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Compliance Chart/ Sizes/ Total Drug Load

Compliance Chart

Inflation [pressure

at
m
NP 10

11
12
13
14
15
RB 16
P
Maximum

(kPa)

(1013
)
(1115)
(1216)
(1317)
(1419)
(1520)
(1621

L

Diameter for Post-
dilation (0O max)

In vitro tests have shown that the balloons will reach their indicated diameter at
the given nominal pressure.

2.25

2.27

2.32
2.37
2.41
2.44
2.47
2.50

Stent Inner Diameter (mm)

SMALL
2.5 2.75
2.56 2.82
2.61 2.87
266 2.93
2.70 2.97
2.73 3.01
2.76 3.04
2.79 3.08
3.5 mm

3.0

3.08

3.14
3.19
3.23
3.27
3.31
3.34

MEDIUM
3.5
3.56 4.0ém
3.61 4.15
3.66 4.20
3.71 4.25
3.75 4.30
3.78 4.33
3.82 4.37
4.5 mm

—

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

Not |If post-dilation is required, DO NOT post-dilate more than the Maximum
e Diameter for Post-dilation.

Sizes

Stent
Length
(mm)

Stent Design

Nominal Diameter

Total Drug Load

Stent Design

Stent Length

(mm)
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Symbol Legend

e

Sterilized using ethylene oxide

Keep dry

Do not resterilize

Consult instructions for use

Do not reuse

Keep away from sunlight

Date of manufacture

Manufacturer

Caution

Use by

Batch code

Catalogue number

Temperature limits for storage

Allowed storage temperature excursions

|

MR conditional

Nominal pressure

Rated burst pressure

@ggwl *EEMBL&#®E®%E
v a~

Do not use if package is damaged

Stent Material: CoCr Stent material: cobalt chromium alloy

Stent Type: BX Stent type: batloon-expandabie

|
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Descrlpﬂoh

The Orsiro Mission Sirolimus Eluting Coronary Stent System (hereinafter the stent system
or the device) is a drug-eluting balloon-expandable stent that is pre-mounted on a rapid-
exchange PTCA catheter delivery system with a usable catheter length of 140 cm.
There are two stent configurations: small and medium. Their respective diameters and
lengths are shown in the “Sizes" table.

The stent is made from a cobalt chromium alloy (L.-60S5) and Is Intended as a permanent
implant. The Orsiro Mission stent is completely covered with a thin layer of the proBIO
amorphous sllicon carbide coating.

The stent’s abluminal, adluminal, and strut side-surfaces are coated with BIOlute, a
bicabsorbable drug matrix consisting of a drug substance sirolimus and polymer poly-I-
lactide (PLLA). The nominal drug content of the stent is 1.4 pug sirolimus per mm2, The
stent is positioned between two radiopaque markers on the distal end of the delivery
system which are used for fluoroscopic visualization.

The delivery system has a hydrophllic coating on the outer surface of the distal shaft and
2 hydrophobic coating on the outer surface of the proximal shaft.

The proximal shaft is a hypotube which begins within the hub and extends to the
guide wire exit port. There are two shaft markers on the hypotube - 92 cm (brachial
access) and 102 cm (femoral access) from the distal end of the delivery system - to
help monitor when the delivery system tip exits the guiding catheter.

The delivery system has a coaxially-arranged lumen design consisting of an outer
inflatlon lumen and an inner guide wire lumen. The outer inflation lumen Is connected
through the luer port on the hub. The inner guide wire lumen starts at the tip of the
delivery system and ends at the gulde wire exit port which is 29 cm from the distal end
of the delivery system.

The stent system Is compatible with guide wires with a diameter of 0.014” (0.36 mm) and
guiding catheters with an inner diameter of 20.056" (1.42 mm).

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

s One Stent System and one Compliance Chart in a sealed, peel-open pouch.
¢ One Instructions for Use manual including one Patient Implant Card.

Storage

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

Indications

Orsiro Mission stent Is indicated for improving coronary luminal diameter in patients with
symptomatic ischemic heart disease due to discrete de-novo stenotic lesions and In-stent
restenotic lesions (length < 40 mm) in the native coronary arteries with a reference vessel
dlameter of 2.25 mm to 4.0 mm including the following patient and leslion subsets:
s Acute Coronary Syndrome (ACS)
ST-Elevation Myocardial Infarction (STEMI)
Diabetes Mellitus (DM)
Complex Lesions (B2/C)
High Bleeding Risk (HBR)
Long Lesions (LL) {e.g. = 20 mm)
Small Vessels (SV) (e.g. € 2.75 mm)
Multi-Vessel Disease (MVD)
Male/Female
Old Patients (e.g. > 65 y).

& & & & & 0 0 0
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Contraindications
Orsiro Misslon stent is contralndicated for use in patients with/who:

A known hypersensitivity or allergy to the stent and/or stent coating materials such
as amorphous sllicon carbide, PLLA polymer, L-605 cobalt chromium alloy (including
the major elements cobalt, chromium, tungsten, and nickel), sirolimus or its
derivatives.

Cannot receive the recommended antiplatelet and/or anticoagu- |ation therapy.

A lesion judged to prevent a complete inflation of an angioplasty balloon or a proper
placement of the stent or the stent system.

Transplanted organs.

Are unsuitable candidates for standard percutaneous coronary intervention (PCI).

Furthermore, contraindications specific to drug-eluting stent (DES) implantation and
general coronary artery stenting should be consldered.

Warnings

This device carrles an associated risk of subacute thrombosis, vascular complications
and/or bleeding events. Therefore, careful selection of patients Is crucial (see
“Patient Selection & Individualization of Treatment” section). The long-term effects
of DES and the risks associated with these implants are unknown. The limited
availability of long-term clinical data should be considered before making a
risk/benefit assessment for the patient prior to implantation.

This device is designed and intended for single use only. DO NOT resterilize
and/or reuse this device. Reuse of a single-use device creates a potential risk of
patient or user infections. Contamination of the device may lead to injury, iliness,
or death of the patient. Cleaning, disinfectlon, and sterilization may compromise
essential material and design characteristics leading to device failure,
BIOTRONIK will not be responsible for any direct, incidental, or consequential
damages resulting from resterilization or reuse.

DO NOT use the stent system if the outer package and/or inner package are/ls
damaged or opened, or if any of the provided infor- mation s obscured or damaged.
DO NOT use the device after the Use by date indicated on the label.

DO NOT attempt to remove or readjust the stent on the delivery system as it may
damage the stent, polymer system and/or iead to stent embolization. The stent
cannot be removed and placed on another balloon catheter.

DO NOT expose the stent system to organic solvents e.g. alcohol.

DO NOT expose and/or suspend the stent within any liquid solution on the sterile
field prior to the preparation and the insertion as the drug carrier coating may be
susceptible to damage or premature drug elution.

Administer appropriate anticoagulant, antiplatelet and vasodilation therapy to
the patient (refer to the “Patient Selection & Individualization of Treatment”
and “Pre- and Post-procedure Antiplatelet Therapy Recommendations” sections).
Manipulate the stent system under angiographic guidance when It is in the body.
Use stents with a similar composition when multiple stents:are required to treat the
lesion as the risk of corrosion increases when stents of differing metals contact one
another.

Potential interactions of Orsiro Mission stent with other DES have not been
evaluated and should be avoided whenever possible.

It is not advised to treat patients with chronic total occlusions or poor flow distal
to the identifled lesion.

DO NOT exceed the original dlameter of the vessel proximal and distal to the
lesion when inflating the balloon to reduce the potential for vessel damage.

DO NOT exceed the rated burst pressure (RBP) Indicated in the Compliance Chart.
Use of a pressure-monitoring infiation device is mandatory to prevent over-
pressurization.

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

Subsequent restenosis may require repeat dilation of the arterial segment
containing the stent. The long-term outcomes following repeat dilation of

S
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endothelialized stents are unknown. :
» Use outside of the specified indications Is prohibited. The use of DES in patlents and
lesions outside the labeled indications may have an increased risk of adverse events,
Including stent thromboslis, stent embolization, myocardial Infarction (MI), or death.

Precautions

General Precautions

o This device should only be used in medical facilities by physiclans thoroughly
trained and experienced in performing vascular interventions, (including cases of
life-threatening complications).

« If the stent system was removed prior to expansion, DO NOT re-insert it as the
stent and/or the delivery system may have been damaged during the initial
attempt to cross the lesion or during the withdrawal (refer to the “Special
Retrieval Techniques” section for instructions).

e Stent thrombosis Is a low-frequency event that current DES dlinical trials are
not able to fully characterize. Stent thrombosis is frequently assoclated with MI
or death. In clinical trials with sirolimus eluting coronary stents, differences in
the incidence of stent thrombosis observed with the DES when compared to b

I
|

bare metal stents have not been assoclated with an increased risk of cardiac
death, MI, or all causes of mortality. Additional data from a longer-term follow-
up in randomized clinical trials with sirolimus eluting coronary stents and
analyses of DES-related stent thrombosis Is expected and should be considered
when making treatment decisions as the data becomes avallable.

*» The patient’s exposure to the drug and polymer system is directly related to the'
number of stents and the implanted stent length. )
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Handling Precautions

Prior to the procedure, the stent system should be visually examined to verify its
functionality and to ensure that its size is suitable for the specific procedure for
which it is to be used.

Exercise care when handling the device to reduce the poqslblllty of disrupting the
delicate placement of the stent on the balloon and accidental breakage, bending,
kinking of the stent system shaft. Special care must be taken not to handle or in any
way disrupt the drug coating of the stent; handling is important when removing the
catheter from the packaging, placement over the guide wire, and advancement
through the rotating hemostatic valve adapter and the guiding catheter hub.

DO NOT hold the delivery system’s distal shaft using the hypotube fastener.

Take care when removing the stent system from the protection ring as forceful
movements may dislocate the protector and the stent.

When removing the protector, always pull at the very distal end of the protector to
avoid dislocation of the stent. DO NOT touch the part of the protector over the
stent.

Avoid excessive manipulation of the stent during flushing of the guide wire lumen.
Special care must be taken not to handle or disrupt the stent coating and the
stent itself on the balloon. Manipulation, such as rolling the mounted stent with your
fingers, may loosen the stent from the delivery system balloon and cause a
dislodgement. Should there be some movement of or damage to the stent, DO NOT
use it.

Stent Placement Precautions

If the stent system is unable to easily reach/cross the lesion, stop the procedure and
follow the instructions under the “Removal of an Unexpanded Stent” subsection. To
avoid causing damage to the stent/ coating and/or premature dislodgement of the stent
from the balloonor its centered positioning on the balloon:

DO NOT apply negative pressure to the stent system at any time prior to the
placement of the stent across the target lesion.

DO NOT apply excessive force while attempting to cross the lesion.

DO NOT force the passage if any resistance is felt at any time during lesion access.
Determine the cause of resistance before proceeding.

DO NOT attempt to move an unexpanded stent in and out through the distal end of
the guiding catheter.

Ensure that the rotating hemostatic valve of the guiding catheter is fully open when
inserting and positioning the stent system.

For correct stent placement:

DO NOT torque the catheter more than one full turn.

Ensure that the guide wire exit port, 29 cm from the distal tip of the delivery
system, remains in the guiding catheter during the procedure.

DO NOT inflate the balloon if a vacuum cannot be held as this indicates a leak in the
delivery system. If a vacuum cannot be held, follow the instructions under the
“"Removal of an Unexpanded Stent” subsection.

Consider that the placement of a stent has the potential to compromise the side
branch patency.

Implanting a stent may lead to dissection of the vessel distal and/or proximal to the
stented portion and could cause an acute closure of the vessel and require additional
intervention (e.g. coronary artery bypass grafting, further dilation, or placement of
additional stents).

DO NOT post-dilate the stent to more than the Maximum Diameter for Post-dilation.
Avoid barotrauma outside the stent margins during post-dilation.

Additional expansion of a deployed stent may cause a flow limiting dissection. This
may be treated by implanting another stent. When multiple stents are implanted, the
ends should overlap slightly.
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«» When treating multiple lesions, the distal lesion should be Initially stented, followed

by stenting of the proximal lesion. Stenting in this order obviates the need to cross

the proximal stent In placement of the distal stent and reduces the risks for

dislodging the proximal stent.

e The use of brachytherapy treatment, mechanical atherectomy devices (directional |

atherectomy catheters, rotational atherectomy catheters) or laser angioplasty
catheters to treat in-stent restenosls Is not recommended.

Stent/Deljvery System Removal Precautions

- If an unusual resistance is felt at any time during the procedure or when removing |

the stent/delivery system, refer to the “Special Retrieval Techniques” section for the
correct removal instructions. Failure to follow these instructions may potentlally
result In loss of or damage to the stent and/or dellvery system components.

Stent retrieval methods, such as the use of additional wires, snares and/or forceps, | '

may result in additional trauma to the coronary vasculature and/or the vascular
access site. Complications can include bleeding, hematoma, or pseudoaneurysm.

Post-implant Precautions

Exercise care when crossing a newly deployed stent with an Intra- vascular
ultrasound (IVUS) catheter, a coronary guide wire, a balloon catheter, or any other

device to avoid disrupting the stent placement, apposition, coating, or stent:

geometry.
Refer to the "MRI Safety Information” section for the stent’s MRI compatibllity
information.

Potential Adverse Events/Complications
Potential adverse events associated with PTCA and stent placement Include:

Cardiac events: MI or Ischemia, abrupt closure of a coronary artery, restenosis of
a treated artery (greater than 50% obstruction), cardiocgenic shock, angina,
tamponade, perforation or dissection of coronary artery or aorta, cardiac
perforation, emergency cardiac surgery, pericardial effusion, and aneurysm
formation.

Arrhythmic events: ventricular tachycardia, ventricular fibrlllation, atrial
fibrillation, and bradycardia.

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

Respiratory events: acute pulmonary edema, congestive heart fallure, and
respiratory insufficiency or failure.

Vascular events: access site hematoma, hypotension/hypertension,
pseudoaneurysm, arteriovenous fistula formation, retroperitoneal hematoma, vessel
dissection or perforation, restenosis, thrombosis or occlusion, vasospasm, peripheral
ischemia, dissection and distal embolization (air, tissue debris and thrombus).
Neurologic events: permanent (stroke) or reversible (TIA) neuro- logic event,
femoral nerve Injury, and peripheral nerve injury.

Bleeding events: access site bleeding or hemorrhage, hemorrhage requiring
transfusion or other treatment.

Allergic reactions to contrast media, antiplatelets, anticoagulants, amorphous
sllicon carbide, L-605 cobalt chromium alloy, PLLA polymer matrix, sirolimus or
sirolimus derivatives.

Death.

Infection and sepsis.

Furthermore, all procedure-related adverse events as described In the national and -
international guidelines of the respective medical associations apply.
Potential adverse events related to oral administration of sirolimus Include, but are not
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limited to, abnormal liver function tests, anemia, arthralgia, diarrhea,
hypercholesterolemia, hypersensitivity (including anaphylactic/anaphylactoid type
reactions), hypertriglyceridemia, hypokalemia, infections, interstitial lung disease,
thrombocytopenia, leukopenia, lymphoma, and other malignancies.

Drug Interactions

Drug interaction studies have not been performed. Sirolimus is metabolized by CYP3A4.
Strong inhibitors of CYP3A4 (e.g. ketoconazole) may cause increased sirolimus exposure to
levels associated with systemic effects, especially if multiple stents are deployed. Systemic
exposure of sirolimus should also be taken into consideration if the patient is treated
concomitantly with systemic immunosuppressive therapy.

While no specific data is available, drugs like tacrolimus, which act through the same
binding protein (FKBP), may interfere with the efficacy of sirolimus.

Use in Special Populations

The safety and effectiveness of the Orsiro Mission stent have not yet been established in
the following patient population:

e Patients with unresolved thrombus at the lesion site.

e Patients with unprotected lesions located in the left main coronary artery.

e Patients with tortuous vessels that may impair stent placement in the region of
the obstruction or proximal to the lesion.

e Patients with recent acute myocardial infarction where there is evidence of
thrombus or poor flow.

e Patients with brachytherapy treatment of the target lesion.

e Pregnant or lactating women or men intending to father children: there are no
adequate and well-controlled studies for these patient groups. Effective
contraception should be initiated before implanting an Orsiro Mission stent and
for 12 weeks after implantation. The Orsiro Mission stent should be used during
pregnancy only if the benefit outweighs the risk to the embryo or fetus.

e Pediatric use for patients below the age of 18 years.

Patient Selection &Individualization of Treatment

Judicious selection of patients according to the intended use is necessary since the use of
this device carries the associated risks of complications listed i:i the "Potential Adverse
Events/Complications" section. The risks and benefit should be considered for each patient
before using Orsiro Mission stent. Patient selection factors to be assessed should include a
judgment regarding the risk of long-term antiplatelet therapy (see the "Pre- and Post-
procedure Antiplatelet Therapy Recommendations” section). Special consideration should
be given to those patients with recently active gastritis or peptic ulcer disease and
patients with a high risk of bleeding in which anticoagulation therapy would be
contraindicated.

It is very important that the patient is compliant with the post-procedure antiplatelet
recommendation. Premature discontinuation of prescribed antiplatelet medication
can result in a higher risk of thrombosis, MI, or death. Prior to PCI, if a surgical or
dental procedure is anticipated that requires eariy discontinuation of antiplatelet
therapy, the interventionalist and patient should carefully consider whether the DES
and its associated recommended antiplatelet therapy is the appropriate PCI choice.
Following PCI, should a surgical or dental procedure be reco/rtmended, the risk and
benefits of the procedure should be weighed against the possible risk associated with
premature discontinuation of antiplatelet therapy.

Patients who require premature discontinuation of antiplatelet therapy secondary to
significant bleeding should be monitored carefuily for cardiac events, and once stabilized,
have their anti- platelet therapy restarted as soon as possible per the discretion of their
treating physicians.

Patient comorbidities that may increase the risk of poor results or emergency referral
for bypass surgery (i.e. renal failure and severe obesity) should be reviewed. A review
of the vessel location, reference vessel size, lesion length, qualitative target lesion
characteristics, and the amount of myocardium in jeopardy from acute or subacute
thrombosis must also be considered.
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Thrombosis following stent implantation is affected by several basellne angiographic
and procedural factors. These include vessel dlameter less than 3 mm, intra-procedural
thrombus, and dissection following stent implantation. Inpatients who have undergone
coronary stenting, the persistence of thrombus or dissection should be considered a
marker for subsequent thrombotic occlusion. Following PCI, the patients should be
monitored very carefully during the first month after stent Implantation. .

Pre- and Fost-procedure Antiplatelet Therapy Recommendations

Antiplatelet/anticoagulation medication should be used in combination with Orsiro
Mission stent. Physiclans should use the information from the current sirolimus eluting
stent literature and national and international guidelines on PCl concerning the!
selection, dosage, duration, and combination of different antithrombotic drugs. Specific;
needs and the risk profile of individual patients may influence the anti-
platelet/anticoagulation regime to be used.

Patient Counseling Information

In addition to counseling the patient about the procedure, stent, and applicable post-
procedural information (e.g. risks/benefits, follow-up visits, medication, and healthy
lifestyle changes), advise the patient to:
s Always carry the Patient Implant Card.
e Register the stent and the conditions under which it can be scanned safely with
the MedicAlert Foundation (www.medicalert.org) or equivalent organization.

, 10
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Dire

ctions for Use

Patient Preparation and Stent System Selection

1.

Prepare the patient and vascular access site for a PCl procedure according to the
institution's standard clinical practice.

Pre-dilate the lesion using a recommended balloon diameter that is 0.5 mm
smaller than the reference vessel diameter and the length equal to or shorter
than the target lesion length.

Select a stent size which is equal to or longer than the lesion length and an Inner
diameter according to the reference vessel diameter of the target lesion. Refer to the
product label for further information on the stent crossing profile dimensions.

Stent System Preparation

4.

N

Flus
9.

10
11

Check and ensure that the outer packaging is not damaged or opened prior to use.
Open the outer packaging and remove the pouch.

Inspect the pouch and ensure that there is no damage to the sterile barrier before
proceeding. Open the pouch.

Exercise care when pulling out the stent system from the protection ring.

Remove the protector by pulling on the distal end.

Examine the stent system for any damages prior to use. Visually check that the
stent crimping is uniform, has no protruding struts and for the centering on the
balloon. Verify that the stent is positioned between the proximal and distal delivery
system balloon markers. DO NOT use if any defects are noted.

hing of the Guide Wire Lumen

Connect a syringe containing heparinized normal saline to an appropriately-
sized flushing needle. Carefully apply the flushing needle to the distal tip of the
delivery system and flush the guide wire lumen until fluid exits at the guide wire
exit point.

. Remove the syringe and the flushing needle.
. Leave the prepared stent system at ambient pressure.

Insertion and Stent Positioning

12.

13.

14.

15.

16.
17.

18.

19.

20.

Attach a rotating hemostatic valve to the luer port of the guiding catheter
positioned within the vasculature.

Position the guide wire under angiographic guidance In accordance with PCI
techniques.

Thread the distal tip of the delivery system onto the proximal portion of the
guide wire while maintaining the guide wire position across the target lesion.
Open the rotating hemostatic valve completely to allow for easy passage of the
stent.

Carefully insert the stent system through the rotating hemostatic valve.

Advance the stent system through the guiding catheter using fluoroscopic
guidance to determine when the delivery system tip approaches the distal tip of
the guiding catheter. The shaft exit markers on the hypotube may be used to
approximate when the stent system has reached the distal end of the guiding
catheter.

Carefuily advance the stent system into the coronary artery over the guide wire
while maintaining a stable guiding catheter seating and a stable guide wire
placement across the target lesion.

Position the stent within the lesion using the balloon's radiopague markers on
the delivery system as reference points. If any resistance is felt or the lesion
cannot be reached or crossed, do not apply force, stop the procedure and refer to
the instructions under the "Removal of an Unexpanded Stent" subsection.

Verify the stent position using angiographic guidance to assure an adequate
coverage of the lesion including the proximal and distal margins. If the position of
the stent is not optimal, carefully reposition or remove the stent in accordance with
the instructions under the "Removal of an Unexpanded Stent" subsection.
Expansion of the stent should not be undertaken if the stent is not properly

11
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21,
Remove Air from the Delivery System

22,

23.

24.
25.
26.
27.

28.
29.
30|

Stent Deployment

31.

32,

Note: Diameter values listed on the Compliance Chart were assessed in non-clinical

33.

positioned within the target lesion segment of the vessel.
Tighten the rotating hemostatic valve.

Connect a three-way stopcock to the luer port on the hub of the delivery system.
Prepare and remove air from a 20 ml capacity inflation device according to the
manufacturer's recommendations and instructions.

Attach the inflation device containing 3 ml of balloon inflation medium to the three-
way stopcock.

Open the three-way stopcock to create an open fluid path between the delivery
system and the inflation device.

Draw a vacuum for at least 30 seconds untll the air is completely removed and
there are no air bubbles present in the delivery system’s inflation lumen.

Close the three-way stopcock so that the fluid path to the delivery system Is
closed and remove all the air from the inflation device through the three-way
stopcock.

Repeat steps 25-27 if necessary to ensure that the air contained in the delivery
system is removed and to prevent an uneven expansion of the stent.
Open the fluid path of the three-way stopcock and avoid allowing air back into
the delivery system.

Set the system on neutral for the next procedural steps.

Reconfirm the correct stent position relative to the target lesion. Under
angiographic guidance, verify that the stent has not been damaged or shifted
during positioning.

Inflate the delivery system balioon gradually according to the Compliance Chart.
Hold the pressure for 15-30 seconds. DO NOT exceed the RBP.

testing with no leslon-resistance during inflation. Clinical conditions may differ.
Use multiple angiographic views to ensure that the stent has completely
expanded. The delivery system balloon may be dilated once more if needed or
further dilated in order to achieve a complete vessel wall apposition of the stent.
If the stent is still not completely apposed to the vessel wall, the stent may be !
recrossed and further expanded using a larger dllation balloon. DO NOT leave
deployed stents under-dilated. Verify the stent’s vessel wall apposition through
routine angiography or IVUS.

Balloon Deflation and Dellvery System Removal

34.

35.
%.

37.

8

Deflate the balloon according to standard PCI procedures by drawing a vacuum for ,
at least 35 seconds. Confirm the absence of contrast solution in the balloon.

Open the rotating hemostatic valve to allow the removal of the delivery system.
Maintain the position of the guiding catheter and guide wire to prevent them
from being drawn into the vessel.

Under fluoroscopic control, maintain the vacuum and carefully retrieve the
completely deflated delivery system out from the target vessel and back through
the guiding catheter. If the deflated balloon on the delivery system does not
release from the stent easlly, carefully advance and retract the delivery system
slightiy until it is possible to pull it out. If difficulties persist, remove both the
delivery system and the guiding catheter together.

. After successfully removing the delivery system, tighten the rotating hemostatic

valve and Inspect the device for any signs of breakage or fragmentation.

. Observe the patient periodically under angiographic guidance for 15 minutes

after stent implantation.

. After use, dispose of the product and packaging in accordance with hospital, .

administrative and/or local government policy.

12,
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Special Retrieval Techniques

Removal of an Unexpanded Stent

1. If a removal of the stent system is required prior to deployment, ensure that the
guiding catheter is coaxially positioned relative to the delivery system and avoid any
acute angle between the delivery system’s catheter shaft and the guiding catheter.

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

3. If difficulties persist, remove the stent system and the guiding catheter as a
single unit.

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

Removal of the Delivery System/Stent System and the Guiding Catheter
as a Single Unit '

1. DO NOT retract the stent system/delivery system back into the guiding
catheter. Maintain the guide wire placement across the lesion and carefully pull-
back the stent system/delivery system. Position the proximal balloon marker on
the delivery system just distal to the tip of the guiding catheter.

2. Advance the guide wire into the artery as distally and safely as possible. Remove
the guiding catheter and the delivery system as a single unit.

3. Tighten the hemostatic valve to secure the stent system/delivery system to the
guiding catheter.

4. Remove the guiding catheter and the stent system/delivery system as a single unit.

MRI Safety Information

Non-clinical tests demonstrated that the Orsiro Mission stent is MR conditional. Patients
with this device can be safely scanned in an MR system meeting the following conditions:

s Static magnetic field of 1.5 Tand 3.0 T.

e Maximum spatial field gradient of 3000 gauss/cm (30 T/m).

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

of 2 W/kg (Normal Operating Mode).

Under the scan conditions defined above, the Orsiro Mission stent is expected to produce a
maximum temperature rise of less than 5.7 °C after 15 minutes of continuous scanning.
In non-clinical tests, the image artifact caused by the device extended approximately 7
mm from the Orsiro Mission stent when imaged with a gradient echo pulse sequence and a
3.0 T MR system. The artifact may obscure the device lumen.

13
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Warranty/Liability

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

BIOTRONIK does not guarantee that the following events will not occur;

» Product malfunctions or failures

¢ Patient’s immune response to the product ‘
Medical complications during the use of the product or as a consequence of the
product being in contact with the patient’s body

BIOTRONIK does not assume any liability for:

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

« Modification to the original product

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

e Events originating from other BIOTRONIK products or products not from BIOTRONIK
Force majeure events Including, without being limited to, natural disasters.

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

14
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Tabnuuya pacts>kumoctmn/Pasmepbl/06Wee copgep>aHue npenapata

Ta6numua pacTs>XUMOCTU

BHYTpeHHUIA gnameTp cTeHTa (MMY \
JaBneHune oa3sgyBaHuA MANEHBKNI cpeaHuin
latml (kNa) 2,25 25 1 275 1 3.0 35 J .4 0 1
NP 10 (1013) 2,27 2,56 2,82 3,08 3,56 4,08
11 (1115) 2,32 2,61 2,87 1 3,14 3,61 4,15
12 (1216) 2,37 2,66 2,93 3,19 3,66 4,20
13 (1317) 2,41 2,70 2,97 3,23 3.71 4,25
14 (1419) 2,44 2773 3,01 3,27 3,75 4.30
15 (1520) 2,76 3,04 3,31 3,78 4,33
RBP 16 (1621) 2,50 2,79 3,08 1 3,34 3,82 1
MakcuManbHbIn guameTp 3,5 Mm 4,5 MM

ANA pacwunpeHna nocne
mMmnnaHTaumn (Makc. 0)
NP WccnepoBaHusa in vitro nokaBanu, yto 6an/oHbl AOCTUTAOT YKa3aHHOro
AnamMeTpa npu faHHOM HOMNMHaNbHOM [AaBfEHUN.
WccneposaHuna in vitro nokaBanu, 4to ¢ 95 %-0ii gocTOBEepHOCTLIO, 99,9
RBP % 6a/1/I0HOB He paspbiBalOTCsA NpU 3afaHHOM HOMMWHANIbHOM faB/eHUK
paspbiBa unu 6onee Hu3komlpgasneHun. HE npesblwalite HAP.
MpumeyaH MMpu Heob6xo4MMOCTM BbINOMHEHWS mocTaunataumu HE pacwnpsaiite cTeHT
e nocne mmnaaHTaumm Ao anametpa, 60/blWero, 4YeM MakcuMasbHbli
AvamMeTp nocse nmnaaHTaumm

O6uiee cogep>xaHue npenaparta

KoHCTBYKuna cteHTa ManeHbKW CPEAHUN
9 55 pA 70 pg
13 80 WQ 95 pg
V. 15 93 pa 113 ug
18 109 pg 131 uq
22 134 up 162 ug
OnnHa  cTeHTa 26 159ijjg 193 upg
(mm) 30 184 UQ 224 upg
35 213 pg 261 up
40 247 up 298 un
Pasmepsbl
KOHCTPYKL S MAJTEHbKWIA CPELHUN
CTeHTa
. HOMMHanbHbIN
" Vi ,.AnameTtp/mm) 2,25 2,5 2,75 3,0 3,5 4,0'V
9 X X X X X X
R 13 X X X X X X
15 X X X X X X
18 X X X X X X
22 X X X X X X
OnnHa 26 X X X X X X
CTeHTa 30 X X X X X X
(Mm) 35 X X X X X X
40 X X X X X X
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YcnoBHble 0603HaYeHuns

SIERLEEO CTepuanM30BaHO OKCUAOM 3TUNEHA

XpaHuUTb B CYXOM MecTe

(8) He nogBsepraiiTe NOBTOPHOI cTepunnsaunm

CMOTPUTE MHCTPYKLMIO MO NPUMEHEHUIO

® He ncnonb3oBatb MOBTOPHO

XpaHuUTb B 3allULLEHHOM OT COJIHEYHOrO CBeTa MecTe

JaTta n3rotosneHuns
I mJ Mn3roToBuTenb
A He vcnonb3oBaTb MOBTOPHO

Cpok rogHocTun

ol Kopg napTtuu
Iref Homep no katanory
1 OrpaHu4yeHne no TemnepaTtype ANA XpaHeHus
1 JonycTuMbie OTK/IOHEHUS TemnepaTypbl NpyU XpaHeHUM

j excursions

BO3MOXHO nNpuMeHeHue nNpu onpefesieHHbIX YCNOBUAX

MPT
NP HomuHanbHoe paBneHue
RBP HomunHanbHoe gaBsieHne paspbiBa

He ncnonb3oBaTtb, ecnM ynakoBKa NoBpexXaeHa

mi)
stent Material: CoCr MaTepuan cTeHTa: Ko6anbTOXPOMOBbLI/ chnnaBs
Stent Type: BX Tun cTeHTa: 6annoHopacwmnpsaemblii
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OnucaHue

CucTtemMa KOpOHapHOro CTeHTa, Bblgensawuwero npenapat cuponmmyc Orsiro Mission (panee —
«CucTemMa CTeHTa» WM «u3gnve») — npeacTaBnser coboli 6annoHopacwupsemblli CTEHT,
BblAeNSAWMNA neKapcTBEHHOE BELWECTBO, KOTOPbIA MpeABapuTenbHO YyCTaHaBAMBAaETCH Ha
CUCTeMY AOCTaBKM KaTeTepa O6bICTpOW 3aMeHbl ans UTKA, ¢ gnuHON Mcnonb3yemoro karetepa
140 cm. CywecTByeT ABe KOH(Urypauumm cTeHTa: Manblii u cpegHuit. Ax gnnHa v guameTp
nokasaHbl B Tabnuue «Pasmepbl».

CTeHT wn3rotoBAeH w3 cnnaBa kKob6anbta u xpoma (L~605) u npegHasHadyeH AN
NPOAO/IXKUTENIbHOTO UCNonb30BaHnA. CTeHT Orsiro Mission MOMHOCTbIO MOKPLIT TOHKUM C/I0EM
amopHoro kapébuga kpemHus proBrO).

AbnloMunHanbHasa, agnloMmHanibHas MOBEPXHOCTU CTeHTa M Kapkac 60KOBbIX NOBepxHocTel
nokpblTel BlOlute, 6mMoabcopbmpyemoin maTpuueih NnekapCcTBEHHOro BelwecTBa, COCTOAWENR U3
NleKapCTBEHHOro BellecTBa cuponumyc u nonumepa nonu-J/1-naktuga (MNANTA). HomuHanbHoe
cofiep)xaHne JfleKapCTBEHHOro BellecTBa, [MOKPbIBAWOWEro CTeHT, cocTasnfeTr 1,4 MKr
cuponumyca Ha MM CTeHT pacnofaraiT Mexay ABYMS PEHTrTeHOKOHTPACTHbIMU MeTKaMu Ha
ANCTaNbHOM KOHLLE CUCTEMbl [OCTaBKM, KOTOPble UCNONb3YKTCA A1 PEHTreHOCKOMUYeCcKOoW
BU3yanunsauumu.

Cnctema [OCTaBKM CHabxeHa ruapounbHbIM MNOKPbLITUEM Ha HapPY>XHOW MOBEPXHOCTHU
OUCTaNbHOTO  CTEPXHA M TUApPOdhO6HbIM  MOKPLITUEM  HA  HAPYXHOW  MOBEPXHOCTYU
NPOKCUMa/IbHOTO CTEPXHA.

MpoKcuManbHbIN CTEPXXEHb npeacTtaBnsetr coboii rMNoTpy6Ky, HaudyuHawUWYyCAa B pa3beMe wu
npogosiKalwlLlyoca A0 nopta Bbixoga MNpPoBoAgHUKA. Ha runoTpybke wmmeroTca ABa Mapkepa
CTEPXXHA - Ha 92 cm (JocTyn 4yepes3 njeyvesBytlo apteputo) n 102 cm (goctyn 4vepes befpeHHYO
apTepuio) OT AUCTa/lbHOT0 KOHUA CUCTEMbl 4OCTaBKM - ANnA o6neryeHMsas MOHUTOPMHra BbiXoda
KOHYMKa CUCTeMbl AOCTaBKM U3 MPOBOAHWUKOBOro KarteTepa.

B cwucteme pocTaBkM eCTb KOakcuMa/libHO OpPUEHTMPOBAHHAA KOHCTPYKUWA  KaHasnos.,
COCTOALWAaa M3 BHELWHEro KaHana ANa pasgyBaHWAa M BHYTPEHHEro KaHana AN NPoOBOAHMKA.
BHeWHNA KaHan gnsa pasgyBaHusa nogkn4yalT yepes nopT Jlioapa B pasbeme. BHYTpeHHUN
NPOBOAHMK MPOXOAUT OT KOHYMKA CUCTEMbl [OCTaBKM W 3aKaH4yuMBaeTCad Yy BbIXOAHOIO
OTBEPCTUA MNPOBOAHWKA, KOTOPOe HaxoauTcd B 29 CM OT AWUCTaNbHOr0 KOHLA CUCTEMbl
JOCTaBKWU.

Cuctema cTeHTa CcOoBMecTMMa C npoBogHukamwn pguametpom 0,014 pgwoima (0,36 MM) M
NPOBOAHMKOBbBIMW KaTeTepamMn C BHYTPeHHUM aunameTpom > 0,056 gioiima (1,42 mm).

dopma nocrTtaBkKM

CTepunbHO. ANMPOreHHOo. YCTPONCTBO CTEPUNIM30BAHO OKCMAOM 3TUMEHA.

Copgep>xnmoe

e OfiHa cucTema CTeHTa M ogHa Tabnuua pacTSXKMMOCTU B repMeTUUYHOl ynakoBke.
e OZlHO TEXHMYECKOe PYKOBOACTBO, BK/lualuiee ofHY MMNAaHTaLMOHHYO KapTy nauyueHTa.

XpaHeHue

XpaHUTb B CyXOM MecTe, 6epeuyb OT cBeTa. XpaHuUTb npu Temnepatype oT 15°C (59°F) po
25®C (77°F). LonyckaeTcs XpaHeHWe MpuM KpaTKOBPEMEHHbIX KonebaHusax TemnepaTtypbl OT
10°C (50°F) po 40°C (104°F).

Moka3aHunsa

CteHT Orsiro Mission npegHasHayeH [ANA yBe/NMYEHUA [AuaMeTpa MnpocBeTa KOPOHapPHbIX
COCyf0B Yy nauueHToB C CcuMNTOMaMu MUWeMUYeckoi 6onesHn ceppua, 06YCNOBEHHOW
04aroBbIM CTEHO3MPYIOLWMUM MEPBUYHBIM MOPAXKEHWEM WU PeCcTeHO30M cTeHTa (AnuHoi < 40
MM) B HaTMBHbIX KOPOHApPHbIX apTepuax C pedepeHTHbIM AunameTpom oT 2,25 po 4,0 wmm,
BKNOYasa cnegyrowme noarpynnel NayueHToOB U NOpaXKeHui:

e OCTpblil KOpOHapHbIi cuHapom (OKC)

e NHapKT mMmokapga ¢ nosbiweHnem cermeHta ST (MM c noBbliweHnem cermeHTta ST)
e CaxapHblii gnabet (CA)

e KomnnekcHole nopaxeHusa (B2/C)
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BblCOKMII pUCK KpPOBOTEUYEHUS

[MopaxkeHnsa, gnnHa KoTopbiX > 20 MM

Manbii npocBeT cocyaoB (Hanpumep, < 2,75 mm)
* MHorococyguctoe nopaxexue (MCI)
My>XUYUHbI/XKEHLWNHbI

e Moxwunbie nauneHTbl (cTapwe 65 net)

MpoTtnBOonNoKasaHUsA

CteHT Orsiro Mission npoTMBONnokKasaH A/ WUCNO/Ib30BaHMA Yy NaUMeHTOB B Clefylownx

COCTOSAHMNAX:

e Mpu HanMuMu B aHaMHe3e TUMEepPYYBCTBUTENbLHOCTU WM aNneprum Ha maTepuasnbl CTeHTa

n/mnn NoKpbITUA CcTeHTa (Hanpumep, amMoOpHbIA Kapbup KpemHusa, nonumep TJIJTIA wn

KO6anbTO-XPOMOBLIA cnnaB L-605, B T. Y. OCHOBHbIE 3/IEMEHTHI: KOOGanbT, XPOM, BOMbdpam u

HWKenNb), a TakXe Ha CUPONMMYC WAN ero NPou3BOfLHbIE.

e [pn HanAnumum nNpoOTMBOMNOKa3aHWI K pPEKOMEHAOBaAHHOW aHTUTpombGouuTapHoin wu/mnm

aHTUKOArynsaHTHON Tepanuu.

e [lopaxeHue, KOTOpOe, MO MHEHUW Bpaya, NpenaTcTBYeT MNOMAHOMY pasfgyBaHuio

aHrunonnacTuyeckoro 6annoHa, nAn60 nNpaBUNbHOW YCTaHOBKeE CTeHTa WAW  CUCTEMbI
I CTEHTUPOBAHMUS.

e C TpaHcnnaHTayune opraHos.
e KoTopble He noaxoAsaT ansd ctaHAapT[tO YpPecKoXXHOW KopoHapHoW aHrmonnactukm (YKA).
Kpome TOro, cnegyet y4uuTbiBaTb MPOTMBOMOKA3aHWSA, XapaKTepHble ANA WUMMOAaHTauum

CTeHTa Bblgenstouero sekapcrBeHHoe BewecTtso (CBJ/IB) u CTEHTMpPOBaHUS KOPOHApHOI
aptepuu.

MpepynpexxaeHns

e TMPUMEHEHWE [AHHOT0 YCTPOWCTBA COMPSXKEHO C PUCKOM MOAOCTPOro Tpom60o3a,
COCYAUCTbIX OCMOXHEHWA u/unn KpoBoTeueHuUs. [103TOMY TUATeNbHbIA OTOGOP NaUMEHTOB
nMeeT pewatouiee 3HayeHue (cMm. pasgen «OT6OpP NaUWMEHTOB W UHAWBUAYANbHble BapUaHTbI
npuMeHeHuns»). onrocpoyHblie 3P eKTbl CTEHTOB BbIAENAOLWNX IeKapCTBEHHbIE BellecTBa U
PUCKKW, CBfAA3aHHble C 3TUMW UMMNAaHTaTamMu, Heu3BecTHbl. OrpaHWYeHHYK [OCTYMHOCTb
JaHHbIX, MOAYYEHHbIX MNpU NPOBEAEHUMN [AONATOCPOYUHLIX KAWMHUYECKUX MCCNenoBaHuii,
cnepyeT yynTbiBaTb MNPU OLEHKE COOTHOLWEHWA pucka/nonb3bl N8 KaX[oro nauumeHta fgo
nMnaaHTaymm.

e [aHHOE YCTPOWCTBO CKOHCTPYyMpOBaHO W npefHa3Ha4YeHO TO/bKO AN 0AHOPa30BOro
ucnonb3oBaHnsa. HE noaBepraite noBTOpHOW cTepunusauymm wu/wnn  HE ucnonbayliTte
NOBTOPHO 3TO YCTpPONCTBO. [OBTOPHOE MCNONb30BaHWEe OA4HOPA30BOro YCTpoOWCTBa co3gaeT
Yyrpo3y WHpuuMpoBaHna nauymeHTa WAM Monb3oBaTensa. 3arps3HeHue YCTpolicTBa MOXeT
npuBectTm K TpaBme, 3ab0seBaHMIO WAM CMEPTU naymeHTa. YucTka, Ae3uHgekuma wu
cTepunmnilaumsa MoryT yXyAlWUTb OCHOBHblIe CBOWCTBA MaTepuasioB M KOHCTPYKUMW U NPUBECTU
K OoTKasdy B pabote. KomnaHma BIOTRONIK He HeceT OTBETCTBEHHOCTM 3a MPAMOIi,
CNyyaiHblii  WANM  KOCBEHHbI  yuwepb, CcBsA3aHHbIA C MNOBTOPHOW CcTepuausaunen wnm
NOBTOPHLIM WUCMO/b30BaAHNEM.

e HE wucnonb3yiiTe cuctemy cieina, ecnum BHewHsAsS W (MAK) BHYTPEHHSAS ynakKoBKa
noBpeX/aeHa WM BCKPbITa, NMO0 CKpbiTa WMAM HapylweHa MMelolasacs Ha Hell MapKUpoBKa.

e HE npumeHsAliTe ycTPOWCTBO NO UCTEYEHUN CPOKA FOAHOCTU, YKAa3aHHOTrO Ha 3TUKETKe.

e He nbiTalTecb CHMMaTb CTEHT C CUCTEMbl AOCTaBKM WAW MCNPaBAATb €ro MnosoXeHue, Tak
KakK 3TO MOXEeT MPUBECTU K MOBPEXAEHWUI CTEHTa W MOJIMMEPHON cucTeMbl U (MN) NPUBECTYU
K 3M60/11mn cTeHTa. CTEHT HeNb3s CHATb W YCTAHOBUTbL Ha APYro 6annoHHbIN KaTeTep.

e HE noaBeprainte cucTemy CTeHTa BO3LENCTBUIO OpPraHMYecKWX pacTBOpuTenein, Hanpumep
cnuprTa.

e HE nopgBepraiiTe CTEHT BO34ENCTBUIO KakKoro-nmb6o >xkumpgkoro pacteopa u (nnum) HE
oCTaBNAlTe CTEHT B KaKOM-M60 XUAKOM pacTBOpe Ha CTepUIbHOM MoJjie A0 ero NoAroTOBKM
W BBeAEHUA, TaK KakK MnoKpbiTMe [ocnTena nNeKkapCcTBEHHOro cpeacTBa MOXeT ObiTb
NoABEPXXEHO MNOBPEXAEHUAM WAN  NpeXAeBPeMeHHOMY BbIMbIBAHUID  JIeKAPCTBEHHOIO
cpeAcTBa.
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e HasHauybTe nauuneHTy COOTBETCTBYHLYID aHTUKOarynsaHTHYI0, aHTuarperaHtHywo wu
BaszogmnartaynoHHyt Tepanuto (cm. pasgensl «OT60p nNayueHToB W WUHAUBUAYasbHble
BapuaHTbl MNpMMeHeHua» Un «PekoMeHAauuum nNoO aHTMarperaHTHoOi Tepanuu [0 W nocne
npouegypbi»)

e BbINOAHANTE MaHUNYASUUN C CUCTEMOIM CTEHTA B OpraHuaMe noj KOHTpPOAeM aHruorpacguu.
e [py Heob6XOAMMOCTU WCMO/b30BAHUA HECKOJIbKMX CTEHTOB [ANA Jle4eHns nopaxeHus
MCNOMb3YyNTe CTEeHTbl aHalorM4yHOro cocTtaBa, MOCKOJIbKY TMpPU  KOHTaKTe CTEHTOB,
M3rOTOB/MIEHHbIX U3 pa3fINYHbIX MeTannoB, BO3pacTaeT PUCK KOPpPO3nuu.

e [loTeHunanbHble B3ammogencTemsa Orsiro Mission ¢ APYrMMU CTEHTAMU BbIAENSOWMMM
NeKapCTBEHHble BelecTBa He OblIM OLUEHEHbI, MO3TOMY WX crAefyeT, MO BO3MOXHOCTHU,
nsberatb.

e He pekomeHayeTcs NpoOBOAUTb NleYeHWe MaLUEHTOB C XPOHMYUYECKOI 06Lleil OKKNO3nen munm
HefoCTaTOYHbIM  KPOBOTOKOM, KOTOpPbI/i pacnonaraetca AUCTaZlbHO MO  OTHOWEHUK K
BbISIB/IEHHOMY MOBPEXAEHNIO.

e HE npeBblWainTe MCXOAHLIK AnameTp cocyfa NpPOKCUMaNbHee U AuUcTasbHEe NopaxeHus
npu pasgyBaHuu 6annoHa ANS CHUXEHUS BO3MOXHOCTU MOBPEXeHWs cocyaa.

e HE npeBblwaiiTe HOMWHanbHOe paBneHue paspbiBa (HAP), ykasaHHoe B Tabnuue
pacTsXXuMocTn. Bo usbexaHue npeBbllUeHUA faBfeHUA 06A3aTelbHO UCNONb3yihTe npubop
AN MOHUTOPWHra AaB/lIeHUA NpU pasfyBaHun.

e Wcnonb3yiiTe TONbKO MNOAXOAAULYHO cpefy pasgyBaHus 6annoHa (Hanpumep, CMecCb
KOHTPacTHOro BewecTBa MU (pusnonornyeckoro pacrsopa B 06beMHOM OTHOWweHUK 50:50). HU
B KOEM C/IYUAE He pasgyBaiTe 6ann0H BO3AYXOM UAM KaKUM-TMOBO APYrMM rasom.

- [pu nocneaywollemM  pecTeHo3e MOXeT noTpe6oBaThCA  MOBTOpHasa  AufiaTtauus
apTepuanbHOro CermMeHTa, COfepXKallero CTeHT. [loNrocpouHble pesynbTaThl MNOCAeayloLlel
NMOBTOPHOI Annataunum sHA0TENN3NPOBAHHbLIX CTEHTOB HEW3BECTHbI.

e MpumMeHeHWe MO NMOKa3aHUAM, He yKa3aHHbIM B cneuudukaumun, sanpeweHo. MpuMeHeHue
CTEHTOB BbIAENAKWNX JIEKAPCTBEHHbIE BewWwecTBa Yy MNaUMEHTOB C MOPaXeHHbIMU
COCYAWCTBIMU CErMeHTaMy MO MOKa3aHWsAM, He YyKasaHHbIM B cheyuundukaumm, MoxeT
NOBbLICUTL PUCK HeXenaTeflbHbIX ABMAEHWUI, B TOM 4yucie TpoMb603a CTeHTa, amMbONMU CTeHTa,
nHpapkta mmokapga (MUM) mam cmepTu.

Mepbl NPefoCTOPOXKHOCTHN

O6wme mMepbl NPeAOCTOPOXKHOCTH

e I3genue fO/KHLI MCNOMb30BaTh TO/IbKO Bpayu B MEeAUUUHCKUX yUupeXAeHuax, npoweawimve
TWaTebHYHO NOATOTOBKY U MMeKUW e OMbliT BbIMO/IHEHNA COCYAWUCTbIX BMelWaTe/NlbCTB (B TOM
yucne B cny4dae onacHbIX AN >XWU3HU OTKHOHEHMVI).

e Ecnu cuctema cTteHTa 6blna yganeHa o pacwupeHus, HE BBoaguTe ee BHOBb, TakK KakK CTEHT
n (Mnn) cuctema [OCTaBKM MOMAM 6GbiTb MOBPEXAEHbl MPU MNepBOli NOMbITKE MPOXOXAEHUA
NOpPa)KeHHOro CerMeHTa Wi npu uU3BnevyeHun (LONONHUTENbHAA WUHMOpMauna npeacTassieHa
B pasfene «Ocobble METOAUKU W3BNEYEHUA»).

e Tpomb603 cTeHTa £BAAETCS pegkuM co6bITUEM, MNOSHAsA XapaKTepucTuka KOTOporo no
LaHHbIM TeKyWmnX KAMHUYECKUX ucnbiTaHnii CBJIB HeBO3MOXHa. Tpom603 CTeHTa 4acTo
npusognt K WM unnm  cmepTu. B  K/JMHUYECKUX WUCMbITAHUAX KOPOHapPHbIX CTEHTOB,
BblAENIAWNX CUPONMMYC, pasnMuma B 4acToTe pasBuTuAa TpombO3a [ANA CTEHTOB
BblAENAWNX NeKapCTBEHHbIe BelecTBa W MeTan/IMYecKMX CTEHTOB 06e3 1eKapCTBEHHOro
NMOKPbITUA He OblNM CBA3aHbl C MOBbLILLEHWEM pUCKa cepaeyvyHoin cmeptun nnnm UM, nnbo cmepTu
OoT N6oii NpuumHbl. OXxmnpgaetca NoAyvYeHWe AONOMHUTENbHbIX AaHHbIX 605ee AANTENbHOrO
nocnegywuwero HabnwaeHMs nocne paHLOMU3UPOBAHHbLIX KAWMHUYECKUX WUCMbITAHWIA CTEHTOB,
BblAENAWNX CUPOMMYC, a TakXe aHanmi cjaydyaeB Tpombo3a CTEHTOB BblAeNAOLWNX
nekKapcTBeHble BellecTBa; Korga 3TW f[aHHble CTaHyT AOCTYMHbIMM, WX 6yAeT Heob6Xxogumo
YUNTbIBATb ANA MPUHATUSA peweHnii 0 BbIMOSIHEHMN MpoOLEAYP.

e CTeneHb BO3A4eliCTBUA NeKapCTBEHHOro npenapata M MOAUMEPHON CUCTEMbI Ha MNauyueHTa
HenocpeACTBEHHO CBA3aHa C YMC/IOM W A/IMHOW MMNAAHTUPOBAHHbIX CTEHTOB.
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Sie
le

Mepbl NPeaoCcTOPOXHOCTU MpU obpal,eHUn ¢ CUcTemMoi

e TMepes npoueaypoit TWaTeNbHO  OCMOTpPUTE  CcUCTeMy  CTeHTa Ha  npegmet
MYHKUMOHANLHOCTU, a TaKXke Y[AOCTOBEpbTeCb, YTO ee pasMep MOAXOAMT Afs  Toi
npoueaypbl, B pamMmkax KOTopoli oHa 6yAeT MCMO/b30BaHa.

e [lpn paboTe ¢ ycTPOICTBOM cObBNOfaiTe OCTOPOXHOCTL BO M3BeXaHMe HapyweHUs TOYHOro
pacrnonoXeHus cTeHTa Ha 6annoHe W cnyyaliHOro nepenoma, nepernéa wuAM CcKpy4YMBaHuUS
CTepXHA cucTembl cTeHTa. Ocoboe BHMMaHWE [O/MKHO ObiTb YAENEHO COXPaHeHuto
NeKapcTBEHHOro MNOKPbITMA CcTeHTa (He o6pab6aTbiBaTb WAM Kakum-nm60 obpasom He
paspywaTb ero) npu M3BAEYEHWU KaTeTepa U3 yrnakKoBKMW, pa3Mel,eHUu Hafj NPOBOLHUKOM U
npoABUXEHUM 4Yepe3 Bpawawluiica aganTep remMocTaTM4eckoro kjamnaHa W LEeHTp
HanpaBnALEro Katetepa.

e HE ypepxuBaiiTe pgucTanbHblli CTEpPXKEHb CUCTEMbl [OCTaBKM C MOMOLLbIO KpenaeHus
rMnoTpyoku.

e Cob6nopaliTe 0CTOPOXHOCTb NPU U3BJIEYEHUU CUCTEMbI CTEHTA W3 3aWUTHOrO Kojbua, T. K.
LBUXEHUA C MPUIOXEHUEM YCUUIA MOTYT CMECTUTb 3allUTHYH 060/I0UKY U CTEHT.

e Mpu ypaneHunm 3awWwUTHOW 060NOYKM BCerga THAHUTE ee 3a caMblil AUCTanbHbI KOHel,
4yTobbl HEe A[OoNyCTUTb CcMeweHus cTeHTa. HE KacaliTecb 4acTu 3aWUTHOW 060104KHU,
pacnonoXeHHOW Ha CTeHTe.

e Bo Bpemsi MpPOMbIBKM MpocBeTa ANA NPOBOAHMKA w3berante WU3NUWHUX MaHUNYASAUUA CO
cteHToM. CobniopgaiiTe 0COOYHD OCTOPOXHOCTb, UTOGbI He KacaTbCA W He paspylwaTb
NOKPbITUE CTEHTA, a TakKXe caM CTeHT Ha 6annoHe. MaHunynaumm, Takme Kak NOKpy4vyuBaHue
CMOHTMPOBAHHOIO CTEHTA NasjblaMu, MOXeT 0CnabuTb ero dukcauuw Ha 6anioHe CUCTEMbI
[OCTaBKM W MPUBECTU K CMelleHU. Ecnu cTeHT cmeuweH uau nospexpaeH, HE ncnonb3yiTte
ero.

Mepbl NPeAoCTOPOXKHOCTM NPU YCTAHOBKE CTeHTa

Ecnn cucTema cTeHTa He MOXET J/1Ierko [AOCTUYb/MPOATM CKBO3b MOPAXEHHbI CErMeHT,
0CTaHOBMWTE MNpoueaypy W cnepgyinte  WMHCTPYKUMsM B noapasgene  «MWs3BnedeHue
HepaclWMpPeHHOTo CTeHTa». Bo wu3bexaHue MNOBpPeXAEHUS CTeHTa/nokpbiTUa u  (Un)
npexgeBpeMeHHOro CcMelleHWa  CTeHTa W3  6annoHa WAM  ero  LUeHTPUPOBAHHOrO
pacnosioXeHus Ha 6annioHe;

e HE npwunaraliTe oTpuuaTenbHOro [AaB/iEHUWS K CUCTEMe CTeHTa [0 YCTAaHOBKM CTeHTa B
LeneBOin NOPaXXeHHbI CEerMeHT.

e Mpn nonbiTKE MpoxoJa 4Yepe3 MopaXeHHbIA cermeHT cocyga HE npunaraiite ypesmepHoli
CUAbI.

e HE npunaraiite cuay npu NpoxXoXAeHWu, ecny 4yBCTByeTe Kakoe-nmbo conpoTuB/ieHUe BO
BpeMa pgocTyna K nopaxeH[lOmy yuacTky. OnpegenuTte MNPUYMHY CONPOTUBNEHUA, npexje
YeM NPOAONXKUTH.

e HE nbiTaliTecb NpoABuWraTb HepaclUPEHHbIA CTEHT BHYTPb W HapyXy uyepe3 AUCTaNbHbIN
KOHel, MpOBOAHNKKA.

e Y6eguTtecb, 4TO Bpaulawwuiica remocTaTuyecknii knamaH HanpaBfsfloLW,ero katetepa
MOMHOCTbIO OTKPbIT NPW YCTAHOBKE U MO3ULUOHUPOBAHUWN CUCTEMbI CTEHTA.

[na npaBUAbHOTO pa3mMelleHUs CTeHTa:

e HE noBopaunBaiiTe kateTep 60/1ee YeM Ha OAWH MNOJIHbLIA 06OPOT.

e Bo Bpemsa npoueaypbl ybeamtecb, UTO NOPT BbiIXOAa NMPOBOAHUKA, Haxogswwuiica B 29 cMm oT
ANCTaNbHOro0 KOHLA CUCTEMbl AOCTaBKM, OCTaeTcs BHYTPW MPOBOLHWKOBOrO KaTeTepa.

e HE pasayBaliTe 6an/0H, €CM B HEM HEBO3MOXXHO YCTAHOBUTb BaKyyMm. 3TO O3HayaeT, uyTo B
cCucTeMe [O0CTaBKM CyllecTBYeT yTeuka. EcnM Bam He ypaeTcs NoOAAepXUBaTb BaKyyM,
cnefynTe VHCTPYKUMSAM B noapasgene «/3BneueHve HepacWMPEHHOTO CTEHTa».

e MomHuTe, 410 ycTaHOBKA CreHTa MOXET HapyWUTb NPOXOAMMOCTb GOKOBbIX BETBEW.

e MmnnaHTauua creHTa MOXeT TMPUBECTM K pacc/ioeHu cocyaa AuctanbHo u (uam)
NPOKCMMasnbHO OT CTEHTUPOBAHHOIO CerMeHTa, a TakKXe MOXeT Bbi3BaTb OCTpPOe MepekpbIThe
npoceBeTa cocyfa, KoTopoe notpebyeT AONOMHUTENBHOrO BMellaTenbcTBa (Hanpumep, aopTo-

KOpOHapHOe IWYHTUpPOBaHue, panbHeliwel AaunatauuyM WA YCTAHOBKW [OMNOAHUTENbHbIX
CTEHTOB).
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e HE pacwwupsiiTe CTEHT Mocfie MMMJaHTauuMu Ao gvameTpa, 60Mbluero, YeM MakKCUMMasbHbIi
avameTp nocie UMMAaHTauum.

e Mpn nocTagmunatauymn nlberante 6apoTpaBmMbl 3a Npejenamy creHTa.

e [lononHuUTeNibHOE paclwupeHne YCTaHOB/IEHHOINo CTeHTa MOXEeT Bbi3BaTb pacc/ioeHue,
orpaHuymBaloLlee KpPpOBOTOK. 3TO MOXXHO WUCMpaBuUTb yCTaHOBKOVI Apyroro cteHta. B cnydae
nMmnnaHTaunnm HECKONIbKMX CTEHTOB MUX KOHLUbI AO0J/1XXKHblI HEMHOIoO nepekpbiBaTbCA.

e [pn o06paboTKe MHOXECTBEHHbIX MNOPaXeHWii cnegyeT cHayana YCTAaHOBUTb CTEHT B
AWCTaNbHbI  MOpaXKeHHbIA CcermMeHT, a 3aTeM B MpOKCUMAanbHbI. Takoil nopsaok
CTEeHTUPOBAHWUS WCKAOYAET Heo6XO0AMMOCTb TMPOXOXAEHUS MNPOKCUMAanbHOIO CTeHTa npw
YCTaHOBKEe AMCTaNbHOTO W CHUXKaeT PUCK CMeLleHUss MPOKCMMa/ibHOTO CTEHTA.

e He pekomeHayeTcss MpUMeEHeHWe BpaxuTepanuu, MexaHWYecKuUX YCTPOWCTB aTepakKToMuu
(HanpaBAEeHHbLIX WAM  BpalalWnXcs aTepsKTOMUUYECKUX KaTeTepoB) WM  KaTeTepoB
Nna3epHoii aHrMonNacTUKK ANsi YCTPAHEHWS pecTeHo3a BHYTPU CTeHTa.

Mepbl NpefocTOpOXXHOCTU [PU un3BNeYEeHUU CcTeHTa WIN CUCTEMBbI
[OCTaBKM

e Ecnu BO BpemsA npouefypbl WM NpU U3BAEYEHUW CTeHTa/cucTeMbl AOCTaBKM ollywaeTtcs
Heob6blYHOE conpoTuMB/eHUe, obpaTutech K pasgeny «Ocobble METOAMKN W3BNEYEHUS» [N1S
NONYYEHUS WHCTPYKUMUA N0 MNpaBubHOMY MW3BAEYEHU. HeBbiNOMHEHWE 3TUX WHCTPYKLUUNA
MOXEeT NpuBeCTUM K MoTepe WU MOBPEeXAEeHU CcTeHTa U (MAM) KOMMOHEHTOB CUCTEMbI
[OCTaBKMU.

e MeToabl W3BNEYEHWS CTEHTa, TakMe KaK MpUMeHeHWe [OMNOSHUTENbHbIX MNPOBOAHUKOB,
netenb u (MAM) 3aXKUMMOB, MOTYT MPUBECTU K AOMOSIHUTENbLHOW TpaBMe KOPOHAPHbLIX COCYAO0B
n (Mn) mMecTa JOCTyna B COCYAUCTYH CUCTEMY. K OCNOXHEHMSAM OTHOCSATCS KPOBOTeUYeHue,
reMmaToma uau ncesfoaHeBpusma.

Mepbl NPeaoCTOPOXKHOCTU MOC/Ie YCTAHOBKM

e Cob6nofaiiTe OCTOPOXHOCTb MPU MNPOXOXKAEHUM 4Yepe3 HefaBHO YCTAHOBJIEHHbIW CTEHT
KateTepa A/ BHYTPUCOCYAUCTOro ynbTpPa3BYKOBOro uccrnegoBaHus (BCY3W), KopoHapHOro
NpPoBoAHMKA, 6an/IOHHOrO KaTeTepa WAW WUHOT0o YCTPOWCTBA, YTOGbl HE HApPYLWWUTb MOJSOXeHue
CTEHTa, ero npujeraHue K cTeHKaM cocyja, NMoKpbiTMe UM (hOpMy KOPOHAPHOro CTeHTa.

e ObpaTtuTecb K pasgeny «CsefeHna o 6e3onacHocTu npu nposefeHun MPT» ansa nosyyvyeHus
WHopmaLnum o COBMECTUMOCTU cTeHTa ¢ MPT.

BOo3MO>XXHble HeXenaTeslbHble ABAEeHUSA/0CMOXHEHNSA

K 4nCny BO3MOXHbIX HEXenaTeNbHbIX SIB/IEHUI, CBsA3aHHbIX ¢ UTKA 1 ycTaHOBKOW CTeHTa,
OTHOCHITCA, Cpeau npounx, cnegyrolue:

e CeppaeuHble sBMeHua: WM wam uwemuss cepgua, BHe3anHoe MepekpbiTUe KOPOHAapHOii
apTepuu, pecTeHo3 LuUefneBoit apTepun (nNepekpbiTue 6onee uyem 50 % npoceeTa),
KapAauoreHHblli WOK, CTEHOKapAuMA, TaMnoHaga, nepdgopauna unm pacc/ioeHue KOpOoHapHOI
apTepun  wMAM  aopTbl, Nepdgopauusi cepaua, HeoT/NOXHaAs onepauuss Ha cepgue,
nepukapananbHblii BbINOT UM 06pa3oBaHNe aHEeBPU3MbI.

e §BneHus,, cBA3aHHble C apuTMueli: >XenyjouykoBas Taxukapausa, dubpunnayns
XKEeNyfouKoB, nbpunnaumsa npeacepanin nnn épagukapgns.

e fBNIEHUS, CBSI3aHHble C CWUCTEMON CTeHTa: CTEHT He [0CTaB/eH B HaMeyeHHOe MecTo,
CMelleHne cTeHTa C CUCTeMbl [OCTaBKW, HernpasuibHas ycTaHOBKa CcTeHTa, Aedopmauus
CTeHTa, 3mMbonuA cTeHTa, TPOMOBO3 WAM OKK/MO3UA CTEHTa, MNepesioMm CTeHTa, CMeljeHue
CTeHTa, HenpaBuW/bHbI KOHTAKT WAM KOMMNpeccus cTeHTa (CTEHTOB), 3aTpyAHeHus npu
pasgysaHuu 6annoHa, paspbiB UM NPOKoJ 6ansioHa CUCTEMbl AOCTaBKW, 3aTPyfHEHUS Mpu
cllyBaHWMW, 3aTPyAHEHUA MPU BbIBEAEHUN UAN 3MOONNA MaTepuanom KaTteTepa.

e §BNeHUs, cBfA3aHHble C [AblXaHWeM: OCTPblli OTeK Jflerknx, 3acToliHas cepgevyHas
HeJOoCTaTOYHOCTb, AblXaTefbHas HefoCTaTOYHOCTb MW HapyleHue AbiXaHus.

e fBNeHMsa, CBA3aHHble C cocyjamu: rematoMa B MecTe focTyna, TrUNOTEH3UA WAn
runepTteHsns, rncesfoaHeBpu3Ma, apTepuoBeHO3Has @QucTyna, 3abploWwMHHas remaroma,
nepdopauma WM pacceyeHue cocyfa, pecTeHo3, TPom603 WM OKK/IO3WUA, Basocnasm,
nepudepnyeckas uwemus, [UCCEKLUA, AucTanbHas 3ambonusa (BO3gyxom, parmeHTamu
TKaHei, Tpom6oM).
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e HeBponorunyeckne ABMEHUA: NOCTOAHHOE (MHCYNbT) uAM obpaTumoe (TpaH3UTOpHas
nwemMuyeckan araka) HeBpPOSIOTMYECKOe £ABJIEHME, MOBpexieHne 6eApeHHOro Hepsa WK
nospexpaeHne nepntepnyecknx HepBos.

e ${BNEeHUsA, CBA3aHHble C KPOBOTEYEHWEM: KPOBOTeYeHWEe WM KPOBOWU3NUSAHWE B MecTe
focTyna, KpoBoTeyeHue, Tpebyouiee nepenmsaHnsa KpoBU UKW APYrOro NeyeHus.

e Annepruyeckne peakumm Ha KOHTPaCTHOe BeLWecTBO, aHTUTpoMbGOUMTapHble CcpeacTsa,
aHTUKOArynaHTbl, amopdHbIi Kapbua KpeMHus, Kob6anbTO-XPOMOBbIA cnnaB L-605,
nonumepHytw matpuyy MJIJIA, npenapaTt cCUMPOSMMYC UNN NMPOU3BOAHbIE CUPONUMYCA.

e CmepThb.

e NHekumnsa un cencuc.

Kpome TOro, npuMeHumbl BCce HebnaronpuaTHble 3P eKTbl, CBA3aHHble C Mpouefypoi, Kak
3TO OMNMWCaHO B HaLUWMOHa/IbHbIX W MeXAYHapoAHbIX peKoMeHAauuAx COOTBETCTBYHLWUX
MeaULUHCKUX accoumaumni.

MoTeHUWanbHble HeXenaTefbHble SABMIEHWA, CBA3aHHble C MepopasbHbIM  NPUEMOM
cuponvmyca, BK/IHOYAKT, HO He OrpaHMYynmBalTCA aHomalibHbIMW pe3ynbTaTtaMum aHann3os
nokasatesnei MyHKUMW NeyvyeHW, aHeMuen, apTpanrueli, Anapeei, runepxonecTepuHemMmen,
r’MNepyYyBCTBUTENIbHOCTbIO (8 TOM yucne aHaunaktTnyeckmmmn/aHagnakTongHbIMm
peakuuamun), runepTpurauuepugemueit, runokanmemmen, MHPEKUMAMN, UHTEepPCTULNaNbHbIMUK
3aboneBaHnsAMM  /IOTKUX, TpombouuTONeHwnen, nelikoneHuwen, nNUMAMPOMONA U  APYTMMU
3/10Ka4eCcTBEHHbLIMW HOBOOGpPa30BaHUAMMU.

JlekapcTBeHHble B3aVIMO,D,eVICTBMFI

WccnepoBaHua nekapCcTBEHHbIX B3aMMOLEWCTBUI He BbiMOMHEHbl. B meTabonmsme npenapata
cuponnmyc ydactByeT CYP3A4. CunbHble unHrnomtopsl CYP3A4 (Hanpumep, KeTOKOHa30n)
MOTYT MOBbLICUTb 3KCMO3ULMIO NpenapaTta CMPOANMYC A0 YPOBHEW, BbI3bIBAKLWUX CUCTEMHbIE
aekTbl, 0cCOBEHHO nocfe YCTaHOBKM HECKONbKUX CTEHTOB. CUCTEMHYI0 3KCMO3ULMIo
npenapara CUpPONMMYC crefyer TakXe YYuTbiBaTb, €C/N MauueHT fnosiydyaeT COMyTCTBYHOLW YO
CUCTEMHYKO UMMYHOZLENPECCAHTHY Tepanuio.

HecMOoTpsi Ha OTCYTCTBUE KOHKPETHbIX AAaHHbIX, Takne BelecTBa, KakK Takponumyc, aelicTeue
KOTOpbIX ONocpefoBaHO Tem e cBA3biBawwWwuM 6enkom (FKBP), wMoryt BAuATb Ha
3P PeKTMBHOCTL Npenaparta CUPOINMYC.

NMpnmeHeHue B 0CcO6bIX rpynnax nauumneHToB

be3onacHocTb M 3ahhekTuBHoCcTb Orsiro Mission ewe He 6blna ycTaHOBAeHa Yy naLWeHTOB ¢
nepeyvYmncieHHbIMU HUXE COCTOSHUSMU:

e Hepaspewunswmnncs TpomM603 NOPaxXeHHOro CermeHTa

e HesawuuweHHble MecTa MOPaKeHnss CTBOJIa N1IEBO KOPOHApPHOI apTepum

e I3BUTble cocyfbl, KOTOPble MOFyT 3aTPyAHWUTb YCTAHOBKY CTeHTa B MOpaXXeHHOM CermMeHTe
WUAN cermMeHTe, NMPOKCUMasIbHOM OT MOPaXXeHHOro

e HepaBHO MepeHeceHHbI OCTpbIi MH(APKT MUOKapAa NpuM Haauyuy nNpu3HakoB Tpombo3a
AN HejoCcTaTOYHOro KPOBOTOKA.

e Tekywas 6paxutepanusa LeneBoro NopaxeHHOro cermeHTa

e bepeMeHHble WAN KOPMSALWME XEHLWMUHbI, MYXUYUHbl NAaHuWpylowmne OTLOBCTBO: ANA 3TUX
rpynn nauueHTOB He CyuleCTBYeT afeKBaTHbIX W KOHTPONMPYEMbIX uccneposaHuii [lNepeg
ycTaHOBKOW cTeHTa Orsiro Mission n Ha npoTsXeHun 12 Hepenb Nocne ero yYCcTaHOBKWU
cnepyet npumeHsATb 3 eKTUBHble MeToAbl KOHTpauenuuu. He cnepgyeT ycTaHaBnvBaTb
cteHT Orsiro Mission BO BpemMsi 6epeMeHHOCTU, 3a WCK/IYEeHWEM Cc/y4yaeB, Korga mMosb3a
NpeBOCXOAUT PUCK AN aIMOPMOHA WAu niaoja

e [I[puMeHeHMe y negnaTpuyecknx nauueHToB Mosioxe 18 net

OT60p NaumMeHTOB N NHANBUAYASIbHbIE BapMaHTbl NPUMEHEHUSA

Heobxoaum  TwaTenbHblil  0T6OP MauMeHTOB B  COOTBETCTBMM C  Ha3Ha4YeHuMeM K
MCNONb30BAHUIO YCTPOICTBA, TaK KakK ero npuMeHeHue COMNPSXXEeHO C PUCKOM OCIOXHEHWA,
nepeyncneHHblXx B pa3fene «Bo3MOXHble HeXenaTenbHble SABNEHWUSA/OCNOXHeHUs». [lepeg
npumeHeHnem Orsiro Mission Heo6xo04UMO OUEHUTbL 6GanaHC pucka M MNOoJb3bl ANA KaX[0ro
nayveHTa. ®akTopbl, OLEHMBaeMble Npy 0TOOpe NaLMEHTOB, AO/DKHbI BK/AKOYATb CY)XAEHWE O
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pucke [LONATOCPOYHON aHTMarperaHTHol Tepanuum (cM. pasgen «PekomeHpgauun no
aHTmarperaHrHoi Tepanuu Ao M Nocne npouegypbi»). CneayeT 0co60 yuuTbiBaTb HeAaBHO
NepeHeceHHbIi aKTWBHbI racTpUT WAM NENTUYEeCKYl A3BY, a TakXe BbICOKMA puUCK
KPOBOTEYEHWNA, MPU KOTOPBLIX MOXET 6biTb MPOTMBOMOKAa3aHa aHTUKoarynsHTHas Tepanus.
OueHb BaXHO o06ecneynTb BbINOJIHEHWE KaXAbiM MNaLMEHTOM PEKOMEHAO0BaHHOW CXeMbl
npvemMa aHTUTpoMb6OUMTaApHLIX MNpenapaTtoB nocne  npoueaypbl. [lpexaeBpeMeHHoe
npekpaueHve npvema Ha3Ha4YeHHOro aHTUTPOMOGOLMTAPHOro npenapara MOXeT MNOBbICUTb
puck Tpom603a, M nnm cmepTn. Ecnm nnaHupyeTcsa Xupyprumyeckas wam ctomaTtosiormyeckas
npoueaypa, Kotopas notpebyeT AOCPOYHOro MnpekpaweHus aTuTpombouMTapHON Tepanuw,
cneunanucT No MHTEPBEHUWOHHOW MeauuMHe W NauueHT AO0/KHbI nepes UYKA TwaTtenbHoO
OLEHMUTb MpaBUNbHOCTbL Bbibopa BapuaHTa YKA ¢ npumeHeHunem CBJIB M peKOMeHLOBaHHOW

aHTUTPOMOGOLMTAPHOWA Tepanuu. Ecnn nocne UKA pekomeHayeTcs BbIMO/IHEHNE
XUPYPruyecko wunu cTomMaTonornyeckolr npoueaypbl, PUCK W MNONb3y 3TON npoueaypsl
cnepyet conocTaBuUTb c BO3MOXHbIM pUYCKOM JOCPOYHOrOo npekpaw,eHuns

aHTUTpoMBOUUTApHOI Tepanuu.

MauneHTbl, HyXjalwWwmnecs B [OCPOYHOM MNpeKpaleHUun aHTUTpoMGOouMTapHOW Tepanuu Mo
NpUYMHe 3HAUYUTESIbHOTO KPOBOTEYEHUs, noAanexar TuwaTe/NbHOMY HabGNAEHUW ANS
BbISIBJIEHUSI HapyLleHW AesaTenbHOCTU cepgua, a nocne ctabuamnsauuym cocTOSSHUS nayueHTa
cnefyeT Kak MOXHO CKopee BO306HOBUTb aHTUTPOMOOLMTAPHYIO Tepanuio Mo YCMOTPEHUI0
nleyauiero Bpauva.

Cnepyet onpefennTb COMYTCTBYIOLWYH MaTOMOMMIO, MOBbLIWAKLWY PUCK MI0XOro pesynbTata
nepBoHayanbHOW NpoOUEAypbl WAM  PUCK IKCTPEHHOTO O06pauleHUMss 3a KOPOHApPHbIM
WYHTUPOBaHMEM (Mo4YyeyHass HEAOCTATOYHOCTb W BbIpaXXEHHOe OXupeHue). CrnepyeT Takxke
NPUHSATL BO BHUMaHWE MOJSIOXKEHMEe cocyfa, pasmMep pedepeHTHOro cocyfaa, MpOoTSHKEHHOCTb
NMopaEHHOro CermMeHTa, ero KauyecTBEHHble XapaKTepUCTUKM M 06bEM MUOKapha, KOTopbli
MOXeT nocTpagaTb OT OCTPOro WAM MoAOCTPOro Tpom6o3a.

Heckonbko  UCXOAHbIX (DaKTOPOB, OMNpeAensieMblX aHruorpadgueli M cBA3AHHbIX C
npoueaypoit, BAUAIOT HA TPOMG0O3 NOCAe YCTAaHOBKU cTeHTa. K 3TuM dakTopam OTHOCSATCSH
avameTp cocypa MeHee 3 MM, oGpa3oBaHvMe TpombGa BO BpeMsi mpoueaypbl W paccioeHue
nocsfe wWMnNAaHTauMmM cTeHTa. Y MauMeHTOB, MepeHeclUX CTEeHTUPOBAHWE KOPOHapPHbIX
COCYZi0B, MEPCUCTUPYIOLWNI TPpoMG WAM pacc/lioeHue crefyeT paccMaTpuMBaTb KakK MpU3Hak
BO3MOXHOCTU Pa3BUTUSI TPOMBOTUYECKON OKKMo3mu. Mocne YKA cnepyeT ycTaHOBUTbL OYeHb
TwatenbHoe HabnAeHWe 3a MayMeHTOM Ha MPOTSHKEHUU OAHOro Mecsilla nocse YyCTaHOBKM
CTeHTAa.

PekomeHpgaunm no aHTVIaneFaHTHOVI Tepanmnmm Ao 1 nocszie npoueaypbl

B coyeTaHune ¢  Orsiro Mission  cnegyeT NpUMEHATb  aHTUTpPOMGOUMTapPHYH "
aHTUKOArynaHTHy Tepanuto. MNpu BbIGOpe u onpegeneHnn JO3UPOBKU, MPOAO/DKUTENBHOCTH
N coyeTaHMA pPasfIMYHbIX aHTUTPOMOOLUTAPHLIX CPeAcTB Bpay [O/DKEH PYKOBOACTBOBATbCA
nHopmalmein, NnpuBeeHHONW B TeKyllell CNpaBOYHON nuTepaType Mo CTEHTY, BblAeNsAlWEMY
npenapaTt CUPONMMYC, a TakKXXe HauWOHaNbHbIMW W MEXAYHAPOAHbIMW PEeKOMeHAaunsamm no
NPOBEAEHNID  YPECKOXHbIX  KOPOHapHbIX BMeWaTenbCcTB. Ha nnaHWpyembll  pexum
AHTUTPOMOOUMTAPHOW W aHTUKOArynsaHTHOW Tepanuu MOTyT MOBAUATL WHAWBUAYANbHbIE
NOTPEO6HOCTM MAaLUEHTOB M UCMbITbIBAEMbIA UMW PUCK.

MHdopMmaymna gns naumeHTa

B pononHeHne K wHdoOpmauunm AnA  nauyuMeHTa B OTHOWEHWM nNpoueaypbl, CTeHTa M|
cooTBeTcTBywWUeli  MHGpopmauumn, Kacawleinca obpasa XKM3HM  Nocne  MNPOBEAEHMUA
CTeHTUpoBaHusA (Hanpumep, O puckax/nosb3e, nNoOcCAeayOLWNX NOCeweHnax, npueme
NeKapcTB M U3MEHEHUAX obpasa XW3HW), COBETYTE NauNeHTy:

e Bcerga Heo6xoAUMMO HOCUTb € CO6OM MMnnaHTauMOHHYO KapTy nauueHTa.

e 3apeructpupoBaTb HauMunme WUMNAAHTUPOBAHHOrO CTeHTa C yKa3aHuem YCAO0BWUiA, npu
KOTOpbIX 6e30MacHO nNpoBefeHMe CcKaHupoBaHuin, B KomnaHuum MedicAlert Foundation
fwww.medicalert.orQ”1nan aHanorn4Hom opraHmnsayunu.
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YKaszaHuna no npuMeHeHuro

MoarotoBka nmaymeHTa u Bbl60p CNCTEMbLI CTEHTA

1. MoproToBbTe nauuMeHTa W obnactb cocygucToro pgoctyna k YKA B COOTBETCTBUM CO
CTaHAAPTHOM KAWHMYECKOW MPaKTUKOWN yuypexaeHus.

2. PekomeHAayeTcs BbINOMHWUTbL NMpeABapuTENbHY Aunatauuio 6annoHom, gmameTp KOTOpPOro
Ha 0,5 MM MeHblwe peepeHTHOro gunameTpa cocyga, a AJIMHa CTeHTa paBHa WAM MeHblle
OJINHBI MOPaXeHHOro CerMeHTa.

3. BbibepuTe pasmep CTeHTa, KOTOPbI paBeH manm 6onblie A/IMHbI MOPaXeHHOro cermeHTa u
BHYTPEHHEro paumameTpa B COOTBETCTBUM C pedepeHTHbIM AuaMeTpoM cocyfa LesieBoro
nopaXeHHoro cermeHTa. JononHuTenbHas wuHPOpMauus No  pasmepam  npodunei
NPOXOAUMbIX CTEHTOB COAEPXXUTCA B MHCTPYKLUMUKN YCTpONCTBa.

MoarotoBKka CUCTEMbI CTEHTA

4. Tepef ucnonb30BaHWEM MpoBepbTe © Yyb6eAuTeCb, UTO HapyXHas ynakoBKa He
noBpexpaeHa WAM He BCKpbiTa. BCKpoiTe HapyXHyl YynakoBKy, 3aTeM BCKpoliTe
repMeTUYHY ynakoBKY.

5. Mpexae 4YemM MpPOAO/MKUTb, OCMOTPUTE TEPMETUYHYK YMNakoBKY WU ybeauTecb, U4TO
CTEPUNbHLIN 6apbep He noBpexageH. OTKpoliTe naker.

6. CobniopaiiTe 0OCTOPOXHOCTb NPU U3BJIEYEHUU CUCTEMbI CTEHTA M3 3alWMUTHOrO KOMbLaA.

7. CHUMKMTE 3aWUTHYI 060/M104KY, MOTAHYB 3@ AUCTa/bHbIA KOHEL,

8. [lepen wucnonb3oBaHWem o6cnefyinTe CcUCTeMy CTeHTa Ha npegMeT MNOBPEeXAeHUiA.
OCMOTpUTE CNOXEHHbLIA CTEHT Ha NpeaMeT OAHOPOAHOCTU, OTCYTCTBUSA BbICTyMalWMX 4YacTei
W LEeHTpasbHOro pacnonioXeHua Ha 6annoHe. Y6eauTecb, UTO CTEHT PacnofioxXeH Mexay

NPOKCUMANbHbIMW W AUCTaNbHbIMW MeTKamMu cucTeMmbl JocTaBku. HB npumeHsaliTe cucTtemy,
ecnn obHapyXute Kakume-nn6o gedekThbl.

MpomMmbIiBaHME nMpocBeTa NpoBOAHMUKA

9. TllpucoeAanHWTE WNpUL C TenapuHU3MPOBAHHbLIM  (U3NOIOTMYECKUM  PacTBOPOM K
NPOMbIBOYHOW Urfle CcOOTBeTCTBYlOWero pasmepa. OCTOPOXHO MPUIOXKWUTE MNPOMbLIBOUYHYIO
Uy K AUCTaNbHOMY KOHUYMKY CUCTEMbl AOCTABKM W MPOMOITE MpPOCBET NMPOBOAHMKA, MOKa
XXWAKOCTb He HauyHeT BbiTEKATb M3 MopTa Bbixoga MPOBOAHUKA.

10. YaanuTe wWnpuy U NpoMbIBOYHYIO UFAY.

11. lep>xnuTe NOATOTOB/IEHHYD CUCTEMY CTeHTa Npu aTMOCepHOM AaBneHun.
BBegeHue n pasmeuieHme cteHTa

12. TMoacoeAuHUTe BpallaloWuiics remMocTaTUYecKuin KnanaH K /IlO3POBCKOMY MOpPTY
NMPOBOAHUKOBOrO KateTepa, BBeAeHHOMY B COCYAbl.

13. Mo KOHTpoNeM aHrnorpaum yctaHOBUTE NPOBOAHWK COracHO metoauke YUKA.

14. YcTaHOBWTE [UCTa/bHbIA KOHYMK CUCTEMbl [OCTaBKM Ha MNPOKCUMANbHY 4acTb
NPoBOAHMKA, YAepXXUBas NPOBOAHUK B LEe/IeBOM MOPaXeHHOM CEerMeHTe.

15. MONHOCTLIO OTKPONTe BpallalWmnincd remocTaTudeckuini knanaH gns 6ecnpensTCTBEHHOrO
NPOXOXAEHUA CTEeHTA.

16. OCTOPOXXHO BBEAMTE CUCTEMYy CTeHTa 4Yepes3 Bpauialowniica remoctTaTuyeckuii KnanaH.

17. Mpopsuraiite cuctemy cTeHTa yepes NPOBOAHWUKOBBI KaTteTep nog,
PEHTreHOCKOMMYEeCKNUM KOHTPOJieM, 4TOo6bl onpegennTb, Korga KOHYMK CUCTEeMbl LOCTaBKU
nofoigeTr K AWCTalbHOMY KOHUY NPOBOAHMKOBOro kKaTtetepa. [o mMeTkam Bbixoja CTBO/Sa Ha
rMNoTpyokKe MOXHO MPUBAM3NTENbHO OnNpefennTb MOMEHT [OCTUXEHUS CUCTEMON CTeHTa
AVCTa/IbHOIO KOHUA NMPOBOAHUKOBOrO KaTteTepa.

18. OCTOpOXHO npogBuraiiTe cucTemy cTeHTa N0 NPOBOAHWKY B KOPOHApHYH apTeputo,
obecneynBan MNOCTOSAHHOE NOJIOXKEHWE MPOBOAHWUKOBOIo KarteTepa W CcTabubHOE MOJIOXeHue
NPoOBOAHMKA B LE/IEBOM MOPaXXEeHHOM CErMeHTe.

19. YcTaHOBUTE CTEHT B MOPaXXEHHOM CEermMeHTe, WCNO/Mb3ys PEHTrEHOKOHTPACTHbIE METKM
6ansoHa CUCTeMbl JOCTaBKM B KayeCTBE OPWMEHTPOB. [lpy OLWYLIEHUM COMPOTUBMIEHUS WK
HEBO3MOXXHOCTU AOCTVIKEHUS WU MPOXOXAEHUS Yepe3 MOpPaKeHHbIi CErMeHT He MpuUMeHsainTe
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cuUny, OCTaHOBUTE npoueaypy W BbINOJHUTE [AEWCTBUS, TMEpPeyvYucrieHHble B nogpasgene
«M3BneveHne HepaclWUPEHHOTO CTEHTax.

20. TpoBepbTe MOJI0XKEHUE CTeHTa, No4 KOHTponem aHruorpaumn, 4Tobbl ybeanTbcA B
[OCTAaTOYHOM OXBaTe MOPaXEHHOro CermMeHTa, BK/AKYAA MPOKCUMANbHYH W AUCTalbHYIO
rpaHuubl. Ecnv onTuManbHOe MOM0XEeHWe CTeHTa He AOCTUTHYTO, akKypaTHO nepeMmectute
NN M3BNEKUTE CTEHT COrIacHO MHCTPYKLWUSAM, MepeyucieHHbIM B nogpasgene «l/3BneveHue
HepaclWMpPeHHOro CcTeHTa». He pacwupalite CTEHT, €CAM OH 3aHWMMaeT HenpaBU/IbHOE
NOSIOXKEHME B LLeIEBOM MOPaXEHHOM CermeHTe cocyja.

21. MNNoTHO 3aTsAHMTe BpauialoULMiics reMocTaTUYecknii KnanaH.

YpaneHne Bo3ayxa M3 CUCTEMbI A0OCTaBKU

22. TpucoeanHNTe TPEXXO4OBOM 3amopHbIA KpaH K nopTy Jllospa Ha pa3beme CUCTEMbI
[OCTaBKW.

23. MoAroToBbTe YCTPOWCTBO A4 pas3fyBaHus obbemMom 20 MA M yaanuTe M3 Hero BO34yX
COrnacHoO pekomMeHgauuaM U MHCTPYKUUAM W3rOTOBUTENS.

24. TlopcoeAuHUTE K TPeEXx040BOMY KpaHy YCTpPOWCTBO pAns pasgyBaHus 6GannoHa,
cofepxauliee 3 M cpebl Ana pasgyBaHua 6annoHa.

25. OTKpoliTe TpexxoAoBOW KpaH, 4ToObl 06ecneynTb MOTOK XWAKOCTU MeXAy CUCTEMONA
[OCTaBKN 1 YCTPONCTBOM ANA pasgyBaHua 6annioHa.

26. Moppepxuealite oTpuuaTenbHOe AaBfiEHNE B TeYeHMe MO MeHblWwein Mmepe 30 cekyHp Ao
MOJIHOTO YyAaneHus BO3fAyxXa W OTCYTCTBUA My3blpbKOB B KaHase AN pa3fyBaHUs CUCTEMbI
[OCTaBKM.

27. 3aKpoiiTe TPexxo[0BON KpaH, 4TOObl OCTAHOBWUTb MOTOK >XUAKOCTWM K CUCTEMe [LOCTaBKM,
W ygannTe BeCb BO3A4yX M3 yCTPOMNCTBa ANA pas3gyBaHus 6GannoHa yepe3 TPexXXO[0BOM KpaH.
28. [Mpun HeobxogumocTM MoOBTOpPUTe onepauun 25-27, uytobbl o06ecneunTb YypaneHue
BO3fyxa, Ccojepxauieroca B CUCTeMe [OCTaBKW, W TMpefoTBpaTUTb HepaBHOMepHOoe
pacwmnpeHune CTeHTa.

29. OTKpoOliTe XXMUAKOCTHbIA KaHan TPeXX0A0BOro KpaHa, He AOoMnyckasi MpPOXO0XJAeHus Bo3dyxa
obpaTHO B cUCTeEMY [JOCTaBKW.

30. YCTaHOBWUTE CUCTEMY B HETpanbHOe MONOXeHue A5 BbIMOMHEHUS cnefylouwnx LWaros.
YcTaHOBKa CTeHTa

31. TlloBTOpHO noAaTBepauTe npasuillHoe nonoxeHne cTeHTa OTHOCUTE/IbHO LLe/eBOro
nopaxeHHoro cermeHTta. [loj KOHTpofnem aHruorpaum ybeamTecb, 4UYTO CTEHT He 6bin
noBpexaeH WUAN cMelleH BO BpeMs MO3ULNOHUPOBaHUA.

32. PaspyBaiiTe 6annoH cuUcTeMbl [AOCTaBKM MNOCTENEHHO B COOTBETCTBUM C Tabnuuei
pacTshKUMOCTU. YaepxuBante pgaBneHuve B TedeHue 15-30 cekyHa. HE npesbiwante HAP.
MpumeyaHue. 3HavyeHna gnameTpa, yKasaHHble B Tabnuue pacTaXMUMOCTU, O6bIIN NOJSYYEHbI
B [AOK/MHWYECKUX WCMbITAHUAX 6€3 CONPOTUBNEHUA TMOPaXeHHOro cermMeHTa BO Bpems
pasgyBaHus 6annoHa. KnumHuyeckune ycnoBma MOryT ObiTb WUHBIMU.

33. BbinonHuTe aHruorpaduio B pas3HbiX MNPOEKUMAX, YToObl YAOCTOBEPUTLCA TOM, UYTO CTEHT
NOJIHOCTbIO pacwupeH. MNpn HeobXxoAMMOCTU 6ansioH CUCTEMbl AOCTaBKU MOXHO pas3fyTb ele
pas unuM pasfyTtb AOMNOJIHUTENIbHO, 4TO06bl A06GUTHLCA ONTMMANIbHOIO MNpuaeraHna crTeHTa K
CTeHKam cocyga. Ecnu cTeHT BCe elwe He MNOJSIHOCTbIO Mpujieraet K CTeHKe cocyfa, B Hero
MOX>XHO MOBTOPHO BBeCTW 6annoH 60nblero pasmepa ANA 4ONONHUTENbHOrO pacwunpenus. HE
npekpauialriTe ycTaHOBKY CTEHTa, €C/iM OH HejOoCTaTOYHO pacwupeH. lpoeepbTe npuneraHue
CTEHTa K CTeHKe cocyja C MOMOLLbI0 CTaHAapTHOM aHruorpadguu nnm BCY3N.

CayBaHue 6ansioHa U U3BfleYeHne CUCTeMbl A0CTaBKU

34. CpyiiTe 6annoH B COOTBETCTBMWU CO CTaHAapTHbIMM npoueaypamu YKA, co3paBas BaKyym
B TeyeHue He wmeHee 35 cekyHa. [loaTBepauTe OTCYTCTBUME KOHTPAaCTHOro pactsopa B
6annoHe.

35. OTKpoiiTe BpaularoUimiics remocTaTMueckunii KnanaH gns yaaneHusa CUCTEMbl AOCTaBKM.

36. YpepxuBaiiTe NPOBOAHWKOBLIN KaTeTep U MPOBOAHUK B MOCTOSHHOM MOMOXEHWUU BO
n3bexaHne Ux BTATMBAHUS B COCYA.
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37. MNOA PEHTIreHOCKONWMYECKUM KOHTPONEM, (OAAEPXMBAR OTPULATENLHOE AABNEHWUE,
AKKYpaTHO M3BNEKWTE NOMTHOCTLIO CAYTYIO CUCTEMY /I0CTaBKW U3 LIeNesoro cocyaa n aanee
yepe3 NpoBOAHWKOBLIN KaTeTep. Ecnn uisnedenne cayToro 6annoHa CUCTEMbl AOCTABKU M3
CTeHTa 3aTpyAHEHO, OCTOPOXHO MOABWUIralTe CUCTEMY AOCTABKU Bnepea WM Ha3ah, Noka He
cMoXeTe BbiBECTU 6annoH. MpuW COXPAHEHMM 3aTPyAHEHWI M3BNEeKUTe CUCTeMy AO0CTaBKW
BMeCTe C NPOBOAHUKOBLIM KaTeTepoM,

38. MMocne ycnewHoro yaaneHusi CACTEMbl AOCTAaBKW, MNOTHO 3aTAHUTE BpPaWAOLWMIACA
reMoCTaTU4ecKMn KnanaH M OCMOTPpUTE W3genve Ha Hanuuve NPU3HAKoB MONOMKU UNN
dparmexTaumun.

39. Nepunoaunyeckun HabniopanTe 3a COCTORHUEM NauMeHTa NoA KOHTponem aHruorpaduvu B
TeueHwe 15 MUHYT riocne NnMNAaHTaunu CrenTa.

40. Mocne npuMeHeHus YTWIN3NPYUuTe UCNONbL3OBAHHOE YCTPOWCTBO U €ro ynakoBKY
OTX0Abli B COOTBCTCTBMM C NOPSIAKOM, MpuHATbBIM 8 nedyebHOM yupexaeHuun w
3aKOHOAaTeNbLCTBOM, AENCTBYIOWMM Ha TEPPUTOPUKU CTPaHbl.

Ocobbie MeToaAnKK n3BrievYeHnn
U3Bneuenne HepacwnNpeHHOro CTeHTa

1. Ecnn ao yctaHoBkM CcTedTa HeobxoaMMoO uM3BNedb CUcTeMy CcTeHTa, ybeautecb B
KOAKCWaNnbLHOM NOJSIOXEeHUW NPOBOAHWKOBOMO KateTepa OTHOCUTENbHO CUCTEMbl AOCTaBKWU U
nsberante obpasoBaHns OCTPLbIX YrNOB MEXAY CTEpXHEM KaTeTepa CUCTeMbl AOCTaBkKW U
NPOBOAHMKOBbLIM KaTeTepoM,

2. MeaneHHO un3BNekuTe cucremy credta obpaTHO B NPOBOAHMKOBBLIN KaTeTep. MeaneHHO
BBOAWTE CTEHT B NPOBOAHWKOBLIN KaTeTep NOJA PEHTreHOCKONUYECKMM KOHTponeM, 4YTobbl
CTEHT He CMeCTW/ICSH M3 YCTaHOB/IEHHOro NONOXeHns Ha 6annoHe CUCTeMbl AOCTaBKu,

3. MNpn coxpaHeHnn 3aTpyAHEHUA U3B/IEKNTE CUCTEMY CTEHTa U NPOBOAHWKOBbLIN KaTeTep Kak
eauHoe uenoe.

4. Nepen NOBTOPHOU 10INLITKOW YCTAaHOBKW CTE€HTA C NPUMEHEHUEM HOBOW CUCTEMbl CTEHTa
NOPaXEeHHbIW cermMeni cnelyer BHOBb PaClWMPUTbL W/M NOArOTOBUTL ADYTUM CROCO6OM.

N3BneyeHmne cucrtemMbl AOCTAaBKN/CUCTEMB! CTEHTA M nposoagHNUKOBOIO
KatTeTepa Kak eauHoro uenoro

1. HE BbITArMsaite CcucteMy CTeHTa WaW CUCTeMy A0CTaBku oOpaTHO B NPOBOAHWKOBLIA
Katetep. Yaepxusainte noJ/lOXeHWE NPOBOAHUKA B NOPAXEHHOM CerMeHTe U OCTOPOXHO
NOTAHUTE CUCTEMY CTEeHTa/ CUCTeMy AOCTaBKWU. YCTaHOBUTE NPOKCUManbHbIN Mapkep 6annoHa
B CUCTEME A0CTAaBKK HEIOCPEUCTBEHHO ANCTaNnbHO OT KOHYMKA NPOBOAHWKOBOIO KaTeTepa.

2. MposeauTe NpoBOAHNK B apTEPUIO HACTOMNLKO AWCTANbHO, HACKONbLKO 3TO BO3MOXHO C
TOuKM 3peHuna 6esonacHocTn, N3BnekuTe NPOBOAHUKOBLIA KaTeTep U CUCTEeMY AOCTaBKK KakK
eannHoe uenoe.

3. 3araHUTe reMocTaTuyeckui knanaw, uTtobbl NPUKPENUTbL CUCTEMY CTEHTa WK CUCTeMy
DOCTaBKW K MNPOBOAHMKOBOMY KaTelTepy.

4. Ypannte NpoBOAHUKOBLIW KATETep n CUCTEeMY CleHTa WAKN CUCTeMy [IOCTaBKM Kak eauHoe
uenoe.

CseneHunn o 6esonacHocTu npu nposeneinn MPT

AoknuHuyeckne wcnuiTaHns nokasasm, 4To credT Orsiro Mission saBnsierca MPT-
COBMECTUMbIM. MauneHT, KOTOPOMY MMNJIAHTUPOBANN n3aenve, MoxeT 6e30nacHo NPOXoaAnNTL
CKaHunpoBaHue B cucrteme MP npu cnegyouwmx ycnoBmax:

¢ [locTossHHOEe MaruuTioe none 1,5 Tn nnun 3,0 Tn.

* MakcuManbHbi NpocipaHCTBEHHbIA rpaaueHT nons He 6onee 3000 Maycc/cm (30 Tn/m).

e MakcumanbHoe 3aperncTpuposaHHoc Ans AavHoA MPT-cucrtembl 3HaudeHwe yaAenbHoro
koadduumeHTa nornowctima (SAR), ycpenHeHHoro aAns Bcero tena, 2 BT/kr (B HOPManbHOM
pexwvmMe akcnayarauvu).

B BolweonpeneneHkbix  YCNOBUAX  CKAHUPOBAHUSi MOXHO OXWAATb  MakKCUManNbLHOro
NoBblleHna Temnepaltypel credta Orsiro Mission meriee yeMm Ha 5,7 °C nocne HenpepbiBHOrO
CKaHWPOBAHUA B 1eueHne 15 mnnyr,
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JoknuHuyeckne wucnbiTaHWS nokasanu, 4to apTedakT, NOABAAKWMIACA NpU CKaAHUPOBAHUU
ycTpoiictBa Ha MPT-cucteme mowHocTbio 3,0 T/, BbIXOAMT MPUMEPHO Ha 7 MM 3a npeaensi
cteHTa Orsiro Mission B nocnefoBaTesibHOCTU TrpPaguMeHT-3x0. ApTedakT MOXeT 3aTeHATb
NpocBeT yCTpolicTBa.

fapaHTVAa N OTBETCTBEHHOCTb

JaHHOoe un3genne M Kaxfgbli U3 ero KOMMNOHEHTOB (J4anee UMeHyemble — «u3genve») 6biiun
pa3paboTaHbl, W3rOTOBMEHbI, WCMAbITAHbI W yNnakKoBaHbl C MaKCMMasnbHO BO3MOXHOW
TWwartenbHocTblo. OpHako nockonbKy KomnaHua BIOTRONIK He KOHTponupyeT yc/oBuUA
NPUMEeHeHNUA U3[ennsa, cofepXXUMoe 3TOro PykKoBOACTBa NO MPUMEHEHUIO crefyeT cuUUTaThb
HEOTbeM/IEMO 4acTbid [JAHHOro0 OTKasa OT OTBETCTBEHHOCTU Ha cfay4yail BO3MOXHOrO
HapyweHna npegycMOTPEHHOro YHKUMM MU34enunusa no pasfiMyHbiM NpUyYnMHaM.

KomnaHua BIOTRONIK He rapaHTMpyeT HEBO3MOXXHOCTb HaCTyM/IeHUS Cneaywmnx cobbiTUii:
e HencnpaBHOCTb WIW OTKa3 usgenus
e /IMMYHHbIA OTBET MauueHTa Ha ulgenve

e BO3HUKHOBEHNE MeAULMHCKNX OCMTOXHEHMWA npun ncnonb3oBaHUn wuspenna nnnm BcnegcTteune
KOHTaKTa mn3genunsa c TesioM nauneHta

KomnaHua BIOTRONIK He HeceT HMKaKOli OTBETCTBEHHOCTM 3a cnefgytouiee:

b I'IpmmeHeHme n3pennsda, He COOTBeTCTByHWLUlee npuBeAeHHbIM B AaHHOM pPyKoBOACTBE MO
NPpUMEHEHNO Ha3Ha4dyeHunto (I'IOKa3aHI/IF|M), npoTmBONOKasaHnuaMm, npegynpexaneHunam,
npegoctepeXeHnsam mn ykasaHuAaM no npuMeHeHuro

e MoaudurkaLma UCXoaHoOro n3aenns

e CoO6bITMA, KOTOpble HEBO3MOXHO MpPefycMOTPEeTb Ha MOMEHT [AOCTaBKM WU3fenust Ha
OCHOBAHWN COBPEMEHHOTO YPOBHS HayKuU U TEXHUKMW

e CO6bITMA, MNPUUYMHOI KOTOPbLIX MOCAYXUNO TMPUMEHEHME TMPOYUX MW3LeNniA  KoMMaHuu
BIOTRONIK mamM nsgenvii CTOPOHHNX KOMMNaHWA

e ®opc-MaXKopHble cobbITUSA, B TOM 4YuC/e CTUXUiIHbIe 6efACTBUSA

Bbiweyka3aHHble TMOMOXEHNA He 3aTparveBalT OTAE/IbHO COr/lacoOBaHHOIN0O C K/IMEHTOM
orpaHun4yeHuna un (I/II'II/I) OTKa3bl OT OTBETCTBEHHOCTW B CTEMNEHMN, pa3peLueHH0|71 AEVICTByPOLU,I/IM
3aKoHoAaTes/ibCTBOM.
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Hepegod ¢ ananuiicko20 U HEMEYKO20 RILIKOB HA PYCCKULl AZBIK

BHOTPOHHK (BIOTRONIK)
COBEPLICHCTRO PAfH XH3IHU

BUOTPOHUK ATI' (BIOTRONIK AG)

Axepurrpacce 6
8130 Bronax

Ii1Bciuapua

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

24 sueaps 2024 r.

HucTpyKknRa no npumMencHuio

Cucrema xoponapnoro crenTa Orsiro Mission, Buigeasiiomero

$ npenapaT CHPOJHMYC )
YTaepxkaalo
Ums; Cioaansa Mutux (Susanne Minich)
JlON¥HOCTR: CneuyandcT o HOPMATHBHO-NIPABOBOMY PEryJTHPOBAHHIO
Komnanus: BHOTPOHHK AT (BIOTRONIK AG)
VYnuua: Axepuitpacce 6 ,
I"opon / Crpana: 8180 Bionax, LleeHnapua
Moanucy: /nodnuce/

/imamn/: BHOTPOHHK (BIOTRONIK)
COBEPULENCINBO PAOU HCUSHU
BHOTPOHHK AI” (BIOTRONIK AG)
Axepuumpacce 6

CH-8180 Bronax
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Oghm;ua.m,uoc YAOCTOBCpCHHC

Hacrosuimm CBHACTCALCTBYCTCA NMOANMHHHOCTD MOAITNCH HA oGpamoﬁ CTOpPOHC, 1ocTasJjicHHOH B
HaleM NpUCYTCTBHH

I"-xoit Ciozannoii MUHUX, nara poxachus: 12 mas 1965 r., rpaxaankoii Lllseiiuapuu,
Barrsuiib, kanton Cankr-I"auien, no eé ciosam, npoxusalolueit no aapecy: yi. I'poccakep 81,
8041 Liopux, iMHOCTL KOTOPO#i 1IOATBEPXK/ICHA Y/IOCTOBEPEHHEM JIMUHOCTH.

Hacrosummnm HOATBCPXKJIACTCH TOJILKO 1OJUIKHHOCTD 1I0AMNKHCH, @ HE COACPKAHKUC HIK JACACTBUTENLHOCTL JAHHOTO

JIOKYMCHTA.
Bionax, 24 supaps 2024 r. HOTAPUAJIBHASI KOHTOPA BIOJIAXA
BK Ne 2024/128 /nodnucs/

C6op 20,00 ws. ¢p.

/leyamy/: Homapuarenas konmopa bionaxa * Knayaus Xycep, [ToMoLIHHK rocy1apcTBEHHOTO
Kanumon Liopux HoTapuyca
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[MepeHo AaHHOTO TEKCTa BbIMOMHEH NepeBoaYMKOM MantoHoBol JIMHOI AHPeeBHOI

noanncob

Poccuiickaa depepayns
Nopop MockBa
[BajuaTb eBATOro AHBapA ABe ThiCAYM ABajLaTb YeTBEPTOro roja

A, Bepemunin KOnua WropeeHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO MOLJMHHOCTb MOANMUCK
nepeBofuMka MantoLoBoi AHHbI AH/PEEBHbI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NognucasLLero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 77/2194-n/77-2024-2-2207

Ynna4yeHo 3a COBepINCHUC HOTapuanbHoro aenctaus: 400 py6. 00 Kon.

noanumchb epboBas nevatb MepboBas neyaTb
HoTapuyca r. MoCKBbI HoTapuyca r. MocKBblI
Bepemuin HO.U, Bepemunin HO.N.

K).n. Bepemuii
Bcero npoLuHypoBaHo, NMPOHYMepoBaHoO
1 cKpensieHo neyvarsto 18 nuct(-a,-oB).
Hotapuyc: noannmcob
Poccuiickas Pegepayms

Nopop MockBa
[JBajuatb 1eBATOro AHBapA ABe ThiCAUN ABajLaTb YeTBEPTOro roja

9, Bepemuii tOnns WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTMMAMADIAAAAARUN ¢
npegcrasneHHoron#isap

3apcructpu|*auo”™in peectpe N194-H/77-2024-2'2£02>

YnnayeHo & cosep prabit|ro gevictemsa: 3300 py6. 00 Kon.

HO.W. B rpemn

LLIHYPOBAHO, MPOHY3> , 0BaHO
Mo neyatbto 18 M-  a,-0B).
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® BIOTRONIK

excellence for life

BIOTRONIK AG
Ackerstrasse 6
8180 Bulach
Switzerland

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

January 24, 2024

Instruction for Use

Sirolimus Eluting Coronary Stent System Synsiro Pro

Approve

Name: Susanne Minich

Position: Regulatory Affairs Manager

Company; BIOTRONIK AG

Street: Ackerstrasse 6

City / Country; 8180 Bulach - Switzerland
Q
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Officisi Cortification

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

Ms. Susanne MINICH, born 12th May 1965, Swiss citizen of Wattwil SG, according to his
information residing at Grossackerstrasse 81, 8041 Zlrich,

identified by identity card.
This legakization refers only to the authentication of the signature and not to the contents or validity
of the document.
Nt a,
Bolach, 24th January 2024.? 7/
BK no. 2024/129 ’o NOTARIAT BU
Fee CHF 20.00 2 - 4
£ X
. & Claudia Huser, Notariatsassistentin
Yy '
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Instructions for Use

Synsiro Pro Sirolimus Eluting Coronary Stent System

@ BIOTRONIK
® A @ excellence for life
Version 446050/A/2021-05
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Compliance Chart/ Sizes/ Total Drug Load

Compliance Chart

Stent Inner Diameter (mm) j
Inflation Pressure SMALL MEDIUM
at (kPa) 2.25 2.5 2.75 3.0 3.5 4.0
m
NP 10 (1013 2.27 2.56 2.82 3.08 3.56 4.08 :
11 C11)15) 2.32 2.61 2.87 3.14 3.61 ' 4.15
12 (1216) 2.37 2.66 2.93 3.19 3.66 4.20
13 (1317) 2.41 2.70 2.97 3.23 3.71 4.25
14 (1419) 2.44 2.73 3.01 3.27 3.75 4.30
15 (1520) 2.47 2.76 3.04 3.31 3.78 4.33
RB 16 (1621 2.50 2.79 ! 3.08 3.34 3.82 4.37
P \Y
Maximum 3.5 mm 4.5 mm

Diameter for Post-
dilation (0 max)
In vitro tests have shown that the balloons will reach their indicated diameter at
the given nominal pressure.
RBP In vitro tests have shown that with 95% confidence, 99.9% of the balloons will not
burst at or below the rated burst pressure. DO NOT exceed the RBP.
Not |If post-dilation is required, DO NOT post-dilate more than the Maximum

e Diameter for Post-dilation.
Sizes
Stent Design SMALL MEDIUM
Nominal Diameter 2.25 2.5 2.75 3.0 3.5 4.0
9 X X X X X X
13 X X X X X X
15 X X X X X X
18 X X X X X X
Stent 22 X X X X X X
Length 26 X X X X X X
35 X X X X X X
N 40 X X X X X X
Total Drug Load
Stent Design SMALL MEDIUM
9 55 pg 70 pg
13 80 pg 95 pg
15 93 pg 113 pg
18 109 pg 131 pg
Stent Length 22 134 pg 162 pg
(mm) 26 159 pg 193 pg
30 184 pg 224 pg
35 213 pg 261 pg
40 247 pg 298 pg
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Symbol Legend

H

Sterilized using ethylene oxide

Keep dry

Do not resterilize

Consult Instructions for use

Do not reuse

Keep away from sunlight

Date of manufacture

Manufacturer

Caution

Use by

Batch code

Catalogue number

~[E[E[¥[>[e[=[*[e[e[e]+ ]}

‘Temperature limits for storage

excursions

Allowed storage temperature excursions

>
S

MR conditional

NP Nominal pressure
RBP Rated burst pressure
-@ Do not use if package is damaged

Stent Material: CoCr

Stent material: cobait chromium alloi/

Stent Type: BX

Stent type: balloon-expandable
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Description

The Synsiro Pro Sirolimus Eluting Coronary Stent System (hereinafter the stent system or
the device) is a drug-eluting balloon-expandable stent that is pre-mounted on a rapid-
exchange PTCA catheter delivery system with 2 usable catheter [ength of 140 cm.
There are two stent configurations: small and medium. Their respective diameters and
lengths are shown in the “Sizes" table.

The stent is made from a cobalt chromium alloy {(L-605) and is intended as a permanent
implant. The Synsiro Pro stent is completely covered with a thin layer of the proBIO
amorphous silicon carbide coating.

The stent’s abluminal, adluminal, and strut side-surfaces are coated with BIQOlute, a
bioabsorbable drug matrix consisting of a drug substance sirolimus and polymer poly-I-
lactide (PLLA). The nominal drug content of the stent is 1.4 pg sirolimus per mmz2, The
stent is positioned between two radiopaque markers on the distal end of the delivery
system which are used for fluoroscopic visualization.

The delivery system has a hydrophilic coating on the outer surface of the distal shaft and
a hydrophobic coating on the outer surface of the proximal shaft.

The proximal shaft is a hypotube which begins within the hub and extends to the
guide wire exit port. There are two shaft markers on the hypotube - 92 cm (brachial
access) and 102 cm (femoral access) from the distal end of the delivery system - to
help monitor when the delivery system tip exIts the guiding catheter.

The delivery system has a coaxially-arranged tumen design consisting of an outer
inflation lumen and an inner guide wire lumen. The ocuter inflation lumen is connected
through the luer port on the hub. The inner guide wire lumen starts at the tip of the
delivery system and ends at the guide wire exit port which is 29 cm from the distal end
of the delivery system.

The stent system is compatible with gulde wires with a diameter of 0.014” (0.36 mm) and
guiding catheters with an inner diameter of 20.056” {(1.42 mm).

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

Contents

e One Stent System and one Compliance Chart in a sealed, peel-open pouch.
¢ One Instructions for Use rmanual Including one Patient Implant Card.

Storage

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

Indications

Synsiro Pro stent is indicated for improving coronary luminal diameter in patients with
symptomatic Ischemic heart disease due to discrete de-novo stenotic lesions and in-stent
restenotic lesions (length < 40 mm) in the native coronary arteries with a reference vessel
diameter of 2.25 mm to 4.0 mm including the following patient and lesion subsets:
« Acute Coronary Syndrome (ACS)
ST-Elevation Myocardial Infarction (STEMI)
Diabetes Mellitus (DM)
Complex Lesions (B2/C)
High Bleeding Risk (HBR)
Long Lesions (LL) (e.g. =2 20 mm)
Small Vessels (SV) (e.g. £ 2.75 mm)
Multi-Vessel Disease (MVD)
Male/Female
Old Patients (e.g. > 65 y).
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Contraindications

Synsiro Pro stent is contraindicated for use in patients with/who:

* A known hypersensitivity or allergy to the stent and/or stent coating materials such
as amorphous silicon carbide, PLLA polymer, L-605 cobalt chromium alloy (including
the major elements cobait, chromium, tungsten, and nickel), sirolimus or its
derivatives.

Cannot receive the recommended antiplatelet and/or anticoagu- latlon therapy.
A lesion judged to prevent a complete inflation of an angioplasty balloon or a proper
placement of the stent or the stent system.
Transplanted organs.
* Are unsuitable candidates for standard percutaneous coronary intervention {PCI).
Furthermore, contraindications specific to drug-eluting stent (DES) implantation and
general coronary artery stenting should be considered.

Warnings

¢ This device carries an associated risk of subacute thrombosis, vascular complications
and/or bleeding events. Therefore, careful selection of patients is crucial (see
“Patient Selection & Individualization of Treatment” section). The long-term effects
of DES and the risks assoclated with these implants are unknown. The limited
availability of long-term clinical data should be considered before making a
risk/benefit assessment for the patient prior to implantation:

» This device is designed and Intended for single use only. DO NOT resterilize
and/or reuse this device. Reuse of a single-use device creates a potential risk of
patient or user infections. Contamination of the device may lead to injury, illness,
or death of the patient. Cleaning, disinfection, and sterilization may compromise
essential material and design characteristics leading to device failure.
BIOTRONIK will not be responsible for any direct, incldental, or consequential
damages resulting from resterilization or reuse.

+ DO NOT use the stent system if the outer package and/or inner package are/is
damaged or opened, or if any of the provided infor- mation is obscured or damaged.
DO NOT use the device after the Use by date indicated on the label.

DO NOT attempt to remove or readjust the stent on the delivery system as it may
damage the stent, polymer system and/or lead to stent embolization. The stent
cannot be removed and placed on another balloon catheter.

DO NOT expose the stent system to organic solvents e.g. al¢ohol.

DO NOT expose and/or suspend the stent within any liquid solution on the sterile
field prior to the preparation and the insertion as the drug carrier coating may be
susceptible to damage or premature drug elution.

» Administer appropriate anticoagulant, antiplatelet and vasodilation therapy to
the patient (refer to the “Patient Selection & Individualization of Treatment”
and “Pre- and Post-procedure Antiplatelet Therapy Recommendations” sections).
Manipulate the stent system under angiographic guidance when it is in the body.

¢ Use stents with a similar composition when multiple stents are required to treat the
{esion as the risk of corrosion increases when stents of differing metals contact one
another,

» Potential interactions of Synsiro Pro stent with other DES have not been evaluated
and should be avoided whenever possible.

» It is not advised to treat patients with chronic total occlusions or poor flow distal
to the identified lesion.

« DO NOT exceed the original diameter of the vessel proximal and distal to the
lesion when inflating the balloon to reduce the potential for vessel damage.

e DO NOT exceed the rated burst pressure (RBP) indicated in the Compliance Chart.
Use of a pressure-monitoring inflation device is mandatory to prevent over-
pressurization.

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

s Subsequent restenosis may require repeat dilation of the arterial segment
containing the stent. The Ilong-term outcomes following repeat dilation of

5

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



endothelialized stents are unknown.

e Use outside of the specified indications is prohibited. The use of DES in patients and
lesions outside the labeled indications may have an Increased risk of adverse events,
Including stent thrombosis, stent embolization, myocardial infarction (MI), or death.

Precautions
General Precautions

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

s If the stent system was removed prior to expansion, DO NOT re-insert it as the
stent and/or the dellvery system may have been damaged during the initial
attempt to cross the lesion or during the withdrawal (refer to the “Special
Retrieval Techniques” section for instructions).

¢ Stent thrombosis is a low-frequency event that current DES clinical trials are
not able to fully characterize. Stent thrombosis is frequently associated with MI
or death. In clinical trials with sirolimus eluting coronary stents, differences in
the incidence of stent thrombosis observed with the DES when compared to
bare metal stents have not been assoclated with an increased risk of cardiac
death, MI, or all causes of mortality. Additional data from a longer-term follow-
up in randomized clinical trials with sirolimus eluting coronary stents and
analyses of DES-related stent thrombosis is expected and should be considered
when making treatment decisions as the data becomes avallable.

e The patient’s exposure to the drug and polymer system Is directly related to the
number of stents and the implanted stent length.
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Handling Precautions

Prior to the procedure, the stent system should be visually examined to verify its
functionality and to ensure that its size is suitable for the specific procedure for
which it is to be used.

Exercise care when handling the device to reduce the possibility of disrupting the
delicate placement of the stent on the balloon and accidental breakage, bending,
kinking of the stent system shaft. Special care must be taken not to handle or in any
way disrupt the drug coating of the stent; handling is important when removing the
catheter from the packaging, placement over the guide wire, and advancement
through the rotating hemostatic valve adapter and the guiding catheter hub.

DO NOT hold the delivery system’s distal shaft using the hypotube fastener.

Take care when removing the stent system from the protection ring as forceful
movements may dislocate the protector and the stent.

When removing the protector, always pull at the very distal end of the protector to
avoid dislocation of the stent. DO NOT touch the part of the protector over the
stent.

Avoid excessive manipulation of the stent during flushing of the guide wire lumen.
Special care must be taken not to handle or disrupt the stent coating and the
stent itself on the balloon. Manipulation, such as rolling the mounted stent with your
fingers, may loosen the stent from the delivery system balloon and cause a
dislodgement. Should there be some movement of or damage to the stent, DO NOT
use it.

Stent Placement Precautions

If the stent system is unable to easlly reach/cross the lesion, stop the procedure and
follow the instructions under the “Removal of an Unexpanded Stent” subsection. To
avold causing damage to the stent/ coating and/or premature distodgement of the stent
from the balloonor its centered positioning on the balloon:

DO NOT apply negative pressure to the stent system at any time prior to the
placement of the stent across the target leslon.

DO NOT apply excessive force while attempting to cross the lesion.

DO NOT force the passage if any resistance Is felt at any time during lesion access.
Determine the cause of resistance before proceeding.

DO NOT attempt to move an unexpanded stent in and out through the distal end of
the guiding catheter.

Ensure that the rotating hemostatic valve of the guiding catheter is fully open when
inserting and positioning the stent system.

For correct stent placement:
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DO NOT torque the catheter more than one full turn.

Ensure that the guide wire exit port, 29 cm from the distal tip of the delivery
system, remains In the guiding catheter during the procedure.

DO NOT inflate the balloon if a vacuum cannot be held as this indicates a leak in the
delivery system. If a vacuum cannot be held, follow thé instructions under the
“"Removal of an Unexpanded Stent” subsection.

Consider that the placement of a stent has the potential to compromise the side
branch patency.

Implanting a stent may lead to dissection of the vessel dist> and/or proximal to the
stented portion and couid cause an acute closure of the vessel and require additional
intervention {e.g. coronary artery bypass grafting, further dilation, or placement of
additional stents).

DO NOT post-dilate the stent to more than the Maximum Diameter for Post-dilation.
Avoid barotrauma outside the stent margins during post-dilation.

Additional expansion of a deployed stent may cause a flow limiting dissection. This
may be treated by implanting another stent. When multiple stents are implanted, the
ends should overlap slightly.




= When treating multiple lesions, the distal lesion should be initially stented, followed

by stenting of the proximal lesion. Stenting in this order obviates the need to cross
the proximal stent in placement of the distal stent and reduces the risks for
dislodging the proximal stent.

« The use of brachytherapy treatment, mechanical atherectomy devices (directional

atherectomy catheters, rotational atherectomy catheters) or laser angioplasty
catheters to treat In-stent restenosis is not recommended.

Stent/Delivery System Removal Precautions

= IF an unusual resistance is felt at any time during the procedure or when removing

the stent/delivery system, refer to the "Special Retrieval Techniques” section for the
correct removal instructions. Failure to follow these instructions may potentially
resuit in loss of or damage to the stent and/or dellvery system components.

Stent retrieval methods, such as the use of additional wires, snares and/or forceps,
may result in additional trauma to the coronary vasculature and/or the vascular
access site. Complications can include bleeding, hematoma, or pseudoaneurysm.

Post-implant Precautions

Exercise care when crossing a newly deployed stent with an intra- vascular
ultrasound (IVUS) catheter, a coronary guide wire, a balloon catheter, or any other
device to avold disrupting the stent placement, apposition, coating, or stent
geometry.

Refer to the “MRI Safety Information” section for the stent's MRI compatibility
information.

Potential Adverse Events/Complications
Potential adverse events associated with PTCA and stent placement include:

Cardiac events: MI or ischemia, abrupt closure of a coronary artery, restenosls of
a treated artery (greater than S50% obstruction), cardiogenic shock, angina,
tamponade, perforation or dissection of coronary artery or aorta, cardiac
perforation, emergency cardiac surgery, pericardial effusion, and aneurysm
formation.

Arrhythmic events: ventricular tachycardia, ventricular fibrillation, atrial
fibrillation, and bradycardia.

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

Respiratory events: acute pulmonary edema, congestive heart failure, and
respiratory Insufficiency or fallure.

Vascular events: access site hematoma, hypotension/hypertension,
pseudoaneurysm, arteriovenous fistula formation, retroperitoneal hematoma, vessel
dissection or perforation, restenosis, thrombosis or occlusion, vasospasm, peripheral
Ischemia, dissection and distal embolization (air, tissue debris and thrombus).
Neurologic events: permanent (stroke) or reversible (TIA) neuro- logic event,
femoral nerve injury, and peripheral nerve injury.

Bleeding events: access site bleeding or hemorrhage, hemorrhage requiring
transfusion or other treatment.

Allergic reactions to contrast media, antiplatelets, anticoagulants, amorphous
silicon carbide, L-605 cobalt chromium alloy, PLLA polymer matrix, sirollmus or
strolimus derivatives,

Death.

Infection and sepsis.

Furthermore, all procedure-related adverse events as described in the national and
International guidelines of the respective medical associations apply.
Potential adverse events related to oral administration of sirolimus include, but are not
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limited to, abnormal Iliver functlon tests, anemia, arthralgia, diarrhea,
hypercholesterolemia, hypersensitivity (including anaphylactic/anaphylactoid type
reactions), hypertriglyceridemia, hypokalemia, infections, interstitial lung disease,
thrombocytopenla, leukopenia, lymphoma, and other malignancies.

Drug Interactions

Drug interaction studies have not been performed. Sirolimus is metabolized by CYP3A4.
Strong inhibitors of CYP3A4 (e.g. ketoconazole) may cause increased sirolimus exposure to
levels associated with systemic effects, especially if muitiple stents are deployed. Systemic
exposure of sirolimus should also be taken into consideration if the patient is treated
concomitantly with systemic immunosuppressive therapy.

While no specific data is available, drugs like tacrolimus, which act through the same
binding protein (FKBP), may Interfere with the efficacy of sirolimus.

Use in Special Populations

The safety and effectiveness of the Synsiro Pro stent have not yet been established in the
following patient population:
Patients with unresolved thrombus at the lesion site.
e Patients with unprotected lesions located in the left main coronary artery.
e Patients with tortuous vessels that may impair stent placement in the region of
the obstruction or proximal to the lesion.
e Patients with recent acute myocardial infarction where there is evidence of
thrombus or poor flow.
¢ Patients with brachytherapy treatment of the target lesion.
¢ Pregnant or lactating women or men intending to father children: there are no
adequate and well-controlled studies for these patient groups. Effective
contraception should be Initiated before implanting an Synsiro Pro stent and for
12 weeks after implantation. The Synsiro Pro stent should be used during
pregnancy only Iif the benefit outweighs the risk to the embryo or fetus.
e Pediatric use for patients below the age of 18 years.

Patient Selection & Individualization of Treatment

Judicious selection of patients according to the intended use is necessary since the use of
this device carries the associated risks of complications listed in the “Potential Adverse
Events/Complications” section, The risks and benefit should be considered for each patient
before using Synsiro Pro stent. Patient selection factors to be assessed should include a
judgment regarding the risk of long-term antiplatelet therapy (see the “Pre- and Post-
procedure Antiplatelet Therapy Recommendations” section). Special consideration should
be given to those patients with recently active gastritis or peptic ulcer disease and
patients with a high risk of bleeding in which anticoagulation therapy would be
contraindicated.

It is very important that the patient is compliant with the post-procedure antiplatelet
recommendation. Premature discontinuation of prescribed antiplatelet medicatlon
can result in a higher risk of thrombosis, MI, or death. Prior to PCI, if a surgical or
dental procedure Is anticipated that requires early discontinuation of antiplatelet
therapy, the interventionallst and patient should carefully consider whether the DES
and its associated recommended antiplatelet therapy Is the appropriate PCI cholce.
Following PCI, should a surgical or dentai procedure be recommended, the risk and
benefits of the procedure should be weighed against the possible risk associated with
premature discontinuation of antiplatelet therapy.

Patients who require premature discontinuation of antiplateiet therapy secondary to
significant bleeding should be monitored carefully for cardiac events, and once stabilized,
have their anti- platelet therapy restarted as soon as possible per the discretion of thelr
treating physicians.

Patient comorbidities that may increase the risk of poor results or emergency referral
for bypass surgery (i.e. renal failure and severe obesity) should be reviewed. A review
of the vessel location, reference vessel size, lesion length, qualitative target lesion
characteristics, and the amount of myocardium in jeopardy from acute or subacute
thrombosis must aiso be considered.
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Thrombosis following stent implantation is affected by several baseline angiographic
and procedural factors. These include vessel diameter less than 3 mm, intra-procedural
thrombus, and dissection following stent implantation. Inpatients who have undergone
coronary stenting, the persistence of thrombus or dissection should be considered a
marker for subsequent thrombotic occlusion. Following PCI, the patients should be
monitored very carefully during the first month after stent implantation.

Pre- and Post-procedure Antiplatelet Therapy Recommendations

Antiplatelet/anticoagulation medication should be used in combination with Synsiro
Pro stent. Physicians should use the information from the current sirolimus eluting
stent literature and national and international guidelines on PCI concerning the
selection, dosage, duration, and combination of different antithrombotic drugs. Specific
needs and the risk profile of Individual patients may Influence the anti-
piatelet/anticoagulation regime to be used.

Patient Counseling Information

In addition to counseling the patient about the procedure, stent, and applicable post-
procedural information (e.g. risks/benefits, follow-up visits, medication, and healthy
lifestyle changes), advise the patient to:
e Always carry the Patient Implant Card.
» Register the stent and the conditions under which it can be scanned safely with
the MedicAlert Foundation {(www.medicalert.org) or equivalent organization.

10
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Dire

ctions for Use

Patient Preparation and Stent System Selection

ll
2.

Prepare the patient and vascular access slte for a PCI procedure according to the
institution’s standard clinical practice.

Pre-dilate the lesion using a recommended balloon diameter that is 0.5 mm
smaller than the reference vessel diameter and the length equal to or shorter
than the target lesion length.

. Select a stent size which is equal to or longer than the lesion length and an inner

diameter according to the reference vessel diameter of the target lesion. Refer to the
product label for further information on the stent crossing profile dimensions,

Stent System Preparation

Flus
9.

10
11

Check and ensure that the outer packaging is not damaged or opened prior to use.
Open the outer packaging and remove the pouch.

Inspect the pouch and ensure that there is no damage to the sterile barrier before
proceeding. Open the pouch.

Exercise care when pulling out the stent system from the protection ring.

Remove the protector by pulling on the distal end.

Examine the stent system for any damages prior to use. Visually check that the
stent crimping is uniform, has no protruding struts and for the centering on the
balloon. Verify that the stent Is positioned between the proximal and distal delivery
system balloon markers. DO NOT use if any defects are noted.

hing of the Guide Wire Lumen

Connect a syringe containing heparinized normal saline to an appropriately-
sized flushing needle. Carefully apply the flushing needle to the distal tip of the
delivery system and flush the guide wire lumen until fluid exits at the guide wire
exit point.

. Remove the syringe and the flushing needle.

. Leave the prepared stent system at ambient pressure.

Insertion and Stent Positioning

12

13

14,
15‘

16‘
17.

18,

19,

20'

. Attach a rotating hemostatic valve to the luer port of the guiding catheter
positioned within the vasculature.
. Position the guide wire under angiographic guidance In accordance with PCl
techniques.
Thread the distal tip of the delivery system onto the proximal portion of the
guide wire while maintaining the guide wire position across the target leslon.
Open the rotating hemostatic valve completely to allow for easy passage of the
stent.
Carefully insert the stent system through the rotating hemostatic valve.
Advance the stent system through the guiding catheter using fluoroscopic
guidance to determine when the delivery system tip approaches the distal tip of
the guiding catheter. The shaft exit markers on the hypotube may be used to
approximate when the stent system has reached the distal end of the guiding
catheter.
Carefully advance the stent system into the coronary artery over the guide wire
while maintaining a stable guiding catheter seating and a stable guide wire
placement across the target lesion,
Position the stent within the lesion using the balloon’s radiopaque markers on
the delivery system as reference points. If any resistance is felt or the lesion
cannot be reached or crossed, do not apply force, stop th2 procedure and refer to
the instructions under the "Removal of an Unexpanded Stent” subsection.
Verlfy the stent position using angiographic guidance to assure an adequate
coverage of the lesion including the proximal and distal margins. If the position of
the stent Is not optimal, carefully reposition or remove the stent in accordance with
the instructions under the “Removal of an Unexpanded Stent” subsection.
Expansion of the stent should not be undertaken if the stent is not properly

11
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positioned within the target lesion segment of the vessel.
21. Tighten the rotating hemostatic valve.

Remove Air from the Delivery System

22. Connect a three-way stopcock to the luer port on the hub of the delivery system.

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

24. Attach the inflation device containing 3 ml of balloon inflation medium to the three-
way stopcock.

25. Open the three-way stopcock to create an open fluid path between the delivery
system and the inflation device.

26. Draw a vacuum for at ieast 30 seconds until the air is completely removed and
there are no air bubbles present in the delivery system’s inflation lumen.

27. Close .the three-way stopcock so that the fluid path to the delivery system is
closed and remove ail the air from the inflation device through the three-way
stopcock.

28. Repeat steps 25-27 if necessary to ensure that the air contalned in the delivery
system is removed and to prevent an uneven expansion of the stent.

29. Open the fluid path of the three-way stopcock and avoid allowing air back into
the delivery system.

30. Set the system on neutral for the next procedural steps.

Stent Deployment

31. Reconfirm the correct stent position relative to the target lesion. Under
angiographic guldance, verify that the stent has not been damaged or shifted
during positioning.

32. Inflate the delivery system balloon gradually according to the Compliance Chart.
Hold the pressure for 15-30 seconds. DO NOT exceed the RBP.

Notea: Diameter values listed on the Compliance Chart were assessed in non-clinical
testing with no lesion-resistance during inflation. Clinical conditions may differ.

33. Use muitiple angiographic views to ensure that the stent has completely
expanded. The delivery system balloon may be dilated once more if needed or
further dilated In order to achieve a complete vessel wall apposition of the stent.
If the stent is still not completely apposed to the vessel wall, the stent may be
recrossed and further expanded using a larger dilation balloon. DO NOT leave
deployed stents under-dilated. Verify the stent’s vessel wall apposition through
routine angiography or IVUS.

Balloon Deflation and Delivery System Removal

34. Deflate the balloon according to standard PCI procedures by drawing a vacuum for
at least 35 seconds. Confirm the absence of contrast solution in the balloon.

35. Open the rotating hemaostatic valve to allow the removal of the delivery system.

36. Maintain the position of the guiding catheter and guide wire to prevent them
from being drawn into the vessel.

37. Under fluoroscopic control, maintain the vacuum and carefully retrieve the
completely deflated delivery system out from the target vessel and back through
the guiding catheter. If the deflated balloon on the delivery system does not
release from the stent easily, carefully advance and retract the delivery system
slightly until it is possible to pull it out. If difficulties persist, remove both the
dellvery system and the guiding catheter together.

38. After successfully removing the delivery system, tighten the rotating hemostatic
valve and inspect the device for any signs of breakage or fragmentation.

39. Observe the patient periodically under angiographic guidance for 15 minutes
after stent Implantation.

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

12
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Special Retrieval Techniques

Removal of an Unexpanded Stent

1. If a removal of the stent system is required prior to deployment, ensure that the
guiding catheter is coaxially positioned relative to the delivery system and avoid any
acute angle between the delivery system’s catheter shaft and the guiding catheter.

2. Slowly retrieve the stent system back Into the guiding catheter, The entry of the
stent into the gulding catheter must be performed slowly under fluoroscopic
control to avoid dislodgement of the stent from its position on the delivery
system balloon.

3. If difficulties persist, remove the stent system and the guiding catheter as a
single unit.

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

Removal of the Delivery System/Stent System and the Guiding Catheter
as a Single Unit

1. DO NOT retract the stent system/delivery system back into the guiding
catheter. Maintain the guide wire placement across the lesion and carefully pull-
back the stent system/delivery system. Position the proximal balloon marker on
the delivery system just distal to the tip of the guiding catheter.

2, Advance the guide wire into the artery as distally and safely as possible. Remove
the guiding catheter and the dellvery system as a single unit.

3. Tighten the hemostatic valve to secure the stent system/delivery system to the
guiding catheter.

4. Remove the guiding catheter and the stent system/delivery system as a single unit.

MRI Safety Information

Non-clinical tests demonstrated that the Synsiro Pro stent Is "MR conditional. Patients
with this device can be safely scanned in an MR system meeting the following conditions:

» Static magnetic field of 1.5 Tand 3.0 T.

e Maximum spatial field gradient of 3000 gauss/cm (30 T/m).

e Maximum MR systemn reported, whole body averaged specific absorption rate {SAR)

of 2 W/kg (Normal Operating Mode).

Under the scan conditions defined above, the Synsiro Pro stent is expected to produce a
maximum temperature rise of less than 5.7 °C after 15 minutes of continuous scanning.
In non-clinical tests, the image artifact caused by the device extended approximately 7
mm from the Synsiro Pro stent when imaged with a gradient echo pulse sequence and a
3.0 T MR system. The artifact may obscure the device lumen.

13
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Warranw) Liability

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

BIOTRONIK does not guarantee that the following events will not occur:

+ Product malfunctions or fallures

+ Patient’s immune response to the product

s Medical complications during the use of the product or as a consequence of the
product being In contact with the patient’s body

BIOTRONIK does not assume any liability for:

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

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

« Events originating from other BIOTRONIK products or products not from BIOTRONIK

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

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

14
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UHCTPYKUMA NO NPUMEHEHMIO

Cucrema KOpOHaApPHOro CTeHTa Synsiro Pro,
BblAENAIcLWero npenapar CuPoOAUMYC

QAS @ BIOTRONIK

excellence for life
Bepcua 446050/A/2021-05
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Tabnunua pacTts>kmmoctn/Pasmepbl/06uiee cogep>kaHue npenapara

Tabnuua pacTa>XKUMOCTHU

BHYTpeHHNI gnameTp cteHTa (MM)

[JaBneHue pasgysaHugd ManieHbKWIRA CPEAHUM
at™ (kMa) 2,25 25 : 2795 J .30 __ 35  40_
NP .10 (1013) 2,27 2,56 2,82 3,08 3,56 4,08
m om (1115) 2,32 2,61 2,87 3,14 3,61 4,15
12 : (1216) 2,37 2,66 2,93 3,19 3,66 4,20
13 (1317) 2,41 2,70 2,97 3,23 3,71 4,25
14 (1419) 2,44 2,73 3,01 3,27 3,75 4,30
15 (1520) 2,47 2,76 3,04 3,31 3,78 4,33
RBP 116 1 (1621)_ 2,50 2,79 3,08 3,34 3,82 4,37
MakcumanbHblli guameTp 3,5 Mm 4,5 MM
ONs pacwupeHna nocne
nMmnnaHTaumm (Makc. 0)
NP WccneposaHua in vitro nokasanu, 4To 6a/0Hbl 4OCTUTralOT yKa3aHHOro

AnameTpa npn gaHHOM HOMWHa/IbHOM AaBJ/IEHUN.

NccnepgoBaHusa in vitro nokasanu, 4to ¢ 95 o/o-oii gocTtoBepHOCTbO, 99,9
RBP % 6aN/10HOB He pa3pbiBalOTCA NMPU 3afaHHOM HOMWHa/IbHOM AaB/ieHUn

paspbiBa unm 6onee HM3KOM gaBneHun. HE npeBbiwaiite HAP.
MpumeyvaH [lpu HEO6XOAUMOCTM BbINOMHEHUA NocTAuNatauum HE pacwwupsiite cTeHT
ve nocne uMmnnaHtauum Ao gnametpa, 60nblWeEro, 4eM MakCUManbHbIl

AvaMeTp nocne umnaaHTauum

O6uwee cogeprkaHne npenaparta

KoHcTDVKUnA cTeHTa

9
13
- 15
18
22
OnnHa  cTeHTa 26
(Mm) 30
35
40
Pa3mepbl
KoHCTpyKLuKna
CTeHTa
HomMuHanbHbIN
avameTtp (Mm)
9
13
15
18
22
OnnHa 26
CTeHTa 30
(Mm) 35
40

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

N

XX X X X X X X XN

a1

MAJTEHBbKUI

55 mg
80 wmpg
93 Mg

109 MQ

134 MQ
159 MO

184 mpg
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70 Mg
95 mg
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224
261
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Ycnosnbie 0603HaveHNnn
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CTepunnsosaHo OKCHAOM 3TUARHA

XpaHuTb B CYXOM MecTe

He nogsepraiTe NOBTOPHOI CTepMNN3aUUU

CMOTPUTE MHCTPYKUMIO NO NPUMEHEHMIO

He ucnons3o8aTth NOBTOPHO

Xpanure B 3allUILEHHOM OT CONHEYHOro CBeTa Mecre

flata narorosneHus

Usrorosurens

He ucnosnb3osaTth NOBTOPHO

Cpok rogaHocTu

Koa naptum

HoMep No karanory

N R EEEEEBEERIE

OrpaHuueHme nNo TEMNEepaType ANS XpaHeHus

excursions

Aonyctumbie OTKNOHEHUA TeMNepaTypbl NP XpaHeHun

>
a—

BO3MOXHO NPUMEHEHUE NP ONPeResSHHLIX YCNOBUAX
MPT

4
v

HoMmuHaneHoe AaBnerue

~
=
v

HoMuHanobHoe aasneHne paspbisa

®

He ucnone3oBaTe, €CNW YNakoBKa NOBpEeXAEHa

Stent Material: CoCr

MaTtepuan CTeHTa: KO6aNLTOXPOMOBLIK Crinas

Stent Type: BX

Tun cTeHTa: GannoHopaclwUpaeMbli
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OnucaHne

CucreMa KOpPOHBPHOro CTeHTa, BLIAGNAIWEro npenapar cuponumyc Synsiro Pro (aanee —
«CUCTE@MA CTeHTa®» WM «u3anuve») — rnpeacrasnset coboi 6annoHOPacLMPSIEMbIA CTEHT,
BLIAENAIOWMIA NEKAPCTBEHHOE BELIeCTBO, KOTOPbiA NMpeAaBapUTEeNnbHO YCTaHABAWBAETCH Ha
CUCTEMY AOCTaBKKU KaTeTepa GbICTpon 3aMeHb Ana YTKA, ¢ AMMHOW UCNONb3YEMOrQ KaTeTepa
140 oM. CywecrpyeT Ase KOHPWUIrypauuy CTeHTa: Manblii W CpeaHnin, UX AnvHa 1 avaMmeTp
nokasaubl B tabnuue «Pa3mepbi».

CreHT u3roTOBNEH u3 <¢nnasa ko6ansta W Xpoma (L-605) wu npeaHasHaveH Aans
NPOACIKUTENbHOIO WCNonb3osaHuA, CreHT Synsiro Pro NOAHOCTHIC MOKPLIT TOHKUM CHOEeM
aMopdHoro kapémaa KpeMmHus proBIO).

ASnioMMHaNbHAA, aANKOMUHANIBHAS MOBEPXHOCTU CTEHTa WU Kapkac HokoBbIX NOBEPXHOCTEr
nokpuitbl BIOlute, 6noabcopbupyemMoil MaTpuuein NeKapCTBEHHOIo BeWwecTsa, CocToAWein n3
NeKapcTBeHHOro BEWeCcTBa CUPOANMYC W NonuMepa nonu-ft-naktuaa (NNNA). HoMuHansHoe
coaepXaHue NEKapCTBEHHOrO BeulecTsa, MOKPLIBAIOWESO CTeHT, cocrasnseT 1,4 MKr
cuponuMyca Ha MM2, CTeHT pacnonaraioT Mexay ABYMA PeHTreHOKOHTPACTHLIMW METKaMU Ha
ANCTaNbHOM KOHUE CUCTeMbl AOCTABKW, KOTOPLIE MCNONL3YIOTCH ANA PEHTMEHOCKONUYECKON
BM3yanusauwmi. '

Cucrtema AocTaskn cHabxeHa ruapoPUNbHLIM ¢ FIOKPbITUEM Ha HAPYXHOW NOBEPXHOCTU
AUCTanNbHOro CTepXHA U  MAPOPOGHLIM MNOKPBITUEM HA HapyXHOW NOBEpPXHOCTU
NPOKCUMANBHOrO CTEPIKHA.

MNpoKcUManbHbl CTEPXEHb NpeacTaBnfeT CoB0l rMNaTPYGKY, HAYMHAKOWYIOCR B pa3dbeMe n
NPOACAXAIOWYIOCH A0 NOPTa BbiIXoAa NPoBoAHMKA. Ha runoTpybxe uMeloTcs Asa Mapkepa
CTEpPXHA - Ha 92 cM (gocTyn uepes nneyesyio aprepuio) u 102 cM (aoctyn yepes 6eApeHHyio
apTepuio) 0T AUCTANBHOMO KOHUA CUCTEMbl AOCTABKW - ANA OBNErYeHNN MOHUTOPUHIa BbIXOAA
KOHUMK3 CUCTEMBI AOCTaBKW U3 NPOBOAHUKOBOIO KaTteTepa.

B cucTeMe AOCTaBKM €CTbh KO3KCMANbHO OPUEHTMPOBAHHAA KOHCTPYKUWA KaHanoe,
COCTORALWAA U3 BHEWHEro KaHana Ana pasaysaHU® WU BHYTPEHHEro KaHana gns npoBoAHWKA.
BHeWwHWi KaHan ana pasfysaHns MOAKNIOYAIOT yepe3 nopT fliodpa 8 pasveme. BUyTpeHHMMA
MPOBOAHUK TIDOXOAMT OT KOHYWKA CHUCTEeMb! AOCTABKM W 33KAHYWMBAETCA Y BbIXOQHOIO
OTBEPCTUA NPOBOAHWUKA, KOTOPOE HAXOAWTCR B 29 CM OT AWCTaNnbHOrO KOHU3 CUCTEMb)
AOCTaBKH.

CucTeMa CTEHTa COBMECTMMa C NpoBoaHWKamu auvameTpom 0,014 awiima (0,36 MM)
MPOBOAHUKOBLIMW KaTETEpaMu C BHYTPEHHUM AnameTpoM 2 0,056 aoiima (1,42 MM).

PopMa NOCTaBKK
CTepunbHO. ANUPOreHHo, YCTDOP'ICI‘ B0 CTepMAn3cBaHO OKCHAOM 3TUNEHA.

Copnepxxumoe

s OaHa cUCTEMa CTeHTa U OAHa Tabauua pacTAXUMOCTH B repMETUMHON YrNakoBKe.
e OAHO TEXHUUYECKOE PYKOBOACTBO, BxNlOUaowee OAHY UMMaHTaLUMOHHYIO KapTy nauwexTa.

XpaHeHne

XpaHuTe B Cyxom mecTe, Gepeds 0T csera. XpaHuTs Npu TeMnepatype ot 15°C (59°F) a0
25°C (77°F). Aonyckaerca XpaHeHue Npu KpaTKoBpeMeHHbIX KonebaHuAX TeMnepaTtypbs or
10°C (50°F) no 40°C (104°F).

CreHT Synsiro Pro npeaHasHaueH AN yBeNUUeHWa AMaMeTpa NPOCBETa KOPOHAPHLIX COCYAOB
Yy NAUUEHTOB C CUMMTOMaMM WILEMUUECKON 6One3Hn cepauad, OGYCMOBNEHHONW O4aroBbIM
CTEHO3NPYIOWMM NEPBUYHLIM NOPAKEHUEM MNKM PECTEHO30M CTeHTa (ANMHOK < 40 MM) B
HaTUBHbIX KOPOHapHLIX apTepuax ¢ pedepeHTHbIM AMaMeTPOM aT 2,25 A0 4,0 MM, BKMOvas
cneaylowme NOArpYNMbl NaUMEHTOR U NOPAXeHWH:

» OCTpbiit KopoHapHbId cuHapoM (OKC)

¢ UHdapKT MHOKapAa C NoBbiweHveM cermeHTa ST (MM c noeblweHneM cermeHya ST)
+ CaxapHbiii gnabert (CA1)

+ KoMnnekcHble nopaxeHun (B2/C)
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¢ BbICOKMA PUCK KPOBOTEUEHUS

¢ MopaxeHnn, ANHMHa KOTOPbIX = 20 MM

* Manuih npoceer cocyaos (HanpuMep, < 2,75 MM)
¢ MHorococyaucToe nopaxerune (MCN)

¢ My>XUNHbI/KEHLWWHbI

= [loXunnwie naumenTs (Crapwe 65 net)

NpoTnesonoxkasaHua

CreHT Synsiro Pro NpoTveonokasaH ANS WCNONb3OBAHUA Y MAUMEHTOB B CNeaylowmx
COCTORHUAX:

e Mpr Hanuunu B aHaMKe3e TUNEPYYBCTBUTENLHOCTH WAW annepruk Ha MaTepuanbl CTeHTa
nW/Mnn nNoKpeITUS cTeHra (Hanpumep, amopdHuii Kapbua kpemuwsa, nonumep MNANA wu
KOBaNETO-XPOMOBLIA crnas L-605, 8 T. 4. OCHOBHbIE INeMeHTbl: K06ansT, XpoM, sonuhpam u
HUKENL), a8 TaKXKe Ha CUPONMMYC WM ero NPOM3BOAHLIS,

¢ [pM Hanuuuu NPOTUBONOKAZAHWA X PEKOMEHAOBAHHOW AHTUTPOMGOUMTAPHON W/Mnm
AHTUKOArYNAHTHOW Tepanuu.

e [lopaxeHwe, KOTOpPOE, NO MHEHWIO Bpaya, [PEnATCTBYET NONHOMY PasAYBaHKIO
aHrMonnacruueckore 6annoHa, nub0 nNPaBUNLHOW YCTAHOBKE CYEHYA WAW  CUCTEMbI
CTEHTUPOBAHWA.

» C TpaHcnnantTaumuen opraHos.

¢ KoTopbie HE NOAXOAST ANS CT2HAAPTHOK YPECKOXHOW KOpoHapHOoi aHrvonnacTtukn (MKA).
Kpome TOro, cneayer yuyuTbiBaTbk MPOTHMBOMOXA3AHUS, X3APAKTEPHLIE ANA WMNAAHTaLUU
CTeHTa Bhigenswwero nekapcrseHHoe sewecrso (CBSIB) M CTEHTWPOBaHWA KOPOHAPHOW
aprepun. Coe

MpeaynpexaeHus

* [puMeHenne [aHHOrO YCTPOWCTBE COMPAXEHO C pPUCKOM noaocTporo Tpombo3a,
COCYAUCTLIX OCAOKHEHWW W/vunu KposoTedeHus. lMNo3ToMy TwaTenbHbih oTSop nauneHToB
UMeeT pelsaolwee 3HaveHune (cM. pasaen «OT60p NAUMEHTOB U WHAWBUAYaNbHLIE BApUAHTbI
NpUMEHEHUR» ). [lonrocpouHbie 3PP eKTb CTEHTOB BbIAGNRIOWNX NEKSPCTBEHHLIE BELUECTBA M
PUCK#, CBA3AHHLIE C 3TUMU WUMNABHTATaMKP, HEWU3BECTHbl. OrpaHUYEHHYK A[OCTYNHOCTL
A3HHBIX, NONYYEHHLIX NPYU NPOBEAEHUN AOCNMOCPOYHBLIX KIIMHWUECKUX WCCNenocBaHui,
cneqyer yuuTbiBaTh NPW OUEHKEe COOTHOWEHUR PUCKA/NOoNbabl ANA KaXAOro nauneHta [0
UMMNAHTAUNM,

* [1aHHOE YCTPOWCTBO CKOHCTPYMPOBAHO M NPEAHA3IHAYEHO TONbKO ANA OAHOPA30BOro
ucnonbaosauna. HE noasepranre nOBTOPHOW crepunu3aumm u/unu HE  wncnonbayite
NOBTOPHO 2TO YCTPOWUCTBO. MOBTOPHOE UCNONLIOBAHWE OAHOPA3NBOrO YCTPOWCTBA coznaer
yrpo3y UHPUMUMPOBaHMA NAUMeHTa WAM NoMbacBaTens. 3arps3Herue YCTPOACTBA MOXET
nPMBECTM K TpaBme, 3ab60NeBaHWI0 MAW CMEPTUM NauneHta. YucTKa, Ae3nHpekuus u
CTEPUNN3aLINA MOTYT YXYAWWUTb OCHOBHbIE CBOWCTBA MaTep1anoB M KOHCTPYKUWA U NPUBECTH
K oTka3y B pabote. KomnaHmsa BIOTRONIK He Hecer OTBETCTBEHHOCTH 33 NpPAMON,
CAYYahHbIA WAW  KOCBEHHbLIA Yylepbd, CBA3aHHLIA ¢ NOBTOPHOW CTepunusauven wnn
NOBTOPHbLIM UCTIONBE30BAHUEM.

» HE WCNOANb3yiTe CUCTEMY CTEHTa, €CIN BHEWHSN U (WNK) BHYTPEHHAS YNakoBKa
NOBPEXAEHA UAKN BCKPHLITA, NGO CKpbiTa AW HBPYILEHA UMEIOWAACA Ha HEH MapKUPOBKa.

¢ HE npumeHsaiTe YCTPORCTBO NO UCTEYEHUM CPOKA MOAHOCTH, YKA3aHHOIO Ha 3TUKETKe.

* He neiTaiiTecb CHAMaTL CTEHT C CUCTEMbI AOCTABKKW MW UCNPaBNATL €ro NoNoXKeHue, Tax
KaK 3TO MOXET NPMBECTH K NOBPEXAEHHID CTEHTa W NOAUMEPHOW cucTembl U (WNK) NpUBecTu
K 3M60nuKn cTenra. CTEHT HeNnbas CHATb U YCTaHOBUTL Ha APYroi 6annoHHbIi KaTerep,

e HE noasepraiite cMcTeMy CTEHTa BO3AEGNCTBMIO OPraHUMECKUX PACTBOPUTENeit, HanpuMmep
cnupTa. : -

¢ HE nopaBepraiiTe cTeHT BO3geWcTBMIO Kakoro-nubo xugkoro pacreopa M (wnuv) HE
OCTABNAWTE CTEHT B KaKoM-NMGo XUAKOM PAacTBOPE Ha CTepW/IbHOM Nosie A0 ero NoaroToBKW
W BBEAEKUA, TaK KaK NOKPbITUE HOCUTENN NeKapCTBEHHOro cpeacrsa Moxer ObiTb
NOABEPKEHO TNOBPEXACHUAM WAM NPEeXAEBPEMEKHOMY BbLIMLIBAHWIO AEKAPCTBEHHOrO
cpeacTsa.
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¢ Ha3HaubTe MAUWEHTY COOTBETCTBYIOWYID aHTUKOArynaHTHYIO, AaHTUArperaHTHyio #
Ba30AMNATALUMOHHYI0 Tepanuio (cMm. paspensl «0T60p NAUWEHTOB W  WHAMBUAYASIbHbie
BapuvaHTbhl MPUMEHEHWA» W «PexoMeHaaLUMKu NO aumarperam'noﬁ Tepanuun A0 W Nocne
npoueaypei»)

¢ BbINONHAWTE MaHUNYNSLMK C CUCTEMON CTEHTa B OpraHM3aMe NoA KOHTPoNeM aHruorpadun.
L] nDH HEOGXOAMMOCTVI UCNONL30BaHUA HECKONLKUX CTEHTOB ANA ANedvYeHUA NOopaXeHun
ucnonbayﬁTe CTeéHTbl AaHANOrU4yHOTO COCTaBa, MOCKONLKY TfIPpH  KOHTaKTe CTEeHTOB,
M3roTOBNEHHLIX U3 PasNUYHbIX METANNOSB, BO3PACTAET PUCK KOPPO3UA.

¢ [loTeHuManbHble B3auMoaencTsnA Synsiro Pro € APYrMMW CTEHTAMW  BbIAGNAIOUMMHK
NeKapcTBeHHbie BewecTea He Obinu OLeHeHbl, NO3TOMY WX Cneayer, No BO3MOXHOCTW,
n36eraTts.

* He pekoMeHAYETCA NPOBOAUTL NEYEHWE NAUMEHTOB C XPOHUUECKOA oblieit okkno3aue nnu
HEeAOCTaTOUHLIM KPOBOTOKOM, KOTOPbIW pacnonaraeTca AUCTANbHG NO  OTHOWEHWIO K
BbiIBNEHHOMY NOBPEXAEHUIO,

e HE NpeBLitlaiiTe MCXOAHLIA AWAMETP COCYAd NPOKCHMaNbHEEe v AUCTANLHEe NOPAXEeHUN
npu pasayBakuu SannoHa Ana CHUKEHUA BO3MOXHOCTW NOBPEXAEHUA cocyaa.

¢ HE npesullwaidTe HOMMHanbHoe paenenue paspeia (HAP), ykasanHoe B Tabnuue
pacTaxuMocTu. Bo nabexaHne npesbilWweHnn fasneHWs oba3aTenbHO MCnonNb3yiute npubop
ANA MOHUTOPMHIA AABAEHWUA NPU pasayBaHun.

e WUCNoNb3yWTe TONbKO NOAXOASWYIO Cpeldy pa3ayBaHus 6GannoHa (HanpuMmep, cMechb
KOHTPaCTHOINC BewecTBa v (U3N0NOrMHeckoro pacteopa 8 o6beMHOM oTHowenun 50:50). HUY
B KOEM CNIYYAE He pa3gysaitTe 6annon Bo3gyxom uan Kakmm-nnbo apyridm rasom.

e [lpu nocneaywwem pecreHo3e MOXeT noTpeboBaTbCs NOBTOPHaA AUnatauws
apTepuasnbHOro CerMeHTa, coaepxauiero CTedT. [JonrocpovHbie pe3ynbTaThl nocneaylowein
NOBTOPHOK AMNaTauMM SHAOTENU3UPOBAHHLIX CTEHTOB HEV3BECTHbL.

+ MpUMEHeHne NO NOKa3aHWAM, He YKa3aHHbiM B cnelundukauvn, 3anpeweHo. MpuMeHerve
CTEHTOB BLIAENAKWMNUX NEKaApCTBEHHbIE BeWwecTsa Y MNauWeHTOB € NOPAaXEeHHBLIMM
COCYAUCTBIMIY CErMeHTaMW MO NOKa3aHWAM, HEe YKa33aHHbLIM B CNEUNOUKAUMKW, MOXET
NOBLICUTb PUCK HEXENATENbHbIX ABNEHWW, B TOM wucne Tpombosa creMTa, ambonun creHra,
vH(apKTa Muokapaa (UM) unu cMepTw.

Meps! NpeaocToOPOIKHOCTH

O6He Mepul NPeaoCTOPOIKHOCTH

» U3agenne AOMKHBI UCNONBIAOBATL TONBLKO BPaYN B MEAULIMHCKMX YUpeXAeHWAX, npoweawmne
TWATeNbHYI0 NOArOTOBKY W MMEIOWMWE ONLIT BRIMOAHEHWA COCYAUCTBIX BMEWATENsCTs (B TOM
yucne B CiyYae ONacHLIX ANS XM3HN OTKNOHEHWA).

» Ecnyn cncrema cTeHTa Goina yaaneHa Ao pacwuperus, HE seogure ee BHOBS, TAK KaK CTEHT
v {(MIK) cucTeMa AOCTaBKN MOrAK ObiTb NOBPEXAEHbt NMPU NEPBOIA NONBLITKE NPOXOXAECHUR
NOPAXEHHOro CermMeHTa MAU NPy u3sneueHuu (AonoaHuTenbHaa UHGOPMauMA NpeacTaBneHa
8 pazgene «0cobble METOANKN U3BNEUEHUA»),

o TpomMb03 CreHTa sBNsETCA peakuM CoBbLITUEM, NONHAA XapaKTepuCTHKa KOTOPOro no
ABHHbIM TeKywWuX KnuHWyeckux wucnbitanuin CBJIB HesosMoXHa. TpoMbB0O3 CTeHTa 4acro
npusoaAuT K UM wam cmeptn. B  KNAWHKMYECKUX WCNLITEHUAX KOPOHAPHBLIX CTEHTOB,
BbIAGNAIWMX CAPONMMYC, Pa3nuuuf B 4acroTe passuTus Tpombo3a ANA CTEHTOS
BbIASNAICNX NEKAPCTBEHKbLIE BELWECTBa W META/IMYECKUX CTeHTOB 0e3 neKapcTBeHHOro
NOKPLTUA He GbiNK CBA3aHbI C NOBbILEHWEM PUCKA CEPAEYHONW cMepTn wnn UM, anbo cmepTmn
oT Mo6oi NpuuMHBLL, OXWAAETCA MoNyuYeHWe AOMOMHUTENLHLIX AaHHbIX 6onee ANUTENbHOMo
nocneaywero HabnoaeHna Nocne paHAOMN3UPOBAHHBIX KAMHWYECKUX UCLITEHWA CTEHYOB,
BLIAGNAIOWMX CUPONMMYC, a TaKXe aHanua cnyyaes TPomb03a CTEHTOB BbIAENKIOWMWX
nekapcTBeHnle Bewecrsa; KorAa 3TW AaHHbIe CTadyT AOCTYNHbIMU, WX Hyaer Heobxoawmo
YUUTBIBaTL ANA NPUHATUR PEWIEHWA O BBINOTHEHWW Npoueayp.

e CTeneHe BO3AEHCTBUA NEKaApCTBEHHOrD Npenapata W NONMMEPHOW CACTEeMbl Ha NayWeHTa
HEeNoCPeACTBEHHO CBR3aHa € YUCAOM U ANUHOW UMMIBHTUPOBAHHLIX CTEHTOB.

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



Mepbl NPeaocTopoXKHOCTM NPU oGpauieHnm € CUCTEMOoii

¢ Mepea npoueaypor TIWATENbHO OCMOTPUTE CUCTEMY CTEHTa Ha  npeaMer
DYHKUNOHANLHOCTH, & TaKXe YAOCTOBEepPbTECh, UTO €e pa3Mep nNoAXOAUT A4Ana ToW
npoueaypbl, B pamkax KoTopoi oxa 6yaer ucnonuL3osBaHa.

¢ Mpu paboTe C yCTPOUCTBOM COBMIOAAATE OCTOROXHOCTL BO M3BeXaHMe HapylWeHsus TOUHOro
PacfoNoXeHun CTeHTa Ha 6annoHe w cnyyanHoro nepenoma, neperuéa vnn CKpyuUBaHWA
CTEPXHA CUCTeMbl CTeHTa., 0Ocoboe BHAMaHWe [0NXKHO ObiTb YAGNEHO COXpaHEHWo
NekapcTBeHHOro nNOKPLITUA CTenTa (He obpabaThiBaTs WAKW  kKakum-nnubo obpasom He
pa3pywarb €ro) Npu U3BNeYeHUK KaTerepa M3 yNnakosBKW, PasMEu|eHUY Hag NPOBOAHUKOM M
NPOABUMXEHUM Yepel BpawjalWMKCA aaanTep reMoCcTaTHUUecKOro KnanaHa W ueHTp
HanpasnRIOWero Kaverepa.

+ HE yaepxuBaite AUCTaNbHLIA CTEPKEHL CUCTEMbI AOCTABKM € MOMOWbLIO KpenneHws

rmMnoTpybku,

e CobnioaanTe OCTOPOXHOCTE MPU U3BNEUEHWU CUCTEMbI CTEHTA U3 3aLLUTHOMO KONbLUA, T. K.
ABUXEHNS C NPUNOXEHUEM YCUNUA MOMYT CMECTUThL 3AIUUTHYIO OGO/IOYKY W CTEHT.

e MNpu yaanexHun 3awuTHON OGONOYKW BCerga TAHWUTE ee 33 CaMblii AMCTanbHbih KoHel,
yToObl HE AONYCTUTL CMElleHMA CcTeHTta. HE kacailTecb YaCTH 3JaWMTHOW 06OMOYKM,
pacnonoxeHHon Ha cTeHTe,

e Bo BpeMs NMpPOMBbIBKKW NPOCBETa ANA NPOBOAHUKA WM36EraiiTe W3NUWHUX MaHWNYAAUUA CO
cTeHToM, Cobnioaante ocobyld OCTOPOXHOCTL, 4UTOGBI HE KAacaThCA W He pa3pywaTb
NOKPbITUE CTEHTA, @ TAKXXE CaM CTEHT Ha GannoHe. MaHUNYNAUMN, TAKME KaK NOKPy4nBaHwe
CMOHTMPOBAHHOIO CTEHTa NanbLaMu, MOXET ocnabure era pukcaumniey Ha 6annNoHe CUCTEMbI
AOCTaBKU U NPUBECTM K CMewWweHnKs. ECnu crenT cmewen unu nospexaeH, HE Wcnonb3yite
ero.

Mepb! NPEAROCTOPOKHOCTH NPYU YCTAHOBKE CTEHTA

Ecnu cucTema cTeHTa He MOXET JIerko AO0CTUubL/NpOMTH CKBO3b NOPAXEHHbIA CerMeHT,
OCTaHOBUTE NPOUSAYPY W CheayiTe WHCTPYKUMAM B Noapasaene <«WU3Bnedexdue
HepacluperHoro credtar. Bo #u36exanme nOBpeXAEHWs CTEHTA/NOKpbiTua ©  (Mnu)
NPEXAECBPEMEHHOrO CMeWeHnn CTeHTa wu3  HannoHa MAWM  ero  UeHTPWpOoBaHHOro
pacnonoxeHun Ha GannoHe:

¢ HE npuwnaraidte OTPUUATENLHOrO AABNEHWA K CACTEME CTeHTa A0 YCT3HOBKM CTeHTa B
ueneBoit NOpPaXeHHbId CerMeHT.

¢ [Ipy nonbITKE NPOX0OAa Yepe3 nopameHHbi cerMeHT cocyaa HE npwnaraidte upe3sMepHoi
cvnbl.

¢ HE npunaraitte cuny npy npoxoxaeHun, ecnn YyBCTByeTe Kakoe-nubo ConpoTuBneHue BO
BPEMA [OCTYNa K NOPaXeHHOMY yu4acTky., Onpeaenute NpHuvHY CONpoTUBAEHUs, npexae
JYeM FIPOAOAXWUTD.

* HE noitaitTecb NPOABUraTh HEPACILMPEHHBIM CTEHT BHYTPL W nap"xy yepes AUCTanbHbIA
KOHEL NPOBOAHMKA.

¢ Y6eaurecb, YTO BPALLADWLMACA reMOCTaTUUECKMA KNanaH HanpaBnaiowero Karerepa
NOJIHOCTBLIO OTKPLIT NPU YCTAHOBKE W FIO3ULIMOHUPOBAHNMN CUCTEMBI CTEHTA.

ANA NPaBUNLHONO pasMeLLeHNA CTeHTa:

¢ HE nosopauuBaditTe KaTeTep 6onee YeM Ha OAMH NONHbIA 06OPOT.

* Bo BpeMs ripoueaypsbl Y6eAUTECh, YTO fIOPT BLIXOAS NPOBOAHWKE, HAXOAAWMACS B 29 CM OT
ANCTANbHOro KOHU@ CUCTEMbI AOCTaBKUW, OCTAETCA BHYTPU NPOBOAHUKOBOrO KarteTepa.

¢ HE pasaysaite 6annoH, eCny 8 HeM HEBO3MOXHO YCTAaHOBUTb BaKyyM. ITO O3HAYaeT, YTo B
cucTeMe AOCTaBKU CyUlecTByeT yreuka. Ecnu BaM He yAdeTcR NOAAEpPXWBaTb BaKyyM,
cneayite MHCTPYKUMAM B Noapasaene «U3BneueHne HepaclumvpeHHoro CTeHTas.

¢ [loMHUTE, UTO YCTAHOBKA CTEHTa MOXET HapYLWIUTL NPOXOANMOCTd GOKOBbBIX BETBEA,

* UMNnaHTauMA CTeHTa MOXET NPUBECTHM K pPacCNoeHuio COCYAa AWCTaNbHO W {(nnn)
NPOKCUMANBLHO OT CTEHTUPOBAHHOIO CErMEHTa, a TAKKE MOXKET BbI3BYiTb OCTPOE nepekphitue
npoceeTa cocyAaa, Kotopoe noTpebyer AONONHUTENBHOrO BMelwaTenLcTea (HanpuMep, acpTo-
KOPOHApPHOE (WYHTUPOBAHWE, ZANbHEWWeh AWnaTauMu MNM YCTAHOBKM ACNONHWUTEAbHbLIX
CTEHTOB).
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o HE pacwupsiiTe CTEHT NOCNe UMNNAHTaUMK A0 AWaMeTPa, 60NbIIEro, YeM MaKCMMasIbHbIA
AUBMETP NOCAE UMNNAHTAUWM,

+ Mpy noctannatauuu usberaiite 6apoTpasMbl 3a NpeaenaMn CTeHTa.

o [lononHuTenoHoe pacWWpeHne YCTAHOBNEHHOro CTEHTa MOXET BbidBaTh pPaccnoeHve,
OrpaHUYMBAIOLLEE KPOBOTOK. 3TO MOXHO WCMPaBUTb YCTAHOBKOM APYroro crenta. B cnydae
MMMNAHTALUMY HECKOMBKMUX CTEHTOB UX KOHLIbI AONXHBI HEMHOTO NEPeKpPLIBATLCA.

e MNpu ob6paboTke MHOXECTBEHHLIX NOpPaXeHuid cneayer cHauvana YCTaHOBUTL CTEHT B
AWCTANbHbIA  NOpaxXeHHbI CerMeHT, a 3aveM B MNPOKCUManbHblii. Tako® nopaaok
CTEHTHPOBAHUA WCKNIOU3ET HeoBXDAUMOCTL NPOXOXACHUA NPOKCMMANBLHOIO CTEHTa NpU
yCTAHOBKE AUCTANBHOMO M CHUXAET PUCK CMELLEHNA NPOKCUMANSHOIO CTeHTa,

e He pekOMEHAYeTCA NpUMeHEHWe GpaxuTepanui, MeXaHUYECKWX YCTPOWCTB aTepIKTOMMMU
(HaNpaBneHHbiX WAK  BPALLAIOWIUXCA ATEPIKTOMUUECKUX KATeTepoB) WKW KaTeTepos
NasepHON AHLNOMNACTVKN ANA YCTPaHEHWA PECTEHO3a BHYTPU CTeHTa.

4

Mepbl nNpeaoCTOPOMHOCTH NPY  U3BNEYEHUW CTEHTA WM CUCTEeMbI
AOCTaBKH

¢ Ecnn 8O BpeMA Npoueaypbl UKW NPYU U3BNEYEHUM CTEHTa/CUCTEMbl AOCTABKM OwWywlaeTcs
HeofbiuHOE conpoTUBneHne, obpaturecs K pasaeny «Ocobuie MeTOAUKW U3BNEYEeHUn» ANR
NONYYEHUA WHCTPYKLWIA NO NPABUNbHOMY H3BNEYEHWMIO. HEBLINONHEHWE 3TX MHCTPYKUUA
MOXET NPMBECTM K NOTepe MAM NOBPEXAEHUIO CTEHTa U (MNAKU) KOMNOHEHTOR CUCTEMB!
AOCTABKN.

¢ MeToAbl M3BNEUEHWH CTeHTa, Takue Kak NPUMEHeHUe AONONHWUTEfIbHLIX NPOBOAHWKOB,
nerenb U (MNK) 3aXUMOB, MOTYT NPUBECTU K AONOAHUTENLHOW TPABME KOPOHAPHbIX COCYAOB
u (MWK} MecTa AOCTYNa B COCYAUCTYIO cucTeMY, K OCNOXHEHUAM OTHOCATCA KPOBOTEHEHWE,
reMaToMa WM NCeBACAHEBPUIMA,

Mepsl NPeaoCTOPOIKHOCTH NOCNe YCTAHOBKN

¢ CobnioaailTe OCTOPOXHOCTL TP (POXOXACHUW Yepe3d HEAABHO YCTAaHOBNEHHbIA CTEeHT
Katerepa ANA BHYTPUCOCYAUCTOrO YNRbTPA3ByKoBOro uccneaosaHna (BCY3W), kopoHapHoro
NpoBoAHKUKa, GANNOHHOrO KaTeTepa AN MHOFO YCTPOWCTBA, YTOObI HE HApYWWTL NOAOXEHMe
CTeHTa, ero npuneraH1e K CTeHKaM Cocyaa, NoKpuTUE Uan (popMy KOpOHapHOro CTeHTa.

« O6patuTecs k pasaeny «CeeaeHus o 6€30nacHOCTU Npu nposeaeHun MPT» ans nonyderns
uHDOPMAUWM O COBMECTMMOCTH CTeHTa ¢ MPT.

BO3MONHBIE HEXXENATENbHbIE ABNEHUA/OCNOIKHEHNA

K 4yncny BO3MOXHbLIX HEXenaTeNbHbIX ABMAeHNIt, CBA3aHHLIX ¢ YTKA W yCTaMOBKOW CTeHTa,
OTHOCATCH, Cpeau npoYux, cneayolme:

e CeppeuHbie Asnedns: UM van MweMMAa Cepaua, BHE3AMHOE NepekpLITue KOPOHapHOW
aprepum, pecteHo3 uenesor aptepum (nepekpbitue OGonee uem 50 % npoceeTa),
KapAMOreHHbiA WOK, CTEHOKAPAWUA, TaMnoHaaa, nepdopauuns unM paccioeHue KOpoHapHoOn
apTepun Wi  30pTLI, Nepdopaurs Cepaua, HEOTNOXHAA onepauns Ha cepaue,
nepuKapananbHbid BLINOT MKW 06pasoBaHue aHeBPU3IMbI,

« SlBNEHWMA, CBA3aHHbIE € apUTMMEN: XenyaouMKoBas Taxukapawsa, ubpwinauws
XKenyaoukos, pubpunnauna npeacepanin nan Spaaukapaws.

+« fABneHuA, cAA3aHHbIE C CUCTEMOW CTEeHTa: CTEHT He AOCTaB/AeH B HaMeueHHoe MecCTo,
CMeleHWe CTeHTa C CUCTEMLl AOCTaBKW, HenpaBUNbHas yCTaHoBKa CTeHTa, AedopMauunn
CTeHTa, 3MGONUA CTEHTa, TPOMGO3 WM OKKIO3US CTEHTA, NEPenoM CTeHTa, cMeleHue
CTEHTA, HENPaBMAbHbLIA KOHTAKT MAW KOMNPECCUA CTeHTa (CTeHTOB), 3aTPYAHEHUA Npw
pasayBaHum GannoHa, pa3pbiB MAKW NPOKON 6annoHa CUCTEMbl AOCTABKW, 3ATPYAHEHWSN Npu
CAyBaHMM, 3aTPYAHEHHA NPY BbIBEAGHWM WNK IMBONUA MATEPMAnOM KaTeTepa.

e flBNeHwn, CBA3IAHHLIE C AbIX3AHWEM: OCTPbIM OTEK AerkuMx, 3acCTOMHan cepaevyHasn
HEeAOCTATOUHOCTDL, AbIXaTENLHAR HEAOCTATOMHOCTD WK HapylIeHne AbiXaHus.

* flBneHun, CBA3aHHbIE € COCYAaAMW: [EeMaToMa B MECTe A0CTYNa, UNOTEH3UA WK
rMNEPTEH3Ns, NCEeBAOAHEBPU3IMa, apTEpPUOBEHO3HAA (MCTYna, 3abplOWKUHHAA [eMaToMa,
nepgopauna Mnu pacceueHne Ccocyaa, pecreHo3, TPoM603 MAKM OKKAK3WUA, BA3OCHasM,
nepudepuyeckans MWeMus, AUCCeKUMsi, AucTanbHaa ambonua (Bo3ayxoM, dparMeHTamMw
TKaHewn, TpoMbom).
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¢ HeBponornueckue SBNEHUA: NOCTOAHHOE (MHCYNLT) wWaM O6patumoe (TPaH3UTOpHan
VweMVYecKan aTaka) HEeBpPONOrvvecKoe ABNeHWe, nospexnexve GeapeHHOro HepBa WKW
nospexaeHue nepugeprueckux HepBos.

¢ 5iBNEHWNA, CBA3AHHLICE C KPOBOTEYEHMEM: KPOBOTEYEHWE WAU KPOBOM3NUAHME B MecTe
A0CTyna, KpoaoTeueHune, Tpebylouwlee NepeanBaHna KPOBU WAK APYIoro NeueHus,

¢ ANnepruyecKkue peakunu Ha KOHTPACTHOE BELWECTBO, AHTUTPOMBOUWTApHbLIE CpeacTsa,
AHTUKOArynaHTLl, aMopdHBIA Kapbua KpemHus, KoGanLTO-XpoMosbit cnnas L-605,
nonavumepryor Martpudy MNJS1A, npenapaT CUPOAUMYC AN NPOU3BOAHLIE CUPONUMYCa.

e CMEepTs.

* UHdpekums u cencuc.

KpoMe TOro, npuMeHnMbl Bee HebnaronpwaTHble dddexkTsl, CBA3aHKbIE ¢ NPOUSAYPOIR, Kak
3T0 ONMACAHO B HAUMOHANbHBLIX W MEXAYHAPOAHLIX PeKOMEHARUMAX COOTBETCTBYIOWMNX
MEAVLIMHCKUX aCCOLMALIUNA.

NoTeHuManNbHbie HEXENaTeNbHLIE HBNEHWUS, CBN3dHHBIE C NEepopanbHbLIM  MPUEMOM
CUpONMMYyCa, BKMIOYAIOT, HO HE OrpaHMuYUBalDTCA aHOMalbHLIMK Pe3ynbTaTaMyM aHanu3oB
nokasarenei GyHKUUW NeyeHn, aHeMueR, apTpanrnei, anapeen, rmnepxonectepuHemMnein,
rMNepYyBCTBUTENLHOCTLIO (B TOM  yucne  aHadunakrTuvecknmu/aHaduNaKToMaHbIMK
peakuvaMKn), rMnepTpuraMuepuaemMnen, runokanmeMmen, HHPeKUAMM, HHTEPCTULIMANBHBbIMUY
3abonesannaMu  nerkux, TpoMmGouutonenueid, neikoneHwen, NUMPOMOIR WU APYrUMM
3N10Ka4YeCTBRHHLIMA HOBOOGPal0BaHUAMMK.

JlekapcTBeHHbIC B3auMOAeHCTBUSA

NccneaoBaHnAa nekapcreeHHbLIX B3aMMOAEHCTBMIA He BbiNo/HeHbl. B MeTabonmame npenaparta
cupoauMyc ydyacteyer CYP3A4. CunbHble uHrubutopel CYP3A4 (HanpuMep, KeTOKOHason)
MOryT NOBLICUTL 3KCNO3UUUIO NpenapaTta CUPONUMYC A0 YPOBHEW, Bbi3blBAIWMNX CUCTEMHbIE
apdexTol, OCOOEHHO noCNe YCTAaHOBKW HECKONLKUX CTEHTOB. CUCTEMHYIO 3KCNO3WULWIC
npenaparTa CUpOoNUMYC CAeAYeT TAKOKE YYUTLIBATb, €CNN NAUMEHT NONYYaeT CONYTCTBYIOWYO
CUCTEMHYIO UMMYHOAENPECCAHTHYIO Tepanwio. Lo

HeCcMOTPA Ha OTCYTCTBME KOHKPETHBIX AaHHbIX, TaKWE BEWECTBa, Kak TaKponuMyc, aedcrene
KOTOPhIX OnocpenoBaHo TeM Xe cesabisaiowum dSenxom (FKBP), MOryt BAMATbL Ha
3 eKTUBHOCTL Npenapara CUPoNUMYC.

MpuMeHesne B 0CO6LIX rpynnax NayuenTos

besaonacHocTb ¥ 3pheKTuBHOCTL Synsiro Pro euwe He 6bina yCTaHOBNEHA Y MAUWEHTOB C
NepeyncneHHbiMiU HWKe COCTORHUAMMK:

¢ Hepa3spelluBWMACS TPOMGO3 NOPAKEHKOrO CErMeHTa

¢ He3awmtieHHble MECTa NOPaXeHnA CTBONA NIEBOIA KOPOHAPHOW apTepuu

* N3BUTbIE COCYAbI, KOTOPbIE MOIYT 3aTPYAHWTL YCTAHOBKY CTEHTa B NOPaXeHHOM CermMeHTe
WAK CerMeHTe, NPOKCUManbLHOM OT NOPaXeHHOoro

¢ HenasHo nepeHeceHHbIH OCTPbIA MHMAPKT MUOKAPAA NPV Hanuyuu npusHakos TpomGosa
WAU HEAOCTATOYHOrO KPOBOTOKA.

e Tekywan Gpaxvrepanus UeneBoro NOpaXxeHHoOro cerMeHTa

e bepeMmeHHble NN KOPMALUME XEHLUWHBI, MYXUMHLI NAAHWPYIOWNE OTUOBCTBO: ANA 3TUX
rpynn NaLWEHTOB He CYLLeCTBYET aAeKBAaTHbIX M KOHTPOAMpPYEMbIX UccheposaHui Nepen
YCTaHOBKOW CTeHTa Synsiro Pro v Ha NpoTaXeHun 12 Heaenb NOCNE ero YCTaHOBKW cneayer
NPUMEHATb 3@ EKTUBHbIE MeToabl KoHTpauenuuw. He cneayer YCTaHaB/WBATb CTEHT
Synsiro Pro B0 Bpems 6epeMEeHHOCTH, 32 UCKAIOYEHWEM C/TYYaeB, KOraa Nonb3a NpPeBoCcXoanT
puck ana 3M6pnoHa wnu Nnoaa

* MNpuMeHeHWe Yy NeanaTpuYeckux NaunweHTos Monoxe 18 ner

OT60p NAUWEHTOB U HHAUBMARYANILHDIE BAPUAKHTLI NPUMEHEHNA

HeobxoavM TwartensHoti OTSOP NAUMEHTOB B COOTBETCTBMM C  HA3HAYEHMEM K
MCNONL3IOBAHKMIO YCTPOACTBA, TaK KaK €ro NPpUMEHEHWEe COMPRXKEHO C PUCKOM OCNOXHEeHWUN,
nepeuncnedHuiX B8 pasgene «Bo3MOXHLIE HexenarenoHble ABNEHW/OCNOXHeHusa». MNepea
npuMeHeHneMm Synsiro Pro HeoGxoguMo oueHMTb 6anaHC pUcKa M NOAbL3W ANA KAXGOro
nauyueHTa. akTopbl, OUeHUBaEMbie NpU 0TEOPE NAUVEHTOB, AONXHLI BKAIOYaTL CyXAeHue O
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pucKe AOArOCPOYMHOM aHTWarperaHtHoit Tepanum (cM. pas3gen «PexomeHpauuu no
aHTUarperaHTHoOW Tepanuu R0 ¥ nocne npoueaypbi»). Cneayet 0cob0 yunTbiBaTbh HEA3BHO
nepeHeceHHbIA aKTUBHBIM rACTPUT WAKM NENTUUECKYI0 H3BY, & TakXe BbICOKWA PUCK
KPOBOTEUEHNA, NPU KOTOPbIX MOXET ObiTh NPOTMBONOKA3aHa AHTUKOArynsHTHaA Tepanus.
OueHs BaXHO oO6ecneuynTo BbLINOSHEHUE KAXALIM NAUWMEHTOM PEKOMEHACBAHHON CXEeMbl
npuveMa aHTUTPOMGOLUMTAPHbIX MpenapaTtoe nocne npoueaypbl. lpexaespeMexHHoe
NPEKPAWEHNEe NPHUEM3 HA3ZHAYEHHOro aHTUTPOMbOUWTApPHOre npenapaTa MOXeY NOBbICKTb
puck TpomBoza, UM unn cMepTU. ECAK MNAHUPYETCA XUPYPruveckas wnm CToMaToiorMuecKan
npoueaypa, KOTOPasa notpebyer ROCPOYHOrO MpeKpaleHua aHTUTPOMOBOUWTaPHOW Tepanun,
CNELMANKCT NO WHTEPBEHLMOHHOW MEAWUUHE M NaLMEHT A0NXHLI Nepea YKA TwaTenbHo
OUEHUTL NPaBUNbHOCTL Bbibopa BapuaHTa YKA ¢ npumeneHuem CBAB n PEKOMEHAOB3HHOM
aHTuTpombounTapHoit  Tepanun. Ecam  nocne  MKA  pekoMeHAYeTCa  BbiNOfHeHue
XMPYPrudEeCKOW WAW CTOMaTONOrMUYECKOoW npouefypel, PUCK W NONL3Y 3TOW npoueaypul
cheayer CONOCTaBUTL c BO3MOXHbLIM PUCKOM AOCpovHoro npexkpauweH1a
aHTUTpoMGOLMTapPHOK Tepanuwm.

NauneHTbl, HYKABIOWMECA B AOCPOUHOM MPEKPAWEHNU aHTUTPOMBOLUTAPHON Tepanuu no
NPUUMHE 3HAUMTENLHOrO KPOBOTEUEHWA, MOANEXaT TwaTenbHoMy Habnwoaenvio aAns
BLIABNEHUR HapYWeHUl ASATENLHOCTH cepaua, a nocne CTabunusauuy COCTOAHMA NauMeHTa
CNeAYeT Kak MOXHO CKOPEE BO30GHOBUTL AHTUTPOMEOUWTAPHYIO TEPanUIo NO YCMOTPEHUIO
nevauwero spaua.

CneayeT onpeaenTb CONYTCTBYIOWYIO NAToNOruio, NOBLIWAKLWYIC PUCK NAOXOT0 pesynbTaTa
NepeoHayanbHO® nNpoueaypbl WAK PUCK IKCTPEHHOrO OOpalleHUA 38 KOpPOHapHbIM
IWYHTUpOBaHMeM (NOUEYHANA HEAOCTATOMHOCTb W BbIPAXEHHOE OXWpeHue). CneayeT Takxe
NPUHATL BO BHWMaHME NONOXEHWE COCYAa, pa3mep pedepeHTHOro cocyaa, NPOTAXEHHOCTb
NOPaXeHHOrs CerMeHTa, ero KavyecCTBeHHbIe XapaKTepucTuku U obbem MuUoKapaa, KOTOPLIK
MOXET NOCTPaAaTh OT OCTPOrd UM NOAOCTPOre TpomGo3a.

Heckonbko MCXQaHbIX akTopoB, onpeaensiembiX aHruorpacmein un  CBA3aHHBIX C
Npoueaypoii, BAVAIOT Ha TpoMbBo3a nocne ycraHoBkW cTenTa. K 3TUM aKkTopam OTHOCATCA
AVaMeTp cocyna meHee 3 MM, obpasoBaHue TpomMGa BO Bpema npoueaypbl U paccnoeHue
nocne WMNIAHTALUMKW CTeHTa, ¥ NauMeHTos, NepeHeciinx CTeHTUPOBaHMEe KOpPOHApHbIX
COCYAOB, NepcucTupylowmin TpoMb WK paccnoeHue cneayer paccMaTpuBaTh Kak NPU3Hak
BO3MOXHOCTHM Da3aBUTUS TPOMBOTUYECKOA OKKNIKD3nMK. Nocnhe YKA cneayeT yCTaHOBUTL OueHb
TUaTenbHoe HabNaeHUe 3a NAUMEHTOM Ha NPOTAXEHMW OAHOMO MecAla Nocne ycTaHoBKU
CcTeHTa,

PexoMeHgaLuny N0 AaKTHAIPEraHTHON TepanuM Ao M Nocne npoueaypbl

B coyetaHue ¢ Synsiro Pro cnedyetr NPUMEHSTL aHTUTPOMGOUWTAPHYIO U aHTUKOATrYNSAHTHYIO
tepanuio. fipu BbiGope U onpegeneHun A03NPOBKU, NPOAOIIKUTENBHOCTU U COMETaHUA
Pa3nNuHbIX aHTUTPOMBOLIMTApPHBLIX CPEACTE Bpay AONXKEH PYKOBOACTBOBATLCR WHDOPMaLuei,
npueedeHHONM B TeKylleid cnpaBovHOR NWTepaType NO CTeHTY, BblAenawlueMy npenapar
CUPOIUMYC, @ TakXe HAUMOHAMbHBIMA W  MEXAYHApPOAHbIMA  pPEeXOMEeHAAUWAMM fNo
NPOBEACHMUIO  YPECKOXHLIX KOPOHAPHLIX BMewWwarTensCcTs. Ha nAaHUpyeMblid  pexuM
AHTUTPOMOOUMTAPHOA M BHTHKOAryNAHTHOW Tepanuy MOIyT NOBAWATL WUHAWBUAYaANbHbLIE
NOTPEeBHOCTU NAUMEHTOB U UCMNBITEIBAEMbIA UMW PUCK.

Uudopmauna ans naynenra

B apononHeHne K wHdOpMauvu AN NauwedHTa B8 OTHOWEHWW NPOUeAYpbl, CTeHTa ©
cooTBeTCTBYIOWEN MHOpMaUMK, Kacalowerca ofpa3za XU3HWM nocne NpoBeAeHUs
CTeHTUpOBaHUA (HanpuMep, O pycKkax/nonsle, nNOCEAYIOWMX TOCEWEHNAX, NpueMe
JNIeKapcTB ¥ U3MeHeHusIX o6pasa K1U3HW), COBETYWUTE NaLUEHTY:

* Bcerpa HeobxoaAuMo HOCKTL € co6ol VIMNABHTAUMOHHYIO KAPTY NauveHTa.

+ 3apeructp4posath HanuuMe MMNNAHTUPOBAHHONO CTE@HTa C YKazaHueM ycnosuil, npu
xoTopbix 8e3zonacHO npoBeaeHME CKAaHWPOBaHWMW, B KoMnaHuu MedicAlert Foundation

{(www.medicalert.org) nnu aHanorM4Hoi opraHMaaimm,
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Ykasanus no npuMeHeHuo

Moaroroska naynexra n Bboi6OpP CUCTEMbI CTEHTA

1. NogroTtosbTe NauneHTa U O6GNACTL COCYAUCTOro AocTynNa k MKA B cooTBeTcTsuu co
CTAHAAPTHON KAMHMYECKOW NPaKTUKOW yupexaeHus.,

2. PeKkoMeHAyeTCA BLINONHWUTL NPEABAPUTENLHYIC AYNATaLMIO GannoHOM, AMAMETP KATOpOro
Ha 0,5 MM MeHblle pedepeHTHOro guaMeTpa CocyAa, a3 ANMHA CTEHTa pasHa WAW MeHble
ANVHB! NOPaXeHHOro cerMeHTa.

3. Buibepure pasmep CTeHra, KOTOPbIA paBeH unv Gonblue ANWHBI NOPAXEHHOMD CerMeHTa U
BHYTPEHHEro guaMeTrpa B COOTBETCTBUW C pedepeHTHLIM AMAMETPOM COCYAad LEeneBoro
NOPaXeHHOro cermeHTa, JononHurenbHas uHPopMaumas no paszMmepaMm npoduned
MPOXOAUMbIX CTEHTOB COAEPKUTCA B MHCTPYKUNKW YCTPOMCTBa.

Moaroroska cucTreMnl CTEHTa

4. Nepea wcnonb3osaHveM nNPOBEpLTE ©M  yYGEAWTECh, 4YTO HapYXHaa YynaxosBKka He
NoBpeXAeHa UAM He BCKPLITa, BCKPOHTE HaAPYXHYIC YMSKORKY, 3aTeM BCKPOWTe
repMeTUYHYIO YNaKOoBKY.

5. Mpexae uyeM NPOACAKWTE, OCMOTPUTE EPMETUYHYIO YRAKOBKY W ybeawrecb, uTO
CTepuibHbIA 6apbep He nospexaeH. OTKPOUTe Naker,

6. CobniogaiTe OCTOPOXKHOCTL NPU UIBNEUEHUN CUCTEMEN CTEHTA U3 3ALINTHONO KONLLA.

7. CHUMMTE 3alUTHYIO 060MoUKY, NOTAHYB 33 AUCTaNLHbIH KOHeU.

8. Nepea wucnonb3oBaHMeM ob6cnegydTe CUCTEMY CTEHT2 Ha NpPeAMET NOBPeXAeHWA.
OcMOTPUTE CNOXEHHBIW CTEHT HA NpPeaMeT OAHOPOAHOCTY, OTCYTCTBUA BbICTYNAIOWMKX YacTed
M UEHTPanbHOro pacronoXxeHWa Ha SannoHe. Y6eguTech, UTO CTEHT PacnonoXeH Mexay
NPOKCUMA/IbHBIMA U AWNCTANbHLIMA METKaMU cUCTeMbl AoCTaBkW, HE NpUMEHSIATE cucTeMmy,
ecnu obHapyxuTe Kakue-nmbo aedexTu.

NMpoMbiBanne NPocBeTa NPOBOAHNKA

9. MNpucoeavHuTe WNPUY € TeNapMHU3UPOBaHHBIM  PU3NONOMHECKUM pacTBOPOM K
NPOMLIBOYHOW WINE COOTBETCTBYIOWEro paaMepa. OCTOPOXHO NPLACKUTE NPOMbIBOUHYIO
Wriay K AMCTaNbHOMY KOHYUKY CUCTEMbl AOCTaBKKU M NPOMOATE NPOCBET NpPoBOAHMKA, NOKA
HUAKOCTb He HAYHET BbITEKATd U3 NOPTa BbIX0Aa NPOBOAHWKA.

10. Yaanute wnpuu M NpoMbiBOMHYIO UrNy.

11. flepxure NOAroTOBREHHYIO CUCTEMY CTEHTA NpU aTMOCHEpPHOM A3BNEHUN.

BseaeHne n pasmeueHne CTenTa

12. NoacoeavHuTe BPAWAKWMACE TEMOCTATUMECKWA KNANaH K NIO3POBCKOMY MOpTYy
NPOBOAHNKOBOro KaTterepa, BBe4EHHOMY B COCYAbI,

13. Nopa KoHTponeM aHrmorpacdmnm ycraHoBuTE NPOBORHUK COrNACHO MeToanke YKA.

14. YcTaHOBMTE AMCTanNbHbIA KOHYMK CUCTEMbI AOCTABKM Ha [POKCUMANbHYIO 4acTb
NPOBOAHWKA, YAEPXKWBAR NPOBOAHWUK B LUEIEBOM NOPaXXeHHOM CEerMeHTe.

15. MONHOCTLIO OTKPOWTE BPALLAICWUACA reMOCTaTUYECKMA KnanaH fdis 6ecnpenaTCTBEHHOro
NPOXOXAEHUA CTEHTA. =

16, OCTOPOXHO BBEAUTE CUCTEMY CTEHTa Yepea BPALLAIUIMIACA FreMOCTaTUHECKWI KnanaH. |
17, MpoasuraiTe cucremy CTeHTa yepes NPOBOAHNKOBLIA KarteTep noa |
PEHTIEHOCKONWYECKUM KOHTPOAGM, 4YTOObl ONpEeaenuTb, KOrAa KOHUMK CUCTeMbl A0CTaBKU |
noaoiAeT K AUCTaNLHOMY KOHUY NPOBOAHWKOBOro KaTeTepa. Mo MeTkaMm BbiX0Aa CTBONA Ha
runoTpybke MOXHO NPUGAN3IUTENLHO ONpPeaefuTb MOMEHT AOCTUKEHUA CHCTEMOW CTeHTa
ANCTanbHOrO KOHItA NPOBOAHNKOBOrO KaTeTepa.

18. OCTOpPOXHO NPOABUraiTe CMCTEMY CTEHTA MO NPOBOAHWKY B KOPOHAPHYIO apTepwio,
ofecneynBan NOCTOAHHOE MONOXeHWe NPOBOAHWUKOBOTO KaTeTepa v cTabu/bHOe nonoxexue
NPoBOAHUKA B LENEBOM NOPaXeHHOM CermMeHTe,

19. YCTaHOBUTE CTEHT B TNOPaXEHHOM CErMeHTE, UCNONLIYA PEHTIeHOKOHTPACTHbIE METKW

fannoHa cucreMbl 4OCTaBKM B KaUECTBE OPHUEHTHPOB. MPU OLYILEHWW CONPOTUBAGHUS WAK
HEBO3IMOXHOCTK AOCTUNKEHNA AW NPOXOXABHKA Yepe3 NOPAKEHHBIR £ETMEHT HE NPUMEHARTE
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cuiy, OCTAHOBMTE NPOUEAYPY M BLINONHUTE AEACTBUA, NepeuncneHHblie B Rogpa3fene
«N3sneyeHne HepacwnpeHHOro cTeHTa».

20. NpoBepbTe MNONOXKEHME CTEHTA NOA KOHTPONEeM anrvorpadum, urobet ybeautecs B
AOCTATOMHOM OXBaTe NOPAXEHHOr0 CErMeHTa, BKAIDUYAA NPOKCUMANLHYIO U AUCTANLHYIO
rpaduubi, ECNn oNTUManbHOE NONOXEeHWE CTeHTAa He AOCTUrHYTO, aKKypaTHO nepeMecTute
WK U3BAEKUTE CTEHT COMNACHO MHCTPYKUUAM, NepPeYyncheHHbiM B nogpaznene «MasneveHuwe
HEpPacWUPEHHOro CYeHTa». He pacwuvpsiiTe CTeHT, €cnn OH 3aHMMaeT HenpaBunbHoe
NONOXEHUE B UENIEBOM NOPAXEHHOM CerMeHTe cocyaa.

21. NROTHO 3aTAHUTE BPaLLAIOWNACA MEMOCTATUUECKVIA KNaNaH.
YaaneHne Bo3fiyxa n3 CHCTEMbl 4OCTaBKWN

22. MpucoeanHMTEe TPEXXOAOBOW 3aNOPHLIA KpaH K NOPTY J/lio2pa Ha pa3veMe CUCTeMbl
AOCTaBKM,

23. MNoAarcToBeTE YCTPOWCTBO ANA pasgyBanus o6beMom 20 MN W yaanuTe U3 Hero Bo3ayx
COrnNacHoO pexoMeHAaunAaM U UHCTPYKUNAM N3roTOBUTENA,

24. NogcoeguHuTe K TPEXXOA0BOMY KpaHY YCTPOWACTRBO Ans pasaysaHuws 6Gannoua,
copepxallee 3 Mn cpeast ANA pasaysaHnsa 6annona.

25, OTKpOWTE TPEexxXofoBOK KpaH, YTO6bl 0DECNeYnTb NOTOK XMAKOCTM MEXAY CHCTEMOH
AOCTaBKW ¥ YCTDOMCTBOM ANA pasaysaHnus 6annoHa.

26. NopaepXwBalTe OTPULATENbHOE JABNEHWE B TEUEHWEe NO MeHbwek Mepe 30 cekyHA A0
NONHOr0 YAANEHWA BO3AyXa W OTCYTCTBMS NY3bIPbKOB B KaHane gns pasfyBaHWA CUCTEMb
AOCTaBKM,

27. 3aKpoiTe TPEexxoaoBoi KpaH, uToGbl OCTAHOBUTE NOTOK XUAKOCTH K CUCTEMe JOCTaBKH,
W yA2nuTe Becb BO3AYX W3 YCTPOWCTBa ANA palaysaHWs HannoHa vyepes TPExXXoAOoBOi KpaH.
28. Mpu HeobGX0AMMOCTW MOBTOpUTE Onepauvn 25-27, 4yTobol obecneynTs yaaneHwe
BO3AyXa, COAepXalleroca B CUCTEME AO0CTaBKM, W NPeaoTBpaTMTh HepasHOMepHoe
pacwupeHune CTeHTa.

29. OTKpoiiTe XMAKOCTHLIM K3HaN TPexXxXoA080ro KpaHa, He AONYCKaR NPOXOXAEHUA 8034yXa
06paTHO B CUCTEMY AOCTaBKW,

30. YCTaHOBUTE CUCTEMY B HEATPanbHOE NOADKEHUE ANA BLINOAHEHUR Cneaylowmx 1aros.
YcTaHoBKa CTeHTa

31. NoBTOPHO NOATBEPAVTE NPABUABHOE NONOXEHWE CTEHTa OTHOCUTENbHO LIeNEsoro
MOPaXeHHOro cerMeHTa. (log KoHTponeM adruorpapun ybeawrecb, UTO CTEHT He 6bin
NOBPEXAEH WY CMEWEH BO BPEMA NO3ULIUOHWUPOBAHUR.

32. PazapysaitTe 6annoH cuCTeMbl LOCTaBKM NOCTENEeHHO B COOTBETCTBUW € Tabnuuen
PacTRXUMOCTN. YAepXuBanTe AaBneHue B TeveHue 15-30 cexyHa. HE npesviwairre HAP.
NMpumesaHne. 3HaUEeHNA AMaMeTpa, yKasaHHbie B Tabnuue pacTAXKUMOCTH, Sbik NoAYYEHb)
B ACK/AMHWUMECKUX WCHbITaHnAX 6€3 CONPOTUBNEHUA NOPBXEHHOro CerMeHTa BO BpeMs
pasgysanus 6annoHa. KnuHuueckue ycnosua MoryT ObiTb MHbIMMK.

33. BoinonHuTe aHrMorpaguio 8 pasHbiX NPOEKUUAX, YTODb! yAOCTOBEPUTHCH TOM, YTO CTEHT
NONHOCTBLIO paclwnpeH. Npu HEoBXo0ANMOCTH BannOH CUCTEMBI AOCTABKW MOXHO pasayTh ewe
pPa3 wan pasgyTb AONONHUTENBHO, YTOOBI A0GUTLCA ONTUMANbLHOIO NPUNErAHWA CTEHTa K
CTeHKaM cocyAa. Ecnu CTeHT BCe ewe He NONHOCTBIO NPUAeraer K CreHKe cocyaa, B Hero
MOXHO MOBTOPHO BBECTH 6aNNOH SONbLUEro paaMepa Ans ACNOAHNTENbHOro pactuMpedna, HE
npexpawaiiTe ycTaHoBKy CTeHTa, €CNU OH HeAOCTaTONHO pacwupeH. MNposepbTe npuneraHme
CTEHTA K CTeHKE COCYAa € NOMOLLbIO CTAHAAPTHOW aHrmorpadun nan BCY3N.

CaysaHne 6annoHa n nasieyeHne CUCTEMbI fOCTaBKK

34, Cayiite 6annoH B COOTBETCTEBMM CO CTAHAAPTHLIMU NpoueaypaMu YKA, co3nasan BaKkyyM
8 TeyeHWe He MeHee 35 cexkyHa. fMoarsepauTe OTCYTCTBME KOHTPACTHOMO pacTeopa &
6annoxe,

35. OTKpoiiTe BPaLLAIOWMACA TEMOCTATUHECKIKA KAANAK ANA YABNEGHUS CUCTEMBI AOCTaBKH.

36. YaepxuBaiTe NPOBOAHMKOBLI KareTep W NPOBOAHMK B NOCTOAHHOM NOJIOXEHMU BO
H3bexaHue Ux BTAMMBAHUA B COCYA.
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37. MNoaA PeHTreHOCKONUYECKUM KOHTPOMeM, NOAAEPXUBAA OTPUUATENbHOE AaBNeHWUe,
AKKYpPaTHO U3BNEKUTE NOAHOCTBHIO CAYTYIO CUCTEeMY AO0CTaBKM M3 UENeBoro cocyaa v ganee
Jyepe3 NpoBOAHUKOBbLIY KaTeTtep. ECnu nisneueHue cAyToro 6annoHa CUCTeMbl AOCTaBKU W3
CTeHTa 3aTpyAHEHO, OCTOPOXHO NOABMranTe CUCTEMY AOCTaBKM Brnepea U Halaa, Noka He
cMOXeTe BbiBecTH 6annoH. Npu COXpaHeHUW 3aTPyAHEHUA UIBNEKUTE CUCTEMY AOCTABXWU
BMECTe C NPOBOAHUKOBLIM KaTETEPOM, .

38. Nocne ycnewHoOro yaaneHWs CUCTEMBbl AOCTABKM, RAOTHO 33THAHATE Bpawlaliownics
reMoCTaTUJecKuit KnanaH W OCMOTPUTE MU3AGNME H3 HaIUYWE NPU3HAKOB MONOMKW WAW
¢pparmeHTaunu.

39. NMepuoanyeckn HabniopaiTe 33 COCTOAHMEM NAUMEHTA NOA KOHTPONEM aHruorpadvu B
TeueHue 15 MUHYT NocNe UMNNaHTauuKn CTEHTA.

40. Mocne nNpUMEHEHWA YTUAW3NPYATE WCNONL3OBAHHOE YCTPOMCTBO M €ro YNakoeKy B

0OTX0Abl B COOTBETCTBMM € NOPAAKOM, MPUHATEIM B  NeYeGHOM  yupexaeHun w
3aKOHOAATENbCTBOM, ACHCTBYIOWNM HA TEPPUTOPUW CTPaHbI.

Ocobbie MeTOANKK N3BNEYEHNA

WU3Bnevuenune HEPACWNPEHHOrO CTENHTA

1. Ecnh ao YCTAGHOBKK CTEeHTa HeoBXoAuMO HK3BNEYbL CUCTeMy CTeHTa, VseAMTer B
KOa8KCUanbHOM MnonoXeHwn NPoBOLAHMKOBOMO KaTerepa OTﬂOCMTeanO CUCTEeMbl OOCTABKM W
n3beraire o6pasoBaHMA OCTPLIX YIrI0B MEXAY CTEPXHEM KaTerepa CACTEeMbl AOCTABKU W

NPOBOAHNKOBLIM KaTETEPOM,

2. MeaneHHO W3BNEKWUTE CUCTeMy cTeHTa ofpaTHO B8 NPOBOAHWMKOBLIA KaTeTep. MeaneHHo
BBOAUTE CTEHT B MPOBOAHWKOBLIA KaTeTep NOA PEHTreHOCKONUMYECKUM KOHTPONEM, uToGbI
CTEHYT He CMEeCTUNCH U3 YCTAaHOBMAEHHOrO NonoXeHns Ha GannoHe CUCTEMbI LOCTaBKH.

3. Npwn coxpaHeHUn 3aTpyaHEHWH U3BNEKUTE CUCTEMY CTEHTA W NPOBOAHMKOBLIA KareTep Kak
eaAuHoe uenoe.

4. MNepen NOBTOPHOW NONBITKOW YCTAHOBKW CTEHTA C NPUMEHEHWEM HOBOW CUCTEMbl CTeHTa
NOPaxXeHHbI CErMeHT C/IEAYET BHOBL PaCWIMPUTL UM NOArOTOBUTL APYTMM CNOCoBoM,

WU3BneyeHne CHCTEMbl AOCTABKK/CHCTEMB)! CTEHTa W npoBOAHHUKOBOIO
KatTerepa Kak eguHoro uenoro

1. HE BbITArvBaiiTe cuCreMy CTeHTa MNU CUCTEMY A0CTaBKM 06pPaTHO B NPOBOAHWKOBLIM
Karetep. YAepXuBaiTe NONOXKEHWEe NPOBORHWKA B MOPaXEHHOM CerMeHTe W OCTOPOXHO
NIOTHHUTE CUCTEMY CTEHTa/ CUCTEMY AOCTABKHU. YCTAHOBUTE NPOKCUManbHbIA Mapkep 6ansoHa
B CUCTEME AOCTAaBKN HENOCPEACTBEHHO AUCTaNbHO OT KOHUUKA NPOBOAHWKOBOIo KaTerepa.

2, NpoaeanTe NPOBOAHUK B APTEPMI0 HACTONBLKO AWCTANIbHO, HACKOALKO 3TO BO3MOXHO C
TOYKM 3peHun Ge3zonacHoCTU. N3snekuTe NPOBOAHWKOBLIA KAaTeTep U CUCTEMY ROCTABKK KAK

equHoe uenoe.
3. 3aTaHUTE remMoCTatu4eckui knanaH, uTobbl NPUKPenuTb cucreMy CTeHTa WAN CUCTEMY
AOCTaBKH K NPOBOAHMKOBOMY KaTeTepy.

4. Yaanurte nposoaHNKOBLIN KaTeTep U CUCTEeMY CTeHTa WnK CUCTeMYy AOCTaBKU KaK eguHoe
uenoe.

Ceepennn o 6e30nacHoOCTH Npu nposeaeHnn MPT

AoknMHuueckne UCNLITaHMA NoKaslanu, YTo CTeHT Synsiro Pro ABNAETCH MPT-COBMECTUMbIM.,
MNaureHT, KOTOPOMY UMNNAHTUPOBANK U3AEINE, MOXET 6Ee30NacHO NPOXOANUTE CKAHWUPOBaHUE
B cucreme MP npu cnegyiowux ycnosmsx:

e [locrofHHOE MarHurHoe none 1,5 Ta wam 3,0 Tha.

¢ MakcruMarnbHbIA NPOCTPAHCTBEHHLIA TPaaneHT nonsa He Gonee 3000 Maycc/cm (30 Tn/m).

e MaxkcuMmancHoe 3aperucTpupoBaHHOE ANA A2HHOW MPT-CUCTEMbl 3HAUEHWE yaenbHoro
koapduurenTa nornouleHns (SAR), YCPeAHEHHOIO ANA BCero Tena, 2 BT/kr (B HOPManLHOM
pexume akcnayatauwm).

B BblWeoNpeaeneHHbIX YCNOBWAX CKAHUPOBaHMA MOXHO OXMAATb MaKCMManbHOro
NoBLIWEHUA TEMNEPATYPbl CTeéHTa SYnsiro Pro MeHee yeM Ha 5,7 °C nocne HenpepsiaHOro
CKaHUPOBAHMA B TeYeHHe 15 MUHYT.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AOKNMHUYECKNE UCTILITAHKUA NOKa3anM, YTO apTedakT, NOABNAIIWMACA NPU CKAHWPOBAHUU
YyCTPONCTBA Ha MPT-cucTeme MowHOCThio 3,0 Tn, BLIXOAUT NPUMEPHO HA 7 MM 32 npeaens
cTeHTa Synsiro Pro B8 NOCNEAOBATENBHOCTM PAAMEHT-3X0. ApTedaKkT MOXEeT 3aTeHATb
NPOCBET YCTPOMCTBA.

fapanTMa U OTBETCTBEHHOCTD

[anHoe n3genne W KaXabiit U3 ero KOMNOHeHTOB (Aanee NMEHyeMble — «usaenme») 6blan
pa3paboTaHbl, W3roTOBAEHb, WCNBLITAHLI M  YNAKOBAHLI C MaKCUMaNLHO  BOIMOXKHOMK
TIWATENbHOCTEI0, OAHaKO nockonbky kKoMnauna BIOTRONIK He KOHTpOAMpPYET YyCROBUS
NPUMEHEHNA W3AENNN, COAELPXHMOE STOr0 PYKOBOACTBa NO NPUMEHEHWIO CNeaYeT cYUTaTh
HEOTHEMAEMON YACTLKY AAHHOMO OTKa3a OT OTBETCTBEHHOCTM Ha CNy4aid BO3MOXHOro
HapyweHUn NpegyCcMOTPEHHOro PyHKLIMW M3AENAHUA MO PA3NIUYHBIM NPUUMHEM,

Komnatnsa BIOTRONIK He rapaHTUpyeT HeBO3MOXHOCTb HacTYNNEHNUA Cneayiowmx cobbiThin:
¢ HencnpaBHOCTb UNK OTKa3 U3fenus
e UMMYHHGIA OTBET NauymeHTa Ha uaaenve

¢ BO3HWKHOBEHME MEAVLIMHCKUX OCNOXHEHKWA NPU UCTIONb3OBAHUK U3ACAUA UAKN BCNEACTBHE
KOHTaKTa uigenus € TenoMm nauneHTa

Komnauusa BIOTRONIK He HeceT HMKakoW OTBETCTBEHHOCTH 33 cnegylouee:

» lpMMEHEHWE W3ReNnus, HE COOTBETCTBYIOWEE MNPUBEAEHHBIM B AAHHOM PYKOBOACTBE NO
MPUMEHEHUIO  Ha3HaueHwlo  (NOKa3aHWAM), MPOTUBOMOKA3AHWAM, NPEeAYNPEXACHUAM,
NPEAOCTEPEX2HUAAM U YKA3aHWAM MO NPUMEHEHWIO

* MogupukaLma NCXOARHOMNO N3NEUR

o Cob6bITHA, KOTOPLIE HEBO3MOXHO NpPeaAyCcMOTPETh Ha MOMEeHT AOCTABKW W3genua Ha
OCHOBAHUW COBPEMEHHOIO YPOBHA HAYKU N TEXHUKIN

s CobbiTVA, NPUMUHONW KOTOPbIX NOCNYXWUAO NPUMEHEHME MPOUMX U3AENUIA KOMNAHUK
BIOTRONIK unn nagenui CTOPOHHUX KOMNaHWUA

¢ DOpPC-MaXopHble cobbITUA, B TOM YUCne CTUXUiHBbIE GeacTBUA

BbilueyKaszaHHble MOMOKEHNA HE 3aTparvsailoT OTAENLHO COrNACOBAHHOMO € KNMEHTOM
OrPaHUYEHNA W (MNK) OTKa3bl OT OTBETCTBEHHOCTH B CTEMEHW, pa3pelleHHoN AedcTBYIoWnM
3aKOHOAATENLCTBOM,

14
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Tepesod ¢ an2auiicko20 u HeMeyKo20 AILIKOB HA PYCCRUNE RILIK

BHOTPFOHHK (BIOTRONIK)
COBEPILIEHCTRO PAZIM XKAIHK

BUOTPOHUK AI' (BIOTRONIK AG)

Axepmpacee 6
8180 Bionax

IIseinapns

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

24 gusapa 2024 r.

HucTpykuus no npuMeHeHHIO

Cucrema xopouapsoro crenra Synsiro Pro, Bhigensiomero
NpenapaT CHpPOJIHMYC

Vieepxaao

HUms:
JomxHocTs:

Komnanus:
Vauna:

I'opon / CTpaua:

Moanuce:

/imamn/: BHOTPOHHK (BIOTRONIK)
COBEPUIEHCMEO PAOU NCUIHY
bUHOTPOHHK A" (BIOTRONIK AG)
Axepwmpacce 6

CH-8180 bronax
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Ciozanna Mmx (Susanne Minich)
CHetnanieT No HOPMaTHBHO-NPABOROMY PeryiipoBaHKIo

BUOTPOHHUK AT (BIOTRONIK AG)
Axepmrpacce 6

8180 Bionax, Llseituapns

/nodnuce/

Ciozanna Munux (Susanne Minich)



Hacrosnnum CBHAETEALCTBYCTCA NOATHHHOCTL NOATIHCH HA 06paTHoH CTOPOHE, NOCTABACHHOI B
HALIEM NMPHCYTCTBHK

-wolt Crozaunoil MUHUX, nava poxacnwn; 12 maa 1965 r., rpaxnaqxoit Llseiuapun,
Batrrsuns, kairror Caukt-T'annen, no e& cnosam, npoxusatomeii no aapecy: yn. Cpoccakep 81,
8041 Lliopnx, TUUHOCTL KOTOPOM HOXTBEPAKICHA YAOCTOBEPCHHEM TNYHOCTH,

Hacrosinym noaATBEpRKIACTCS TONLKO MOLTHHHOCTE IOAIMKCH, & HE COACPKANNE WITH ACHCTBHTEIIBHOCTD HBHHONO
ZIOKYMeERTA,

Bionax, 24 susaps 2024 1, HOTAPHAJIBHASI KOHTOPA BIOJTAXA
BK Ne 2024/129 /nodnuce/
Céop 20,00 wme. ¢p.

/lTevamy/: Homapuansnas xowmopa biosaxa *  Knaynua Xycep, [ToMOmHUK TOCY ARPCTEEHHOTO
Kanmoun Lliopux uorapuyca
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MepeBo/ JaHHOI0 TEKCTa BbIMO/HEH MepeBoAYMKOM MantoLoBoii AHHON AH/pPeeBHO

noagnnmceo

Poccuinckaa degepauns
[opoa MockBa
OBaguatb 0EeBATOro AHBaps ABe ThiCAYM ABajuaTb YeTBEpPTOro roga

>, 1kpcmuin KOnua MropesHa, Horapuyc ropoga MOoCKBbI, CBUACTCNLCIBYH MOLAUTIOErb MOAMUCH
nepesofuMka MantoLoBoii Annbl AHAPEEBHbI.

lNoanuck cienaHa B MOEM MPUCYTCTBUN.

JInyHocTb NognucasLLUEro JOKYMEHT yCTaHOB/EeHa.

3apeructpupoaHo B peccipc: Ne 77/2194-H/77-2024-2-2bo€

Ynna4eHo 3a COBEpLLEHNE HOTapWanbHOro aeinctems: 400 py6. 00 kor.

noannceb Fepb6oBas neyaTb Fep6oBas neyvatb
HoTapuyca r, MOCKBbI HoTapuyca r. MoCKBbI
Bepemuii O .U, Bepemuin O .U.

HO.. Bepemuii
Bcero npoLHypoBaHo, NPOHYMepPOBaHO
1 CKpensieHo nevatbio 18 nnct(-a,-oB).

HoTapuyc: NoANMUNCH

Poccuinckaa degepauns
[opog MockBa
OBaguaTtb feBATOro sHBapsa ABe TbicAYMN ABajUaTb YEeTBEPTOro roga

A, Bepemuit HOnus WropeBHa, HOTapUyC ropoAa M ockswe, CBW/ETENbCTBYHO 17aiiljOCTh  KOMWK
npeacTaBeEHHOTO Mor

3aperncTpupoBsr i-ii/77-2024- 7-2906
YnnaueHo 3a c(ie|iiic broro meictems: 3300 py6. 00 kon.
FO.N. Bepe’
Cero MpoLUHYpoBaHo, iiponyMv  JBano
CKPEn/eHo neyatbio 18 nuct»  0B).
HoTtapunyc:
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KOMNWA
# BIOTRONIK

excellence for life

BIOTRONIK AG
Ackerstrasse 6
8180 Bulach
Switzerland

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

January 24, 2024

Addition to Instruction for Use

Sirolimus Eluting Coronary Stent System Orsiro Mission

Approve

Name:
Position:

Company:
Street:

City / Country:

Signature:
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Susanne Minich
Regulatory Affairs Manager

BIOTRONIK AG
Ackerstrasse 6

8180 Bulach - Switzerland

usanne Minich (stamp)

excellence for lile
BIOTRONIK AG
Ackerstrasse 6

m Ou’ach



Official Ce [

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

Ms. Susanne MINICH, born 12th May 1985, Swiss citizen of Wattwil SG, according to his
information residing at Grossackerstrasse 81, 8041 Z0rich,

identified by identity card.
This legalization refers only to the authentication of the signature and not to the contents or validity
of the document.
at
Bolach, 24th January 2024 4% 20,
BK no. 2024/130 : 'o NOTARIAT BOLACH
Fee CHF 20.00 ® * - Wy
£ x
C 00 Claudia Hus otariatsassistentin

7,
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Addition to Instruction for Use

Sirolimus Eluting Coronary Stent System Orsiro
Mission

-’EA

Verston N?2 from 24.01.2024
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1. Synonymous terms Iin the text of documents from the
manufacturer

Slralimus Eluting Coronary Stent System Orsiro Mission - identical names «Stent Orsiro
Mission», «Orsiro Mission», «Stent», « Stent System », «Coronary Stent System»,

2. Medical Device name

Sirolimus Eluting Coronary Stent System Orsiro Mission:

1. Sirolimus Eluting Coronary Stent Orsiro Mission on delivery system, diameter variants:
2,25; 2,5; 2,75; 3,0; 3,5; 4,0 mm; length variants: 9; 13; 15; 18; 22; 26; 30; 35; 40 mm
- 1pc,

Compliance Chart - 1 pc,

Patient Implant Card - 1 pc.

Instructions for Use - 1 pc.

Addition to Instructions for Use - 1 pc.

nhwnN

3. Data about developer, manufacturer and authorized
representative of the manufacturer

Developer and Manufacturer:
BIOTRONIK AG, Switzertand
Ackerstrasse 6, 8180 Blilach, Switzerland
Tel.: +41 (0)44 864 51 11

Fax: +41 (0)44 864 50 05

Authorized Representative of the Manufacturer:

Limited Liability Company «Biotronik» (LLC «Biotronik»)

Russian Federation, 109240, Moscow, Nikoloyamskaya str., house 26, building 1A, floor 2,
premises 6.

Tel.: +7 (495) 789-68-31,

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

office@biotronik.ru

Manufacturing Site:
BIOTRONIK AG, Ackerstrasse 6, 8180 Bllach, Switzerland

4. Intended Use

Coronary Stent System is indicated for improving coronary luminal diameter in patients with
symptomatic ischemic heart disease due to discrete de-novo stenotic lesions and in-stent
restenotic lesions.

5. Classification

All coronary stents, mentioned in this documentation, are classified according to Annex II,
including point 4 of Directive 93/42/EEC.

Class depending on the potential risk of medical products - 3.

GMDN code {Global Medical Device Nomenclature code) - 58771 (Drug-eluting coronary
artery stent, bicabsorbable-polymer-coated).

Multiple use - single use.

Sterility - sterile.
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6. Usage Terms and Scope of use, potential user

This medical device must be used only by specially trained personnel in speclalized medical
facilittes, when performing surgical operations in stationary conditions.
Scope of use: Cardiovascular surgery (during percutaneous transiluminal coronary

angioplasty / percutaneous coronary intervention).

7. Medical device package content

Sirotimus Eluting Coronary Stent System Orsiro Mission is shipped containing:

1. Sirolimus Eluting Coronary Stent Orsiro Mission on delivery system, diameter variants:
2,25; 2,5; 2,75; 3,0; 3,5; 4,0 mm; length variants: 9; 13; 15; 18; 22; 26; 30; 35; 40 mm

-1 pc.
Compliance Chart - 1 pc.

Patient Implant Card - 1 pc.
Instructions for Use - 1 pc.

Addition to Instructions for Use - 1 pc.

npwN

8. Device technical specifications
Tabie 1: Table of product range of Orsiro Mission
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Pos. Designation REF number | Nominal @[mm)] Nominal Usable
: length[mm] [length [cm}
1 __ |Orsiro Mission 2.25/9 419101 2,25 9 140
2 [Orsiro Mission 2.5/9 419102 2,5 9 140
3___ |Orsiro Mission 2.75/9 419103 2,75 9 140
4 |Orsiro Mission 3.0/9 419104 3.0 9 140
S Orsire Mission 3.5/9 419105 3,5 9 140
6 Orsiro Mission 4.0/9 419106 4,0 9 140
7 Orsiro Mission 2.25/13 419107 2,25 13 140
8  |Orsiro Mission 2.5/13 419108 2,5 13 140
9 |Orsiro Mission 2.75/13| 419109 2,75 13 140
10 |Orsiro Mission 3.0/13 419110 3,0 13 140
11 |Orsiro Mission 3.5/13 419111 3,5 13 140
12 |Orsiro Mission 4.0/13 419112 4,0 13 140
13 |Orsiro Mission 2.25/15 419113 2,25 15 140
14 |Orsiro Mission 2.5/15 419114 2,5 15 140
15 | Orsiro Mission 2.75/15 419115 2,75 15 140
16 _|Orsiro Mission 3.0/15 419116 3,0 15 140
17 _|Orsiro Mission 3.5/15 419117 3,5 15 140
18 |Orsiro Mission 4.0/15 419118 4,0 15 140
19__[Orsiro Mission 2.25/18 419119 2,25 18 140
20 |Orsiro Mission 2.5/18 419120 2,5 18 140
21 [Orsiro Mission 2.75/18 419121 2,75 18 140
22 |Orsiro Mission 3.0/18 419122 3,0 18 _140
23 |Orsiro Mission 3.5/18 419123 3,5 18 140
24 |Orsiro Mission 4.0/18 419124 4,0 18 140
25 [Orsiro Mission 2.25/22 419125 2,25 22 140
26 |Orsiro Mission 2.5/22 419126 2,5 22 140
27 |Orsiro Mission 2.75/22 419127 2,75 22 140
28 [Orsiro Mission 3.0/22 419128 3,0 22 140
29 |Orsiro Misslon 3.5/22 419129 3,5 22 140
30 |Orsiro Mission 4.0/22 419130 4,0 22 140
31 |Orsiro Misslon 2.25/26 419131 2,25 26 140
32 |Orsiro Mission 2.5/26 419132 2,5 26 140
33 |Orsiro Mission 2.75/26 419133 2,75 26 140
4



34 |Orsiro Mission 3.0/26 419134 3,0 26 140
35 |Orsiro Mission 3.5/26 419135 3,5 26 140
36 _|Orsiro Mission 4.0/26 419136 4,0 26 _140
37 __|Orsiro Mission 2.25/30 419137 2,25 30 140
38 |Orsiro Mission 2.5/30 415138 2,5 30 140
39 |Orsiro Mission 2.75/30 419139 2,75 30 140
40 |Orsiro Mission 3.0/30 419140 3,0 30 140
41 |Orsiro Mission 3.5/30 419141 3,5 30 140
42 |Orsiro Mission 4.0/30 419142 4,0 30 140
43 |Orsiro Misslon 2.25/35 419143 2,25 35 140
44 |Orsiro Misslon 2.5/35 419144 2,5 _35 140
45 |Orsiro Mission 2.75/35 419145 2,75 _35 140
46 |Orsiro Mission 3.0/35 419146 3,0 35 140
47 |Orsiro Mission 3.5/35 419147 3,5 35 140
48 |Orsiro Mission 4.0/35 419148 4.0 35 140
49 |Orsiro Mission 2.25/40 419149 2,25 40 140
50 |Orsiro Misslon 2.5/40 4195150 2,5 40 _140
151 __|Orsiro Mission 2.75/40 419151 2,75 40 140
52 |Orsiro Mission 3.0/40 419152 3,0 40 140
153 __|Orsiro Mission 3.5/40 419153 3,5 40 140
54 |Orsiro Mission 4.0/40 419154 4.0 40 140
Table 2: Overview of product range
Nominal length [mm]
DOT Stent design |[Nominal @ fmm]) 9 |13 |15 |18 |22 |26 |30 |35 |40
2.7 F T6S 2,25 X |x Ix X X X |x X X
2,5 X |x |x X X X |x X X
2,75 X |x |x X X X |x X X
3,0 X |x |x X X X |x X X
29F TEM 3,5 X |x [x X X X |x X X
4,0 X |x |x X X x |[x X X

X:
Usable length:
Nominal Pressure:
Rated Burst Pressure:
Accessory device:

Avaiiable product sizes
140 cm
10 atm
16 atm

Guide wire = 0.014" (= 0.36 mm)
Guiding catheter 5 F, inner diameter = 0.056" (= 1.42

mm)

Table 3: Usable Length / Guide Wire Lumen Length

Product group {nominal @

Usable Length [mm]

Guide Wire Lumen Length

[mm])

[mm]

All sizes

1400

290
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Table 4: Nominal outer diameter of catheter shafts

Product group (nominal @
[(mm])

nominal outer diameter of
Proximal shaft (Hypotube) [F]

nominal outer diameter of
Distal shaft [F] (mm

(mm equivalent) equivalent)
2.25/25/2.75/3.0 2.7F (0.89 mm)
3.5/ 4.0 2.0F (0.66 mm) .9F (0.96 mm)

Table 5: Pressures, balloon diameter

Product group (nominal @

[Nominal Pressure NP

Rated Burst Pressure RPB

[mm]) [atm] __[[kPa] [atm)] [kPa]
3 2.25 10 1013 16 1621
3 2.5 10 1013 16 1621
3 2.75 10 1013 16 1621
2 3.0 10 1013 16 1621
D 3.5 10 1013 16 1621
3 4.0 10 1013 16 1621

Table 6: Inflation and deflation times

Product group (nominal @
[mm])

Max. inflation time [sec]

Max. deflation time [sec]

All sizes

< 15s

< 35s

Table 7: Tensile strength

Product Minimum tensile strength [N]
group Injection molded Guide wire exit portlProximal balloon Delivery system
(nominal @ hub (hub to welding welding (distal outericatheter (hypotube)
[mm]) hypotube) (hypotube to distal tube to balloon)

outer tube)
All sizes > 25N > 6N 2 6N > 6N

Table 8: Stent wall thickness

Product group (nominal @ [mm])

tent wall thickness [um]

T6S

60

T6M

80

Table 9: Functional specifications at NP

Product group (stent [Elastic recoil [%] Bending stiffness Foreshortening [%]
design) xpanded stent
[Nmm2]
T6S <7 < 20 <10
T6M <7 < 30 < 10

Table 10: Maximum diameter for post-dilatation

Product group (nominal @ [mm]) Maximum diameter for post-dilatation [mm] (stent inner
diameter)

02.25 /] @2.5 / @2.75 / @3.0 3.5mm

23.5 / 4.0 4.5mm

Device Mass is 3.1 g for all sizes.
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Table 11: Delivery System characteristics

Nominal @ | Usable Outer O of delivery system Allowable bending
[mm]) length {(F 7/ mm) radius of the delivery
{mm) system (mm)
2,25/2,5/ |1400 Proximal shaft: Proximal shaft £ 10 mm
2,75/ 3,0 2F (0.66mm) Distal shaft € 4.0 mm
Distal shaft: The balloon must still be
2.7 F (0,89 mm) inflatable / deflatable to /
3,5/4,0 Proximal shaft: 2F (0.66 mm) from RBP in bent
configuration.
Distal shaft: :
2.9 F (0,96 mm)

Fatigue strength of the Balloon
The Balloon withstands a minimum of 10 cycles with a soak time of 30 seconds at rated
burst pressure.

9. Materials from which the medical device is made and contact
with the human body

Component sggvf:gt'd Material
Delivery System
Hypotube Hub No Polyamide 12 Violet
Hypotube Tubing No Stalnless steel
Hypotube Shaft Marker |Yes Printing ink based on acrylic resins
Hypotube Jacket Yes Polyamide 12, Carbon 8lack pigment
Inner Tubing (inner Yes High density polyethylene
Layer)
Inner Tubing (middle |No Maleic anhydride ethylene copolymer
Layer)
Inner Tubing (outer No Polyether block amides, pigment Violet
Layer)
X-ray marker No Platinum-iridium alloy
Distal Tubing Yes Polyamide 12
Balloon Yes Polyamide 12
Proximal Hydrophobic |Yes Silicone based Hydrophobic Coating (Lubricant,
Coating n-Heptane puriss) '
Distal Hydrophilic Yes Polyvinylpyrrolidone based Hydrophilic Coating
Coating (Base Coat /Top Coat)
Stent
Stent Platform Yes CoCr alloy
Stent Surface Coating _|Yes Amorphous, hydrogen-rich Silicon Carbide
BIOlute drug-Polymer |Yes Sirolimus containing biodegradable PLLA matrix
coating Stabilizer
Chloroform

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



Type of contact with patient body

Sirolimus Eluting Coronary Stent System Orsiro Misslon has the following type of contact
with patient body (according to 1SO 10993-1):

Orsirc Mission Stent, | Implant device with a direct, long-term (more than 30 days)
Synsiro Pro Stent contact duration with coronary arteries and blood.

Orsiro Mission Stent | Limited contact duration (£ 24 hours) with circulating blood.
Delivery System, Synsiro

Pro Stent Delivery

System

Packaging No body contact (medical personal works in gloves)

10. Risk Management

During the development of Sirolimus Eluting Coronary Stent System Orsiro Mission, a
thorough risk analysis was carried out in accordance with the certified design and
BIOTRONIK standard operating procedures for risk management (according to ISO 14971).
During the analysis, the possible hazards associated with the design, functionality and use
of products were evaluated and classified according to their likellhood and severity. If the
risks were determined to be unacceptable, adequate measures were taken to eliminate or
minimize, respectively, the likellhood and/or severity of the hazard. The required risk
minimization measures were divided into the following categories: direct, Indirect and
preventive. The effectlveness of all risk minimization measures has been tested during
product verification/validation.

11. Packaging

11.1. Individual/sales package
Coronary System Is supplied In sterile packaging.

The packaging consists of a protective packaging ring or dispenser made of HOPE within a
sealed opaque pouch consisting of a Tyvek part and an aluminium foll. After sterilization air
is evacuated out of the pouch, the pouch is filled with an inert gas (Ar). Finally, the
aluminium part of the pouch is completely sealed at the border-line to the Tyvek window.
The Tyvek part of the pouch is then cut off. The dispenser protects the stent system in the
sterile bag against damage and separates the stent and the delivery system (proximal and
distal shafts) from the bag. Additlonally, the most distal section of the device (Including the
stent and folded balloon) are covered by a protective sheath and mandrel. The protective
sheath and mandrel hold the crimped stent inside the dispenser and maintain the guide wire
lumen. The dispenser ring is placed inside the sterile Inner packaging. The outer packaging
comprises one cardboard box (sales package) into which are packed one (1) sterile pouch
and one (1) IFU, The box is sealed with a Quality Seal (QSI-Seal).

Product labels are applied on the inner and outer packaging.

In order to ensure that the packaging of stent is able to maintaln the sterllity of the product,
the packaging is validated. Up to 2 year real time aging was performed on the product and
tested for product sterility and pouch seal. The tests demonstrate a 2-year shelf life of the
packaging.
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11.2. Transport packaging

Products are packed in the transport packaging. This is a box made of corrugated
cardboard. The cardboard box is closed and fixed with adhesive tape.

It is allowed to pack several products in accordance with the overall dimensions of the
transport packaging, including an air bubble fllm, provided that all sets are completety
wrapped In a bubble film, which is also placed between cardboard boxes and each side of
the transport packaging.

12. Labeling
12.1. Symbol Legend

Sterilized using ethylene oxide

1

Keep dry

Do not resterilize

Consult instructions for use

Do not reuse

Keep away from sunlight

Date of manufacture

Manufacturer

Caution

Use by

Batch code

Catalogue number

Temperature limits for storage..

**EEWBL&%®E®%E

Allowed storage temperature excursions

dif
|

MR conditional

Nominal pressure

N &
-

BP Rated burst pressure
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@ Do not use if package is damaged

Stent Material: CoCr Stent material: cobalt chromium alloy
Stent Type: BX Stent type: balloon-expandable
Additionally:
c € CE Mark
e
GTIN 1 Global Trade Item Number

Authorized Representative in EU

Importer

QR-code

This side up

Fragile. Take care

Recyclable

Keep dry

13. Cleaning, disinfection and sterilization

Sirolimus Eluting Coronary Stent System Orsiro Mission is supplied sterile. Device is
sterilized with ethylene oxide. Sterility assurance level: minimum 10°¢, The product is sterile
after one sterilization cycle.

Resterilization is prohibited.

Cleaning, disinfection and re-sterillzation are not applicable as this device intended for
single use only.

10
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14. Information on application frequency, maintenance and repairs

Sirolimus Eluting Coronary Stent System Orsiro Mission is a single use device and is not a
subject for maintenance and repairs.

Sirolimus Eluting Coronary Stent System Orsiro Mission is intended for single use only. DO
NOT reuse the product. Reuse of the product creates a potential risk of infection for the
patient or user. Contamination of the product may result in injury, illness or death to the
patient,

15. Deimplantation and / or replacement
Stent cannot be removed and / or replaced after Its implantation

16. The list of consumables, the procedure for their use and
replacement

Sirolimus Etluting Coronary Stent System Orsiro Mission is a single use device and does not
contain any consumables.

17. Shelf life . '
Shelf life of the device is 2 (two) years.

18. Storage and transportation condition

Store protected from sunlight and keep dry. Store between 15°C (59°F) and 25°C (77°F).
Short-term storage temperature excursions between 10°C (50°F) and 40°C (104°F) are
allowed up to 48 hours.

Handling: from 32°C (90°F) to 42°C (108°F)

Transportation of this medical device can be performed by any type of covered transport in
accordance with the rules of transportation of goods. Use a medical device with caution.
Keep in original box, in dry, dark, cool place. Transportation is possible at temperature
between 15°C (59°F) and 25°C (77°F), short-term temperature excursions between 10°C
(50°F) and 40°C (104°F) are allowed up to 48 hours.

19. Utilization and disposal order

Products that have been in contact with blood and {or) other biological fluids of patients
should be disposed of in accordance with the current requirements for the treatment of
medical waste established by SanPiN for class B and other regulations of the Russian
Federation.

Unused devices, including expired devices (that have not been in contact with patients' body
fluids) should be disposed of in accordance with the solid household waste disposal
procedure estabiished by the current legislation of the Russian Federation for class A.

20. Environmental protection requirements

Please accord to the IFU requirements to exclude the negative effect on the human or
environment during the handling, shipment and storage of medical device

11
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21.

device complies

List of international documents/standards to which the medical

The requirements of the following standards, guidelines, directives and laws are met in so
far as they apply to the device concerned.

Some tests had been performed before the current version of a standard was issued. In this
case all testsresults were checked if they are valid according to the current standard. If the

test results are still valid, only the current version of the standard is referenced on this list.

Standards
Applied
[Underlying]
Standard

Title

Standards - General Medical Device Standards

ISO 13485:2016

ISO 14971:2007
(corrected ve.-'Sion
2007-

10-011

IEC 62366-1 :2015
+

Cor 1:2016

Medical devices. Quality management
systems. Requirements for regulatory
purposes

Medical devices - Application of risk
management to medical devices

Medical devices - Application of usability
engineering to medical devices

Standards - Device Specific

ISO 25539-2:2012

ISO 14630:2012

ISO 10555-
1:2013 +
Amdl:2017

ISO 80369-7:2016
(corrected version
2016-

12-011

Cardiovascular implants - Endovascular
devices - Part 2: Vascular stents

IMon-active surgical implants - General
requirements

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

Small-bore connectors for liquids and gases
in healthcare applications -- Part 7:
Connectors for intravascular or hypodermic
applications

ISO 80369-20:2015 Small-bore connectors for liquids and gases

ASTM F2052 - 15
ASTM F2119 -
07(20131

ASTM F2182 - 1lla
ASTM F2213 - 17
ASTM F2503 - 13
(partlyl

in healthcare applications -- Part 20:
Common test methods

Standard Test Method for Measurement of
Magnetically Induced Displacement Force
on Medical Devices in the Magnetic
Resonance Environment

Standard Test Method for Evaluation of MR
Image Artifacts from Passive Implants
Standard Test Method for Measurement of
Radio Frequency Induced Heating On or Near
Passive Implants During Magnetic Resonance
Imaging

Standard Test Method for Measurement of
Magnetically Induced Torque on Medical
Devices in the Magnetic Resonance
Environment

Standard Practice for Marking Medical
Devices and Other Items for Safety in the
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[Compliant
with European
Standard!

EN ISO
13485:2016 H
AC:2016

EN ISO 14971:2012

EN 62366:2008

EN ISO 25539-
2:2009 AC;2011
EN ISO 14630:2009

EN ISO 10555-

1:2009

EN 1707:1996 and

EN 20594-1:1993
Al:1997

+ AC:1996

n/a

n/a

n/a

n/a

n/a

n/a
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Pharm. Eur. 2.9.3
Pharm. Eur. 5.17.1

Maanetic Resonance Environment
Dissolution Test for solid dosage forms
Recommendations on dissolution testing

Standards - BiocomDatibilitv

1ISO 10993-
1:2009 +
Cor.1:2010

ISO 10993-3:2014

ISO 10993-4:2017

ISO 10993-5:2009

ISO 10993-6:2016

ISO 10993-7:2008
+

Cor.1:2009

ISO 10993-9:2009

ISO 10993-10:2010

1ISO 10993-11:2017

ISO 10993-12:2012

ISO 10993-13:2010

ISO 10993-15:2000

ISO 10993-18:2005

ASTM F756 - 17

U5P <151>

Biological evaluation of medical devices.
Evaluation and testing within a risk
management process

Biological evaluation of medical devices -

Part

3: Tests for genotoxicity, carcinogenicity and

reproductive toxicity
Biological evaluation of medical devices -

Part

4: Selection of test for interactions with blood

Biological evaluation of medical devices -
5: Tests for in vitro cytotoxicity
Biological evaluation of medical devices -
Tests for

local effects after implantation

Biological evaluation of medical devices -
Ethylene

oxide sterilization residuals

Biological evaluation of medical devices -
Framework

for identification and guantification of
potential degradation products

Biological evaluation of medical devices -
10: Tests for

irritation and skin sensitization

Biological evaluation of medical devices -
11: Tests for

systemic toxicity

Biological evaluation of medical devices -
12: Sample

preparation and reference materials
Biological evaluation of medical devices
13:

Part

Part 6:

Part 7:

Part 9:

Part

Part

Part

Part

Identification and guantification of degradation

products from polymeric medical devices
Biological evaluation of medical devices -
15:

Part

Identification and guantification of degradation

products from metals and alloys
Biological evaluation of medical devices -
18: Chemical

characterization of materials

Part

Standard Practice for Assessment of Hemolytic

Properties of
Materials
Pyrogen Test CUSP Rabbit test)
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n/a
n/a

EN ISO 10993-
1:2009 + AC:2010

EN ISO 10993-
3:2014

EN ISO 10993-
4:2009
EN ISO 10993-
5:2009
EN ISO 10993-
6:2009

EN ISO 10993-
7:2008
AC:2009

EN ISO 10993-
9:2009

n/a

EN ISO 10993-

11:2009

EN ISO 10993-
12:2012

EN ISO 10993-
13:2010

EN ISO 10993-
15:2009

EN ISO 10993-

18:2009

n/a

n/a
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ndards - Sterilization
N 556-1:2001 + terilization of medical devices - Requirements [EN 556-1:2001 +
C:2006 or medical C:2006
evices to be designated 'STERILE' - Part 1:
Requirements for terminally sterilized medical

evices
IS0 11135:2014 terilization of health-care products. Ethylene lE
xide. N ISO 11135-
Requirements for the development, 1:2007

alidatlon and routine control of a

erilization process for medical devices

I1SO 11138-1:2017 [Sterilization of health care products - Biological
ndicators - N/A

Part 1: General requirements
terilization of health care products - Biological

1SO 11138-2:2017 [indicators - EN ISO 11138~
Part 2: Biotogical indicators for ethylene 2:2009
xide sterilization processes
1SO 11737- . terilization of medical devices - Microblological i
1:2006 + ethods - EN ISO 11737- |
Cor.1:2007 art 1: Determination of a population of 1:2006 + AC:2009 I

icroorganisms on products
terilization of medical devices - Microbiological
ethods - EN ISO 11737-
art 2: Tests of sterility performed in the 2:2009
efinition, validation and maintenance of a
lization process

cterial Endotoxins Test (Official 01-Aug-2012)in/a
edical Devices Bacterial Endotoxin and Pyrogenn/a
ests

ISP <71> terility Tests n/a
Pharm.Eur, 2.6.1 terillty n/a
Pharm.Eur, 2.6.14 [Bacterial Endotoxins n/a

ISO 11737-2:2009

USP <85>
USP <161>

14
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0 11607-1:2006
Amd 1:2014

Packaging for terminally sterilized medical
evices ~

art 1: Requirements for materials, sterile
rrier systems and packaging systems

E: 11607-2:2006
d 1:2014

EN ISO 11607~
1:2009

ackaglng for terminally sterllized medical
evices - Part 2:

alidation requirements for forming, sealing
nd assembly processes

EN ISO 11607-
2:2006

SO 2233:2000

Packaging -- Complete, filled transport packages
nd unit
oads -- Conditioning for testing

n/a

ASTM D642 - 15

tandard Test Method for Determining
mpressive Resistance of Shipping

ntainers, Components, and Unit Loads

n/a

ASTM D4169 - 16

tandard Test Methods for Vibration Testing
f Shipping Containers

n/a

tandard practice for performance testing
f shipping contalners and systems

n/a

ASTM D4332 - 14

tandard Practice for Conditioning Contalners,
ackages, or Packaging Components for
esting

n/a

JASTM D4728 -17

tandard Test Method for Random
Vibration Testing of Shipping Containers

: n(a

Standard Test Method for Drop Test of Loaded
Containers by Free Fall

n/a

Etandard Test Methods for Determining the
of High Altitude on Packaging Systems
by Vacuum Method

n/a

Standard Test Method for Detecting
Gross Leaks in Packaging by Intemnal
Pressurization (Bubble Test)

n/a

ASTM F2825 - 18

[Standard Practice for Climatic Stressing of
Packaging Systems for Single Parcel
Delivery

n/a

ASTM F88/F88M-15

Standard test method for seal strength of
flexible barrier material.

-n/a
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Standards - Labelinq

EN

1041:2008 +
Amd.1:2013

ISO 15223-1:2016

InTormation supplied by the manufacturer of

medical devices EN 1041:2008

Medical devices - Symbols to be used with
medical device labels, labelling and
information to be supplied - Part 1: General
requirements

EN ISO 15223-
1:2016

Guidance Documents

Reference
MEDDEV 2.1/3
rev.3 (Dec-
2009)

MEDDEV 2.7/1
rev.4 (June
2016)

ICH Q1A(R2)
(Feb- 2003)
ICH QIB (Nov-
1996)

ICH QID (Feb-
2002)

ICH QIE(Feb-
2003)

ICH Q3B(R2) (Jun-
2006)

ICH Q3C(R6) (Oct-
2016)

ICH 03D(2014)
ICH Q3D
training

module 3:
2014

ICH Q6A (Oct-
1999)
ANSI/AAMI
ST72:2011
(R2016)

Title

Borderline products, drug-delivery products and medical devices
incorporating, as an integral part, an ancillary medicinal substance
or an ancillary human blood derivative

CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND
NOTIFIED BODIES UNDER DIRECTIVES 93/42/EEC and
90/385/EEC

Stability Testing of New Drug Substances and Products

Stability Testing: Photostability Testing of New Drug Substances and
Products

Bracketing and Matrixing Designs for Stability Testing of New

Drug Substances and Products

Evaluation for Stability Data

Impurities in New Drug Products
Guideline for Residual Solvents

Guideline for Elemental Impurities
Developing an Acceptable Level for a Elemental Impurity not in Q3D

Specifications : Test Procedures and Acceptance Criteria for New
Drug Substances and New Drug Products : Chemical Substances
Bacterial endotoxins — Test methods, routine monitoring, and
alternatives to batch testing
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Laws and Directives

Reference Title

MOD 93/42/EEC Council Directive 93/42/EEC Medical Device

MPD 2001/83/EC DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL
of 6 November 2001 On the community code relating to medicinal
products for human use

ChemG Anhang 1 Gesetz zum Schutz vor gefahrlichen Stoffen (Chernikaliengesetz -

(zu 8 19a Abs. 1) ChemG)" Anhang 1 (zu § 19a Abs. 1) Grundsatze der Guten

English translation: Laborpraxis (GLP)

ChemG Appendix 1 English title: Chemical act of the Federal Republic of Germany

(to 8 19a Clause 1) Appendix 1 (to § 19a clause 1) - Principles of Good Laboratory
Practice
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[ononHeHne K MHCTPYKLMKU NO NPUMEHEHUIO

CncreMma xopoHapHoro creHra Orsiro Mission,
BbilGNAIOWIEro npenapar CUpoanMMycC

Bepcus N22 ot 24.01.2024
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1. CHHOHMMMuUHDbIE TEPMHUHDI no TeKCTYy AOKYMENTOB oT
NPOM3BOANTENR

CucteMa KkopoHapHoro creHta Orsiro Mission, BblaenfIoWeEro npPenapaT CUPOIUMYC -
MAEHTHUHBLIE HAMMEHOBAHUA «CTeHT Orsiro Mission», «Orsiro Mission», «CreHT», «CucteMa
creHTa», «CucTeMa KOPpOHApPHOIO CTeHTa»,

2. HaummeHoBaHNne MEANLIMHCKOrO n3fennna

Cucrema kopoHapHoro crexTa Orsiro Mission, ssigensiowero npenapar cuposuMyc:
1. KopoHapHbliit creHT Orsiro Mission, BblaensiowMii Npenapar CUPOMMYC, Ha cUcreMme
AOCTaBKM, BapMaMTbl Avamerpos: 2,25; 2,5; 2,75; 3,0; 3,5; 4,0 MM; sapnaHTbl AnvHbl: 9;
13; 15; 18; 22; 26; 30; 35; 40 MM - 1 wr.

2. Tabnuya pacraxuMocT¥ = 1 W,

3. WUMnnaHTauyMoHHas KaprTa nauuMeHTa — 1 wr.

4. WHCTRYKUMA NO NPUMEHEHMIO — 1 WT.

5. HononHeHUe K MHCTPYKLMKM NO NPUMEHEeHnIo - 1 wr.

3. CeeneHus O paspaboTunKe, NPOM3BOAUTENE M- YNIONHOMOYEHHOM
npeacTraBUTENEe NPoNsSBOANTENS

Pa3paboTunik U NPONIBOAUTENDL:
BIOTRONIK AG, Weeiiuapus
{«BUOTPOHUK Al», LUBeiitiapnn)
Ackerstrasse 6, 8180 Bllach, Switzerland
Tenedou: +41 (0)44 864 51 11

daxc: +41 (0)44 864 50 05

YnonHoMO4YEHHBIA NpeacTasnTeNb NPONSBOANTENA!

OBWecTBo € OrPaHUYEHHON OTBETCTBEHHOCTBIY «BUOTPOHUK» (OO0 «BUOTPOHUK>)
Poccuiickan ®egepaums, 109240, r. Mocksa, yn. HukonosMmckas, AoM 26, crpoeHue 1A,
aTax 2, noMewenue 6.

Ten.: +7 (495) 789-68-31, : -

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

office@biotronik.ru

MecTo npoussoacrsa:
BIOTRONIK AG, Ackerstrasse 6, 8180 Biilach, Switzerland

4. HasHaueHme

CUCTEMa KOPOHAPHOrO CTEHTA NpeaHasHaYeHa ANA YBe/IMMEHWS AWAMeTpa NpoCBeTa
KOPOHBPHbIX COCYAOB Yy MAUMEHTOB C CUMNTOM3aMM KWEMUYECKOW 60ne3nn cepaua,
O6YCNOBNEHHON OVAroBLIM CTEHOZUPYIOLIMM NEPBUYHBIM NOPAXEHWEM WMNM PECTEHO30M
CTeHTa.

5. Knaccupuxayun

Bce KOpOHapHLie CTeHTb), YNOMMHAEMble B AaHHOW AOKYMeHTaluu, KnaccuuuuMpoBaHil B
cooreeTcTanm € AlupekTuso EC 93/42/EEC, MNpunoxerue II, BKNIOMAA NYHKT 4.,

Knacc B 33BUCUMOCTY OT NOTEHUMANLHOIO PUCKA MEANLUMHCKUX NPOAYKTOB — 3,

GMDN ko (kog FnobGansHoi HomeHknaTypel MeauumHckux U3genunii) — 58771 (KopoHapHbiid
CTEHT C NONHOCTbIO 6uoabcopbupyemMbiM NOAUMEPHLIM NEKAPCTBRHHLIM NOKPLITUEM).
MHOrOKPaTHOCTEL MCNONL3OBAHNA - OAHOKPATHOE MCNONb30BAHME,

CTepunbHOCTL — CTePUNBHLINA.
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6. Ycnoeua n 0651aCTb NPUMEHEHNA, NOTEHUWANLHbIK NoTpeuTenn

Aanvoe meauuuHCKoe nafenue A0NXHO HbiTe UCNONB30BAHO TONLKO CNELNaNbHO 0byueHHbIM
NEpcoHanoM B YCNOBUAX CHEUMANMIUPOBAHHLIX  MEAULIMHCKUX  YUPEXAEHMA, npu
NPoBEAEHUU XUPYPTrUUECKUX onepaumit 8 CTaUMOHAPHLIX YCNOBUAX.

Obnactb nNpuMeHenun: CepaeyHO-COCYANCTan XWpyprua (MNpU NpoBeaAeHUM YPECKOKHOM
TPaHCNIOMUHANLHOW KOPOHapHOW aHrMONNACTUKK/YPECKOKHOM KOPOHApPHOM
BMewarenscree).

7. KOMMAEeKT NOCTABKM MEeAMNLIMHCKOro naaennn

Cucrema kopoHapHoro ctenta Orsiro Misslon, BbLiZENAWEro Mpenapar CcUpwmMyC
NOCTABNAETCA B COCTaBe:!:

1. KopoHapHuii creHT Orsiro Mission, sbiaensiownid NPEnapaT CUpONUMYC, Ha cucTeme
AOCTaBKW, BapMaHTLl Avamerpos: 2,25; 2,5; 2,75; 3,0; 3,5; 4,0 MM; BapuaHTst AnuHbl; 9;
13; 15; 18; 22; 26; 30; 35; 40 MM - 1 WT.

2. Tabnuua pacTAXUMOCTA - 1 WT.

3. WMnnaHTauuoHKas kapra nauueHra - 1 wr.

4, WHCTPyKUMAa NO NPUMEHEeHUIo — 1 wiT,

S. fononHeHue K MHCTPYKLUMU NO NpuMeHeHnio — 1 wr,

8. OCHOBHbLIE TEXHHUMECKKne XapaKTeEpUCTHKN Uuafennna
Tabnuua 1: Tabnuua HOMEHKNAaTYpPHOro psaa uwagenmii Orsiro Mission

Noa. YcnoeHoe Homep no HoMuHanbHuiA @ | HOMMHanbHan | Pabouan
obo3HaveHue Katanory (MM) anvna (MM) | anvHa (CM)
(Per. N9)
(REF number)
1 _|Orsiro Mission 2.25/9 419101 2,25 9 140
2 _|Orsiro Mission 2.5/9 419102 2,5 9 140
3 |Orsiro Mission 2.75/9 419103 2,75 9 140
4 |Orsiro Mission 3.0/9 419104 3,0 9 140
S _|Orsiro Mission 3.5/9 419105 3,5 9 140
6 _|Orsiro Mission 4.0/9 419106 4,0 9 140
7 _|Orsiro Mission 2.25/13 419107 2,25 13 140
8 {Orsiro Mission 2.5/13 419108 2,5 13 __ 140
9 |Orsiro Mission 2.75/13 419109 2,75 13 140
10 |Orsiro Misslon 3.0/13 419110 3,0 13 140
11 JOrsiro Mission 3.5/13 419111 3,5 13 140
12 |Orsiro Mission 4.0/13 419112 4,0 13 140
13 |Orsiro Mission 2.25/15 419113 2,25 15 140
| 14 |Orsiro Mission 2.5/15 419114 2,5 15 140
| 15 |Orsiro Mission 2.75/15 419115 2,75 15 140
16 |Orsiro Mission 3.0/15 419116 3,0 15 140
17 |Orsiro Mission 3.5/15 419117 3,5 15 140
| 18 |Orsiro Mission 4.0/15 419118 4,0 15 140
19 |Orsiro Mission 2.25/18 419119 2,25 _18 140
20 |Orsiro Mission 2.5/18 419120 2,5 18 140
| 21 |Orsiro Mission 2.75/18 419121 2,75 18 140
22 |Orsiro Mission 3.0/18 419122 3,0 18 140
| 23 |Orsiro Mission 3.5/18 419123 3,5 18 140
| 24 |Orsiro Mission 4.0/18 419124 4,0 18 140
| 25 |Orsiro Mission 2.25/22 419125 2,25 22 140
|_26 |Orsiro Mission 2.5/22 419126 2,5 22 140
| 27 |Orsiro Mission 2.75/22 419127 2,75 22 140
| 28 |Orsiro Mission 3.0/22 419128 3,0 22 140
29 |Orsiro Mission 3.5/22 419129 3,5 22 140
30 [Orsiro Mission 4.0/22 419130 4,0 22 140
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31 [Orsiro Mission 2.25/26 419131 _2,25 26 140
32 |[Orsiro Mission 2.5/26 419132 _ 25 26 140
33 |Orsiro Mission 2.75/26 419133 2,75 26 140
34 |Orsiro Mission 3.0/26 419134 3,0 26 140
35 [Orsiro Mission 3,5/26 419135 3,5 26 140
36_|Orslro Mission 4,0/26 419136 4,0 26 140
37 |Orsiro Mission 2,25/30 419137 2,25 30 140
38 |Orsiro Mission 2,5/30 419138 2,5 30 140
39 _|Orsiro Mission 2,75/30 419139 2,75 30 140
40 |Orsiro Mission 3,0/30 419140 3,0 30 140
41 |Orsiro Mission 3,5/30 419141 3,5 30 140
42 [Orsiro Mission 4,0/30 419142 4,0 30 140
43 |Orsiro Mission 2,25/35 419143 2,25 35 140
44 |Orsiro Misslon 2,5/35 419144 2,5 35 140
45 |Orsiro Mission 2,75/35 419145 2,75 35 140
46 _|Orsiro Mission 3,0/35 419146 3,0 35 140
47 |Orsiro Mission 3,5/35 419147 3,5 35 140
48 |Orsiro Mission 4,0/35 419148 4.0 35 140
49 |Orsiro Mission 2,25/40 419149 2,25 40 140
50 [Orsiro Mission 2,5/40 419150 2,5 40 140
| 51 |Orsiro Mission 2,75/40 419151 2,75 40 140
52 |Orsiro Misslon 3,0/40 419152 3,0 40 140
53 |Orsiro Misslon 3,5/40 419153 3,5 40 140
54 |Orsiro Mission 4,0/40 419154 4,0 40 140

Tabnuua 2: O630p HOMEHKSIATYPHOrO psaa Wagenui

HomuHanoHan anuna (Mm)
Aunctanbt | KoHCTPYKUUA 9|13| 15| 18 | 22 |26| 30 | 35 | 40
an crenTa HoMuHanoHBIH
HapyxXHas 2
DOT) T

2.7 ®peHy T6S 2,25 X| x| x x | x | x| x X X
2,5 X | x| x X X | x| x X X
2,75 X | x| x X X | x| x X X
3,0 X| x| x X X | x| x X X

2.9 dpeHy T6M 3,5 x| x| x X X | x| x X X
4,0 X | x| x X X | x| X X X

X: AOCTYNHbLIE pa3Mepkl U3aeNus
PabGouas anmHa: 140 oM
HoMuHanbHoOe AaBnexune: 10 aTMm
PacuerHoe nasneHue pa3puisa: 16 atm
NpuHaanexHocTn: MNpoBonoUHbIK NPOBOAHKK = 0,014” (= 0,36 MM)
MPOBOAHUKOBLIA KaTeTep 5 ®peHY, BHYTPEeHHUA
Avamerp 2 0,056" (= 1,42 MM)

Tabnuua 3: Pabouas (adpdexkTusHan) AnvHa / AnvHa KaHana nposogHUKa

Fpynna uagenmin Pabouas (adppekTnsHan) AnvHa KaHana NpPoBoAHMKAE
ANVHa
(HoMUHanbHLIR @ [MM]) [MM] [Mm]
Jo6bix pasmepos 1400 290
5
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Tabnuua 4: HOMMHANBLHBIA HAPYXHBIA AMAMETP CTEPXKHA KaTeTepa

Ipynna usaennuu HoMuHanbHLIR HaRYXHbIA auameTp |HOMUHANBHLIA HAPYXHBIHA
MPOKCUMANLHOrQ CTEPXHA AvYAMETP AUCTANLHOMD
{runoTpybkin) (®peHy) CTepXHA (dpeHu)
{HoMuHanbHuA @ [MM])  |{3xBHMBaneHT 8 MM) {3xBUBaANEHT B MM)
2,25/25/)2,75/3,0 2,0 ®pervy (0,66 MM) 2,7 ®peny (0,89 mM)
3,5/74,0 2,9 ®peny (0,96 MMm)

Tabnvua 5: AasneHue, anametp 6annoHa

Ipynna nsaenwii HoMuHanLHOe faBneHwne PacyeTHOE AaBneHue paspbipa
(HoMuHanbHLIA auameTp [MM]) |(HA, NP) {POP)

[aTM] [xNa] [atm] [kNa]
@ 2,25 10 1013 16 1621
D 2,5 10 1013 16 1621
@ 2,75 10 1013 16 1621
@ 3,0 10 1013 16 1621
@ 3,5 10 1013 16 1621
B 4,0 10 1013 16 1621
Tabnuua 6: Bpems HagyBaHwn w cayeanus 6annoHa
Tpynna waenvi Makc. BpeMA HagyBaHUA Makc. BpeMs CAyBaHUA
(HOMUHaNGHLIH @ [MM]) [c] [c]
Jlio6bbix pasmepos £15¢ £35¢c¢

Tabnuua 7: Mpepen NpoYHOCTH HA PA3pble MNWU PACTAKEHWE

Fpynna MWHWManNbHbLIA NPeaen NPOYHOCTH HA Pa3pbiB UK pacraxeHue [H]
n3penun
(HoMuHaN flutoi nog Cnaiika nopra MpoxkcumManbHan

bHbiA @ | pasneHnem Xab | seixoaa NPOBOAHWUKA | cnaika 6annoHa

[MM]) (xab k (rmMnoTpy6bka K (ancranbHas Karerep cHCTEMb
- ranotrpy6bke) AWCTaNbHON HapPYXHaa TPpybKa K AOCTaBKKW
3 HapyXHo# Tpy6ke) Hannoxy) (runorpybka)

Niobuix 225H 26 H 26 H 26 H
pasmMepos

Tabnuya 8: TONUINHA CTEHKW CTEHTA
Fpynna uaaenwi (HOMUHANLHLIA @ [MM]) ToNWKHE CTEHKW CTEHTa [MKM]

165 60
TeM 80
Tabnuua 9: DYHKUMOBANbHLIE XapaKTepUCTUKWU NPN HOMUHaNLHOM AasneHuw (HA)
Fpynna nagenwni SNacTUYHBIN XecTxocTb Ha arnbe - | Ykopouenne [%]
(KOHCTPYKUMA CTEHTa) pexonn [%] paclWUpPeHHbIA CTeHT
[HMM?]

T6S s7 < 20 <10

T6M £7 < 30 <10
Tabnuua 10: MakcuManbHbIW NOCTANNATALKOHHLIW AWaMETD CTeHTa
Mpynna usnenwin MakcuManbHLIK NOCTANNATAUNOHHLIA Anamerp (MM)
(HoMuHaneHbi B {MM]) (BHYTPEHHUA AMaAMETD CTEHTD)
@ 2,25 2,5 2,75 3,0 |3,5 MM
@35/240 4,5 MM

Macca usaenua - 3,1 r gna scex TUNopasMepos
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Tabnuua 11: XapakTepucTUKM CUCTEMbl AOCTaBKM

HomwunaneHusiii & | 3¢ddexr BHewHKH & cncremm AonycruMbiii paguyc
[mm]) UBHAR AOCTABKH neperuba cncremMnl
annHa (F/mn) focraskm (Mm)
{mm)
2,25/25/72,75/ 1400 NpokcuManbHblil cTepkeHs: | MpokcuManbHBIA CTepXeHb
3,0 2,0 F (0,66 Mm) < 10 MM
AncranbHbit ctepxelb: 2,7 F | AWCTanbHbii CTEpXeHb
(0,89 MM) < 4,0 MM
3,5/74,0 MpokcumManbHeiA wadT: 2.0 F
(0.66 mm) bannoH noaaepxveaeT
BO3MOXHOCTb
AvcranbHeid wagT: 2.9 F pa3aysaHua/caysaHus
(0,96 mMmM) AO/OT pacyeTHOro
AABNEHWA Pa3PbiBa B
COrHYTOW KOHGMUIypaLmum,

Ycranocrnan npouHocTe Sannona
BannoH esifePXRUBAET MMHUMYM 10 LKKNOB CO BpeMeHeM BoigepXku 30 cekyHa Npu
PacyeTHOM AaBNEHWKW paspLiBa.

9. Marepnansbl, 13 KOTOPLIX M3rOTOBAEHO MeAMI.Il?HCKOG ninenne n
KOHTAKT € OPraHMaMoM YenoBeKa o

Kouraxr

Komnonent € TenoM , Matepnan, TOProsoe HanMeHoBanne
Her

[Cucrema focTaskn
Xab runoTpybkn Her Nonvamnp 12 duoneroswii
Tpy6xa rungTpy6ku Her Hepxasetowas cranb
Mapkep crepxHs Aa Yepnuna ANS NeYaT Ha OCHOBE aKPUNOBLIX
ruNoTpyGKu cMon
OGonouka runoTpybkn _ |Aa Nonuamug 12, yronbHbii YepHbIA KpacuTenb

BHyTpeHH\s TpybKka Ha NoNW3ITUNEH BLICOKOKW NNOTHOCTU

(BHYTDEHHWH CNOA)

BHyTpeHHAA TpybKa Her Cononumep ManéMHOBOrO aHrMApnAa C
{cpegHuiA_cnoi) TUNEHOM '

BHyTpeHHAn Tpy6ka Her MonnadupHblie 6nok-aMmnabl, GUONETOBLIA
(HapyXHbIA CNOA) Kpacurens

PeHTTeHOKOHTPaCTHaA Het NnatvHo-npuavesnil cnnas

METKa

|[AuctanbHas Tpybxa 3 Monnamug 12

BannoH [ﬂg Monuamug 12

MpokcuManbHoe Aa FruapodobHoe NOKPLITUE HA OCHOBE CANMKOHA
[mapodobHoe nokpuiThe (nySpUKaHT, H-renTaH O4YULEHHbIW)
AucransHoe Aa FmapodunbHoe NOKPLITHE HA OCHOBE
rmapopunbHoe noAvanHunnupponuaoHa (6azoswii cnovi /
NOKPbITHE BEPXHHWA CNow)

CreHT

Kopnyc cTeHTa _|Aa
MNokpbiTHe NoBepxHoCTH |Oa

KobGanbT-XpoOMOBLIA cnaar
AMOpdHBIA Kapbua KpeMHUA, 060raWweHHHN

CTeHTa BOAOPOAOM
MonnMepHoe nokpuiThe |da Buoabcopbupyemas MaTpuua w3 nonn-Ji-
BIOlute naxkrupa coaepxauwan Cuponumyc
Crabunuzartop
Xnopodropm
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BMAA KOHTAKTA C OPraHUIMOM NALUEHTS

CucreMa KOPOHapHOro CTEHTa, BbLAGAAIDWEr0 NpenaparT CUPONUMYC, B BapuaHTe
ucnonHeHns Orsiro Mission uMeeT cnegyiowuil BUA KOHTaKTa C OPraHu3MoM vyenoeeka (B
cooreercrBuu € ISO 10993-1):

CrenT Orsiro Mission, | UMNNaHTUpyeMoe M3aenue, uMeowee NPAMOA, AOArOBPEMEHHbIW

CreHT Synsiro Pro {6onee 30 CyT.) KOHTAKT C KOPOHAPHbLIMW APTEPUAMU U KPOBbLIO
cucTemMa AocTaBkyn KpaTkoBpeMeHHbIA KOHTaKT (MeHee 24 4acoB) € UMPKYAMPYIOWeH
cTeHTa Orsiro KPOBbLIO

Mission, Cucrema
DOCTABKU CTEHTA
Synsiro Pro

Ynakoeka HeT KOHTaKTa ¢ OpraHnM3MoM (MeaAuLMHCKWA nepcoHan paboraer B
fnepyaTkax)

10. AHaNN3 puUcKos

Bo spema paszpaboTku CucreMsbl KOpoHapHoro creHTa Orsiro Mission, ssigensiowero
npenapar cuponuMyc O6bit NpoBeAeH TWATeNbHbIA aHanu3 pPUCKOB B COOTBETCTBUM ¢
CepTUPUUMPOBAHHLIM AU33AHOM W  CTaHAAPTHLIMKM  ONEPAUUOHHBIMKW  NpOLEeaYpPaMu# No
ynpaBneHmio puckoM komnaHuu BUOTPOHUK (e cooTtBercteun ¢ ISO 14971). B xope
aHannsa GblNn OUEHEHb W KNAaccMPULMPOBaHbl COFNACHO BEPORTHOCTM U BbIPAXEHHOCTU
BO3MOXHbIE ONACHOCTH, CBA3AHHBIE C PA3paboTKon, HYHKUVMOHANBHOCTBIO U UCTIONb30BAHUEM
nagenuit, Ecnu pucku Gbnv onpeaeneHbl KAk HEeRONYCTUMbIE, NPUHUMENNCL aAeKBaTHbie
Mepbi ANA YCTPAHEHWA WNKM  MWHWMW3AUWK COOTBETCTBEHHO K BEPOATHOCTA  W/Whn
BbiPaXEHHOCTN OnacHocTn. TpeGyeMbleé MeponpuaTUA MO MUHKMU3AUMKA pucka Obinn
pa3feneHol Ha CneayloMe KaTeropum.  HenoCpeACTBEeHHBbIe, ONOCPeAOBaHHbE U
npeaynpeautencHselie. 3(MEGEKTUBHOCTL BCEX MEPONPURTMA NO MUHMMM3AUWK pUcka Bena
ucnbiTada 8o speMa Bepudukaunn/sanuaaummn NPOAYKTa,

11. Ynaxdmca

11.1. MHausKayaneias/notTpefurennCcKkan ynakosxka

CvCTeMa CTeHTa NOCTAaBNAETCR B CTEPUABHON ynakoske,

Ynakoska COCTOMT M3 3alUTHONO YNAKOBOYHOro Konkua (AucneHcepa), W3AroTOBAEGHHOr0 u3
NONUITMNEHA BbICOKOW NAOTHOCTW, BHYTPU rePMETUHHONG HEeMpo3paqHoOro nakeTa,
cocrosiwero U3 4actu Tyvek v anoMuHneBor ¢onern. Mocne OTKauKW CTepuNMayiowero
BelWecrsa W3 NakeTa nNakerT 3aNoNHAETCA WHePTHHIM ra3oM (Ar: Aprod). 3arewm,
anilMUHNEBaA YacTb NAKETa NONHOCTLIO FEPMETUINPYETCH Ha MPaHuLie C OKHOM Tyvek. 3aTem
oTpe3saerca 4acTb naketra Tyvek. [lucneHcep 3aliMiaeT CHCTEMY CTEeHTa 8 CTepUNLHOM
nakere OT NOBPEXAEHWIA M OTAGNRET CTEHT W CUCTEMYy AOCTaBKM (NPOKCUMANbHBIA M
AVCTanNbHLIN CTEPXXHU) OT naketa, KpoMe Toro, AMCTanbHan 4acTb M3Aenvn (BKIMIOYaNn CTeHT
¥ CAOXEHHDBIA GannoH) NOKPeITa 2aWUTHON 060N04KOA U NPOTEKTOPOM. 3awnTHan obonouxa
M NPOTEKTOP YAEPXMBAIOT CNOXEHHLIA (Ha OaNNOHEe) CTEeHT BHYTPU AUCNeHCEepa U
NOAAEPXUBAKT KaHan NPOBOAHMKA. KONLLIO AUCNEHCEPd NOMELLAETCA BHYTPU CTePUAbHON
BHYTPEeHHeA Ynakosku. BHEWHSA yNakoBKa COAEPXHMT OAHY KaPTOHHYIO KOpobky (ToBapHyo
YN3aKoBKY), B KOTOPYIO ynakoBaHbl oauH (1) cTepunbHbIA NakeT v oaHa (1) WUMM. Kopobka
oneYarslBaeTca NevaThio KOHTpona kavecraa (QSI-Seal).

MapKupOBKa HaHeceHa Ha BHYTPEHHIOK Y BHELWHIOI YNAKOBKH.

C uenblo obecrieueHns CTEPUNBHOCT YNAKOBKW CTeHTa NPOBOAUTCA BanUAaLMA YNakoBKW.
W3genue BLIASPXWBANOCE B peXUMe peansHoOro BpeMeHu A0 2 neT U NPOBoAMMCH
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UCNBITAHUA HA CTEPUALHOCTb W3AENUA W MEPMETUYHOCTb YNAKOBKW, COrnacHo pesynbraTtam
HUCNbLITAHWH CPOK MOAHOCTU YNAKOBKWU COCTaBASET 2 roaa.

11.2. TpaHCNOPTHaN yNnakosxa

W3nenun yKNaabiBaldTCA B TPaAHCNOPTHYID YMNAKOBKY, NpeacTasnaowyd cobon Kopobky,
W3roToBAEHHYI0 W3 roPPUPOBAHHOrO KApTOHA. KapTOHHYIO KOPOGKY 3aKpmIBAIOT W
DUKCUPYIOT NNNKOIA NEHTONA.

flonyckaeTca ynakoska HECKONMbKUX W3Aennit B COOTBETCTBMM € raGapuTHLIMU pasMepamu
TPaHCNOPTHOW YNAKOBKK, BK/IIOYaA BO3AYWHO-NY3bIPbKOBYIO NAEGHKY MNP YCNOBUW, YTO BCE
KOMNIEKTb NONHOCTLIO 06EPHYThI MNY3LIPbKOBOR MNEHKOM|, KOTOPYIO TAKXE NOMeWaloT Mexay
KAPTOHHBLIMK KOPOOKAaMK U KAXAOH CTOPOHOW TPAHCNOPTHOM YNakoBK!.

12. Mapxuposka

12.1. 0603HaeHUNn HA PTUKETKE

CTepuan308aHO OKCHAOM 3TUNEHA

XpaHuTL B CyXOM MecTe

He noaBepraitTe NOBTOPHON CTEpUAK3aLMK

CMOTPHUTE MHCTPYKUMWIO M0 NPUMEHEeHI0

He ucnonb3osate NOBTOPHO

XpaHuTb B 3alUMUEHHOM OT CONHEYHOrO CBETa MECcTe

HaTa u3roToBAeHUS

Warotoeurenn

BHuMaHKWe

CpOK roaHocTi

Koa napTtuun

Homep no kaTanory

*EE“&L&%@E@*@

OrpaHndyeHue No TeMnepaType ANs XpaHeHus

X JIONYCTUMBIE OTKNOHEHWS TEMNEPATYPHI NPU XPAHEHHUH
excursions
A BO3MOXHO NPUMEHEHWE NPH ONPEdEeNeHHbIX YCIoBUAX MPT
NP HoMUHanbHOe AaBneHue
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RBP HoMuHanubHoe pAasneHne paspoiBa

@ He ucnonb3oBaTte, €CNKN YNakoeKa NOBPEeXASHA
Stent Material: CoCr Marepuan cTeHTa: KOGanbTOXPOMOBBIA CNNaB
Stent Type: BX Tun crexTa: 6annoHOpaCLLINPREMbIN
AononHurensHo:
Mapkupoeka CE

C€m

GTIN | FnobanuHbil HOMEP TOBAPHOW NPOAYKUMK
m YnonHoMoueHHbih npeacTaButens 8 EC

@ WmnopTep

QR-koA

Bepx ToBapa

OcropoxHo: xpynkoe

NpuroaeH ans nepepaborTkn

XpaHWTb B CYXOM MecTe

13. Crepunusaums, ouMcTka 1 aesnHdexumnn

Cuctema kopoHapHoro crewtra Orsiro Mission, BblAensioOwlere npenapar CUpoaAUMYC
NOCTABNAETCA CTEepUNLHOR, CTepUAM3auUAa OCYWeCTBASeTCA STUASHOM OKcuAaa. YpoBeHb
obecneyeHnn CTEpUNLHOCTH: MUHMMYM 10°S. MpoaykT cTepuneH nocne OAHOro LUKNa
crepunnsaung.

MobeTopHan crepuaAn3aLA 3anpelleHa.

Oumcrka, paesvHpeKuUUs u NOBTOPHAA CTEPUNM3AUMS HENPUMEHMMbI, T.K. wagenve
npeaHasHaueHo AnA 0QHOPA30BOTO KCNOMNb30BAHUA.

10
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14. UnbopMauMa © KPATHOCTH NPUMEHEHMS W TeXHUYECKOM
oScnyxnsanun/peMoHTe n3genns

CucTeMa KOPOHApHOra cTeHTa Orsiro Mission, Bbyiensiowero npenapaTr CPoONUMYC ABNSETCS
OAHOPA30BLIM U3AENMEM U HE NOASIEXUT TEXHNUECKOMY OBCNYXUBAHWUIO U PEMOHTY.

CucreMa KopoHapHoro cTeHTa Orsiro Mission, Bblaenalowero npenapat CUPONUMYC
npeaHasHaueHa TONLKO ANA  OAHOKPATHOrO  ucnonblosaHuMs. HEAB3A  noevopHo
ucnonb3oBaTb U3genwe, NOBTOPHOE UCNONL30BAHKUE W3AENUA CO3A3ET MOTEHUWANLHBLIA PUCK
MHbUUMPOBaHUA NauMeHTa AW MONL30BATENA. 3arpA3HEHUe WIBENUA MOXET NPUBECTH K
nospexAeHnIio, 3a6onesaHnio WAM CMEPTU NaLMEHTa.

15. [leMnaanTayuns, BOSMOXXHOCTb YAANCHNA U/ NAN 3aMEeHbl CTenTa
CreHT He MoXeT GhiTh YAaneH W/unv 3aMeHeH NOCNe ero UMNNAHTAUKWK,

16. MNepeueHb pacxogHsLIX MaAaTEpPUanos, Npoueaypa MX NPUMEHEHUs
M 3aMeHbl

CucreMa KopoHapHOro crerTa Orsiro Mission, BoAENSIOWEro NPenapaT CUponmMMyC RBNAETCA
OAHOPAa30BbIM UZNENUEM Y HE COAEPKUT PACXOAHBIX MAaTEPUAsOB.

17. Cpok rogHoOCTH
Cpok roaHocTv usaenun cocrasnner 2 (aea) roaa.

18. YcnoBus TPaHCNOPTUPOBKU, XpaHEHNA

XpaHuTt B CyxoM MecTte, 6epeub OT cBeTa. XpaHutt nNpu Temnepartype ot 15°C (59°F) ao
25°C (77°F). AonyckaeTca xpaHeHWe NPy KPaTKOBPEeMeHHbIX KoneGaHuax TemnepaTypsl OT
10°C (50°F) ao 40°C (104°F) A0 48 4acoe. .

Yenosus akcnayataumu: ot 32°C (90°F) ao 42°C (108°F) - -
AaHHoe MeAULMHCKOR M3fenue TPaHCNOPTUPYIOT BCEMU BUAAMM TPAHCNOPTa B KPbIThIX
TPAHCNOPTHLIX CPEACTBaX B COOTBETCTBUU C TPeGOBaHUAMMU # NPABUNAMUA NEPEBO3KU MPy308B,
ACACTBYIOUMX HA TPAHCNOpTE KaxAaoro Buaa. C MeauUMHCKUM u3genweM Heobxoanmo
06paWaThCs C OCTOPOXHOCTLIO. XPaHWTb B OPUIVHANBHOW YNakoBKe, B CyXOM, TEMHOM WU
npoxnagHoM Mecte., TPaHCNOPTUPOBKa BO3MOXHA NpU TemnepaType or 15°C (59°F) fao 25°C
{77°F). OonyckalTca KpaTkospeMeHHble KoneGanus Temnepatypbl or 10°C (S50°F) ao 40°C
(104°F) no 48 vacos.

19. MopAAOK OCYLECTB/ICHUR YTHAKUSAUNN U YHUUTOXKEHNA

Uapennn, KOTOpble KOHTAKTUPOBANW ¢ KpoBblo M {(WAm) ApyrvMu  GuonoruueckuMn
KUAKOCTAMKU NALUEHTOB CNneayeT YyTWAU3MPOBaTL B COOTBETCTBUM C ACNCTBYIOINMM
TpeboBaHUaAMU NO O6palteHnIo ¢ MeAVLUMHCKUMKW OTXOAaMKU, yCTaHoaneHHbiMM CanlinH ansa
Knacca b u apyruMm HOPMaTUBHBIMM aKTaMKU Poccuickon degepaumm.

Heucnonb3aosaHHbie n3aenua, BKNIOYAA U3AeNUS ¢ NCTEKIUUM CPOKOM rogHoCTU (KOTOopbie He
KOHTaKTUPOBaAM € BUONOrMYECKMMM XMAKOCTAMW MALUWEHTOB) CnegyeT YTUNUW3IWPOBaTb B
COOTBETCTBUY C NPOLEAYPOA YTUAN3ALIMMN TBEPABIX XO3ANCTBEHHbIX OTX0A08, YCTAHOBNEHHON
AeACTBYIOWMM 3aKoHOAaTENbCTBOM Pocchitckoi degepaunmn Ans Knacca A.

20. TpeboBaHns K oxpaHe OKpYXalouleid cpeabl NPU NPUMEHEHUN

[avHoe MeauLMHCKOE wu3genne ¢ ydyetom cobnioaeHus TpeboBaHWW 3IKCMYaTaUMOHHON
AOKYMEHTauun nNpu  UCHONL30BAHUK, TPAHCMOPTUPOBKE W XpaHeHWW He OKasbisaeT
HEraTMBHOIO BO3ACHCTBUA HA UENOBEKA W OKPYXAIWYIO cpeny.

11
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21. MNepeyvyeHb MeXAyHapoaHbIX AOKYMeHTOB/cTaHAapTOB

cooTBEeTCTBYET MeaANUUNHCKOeE n3saesnnme

KOTOpPbIM

Tpe6oBaHUs CNeAylolU X CTaH4apToB, PYKOBOACTB, ANPEKTUB U 3aKOHOB BbIMO/HAKTCS B TOi

mMepe, B KakKoW OHun NMPUMEHNMBI K COOTBETCTBYHOLWLEMY N3OENNIO.

HekoTopble UCNbITAHUSA OblIM BbIMOSIHEHbI 4O BbiMycKa TEKYWEN Bepcuu cTaHgapTa. B aTtom
cnydyae BCe pe3ynbTaTbl WUCNbITAHWI OblM NpPOBepeHbl Ha COOTBETCTBME AeicTByOlWEMY
cTaHgapTy. Ecnu pesynbTaTbl UCMbITAHUS BCEe elle AeliCTBUTENbHbI, B CNUCKe yKasblBaeTcs

TONNIbKO TeKyllasa Bepcua ctaHpoapTa.
CtaHpapThbl

Mveravse

CraHFObI

[CooBooDBEAa Heeae

rawe]

CTaHAaapThl - O6UWMe cTaHAapTbl MeAULUHCKOFo 060pyA0BaHUS
I1SO N3penua meguuuHckmne. CUCTEMbI

13485:2016

MeHeKMeHTa KadecTsa. Tpe6oBaHuA
ANA ueneii peryanposaHus
1SO N3genna meguunHckne. MNpumMeHeHne

14971:2007 MeHeXMeHTa puUcka K MegULUHCKUM U3aennsam
(ncnpaBneHHa

A Bepcus

2007-10-01"

IEC 62366-1 N3penua meamunHckue. MpoekTupoBaHue

:2015 + Cor. €

1:2016 MeAMLNHCKUX U3feNnii ¢ yueToMm
9KCMNNyaTauMoHHOW NPUroAHOCTY

CTaHAapTbl - C yYETOM KOHKPETHOro nsgenuns
1ISO 25539- IMnnaHTaTbl CEpAEYHO-COCYAUCTbIE.

2:2012 BHyTpucocyancTole umnaaHTatbl. Yactb 2.
CocyancTble CTEHTbI

1SO NWmnnaHTaTbl XMpypruyeckme HeakTUBHbIE.

14630:2012 O6wue TpeboBaHUS.

1ISO 10555- KaTeTepbl BHYTpUcocyaucTble CTepUnbHbIe

1:2013 « OfLHOKpaTHOro npumeHeHus. Yactb 1. Obwue

Amdl;2017 TexHu4yeckme TpeboBaHuA

ISO 80369- CoeANHNTENN C HEBONbLWNM BHYTPEHHUM

7:2016 AnameTpoM ANSA XUAKOCTEN U rasos,

(ucnpaenenna npuveHsaemble B MeauumnHe. YacTb 7.

A Bepcua CoefnHMUTENN BHYTPUCOCYAUCTOrO UK

2016-12-01) NOAKOXXHOTO NPpUMeHeHUs

ISO 80369- CoeAUHUTENN C HEBOMBLWNM BHYTPEHHUM

20:2015

AMamMeTpoM ANA XWUAKOCTed U rasos,
npumeHsieMmble B MeguunHe. Yacto 20. Ob6wune
MEeTOAbl UCMbITaAHMIA

ASTM F2052 - CTaHAapTHbIA MeTof WUChbITaHWi ANS M3MepeHus
15 CUMbl CMEeLLeHNs, BbI3BAHHO MarHWTHbLIM MOMEM,
B MEAWULUWUHCKUX YCTPOWCTBaAXx B YCNOBUSX
MarHUTHOTO pe30oHaHca

ASTM F2119 - CTaHAapTHbIi MeToA TeCTUPOBAHWUA ANA OLEHKU

07(2013) apTethakToB MP-u306paxKeHns OT NacCUBHbIX
MMMNAHTATOB

ASTM F2182 - CTaH4apTHbI MeToh TecTUpoBaHUs A4S

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

[ GooreerciByer
EEO /KoY
creHRPTY]

EN ISO 13485:2016

1+ AC:2016

EN ISO 14971:2012

EN 62366:2008

EN ISO 25539-
2:2009 + AC:2011

EN ISO
14630:2009
EN 1SO 10555-
1:2009

EN 1707:1996 n
EN 20594-1:1993
Db AI:1997
+ AC: 1996

H/n

H/n

H/n

H/n
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1la N3MEpeHUs paamnoyacToTHOro Harpesa Ha
NacCMBHbLIX UMNAaHTaTax UanM B6AN3U HUX BO
Bpems MP-Tomorpaduu

ASTM F2213 - CTaH4apTHbI MeTof TeCTUpOoBaHUA ANA

1 N3MEPEHUS MarHUTHO-WHAYLMPOBAHHOIO
KPYTALLEro MOMEHTA Ha MefULUHCKUX
yCTpoOlicTBax B Cpefle MarHMTHOro pe3oHaHca

ASTM F2503 - CTaHgapTHas NpakTUKa MapKupOBKM

13 MeAULMHCKNX YyCTPOICTB M APYrUX NpeAMeToB

(1acTn4Ho) ans obecneyveHnsa 6e3onacHoOCTM B cpefe
MarHUTHOro pe3oHaHca

EBponelickasn TecT «pacTBOpeHune» ANsa TBepablX

dapmakones [03MPOBaHHbLIX opM

2.9.3

EBponeiickas PekomeHgaumMu no npoBefeHuio Tecta

dapmakones «pacTBOpeHune»

5.17.1

CtaHpgapTbl - BMUOCOBMECTUMOCTb

1ISO 10993- OueHka 6M0ONOrNMYeCcKOro AeiicTBUA MeaULNHCKNX

1:2009 + nsgennii. OueHkKa 1M ucnbiTaHNa B pamkax

Cor.1:2010 npouecca MeHemXXMeHTa pucka

ISO 10993- OleHKa 6MOIOrNYECKOro AeiACTBUA MeAULUHCKUX

3:2014 nsgennii. Yacte 3. NccnepgoBaHus
reHOTOKCMYHOCTU, KaHUEeporeHHoCTN "
TOKCUYECKOro feNCcTBUA Ha PenpoAyKTUBHYIO
PYHKUMIO

ISO 10993- OueHKa 6MOIOTMUYECcKOro AeliCTBUA MegULMHCKIX

4:2017 nspnenwnii. Yactoe 4. WccnegoBaHusa n3laenuii,
B3aMMOLelNCTBYHOLWMNX C KPOBbIO

ISO 10993- OueHka 6M0ON0rMYecKoro AencTBna MeauLuHCKNX

5:2009 nspnenwnii. Yacte 5. MccnepoBaHusa Ha
LMTOTOKCUYHOCTb: MeToAbl in Vvitro

ISO 10993- OueHKka 6M0N0rM4YecKoro fecTBna MeguLMHCKMUX

6:2016 nsgenunii. Yacte 6. MiccnegoBaHna MecTHOrO
feicTBMA nocne MmnaaHTauuu

1ISO 10993- OueHka 6M010rMYECcKOro feicTBmsa MeguLMHCKMX

7:2008 b ns3genuin. Yactb 7. OcTaTo4yHOE cogeprkaHune

Cor.1:2009 aTuneHokcmpaa nocsie crepunusanmu

1ISO 10993- OueHka 6M0NOrMYEecKOro AencTBUS MeaNLMHCKNX

9:2009 nsgennii. Yacto 9. OCHOBHblE NMPUHLUNBI
naeHTUMUKaLMnm N KoOANYecTBEHHOTO
onpefesieHNA NOTeHUMaNbHbIX MPOLYKTOB
fecTpyKunu

ISO 10993- OueHKa 6M0N0OrMYeckKoro AecTBUS MeaAULMHCKNX

10:2010 nsgenuii. Yactb 10. NccnepgoBaHus
pasgpaxatrlero n ceHcMbunmsmpyrowero
pelicteus

ISO 10993- OueHka 6MONOrMYECKOro AECTBUA MEeAULUHCKUX

11:2017 n3gennii. Yacte 11. NccnepoBaHus
06l EeTOKCUYECKOTO AeACcTBUSA

1ISO 10993- OueHka 6M0N0OrMYeckKoro AeicTBnUS MeaAnLMHCKNX

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

H/n

H/n

H/n

H/n

EN ISO 10993-
1:2009 + AC:2010

EN ISO 10993-
3:2014

EN ISO 10993-
4:2017

EN 1SO 10993-
5:2009

EN ISO 10993-
6:2009

EN ISO 10993-

7:2008 b AC:2009

EN ISO 10993-
9:2009

H/n

EN ISO 10993-
11:2009

EN ISO 10993-
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12:2012

ISO 10993-13;

2010

ISO 10993-
15:2000

ISO 10993-
18:2005

ASTM F756 -
17

USP <151>

n3genunin. Yacte 12. MpurotoBneHne npob un
KOHTPOJIbHbIe 06pasLbl

OueHka 6MONOrMYEcKOro AeicTBUS MeAULMHCKNX
ngenuin. Yactb 13. NageHTudukauma un
KONMYyecTBEHHOe ornpejenieHne NpPoAyKTOB
ferpajaumn nNoANMeEpHbIX MeAULMHCKUX U3gennii
OueHka 6MONOrMYECcKOro 4ecTBUSA MeAULUHCKNX
n3genunin. Yactb 15. geHTnudumnkauyma um
KONM4YecTBEHHOEe ornpeAeneHne NPoayKToB
jerpagauuun nsgenuii n3 MeTtannos U cnnaBoB
OueHKa 6M00rM4YecKoro AelicTBMSA MegULLMHCKUX
nsgenuin. Yacte 18. MiccnegoBaHne XMMMUUYECKUX
CBOIICTB MaTepuanos

CtaHgapTHaa npakTuKa OUEeHKU TeMONUTUYECKUX
CBOWNCTB

mMaTepuanos

NccnepoBaHne Ha nuporeHHocTb (USP
nccnepoBaHne Ha Kponmkax)

CtaHgapTtbl - CTepunusauyuns

EN 556-1:2001

-+
AC:2006

1ISO
11135:2014

1ISO 11138-
1:2017

1ISO 11138-
2:2017

1ISO 11737-
1:2006 +
Cor.l1:2007

ISO 11737-
2:2009

USP <85>

USP <161>

USP <71>
EBponeiickas

CTepunusauna MeguUUHCKUX U3Lenunii.
TpeboBaHUA K MEAULUHCKUM WU3LENUAM
KaTeropmm «crepunbHblie». YacTe 1. TpeboBaHus
K MEAULWHCKUM U3[eNusaMm, nognexawmnm
bUHUWHOK cTepunmsaunm

CTepunusaumna MeauMUMHCKOW NPoaYyKLUN.
dTuneHokcug.

TpeboBaHua K paspaboTke, Banugauum u
TeKyuwemy ynpasieHU0 NpoLeccom
cTepunnsaumnmn

CTepunnsauusa MeguLUHCKON NPoOaYyKLUN.
Buonornyeckune nHgukartopbl. Yacte 1. O6wue
TpeboBaHus

CTepunusaumsa MeguLUHCKON NPoOAYyKLUMN.
buonornyeckne nHamkKartopbl. YacTtb 2.
buonornyeckne nHAMKaTopbl 4NA cTepUamnsaLmm
OKCUAOM 3TUNEeHa

Ctepunusaumsa MeguLMHCKUX U3LENNNA.
Mukpobuonornyeckmne metofbl. Yactb 1. OueHka
nonynsayMm MMKPOOPraHM3MOB Ha MpoAyKTax

Ctepunusaums MeguLMHCKNX U3LENni.
Mukpobuonornyeckne metogbl. Hactb 2.
McnblTaHNA Ha CTEPUNBHOCTb, NPOBOAMMbBIE MNPU
Ba/Maaunmn nNpoLeccoB cTepunmsayumu
WcnbiTaHue Ha 6akTepuanbHble 3HAOTOKCUHb
(OumymnansHo 01 asrycTta 2012 r.)

NcnbiTaHWA Ha 6akTepuanbHble 3HAOTOKCUHBI U
MUPOTeHbl ANA MeAULMHCKUX U3aennii

TecTbl Ha CTEPUNLHOCTL

CTepunbHOCTb

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

12:2012

EN ISO 10993-
13:2010

EN 1SO 10993-
15:2009

EN ISO 10993-
18:2009

H/n

H/n

EN 556-1:2001 +
AC:2006

EN ISO 11135-
1:2007

H/N

EN ISO 11138-
2:2009

EN ISO 11737-
1:2006 + AC;2009

EN ISO 11737-

2:2009

H/n

H/n

H/n
H/n
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dapmakones

2.6.1

EBponeiickas NcnbiTaHMe Ha 6akTepuanbHble 3HAOTOKCUHbI
dapmakones

2.6.14

CtaHpapTbl - YNakoBKa

ISO 11607- YnakoBka MeAULUUHCKUX U3AENUN,

1:2006 -+ CTepMNn3yemblX Ha 3aBepluatolLen ctagum
Amd 1:2014 nponssoactea. Yacte 1. Tpeb6oBaHuA K

mMatepuanam, 6apbepHbIM CUCTEMAM
cTepunnsayuym U cUCTEMaM YNaKoBKK

1ISO 11607- YnakoBka MeAWUWUHCKUX U3aenuni,
2:2006 + CTEPUNN3YyeMblX Ha 3aBepluatoLwein cragnu
Amd 1:2014 nponssoactea. Yactb 2. Tpeb6oBaHuMA K

Banujaumm npoueccos hopmnpoBaHus,
repmMeTmsanmm n c6opku

1SO YnakoBka. TpaHcnopTHaa Tapa ¢ ToBapamMmu wu

2233:2000 eouHNYHbIe Tpy3bl. KOHAWLMOHUpPOBaHWeE ANA
ncnbiTaHui

ASTM D642 - CTaHAapTHbIA MeTod MUCNbiTaHUA Ans

15 onpepeneHNs CONpoTUB/IEHNA AaB/IEHUIO

TPAHCNOPTUPOBOYHLIX KOHTeliHepoB,
KOMMOHEHTOB M HArpy3oK Ha arperarbl

ASTH D999 - CTaHgapTHble MeTOoAbl UCAbITAHUI Ha

08(2015) BMOpPaLMNOHHbIE UCNbITAHNUA TPAHCNOPTHBIX
KOHTeliHepoB

ASTM D4169 - CtaHpapTHaa npakTuka TecTUpOBaHUA

16 Npon3BOAUTENbLHOCTN TPAHCNOPTHbIX

KOHTE/HEepPOB U CUCTEM

ASTM D4332 CtaHpapTHasa npakTuka ang

14 KOHAMLUMOHNPOBAHMUSA KOHTEHEpPOB, YyNakoBOK
NN YyNaKOBOYHbIX KOMMOHEHTOB A8 WUCMbITAHUM

ASTM D4728 - CTaHpapTHbIi MeTo4 UCNblTaHWUii gNa cny4danHbiX

17 BMOPALMOHHbLIX UCMbITAHWA TPAHCMNOPTHLIX
KOHTEeNHepoB

ASTM D5276 - CTaHpapTHbIA MeToA4 UCNbiTaHMA Ha NajeHune npu

98(2017) CBOOGOAHOM MajeHnn 3arpyXeHHbIX KOHTehHepoB

ASTM CTaHAapTHbI MeToh ucnbiTaHui gns

D6653/D6653 onpefeneHnsa BANAHNA BbICOKOTOpbA Ha

M - 13 yNnakKoBOYHbIe CUCTEMbl BaKyyMHbIM MeTOAOM

ASTM F2096 - CTaHAapTHbI MeTon UchbiTaHU ans

11 o6HapyXeHUsa rpybbix yTeyek B ynakoBKe C
BHYTPEHHWM MNOBbIWEHHbIM AaBNeHUEM
(Ny3blpbKOBOE UCMbITAHNE)

ASTM F2825 - CTtaHpapTHasa npakTuka KaMMaTu4yeckoro crpecca

18 YyMNakKoBOYHbIX CUCTEM ANA AOCTAaBKW OAHOM
MOCbINKN

ASTM CTaHaapTHbI MeToh UCMbITAHWA NPOYHOCTHU

F88/F88M-15 YNAOTHEHUA TUOKUX 6GapbepHbIX MaTepManos.

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

H/n

EN ISO 11607-
1:2009

EN ISO 11607-
2:2006

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n
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CtaHgapTbl - MapknpoBska
EN 1041:2008
+ Amd.1:2013

WHdopmaumus, npegoctaBneHHas
M3roToBUTENEM, KOTOpasl HAHOCUTCS Ha

EN 1041:2008

MeAuLUHCKOoe usgenune

ISO 15223- N3penua megnumHckne. CUMBONHI, EN ISO 15223-
1:2016 npuMeHsAemblie NMpPU MapKUpOBaHUN Ha 1:2016
MeANUNHCKMX U30ennax, aTUKeTkax v B
CONpPOBOAMTENBHON fOKYMeHTauun. Yacte 1.
Obuwwne TpeboBaHUsA
PykoBopacTtBa
JOKyMeHT Ha3BaHue

PykoBogAaline ykaszaHus no
cucTeme Hafsopa 3a
MEAULUHCKUMU U34eNUAMU
(MEDDEV) 2.1/3, pea. 3 (gekabpb
2009 r.)

PykoBogAauine ykasaHusa no
cucteme Hagsopa 3a
MeAVULUHCKUMN U3LeNINAMU
(MEDDEV) 2.7/1, pea. 4 (MIOHb
2016 r.)

MexayHapoaHas KOHepeHUna no
rapmoHmnsaumm (ICH) Q1A(R2)
(peBpanb 2003 r.)
MexayHapoaHass KoHepeHUuns no
rapmoHusaymnm (ICH) Q1B (Hos6pb
1996 r.)

MexayHapogHaa KOHgepeHuusa no
rapmoHunsauun (ICH) Q1D
(dheBpanb 2002 r.)
MexayHapoaHasa KOHepeHumns no
rapmoHunsaunnm (ICH) Q1E
(dheBpanb 2003 r.)
MexfyHapofHasa KOH(epeHuusa no
rapmoHusaunm (ICH) Q3B(R2)
(voHb 2006 T.)

MexayHapofHas KOHdepeHUMA Mo
rapmoHunsauynm (ICH) Q3C(R6)
(okTa6pb 2016 1.)
MexayHapogHasa KOHgepeHumnsa no
rapmoHmnsayunm (ICH) Q3D(2014)
MexayHapogHasa KOHgepeHuuns no
rapmoHunsauun (ICH) Q3D,
yyebHbln mogynb 3, 2014 r.
MexayHapogHasa KOHgepeHuusa no
rapmoHusauun (ICH) Q6A
(okTa6pb 1999 r.)

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

MorpaHnyHas NPoAYKUMUSA, NPOAYKLUMA AOCTaBKM
NIeKapCTBEHHbIX CPeACTB U MeaULUHCKUE U3Aenus,
BK/lOYaloWMe B KAYecTBe COCTaBHOI vacTu
BCMOMOraTe/ibHOe /IeKapCTBEHHOE BELW,eCTBO UK
BCMOMOraTe/lbHOe MPOU3BOLHOE YEN0BEYECKOA
KpOoBM

KITMWHWYECKAA OLIEHKA. PYKOBOACTBO A4
W3rOTOBUTENEN U HOTUDULNPOBAHHbBIX
OPTrAHOB NO ANPEKTUBAM 93/42/EEC WU
90/385/EEC

McnblTaHMs cTabubHOCTU HOBbIX NeKapCTBEHHbIX
BeWwecTB U NPpoAYyKTOB

McnbiTaHma ctabunbHocTU. MccneposaHue
hoTOCTAabMNBbHOCTN HOBbIX NIEKAPCTBEHHbIX BELLECTB
N NPOAYKTOB

Bbi6op KpaliHUX BapvaHTOB U MeTo4 MaTPUYHOINA
rpynnmMpoBKN ANs UCMbITaAHWA CTabUIbHOCTU HOBBIX
NneKapCcTBEHHbIX BEWECTB M NPOAYKTOB

OLI.eHKa nogaHHbLIM O cTabunbHoOCTH

Mpumecn B HOBbLIX NEeKapCTBEHHbLIX NMpenapaTax

PykoBoACTBO MO OCTAaTOYHbLIM PacTBOPUTENAM

PykoBoAcCTBO MO npumecsam 3/1IeMEHTOB

Pa3paboTka npuemsemMoro ypoBHs AN npuMecu
3N1eMeHTOB, He Bxoasuen B Q3D

TexHuueckue ycnosusa: Mpoueaypbl UCNbITAHWA U
KpUTEepun NpUEeMNEeMOCTU ANS HOBbIX
NeKapCTBEHHbIX BEWECTB M HOBbIX JIEKAPCTBEHHbIX



AMEpPUKAHCKUA HaLNOHaNbHbIN
MHCTUTYT CTaHgapToB
(AM51)/Accouynauma nNo pasBuTUIo
MeaununHCKnUx yctpoiicte (AAMI)
(5X72:2011(R2016)

ANpekKTnBbl N 3aKOHDI
AOKYMeHT
OvpekTtnea 93/42/EEC no
MeguunHcknum mnsgenmam (MDD)
OunpekTBa No nekapCTBEHHbIM
cpeacteam (MPD) 2001/83/EC

3akoH O xumumyeckux Bel,ecTBax
(Chem@G), MpunoxeHne 1 (kK §
19a, nyHKT 1)

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

npenapaToB: XMMUYecKkne BeliecTBa

McnbiTaHne Ha 6akTepuanbHble 3HLOTOKCUHbI —
MeToAbl UCMbITAHUIi, NOBCEAHEBHbIA MOHUTOPUHT U
anbTepHaTUBbI CEPUIAHOMY TeCTUPOBAHUIO

Ha3BaHune

[OvpekTnBa 0 MeguuUHCKOM 060pyLOBaHUM
93/42/EEC

OVPEKTUBA EBPOMEWCKOIrO MAPTAMEHTA U
COBETA EBPOMENCKOIO COK3A 2001/83/EC oT 6
HosA6psA 2001 r. O Kogekce CoobuiectBa o
NIeKapCTBEHHbIX CpefcTBax ANA MCMNOAb30BaHUSA
YesI0BEKOM

3aKOH o 3aWwuTe OT onacHbIX BewecTB (3akKoH O
XuMunyeckmx Bewectsax - ChemG) -- MNMpunoxeHune
1(k § 19a n. 1) NpuHLUKUNBI Hagnexalein
na6opatopHoi npaktuku (HAM, GLP)
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Ilepeeod ¢ anznuiicko20 ¥ HEMEYKOZ0 R3BIKOB HA PYCCKUM A3HIK

BHROTPOHHK (BIOTRONIK)
COBEPIIEHCTBO PAIH KWINH

BUOTPOHHUK AT (BIOTRONIK AG)
Axepurrpacce 6

8180 bronax

lIselinapus

Ten: +41 44 864 51 11
Paxc: +41 44 864 50 05
24 aupapa 2024 r.

,[';OHOJ'IHCHHC K HHCTPYKOHH I10 NIpHAMCHCHHIO

Cuacrema xoponapnoro crenta Orsiro Mission, Boiensionero

npenapaT CHPOJIHMYC
YTBepxaato
Hms: Ciozanna Munux (Susanne Minich)
HonxuocTe: CrieLHanKCT No HOPMATHBHO-NPABOBOMY PeryHpOBAHUIO
Komnanus: BUOTPOHHUK AT (BIOTRONIK AG)
Ynuua: AxepmTpacce 6
I'opoa / Ctpana: 8180 Bionax, Illsefnapus
Ioanuce: /nodnuce/

Cioaavna Munux (Susanne Minich)

/UImann/: BHOTPOHHK (BIOTRONIK)
COBEPUICHCMBO Padu NCUINYU
BHOTPOHHUK AT (BIOTRONIK AG)
Axepumpacce 6

CH-8180 Bronax
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Qﬁmmy!mme yiaocroscpeude

HacrosmuM CBHACTENLCTRYCTCA HOLIMHHOCTD TIOANKCH Ha o0paTHOMN CTOPOHE, IIOCTABNCHHON B
HAIEM TIPHCYTCTBHK

I'-xoh Crwsanuoiit MUHUX, nata poxacuus: 12 man 1965 r., rpaxnanxoi 1lisefinapun,
Barreuns, kanron Caukr-1'ananen, no e@ cosam, lpoxxeatomeli no aapecy: ya. poccaxep 81,
3041 Lhiopnx, AHHHOCTE XOTOPO#R NOJTHSPAICHA YAOCTOBEPCHHCM JINHEOCTH.

Hacrosiuumm MOATBCPAACTCA TOJNLKO NOAAHHHOCTD NOANTHCH, 4 HE CONCPXANHEC HIIN NCHCTBHTEABHOCTD JAHHOIO

NOKyMeHTa,

Bionax, 24 ausapa 2024 r. HOTAPUAJIBHASlI KOHTOPA BIOJIAXA
BK Ne 2024/130 /nodnuce/

CGop 20,00 ws. ¢p.

/Tlewvamy/: Homapuarenas xonmopa broraxa * Knaynna Xycep, [1oMOLIHHK MrOCYARPCTBEHHOTO
Kanmow Liopux  HoTapuyca

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MepeBof 4aHHOT0 TeKCTa BbIMNOIHEH MEPEBOAYMKOM MantoLoBoit AHHON AHAPEEBHOA

noagnnmcob

Poccuiickasa depepauns
Nopog MockBa
[BajuaTb eBATOro AHBapPA fBe TbICAYM fBajLaTb YeTBEPTOro roga

A, Bcpemnii HFOmma MropeBHa, HOTapuyc ropoga MOoCKBbI, CBUAETENILCTBYHO MOA/IMHHOCTL MOAMUCY
nepesBogYMka MantoLoBoli AHHbI AHLPEEBHBI.

Mognvck caenaHa B MOEM MPUCYTCTBUM.

NTnyHocTb nognucaslllCl'o LOKYMEHT YCTAHOB/EHA.

3aperncTpupoBaHo B peectpe: Ne 77/2194-ii/77-2024-2-27g"

YnnayeHo 3a coBepLUeHNE HoTapuanbHOro aelictemst: 400 py6. 00 Kon.

NOANUCH epboBas veyarb ep6oBas neyartb
HoTapuyca r. MoCKBbl HoTapuyca r. MocKBblI
Bcpemuin HO.N. Bcpemnii HO.N.
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Addition to Instruction for Use
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Qfficlai Certification

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

Ms. Susanne MINICH, born 12th May 1965, Swiss citizen of Wattwil SG, according to his
information residing at Grossackerstrasse 81, 8041 Z0rich,

identified by identity card.
This legalization refers only to the authentication of the signature and not to the contents or validity
of the document.
st B
Bllach, 24th January 2024 o8 @
BK no. 2024/131 by o NOTARIAT BOLACH
Fee CHF 20.00 = * - YA (7
r 'l
°, °° Claudia Huser, Notariatsassistentin

0z vwo*
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1. Synonymous terms in the text of documents from the
manufacturer

Sirolimus Eluting Coronary Stent System Synsiro Pro - identical names «Stent Synsiro Pro»,
«Synsiro Pro», «Stent», « Stent System », «Coronary Stent Systems.

2. Medical Device name

Sirolimus Eluting Coronary Stent System Synsiro Pro:

1. Sirolimus Eluting Coronary Stent Synsiro Pro on delivery system, diameter variants:
2,25; 2,5; 2,75; 3,0; 3,5; 4,0 mm; length variants: 9; 13; 15; 18; 22; 26; 30; 35; 40 mm
- 1pc.

2. Compliance Chart - 1 pc.

3. Patient Implant Card - 1 pc.

4. Instructions for Use - 1 pc.

5. Addition to Instructions for Use - 1 pc.

3. Data about developer, manufacturer and authorized
representative of the manufacturer

Developer and Manufacturer:
BIOTRONIK AG, Switzerland
Ackerstrasse 6, 8180 Bilach, Switzerland
Tel.: +41 (0)44 864 51 11

Fax: +41 (0)44 864 50 05

Authorized Representative of the Manufacturer:

Limited Liability Company «Biotronik» (LLC «Biotronik»)

Russian Federation, 109240, Moscow, Nikoloyamskaya str., house 26, building 1A, floor 2,
premises 6.

Tel.: +7 (495) 789-68-31,

Fax: +7 (495) 789-68-32 CE e
office@biotronik.ry

Manufacturing Site:
BIOTRONIK AG, Ackerstrasse 6, 8180 Biilach, Switzertand

4. Intended Use

Coronary Stent System is indicated for improving coronary luminal diameter in patients with
symptomatic ischemic heart disease due to discrete de-novo stenotic lesions and in-stent
restenotic lesions.

5. Classlification

All coronary stents, mentloned in this documentation, are classified according to Annex 1I,
including point 4 of Directive 93/42/EEC.

Class depending on the potential risk of medical products - 3.

GMDN code (Global Medicai Device Nomenclature code) - 58771 (Drug-eluting coronary
artery stent, bicabsorbable-polymer-coated).

Multiple use - single use.

Sterility - sterile.
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6. Usage Terms and Scope of use, potential user

This medical device must be used only by specially trained personnel in speciallzed medical
facilities, when performing surgical operations in stationary conditions.

Scope of use: Cardiovascular surgery (during percutaneous transluminal coronary
angioplasty / percutaneous coronary intervention).

7. Medical device package content
Sirolimus Eluting Coronary Stent System Synsiro Pro is shipped containing:

1. Sirolimus Eluting Coronary Stent Synsiro Pro on delivery system, diameter variants:
2,25; 2,5; 2,75, 3,0, 3,5; 4,0 mm; length variants: 9; 13; 15; 18; 22; 26; 30; 35; 40 mm
- 1pc.

2. Compliance Chart - 1 pc.

3. Patient Implant Card - 1 pc.

4, Instructions for Use - 1 pc,

5. Addition to Instructions for Use - 1 pc.

8. Main device technical speclifications
Table 1: Table of product range of Synsiro Pro

Pos. |Designation REF number Nominal Nominal Usable length

Z[mm] length[mm}] [cm]
1 Synsiro Pro 2.25/9 419155 2.25 9 140
2 Synsiro Pro 2.5/9 419156 2.5 9 140
3 Synsiro Pro 2.75/9 419157 2.75 9 140
4 Synsiro Pro 3.0/9 419158 3 9 140
S Synsiro Pro 3.5/9 419159 3.5 9 140
6 Synsiro Pro_4.0/9 419160 4.0 9 140
7 Synsiro Pro _2.25/13 419161 2.25 13 140
8 Synsiro Pro 2.5/13 419162 2.5 13 140
9 Synsiro Pro 2.75/13 419163 2.75 13 140
10 Synsiro Pro 3.0/13 419164 3 13 140
11 Synsiro Pro _3.5/13 419165 3.5 13 140
12 |Synsiro Pro _4.0/13 419166 4.0 13 140
13 [Synsiro Pro_2.25/15 419167 2.25 15 140
14 |Synsiro Pro 2.5/15 419168 2.5 15 140
15 Synsiro Pro_2.75/15 419169 2,75 15 140
16 Synsiro Pro_3.0/15 419170 3 15 140
17 _ |Synsiro Pro_3.5/15 419171 3.5 15 140
18  |Syasiro Pro 4.0/15 419172 4.0 15 140
19 Synsiro Pro 2.25/18 419173 2.25 18 140
20 [Synsiro Pro 2.5/18 419174 2.5 18 140
21 |Synsiro Pro_2.75/18 419175 2.75 18 140
22 [Synsiro Pro_3.0/18 419176 3 18 140
23 |Synsiro Pro_3.5/18 419177 3.5 18 140
24 |Synsiro Pro 4.0/18 419178 4.0 18 140
23 Synsiro Pro_2.25/22 419179 2.25 22 140
26 |Synsiro Pro 2.5/22 419180 2.5 22 140
27 __ iSynsiro Pro 2.75/22 419181 2.75 22 140
28 |Synsiro Pro 3.0/22 419182 3.0 22 140
29  |Synsiro Pro 3.5/22 419183 3.5 22 140
30 |Synsiro Pro_4.0/22 419184 4.0 22 140
31 |Synsiro Pro 2,25/26 419185 2.25 26 140
32 |Synsiro Pro 2.5/26 419186 2.5 26 140
33 |Synsiro Pro 2.75/26 419187 2.75 26 140
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34 |Synsiro Pro 3.0/26 419188 3.0 26 140
35 |Synsiro Pro 3.5/26 419189 3.5 26 140
36 _|Synsiro Pro_4.0/26 419190 4.0 26 140
37__|Synsiro Pro 2.25/30 419191 2.25 30 140
38 |Synsiro Pro 2.5/30 419192 2.5 30 140
39__|Synsiro Pro 2.75/30 419193 2.75 30 140
40__ |Synsiro Pro_3.0/30 419194 3.0 30 140
41 __|synsiro Pro 3.5/30 419195 3.5 30 140
42 |Synsiro Pro_4.0/30 419196 4.0 30 140
43 |Synsiro Pro_2.25/35 __ |419197 2.25 35 140
44 [Synsiro Pro 2.5/35 410198 2.5 35 140
45 |Synsiro Pro 2.75/35 419199 2.75 35 140
46 |Synsiro Pro 3.0/35 419200 3.0 35 140
47 _|Synsiro Pro_3.5/35 419201 3.5 35 140
48 |Synsiro Pro_4.0/35 419202 4.0 35 140
49 _|Synsiro Pro_2.25/40 __ |419203 2.25 40 140
50 _|Synsiro Pro 2.5/40 419204 2.5 40 140
51 [Synsiro Pro 2.75/40 419205 2.75 40 140
52 |Synsiro Pro 3.0/40 419206 3.0 40 140
53 [Synsiro Pro_3.5/40 419207 3.5 40 140
54 |Synsiro Pro_4.0/40 419208 4.0 40 140

Table 2: Overview of product range

Nominal length [mm]

DOT Stent design [Nom

[

inal @ [mm]

3

15

18 |22 |26 |30 (35

2.7 F T6S 2,25

2,5

2,75

3,0

29F T6M 3,5

4,0

9
X
X
X
X
X
X

RIXIX|[X[%] X

XIX X[ [X] X

XIX|X|X]|X] X
XIX|X|X|X]| X
RIK[XKIXK|XK]| X
XIX[X|X|X] X
RKIXIX|xX|X]| X

XIXIX[X|X] X

X:
Usable length:
Nominal Pressure:
Rated Burst Pressure:
Accessory device:

Table 3: Usable Length / Guide

Available product sizes

140 cm
10 atm
16 atm

Guide wire = 0.014" (= 0.36 mm)
Guiding catheter 5 F, inner diameter 2 0.056" (= 1.42

mm)

Wire Lumen Length

Product group {(nominal @
[mm])

Usable Length [mm]

Guide Wire Lumen Length
[mm]

All sizes

1400

290
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Table 4: Nominal outer diameter of catheter shafts

Product group (nominal 0 nominal outer diameter of nominal outer diameter of
[mm]) Proximal shaft (Hypotube) [F] Distal shaft [F] (mm

(mm equivalent) equivalent)
2.25/25/2.75/ 3.0 2.0F (0.66 mm) 2.7F (0.89 mm)
3.5/4.0 2.9F (0.96 mm)

Table 5: Pressures, ballon diameter

Product group (nominal O Nominal Pressure NP Rated Burst Pressure RPB
[mm]) [atm] [kPa] [atm] [kPa]
0 2.25 10 1013 16 1621
025 10 1013 16 1621
0 2.75 10 1013 16 1621
0 3.0 10 1013 16 1621
0 35 10 1013 16 1621
0 4.0 10 1013 16 1621

Table 6: Inflation and deflation times

Product group (nominal 0 Max. inflation time [sec] Max. deflation time [sec]
[mm])
All sizes < 15s < 35s

Tabie 7: Tensile strength

Product Minimum tensile strength [N]
group Injection molded Guide wire exit portProximal balloon Delivery system
(nominal 0 hub (hub to welding welding (distal outer catheter (hypotube)
[mm]) hypotube) (hypotube to distal tube to balloon)

outer tube)
All sizes > 25N > 6N > 6N > 6N

Table 8: Stent wall thickness

Product group (nominal 0 [mm]) Stent wail thickness [pm]
T6S 60
T6M 80

Table 9: Functional specifications at NP

Product group (stent Elastic recoil [%] Bending stiffness Foreshortening [%0]
design) expanded stent
[Nmm2]
T6S <7 <20 < 10
T6M <7 < 30 < 10

Table 10: Maximum diameter for post-dilatation
Product group (nominal 0 [mm]) Maximum diameter for post-dilatation [mm] (stent inner

diameter)
02.25/02.5/ 02.75 / 03.0 3.5mm
03.5/ 04.0 4.5mm

Device Mass is 3.1 g for all sizes.
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Table 11: Delivery System characteristics

Nominal @ | Usable Outer O of delivery system Allowable bending
[mm]) length {F / mm) radius of the delivery
{mm) system {(mm)
2,2572,5/ 1400 Proximal shaft: Proximal shaft £ 10 mm
2,75/ 3,0 2F (0.66 mm) Distal shaft £ 4.0 mm
Distal shaft: The balloon must stiil be
2.7 F {0,89 mm) inflatable / defiatable to /
3,5/4,0 Proximal shaft: 2F from RBP in bent
(0.66mm=0.02) configuration.
Distal shaft:
2.9 F (0,96 mm)

Fatigue strength of the Balloon
The Balloon withstands a minimum of 10 cycles with a soak time of 30 seconds at rated
burst pressure,

9. Materials from which the medical device is made and contact
with the human body

Component ::g‘;‘:gt’“ Material
Delivery System
Hypotube Hub No Polyamide 12 Violet
Hypotube Tubing No Stainless steel
Hypotube Shaft Marker [Yes Printing ink based on acrylic resins
Hypotube Jacket Yes Polyamide 12, Carbon Black pigment
Inner Tubing {inner Yes High density polyethylene
Layer)
Inner Tubing {middie |No Malelc anhydride ethylene copolymer
Layer)
Inner Tubing (outer No Polyether block amides, pigment Violet
Layer)
{X-ray marker No Platinum-iridium alloy
Distal Tubing Yes Polyamide 12
Balloon Yes Polyamide 12
Proximal Hydrophobic |Yes Silicone based Hydrophobic Coating (Lubricant,
Coating n-Heptane puriss)
Distal Rydrophilic Yes Polyvinylpyrrotidone based Hydrophilic Coating
Coating {Base Coat /Top Coat)
Stent
Stent Platform Yes CoCr alloy
Stent Surface Coating {Yes Amorphous, hydrogen-rich Silicon Carbide
BIOlute drug-Polymer |Yes Sirolimus containing blodegradable PLLA matrix
coating Stabilizer "
Chloroform
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Type of contact with patient body

Sirolimus Eluting Coronary Stent System Synsiro Pro has the following type of contact with
patient body (according to ISO 10993-1):

Synsiro Pro Stent, | Implant device with a direct, long-term (more than 30 days)

Synsiro Pro Stent contact duration with coronary arteries and blood.

Synsiro Pro Stent | Limited contact duration (£ 24 hours) with circulating blood.

Delivery System,

Synsiro Pro Stent

Delivery System
Packaging No body contact (medical personal works in gloves)

10. Risk Management

During the development of Sirolimus Eluting Coronary Stent System Synsire Pro, a thorough
risk analysis was carried out in accordance with the certifled design and BIOTRONIK
standard operating procedures for risk management (according to ISO 14971). During the
analysis, the possible hazards associated with the design, functionality and use of products
were evaluated and classified according to their likelihood and severity. If the risks were
determined to be unacceptable, adequate measures were taken to eliminate or minimize,
respectively, the likelihood and/or severity of the hazard. The required risk minimization
measures were divided into the following categories: direct, indirect and preventive. The
effectiveness of all risk minimization measures has been tested during product
verification/validation.

11. Packaging

11.1. Individual/sales package
Coronary System is supplied in sterile packaging.

The packaging consists of a protective packaging ring or dispenser made of HDPE within a
sealed opaque pouch consisting of a Tyvek part and an aluminium foil. After sterilization air
is evacuated out of the pouch, the pouch is filled with an inert gas (Ar). Finally, the
aluminium part of the pouch Is completely sealed at the border-line to the Tyvek window.
The Tyvek part of the pouch is then cut off. The dispenser protects the stent system in the
sterile bag against damage and separates the stent and the delivery system (proximal and
distal shafts) from the bag. Additionally, the most distal section of the device (including the
stent and folded balloon) are covered by a protective sheath and mandrel, The protective
sheath and mandrel hold the crimped stent inside the dispenser and maintain the guide wire
lumen. The dispenser ring is placed inside the sterile Inner packaging. The outer packaging
comprises one cardboard box (sales package) into which are packed one (1) sterile pouch
and one (1) IFU. The box is sealed with a Quality Seal (QSI-Seal).

Product labels are applied on the inner and outer packaging.

In order to ensure that the packaging of stent is able to maintain the sterility of the product,
the packaging is validated. Up to 2 year real time aging was performed on the product and
tested for product sterility and pouch seal. The tests demonstrate a 2-year shelf life of the
packaging.
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11.2. Transport packaging
Products are packed in the transport packaging. This is 3 box made of corrugated

cardboard. The cardboard box is closed and fixed with adhesive tape.

It is allowed to pack several products in accordance with the overall dimensions of the
transport packaging, including an air bubble fitm, provided that all sets are completely
wrapped in a bubble fitm, which is also placed between cardboard boxes and each side of
the transport packaging.

12. Labeling

12.1. Symbol legend

E

Sterilized using ethylene oxide

Keep dry

Do not resterilize

Consult instructions for use

Do not reuse

Keep away from sunlight

Date of manufacture

Manufacturer

Caution

Use by

Batch code

Catalogue number

Temperature limits for storage

[TTEIE[=[p[R]e[#[e]s] ey

Allowed storage temperature excursions

B>
g,

MR conditional

<
U

Nominal pressure

xJ

BP

Rated burst pressure
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@ Do not use if package is damaged

Stent Material: CoCr Stent material: cobalt chromium alloy
Stent Type: BX Stent type: balloon-expandable
Additionally:
c e CE Mark
wmn
GTIN 1 Global Trade Item Number
Authorized Representative in EU
Importer
QR-code

For shipping package:

This side up

Fragile. Take care

1
y
&

‘T" Keep dry

13. Cleaning, disinfection and sterilization

Sirolimus Eluting Coronary Stent System Synsiro Pro is supplied sterile. Device is sterilized
with ethylene oxide. Sterility assurance level: minimum 10°%, The product is sterile after one
sterilization cycle.

Resterilization is prohibited.

Cleaning, disinfection and re-sterilization are not applicable as this device intended for
single use oniy.

10
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14. Information on application frequency, maintenance and repairs

Sirolimus Eluting Coronary Stent System Synsiro Pro Is a single use device and is not a
subject for maintenance and repairs.

Sirolimus Etuting Coronary Stent System Synsiro Pro is intended for single use only. DO
NOT reuse the product. Reuse of the product creates a potential risk of infection for the
patient or user. Contamination of the product may result in injury, iliness or death to the
patient.

15. Deimplantation and / or replacement
Stent cannot be removed and / or replaced after its implantation

16. The list of consumables, the procedure for thelr use and
replacement '

Sirolimus Eluting Coronary Stent System Synsiro Pro is a single use device and does not
contain any consumables.

17. Shelf life
Shelf life of the device is 2 (two) years.

18. Storage and transportation condition

Store protected from sunlight and keep dry. Store between 15°C (59°F) and 25°C (77°F).
Short-term storage temperature excursions between 10°C (50°F) and 40°C (104°F) are
allowed up to 48 hours.

Handling: from 32°C {90°F) to 42°C (108°F)

Transportation of this medical device can be performed by any type of covered transport in
accordance with the rules of transportation of goods. Use a medical device with caution,
Keep In original box, in dry, dark, cool place. Transportation is possible at temperature
between 15°C (59°F) and 25°C (77°F), short-term temperature excursions between 10°C
(50°F) and 40°C (104°F) are allowed up to 48 hours.

19. Utilization and disposal order

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

Unused devices, including expired devices (that have not been in contact with patients’ body
fluids) should be disposed of in accordance with the solid household waste disposal
procedure established by the current legislation of the Russian Federation for class A.

20. Environmaental protection requirements

Please accord to the IFU requirements to exclude the negative effect on the human or
environment during the handling, shipment and storage of medical device
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21. List &international documents/standards to which the medical

device complies

The requirements of the following standards, guidelines, directives and laws are met in so
far as they appiy to the device concerned.

Some tests had been performed before the current version of a standard was issued. In this
case all tests results were checked if they are valid according to the current standard. If the

test results are still valid, only the current version of the standard is referenced on this list.

Standards

Applied
[Underlying]
Standard

Title

Standards - General Medical Device Standards

ISO 13485:2016

ISO 14971:2007
(corrected version
2007-

10-01)

IEC 62366-1 :2015
E

Cor 1:2016

Medical devices. Quality management
systems. Requirements for regulatory
purposes

Medical devices - Application of risk
management to medical devices

Medical devices - Application of usability
engineering to medical devices

Standards - Device Specific

ISO 25539-2:2012

ISO 14630:2012

ISO 10555-
1:2013 b
Amdl:2017

ISO 80369-7:2016
(corrected version
2016-

12-01)

Cardiovascular Implants - Endovascular
devices - Part 2: Vascular stents

Non-active surgical implants - General
requirements

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

Small-bore connectors for liquids and gases
in healthcare applications — Part 7:
Connectors for intravascular or hypodermic
applications

ISO 80369-20:2015 Small-bore connectors for liquids and gases

ASTM F2052 - 15
ASTM F2119 -
07(2013)

ASTM F2182 - 11a
ASTM F2213 - 17
ASTM F2503 - 13
(partly)

in healthcare applications -- Part 20:
Common test methods

Standard Test Method for Measurement of
Magnetically Induced Displacement Force
on Medical Devices in the Magnetic
Resonance Environment

Standard Test Method for Evaluation of MR
Image Artifacts from Passive Implants
Standard Test Method for Measurement of
Radio Frequency Induced Heating On or Near
Passive Implants During Magnetic Resonance
Imaging

Standard Test Method for Measurement of
Magnetically Induced Torque on Medical
Devices in the Magnetic Resonance
Environment

Standard Practice for Marking Medical
Devices and Other Items for Safetv in the
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[Compliant
with European
Standard!

EN ISO
13485:2016 +
AC:2016

EN ISO 14971:2012

EN 62366:2008

EN I1SO 25539-
2:2009 + AC:2011
EN ISO 14630:2009

EN ISO 10555-
1:2009

EN 1707:1996 and
EN 20594-1:1993
+ Al:1997

4+ AC: 1996

n/a

n/a

n/a

n/a

n/a

n/a
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Pharm. Eur. 2.9.3

Pharm. Eur. 5.17.1 Recommendations on dissolution testing

Magnetic Resonance Environment
Dissolution Test for solid dosage forms

Standards - BiocomDatibilitv

ISO 10993-
1:2009 +
Cor.l:2010

ISO 10993-3:2014
ISO 10993-4:2017
ISO 10993-5:2009

ISO 10993-6:2016

ISO 10993-7:2008
-+

Cor.1:2009

ISO 10993-9:2009

Biological evaluation of medical devices.
Evaluation and testing within a risk
management process

Biological evaluation of medical devices - Part
3: Tests for genotoxicity, carcinogenicity and

reproductive toxicity

Biological evaluation of medical devices - Part
4: Selection of test for interactions with blood

Biological evaluation of medical devices
5: Tests for in vitro cvtotoxicitv
Biological evaluation of medical devices
Tests for

local effects after implantation
Biological evaluation of medical devices
Ethylene

oxide sterilization residuals

Biological evaluation of medical devices
Framework

for identification and quantification of
potential degradation products

ISO 10993-10:2010 Biological evaluation of medical devices

1C: Tests for
irritation and skin sensitization

ISO 10993-11:2017 Biological evaluation of medical devices

11: Tests for
systemic toxicity

ISO 10993-12:2012 Biological evaluation of medical devices

12: Sample
preparation and reference materials

ISO 10993-13:2010 Biological evaluation of medical devices

13:

Part

Part 6;

Part 7:

Part 9:

Part

Part

Part

Part

Identification and quantification of degradation
products from polymeric medical devices
1ISO 10993-15:2000 Biological evaluation of medical devices - Part

15:

Identification and quantification of degradation

products from metals and alloys

ISO 10993-18:2005 Biological evaluation of medical devices - Part

ASTM F756 - 17

USP <151>

18; Chemical
characterization of materials

Standard Practice for Assessment of Hemolytic

Properties of
Materials
Pyrogen Test (USP Rabbit test)
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n/a
n/a

EN ISO 10993-
1:2009 + AC:2010

EN ISO 10993-
3:2014

EN ISO 10993-
4:2009
EN ISO 10993-
5:2009
EN ISO 10993-
6:2009

EN ISO 10993-
7:2008
b AC:2009

EN ISO 10993-
9:2009

n/a

EN ISO 10993-

11:2009

EN ISO 10993-
12:2012

EN ISO 10993-
13:2010

EN ISO 10993-
15:2009

EN ISO 10993-

18:2009

n/a

n/a
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&nda rds - Sterllization

EN 556-1:2001 +
AC:2006

terilization of medical devices - Requirements
r medical

evices to be designated 'STERILE' - Part 1:
Requirements for terminally sterilized medical
evices

EN 556-1:2001 +
AC: 2006

0 11135:2014

terilization of health-care products. Ethylene
xide.

Requirements for the development,

alidation and routine control of a

terilization process for medical devices

EN ISO 11135-
1:2007

SO 11138-1:2017

Gterllization of health care products - Biological
indicators -
Part 1: General requirements

IN/A

SO 11138-2:2017

Sterilization of health care products - Biologlcal
indicators -

Part 2: Biological indicators for ethylene

pxide sterilization processes

EN ISO 11138-
2:2009

microorganisms on products

{ISO 11737- Sterilization of medical devices - Microbiological
1:2006 + methods - EN ISO 11737-
Cor.1:2007 Part 1: Determination of a population of 1:2006 + AC:2009

[ISO 11737-2:2009

Sterilization of medical devices - Microbiological
methods -
Part 2: Tests of sterllity performed in the

EN ISO 11737~
2:2009

definition, validation and maintenance of a
Eerilization process
acterial Endotoxins Test (Official 01-Aug-2012)n/a

USP <85>

USP <161> edical Devices Bacterial Endotoxin and Pyrogenpn/a
ests

USP <71> %rilitv Tests n/a

Pharm.Eur. 2.6.1 terility n/a

Pharm.Eur. 2.6.14 Bacterial Endotoxins n/a
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ndards - Packagin
0 11607-1:2006 Packaging for terminally sterllized medical LE
devices - N ISO 11607-
Amd 1:2014 Part 1: Requirements for materials, sterile 1:2009
barrier systems and packaging systems
ISO 11607-2:2006 [Packaging for terminally sterllized medical
+ devices - Part 2: [EN ISO 11607-
jamd 1:2014 Validation requirements for forming, sealing 2:2006
nd assembly processes
ISO 2233:2000 ‘Padcaglng -- Complete, filled transport packagesn/a
nd unit
loads -- Conditioning for testing
ASTM D642 - 15  [Standard Test Method for Determining n/a
Compressive Resistance of Shipping
Containers, Components, and Unit Loads
D999 - Standard Test Methods for Vibration Testing n/a
68220151 g Shipping Containers
ASTM D4169 - 16 Standard practice for performance testing n/a
of shipping containers and systems
ASTM D4332 - 14 [Standard Practice for Conditioning Containers, Ih/a
Packages, or Packaging Components for
Testing
STM D4728 -17 [Standard Test Method for Random n/a
Vibration Testing of Shipping Containers
STM DS276 - Standard Test Method for Drop Test of Loaded [p/a
Containers by Free Fall
Standard Test Methods for Determining the n/a
6653/D6653M - cts of High Altitude on Packaging Systems
y Vacuum Method
™ F2096 - 11 tandard Test Method for Detecting n/a
ross Leaks in Packaging by Internal
surization (Bubble Test)
JASTM F2825 - 18 tandard Practice for Climatic Stressing of n/a
ckaging Systems for Single Parcel
elivery
ASTM F88/F88M-15 [Standard test method for seal strength of n/a
exible barrler material.

iStandards - Labeling

|EN
1041:2008 +
Amd.1:2013

nformation supplied by the manufacturer of
edical devices

EN 1041:2008

ISO 15223-1:2016

edical devices - Symbols to be used with
medical device iabels, labelling and
nformation to be supplied - Part 1: General

requirements

EN ISO 15223~
1:2016
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Guidance Documents

Reference
MEDDEV 2.1/3
rev.3 (Dec-
2009)

MEDDEV 2.7/1
rev.4 (June
2016)

ICH Q1A(R2)
(Feb- 2003)
ICH QIB (Nov-
1996)

ICH QID (Feb-
2002)

ICH QIE (Feb-
2003)

ICH Q3B(R2) (Jun-
2006)

ICH Q3C(R6) (Oct-
2016)

ICH 03D (2014)
ICH Q3D
training
module 3:
2014

ICH Q6A (Oct-
1999)
ANSI/AAMI
ST72:2011
(R2016)

Title

Borderline products, drug-delivery products and medical devices
incorporating, as an integral part, an ancillary medicinal substance
or an ancillary human blood derivative

CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND
NOTIFIED BODIES UNDER DIRECTIVES 93/42/EEC and
90/385/EEC

Stability Testing of New Drug Substances and Products

Stability Testing: Photostability Testing of New Drug Substances and
Products

Bracketing and Matrixing Designs for Stability Testing of New

Drug Substances and Products

Evaluation for Stability Data

Impurities in New Drug Products
Guideline for Residual Solvents

Guideline for Elemental Impurities
Developing an Acceptable Level for a Elemental Impurity not in Q3D

Specifications ; Test Procedures and Acceptance Criteria for New
Drug Substances and New Drug Products : Chemical Substances
Bacterial endotoxins — Test methods, routine monitoring, and
alternatives to batch testing
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Laws and Directives

Reference Title

MDD 93/42/EEC Council Directive 93/42/EEC Medical Device

MPD 2001/83/EC DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL
of 6 November 2001 On the community code relating to medicinai
products for human use

ChemG Anhang 1 Gesetz zum Schutz vor gefahrlichen Stoffen (Chemikaliengesetz -

(zu & 19a Abs. 1) ChemG)-- Anhang 1 (zu 8 19a Abs. 1) Grundsatze der Guten

English translation: Laborpraxis (GLP)

ChemG Appendix 1 English title: Chemical act of the Federal Republic of Germany

(to 8 19a Clause 1) Appendix 1 (to § 19a clause 1) - Principles of Good Laboratory
Practice

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

17



AononHeHue K MHCTPYKLMK NO NPUMEHEHUIO

Cucrema xopoHapHoOro creHta Synsiro Pro,
BbiAenAulero npenapart CUpPo/iInMycC

Bepcus N22 ot 24.01.2024
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CopepxaHue

1. CAHOHNUMMUHDBIC TEPMUHDBI NO TEKCTY AOKYMEHTOSB OT NPON3BOANTON A crrerancaaan 3

2. HanMeHOBaAHHE MEANLIMHCKOTO HIACIINR .couveerneranse 3
3. Caeaennna o paspallovuuke, NPOUIBOANTENE W YNOAHOMOMEHHOM
NPeACTABATENE NPOU3BORNTENN . .... asansecees 3
4‘ Ha’“a“e“ue FO0ORRNNARINIENVNORNNAINIRUORATIORVIDIVEON 3
5. Knaccuuxaymnn 3
6. Ycnoaus u oGnacTb NPUMEHEHNA, NOTEHUWANBHLIA NOTPEOHTEND ccccciiasivennee §
7. KoMNAeKT NOCTAaBKU MERHUNHCKOTO NIACAMNRA..oeceicascrsasaransanas 4
8. OCHOBHbIC TEXHHUNECKUE XAPAKTEPUCTHKM NIREINNA oreceavissssse .4
9. MaTtepnansl, 13 KOTOPbLIX MIFOTOBACHO MEANLIMHCKOE HAAENHE W KOHTAKT C
OpPraHMaIMOM YEnoseKa 7
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11. Ynaxkosxa o 8
11.1. WHAMBKAYaNbHAA/NOTPEONUTENILCKAN YNAKOBKA vuvvrvervrvrivarainisereinsssssnersssnorassas .8
11.2. TpaHcnopTHas ynakosKa ........ eversrteetvareirerteenrsureinertetoasararnorasoanetis SRR °
12. Mapkwnposxa o 9
12.1.  OO6O03HAUEHMA HA STUKETKE . vururetearesssrirarssstsrransasrrercrsacessrostorsesssssarsarseenanssas 9
13. Crepunmaauns, ouUCTKA U ae3nHpeKUna 10
14. WUndopMaUNA O KPATHOCTK NPUMEHEHMA U TEXHNUESCKOM
oScAYMNBAHUN/ PEMOHTE UBAAGNMA .ormrrsrsessnarsrsisssasssseses wll

15. OenMINAHTALUNA, BOIMOKHOCTD YAANEHUA N/ NN ZAMEHDBI CTEHTA weersenenenann 11
16. Mepeyersd pacxogHmIX MATEPUANOS, NPOUYCAYPa UX NPUMEHEHNA M 3aMEHbl. 11

17. Cpox rognocru . 11
18. Ycnoaun TPaHCNOPTUPORKN, XPAHEHMNA ... - 11
19. MopAnOK OCYMECTRACHNA YTUANZAUNN N YHHUTOIKEHUA . e 11

20. Tpebosanun K OXpaHe OKPYXaoWel cpeanl NPY NPUMEHEHMMN ..coccverieanvensas 11

21. MepeuaHb MOXAYHAPOAHBIX AOKYMEHTOB/CTAHAAPTOB, KOTOPLIM
COOTBATCTRYET MEAULIMHCKOE Halenne . 12

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



1. CnHOHMMMuUHBbIE TEPMHHDLI no TeKCcTy AOKYMENHTOB oT
npoussoanTenn

Cuctema KopoHapHOro cTeHTa Synsiro Pro, sbipensiowero npenapaT CMpPoOAUMYC -
WACHTUUHbIE RHauMeHoBaWWA <«CTeHT Synsiro Pro», «Synsiro Pro», «CreHT®», «Cucrema
CTeHTa», «CUCTEMa KOPOHAPHOIro CTEHTax».

2. HanmeHoBaHMe MegMUMHCKOro M3ftenun

Cucrema KOpoHapHOro creHTa Synsiro Pro, ssiaenniowero npenapar cCHpoanuMyc:

1. KopoHapHbih CTeHT Synsiro Pro, BblA€NAIOWWA nNpenapar CcrhDONUMYC, Ha CUCTeMe
DOCTAaBKW, BapwaHTm aAvaMeTpos: 2,25; 2,5; 2,75; 3,0; 3,5; 4,0 MM; sapuaHTbl ANUHLI: 9;
13; 15; 18; 22, 26; 30; 35; 40 MM - 1 wr.

2. Tabnuua pacTaXMMOCTH - 1 wWwr.

3. WMnnauTauMOHHAA KapTa naumeHTa — 1 wr.

4. WHCTpYXUMA NO NPUMEHEHWIO - 1 wiT.

5. [AononHeHue K WHCTPYKLUWK MO NPUMeHeHo — 1 wWwT.

3. CeepeHna o paspaboTumMke, NPpOM3IBOAMTENE M YNOTHOMOMEHHOM
npeacTaBuTene NponssoauTens

PazpaboTunk U NPOM3BOAUTEND:

BIOTRONIK AG, Wseiiuapun

(«BUOTPOHUK AT», LLiBelivapus)

Ackerstrasse 6, 8180 8dlach, Switzerland i
Tenedon: +41 (0)44 864 51 11

®akc: +41 (0)44 864 50 05

YnonHoMouerHbIii NpeACTABMTENL NPOM3IBOAUTENN:

O6WecTBo ¢ OrpaHNUEeHHOR OTBETCTBEHHOCTLI) «BUOTPOHNK» (OO0 «BUOTPOHNK»)
Poccuiickan ®enepaums, 109240, r. Mocksa, yn. Hukonosmckas, aom 26, ctpoeHue 1A,
ITax 2, noMelleHune 6.

Ten.: +7 (495) 789-68-31,

®axc: +7 (495) 789-68-32

office@biotronik.ry

MecTo npoussoACTRa;:
BIOTRONIK AG, Ackerstrasse 6, 8180 Biilach, Switzerland

4. HaznaueHune

CucteMa KOpPOHAPHOrD CTEHTa NpeAHasHaueHa ANsA YBEMYEHWA AvaMeTpa MnpoceeTa
KOPOHapHLIX COCYAOB Y MauWEeHTOB C CUMITOMaMW UWWIeMMYeckoil 60nesHn cepaua,
o0yCNnoBNEHHOW O4aroBbiM CTEHOZUPYIOWWM TIEPBUUYHLIM TMOPAXEHWEM WNW PECTEHO30M
CTeHTa,

5. Knaccuduxkauun

Bce KOPOHApHbIE CTEeHThl, YNOMWUHAEMble B AAHHOW AOKYMEHTaUuuKn, KNacCudbuUMpoBaHbl B
cooTBeTCcTeuMn ¢ [inpekTneoi EC 93/42/EEC, NMpunoxerue II, Bknovan NyHKT 4.

Knacc B 3aBUCUMOCTU OT NOTEHLIMANLHOIO PUCKa MEAULIMHCKUX NPOAYKTOS — 3.

GMDN xoa (koa MnoBGancHoW HomeHknaTypbl MeanuvHekux N3aennin) — 58771 (KopoHapHbIA
CTEHT C NOIHOCTLIO SnoabcopbrupyeMbiM NONUMEPHDBIM NEKAPCTBEHHBIM NOKPLITUEM).
MHOroKpaTHOCTL HCMOAb30BAHUS — ORHOKPATHOE MCNONb3oBaHKE,

CTepunbHOCTD — CTEPUALHDBIA,
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6. YcnoBna M 06AACTL NPUMEHEHUA, NOTEHLUMANBHBIW NoTpebutens

[aHHoe MeanUMHCKoe n3aenne A0MKHO BbiTe NCNONL30BAHO TONLKO CneunanbHO O6y4eHHbIM
NepcoHanoM © B YCNOBUAX CNEUWANM3NPOBAaHHbLIX MEAUUMHCKUX  YUpPEeXAeHWA, npu
NPOBEAEHUN XMPYPIrUMECKUX onepaunii B CTaUMOHAPHBLIX YCNOBUAX.

O6nactb npumexeHnsn: CepgeuHo-cocyaucrans xmpyprus (Mpyu nposeaeHMy YPECKOXHON
TpaHCNIOMUHANBHOM KOpOHapHON SHrMONNACTUKNS UPECKOKHOM KOpOHapHOM
BMELLUaTeNbLTse).

7. KoMnnexT nocrasku MegnLMHCKOro nagenns

CncreMa KOpOHApHOro cCrewTa Synsiro Pro, Bbigensiiowero npenapat CUpoOnnMMycC
NOCTaBARETCR B COCTaBe!:

1. KopoHapHbii CTeHT Synsiro Pro, BbaenslOWMM NpenapaT CHUPONIMMYC, Ha cucreme
HOCTABKKW, BAPUAaKTbI AMaMeTpoB: 2,25; 2.5; 2,75; 3,0; 3,5; 4,0 MM; 8apraHTel AnuHbI: 9;
13; 15; 18; 22; 26; 30; 35; 40 MM - 1 wr.

2. Tabnuua pacraxumoctn - 1 wr,

3. WMNNAHTAUMOHHAA KapTa NauveHTa - 1 Wwr.

4. UHCTpYKUMst NG NPUMEHEHWUIo ~ 1 WT,

S. HononHeHne K UHCTPYKLIMU NO NPUMEHENUIO — 1 WT,

8. OCHOBHbBIC TEXHUYECKHE XAPAKTEPHUCTUKN U3aennsa
Tabnuua 1: Tabnuua HOMEHKNETYPHOro paaa uigenuid Synsiro Pro

MNo3. |YcnosHoe Homep no kaTtanory HomnHanbH |HoMuHanbHa |Pabovan
0bo3HaueHne (Per. N?) (REF number) |bid @ (MM) |9 anuHa(MM) [anuHa (cMm)
1 Synsiro Pro_2.25/9 419155 2,25 S 140
2 Synsiro Pro_2.5/9 419156 2.5 9 140
3 Synsiro Pro 2.75/9 419157 2.73 9 140
4 Synsiro Pro 3.0/9 419158 3 9 140
5 Synsiro Pro_3.5/9 419159 3.5 9 140
6 Synsiro Pro 4.0/9 419160 4.0 9 140
7 Synsiro Pro 2.25/13 |415161 2.25 13 140
8 Synsiro Pro 2.5/13 419162 2.5 13 140
9 Synsiro Pro 2.75/13 |419163 2.75 13 140
10 |Synsiro Pro 3.0/13 1419164 3 13 140
11 Synsiro Pro_3.5/13 |419165 3.5 13 140
12  |Synsiro Pro 4.0/13 419166 4.0 13 140
13 Synsiro Pro_2.25/15 419167 2.25 15 140
14 Synsiro Pro 2.5/15 |419168 2.5 15 140
15 Synsiro Pro 2.75/15 |419169 2.75 15 140
16 |Synsiro Pro_3.0/15 419170 3 15 140
17 Synsiro Pro_3.5/15 [419171 3.5 15 140
18 Synsiro Pro 4.0/15 |419172 4.0 15 140
19 Synsiro Pro 2.25/18 (419173 2.25 18 140
20 Synsiro Pro 2.5/18 419174 2.5 18 140
21 _ |Synsiro Pro 2.75/18 |419175 2.75 18 140
22 Synsiro Pro_3.0/18 (419176 3 18 140
23 Synsiro Pro_3.5/18 1419177 3.5 18 140
24 Synsiro Pro 4.0/18 1419178 4.0 18 140
25  |Synsiro Pro 2.25/22 1419179 2.25 22 140
26 Synsiro Pro_2.5/22 1419180 2.5 22 140
27 Synsiro Pro 2.75/22 1419181 2.75 22 140
28 Synsiro Pro 3.0/22 419182 3.0 22 140
29 Synsiro Pro_3.5/22 1419183 3.5 22 140
30 Synsiro Pro 4.0/22 419184 4.0 22 140
31 Synsiro Pro 2.25/26 1419185 2.25 26 140
32 Synsiro Pro 2.5/26 419186 2.5 26 140
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33 [Synsiro Pro_2.75/26 [419187 2.75 26 140
34 Synsiro Pro 3.0/26 419188 3.0 26 140
35 |Synsiro Pro 3.5/26  |419189 3.5 26 140
36__ |Synsiro Pro_4.0/26 _ [415190 4.0 26 140
37 |Synsiro Pro 2.25/30 1419191 2.25 30 140
38 Synsiro Pro 2.5/30 419192 2.5 30 140
39 Synsiro Pro 2.75/30  [419193 2.75 30 140
40  |Synsiro Pro_3.0/30_ _ ]419194 3.0 30 140
41 Synsiro Pro 3.5/30 419195 3.5 30 140
42 [Synsiro Pro_4.0/30  [419196 4.0 30 140
43 |Synsiro Pro 2.25/35 |419197 2.25 35 140
44  |Synsiro Pro 2.5/35 419198 2.5 35 140
45 Synsiro Pro 2.75/35 1419199 2.75 35 140
46 Synsiro Pro 3.0/35 419200 3.0 35 140
47 Synsiro Pro_3.5/35 1419201 3.5 35 140
48 Synsiro Pro _4.0/35 1419202 4.0 35 140
49 Synsiro Pro _2.25/40 1419203 2.25 40 140
S0 Synsiro Pro 2.5/40 1419204 2.5 40 140
51 Synsiro Pro 2.75/40 1419205 2.75 40 140
52 Synsiro Pro 3.0/40 1419206 3.0 40 140
53 Synsiro Pro 3.5/40 1419207 3.5 40 140
54 Synsiro Pro 4.0/40 1419208 4.0 40 140

Tabnuvua 2: O630p HOMEHKNATYPHOroe paga wasennin

Homunanohan anuna (MmM)
AucranbHas | KoHcTpyku HOMUHANLHEIH 9(13| 15 | 18 ,_-.:2 26| 30 | 35 | 40
HapyxHas | nsa crenTa p :
Tpybka [Mn]

(AHT, DOT)

2.7 OpeHH T6S 2,25 x| x| x X X (x| x X X
2,5 x| x| x X X | x| x X X
2,75 Xl x| x X x | x| x X X
3,0 Xfjx| x X X { x| x p X

2.9 Opern T6M 35 x| x| x X X | x| x X X
4,0 X| x| x X X | x| x x X

X: QoCcTynHue pa3Mepkl U3aenus

PaGouyana anuHa: 140 cMm
HoMunanbHoe nasneHune: 10 atm
PacuerHoe gasnenue pa3pbiBa: 16 atM

NMprHagnexHocTu:

A

MpoeonouHbii NposoaHUK = 0,014" (= 0,36 MM)

MposoaHUKOBLIW KaTterep 5 MpeHY, BHYTPEHHWHA
AvameTp 2 0,056" (= 1,42 mm)

Tabnvua 3: Pabovas (3¢ dexkrusHan) anvHa / AnvHa KaHana NpoBOAHWKA

lpynna naaenwi Pabouas (addexTvBHan) AnvHa KaHana npoBOAHMKA
ANVHa
(HoMUHANBHLIA @ [MM]) [mMM] [mMM]
JIo6bIX pa3zMepoe 1400 290
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Tabnuua 4: HoMWHanbHBIM HAPYXHbIA AMaMeTp CTePXHA KaTeTepa

fpynna nagenwii

{(HoMUHaNLHLIA B [MM])

HoMuHaneHLIA HapYXHbIW AnaMeTp
NPOKCMManbHOrQ CTepXXHA
{runaTpybku) (®peHy)
(2KBUBANIEHT B MM)

HoMuHanbRbIiA HapyXHbIA
AVAMETD AUCTaNbHOro
cTepxHa (®peHy)
(aKBUBANEHT B MM)

2,25/2,5/2,75/3,0
3,5/4,0

2,0

Opery (0,66 MM)

2,7 OpeHy (3,89 MMM)

2,9 ®peny (0,96 MM)

Tabnwnua 5: fasneHune, gvameTp 6annoHa

Fpynna w3nenui

HoMuHEanbHOe AaBneHue

PacueTHoe paeneHne pa3pwiaa

{(HOMUHANLHLIN AnameTp [(MM]) |(HO, NP) (POP)

[aTm] [xNa] [aTM] [xNa]
@ 2,25 i 10 1013 16 1621
22,5 10 1013 16 1621
@ 2,75 10 1013 16 1621
@ 3,0 10 1013 16 1621
@ 3,5 10 1013 16 1621
@4,0 10 1013 16 1621

Tabnuua 6: Bpema HagyBaHWA U cayBaHnug GannoHa

Fpynna usgenvin Makc. speMa HanyBaHus Maxkc. BpeMs cayBaHna
(HomMuHanbHed @ [MM]) [c] (c]
Niobbix pasMepos £15c £35c

Tabnwvua 7: Npeaen NPOMHOCTM Ha PAa3pbiB WK pacTsKeHue

Mpynna MuHUMaNbHLIA Npeaen NPOYHOCTH Ha Pa3pbie MNK pacTaxeHue [H]
Mlnenum
(HoMuHanN Nutoit noa Cnaiika nopra MpokcuMansHas KaTerep cuctembl
bHbIA @ AasneHueM xab | BbixOAa NpoBoaHuKa | cnaika SannoHa ROCTaBKN
[(mm]) {xab k {runoTpybKa K {ancranbHan (mnoTpytka)
runoTpybxe) AUCTANbHON HapyXHasa Tpybka K
HapyxHown Tpybke) Gannony)
Jiobbix 225H 26 H 26 H 26 H
|pa3mepos

Tabnuua 8: ToAWMKHA CTEHKWU CTEHTa

fpynna usaenuii (HoMmHanbHLIA @ [MM])

TomuymHa CTeHKH CTeHTa [MKM]

T6S 60
TeM 80
Tabnuua 9: GYHKUWOHANBHBIE XaPaKTEPUCTUKK NPYU HOMWHANbLHOM aasneHuu (HA)
Fpynna naaenvi SnactnuHbiiA XectkocTb Ha usrnbe - | Ykopouehue [%]
(KOHCTPYKUMA CTeHTa) pekoin [%] pacmupeunbzlﬁ CTEeHT
[HMM?]

T6S s7 < 20 £10

T6M s7 < 30 < 10
Tabnuua 10: MakCUMaNbHBIA NOCTANNATAUMOHHBIN ANAMETP CTEHTa
Fpynna nanenni MakcuManbHbLIA NOCTANNATAUNOHHBIA AnaMeTp (MM)
{(HoMuHanNbHLIA B [MM]) (BHYTPEHHWA AMAMETD CTEeHTA)
©225/@25/98275/@3,0]35MM
935/240 4.5 MM

Macca uapenms - 3,1 r Ans BCex TUNOPa3MepoB
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Tabnuya 11: XapakTepucTuku CUCTEMbl AOCTABKU

Homunansuwit @ | ¢ dexr BrHewHui B cucremnl PonycrumMulii paguwyc
[mm]) HBHAR AOCTABKN neperufa cucreMm
ANuKa (F/mm) faocraskn (MM)
(mm)
2,25/25/2,75/ 1400 NpokcuManbHblif cTepXeHb: | NMpokcuManbHbiA CTEpXeHb
3,0 2.0 F (0,66 MM) < 10 MM
AvcTtanbHblit cTepxenb: 2,7 F | AucransHblid cTepxeHb
(0,89 MM) < 4.0 MM
3,5/4,0 NpokcuManeHbeih wagr: 2.0 F | |
(0.66 Mm) Bannon nogaepxusaer
BO3MOXHOCTh
AucransvHeid wadpT: 2.9 F pazayBaHUA/ClYBaHUA
(0,96 Mm) AO/OT pacueTHoro
AaBeHna paspbiBa B
COrHyTON KOHMIrypaLnm.

YcranocTHast npounocrs SannoHa
Bannou BbiAEpXUBAET MUHMMYM 10 LIMKNOB CO BpeMeHeM BbigepXKu 30 cekyHa npw
Pac4YeTROM AABNEHUM Pa3pbiBa.

9. Marepnanni, U3 KOTOPbLIX M3FrOTOBJIGHO MEAMLIMHCKOE M3AenMe m
KOHTAKT C OPraHu3MoOM UYenoOBeKa

Koxrakr
KoMnoMeHT C TRNOM Marepuan, TOprosoe HaNMeHOBAHKE

(Aa/Her)
CncreMa gocraskm ‘
Xab runoTpybku Her MNonvamua 12 huoneToBbIA 5 .
Tpybka runoTpy6ku Her Hepxaseiowan cranb
Mapkep cTepxHs Aa YepHuna Ans NeyaT Ha OCHOBE aKpUAoBbIX
runoTpybkv cMon
O6onouka runoTpybku  |Ala NonnamMna 12, yronbHbi% YEPHLIA KpacuTens
BHyTpeHHAA TPpYOKa Aa MonnM3TMNEH BLICOKOW NNOTHOCTH
(BHYTDEHHWW CNOA)
BHYTpeHHAR Tpy6Ka HeT CononuMep MasienRoBOro aHrMApUAa € 3TUNEHOM
(cpegHui cnoit)
BHyTpPeHHAR Tpy6Ka Her flonnadupHbie 6nok-amuabl, PUONETOBLIK
{HapYXHbIR CNOK) Kpacurens
PeHTreHOKOHTpacTHan  |Her fNInatuHo-MpuUANEBLIA CNNAaB
MeTKa
[AucTanbHas Tpybka a Nonnamua 12
BannoH Iﬂa Monnamna 12
NpokcumanoHoe Ada FnapodobHoe NoKpLITHE Ha 0CHOBE CUIMKOHA
rwapogdobHoe nokpbrue (ny6pUKaHT, H-renTaH oYNWEHHbLIW)
AncransHoe HAa mapodunbHoOe NOKPBITUE Ha OCHoBe
ruapotunbHoe nonusuHUNNMpponuaona {(6asosBuii cnoi /
NoKpLITUe BEPXHUA cnoi)
CrenT
Kopnyc creHTa [Aa KobaneT-xpoMOBLIK CNnas
Mokpbitne nosepxHocT |da AMOpPDHLIA Kapoua KpeMHUA, o6oraweHHbI
CTEeHTa BOAOPOAOM
NonuMepHoe nokpeitTie |Oda Buoabcopbupyeman MaTpuua U3 nonn-fl-nakruaa
BIOlute coaepxawan Cuponumyc

Crabunuaatop
XnopodopMm
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BuAl KOHTAKTA C OPraHNn3IMOM NAUMENHTA

CucreMa KOPOHapHOrD CTEMTa, BLAGNAIOWEro npenapat CUPoNUMYC, B BapvaHTe
ucnonHeHnsl Synsiro Pro uMeer cneyiollMid BUA KOHTAKTa € OpraHuaMoOM yenoseka (B
cooTeeTcTemMm ¢ ISO 10993-1):

CrenT Synsiro Pro, UMNnaHTMpyeMoe uagenue, UMeocllee NpsSMoN, AONMOBPEMEHHbINH

CrenTt Synsiro Pro (6onee 30 CyT.) KOHTAKT C KODOHAPHBIMU APTEPUAMU U KPOBLIO

Cucrema A0CTaBKW KparkoBpeMeHHbIN KOHTaKT (MeHee 24 4acoB) C UMPKYNUpYIOWen

creHTta Synsiro Pro, KPOBbLIO

Cucrema gocrasku

cTeHTa Synsiro Pro

Ynakosxa HeT KOHTaKTa € OpraHM3MoM (MeaMUMHCKKWIA nepcoHan paboTaer B
nepyartkax)

10. Ananns pnckos

Bo BpeMa pa3paboTkn CUCTEMbI KOPOHApHOro creHTa Synsiro Pro, sbiaensiouwlero npenapar
cnponumyc 661 npoBeaeH  TUlATE/bHBLIA  AaHAaAM3  pPUCKOB B  COOTBETCTBMA C
CEpPTUHUUMPOBAHHBIM AW3AMHOM W CTAHARAPTHLIMKM  ONEPAUMOHHLIMW  NpoueaypaMu Mo
ynpasnenuio puckom komnaHiv BUOTPOHUK (B cooteetctemu ¢ ISO 14971). B xope
aHanM3a 6bINK OLEHREeHbl M KnaccupuuUpoBaHbl COrNacHO BEPOATHOCTM W BbIPAXEHHOCTH
BO3MOXHbIE ONACHOCTH, CBA3AHHBLIE C Pa3paboTKoA, PYHKUMOHANbHOCTLIO N NCNONB3OBAHWEM
nagennin. Ecnu puckn 6binn onpeaeneHsl Kak HeAONYCTUMbIe, NPUHUMAANCL afeKBaTHbie
MEPbl ANS YCTPAHeHWS WAW MWHWMU3ALMM COOTBETCTBEHHO K BEpOATHOCTU W/ vnwn
BbLIPAXEHHOCT ONnacHocTK. TpebyeMble MeponNpuUATUA MO MUHMMM3AUUM pucka Boblnu
pazaeneHbl Ha CReaylowue KaTeropuu: HEenocpeacTEeHHbIE, OnocpefoBaHMbie #
npeaynpeaurensHbie, 3MhPEeKTUBHROCTb BCEX MEPONPUATUIA NO MUHMMU3AUMK PUCKA Obina
HCNbITaHa BO BpeMsi Bepudurkauun/sanvaaumm NpoayKTa.

11. Ynakoska

11.1. MHanenayansHan/noTpebuTensCKan ynaKkoska

CucTeMa cTeHTa NoCTaBNAETCR B CTEPUNLHON YraKoBke,

YNakoBKa COCTOMT M3 3alMTHOr0 ynakoBOMHOID KONbUa (AMCNeHcepa), U3rOTOBAEHHOIO M3
NOJIMSTWNEHa BbLICOKOW NNOTHOCTM, BHYTPU TFepPMETMUHOrO HeNpo3paYHOro nakerva,
COCTORIEro M3 dacri Tyvek u aniomuHueeoil ¢onbrn. ocne oTkadku CTEprAN3YIoWero
BEleCTBa U3 NaKeTa MakeT 3anonHseTcA WHepPTHbIM ra3oM  (Ar: Aprou). 3arem,
ANIOMUHUEBAN YACTb NAKETA NOAHOCTLIO FEPMETUINPYETC Ha FpaHnue ¢ okHoM Tyvek, 3atem
oTpesaeTca dacre NakeTa Tyvek. [vcneHcep 3au\MWAET CUCTEMY CTEHTa B CTEPU/IbHOM
flakete OT NOBPeXAEHWW YW OTAGNAET CTEHT M CUCTEMY AO0CTaBKN (NPOXCUMaNbHLIA W
AMCTanbHLIM CTEPXHKU) OT naketa. Kpome TOro, AUcTanbHas 4acTb M3nennsa (BKNIOYAA CTEHT
W CNOXEHHbIA GaNNOH) NOKPLITA 33UNTHOW OBONOYKONR U NPOTEXTOPOM. 3aWKUTRAA obonovuka
M NpOTEKTOP YAEPXUBAKT CNOXEHHbIA (Ha 6annoHE) CTEeHT BHYTPM AMCNeHCepa U
NOAACPXKMBAOT KaHan npoBoaHUKa. KonblLo AMCNEHcepa NOMELLAeTCR BHYTDW CTepPUNbHOW
BRYTPEHHEN YNaKoBKW. BHEWHAN yNaKkoska COAEPXUT OAHY KapTOHHYI0 KOPobKy (ToBapHyio
yNaKoBKY), B8 KOTOPYKD ynakoBaHe! oauH (1) cTtepunbHLbIid naker ¥ oaHa {1) UNN. Kopobka
oneuartkiBAeTCA NeYaTehio KOHTpoNnAa Kauecrsa (QSI-Seal).

Mapxkupoexka HaHeCceHa Ha BHYTPEHHION ¥ BHEWHIOW YNaKOBKM.

C uenbio obecneveHKs CTEPUNBHOCTU YNAKOBKM CTEHTa NPOBOAUTCA Bannaauus YNakoBKW.
Vagenue BbAEPKUBANOCh 8 PEXUME pPeanbrOroe BpeMeHuw A0 2 NeT v NpPoBoaAvNNUCH
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MUCNLITAHUA Ha CTEPUILHOCTR U3AGNUS W IFePMETUYHOCTL YNakoeku, COrnacHo pesynbraraMm
MUCNLITAHWIA CPOK FOAHOCTY YNAaKOBKKU COCTABNAET 2 roja.

11.2, TpaHcnOpPTHAA YNaKoOBKa

U3nenua yknaabiBalOTCA 8 TPaHCNOPTHYI0 YNakoBKy, NpeacTasnsiomylo coboii kopobky,
W3roTORNEHHYI0 W3 TOMPUPOBAHHOrO KapToHa, KapToHHyio Kopobky 3aKkpelBaloT W
DUKCHPYIOT NUNKOW NEHTON.

AonyckaeTcs ynakoBKa HECKO/IbKUX W3AeNuii B COOTBETCTBMM C rabapuUTHbIMW paaMepaMmu
TPAHCNOPTHOR YNAKOBKW, BKNIOYAR BO3AYWHO-NY3bIPLKOBYIO NAEHKY NPKH YCNOBUM, YTO BCE
KOMNAEKTH! NOMHOCTHIO 06LPHYTLI NY3LIPLKOBOK MNNIEHKOW, KOTOPYIO TAKXKE NOMELWAT MexXay
K3PTOHHBIMW KOPOGKaMU W KaXAO0N CTOPOHON TPAHCNOPTHON YNaKOBKM.

12. MapkupoBka

12.1. OGO3HAUECHUA H3 ITUKETKE
STERILE|E0) CTepunn308aH0 OKCUAOM TUNEHA

XPaHUTE B CYXOM MecTe

He nogeepraiire NOBTOPHONU Crepuansaunmn

CMOTPUTE MHCTPYKLMIO MO NPUMEHERNIO

He ucnonb3oBaTe NOBTOPHO

XpaHUTL B 3alUULIEHHOM OT CONHEYHC ™0 CBETa Mecre

Aata n3roToBneHus

U3roroBuTeNnb

BHuMarne

CpoK rogaHocT

KoAa naptum

Homep no katanory

OrpaHuueHne no TeMnepaTtype ANA XpaHeHW!

AonycTUMbie OTKNOHEHWA TEMNEPATYPbI NPU XpaHEHUU

BO3MOXHO NPUMEHEHWE NPU ONpeaeneHHbIX yenoBusx MPT

%B’E**EEMB‘&’*@E@*

HoMWHankHoOEe ApasneHue
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RBP HoMUHaNbHOE AaBNEHNE Pa3PLIBa

@ He WCNoNL308aTb, €CAWN YNAKOBKA NOBPEXAEHA
Stent Material: CoCr MaTepuan creHTa: KOGaNbTOXPOMOBLIK cnnas
Stent Type: BX Tun creHTa: 6annoHopacwmpaeMblii

AONONHUTRSibHO!

C E MapkupoBka CE
mn
GTIN o rnobanbrbiit HOMEp TOBAPHOW NPOAYKUUN
YNonHOMOYEHHbIA npeacraBuTens 8 EC
@ WMnopTep
QR-koA
Ans TPaHCNOPTHOW YNaKOBKK:
41 Bepx TOBapa
! OCTOPOXHO: XpynKoe
@} . MpuroaeH ans nepepaborkun

T XpaHuTb B CYXOM MecTe

13. Crepmansauus, oUMCTKa B aAe3uHdeKUns

Cucrema KopoHapHoOre crewta Synsiro Pro, Bbigensiowere npenapar  cuponuMmyc
NOCTABNAETCA CTepUNnbHON. CTepunn3auMa OCYUECTBAAETCA 3TWIEHOM OKCUA3. YPOBEHb
obecneueHun CTepunbHOCTU: MuHUMYM 1075, poaykT cTepuneH nocne o0AHOFO LWKAA
crepunusaiinn,

MoBTOpHaA CTEPUAN3aLUA 3anpeLleHa,

Ouucrka, AeauHdexuMas W NOBTOPHAR CTEPUAM3AUMA  HENDUMEHWMBbI, T.K. W3genue
NpeaHas’HavyeHo Ans 0AHOPAZ0BOrG UCMONL3OBAHUA.
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14. npopMauMa O KPATHOCTH NPUMEHEHMA ¢ TEeXHMUYECKOM
oGcnyusaHmn/peMoHTe U3nenun

CuctemMa KOpPOHapHOre CTeHTa Synsiro Pro, sbigenaowero npenapat CUPONMMYC SBARETCA
OfHOPA30BbIM UFACNUEM W HE NOANEXUT TEXHUIYECKOMY 0BCNYXUBAHUIO U PEMOHTY,

CucTeMa KOPOHAPHOro CTeHTa Synsiro Pro, BbLIAENAWEro npenapat CUPOAUMYC
npeaHasHaueHa TOALKO ANS  OAHOKPATHOrO  MCNonbaosamua. HENL3A  NOBTOPHO
UCNONb308aTb U3aenue. MOBTOPHOE UCMONL3OBAHME U3AENAWNS COIAAET NOTEHUNANbHBIA PUCK
MHOUUWPOBAHUA NALMEHTA MW NONL3OBATENN. 3ArpA3HEHVE W3AENUA MOXET NPUBECTH K
noBpexAeHWIo, 3360N1EBAHKI0 NU CMEPTH NALMEHTA.

15. fJevmnnanTaunsa, BO3IMOXKHOCTD YRAANECHURA U/ MAN 3AMEHDbI CTENTA
CTeHT He MOXeT ObiITb yAaneH M/HJIH 3aMeHeH nocne ero UMNNaHTauuu,

16. MepeueHk PacxogHbiX MAaTEPHMANoOB, nNpoueaypa MX NMpUMMeHeHus
M 3aMEHb

CnCTeMa KOPOHapHOro CTeHTa Synsiro Pro, BuiAGNAIOWEro npenapar CMpoNMMYyC ABASETCA
OAHOPA30BLIM U3AENUEM W HE COAEPXUT PAaCcXOAHbIX MATEPUanoB.

17. Cpok rogHoCTH
Cpox roaHoOCTN nanenus cocraenser 2 (4sa) roga.

18. Ycnosusa TpaHCNoOpTHPOBKN, XPAHEHUA

XpaHuTb B Cyxom MecTe, Gepeub OT cBeTa. XpaHuTh npu Temneparype ot 15°C (59°F) ao
25°C (77°F). Qonyckaercsa XpaHeHue Npu KPaTKOBPEeMEeHHbLIX KoneSanusx TeMnepaTypbt OF
10°C (50°F) ao 40°C (104°F) a0 48 vacos.

yenosus skcnnyavaumu: ot 32°C (90°F) ao 42°C (108°F)

DaHHoe MeauuMHCKOe u3Aenne TPaHCNOPTUPYIOT BCEeMU BWAAMU TPaHCNOPTa B8 KpbiTbiX
TPaHCNOPTHBIX CPEACTBaX B COOTBETCTBUM C TPEGOBaHWAMU N NpasuiamMn Nepesoskun rpysos,
ASACTBYIOWMX HA TpaHCNopTe Kaxaoro Buaa. C MEAWUWHCKWM u3genneM HeobxoawMmo
obpawaTeci C OCTOPOXHOCTLIO., XPaHuTh B OPUrMHANLHOW YNAKOBKR2, B CYXOM, TEMHOM !
npoxnaaHoM Mecre. TpaHCNOPTUPOBKA BO3MOXHA Npu Temnepatype oT 15°C (59°F) ao 25°C
(77°F). AonycKaloTCA KPaTKOBpPeMeHHbIe KonebaHua tTemnepatypel or 10°C (50°F) ao 40°C
(104°F) no 48 vacos.

19. MopaaOk oCYIECTBNEHMUA YTHAN3ALINK M YHHUUTOKEHNSA

N3penna, KoTopbie KOHTakTUpOBanu ¢ Kposbld M (WAW) ApYrMMM  OGMONOrAMECKMMH
KUOKOCTAMU TNAUMEHTOB CReayeT YTUAM3MPOBaTe B COOTBETCTBMM € AeACTBYIOWMMU
TpebosaHmaAMU Mo ofpallednio ¢ MEAUUMHCKUMM OTXOAAMM, YCTaHoBNeHHbIMU CaHluH ans
knacca B n ApyruMn HOpMaTMBHBIMK akTaMu Poccuiickoil deaepauun.

Heucnons3oBaHHbIE U3AENUS, BRAIOYAA M3AMNA C UCTEKIIWM CPOKOM FOAHOCTH (KOTOopbie He
KOHTAKTUPOBaNW C GMONOTMYECKUMU XKUAKOCTAMM nauueHToa) cnegyetr yTUAW3WPOBaTe B
COOTBETCTBMM C NPOUEAYPON YTUAN3AUWM TBEPALIX XO3ANCTBEHHbIX OTXOA0B, YCTAHOBNEHHOW
AGHCTBYIOWUM 3aKOHOAATENLCTBOM POCCUItCKOK Deaepaunmn Ann xnacca A.

20. TpebosaHna K OXpaHe OKpYXXalowen cpenbl npn npuMeHeHmu

DaHHOe MeAWUMHCKOe u3genne ¢ yueToM cobniofieHna TpeGoBaHWii 3KCNNYaTaUWNOHHOM
AOKYMEHTAUMU MpY  UCNONL30BAHUK, TPAMCNOPTUPOBKE ¥ XPaHEHWU He 0Ka3biBaeT
HeraTUBHOrO BO3AEHCTBUA Ha 4ENOBEKAa M OKPYXalowyio cpeay.
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21. NMepeyeHb MeXAYyHapoAHbIX AOKYMEeHTOB/CTaHAapTOB, KOTOPbIM
COOTBETCTBYEeT MeANLUVNHCKOe nsagenue

Tpe6oBaHuA cneaylouiMx cTaHAapTOB, PYKOBOACTB, AUPEKTUB U 3aKOHOB BbIMOMHAOTCSA B TOl
Mepe, B Kakoli OHW MPUMEHUMbI K COOTBETCTBYIOLWEMY WU3LENUIO.

HekoTopble MCMbITAHUA 6GbiNM BbINOMHEHbI A0 BbiINyCKa TeKylleli Bepcuu cTaHgapTa. B aTom
cnyyae BCe “pe3ynbTaTbl UCNbITAHUA 6bIIM MPOBEPEHbI Ha COOTBETCTBUE AelCTBYHOULEMY
cTaHaapTy. Ecnu pesynbTaTbl MUCMbITAHWS BCe elle AeliCTBUTE/NbHbI, B CMUCKE YyKa3blBaeTcs
TONbKO TEKYlasi Bepcus ctaHgapra.

CTtaHpaapThl
[Goomeerc
MNveravbe BYET _
CleHxObl e e rtH
[CoosooEr Heeeave aw
aawe] (iTaWy
CtaHpgapTbl O6wWMmMe cTaHgapTbl MEAULMHCKOIoO o6opyaoBaHus
1SO N3penus meguuuHckue. CUCTEMb EN ISO
13485:2016 MeHe[)KMeHTa KadecTBa. TpeboBaHusa ans 13485:2016
uenen perynmpoBaHus + AC:2016
I1ISO N3penus megnuuHckue. TNMpuMeHeHne MeHeXMeHTa EN ISO
14971:2007 pucka K MeAULUHCKUM n3genmam 14971:2012
(ncnpaBneHH
as Bepcus
2007-10-01)
IEC 62366-1 WN3pnenusa meguumHckue. NpoeKkTUpoBaHue EN
:12:%?643 Cor. MeLULUHCKUX n3genunii ¢ y4eTom sKcnayaTalnoHHOW 62366:2008
NpUroLHOCTH
CTaHaapTbl - C y4eTOM KOHKPETHOro mnsgenus
ISO 25539- MMnnaHTaTbl cepAeYHo-cocyancThie. BHyTpuUcocyamcTbie EN 1SO
2:2012 mmnnaaHTatel. Yactb 2. CocyAnCTble CTEHTbI 25539-
2:2009 +
AC:2011
ISO NmnnaHTaTbl Xupypruyeckne HeaktusHble. Obuwune EN 1SO
14630:2012 TpeboBaHuA. 14630:2009
ISO 10555- KaTeTepbl BHYTpPUCOCYAMUCTble CTEPUIbHbIE O4HOKPATHOrO EN ISO
1:2013 + npumeHeHuns. Yactb 1. O6uwune TexHnyeckne TpeboBaHms 10555-
Amdl:2017 1:2009
ISO 80369- CoeauHNTENN C HEBOMbIIUM BHYTPEHHUM AMaMeTPOM A/ EN
7:2016 XXNAKOCTen 1 ra3osB, NpUMeHsieMble B megunumnHe. Yactb 7. 1707:1996
(ncnpasnenH CoegunHMUTENN BHYTPUCOCYAMCTOrO WM MOAKOXHOrO n EN
asa Bepcus npUMeHeHNs 20594-
Al:1997
b AC: 1996
ISO 80369- CoeMHNTENN C HE6ONMbWKUM BHYTPEHHUM AMAMETPOM ANA H/n
20:2015 XWAKOCTEN ¥ rasoB, NpUMeHseMble B MeauuMHe. YacTb
20. O6wmne MeToabl UCnbITaHWUNA
ASTM F2052 CTaHAapTHbIi MeToA wcnbITaHWii Ans u3mepeHus cunbl  H/M
- 15 cMeleHuns, Bbl3BAHHO MarHUTHbIM nonew, B
MeAULUHCKUX YCTpPOWCTBAxX B YC/AOBUAX MArHUTHOTO
pe3oHaHca
12
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ASTM F2119
- 07(2013)

ASTM F2182
- 1la

ASTM F2213
- 17

ASTM F2503
- 13

(4acTnyHo)

EBponelickas
®apmakones
2.9.3
EBponelickas
dapmakones
5.17.1

CTaHAapTHbIA MeTof TeCTUPOBAHUS A1t OLEHKHU
apTeakToB MP-n306paxeHust oT NacCUBHbIX
MMNAaHTaToB

CTaHAapTHbI MeTof TeCTUPOBaHWA AN U3MepeHus
paAnoyacTOTHOrO HarpeBa Ha MAcCUMBHbLIX MMMAaHTaTax
unu B6IU3N HUX BO BpeMs MP-Tomorpaduu
CTaHAapTHbI MeTof TeCTUPOBaHUSA A4/ U3MepeHus
MarHUTHO-UHAYLUMPOBAHHOTO KPYTALWEro MOMeHTa Ha
MeaULMHCKUX YyCTPOlicTBax B CPefie MarHUTHOTO
pesoHaHca

CTaHgapTHas nNpakTuka MapKUpPOBKUM MeAUNLUHCKNX
YCTPOWCTB M gpyrux npegMmeToB AN obecnevyeHus
6e30nacHoOCT B cpefile MarHUTHOrO pe3oHaHca

TecT «pacTBOPeHUE» A5 TBEPAbIX LO3MPOBAHHLIX DOPM

PekomeHaaLMy No NPoBeAEHUI0 TecTa «pacTBOpPeHue»

CTaHAapTbl - BUOCOBMECTUMOCTb

1ISO 10993-
1:2009 +
Cor.1:2010

ISO 10993-
3:2014

ISO 10993-
4:2017

ISO 10993-
5:2009

ISO 10993-
6:2016

1ISO 10993-
7:2008 +
Cor.1:2009

1ISO 10993-

9:2009

ISO 10993-

10:2010

ISO 10993-
11:2017

OueHKa 6M0/10rMYecKoro AeicTBMS MeanLMHCKNX
nsgenuii. OueHKa M UCMbITAaHUS B pamMKax npouecca
MeHegXXMeHTa pucka

OueHKa 6MOOrMYecKoro AelicTBUA MeAULUHCKUX
n3pgennii. Yactb 3. iccnegoBaHna reHOTOKCUYHOCTH,
KaHUEPOreHHOCTU U TOKCUYECKOro AeincTBMsA Ha
PENPOAYKTUBHYIO (DYHKLMIO

OueHka 6M0N0OrMYECcKOro AecTBna MeauLNHCKNX
nsgennii. Yactb 4. WccnegoBaHus nsaenni,
B3aUMOAENCTBYOLWNX C KPOBbHO

OueHka 6M0I0rMYEecKOro AeCTBUS MeULMHCKUX
nsgennii. Yactb 5. MccnegoBaHna Ha LMTOTOKCUYHCCTb:
mMeToAbl in vitro

OueHka 6M0O0TMYECcKOro AeCTBUA MeAULUHCKUX
nspgennii. Yactb 6. NccnepoBaHnsa MecTHOro AencTBus
nocne mmnaaHtauumu

OueHka 6M0N0OrMYecKoro feicTBmsa MeguLUMNHCKMNX
nsgennii. Yacte 7. OcTtatoyHoe cofepXxaHue
3TUNEeHOKCupa nocne crepuausanmum

OueHKa 610/10rMYecKoro geiicTBus MeguLMHCKNX

nsgennii. Yacte 9. OCHOBHblE MPUHLNMbI MAEHTUGUKaLUN

N KONIMYECTBEHHOTO onpeaenieHnsa noTeHunanbHblX
NPOAYKTOB AeCTPYKLMUK

OueHka 6monornyeckoro AeiicTBUsA MegULUHCKNX
n3gennii. Yactb 10. AccnegoBaHus pasgpaxkatwuwero um
ceHCcMbUNM3npyroLwero gelicteus

OueHka 6MoNornyeckoro AelicTBUSA MeAULUHCKUX
n3pgennii. Yactb 11. MiccnepgoBaHnsa 06UETOKCMYECKOTO
nencTeus
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H/N

H/n

H/n

H/n

H/n

H/n

EN 1SO
10993-
1:2009 «
AC:2010

EN ISO
10993-
3:2014

EN 1SO
10993-
4:2017

EN ISO
10993-
5:2009
EN ISO
10993-
6:2009
EN 1SO
10993-
7:2008 +
AC:2009

EN ISO
10993-
9:2009
H/N

EN 1SO
10993-
11:2009
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ISO 10993-
12:2012

ISO 10993-
13: 2010

ISO 10993-
15:2000

ISO 10993-
18:2005

ASTM F756
17

USP <151>

OueHka 6MONOrMYecKoro 4encTBnsa MeauLUHCKNX
n3gennii. Yacte 12. MpurotoBneHne npob6 u
KOHTPOJIbHble 06pasLbl

OueHka 6M0n0OrMYeckoro aecTena MeauLUHCKNX
nsgennii. Yacte 13. igeHTUupmKauma n Koam4ecTBeHHOe
onpegeneHve NpoAyKTOB Aerpajaunmn noaMMepHbIX
MeLULUHCKNX U3aenni

OueHka 6M0ONOrMYecKoro AencTBnMsa MeguLUHCKNX
ngennii. Yacto 15. igeHTumKauma n KonmyecTBeHHoe
onpegeneHve NpoAyKTOB Agerpajauvn nigenunini 3
mMeTasnoB ¥ CnjaBoB

OueHka 6M0ONOrMYEcKOro AencTBMSa MeAULUHCKNX
n3gennii. Yactb 18. MccnegoBaHne XMMUYECKUX CBOWCTB
maTtepuanos

CTaHfapTHas npakTuka OUEeHKW reMoIMTUYEeCKUX CBOWUCTB
maTtepuanos

NccneposaHne Ha nuporeHHocTb (USP mccnepgosaHue Ha
Kponunkax)

CtaHpapTbl - CTepunnsauuda

EN 556-
1:2001 «
AC:2006

1SO
11135:2014

ISO 11138-
1:2017

ISO 11138-
2:2017

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

ISO 11737-
2:2009

USP <85>

USP <161>

USP <71>
EBponeiickas
dapmakones
2.6.1
EBponeiickas
dapmakones

Ctepunmnsauma mMeguuUMHCKUX nsgennii. TpeboBaHusa K
MeOULNHCKUM U3LeNNAM KaTeropum «CTePUsibHbIE».
YacTb 1. Tpeb6oBaHUA K MEAULUHCKUM U3LEUAM,
nognexawum GUHUWHON cTepunmsaynm

Ctepunusauns MeauLMHCKONR NpoayKUuUnU. 3TUNEHOKCUA,.
TpeboBaHua K pa3paboTke, Banugaunum u Tekywemy
ynpaBfeHuto npoLeccom crepuausaumm

CTepunusaums MeguLUHCKON NpoayKumn. Buonormyeckue
nHankatopbl. Yacte 1. O6wme TpeboBaHuA

CTepunusaums MeguLUHCKON npoaykumn. Bronormueckne
WHAMKaTopbl. YacTb 2. buonornyeckme nHankKatopsl AnA
cTepuamsaumnum OKCUAOM 3TUeHa

Ctepunmnsauyma MeLULUHCKUX U3LENUNR.
Mukpobuonornyeckme metodbl. Yacte 1. OuyeHka
nonynsaymMm MMUKPOOPraHM3MoB Ha NMpPogyKTax

Ctepununsaymna MeguuUMHCKUX N3LENNiA.
Mwukpobuonornyeckne metoabl. Yacte 2. WcnblTaHUA Ha
CTEPUbHOCTb, MPOBOAUMbIE MPWU BanugauMm NpoLeccos
cTepunusayuu

NcnblTaHne Ha 6akTepuanbHble 3HAOTOKCUHbI
(OtmynansHo 01 aBrycta 2012 r.)

NecnbiTaHna Ha 6akTepumanbHble SHAOTOKCUHbLI M MUPOTEHbI
4NA MeAUULMNHCKUX U3Lenui

TecTbl Ha CTEPUILHOCTb

CtepunbHoOCTb

NcnbiTaHe Ha 6aKTepVI8J'IbeIe QHAOTOKCUHBI
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EN ISO
10993-
12:2012
EN ISO
10993-
13:2010

EN ISO
10993-
15:2009

EN 1SO
10993-
18:2009
H/N

H/n

EN 556-
1:2001 +
AC:2006

EN ISO
11135-
1:2007

H/N

EN ISO
11138-
2:2009
EN ISO
11737-
1:2006 b
AC:2009
EN ISO
11737-
2:2009

H/n

H/n

H/n

H/n

H/n
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2.6.14

CTaHgapTbl - YNakKoBKa

1ISO 11607-
1:2006 -b
Amd 1:2014

ISO 11607-
2:2006 b
Amd 1:2014

ISO
2233:2000
ASTM D642 -
15

ASTM D999 -
08(2015)
ASTM D4169
- 16

ASTM D4332
- 14

ASTM D4728
-17

ASTM D5276
- 98(2017)
ASTM
D6653/D665
3M - 13
ASTM F2096
- 11

ASTM F2825
- 18

ASTM
F88/F88M-15

YnakoBKa MefULWUHCKUX U3fenunii, CTepunansyembix Ha
3aBeplatulein ctagum npomnssogcTea. Yactb 1.
TpeboBaHUA K maTepunanam, 6apbepHbIM cuctemam
cTepuamsaumm n cuctemam ynakoBKM

YnakoBkKa MeAVWUWHCKUX U3Lenuin, cTepnnam3yemblx Ha
3aBepwarueii ctagum npomnssoacTea. Yacto 2.
TpeboBaHuA K Banupauuy npoueccoB hOpMUPOBaAHUS,
repmeTn3aumm n c6opku

Ynakoska. TpaHcnopTHaa Tapa c ToBapamMu u efUHUYHbIE
rpysbl. KOHAULMOHUPOBaHME ANA WUCMbITAHUN
CTaHfapTHbIA MeToA4 UCNbITAHWA ANsa onpepeneHus
CONPOTUBJ/IEHNA [aBMIEHNI0O TPAHCMOPTUPOBOYHbIX
KOHTeliHepoB, KOMMOHEHTOB M Harpy3oK Ha arperatbl
CTaHAapTHble MeToAbl UCMbITaHUI Ha BUOGPaALMOHHbIE
MCMbITAHUA TPAHCNOPTHbLIX KOHTelHepoB

CtaHpapTHas npakTuka TeCTUPOBaHUA
NPon3BOAUTENbHOCTN TPAHCMOPTHbLIX KOHTENHEPOB U
cucTem

CTaHfapTHas npakTuka ANS KOHAULWOHMPOBAHUSA
KOHTeliHepoB, YNakoBOK WIW YyNaKOBOYHbIX KOMMNOHEHTOB
AN UCnblITaHN

CTaHAapTHbIA MeToh MUCnbliTaHWii ANa caydaiHbiX
BUOPALMNOHHBIX UCMbITAHUI TPAHCNOPTHbLIX KOHTENHEPOB
CTaHfapTHbIR MeToj MCNbITAHWA Ha NnageHue npu
CcBOOOAHOM NafeHuUn 3arpy>XeHHblX KOHTeliHepoB
CTaHgapTHbIi MeTo4 UCMbITAHWA ANA onpegeneHns
B/INAHNA BbICOKOTOPbA HA YNaKOBOYHbIE CUCTEMbI
BaKYYMHbIM MeTOA0M

CTaHpapTHbIN MeToA UcNbiTaHWUn ANa o6Hapy>XeHus
rpy6bix yTeyek B YNakKOBKe C BHYTPEHHUM MOBbIWEHHbIM
faBneHnem (Ny3blpbKOBOE UCMbITaAHUE)

CtaHfapTHasa npakTuka KAMMaTU4YeckKoro crpecca
YyNaKOBOYHbIX CUCTEM AN AOCTaBKW OAHOI MOCHLIIKM
CTaH4apTHbIA MeTod UCNbITAHWA MPOYHOCTU YMNOTHEHUSA
r’M6KNX 6apbepHbIX MaTepuanos.

CtaHpapTbl - MapkupoBka

EN

1041:2008 -
Amd.1:2013
ISO 15223-
1:2016

WHpopmaums, npegocTaBieHHass U3roTOBUTENEM,
KOTOpasi HAHOCMTCA Ha MeAuLMHCKoe usgenue

N3pgenna megnunHckmne. CUMBObLI, MPUMEHSAEMbIEe MpU
MapKMpoBaHUN Ha MeAULWNHCKUX U3[EeNUAX, ITUKETKaxX U
B CONPOBOAUTENBHON AOKYyMeHTauuun. Yacte 1. O6bwue
TpeboBaHuA

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

EN ISO
11607-
1:2009
EN 1SO
11607-
2:2006

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

H/n

EN

1041:2008

EN ISO

15223-
1:2016

15



PykoBoacTtBa

JOKYyMeHT

PykoBogawmne ykaszaHusa no cucreme
Haj3opa 3a MeAULUHCKUMU U3LeNnsMu
(MEDDEV) 2.1/3, peg. 3 (gekabpb 2009

r.

PykoBogsauine yka3aHusi no cucteme
Haj3opa 3a MeAULUHCKUMU U3LeNnsMu
(MEDDEV) 2.7/1, pen. 4 (uoHb 2016 r.)

MexayHapogHasa KOHgepeHuuMs no
rapmoHunsauymm (ICH) Q1A(R2) (cdheBpanb
2003 r.)

MexayHapoaHasa KOHgepeHuus no
rapmoHusaumn (ICH) Q1B (Hoss6pb 1996
r.)

MexayHapoaHass KOHepeHuuMs no
rapmoHusauynm (ICH) Q1D (deBpanb
2002 r.)

MexayHapogHasa KOHgepeHuus no
rapmoHusauyum (ICH) Q1E (cdesBpanb
2003 r.)

MexayHapogHas KOHgepeHuusa no
rapmoHunzauymm (ICH) Q3B(R2) (ntoHb
2006 r.)

MexayHapogHas KOHgepeHuusa no
rapmoHmnsaummn (ICH) Q3C(R6) (okTaA6pb
2016 r.)

MexpayHapogHas KOHgepeHuums no
rapmoHusauyun (ICH) Q3D(2014)
MexayHapogHaa KOHgepeHuusa no
rapmoHunzauynnm (ICH) Q3D, yuyebHbIl
moaynb 3, 2014 r.

MexayHapofHasa KOHgepeHuus no
rapmoHusaumn (ICH) Q6A (okTabpb
1999 r.)

AMEPUKAHCKNI HauMOHaNbHbIA MHCTUTYT
ctaHgapTtoB (ANSI)/Accoynaumna no
pa3BUTUID MEAULUHCKUX YCTPOICTB
(AAMI) (5772:2011 (R2016)
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Ha3BaHue

MorpaHnyHaa nNnpoAykKuusa, npoaykums
[OCTaBKN /IeEKAPCTBEHHbIX CPEACTB U
MeAVULNHCKME M34enns, BKAYawowme B
KayecTBe COCTaBHOW 4acTu BCnomoratesbHoe
NeKkapcTBeEHHOE BeL,ecTBO Uau
BCnomorarte/sibHOe Npou3BoOLHOE
ye/l0BEYECKOl KpoBM

KNMHUYECKAA OLLEHKA. PYKOBOACTBO
ONA U3FOTOBUTENEW ©
HOTUN®UNLIMPOBAHHBLIX OPFTAHOB MO
OWPEKTUBAM 93/42/EEC N 90/385/EEC
NcnbiTaHMA cTabuNbHOCTU HOBbIX
NeKapCTBEHHbIX BeWeCcTB U NMPOAYKTOB

McnbiTaHna ctabunbHocTu. MccnegoBaHue
oTOCTAbUNBHOCTM HOBbIX JIEKAPCTBEHHbBIX
BelecTB U NPOAYKTOB

Bbibop KpaliHUX BapuaHTOB U MeTOj
MaTPUYHON TPYNMUPOBKW A1 UCMbITAHUSA
CTabUNbHOCTN HOBbLIX 1EKAPCTBEHHbIX
BelecTB 1 NPOAYKTOB

OueHka No AaHHbIM 0 cTabunbHOCTH

MpuMecH B HOBbIX NEKAPCTBEHHbIX
npenapaTax

PykoBoACTBO MO OCTATOUYHbLIM PacTBOPUTENAM

PyKOBO,CI,CTBO no npnmecdam 3aneMeHTOB

Paspa6oTka NMpuWeM/ieMoro ypoBHs ANs
npumecu anemMeHTOB, He Bxogsiuieii B Q3D

TexHuyeckue ycnosus: Mpoueaypbl
UCNbITAHUI N KPUTEPUU NPUEMNEMOCTU Ans
HOBbIX JIEKAPCTBEHHbIX BEL,ECTB W HOBbIX
NeKapCTBEHHbIX MpenapaTtoB: XUmMuyeckue
BelecTBa

cnbiTaHne Ha 6aKTepuanbHbie 3HAOTOKCUHBI
— MeTofbl UCMbITAHWUI, NOBCEAHEBHbI
MOHUTOPUHT U anbTepPHATUBLI CEPUIAHOMY
TeCTUPOBaHUIO
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ANpPeKTUBbLI N 3aKOHBLI
JOKyMeHT Ha3sBaHue

Oupektnsa 93/42/EEC OunpekTneBa o MmeguUUHCKOM o6opyaoBaHun 93/42/EEC
Nno MeAULUHCKUM

nsgennam (MDD)

OvpekTnea no OVPEKTWBA EBPOMEWCKOIO MAPJIAMEHTA 1
J1eKapCTBEHHbIM COBETA EBPOMEWNCKOIO COK3A 2001/83/EC 0T 6 HOA6PS
cpeactsam (MPD) 2001 r. o Kogekce CoobuiectBa O NeKapCTBEHHbIX cpeAcTBax
2001/83/EC ONA UCNONb30BaHUA Ye/lI0BEKOM

3aKOH 0 XUMMUYECKUX 3aKOH o 3aWunTe OT onacHbIX BewecTB (3aKOH O XUMUYECKNX
Beuwecrteax (ChemG), BelwecTBax - ChemG) — Mpunoxenne 1 (k § 19a n. 1)
MpunoxeHune 1 (kK § 19a, MpuHuMnbl Hagnexauweih nabopaTopHoint npakTukm (HAM,
NYHKT 1) GLP)

17
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Ilepesod ¢ anenulickoz0 U HEMEYKO20 AZLIKOS HA PYCCKUY AIBIK

BHOTPOHHK (BIOTRONIK)
COBCPLIEHCTBO PaAH XKHUIHH

BUOTPOHUK AT (BIOTRONIK AG)
Axepmrpacce 6

8180 Bronax

IIseAuapun

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

24 snBaps 2024 r.

Aononenue K HACTPYKIHA N0 NPHMEHEHHIO

Cucrema koponapuoro crenta Synsiro Pro, Bhiziensionero
NPCHAPAT CHPOJIHMYC

YTepxaa0

Hms: Ciozanta Munux (Susanne Minich) .
Jlonxknocts: CnenvanucT no HOPMaTHBHO-IPABOROMY PEryNHPOBAHHIO
Komnanus: BUOTPOHHK Al (BIOTRONIK AG)

Yiuua: Akepurrpacce 6

Copon / Crpaua: 8180 Bionax, llIsetinapus

TToanuce: /nodnuce/

Ciozanna Munux (Susanne Minich)

/Uimamn/: BHOTPOHHK (BIOTRONIK)
COBEPUIENCMBY PAOU NCUINY
SHOTPOHHK AT (BIOTRONIK AG)

Axepumpacce 6
CH-8180 bionax
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| 1] IEHC
HacTofmuM cBnteTensCeTByeTCA NOUTHHHOCTD NOANIMCH Ha 06paTHo# CTOPOHE, NOCTaBIeHHOH B
HallleM IPHCYTCTBHN

I-xoft Clozamoit MHUHUX, nata poxaenns: 12 mas 1965 r., rpakaanxolt [leefizapun,
Barraunse, kanron Cankr-Iauscey, no eé ciosam, mpoxuraiomeii no aapecy: ya, I'poccaxep 81,
804 | Liropux, 1uunocTb KoTOpOi HIOATBEPKICHR YHOCTOBCPCIHCM JIHUIHOCTH.

Hacrosumum NOATHCPRAACTCS TOJILKO HONLNHHHOCTS HOATHCH, & IIE COACPIKAHUC WITH NeHCTBUTENLHOCTD RAHHONO

NOKYMEHTa.
Bionax, 24 susaps 2024 T, HOTAPUANBHAA KOHTOPA BHOJIAXA
BK Ne 2024/131 /nodnuce/

Coop 20,00 ns. ¢p.
ATevams/: Homapuanenas xonmopa bonaxa *  Knaypus Xycep, [1oMOMHKK rOCYASPCTREHHOTD
Kanmon Llopux motapuyca
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| MepeBoa JaHHOI 0 TEKCTa BbIMO/IHEH NepeBOAYNKOM MasitoLwoBoi AHHOM AHIPEEBHON

noarincb

Poccuiickaa ®epgepauns
fopog MockBa
OBajuaTb 4eBATOro AHBaps ABe ThiCAYM ABajLaTb YeTBEpPTOro roga

>, {3cpemuin FOnmst UropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MO/ MHHOCTL MOANMCH
rnepesoauMKa MantoLoBoii AHHbI AHIPEEBHbI.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JIn4HOCTL NOAMMCaBLLErO JOKYMEHT YCTaHOB/IEHa.

3aperncTprpoBaHo B peectpe: Ne 77/2194-ii/77-2024-2-2SOf

YnnayeHo 3a CoBepLLIEHME HoTapuasibHOro AeicTams: 400 py6. 00 kon.

noannmchb 1'cp6oBas Heuyarb rep6oBas nevatb
HO rapHyca r. MockBbl HoTapuyca r. MoCKBbl
Bepemuii 0 .U, Bepemuii O .N.
HO.W. Bepemuin

Bcero npoLuHypoBaHo, MPOHYMEPOBaHO
W CKPenieHo neyartbto 21 nmcT(-a,-0B).

Hotapuyc: noANWCb
Poccuniickaa degepauns
fopoa MockBa

[BaguaTb AeBA roio sHBapsa ABe ThiCAYM ABajLa b Yc rBCPKii o4 oga

>, Bepemnin HOnmst ropeBHa, HOTapuyc ropoga MockBbl, CBMAETENL YO UCpHONS  m C
MpeLCTaB/IEHHOTO MHE IOKYMEHTa.

3apermcTpupoBaHo n/77-2024-2'2£or

YnnayeHo 3a coB erictaus: 3900 py6. 00 Kon.

KOM Bepemuii

) MPOLLIHYPOBaHO, MPOHYMEPo» 0
CK:"KiicHO neyvatbto 22 inct(-a. ).

ILoi/apuyc:
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