNE ONbIT BbIMOMHEHNA COCYAUCTbIX BMewaTenbCcTB (B TOM 4ucne B ciy4dae
onacHbIX A/18 XXU3HU OC/IOXKHEHUn). BmewaTtenbCcTBO AO/MKHO BbIMOMHATLCA B MeAULWHCKOM
yupexaeHunn.
e PazpewaeTtcs ncnosab3oBatb TO/IbKO NpoBOoAHUKKN anameTtpom 0,89 mm (0,035 gtiima). CM. pUCyHOK
1(E).
* Pa3spelwaeTcsa Mcnosnb30BaTb UHTPOAbIOCEP, pasMep KOTOPOro He MeHblue YKa3aHHOro Ha aTukeTke. B
cniyyae, ec/iu MMnAaHTaT UCnonb3yeTcsa B cOYEeTaHUU C AJIMHHBIM UAM NNEeTeHbIM UHTPOAbIOCEPOM, ANA
CHWKEHNA TPEeHUa MOXeT noTtpeboBatbCsa MHTpoAblocep 6onblwero gnametpa (PpeHuy).
e Pe3ynbTaTbl UCAbITAHWUI in Vitro NpogeMOHCTPUPOBaN, 4YTO C NMHeKoW mnsgenuii Dynetic-35
COBMECTUMbI criefyloume pasmepbl MHTPOAbIOCEPOB:
“ B6F Cordis Avanti-f (11 cm)
” 6F Terumo Radifocus (10 cm)
— 6F Cordis Brite Tip (11 cm)
-- 6F Terumo Destination (45 cm)
-- 6F Cook Flexor Check-Flo (45 cm)

6F Fortress (45 cm), nocTtaBnsemblii BIOTRONIK, narotoButenb komnaHua Contract Medical
International
e UT06bl NpefoTBpatuTb WAN CHU3UTbL CBepTbiBaHME KpPOBWU, Nepej UCNosb30BaHUEM BCe u3fenus,
BBOAUMbIE B COCYAUCTYH CUCTEMY, HEOH6XOAMMO MPOMbITb WIN OMNOAOCHYTb CTEPUAbHbLIM N30TOHUYE-
CKUM WIN aHa/IoTUYHbIM pacTBOpoM. Bo BpemA npouenypbl PeKOMeHAYeTCA NMPUMEHATb CUCTEMHbIe
npenapartbl renapuHa.
= Ecnin BO BpemA paboTbl C KaTeTepoM ol yllaeTca CUIbHOE COMPOTUB/IEHNE, NMPeKpaTuTe BbINOJIHEHNE
npouenypbl 1 40 ee BO30OHOB/IEHUA BbISACHUTE MPUYMHY COMPOTUB/IEHUSA.
e N36eraiite NnpuMeHeHVA U3NUWHEN cuabl NpU NogcoeauvHeHUM nopTa Jlioapa ans
pasgyBaHusa/cayBaHuUsa ycTpoiicTBa.
e B CTEHTMPOBAHHOM CEerMeHTe He peKOMeHAYyeTCs MUCMo/b30BaTb MexaHu4yeckue ycTpoiicTBa AN
aTepaKTOMUN UIN Na3epHble KaTeTepbl.
* Y3Kne, KasbUUHNPOBAHHbLIE N U3BUINCTbBIE OYarn nopaxeHuda, NM60 nNpoyve oyaru nopaxeHud,
cnocobHble 3aTPyAHUTbL AOCTaBKY CTeHTa, Heo6XoAMMO npenBapuTeNbHO pacWwupuTb C NMOMOLLbIO
6annoHa AN1A aHrMonJacTMKM COOTBETCTBYIOWEro pasmepa, iM60 NoAroToBUTb MHbLIM cnocobom, npexpgje
YeM UCMo/ib30BaTb CUCTEMY CTeHTa.
* EC/In CTEHT HEBO3MOXHO PacKpbITb, BCHO CUCTEMY U MHTPOAbIOCEP HEOOXOAMMO M3B/IeYb KakK eanHoe
uenoe.

BOo3MOXHble HeXXejlaTesibHble ABNEHNA/OC/TOXHEHNA

* Cob6bITNA, CBA3aHHbIE C CUCTEMOW CTeHTa: HEBO3MOXHOCTb AOCTaBKW CTeHTa B 3afjlaHHOe MecTo,
CMelleHne CTeHTa C CUCTeMbl AOCTaBKW, HenpaBu/bHaA yCTaHOBKa CTeHTa, Aedopmaunsa cTeHTa,
aM60MA cTeHTa, TPOMOO3 UM OKK/K3UA CTeHTa, NepesioM CTeHTa, NepemMelieHne cTeHTa,
HenpaBWU/IbHbI KOHTaKT WM Komrnpeccusa cteHTa (CTEHTOB), 3aTpyAHEHUs npu pasgyBaHuu 6annoHa,
paspbiB 1AM NpokKosi 6annoHa CUCTEMbl AOCTaBKMW, 3aTPyAHEHUSA NPU BbiBEAEHUU UNN IMBONM3auuns
MaTtepuasiom KarteTepa.

« lemaToma wWin KpoBOTeYeHUEe B MecTe rnpokona

< KpoBounsnunaHne nam remaroma

e [MoBpexaeHne CTEHKN apTepun, paccroeHune, nepdopaund, paspblB cocyga, pa3pbiB MHTUMbI

= Cna3sm cocypa
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= ApTepnoBeHo3Hasa cuctyna

= OMb60nuM3aumsa Bo3ayXOM, TPOMOOTUYECKNM WM aTEePOCK/IEepPOTUYECKUM MaTepuasiom

« Obpa3oBaHue nceBgoaHeBpPU3MDbI

= [ToNIHasA OKK/lO3UA apTepuun

* PecTeHO3 CTeHTMPOBaHHOW apTepumn

* OCTpbIA AU NOAOCTPLIA TPOM60O3 CTEHTa

* NH(hekyunsa

= Annepruyeckme peakumm Ha KOHTpacTHOe BewecTBO, aHTUTpombouuTapHble npenapartshl,
aHTUKOarynsaHTbl, aMOpdHbIi Kapbug KpeMHus wan gpyrve Beuiectsa, BXogsiLme B COCTaB CUCTEMbI

* Heo6X0A4NMOCTb BbINOJIHEHNSA 3KCTPEHHOro OnepaTMBHONO BMelwaTenbCTBa A/19 KOPPEeKLUn CocyancTbiX
OCNOXHEHWU

* Hekpo3 TKkaHeW n NoTepn KOHe4YHOocCTel

e CmepTb

Kpome Toro, NMpuMeHMMbl BCE HeXxenaTesfibHble SAB/MEeHUSA, CBA3aHHble C MpoueAypoi, KOTOpble onncaHbl B
HauWOHaNbHbIX U MeXAYHapOAHbIX PEKOMEHAauNAX COOTBETCTBYOLWNX MEAULNMHCKNX accoumalmnii.

YKa3aHNa nNo NnpUuMeHeHUto

Mepen Hauyanom npouenypbl peKOMeHAYeTCs BbIMOMHUTL cheaylouine AeincTBUA:

« OCMOTPUTE CUCTEMY ANA NOATBEPXKAEHUA ee (PYHKLMOHANBbHOCTU, a TakXe yAoCTOoBepbTeCb, UTO ee
pasmep noaxoauT A8 TOW KOHKPEeTHOI npoueaypbl, B KOTOPOW OoHa 6yAeT mcnonb3oBaHa.

K BblbepuTe gnameTp CTeHTa, COOTBETCTBYOLWNA gnameTpy cocya, 4tobbl OKOHYaTes/lbH6E OTHOLWeEeHne
LuaMeTpoB CTeHTa M cocyga coctaBnano 1:1. AnnHa cTeHTa [0J/KHa MNONIHOCTbIO MOKpbIBaTb
MOpPa>KeHHbIi CerMeHT M HEMHOTO 3axBaTbiBaTb 340POBble y4yacTKu cocypq ¢ o6enx CTOPOH OT o4ara
nopaxeHus.

* N8 CHWKEHNS BEPOSATHOCTU HapyLEeHUs TPUYHOFO pachnosioXKeHUs cTeHTa Ha 6annoHe u cay4daliHoro
nepesnoma, nepernba wan cKpydmBaHuMa wadTa KateTepa He 3abbiBaliTe cob6nogaTb OCTOPOXXHOCTb Npu
obpaweHnun c ycTpomncTtBOM.

* PekomeHpgyeTcs, 4TOOblI CTEHT pacKpbiBasicsa Nocjie npeiBapuTeslbHOro paclwnpeHusa LesieBoro
nopaxeHusi ¢ ncnosib3oBaHmem kKartetepa UTA. YganuTe nepBoHa4danbHO BBeAeHHbIN KateTep UTA u3s
opraHmsma nayueHTa, coXpaHMB pacnosioXXeHne NnpoBOAHUKA.

MoaroToBKa mMnsaHTaTa

MpepynpexxaeHue. M3beralite MaHUNYAALUA CO CTEHTOM MPU €ro MU3BJIEYEHUM U3 YNAKOBKU U BO
BPEMSI MPOMbIBKM CUCTEMbI 4OCTaBKW CTEeHTA.

1. NMepea OTKPbITUEM MPOBEPbLTE BHELIHIOI N BHYTPEHHIOW YMNaKOBKM Ha Ha/inuve NOBPEXIEHWA.
OTKpOIiTe BHYTPEHHIOO YNaKOBKY, WU3B/IEKUTE 3aLLNTHOE KOJ/IbLO C UMMIAHTATOM K3 YNAaKOBKU U
nomMecTuTe ero B CTEPU/IbHOE Mofe.

2. OCTOPOXXHO U3B/IEKUTE CUCTEMY CTEHTA M3 3alUTHOTO KOJibLaA.

3. CHMMMUTe 3alUTHY0 060/104KY, MOTAHYB 3a AUCTasIbHbIA KOHel,.

4, OCMOTPUTE C/IOXEHHbIi CTEeHT, 4YTo6bl y6eanTbcsl B OAHOPOAHOCTM 0GXXMMA, OTCYTCTBUM BbiCTynaloLWwmnx
6a/10K N LEeHTpasbHOro pacnofioXXeHns Ha 6annoHe.

MpomMbiBaHMe BHYTPEeHHEro KaHasia npoBogHMKa

5. MoacoeanHuTe wnpuy o6bvemMom 10 mnam 20 mn, cogepXXawmnii cTePUbHbIM (PU3NOMTOTNYECKN A
pacTBop, K nopty Jltospa NpoBOAHMKA Ha MPOKCUMaslbHOM KOHLe ycTpoilicTBa.

6. NMpoMoiiTe BHYTPEHHUI A KaHan NpPOBOAHMKA.

7. OTcoeAnHNTE WNpUL,.

8. ep>xXnTe NOAroTOB/AEHHYIO CUCTEMY CTeHTa Npu aTMoCEepHOM AaBNEHUN.

BHumaHune! He npunaraiite oTpuuaTesibHOro gaBfeHUs K CUCTeMe CTeHTa [0 YCTAaHOBKM CTeHTa B MecTe
nopaxeHus, NOCKOJIbKY 3TO MOXeT Bbi3BaTb MNpeXAeBpeMeHHOe CMeleHue CTeHTa.

MeTopn BBepneHuUs

9. BBMHUYMBaATE MPOKCMManbHbI/Ai KOHeEL, NPOBOAHWKA B AUCTallbHbli KOHEL, CUCTEeMbl OOCTaBKU A0 Tex
rnop, noka OoH He BbligeT u3 pasbema Jlloapa y NMPOKCUMasIbHOrNo KoHua.

10. OCTOpPOXHO BBeAUTE CUCTEMY CTEHTa 4yepe3 MHTpoAbloCcep.

11. AKKypaTHO npojBurariTe cuctemy CTeHTa Mo NMPOBOAHMWKY B HanpaB/ieHUWN LEeNeBOro oyara
nopaxeHusa.

12. YcTaHOBUTE CTEHT B NOPa)XeHHOM CermMeHTe, UCMNOJ/Ib3yA PEHTreHOKOHTPAacTHble MeTKu 6annoHa B
KayecTBe OpMEeHTUPOB.
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BHMMaHMe! He nbiTaiiTecb TAHYTb HeEpacWMpPEHHbIi CTEHT 06pPaTHO Yepe3 UHTPoAbloCEpP, MOCKO/bKY 3TO
MO>XeT MPMBECTU K €ro CMelLeHnto Ha 6anfioHe CUCTEMbl AOCTAaBKW U Bbi3BaTb AUCTaNlbHYO
am6onm3aumnio. Eciv nNpu NonbiTKe BbiTA/IKNBAHUSA CUCTEMbI CTEHTA U3 KOHLLA MHTpOAblocepa oulyliaeTcs
Kakoe-NnM60 conpoTuMBNeHue, He Npunaraiite Upe3MepHbIX YCUNUii n onpeaennte NpUYnNHy
3aTpyAHeHus.

YpaneHne Bo3ayxa U3 CMCTeMbl AOCTaBKWU

13. NMoacoeanHNTe TPEXXOAOBOW KpaH K NopTty Jllospa kateTtepa.

14. NMoAaroToBbTEe YCTPOWCTBO AN pa3ayBaHua obbemom 20 MA U yganmte U3 HEro BO34AyX COr/acHo
pekomMeHAaunsamMm N NHCTPYKLUUAM N3TOTOBUTENS.

15. NMoacoeanHNTe K KpaHy YCTPOWCTBO ANA pasayBaHus 6annoHa, cogepykauwee 10 mn cpeabl ans
pasgyBaHuna 6annoHa.

MpepynpexxgeHue. Mcnonb3yliTe TONbKO NOAXOAAWYO cpeay ANA pa3gyBaHusa 6annoHa (Hanpumep,
CMeCb KOHTpacCTHOro Bewectsa U Pn3N0N0rnyeckoro pacteopa B 06beMHOM OTHOweHUn 50:50). Hu
B KOEM criyyae He pasgyBariTe 6an/soH BO34AYXOM WM KakKUM-nnb6o APYyrvM rasom.

16. OTKpoOITe KpaH, 4Tob6bl 06ecneyunTb MOTOK XUAKOCTU MeXay KaTeTepoMm U YyCTPOMCTBOM ANS
pasgyBaHuna 6annoHa.

17. Co3paiiTe BakKyyM B yCTpOWCTBe AN pa3fyBaHUsa GannoHa M BbINOJHUTE yaasneHue Bo3gyxa u3
KateTepa B TedyeHue He MeHee 30 ceKyHA.

BHnmaHne! He pasayBaiiTe 6ani0H, ec/in B HEM HEBO3MOXXHO MogAepXXMBaTb BaKyyM, NMOCKOJ/IbKY 3TO
/\O3Ha4yaeT, YTO B CUCTeMe [O0CTaBKWU cylwecTByeT yTeuka. Ecnn He ypaeTca nognepxmpatb BaKyyM,
cnefynTe MHCTPYKUMAM B pasgene «/3BneyeHme HepaclWMPEHHONO CTEHTa».

18. 3akpoiiTe kfamnaH, 4To6bl OCTAHOBUTb MOTOK XWAKOCTU K KaTeTepy, U yganuTe Becb BO3AyX M3
ycTpoicTBa ANA pasgyBaHusa 6annoHa yepes KianaH.

19. MNpn Heob6Xxo0AMMOCTM MOBTOpUTE onepaunm 16-18, 4To6bLI Y6EeAUTLCA B MNOSIHOM yaaneHUn Bo3gyxa w3
6annoHa v BHYTpeHHero kKaHana gnsa pasaysaHusa 6annoHa. BocctaHoBuUTe aTMocpepHoe faBsieHue

B UWUVMHApPe yCTpoicTBa ANA pasgyBaHus/cayBaHUA.

20. OTKpoWTe KpaH. OTNOXNTE CUCTEMY C YCTAHOB/IEHHbIM HeWTpasbHbIM AaB/neHueM AN
ncnonb3oBaHUA. Tenepb CTEHT FOTOB K PacKpbITUIO.

YcTaHOBKa CcTeHTa

21. PasayBaniTe 6anOH CUCTEMbl AOCTAaBKW MOCTEMNEHHO, YTO6bl PacWwmMpuUTb CTEHT A0 pacyeTHOro
AnameTpa B COOTBETCTBMM C Tabnmnuein pacTa>XMUMOCTHU.

MpepgynpexpgeHue. He npesbiwaiite 3HavyeHne HAP, ykasaHHOe Ha 3TUKeETKe.

22. BbINONMHUTE PEHTFEeHOCKOMUIO B pasHbiX MPOeKuusax, 4Tobbl yAO0CTOBEPUTLCHA, YTO CTEHT MOJIHOCTbIO
pacwivpeH.

MpumeyvaHune. NMpu HEOOBXOANMOCTU BbINOJIHEHUSA NocTAMNartauyun cnepyeT ncnosb3oBaTb
HEKOMMNNaeHTHbIi 6annOoHHbI KaTeTep BbICOKOro OaB/ieHUs.

CaoyBaHue 6ansioHa U U3BJIeYEeHUE CUCTEMbl JOCTaBKU

23. CpyiiTe 6annoH B COOTBETCTBMM CO CTaHAapTHOW meTogukoi UTA. Mop aHrmorpaguyeckmnm
KOHTpPO/IeM MOTAHWUTE U 3a6/10KUPYTe NOpUWeHb YCTPOWCTBa A8 pa3fyBaHUs, 4TOObl MOMTHOCTbIO CAYTb
6annoH nytem co3gaHmAa oTpuuUaTesiIbHOro gaB/leHWe B 3aBUCMMOCTW OT pa3mepa 6asioHa, a NoToMm
OCTOPOXHO WM3B/EKNTE CUCTEMY AOCTaBKM U3 cocypa. MNMoaggepxusante oTpuuatesibHOe AaB/ieHUe

b TeueHne BpeMeHHbIX NMPOMEXYTKOB, PaBHbIX MO MEHbLIEN Mepe HuXecneayuwmm 3HAYEHUAM:

- B TeYeHMe no MeHbler mepe 60 cekyHa (paboyas gnnHa =90/130 cm);

- B TeyeHue no MeHbwwenn Mepe 110 cekyHp (paboyas gnuHa =170 cm).

24. Ecnun u3BnevyeHme b6annoHa M3 cTeHTa 3aTpyAHEHO, OCTOPOXXHO NogBuUramtTe CUCTEMY A0OCTaBKU
Bnepea M Hasaj, Noka He ygacTca BbIBECTU OaJsisioH.

25. B TeuyeHune 15 MMHYT Nocsie umnnaHTauuu cTteHTa HabnwpanTe 3a COCTOSHMEM NauueHTa u
nepnoavyeckn nNposBognTe aHrmorpaduyeckoe mccrnegosaHune.

26. MNMocne NpUMeHeHUsa YTUNN3NpYyTe YyCTPOKWCTBO N ero yrnakoBky B COOTBETCTBUMMU C MOPSAAKOM,
MPUHATBIM B 1IeYHEeBHOM yuypeXAeHUU, N 3aKOHOAAaTeNbCTBOM, AEACTBYHOLWMM Ha TEPPUTOPUU CTPaHbI.

Ocobble METOONKN U3BJIEeHeHNnA
M3BneyeHme HepacWWMNPEHHOrNoO cTeHTa

1. Y6eauTtecb B NMPaBW/IbHOM PacnosiIoXXeHUU MHTpPoAbiocepa OTHOCUTENIbHO MPOBOAHUKA, YTOGbI
npefoTBpaTuUTh o6pa3oBaHuUe MeXAy HUMWU OCTPbIX YI/I0B.
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2. MeANeHHO BbLITATMBaTE CUCTEMY CTeHTa. MeAneHHO BBOAUTE CTEHT B MHTpoAbloCcep MNoj
PEHTreHOCKOMMYECKNM KOHTPOJIEM, UYTOGbI CTEHT HE CMECTU/ICA OT YCTaHOB/IEHHOTO MOJIOXKEHUs Ha
6ansioHe cUCTEMbl AOCTaBKW.

BHumaHwune! Ecnn npu 3ToM oullyuiaeTcss COMPOTUB/EHUE, U3B/IEKNTE CUCTEMY CTEHTa U MHTpoAablocep
Kak eauHoe uenoe. CM. pasgen «lV3BneyeHUe CUCTEMbl CTEHTA U MHTpoOAblOCEpPa KaK eAuHOro
Lenoro».

3. NMepen NOBTOPHOW MOMbITKOW YCTAHOBKW CTEHTa C MPUMEHEHWEM HOBOW CUCTEMbl CTEHTA MOpPaXXeHHbIN
CerMeHT cnefyeT BHOBb paclMpuUTb UAM NOATOTOBUTbL APYFMM CAOCO60M.

BHumaHne! He BBOAUTE CUCTEMY CTEHTA MOBTOPHO, T. K. CTEHT U (UNN) cucTeMa AOCTaBKU MOrIun
noNyuYnTb MOBpPEXAeHUs BO BPeMSA MepBOM MOMbITKM MPOWTU o4yar NOpaXXeHus UAM BO BpPeMSA UX
M3BNeYEHUS.

M3BnevyeHne cncTeMbl CTEHTA M MHTpOAblOCepa KakK egUHOro Lenoro

1 He BTAruBaliTe cucremy cteHta/cnucrteMmy AOCTaBKM B MHTPOAbKOCEP MOJIHOCTbIO. YCTaHOBUTE
NpoKcMManbHYyl MeTKy 6annoHa 4yTb AUcTallbHEE OTHOCUTE/IbHO KOHLUAa WHTpoAbkcepa.

2. NpoBeanTe NPOBOAHUK B apTeEpPUI0 HACTO/IbKO ANCTaIbHO, HACKOJ/IbKO 3TO BO3MOXHO C TOUKM 3pEHUs
6e30mnacHoOCTK.

3. /I3BneKnuTe UHTPOAbLIOCEP U CUCTEMY CTeHTa/CUCTEMY AOCTaBKM KaK efuHoe Lesoe.

BHumMaHune! HecobnwageHne yKasaHHbIX MNO3TanHbliX geictBuin U (MNn) NpunoXXeHne 4pe3mMepHom cunbl K
ncTeMe CTeHTa WM CUCTeMe AO0CTaBKUM MOXET MPUBECTU K NoTepe WUIn NMOBPEeXAEeHU KPMMOHEHTOB

gTeHTa n (MNn) cncTtembl AOCTaBKMU.

CBepeHnda o 6eszonacHocTM npun nposepgeHun MPT

B AOKNMHNYECKUX nccrefoBaHMAX 6bl10 NMOKasaHo, 4To cTeHT Dynetic-35 — 3Tto MPT-coBmecTumoe
YCTPOMCTBO Npu cob6A04EHNN OMnpeAeneHHbIX YCN0BUIA NpoBeAEeHNA nccnegoBaHus npu obuwei

ONVHEe CTEHTUPOBaAHHOIO yyactka Ao 151 mm. be3onacHoe MPT-ckaHupoBaHMe naymeHTa C UMMAaHTaToOM
BO3MOXHO NPV co6N0AeHUN cnefyroumnx ycnoBuii:

e CtaTnyeckoe MmarHutHoe none 1,5 Tn vnn 3 Tn

e MaKcMManbHbIi NPOCTPaHCTBEHHbLIN rpagmeHT nona 2500 Maycc/cm (25 Tn/m)

= MakcumanbHOe 3aperucTpupoBaHHoOe AN faHHoW MP cucTembl 3HayeHue yaenbHOro kKoagduuymneHTta
nornoweHnsa (SAR), ycpeAHEeHHOro gnsa Bcero Tena:

- 1 BT/Kr gnsa cKkaHMpoBaHUsA NPU PacrnosioXXeHUn CTeHTa B U3OLLEHTpe;

- 2 BT/kr (cTaHfapTHbIi peXXum akcnayaTtauun) ANs CKaHWpOBaHWA MNpU pacnonoxeHuu b6nwvxkariweii
yacTn CTeHTa Mo MeHblwell mepe 3a 20 cM OT U3OLUEHTpA.

B onucaHHbIX Bblle YC/IOBUAX CKAHUPOBaHUA MOXHO OXMAaTb MakCUMasibHOro MNOBbIWEHUSA
Temnepatypbl cTeHTa Dynetic-35 Ha 5,6 °c nocne HenpepbIBHONO CKaHMpoOBaHUA B TedyeHne 15 MUHYT.
B AOKNNMHNYECKNX nccrnefoBaHuax 6biJ10 MOKa3aHo, 4YTO apTedakT, 06YC/AOBAEHHbIN Hannunem
uMnaaHTara, NpUMepHoO Ha 8 MM BbIXOAUT 3a npegesibl cteHTa Dynetic-35 npu Bu3yanumsauum MeTonom
nocnefoBaTes/ibHOCTU UMMYJ/IbCOB rpagnueHT-axo u MPT-cucTembl MOWHOCTbIO 3 T/a1. ApTedaKT MOXeT
3aTeHATb NPOCBET yCTpoWcTBa.

fapaHTNA U OTBETCTBEHHOCTb

JaHHOoe mnsgenve n Kaxabii N3 ero KOMNOHEHTOB (Janee MMeHyeMble — «u3genme») 6bin
pa3paboTaHbl, N3rOTOBJ/IEHbI, UCMbITaHbl N YNaKoBaHbl C MakKCMMallbHO BO3MOXHOW TulaTe/lbHOCTbIO.
OpgHako nockonbKy komnaHusa BIOTRONIK He KOHTpPO/IMpYET YCN0BUA NPUMEHEHUNA U3aenus,
conepXMoe 3TOro pyKoBOACTBa MO NMPUMEHEHUIO criefyeT cUMTaTb HEOTbEM/IEMOI 4YacTbio AAHHOTO
OTKa3a OT OTBETCTBEHHOCTM Ha CMyyali BO3MOXXHOIO HapyleHUs npegycMOTPEHHOro hyHKUUnM mnsgenus
no pasnnyHbIM NPUYMHaM.

KomnaHua BIOTRONIK He rapaHTMpyeT HEBO3MOXHOCTb HacTyM/eHUsa cneayruwmx cobbiTUA:

e HencnpaBHOCTb WAM OTKas usgenus

* IMMYHHbIVi OTBET NaymeHTa Ha usgenue

e BO3HMKHOBEHMNE MEAULUWHCKUX OC/TOXKHEHWUW MpU UCMO/b30BaHUU U3AENUSA UKW BCAeACcTBME KOHTaKTa
n3genns c TeoM naumeHTta

KomnaHua BIOTRONIK He HeceT HMKaKoOW OTBETCTBEHHOCTU 3a cneaywuiee:

e MpMeHeHne n3genns, He COOTBETCTBYKLULee NpUBeAEHHbIM B JAHHOM PYKOBOACTBE MO MPUMEHEHUIO
Ha3HayeHuo (NokKasaHusM), NPOTMBOMOKa3aHUAM, NpeaynpexaeHnaMm, npefocTepeXxeHnsam un
yKasaHuAM Nno NnpuMeHeHMUto

e Moguumkaumna mMcxogHoro nsgennsa
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e Cob6bITUA, KOTOpPble HEBO3MOXHO MpenycMOTPeTb HAa MOMEHT AOCTaBKM U34e/INA HAa OCHOBaHMUKU
COBPEMEHHOI0 YPOBHA HayKuU U TEXHUKU

e CO6bITUA, MPUUYNHON KOTOPbIX MOCAYXWU/I0 NMPUMEHEHME NpouYnx mnsgenmin komnannm BIOTRONIK unmn
N3[ennii CTOPOHHUX KOMMOaHui

e dopc-MaXKOpHble CO6bITUA, B TOM 4YUC/e CTUXUIHbIe 6eACTBUA BblleyKa3aHHble MOJTOXXEHUSA He
3aTparmBarT OTAE/IbHO COrf1lacoBaHHOINO C K/JAMEHTOM OorpaHmyeHuns v (Mnm) oTkasbl OT OTBETCTBEHHOCTU
B CTeneHu, pa3pelleHHOol AeiCTBYOWNM 3aKOHOAATENIbCTBOM.

Tonbko ansa CLA: BIOTRONIK He HeceT OTBETCTBEHHOCTU HU 3a Kakue rapaHTuu, BblpaXXeHHble uniu
nogpasyveBaemble, OTHOCUTE/IbHO AaHHOT0 NPOAYKTa, BKAKYadA Moby rapaHTUO KOMMEpPYeCcKOoro
KayecTBa WM NPUToOAHOCTU NPOAYKTa AN1IA KakKown-imbo onpeaeneHHOM Lenn, HO He OorpaHM4YmMBasiCb €lo.
BIOTRONIK He HeceT OTBETCTBEHHOCTM HW 3a Kakue npsimble, criyyarHble UAM KOCBEHHbIE YObITKU WUAN
pacxogbl NO NPUYMHE NOGOro NCNob30BaHUA AaHHOro NpoAyKTa, HeE3aBUCUMO OCHOBAaHO
npegbsaBnseMoe Tpeb6oBaHMe Ha KOHTpakTe, rapaHTuu, HapyleHUn npasua aKcnayataumm Wanm Ha MHbIX
OCHOBaHMuAX.

MHTennekTyasnbHass CO6CTBEHHOCTb

B npnBefeHHOM HUXe CnuckKe npepgcraB/ieHbl TOBapHble 3HAKU WIN 3aperncrtpmpoBaHHble TOBapHble
3Haku rpynnbl komnaHmiin BIOTRONIK B EC, CLUA n, BO3MOXHO, B Apyrux ctpaHax; Dynetic, proBIO un
Fortress. Bce npouyne ToBapHble 3HAKN ABMAKTCA COOCTBEHHOCTbLIO COOTBETCTBYOLWMX BNnajefbLeBs.

BIOTRONIKAG 2019 BIOTRONIKAG

Ackerstrasse 6 Bee npaBa 3awuweHbl. OcTaBnsem 3a co6oi

$180 Blilach «Switzerland NpaBo Ha BHECEHWE TEXHUYECKUX U3MEHEHUN.

Tel +41 10144 864 51 11

Fax +41 (0144 864 50 05 429466/A/2019-11
mfo.vi@ biotronik.com

viww.biotronik.com c C 2797
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MepeBoj C aHTNUIACKOTO M HEMELKOTO A3bIKOB HA PYCCKUMA A3bIK

BMOTPOHUK (BIOTRONIK)

COBEpPLIEHCTBO pajn XXU3HU
BUOTPOHUK NT (BIOTRONIK /10)
NkcpwTpacce 6

8180 bronax

LW Beliyapus

Ten: 44 864 51 11
dakc: +41 44 864 50 05

12 mapta 2024 r

VHCTPYKUMM 110 MPUMEHEHWNIO

CrvicTeMa Neputiepryeckoro 6a/110HOPaCLLIMPSIEMOrO CTEHTA

Dvnetic-35
YTBepxpaato
Nmsa: Cto3aHHa MuHux (Susanne Minich)
L OoMmKHOCTb: CneunanuncT Mo HOPMaTUBHO-MPaBOBOMY peryMpoBaHuto
KomnaHua: BUWOTPOHUK NT (BIOTRONIK J10)
ynuua: NKkcpwTtpacce 6
Fopopg / CTpaHa: 8180 Bionax, Weelinapus
Mopnuce: /nognuce/

Cto3aHHa MuHux (Susanne Minich)

/WTamn/: BUOTPOHWK (BIOTRONIK)
COBEPLIEHCTBO pajn X U3HKN
BUWOTPOHWUKY\Il (BIOTRONIK AG)
Nkcpw Tpacce 6

CH-HIRO Bronax
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OdunuymnanbHoe ygocToBepeHune

HacToswmm cBugeTenbCTByeTCss MOANMHHOCTL MOAMNUCK NMa o6paTHO CTOPOHE, NOCTaB/IeHHO! B
nawem nNpucyTcTBuUn

I-xoi Cio3aHHOW M W HMWX, gata poxgeHns: 12 mas 1965 r., rpaxgaHkoii LBelivapuu,
BaTTBUAb, KAHTOH CankT-Fannen, no eé cnosam, NpoXusakwuwei no agpecy: yn. F'poccakep 81,
8041 Litlopux, NMYHOCTb KOTOPOI NOATBEPXKAEHA YAOCTOBEPEHNEM NIMYHOCTHU.

Bronax, 12 mapta 2024 r. HOMMPUIIBILNA KO T op/i bloNNXn
BK Ne 2024/509 /nognuce/
C6op 20.00 wa. dp.
/MeyaTb/: HoTapnanbHas KoHTopa Wionaxa * BuT ®paxu, FocygapcTBeHHbIi HOTapuyc
KaHToH Ltopux
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MepeBoa AaHHOTO TEKCTA BbIMOMHEH MepeBOAYNKOM MantoHBOW AHHON AHApPEEBHOM

MOAMCb

Poccuinickasa depepaums
Nopos MockBa
Bocemnagua 101 0 Mapra ABe TbiCAYN ABajLaTb YEerBepTOro roga

A, Wepemuin HOnus WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH MNOASMHHOCTb
noAnmcKu nepesofumka MantoHOBON AHHbI AHLPEEBHbI.

1loaHuck caenaHa B MOeEM MPUCYTCTBUMN.
JINYHOCTb HOAMMCABHIOTO JOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: No 77/2194-n/77-2024- /O'/\O

YnnayeHo 3a COBCPHICHUC HOTapuanbHoro geincteusa: 400 py6. 00 KOH.

MoAMUCH lepboBas nevaTb MepboBas neyaTb
HoTapuyca r. MocKBbl HoTapuyca r. MOCKBbI
Bcpemuin HO.A. Bcpemuin FO.A.

HO.N. Nepemuii
Wcero npowHypoBaHo, NPOHYMEPOBaHO
N CKpenneHo neyvaTbto 21 nuct(-a,-oB).

HoTtapuyc; noarnncCb

Poccuitickaa Pegepaumns
Mopog MockBa
BocemHagua 10! 0 Map Ta Be ThiCAYM ABajLaTbh YeTBEPTOro roga

A, Vepemnii KOnma MropesHa, HoTapuyc ropoga MOCKBbI, CBMAETENbCTBYHO BEPHOCTb KOMUKU C
npeacTaBNeHHOro MHe JOKyMeHTa.

3apcructpupolll 7/2194-11/77-2024-/ |

Ynnaye anbltoro gecteus: 2200 py6. 00
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