INSTRUCTIONS FOR USE for a medical device

Promesa" BMS Self-Expandable Nitinol Peripheral Stent System
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NAME OF THE MEDICAL DEVICE
Self-expanding Nitinol Peripheral Promesa BMS Stent on Delivery system Variants:

1. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO700030A: 30mm x
7.00mm - 1 piece
Instructions for use ~ 1 piece,
Stent implantation card - 2 pcs
2. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBOS800D030A: 30mm x
8.00mm - 1 piece
instructions for use — 1 plece,
Stent implantation card - 2 pcs
3. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO90D0O3CA: 30mm x
9.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
4. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB1000030A: 30mm x
10.00mm - 1 plece
Instructions for use — 1 piece,

) Stent implantation card — 2 pcs
S. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO700040A 40mm x
7.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card - 2 pcs
6. Promesa BMS Self-expanding nitinot peripheral stent on the delivery system PRBOSO0040A 40mm x
8.00mm - 1 plece
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
7. Promesa BMS Seif-expanding Nitinol peripherat Stent on delivery system PRB0OS00040A 40mm x
9.00mm - 1 pc .
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
8. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB1000040A 40mm X
10.00mm - 1 piece
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
9. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO700060A 60mm x
7.00mm - 1 piece

} Instructions for use — 1 piece,

Stent implantation card — 2 pcs
10. Promesa BMS Self-expanding nitinol peripherat stent on the delivery system PRBOS00060A 60mm x
8.00mm - 1 piece
Instructions for use — 1 piece ,
Stent implantation card ~ 2 pcs
11. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBOS00060A 60mm x
9.00mm - 1 piece
tnstructions for use - 1 piece,
Stent implantation card - 2 pcs
12. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB1000OG0A 60mm x

-3 mn;l\ 1 piece
\ Vh’ﬁ‘& for use — 1 piece,

4 Stent Im ion card - 2 pcs
18, Promas; S Self-expanding nitinol peripheral stent on the delivery system PRBO7C0080A 80mm x
7.99“)].'5#\' w. 7 "o
Instaidtio & use — 1 piece, o&l 1 ‘
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stent implantation card - 2 pcs
14. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0O800080A 80mm x
8.00mm -1 piece
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
15. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO900080A 80mm x
9.00mm -1 piece
Instructions for use -1 piece »
Stent implantation card - 2 pcs
16. Promesa BMS Seif-expanding nitinol peripheral stent on the delivery system PRB1000080A 80mm x
10.00mm -1 piece
Instructions for use ~ 1 piece,
Stent implantation card - 2 pcs
17. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0700100A 100mm x
7.00mm -1 piece
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
18. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0O800100A 100mm x
8.00mm -1 piece
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
19. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0O900100A 100mm x
9.00mm -1 piece
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
20. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBIOOOIOOA 100mm x
10.00mm -1 piece
Instructions for use -1 piece ,
Stent implantation card - 2 pcs
21. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO700120A 120mm x
7.00mm -1 piece
Instructions for use -1 piece,
Stent implantation card - 2 pcs
22. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO800120A 120mm x
8.00mm -1 piece
Instructions for use - 1 piece ,
Stent implantation card - 2 pcs
23. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0900120A 120mm x
9.00mm -1 piece
Instructions for use -1 piece ,
Stent implantation card - 2 pcs
24. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB1000120A 120mm x
10.00mm -1 pc
Instructions for use -1 piece,
Stent implantation card - 2 pcs
25. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0700150A 150mm x
7.00mm -1 piece
Instructions for use - 1 piece,
tent-icpplantation card - 2 pcs
BMS Self-expanding nitinol peripheral stent Aip~e delivery system PRB0O800150A 150mm x
8.00mnT\*\jece
IViistructjc:>n™ use -1 piece,
; Stent ii3),pJdoEtation card - 2 pcs
27. gno.m"M-MAS Self-expanding nitinol peripheral stent on the delivery system PRB0700180A 180mm x
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7.00mm - 1 piece

Instructions for use — 1 piece,

Stent implantation card —- 2 pcs

28. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0800180A 180mm x
8.00mm-1 pc

Instructions for use — 1 piece,

Stent implantation card — 2 pcs

29. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB05000308 30mm x
5.00mm - 1 piece

Instructions for use — 1 piece,

Stent implantation card - 2 pcs

30. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO600030B 30mm x
6.00mm - 1 piece

Instructions for use — 1 piece,

Stent implantation card — 2 pcs

31. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB07000308 30mm x
7.00mm - 1 piece

Instructions for use - 1 piece ,

Stent implantation card - 2 pcs

32. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRBO800030B 30mm x
8.00mm -1 pc

Instructions for use — 1 piece ,

Stent implantation card — 2 pcs

33. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO900030B 30mm x
9.00mm - 1 piece

Instructions for use — 1 piece,

Stent implantation card - 2 pcs

34. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB10000308 30mm x
10.00mm - 1 piece

Instructions for use — 1 piece,

Stent implantation card — 2 pcs

35. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0O5000408 40mm x
5.00mm - 1 piece

Instructions for use - 1 piece,

Stent implantation card - 2 pcs

36. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0600040B 40mm x
6.00mm - 1 piece

Instructions for use — 1 piece,

’ Stent implantation card - 2 pcs
37. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB07000408 40mm x
7.00mm -1 pc

Instructions for use — 1 piece,
Stent implantation card — 2 pcs
38. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0O800040B 40mm x
8.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
39. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0S00040B 40mm x
200mm - 1 piece
flﬁgggcﬁo%\ or use — 1 piece, P
Stgnt imp’ 0_’ {ion card - 2 pcs cng
40" Rromes gl\ﬁs Self-expanding nitinol peripherat-é
10.00mm™ 1 piece %
Instrﬁc“t-ic;g%@'/ use — 1 piece , \"\\‘
. s N ) -
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Stent implantation card - 2 pcs
41. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO500060B 60mm x
5.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card - 2 pcs
42. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB06000608 60mm x
6.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
43. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO700060B 60mm x
7.00mm - 1 plece
instructions for use — 1 piece,
Stent implantation card - 2 pcs
44. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRBO8G0060B 60mm x
8.00mm - 1 piece
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
45. Promesa BMS Self-expanding nitinol peripheral stent on the delivery system PRB0OS00060B 60mm x
9.00mm - 1 piece
Instructions for use — 1 pc, Stent implantation card — 2 pcs
46. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB1000060B 60mm x
10.00mm - 1 pc
Instructions for use - 1 piece,
Stent implantation card - 2 pcs
47. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB0O5000808 80mm x
5.00mm -1 pc
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
48. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRBO600080B 80mm x
6.00mm - 1 pc
Instructions for use — 1 piece,
Stent implantation card —- 2 pcs
49. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB0700080B 80mm x
7.00mm - 1 pc
Instructions for use — 1 piece,
Stent Implantation card — 2 pcs
50. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRBO800080B 80mm x
| 8.00mm -1 pc
Instructions for use — 1 piece,
Stent Implantation card — 2 pcs
51. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRBO900080B 80mm x
9.00mm -1 pc
Instructions for use — 1 piece,
Stent Implantation card — 2 pcs
52. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB1000080B 80mm x
10.00mm - 1 pc
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
53. Promesa BMS Self-expanding Nitinol peripheral Stent on Dejivery System PRBO5001008 100mm x

S Self—expandmg Nitinol periphe@lﬁ&ggf on Delivery system PRB0600100B 100mm x
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Instructions for use — 1 piece,

Stent Implantation card — 2 pcs

55. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB07001008 100mm x
7.00mm - 1 pc

Instructions for use ~ 1 piece ,

Stent Implantation card — 2 pcs

56. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB0O800100B 100mm x
8.00mm -1 pc

Instructions for use — 1 piece,

Stent implantation card - 2 pcs

57. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB09001008 100mm x
9.00mm -1 pc

Instructions for use — 1 piece,

Stent implantation card ~ 2 pcs

58. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB1000100B 100mm x
10.00mm - 1 pc

Instructions for use — 1 piece,

Stent Implantation card ~ 2 pcs

59. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB05001208 120mm x
5.00mm - 1 pc

Instructions for use — 1 piece,

" Stent implantation card — 2 pcs

60. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB06001208 120mm x
6.00mm -1 pc
Instructions for use — 1 piece,
Stent Implantation Card — 2 pcs
61. Promesa BMS Self-expanding Nitinol Peripheral Stent on Delivery system PRB0700120B 120mm x
7.00mm -1 pc
Instructions for use - 1 piece,
Stent Implantation card - 2 pcs
62. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB0800120B 120mm x
8.00mm -1 pc
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
63. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB09001208 120mm x
9.00mm - 1 pc
Instructions for use — 1 plece,
Stent implantation card - 2 pcs
64. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB10001208 120mm x
10.00mm - 1 pc
Instructions for use — 1 piece,
Stent iImplantation card — 2 pcs
65. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB05001508 150mm x
5.00mm -1 pc
Instructions for use — 1 piece,
Stent implantation card — 2 pcs
66. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRBO600150B 150mm x
6.00mm - 1 pc
ugtions fpnuse 1 piece,
Stgﬁ;}nmantat\ card — 2 pcs N
67’ Promesa BDI$P f-expanding Nitinol peripheral Sterg’o Delivery system PRB07001508 150mm x
00mm =11 pé*f. }m
r{structlons forlidéx
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68. Promesa BMS Self-expanding Nitinol Peripheral Stent on Delivery System PRB0800150B 150mm x
8.00mm -1 pc

Instructions for use -1 piece ,

Stent implantation card - 2 pcs

69. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB0500180B 180mm x
5.00mm -1 pc

Instructions for use - 1 piece,

Stent Implantation card “ 2 pcs

70. Promesa BMS Self-expanding Nitinol peripheral Stent on delivery system PRB0600180B 180mm x
6.00mm -1 pc

Instructions for use -1 piece,

Stent Implantation Card - 2 pcs

71. Promesa BMS Self-expanding Nitinol Peripheral Stent on delivery system PRB0O700180B 180mm x
7.00mm -1 pc

Instructions for use - 1 piece,

Stent implantation card - 2 pcs

72. Promesa BMS Self-expanding Nitinol peripheral Stent on Delivery system PRB0800180B 180mm x
8.00mm -1 pc

Instructions for use -1 piece ,

Stent implantation card - 2 pcs

1. DEVICE DESCRIPTION:
The Promesa™*” BMS - Self-Expanding Nitinol Peripheral Stent System is a GHTF Class D Implantation
Medical Device. This device consists of following components -
a) A self-expandable stent made from Nitinol alloy.
b) An over-the-wire (OTW) stent delivery system consisting of PTA catheter that has flexible

retractable sheath.
The stent is pre-loaded on the delivery catheter constrained by covering it with the sheath. The stent
is deployed by retracting the sheath which allows the stent to expand against the lesion in the arterial

lumen to restore its patency.
Promesa"™" BMS is permanent Implantation device and its schematic diagram is shown in below Fig.l.

Figure 1- Promesa™” BMS System Schematic Diagram
INNER LUMEN

1.1 Devi*B mponents Description:
A (f< .."‘ JAvajjabfr-Atent Lengths & Diameters $
AveiighlefStent lenytke & diameters (76 confirlirt ons) are shown in table-1 below for Promesa”

OEhPIKAGAIKWAD
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(OTW 0.035" 80cm)

Table 1 - Promesa™ BMS Size matrix

Unconstrained stent Diameter (mm)

Nominal Stent 7.00 8.00 9.00 10.00
Length (mm) Reference Number

30 PRBO700030A  PRBO800030A PRB0900030A PRB1000030A

40 PRB0O700040A  PRB0800040A PRB0900040A PRB1000040A

60 PRBO700060A  PRBO800060A PRB0900060A PRB1000060A

80 PRBO700080A PRBO800080A PRB0900080A PRB1000080A

100 PRBO700100A PRB0800100A PRB0900100A PRBIOOOIOOA

120 PRBO700120A  PRB0800120A PRB0900120A PRB1000120A

150 PRBO700150A  PRB0800150A

180 PRBO700180A  PRB0800180A - -

{OTW 0.035” 120cm)
Nominal Stent Unconstrained stent Diameter (mm)
Length (mm) 5.00 6.00 7.00 8.00 9.00 10.00
Reference Number

30 PRB0500030B PRB0600030B PRB0700030B PRB0800030B PRB0900030B PRB1000030B
40 PRB0500040B PRB0600040B PRB0700040B PRB0800040B PRB0900040B PRB1000040B
60 PRB0500060B PRB0600060B PRB0700060B PRBO800060B PRB0900060B PRB1000060B
80 PRB0500080B PRB0600080B PRB0700080B PRB0800080B PRB0O900080B PRB1000080B
100 PRB0500100B PRB0600100B PRB0700100B PRB0800100B PRB0900100B PRBIOOOIOOB
120 PRB0500120B PRB0600120B PRB0700120B PRB0800120B PRB0900120B PRB1000120B
150 PRB0500150B PRB0600150B PRB0700150B PRB0800150B
180 PRB0500180B PRB0600180B PRB0700180B PRB0800180B -

Stent Material

Table 3" Product Description
The stent Is made by laser cutting seamless tubing of Nitinol alloy and
electro polished. The stent has 06/08 radiopaque markers (03/04 at each

Stent delivery catheter

system

Delivery system usable length

end).

The delivery system is an OTW PTA catheter with three coaxial tubes viz.
inner lumen, pusher tube and braided sheath. The inner lumen hastwo
platinum-iridium radiopaque markers. The stent is mounted between these
markers and hence they define location of the stent.

The guide wire lumen within Inner lumen covers the entire length of the
catheter i.e. from hub to the soft tip. The braided sheath extends from Puller
Shaft to the soft tip and covers the entire length of the stent restraining It
from expansion.

The delivery systems are available In two usable lengths viz. 80cm and

120cm.

Outer braided sheath profile 6F
Recommended Minimum
Sheath/Introducer 6F*

Guide wire compatibility

ArliduTA'c6”eN'rmat
' N-PRBAXXXYYYN-AMABXXXXYYYB

y “ig )
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OTW 0.035" {0.89mm)

PRB= Promesa BMS

xxxx=nominal stent diameter”

yyy=nominal stent length (f*m)
A={OTW 0.035" 80cm

For Example. PRBO7000"
xxxx=0700=Dia meter 7.00mm

DEEP\\<A GAIKVWWAD

1

m)

/

PRB= Promesa BMS
xxxx=nominal stent diameter (mm)

yyy=nominal stent length (mm)

B=(OTW 0.035" 120cm )
For Example. PRB0500030B

xxxx=0500=Diameter 5.00mm



yyy=030=Length 30mm yyy=030=Length 30mm
A=80cm catheter length B=120cm catheter length

*see the individual manufacturer specification for (F) equivalent on box label and pouch label.

2. HOW SUPPLIED:

Sterile: Promesa™ BMS is sterilizedwith Ethylene oxide (ETO) gas and is non-pyrogenic. It is
intendedfor singleuseonly.Donotre-sterilize. Donotusethedeviceif thepackageisopenedor
damaged.

Contents: One (1) Promesa™ BMS housed in a protective circular hoop tray which fixed onto a product
holding tray, one (1) Instructions for Use, two (2) Stent implant Cards.

Storage: Store in a cool, dry and dark place in its original packaging below 30°C.

Shelf Life: 3 years.

3. INDICATIONS:

The Promesa™ BMS - Self-Expanding Nitinol Peripheral Stent System is intended for use in the
treatment of atherosclerotic diseases of peripheral arteries with reference vessel diameter of 5.00 mm
to 7.00 mm for Superficial Femoral Artery (SFA) and 7.00 mm to 10.00 mm for |liac Artery in patients
eligible for Percutaneous Transluminal Angioplasty (PTA) and Stenting procedures.

4. CONTRAINDICATIONS:

The Promesa™ BMS is contraindicated but may not be limited to the following patient types:

. Patients with hypersensitivity or allergies to titanium, cobalt, chromium, nickel, molybdenum,
tungsten, or any contrast media.

. Patients in whom anti-platelet and/or anticoagulant therapy are contraindicated.

. Transplant patients

5. WARNINGS:

. This device is intended for single-use only; do not resterilize. Do not use if the package is open or
damaged. Reuse, reprocessing or re-sterilization may increase the risk of patient infection and risk of
compromised device performance.

. DO NOT use after the “Use By” date specified on the label.

. The lesion length should be less than 10mm with respect to the stent length. For example; the
lesion length may not be more than 170mm for the stent with 180mm length.

. Persons with known hypersensitivities to nitinol and / or its components (e.g., nickel, titanium) may

) suffer an allergic reaction to this implant.

. Use of appropriate anticoagulant and / or antiplatelet therapy per standard of care is
recommended for use with this stent system.

. Once the stent is partially deployed, it cannot be recaptured using the stent system.

. If resistance is met during advancement of the delivery system, do not force passage. Remove the
delivery system and replace with a new device.

. Improper stent size selection may lead to stent migration or stent jumping.

. Patients judged to have a lesion that prevents complete inflation of an angioplasty balloon or
proper placement of the stent or stent delivery system.

. The product is intended for use of physicians trained and experienced in diagnostic and
interventional vascular technique.

6. PRECAUTIONS:

/6".% Geagyalj:recautlons 3\\‘9
55NOT bgg\ f the sterile package is opened or dam8géd or any information provided is obscured.
RO NOT Slthe device is damaged or if the s\h% partially deployed.
Do hot trv move the stent from the introducer ystem before use.

Ok 'P"’ N CAIRVYAD
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. Do not expose the delivery system to organic solvents (e.g., alcahol).

. Do not use power injection systems with the delivery system.

- Repositioning of the device after deployment is not possible.

« Re-sheathing / Recapturing of the stent is not possible, once the stent has apposed the vessel wall.

. Do not use the Promesa™ BMS In conjunction with other stents.

6.2 Stent Handling Precautions:

. Do not remove the stent from its delivery system, as removal may damage the stent and / or fead to
stent embolization. Stent system Is intended to perform as a system.

« Special care must be taken not to handle or in any way disrupt the stent on the delivery system. This
Is most important during system removal from packaging and device insertion.

6.3 Stent Placement Precautions:

. Advance the delivery system past the lesion and pull back to help remove slack from the system.
Removing all stack from the delivery system prior to stent deployment will help ensure accurate
stent delivery.

- Do not attempt to pull a partially expanded stent back through the sheath or gulding catheter;
dislodgment of the stent from the delivery system may occur.

. Do not expand the stent if it is not properly positioned in the vessel. (See Stent / System Removal —
Precautions.)

6.4 Stent / System Removal Precautions :

. Do not attempt to pull a partially-expanded stent back through the introducer sheath or guiding
catheter. The stent is not designed for recapturing. The stent is not designed for repositioning once
the stent has apposed the vessel. Once the stent is apposed to the vessel, it is not recommended to
reposition the stent with the defivery system.

« Should unusual resistance be feit at any time during lesion access or removal of the delivery system
post stent implantation, the entlre system should be removed together with the introducer sheath
or guiding catheter as a single unit. Failure to follow these instructions could result in failure to
deploy, difficulties with deployment, partial stent deployment or deployment in an unintended
location.

« If any unusual resistance be felt at any time including rotating the handle gear {(or thumbwheel},
during stent deployment, the entire system should be removed together with the introducer sheath
or guiding catheter as a single unit.

. Do not apply excessive force if resistance is felt during delivery system retrieval through the
deployed stent. Slightly advance the delivery system and continue withdrawal of the delivery system.

6.5 Post Implant Precautions:
Great care must be exercised when crossing a newly deployed stent with other devices such as
ancther stent delivery system an intravascular Ultrasound (IVUS} catheter, a guide wire or
balloon catheter to avoid disrupting the stent geometry.

7. ADVERSE EFFECTS:
Adverse Effects the following;:
» Allergic reaction to anticoagulant and/or antithrombotic therapy or contrast medium
» Allergic reaction to nitinol
+ Atherombolization
« Artrial aneurysm
+ Arterial rupture
« Artrial thrombosis
« Arteriovenous fistula

» Death
- Embolism
—wﬁ.@'} matoma/hemorrhage o
o~ s, o

4. «H ensitivity reactions A&
n, local or systemic, including bacteremia?;ie'dticemia

DEEPIKA GAIKWAD
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. Infection/abscess formation at access site
. Infection and sepsis

. Ischemia requiring intervention (bypass or amputation of toe, foot, or leg)
. Pseudoaneutysm formation

. Renal Failure

. Restenosis of the stented artery

. Stent embolization

. Stent malaposition

. Stent migration

. Stent strut fracture

. Stent thrombosis or occlusion

. Vessel perforation or rupture

« Worsened claudication/rest pain

8. INDIVIDUALIZATION OF TREATMENT:

. The risk and benefits should be considered for each patient before use of PromesaTM BMS.
Patient selection factors should include a judgement regarding risk of antiplatelet therapy. Special
consideration should be given to those patients with recently active gastritis or peptic ulcer
disease.

Pre-morbid conditions that increase the risk of a poor initial result or the risk of emergency

referral

for bypass surgery (diabetes mellitus, renal failure and severe obesity), should be reviewed.

A review of the vessel location, reference vessel size, lesion length, qualitative target lesion

characteristics, and implication of acute or subacute thrombosis must also be considered.

. Thrombosis following stent implantation is affected by several baseline angiographic and
procedural factors. These include intra-procedural thrombus and dissection following stent
implantation. In patients who have undergone peripheral stenting, the persistence of a thrombus
or dissection should be considered a marker for subsequent thrombotic occlusion. These patients
should be monitored very carefully during the first month after stent implantation. .

.

9. USE IN SPECIAL POPULATIONS:

The safety and effectiveness of the Promesa™ BMS has not been established in the following
patient populations:

. Patient with unresolved vessel thrombus at the lesion site

. Patients with brachytherapy treatment of the target lesion

. Pregnant patient: There are no adequate and well controlled studies in pregnant women or men
intending to father children. Effective contraception should be initiated before implanting

) Promesa™ BMS and for 12 weeks after implantation. The Promesa™ BMS should be used during

pregnancy only if the potential benefit outweighs the potential risk to the embryo or foetus.

. The safety and effectiveness of using brachytherapy treatment, mechanical artherectomy devices

. {directional artherectomy catheters, rotational artherectomy catheters) or laser angioplasty
catheters to treat in stent stenosis of a Promesa™ BMS has not yet been established.

10.CLINICAL USE INFORMATION:
10.1 Inspection prior to use:
. Carefully inspect the sterile package before opening.
. Do not use if the package has been damaged or opened.
. The product should not be used after the “Use By” Date mentioned on the label.
- If the sterile package appears intact, tear open the sterile pouch and carefully remove the
product in the sterile field using aseptic technique. "

.. -- -.z Remove the system carefully from tray packing. :
‘,‘.t ri*\'h, ect the stent system for bends, kinks and other d%?fg@.
' -"Qeget use if any of the above defects is noted. \Q«/

,'I

&
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10.2 Materials Required:

Specifying an up-to-date list of all possible names of compatible medical devices is not possible due
to the large number of manufacturers of these medical devices, while new names are constantly
being developed and registered, old names are being discontinued.

Below is the necessary information for the user: the name of the group of compatible products
and their minimum requirements for joint use

« Introducer Sheath

. 2-3 Syringes (10-20cc)

. 1000p/500cc, normal heparinised saline (HepNS)

. 0.035” (0.89mm) diameter guide wire

. Contrast diluted 1:1 with normal saline

. Inflation device

. Three-way stopcock

. Torque Device (If applicable)

. Guide Wire Introducer

10.3 Selection of stent size:
« Measure the diameter of the reference vessel (proximal and distal to the lesion or obstruction)
l and use the largest reference diameter as your basis for choosing the appropriate stent size.

,’ Select stent as recommended in table below:
Table 4
Labelled stent diameter (mm) Reference vessel diameter (mm)
5.00 3.00-4.50
6.00 4.00-5.50
7.00 5.00 - 6.50
8.00 6.00-7.50
9.00 7.00 — 8.50
10.0 8.00 - 9.50
Warning: Improper stent size selection may lead to stent migration or stent jumping.

10.4 Multiple stent Placement:
If placement of multiple stents is required in a patient, to cover the length of the lesion, the
following recommendations should be considered:

« In relation to the lesion site, the distal area of lesion may be stented first, followed by the
proximal
locations (i.e. second stent should be placed proximally to the previously placed stents).

. Stent placed in tandem must overlap to allow for complete coverage of the lesion.

10.5 Deployment procedure:
- Prepare vascular access site according to standard practice.
Predilatation before stent placement is optional and at the discretion of the physician.

A) Delivery system removal

1. After full stent deployment, carefully remove the delivery system under fluoroscopic
guidance while observing the radiopaque tip, leaving the guide wire in place.

Note: If resistance is met during the withdrawal of delivery system through the stent, re-
~ag\ance the braided sheath over the inner lumen to_ re-deployment position. Withdraw
’ stem in this position. If resistance is still encoupitgfed while attempting to withdraw the
together with the introducer sheath or

-T’.'ﬂ?lﬁzry system, the entire system should be remﬁc‘“&
5“---% [gi g catheter as a single unit. \\/)(
" AS
s t‘}\/ " '
~ 2 OEEPLicA CAINMWAD
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Use the 5ml syringe to flush the wire guide lumen with saline by connecting the syringe to the
Luer hub (Refer Figure 2 below).

- 4 —fi_\v;:h:E

Fig. 2 Delivery System Flushing

Note: The time between flushing and stent deployment should be minimized and must be no

longer than 5 minutes.
Under fluoroscopy, advance the delivery system over the wire guide through the introducer
sheath / guiding catheter until the distal tantalum radiopaque markers on the stent are beyond

the target lesion site (Refer Figure below).

Fig. 3 Advancing the delivery system across the lesion

C) Alignment of the stent
Before stent alignment, it is important to:
a. Straighten the proximal part of the delivery system as much as possible (Refer Figure 5
below).
b. Keep the Handle in a stable position.
Insertion Site:

Fig. 4 Keep the part of the delivery system straight: do not bend
The stent alignment must be performed under fluoroscopic control.

Align the radiopaque stent markers to the desired position. The Stent should now be ready to be
deployed. (Refer Figurebelow)

[ Y
———
’

Fig. 5 Stent Alignment

’ DEEPIA CALLVWAD
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D) Deployment of stent
Before stent deployment, it is important to:
a. Straighten the proximal part of the delivery system as much as possible.
b. Keep the Handle in a stable position. {Refer Figurebelow).
Insertion Site:

Fig. 6 Keep the part of the delivery system straight: do not bend

Hold the hub firmly in one hand and with other hand, rotate the thumbwheel in clockwise
direction to release the stent from delivery system. Clique sound will be audible when stent is
released from the delivery system.

w7/

THUMBWHEEL ME(THAM™

HANOLE
Fig. 7 Stent Deployment: Rotating the Thumbwheel

” Note: Care should be taken to hold the hub stationary and to remove any slack in the stent
system to ensure the stent is not stretched or compressed lengthwise during deployment (i.e., so
that the stent is deployed to its proper length). Full deployment of the stent length will occur
when the distal end of the braided sheath has been retracted past the proximal part of the stent.

As deployment occurs, continue rotating the thumbwheel in a slow, smooth and consistent

manner (Refer Figure below) until complete stent Is deployed or thumbwheel frees up and puller
shaft appears from the proximal end of the handle.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



PULLER STiAFT

THL'MBWHEEL LUERHUD
HANDLE

Fig. 8 Stent Deployment: Rotating the Thumbwheel till Puller Shaft appears

Note: Once stent deployment has begun, the stent must be fully deployed. Repositioning of the
Promesa™ BMS stent is not possible since the delivery system's pusher coil cannot be re-advanced
over the stent once deployment begins. Refer the Multiple stent placement section of this
instruction for use for information on missed lesions.

Instructions for deployment of Stent Length above 120Tm
Now pull back the blue puller shaft from the proximal end of the handle until It locks with the handle. It
will confirm complete stent deployment. (ReferFigure below).

DELIVERY SYSTEM
BRAIDED SHEATH

THUMBWHEEL LUERHUB—1 PULLER SHAFT
HANDLE

Fig. 9 Stent Deployment: Pull back the puller shaft

. r E].Delivery system removal .
stent deployment, carefully »~~e the delivery system under fluoroscopic
~N4'="pidance while observing the radiopaqu”~t®/leaving the guide wire in place.
.ution: Do not apply excessive fore jsistance is felt during delivery system retrieval
)W?ugh the deployed stent. Slightly adV~ce the delivery system and continue withdrawal

CEHPW'T GA KWAD
.4000'!
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of the delivery system.

2. Perform the arterial angiogram to verify full deployment of the device. If incomplete
expansion exits within the stent at any point along the lesion, post-deployment balloon
dilatation {standard PTA) can be performed at the discretion of the physician.

3. Check the delivery system after removal from the patient to ensure that the tip and inner
catheter have not separated. Maintain wire guide access until this check is completed.

4. Remove the guide wire and introducer sheath from patient.

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

10.6 Post procedural:

1. If the stent is incomplete expanded along the lesion, post deployment balloon
dilatation can be performed. Select a PTA balloon whose inflated diameter matches the
reference diameter of the target vessel.

2. Obtain angiographic visualization of the stented vessel segment.

Syn~hols utcd In isbcl.'ng
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Monufoctured by:

Moril Life Sciences Pvt. Ltd.
Mukleiiaivd Marg.

Chela. Vdpi 396191

Guijdret, India.

Wob: wwit.meriliife.com

1030, Brussels. Belgium.

€ Tel,:*-32,2.732.5954
Pak +322.732.6003
1783 E-meii: maiii*belis.net

Customer Cere Contact:
Tel.:+91 (260)240 8000
An tS0 13485 & GMP Certified Company E-mail; askinfc”mcniiife.com
WARRANTY
The authorized representative of the manufacturer in the territory of the Russian Federation is
LLC «FOST Medical», Russia, 119421, Moscow, Leninsky Ave., |11, room 1, floor 3, room 26, office 98
tel. +7 916 7440716

The manufacturer’s guarantees necessarily apply to the quality of products.

transportation, storage and operation
AiVHandle wifK~"e. Store in the original packaging. Avoid~bp”~ure to direct sunlight or heat. Store in a

rm) cobl tlarl*ajl~g” place.

DEf:PIK.AGAIKVV(AD
AcGOfr:s 1'3;3'"*

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



Products are transported by all modes of transport in covered vehicles in accordance with the rules of
cargo transportation applicable to each type of transport.

The temperature during transportation should be from 5 °C to +40  and relative humidity
from 30% to 75%, atmospheric pressure from 650 to 800 mm Hg.

- It is forbidden to transport in conditions of negative temperatures!!! DO NOT FREEZE! II!

" Itis forbidden to transport in temperature conditions other than those specified

The devices must be stored at a controlled temperature of 10- 30“C and relative humidity of 65% +5%
RH ina closed room in the original packaging of the manufacturer for a specified shelf life.
During operation, the products are resistant to climatic factors for temperature conditions from +32 to

+42 “C, the effects of biological fluids (blood).

Medical device maintenance and repair requirements

Procedure and conditions for the disposal or destruction of a medical device.

Products that have had contact with the blood and/or other biological fluids of patients are subject to
disposal and destruction in accordance with the requirements for the treatment of medical waste
established by SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for the maintenance of
urban and rural settlements, for water bodies, drinking water and drinking water supply to the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and conduct of sanitary and anti-epidemic (preventive) measures" for class B and other
regulatory legal acts of the Russian Federation.

Unused products, products with damaged packaging, including those with expired shelf life (which have
not had contact with the biological fluids of patients) must be disposed of in accordance with the
procedure for the disposal of solid household waste, established by the legislation of the Russian
Federation according to class A SanPiN 2.1.3684-21.

List of standards

# Document Number/ Title Title of Document

Applicable Harmonized Standards

; EN 1SO Medical devices -Quality management systems -Requirements for
'13485:2016/AC:2016 regulatory purposes

2. ;EN ISO 14971:2012 (E) | Medical devices - Application of risk management to medical devices |

1

3. |EC 62366-1:2015 ' Part 1: Application of usabilit ‘gineering to medical devices

Medical Devices - 5ytbolatc>43e used with medical device labels,
’ \4v>,:AN SO 15223-1:2016 | labeling, and informati~f*be supplied — Part 1: General
| requirements

1 j7jl041:2008 +A1:2013 j Information suppliefl by the manufacturer of medical devices

DEEPjK.\ GAfKVWAD
Accour:+.
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Document Number/ Title Title of Document

JEN ISO 10993-

6 1:2009/AC:2010

Biological evaluation of medical devices part:| Evaluation & testing

Biological evaluation of medical devices - part 3: Test for
genotoxicity, carcinogenicity and reproductive toxicity

i 8. IEN iso 10993-4-2009 (E) Biologicgl evalyation of medical devices - part 4: Selection of tests for
i i interactions with blood.

Biological evaluation of medical devices - part 5:Tests for in vitro
Icytotoxicity _ _ _
h o e | Biological evaluation of medical devices part-6:Tests for local
| effects after implantation

7. ENISO 10993-3:2014

9. FN iso 10993-5-2009 (E)

ENISO 10993-7-2008 (E)
[ Incorporating Biological evaluation of medical devices Part 7: Ethylene oxide
i Yicorrigendum sterilization residuals
I iNovember 2009
i 12, EN 1SO 10993-11-2009 (E) Biollo.gical evaluation of medical devices - Part 11: Tests for systemic
i toxicity
13 EN IS0 10993-12-2012 () Biologica_l evaluation of medical o!evices - Part 12: Sample
preparation and reference materials.
Intravascular catheters -Sterile, single-use catheters - Part 1: General
requirements
Intravascular catheters — Sterile and single-use catheters  Part4:
Balloon dilatation catheters.

14. JEN ISO 10555-1:2009

15. EN ISO 10555-4:2013

1612%(;2%?:52503312 i Cardiovascular Implants-Endovascular devices Part-2, Vascular Stents
i Packaging for terminally sterilized Medical Devices Part5:- Sealable

17.i EN 868-5:2018 i pouches and reels of porous material and plastic film construction -
Requirement and test methods
Sterilization of medical devices- Requirements for medical devices to

18. JEN 556-1-2001/AC:2001e designated "STERILE"- Part 1. Requirements for terminally
sterilized medical devices.

19 “ER 14332014 II SR';eriI?zerfor medicals purposes - Ethylene oxide sterilizers.

quirements & test methods
| Sterilization of health care products — Chemical indicators Part 1:
General requirements

20. EN ISO 11140-1:2009

EN ISO 11737-1-2006 Sterilization
1 21.|Incorporating of medical devices -Microbiological methods -part-1:
corrigendum May 2007 Determination of a population of microorganisms on products

Sterilization of medical devices — Microbiological methods Part 2:
22.'EN ISO 11737-2-2009 (E) i Tests of sterility performed in the definition, validation and
| maintenance of a sterilization process (ISO 11737-2:2009)
; Sterilization of health care products - Ethylene oxide - Part 1:
231EN ISO 11135-1:2007 Requirements for development, validation and routine control of a
sterilization process for medical devices
Cleanrooms and associated controlled environments-Part
[ I:Classification of Air Cleanliness
| Cleanrooms and associat"~fitrolled environments-Part
14644-2:2015 | 2:Specifications fortestufg”~d monitoring to prove continued
I compliance with ISCy "~ ~
i. EW.'IsWIU644-3:2019 (E) * Clean rooms and ass” ated controlled environments-Part 3: Test

I Methods Ry,

EN ISO 14644-1:2015

- DEEPIKAGAIKVVAD
.4CCOwurMnk Artois'*'? C

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



Document Number/ Title Title of Document

27 JEN 1SO 14644-4-2001 @egn rooms and .assomated controlled environments Part 4:
esign, construction and start-up

j Small-bore connectors for liquids and gases in healthcare
| applications. Connectors for intravascular or hypodermic applications®
29. EN ISO/IEC 17050-1:2010 Confolrmlty assessmgnt — Supplier's declaration of conformity —

Part 1: General requirements
Conformity assessment — Supplier's declaration of conformity —
Part 2: Supporting documentation

28. EN I1SO 80369-7:2017

30. EN ISO/IEC 17050-2:2004 |

31. ENISO 14630:2009 (E) Non active surgical implants-General requirement

Implants for surgery-Metallic materials Part 5: wrought cobalt-

chromium-tungsten nickel alloy
Clinical investigation of medical devices for human subjects — Good
clinical practice

32.iEN 1SO 5832-5:2005 (E)

33.]EN 1SO 14155: 2011 (E)

Applicable ISO Standards:
| Biological evaluation of medical devices —

! 34. ilSO 10993-1:2008 f Part |:Evaluation and testing within a risk management
Process

| intravascular catheters — Sterile and single-use catheters — Part 1:

I General requirements

. Intravascular catheters — Sterile and single-use catheters — Part 4:

I Balloon dilatation catheters.

ISO 10993-10:2010 (E) Biological evaluation of medical devices Part 10: Tests for irritation
37.1 and skin Sterilization

35. *1SO 10555-1-2013 (E)

36. :1SO 10555-4-2013

Medical devices -Quality management systems -Requirements for

38. 1SO 13485:2016
regulatory purposes

Clinical investigation of medical devices for human subjects — Good

clinical practice

Sterilization of health care products-Ethylene oxide-parti:

40. jISO 11135: 2014(E) Requirements for the development, validation & routine control of a
sterilization process for medical devices.

: Packing for terminally sterilize Medical devices Part-1: Requirements
for Materials, sterile barrier systems and packaging materials.

39. jISO 14155: 2011(E)

41. 11SO 11607-1:2019

* Packing for terminally sterilize Medical devices Part-2 Validation

42. iSO 11607-2:2019 . . .
[ requirements for forming, sealing and assembly processes

43." age . _ . . . . _ .
]ISO 14161-2009 (E) Sterilization fpr healthcare_ products _Blologlcal indicators- Guidance
for the selection, use and interpretation of results.

| Clean rooms and associated controlled environments-Part 1:

IS0 14644-1-2015 | Classification of Air Cleanliness

... u | Clean rooms and associ“ed controlled environments-Part 2:
N (1'% 45/71504644-2:2015. | Specifications for t"sHhg and monitoring to prove continued
fv Vil compliance with 1"QQ4644-1
Clean rooms .soclated controlled environments-Part 3: Test
L Methods
(IAiK'VAD
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Document Number/ Title

47. ilSO 14644-4-2001 (E)
48. ; 150 15223-1:2016

49 1ISOIEC 17050-1 2017

50 jISOIEC 17050-2 2017
[

51. }iSO 5832-5:2005 (E)

52. ilSO 14698-1:2003 (E)

Applicable ASTM SUndards:

53.
54.

55.

56.

57.

58.

59.

' 60.

| 61.
62.

63.

! 64.

' 65.
| 66.

j 67.

ASTM D 618-13
ASTM D 638-14

ASTM D 4169-2016

ASTM D 642 - 2015

ASTM D 999-08(2015)

ASTM D 4332-2014

ASTM D 4728-17

T sTMO-SY76° 98~
_Reapproved 2009

laSTM D 5487-16

ASTM D 6344-04-
IReapproved 2017

ASTM D 6653/D6653M-13

IASTM F 17-17

ASTM F 88-F88lvri5
ASTM F 640-12

iASTM F 756-2017

xFrT#'6& *"TM F 1886-F1886M-16

W -.Uqg,
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Clean rooms and associated controlled environments - Part 4: Design”l

Standard Practice for conditioning Plastics for testing

Standard Test method for Tensile Properties of Plastics

Standard practice for performance testing of shipping containers and |

Title of Document

instruction and start-up

Medical Devices - Symbols to be used with medical device labels,
I labeling, and information to be supplied — Part 1: General

requirements__

Conformity assessment — Supplier's declaration of conformity —

Part 1: General requirements

Conformity assessment — Supplier's declaration of conformity
art 2: Supporting documentation

I Implants for surgery-Metallic materials - Part 5: wrought cobalt-
* chromiujTi*tungsten nickej~alloy

; Clean room and associated controlled environments - Bio

j contamination control - Part 1: General principles and methods.

systems

Standard test method for determining compressive resistance of
shipping containers, components and unit loads

Standard test method for vibration testing of shipping containers

Standard practice for conditioning containers packages, or packaging

components for testing

Standard test method for random vibration testing of shipping

. containers

Standard test method for drop test of loaded containers by free fall

Standard test method for stimulated drop of loaded containers by

shock machines

Standard test method for concentrated impacts to transport

packages

Standard test method for determining the effects of high altitude on
packaging systems by vacuum method

i Standard terminology relating to flexible barrier packaging

Standard Test fMeti'od for Seal StrenjtJ} o fFlexible Barrier Materials”™ J
j Standard test method for determining radiopacity for medical use.
Standard Practice for Assessment of Hemolytic Properties of

Materials n o/

Standard Test M e~ "~or Determining Integrity of seals for flexible

i packaging by \*uaJ*nspection

AStandard Guidg”r Accelerated Aging of Sterile Medical Device

| P
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: Document Number/ Title Title of Document

Standard guide for Biocompatibility evaluation of medical device

i
70ASTM F 2475-11
(1 S ° packaging materials (Guidance for Biocompatibility Testing)

Standard TM for determining gross leaks in medical packaging by

7]TA5TM F2096-11 internal pressurization (Bubble Test)

M ASTM F 2097-2016 Standard guide for Design and evaluation of primary flexible and
packaging for medical products

73JASTM E 8-E8M-2016 Standard Test Methods for Tension Testing of Metallic Materials

T4jASTM E 112 -96(2004) Standard Test Method for Determining Average Grain Size

75:ASTM F 90-14 Standard Specification of Wrought Cobalt 18 Chromium-15 Tungsten-

' 10 nickel Alloy for surgical implant applications.(UNS R 30605)

i Standard Test Method for Measurement of Magnetically Induced
76ASTM F 2052-15 Displacement Force on Medical Devices in the Magnetic Resonance
Environment
Standard Guide for Characterization & Presentation of the Dimensional
Attributes of Vascular stents
Standard Test Method for Evaluation of MR Image Artifacts from
Passive Implants
Standard Test method for Conducting Cyclic Potential Dynamic

77IASTM F 2081-17

I
7gjA5TM F 2119-07(2013)

79ASTM F2129-2017b ' Polarization Measurements to Determine the Corrosion Susceptibility
of Small Implant Devices
8u ASTM F 2182-2019 Standard Test Method for Measurement of Radio Frequency Included

Heating on or Near Passive Implants Device

i Standard Test Method for Measurement of Magnetically Induced

8ilaSTM F 2213-17 ITorque on Medical Devices in the Magnetic Resgnance Eynvironment
ASTM F 2394-07(2017) 1 Standard Guide for Measuring Securement of Balloon Expandable |
Vascular Stent Mounted on Delivery Systeml

AStandard Test Methods for in vitro Pulsatile Durability Testing of

i Vascular Stents®

84 ASTM F 2503-13 IStandard Practice for Marking Medical Devices and Other Items for

Safety in the Magnetic Resonance Environment
. Standard Guide for Finite Element Analysis (FEA) OF Metallic Vascular
J Stents subjected to Uniform Radial Loading

83ASTM F 2477-07

85ASTM F 2514-08(2014)

Other Applicable standards an~Guidances
I Council Directive 65/65/EEC of 26 January 1965 on the approximatiorTI

86. ;Directive 65/65/EEC j of provisions laid down by law, regulation of administrative action |
j_£elating_to medicinal products.
|[MDD/93/42/EEC
87. jl4 June 1993 as amended < Medical devices directive
tby Directive 2007-"7-EC _
88. MDD 2001/83/EC. 6'"Nov . Medical devices directiye-medical products for human use
.2001 as amended by |

'V .2012,/26/EU  _ I £/
MEDDEYV 2.1/1, f Medical Devid"&”"jTdance Document
ASANADril 1994 | DefinitioQ”~o/"rdicai devices™ Definition of "accessory" Definition

cof "manuf/jirer”

Rev.4 i Clinical evaluation: A guide for manufacturers and notified bodies

DEEPIt*"AGAIii4Vv\iAD

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



\ Document Number/ Title

91. MFDDEV 2.4/1 Rev.9

92. MEDDEV 2.5/5 Rev.3

93. MEDDEV 2.12-1 rev 8

94. MEDDEV 2.12/2 rev 2

9% FDA21CFR8”

ICH Harmonized Tripartite

96. Guidelines Q1A(R2)

February 2003

Title of Document

Medical Devices : Guidance Document Classification of medical
devices

Medical Devices : Guidance Document "Translation Procedure”

Medical Devices : Guidance Document Guidelines on a Medical
Devices Vigilance System

‘ Post Market Clinical Follow-up Studies A Guide for Manufacturers
and Notified Bodies
Quality System Regulations

Guideline Stability Testing of New Drug Substances And Products

QIA(R2)

i ICH Harmonized Tripartite

97. 1Guidelines ICH QIE
']-February 2003

Guidance for Industry and
jFDA Staff, 2010

Guidance for Industry and
' FDA Staff, 2010

100.USP38 NF33

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

Evaluation for Stability Data

Non-Ciinical Engineering Tests and Recommended Labeling for
Intravascular Stents and Associated Delivery Systems

Class Il Special Controls Guidance Document for Certain Percutaneous

Angioplasty Coronary Angioplasty (PTCA) Catheters

United State Pharmacopeia
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MepeBoj, ¢ aHMIMIACKOTO si3blKa Ha PYCCKIA A3bIK

WHCTpYKUUA MO NPUMEHEHUIO HA MeANLMHCKOe n3aenuve

CTeHT caMopacLUMpAIOLLMIACA HATUHO/MOBbLIN nepugepuyecknii Promesa BMS Ha cucteme
[l0CTaBKM
/KoHrpuBka/
PAMELL YAHOPA TVUBAPU * MPABUTE/ILCTBO NHANWN *
HOTAPUYC
MAPOJ1, AHOAXEPU (BOCTOK)
MYMBAW
PEI. Ne3361
/Kpyrnas neyaTb/
HOTAPWYC * MPABUTENLCTBO NHANN
PAMELL YAHOPA TUBAPW
PAVIOH - MAPOJT NANMTAAH AHAXEPU (BOCTOK), MYMBAIA
LUTAT MAXAPALLTPA
PET". Ne 336!

/noanucs/ (fanee Ha Ka>k 40N CTpaHuLE)
ANTMNKA TAUKBA/,
MomoLLHMK Byxrantepa

3ABEPEHO

/Kpyrnas nevyaTb/ (fanee Ha Ka>KAoW CTPaHULE)
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1 HAMMEHOBAHWE MEAVNUMHCKOIO N3AENNA

CTeHT camopacLUMpSAOLWMIACA HUTUHO/OBBIA Nepudepryecknii Promesa BMS Ha crcteme
[0CTaBKM BapuaHTbl NCMOTHEHNS:

1 Promesa BMS CamopacLumpsoWwmnines HUTUHONOBBIA NepUgepuyYeckunin CTEHT Ha
cucteme goctaskyn PRB0O700030A: 30mm x 7,00mm - 1wt

WHCTPYKUMA NO NPUMEHEHMUIO - 1T ,

KapTouka MmnaaHTauum cTeHTa - 2 WT

2. Promesa BMS CamopacLumpsatowmiics HUTUHOMOBBIN NepUREPUYECKINA CTEHT Ha
cucteme pgoctaskyn PRB0O800030A: 30mMm x 8,00mMm - 1T

WHCTpYKUMA MO NpUMEHEHMIO - 1T ,

KapTouka MmniaHTauum cTeHta- 2 Wt

3. Promesa BMS CamopacLumpstoLwmiAicsi HUTUHOMOBLIA NePUDEPUYECKINIA CTEHT Ha
cucteme goctaskn PRB0O900030A: 30mMMm x 9,00mMmM— 1wt

VHCTPYKUMA NO NPpUMEHEeHWO - 1T ,

KapTouka vmnnaHTauuy cteHTa - 2 Wt

4. Promesa BMS CamopacLumpstowmiics HUTUHO/OBbIA Nepudepuyecknii CTEHT Ha
cucteme goctaskn PRB1000030A: 30mm x 10,00Mm - 1wt

VIHCTPYKUMA N0 NPpUMEHEHWIO - 1T,

KapTouka mvmMnnaHTaumm cteHTa - 2 WT

5. Promesa BMS CamopaclunpstoLmMinca HUTUHONOBLIN Mepuiepuyecknin CTeHT Ha
cucteme goctaskn PRB0O700040A 40mm x 7,00mMm - 1wt

VIHCTPYKUMA NO NpUMEHeHUo - 1T,

KapTouka vmnaaHTaumm cTeHTa- 2 Wt

6. Promesa BMS CamopaclumpsoWmnines HUTUHOMNOBBIA NepUdepuUecKnin CTEHT Ha
cucteme goctaskn PRBO800040A 40mm x 8,00mMm - 1wt

WHCTpYKUMA Mo NpUMEHEHWUIO - 1T,

KapTouka vmMnnaHTauum cteHTa - 2 Wt

7. Promesa BMS CamopacLunpstoLLMACS HATUHOMOBBIV Neputepuyeckunii CTEHT Ha
cucteme goctaskn PRB0O900040A 40mm x 9,00mm - 1wt

WHCTpYKUMA NO NPUMEHEHMIO - 1T ,

KapTouka vmMnnaHTauum cTeHTa - 2 Wt

8. Promesa BMS CamopacLumpsoLWwmiics HUTUHOMOBBIA NepUepUYecKnii CTEHT Ha
cucteme goctaskn PRB1000040A 40mm x 10,00mMm - 1wt

VIHCTpYKUMA MO NPUMEHEHMIO - 1T,

(| KapTouka vmnnaHTauum cteHta- 2 Wt

9. Promesa BMS CamMopacLumpsoLMIAca HUTUHOMOBLIA NepUpepnUecKnii CTEHT Ha
cucteme goctaskn PRBO700060A 60mMm x 7,00MMm - 1wt

VIHCTpYKUMA MO NPUMEHEHMIO - 1T,

KapTouka vmMnnaHTauum cteHTa - 2 Wr

10. Promesa BMS CamopacLumpstowmiicsi HUTUHOMOBLIA NepURePUYECKnin CTEHT Ha
cucteme goctaskn PRBO800060A 60mm x 8,00mMm - 1T

WHCTpYKUMS NO NpUMEHeHWo - 1T,

KapTouka umnnaHTaumm cteHTa - 2 Wt

11. Promesa BMS Camopaclumpsatowmiics HUTUHOMOBLIA NepUQEPUYECKNA CTEHT Ha
cucteme goctaskn PRBO900060A 60mMm x 9,00mm - 1wt

VIHCTpYKUMA Mo NpMMeHeHuto - 1wt ,

KapTouka umnnaHTaumm cTeHTa - 2 Wt

12, Promesa BMS CamopaclumnpstoLWwmnincs HUTUHONOBbLIN Nepudepuyeckunii CTEHT Ha
cucteme goctaskn PRB1000060A 60mm x 10,00mMm - 1wt

VIHCTpyKUMA Mo npuMeHeHuto - 1wt ,

KapTouka umnnaHTaumm cTeHTa - 2 Wt
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13. Promesa BMS CamopacluvpstoLniics HATUHOMOBBIV NepUREPUYECcKnii CTEHT Ha
cucteme goctaskn PRBO700080A 80mm x 7,00MM - 1 Wit

VIHCTpyKUUA No npvMeHeHuto - 1wt ,

KapTouka vMnnaHTauum cteHTa- 2 Wt

14. Promesa BMS CamopaclumpstoLwmnincs HATUHONOBLIA NeputiepuyecKunii CTEHT Ha
cucteme goctaskn PRB0O8000S0OA 80mm x 8,00mMm - 1wt

VHCTpYKUMA MO NPUMEHEHMUIO - 1T,

KapTouka vmnnaHTaumm cteHta- 2 Wt

15. Promesa BMS CamopacLuMpstOLLMACS HUTUHOMOBBIA MepUREPUYECKNIA CTEHT Ha
cucteme goctaskn PRBO900080A 80mm x 9,00mm - 1wt

WHCTPYKUMA Mo NpuMeHeHuto - 1T,

KapTouka vmnnaHTauumm CTeHTa - 2 LWT

16. Promesa BMS CamopacluvpatoLwmniic HUTUHOMOBLIN NepudepuyecKnin CTEHT Ha
cucteme goctaskyn PRB1000080A 80mm x 10,00mm - 1wt

WHCTpYKUMS NO NpUMEHEHUIO - 1T,

KapTouka vmnnaHTaumm cTeHTa - 2 Wt

17. Promesa BMS CamopaclunpstoLmincs HUTUHOMOBLIA Nepudepuyeckuii CTEHT Ha
cucteme goctaskn PRBO700100A 100mMm X 7,00MM - 1wt

WHCTpYKUMA Mo NpUMEHEHMIO - 1T ,

KapTouka umnnaHtaumm CTeHTa - 2 LT

18. Promesa BMS CamopaclunpsitoLLMinca HUTUHOMOBLIN NepUepuyecKnini CTEHT Ha
cucteme goctaskyn PRB0O800100A 100mm x 8,00mMMm - 1wt

WHCTpYKUMs NO NPUMEHEHUIO - 1T ,

KapTouka umnnaHTauum cTeHTa - 2 Wt

19. Promesa BMS CamopacLumpsatowmiics HATUHONOBbLIA NepuepuyecKnin CTEHT Ha
cucteme goctaskyn PRBO900100A 100mMm x 9,00MMm - 1wt

WHCTpYKUMA NO NPUMEHEHMUIO - 1T ,

KapTouka umnnaHTaumm cTeHta- 2 Wt

20. Promesa BMS CamopacLuvpstoLMincs HATUHOMOBbIA NEPUREPUYECKNIA CTEHT Ha
cucteme goctaskn PRB1000100A 100mm x 10,00mMm - 1wt

WHCTpYKUMA NO NPUMEHEHMIO - 1T ,

KapTouka umnnaHTaumm cTeHTa- 2 Wt

21. Promesa BMS CamopacLumpsoLMiics HUTUHOMOBBIVA NepuiepuyecKnin CTeHT Ha
cucteme pgoctaskyn PRB0O700120A 120mMm X 7,00MM - 1wt

WHCTpYKUMA No NpuMeHeHuto - 1T,

KapTouka umnnaHtaumm CTeHTa - 2 Wt

22. Promesa BMS CamopaclunpstoLmitcs HUTUHO/MOBbIA NePUepUYECKNin CTEHT Ha
cucTteme goctaskyn PRB0800120A 120mm x 8,00mMm - 1wt

WHCTpYKUMA No NpUMEHEHMIO - 1T ,

KapTouka umnnaHtaumm CTeHTa - 2 LT

23. Promesa BMS CamopaclumpstoLmincss HUTUHOMOBLIN NeputiepuyecKnii CTEHT Ha
cucteme goctaskn PRBO900120A 120mm x 9,00mMm - 1T

WHCTPYKUNs No NpUMEHeHWo - 1w ,

KapTouka mmnnaHTaumm cTeHTa - 2 Wt

24, Promesa BMS Camopaclumpstowmincs HUTUHONOBbIN NepURePUYECKNii CTEHT Ha
cucTteme goctaskyn PRB1000120A 120mm x 10,00mMm - 1wt

WHCTpYKUMs No npumMeHeHuo - 1wt ,

KapTouka umnaaHtaumm cTeHTa - 2 WT

25. Promesa BMS CamopaclumpsitoLLMIACS HUTUHOMNOBbLIN NEPUBEPUYECKUIA CTEHT Ha
cucteme goctaskn PRB0O700150A 150mm x 7,00mMm - 1wt

WHCTpYKUMA NO NPUMEHEHMIO - 1T,

KapTouka umnnaHTaumm cTeHTa - 2 Wt
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26. Promesa BMS CamopacLumpsoLmiics HUTUHOMOBBIA NepUtepuyeckunii CTEHT Ha
cucteme goctasku PRBO800150A 150mm x 8,00mMm - 1wt

WHCTpYKUMA Mo NPpUMEHEHUIO —LLUT ,

KapTouka MMnnaHTauum cTeHTa - 2 WT

27. Promesa BMS CamopacLumpstoLmics HATUHOMOBBIV NepUtepuyeckunii CTEHT Ha
cucteme pgoctaskyn PRB0O700180A 180mm x 7,00Mm - 1wt

VHCTPYKUMA NO NPUMEHEHWMIO - 1T ,

KapTouka vmnnaHTauum cTeHTa - 2 wr

28. Promesa BMS CamopacLumpstowmiics HUTUHOMOBBIV NMepugepruyecknini CTEHT Ha CUCTeMe

poctaskn PRBO800180A 180mm x 8,00mm- 1wt

WHCTPYKUMS Mo NpuMeHeHuto - 1w,

KapTouka umnnaHTaumm cTeHTa - 2 Wt

29. Promesa BMS CamopaclumpsatoLMincs HUTUHONOBBIA NepUREPUYECKNIA CTEHT Ha
cucTteme goctaskn PRB0500030B 30mm x 5,00mMMm - 1wt

WHCTpYKUMA MO NPUMEHEHMIO - 1T ,

KapTouka vmMnnaHTauum cTeHTa - 2 Wt

30. Promesa BMS Camopaclumpstowmiics HUTUHONOBLIN NeputiepuyecKunii CTEHT Ha
cucteme goctaskn PRB0600030B 30mMm X 6,00mMM - 1wt

WHCTPYKUMA NO NPpUMEHEHWIO - 1T,

4 KapTouka vmnnaHTauum cTeHTa - 2 wr
31. Promesa BMS CamopaclumpstoWwmiics HUTUHOMOBLIA NepUEpPUYECKNiA CTEHT Ha
cucteme goctaskn PRB0700030B 30mm x 7,00mMMm - 1wt
WHCTPYKUMA NO NpUMEHeHWo - 1T,
KapTouka umnnaHTauum cTeHTa - 2 Wt
32. Promesa BMS CamopaclumpsatoLmMincs HUTUHONOBBIA Nepudiepuyecknii CTEHT Ha
cucteme goctaBkn PRB0800030B 30mm x 8,00mMMm - 1wt
WHCTpYKUMA MO NPUMEHEHMIO - 1T,
KapTouka vmnnaHTaumm cTeHTa - 2 Wt
33. Promesa BMS CamopacLumpsatowniicst HUTUHOMOBLIA NepUREPUYECKNIA CTEHT Ha
cucteme goctaskn PRB0900030B 30mm x 9,00mMM - 1wt
WHCTpyKUMA MO NpUMeEHeHMIO - 1T,
KapTouka vMnnaHTauum cteHTa - 2 Wt
34. Promesa BMS CamopacLumpsitoLLMinca HUTUHOMOBLIN NepuUepnyecknii CTEHT Ha
cucTteme goctasky PRB1000030B 30mMm x 10,00mMm - 1wt
VHCTPYKUMA NO NPpUMEHEHWMIO - 1T,
< KapTouka MmnnaHTauum cTeHTa - 2 WT

35. Promesa BMS CamopacLuMpsIoLWmniAcs HATUHOMOBBIV NepUREPUYECKNIA CTEHT Ha
cucteme goctasky PRB0500040B 40mMm x 5,00Mm - 1wt

VHCTPYKUMA NO NPUMEHEHWIO - 1T,

KapTouka vmnnaHTauum cTeHTa - 2 Wt

36. Promesa BMS CamopacLumpsoLWmniics HUTUHONOBLIN Nepudepuyeckuii CTEHT Ha
cucTteme goctaskn PRB0600040B 40mMm X 6,00MMm - 1wt

WHCTpYKUMA MO NpUMEHEHMIO - 1T,

KapTouka vmnnaHTaumm cTeHTa - 2 wr

37. Promesa BMS CamopacLUMpatLLMIACS HUTUHO/OBLIN NeputepuyecKnii CTEHT Ha
cucTteme goctaskn PRB0700040B 40mMm X 7,00mMMm - 1wt

VHCTPYKUMA NO NPUMEHEHWIO - 1T,

KapTouka umnnaHTauuu cTeHTa- 2 wr

38. Promesa BMS CamopacLumpsoLWmniAics HUTUHOMOBLIN Nepudepuyeckuii CTEHT Ha
cucTteme goctasku PRB0800040B 40mm x 8,00mMMm - 1T

VHCTpYKUMA No npuMeHeHno —1uwr ,

KapTouka umnnaHTaumm cTeHTa- 2 Wt

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



(I

39. Promesa BMS CamopacLumpatowmniicst HUTUHOMOBBIA NepUepUUeCcKnin CTEHT Ha
cucTteme goctaskyn PRB0900040B 40mMm x 9,00mMm - 1T

VIHCTPYKUMA MO NPUMEHEHWNIO - 1T ,

KapTouka mmnnaHTauum cteHTa - 2 Wwr

40. Promesa BMS CamopacLumpsoLwmiics HUTUHONOBLIN NepUREPUYECKNA CTEHT Ha
cucTteme goctaskn PRB1000040B 40mm x 10,00Mm - 1wt

VHCTpYKUMA MO NPpUMEHEHUIO - 1T,

KapTouka mmnnaHTaummn cteHTa - 2 Wt

41. Promesa BMS CamopacLuMpatoLLMIACS HUTUHO/OBLIN NeputepuyecKnii CTEHT Ha
cucTteme goctaskn PRB0500060B 60mm x 5,00mMMm - 1wt

VHCTpYKUMA N0 NPUMEHEHUIO - 1T,

KapTouka vmMnnaHTauum cTeHTa - 2 Wwr

42, Promesa BMS CamopacLumpatowmiics HUTUHOMOBLIN NepuepruyecKnin CTEHT Ha
cucTteme goctaskn PRB0600060B 60mMm x 6,00mMMm - 1wt

WHCTpYKUMA NO NpUMeHeHnto - 1T,

KapTouka vmnnaHTaumm cTeHTa- 2 Wt

43. Promesa BMS CamopaclumpsitoLLMiics HUTUHOMOBbINA NeputiepuyecKnii CTEHT Ha
cucTteme goctasku PRB0O700060B 60mm x 7,00MMm - | wiT

WHCTpyKUMA MO NpUMEHEHMIO - 1T,

KapTouka vmMnnaHTauum cTeHTa - 2 Wt

44, Promesa BMS CamopacLlumpsarowmiica HATUHONOBbIV NeputepruyecKnii CTEHT Ha
cucTeme goctaBkm PRB0800060B 60mm X 8,00mm - 1wt

WHCTpYKUMA MO NpUMEHEHUIO - 1T,

KapTouka umnnaHTauum cTeHTa - 2 Wt

45, Promesa BMS CamopacLumpsoLWmiics HUTUHONOBBIV Neputepruyeckunii CTEHT Ha
cucteme goctasku PRB0900060B 60mm x 9,00MM - 1wt

WHCTpYKLMA NO NPUMEHEHUIO - 1T ,

KapTouka vMnnaHTauum cteHTa —2 LT

46. Promesa BMS CamopaclumpstoLwmnincd HUTUHONOBLIN NepUEPUYECKNIA CTEHT Ha
cucTteme goctasku PRB1000060B 60mm x 10,00mMm - 1wt

VHCTpYKUMA NO NPUMEHEHMIO - 1T,

KapTouka vmnnaHTaumm cteHTa - 2 Wt

47. Promesa BMS CamMopacLumpsoLnics HUTUHOMOBLIA NepuepuyecKnin CTEHT Ha
cucteme goctaskn PRB0500080B 80mm x 5,00mMMm - 1wt

VHCTpYKUMA N0 NPUMEHEHMIO - 1T,

KapTouka mmnnaHTaumm cteHTa - 2 Wt

48. Promesa BMS CamopacLumpsatoLmMincs HUTUHOMOBBIA NepugepuyecKnii CTEHT Ha
cucTteme goctaskyn PRB0600080B 80mm X 6,00mMMm - 1wt

WHCTpyKUMA No nNpuMeHeHuto - 1t ,

KapTouka vmMnnaHTauum cteHTa - 2 wr

49, Promesa BMS CamopacLumpsoLwmiics HUTUHONOBBIA NepuepruyecKnin CTEHT Ha
cucTteme goctasky PRB0O700080B 80mm x 7,00mMm - 1wt

WHCTPYKUMA NO NPUMEHEHWUIO - 1T ,

KapTouka umnnaHTauuu cTeHTa - 2 Wt

50. Promesa BMS CamopacLumpsoLWwmiics HUTUHOMOBBIA NepUEPUYECKNIA CTEHT Ha
cucteme goctasky PRB0800080OB 80mm x 8,00mMm - 1wt

WHCTpYKUWNS NO NpUMEHEHWNIO -1 1T,

KapTouka mmnaaHTauuu cTeHTa - 2 Wt

51. Promesa BMS CamopacLuvpsatoLwmiics HUTUHOMOBLIA NepUpepnYecKnii CTEHT Ha
cucteme goctaskyn PRB0900080B 80mm x 9,00MMm - 1T

VIHCTpYKUMA MO NpUMeHeHnto - 1wt ,

KapTouka vmnnaHTaumm CTeHTa - 2 Wt
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39. Promesa BMS CamopacLumpsitoLmiics HUTUHOMOBbIN
cucteme goctasky PRB0900040B 40mm x 9,00mm - 1T

VHCTpYKUMA NO NPUMEHEHWMIO - 1T,

KapTouka MmnnaHTauum cTeHTa - 2 Wt

40. Promesa BMS CamopacLUvpstoLLiAcs HUTUHOMOBBII
cucTteme goctasky PRB1000040B 40mm x 10,00Mm - 1wt

WHCTpyKUMa no npumeHeHnoo - 1T,

KapTouka vmMnnaHTauum cTeHTa - 2 Wt

41. Promesa BMS CamopacLumpsrowmiics HUTUHOMOBbIN
cucTeme pgoctasky PRB0500060B 60mMMm x 5,00mMm - 1wt

WHCTpYKUMS NO NPUMEHEHMUIO - 1T ,

KapTouka vmMnnaHTaumm cTeHTa - 2 Wt

42. Promesa BMS CamopacLUvpstoLLyiAcs HUTUHOMOBBII
cucTteme goctaskn PRB0600060B 60mMm x 6,00mMm - 1 T

WHCTpYKUMA NO NPUMEHEHUIO - 1T ,

KapTouka MMnnaHTauum CTeHTa - 2 Wt

43. Promesa BMS CamopaclumpstoLuiics HUTUHOMNOBBIN
cucteme goctasku PRB0700060B 60mm x 7,00mMm - 1wt

WHCTpYKUMA NO NPUMEHEHMUIO - 1T ,

KapTouka MmnnaHTauum cTeHTa - 2 WT

44. Promesa BMS CamopaclumpstoLuiics HUTUHOMOBBIN
cucTteme goctasky PRB0800060B 60mm x 8,00Mm - 1T

WHCTpYKUMA NO NPUMEHEHMUIO - 1T ,

KapTouka umnnaHtaumm CTeHTa - 2 Wt

45, Promesa BMS CamopacLunpsitoLLMIACS HUTUHOMOBBIA
cucTteme goctasky PRB0900060B 60mMm x 9,00MMm - 1T

WHCTpYKUMA NO NpUMEHEHUIO - 1T,

KapTouka umnnaHtauum cTeHTa - 2 WT

46. Promesa BMS CamopaclumpstoLyuiicss HUTUHOMOBbIN
cucteme goctaskn PRB1000060B 60mm x 10,00mm - 1wt

WHCTpYKUNA MO NPUMEHEHUIO - 1T ,

KapTouka umnnaHTaumm cTeHTa - 2 Wt

47. Promesa BMS CamopacLUmpsHLmMiAcs HUTUHO/OBbIN
cucTteme goctaskyn PRB0500080B 80mm x 5,00mMm - 1T

WHCTpYKUMA NO NPUMEHEHUIO - 1T ,

KapTouka umnnaHtaumMm CTeHTa - 2 Wt

48. Promesa BMS CamopacLumpstoLmincs HUTUHONOBbIN
cucTteme goctaskyn PRB0600080B 80mm x 6,00Mm - 11T

VHCTpYKUMA MO NPUMEHEHMUIO - 1T,

KapTouka vmnnaHTauum cteHTa - 2 Wt

49. Promesa BMS CamopacLumpstoLmniics HUTUHOMOBBIA
cucteme goctasku PRB0700080B 80mm x 7,00mMm - 1wt

WHCTpYKUMA Mo NPUMEHEHUIO - 1T ,

KapTouka vmnniaHTauumn cTteHTa- 2 Wt

50. Promesa BMS CamMopaclunpsatoLLmincs HUTUHOMOBbIN
cucteme goctaskn PRB0800080B 80mm x 8,00mMm - 1wt

VIHCTpYKUMA Mo npuMeHeHuto - 1wt ,

KapTouka umnnaHTaummn cTeHTa - 2 Wt

51. Promesa BMS CamopacLumpatoLmMincs HUTUHOMOBbIN
cucteme goctaskn PRB0O900080B 80mm x 9,00mMM - 1T

VIHCTPYKUMA MO NPUMEHEHUIO - 1T |

KapTouka vmnnaHTauum cTteHTa- 2 Wt
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52. Promesa BMS CamopaclumpstoLwmiics HUTUHOMOBBIIA
cucteme goctaskyn PRB1000080B 80mm x 10,00mMm - 1wt

VHCTPYKUMS No NpUMEHEHU0 —1LT ,

KapTouka umnnaHTauuun cTeHTa - 2 LT

53. Promesa BMS CamopacLumpstoLmincs HUTUHOMOBBI
cucteme goctaskm PRB0500100B 100mMm x 5,00mMm - 1wt

VIHCTPYKUMS MO NPUMEHEHMIO - 1T,

KapTouka mmnnaHTauum cTeHTa - 2 LT

54. Promesa BMS CamopacLumpstoLWwmiics HUTUHOMOBBIA
cucteme goctaskn PRB0600100B 100Mm X 6,00mMm - 1 T

VIHCTpYKUMA MO NPUMEHEHMUIO - 1T,

KapTouka vMnnaHTauum cTeHTa - 2 WT

55. Promesa BMS CamopacLumpsitoLmiAcs HUTUHOMOBBIA
cucteme goctaskn PRB0700100B 100mMm x 7,00mMm - 1wt

VIHCTpYKUMA MO NpUMEHEHWMIO - 1T,

KapTouka vmnnaHTaumm cteHTta - 2 Wt

56. Promesa BMS CamMopacLumpsitoLLMACS HUTUHOOBbI
cucTteme goctaskn PRB0800100B 100mm x 8,00mMm - 1wt

VIHCTPYKUMA NO NpUMEHEHWIO - 1T,

KapTouka vMnnaHTaumm cteHTa - 2 Wt

57. Promesa BMS CamMopacLuMpsitOLLIMACS HUTUHOOBbI
cucteme goctaskn PRB0900100B 100Mm x 9,00mMm - 1wt

VIHCTPYKUMA MO NpUMeHeHnto - 1wt ,

KapTouka vmMnnaHTauum cteHTa - 2 Wt

58. Promesa BMS CamopaelumpatoLLmMincs HUTUHONOBSIN
cucteme goctaskn PRB1000100B 100mm x 10,00mMm - 1wt

VIHCTpPYKUMA MO NpUMeHeHnto - 1T,

KapTouka vmMnnaHTaumu cteHTa - 2 Wt

59. Promesa BMS CamopacLumpstoLLniAcs HUTUHOMOBBIA
cucTteme goctaskv PRB0500120B 120mMm x 5,00mm - 1wt

VHCTpYKUMA N0 NPUMEHEHMIO - 1T ,

KapTouka mmnnaHTaumm cTeHTa - 2 Wt

60. Promesa BMS CamopacLumpstowmincs HUTUHOSOBI
cucteme goctaskn PRB0600120B 120Mm X 6,00mMm - 1 T

VIHCTPYKUMA N0 NPpUMEHEHWIO - 1T,

KapTouka vmnnaHTauum cTeHTa - 2 Wt

61. Promesa BMS CamopacLuMpsitoLLuics HUTUHOMOBBINA
cucteme goctaskn PRB0700120B 120mm x 7,00mm - 1wt

WHCTpyKUMA Mo NpUMEHEHUIO - 1T ,

KapTouka umnnaHTaumMm cTeHTa - 2 Wt

62. Promesa BMS CamopacLumpsiioLniicsi HUTUHOMOBbIA
cucteme goctasky PRB0800120B 120mm x 8,00mm - 1wt

WHCTpYKUMA No NpuMeHeHuo - 1T,

KapTouka umnnaHTaumm cTeHTa- 2 Wt

63. Promesa BMS CamopacLUuvpstoLmiics HUTVHOMOBbI
cucteme goctaskn PRB0900120B 120mMm x 9,00MM—1 LT

VIHCTpYKUMA Mo NpvMeHeHuto - 1T,

KapTouka umnnaHTaumm cTeHTa- 2 Wt

64. Promesa BMS CamopacLumpsoLLMIACS HUTUHONOBBIV
cucTteme goctaskyn PRB1000120B 120mm x 10,00mMMm - 1wt

VIHCTPYKUMA NO NPUMEHEHUIO - 1T,

KapTouka umnnaHTauum cTeHTa - 2 Wt
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nepudepryecknin CTeHT Ha

nepudepuyecknin CTEHT Ha

nepugepruyecKnin CTeHT Ha

nepugepuyecKnii CTEHT Ha

nepugepruyecknii CTEHT Ha

nepuheprUYeCcKnin CTEHT Ha

neprdepuyecknin CTEHT Ha

nepudepuyecknii CTEHT Ha

nepudepruuecknii CTEHT Ha

nepudepryecknii CTEHT Ha

nepudepuyecknin CTEHT Ha

nepudepryecknin CTeHT Ha

nepugepruyecknii CTEHT Ha



65. Promesa BMS CamopacLumpstoLniics HUTUHONOBLIN Nepudepryecknii CTEHT Ha
cucTteme goctasky PRB0500150B 150mMm x 5,00mMm - 1wt
VIHCTpYKUMA MO NPpUMEHEHMIO - 1T ,
KapTouka umnnaHTalum CTeHTa - 2 LT
66. Promesa BMS Camopaclumpstowmniicd HUTUHONOBLIN NepUepUYECKNiA CTEHT Ha
cucteme goctaskyn PRB0600150B 150mMm x 6,00mMMm - 1wt
VHCTPYKUMA NO NPUMEHEHWMIO - 1T,
KapTouka vmnnaHTauum cTeHTa - 2 Wt
67. Promesa BMS CamopaclumpstoLLmMincs HUTUHOMNOBbIA Nepudepuyecknii CTEHT Ha
cucteme goctaskyn PRB0700150B 150mm x 7,00MmM—1 Wt
WHCTpYyKUMS No npuMeHeHuto - 1wt ,
KapTouka umnnaHTaumm cTeHTa- 2 Wt
68. Promesa BMS CamopaclumpatoLwmnincs HUTUHOMNOBLIN NepuepruyecKnin CTEHT Ha cucTeme
pfoctaBkn PRB0800150B 150mm x 8,00mMm - 1wt
WHCTpYKUMA N0 NPUMEHEHMIO - 1T ,
KapTouka mMMnnaHTauum cTeHTa - 2 Wt
69. Promesa BMS CamopaclmpsitoLMIACA HUTUHO/OBLIN NeputiepuyecKunii CTEHT Ha
cucteme goctasky PRB0500180B 180mMm x 5,00mm - 1wt
| WHCTpYKUMA N0 NPUMEHEHMIO - 1T ,
KapTouka vmMnnaHTaumm cTeHTa- 2 Wt
70. Promesa BMS Camopaclumnpstowmiics HATUHONOBbIN NEPURNEPUYECKUNIA CTEHT Ha
cucteme goctaskn PRB0600180B 180mm x 6,00mMm - 1T
WHCTpyKUMA N0 NPUMEHEHMIO - 1T ,
KapTouka umnnaHTaumm cTeHTa - 2 Wt
71. Promesa BMS CamopacLunpstoLLMinca HUTUHOMOBbIA NepudepnyecKknii CTEHT Ha
cucteme goctasky PRB0700180B 180mMm x 7,00mMm - 1wt
WHCTpyKUMA Mo NpUMEHEHUIO - 1T,
KapTouka umnaaHTaumm cTeHTa - 2 Wt
72. Promesa BMS CamopaclunmpsitoLLmMincs HATUHOMOBBIA Nepugepryecknii CTEHT Ha
cucTteme goctasky PRB0800180B 180mm x 8,00mm - 1wt
WHCTpYKUMA N0 NPUMEHEHMIO - 1T ,
KapTouka MmnnaHTauum CTeHTa - 2 Wt

1. ONMMCAHWME N3AENTNA:

CTeHT camopacLUMPSOLLNIACA HUTUHONOBLIN nepudepuyecknii Promesa BMS npeactaBnseT

co60ii MMNNaHTUpyeMoe MeAMUMHCKOe u3fenne Knacca D cornacHO  onpegeneHuto

CneynanbHOM rpynnbl N0 rno6anbHOM rapmMoHm3aumu. [aHHOe u3genve COCTOMT U3

Cneayowmx KOMMNOHEHTOB -

a)CamopacKpbIBatOLMIACA CTEHT, BbINOMHEHHbI U3 HATUHONA.

bICuCTeMa JOCTaBKM CTEHTa, COCTOALLAA 13 TPYOKM TOMKaTens v OnieTéHHOM 060/104KN,

Q CTeHT npeaBapuTeNbHO YCTaHaB/IMBAKOT Ha CUCTEMY [OCTaBKU U YAEPXMBAKOT 060/104UKOIA.
CTeHT pacKpbIBaeTCs Npu BTATMBaHWM 000/104KM, KOTOpas MO3BOJISIET eMy PacLUMpSATLCSA Ha
nopaXkeHHOM Yy4acTKe apTepuasibHOro npocBeTa A1 BOCCTaHOB/IEHUSA MPOXOLMMOCTH.

Promesa BMS - 3710 u3genue Ans MNOCTOAHHOM WMMMNaHTaLMKM, CXemaTuyeckas Cxema

KOTOPOro npejcTas/ieHa Ha PUCYHKe 1 Huke.

PucyHok 1- Cxema cuctembl Promesa BMS
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BHYTPEHHUIA NpocBeT

Taktanosble {ILLALLIYiKIA/IB1aCXBb/ Mapkepb!

11. OnncaHne KOMMOHEHTOB U3AeNNA:
121 JJOCTYMHbIe 3HAYEeHUSA A/IMHBbI U AUaMeTpa CTEHTOB:
JocTynHble 3HaYeHMst AnnHbI 1 anameTtpa (76 KoHdurypaumii) ana cuctembl Protesa™”™ BMS
npuseseHbl B Tabnuue 1 Huxe;
Tabnvua 1 - MaTpuua pasmepoB cuctembl Promesa™ BMS

(Cuctema goctaBKM CTeHTa no npoBogHMKY 0,035 80 cm)
[dnameTp cTeHTa 6€3 orpaHnUyeHnsa (Mm)

HomunHanbHas
[AJINHA CTeHTa 7,00 8,00 9,00 10,00
(M) PerncTpaumoHHbIi Homep
30 PRB0700030A PRB0800030A PRB0900030A PRB1000030A
40 PRB0700040A PRB0800040A PRB0900040A PRB1000040A
60 PRB0700060A PRB0800060A PRB0900060A PRB1000060A
80 PRB0700080A PRB0800080A PRB0900080A PRB1000080A
100 PRB0700100A PRB0800100A PRB0900100A PRB1000100A
120 PRB0700120A PRB0800120A PRB0900120A PRB1000120A
150 PRB0700150A PRB0800150A - -
180 PRB0700180A PRB0800180A - -
(Cnctema focTaBKM CTeHTA Mo npoBogHUKY 0,035 120 cm)
HomuHa [JviameTp cTeHTa 6e3 orpaHuyeHns (Mm)
g;;'ﬁg 5,00 6,00 7,00 8,00 9,00 10,00
CI&';A;a PerncTpaLoHHbIii HoMep
30  PRB0500030B PRB0600030B PRB0700030B PRB0800030B PRB0900030B PRB1000030B
40  PRB0500040B PRB0600040B PRB0700040B PRB0800040B PRB0900040B PRB1000040B
60 PRB0500060B PRB0600060B PRB0700060B PRB0800060B PRB0900060B PRB1000060B
80  PRB0500080B PRB0600080B PRB0700080B PRB0800080B PRB0900080B PRB1000080B
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100 PRB0500100B

120 PRB0500120B
150 PRB0500150B
180 PRB0500180B

Marepunan cteHTa

Cnctema [oOCTaBKM CTeHTa

MNonesHaa gnvHa cucTemsbl
[0CTaBKK

BHeLHAS onneTeHHas
060/104Ka

npogunb
PekomeHgyemblit
MUHUMaNbHbLIA pasmep
o6onoukn/ NHTpoabtocep
CoBMeCcTMMOCTb
NpoOBOAHUKA

dopmar koga nsgenusa
PRBxxxxyyyA / PRBxxxxyyyB
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PRB0600100B PRB0700100B PRB0800100B PRB0900100B PRB1000100B
PRB0600120B PRB0700120B PRB0800120B PRB0900120B PRB1000120B
PRB0600150B PRB0700150B PRB0800150B - -
PRB0600180B PRB0700180B PRB0800i80B - -

Tabnuua 3 - onucaHmne n3genns
CTEHT M3roTOB/IEH METOL0M N1a3ePHON pPe3kn 6eCLIOBHbIX
HUTWHOJIOBbLIX TPY6OK C MOCNeAyoLWwen 3/1eKTPONONPOBKOIA.
CTEHT MMeeT 6-8 peHTreHOKOHTPACTHLIX Mapkepos (Mo 3-4 Ha
KaXXAOM KOHL).
Cuctema focTaBKM npeacTtasnser coboli kaTeTep CMCTEMbI
[OCTaBKU CTeHTa No NPoBOAHUKY And UTA ¢ Tpems KoakcuanbHo
pacnofioXXeHHbIMU 3IeMeHTaMU, @ UMEHHO: BHYTPEHHWUIA WTndT,
TpybKa-ToNKatenb 1 ONneTeHHas 060104YKa. BHYTpeHHWIA
MeTaN/IMYecKnii LWTUQPT MMeeT ABa NNATUHO-NPULNEBBIX
PEHTTEHOKOHTPACTHbIX Mapkepa. CTEHT pa3melyanT mexay
3TUMUN MapKepamu, 1 Tak OHU ONMpesensoT MecTononoXeHne
CTEHTa.
KaHan gns npoBOAHMKA BO BHYTPEHHEM MeTaIMYecKoM
CTEPXXHE NPOXOAMUT Yepe3 BCHO A/IMHY KaTeTepa, TO ecTb OT
pasbemMa [0 MATKOro HakOHeYyHuKa. BHelwHsAs 060104ka
NPOXOAUT OT WagTa ToNKaTens 40 MArKOro KOH4YMKa no Bcel
ONVHE CTEHTA, yAepXXunBas ero oT pacliupeHms.
Cuctema f0CTaBKM AOCTYNHa B ABYX BapuaHTax NosesHoi
ONVHbI, @ UmeHHO 80 ¢cm 1 120 cm.

6F

6F=

Cuctema focTaBKM cTeHTa no nposoaHMKy 0,035" (0,89 mm]

PRB= Promesa
BMS

XXXX =
HOMMWHaNbHbI
AnameTp cTeHTa
(MMm) yyy =
HOMWHasIbHaA
ANnHa cTeHTa (MM)
A = (Cuctema
[OCTaBKMW CTeHTa
no NPOBOLHUKY
0,035 gtoiima 80
cMm)

Hanpumep;
PRBO700030A xxxx
=0700 = AnameTp
7,00 mm yyy =030
= AnnHa 30 Mm

PRB= Promesa BMS

XXXX = HOMUHaNbHbIA gnameTp cTeHTa (MMm)
YYY = HOMUHanbHasa gavHa cteHta (Mm) B =
(Cuctema pfoCTaBKM CTEHTA NO NPOBOAHUKY
0,035 gtoiima 120 cm)

Hanpumep: PRBO500030B xxxx = 0500 =
Onametp 5,00 mm yyy = 030 = nuHa 30 mm
B=pnnHa katetepa 120 cm



A=pmHa kateTepa
80 cm

*CM. MHAUBMAYANbHYIO cneuudukanuio Mpou3BoAHTeNs Ang obozHauyeHHs (F) sxsusanenra
Ha 3THKETKE KOPOOKH U MakeTe.

! 2. ®OPMA ITOCTABKH:
B cTepHALHOM COCTORHMK: Promesa™ BMS npoXoAHT CTEPHIH3AUMIO STHICHOKCHIOM

(00), anuporenHo. U3aemie npeanasHaueHo TOMbKO M8 OJHOPA3OBOrO MCIOMB3OBAHMA.
He Mcnons3oBaTh U3genue, CH yNaKOBKa OTKPEITA HIIH MTOBPEXKACHA.

Komnnexr nocrasku:

Promesa BMS CaMopaciunpmoumitics HATHHOMOBBIA nepudepHuecKHii CTEHT, NOMeWweHHbIH B

3aLlMTHLIM NOTOK, 3aKpPENAeHHbIA Ha AepXaTtene 1 wr

UHCTPYKUMA NO NnpUmeHeHno — 1w,

Kaprouka umnnaHvauwm CTeHTa — 2 Wt

Xpanenne: XpaHUTb B IPOXNAJHOM, CYXOM H TEMHOM MECTE B OPUTHHANBHOH YNaKoBKe MpH
TemnepaType Huxe 30 ¢ C.
Cpox xpanenus: 3 roja.

3. NOKA3AHHA:
Promesa™ BMS - caMOpPacWMpPARIOWAACA NePUPEPUIECKAN CTEHT-CUCTEMA U3 HUTHHONG NPEAHAZHAUEHD
ANA UCNONL3OBAHWA B NEYEHUM aTEpPOCKNAEepOTHUYEecKUx 3aboneBaHuM nepudepuveckux aprepuii ¢
AvameTtpom cocyaa ot 5,00 mm g0 7,00 mm ans noBepxHocTHOW GeapexHo# aptepun (NBA) v ot 7,00
MM A0 10,00 MM ANA NOAB3A0WHON apPTEPHM Y NALMEHTOB, NOAXOAAUMX ANR NPOBEACHUA MPECKOXKHON
TPaHCAIOMUHANLHOW aHronAacTURK (YTA) n CTEHTHPOBAHHA.

4. TPOTHBOIIOKA3AHUA:
CreHT camMopacIuupAIOIIMICS HUTHHOTOBLIH nepudepuyecknit Promesa BMS npotusonokasana
AN CNEAYIOWNX THITOB NALHEHTOB:
[MauneHTsl ¢ MUNEPUYBCTBUTENBHOCTHIO WIM AUIEPrHHECKHMH PeakLMAMH Ha THTaH, KOGanbT, Xpom,
HHKeNb, MOTHGAEH, Bonbgpam WiIH mioOble KOHTPACTHBIE BELeCTsa.
IMauHeHTBI, KOTOPBIM MPOTHBOTIOKA3aHA AHTUTPOMOOLMTAPHAR H/HAH AHTHKOATYIAHTHAA TEPANNA.
[MaunerTbl C TPAHCTIIAHTATAMH

[ 5. NPEAYIIPEXJIAEHHUA:

. JlaHHoe M3denue MpeAHA3HAYEHO TONBKO JUIA OAHOPA3OBOrO MCNOML30BAHHA; He
CTEPHNTH30BaTh NOBTOPHO. He HCNONB30BaTh MpH OTKPBITOH MIIH MOBPEKACHHOW YIIAKOBKE.
[ToBTOpHOE HCNONB30BaHHUE, NepepaboTka MM NOBTOpHAS CTEPHJH3ALMA MOTYT YBE/IHMYHTH
PHCK 3apaXKCHHA NALKEHTA H NPUBECTH K YXYACHHIO 2P PEKTHBHOCTH U3AeNus.

. Ilocne matel, yrkasanHo# Ha MapkupoBke «['oaen go», HE UCITOJIB3OBATD.

- JlnnHa nopaxeHus AOMKHA OTIMYATLCS OT AJIMHBI CTEHTa MeHee yeM Ha 10 MM. Hanpumep,
JUTHHA MOpakeRuA He MoxeT OniTh Gonbute 170 MM 04 cTeHTa AnuHOHK 180 MM.

« Y nmuu ¢ H3BECTHOH THUNEPUYBCTBUTENBHOCTBIO K HHTHHONY W/HIH €ro KOMIIOHEHTaM
(HanpuMep, HUKEIIO, THTaHY) MOKeT BOSHHKHYTh aJUlepruyeckas peakius Ha MMIUIAHTAT.

. I[Ipn NCNONB30BAHMH  JAHHOH  CTEHT-CHCTEMEI  PEKOMEHIOYeTCA  NPOBOAMTHL
COOTBETCTBYIOLYIO aHTHKOATYJAAHTHYIO W/HMIM aHTUTpoMOGOUMTAapHYIO Tepanuio B
COOTBETCTBHH CO CTAHAAPTHBIM MPOTOKOJIOM JIEUCHUSA,

. [Tocne yacTHYHOTO pa3BepTLHIBAHHA CTEHTA €ro Hejb3d 3aXBaTHTh CHOBA C MOMOLIBIO CTEHT-
CHCTEMBI.

- EcH npH NIPOABHXCHMH CHCTEMBI JOCTaBKH BO3HHKACT CONPOTHBICHHE, HE NPHMEHAMTE
cuny. M3pneknre cucTeMy AOCTaBKH H 3aMEHHTE €€ Ha HOBOE H3ACIHE,

- HenpaBunpHbiil BoI6Op pasMepa CTCHTa MOXKET NPHBECTH K MUTPALMH WM OTCOEAMHEHHIO
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CTeHTA.

. [Taupentsl, uMeloMMe NOpaKeHHe, KOTOPOe MpPENATCTBYET NOJHOMY pa3AyBaHHIO GanioHa
NS TNPOBEACHHA AHTHOMNACTHKH HIM NPABHALHOMY DPa3MEILEHHIO CTEHTA HAH CHCTEMBI
JAOCTABKH.

. JaHHblil NPOAYKT NpeAHA3HAYEH AJS HCTIONb30OBAHUA BpauyaMH, NPOIICAIINMH 00yYeHHE H
MMEIOLIMMH ONLIT paboThl B 06NaCTH AMArHOCTHYECKOH M MHTEPBEHUHMOHHOHN cocyaucroit
TEXHUKH.

6. MEPbLI NIPEJOCTOPOXHOCTU:

s: O0mue MepbI NPEAOCTOPOKHOCTHS

. He ucnone3syiite npu BCKPLITOH HJIH NMOBPSKACHHON CTEPHIbHON YNaKOBKE MM HAHYHH
KaKo#-mubo HemOHATHOU NpeaocTaBnseMoll HubopMallu.

+ He ucnionb3yiite noBpexxaeHHOE H3JEHE WK YaCTHYHO PA3BEPHYTHIH CTEHT.

. He neiTaliTech H3BJIeYs CTEHT A3 CUCTEMBI-ROCTABKH NMEPER HCTIONB3OBAHUEM.

. He noapepraiite cucTeMy DOCTaBKH BO3ACHCTBHIO OPraHH4ECKHX PacTBOpHTENEH (Hampumep,
CNUpTA).

» He ucnone3yiiTe cHCTEMBI BIPBICKA ¢ CHCTEMOMH JI0CTaBKH.

« Henb3s MeHATH NONOXKEHUE 3TOrO H3AEIHA NIOCTE NPOLECCca pa3BepTHIBAHUA.

( . [ToBTOpHAsA H3ONAMS/TIOBTOPHBIA 2aXBaT CTEHTAa HEBO3MOXHBI OC]E NMpPUNEraHns CTEHTa K
CTEHKE COCyaa.

. He ucnons3ayiite n3nenue Promesa™ BMS B coueTann ¢ IpyTuMH CTEHTaMH.

sz Mepbl IPEIOCTOPOXKHOCTH NPH 00PALICHHH CO CTEHTOM:

. He n3BnexaliTe CTEHT M3 CHCTEMBI JOCTaBKHM, TaK KaK H3BAEHCHHE MOXET NPHBECTH K
noBpexxAeHuI0 u/umi smMGonusanun crenta. CreHT-cucTeMa npeaHasHadeHa s pabotwl B
BHJE UENOH CHCTEMBI.

. Cneayer npoaBnaTh 0cobyIO OCTOPOKHOCTD, YTOOL! HE MPUKACATHECA K CTEHTY M HE NOBPEAUTD
ero KakuM-1neo o6pa3oM B CHCTEMe AOCTABKH. ITOT
O0COBEHHO BaYKHO NMPH H3BICYEHUH CHCTEMbI H3 YNIAKOBKH M YCTAHOBKE H3JE/HA:

s3 Mepbl IPEeAOCTOPOKHOCTH NPH PA3MEIICHUH CTEHTA:

. [TponiBUHBTE CHCTEMY JOCTABKM 38 MNOPAXKEHHBIR YHYACTOK U MOTAHUTE HA3aJ JUIN YCTPAHEHHA
€€ MPOBUCAHMA. Y CTPaHEHHE BCEX TPOBHCAHMI B CHCTEME JIOCTABKH INIEPEN Pa3BEPTHIBAHUEM
CTEHTa NNOMOXKEeT 00eCeYHTh TOYHYIO AOCTABKY CTEHTOB,

« He nbrtaliTech BBITAHYTH YaCTHYHO Pa3BEPHYTHIA CTEHT oOpaTHO uepe3 0DOJOMKY HIH
NMPOBOAHHUKOBHIA KaTeTep; MOXET NPOH30ATH CMEIIICHHE CTCHTAa B3 CUCTEMBE AOCTABKH.

. He packpbiBaiiTe CTEHT NP €10 HENPABHILHOM pa3sMeLIEHUH B cocyne (cmotpu Hspreuenue

{ CTEHTa/CHCTEMBI — Mepbl IPeAOCTOPOKHOCTH).

s« Mepbi Npe0oCcTOPOXKHOCTH MPH H3BJICHEHHH CTEHTR/CHCTEMbI:

. He npiTaliTeck BHITAHYTH JaCTHYHO Pa3BepHYTHIH CTCHT OOpaTHO 4Yepes MHTPOABIOCEP HWIH
NPOBOAHHUKOBLIA KkaTeTep. CTEHT HeNL3A 3aXBATHTHL NOBTOPHO. CTEHT HE NMpeAyCMATPUBAET
H3MEHEHHA NOJOXKEHHA NMOC/e NPHeraHua K cTeHke cocyaa. [Tocne npuMbIKaHHA K CTEHKaM
COCyJa HE PEKOMEHAYETCA MEHATh MNONOXKEHHE XAHHOTO CTEHTa ¢ MOMOLUBIO CHCTEMEI
JOCTABKH.

. Echu Bo BpeMs J0CTYna K NOBPEXACHHIO WM NPH M3BJICYEHHWHM CHCTEMEl JOCTaBKH MoOCHe
HMILIAHTAlMH CTCHTA BBl IOYYBCTBYETE HETHIIHYHOE COMMPOTHUBICHANE, HEOOXOAHMO YARIHTD
BCI0 CHCTEMY UEJHMKOM (BMECTe C MHTPOARIOCEPOM MM MPOBOJHHKOBLIM KaTETEpoOM).
HecobnmoneHne 3THX HWHCTPYKIMH MOMKET NPHBECT# K HEBO3MOXHOCTH Ppa3BepTHIBAHMS,
TPYAHOCTAM € PAacKPbITHEM, YACTHYHOMY PACKPHITHIO WM PACKPBHITHIO CTCHTA B HELIETIEBOM
y4acTKe.

. Ecnn B KakoH-1n00 MOMEHT BPEMEHH, B TOM 4HC/E NMpPHU BPALICHHUH PEAYKTOpa PYKOATKH
(uau xonecuka), NpHU pa3BepThIBAHUH CTEHTA Bbl NOYYBCTBYETE HETUNMHYHOE CONPOTUBIICHHE,
HEOOXOMAHMO YJQINTE BCIO CHCTEMY IIE/IAKOM, BMECTE C HHTPOABIOCEPOM WIH
MPOBOJHUKOBBIM KaTETEPOM.
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. He npumensiite upesmepuoe yCHiIHe, €ClIM BO BpeMA H3BICYEHHs CUCTEMBI JOCTABKH Yepes

pa3sBEpHYTHIA CTEHT OLLYIIACTCA CONPOTHRICHHE. HEMHOrO NpoBHHBTE CUCTEMY JIOCTABKH H
NPOAOIKANTE ¢ H3BJACUCHHE,

ss Mepbl NPeAOCTOPOKHOCTH NOCAE HMILIAHTALHN:
Bo wu3bexxaHHe HapyluleHHS TeOMETPHM CTeHTa cieAyer cobmoaars ocobyio
OCTOPOXKHOCTB NP KOHTAKTE BHOBb YCTAHOB/ICHHONO CTEHTA ¢ APYTHMH YCTPOHCTBAMH,
TAKAMM KaK Jpyrasd CACTEMA JOCTABKM KaTeTepa Ans BHyTpucocyauctoro ¥3H (IVUS),
MPOBOJHMK HIIH OalTOHHBINA KaTeTep.
7. HEXEJIATEJILbHBIE SIBJIEHUA:
K HexenarenbHbIM ABICHHAM OTHOCATCH:
« AllTlepruveckas peakLiusa Ha AHTHKOATYJIAHTHYIO WM aHTHTPOMOOTHHECKYIO TEpalHIo
WJIH KOHTPAcTHOE BELIECTBO
. AnnepruvecKkas peakiuus Ha HHITHHON
. AtepoTpom603
» AprepHanbHas aHEBPU3MA
. PasphiB apTepnu
+ AprepranbHblii TpoM603
| « ApTeproBeHO3HbIE PHCTY B
« CMepTh
. OMGonua
. [eMaTOMa/KpOBOH3NHAHHE
. aprepuajibHaA THNOTCH3HA/ apTepHANbHAA THIICPTeH3UA
« Peakuuu noBeIIEHHOK YYBCTBUTENLHOCTH
. Undexuua, MECTHAA MNY CHCTEMHad, BKIIOYAS GAKTEPHEMHIO HIIH CENCHC
. Hudunmposanne/obpasosaHue abcnecca B MeCTe A0CTyNa
« MHpeKuMd H CencHe
. Uuiemus, Tpebyiolas BMEIIaTeNsCTBa (LIYHTHPOBAHKE I aMITy TAllHA NAJIbUA HOIH,
CTOTIBI HJIM BCel Horn)
. O6pasosaHue NCEBAOAHCBPU3M
. [ToyeuHas HeROCTATOYHOCTD
. PecTeHo3 CTEHTHPOBAHHBIX apTEpHii
« DMO0nU3aIMA CTEHTA
. HenpaBuibHoE pacnonoxenue cTeHTa
- Murpauus crenra
‘ » [lepenom kapkaca cTeHTa
. TpoMG03 HIIH OKKITIO3HSA CTEHTa
- Ilepdopauns unu paspeie cocyna
« MUKpOLIHPKYNATOPHBIE HAPYUICHHA/OOMH B COCTOAHUM NOKOA
8. HHAUBUAYAJM3ALIMA JTEYEHHA:

. epen ucnonssobanueM H3nenus Promesa™ BMS HeoGXOmHMO paccMOTPETh PHCKH M
BBIrOZIBl VI KaXKaoro nauuenta. Maxropsl 0T00pa NalUeHTOB AOKHBI BKAIOYATh OLEHKY
pHCKa TIPOBEIACHHA HeoOxoammol arTHTpoMOOuuTapHOH Tepanun. Ocoboe BHHMaHHE
cJIe/lyeT YAeNATh NalHeHTaM ¢ aKTHBHBIM FACTPHTOM MJIH A3BEHHOH GONIE3HBIO JKeMyaKa.

+ [IpekmiHUYECKHE COCTOSIHMSA, TNOBBIUAIOINE PHCK HEXKENATENLHOrO TNCPBOHAYANBLHOIO
pe3ynbTaTa MM PUCK HanpaBleHMs MIs MOAY4YCHHS HEOT/NO0XKHOH IOMOILH B cayae
IIYHTUPOBAHUA

(caxapHbiii auaGer, ModedHas HEJAOCTATOYHOCTb M KpaiHsA CTENEHb OXHPEHHS) CleayeT
YYHTBIBAT,

. Heo6xopuMo Takke pacCMOTPETE BONPOCH], CBA3AHHBIE C PaclONOKEHHEM COCYJa,
pedepeHCHBIM  pa3sMepoM  cOCyla,  JUIMHOM  [OPAXEHHN,  KaYECTBEHHBIMH
XapaKTEPUCTHKAMH LENEBOrO MOPAXKEHHA M MOCICACTBHAMM OCTPOrO HIHM MOAOCTPOro
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TpomOo03a.

BepostHocTh Tpom0o3a mnocne MMIUIAHTauUMH CTEHTa 3aBHCHT OT pana ¢akTopos,
CBA3aHHbIX KaK C HMCXOIHbIM COCTOSSHMEM COCYJQ, TaK M C BblIIOJHAEMOH Npoueaypoii,
KOTOpble MOryT ObITb oOLEHEHbl aHruorpapuyeckum metoaoMm. K HuM oTHocATCs
obpa3oBanne TpombOa BO BpeMs BbIIIOJIHEHHS IpOLEAYpPbl M PacClOeHHE CTEHKH cocyla
nocje  HMMIUIAHTALMK  CTeHTa. Y  MAlMEHTOB, MnepeHecwux  nepudepuyeckoe
CTEHTHPOBAHHUE, JUIMTENBHOE cOXpaHeHHe TpoMba HIIH paccIOEHHE CTEHKH COCYyAa CIIEAyeT
CYMTATh MapKepaMH U1l NPOrHO3HPOBaHHS nocaeaytouei TpoMOOTHYECKOR OKKIIO3MH. 3a
YTUMH NALUEHTaMH He0OX0AMMO OYeHb BHUMATENILHO CJIEAHTh B TEYEHHE NEPBOro MecsAua
nocjie MMIUIAHTALIMH CTEHTA.

9. IPUMEHEHMUE B OCOBbIX CJHYYASX:

BesonacHocTh M 3dexTuBHOCTL M3zenus Promesa™ BMS ue Obina nokazawa s
C/e/1y IOILMX PPyl NAlHEHTOB:

. [TauuenTb C HEYCTPaHEHHBIM COCYAUCTBLIM TPOMOOM B MECTE NMOpPaKEHUS

. [TauMCHTBI, POILEIIME KOHTAKTHYIO JIy4eBYIO TEPAIIHIO LIEJIEBOTO MOPAKEHUS

. Bepemennsie: He cyluecTByeT J0CTaTOYHOTO KOJIMYECTBA aeKBATHBIX KOHTPOJMPYEMBIX
HCCIEI0BaHUI Y OepeMEHHBIX JKEHIUMH MM MYXUYMH, MUIAHUPYIOWKX OTUOBCTBO. [lepen

{ uMmmiantauueii u3genus Promesa™ BMS u B Teuenne 12 Hesens mocne crueayer

npuMeHsTh PPEKTHBHBIE METOALI KOHTpaucnuud. Bo BpeMs GepeMeHHOCTH W3ienue
Promesa'™ BMS cneayeTr npuMeHAThb, TONLKO €C/i¥ NOTEHUHAILHAS 110/1b3a [IEPEBELINBAET
NOTEHRUHMANLHBII PUCK s SMOPHOHA KK 1110,

. BezonacHocth M 3pPEKTHBHOCTL HCMONB30OBAHHS KOHTAKTHOM JIyu4eBOM Tepamnuu, W3jiesnii
JUT MEXAHUYECKOH aTepIKTOMHH
(kaTeTepbl IS HANpaBjeHHOH aTepIKTOMHM, KaTeTepbl Ul POTAUHOHHON aTepIKTOMMH)
KaTeTepoB /s Na3epHOi aHrMOMIACTHKHM JUIS JleYeHUs CTeHo3a cTenTa Promesa'™ BMS
ellle HE YCTAHOBJICHBI.

10. UHPOPMALHA O KIMHUYECKOM NPUMEHEHUMA:
101 OcMOTp nepea npuMeHeHHeM:
. [lepen BckpbiTHEM cllelyeT BHUMATEIBHO OCMOTPETH CTEPUIIbHYIO YIIAKOBKY.
. He Hcnonb3oBaTh B ciiyvae BCKPbITHA HIIH MOBPEXIAEHHUS YNIAaKOBKH.
. U3nenue He cneayeT ucnonb3osaTh 10C/1€ OKOHYAHHA CPOKa roJIHOCTH, YKa3aHHOro Ha
THKETKE.
. Ecnu cTrepunbHas ynakoBKa BbITJIAAMT HENMOBPEKIECHHON, OTKPOHTE CTEPHIIbHBIA NAKET U
( OCTOPOXHO U3BJIEKUTE U3JE/IHE B CTEPUIILHOM [10J1€, HCIOJIb3Y s METOAbI ACENTHKH.
« OCTOPOXKHO HU3IBJIEKUTE CHCTEMY M3 YIAKOBKH JIOTKA.
. OCMOTpHTE CTEHT-CUCTEMY Ha IIPEAMET OTCYTCTBHS M3rHOOB, NEpeKpyYHBaHHi U APYTHX
MOBPEKACHHH.
. He ucno:ib3oBats npu oOHapy)eHUH 1100010 U3 BbllLIENEPEHHCIEHHBIX ACHEKTOB.

102 Heobxoaumbie MaTepHAalbl, KOTOPbIC NOCTABJIHKTCH OTAC/IBHO:
Yka3zanue AKTYQAIbHOI'O CITHCKA BCEX BO3MOXKHBIX HAUMEHOBAHHIl COBMECTHMBIX MEAHLIMHCKHX
H3aenuni, He Npe/CTaB/IA€TCA BO3MOXKHBIM BBHAY 00BbILIOro KOJIHYECTBA ﬂpOH'}BOﬂHTCHCﬁ
JIAHHbIX MEJIMUHHCKUX U3JIC/HIA, [pH 3TOM NMOCTOAHHO pa3pa6aTbmalo1‘cs| H PErUCTPUPYIOTCA
HOBbIC HAUMEHOBAHHA, CHHMAIOTCA C NPON3BOACTBA CTAPbIC HAUHMCHOBAHHS.
Hixke YKa3aHa HeoOxoumas MH(bOpMallHﬂ .13 NoJb30BaTENA: HAUMECHOBAHHUE I'PYITIIbI
COBMECTUMbIX H3AEUH U UX MHHUMA/IbHbIE TpCGOBaHHH A1 COBMECTHOT'O INPUMEHCHHUA.

- Uutpoasiocep

. 2-3 wnpuua (10-20 xy0. cm)
. 1000p/500 ky©. cM, cTaHAAPTHBIH reNapHHU3NPOBAHHbINH GUIHONOTHUECKHH pacTBOp
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(HepNS)
. Hanpasssronmit nposon auametpoM 0,035 (0,89 mm)
« KonrpacrHoe BeniecTBo, pasbasnennoe 1:1 ¢puspactsopomM
+» YCTpOHCTBO AN1s HaAyBaHHA
. Tpexxonoroii kpan
« YCTpOHCTBO U1 BpalleHHA [IPOBOJHUKA KaTeTepa (B CIy4yae NPBMEHHMOCTH)
. UHTpOABIOCEp NPOBOAHUKA

13 Bei0op pasmepa crenTa:

. U3meputs guamertp pedepeHcHoro cocyaa (MpOKCHMaNbHLIH H ZHCTAJIBHBIA 10 OTHOLUEHUIO
K NOPaKESHUIO WM 06CTPYKIMM) M B KayecTBE OCHOBBI I BbIOOpa MOAXOAAIIEro pasMepa
CTeHTa HCIIONBL30BaTh HaWOonbUMi ITaNloHHBIE JAHaMeTp. BuiOpark CTEHT coracHo
peKoMeHAaLMAM B Tabnulle HUXe:

Tabauua 4:
MapRUPOSAHHLIN ANAMETD CTENTS {MMm) PedepencHbil AHameTp cocyan (mm)
5,00 300-450
.00 T0-5.50
1.00 5.00-6,50
‘ 8,00 6,00- 7,50
9,00 7,00-8,50
10,0 3,00-5,50
an HenpasuABHLIA BHIGOP PISMEPS CTRHTA MONET NPUBECTH K CMEUEHNID
HAM BHOPILUN CTOHTS.

14 YCTAHOBKA HECKOABKHX CTEHTOB:
B cnyuae HeOOXOAMMOCTH YCTAHOBKH IALMEHTY HECKOJIBKMX CTEHTOB AUIA TIOKPHITHA Beei
JUINHBI MOPaXKeHHUs, CNelyeT YMUTLIBATh CIEAYIOMHE PEKOMEHAALINH:

. [To OTHOMICHHI0O K MECTY MOPaXKEHHA, CHAYaNla MOXHO TIPOBECTH CTEHTHDOBAHHE
RUCTANBHOM YacTH MOPaKEHHs, A 3aTEM NPOKCHMANBHOR YacTH (T.e. BTOPOH CTEHT JOIKEH
OBITH Pa3sMEIIEH IIPOKCHMANIBHO OTHOCHTENIBHO YCTAHOBIIEHHBIX CTEHTOB),

« JAns obecnevyeHHs MOTHOTO MOKPLITHS [OPasKeHHA YCTAHOBIICHHBIE CTEHTHI JOIKHEI

nepekpsiBaTh APYT Apyra.
ws IIpoleaypa ycTaHOBKH:

{ ¢ [ToAroTOBLTE MECTO COCYAMCTOrQ AOCTYIIA B COOTBETCTBHH CO CTAHAAPTHOM NPAKTHKOI.
o [IpensapuTtenbHad OUIaTallA Nepel yCTAHOBKOHM CTEHTa He ABNAETCA O0A3aTENbHON K
OCTAETCS Ha YCMOTPEHHH Bpaya.

A) H3BneyeHue cHCTEMEI JOCTABKH

1+ ITocne monuoi YCTAHOBKH CTCHTA OCTOPOKHO HIBJIICKUTC CHCTEMY NOCTABKH 1101
PECHTICHOCKOITHYCCKHM KOHTPOJIEM, Habmopas 3a PEHTITCHOKOHTPACTHLIM
HAKOHCYHHKOM, OCTAaBUB NNPOBOAHHK HA MCCTC.

IIpumevanue: B cnyuae 603HUKROGEHUR 60 6PEMR 8bI600A CUCMEMI DOCMABKY epe3
CMmenm CoOnpomusneHUn nPoOSUHLME ONIEMEHRYIO O000NONKY nO ERYMPEHHEMY
swimugmy ¢ nonozcenue Kak neped ycmawnoexoid. H3ienexume cucmemy 6 maxom
nonoxcenuu. B cayuae coxpanenua conpomuenenun npu HORsIMKe 86I8ECMU CUCMEMY
docmasKku, caeoyem pOAIUMS 6CIO CUCHEMY 6Mecme C URMPOObIOCEPOM UAYU
moaxamenem.
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B) [IpoMbIBKS CHCTEMBI A0CTABKH
Jina NpoMBIBKM TNpPOBOAHHMKA MONKNIOHHTE WINPUI ¢ (QHIHONOIMYECKHM pacTBOpPOM
obvemoM 5 M1 k pasbemy Jioapa (cM. Pucynok 2 uuke).

S e I

-

Puc. 2 I[IpombiBka cucTeMBI AOCTABKH

Ipumeuanne: Bpems Mexay npoMbiBkoll M pacKpbiTHEM CTEHTa A0/MXKHO OnITh
MHAHMAJBHBIM ¥ HE A0/DKHO NPEBLIMATL S MUHYT.

Ioa KOHTpONEM PEHTIEHOCKONIHH NMPOABHIalTEe CHCTEMY AOCTABKH IO MPOBOJHUKY Yepes
HHTpOZBlOCEp / TOAKATENb A0 TEX MOp, TMOKA [JHCTAIBHBIE TAHTAIOBBIC
PEHTreHOKOHTPACTHBIC MapKepel Ha CTEHTE HE BIHAYT 3a ueneBoll yuacToK NOopaskeHus
(cM. PucyHok Huxe).

Puc.3 Ilpoasuiketine cHCTeMbl J0CTABKH Yepes NOpakKeHHe

B) BoipaBHHBAHHE CTEHTA
Ilepen BEIpaBHHBAHHEM CTEHTA BAXHO:
». MakcHMAaNbHO BHINPAMHTL NPOKCUMATBHYIO 4acTh CHCTEMBI ROCTaBKHU (cM. PucyHok 5
HUXKeE).

». JlepkaTh PyKOATKY B YCTOHUHEOM NOJIOXKCHHU.
Y4acToK 8CTaBKi

Puc. 4 Aepxure 9acTh CHCTEMbI J0CTABKH NIPAMO: He crHbaiiTe

BeipasHHBaHHE CTEHTA JOIKHO BBHIIIONHATLCA NOA PEHTIEHOCKONHYECKHM KOHTPONEM.
BhIpoBHAHTE PEHTrEHOKOHTPACTHhIE MapKephl CTeHTa B HEOOXOAMMOM MONOXEHMH.
Tenepb cTEHT AOMKEH ObITH rOTOB K YCTaHOBKE. (CM. PUCYHOK HHXE)

‘ 2

Puc.S BoipaBpnusanue cTeHTa

I') Yeranoska crenta
[Tepen ycTaHOBKOH CTEHTa BaXHO!
» MakcHManbHO BHIIPAMHUTE NPOKCHMANBHYIO YAaCTh CHCTEMbI OCTaBKH.
». JlepXaTh PYKOATKY B YCTOHUMBOM nojoxkeHuH. (CM. pACYHOK HIKE).
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Puc. 6 [lepXXnTe YacTb CUCTEMbI JOCTABKM NPSMO: He crubdaiite

Kpenko yzep»nBas B 0HOI pyKe, APYroi PyKOiA NOBEPHWUTE PerynnpoBOYHOE KO/bLO Mo
YacoBOIi CTPesKe, YTo6bl BLICBOGOANTL CTEHT U3 CUCTEMbI IOCTABKU. BYAET CrbilleH 3BYK
LIeNYKa, KOrAa CTEHT BbIAET U3 CUCTEMbI IOCTABKMW.

o Pasboiv- \

Acre PykoaTKa

Puc. 7 YcTaHOoBKa cTeHTa BpalleHne ANCKOBOIo perynartopa

MpumeyaHve: YT06bl rapaHTUPOBATb HEBO3MOXKHOCTb PacLUMPEHNsT AN pacT AXKEHUS
cTeHTa (TO ecTb pacluMpeHMe CTeHTa [0 COOTBETCTBYHLEA ANNHBLI) BO BpemMs
YyCTaHOBKW B MNPOAO/ILHOM HanpaeneHWU crefyeT O4YeHb OCTOPOXKHO YAep>KUBaTb
KaHIM B HEMOABMXKHOM COCTOSIHUM W YyCTPaHATb /tobble NPOBMCAHMA B CTEHT-
cucTeme. lMonHas ycTaHOBKA CTeHTa 3aBepLlaeTcs Mocne OTBeAeHMA LUCTaslbHOro
KOHL,a OMn/ie TEeHHOM 060/104KM 3a MPOKCUMAIbHYIO YacTh CTeHTa.

Mo Mepe yCTaHOBKM, MNpPOAO/KaliTe MeASIEHHO, NMaBHO W MNOCNeoBaTeNbHO BpallaTbh
AVCKOBbIN perynatop (CM. PUCYHOK HWDKE), A0 MOMHON YCTaHOBKM CTEHTA UM OCBOOOXAEHNS
AMCKOBOIO perynsropa 1 nosiBneHns wadgra ToNKaTens M3 NPOKCMMabHOro KOHLA PYKOSITKM.

CuncTema J0CTaBKuU:
OnneteHHas 060/104Ka

CucTema focTaBKu:
TONKaTe b
LLlagT Tonkatens

Puc. 8 YcTaHOBKa CTeHTa BpalleHuWe AUCKOBOro Perynsitopa 4o nosiBfeHns Lagta
TonKaress.

MpwieyaHne; C TEHT HCOBXOAW/LL YyCTaHABNMBATb 6e3 0CTAaHOBOK. /13MeHeHue

nonoxX eHna PromesaT?"
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Hamenums nonoxcenue cmenma BMS nocae nauana ycmanosku Heso3mModécHO, MAK KaK
HEBOIMONCHO NPOGECHU HAG CMEHMOM RPYIHCUHY MONKAMENR CUCHEMd O00CMASKU,
HROPMARUIO 06 YHYULEHHBIX NOGPENCOCHUAX CM. & paizdene «YCMAHOEKA HECKORbKUX
cmenmos» ymoi Hucmpyxyuu

WHcTpykums no ycranoBke cTenta 6onee 120 mm

Tenepb noTAHKTE Hasax CHHHH WadT TOMKATENd ¢ MPOKCUMATBHOIO KOHIA PYKOATKH, NOKa OH
HE COBMECTHTCA C PYKOATKOH. 3TO NOATBEPAMT MOJIHOE PACKPBITHE CTCHTA (CM.PHCYHOK HHXE)

CrcreMa JOCTaBKH:
OnnereHHas 060I0YKA

CrcremMa JOCTABKH:
BuyTpeHHH# KaTerep

‘ rTmEsTessTeL L L _ - ‘”“? o ”I'..... = -

e R )
— o 7 1llegr

JuckoBblii perynmoﬁ“ PykosaTtka Paszem Jliospa
Puc. 9 Yeranoska cresta IloTaHuTe HA3aa wadTa TOAKaATEAR
) Hipneuenne cHCTEMbI JOCTABKI

» [locne monHON yCTaHOBKH CTEHTA OCTOPOXHO H3BIEKHTE CHCTEMY NOCTABKH NOX
PCHTTEHOCKONMYECKHM  KOHTpOJIeM, Ha0moZas 3a  PeHTreHOKOHTPacTHBIM
HaKOHECYHHKOM, OCTAaBHB MIPOBOHHUK HA MECTE.

Buumanme: He npumensiire upesMepHoe yCHIHE, €CIH BO BpeMA M3BICYECHHA
CUCTEMB! JIOCTABKH Yepe3 pa3BEPHYTHIH CTEHT OLIYLAETCH CONMPOTHBIICHHE.
HeMHOro npoaBHHETE CHCTEMY AOCTABKH M MpOAoJKaliTe ee U3BNeYCHHE.

Jis npoBepKH MOJIHOTH YCTAHOBKH M3ACIHA NPOBEAUTE aHTHOrpaMMy apTepuH. B

cllyMae HEMOJHOro pacluupeHHsa B cpeAHeli wacTh creHra B Jnobol#t Touke

‘ NOPaKEHHS, N0 YCMOTPEHMIO Bpava MOCJHE YCTAHOBKH MOXeT OWTbL NpoBeNcHa

GannoHHas aunarauus (cranaaptHas UTA).

+ [locne u3piaeueHMs H3 Tena NALMEHTa TNPOBEPLTE CHCTEMY JOCTaBKH, YTOOB!
yOeANTECS, MTO HAKOHEYHHK M BHYTPEHHHH KaTeTep He pasbeauHuince. Jo
3aBEpILSHUA JaHHO MPOBEePKH coOXpaHANTE AOCTYN K HaNpaBIgIOIEH NPOBOXHUKA
OTKPBITBIM.

s. H3Bnexute mpoBOAHMK H HHTPOABIOCED.

« Ilocne asxcnnyarauuud HeoOXOAMMO YTHIM3HPOBATh H3JEIHE H YNAKOBKY B
COOTBETCTBHH ¢ HOPMaMH YUPeXKIEHHA 3APABOOXpaHEHHA, aAMHHHCTPAUHH H/HIH
OpraHOB MECTHOTO CaMOYTIPaBIICHHS.

-

us JleficTBHA nocae NpoBegeHNUN MPOLEXYPbI
« B chayyae He nNOJHOro pacllMpeHHs CTEHTa BHONb NOPAKEHHA, TOCIE €ro
YCTAHOBKM MOXHO BBINIOJTHHTH OaIOHHY10 Aunaraiuio. Buibepure 6amnon UTA,
OHAMETP B PpacKphiTOM COCTOAHHU KOTOPOIO COOTBETCTBYET pefiepeHCHOMY
AHAMETPY LENCBOTO COCYAA.
7. [IpoBeanTe anrnorpaduvecKkyio BA3yan3anuio CTEHTHPOBAaHHOTO CErMEHTa COCYAa.
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["apanTin

VY 0o1HOMOYEHHBIM NpeACTaBUTENEM NIPOM3BOANTENS HAa TeppuTopuH Poccuiickoit deaepaunu
asasgercd OO0 "®OCT Meaukan", Poccus, 119421, Mocksa, Jlenunckuii np-1, 111, x.1,31.3,
noM.26, 0.98

Tei. +7 916 7440716

["apanTuu npon3BoaUTENs 0043aTeIbHO PaCPOCTPaHAIOTCA Ha KaYeCTBO MPOAYKLHH.

YcnoBus TpPaHCHOPTUPOBAHHS, XPAHEHHS M IKCIUTyaTaLlUH

O6paiiaTbcs ¢ OCTOPOXHOCTbIO. XpaHUTh B OPUTHHAIBHOMR ynakoBke. M30eraiite Bo3neicTaus
. IIPAMBIX COJIHEUHBIX JIyueil WK Terna. XpaHUTh B POXJIAZAHOM, TEMHOM H CYXOM MeCTe.

M3zenns TpaHCOOPTUPYIOT BCEMH BUJAMH TPAHCMOPTA B KPbITbIX TPAHCMOPTHBIX CPEACTBAX B

COOTBETCTBUH € MPABUIIAMH MEPEBO3KH I'PY30B, ACHCTBY IOLUMX HA TPAHCIIOPTE KAX/0ro BH/A.

Temneparypa 1npu TpaHCIIOPTHPOBKe J0JikHa cocTaBATh 0T 5°C 10 +40°C M OTHOCHTENBHOMH
BilaXxxHOCTH Bo3ayxa oT 30% no 75% , atmocdepHoe aasnenue ot 650 no 800 mm pT. cT.

- 3anpeluaeTcs TpaHCNOPTHPOBATh B YCIOBHAX OTpHUaATeNbHbIX TemnepaTtyp!!! HE
3AMOPAXHBATDB!!!!

- 3anpelaeTcs TPAaHCNOPTHPOBATDH B YCIOBHUSAX TEMIEPATYPHOIO PEXHUMA OTIIMUHBIX OT
yKa3aHHbIX

YcTpoiicTBa 101KHbI XpaHUTbCS NPH KOHTpoaupyemoit temneparype ot 10 g0 30°C u
OTHOCHUTEJILHOMN BAAXHOCTH 65% £5% OTHOCHTENBHON BJIAXHOCTH B 3aKPbITOM [MOMELLEHHH B
OPHTHHAIBHON YNaKOBKE NPOM3BOAMTENS B TEUEHHE YKa3aHHOIO CPOKA FOAHOCTH.

M3nenus npu HSKcrulyaTallMd yCTOMYMBBI K BO3AEHCTBHIO KAMMAaTHYeCKHX (aKTOpOB s
TeMIiepaTy pHoro pexxuma ot +32 1o +42°C, Bo3aeicTBHIO OHOJOTMYECKHX KHAKOCTEH (KPOBH).
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MeauuMHCKoe 13aenue TpeGoBaHNs K TEXHUUYECKOMY 0GCYXUBAHWUIO 1 PEMOHTY

MopsAAoK 1 yCcnoBus YTUAN3aUUU NN YHUUTOXEHWUA MEAULIMHCKOIO U3aenus.

V3penvs, MMeBLUME KOHTaKT C KPOBbO W/WAM  ApYrMU  BGMONOrMYECKUMWN  XUAKOCTAMMU
NauneHToB, MOAMEXaT YTUAM3AUMU N YHUYTOXKEHWIO B COOTBETCTBMM C TpeboBaHMAMU K
06palLLeHnIO C MeAULIMHCKAMM 0TX04amK, yYCTaHOBNeHHbIMK CaHlMuH 2.1.3684-21 "CaHutapHo-
ANNAEMUONOTNYECKME TPeboBaHUA K COAEpPXaHUK TOPOACKUX W CeNIbCKUX  Hace/leHHbIX
MYHKTOB, K BOJOEMaMm, NMUTLEBON BOAE W NUTLEBOE BOAOCHAOXEHWE HaceneHWs, aTMOCHePHbIi
BO34YX, MOYBbI, XXWble TMOMELUEHUs, 3KCMyataumsa MPOU3BOACTBEHHbIX, OOLLECTBEHHbIX
MOMeLLEHNI, opraHmsaums 7 npoBsefeHvie CaHNTapHO-MPOTUBOINNAEMUYECKNX
(NpodmnakTnyecknx) meponpuaTUin” gns Knacca B m gpyrnx HOpMaTMBHBLIX MPaBOBbIX aKTOB
Poccuiickoin deaepaunn.

Heuncrnonb3oBaHHble MPOAYKTbI, MPOAYKTbl C MOBPEXAEHHOW YNakOBKOW, B TOM 4ucne ¢
MCTEKLUMM CPOKOM TOAHOCTU (KOTOPble HE KOHTaKTMPOBa/IM C GMONOrMYECKUMW YKULKOCTAMM
MauMeHToB) [O/KHbI YTUIN3MPOBATLCA B COOTBETCTBUWM C MOPALKOM YTUAM3ALUM TBEPLbIX
ObITOBbIX OTXOZOB, YCTaHOBNEHHbIM 3aKOHOAATeNbCTBOM Poccuiickoil defepaummn cornacHo
CaHnlunH 2.1.3684-21 knacca A.

MNpUMeHNMBble cornacoBaHHble CTaHAAPTbI.

Homep nokymeHTa/
HanmeHoBaHWe [OKyMeHTa

HanmeHoBaHue
1 EN ISO N3penna meanunHckne — CucteMbl MeHeXXMeHTa KayectBa —
© 13485:2016/AC:2016 TpeboBaHuA gna Lenein perynnposaHuns

N3penus meguunHckue — MpUMeHeHNe MeHeXXKMEHTa pucKa K

2. EN ISO 14971:2012 (E) oA L HCKIM W3AETMAM

CraHpapt M3K 62366- Yactb 1. MpoekTMpoBaHMe MeAULUHCKUX U3LENNIA C y4eTOM
3 1:2015 akcnayatauMoOHHON NPUrogHOCTH
N3penna meguumHckne. CUMBONbI, MPUMEHSAEMbIe NPU MapKNPOBaHU
4. EN ISO 15223-1:2016 MeLULUHCKMNX U3aenunit, Ha 3TUKeTKax M B COMPOBOAUTENbHON

AOoKymeHTauuu. Yactb 1. OCHOBHble Tpe6OBaHUS

5. EN 1041:2008+A1:2013 NHdhopmauma n3rotoButens MeanuUHCKNX n3genmnii

EN ISO 10993- OueHka 6M0NOrMYECKOro AelicTBUA MeAULMHCKUX n3genuii. Yactb 1.
6. 1:2009/AC:2010 OueHKa u nccnenoBaHus
OueHKa 6M0ONOrNYecKoro AeiicTBUA MeAULUHCKNX n3agenunii. - Yactb 3.
7. EN ISO 10993-3:2014 NccnepoBaHNA TeHOTOKCMYHOCTU, KaHLLEPOTeHHOCTU N TOKCUYECKOro

[LeicTBUA Ha PenpoAYKTUBHYIO MYHKLMIO

OueHka 6MONOrNYEeCcKOro AecTBmMa MeguULNHCKUX n3gennii. Yactb 4.
WccnepoBaHua usgenuin, B3aMmMoAencTByOLWNX C KPOBbIO

OueHka 6MONOrNMYeCcKoro AeicTeBma MeguLMHCKUX nsgenuii. - Yactb 5.
WccnepoBaHus Ha LMTOTOKCUYHOCTbL: METOAbI in vitro

OueHka 6MONOrNMYEeCcKoro aecTBnMa MeguLMHCKUX nsgenuin. Yacts 6.
WcecnepoBaHua MeCTHOTO AeicTBMA_Nocne nMnnaHtaumm

8. EN ISO 10993-4-2009 (E)
9. ENISO 10993-5-2009 (El

10. EN ISO 10993-6-2016
ENISO 10993-7-2008 fE) N o
OueHka 6MoNOrNYeckoro A4ecTBna MeLUUNHCKUX n3gennii. Yacto 7.

Brntouenne mcnpaBneHMBCTaTquoe cofepXaHue aTuNeHoKcua nocne crepunnsaymu
Hos6pb 2009 r.

11.

OueHka 6MONOrNYECKOro AeicTBMA MeLULUHCKUX n3genunii. Yacts 11.
WcenepoBaHma o6LLETOKCUYECKOTO AENCTBUS

OueHka 6MONOrMYecKoro aecTBMa MeULUHCKUX n3genunii. Yacts 12.
MpuroToBaeHne NpPo6 M KOHTPONbHbIE 06pasLbl

12.EN 1SO 10993-11-2009(E)

13.EN 1SO 10993-12-2012(E)
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14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.
31.
32.

Homep gokymeHTta/
HanmeHoBaHue

EN I1SO 10555-1:2009

EN ISO 10555-4:2013

EN 1SO 25539-2:
2009/AC:2011

EN 868-5:2018

EN 556-1-2001/AC:2006

EN 1422:2014

EN 1SO 11140-1:2009

EN ISO 11737-1:2006
BknouyeHune
ncnpasneHus, mai, 2007

EN ISO 11737-2-2009 (E)

EN ISO 11135-1:2007

EN 1SO 14644-1:2015

EN I1SO 14644-2:2015

EN 150-14644-3:2019 (E)

EN ISO 14644-4-2001 (E)

EN 1SO 80369-7:2017

EN ISO/IEC 17050-1:2010

EN ISO/IEC 17050-2:2004
EN 1SO 14630:2009 (E)

EN 1SO 5832-5:2005 (E)

33.ENISO 14155: 2011(E)

MNpumeHuMble ctaHaapTbl 1SO:
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HanmeHoBaHMe AOKyMeHTa

KateTepbl BHYTPMUCOCYAUCTbIE CTEPUSIbHbIE OLHOKPATHOTO NPUMEHEHUS
YacTtb 1. O6wme TexHn4eckne tpeboBaHuns

KateTepbl BHYTPMUCOCYAUCTbIE CTEPUSIbHbIE OLHOKPATHOTO NPUMEHEHUA
YacTb 4. Katetepbl fna 6an10HHOr0 paclipeHmns

MmnnaHTaThl cepgevyHo-cocyancTole. BHyTpucocyamcTble UMNAAHTAThI.
YacTb 2: CocyamncTble CTEHTHI

YnakoBKa AN TEPMUYECKN CTEPUTIN30BAHHbBIX MEAULMHCKUX N34enuii.
YacTb 5. KOHCTpYKLMNA TepMETUYHbIX MAaKeToB U PYIOHOB U3 NOPUCTbIX
MaTepuanoB U NONUMEPHON NNeHKW. TpeboBaHWA U MeTOAbl UCMbITAHMU;
Ctepununsayns MegULUHCKUX U3gennin - Tpe6oBaHUA K MEAULUHCKUM
nsgennam katreropum "CTEPU/IbHBIE". YacTb 1: TpeboBaHuS K
NPOCTEPUAIN30OBAHHBIM MEAULNHCKUM N3AeNNsAM.

Ctepunusatopbl Ana MegULUHCKMX Leneii - CTepuansatopbl Ha OCHOBE
oKcmpAa aTuneHa. TpeboBaHMA U MeTOAbl UCTbITAHUA

Ctepunusauunsa MeguuUHCKUX n3gennin - Xumuyeckme UHAMKATOPSI.
Yactb 1. O6wWwune TpeboBaHUA

Ctepunusauyns

MeaULUHCKUX n3gennini. Mukpobuonormyeckne metogbl - Yactb 1:
OueHka nonynsauum MUKPOOPraHM3MOB Ha U3[enunax

Ctepunusaunsa MeguLnHCKUX nsgenunin. MmMkpobmonornyeckne Metofpl,
YacTb 2. WcnbiTaHWMA Ha CTepUbHOCTb, MPOBOAMMbIE NPU Banugaunn
npouecca ctepunmsaummn (1ISO 11737-2:2009)

CTepunmnsauma MeguuMHCKON npoaykummn. Okemg atuneHa - Yacts 1
Tpe6oBaHuA K pa3paboTke, NpOBepKe Ha AOCTOBEPHOCTb U
NPoOn3BOACTBEHHOMY KOHTPOJIIO Npolecca cTepuansanmm nsgenui
MeAULMNHCKOTO Ha3HayeHus

Ynctole NOMeLWeHns 1 CBA3aHHbIE C HUMU KOHTPONNPYeMble cpefpbl -
YacTb 1: Knaccugurkaums 4Ynctotbl BO3gyxa N0 KOHLEHTpauum yactuy,
Ynctole NoMeleHunsa 1 CBA3aHHble C HUMU KOHTPONNpPyeMble cpefpbl -
YacTb 2: TeKYW WA KOHTPONb ANA NOATBEPXKAEHUA NMOCTOAHHOTIO
COOTBETCTBMSA YNCTOTbI BO3AyXa NO KOHLEHTpauumn yactuy cornacHo I1SO
14644

Ynctole NOMeLweHns v CBA3aHHbIe C HUMW KOHTPONIMPYeMble cpefpbl -
YacTtb 3: MeTtoAbl UcnblTaHna

Ynctble MOMeELEHNS U CBA3AHHbIE C HUMW KOHTPOMPYeMble cpefabl -
YacTtb 4: NpoekTupoBaHue, CTPOUTENLCTBO M BBOJ B 3KCMayaTauutio
CoefnHUTENN C HEBONMBLWMM BHYTPEHHUM AMaMeTPOM AA XUAKOCTEN K
rasos, npuMeHsemMmble B MegnumHe. CoegMHUTENN BHYTPUCOCYAUCTOTO U
NOLKOXHOTO MPUMEHEHUSA

OueHKa coOTBeTCTBMA - [leknapaymns nocraslyMKa O COOTBETCTBMM - YacT
1. Obwune TpeboBaHMA

OueHka cooTBeTCTBUSA - [leknapauma nocraBlnKa O COOTBETCTBUN - YacT
2: MopTeepxpalwas AOKYMeHTauma

HeakTuBHbIE XMpYypruyeckme nMmnnaHtatel - O6wme TpeboBaHmA
MmnnaHTathl gna xupyprum. Metannmuyeckne matepuanst. YacTb 5. Cnna
KOG anbT-XpoOM-BONbY pam-HM KM "Bbin ehopmMupyemMblii
KnnHunyeckue ncnbliTaHUa MeLULUHCKUX U34enunil Ana yenoBeka B
KayecTBe Cyb6beKkTa - Hagnexawas KaMHu4Yeckas npaktuka



Homep pokymeHTa/
HanmeHoBaHMe AOKYyMeHTa
HanmeHoBaHue
OueHka 610N0OrMYecKoro AeicTBUA MegULUHCKUX u3genunii -
34.1SO 10993-1:2008 YacTtb 1: OueHKa v nccnenosaHuns
Mpouecc
KateTtepbl BHyTpucocyguctble - CTepuabHble 04HOKPATHOrO

35. ISO 10555-1-2013 (E
€) npuMeHeHus - Yactb 1: O6LWMe TeXHUYECKUE TpeGOoBaHUS

KaTeTepbl BHYTPUCOCYAUCTLIE CTEPUNIbHBIE OAHOKPATHOTO MPUMEHEHMUS.

36. 1SO 10555-4-2013
YacTb 4. KateTepbl Ana 6a110HHOTO paclumpeHus

ISO 10993-10:2010 (E) Buonornyeckas oueHka MmeanUNHCKUX usgenunii. Yactb 10: Mpobbl Ha
pasgpaxeHue n anneprumyeckyo peakumnto Koxmu

N3penna megunuunHckme ” CucteMbl MEHEAXMEHTa KayecTBa —

38. 1SO 13485:2016 o
Tpe6oBaHWA ans Lenei perynmpoBaHus

KNnHnyeckne ucnbiTaHUs MeAULUHCKUX N3AENNIA Ans YesloBeKa B

A 14155: 2011 (E
39. 150 55: 2011 (€) KauecTBe CyObeKkTa - Hagnexaljas KAuHudeckas npakimka

CTepunnsayna mMeguuLMHCKOW NPOAYKUMK - ITuneHokeug - Yacts 1
40. 1SO 11135: 2014 (E) TpeboBaHnd K paspaboTke” Banugaumy 1 TekylwemMy ynpasieHunto

MPOLECCOM CTEPUIM3ALUN MELULNHCKNX N3LeNnii

YnakoBka Anf MeLULMHCKUX u3fennin nognexawnx QUHULWHONM
41. 1SO 11607-1:2019 cTepunusauunm. Yacte 1: TpeboBaHua K matepuanam, 6apbepHbim

cuctemam And ctepuansanuy M ynakoBOYHbIM CUCTEMAM

YnakoBka 419 MegULMHCKUX n3gennin, nognexawmx QUHULWHOWM
42.1S0O 11607-2:2019 cTepunmsauunm - Yactb 2: Tpeb6oBaHUA K Banugauuy npoueccos

(hopmMupoBaHus, repmeTunsaynum n cbopkn

Ctepnansauma MeguLMHCKON NpoayKuun. BUONOrnyeckne MHAMKaTopsl.
43.1SO 14161-2009 (E) PyKoBOACTBO MO BbIGOPY, UCNOIb30OBAHUIO U UHTEpNpeTaLmnu

pe3ynbTaTos.

Unctole NomMeLlleHNa 1 CBA3aHHbIE C HUMMU KOHTpONupyemMblie cpeabl.

44. 1SO 14644-1-2015
YacTb 1: Knaccudukayms YnctoTbl BO3AyXa No KOHLEHTPALMK YacTull

Unctble NOMeLWEeHNs 1 CBA3AHHbIE C HUMW KOHTPONIMPYEMbIe cpeabl -
YacTb 2: TeKyLWMiA KOHTPONb ANS NOATBEPXAEHUA NOCTOSHHOIO
COOTBETCTBMSA YMNCTOThI BO34yXa MO KOHLUEHTpauum vyactuy cornacHo I1SO
14644-1
Unctble NOMeLWEeHUs N CBA3AHHbIE C HUMW KOHTPOSIMPYEMble Cpeabl -
YacTb 3: MeToabl UcnbitTaHUA
[uncTble nomeLLeHNA 1 cBA3AaHHbIE C HUMWU KOHTPOAMpPYeMble cpeabl -
YacTtb 4: NpoekTupoBaHue, CTPOUTENLCTBO W BBOJ B 3KCMayartaLuto
N3penna megnumnHckne. CUMBOLI, MPUMEHSEMblEe NPU MapKUpOBaHUK
48. 1SO 15223-1:2016 MeAUNLMNHCKUX U3LENNIA, Ha 3TUKETKaxX U B CONPOBOAUTENbHO
pokymeHTaumnn. Yactb 1. OCHOBHble TpeboBaHMA
Jeknapaumsa nocraslinmka o
cooTBeTcTBMM — YacTb 1. O6wume TpeboBaHuA
[Jeknapaumnsa nocraslmka o
cooTBeTCTBMM — YacTb 2: NMoaTBepxaarouas 4OKyMmeHTaLms
MmnnaHTathl 4na xupyprum. Metannmyeckne matepuansl. Yactb 5. Cnnas
KO6anbT-XpoOM-BO/IbpamM-HUKeNEBbIA e opMuUpyeMblit
Ynctole MOMeLLEeHNs 1 CBA3AHHbIE C HUMWU KOHTPOIMPYEMble Cpejbl.
KoHTponb 6uo3arpA3HeHunin. Yactb 1. O6LimMe NpUHLMNBLI U MeTOAbI

45.150-14644-2:2015.

46.150-14644-3:2019 (E)

47.1S0 14644-4-2001 (E)

49. 1SO M3K 17050-1 2017
50. ISO M3K 17050-2 2017
51. 1SO 5832-5:2005 (E)

52.1SO 14698-1:2003 (E)

MprmeHuMble cTaHaapTbl ASTM;

53. ASTM D 618-13 CtaHgapTHas npakTuka KOHAULMOHMPOBAHMA NaacTMacc 418 UCNbITaHWUM
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Homep gokymeHTa/
HanmeHoBaHue

54 .ASTM D 638-14

55.ASTM D 4169-2016

56.ASTM D 642 -2015

57.ASTM 0 999-08(2015)

58.ASTM D 4332-2014

59.ASTM D 4728-17

60.

61.

62.

63.

64.

65.

66.

67.

68.

69.

70.

71.

73.

ASTM D 5276-98-
MepeyTteepxaeH B 2009 r.

ASTM D 5487-16

ASTM D 6344-04-
YyTBEPX/AEH NOBTOPHO B
2017 .

ASTM D 6653/D6653M-13

ASTM F 17-17

ASTM F88-F88M-15

ASTM F 640-12

ASTM F 756-2017

ASTM F 1886-F1886M-16

ASTM F 1980-2016

ASTM F 2475-11

ASTM F 2096-11

ASTM F 2097-2016

ASTM E 8-E8M-2016
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HanmeHoBaHue AOKYMeHTaA

CTaHfapTHbI MeTod UCNbITaHUS MO onpeAeneHnio
MexaHWUYecKMX CBOMCTB NnacTMacc npu pacTsXXeHuu

CTaHf4apTHbI MeToh UCNbITaHU 3PPEKTUBHOCTM TPAHCMOPTHBIX
KOHTeliHepoB W cucTeM

CTaHAapTHbIA MeTo UCNbITAHUI ANS onpeAeneHns npegena NpoYyHoOCTU
Npu cXXaTuKM TPAHCMOPTHbLIX KOHTEIHEPOB, KOMMNOHEHTOB 1 3arpyXaeMbix
efnHunY,

CTaHAapTHble METOAbl NCMbITaHWI HA BUOPALMK TPAHCMOPTHBIX
KOHTeliHepOB

CTaHfapTHbI MeToh KOHAMLMOHUPOBAHNS KOHTEHEPOB, YNaKOBOK MW
KOMMOHEHTOB YNakKOBKMW AN UCMbITAHWIA

CTaHAapTHbI/i MeTOA4 UCMbITAHNIA TPAHCNOPTHbLIX KOHTEHEPOB Ha
cnyvyaliHyo Bnbpayuto

CTaHAapTHbI MeTod UCMbITAaHUA Ha NafeHune 3arpyXeHHbIX
KOHTEiHepOB CBO6OAHLIM MafeHnem

CTaHAapTHbI MeToa UCMbITAaHUIA AN BbIHYX/AEHHOT0 NajeHuns
3arpy>XeHHbIX KOHTEAHEPOB yAapHbLIMU MallMHaAMMU

CTaHA4apTHbI MeToA UCMbITAHWIA HA KOHLEHTPUPOBaHHbIE YAApPbI MO
TPaHCMOPTHLIM yNaKoBKam

CTaHAapTHble MEeToAbl UCMbITAaHWUI AN onpeaeneHns Bo3AeiCcTBUS
60MbLWOI BbICOTbI HA YNAaKOBOUYHbIE CUCTEMbI BAKYYMHbIM METO40M

CTaHfapTHas TEPMUHOMOTNS, OTHOCALWANACS K TMB6KO 6apbepHOii
ynakoBske

CTaHgapTHbI MeTof TeCTUPOBaHUS TMOKUX GapbepHbIX Matepunanos Ha
repmetTmyHocTbL

CTaHfapTHbIA MeToh UCMbITAHWIA ANS onpefeneHus
PEHTTeHOKOHTPACTHOCTM AN MeAULMUHCKOTO WCNOMb30BaHMS.

CtaHfapTtHas npakTUKa OLEHKU remMOoNIMTUYECKnX CBOWMCTB mMatepunanos

CTaHAapTHbLI MeToA UCMbITAaHWA ANd onNpeAeneHuns LenocTHOCTM LIBOB
rM6Koli ynakoBKM NyTEM BM3yaNbHOIO ocMoTpa

CTaHAapTHOE PYKOBO/CTBO MO YCKOPEHHOMY CTapeHuio ynakoBokK
CTEPUNbHbIX MEAULWHCKUX N3aennii

CTaHfapTHOE PYKOBOACTBO MO OLEHKE GMOCOBMECTMMOCTU YNAaKOBOUHbIX
mMaTtepuanoB Ans MeAuLUHCKUX U3LEeNnii

(PyKoBOACTBO MO MCNbITAHWIO HA 6MOCOBMECTMMOCTb)

CTaHOapTHLI MeToqd UCNbITaHWiA AN 06HAPYXeHUs BHYTPEHHUX yTeuek
rpy6bix yTeuek B MegULUHCKOW ynakoBKe (TECT Ha Hanuuue
Ny3bIp*KOBbIXY T € 4 € K )

CTaHAapTHOE PYKOBOACTBO MO NPOEKTUPOBAHUIO U OLLEHKE NEPBUYHOIA
rMB6KOI yNakoBKW AN MegUUMUHCKUX NPOAYKTOB

CTaH,lJ,apTHble MeTOo/4bl NCNbITaHWIA Ha pacTaXeHne metasiindyeckmnx



74.

75.

76.

77.

78.

79.

80.

Homep pokymeHTa/
HanmeHoBaHue

ASTM E 112 -96(2004)

ASTM F90-14

ASTM F 2052-15

ASTM F 2081-17

ASTM F 2119-07(2013)

ASTM F2129-2017b

ASTM F 2182-2019

81.ASTM F 2213-17

82.

ASTM F 2394-07(2017)

83. ASTM F 2477-07

84. ASTM F 2503-13

85. ASTM F 2514-08(2014)

HanmeHoBaHVe AOKYMeHTa
MaTepunanoB

CTaHfapTHbIA MeTof UCNbITAHUA ANS onNpejeneHns cpefHero

pasmepa 3epeH

CtaHfapTHasa cneumndukauma KoBaHOro cniaea kobanbt-20, xpom-15,
BOoNb(pam-10, HUKeNb ANna xupypruyecknx nmnnaHtaros. (UNS R 30605)
CTaHAapTHbI MeToL UCNbITAHUI ANA U3MEPEHUS MarHUTHO-
WHAYUWPOBAHHON CUMbl CMELEeHNA Me4ULUHCKNX N34eNNA B MarHUTHO-
pe3oHaHCHOl cpefe

CtraHfapTHOEe pYyKOBOACTBO MO ONUWCAHWUIO N NPeACTaBEHUI0 pa3MepHbIX
XapaKTepmucTuK COCyAUCTbIX CTEHTOB

CTaHOapTHbLI MeToh UCNbITaHUSA 4N OLEeHKN apTethakToB MP-
n306paXxKeHns OT NacCMBHbLIX UMMAHTATOB

CTaHAapTHbIA MeTo4 UCMbITAHUA AN NPOBELEHUS LUKINYECKNX
NOTEHLMNOANHAMMNYECKMUX NONAPU3ALNOHHBIX U3MEPEHNIA ANna
onpeaeneHNs KOPPO3NMOHHON BOCMPUMMUYMBOCTM MasblX
UMNAaHTUPYEMbIX U3aenni

CTaHAapTHbIA MeTo UCNbITAHUA AN U3MEPEHUA PasuoyacToThl,
BK/lOUas HarpeB Ha MacCUBHOM MMNAAHTUPYEMOM M3A4enun uam B6aM3n
Hero

CtaHAapTHbI MeTo4 UCNbiTaHWA AN U3MEPEeHUS MarHUTHO-
WHAYLUWPOBAHHOIO MOMEHTA KPYYEHUA MeAULUHCKUX N3aennii B
MarHMTHO-PEe30HaHCHOW cpeae

CraHfapTHOE PYKOBOACTBO MO U3MEPEHUI (ukcalum
6annoHopacwmMpaemMoro cocyancToro cTeHTa, ycTaHOBNEHHOTO Ha
cucTeMe 40CTaBKU

CTaHAapTHble MeTOoAbl UCMbITAHWUIA COCYAMUCTbIX CTEHTOB Ha
[ONTOBEYHOCTb NPU NyAbCUpPOBaHUHK in vitrot

CTaHfapTHas npakTuka MapKMpoOBKW MeAULUHCKUX N3LENNIA U ApYTAX
nsgenunii gns obecneyeHnsa 6e30MNacHOCTN B MarHMTHO-PE30HAHCHOA
cpege

CraHfapTHOE PYKOBOACTBO MO aHaNU3y MeTo[0M KOHeYHbIX 3/IEMEHTOB
(FEA) MmeTannnyeckmx coCcyaucTbiX CTEHTOB, MOABEPIHYTbIX PABHOMEPHOIA
pagnanbHOIA Harpyske

[Jpyrve npuMeHnMble cTaHAapTbl U PyKOBOACTBA

86.

87.

88.

89.

OvpekTtnea 65/65/EEC

MDD/93/42/EEC

14 vioHa 1993 1. ¢
nonpaskamu,
BHECEHHbIMU [UpeKTUBOi
2007-47-EC
MDD2001/83/EC, 6"
HOAGpsA 2001 r. ¢
nonpaekamun 2012/26/EU

MEDDEV 2.1/1,
Anpenb 1994 r.
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OnpekTtuea Coeta 65/65/EEC oT 26 AHBaps 1965 r. o cornacoBaHumu
; MOMIOXEHWIA, yCTaHaB/IMBAEMbIX 3aKOHOM, PerfaMeHToOM Wan
agMUHNCTPATUBHOK MEpPON B OTHOLWEHNM NEKAPCTBEHHbIX NPenaparos.

OUpPEKTMBA 0 MeULMHCKUX U3[ennsx

OvpeKkTBa 0 MEAULUHCKUX U3LeNnsX - TeKapCTBEHHbIe npenapatbl 4/s
MCNO/Ib30BaHUS YET0BEKOM

MepuunHckne nsgenua: PykoBogsuiMe ykasaHusa no cucTeme Hagsopa
3a MeANUVHCKUMW U3gennamu

OnpepeneHue noHATMa "MeaunuuHckne uspgennsa” Onpepenedue
noHATUA "npuHagnexHoctn" OnpegeneHne NOHATUMA "npoussoamntens”



Homep aokymeHTa/
HavmeHoBaHne JOKYMeHTa

HanmeHoBaHue

KnuHunyeckasa oueHka: PYKOBOACTBO A4 NPOU3BOAMUTENENR U

YNO/THOMOYEHHbIX OPraHoB

MeanynHckne nagenna: PyKoBOAAWMA fOKYMeEHT. Knaccuhumkaumns

MeaULUHCKUX NU3aenni

MepuuuHckne nsgenna: Pykosoaswmnii LOKyMeHT «lMpoueaypa

nepesoga»

MeauunHckue nsgenns: Pykosoaawmnin gokyMmeHT "PykoBoaAalue

yKaszaHus no cucteme MOHUTOPUHIA MeAULUHCKNX n3gennin”

Mocnepyrowmne NOCTMAaPKETUHTOBbIE KIMHUYECKUE UCCNen0BaHNA

PyKOBO,L'J,CTBO ansa HpOMBBO,ﬂ.MTeneVI M YyNONHOMOYEHHbIX OPraHOB

90. MEDDEV 2.7/1, Pep.4
91. MEDDEV 2.4/1 Pep.9
92. MEDDEV 2.5/5 Pep.3
93. MEDDEV 2.12-1 Peg. 8

94. MEDDEV 2.12/2 Pep. 2

95. FDA21CFR820 PernameHT cuctembl KOHTPONA KayecTsBa

CornacoBaHHoe
TPEXCTOPOHHEE

PYKOBO/CTBO
PyKOBOACTBO MO WUCCNEAOBAHUSAM CTaBUNbHOCTM HOBbIX NEKAPCTBEHHbIX

96. MexpayHapoaHoi .
cybectaHumin n npenapatos Q1A(R2)

KOH(epeHumnn no

rapmoHmnsauymnm Q1lA(R2)

®espanb 2003 r.

CornacosaHHoe

TPEXCTOPOHHEE

PYKOBOACTBO
97. MexpayHapogHoii OueHKa faHHbIX 0 CTabUNbLHOCTK

KOH(hepeHUumnn no

rapmoHusaumnm 1CH CUE

®espanb 2003 .
JOKANHNYECKNE TEXHUYECKME UCMbITAHNSA U PeKOMEHAO0BaHHas
MapKMpOBKa ANA BHYTPUCOCYANCTbIX CTEHTOB U COOTBETCTBYHLLMX
CMCTEM A0CTaBKU
PykoBOACTBO MO cneuuanbHOMY KOHTPOO Knacca Il Ans HeKoTopbIxX

KateTepoB AN YPECKOXHOW TPaHCAOMUHANBHON KOPOHapPHO
aHrnonnactuku (YTKA)

gg PyKoBOACTBO NS oTpacnu
11 nepcoHana FDA, 2010 r.

PykoBopacteo Anda otpacnu
"nnepcoHana FDA, 2010 .

10CUSP38 NF33 ®apmakones CLIA

/Kpyrnas nevaTb/
HOTAPUYC *MPABUTENLCTBO
NnHAONN
PAMELL YAHOPA TUBAPW
PAMOH - MAPOJT MAVMNANH
AHOXEPW (BOCTOK), MYMBAI

KOMNA BEPHA
/nognuce/ 07.08.2023
PAMELL YAHOPA TVIBAPA

LUTAT MAXAPALLTPA /nopnuce/ ALIBOKAT U HOTAPNYC
PET" Ne 3361 ANNNKA TANKBAL MPABWTENBLCTBO NHANN
MomoLHMK ByxranTepa  Hag Mpaga, Mapon Haka, A.K. Poag,
/kpyrnas neyaTb/ AHpaxepu (BocTok), Mym6ain 400 059

ManaTta TOProew, NPOMBILLIEHHOCTW U
Ce/IbCKOro X03sicTBa MaxapaluTpbl
12, K IYBALL MAPT., ®OPT. MYMBAW
400 001
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/wTamn/
MWHUCTEPCTBO MHOCTPaAHHbIX e/ HE HECET HUKAKOW OTBETCTBEHHOCTY
3a cofeprkaHue BbllleyKa3aHHbIX JOKYMEHTOB

NMPABUTESTIbCTBO NHONN
AIrNOCTW/1b
(Faarckast KoHBeHUMsA OT 5 oKTs16pst 1961 roaa)

CtpaHa PECIMYBJIMKA NHONA

HacToawunn opuuymanbHblii JOKYMEHT

KOMMEPYECKWNI JOKYMEHT
noanwuca YNO/IHOMOYEHHbLIM NMOANMNCAHTOM
BbICTYMNAMOLLNIA B KayecTBe YMNMOJHOMOYEHHBIM MOANMMNCAHTOM
CKpenneHo neyvatbto/wtamnom MAJTATA TOPIOBJ1IA, MPOMBbBILLUTIEHHOCTW U CENbCKOIO
XO3ANCTBA MAXAPALLTPbI

YOOCTOBEPEHO

B HbO AE/TN, MHONA 09.08.2023 T.
Cnyxawmm otgena (neranusaunn) MMHNCTEPCTBA MHOCTPAHHbIX OEN
3a NeMHMCO0001146663

Mevarts/ LWtamn: [Mognuck /nognuce/
BblgaH MEPU/1 JTA® CAMEHCW3 NPAVBUT TMMUTE/
01 1097776
Kpyrnas rep6osasi neyaTsb: (Cangun Kymap)
MMWHUCTEPCTBO MHOCTPAHHbIX fen* Cnyxawmii otgena (neranusagmm)
MpaBuTenbCTBO MHaumn, Hoto-flenn™ KOHCYNbCKUIA, MacropTHbI 1 BU30BbIN OTAeN

rep6 PeCI'Iy6J'IVIKVI Wnpus MWHNCTEPCTBO MHOCTPaHHbLIX fen

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



/wrTamn/
MWHUCTEPCTBO MHOCTPAHHbIX [eN1 He HECET HMKAaKOM O0TBETCTBEHHOCTHU
3a cogepXkaHue BbllleyKa3aHHbIX JOKYMEHTOB

MPABUTENBLCTBO MHOWW
AMNOCTUNMb
(Faarckas KoHBeHUus oT 5 okTs6pa 1961 roga)

CTtpaHa PECMNYBNUNKA NHANA

HacToawwnin opumymanbHblii LOKYMEHT

KOMMEPYECKUI IOKYMEHT
nognucaH YINOJIHOMOYEHHBLIM MOANMNCAHTOM
BbICTyMatoLWMii B KA4YecTBe YMNOJIHOMOYEHHbBIM MOAMNCAHTOM
cKpenseHo neyaTbio/witamnom MAJTATA TOPIOBJ1NA, MPOMbBLILWUAEHHOCTU U CENbCKOIO
XO3ANCTBA MAXAPALLTPbI

YALOCTOBEPEHO
8 HbO AENN, NHONA 09.08.2023 T.
Cnyxawum otaena (neranmsaunmn) MMHNCTEPCTBA MHOCTPAHHDbIX OEN
3aNeMHMC0001146663
Mevats/ LLTamn: Mognuce /moagnuce/

BbigaH MEPU/1 NAA® CAMEHCW3 MNPANBUT NMMUTE/L

01 1097776

Kpyrnas rep6osas neyaTb: (Cangun Kymap)

MWHWCTEPCTBO MHOCTPAHHbBIX Aen™ Crysawmii oTaena (neranusauum)
MpasnTenscTeo NHaun, Hoto-flenu™ KOHCYNbCKMIA, NacMOPTHbII 1 BU30BbII 0T/eN

Mep6 Pecnybnunkun NHAnA
MWHNCTEPCTBO UHOCTPaHHbIX Aes

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



Mepe6oa/galutora TeKCTa CAenaH MHOiA, NepeBoguMKoM MapKoBbiM AneKcaHapom AneKcaHpoBUYEM.

Poccuiickans depgepaymns
fopoAag MockBa
TpnmaguaT b NepBOro aBrycrTa gBe T blCAYN ABajuaTb TpeT bero ropga,
A, InTeuHoBa TaTbAHa HMKONaeBHa, BpeMEHHO MCNONHAWILan 06893aHHOCT Y HOTapuyca ropoga MockBbl
AKy60BOW TaTbAHbl ONEroBHbl, CBUAETENbCTBYH NOAMNHHOCTb NOANMCK NepeBogUYnKa MapkoBa AnekcaHjapa
AnekcaHgpoBuya.
Mopnuch chgenaHa B MOEM NPUCY T CTBUMN.
JInyHocTb NofnucaBLlEero JOKYMEHT yCTaHoB/eHa.

3aperucTpuposaHo BpeecTpe: Nq 77/217}-u/77-2023- n n
YnnayeHo 3a coBeplUeHNe HOTapuanbHoro geicrTeusa: 400 py6. 00 kon.
T.H InTBMHOBA

Bcero npowHypoBaHo, NPOHLIEPOBAHO
M cKkpenseHo neyaTbio A | 4 4cnf(a)(6e)

BPWO HoTapuyca
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