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/dical device name

,ueflow venous self-expanding stent with the delivery system,;
1 blueflow venous self-expanding stent with the delivery system, standard sizes: 12 mm x 60
mm, 12 mm x 100 mm, 14 mm x 60 mm. 14 mm x 100 mm. 14 mm x 150 mm, 16 mm x 60
mm, 16 mm x 100 mm, 16 mm x 150 mm, 18 mm x 60 mm, 18 mm x 100 mm - 1 pc.;
2. Implant card - 1 pc,;
3. Instructions for use - 1 pc.

Developer/Manufacturer/Manufacturing facility
Contract Medical International GmbH
Lauensteiner Str. 37, 01277 Dresden, Germany
+49 351 213-8888

Email: hmdd.info@heraeus.com

Authorized representative on the territory of the Russian Federation
“SP-CARDIQO" Lie

107076, Russia, Moscow,

Matrosskaya Tishina str, h. 23., bid. 1

Tel.: +7 (903)616-15-71

e-mail: sp cardio@rambler.ru

Intended Use

The blueflow Venous Stent is intended to treat symptomatic, dilatable obstructions, such as
those caused by May-Thurner syndrome (MTS) and other clinical conditions, deep venous
thrombosis (DVT), prevent post thrombotic syndrome (PTS) and other forms of iliac vein
compression (tumor, radiation) in the common iliac, externa! iliac or femoral veins.

Contact with human body

The blueflow Venous Stent is an implantable device that has permanent (more than 30 days)
contact with blood.

The delivery system is an attaching from the outside, has a short-term (less than 24 hours)
contact with circulating blood.

Terms of use, potential consumer

This medical device can only be used by qualified doctors who have the necessary knowledge
for the implantation of venous stents in medical and preventive institutions in an operating unit
equipped with X-ray equipment and the necessary tools for interventional manipulations.

Indications for use
- symptomatic, dilatable obstructions, such as those caused by May-Thurner syndrome
(MTS) and other clinical conditions,
- deep venous thrombosis (DVT),
- prevent post thrombotic syndrome (PTS),
- and other forms of iliac vein compression (tumor, radiation) in the common iliac, external
iliac or femoral veins.

Contraindications
The blueflow Venous Stent is contraindicated for use:
- in patients with complete venous occlusion without sufficient dilation to allow insertion
of the delivery system.
- inthe arterial vasculature.
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b patients With uncorrected bieed.g disorders>c.uding patients with conditions that

Warnings
Read the instructions prior to use.

Flushing needed ; rio : to procedure. Therefore, a

materials except for Nitinol e A.0”Mon and external iliac veins
_ The IP medical Ster,t'®.

_ Mo?nrs?th;"s:vS filh ANAANAN ¢
_ Do not use disinfectant to clean

°eMmnghgg re-sterllize or autoclave. Reuse

- This device is intended for single Y. "° tientor user infections. Contamination

of single-use devices creates a potential ris*fp Cleaning, disinfection

of the device may lead to "® . , material and design characteristics leading
and sterilization may

(CMI) will not be responsible for

interventional procedures. re*sistance is felt. Always use fluoroscopy to
_ Do not attempt to advance the device rf g”d corrected, discontinue the
determine the cause”f the cause cann g retraction agains
SanTe S S rs”“s anl/or breakage of the interventional medical

T ' t.ttpmotto use a guide wire with a maximum diameter greater than specified on
" E I~ r ih S ANp N~ N~ v s jc ia n s thoroughly
- Adequate heparinization °g" ag”"SheS te ofC ent place

been established for use in

thrombolytic drugs are described in these instructions are presented

n S“SS-»« AL
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not intended as a substitute for the physician’s experience and judgment in treating any
specific patient.

- Only the stent of the IP Medical system is MR Conditional. Do not attempt to use the
stent delivery system under MRI conditions.

Precautions

Depending on the morphological structure ofthe vein lumen, an angioplasty may be performed
prior to stent implantation.

Do not attempt to remove stent from the delivery system before use. Do not use organic
solvents (e.g. alcohol) with the delivery system.

Do not advance the delivery system without the guidewire extending distally from the tip.

Potential complications and adverse events
Only physicians familiar with possible complications may implant this stent.
Complications may occur both during and following the procedure. Possible complications
include:
- Failure of stent deployment
- Failure of stent application system
- Stent mal-implantation - immediate (inadequate anchorage, dislocation due to
insufficient stent diameter)
- Stent migration or dislodgement - later
- Stent thrombosis, stent occlusion
- Stent fracture
- Hemorrhage/bleeding
- Allergic reactions or hypersensitive reactions
- Hypotension, shock
- Hematoma (stent site, access site, retroperitoneal)
- Renal failure
- Pain
- Vascular damage (Including dissection, rupture, hematoma, pseudo aneurysm) at stent
site and vascular access site
- Formation of arterio-venous fistula
- Tissue necrosis
- Organ failure
- Infection
- Fever
- Sepsis
- Limb ischemia
- Hypertension
- Pulmonary embolism, air embolism
- Cerebrovascular dysfunction (stroke, TIA)
- Cardiac and cardiovascular dysfunction (hypertension, myocardial infarction, cardiac
arrest)
- Death

DEVICE DESCRIPTION

The blueflow Venous Stent consists of two main components: a blueflow braided stent and a
delivery system.

Vascular access is gained via standard percutaneous technique (Seldinger technique) with a
10 French vascular sheath and a 0.035 inch guide wire (maximum 0.95 mm). The minimum
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rr diameter of the vascular sheath that may be used is 3.38 mm. Fluoroscopy is needed for
jatomically correct stent placement.
,he blueflow Venous Stent is a self-expanding stent loaded in a stent application system for
insertion and deployment in various sizes (Table 1).

Diameter (mm)

f 12 mm 14 mm 16 mm 18 mm

!} 60 mm X X X X
100 mm X X X X
150 mm X X

The self-expanding stent is made of biocompatible Nitinol, a 55 weight-% Nickel and balanced
Titanium alloy with a long safety history in medical device manufacturing and stent design.

Delivery system
The application system (Figurel) is a 10 Fr caliber catheter with a rod length of 100 cm. into

which a venous stent is preloaded.
Figure 1. Delivery system

Delivery system of the blueflow Venous Stent medical device consists of following parts (figure

Figure 2: Stent application system with individual components labelled

OO0

J
40 | 150:

(10) White radiopaque catheter tip made of Pebax/Bariumsulfate
(20) Guide wire lumen made of Polyimide and Pebax
(30) Blue, stainless steel wire enforced, braided outer shaft made of Pebax
(40) Stent retriever made of Pebax
(50) Stent pusher, overmoided, made of Pebax with embedded Pt/Ir marker band
(60) Natural colored plastic pusher t ube made of Pebax
(70) Molded distal handle made of Pebax
(80) Stent size, printed with white ink
(90) Clear Y-Tuohy borst valve with Luer side arm. made of Polycarbonate, silicone
and PTFE
(100) Marker for stent retriever stop, laser-marked
(110,120) Stainless steel, inner and outer metal pusher tubes
(130) Molded proximal handle with Luer, made of Pebax

Magnetic Resonance imaging (MRI) Safety Information:
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jgnetic Resonance Conditional
ton-clinical testing has demonstrated that the blueflow Venous Stents are MR Conditional.
Only the stent of the blueflow Venous Stent System is MR Conditional. Do not attempt to use
the stent delivery system under MRI conditions.
A patient with this stent implanted can be safely scanned in an MR system meeting the
following conditions:
- Static magnetic field of 1,5-Tesla (1.5 T) or 3-Tesla (3 T)
- Maximum spatial field gradient of:
o 5,180 G/cm (51.80 T/m) for 1.5 T systems
o 2,590 G/cm (25.90 T/m) for 3 T systems
- Maximum MR system reported, whole body averaged specific absorption rate (SAR) of:
o 1.0W/kgatl.5Tand3T

RF Heating

Under the scan conditions defined above, blueflow Venous Stent's common iliac, external, iliac
and femoral Vein Stents are expected to produce a maximum temperature rise of less than
7.0®C after 15 minutes of continuous scanning.

Caution: The RF heating behaviour does not scale with static field strength. Devices that do
not exhibit detectable heating at one field strength may exhibit high values of localized heating
at another field strength.

MR Artefact

In non-clinical testing, the image artefact caused by the device extends approximately 0.7 cm
from blueflow Venous Stent’s common iliac, external iliac and femoral vein stents when imaged
with a gradient-echo pulse sequence in a 3 T MRI system.

TECHNICAL SPECIFICATION

blueflow Venous Stent

Overall dimensions of the blueflow Venous Stent

Thetable (Table 2) shows the overall dimensions of the stent for all versions (types and sizes).
Table 2. Overall dimensions of the blueflow Venous Stent

Stent Outer 0 of expanded stent, Length of expanded stent, The ratio ofthe
size mm mm actual length and
Nominal Min Max Nominal Min Max diameter of the
i opened stent
" 12x60 12,5 12,0 13,0 60,0 55,0 65,0 4,80 (+0.62/-0,57)
12x100 12,5 12,0 13,0 100,0 95,0 105,0 8,00 (+0,75/-0,69)
14x60 14,5 14,0 15,0 60,0 55.0 65,0 4,14(+0,50/-0,47)
14x100 14,5 14,0 15,0 100.0 95,0 105,0 6,90 (+0,60/-0,56)
14x150 14,5 14,0 15,0 150,0 145,0 155,0 10,34 (+0,73/-0,68)
16x60 16,5 16,0 17,0 60,0 55,0 65,0 3,64 (+0,43/-0,40)
16x100 16,5 16,0 17,0 100,0 95,0 105,0 6,06 (+0,50/-0,47)
16x150 16,5 16,0 17,0 150,0 145,0 155,0 9,09 (+0,60/-0,56)
| 18x60 18,5 18,0 19,0 60,0 55.0 65,0 3,24 (+0,37/-0,35)
L 18x100 18,5 18,0 19,0 100,0 95,0 105,0 5,41 (+0,43/-0,41)

Table 3. Functional characteristics of the blueflow Venous Stent

Characteristic Requirements
Minimum bending radius of the 10
stent, mm
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racture resistance under a
plane-parallel toad

Local compression

Radial force

Delivery system
Basic dimensions

The load required to cause compression of the stent
along the entire length by 50% of the initial distance
between the walls should be at least 6 N.

The stent must withstand constant deformation under
local (point) load.

After local compression of the stent applied
perpendicular to the longitudinal axis of the device, up
to 50% of the diameter, a complete restoration of the
geometry of the shape of the stent should be observed
The radial force (expansion and compression) caused
by the self-expanding stent is 0.004 - 0,046 N/mm.

Depending on the size of the loaded venous stent, delivery systems differ in total length.
Figure 3. Delivery system With size symbols

D B
Letter

B

C

D
Stent size, mm (mAm)
12x60 1252
12x100 1310
14x60 1261
14x100 1321
14x150 1398
16x60 1270
16x100 1333
16x150 1413
18x60 1278
18x100 1349

Functional characteristics

pae, (LWL

A

Size
Total length
Effective length (shaft length)
Shaft outer diameter

Shaft inner diameter

B C D
(mm) (mm) (mm)
1000,0 33 1,0

Table 5. Functional characteristics of the delivery system

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



characteristic Requirements

Joint strength All connections between individual parts of the delivery

system must remain intact after applying a longitudinal
force of 35 Nm.

Tensile strength of the tubes  The tubular parts of the delivery system must withstand a
force of 35 N.

Resistance to bending/kinking  The delivery system must provide the ability to bend/kink,
which may be required when performing access and
delivery.

With a minimum bending radius of 10 mm. there should be
no deterioration in the appearance and operational
properties of the delivery system.

Expanding force No more than 30 N

Luer Connector
There are two Luer connectors in the delivery system: for flushing the lumen of the guidewire

and for flushing the lumen of the stent (Y-shaped Tuohy connector).
Figure 4. Luer connectors of the delivery system

K(RoE:
/

Stent flushing lumen

Guide wire flushing
lumen

Luer connectors comply with the requirements of the 1SO 80369-7 standard.

X - ray transparency

Component Description

Stent Visible with conventional radiography

Delivery system Marker strip is visible with conventional radiography
Tip Visible with conventional radiography

MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

The biueflow Venous Stent and the Delivery System do not contain materials of animal and/or
human origin.

DATA FROM THE STATE REGISTER OF MEDICINES

The biueflow Venous Stent and the Delivery System do not contain drugs and pharmaceutical
substances.
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/STRUCTIONS FOR USE

Recommended Materials (not included in the set):
-1 OFr introducer sheath

-0.035” (0,89mm) guidewire

- Sterile syringes with Luer-Lock for flushing

- Sterile, heparinized physiological saline solution

Recommended Materials (not included in the set):
-10Fr introducer sheath
- 0.035” (0,89mm) guidewire
f - Sterile syringes with Luer-Lock for flushing
- Sterile, heparinized physiological saline solution

Ensure compatibility with other medical products used during procedure or already implanted.

V | Note - Indications, contraindications and application of the above product must always comply
with current medical standards. The guidelines and recommendations ofthe reievant specialist
medical associations must be observed.

Stent Selection:

Proper stent sizing is critical for correct positioning and to avoid stent migration, and
thrombosis. When choosing the appropriate stent size, take into account the foreshortening of
the stent based on the vessel diameter as referenced in the table below.

»  Prior to stent implantation, the diameter of the vessel and the lesion length has to be
measured.
*  The diameter of the stent should be 10-20% larger than the vein diameter.
*  The stent should be at least 1cm longer than the obstructive venous lesion (0.5 cm distally;

0.5 cm proximally).
e Overlapping of stents has not been tested. We recommend to use a single stent with the
appropriate size.

Table 7. Appropriate s ent size based on the vessel diameter

Dimension of Fully Nominal Vessel Diame5ter and Approximate
Catheter Expanded Stent Implanted Stent Length

Size oD Nominal Actual  Vessel Stent Vessel Stent
Stent  length  length  Diameter Length Diameter Length

Fr (mm) mm mm mm mm mm mm mm

12 60 61 115 64 10 70

100 104 109 119

60 64 69 76

14 100 105 13 113 11,5 124

10(3,30) 150 156 169 185

60 65 72 81

16 100 104 15 115 13 129

150 156 169 190

18 60 64 16,5 74 15 81

100 106 121 133

Preparation:
The procedure requires fluoroscopy at all times. The blueflow Venous Stent is aseptically
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»

moved from its packaging immediately prior to the procedure.
N eck fordamap of package or product: A damaged product must not be usedi

to S _ ~ "®in diameter) a balioon angioplast%/ ought
to be performed up to normal vessel diameter prior to reieasing the self-expanding stent.

Vascular access and introduction of the delivery system:
s‘andard percutaneous technique (Seldinger technique) with a

Implantation of blueflow Venous Stent:

SVtoure ) inactivated by opening the Tuohy-Barst
aive (Figure 1, No. 90). The lock prevents unintended or premature stent deployment durinn

t! U. [~ 7° reaching the imnlantattor, citoi® » A

described hem fo?a right-t* " Ay the operator,

if ) ~ extending beyond the distal and proximal end
of the occluston - IS fluoroscopically confirmed. The radiopaque catheter «I'F'n” toe
radiopague marker band visualize the distal and proximal end of the loaded stent *
rinhf K ®fe(*handed maneuver. The left hand on the distal grip pulls toward a fixed
iomnbtoK'f proximal grip still. It is important that the”™right hand stays
completely fixed, otheiwise it would change the position of the stent within the”occiusion Tbl3
3 letoritoerfi'® ~_blue outer shaft of the a p p li*fili system
If release of the stent, the physician checks the correct placement of the”stent
If ne”ed the stent can still be pulled back into the system, as long as th7marker onihe
metal pusher tube (Figure 1. No. 100) is still visible

K, or remove the stent during the procedure, gently advance the distal handle

proKT™

Do not retrieve the stent more than thrpp tim"Qi
fixed ®RRR® "® bP f®"y back, holding the right hand completely

Removing delivery system:

HNI1H® a ®'r expanded in the venous lumen, the application device is
closed and retraced from the vessel over the guidewire, which is removed last. Following stent
deployment, dilatabon of the stent via balloon angioplasty might occasionally be required for full
s ent expansion. The balloon chosen for this additional expansion shol have a no "
diameter not larger than the diameter of the stent. nominal

Stent removal or replacement:

reotocL | . . " b®signed for implantation and cannot be removed or
rep}%ceg after implantation proceaure is |n|s(lj1ed‘?| P

Registration;
A patient card is inside the package. Stent details, indication and implantation areas are to be
entered. The removabie labels on the package can also be used for this purpose
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ISTALLATION, ASSEMBLY AND MAINTENANCE
nstallation and assembly is not required for the use of this medical device.
The product does not require maintenance and should not be repaired.

VISUALIZATION AND DEIMPLANTATION

The installation of the stent should be carried out under X-ray control.

Previously implanted stents (presence and position) are determined by standard procedures
using X-ray examination.

The blueflow Venous Stent System is designed for implantation and cannot be removed or
replaced after implantation procedure is finished.

STERILITY
The blueflow stent on the delivery system is delivered sterile in a sealed package, sterilization
is carried out using ethylene oxide gas (EO) used as a sterilizing agent.

Do not use if the tightness of the package is broken.
For one-time use only. Repeated sterilization and reuse is prohibited.

SHELF LIFE

The shelf life (guaranteed period of preservation of sterility) is 13 months.
The exact expiration date is indicated on the package.

This medical device cannot be used after the expiration date.

CLEANING AND DISINFECTION

The product is not subject to cleaning and/or disinfection.

This is a single-use product; it cannot be reused, because after the first application it loses the
necessary functional properties. Changes in mechanical, physical and (or) chemical properties
due to repeated use, cleaning, disinfection and (or) repeated sterilization may lead to a violation
of the integrity of the product and (or) destruction of the materials from which it Is made, which,
in turn, contributes to contamination (infection) of the product.

CONDITIONS OF TRANSPORTATION, STORAGE and OPERATION

The products can be transported by all modes of transport in covered vehicles in accordance
with the rules of cargo transportation applicable to each type of transport.

A medical device should be handled with caution. Store in the original packaging in a dry place,
protect from direct sunlight.

During transportation, storage and operation, it is necessary to adhere to the following modes:

Condition During During storage During operation
transportation

Temperature from -20 to +55“C from +20 to +25®@C from +32 to +42RC

Humidity, special the product is resistant

conditions from 30 to 75% from 30 to 65% to biological fluids

(blood)
Atmospheric 101 +10kPa 101 +10kPa 101 +10kPa
pressure

SCOPE OF DELIVERY

The product delivery package Includes (for all versions, the delivery package is the same):
1) blueflow self-expanding venous stent on the delivery system -1 pc.;

2) Patient card -1 pc.;

3) Instruction for use -1 pc.
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Non-pyrogenic

A Magnetic Resonance Conditional (implant only)
|_X

J

WARRANTY OBLIGATIONS

The manufacturer guarantees the compliance of this medical device with the declared
characteristics within the limits of preserving its sterility period, provided that the user complies
with the requirements specified in the manufacturer's operational documentation.

DISPOSAL OR DESTRUCTION

Products that have come into contact with the blood and (or) other biological fluids of patients
should be disposed of in accordance with the requirements for the treatment of medical waste
established by SanPiN 2.1.3684-21 for Class B waste (epidemiologicalty hazardous waste),
and other regulations of the Russian Federation.

Unused products, including expired products that have not come into contact with the biological
fluids of patients, should be disposed of in accordance with the requirements for the treatment
of medical waste established by SanPiN 2.1.3684-21 for Class A waste (epidemiologically safe
waste, composition close to MSW).

ENVIRONMENTAL PROTECTION REQUIREMENTS

Taking into account the fulfillment of the requirements of the operational documentation, the
product does not have a negative impact on humans and the environment during use,
transportation and storage.

LIST OF INTERNATIONAL NORMATIVE DOCUMENTS/STANDARDS THAT MEDICAL
DEVICE COMPLIES WITH

Standard Name

Council Directive 93/42/EEC of Council Directive 93/42/EEC of June 14, 1993

June 14, 1993 concerning concerning medical devices

medical devices

Directive 2007/47/EC of 5 Directive 2007/47/EC of 5 September 2007, amending

September 2007, amending Council Directive 93/42/EEC concerning medical

Council Directive 93/42/EEC devices

concerning medical devices

EN 1707:1996 Conical fittings with 6% (Luer) taper for syringes,
needles and certain other medical equipment

EN ISO 10555-1 Intravascular catheters - Sterile and single-use
catheters - Part 1: General requirements

ISO 14630 Inactive surgical implants - General requirements
catheters
Biological evaluation of medical devices - Part 1

EN I1SO 10993-1 Evaluation and testing within a risk management
process

EN ISO 10993-3 Tests for Genotoxicity,  Carcinogenicity, and
Reproductive Toxicity

EN I1SO 10993-4 Biological evaluation of medical devices - Part 4:
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EN ISO 10993-5
ISO 10993-6

EN ISO 10993-7
ISO 10993-10
~ISO 109"93-11

EN ISO 10993-18

ISO 11135-1

ISO 11138-2:2017

EN ISO 11607-1

EN ISO 11607-2

EN ISO 11737-1

ISO 11737-2

EN ISO 13485

EN ISO 14155

EN ISO 14644-1

EN ISO 14971

EN ISO 15223-1'
DIN EN ISO 25539-2
L
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Bio ogical evaluation of medical devices - Part 5- Tests

for invitro cytotoxinity

~ojogical evaluation of medical devices - Part 6' Tests

for local effects after implantation

Biological evalualion of medical devices - “Ethylene

~id e “sterilization resIHnak cmyiene

yiological evaluation of medical devices - Part 10: tests

for irritation and skin sensitization

Biological evalualion of medical devices -

Tests for svstern toxicity

Nogical evaluation of medical devices -*“ Parf 18

.Chemical characterization of materials

Steriii*on ornealth care products - Ethylefri'Sdd”
art 1. Requirements for development, validation and

Part 11-

sterilization" of ne"aim care products - Biological
nchicators - Part 2: Biological indicators for ethy?ene
oxide sterilization processes A
"kaging for termiSly sterilized medfciTdi*Sir:
Part 1. Requirements for materials, sterile barrier
systems and packaging systems

I Sterilized nTedical ObIEET -

Jequirements for forming, sealing and
assembly proceﬂl/l’\aCI 9 9

sterilization of medical devices - Microbioloaical
methods - Part 1. Determination of a population of
.microorganisms on products

stylization Of medical devices - Microbiolooicif
r r performedh
proeess3”’ maintenance of a sterilization

Requirgrments_for. Irgiigjgey purposes

AUDjacts - Good clinical practice
AT contrdiid"iinn ;AN

Hart 1 Classification of air cleanliness by grtjcle
concentration B nicie

SSI

-gymbols_for use in the labelling nf rryj\r™\ Nip”rirr”
Cardiovascularim ~ts - Endov"S U PPFAA ;IS At
2. Vascular stents



Ich beglaubige hiermit die Ubereinstimmung
vorstehender Abschrift mit der Urschnft/Ausfefdguna.
| hereby certify that the foregoing document is

atrue
Dresden.......
y/n
~ Nofer/Nolary
[assessorin'

als amtlich bestellter Verfreter fQr/
as officially appointed representative of
Prof. Dr. Heribert Heckschon. Notar/Notary
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3ABEPEHHAA KOTIMNA

NHCTPYKUINA
Mo NMPUMEHEHWIO
Ha MeNLMHCKOe n3aenve

«CTEeHT BEHO3HbIV caMmopacLUMPALLLNIACS
blueflow
Ha CUCTEeMe AOCTaBKu»

«YTBEPXOAK» / «<KAPPROVE»

Contract Medical International GmbH
(KoHTpakT Meankan VIHTepHewwnHan
MM6X)

Mognuck

PeHaTe BecTepmMaHH

CTrapwnin meHegxep Mo HOPMaTUBHO-
npasoBbIM BOMpocam

tv

Bepcus 02, 2023 .
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YA#

HAMMEHOBAHWE MEOVWUWNHCKOIO N3AE/1UA

CTeHT BEHO3HbIN camopacwupstowmiica blueflow Ha cucTeme focTaBKu:

1. CTeHT BEHO3HbIV camopacwmpsarowmiica blueflow Ha cucteme JOCTaBKMW, TUNOPA3MepbI:
12 MM X60 MM, 12 mm X 100 MM, 14 MM X 60 MM, 14 MM X 100 MM, 14 MM X 150 MM, 16 MM X
60 MM, 16 Mm X100 MM, 16 MM X 150 MM, 18 MM X 60 MM, 18 MM X 100 MM —1 LUT.;

2. KapTouka nayueHTta - 1wt

3. IHCTpyKUMA NO NpUMEHeHuo - 1 .

PASPABOTUUK/TIPON3BOAUTENB/MECTO NPON3BOACTBA
MEOVUNHCKOIO U3AE/TNA

Contract Medical International GmbH

(KoHTpakT Meamnkan NHTepHenwmnHan MmoX)

Agpec: Lauensteiner StraBe 37, 01277 Dresden, Germany (I"'epmaHus)
+49-351-213 88 88

Email: info@cmi-med.com

YNONHOMOYEHHbIV NPEACTABUTE/b

O6LWEeCcTBO C OrpaHNYEeHHON 0TBETCTBEHHOCTLIO "CIM-KAPANO™

000 "Cn-KAPANO"

Appec: 107076, Poccus, 1. Mocksa, yn. Matpocckad TuwunHa, 4. 23, ctp. 1
Email: sp_cardio@rambler.ru

HA3HAYEHVWE MEOAVWUWNHCKOTIO U3OENTNA

CTeHT BEHO3HbI camopacwmpstowmiica blueflow Ha cucteme goctaBku (fanee nNo TeKCTy
[lOKyMeHTa uMeHyeMble «CTeHT blueflow» un «Cuctema p[octaBku» COOTBETCTBEHHO)
npegHasHayeH A1 NevYeHUs CUMNTOMATUYECKUX OKK/3WA, Moajatolmxcs Aunartayuu,
BbI3BaHHbIX cuHApoMOM Mesda-TepHepa (MTC) ” ApyrUMu  KAUHUYECKUMU COCTOSHUSAMMU,
Tpom603a rny6okux BeH (TIB); npegoTBpaweHns noctrpomboTudeckoro cuHgpoma (MTC) u
apyrux opm o6¢cTpyKumn (BbI3BaHHON OMYXO/Nbk, 006My4YeHMEM) B 06 MX NOAB3AOLUHbIX,
HapY>XHbIX MOAB3L0OLWHbIX NN 6eAPEHHbIX BEHAX.

Bua KOHTAKTA c OPTAHN3MOM YENNOBEKA

CteHT blueflow —wumnnaHTMpyemoe wusgenve, MmMeroliee MNoCTosHHbLIA (6onee 30 cyT.)
KOHTAKT C KPOBbIO.

Cuctema [ocTaBKM - uW3fenue, NPUCOELMHAEMOe W3BHE, MMEKLee KPaTKOBPEMEHHbIN
(MeHee 24 4) KOHTAKT C LLMPKYNUPYIOLLEN KPOBLIHO.

YCNOBWA MPUMEHEHWA, MOTEHUMANBbHbBIN MOTPEBUTE/b

[laHHOe MefAMUMHCKOe W3Aenne MOXeT MNPUMEHATbCA TOMbKO KBanU(QULMPOBaHHbLIMM
Bpayamu, UMeLMMN He06X0AMMbIe 3HAHUSA 415 MPOBEAEHUS UMMNNAHTAL MM BEHO3HbIX CTEHTOB.
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B NIEYEOHbIX 1 N1e4e6HO-NPODNNAKTUUECKUX YUPEXAEHNAX B YCNIOBUAX OMepaLyMoOHHOro 6/10Ka,
OCHALLEHHOTO PEHTreHOCKOMMYECKUM 060pYA0BaHNEM M HEOOXOAUMbBIMU WHCTPYMEHTaMMW ANs
OCYLLECTBNEHNA UHTEPBEHLMOHHbIX BMeLLAaTeNbCTB.

MOKA3AHNA K NMPUMEHEHNIO

CUMNTOMATUYECKME OKK/KO3MMW, NOAJALWMecA AunaTauun, Bbi3BaHHbIE CMHAPOMOM Mes-
TepHepa (MTC) 1 gpyrumMmn KNMHUYECKUMU COCTOAHUAMMU;

- Tpom603 rny6okux BeH (TIB);

- npepoTBpaleHme noctTpoMmboTmnyeckoro cuHagpoma (MTC);
apyrue gopmbl 06CTPYKLMK (BbI3BaHHbIE OMYXO0/bHO, 06/1yYeHEM) B 06LLNX NOAB3AOLLIHbIX,
Hapy>XHbIX NOAB3AOLWHbIX N 6efpPEeHHbIX BEHAX.

MPOTUBOINMOKA3AHWA

MpumeHeHune cTeHTa blueflow NpoTMBOMNOKA3aHO B CAeAyOLWUX Cayyasx:
- MOJIHON BEHO3HOW OKK/H3UM M HEBO3MOXHOCTU HEOOXO0AMMON Aunatauuu, no3BOSSOLLENA
BBECTU CMCTEMY [OCTaBKW.
- He npefgHasHayeH ANs UCMONb30BAHWNA B apTepUanbHO COCYAMCTON cuCTEME.
- HapylweHus remocTtasa 6e3 KoppekuuMuM, B TOM 4uUC/e COCTOAHWSA, MNPENATCTBYHOLLME
afilekBaTHOMY remocTasy B MecTe AocTyna.
- Hann4yme NPOTUBOMNOKA3aHWUIN K aHTUTPOMOOLUMTAPHOM M aHTUKOArynsaHTHON Tepanuu;

MpumevaHwme:

O6wune NpoTMBOMOKAa3aHUA K  MPOBEAEHMIO  YPECKOXHOW  TpaHCAHOMUHANbHOW
aHrMoNNacTUKM COCYAUCTbIX MOPaXKEHUI TakXe MNPUMEHMMbI K MMMOAaHTauuMmM COCYAUCTbIX
CTEHTOB, OCOGEHHO B C/lyYae HapyLleHWs remocrasa.

MPEAYTNPEXOEHWNA

- O3HaKOMbTECb C MHCTPYKLMEN Neped NPUMEHEHUEM.

- TMepep npouefypoit HeobxoAnMa NPOMbIBKA NPOCBeTa NPOBOAHMKA.

- HuTUHON MOXeT BblI3blBaTb annepruyeckmne peakyuu, Tak Kak HUTUHON NpegcTaBnseT cobo
HUKeNb-TUTAHOBbLIA cnnas. Mo3aTomy, ecnu y naumeHTa anneprus Ha HUKenb, crnegyet
NMPOKOHCY/NbTUPOBATLCS C BPa4OM.

- CreHT blueflow n3rotoBneH 3 HUTUHONA. Ero COBMECTMMOCTb CO CTEHTaAMM U3 ApPYrux
maTtepuanoB Mpu NepekpbITUN/YANNHEHUM He npoBepsnacb. [o3Tomy cnegyet usberatb
KOHTaKTa C CTeHTaMM U3 UHbIX MaTepuanoB, KpOMe HUTUHONA.

- CteHT blueflow npegHasHayeH TONbKO AN MNPUMEHEHMS B  OOWMX W HapyXHbIX
NOAB3A0WHbIX BEHaX, U 6efpeHHbIX BeHax. Vicnonb3oBaHWe B apTepuasbHOM COCYAMCTON
CUCTEMEe He peKOMEH0BaHo.

- He wucnonb3yinTe wusgenue, ecnn ynakoBKa WAM COAEPXMMOE KakuM-1nbo o6pasom
MOBPEX/EHbI.

- He wucnonb3yinte pgesvHguuMpylollee CpPeAcTBO AN OYUCTKM  U3denus  nepeq
ncronb3osaHnem!

- OTO0 u3genue npefHasHavyeHO TOMbLKO ANA OAHOPA30BOr0 MCMONb30BaHUA. He mcnonb3yinTe
MOBTOPHO, He CTepunn3yinTe W He nofBepranite aBTOKNaBUpoBaHWtO. [1OBTOpPHOE
MCNONb30BaHMe OAHOPAa30BbIX YCTPOWCTB CO34aeT MNOTEeHUMaNbHbIA PUCK  3apaXKeHMs

CTtpaHuua 3

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



tv

nayMeHTOB WM NoNb3oBaTeneil. 3arpsasHeHWe YCTPONCTBa MOXET MPUBECTU K TpaBMe,
60n1e3HN N cMepTn nauneHta. OUNUCTKa, Ae3NH(EKLMA U CTepUIn3aumns MoryT HapyLwmTb
OCHOBHbIE XapaKTepuCcTUKM MaTepuana U KOHCTPYKUWUW, 4YTO MNpuUBEAET K MOBPEXAEHMUIO
n3genus. MponsBoanTelb He HeceT OTBETCTBEHHOCTU 3a /il0Oble MpsAMble, CydalHble Uamn
KOCBEHHble YyObITKW, BO3HUKLLME B pe3ynbTaTe NOBTOPHOW CTepuansalmMM Uam nNoBTOPHOMO
NCNONb30BaHNA N3Lenns.

N3genne npegHasHayeHo 41S MCMOMb30BaHWA BpayaMu, 06YYEeHHbIMWU TeXHUKE YCTaHOBKM
BEHO3HbIX CTEHTOB, TO/IbKO B 60/IbHMLAX U B YC/IOBMAX OMepaLnoHHOro 6/10Kka, 0CHaLLLEHHOTo
PEHTreHOCKOMnYyeckuM  obopyfoBaHMeM U HEOOXOAUMBIMM  WUHCTPYMeHTamu  And
OCYLLLeCTB/IEHNS MHTEPBEHLMOHHbIX BMELLATE/IbCTB.

He nbiTailTecb NPOABUHYTb CTEHT BMepes, €CAM OlyuLlaeTcs conpoTuBneHue. Bcerpga
NCMNONb3YiNTe PEHTIEHOCKOMMIO, YTO6bI ONpeAenTb NPUUUHY. ECAM NPpUUMHY HEBO3MOXHO
onpefennTb W YCTpPaHWTb, NpekpaTtuTe Npoueaypy W u3BnekuTe umsgenue. JanbHeliwee
NPOABUXEHNE MW BTATMBAHME NPU HAMUYUN CONPOTUBNEHNS MOXKET MPMUBECTU K CEPbE3HON
TpaBme 1U/Mnn NonoMKe MeAULUHCKOrO U3aenus.

He w™oguduunpyinte 310 wu3genve. WM3MeHeHWS MOTYyT TMPUBECTU K  YXYALIEHUIO
(hYHKLMOHMPOBaHUSA. VimeinTe B BMAY, YTO NOMbITKA N3MEHUTHL (DOPMY 3TOr0 M3AeNnsA NyTem
CKPYYMBaHUS UMW aHANOTMYHLIMU METOAaMU MOXET HapyLMWTb LeNOCTHOCTb U MPMUBECTU K
nospexaeHuto cteHTa blueflow, uTO nNpuBefeT K HenpaBUIbLHOMY pasMELLEHUD CTeHTa
blueflow B cocyancToii cetu, n MOXXeT NOTPe60BaTh 4ONONHUTENLHOIO BMeELLATENLCTBA.
Mepes ncnonb3oBaHMEM MPOBEPbTE COBMeCTUMMOCTb CTeHTa blueflow n BcnomorartefibHbIX
N3LENNiA.

He ncnonb3yinTe NPpoOBOAHMK C MakCUMa/ibHbIM AMamMeTPOM, MPEBbILLALWNM YKa3aHHbIA Ha
3TUKeTKe ynakoBku cTeHTa blueflow. MoxeT npou3oliTm noBpexaeHuWe WAM MNoaoMKa
n3genus.

3T0 n3genve AOMKHO MCMONb30BaThCA TONbKO BpavyamMy uUauM Nof PyKOBOACTBOM Bpadeid,
00YYeHHbIX TEXHUKE NPUMEHEHUS CUCTEM AOCTaBKMN BEHO3HbIX CTEHTOB.

Mpn ob6paweHnn co cteHToM blueflow n ero yctaHoBke Bcerga cobniogarite MeToAabl
acenTuKm.

Bo Bpema npouefypbl HeobxoguMmMo ob6ecneymBaTb afleKBaTHYH renapuvHuU3auuio u
KOHTPONMPOBATb reMocTas. PUCK CUCTEMHOIO HapyLleHMsA MPOLLEeCCOB KOoarynsauum fOSKeH
OblTb COMOCTaB/EH C MNOMb30A OT npouefypbl YCTaHOBKM CTeHTa. be3onacHocTb U
ahekTBHOCTL cTeHTa blueflow He 6binM onpegeneHbl ANs MCNONb30BaHWUS Y NaLMEHTOB,
KOTOPbIM MPOTMBOMOKa3aHa aHTUTpPOMOOLMTapHas, aHTUKoarynsaHTHas Tepanua Wan
TpOM6BONUTMYECKME NpenapaThl, UK Y NaUMEHTOB, Y KOTOPbIX HabtohaeTca Koarynonatuu.
MeguumHCK1e MeToAbl U NPoLEeaypbl, ONMUCaHHbIE B 3TOM pasfene, npeAcTaB/eHbl TO/bKO B
KayecTBe npumepa v He npegctasnsatoT BCE npuemnemble ¢ MEAULUHCKON TOYKMU 3peHUs
NPoToKOoNbl. OHWU He npefHa3HayeHbl ANA 3aMeHbl 3HAHWUI WM OMbITa Bpaya MpU Ne4YeHnm
KaKoro-nm6o KOHKPEeTHOro nayueHTa.

Tonbko cTeHT blueflow sBnsetca MP coBmecTuMbIM. He nbiTaiiTeCb NCNOMb30BATb CUCTEMY
poctaBku cteHTa blueflow B ycnosuax MPT.

MEPbI NMPEOOCTOPOXHOCTU

B 3aBUCUMOCTHU OT MOpCbOfIOFI/I‘-IECKVIX N3MeHEH W MPoCBETa BEHbI Nnepen I/IMI'I}'IaHTaLlll/Iel\/lI

cteHTa blueflow MoXeT ObITb BbLLUOMIHEHA aHTMONIACTUKA.

He nbiTainTeck n3sneub cTeHT blueflow 13 cuctembl goctaBku nepes Mcnonb30BaHUEM.
He npumeHsAlriTe opraHuyeckne pactsoputenu (HanpumMep, CAUPT) K cCUCTeMe AOCTaBKMU.

CtpaHuua 4

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



ti'

He npopgBuraiiTe cucTeMy [0CTaBKM 6e3 MPOBOAHWKA, BbICTYMAlOWEro AWUCTanbHO OT
HaKOHEYHMKa.

MOTEHUWMAJIbHBIE OCJTOXKHEHUWA N BO3MOXXHbIE
HEXENATEJ/IbHbIE NMOCJ/IEACTBUA

TOoNbKO Bpayu, 3HAKOMble C BO3MOXHbIMU OC/TOXXHEHUAMW, MOTYT UMMIAHTAPOBATb CTEHT
blueflow. OcnoXxHeHUs MOTYT BO3HUKHYTb Kak BOBpPeMs, Tak 1 nocse npouesypbl. Bo3MoXxHble
OC/NOXKHEHWSA BKHOYAIOT:

- HeypauHoe pa3BepTbiBaHUe cTeHTa blueflow

- Ortkas cuctembl goctaBku cteHTa blueflow

- HenpasunbHaa umnnaHTauusa cteHTa blueflow (HeageksaTHOe KpenseHue, CMeLLeHNe K3-3a
HefocTaTOYHOro AnameTtpa cTeHTa blueflow)

- Muwurpaumsa nnn cmeuleHne cteHta blueflow

- Tpomb60o3 cteHTa blueflow, okknto3ua cteHTa blueflow

- Mepenom cTeHTa blueflow

- KpoBoTeueHue

- Annepruyeckue peakuuv Uam peakumm runepyyBCcTBUTENIbHOCTY
TMNoTeH3ns, WOoK

- [ematoma B MecTe YCTaHOBKM CTEHTa, MeCTe COCYAWMCTOro AocTyna, 3abplWnHHOM
npoCcTpaHCcTBe
MoyeyHas HefOCTATOYHOCTb
bonb

- [oBpexaeHne cocyfoB (BK/OYas pacceyeHue, paspbiB, rematomy, fcesf0aHEBpU3MY) B
MecTe CTEHTUPOBaHWA U B MeCTe YCTAHOBKM KaTeTepa COCyAMCTOro focTyna
O6pasoBaHne apTePUOBEHO3HON PUCTYNbI
Hekpo3 TKaHel

- OpraHHas HegoCTaTo4yHOCTb

- WHdpekuuns

- Jluxopagka

- Cencuc

- WNuwemuns KoHeyHoCTeW

- 'vnepTteH3us

- Tpom603M60/IMA NEeroyYHoM apTepun, Bo3gyLLHas aM601u1s

- Lepe6bpoBackynspHas gucthyHkumnsa (mHcynot, TUA)
CeppeyHass W cepheyHO-COCyAMCTas AUCHYHKUMA (rMnepToOHUSA, WHMapKT MuokKapaa,
0CTaHOBKa cepAaua)
CwmepTb

OMNMNCAHVE MEOVUWHCKOTIO U3OENTNA

Blueflow cocTonT 13 fBYX OCHOBHbIX KOMMOHEHTOB: MJieTeHoro cteHTa blueflow n cuctemel
[0CTaBKMW.

CocyAnCTbIiA [OCTYN OCYLLEeCTBASAETCA C MOMOLLbIO CTAaHAAPTHON YPECKOXXHOW TEXHUKK
(metoguka CenbfuHrepa) C NpUMeHeHWEM COCYAWCTOro MHTpofbtocepa pasmepom 10 F wu
HanpaBnsoLWwero nposogHuka gnametpom 0,035 gtorima (Makcumym 0,95 MM). MUHUMAaNbHbINA
BHYTPEHHWUI [MaMeTp COCYAMUCTOr0 WHTPOAblOCEpa, KOTOPbIA MOXET OblTb WCMO/Mb30BaH.
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coctaBnser 3,38 MM. PeHTreHOCKONMUYeCcKui KOHTPOJ1b H606XOAI/IM Ana  aHaTOMWYeCKU
npasmanof/’l YCTaHOBKW CTEHTa.

CrteHT blueflow
CteHT blueflow saBnseTca camopacWUpAOWMMCA W 3arpy>XeH [0S BBEAEHUA U

pasBepTbiBaHMA B cucTemMy goctaBku. CTeHT blueflow npoussogutcs B pasninyHbiX pasmepax
(Tabnuua 1 Tunopasmepsbl cTeHTa blueflowTa6HHNa 1. Tunopa3smeps! cTeHTa blueflow) .

Tabnuua 1. Tunopasmepsl cTeHTa blueflow

OvnameTp (MM)

12 mm 14 mMm 16 Mmm 18 mm
S
S
a 60 Mm
a
100 v v
150 Mm v

CteHT blueflow wu3rotoBneH un3 OWMOCOBMECTUMOrO crnjaaBa HWUTWHONA, 55% HuKens
c6anaHCMpPOBaHHOIO TWUTAHOM, C [AOMIFOCPOYHLIM ONbITOM 6€30MacHOro MNPUMEHEHUS B
NPOU3BOACTBE MEAULMHCKNX U3LENNIA, B TOM YMCNE CTEHTOB.

Cuctema /:\octaBku
Cuctema gocTtaBku (Pucyrok 1. Cuctema foctaBkuPucynok 1. Cuctema LOCTaBKK) NpeacTasnseT

co6oi1 kaTeTep kanun6pa 10 Fr ¢ gnvHoi cTep>xHs 100 cM, B KOTOPbIA NpeBapMTeNbHO 3arpyXeH
BEHO3HbII1 CTEHT,

PucyHok 1. CucTema gocTaBKM
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Cuctema goctaBku cTeHTa blueflow cocTomT m3 yacTeid, yKasaHHbIX HKe (PUCYHOK 2.
Cuctema [OCTaBKM CTeHTa C MapKUPOBKOW OTAENbHbIX KOMMOHEHTOBPHCYHOK 2. Cuctema
[OCTaBKW CTEHTA C MapKMPOBKOW OTAE/bHbIX KOMMOHEHTOB).

PUCyHOK 2. CucTema OCTaBK/ CTeHTa C MapKWPOBKOI OTAENbHbIX KOMMOHEHT OB

(10) bBenblii peHTreHOKOHTPACTHbI HAaKOHEYHWK KaTeTepa

(20) TlpocseT NpoBOAHUKA

(30) TneTeHbI Hapy>XHbIA WapT

(40) PeTpuBep cTeHTa

(50) Tonkatens CTeHTa

(60) TMMnacTukoBasa TpybOKa TONKaTens

(70) dopmoBaHHada gucTanbHas pyKoATKa

(80) Pa3mep cTeHTa, HanevyaTaHHbIN KpacKol

(90) Mpo3payHbIil Y-06pa3Hblii kKnanaH Touhy-Borst ¢ 60KOBbIM 0TBETBNEHMEM J1t03p
(100) Mapkep gns OCTaHOBKM PeTpuBepa CTeHTa C 1a3epHOn MapKUPOBKOA
(110, 120) BHYTpeHHUE 1 HapyXXHble TPYOKM ToNKaTens

(130) @PopmoBaHHaa NpoKcUMasnbHasa pyyka c pasbemom J1io3p

NHpopmaymns o 6e30nacHOCTM MarHUTHO-pe3oHaHCHoM Tomorpadgum (MPT)

YcnoBHasd COBMECTUMOCTb C MarHI/ITHO-peSOHaHCHOI‘/'I TOMOFpa(b nei
T [JoKnnHnyeckne wuccnefoBaHnUa MoKasann, 4to cTeHTbl blueflow saBnstTCca ycnoBHO
COBMecCTUMbIMU ¢ MPT.
Tonbko cTeHT blueflow siBNseTCS YCNOBHO COBMECTUMbIM ¢ MPT,
He nblTainTecb NCNONb30BaTb CUCTEMY [OCTABKM CTeHTa B yc/oBuax MPT.
MauneHT c ycTaHOB/IEHHbIM CTEHTOM blueflow MoXeT 6e30MacHO NPOXOANTL UCC/IeL0BaHME
B MP-TOMOrpage, COOTBETCTBYIOLLEM HVDKEMEPEUYNCIEHHBIM YC/TOBUAM:
- NOCTOSAHHOe MarHuTHoe none 1,5 Tecna (1,5 Tn) nnu 3 Tecna (3 Tn);
- MakCUMa/bHbIn NPOCTPAHCTBEHHbIA rPagMeHT MNos:
e 5180 I'c/em (51,80 Tn/m) gnsa cuctem ¢ nonem 1,5 Tn;
e 2590 I'c/cm (25,90 Tn/m) gnsd cuctem ¢ nonem 3 Tn;
- MakcumanbHasa coobwaemasn gna MP-Ttomorpada yensHas MOLWHOCTb NOT/OLWEeHNs
(SAR), ycpeagHeHHas Mo Bcemy Teny:
e 10BT1/krnpu 1,5Tnun3Th.
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PagnoyacTOoTHbI Harpes

OxXunpaetcd, UTO B OMpefefieHHbIX Bbllle YCNOBMAX MaKCMMasbHOE MOBbILEHME
Temnepatypbl ansi cteHToB blueflow, ycTaHOBAEHHbIX B 06W WX NOAB3AOLLHbLIX, HaPY>XHbIX
NoAB3L4OWHBbIX W 6efpeHHbIX BeHax, OyaeT cocTaBnAtTb MeHee uvem 7,0 °C uepe3 15 MUHYT
HenpepbIBHOr0 CKaHNMPOBaHWUA.

BHumMaHune!
PagnoyacTOTHbIA HarpeB HECOM3MepUM C  HaNpPsHXKEHHOCTbK MOCTOSHHOrO  MONA.

YcTpoiicTBa, He o06HapyXwuBawlwme Harpea npyv OALHOW HanNpPsHXKEHHOCTW MONsA, MOryT
AEMOHCTPUPOBATbL BbICOKME 3HAYEHUSI MECTHOFO Harpesa Npu APYroi Hanps>KeHHOCTW Nons.

Aptedakt MPT
Mpn LOKAVHUYECKUX MUCCNefoBaHUAX apTedakT n300paXKeHns, Bbi3BaHHbIA YCTPOWCTBOM,

pacnpocTpaHseTca npnénnsmtensHo Ha 0,7 cm oT cTeHTa blueflow, ycTaHOBMEHHOrO B 06LWMX
NOAB3AOLHbIX, HAPYXXHbIX MOAB3AOLIHbLIX U 6e4peHHbIX BeHaX, Npy BM3yann3auum ¢ NoOMOLLbIO
nocnegoBaTesibHOCTU UMNYNbLCOB FPafNeHTHOro 3xa B MP-Tomorpade ¢ nonem 3 Th.

TEXHNYECKUME XAPAKTEPUCTUKW MEONUNHCKOIO U3OENNA

CTteHT blueflow

FabapuTHble pa3mepbl cTeHTa blueflow

B tabnuue (Tabnuua 2. MabapuTHble pasmeHbl cTeHTa blueflowTaOntma 2. Ma6apuTHble
pasmepbl cTeHTa blueflow) npuBefeHbl rabapuTHble pas3Mepbl CTEHTa AN BCEX BapuaHTOB
NCnonHeHns (TMNopasMepos).

Tabnuua 2. MabapuTHble pasmepsl cTeHTa blueflow

Tunopasmep  BHeWHMiA 0 packpbIToro [/MHa pacKpbITOro CTeHTa, MM CooTHoLLIeHMe
CTeHTa CTEHTa, MM (haKTUYECKNX
HomvHan, MwuH. Makc. Homuman.  MuH.  Makc. ggg;pb;.:'oﬂgacﬂgﬁg
12x60 125 12,0 13,0 60,0 55,0 65,0 4.80 (+0,62/-0,57)
12x100 125 12,0 13,0  100,0 95,0 105,0 8.00 (+0,75/-0,69)
14x60 145 14,0 150 60,0 55,0 65,0 4,14(+0,50/-0,47)
14x100 14,5 14,0 150 1000 95,0 105,0 6,90 (+0,60/-0,56)
14x150 145 14,0 150  150,0 145,0 155,0 10,34 (+0,73/-0,68)
16x60 16,5 16,0 170 60,0 55,0 65,0 3.64 (+0,43/-0,40)
16x100 16,5 16,0 17,0  100,0 95,0 105,0 6,06 (+0,50/-0,47)
16x150 16,5 16,0 17,0  150,0 145,0 155,0 9,09 (+0,60/-0,56)
18x60 18,5 18,0 190 60,0 55,0 65,0 3.24 (+0,37/-0,35)
18x100 18,5 18,0 190 1000 95,0 105,0 541 (+0,43/-0,41)
Mpumeyanue: MpeaenbHO 4oNyCTUMOE OTK/IOHEHME COCTaBnseT He 60/1ee £5%, ecrimHe ykazaHo
vHoe.
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DyHKUMOHaNbHble XapakTepucTuku cteHta blueflow

Tabnuua 3. PYHKUMOHa/IbHbIE XapaKTepucTukn cTeHTa blueflow
MapameTp/xapakTepmucTmKa TpebosaHus
MUHUManbHbIA pagnyc 10

neHernba CTeHTa, MM
Y CTORUMBOCTb K PaspyLLeHnto Harpy3ska, Heo6xogumas A5 Toro, 4Tobbl BbI3BaTb CXKaTue

Mp1 NA0CKONapanienbHo CTeHTa no Bceid pAavHe Ha 50% OT M3HAYaNbHOTO

Harpy3ke PaccToAHMA MeXay CTeHKaMu, [O0/DKHO COCTaBNATb He
meHee 6 H.

JIOKabHOE CXKaTHe CTeHT [0/KeH BbIflePXNBaTh NOCTOAHHYIO AedopmMaLiunio

MpW NoKanbHOW (TOYEYHOI1) HarpysKe.

Mocne NOKanbHOTO CXaTus  CTeHTa, MNPUNOXKEHHOIO
nepneHANKYNSpHO K MPOAONbHOW ocK yCTpoiicTBa, Ao 50%
AviameTpa [l0/MKHO Hab/oaaThCsl NOMHOE BOCCTaHOB/EHME
reomMeTpun OpMbl CTEHTA.

14 PaguanbHoe ycunme PagmanbHoe ycunue (pacluMpeHuns M cXKaTus), Bbl3BaHHOE
camopacwumpslowmumecsa cTeHToM coctasnset; 0,004 - 0,046
H/Mmm.

Cucrtema gocrtaBku

Maccora6apv|THb|e MW OCHOBHbBIE pa3mMepbl
B 3aBMCMMOCTM OT TMMopa3Mepa 3arpy>KeHHOro BEHO3HOr0 CTEHTa CUCTEMbl [OCTaBKU
OTAnYatoTCs 06LWel ANNHO.

PucyHOK 3. CicTeMa OCTaBKM C YC/I0BHbIMU 0603HaYEHUAMIN pa3MepoB

C
- - — o 7] == Hpm

A

YcnoBHoe 0603HaueHne HanmeHoBaHune pasmepa

A O6wasn gnvHa

B AdpdhekTnBHAA AnnHa (ANNHA CTEPXKHS)
C BHewWHWA anameTp CTEPXKHS
D

BHYTPeHHUIA frameTp CTEPXHS

CTtpaHunua 9
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Ta6nnua 4. FTabapUTHbIE N OCHOBHbIE Pa3Mepbl CUCT EMbl AOCT aBKM

Tunopasmep
CTeHTa, MM

12x60
12x100
14x60
14x100
14x150
16x60
16x100
16x150
18x60
18x100

A
(Mm)
1252
1310
1261
1321
1398
1270
1333
1413
1278
1349

B C D
(Mm) (Mm) (Mm)
1000,0 3,30 10

®YHKUMOHAIbHbIE XapaKTEpPUCTUKY

Tabnuua 5. OYHKLMOHaNbHbIE XapaKTepUCTUKN CUCTEeMbl 4OCTaBKu

MapameTp/xapakTepucTuka

MpOYHOCTbL COeANHEHNIA

MpoyHoCTb TPY6OK Npwn
pacTsHXKeHuu

Y CTONYMNBOCTb K
nsrnoéy/nepernoy

Ycunue, He06xoaumoe ans

PacCKpbITNUA CTEHTA

Pasbem /lyep

TpeboBaHua

Bce coegnHeHns mexay oTAeNbHbIMW YacTAMU CUCTEMDbI
[0CTaBKW [ONXKHbBI 0CTaBaTbCA HEMNOBPEXAEeHHbIMU Moc/e
NPUNOXKEeHUA NPOLOSLHOro yeunus 35 H.

Tpy64yaTble 4acTu CUCTEMbI LOCTaBKU LOMKHbI
Bblgepxueartb ycunme 35 H.

Cuctema 4oCTaBKM fONMXKHA 06ecrneyvmBaTb BO3MOXHOCTb K
n3rnby/neperndy, KOTopbii MOXeT NoTpe6oBaTbCA Npu
BbINOSIHEHUWN JOCTYNa U LOCTaBKW.

Mpn MMHMMaNbLHOM paguyc nsrnba, pasHom 10 Mm He
[O/HKHO HabnoaaTbCA YXYALWEHNS BHELWHero suga v
3KCNyaTaunoHHbLPC CBOWCTB CUCTEMbI JOCTABKW.

He 6onee 30 H

B cucTeme goctaBKM NpUCyTCTBYHOT fBa Jlyep pasbema: 45 MPOMbIBKM MPOCBeTa MPOBOAHMKA U
Ans NpoMbIBKKU npocBeTa cTeHTa (Y-06pasHblii pasbem Tuohy).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 4. lyep pasbembl CUCT EMbl JOCT aBKy

Pa3bem /19 NpOMbIBKA

Pasbem /1t MPOMbIBKY MNPOCBETa NPOBOAHMKaA

MpocBeTa CTeHTa

Jlyep pasbembl COOTBETCTBYHOT TpeboBaHusiM cTaHfapTa ISO 80369-7.

PeHTreHonpo3payHOCTb

Tabnuua 6. PeHTTreHonpo3payHoOCThb KOMNOHEHT OB N34enus

KomnoHeHT OnwucaHue
CTeHT BugeH npu 06bIYHOW peHTreHorpapum
c MapKepHas nonocka BuaHa npu o6bI4HOW
ncrTema foCTaBKu DEHTreHOrpathum
HakoHeuHUK BuaeH npu o6bIYHON peHTreHorpagpum

NMEPEYEHb MATEPUAJTIOB XXBOTHOIO U (MN1N) YEJTOBEYECKOIO
NMPOUNCXOXOEHNA

CTteHT blueflov/ n Cuctema foctaBkM He cofepXkaT maTepuanbl XWUBOTHOTO u (Mnn)
4e/I0BEYECKOI0 MPOUCXOXKAEHMS.

NAHHBIE TOCYAAPCTBEHHOIO PEECTPA JIEKAPCTBEHHbIX
CPEACTB

CteHT blueflow n Cwuctema A0CTaBKM He COAepXKaT NeKapCTBEHHbIX MpenapaToB W
(hapmaLeBTMUECKMUX CYyBCTaHLMiA.

Crocob NPMMEHEHNA

PekomeHayeMble MaTepuanbl (He BXOAAT B COCTaB):

- uHTpoabtocep IOFr

- npoeoAHuk 0,035" (0,89 mm)

- CTepubHbIe WUl C pa3beMoM J1103p A1 NPOMbIBaHUA

- CTEPWNbHbIW, renapuHU3NPOBaHHbINA (PM3NO0IOTNYECKNIA CONEBOI pacTBOP

Y6eAnTecb B COBMECTUMOCTM C APYTMMU MEAULUHCKUMUN U3AENUSMU, UCMOMb3YEMbIMUA BO
BPeMsi NpoLeaypbl UK YXKe UMMNAHTUPOBAHHbIMU.

CrtpaHuua 11
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MpumMeuaHue - MokasaHus, NPOTMUBOMOKA3aHUS 1 NMPUMEHEHNE BbILLIEYKA3aHHOMO M3Aenns
[OMKHbI BCEra COOTBETCTBOBATh AE/CTBYIOLMM MEAULMHCKAM CTaHaapTaM. Heobxoanmo
COONIAATL YKa3aHUs 1 peKoOMeHJaLu1 COOTBETCTBYIOLLMX MEANLMHCKIX accoLauuii.

Bbl60op cTeHTa

MpaBunbHbIV pasmep cTeHTa blueflow nmeeT pelatowiee 3HayeHWe ANA NPaBUALHOIO
NO3ULNOHMPOBAHUS U NPeaoTBpaLleHns Murpaumm cteHTa. Mpu BbIGope NOAXOAAWEr0 pasmepa
cteHTa blueflow yuuTbiBailTe yKopouyeHue CTeHTa B 3aBUCMMOCTM OT AgmameTpa cocyjda, Kak
yKasaHo B Tabnuue Huxe (Tabnuua 1. Bbibop noaxopsduwiero pasmepa cteHTa blueflow B
3aBMCMMOCTM OT AnameTpa cocygaTabnuua 7. Beibop noaxoasuiero pasmepa cteHta blueflow B
3aBHEMMOCTH OT juameTpa cocyaa).

Mepes wvMNNaHTauuel CcTeHTa HeO6XOAMMO W3MEpUTb AWameTp cocyja W LAUHY
MOBPEXAEHUSA.

[vnameTp cTeHTa fomKeH 6biTh Ha 10-20% 60/bLe AuaMeTpa BeHbI.

CTeHT fO/MKeH 6bITb He MeHee YeM Ha 1CM A/IMHHee 06CTPYKTUMBHOIO nopaxeHus seH (0,5
CM aucTanbHo; 0,5 cM NPoKCUManbLHO).

HanoxxeHve CTEHTOB He nNpoBepsnoCb. PeKOMeHAyeTCs WUCNonb30BaTb OAWH CTEHT
COOTBETCTBYHIOLLErO pasmepa.

Tabnuua 7. Bbibop nogxogsuiero pasmepa cteHTa blueflow B 3aBucnmocTn 0T guameTpa cocyda

Pa3Mep NOMHOCTLIO PACLLMPEHHOTO CTeHTa HomuHasbHbIA O cocypa U imHa
Pa3mvep MMNIaHTUPOBAHHOTO CTEHTA
Katetepa BHewHuii  HomuHanbHasi ~ PakTuyeckas 0 [nnHa 0 [nuHa
0 cTeHTa LNMHa O/vHa cocyia Crtenta  cocyga  CreHTa
Fr (mm) MM MM MM MM MM MM MM
60 61 64 70
12 100 104 11,5 109 10 119
60 64 69 76
14 100 105 13 113 11,5 124
10 150 156 169 185
(3,30) 60 65 72 8l
16 100 104 15 115 13 129
150 156 169 190
60 64 74 8l
18 100 106 165 121 = 133

Mpuveyarme: MpeaenbHO A0MYCTVIMOE OTKIOHEHVE COCTABNAET He Gonee 5%, ec/ii He YKa3aHo MHOe

MNoprotoBka

Mpouenypa Bcerpa Tpebyet peHTreHockonuu. CteHT blueflow acentuuyeckn n3snekaetcs
13 YNakoBKM HENoCpeACTBEHHO Mepes npouefypoil. MposepbTe, He MOBPEX/AeHA NN YNakoBKa
W1 n3genve: NoBpexAeHHOe U3eNne He JO/HKHO MEenob30BaThCs.

B cnyuyae cTeHo3a wunv pybueBaHUs BeH (NpM YMeHbLUEHWUW [MamMeTpa BeHbl) cregyet
BbINOMHUTL 6aNNIOHHY0 aHIMONNAcTUKY 40 HOPMa/bHOro AnameTpa cocyja 0 BbICBOOOXAEHUA
camopacLUMpAIOLLErocsa CTeHTa.
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CocyaucTblii 4OCTyMN, HEOOXOANMbIE MaTepuasibl U COBMECTUMbIE U3aenms

CocyaucTbliA  focTyn [OCTUraeTcs C MOMOLWLbIO CTaHAAPTHON UPECKOXHOW TEeXHUKM
(meToamka CengmHrepa) ¢ COCYAUCTbIM KaTeTEPOM-UHTPOAbOCEPOM Kannopom IOFr (MUHUMYM
3,5 MM) 1 npoBogHuKom guametpom 0,035 pgroima (makcumym 0,95 MM). MUHUMaNbHbI
BHYTPEHHUI  AMaMeTp COCYAWCTOr0  KaTeTepa-WHTPOAbHCepa, KOTOpbIA  MOXeT  ObITb
1Cnosb3oBaH, cocTtasnseT 3,38 MM. Bo BpemMa MaHWMynAUMIA C CUCTEMOI LOCTAaBKU MPOBOAHUK
BCerfa fJo/HKeH ocTaBaTbCsA B NMPOCBETE NPOBOAHMKA CUCTEMbI JOCTaBKMN.

MmnnanTtayms cteHTa blueflow

Mepen BbicBOGOXAeHWEeM cTeHTa blueflow 6/10KMpoBKa pasBepTbiBaHUSA A0/MKHA OblThb
[leakTMBMpOBaHa nNyTem OTKpbITUA KnanaHa Tuohy-Borst. BnokupoBka npepoTBpalLaer
HenpegHaMepeHHOe WA MNpeXxAeBPeMEeHHOe pa3BepTbiBaHWE CTeHTa BO Bpemsi paboTbl C
YCTPONCTBOM. He OTKpbIBaiiTe KnanaH Ao AOCTUXEHUS MecTa MMnaaHTauun!

UT06bI 0cBO60AMTL CTEHT blueflow, Bpay BbINOMHAET XapaKTepHbIi MaHEBP A4BYMS pyKamu,
onucaHHbIN 34eCb ANS NPaBLK;

1 MpaBunbHOe nonoxeHwe n pasmep crteHTa blueflow - BbicTynas 3a npegensl
AWNCTAaNIbHOTO M NPOKCMMANbHOrO0  KOHLUOB  OKKMO3UM, MOATBEPXAAKTCH
(hnoopocKonuyeckn. HakKOHEYHUK PEHTreHOKOHTPAcTHOro KarteTepa WM Mosnoca
PEHTFEHOKOHTPACTHOr0 MapKepa BU3yanu3nupytoT AUCTaNbHbIA U NPOKCUMAaNbHbIN
KOHeL, 3arpy>XeHHOoro CTeHTa.

2. PasBepTbiBaHWe - 3TO Onepauus, coBepllaeMas ABYMS pykamu. JleBas pyka Ha
ANCTanbHOM 3axBaTe CMeLW|aeTcs K HemnoABWXHOW MpaBolii pyKe, KoTopas
yAepXXUBaeT NPOKCMMalbHbIA 3axBaT CTaLMOHapHO. Ba)Ho, 4To6bI npaBas pyka
OocTaBafacb MOMIHOCTbIO HENOABMIKHOIW; B MNPOTUBHOM C/ly4vyae 3TO M3MEHMUT
MONOXEHMe CTEHTA B 30He OKKNHO3UN. ITO ABMXKEHME BbICBOBOXAAET 3arpPyXXEHHbIN
CTEHT M3 Hapy>XHOro WwadTa CUCTEMbI JOCTaBKMU.

3. Tlepef NOAHbIM 0eBOGOXAEHWEM CTeHTa Bpay MNpPOBepsieT MNPaBULHOCTb €ro
yCTaHOBKW. TMpnM HeOBXOAMMOCTM CTEHT BCe elle MOXHO BTAHYTb 06paTHO B
cucTemy, noka MapKepHoe KO/bL0 Ha MeTan/Myeckol TpyoKe TonKaTens Bce elle
BUAHO.

4. YT1obbl nepecTtaBuUTb Uu yganuTs cTeHT blueflow Bo BpeMsa npouenypbl, OCTOPOXHO
0TOABUTaNTe AUCTANbHYIO PYYKY, YAepXuBas MPOKCUMasibHYK PY4YKYy Ha MecTe.
MpuknagHaa cuctema BepHeT cTeHT blueflow o6paTHO B KapmaH gns CTeHTa.

5. OKOH4YaTeNbHO BbICBOOGOAMTE CTEHT, MOJIHOCTbID OTTAHYB AUCTa/bHbIA 3axBat

|'[ Hasaf, YAepXXunBasi NpaByo pyKy abCcoMOTHO HENoOABUXKXHOIA.

YoaneHne cUCTeEMbI AOCTaBKU

Mocne TOro, Kak cteHT blueflow NONHOCTLIO 0CBOBGOX/AEH W PacKpbIT B MPOCBETE BEHbI,
cucTeMa [0CTaBKM 3aKpblBAaeTCA M OTBOAMUTCA M3 cocyfa Mo NPOBOAHWMKY, KOTOPbIA yaansetcs
nocnegHum. Mocne passepTbiBaHUs cTeHTa blueflow nHorga moxeT noTpe6oBaTbCa pacliMpeHune
CTeHTa C NOMOLWbt0 6GanOHHOMW aHrMOMAacTUKU A5 MOJIHOrO PacKpbITUA CTeHTa. BbasioH,
BbIGPaHHbIN 415 3TOr0 AOMONHUTENbHOTO PacLUMpeHns, AO/MKEH UMeTb HOMUHANbHbIN guameTp,
He NpeBblLIAlOW NI AnameTp CTeHTa.

YpaneHne iy 3amMmeHa CTeHTa
CteHT blueflow npegHasHayeH gns MMNAaHTauMM U He MOXKET ObITb YaneH WAn 3aMeHeH

rnocne 3aBepLUeHNs NpoLeaypbl UMMAAHTALNN.
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Peructpauusa

BHYTpVM ynakoBKM C M3[e/IMeM HaxOAUTCA KapTouyka MauueHTa. B Hee cnefyeT BHecTu
[aHHble O CTEHTe, MOKa3aHMAX U MeCTe YCTaHOBKM. Takxke A5 3TON Lenu MOXHO UCMO/b30BaThb
CbeMHble 3TUKETKN Ha YNaKoBKe.

MOHTAX, YCTAHOBKA N TEXHNYECKOE OBCJ/Y)>XVIBAHUVE

[na npuMeHeHns JaHHOro MeVLMHCKOrO U3enns yCTaHOBKa U MOHTaX He TpebyeTcs.
N3genvie He TpebyeT TEXHMYECKOTO 0OCNYXUBAHUA N He MOLNEXUT PEMOHTY.

BU3YANTN3ALNA

YCTaHOBKa CTEHTA [JO/KHA NPOBOANTLCA MOA PEHTTEHOCKOMMYECKUM KOHTPO/EM.
PaHee MMNNAHTUPOBAHHbIE CTEHTHI (HannUuue 1 NOMOXKEHNE) ONpeAenstoTCs CTaHAapTHLIMM
npoueaypamMmn ¢ NOMOLLbIO PEHTreHorpaguyeckoro NccnefoBaHus.

CTEPWIBHOCTb

CteHT blueflow Ha cucTteme p[ocTaBkM MOCTaBNSETCA CTEPUSIbBHBIM B TFepMETUYHON
YyNakoBKe, CTepunnsauus ocyLLecTBNAETCA NPY NOMOLWM rasoobpasHoro atuieHokcuga (30),
MCNO/b3yemMOoro B Ka4ecTBe CTepU/IN3YIOLLErO BeLLeCcTBa.

He ncnonb3oBath, €CIN HapyLLeHa repMeTUYHOCTb YNaKoBKU.
Tonbko [/ 0[HOPA30BOr0 UCMOMb30BaHWs. [lOBTOpHas CTepunMsauus 1M MOBTOPHOE
MCMONb30BaHNE 3anpeLLeHo.

CPOKrogHocTwm

CpoK TOfHOCTV (rapaHTUPOBAHHbI CPOK COXPaHeHWUs CTePUNbLHOCTM) cocTaBnsieT 13
MecsiLeB.

TouHasa gaTa OKOHYaHMS CpPOKa FOAHOCTU yKa3aHa Ha ynakoBke.

[laHHOe MeJULMHCKOE U3fenne Heb3a CNOo/b30BaTh MOCAe OKOHYaHNsA CPOKa FOAHOCTM.

OUYNCTKA N AESNHDEKUNA

M3fenue He NOANEXUT OYUCTKE U/MNN Ae3NHGEKLMN.

310 um3genve OLHOPA30BOr0 MCMOMb30BaHWA; €ro Henb3s WCMNob30BaTh MOBTOPHO,
MOCKO/bKY MOC/ie MepBOro MNPUMEHEHUA OHO YyTpayumBaeT HeoOXOAUMble (YHKUWOHANbHbIE
cBOWCTBa. V3MeHeHMe MexaHMYecKunX, nU3n4eckmx n (Uam) XMMUYECKMX CBOWCTB BCMeACcTBUE
MOBTOPHOrO MPUMEHEHWS, OYUCTKKU, Ae3nHpeKuMn n (MNn) NOBTOPHOW CTepUNM3aLny MOXeT
MPUBECTN K HapyLUEHWUIO LeNOCTHOCTU M3genns v (Unv) paspyLLieHnio MaTepuanos, 13 KOTOPbIX
OHO W3rOTOB/IEHO, 4TO, B CBOK OYepedb, CMNOCOOGCTBYET 3arpsAsHeHuto (MHMULMUPOBAHUIO)
n3genus.
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ycnosmnd TPAHCINOPTUNPOBKU, XPAHEHUA N SKCTUJTYATALWN

M3menus TpaHCMopTUPYHOT BCEMMW BUAAMMW TPAHCNOPTA B KPbITbIX TPAHCMOPTHbIX CPeACcTBax
B COOTBETCTBMU C NpaBUIaMU NepeBO3KU rPy30B, AeCTBYIOLMX HA TPAHCMOPTE KaX4oro BuAa.
C MegUUMHCKUM u3aenvemM CTOMT 06paulaTbCs C  OCTOPOXHOCTbIO. XpaHuTb B

OpWTVHaNbHOW YNakoBKe B CYXOM MECTE, 3alMLLaTh OT NPAMbIX CO/THEUYHbIX NyYeid.
Bo Bpems TPaHCMOPTUPOBKU, XpaHeHWW W 3KcnayaTauum, Heo6XoAMMO NPUAEPXKMBAThHCA

CNesyoLNX PEXUMOB:

Ta6mua 8. PesKuMbI TPaHCNoOpTUPOBKM, XPaHeHUM 1 3KCrayaTalun

Pexxnmbl Mpu Mpu XpaHeHUK Mpun akcnnyatayun
TpPaHCNOPTUPOBKe
Temnepartypa oT -20 go +55°C oT +20 po +25°C oT +32 no +42°C
BnaxHocTb, n3genuve ycToumeo K
0cobble ycnosus 0 0 BO34eNCTBUIO
ot 30 go 75% oT 30 fo 65% 6110710 MY ECKIX
Xunakocter (KpoBu)
ATMOCKEpHOe 101 +10kMa 101 +10«[Ma 101+10kMa
faBneHune

KOMMNEKT NMOCTABKU
B KOMMAEKT NocTaBKW W3Aenus BXOAWUT (41 BCeX BapuaHTOB WCMOMHEHWS KOMMIEKT

NOCTaBKM O4NHAKOBY):
1) CTeHT BEHO3HbIN camopaclunpstowmincs blueflow Ha cucteme goctaBkm - 1 WwT.;

2) Kaprtouka nayueHta- 1uwr.;
3) VIHCTpyKUUSA NO NpUMEHEHUIO - 1 WT.

YINAKOBKA

OpHa cucTema [OCTaBKM, C 3arpy>eHHblM camopacwumpsaowmmea creHTom blueflow,
3aKpensseTcqd Ha MOANOXKKe, KOTOpas YnakoBblBaeTcA B nakeT Tyvek (MHAvBupyanbHas

yNaKoBKa).
MakeT Tyvek nomellaeTcs B KOPOOKY M3 KapToHa (MOTPebuTenbCcKas ynakoBka).

Kaxablii nakeT v ynakoBKa MapkupyroTcsa. Kaxaas ynakoBka CHabXeHa UHCTPYKLMel no

MPYMEHEHNIO N KapTOYKaMU NayueHTOoB.
5 (naTb) NOTPeBUTENbCKMX YMAKOBOK MOMELATCA B  TPAHCMOPTHYH  KOPOGKY

ropupoBaHHOr0 KapToHa ANsl TPAHCMOPTUMPOBKM U MapKMPYOTCS COOTBETCTBYIOLLM 06pasoM.
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MAPKNPOBKA

Tabnuua 9. PaclungpoBka MapKUPOBOYHbIK CUMBO/OB

BH
Y CnoBHoe OnucaHune
0603HayeHne
REF Homep no karanory
Homep naptun
[ata oKOHYaHWA cpoKa rogHocTH
.
STERILE EO CTepnnn3oBaHO 3TUNEHOKCULOM
L J

Bepeyb OT NPAMbIX COMHEYHbIX NyYeit

He gonyckaTb nonagaHus Bnaru

t)

3Hak CE

BHUMaHME, HEo6XOAMMO O03HAKOMUTLCS C WHCTPYKLMEN
MPUMEHEH U0

> = N
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YcnoBHOe

OnuvcaHune

0603HayeHne
r n

He ucnonb3oBaTb Npy NOBPEX/AEHHON YNaKoBKe
L J

He cTepunn3osaTtb NOBTOPHO

He ncnonb3osaTb MOBTOPHO

MpounssoanTens

YcnoBHas COBMECTMMOCTb c MarHMTHO-Pe30HAHCHOWA

Tomorpadgueii (TONbKO MMMNaHTaT)

AnuporeHHo
L J

rapaHTuUiHblIe o6A3aTenbCcTBA

Mpon3BoAnTE/Nb rapaHTUPyeT COOTBETCTBUE LAHHOIO MEAULUHCKOTO U3LeNns 3asBNeHHbIM
XapaKTeEPUCTMKAM B MpeAenax COXpPaHeHWs Ccpoka €ro CTepPWIbHOCTW, MpU YCNOBUU, 4TO
nonb3oBaTeNb cobnogaet TpebOBaHUA, YKasaHHble K 3KCMAyaTayMOHHOW [OKYMeHTauuu

nponssoanTend.
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MOPAAOK OCYWECTBJ/IEHUA YTUNN3AUNN NN YHUUTOXEHNA
MEOVNUMNHCKOIO U3AENNA

N3genusa, KOTOpble KOHTakTUMpOBanM C KPOBbl W (MAnW) ApYyrMMyu  GUONOTNYECKUMN
XUAKOCTAMU NauueHToB, CcneayeT YTUAW3MPOBaTb B COOTBETCTBMM C TpeboBaHMAMMU MO
06palleHN0 ¢ MEANLIMHCKMMW 0TX0AamMK, ycTaHOBNeHHbIMKU CaHlMnH 2.1.3684-21 and oTx040B
Knacca b (3nuaemMmonornyeckn onacHble OTXO0Abl), W APYTMMU HOPMATMBHBLIMU aKTaMu
Poccuiickoin ®epaepaymn.

Hewncnonb3oBaHHble U3AEeNNA, BKNKOYAA U3LENNSA C UCTEKLLINM CPOKOM FOAHOCTU, KOTOpble
He KOHTaKTMpoBann C 6MOMIOrMYEeCKUMM XUAKOCTAMM NalueHTOB, cnefyeT yTUAuM3nposaTb B
COOTBETCTBUMN C TpebOBaHMAMU MO 06paLLeHNIO C MEAULMHCKUMMN OTXO04aMW, YCTaHOBIEHHbIMU
CaHlMnH 2.1.3684-21 gna oTxoaoB knacca A (3nnaemMmonornyeckn 6esonacHble 0TXOAbl, MO
cocTaBy npuonnxeHHble K TKO).

TPEGOBAHMA MO OXPAHE OKPYXAILULEN CPEAbI

C y4yeTOM BbINONHEHWUS TPeb6OBaHWA 3KCMyaTaLMOHHOW [AOKYMEHTaUuuuW usgenue npw
CMOMb30BaHNMN, TPAHCMOPTMPOBKMN 1 XPaHEHWM HE OKas3blBalOT HEraTMBHOrO BO3AENCTBUS Ha
YesI0BEKa M OKPYXKaloLLyH cpeay.

NMEPEYEHb MEXAYHAPOAHbIX HOPMATVBHbIX JOKYMEHTOB/
CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUMNHCKOE
N3AEJTNE

Tabnmua to. MepeyeHb MeXXAYHaPOAHbIX HOPMATVBHbIX AOKYMeHTOB! CTaHAapTOB, KOTOPbIM
COOTBETCTBYET MeANLMHCKOe n3aenne

Howmep cTaHgapTa HanmeHoBaHue

[npektnBa CoseTa 93/42/EEC oT Ovpektnsa Coseta 93/42/EEC oT 14 wioHsa 1993
14 nioHs 1993 roga, OTHOCUTENBHO roga, OTHOCUTENbHO MEANLMHCKUX U3LENNIA
MeLULMHCKUX U3aenui
Ovpektnea 2007/47/EC oT 5
CeHTA6ps 2007 roga, BHOCALLAA Ovpektnea 2007/47/EC ot 5 ceHTabps 2007 roga,
nonpasku B [upektusy CoseTa BHOcAWaa nonpaskn B [Odupektusy CoBseTa
93/42/EEC, OTHOCUTENBHO 93/42/EEC, OTHOCUTENbHO MEANLUHCKNX U3AENNnii
MeAULMHCKMUX N3aenuni
KoHunueckmne UTUHIN C KOHYCHOCTbIO 6 % (Luer)
EN 1707 ONA WNPULEB, U N HEKOTOPbIX APYrMX BUAOB
MeAULMHCKOro 060pyA0BaHNs
BHyTpucocyaucTole kateTepbl - CTepusibHble K
EN1SO 10555-1 OfHOpa3oBble KaTeTepbl - YacTb 1 O6wwe
TpeboBaHuA
HeakTuBHble  XMPYypruyeckme WMMNAaHTaTbl -
O6wme TpeboBaHMA
N3genna meauumMHCKMe, OueHKa 61Monornyeckoro
[JencTBus MeguUUMHCKUX wu3genuii - Yactb L1 |

ISO 14630
EN 1SO 10993-1 1
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Howmep cTtaHgapTa

EN ISO 10993-3

EN I1SO 10993-4

EN ISO 10993-5

ISO 10993-6

EN ISO 10993-7

ISO 10993-10

ISO 10993-11

ENISO 10993-18

ISO 11135-1

ISO 11138-2

EN ISO 11607-1

EN ISO 11607-2
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HanmeHoBaHue

OueHka ¥ wuccnegoBaHns B paMKax mnpouecca
ynpaB/ieHUs pucKamu

VccnegoBaHus reHOTOKCUYHOCTH,
KaHLLepOreHHOCTM M TOKCUYECKOro AeicTBUA Ha
PENpPOLYKTUBHYIO (DYHKLMIO

OueHka 61M0N0rNYecKoro AencTBmA MegULUHCKNX
nsgennii - 4dactb 4: WccnegoBaHuWs UM3Aenuia,
B3aMMOJENCTBYOLMX C KPOBbIO

OueHKa 610N0rMYecKoro AencTBmA MegULNHCKNX
nsgennii - vactb 5. MccnegoBaHus  Ha
LMTOTOKCUYHOCTb: METOAbI in Vitro

OueHkKa 61oNornYecKoro fercTBusd MeLuLUHCKNX
n3genuii - vactb 6: lccnegoBaHMs MECTHOrO
[encTBMA nocne MMNaaHTayum

OueHka 61M0N10rMYeckoro AencTemsa MegULNHCKNX
n3nennii - OcrartoyHoe cofepxaHue
3TUNEHOKCKa nocne cTepununsaumnm

OueHKa 6M0NOrMYeckoro AencTBmsa MegULNHCKNX
n3genmni - yacTb 10: WccneposaHus
pasgpaxaroLLero 7 CEeHCUOUIN3NPYIOLLETO
fencTena

OueHKa 61M0N0OrNMYecKoro AencTemns MeanLNHCKNX
n3aennii - yacTb 11 WccnegoBaHusa
00L,eTOKCNYECKOro AencTams

OueHKa 610N0rNYecKoro AencTBUSA MeSULNHCKNX
n3genni - yacTb 18: Xunmunyeckas
XapaKTepucTka maTepmanos

Crepunusauus MeLNLUHCKOW NPoAYKUUN.
dTuneHokema.  Yactb 1. TpeboBaHua K
paspaboTke, BanMgaumMm n TeKylemy KOHTPO/O
npouecca cTepuansalLum MeguLMHCKNX n3genuni
Crepunusauma  MefLWLMHCKON  npogykuuui -
buonornyeckme  uHAuMKatopbl - Yactb 2.
buonornyeckne MHAUKATOPbl ANS CTEpUIM3aLUN
OKCUOM 3TUMeHa

YnakoBka  Ans MeAULMHCKUX U3aenuii,
noasiexawmx GUHULLIHON cTepunmnsaunm - Yactb
1. Tpeb6oBaHua K MaTepuanam, 6GapbepHbIM
cuctemMaMm Ana crepununsaumyv U yrnakoBOYHbIM
cucTemam

Ynakoska  Ang MeAULMHCKUX U3aenuia,
nognexawmx (GUHULHON cTepuaunsauun - Yactb
2: TpeboBaHMa K BanMgauunm  npoLeccos
(hOpMUPOBaHUA, repmeTUsaLun 1 coopKu
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Homep cTaHgapTa

EN ISO 11737-1

ISO 11737-2

ENISO 13485

EN ISO 14155

EN ISO 14644-1

EN ISO 14971

EN ISO 15223-1

ISO 25539-2
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HanmeHoBaHUe

Mukpobuonornyeckne metogbl - Yacte L
OueHKka nonynaunMn  MUKPOOPraHM3mMoB  Ha
NPoAYyKUUn

Crepunusaums  MeAUUMHCKUX  U3[enui
MUKpobuonornyeckme metogbl - Yactb 2
McnbiTaHMA Ha CTepuUibHOCTb, MPOBOAMMbBIE MPU
BanuaaLmMy npoLeccos cTepuansaumnm

N3penna meguuUnHCKMeE - CUCTEMbI MEHeKMeHTa
Ka4ecTBa - TpeboBaHusa ans Lenew
perynMpoBaHus

KnuHunueckne  wnccnefosaHusa  MeAMLMHCKUX
n3genuin ona nogen - Hapnexawiasa KnvMHuyeckas
npakTnka

Unctole MOMELEHNA W CBA3aHHble C  HUMWU

KOHTpONMpyeMble  cpefbl -  YacTb 1
Knaccudukauus UMCTOThI BO3ayXa no
KOHLEHTpALIMKN YacTuly

N3pgenms  MeguunHcKne - [pumeHeHue

MeHeKMEeHTa pUcka K MeMLUUHCKUM M3aenunsam

CvmMBO/MIbI A1 MCMONb30BaHUA B MapKMPOBKeE
MeAULMHCKNX U3Lenni

CeppeuHo - cocyfucTble UMNNaHTaThbl-
JHA0BaCKyNsipHble  ycTpoiictBa - Yactb 2:
CocyfuncTble CTeHTHI
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HacTosiuwm noaTBepXaato, YTO BbilUEyKa3aHHbI [AOKYMEHT SIBNSETCA TOYHOM Konweild opuruHana
[OKyMeHTa.

[Ope3neH, 16 despana 2023 r.

/nognuce/
Hotapuyc
OdwmumanbHO Ha3HaYeHHbI NpeacTaBUTENb NPOd., A-pa XepnbepTa XaKlLeHa, HOTapuyc

Mevatb: Mpod., A-pa XepnbepTa X3KiLeHa, HOTapuyc B [pe3aeHe

MepeBo/, C aHTIMIACKOr0 M HEMELLKOTO sizbekos HA PYCCKUIA 3bIK BbINOAHWA KOAMH FOpuiA KOHCTaHTMHOBUY

Moarich
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Poccuiickas Pegepauns

Mopos MockBa.
BToporo mapTa fiBe TbiCAYN ABajLaTb TPETLEro roja.
A, [eliHeko Jllogmuna BanepreBHa, BPeMEHHO MWCMNOMHAOWAA 0643aHHOCTM HOTapuyca

ropoga MockBbl [MpoKoLIeHKOBOV EneHbl EBreHbeBHbl, CBUAETENbCTBYI MNOANMHHOCTL MOAMMUCH
nepesoaunka KOguHa KOpus KOHCTaHTUHOBMYA.

Moanuck caenaHa B MOEM NPUCYTCTBUM.

JINYHOCTb MOANNCABLLEr0 JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peectpe: 2 1/86-H/77-2023- /- /'

YnnayeHo 3a CoOBepLUEHNe HoTapuanbHoro aeictens: 400 py6. 00 Kon.

N.B. [eitHeko

lepboBasi neyatb
HOTapuyca rMOCKB-bl I_IO,EI,I_II/ICb

MpoLLHYpPOBaHO, MPOHYMEPOBAHO U CKPenaeHo nevatbio 36 N1CT(-a,-0B).

N.B. [eitHeko

lepbeBas neyaTb
|_|O|£|||_||/|Cb [HoTapuyca r.Mocks.;,p|
Roooi/en QeraLym
g Maea
Smopora njsici'y/
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