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(please read this manual carefully before use, pay special attention to various

warnings and precautions)
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[Product Name]
Flow Diverter Device

[Warning]

® The product has been sterilized with ethylene oxide.

® This product is disposable, please do not sterilize or reuse.

® Do not use if the package has been opened, cracked, leaked or has exceeded the

sterilization.
® This manual must be read carefully before use.
® This product can only be used by doctors who have received professional training.

[Packing List]
® One set of the FDD product.
® One copy of Instructions for Use.

[Structure and Composition]

The FDD consists of an implant (dense mesh stent) and a delivery system. The FDD
implant is a cylindrical mesh woven from cobalt-chromium alloy wire and platinum-tungsten
alloy wire. The surface of the implant is coated with polyphosphorylcholine (MPC), and its
appearance is shown in Figure 1 below. The illustration of the assembly of the support and
the delivery system is shown in Figure 2 below. The metal coverage rate formed by the
braided wire of this device on the inner wall surface of the artery should be no less than 20%.
The implant should be placed in the Parent artery across the neck of the intracranial
aneurysm (lA). Its diameter when fully expanded or not compressed is 0.25mm larger than
the nominal diameter.

The distal coil of the delivery guidewire is made from platinum-tungsten alloy, the
radiopaque marker is made from platinum-iridium alloy, distal and proximal solder joints are
silver-tin mixtures, and the mandrel of the guidewire is ground by a stainless steel/nitinol
wire. The release marker can become radiopaque under X-ray, guiding the operator
advance the delivery guidewire and deploy the FDD from the microcatheter. The silicone
pad enables the operator to deliver the FDD through a micro catheter and resheathe it back
into the microcatheter. The resheathing marker on the delivery guidewire enables the
operator to observe the limit of resheathing the FDD under X-ray radioscopy.

The FDD is mounted on a delivery guidewire approximately 2,300 mm long and
compressed inside an introducer sheath;

The FDD with a specification (nominal diameter) ranging from 2.0 mm to 3.5 mm is
designed to be delivered through a microcatheter with an inner diameter of 0.021" (0.53 mm)
and a length of at least 135 cm;

The FDD with a specification (hominal diameter) ranging from 3.75 mm to 6.5 mm is
designed to be delivered through a microcatheter with an inner diameter of 0.027" (0.69 mm)
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and a length of at least 135 cm.
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Figure 1 FDD Implant
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1. Tip radiopaque marking

coil

2. Radiopaque marker

3. Introducer sheath

4. Stent

5. Delivery guidewire

Figure 2 Schematic Diagram of FDD

Table 1 Dimension Scope of FDD Implant

6. Silicone pad

7. Resheathing marker

Nominal Diameter

Self-expanding

Length Under Nominal Diameter L1 (mm)

Adapted Micro

OD1 (mm) Diameter (mm) Catheter

2.00 2.25 10, 12, 14, 16, 18, 20

2.50 2.75 10, 12, 14, 16, 18, 20

2.75 3.00 10, 12, 14, 16, 18, 20

3.00 3.25 10, 12, 14, 16, 18, 20, 25, 30, 35 0.021”
3.25 3.50 10, 12, 14, 16, 18, 20, 25, 30, 35

3.50 3.75 10, 12, 14, 16, 18, 20, 25, 30, 35

3.75 4.00 10, 12, 14, 16, 18, 20, 25, 30, 35

4.00 4.25 10, 12, 14, 16, 18, 20, 25, 30, 35

4.25 4.50 10, 12, 14, 16, 18, 20, 25, 30, 35

4.50 4.75 10, 12, 14, 16, 18, 20, 25, 30, 35

4.75 5.00 10, 12, 14, 16, 18, 20, 25, 30, 35 0.027”
5.00 5.25 10, 12, 14, 16, 18, 20, 25, 30, 35

2 /12




@ HeartCare
COMPLETE SOLUTION FOR STROKE

5.50 5.75 30, 35, 40, 50
6.00 6.25 30, 35, 40, 50
6.50 6.75 30, 35, 40, 50

Note: The nominal diameter of the stent is the inner diameter of the blood vessel where
the stent is suitable for placement, and the nominal length is the length of the stent in the
corresponding blood vessel.

[Scope of application]

It is suitable for the treatment of unruptured wide-necked (aneurysm neck width =
4mm or aneurysm Sac/aneurysm neck ratio <2) saccular or fusiform aneurysms of the
internal carotid artery (from the petrous segment to the end) and vertebral artery in adult
patients, and the diameter of the parent vessel is =2.0mm and <6.0mm.

[Contraindications]

* Patients with active bacterial infection.

e Patients in whom dual antiplatelet therapy (aspirin and clopidogrel) is contraindicated.
e Patients who have not received dual antiplatelet drugs prior to the procedure.

[Potential Complications]

e Potential complications include, but are not limited to the following:

e Adverse reaction to antiplatelet/anticoagulation agents or contrast media
* Arteriovenous fistula

e Blindness

e Coma
e Chronic pain
e Death

e Delivery wire fracture

e Stent Migration or Misplacement

e Pseudoaneurysm

e Aneurysm rupture or perforation

e Epilepsy

e Dissection of the parent artery

e Distal embolization including to a previously uninvolved territory
e Embolization

e Groin injury

e Headache

e Hematoma or hemorrhage at puncture site
e Hemorrhage

e Stroke

e Thromboembolism
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e Transient ischemic attack (TIA)
e Hydrocephalus

e Infection

e Intracranial hemorrhage

e Ischemia

e Occupying effect

e Neurological deficits

e Parent artery stenosis

e Occlusion of the perforating vessels
e Postoperative bleeding

e Vasospasm

e Vascular occlusion

e Vessel perforation

e Visual impairment

[Compatibility and required accessories]

e 0.021 " microcatheter
e 0.027 " microcatheter

[Warning]

e Fully resheathing the FDD for more than 2 times may cause damage to the distal or
proximal end of the braided stent.

e Patients with known allergies to platinum or cobalt/chromium alloy (including the major
elements platinum, cobalt, chromium, nickel, molybdenum, and tungsten) may suffer an
allergic reach to the Flow Diverter Device.

e Patients with known allergies to tin, silver, stainless steel , Nickel-titanium alloy and
silicone may suffer an allergic reaction to the Flow Diverter Device delivery system.

e Do not reprocess or resterilize. Reprocessing and resterilization increase the risks of
patient infection and may compromise device performance.

e Delayed rupture may occur with large and giant aneurysms.

[Precautions]

e Do not use product if the sterile package is damaged

e The Flow Diverter Device should be used only by physicians trained in percutaneous,
intravascular techniques and procedures at medical facilities with the appropriate
fluoroscopic equipment.

e Physicians should undergo appropriate training prior to using the Flow Diverter Device
in patients.

e The FDD is a sterile product for single use only, which shall be stored in a cool and dry
place.
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» Please carefully check the sterile package and device components before use to make
sure that they are not damaged during transportation. Do not use kinked or damaged
products.

* Please use the FDD before the expiration date printed on the package.

e The appropriate anti-platelet and anti-coagulation therapy should be administered in
accordance with standard medical practice.

A thrombosed aneurysm may present with an aggravation of a pre-existing occupying
effect or new symptoms of an occupying effect and may require medical treatment.

e Do not attempt to reposition the resheathing marker after it is pushed out of the catheter.

e Do not use in patients in whom the angiography demonstrates the anatomy is not
appropriate for endovascular treatment, due to conditions such as severe intracranial
vessel tortuosity or stenosis.

e Using an implant with a nominal diameter larger than the diameter of the parent artery
may reduce efficacy and increase safety risks, as incomplete shortening can cause the
implant to exceed its intended length.

e The use of an implant with a nominal diameter smaller than the diameter of the parent
artery may cause stent displacement due to the failure of stent apposition or occlusion
of collateral vessels due to excessive metal coverage of the stent.

e Do not twist the guidewire during stent deployment.

e The surface of FDD stent is coated with polyphosphatidylcholine (MPC). Please avoid
scratches and do not let it come into contact with organic solvents such as alcohol.

[MRI]

The non-clinical trial has demonstrated that the FDD implant is MR conditional. It can be

scanned safely under the following conditions:

e The static magnetic field does not exceed 3T.

e The spatial gradient does not exceed 7.109T/m.

o After the FDD was placed in a 3T magnetic resonance system for scanning for 15
minutes, the maximum average specific absorption rate (SAR) of the whole body
was8.43W/kg, the maximum temperature rise of the blood flow-oriented dense mesh
stent implant is 1.83C.

e The FDD implant may create partial field inhomogeneity and susceptibility artifacts
which may degrade the diagnostic quality of the MR images. Based on the non-clinical
testing of the 46.72-mm-long device using standard views, the worst-case maximum
artifact was < 4.2 mm when subjected to 3 Tesla. Partial magnetic field artifacts caused
by the FDD implant may reduce the accuracy of MR angiography in vascular lumen
evaluation.

« MR image quality may be compromised if the area is in the exact same area or relatively
close to the position of the FDD. Therefore, it may be necessary to optimize MR imaging
parameters for the presence of this metallic implant.
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[Summary of Clinical Trials]

To evaluate the efficacy and safety of FDD for endovascular treatment of intracranial
aneurysms, a prospective, multicenter, single-group target-value clinical trial was conducted.
A total of 145 subjects with intracranial aneurysms from 7 centers successfully participated
in this trial.

In terms of effectiveness: No other supplementary treatment was received within 12
months after the operation. At 12 months, the proportion of patients with complete aneurysm
occlusion (Raymond grade |) and stenosis of the parent artery <50% was 84.30%, and the
95% confidence interval was [77.81%,90.78%]. In terms of safety: The proportion of subjects
who died/suffered severe stroke within 30 days after surgery or died/suffered severe
ipsilateral stroke due to neurological causes within 12 months in the clinical trial was 4.83%,
with a 95% confidence interval of [1.96%,9.69%]. Among them, no device-related serious
adverse events occurred, and a total of 5 device-related adverse events occurred.

The existing clinical trial results have scientifically proved that FDD are safe and
effective in the treatment of intracranial aneurysms.

[Instructions for Use]

1. Choose an FDD with a nominal diameter that approximates the target vessel diameter:
¢« An FDD with appropriate dimensions shall be chosen so that its diameter after full
expansion is equal to that of the largest target vessel. If the dimensions are incorrect,
the FDD may not deploy sufficiently or fully, or displacement may occur.
e The FDD may be greatly shortened (50% - 60%) during deployment, which must be
highly valued and considered.

2. Choose an FDD with a labeled length that is at least 6 mm longer than the aneurysm
neck.

3. Place the tip of the micro catheter at least 20 mm away from the distal edge of the
aneurysm by the standard interventional radiology technique; before the insertion of the
FDD, gently withdraw the micro catheter to reduce its tension.

Note: It is recommended to use a heparinized saline drip to continuously flush micro
catheter during FDD use.

4. Remove the packaging spool from the packaging bag, then carefully extract the system
from the packaging spool until the delivery guidewire is exposed.

5. Insert the tip of the introducer sheath into the rotary hemostasis valve at the distal access
port of the catheter, and turn off the rotary hemostasis valve; before delivering the FDD
into the micro catheter, reversely flush the introducer sheath with normal saline at a
flushing pressure of = 250 mmHg.

6. The tip of the guidewire can be shaped according to specific application requirements.

7. Advance introducer sheath into the rotary hemostasis valve; visually confirm the tip of
the introducer sheath is seated deeply in the hub of the micro catheter.

8. Secure introducer sheath to the hub by locking down the rotary hemostasis valve tightly.

9. Advance the proximal end of the delivery guidewire until it aligns with the proximal end
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10.
11.

12.

of the introducer sheath.

Remove the introducer sheath.

The FDD is advanced into the microcatheter by pushing the delivery guidewire until the
tip of the delivery guidewire aligns with the tip of the micro catheter.

Caution: If high forces or excessive friction is encountered during delivery, discontinue
delivery of the device and identify the cause of the resistance, remove device and micro
catheter simultaneously. Advancement of the FDD against resistance may result in
device damage or patient injury.

Caution: The presence of other indwelling endovascular stents may interfere with proper
deployment and efficacy of the FDD.

After the tip of the delivery guidewire aligns with the tip of the microcatheter, confirm that
the FDD is placed at an ideal position, and place the distal end of the FDD at least 5 mm
away from the distal edge of the aneurysm.

13.The FDD is delivered using a hybrid technique of retraction microcatheter and advancing

delivery guidewire.

When advancing the delivery guidewire without
simultaneous retraction of the microcatheter, the open-
ended braided stent may migrate distally within the vessel.
This movement could potentially result in stent structural
compromise or induce vascular trauma.

14.

15.

After the FDD is successfully deployed at the distal end and the distal end of the stent

is confirmed to have fully deployed, continue releasing the remaining parts of the FDD

by advancing the delivery guidewire and/or retracting the micro catheter. The

deployment of the FDD is facilitated by fixing the delivery guidewire, retracting and/or

manipulating the micro catheter, and moving both simultaneously.

Note: During the deployment of the FDD, the radiopaque markers at the tip must be

carefully monitored under fluoroscopy.

Resheathing Instructions: During deployment of the FDD resheathing can be performed

by advancing the microcatheter while pulling the delivery guidewire.

e The FDD can be resheathed until the resheathing marker has reached the distal
marker of the micro catheter (see Figure 3 below).

e The FDD is fully resheathed when the distal marker is retracted completely inside
the micro catheter. The system is designed to allow for a 2 full cycles of resheathing
of the FDD.

Fully resheathing the FDD for more than 2 times may cause
damage to the distal or proximal end of the braided stent.

7 /12



@ HeartCare
COMPLETE SOLUTION FOR STROKE

1 - Proximal end of the device; 2 - Microcatheter; 3 - Distal marker of the micro catheter;
4 - Resheathing marker; 5 - Proximal buffer; 6 - Delivery guidewire;

7 - Resheathing limit point; 8 - Detached device.

Figure 3 Schematic Diagram of FDD Deployment Operation

16. After the braided stent of the whole FDD is deployed, deliver the microcatheter through
the inner cavity of the braided stent to ensure that the braided stent is not moved during
operation. When the micro catheter is located at the distal end of the braided stent, the
delivery guidewire will be retracted into the tip of the micro catheter.

Caution: If the micro catheter cannot be advanced through the inner cavity of the braided
stent of the FDD, carefully retract the delivery guidewire through the inner cavity of the
braided stent of the deployed FDD.

Caution: If the delivery guidewire cannot be retracted into the micro catheter, carefully retract
the delivery guidewire and micro catheter simultaneously.

17. Carefully inspect the implanted braided stent of FDD under X-ray fluoroscopy to confirm
that it is completely apposed to the vessel wall and not kinked. If the braided stent is not
fully apposed or is kinked, consider using a balloon catheter, micro catheter, or
guidewire to fully deploy it.

Disposal: The waste implant and or delivery guidewire system should be disposed of or
returned to the manufacturer per institutional guidelines.

[Q &A]
Q If excessive friction is experienced during the delivery of FDD, what should | do?
A | Carefully remove the entire system simultaneously (micro catheter and FDD
delivery system).
Q | Can | retrieve the FDD if it has deployed at an undesirable location?

A | Yes, a partially deployed FDD can be resheathed per "resheathing instructions”,
step 15 in the Instructions for Use.

Q | Can | retrieve a fully deployed FDD?

A | After being fully deployed, the FDD can no longer move. If necessary, a second
FDD may be implanted.
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Q | Can | place a second FDD inside another FDD?

A Yes, a second FDD may be placed inside an implanted FDD. After placing the first
FDD, advance the micro catheter over the delivery guidewire while keeping the
delivery guidewire across the FDD. Place the micro catheter in the desired position
and remove the delivery guidewire. Then, select an FDD with a proper dimension
for routine implantation.

Q If there is a difference between the proximal and distal diameter, which FDD
diameter do | choose?

A Choose an FDD that matches larger (typically proximal) vessel diameter to ensure
proper anchoring.

[Disposal after Use]

Dispose of product and packaging in accordance with policies of hospital and regulatory
authorities.

[Sterilization]

The FDD has been sterilized by ethylene oxide before delivery.
[Storage Conditions]

Avoid direct sunlight. The product shall be stored in a shady, dry, clean and well-
ventilated environment at room temperature where there is no corrosive gas.

[Transport Conditions]

In the transportation process of product, the product shall be protected from heavy load,
sunshine and rainwater.

[Production Date, Service Life]

See package label.
[Shelf Life]

The shelf life for sterilization is 3 years under the condition of meeting the storage
regulations.

[Symbol Description]

1 ® Do not re-use
[li]

2) Consult Instructions for Use
3) j>-l<\ Keep away from sunlight
4) Keep dry

5 E Use-by date
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6)

7)

8

9)

10)

11)

12)

13)

14)

15)

16)

17)

[Solemnly Declare]

Shanghai HeartCare Medical Technology Co., Ltd. (hereinafter referred to as
"HeartCare Medical") clearly indicates that the " Flow Diverter Device" produced by our
company is disposable and cannot be reused. HeartCare Medical will not be responsible for
any product damage or operation failure caused by improper selection of product model and
specification, wrong operation or any other man-made accident. Regarding the reusability
of the system, HeartCare Medical does not recommend, indicate or imply in any form, and
the company is not responsible for accidents or product damages caused by repeated use.
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Batch code

Model Specifications (Product Number)

Aseptic

Sterilized using ethylene oxide

Do not use if the packaging is damaged

Number of product contained: 1

Production date

Do not re-sterilize

Manufacturer

MR Conditional

Medical Device

Unique device identifier
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Registrant Name: Shanghai Heartcare Medical Technology Co., Ltd.

Registered Address: Building 38, No. 356 Zhengbo Road, LIN-GANG Special Area, China
(Shanghai) Pilot Free Trade Zone.

After-sales service unit: Shanghai Heartcare Medical Technology Co., Ltd.

Tel./Fax: +86-21-37526556.

Manufacturer's Name: Shanghai Heartcare Medical Technology Co., Ltd.

Registered Address of the Manufacturing Enterprise: Building 38, No. 356 Zhengbo Road, LIN-
GANG Special Area, China (Shanghai) Pilot Free Trade Zone.

Production address/Contact information: 1st Floor and 3rd Floor, Building 38, No. 356
Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade Zone

No./Version: FDD-SMS-002 (EU)/A
Issued on: 2025-03-06
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IHoToK-nepeHanpaBJIAOUINIA CTEHT

NHCTpyKIMS 110 NIPUMEHEHH IO

(BHUMAaTeJIbHO MPOYHUTAITE JAHHOE PYKOBOICTBO Nepe] MPpUMeHeHHeM H 00paTute 0codoe

BHUMAaHHeE Ha Pa3/IMYHbIe NPeAyNpekIeHUusi H Mepbl MPe10CTOPOKHOCTH)

«anxai XapTtK3a Meaukaa Texnosonxu Ko., JIta.» (Shanghai HeartCare Medical
Technology Co., Ltd.)
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[HamMeHOBaHUE U3eJNSA]

[Torok-nepeHanpaBiIstOIINN CTEHT

[[Ipenynpexknenue]

® J[aHHOE U3AEIUE CTEPUIN30BAHO ITUICHOKCUIIOM.

® JlanHOE u3JenMe IPEIHA3HAYEHO I OJHOKPATHOIO IIPUMEHEHHUs, HE CTEpUIIU3YHTE U HE
UCIIOJIB3YUTE ITIOBTOPHO.

® He ucnons3yiite, eciu ynakoBka ObUla BCKPbITa, MOBPEXJEHA, MPOTEKJIA WM MCTEK CPOK

TOAHOCTH CTEPUITU3AIIHH.

® Jlepen mnpuMEeHEHHEM HEOOXOIMMO BHUMATEIBHO MPOYUTATh JAHHYI0O HHCTPYKLHMIO TIO
IIPUMEHEHHUIO.

® li3nenue MOXKET UCHOIB30BaTbCs TOJBKO BpadaMM, MPOMIEAIIMMH MpodeccuoHanbHOe

oOyueHwue.

[VnakoBo4YHBIH JIHCT]

® Opna ynakoBka uzaenus [I1C.
® OnMH 3K3eMIUIIP MHCTPYKIMH 110 IPUMEHEHHUIO.

[KoncTpykumsi u cocras]

[ITIC coctouT W3 WMIUTAaHTaTa (CETYATOrO CTEHTA C MaJbIM Pa3MEpPOM S[UE€E€K) U CHCTEMBI
noctraBku. MmmmanTtar IIIC npeacraBiaser coOoil IMUIMHAPUYECKYIO CETKY, CIIETEHHYIO W3
MIPOBOJIOKH U3 KOOAJIBT-XpPOMOBOTO CIUIaBAa M IMPOBOJIOKM M3 ILIATHHO-BOJIb(PAMOBOTO CILIABA.
[ToBepxHOCTH UMILIaHTaTa MOKpHITa o dochopunxonmHom (MPC). Ero BHenHuii B moka3zaH
Ha Pucynke 1. Cxema cOOpkM CTEHTa M CHCTEMBI JOCTaBKM IIOKa3aHa Ha Pucynke 2.
Mertammueckoe MOKPHITHE, 00pa30BaHHOE OIJIETKOW M3 MPOBOJIOKH YCTPOWCTBA Ha BHYTpPEHHEH
CTEHKE apTEepUH, JIOJDKHO cocTaBisATh He MeHee 20%. ImiutantaT pazMemaercs B apTepuu C
aHEeBPU3MOM uepe3 mielKy BHyTpuuepenHoi aHeBpusMbl (BUA). Ero nmamerp B MOJHOCTBIO
PACKpBITOM COCTOSTHUM WK 0e3 cxxkatust Ha 0,25 MM 00JIbIlIe HOMUHAJIBLHOTO JTHAMETPA.

JucranbHas Crupalb IIPOBOJIHUKA CHUCTEMBI JOCTABKH BBIIIOJIHEHA u3
IJIATUHO-BOJB(PAMOBOIO CIUIaBa, PEHTTEHOKOHTpPACTHAasi METKa — U3 IJIaTHHO-HUPUIUEBOTO
CIUIaBa, AUCTAJbHBIE U MPOKCHUMAJbHBIE COEIMHEHUs MalKu — U3 CMecu cepedpa W oJioBa, a
MaHJIpeH MPOBOJAHMKA HM3TOTOBJICH M3 HEPIKABEIOLICH CTaIM/HUTHHOJIOBOH NpPOBOJOKH. MeTka
PacKpbITUSl CTAHOBUTCSI PEHTI€HOKOHTPACTHOM MOJ| BO3JAEHCTBHEM PEHTIEHOBCKHUX JIyuyeH, 4TO
MIO3BOJISIET OIlEPaToOpy KOHTPOJUPOBATh IPOJIBHKEHUE IPOBOJHUKA CHUCTEMBl JOCTaBKH U
pacnpasinenue I[IIIC wn3 Mukpokarerepa. CHINKOHOBas MpPOKIAJKa IIO3BOJIAET OIEPATOPY
noctapysath IIIIC depe3 wMukpokarerep W TIpH  HEOOXOJAMMOCTH TIOBTOPHO BBOAWTH B
MHUKpOKaTeTep. MeTka NMOBTOPHOIO BBEJEHHS HA IMPOBOJHHMKE CHUCTEMBI JTOCTAaBKM IO3BOJSET
omeparopy HabmoaaTh penen nopropHoro Beeaenwus [1I1C mox peHTreHocKonueH.

IIIIC MoHTHpyeTCs Ha NPOBOJHUKE CUCTEMBI AOCTAaBKM JIIMHONW mpumepHo 2300 MM u
C)KMMAETCsl BHYTPU UHTPOABIOCEDPA.
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[TIC ¢ HoMuHaNBHBIM AHaMETpoM OT 2,0 MM 110 3,5 MM mpeaHa3HaueH AJid JOCTABKU Yepe3
MUKpoOKaTeTep ¢ BHyTpeHHUM auameTrpom 0,021" (0,53 mm) u qyinHoi# He MeHee 135 cm.

[ITIC ¢ HOMUHANBHBIM AUAMETPOM OT 3,75 MM 110 6,5 MM TIpeHa3HAYEH ISl JOCTAaBKU Yepe3
MHUKpOKaTeTep ¢ BHyTpeHHUM auameTrpom 0,027" (0,69 mm) u qymuHOM HE MeHee 135 cm.

Pucynox 1. Ummuiianrar IIC

O6mas puaa: 230 cm

10mm [ 8 4
———r T T T T T T 7 AL
(|

B Tl 7 .

B ——A v

1. lucranbHas 4. CreHT 6.CUIMKoOHOBasA

PEHTT€HOKOHTpPACTHAs MIpOKJIaKa
Crupaitb

2.PentrenokonTpactHass 5. IlpoBogHuk cuctembl 7. MeTka HOBTOPHOTO
MeETKa JIOCTaBKHU BBEJICHUS

3. Uutponprocep

Pucynok 2. Cxema IIIIC

Tabéauua 1. Pasmepsr ummiianrara HIIC

HomunHanbHbI#H Camopacmmpsromuiics | J{muHa Ipr HOMUHATHPHOM JHAMETPE AanTHPOBAHHBIH
nuametp HJI1 (Mmm) | ogmametp (Mm) L1 (mMm) MHKpPOKaTeTep
2,00 2,25 10, 12, 14, 16, 18, 20
2,50 2,75 10, 12, 14, 16, 18, 20
2,75 3,00 10, 12, 14, 16, 18, 20
10, 12, 14, 16, 18, 20, 25, 30, 0,021
3,00 3,25
35
325 3.50 ;2, 12, 14, 16, 18, 20, 25, 30,
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10, 12, 14, 16, 18, 20, 25, 30,
3,50 3,75

35

10, 12, 14, 16, 18, 20, 25, 30,
3,75 4,00

35

10, 12, 14, 16, 18, 20, 25, 30,
4,00 4,25

35

10, 12, 14, 16, 18, 20, 25, 30, 0,027”
4,25 4,50

35

10, 12, 14, 16, 18, 20, 25, 30,
4,50 4,75

35

1 b 12’ 147 1 ’ 1 ’ 2 b 2 b ’
475 5.00 0 6, 18, 20, 25, 30

35

1 ’ 12’ 147 1 ’ 1 b 2 ’ 2 ’ 2
5.00 5.5 0 6, 18, 20, 25, 30

35
5,50 5,75 30, 35, 40, 50
6,00 6,25 30, 35, 40, 50
6,50 6,75 30, 35, 40, 50

IIpumeyanue: HoMuHaIbHBIN IMAMETP CTEHTA COOTBETCTBYET BHYTPEHHEMY NUAMETPY
KPOBEHOCHOT'O COCY/1a, B KOTOPBIN PEKOMEHAYETCS UMIUIAHTALMS CTEHTA, & HOMUHAJIbHAS JUIMHA

COOTBCTCTBYCT JJIMHC CTCHTA B COOTBCTCTBYIOILIICM COCYC.

[ObnacTh NpuMeHeHus|

W3nenue npenHa3HavyeHo JUisl JIEYSHUs HEPa30PBaBLIMXCS MEIIKOBUIHBIX U
BEPETEHOOOPa3HBIX aHEBPU3M C IIUPOKOH MIEHKOH (IIMpUHA KN aHEBPU3MBI >4 MM JH00
OTHOIIICHHE aHEBPU3MATHUECKUI MEIIOK/IIelika <2) BHyTpeHHEN COHHON apTepuu (0T
KaMEHHUCTOr'0 10 KOHEUHOI'0 CETMEHTAa) U MO3BOHOYHOM apTepUH y B3pOCIIBIX NAIUEHTOB IPU

JIMaMeTpe HECYIIIEr0 aHeBpU3MYy cocyaa oT >2,0 1o <6,0 mm.

[IIpoTruBonOKa3aHus|

e [lanMeHTHI C aKTUBHOU OaKkTepuaIbHON MHGEKITHEH

e [lamueHThI, KOTOPHIM POTHBOIIOKA3aHAa JBOWHAS aHTUTPOMOOIMTApHAS Tepanus (aCHUPUH U
KJIOMTUOTPEIB).

e [lanueHThl, HE IOMYYMBIINE TBOWHYIO AHTUTPOMOOIIUTAPHYIO TEPAITHIO JIO0 MPOIIETYPHI.

[BO3MOKHBIE OCTIOKHEHMS |

b Bo3MoXHEBIE OCITOKHEHHS BKJIFOYAIOT, B YUCJIC IPOYEro, CIACAYIOIICC:

e HexenarenbHas peakuusi Ha AaHTUTPOMOOLMTAPHBIC/AaHTUKOATYJISHTHBIC MpEraparsl HIU
KOHTPACTHOE BEILIECTBO

e AprepHoBeHO3Has (UCTyIa
e Cnenora
e Kowma
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XpoHuueckasi 601b

JleTanLHEBIN UCXOX

[Tepenom npoBoAHMKA IS TOCTABKHU
CwMmelneHne Uiy HeMpaBUIbHOE pa3MeIIeHUe CTEHTa
IIceBpoaneBpusma

Pa3peiB wim nepdoparvsi aHeBpU3MbI
Onunencus

Pacciioenne CTeHKu apTepuu ¢ aHEBPU3MOM
JucranpHas aMO0IHM3aIMsl, BKIIIOYAs paHee He TOPaKEHHBIE COCYTUCThIe OaCCeHbI
DmOomM3anus

TpaBma naxa

l'onosuast 60116

['emaToma UM KPOBOTEUEHHE B MECTE MyHKLIUU
KpoBoteuenue

NucynbT

TpomOGoaIMOOIHS

[Ipexonsmas nmemuyeckas araka (I11MA)
[Muaponedanus

Nudexmus

BuyTtpuuepenHoe KpoBOU3IUSIHIE

Nmemust

Macc-a3¢dext

Heponorudeckuii neunur

CTeHo3 apTepuu ¢ aHEBPU3MOU

Oxxtr03ust IEpPOPUPYIOIINX COCYA0B
[TocneonepaimoHHOE KPOBOTEUEHUE
Basocnaszm

OxkxIr03us1 COCy10B

[Tepdopamus cocyna

Hapymenue 3penus

[CoBMecTHMOCTD M TpedyeMble NPUHALJICKHOCTH |

Muxkpoxarerep 0,021"
Muxkpoxatetep 0,027"

[[Ipenynpe:xxknenue]

[Momnoe moBTopHOe BBeneHue I[IIIC Gornee nByX pa3 MOXKET MPHUBECTH K IOBPEKICHUIO
JUCTAIBHOTO WM MPOKCUMAJILHOTO KOHIIA CTEHTA C OTUIETKOM.

[TanieHTHI ¢ M3BECTHOM aiieprueld Ha IJIATUHY WIM KOOAJbT-XpPOMOBBIN CIUIaB (BKIIIOYAs
TaKle OCHOBHBIE JJIEMEHTHI, KaK IUIaTHHA, KOOAIbT, XpOM, HUKEIIb, MOJMOICH U BOJIb(pam)
MOTYT UMETh aJUIEPrUUYECKYI0 PEaKlUi0 Ha MOTOK-IIEPEHANPABIISIIOLIUNA CTEHT.
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[ManieHTI € W3BECTHOM ayuleprueil Ha O0JI0BO, cepedpo, HEP)KaBEIOIIYyI0 CTallb,
HUKEIb-TUTAHOBLIN CIIJIAB WJIN CUJINKOH MOTYT UMCTh AJUICPIrUYCCKYIO PCAKIIUIO Ha CUCTCMY
JIOCTAaBKH MOTOK-IIEPEHANPABIISAIONIErO CTEHTA.

He moaBepratb moOBTOpHOW 00pabOTKE WM TOBTOPHOM crepuiau3anuu. [loBTOpHas
00paboTKka M TMOBTOPHAsl CTEPUIIM3AIUS YBEIMUYMBAIOT PUCK MHOUIMPOBAHUS IMAlMEHTa U
MOTYT HEIaTUBHO CKa3aThCsl HA XapaKTEPUCTUKAX U3/EIUs.

OTcpoueHHBIN pa3pbIB MOXKET TPOU3OUTH MPU OOJBITUX W TUTAHTCKUX aHEBPU3MaX.

[MepsbI npeaocTopoKHOCTH]|

He ucnonp3oBath u3aenue, eciiy CTepuiibHas yIaKOBKa TOBPEXKACHA.
[ToTok-niepeHanpaBiIsIIOIMM  CTEHT JODKHBI MIPUMEHATH TOJBKO BpayM, MPOLIEAIINe
oOydyeHrne METOJMKAaM U TMPOBEIEHUI0 YPECKOXKHBIX U BHYTPUCOCYAMCTHIX MpOLEIYp B
MEAMIMHCKUX YUPEKICHUSIX C MPUMEHEHHUEM COOTBETCTBYIOUIETO PEHTTEHOCKOMHYECKOTO
000opyIoOBaHUs.

[ToTok-nepeHanpaBIsSOUIMi CTEHT JODKEH MPUMEHSATHCS TOJBKO BpadaMu, MPOLICIIINMHU
Ha/IIexalee 00y4eHrne oOpaIieHuIo C YyCTPOWCTBOM.

[IIIC sBnseTcss CTEPUIBHBIM H3JEIMEM JJs OJHOPA30BOIO INPUMEHEHUS, XPaHUTh €ro
ClIeyeT B IPOXJIAJTHOM U CYXOM MECTE.

[lepen wmcnonp30BaHHMEM TIIATEIBHO MPOBEPHTE CTEPUIBHYIO YMAKOBKY M KOMIIOHEHTHI
u3nenusi, 4YroObl yOeauThcsi B OTCYTCTBUU TMOBPEXKICHUN NpU TPAHCHOPTHUPOBKE.
3amnperiaercss UCMOIb30BaTh COTHYTHIE MU TOBPEXKICHHBIE U3/1ETHS.

Ucnonesyiite II1C no garsl «Mcnonb30Barh 10», yKa3aHHON Ha YIIAKOBKE.

Cnegyer  mpoBeCTM  JIEUEHHE  COOTBETCTBYIOIIMMM  AHTUTPOMOOLIUTApHBIMU U
AQHTUKOAryJIILIMOHHBIMUA CPEICTBAMU B COOTBETCTBHUM CO CTAHJAPTHOM MEAMIIMHCKON
IIPaKTUKOM.

TpomOupoBaHHasi aHEBpHU3Ma MOXKET YCHUJIUTh CYIIECTBYIOIIME WM BbI3BaTh HOBBIC
CUMIITOMBI Macc-3dekTa u moTpedoBaTh MEAUIIMHCKOTO BMEIIATEIHCTBA.

He n3MeHsaTs monoxeHne METKU IMOBTOPHOI'O BBCACHUSA ITOCJIC €€ BbIXOJA U3 KATCTCPA.

He wucnonb3oBaTh y MAallMEHTOB, Yy KOTOPBIX MpH aHrHorpaduu BbISBIEHA aHATOMUS,
HENpUroiHasi JUIs SHJOBACKYJSPHOrO JieueHUs (HampuMep, BCIEIACTBUE BBIPAKEHHON
U3BUTOCTH WJIM CTEHO3a BHYTPUUYEPEITHBIX COCY/I0B).

Hcnonb3oBaHWe WMIUIAHTaTa C HOMHHAIBHBIM JHAMETPOM, IMPEBBIMIAIONIAM JTHAMETP
apTepuu C aHEBPU3MOM, MOKET CHU3UTH d((HEKTUBHOCTh U YBEJIIMUNUTh PUCKU O€3011aCHOCTH,
TaK Kak HEIMOJHOE YKOPOYCHHE MOXKET TIPUBECTH K TPEBBIIMICHUIO HMMIUIAHTATOM
MpEeanonaaracMoi JJIMHBI.

I/ICHOHB3OBaHI/Ie nMijiairarta ¢ HOMHWHAJIbHBIM ,Z[I/IaMeTpOM MCHBIIIC ;[HaMeTpa apTepI/II/I C
aHeBpI/IBMOI\/'I MOXCET BBI3BATh CMCHICHUC CTCHTA BCJIICACTBUC HCIIJIOTHOI'O anneraHI/m 1501051
OKKJTFO3UIO KOJUTATEPAIBHBIX COCYOB M3-32 YPE3MEPHOTO TMOKPBITHUSI METAJIJIOM.

He ckpyuuBaTh MpOBOIHUK BO BPEMsI PACKPBITUS CTEHTA.

[Tosepxnocth crenta II1IC mokpeira momudocharuamixomuaom (MPC). U36erats napanux
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1 HC JOMMYCKATb KOHTAKTa C OPraHNn4YCCKUMU PACTBOPUTCIAMU, TAKUMU KaK CIIUPT.

[MPT]

Hexnuandeckue ucnbiTanus mokasanu, 9to umruiantaT [ITIC sBnseTcst yciaoBHO 6€30MacHBIM s

npoBeneHuss MPT. MPT-ckanupoBaHUE MOKET BBITIONHSATHCS MPHU COOTIOACHUH CIEAYIOIINX

YCIIOBMIA:

e (Crarnyeckoe MarHUTHOE MoJie He npepbimaet 3 T.

e IIpocTpaHcTBeHHBII IpagueHT He mpesbimaet 7,109 T/m.

e [Tlocne ycranoBku IIIIC u mpoBenenus ckanupoBanus B cuctreme MPT ¢ HanpsskeHHOCTBIO
MarHuTHOro nosist 3 T B TedueHwe 15 MHUHYT MakCHUMalbHOE CpPeAHEE 3HAYCHUE YACIbHOTO
kodd¢urmenta nornomienus (SAR) ms Bcero tena cocraBmio 8,43 BT/kr, a MakcuManbHOE
MOBBIIICHHE TEMIEPATYPhl UMILIAHTATA CETYATOrO CTEHTA C MAJIBIM Pa3MEPOM SUYEEK MO XOIy
KpoBoToKa cocrasuio 1,83°C.

e  HWwmmnantar I[IIIC MokeT BBI3BIBATH YAaCTUYHYIO HEOJHOPOIHOCTh TOJA U apTedakThl
BOCITPUUMYHUBOCTH, YTO MOXKET CHIIKATh TUArHOCTHUYecKoe kadecTBo MP-m300paxenuii. Ha
OCHOBAaHUHU HEKJIMHUYECKUX WCIBITAHUN YCTPOWCTBA IIMHOW 46,72 MM C HCIIOJIb30BaHUEM
CTaHJAPTHBIX MPOEKINI MaKCUMAabHBIA pa3Mep apredakTa B HAUXYJIIEM Clydyae COCTABUII
<4,2 mm npu uccnenoBanuu B mnosne 3 Tecma. YacTuuHble apTedakThl MarHUTHOTO OIS,
BbI3BaHHbIe UMILTaHTaTOM I[IIIC, MOryT CHM>KaTh TOYHOCTH OLIEHKHM IPOCBETA COCYIOB IpU
npoBeneHun MP-anruorpagumn.

e KagectBo MP-u300pakeHuss MOXET OBITh CHHXXKEHO, €ciu 00JacTh HCCIEeIOBaHUS
pacriosiaraercsi B TOW e 00JIaCTH MM OTHOCUTENFHO Hemaieko oT mecrta pasmernienus [I1C.
[TosTomy MokeT moTpeboBaThCcs onTUMHU3aIMs mnapamerpoB MP-tomorpaguu ¢ yderom
HaJIMYUs JAHHOTO METAJUIMYECKOTO UMILIaHTaTa.

[KpaTkoe pe3dtoMe KIMHMYECKHX UCTILITAHWH]

st oueHku >¢dexTuBHOCTH U Oe3omacHocTH npuMeHeHus [IIIC mpu 3HI0BacCKyIsIpHOM
JICYCHUN BHYTPHUUYEPEIHBIX aHEBPU3M OBLIO MPOBEACHO NPOCHEKTUBHOE MHOTOIIEHTPOBOE
OJIHOTPYIIIIOBOE KJIMHUYECKOE HCCIEAOBAaHUE C 3a/laHHBIMU 1I€JIEBBIMU TOKa3arensiMu. B
WCCIICIOBAHUN TPUHSUIM y4yacThe 145 mauveHTOB ¢ BHYTPUYEPENHBIMU aHEBpU3MaMU W3 7
LIEHTPOB.

O¢dextuBHOCTE: B TeyeHHe 12 MecsmeB IoOcie Omepalud HE  MPOBOAUIIOCH
JOTIONTHUTENBHOTO JieueHusa. Yepe3 12 wmecsleB [0yl MAalMEHTOB C TOJHOW OKKIIIO3UEH
aneBpusMbl (I cremens mo PaiimoHny) u cTeHo3oM aprtepun ¢ aHeBpusmon <50% cocrtaBuia
84,30%, 95% nosepurensbubiii uHTepBan: [77,81%; 90,78%)]. be3onacHOCTh: 10y MAlMEHTOB,
YMEPIINX/TICPEHECITUX TSOKEIbIM MHCYJIBT B TedeHue 30 1HEW mociie omepanud oo
YMEPILIUX/TIEPEHECIINX TSHKEIbIH HMHCYJIBT Ha CTOPOHE BMEIIATEIhCTBA MO HEBPOJOTHYECKUM
NpUYMHAM B TeueHue 12 mecsiues, cocraBuina 4,83%, 95% nosepurenbHbiil nHTEpBaAN: [1,96%);
9,69%]. Ilpu 3TOM cepbe3HBIX HEXKENATENbHBIX SBJIECHUMN, CBSI3aHHBIX C YCTPOMCTBOM, HE
O0TMEYaJIOCh, 3aPETUCTPUPOBAHO BCETO 5 HEKENATEIbHBIX SBJICHUM, CBSI3aHHBIX C YCTPOUCTBOM.

Pe3ynbrarhl KIMHUYECKUX UCTIBITAHUNA Hay4dHO noka3anu, uro [1I1C sensercs 6e30macHbIM U
3¢ (HEeKTUBHBIM IIPU JICUEHUU BHYTPUUYEPEITHBIX aHEBPU3M.
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[AHCTPYKIHUSA 110 MPUMEHEHUIO|

6.

10.
11.

12.

Brei6epute IIIIC ¢ HOMHUHAIBHBIM IUAMETPOM, HauOoyiee OJM3KUM K JHUAMETPy IIEJIEBOTO

cocyna:

e Cuenyer mogobpats I1II1C cooTBeTCTBYIONUX pa3MepoOB TaK, YTOOBI €ro JAHAMETP MOCIIE
MIOJIHOTO PACKPBITHSI COOTBETCTBOBAJ JAMAMETPY HauOoJblIero 1eneBoro cocyaa. [lpu
HecooTBeTcTBHH pasmepoB [IIIC MoxeT He pacKpbITbCS MOJTHOCTBHIO JIMOO MPOU3OUTH
€ro CMEILEHUE.

e Bo Bpemsa packpsitus IIIIC moxer 3HaunmTenbHO ykopauuBarbes (Ha 50-60%), uto
HE00XO/IUMO YUUTHIBATh.

Brei6epute [IIIC ¢ HOMHUHAJIBHOW IMHOW, MPEBBIMAIONMIEH IJIMHY WKW aHEBPU3MBI HE

MEHee 4eM Ha 6 MM.

PazmecTuTe KOHUMK MHUKpOKATeTEpa Ha PacCTOSHUU HEe MeHee 20 MM OT IHCTaJIbHOTO Kpas

AQHEBpPU3MBbl CTaHAAPTHOM METOJUKOW HMHTEPBEHLUMOHHOW DPAaJHMOJIOTHU; IEpe] BBEACHUEM

[I1C crnerka noATSAHUTE MUKPOKATETEP ISl CHYXKEHHS €70 HATSKEHUS.

[IpuMeuanue: pEeKOMEHIYEeTCSl HCIOJIb30BaTh IOCTOSHHOE IPOMBIBAHUE MHUKpOKaTeTepa

remapuHU3UPOBAHHBIM (PU3HOJIOTHYECKUM PacTBOPOM Bo BpeMs nipumenenus [1T1C.

W3Bnekure nepkarenb ¢ KaTyHmIKOM M3 yNAKOBOYHOTO IMAKETa, 3aT€M aKKypaTHO BBIHBTE

CUCTEMY M3 JIepKaTesi 0 MOsBIICHUS POBOAHUKA CUCTEMBI IOCTABKHU.

BBenure KOHYMK HWHTPOABIOCEPA BO BpAIAIOIIMICA TIE€MOCTATHYECKUM KJamaH Ha

JUCTAIbHOM BXOJHOM IOPTE KaTeTepa U 3aKpOMTE BPAIIAIOIINIICST TEMOCTATUUECKUN KIIallaH;

nepen BBeneHueM [IIIC B mukpokarerep NPOMOWTE HMHTPOAbIOCED (HU3HOJIOTHUCCKUM

pacTBOPOM MPH IaBJICHUU MPOMBIBaHUA >250 MM PT. CT.
KoHunk npoBoHIKA MOXKET ObITH C(OPMHUPOBAH B 3aBUCUMOCTH OT KOHKPETHBIX TpeOOBaHUN
MIPUMEHEHUS.
BBoauTe nHTpOABIOCED BO BpAILAIOIIMICA TeMOCTATUYECKHUI KIIanaH; BU3yaJbHO yOEIUTEeCH,
YTO KOHYHMK HHTPOJIBIOCEPA PACIIONOKEH TITyO0KO B KOHHEKTOPE MUKPOKATETEPA.
3akpenure 000JOYKY HUHTPOAbIOCEpPa BO BTYJKE, I[UJIOTHO 3aKpbIB BpallaloIuics
reMOCTAaTHYECKUI KJIaIlaH.
[IponBuraiite NpOKCUMAIBbHBINA KOHEI IPOBOJAHUKA CUCTEMBI JOCTABKU 1O COBMEILIEHHUS €T0 C
MPOKCUMAJIbHBIM KOHIIOM UHTPOJBIOCEpPA.
H3BiieknTe HHTPOABIOCED.
[TIC npoBoauTCS B MUKPOKATETEp MYTEM MPOJABHKEHUS POBOJHUKA CUCTEMBIIOCTABKU 10
COBMEIIEHUS €r0 KOHYUKA C KOHYMKOM MUKpOKATeTepa.
BauManue: npu BO3HUKHOBEHHHM 3HAYUTEIBHOTO COMPOTUBIICHUS WM TPEHUS MPEKPATUTE
IIPOJIBM)KEHHE  YCTPOWMCTBA, OINPEAECIUTE MPUYUHY CONPOTUBIEHUS, OJHOBPEMEHHO
M3BJIEKUTE yCcTporcTBO U MuKpokateTep. [Ipoasmxkenue IIIC npu conpoTUBIEHUN MOXKET
IIPUBECTHU K MOBPEXKICHUIO YCTPONUCTBA UIIM TpaBME NALlMEHTA.
BHuMmaHue: HamMuue Jpyrux YCTaHOBJIEHHBIX BHYTPUCOCYAUCTBIX CTEHTOB MOXKET HAPYIIUTh
MIPaBUIILHOE PACKPBITHE U CHU3HUTH dPdexkTuBHOCTH [ITIC.
[Tocne coBmenieHus: KOHUYMKA MPOBOJIHUKA CUCTEMBI JOCTaBKUM C KOHYMKOM MHUKpOKaTeTepa
yoemutech, uro I[I[IC pacnonokeH B ONTUMAIbHOM TOJOXEHUH, W Pa3MECTUTE €ro
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I[I/ICTaJIBHBII\/'I KOHCI] Ha paCCTOSAHUH HC MCHCC 5 MM OT AUCTAJIBHOT'O Kpad aHCBPU3MBI.

13. IIIC npoBoAMTCS ¢ UCTIONB30BAHUEM TMOPUIHON TEXHUKH: OJJHOBPEMEHHOTO TOATSITUBAHUS

MUKPOKATCTCpa U MPOABUKCHHA ITPOBOJHUKA CUCTCMbI NOCTABKH.

[Ipy nponBMKEHWH TPOBOJAHMKA CHCTEMBI JIOCTaBKH 0€3
OJIHOBPEMEHHOI'O IOATATMBAHUS MHUKpPOKaTETEpa OTKPBITHIN
CTEHT C OIUIETKOM MOYKET CMECTUTBHCS IUCTAIBbHO IO COCYyHy.
OTO CMEIIEHHE MOXKET NPUBECTU K MOBPEXKACHUIO CTPYKTYPHI
CTEHTA UJIM TPaBME COCY/1a.

14.

15.

ITocne ycnemHoro packpbsitusi auctaibHoro konma I[IIIC u moaTBepkaeHHs €ro MOJTHOTO
packpeITusl IpojoJpkaiite Bbimyck ocTaBiielca yactu [IIIC mpoaBukeHneM IpOBOAHMKA
CHUCTEMBl  JIOCTaBKM W/WIM  TOATATMBaHMEM  MHUKpokarerepa. Packpeitme  IIIIC
obecnieunBaercss (UKcalMed IPOBOJHUKA CHCTEMBbl JOCTaBKHM, HOJTSATMBAHUEM HW/WUIH
MaHMITYJIALUEH MUKpOKaTeTepa JTM00 UX OJHOBPEMEHHBIM IEPEMEIICHUEM.

[Ipumeuanue: Bo Bpems packpsitusi [IIIC HEoOX0auMO THIATEIBHO KOHTPOJIUPOBATH MO
PEHTI€HOCKONIMYECKUM KOHTPOJIEM IIOJIOKEHHE PEHTICHOKOHTPACTHBIX MApKEpOB Ha
KOHYHMKE.

NHCcTpyKMs 10 TOBTOpHOMY BBeAeHHIO: BO Bpemsi packpwithsi [IIIC Bo3moxkHa ero
peno3unus IyTeM MPOJBHKEHUS MHKpPOKaTeTepa IpH OJHOBPEMEHHOM NOATATMBAaHUU
IIPOBOJTHUKA CUCTEMBI JOCTABKH.

e JIIIC mMoOXHO BBOAUTH NMOBTOPHO 1O MOMEHTA, KOIJAa MapKep MOBTOPHOI'O BBEACHMS
JOCTUTHET JUCTAILHOTO MapKepa MUKpOKaTeTepa (CM. pUCYHOK 3 HUXKE).

e [IIIC cuymTaeTcss MOJHOCTHIO BBEACHHBIM IOBTOPHO, KOTJA JUCTAIbHBIM MapKep
IOJIHOCTBIO BTAHYT BHYTpPb MHUKpoKarerepa. CHcTeMa paccuuTaHa Ha BBIIOJIHEHHE HE
OoJiee 2 MOTHBIX ITUKIIOB TOBTOpHOTO BBeAcHUs [1I1C.

[Nonmnoe mnoBTopHoe BBenenue IIIIC Oonee nBYX pa3 MOXKET
IIPUBECTU K IMOBPEKICHUIO JUCTAIBHOIO WU IIPOKCUMAIbHOTO
KOHIIA CTEHTA C OIUIETKOM.

1 — mpokcUManbHBIM KOHELl YCTpOMCTBa; 2 — MHMKpOKarerep;, 3 — AMCTaJIbHBIA MapKep

MHUKPOKAaTeTePa;
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4 —

MapKep MOBTOPHOI'O BBEJCHUSA; 5 — NPOKCUMAaNbHBIA Oydep; 6 — MPOBOJHUK CHCTEMBI
JIOCTaBKH;

7 — TOYKa OrpaHUYEHHUS] TOBTOPHOTO BBEACHUS; 8 — OTCOEAMHEHHOE YCTPOMCTRO.

16.

Pucynok 3. Cxema onepauuu no packpsituro IIIC

ITocne packpbeiTust Bcero creHta ¢ omierkod IIIIC mpoBeaute MUKpoOKaTreTep yepe3 ero
BHYTPEHHIOIO TOJOCTh, YTOOBI YOEIUThCSA, YTO CTEHT HE CMEIIAETCs BO BPEMs ONEpPALIUU.
Korna mukpoxkarerep pacnosiaraeTcsi Ha JUCTaJIbHOM KOHIIE CTEHTA C OIJIETKOM, MPOBOAHUK
CUCTEMBI I0CTaBKU OyJeT BTSIHYT B KOHYMK MUKPOKATETEPA.

Buumanue: ecniu MHKpoOKaTteTep HEBO3MOXKHO MPOBECTU Yepe3 BHYTPEHHIOIO MOJOCTh CTEHTA C

omnetkoid IIIIC, akkypaTHO BTSAHUTE MPOBOJHUK CHUCTEMBbI JOCTABKHA YE€PE3 BHYTPEHHIOKO
nosiocts packpsitoro IIIIC.

Baumanwne: ecinm IMPOBOAHUK CHCTCMbI JOCTABKM HCBO3MOKHO BTAHYTbL B MHUKPOKATCTEP,

17.

AKKypaTHO U3BJICKUTE IIPOBOJHUK CUCTEMBI JOCTABKA U MUKPOKATETEP OAHOBPEMEHHO.
AKKypaTHO = OCMOTpPUTE  HUMIUIaHTHpOBaHHbIH creHT ¢  omiaerkod [IIIC  mop
PEHTTEHOCKOIMYECKMM KOHTPOJIEM, YTOOBI YOEIUTBCS, YTO OH IOJIHOCTBIO IPHJIETAeT K
CTEHKE COCyJa M He uMeeT meperu6oB. Eciin CTEHT ¢ OMJIETKON He MOJHOCTBhIO MPUIIEraeT
WIA TIEPerHyT, pacCMOTPUTE BO3MOXKHOCTh HCIIOJIb30BaHMs OAJUIOHHOTO KareTepa,
MUKpOKaTEeTepa WA IPOBOJHUKA JUJIS €T0 ITOJHOTO PACKPBITHS.

YTunuzanus: MCHOJIb30BaHHBIA MMILUIAHTAT W/WIM CHUCTEMY JIOCTaBKM IPOBOJHHUKA CIEAYET
YTHIM3UPOBATH JINOO BEPHYTh MPOU3BOJUTEIO B COOTBETCTBUU C MPABUIIAMH YUPEKICHUS.

[Bommpocskl u oTBeTHI]

Q Ecnu npu nposenennu [111C Bo3HUKAET 3HAYUTEIBHOE TPEHUE, YTO MHE CIEAYET AeNaTh?

A AKKYpaTHO OJIHOBPEMEHHO HM3BJIEKUTE BCIO CHUCTEMY (MHUKpPOKATETEep U CUCTEMY JOCTaBKU
[IIIC).

Q MosxHo nu n3Bneus [1IIC, ecau oH packpbuics B HEXEIATEIbHOM MecTe?

A Ha, 4actuyno packpeitelii [IIIC MOXHO BBECTH TMOBTOPHO B COOTBETCTBUU C
«HCTpYyKIMEN 110 TOBTOPHOMY BBEICHUIO», MYHKT 15 « MHCTpyKIMH MO TPUMEHEHUIO.

Q MOo3KHO 111 U3BJI€Yb MTOJHOCTBIO pacKpbIThii [1TIC?

A [Tocne momuoro packpeitus IIIIC nepememars ero HeBo3MOxkHO. [Ipu HEeoOXoammocTu
MOeT ObITh UMIIIaHTHPOBaH BTOpOit [1T1C.

Q MosxHo u ycraHoBuTh Bropoii ITI1C BHyTph panee ycranosienHoro ITI1C?

A Ha, BozMoxkHOo pa3mectuth Bropoil [IIIC BHyTpm mmmiantupoanHoro IIIIC. Ilocne
yctaHoBkH nepsoro IIIIC npoBennte MukpokaTteTep Mo MPOBOAHUKY CHCTEMBI TOCTABKH,
yaepxkuBas mpoBoaHuk uepes IITIC. Pazmecture Mukpokarerep B TpeOyeMOM MOJIOKEHUN
U U3BJIEKUTE MPOBOJHUK CHUCTeMBI AocTaBkd. 3areM BbiOepute IIIIC cooTBeTCTBYIOLIMX
pa3MepoB [UIsl CTaHAAPTHOW NMITJIaHTALINN.

Q Ecin umeercs pazHHMIIa MEXIy HNPOKCUMAJIbHBIM M JUCTAIbHBIM JHAMETPAMU COCYJA,
kakoi quametp I1I1C cnenyet BbiOpaTs?

A Bribepure [IIIIC, cooTrBeTcTBytomuid OombiieMy (Kak MpaBUIO, HPOKCUMAIbLHOMY)

IHaMEeTPy cOoCyaa, 4To0bI 00eCIeUnTh HAJIKHYIO (PUKCALHUIO.

9 /12
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[YTuau3zanus nocJie npuMeHeHus |

YTI/IJ'II/ISI/IPOBaTI) HU3ACIIME MW YIAaKOBKY B COOTBETCTBHMH C IIpaBUJIaMHU 60J'IBHI/IHBI n

TpeOOBAHUSAMU PETYJIUPYIOLUINX OPTaHOB.

[Crepuamn3zanmus]

[IIC cTepunr3oBaH OKCUIOM 3TUJICHA TIEPE/] BHIITYCKOM.

[YciaoBusi xpaneHusi|

N30erarh momafaHus MPSIMBIX COJHEYHBIX JIyded. XpaHWUThb U3JENHEe B TEMHOM, CyXOM,
YUCTOM M XOPOIIO MPOBETPUBAEMOM IIOMEIIEHWH NpU KOMHATHOW Temmeparype, B cpene 6e3

KOPPO3HMOHHBIX a30B.

[YcioBusi TpaHCIOPTHPOBKH]

Bo Bpems TpaHCTIOPTUPOBKH U3/I€THE TOJDKHO OBITH 3aIUIIICHO OT MEXaHHYECKUX HArpy3o0K,
COJIHEYHBIX JIy4eU U JOKIEBOU BOABL.

[laTa npou3BOACTBA, CPOK CJIYKObI]

CM. 3 THKETKY Ha yIaKOBKE.

[Cpoxk ronHocTH]

CpOK rOZJHOCTH CTEpUIIM3ALUHU COCTABIISET 3 rojja MpH COOIIOACHUH YCIOBHHM XpaHEHHUS.

[IlosicHeHre 0003HAYEeHMI |

-

4

1) ® He ucnosin30BaTs NOBTOPHO.
2) [:Ei] OO0OpaTuThCsl K HHCTPYKIMH 110 IPMMEHEHUI0
P He noaBeprarb Bo3/1eiicTBHIO NPAMBIX COJTHEYHBIX
3) AN N
c . Jy4yeH
4) AT He noaBeprarb Bo31eiicTBUIO BJIaru
5) g Cpoxk rogHocTH
6) LOT Ko maprun
7) Cnennduxanun Moaeau (HoMep u3AeIust)
8) STERILE AcenTu4yecKoe u3aejame
r nl
9) STERILEJEO] CTepuIn30BaHO0 dTHIEHOKCHIOM
L |
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10D @ He ucnoJib30BaTh, €CJIM YIIAKOBKA MOBPEXKICHA

11 Kounuectso usneanii: 1

12) JlaTa H3roTOBJIEHHS

13)

14)

7
@ IToBTOpHas cTepuaM3anus 3anpenieHa

IIpousBoauTenn

15) MP-coBMEeCTUMOCTD

16) M

O

MenuunuHckoe u3jaeimne

17) UDI YHuKAJIBLHBIA HACHTH(PUKATOP U31eTUsA

[OpunnnansHoe 3asaBaeHIE]

Kommanus «Illanxait XaptKsa Menukan Texnonomxku Ko., JIta» (Shanghai HeartCare
Medical Technology Co., Ltd.) (mamee — «HeartCare Medical») derko ykaspIBaeT, 4TO
«IOTOK-TIEPEHAIIPABIAOIUNA  CTEHT»  NPOU3BEACHHBIM  HAlled  KOMIIAHMEW,  SABIIIETCS
OJHOPa30BBIM M HE MOXeT ObITh Hcmosib3oBaH moBTopHO. HeartCare Medical ne Hecer
OTBETCTBEHHOCTU 3a JIOOble NOBpEeXIEHHA wWin cOou B padoTe U3AEIHs, BbI3BaHHbIC
HENpPaBUIBHBIM BEIOOPOM MOJIENHN U crienuUKAMM N31eNusl, HETPABUIbHOM 3KCIITyaTaluen min
mo0oi  Ipyroil TexHoreHHOW aBapued. Uro KacaeTcs BO3MOXHOCTH MHOTOKPAaTHOTO
ucnonb3oBanus cucrembl, HeartCare Medical He pekoMeHayeT, He YKa3blBaeT H HE
NoJpa3yMeBaeT B Kakoil-110o (opMe Takoe MHOTOKPAaTHOE HCIIOJNb30BAaHUE, U KOMIIAHMS He
HECeT OTBETCTBEHHOCTH 3a HECYACTHBIE Cllydal WIM MOBPEXKICHHUS W3/ENHs, BbI3BaHHbIC

MHOT'OKPAaTHBIM UCIIOJIb30BAHUCM.

1 /12
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Ha3panune 3apermcrpupoBanHoii komnanum: «lllanxaii XaptKsa Menukan Texnomomxu Ko.,

JItn.» (Shanghai HeartCare Medical Technology Co., Ltd.)

IOpuanueckuii anpec: 3manue 38, Ne 356 Uxorn60 Poyxa, Cienmanbubiii paiion JIuasran, Kurtaiickas

(Illanxatickas) TUIOTHAS 30HA CBOOOTHOM TOPTOBIIH.

Otnen mociaenpoaaxuoro oocayxuBanmusa: «lllanxaii XaprKisa Menukan Texnonomxu Ko.,

JItn.» (Shanghai HeartCare Medical Technology Co., Ltd.)

Ten./®@akc: +86-21-37526556

Ipoussonurens: «lllanxait XaprKsa Menukan Texknonomxu Ko., JIta.» (Shanghai HeartCare

Medical Technology Co., Ltd.)

IOpuanueckuii aapec npoussoxutens: 3manue 38, Ne 356 Wxonbo Poya, CrnenmanbHbli paiioH

JIunbran, Kuraiickas (I1lanxaiickas) maioTHast 30Ha CBOOOTHON TOPTOBIIH.

Anipec npousBoicTBa/KouTaKTHAs uudopmauus: 1-if u 3-i sTaxu, 3qanue 38, Ne 356 Uxanbo Poyx,

Crnenuanbsblit paiion JIunbsran, Kuraiickas (ILlanxaiickast) muiaoTHast 30Ha CBOOOIHOM TOPTOBIH

Ne/Bepcus: FDD-SMS-002 (EU)/A
CoctaBaeno: 06.03.2025
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Vascular Reconstruction Device

Instruction for Use

(please read this manual carefully before use, pay special attention to various

warnings and precautions)

Shanghai HeartCare Medical Technology Co., Ltd
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[Product Name]

Vascular Reconstruction Device (VRD)

[Warning]

® The product has been sterilized with ethylene oxide.

® This product is disposable, please do not sterilize or reuse.

® Do not use if the package has been opened, cracked, leaked or has exceeded the sterilization
® This manual must be read carefully before use.

® This product can only be used by doctors who have received professional training.
[Intended Use]

The Vascular Reconstruction Device Stent is intended for use with occlusive devices in the treatment of
intracranial aneurysms.
[Packing List]

®  One set of the VRD product.
®  One copy of Instructions for Use.

[Structure and Composition]

The Vascular Reconstruction Device (VRD) stent is composed of three parts: the stent, the delivery guide wire and
the introduction sheath. The stent is made of nickel-titanium alloy tubing by laser engraving, with platinum-iridium
developing points at both ends of the stent, and platinum-iridium developing points in the middle of the stent in
some models; the delivery guidewire is composed of distal winding, stent positioning winding, proximal winding,
and core wire. The product is sterilized by ethylene oxide, single-use, and has a shelf life of 3 years.

The Vascular Reconstruction Device (VRD) for intracranial aneurysm embolization consists of a self-expanding
stent and a delivery system (Fig.1), which consists of a delivery guidewire (Figs. 1-3) and an introducer sheath (Figs.

1-2). The stent is preloaded on the delivery guidewire inside the introducer sheath.

Figure 1 Schematic Diagram of VRD Stent
1 - Self-expanding Stent; 2 - Sheath Introducer; 3 - Delivery Guidewire
The implantable stent is a nickel-titanium tubular sculpted self-expanding stent with a closed mesh design. Both
ends of the stent have developer marker points (Fig. 2 a), and some sizes of the stent are also fitted with developer

marker points in the middle section of the stent (Fig. 2 b).
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Figure 2 Schematic Stent Diagram of VRD Stent
a) No marker in the middle of the stent b) Markers in the middle of the stent
The delivery guidewire is a nickel-titanium guidewire mandrel on which X-ray proof marker bands are installed.
The sheath introducer is made from PTFE polymer which has good smoothness and can ensure the smooth
advancing and passing of the stent in a catheter. The distal end of the sheath introducer is tapered. Depending on
such design, the distal end of the sheath introducer is matched with the proximal port of the microcatheter, which is
beneficial for smoothly advancing the stent into the microcatheter from the sheath introducer.

The VRD stent shall be used in conjunction with the microcatheter (0.021") under x-ray fluoroscopy.



HeartCare

COMPLETE SOLUTION FOR STROKE

&

[Product model and specification]

Table 1 Guide to Product Model Specifications and Recommended Dimensions

: Specificati i
Appropriate on of Whether marker | Whether there is
Inner Diameter . bands are Tip at the distal
. . Compatibl . )
No. Model specification of Blood installed in the end of the
Vessel . © middle section of delivery
(mm) Microcath the stent guidewire
eter
1 SM*VRD-4014N-00 None None
2 SM*VRD-4014N-12 None Yes
3 SM*VRD-4022N-00 None None
4 SM*VRD-4022N-12 None Yes
5 SM*VRD-4028N-00 None None
6 SM*VRD-4028N-12 25743 None Yes
7 SM*VRD-4037N-00 None None
8 SM*VRD-4037N-12 None Yes
9 SM*VRD-4060N-00 None None
10 SM*VRD-4060N-12 None Yes
11 SM*VRD-3022N-00 . None None
12 SM*VRD-3022N-12 0021 None Yes
13 SM*VRD-3028N-00 2.0-3.0 None None
14 SM*VRD-3028N-12 None Yes
15 SM*VRD-3037N-00 None None
16 SM*VRD-3037N-12 None Yes
17 SM*VRD-4022M-00 Yes None
18 SM*VRD-4022M-12 Yes Yes
19 SM*VRD-4028M-00 3.5-4.5 Yes None
20 SM*VRD-4028M-12 Yes Yes
21 SM*VRD-4037M-00 Yes None
22 SM*VRD-4037M-12 Yes Yes
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[Product Size]

The VRD stent is available in the following stent sizes:

Stent Stent Stent Shortening Ratio % Open Area Stent
Length Length | (ABVD of 4.0 mm vs. Diameter
(mm) in Self- | Self-expanding State of in Self-
under a expandi the Stent) expandin
Model specification blood ng State g State
vessel mm % mm 4mm 2.5m (mm)
diameter m
(BVD) of
4.0 mm
SM*VRD-4014N 16 14 11 2.0 96.3 94.2 5.0
SM*VRD-4022N 24 22 8 2.2 96.2 94.1 5.0
SM*VRD-4028N 29 28 9 3.0 96.1 94.0 5.0
SM*VRD-4037N 39 37 11 4.8 96.0 93.9 5.0
SM*VRD-4060N 65 60 13 9.2 95.5 93.5 5.0
SM*VRD-4022M 24 22 8 2.2 96.2 94.1 5.0
SM*VRD-4028M 29 28 9 3.0 96.1 94.0 5.0
SM*VRD-4037M 39 37 11 4.8 96.0 93.9 5.0
Stent Stent Stent ratio under a % Open Area Stent
Length Length BVD of 3.0 mm Diameter
(mm) in Self- (vs. Self-expanding in Self-
Model specification undera | expandi State of the Stent) expandin
BVD of | ng State g State
3.0 mm mm % mm 4mm | 2.5m (mm)
m
SM*VRD-3022N 23 22 12 3.1 96.2 94.1 3.5
SM*VRD-3028N 30 28 12 4.0 96.1 94.0 3.5
SM*VRD-3037N 39 37 12 53 96.0 93.9 3.5

The VRD stent is available in multiple models & specifications. See Table 1 for the detailed parameters.

[Contraindications]
The VRD stent generally cannot be implanted into the patients with the following symptoms:
*  Patients in whom antiplatelet drugs and/or anticoagulation therapy is contraindicated.
*  Patients inapplicable to endovascular treatment due to anatomical abnormalities shown by angiography:
- Severe intracranial vessel tortuosity or stenoses
- Intracranial vasospasm not responsive to medical therapy

*  Patients with severe allergy to contrast agents
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Pregnant and breastfeeding women

Patients with cardiogenic shock

Patients with thrombosis or poor blood flow in intracranial arteries

Patients known to be highly allergic to nickel titanium

[Possible Adverse Events]

Adverse events that may be associated with the use of the VRD stent in intracranial arteries include:

Re-canalization/Re-growth of aneurysm
Allergic reaction including, but not limited
to contrast, Nitinol metal and medications
Arrhythmia

Arteriovenous fistula

Emboli (air, tissue, or thrombotic emboli)
Emergent neurosurgery

Failure to deliver the stent to the intended
site

Bleeding

Haematoma

Hypotension / hypertension

Incomplete aneurysm occlusion

Infections

Injury to normal vessels or tissue

Ischemia

Lateral circulation occlusion

Myocardial infarction

Neurologic deficits

Pain and/or infection at the puncture site
Vascular perforation

Arteriovenous fistula
Dislocation/dislodgment of emboilzation
coil into normal blood vessel near
aneurysm

Death

Pseudoaneurysm

Renal failure

Ruptured blood vessel or aneurysm
Seizures

Stent implantation site stenosis

Stent displacement/embolization
Intra-stent thrombosis/occlusion

Stroke

Complete occlusion of treatment site

Vasospasm

Intravascular thrombosis

Cerebral edema

Disruption of delivery system or stent
Retroperitoneal hematoma

Transient increase or decrease in blood
pressure

Difficulty releasing
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[Recommended Combination Drug Regimen in Clinical Studies]
Preoperative - elective surgery
*  Aspirin (ASA) 75mg to 325mg/day starting 72h preoperatively
*  Clopidogrel: 75mg/day starting 72h preoperatively, or a loading dose of 300mg preoperatively (at least
6h before)
Preoperative - emergency surgery
*  Aspirin (ASA) 75mg to 325mg at the time of catheter insertion prior to surgery
*  Clopidogrel/clopidogrel dose of 300mg given at the time of preoperative catheter insertion
Optional intraoperative medications
* Intravenous heparin is recommended, with dosage adjusted according to body weight, to maintain an
activated clotting time (ACT) close to 250s-300s throughout the procedure, or less than 220s if a GP I1IB-
[1a inhibitor is given, to minimize the risk of bleeding.
Postoperative medications
*  ASA (75mg~325mg/day) should be continued for at least 1 year
*  Clopidogrel (75mg/day) should be used for at least 30 days
[MRI Compatibility]
MR Conditional Compatibility
Patients using this product can safely undergo MR scans immediately after implantation of the device under the
following conditions:
* Static magnetic fields of only 1.5T (Tesla) and 3.0T
*  Maximum spatial gradient magnetic field of 4000 Gauss/cm
*  Maximum MR system reports a whole-body average translational absorption rate (SAR) of approximately 2.27
W/kg when the MR system is operated in a level 1 controlled mode of operation.
MRI-related heat production
* Under the prescribed scanning conditions described above, the maximum warming expected to be
generated by an intracranial aneurysm embolization-assisted stent was approximately 2.12°C (based on
the pulse sequence) after 15 min of continuous scanning, and the MRI-related heat production effect of a
stent with a fractured branch was unknown.
Artifactual information
¢ When imaged on a 3.0T MRI system using a gradient-echo pulse sequence, the maximum artifact size
extended approximately 2.73 mm from the intracranial aneurysm embolization-assisted stent, which was
not observable in the inner lumen of the stent.
Magnetostatic displacement forces
¢ The maximum deflection angle in the 3.0 Tesla MR environment is <45°, i.e., the magnetotropic
displacement force is less than its gravitational force.
[Operating Instructions]

In addition to the VRD stent, the following devices are also recommended:
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*  Appropriately sized puncture sheath

*  Microcatheter (0.021")

* A series of deployable embolization coils and syringes

*  Appropriately sized exchange length guidewire for the selected microcatheter

*  Guide catheter for designated microcatheter

* Two or more Y connector/Rotating Hemostasis Valves (RHV) with >0.076” lumen diameter
»  Sterile heparinized saline solution

* Contrast agent

Carefully check all devices, catheters and components before use. In addition, the integrity of the VRD stent must

be checked, the air in the system shall be completely discharged and the sealing device of the joint shall be carefully

adjusted.

[Selection of VRD Stent]

It is vital to select the appropriately sized VRD stent for patient safety. In order to select the most appropriate VRD

stent for specific lesions, angiography shall be performed to measure the size of the aneurysm before stent

implantation.

[Operating Instructions]

1.

XNy N kW

Gain vascular access according to standard practice.

¢ Note: If the microcatheter embolization technique is adopted, the guide catheter with a large enough
lumen (inner diameter) shall be selected to accommodate the 0.021"microcatheter required by the VRD
stent and the microcatheter required to deliver the embolization coil. At the same time, appropriate
contrast agents are allowed to be injected into these two microcatheters for X-ray fluoroscopy mapping.

Place the microcatheter (0.021") for stent deployment with the guidewire and make it at least 12 mm away
from the distal end of the aneurysm neck.
* Note: If the microcatheter semi-deployment technique is adopted, the microcatheter installed with the
embolization coil shall be delivered according to the standard intravascular operation procedures until it
reaches the aneurysm site.
Withdraw the guidewire from the microcatheter for stent deployment.
Maintain continuous infusion in the microcatheter according to the standard intravascular operation procedures.
Select the appropriately sized VRD stent.
Carefully check the packaging of the stent to ensure that the inner packaging bag is not damaged.
Peel open the packaging bag using aseptic technique.
Carefully place the annular coil in the sterile area.
Take out the delivery guidewire from the clamp on the annular coil ring, grasp the proximal end of the sheath
introducer and the delivery guidewire at the position where the delivery guidewire stretches out of the
introducer sheath, and grasp the delivery guidewire and the sheath introducer at the same time, so as to prevent
migration of the stent.

*  Confirm that the delivery guidewire does not move relative to the sheath introducer when the VRD

stent is taken out of the annular coil ring.

«  Confirm that the tip of the delivery guidewire is entirely within the introducer.
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10.

11.

12.

13.
14.

15.

16.

* Do not partially deploy the stent in the introducer sheath.

*  Confirm the delivery guidewire is not kinked and that the sheath introducer tip is not damaged. In
case of any defect, please immediately stop the operation and return the device to Shanghai HeartCare
Medical Technology Corporation Limited.

e  Warning: Do not adjust the tip shape of the delivery guidewire if the delivery guidewire with a marker

coil (12 mm) at its tip is selected. This could lead to damage or separation of delivery guidewire.

Advance the distal end of the introducer sheath into the RHV connected to the microcatheter until it is
fully engaged with the microcatheter (0.021") hub, then tighten the RHV locking ring. Flush the y-
connector of the RHV with sterile saline and verify that fluid exits the proximal end of the introducer
sheath.
. Warning: Clean the device carefully to avoid the accidental introduction of air into the system.
. Warning: Confirm that there are no air bubbles trapped anywhere in the system.
. Caution: The introducer sheath must be properly engaged with the microcatheter hub to enable stent
introduction into the microcatheter.
Advance the delivery guidewire to transfer the stent from the sheath introducer to the microcatheter.
. Warning: The delivery guidewire shall not be torqued to get access to the aneurysm.
Continue to advance the delivery guidewire into the microcatheter until the distal end of the reference mark
of the delivery guidewire (150 cm away from the distal end of the delivery guidewire) enters the sheath
introducer, release the locking ring of RHV (rotary hemostatic valve), withdraw the sheath introducer and
set it aside.
*  Note: Fluoroscopy may be used up to this point at the physician’s discretion.
*  Warning: Do not apply undue force when operating the stent against resistance, withdraw it back to
the original position and replace it with a new device.
Advance the stent in the microcatheter to its top.
Align the stent positioning mark on the delivery guidewire to the lesion site, and position and deploy the
stent at this site.
If stent positioning is satisfactory, carefully retract the microcatheter, while maintaining the position of the
delivery guidewire, to allow the stent to fully deploy across the neck of the aneurysm. The stent will deploy
as it exits the microcatheter.
*  Warning: Do not deploy the stent if it is not properly positioned in the vessel.
*  Note: If the microcatheter semi-deployment technique is adopted, the microcatheter for delivering
the embolization coil shall be kept at its original position. If necessary, reposition the microcatheter using
standard endovascular practice.
. Warning: Do not deploy the stent if the position of the microcatheter delivering the embolic coils has
been shifted.
If stent positioning is not satisfactory, the stent may be recaptured and repositioned. The stent can be

recaptured only when the positioning mark at the proximal end of the stent is aligned to the mark at the
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distal end of the microcatheter (recapture critical point), as shown in Figure 2. If the stent needs to be
repositioned, gently advance the microcatheter to make the tip of the microcatheter gradually cover the
deployed part of the stent (do not pull the stent back into the microcatheter), reposition the system and

slowly deploy the stent at the new position.
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Marker band at the
non-deployed distal
end of the stent

Compressed holding

section of the stent 'lL

17.
18.
19.

20.
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Marker band on the
non-deployed part of
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Figure 3 Schematic Diagram of Partial Stent Deployment and Recapture
. Note: When advancing the microcatheter over the stent during recapture, it may be necessary to keep
the stent stable with tension on the delivery guidewire.
. Caution: If resistance is felt while recapturing the stent, do not continue to recapture the device.
Withdraw the microcatheter slightly to advance the stent (without exceeding the recapture critical point),
and then attempt to recapture the stent again.
. Caution: The stent may be fully recaptured once.
. Note: Be careful to maintain delivery guidewire access through the deployed stent to facilitate access
distal to the deployed stent, if necessary.
. Note: Enough stent length (about 5 mm) shall be left at both sides of the aneurysm neck to ensure
that the stent can completely cover the aneurysm neck.
Position the distal end of the microcatheter to the distal end of the stent before withdrawing the delivery
guidewire, so as to keep a passage in the stent. Slowly remove the delivery guidewire.
Advance the exchange guidewire along the 0.021" microcatheter.
Withdraw the 0.021" microcatheter when adopting the microcatheter post-deployment technique.
Advance the microcatheter with an inner diameter of 0.014" (determine the specification of the
microcatheter according to the instructions for use of the coil) along the exchange guidewire after
withdrawing the microcatheter (0.021").
The following three methods are recommended for the stent-assisted emboilzation coil embolization
technique:
Method 1: Fill-the-circle-first-release stent technique, where the stent microcatheter crosses distal to the
aneurysm first, the emboilzation-coil microcatheter is placed in the aneurysm lumen, the aneurysm lumen

undergoes emboilzation-coil release, and the stent is upstaged and released via the microcatheter, as shown
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in Figure 4(a).

Method 2: Parallel release technique, the microcatheter enters the aneurysm first, the stent is released later,
the microcatheter is located outside the stent, and the microcatheter is fixed between the stent and the
vessel wall as shown in Figure 4(b).

Method 3: Perforated mesh release technique, where the microcatheter enters the aneurysm through the
stent mesh, as seen in Figure 4(c).

Note: It is easier to enter the aneurysm using a microcatheter that has been shaped at the head end.

(b)

Figure 4 Stent-assisted emboilzation coil embolization technique
21. After placing the last coil, verify that the stent has remained patent and properly positioned. Carefully
remove the microcatheter through the stent mesh.
Warning: observe the marked position of the intracranial aneurysm embolization-assisted stent during the
embolization maneuver to ensure that it has not shifted.
22. Withdraw all auxiliary devices (microguide wire, microcatheter, etc.) after surgical procedure.

[Warning].

This product is for single use only, do not re-sterilize and re-use. To avoid possible cross-contamination,
endangerment of patient's health and even life.

This product should only be handled by physicians experienced in angiography, percutaneous intracranial
arterioplasty and intracranial endovascular stenting. Extreme care must be taken when withdrawing this
product from the package to ensure that the Intracranial Aneurysm Embolization Assist Stent is intact or
remains sterile.

This product should be handled under high definition fluoroscopic observation. If resistance is encountered
during handling, the cause of the resistance must be identified before proceeding with the advancement. If
resistance is still evident when advancing, withdraw the entire delivery system.

The inner bag of this product is labeled with a sterilizing indication label. Please confirm that the indication
label has been exposed, and do not use it if it has not been exposed.

Based on previous clinical experience with stent implants, there is a risk of stenosis after stent implantation.
Stenosis may require dilation of the vessel segment containing the stent. The risks and long-term outcomes of
dilating a stent that has been endothelialized are currently unknown.

The length of the stent chosen should be at least 10 mm longer than the aneurysm neck to ensure that the ends
of the stent exceed the aneurysm neck by a distance of at least 5 mm. The greater the difference in diameter
between the proximal and distal segments of the aneurysm-carrying vessel, the greater the risk of stent

migration.
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*  Selection of an inappropriately sized microcatheter may result in dislodgement of the stent from the delivery

guidewire, migration, instability, inaccurate positioning during release, difficulty in pushing, or vessel injury.

*  Emboilzation coils may become lodged in the stent gap, and caution must be exercised when using smaller

emboilzation coils in the vicinity of the stent.

*  The guidewire coil lumen may be flushed with sterile heparinized saline.

* Disregarding warnings may result in adverse events.

*  Sound resuscitation instruments and resuscitation equipment should be available at all times, and the personnel

involved should be capable of detecting and correctly managing adverse events of any magnitude.

[Cautions]

Do not use if the inner package is opened or damaged.

Apply the product within its shelf life and store it in a low-temperature, shady and dry environment.
Carefully check all devices and their functions before surgical procedure.

Carefully check the VRD stent before use to ensure no damage to it. Do not use the VRD stent if any
component is damaged, missing or deformed.

Confirm the product label and specify the size of the aneurysm and the stent to be used.

Appropriate anticoagulants must be provided for the patient. Anticoagulant therapy and intracranial artery
dilatation must be maintained during surgery.

Using the VRD stent in patients in whom antiplatelet and/or anticoagulant therapy is contraindicated may
lead to a higher risk of thrombosis.

The VRD stent cannot be separately used as a stand-alone device, i.e., in the treatment of aneurysms
without coil embolization.

During deployment, the vascular reconstruction device stent may foreshorten. Refer to the "Model
specification" section to examine foreshortening values for each of the VRD Stent.

The stent cannot be recaptured more than once.

As the stent is overlapped with the embolization coil, if the embolization coil protrudes into the parent
artery during embolization, it may not be visible under X-ray fluoroscopy. Intermittent angiograms in
multiple views may be necessary to ensure there are no coil protruding into the parent artery.

The deployment of the stent and the embolization coil can be completed only under the fluoroscopy by
high-definition radiographic equipment.

The performance and safety of two or more overlapped stents has not been established.

The capacity of the stent to withstand balloon dilatation has not been established.

Use caution when crossing the deployed stent mesh with guidewires or microcatheter.

[Disposal after use]

Dispose of product and packaging in accordance with hospital and administrative policy.

[Sterilization]

The VRD stent has been factory sterilized with ethylene oxide.

[Storage Conditions]



@ HeartCare
COMPLETE SOLUTION FOR STROKE

Do not store in direct sunlight. The product shall be stored in a shady, dry, clean and well-ventilated environment
at room temperature where there is no corrosive gas.
[Transportation Conditions]

In the transportation process of product, the product shall be protected from heavy load, direct sunshine and

rainwater.

[Production Date, Service Life]

See package label.
[Shelf Life]

The shelf life for sterilization is 3 years under the condition of meeting the storage regulations.

[Symbol Description]

r hl

r'
L

Do not re-use

@&

Do not resterilize

.|
4

Consult instructions for use

a

® &

’_
L

Do not use if package is damaged

Use-by date

-

Date of production

1
o

Batch code

N
9 | [§]
] -]

r
L

Number of Product Contained: 1

' |
_IJ

Catalogue number

‘|
a

‘T Keep dry
Sterilized using ethylene oxide
iii\ Keep away from sunlight

E

Manufacturer




@) Xinwei medical
STROKE CARE

A

Warning

AN

Conditional magnetic resonance compatible

MD

Medical Device

UDI

Unique device identifier
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[After-Sales Service]

Shanghai HeartCare Medical Technology Co., Ltd. (hereinafter referred to as "HeartCare Medical") is
committed to providing products that there are no material or manufacturing defects when the customer receives
the products produced by our company.And that all other product-related questions should be directed to the
company.

[Solemnly Declare]
Shanghai HeartCare Medical Technology Co., Ltd. clearly indicates that the "VRD Device" produced by our

company is disposable and cannot be reused.

Manufacturer: Shanghai Heartcare Medical Technology Co., Ltd.
Address: Building 38, No. 356 Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade Zone
After-sales service unit: Shanghai Heartcare Medical Technology Co., Ltd.

Tel./Fax: +86-21-37526556

No./Version: VRD-SMS-001 (EU) /J
Issued on: March 12, 2025
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YCTpOCTBO NIl PEKOHCTPYKIUHU COCYA0B

NHCTpYKUMS IO IPUMEHEHUI0

(BHMMAaTe1bHO MPOYHUTAliTEe JaHHOE PYKOBOJACTBO Iepe] NpUMEeHeHneM 1 odpaTure ocodoe
BHMMAaHHE Ha PA3JIMYHbIC NPeAyNpekAeHUs] H MepPbl IPeI0CTOPOKHOCTH)
«anxai XapTtK3ya Meaukaa Texnosonxu Ko., JIta.» (Shanghai HeartCare Medical
Technology Co., Ltd.)
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[HammeHnoBanue usnesus|

YerpoiicTBo i pekoHCTpyKuuu cocynoB (YPC)

[[Ipenynpexnenne]

® JlaHHOE M3/CTIHE CTEPIIN30BAHO STHICHOKCHIOM.

® JlanHOE W3EIHME NMPEIHA3HAYCHO IS OMHOKPATHOTO NPHMEHEHUS, He CTEPWIM3YHTE W HE HCIONb3yHTe
HIOBTOPHO.

® 3anpemaercs HCIOIH30BAaHHUE, €CIHM YIMAKOBKA ObLIa BCKPHITA, HOBPEXKIEHA, IMPOTEKJIA MM HUCTEK CPOK
TOHOCTH CTEPUITH3AIIHH.

® l'[epe)l NPUMCHECHUEM HeOGXOlII/IMO BHHUMATECJIBHO MPOYUTATh JAaHHYIO MHCTPYKIHIO 1O ITPUMEHCHUIO.

®  |l3nenue MOXET MCIOIB30BATHCS TONBKO BpauaMH, IPOIICAIIIMHU PO(hecCHOHATbHOE 00yIeHHE.

[IIpexmosiaraemMoe MCIOJIb30BaHKE]

Crent ycrpoiicTBa ansi pekoHCTpykumu cocynoB (YPC) mpenHasHadeH Al MPUMEHEHHS COBMECTHO C
OKKJIIO3UPYIOLIMMHU yCTPONUCTBAMHU IIPHU JICUEHUH

BHYTpPUYEPENHBIX aHEBPU3M.

[YnakoBouHbIi JUCT]

® Opmun xoMmiuiekT usaenus YPC.

®  OauH K3eMIUISIP MHCTPYKLUH 110 IPUMEHEHHUIO.

[KoncTpykuust u cocras]

CreHT ycTpoiicTBa A1 peKoHCTpyKIMU cocynoB (YPC) cocTout u3 Tpex 4acTei: CTeHTa, IPOBOJHUKA CUCTEMBI
IOCTaBKH M MHTpoabiocepa. CTEHT M3TOTOBICH M3 TPYOKH M3 HUKEIB-TUTAHOBOTO CIUIaBa METOIOM Ja3epHOI
TPaBUPOBKH; Ha OOOWMX KOHIIAX CTEHTa YCTAHOBJIEHBI PEHTICHOKOHTPACTHBIE METKU U3 ILIATHHO-HPHIUCBOTO
CIUIaBa, B HEKOTOPbIX MOJENAX CTEHTa TaKkKe NPeIyCMOTPEHbl PEHTTEHOKOHTPACTHbIE METKU U3
IUIATUHO-UPUJIUEBOIO CIUIaBa B CpEeJHEH 4YacTH; NPOBOJHUK CUCTEMBI JOCTaBKHM COCTOMT M3 AMCTAIbHOM
HAaBUBKM, HAaBHUBKM MJIsI MO3UIMOHUPOBAHMS CTEHTa, NPOKCUMajbHOM HABUBKU U cepaeyHuKa. 3penue
CTEpUIIU3YETCS STUIIEHOKCUJIOM, IPEAHA3HAYEeHO JUIsl OAHOKPATHOTO MPUMEHEHHMs, CPOK TOAHOCTH — 3 roja.
YcrpoiictBo ms pekoHCTpyKimu cocynoB (YPC) mms sMOoyM3aliii BHYTPHUYCPEITHBIX aHEBPHU3M BKIIFOYACT
CaMOPACKPBIBAIOITUICS CTEHT U cucTeMy noctaBku (Puc. 1), cocTosmryro u3 mpoBOJHUKA CHCTEMBI JOCTABKU
(Puc. 1-3) u uaTponptocepa (Puc. 1-2). CTeHT npenBapuTeIbHO 3arpy’KeH Ha MPOBOJIHHUK CUCTEMBI TOCTABKH

BHYTPU UHTPOJbIOCEPA.

Pucynok 1. Cxema crenta YPC

1 — CamopackpsiBaromuiicsi creHT; 2 — UHTpoaptocep; 3 — [IpoBOIHUK CHCTEMBI JOCTAaBKU
UmnnmantupyeMblii  CTEHT  MpEACTaBIsIET COOOW  caMOPAacCKPHIBAIOMIMMCS  TPyO4YaThli  CTEHT W3
HUKEIb-TUTAHOBOTO CIDIaBa C 3aMKHYTOH sYeHCTOi KOHCTpykmuend. (O0a KoHIIa CTEHTa OCHAIICHEI
PEHTTeHOKOHTpAacTHBIMU MeTKamu (Puc. 2 a), B HEKOTOpBIX pa3Mepax CTE€HTa PEHTTEHOKOHTPACTHBIE METKH

TakXe pa3MelleHsl B cpeaneit yactu (Puc. 2 b).
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Pucynok 2. Cxema crenta YPC

a) be3 metku B cpenneit yactu ctenTa b) C METKOM B CpeHEH YacTH CTeHTa

[IpoBogHUK cHCTEMBl JOCTAaBKH MpEACTaBiseT co00i MaHApPEH W3 HHUKEIb-TUTAHOBOTO CIUIaBa C
YCTaHOBJIEHHBIMU PEHTT€HOKOHTPACTHBIMA MAapKEPHBIMH ITOJIOCKaMH.

Untponptocep BemonHeH u3 mnommmepa [1TOD, obmamaromero BBICOKOH TIMATKOCTBIO, YTO OOECIEUMBACT
IIJJABHOE TIPOJBIDKEHHWE W NIPOXOXKICHHE CTEHTa BHYTpPH Karerepa. JMCTanpHBIM KOHEI] HHTPOIBIOCEpA
BBIIIOJIHEH C KOHWYECKHM CyKeHUEM. braromapss Takoll KOHCTPYKIMH IUCTalIbHBIM KOHEIL MHTPOIBIOCEpA
COBMeEIAeTcs ¢ MPOKCUMAIbHBIM MOPTOM MHUKpOKATeTepa, YTO OOJerdaer IJIaBHOE NPOIBMIKEHUE CTEHTa U3
HHTPOIBIOCEPA B MUKPOKATETED.

Crent YPC nmpumensiercst coBMecTHO ¢ MukpokaterepoM 0,021" moa peHTreHOCKOUYECKUM KOHTPOJIEM.
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[Monean u cnenupurkanus u3esus|

Ta6m/ma 1 PyKOBOL[CTBO oo CHeIII/I(bI/IKaIII/ISIM MOACIIN U3ACIHS U pPEKOMEHAYEMbBIM pa3sMepaM

Hanuuue
CootBerctByto | Crenuduk
. Hamvaune KOHYHKA Ha
1100051 anus
. MapKEepHBIX JIUCTATHEHOM
BHYTpPEHHHH COBMECTH
Ne Crierudukarys MOIeIu MOJIOCOK B KOHIIE
JUaMeTp MOTO .
CpeaHei yacTu MPOBOJIHUKA
cocyna MHUKPOKAT
CTEHTa CHCTEMBI
(Mm) erepa
JIOCTaBKH
1 SM*VRD-4014N-00 Her Her
2 SM*VRD-4014N-12 Her Ha
3 SM*VRD-4022N-00 Her Her
4 SM*VRD-4022N-12 Her Ha
5 SM*VRD-4028N-00 5545 Her Her
6 SM*VRD-4028N-12 7 Her Ja
7 SM*VRD-4037N-00 Her Her
8 SM*VRD-4037N-12 Her Ja
9 SM*VRD-4060N-00 Her Her
10 SM*VRD-4060N-12 Her Ja
11 SM*VRD-3022N-00 0.001" Her Her
12 SM*VRD-3022N-12 ’ Her Ja
13 SM*VRD-3028N-00 20-3.0 Her Her
14 SM*VRD-3028N-12 T Her Ja
15 SM*VRD-3037N-00 Her Her
16 SM*VRD-3037N-12 Her Ha
17 SM*VRD-4022M-00 Ha Her
18 SM*VRD-4022M-12 Ha Ja
19 SM*VRD-4028M-00 3.5-4.5 Ha Her
20 SM*VRD-4028M-12 7 Ja Ja
21 SM*VRD-4037M-00 Ha Her
22 SM*VRD-4037M-12 Ha Ja
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[Pa3mepsbl n3nesms|

Crent YPC BbllTycKaeTcs B CIEAYIOMINX pa3Mepax:

Jnuna Jnuna Koappunnent % OTKpBITOM Huamertp
CTEHTa CTEHTa YKOPOYEHUS CTEHTA TUTOIIA N CTEHTa B
(Mm) B (mpu JIKC 4,0 MM 10 caMopack
npu camopa CPaBHEHUIO C pBITOM
Crneuundukanus IUaMeTpe | CKPBITO CaMOPACKPBITHIM COCTOSIHH
MOJIEIN KPOBEHOCH M COCTOSIHUEM CTEHTA) U (MM)
0TO COCyZia | COCTOSH
(IKC) 4,0 uu
MM MM % MM 4 MM 2,5
MM
SM*VRD-4014N 16 14 11 2,0 96,3 94,2 5,0
SM*VRD-4022N 24 22 2.2 96,2 94,1 5,0
SM*VRD-4028N 29 28 9 3,0 96,1 94,0 5,0
SM*VRD-4037N 39 37 11 4.8 96,0 93,9 5,0
SM*VRD-4060N 65 60 13 9.2 95,5 93,5 5,0
SM*VRD-4022M 24 22 8 2.2 96,2 94,1 5,0
SM*VRD-4028M 29 28 9 3,0 96,1 94,0 5,0
SM*VRD-4037M 39 37 11 4.8 96,0 93,9 5,0
Jnuna Jnuna Koa¢ppunnent % OTKpBITOM Huamertp
CTEHTa CTEeHTa YKOPOYCHHS CTCHTA TUTOIIAN CTEHTA B
(MM) pu B mpu JIKC 3,0 mm caMopack
AKC 3,0 | camopa (10 CpaBHEHHMIO ¢ pBITOM
Cnenuduxanus MM CKPBITO CaMOPACKPBITHIM COCTOSTHH
SIOZEITE M COCTOSTHUEM CTEHTA) 1
COCTOSTH (MM)
uu
MM % MM 4 MM 2,5
MM
SM*VRD-3022N 23 22 12 3,1 96,2 94,1 3,5
SM*VRD-3028N 30 28 12 4,0 96,1 94,0 3,5
SM*VRD-3037N 39 37 12 5,3 96,0 93,9 3,5

Crenr YPC pmoctymeH B HECKONBKMX MOACIAX U crenudukanmsix. [logpoOHbIe mapaMeTpsl IPHBEICHBI B

Tabaume 1.

[[IpoTuBONOKa3aHMA|

NmvmnanTanus creara YPC, kak mpaBuiio, MpOTUBOIIOKA3aHa MAIMEHTaM CO CJIEIYIOINIMMH COCTOSHHUSIMHU:

*  [IporuBomokazaHus K IpUEMy aHTHTPOMOOLIUTAPHON W/WITN aHTHKOATY/SIIIMOHHON TEpaITiH

hd HeBo3mMoxxHOCTE MPOBEACHNUA DOHAOBACKYIIAPHOIO JICUCHHUA W3-3a AHATOMUYCCKHX aHOMaHHﬁ,

BBISIBJICHHBIX IIPH aHTHOTpaduu:

- BrlpaxkeHHast U3BUTOCTb WM CTEHO3bI BHYTPUUYEPEIIHBIX COCYIOB
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- BHyTpPI‘-IepeHHBIfI Ba3ociasM, HC MOAJAIOIIUHCS MEIMKaMEeHTO3HOM TCparuu

Tsoxenas AJUICPrus Ha KOHTPAaCTHBIC BCIIECTBA

BepemeHHOCTb U KOPMJIEHHUE I'PYAbIO

Kapaunorennsiii mok

Tpom603 um HapyIIeHHEe KPOBOTOKA BO BHYTPHUCPEITHBIX apTEPUIX

W3BectHas BbIpaXXCHHAA aJUICPTHUA Ha HHKEJIb-TUTAHOBBIN CIIIaB

[Bo3MoxkHBIE HeKelaTeJIbHbIE SIBJICHHS |

HexenarenpHble SIBJICHUSI, KOTOPBIC MOTYT OBITH CBSI3aHEI C MNPUMEHCHUEM CTCHTA VYPC Bo BHYTPHUYCPCIIHBIX

apTepusIX:

Pexananu3anus/Bo300HOBICHHBIH  POCT
AQHEBPH3MBI

Anneprudeckue  peakiuy, — BKIFOYAs,
Cpeid  TpodYero, Ha  KOHTPACTHHIC
BEIIECTBA, HUTHHON W JICKAPCTBEHHEIC
cpencTBa

Apurmus

AprepuoBeHO3Has pucTynaa

OMOonust  (BO3MyIIHASI, TKAHEBAas WM
TpoMO0IMOOITHST)
DKCTpeHHOE HEHPOXUpyprudecKoe
BMEIIATEIECTBO

HeBO3MOXXHOCTh JTOCTaBKH CTCHTa B
TpedyeMoe MeCcTo

KpoBoreuenue

I'emaromsl

l'mnoTen3ns/runepTeH3us

HemnonHast OKKITI03HsT aHEBPH3MBI
WNudbexumn

[oBpexkaeHue 3mMOPOBBIX COCYIOB WU
TKaHEH

HNmemus

OKKITrO3US KOJIJIaTepaIbHOTO
KpOBOOOpaIeHus

HHubapkT Muokapia

Hesponoruueckuii nepuur

bonp w/wnm WHPHIHEpPOBAHWE B MeCTe
ITyHKIAU

[Tepdopanms cocynos

ApTteproBeHo3Has (uctya
CwMelenue/quciiokans

SMOOJIN3AMOHHON CIMpaJId B COCETHHMA

3MOPOBBI  COCyHN, TNPWISKANMH K
aHEBPH3ME

JleTanpHBII UCXOT

IIceBnoaneBpusma

[Toueunast HETOCTATOYHOCTH

Pa3peIB cocyna wim aHeBpHU3MBI
CynopoKHbIE IPUCTYTIBI

CreHo3 B MeCTe MMITIAHTAIIUN CTEHTA
CMenieHre/MUTpanys CTeHTa
BHyTpHCTEHTOBBIN TPOMOO3/OKKITFO3US
WNncynsr

[TomHast OKKITIO3US MECTA JICUCHHS
Bazocnasm

BayTtpucocyaucTslit TpomM003

OTex roJoBHOro Mo3ra

[ToBpexneHue cucTEMBbl JOCTAaBKU WIH
CTEeHTa

3a0prolIMHHAs reMaToMa

BpemeHHoe TOBBIIEHWE WM CHUXKEHHE
apTepUaIbHOrO JaBJICHUS

3arpynHEeHHOE BEICBOOOXKICHUE
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[PekoMeHI0BaHHAN CXeMA CONYTCTBYIOLIEH JIEKAPCTBEHHOM

Tepali B KIIMHUY€CKUX I/ICCJIGIIOBaHI/IﬂX]

I[O OI€pali — INIaHOBOC OMEPATHBHOC BMEIIATCIILCTBO

e Acmupun (ACK) 75-325 Mmr/cyT, HaunHasi 3a 72 yaca J0 onepanuu
e Kuommmorpen 75 mr/cyt, HaumHas 3a 72 yaca A0 omepanuu, au060 Harpy3odHas goza 300 mr (He

MEHEE YeM 3a 6 JacoB 0 BMeI_HaTeJ'H)CTBa)

I[O Oonepanru — S5KCTPEHHOE ONICPATUBHOC BMCIIATCIILCTBO

*  Acnupul (ACK) 75-325 Mmr nipu BBOZI€ KaTeTepa nepes onepauuei

® KJIOHI/I,I[OFPCH/Z[O38. Kionugorpesia 300 mr IIpH BBOAC KAaT€TCPa 40 ONICpallun

Bo BpEMs Ooni€pali — IO IMMOKa3aHUAM

*  PexoMmeHayeTcsi BHYTPUBEHHOE BBEIEHHUE IelapHHa, J103a MOAOMpaeTcs C y4eToM MacChl Tena, ¢
MOJIep)KaHUEM aKTUBUPOBaHHOro BpeMeHM cBepThiBaHus (ACT) okomo 250-300 cexyHn Ha
MPOTSDKEHUH Bcell  mporenypsl, mbo MeHee 220 CeKyHI TpH TPUMEHEHWH HHIHOUTOpA

makoriporenta IIb/11la mis cHIkeHUs prcka KpOBOTCUCHHIA.

ITocne onepanuu

*  ACK (75-325 mr/cyT) npomomxkaTs He MeHee 1 roma

e  Kuonumorpen (75 mr/cyt) npuMeHsTh He MeHee 30 mHei

[CoBmecTumocTs ¢ MPT]

YcnoBHas coBMecTUMOCTE ¢ MPT

[TanueHThl ¢ UMITJIAHTHPOBAHHBIM YCTPOMCTBOM MOTYT O€30MacHO MpoxoauTh MP-ckanupoBaHue cpasy mocie

AMIUTaHTAIUY TTPH COOJTIONEHUH CIICTYFOIINX YCITOBHIA:

HanpsbkeHHOCTh cTaTHuecKoro MarHuTHOro noJist Tonsko 1,5 Ti (Tecna) u 3,0 Tn
MaxkcumabHbII IPOCTPAaHCTBEHHBIN TpagueHT MarHuTHoro nojst 4000 I"aycc/cm
MakcumaneHast, 3adukcupoBaHHas st MP-cuctemsl, yCpenHEHHast ynenbHash CKOPOCTh MOITIOIICHMS
(SAR) mns Bcero Tema cocramisger npuOimsuTesnbHO 2,27 BT/KT mpu pabore MP-cucreMbl B pexume
KOHTPOJIUPYEMOH IKCIITyaTaruu | ypoBHSI.
Harpes, Bo3piBaembiii MPT
* Ilpn yxa3aHHBIX BBIIIE YCIOBUSX CKAaHHUPOBAHUS MAaKCHMAJbHBIA OXXHIaeMbli HarpeB CTEHTa,
MIPUMEHSIEMOTO0 ISl SMOOTU3aIH BHY TPUYEPEITHON aHEBPU3MBI, COCTABIISLT PUOIU3uTeNnsHO 2,12 °C
(B 3aBHCHMOCTH OT TIOCJIEIOBATEIIFHOCTH UMITYIIBCOB) MOCTE 15 MHUHYT HEMPEPHIBHOTO CKAHUPOBAHIIS;
a¢ ekt Harpesa, BeI3biBaeMoro MPT, 11 CTeHTa C MOBPEkKACHHOM BETBBIO OCTACTCS HEU3BECTHBIM.
ApTedakTbl H300pakeHUs
* IIpu ckanupoBanun Ha MP-cucteme 3,0 T ¢ ucnonp3oBaHHEM IOCIEAOBATEILHOCTH UMITYJIBCOB
TPaJUeHT-3X0 MaKCHUMAJIBHBIA pa3Mep apredakra HaOMOnaICs Ha MPOTSHKSHUH MPUOIU3UTENBHO 2,73
MM OT CTCHTA, IPUMEHSEMOr0 IS SMOONU3AINN BHYTPHUEPETHON aHEeBPU3MEI; IIPH 3TOM apTedakT
He HaOIIomascs BO BHYTPEHHEM IIPOCBETE CTCHTA.
MarsutocTaTiaecKre CHIbl CMEIICHHS
*  MaxkcuManbHbI yron OTKJIOHeHWs B MarHuTHOM mnoisie 3,0 Tecnma cocraBisui MeHee 45°, TO ecTb

MAarHuToCTaTudYeCcKas Cujia CMCIICHUA ObLIa MEHBIIIE CHITBI TSKECTH.

[MHCcTpyKUMA MO IKCIIyaTannu|

[Tomumo crenta YPC, pekomeHayeTcsl HCIOIB30BaTh CIEAYIONIUE YCTPOUCTBA:

*  [lyHKIIMOHHBI HHTPOIBIOCEP COOTBETCTBYIOIIECTO pa3Mepa

*  Muxpoxkarerep (0,021")

*  Halop packpbIBaeMBIX IMOONH3AIMOHHBIX CITUPATICH U IIMTPUICB

*  IIpoBogHHK HEOOXOAMMOM JUTHHBI sl BRIOPAaHHOTO MUKpOKATeTepa

° HpOBOI[HI/IKOBBII\/'I KaTeTCp 1A BLI6paHHOI‘O MHKPOKATETCpa
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* Jlea u Oomee Y-00pasHBIX COENUHHUTENsI/Bpamaromuxcsi remocrarudeckux kiamaHa (BI'K) c
nuameTpoM npocsera >0,076”.
*  CrepwIbHBIN TeNapUHU3UPOBAHHBIN (PH3HOIOTHIESCKUI PAacTBOD

* KoHtpacTHOE BemiecTBo

Hepe;l HCIIOJIb30BAHHUEM HeOGXOI[I/IMO TIIATCJIBHO ITPOBEPUTH BCC yCTpOﬁCTBa, KaTeTCpbl 1 KOMIIOHCHTBI. KpOMe

TOro, HeO6XOE[I/IMO y6eZ[I/ITI>C${ B ICJIOCTHOCTH CTCHTA YPC, IMOJIHOCTBIO YAAJIWTh BO3AYX HU3 CHUCTCMbI U

TIIATEIFHO OTPETYINPOBATh YITIOTHUTEIHLHOE YCTPOHCTBO CTHIKA.
[Bbioop crenTa YPC]

Hns Ge30macHOCTH MalMieHTa KpaiHe Ba)KHO NpPaBHIBHO momoOpars pasmep creHta YPC. [lns Beibopa

Hamboee IoAXOAAICIO CTCHTA VPC P KOHKPECTHOM IMOPAXKCHUUN TICPE UMIUIAHTAIMe CTEHTa IPpOBOAUTCA

aHrHorpadus ¢ U3MEPEHUEM Pa3MepPOB aHEBPU3MBL.

[MHCTPYKIMSA MO IKCILTyaTAlMH |

1.

b

e A

OCyIIeCTBUTH COCYIUCTHIN TOCTYI B COOTBETCTBHU CO CTAHIAPTHOM MPAKTHKOM.

* IIpumeuanue: [Ipu MCONB30BaHUM TEXHUKH SMOOJIM3ALMU Yepe3 MUKPOKATETEp CIIEAYET BHIOMpATh
TIPOBOIHUKOBEIN KaTeTep C MPOCBETOM (BHYTPCHHUM AWAMETPOM), JOCTATOYHBIM UIS pa3MEUICHUS
kak mukpokarerepa 0,021", HeoOxomumoro Ay UMIDIaHTanuu creHta YPC, Tak M MHKpokaTterepa
UL TOCTaBKU AMOONM3aMoOHHON crimpanu. [Ipm 3ToM morryckaeTcs BBEICHHE COOTBETCTBYIOIIHX
KOHTPACTHBIX IIperapaToB B 00a MUKPOKATETEpa ISl PEHTTEHO CKOIIMYECKOTO KapTHPOBAHNS.

C moMompi0 MPOBOAHUKA yCTaHOBHTH MHKpokareTep (0,021") mis pacKpeITHS CTEHTa TakK, YTOOBI €ro
IMICTANBHBIN KOHEI] HaXOAWICS He MeHee 9eM B 12 MM OT AWCTAIBHOTO Kpas IICHKH aHeBPU3MEI.

* IIpumeuvanue: [Ipu UCTIONBL30BaHUM TEXHUKH YaCTHYHOTO PACKPHITUS MUKPOKaTeTEpa MUKPOKATETEP C
YCTaHOBJICHHON AMOONHM3AIIOHHON CIHPATbI0 TOCTABISIETCS B COOTBETCTBHH CO CTaHIAPTHBIMU
BHYTPHCOCYAUCTHIME OTIEPAIIIOHHBIMA TIPOLITyPAMH 10 MECTa PACTIONIOKEHHUS aHCBPU3MEL.

W3Bneds MpOBOIHUK U3 MUKPOKATETEPa ISl PACKPBITHS CTEHTA.

[lonnmepxwuBaTh HENPEepHIBHYI0 HH(Y3MI0O B MHKPOKaTeTepe B COOTBETCTBHH CO CTaHIAPTHBIMH
BHYTPHCOCYAUCTHIME OTICPAIIIOHHBIMH IIPOIICTyPaMHU.

Bri0path cteHT YPC COOTBETCTBYIOMIETO pa3Mepa.

TmiaTtensHO IPOBEPUTH YIIAKOBKY CTEHTA, YOSIHMBIIHNCEH B OTCYTCTBHH HOBPEXKICHUN BHYTPECHHETO TTAKeTa.
BCKpBITh TaKET METOIOM aCENTHYCCKOTO BCKPBITHSL.

AKKypaTHO MTOMECTUTH KOJIBLEBYIO CITUPAIb B CTEPUIIEHYIO 30HY.

W3Bieub MPOBOOHUK CHCTEMBI JOCTABKH M3 3a)KMMa Ha KOJBLEBOW CITHPANIH, B3ATh 33 IPOKCHUMAaIbHBIN
KOHEI] HHTPOIbIocepa M MPOBOTHUKA CHCTEMBI TOCTABKM B MECTE BBIXOZA MPOBOAHUKA U3 WHTPOABIOCEPA,
yIep)KHBasi UX OAHOBPEMEHHO, YTOOBI IPEIOTBPATHTH CMEIICHIE CTEHTA.

+  [loaTrBepauTh, YTO MPOBOAHUK CHCTEMBI JOCTABKH HE CMEMIAETCS OTHOCHTEIIFHO MHTPOIBIOCEpa
npu u3BnedeHnu cteara Y PC u3 KonplieBoi crimpam.

*  Y0enuthcs, YTO AWCTANBHBIN KOHEI MPOBOAHUKA CHUCTEMBI TOCTABKH IIOJIHOCTBIO HAXOIHTCS
BHYTPH HHTPOABIOCEPA.

*  3ampermraeTcst YaCTHYHOE PACKPBITHE CTCHTA B HHTPOXIBIOCEPE.

*  Y0emuThcs, U4TO MPOBOAHUK CHUCTEMBI JOCTAaBKM HE IeperndacTcs W KOHYHK MHTPOIBIOCEpa He
MOBpeXKAEH. B ciaywae BBIIBIEHHA TIOOBIX OE(EKTOB HEMEUICHHO IPEKPATUTE ONEPALUI0 W
BepHute wuznenue B kommnaHuio «lllanxait XaptKnsa Menukan TexHonomku Kopmopeiinx
Jlumuren» (Shanghai HeartCare Medical Technology Corporation Limited).

e Ilpenynpexnaenne: 3ampemacTcs H3MEHATh (OpPMYy KOHUMKA HPOBOJHHMKA CHUCTEMBI TOCTABKH,
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€CIIU UCIIOIB3YETCsl IPOBOHUK CUCTEMBI JTOCTABKH C MapKepHOH 0o0omoukol (12 MM) Ha KOHYHKE,
TaK KaK 3TO MOXET NPUBECTH K MOBPEXKICHHIO WIH Pa3beIUHEHHIO MPOBOIHHKA CHCTEMBI
JIOCTaBKH.
IIpoaBuHYTh IUCTaNBHBIA KOHel] uHTpoabtocepa B BI'K, coenuHeHHBI ¢ MHKpOKaTeTepoMm, 10
MOJTHOTO COEIUHEHHUs ¢ BTYNKOM mukpokarerepa (0,021"), 3atem 3araHyTh cronopHoe koibio BI'K.
Ipomerte Y-00passeiii coenuautens BI'K crepunbHbM (r3noaorndeckuM pacTBOpOM U YOSIUTHCS,
YTO KUJKOCTh BBIXOOUT U3 MPOKCUMAILHOIO KOHIIA HHTPOIBIOCEPA.
. [penynpexxnenne: TmarensHO O4YMIIANTE YCTPOWCTBO, YTOOBI HCKIIOYUTH CIIydaifHOE
MoTMaJaHue BO3/1yXa B CUCTEMY.
. [Ipenynpexaenue: YoeauTech, 4To B CUCTEME HE OCTAJINCH MY3bIPbKH BO3/1yXa.
. Buumanue: MHTpoabsiocep IOMKEH OBITh MPAaBHJIBHO COEAMHEH C BTYJIKOW MHKpOKareTepa IJist
BBEJICHUSI CTEHTa B MUKPOKAaTETE.
[IpoaBUHYTH NPOBOAHMK CHUCTEMBI JOCTaBKM [JisI TEpeMEIleHUs] CTeHTa W3 MHTpoablocepa B
MHUKpOKareTep.
. [Ipenynpexxnenue: NpOBOAHUK CUCTEMBI TOCTABKHU HEJb3S BpallaTh AJs JOCTyIa K aHEBPHU3ME.
[Ipongomxare npoaBUIraTh MPOBOJHMK CHCTEMBI JOCTAaBKM B MHKpOKAaTeTep N0 TeX IMOp, IOKa
IUCTATBHBIA KOHEI[ KOHTPOIBHON METKH MPOBOTHUKA CHCTEMBI JOCTaBKH (Ha pacctosHuu 150 cM ot
IUCTATBHOTO KOHIIA TPOBOMHHKA) HE BOWIET B WHTPOABIOCEDP, IOCIE Yero OCIa0HUTh CTOIOPHOE
konb1io BI'K, u3Bieus MHTPONBIOCED U OTIIOXKHUTH €TO.
*  Ilpumeuanme: Ha pgaHHOM »JTame 1O YCMOTPEHHIO Bpaya MOXET HCIOIb30BaThCA
PEHTTEHOCKOMHS.
*  Ilpenynpexnenue: 3anpemiaercss NPUKIAAbIBaTh Ype3MEPHOE YCUWIHME IPU MPOBEACHUU CTEHTA
IIpY HAJIMYKUU CONPOTHUBIICHUS, BEPHUTE CUCTEMY B UCXOAHOE MOJOKEHUE U 3aMEHUTE YCTPOICTBO Ha
HOBOE.
[IpoaBurars CTEHT B MUKpOKaTeTepe A0 KOHIIA ITyTH €r0 BBEJCHHUS.
CoBMECTHTh NO3UIIMOHHYIO METKY CTEHTa Ha IIPOBOIHUKE CHCTEMBI JOCTABKH C 00JACTHIO TIOPaKEHHS
Y BBINOJIHUTE MTO3ULIMOHUPOBAHNE U PACKPBITHE CTEHTA B 3TOM MECTE.
IIpu ynoBneTBOpUTENBHOM MO3UIIMOHUPOBAHNN CTEHTA aKKypaTHO U3BJI€Yb MUKPOKATETED, yACP KUBas
MIPOBOJHUK CHCTEMBI TOCTABKH HA MECTE, YTOOBI ITO3BOJHTH CTCHTY ITOJHOCTBIO PACKPBHITHCS depe3
IeKy aHeBpU3MEL. PackprITe cTeHTa OyAeT MPOUCXOIUTh 0 Mepe BBIXOIa N3 MUKpOKaTeTepa.

*  Ilpenynpexnenue: 3anperiaercs pacKpblBaTb CTEHT IIPU €ro HEIPABUJIBHOM HNO3ULIMOHUPOBAHUU

B KPOBEHOCHOM COCY/IE.

16.

*  [lpumeuanme: [lpu WCHONB30BAaHUM TEXHUKH YaCTHYHOTO DACKPBITHS MHKpOKareTepa
MHUKpOKaTeTep U JOCTaBKA OSMOOJNM3AIMOHHOW CIIHPalil JOIDKEH OCTaBaThCI B HCXOTHOM
nojokeHnu. [Ipr HeoOXOAUMOCTH BEITIOTHAUTE PETO3UIIMOHAPOBAHNE MUKPOKATETEPa B COOTBETCTBUH
CO CTaH[IAPTHOM IHIOBACKYISIPHON MPAKTHKOH.

. [penynpexnenne: 3ampermaeTcss PacKpbIBaTh CTEHT, €CIH IIOJOKEHHE MHKpPOKaTeTepa UL
JOCTaBKH SMOOJIM3ANOHHBIX CIIUPAJIeH N3MEHMIIOCH.

Ecnu mo3unmoHupoBaHNE CTEHTa HEYIOBICTBOPUTENBHOE, IOMYCKAeTCS €ro IOBTOPHBIM 3aXBaT U
penozunmornpoBanne. CTEHT MOYKHO TIOBTOPHO 3aXBaTUTh TOJIBKO TOTHA, KOTAA MPOKCUMAaJIbHAS METKA
CTEHTa COBMEIICHA C TUCTAITBHOW METKOM MHKpoOKaTeTepa (KpUTHUYECKast TOUYKa OBTOPHOTO 3aXBaTa),
Kak TokazaHo Ha PucyHke 2. Ecmu TpeOyercs peno3HIMOHUPOBAaHUE, OCTOPOKHO MPOJIBUHYTH
MHUKpOKareTep, 4YTOOBI €ro KOHYHMK IIOCTCIICHHO IEPEKPBUI YK€ PAcKphITYyI0 4YacTh CTEHTa (HE
BTATHBANTE CTCHT 00pPaTHO B MHUKPOKATETEP), MOCJIE YErO BHIIOIHUTH PETIO3UIIMOHUPOBAHNE CHCTEMBI

1 MEJICHHO PAaCKPBITh CTCHT B HOBOM I10JIO’KECHHUH.
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JlucTanbHeli KOHEI JlucTanbHbIH KOHEI

MapkepHas
MOJIOCKaHa
HEPacKPBHITOM
JIUCTAJIBHOM KOHIIE
MapkepHas monocka
Coxarblit Ha HEPaCKPhITOH
YaCTH CTEHTa
YAEpKUBAIOLIMIT
< | Kpurnueckas Touka
MapxkepHasi nonocka Coxarblit
Ha HEPACKPHITOM A
MPOKCHMaJIbHOM YAEPIKUBAKOLIHH
KOHIIE CTEHTa
MapxkepHasi nonocka
Ha HEPacKpPhITOi
YaCTH CTEHTA
PI/IcyHOK 3. CxeMa 9aCTUYHOTO PACKPBITHUA U TOBTOPHOI'O 3aXBdTa CTCHTA
o HpI/IMC‘-IaHI/IeI HpI/I NPOABMIKCHUN MHKPOKATETEPA MO CTCHTY BO BPEMs IMOBTOPHOI'O 3axBaTa

17.
18.
19.

20.

MOXET MOTPeOOBaThCS YACP)KUBATh CTEHT CTAOMIBHBIM, CO3aBasi HATSHKCHUE HA MTPOBOJHUKE CUCTEMBI
JIOCTaBKH.

. Buumanue: Ecny npu mOBTOPHOM 3aXBaTe CTEHTA OILYIIAETCS CONPOTHUBICHUE, HE MPOAOIDKaiTe
MTOBTOPHEIA 3axBaT ycTpoiicTBa. Cierka OTBEIWTE MHKpPOKATeTep, YTOOBI HPOABHHYTH CTEHT (HE
MpEeBBIIasg KPUTHUECKYI0 TOYKY IMOBTOPHOIO 3axBaTa), U 3aTeM IOBTOPUTE IMOMIBITKY MOBTOPHOTO
3axBaTa CTEHTa.

. Buumanue: CTeHT MOXKET OBITh TIOTHOCTBIO PEITO3UIIHOHUPOBAH TOIBKO OIUH Pa3.

. [pumeuanme: Cnemure 3a TeM, 9TOOBI 00ECHEUYHTH JOCTYI MPOBOAHUKA CHCTEMBI JIOCTaBKH
gepe3 YK€ PaCKPBITHIH CTEHT, YTO OOIErYUT AUCTAIBHBIN JOCTYI K CTEHTY IPH HEOOXOIMMOCTH.

. [Ipumeuanue: JlomkHa OBITH OCTaBJieHAa JOCTATOYHAs JUIMHA cTeHTa (OKOJIO 5 MM) ¢ obeux
CTOPOH IIEHKHN aHEBPU3MEBI, YTOOBI 00ECIICUUTh TOHOE IIePEKPBITHE IICHKN aHEeBPU3MEIL.

YCTaHOBUTH AMCTANbHBIN KOHEL] MUKpOKaTeTepa K JUCTaIbHOMY KOHILy CTEHTa Iepel M3BICYEHHEM
MIPOBOJHUKA CHCTEMBI IOCTaBKH, YTOOBI COXPAHUTH IPOXOX B CTeHTe. MEINICHHO W3BJICKHUTE
MIPOBOJHUK CUCTEMBI JOCTaBKU.

[IpoaBuHYTH HOBBIN POBOAHUK BAOJIb MUKpoKkaTeTepa 0,021".

[Ipu ncnonabp30BaHUM TEXHUKH MOCIIE PACKPBITHS U3Bleub MUKpokarerep 0,021".

[ocne m3Bneuenns mukpokarerepa (0,021") MpomBUHYTH MHUKpPOKATETEp ¢ BHYTPSHHUM IHAMETPOM
0,014" (BpIOOp cHenU(UKAIIME MHKPOKATETepa OCYIISCTBISACTCS COIIACHO WHCTPYKIUH IIO

MIPUMEHEHUIO CITUPANIN) BAOIH HOBOTO ITPOBOIHUKA.

PexomMeHAyIOTCS CleAyIOIEe TPH METOJA TEXHUKH SMOONHM3AIMN aHEBPH3MBI C HCIIOIH30BAaHHEM
CTEHTA:
Meton 1: TexHuka «cHadaja 3allOJHUTh AHEBPU3MY — 3aT€M pPACKpBITb CTEHT», NPH KOTOpPOU

MHUKpPOKAaTeTep CTEHTa CHadaja [pPOXOAUT JAMCTaJbHO OT AHEBPHU3MbI, MHKpOKaTeTep MAJs
SMOOJM3aMOHHON CIUpaNd pa3MemaeTcss B IPOCBETE AaHEBPHU3MBI, IIPOBOAMTCS  BBIIYCK

SMOOJM3aNOHHON CIHpall, 3aT€M CTCHT IOJHHMACTCS 10 MHKpPOKAaTeTepy M PAaCKPHIBACTCS, Kak
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nokas3aHo Ha PucyHke 4(a).

Meron 2: ITlapamnenbHas TEXHHKA PACKPBITUS, TPH KOTOPOW MHKpPOKAaTETep CHadajla BXOAWT B
AHEBPH3MY, CTCHT PACKPBIBACTCS ITO3KE, MUKPOKATETEP HAXOMUTCS BHE CTEHTA U (PUKCUPYETCS MEKITY
CTCHTOM W CTEHKOM COCy/a, Kak moka3ano Ha Pucynke 4(b).

Merton 3: TexHHKA pacKpbITHA Yepe3 MepPOPHPOBAHHYIO CETKY, PU KOTOPOH MHUKPOKATETEp BXOIUT B
aHEBPU3MY Uepe3 CETKY CTeHTa, KakK IMoKa3aHo Ha Pucynke 4(c).

IIpumeuanwue: Ipoine BOMTH B aHEBPH3MY C MOMOIIBIO MHKpOKareTepa, opMa KOHYMKA KOTOPOTO

ObLi1a 3apaHee NpuaaHa.

(b)

PI/ICYHOK 4. TexHrka 3M60J'II/I3aLII/II/I AHEBPHU3MBbI CITMPAJIBIO C ITIOMOIIBIO CTCHTA
21. Ilocme YCTaHOBKHA nocieaHen CIIMpaIn Y6CL[I/ITGCB, YTO CTCHT OCTACTCA MPOXOAUMBIM U IMPABUIBHO
PacCIIOJIOXKCH. AKKypaTHO H3BJICKUTE MUKPOKATCTEP 4€PE3 CETKY CTCHTA.
HpeﬂynpemeHHe: CJ'ICI[I/ITC 3a OTMEUEHHOM IO3MIMeN CTEHTa IS 3M60JII/I3aI_II/II/I BHYTPpHUYCPCITHBIX
AHCBpHU3M IIpU MaHUIIYJIIALUHA BO BpPEMA 3M6OJ'II/I38.I_[I/II/I AHCBPHU3MBI, YTOOBI Y6CZ[I/ITI)C$[, YTO OH HC
CMCCTHUIICA.
22. V3BackuTe BCE BCIIOMOTATCIbHEIC yCTpOﬁCTBa (MHKpOHpOBO,I[HI/IK, MUKPOKATETEP H T.Z[.) IocCJIC

OKOHYaHHsA OICpaluun.

[IIpeaynpexaenue].

JanHoe u3zaenne mpeaHa3Ha4eHo I OAHOKPATHOTO MPUMEHEHHS, TIOBTOPHAS CTCPIITN3AIHS U IOBTOPHOE
UCIIOJIb30BaHKUE 3arpelnieHbl. l30eraiiTe BO3MOXHOIO IIEPEKPECTHOTO 3apakeHUs, KOTOPOE MOXKET
IMOCTAaBUTh MO YTPO3Y 3A0POBLE WJIN JAXKE KU3Hb NNAllUCHTA.

K pabote ¢ maHHBIM H3IETHeM JOIMYyCKAIOTCS TOJIBKO BPadd, UMEIOIINE OIBIT MPOBEACHUS aHTHOTpaduH,
YPECKOXKHON BHYTPUUEPEIIHON aHTMOIUIACTUKU M SHAOBACKYJIAPHOIO BHYTPUUYEPEIIHOIO CTEHTHPOBAHUS.
[Ipu n3BIEeUEHUN H3IETHA U3 YIAKOBKM HEOOXOIMMO IMPOSIBISTH KPaiHIOI OCTOPOKHOCTB, YTOOBI CTEHT
JJIA TIOMOIIU ITpU 3M6OJ]I/I321]_II/II/I AHCBPHU3MbI 6])1.]'[ LCJIBIM U OCTAaBAJICA CTCPUIIbHBIM.

Pabora ¢ u3menueM QOKHA HPOBOAMUTHCS IO HAOIIONCHHUEM BBICOKOKAYECTBEHHOH DPEHTICHOCKOIHH.
Ecnu npu paboTe omryiiaeTcs COMpOTURIICHHE, HEOOXOMUMO OMPEICIUTh €r0 MPUYNHY 0 MPOJIBIIKCHUS
YCTpOﬁCTBa. Ecnu COIIPOTHUBJICHUE COXPAHACTCA IPHU MMPOABUIKCHUH, U3BJICKUTC BCIO CUCTEMY JOCTABKH.
BHYTpeHHHUII MakeT U3[elds MapKUPOBaH HMHIUKATOPOM CTepHiabHOCTH. [loaTBepauTe, YTO HWHIUKATOP
CTCPUJIBHOCTU BUJCH, U HC HCHOHLSyﬁTe nu3aeiune, €CJIM MHANKATOP HE ITPOSBJICH.

Ha ocHOBaHMY OpeIbIyNIEro KIMHUYECKOTO OIMbITA ¢ UMIUTAHTAIMEH CTEHTOB CYIIECTBYET PUCK CTEHO3a
nocJe ycraHoBkH creHTa. CTeHO3 MOXKeT MoTpeOoBaTh PaCIIMPEHHs CETMEHTa COCY/Ia, COIEPHKAILETO CTEHT.
Pucku 1 moNrocpoyHbIe MOCISCTBUS PACIIUPEHUS CTCHTA, SHIO0TEIN3UPOBAHHOTO MOCIIE UMIUIAHTALIUH, B
HACTOSIIEE BPEMsT HCH3BECTHEI.

BriOpanHasi [uIMHA CTEHTAa JOJDKHA OBITh KaKk MHHAMYM Ha 10 MM OoJIbIe MICHKH aHEBPH3MBI, YTOOBI

KOHIIbI CTCHTA BBICTYIIAJIU 3a IHCﬁKy He McHee yeM Ha 5 MM. UeMm Oosblie pa3Hulla B 1UaMETPE MEKIAY
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MPOKCUMAITFHBIM U TUCTATBHBIM CETMEHTAMH COCYIIa C aHEBPH3MOM, TEM BBIIIE PUCK MUTPALIUH CTCHTA.

* Vcmonp30BaHME MHKpOKaTeTepa HETOIXOAAILIETO pa3Mepa MOKET IPHUBECTH K CMELICHHIO CTEHTa C
MPOBOIHUKA CUCTEMBI JTOCTABKH, MHTPAIUU, HECTAOWIBHOCTH, HETOYHOMY MO3HIIHOHHPOBAHHIO TPU
BBIIYCKE, TPYIHOCTSIM IPH MPOABMKEHUH WIH MOBPEXKIEHUIO COCYa.

*  OMOONHM3alMOHHBIC CIMPAIH MOTYT 3aCTPATH B MPOMEXYTKAaX CTEHTA; CIEAYET MPOSBISATH OCTOPOKHOCTD
TIPY MCIIOB30BAaHUU MEJKHUX CIHpACii BOJIHM3H CTEHTA.

* IlpocBer chnupanmu  NOpPOBOOHMKA  MOXET  IIPOMBIBATbCA  CTEPWIBHBIM  I'€IApUHU3UPOBAHHBIM
(hU3HUOTOTUIECKAM PaCTBOPOM.

*  HrHopupoBaHue NpeaynpeXIeHNI MOXET IIPHBECTH K HEKEJIATEIbHBIM COOBITHSIM.

* HcmpaBHble peaHUMalMOHHBIE HHCTPYMEHTHI W OOOpYIOBaHHE IOJDKHBI OBITH BCErna IOJ PYKOH, a
MepCOHANl — CIOCOOEH OOHAPY)KHMBATh W IPABIIHHO PEardpoBaTh HA JIOOBIC HEXKETaTeIbHBIE COOBITHS
mo0oro mMaciirada.

[Buumanue|
*  He ncnone3oBaTh, €CIIM BHYTPEHHSS YIIAKOBKA BCKPHITA I MTOBPEXKICHA.

*  Hcmomp3oBaTh M3AENHE B MpeAeiax CpoKa TOMHOCTH, XPAaHUTh B MPOXJIATHOM, TEHHCTOM U CYXOM
MecTe.

e [lepen onmepamnmeii TIAaTEIHHO MIPOBEPSTH BCE YCTPOHCTBA U X pabOTOCIIOCOOHOCTS.

¢  TwmarensHo npoBepsATh cTeHT YPC mepen uCHonb3oBaHMEM Ha Hanuyue noBpexxiaeHuid. He
ucrnone3oBath creHT YPC, ecmm Kakod-mi0O0 KOMIOHEHT MOBPEXIEH, OTCYTCTBYET —IUIH
ne(hOpMHUPOBaH.

¢ [loaTBepanTe STHKETKY U3MENUS U YKAKHUTE pa3Mep aHEBPH3MBI U CTEHTA JJISl HCTIOJIb30BAHMSL.

¢ [laumenty HEOOXOOUMO HA3HAYUTH COOTBETCTBYIONINE AHTHKOATYISHTHL Bo Bpems omepanuu
HEOOXOOMMO TOANCPKUBATh AHTHKOATY/SIIAOHHYIO TEpamui0 W IJIATAINI0 BHYTPHYCPEITHOTO
cocyna.

*  Hcnoms3oBanue creHra YPC y mamweHTOB ¢ MPOTHBONOKA3aHMAMHU K aHTUTPOMOOLIUTApHON W/¥ITH
AQHTUKOATYJITHTHOH TepaIy, MOXKET ITOBBICHTH PUCK TPOMOO03a.

. Crent YPC He MOXET WCHOJNB30BaThCsS OTACIBHO, T.C. JUIA JICUCHUS aHEBPU3MBI 0e3 dMOOIU3aIul
CTIHPAITBIO.

¢  [lpu pacKpbITHH CTEHTA YCTPOUCTBO I PEKOHCTPYKIIHMH COCYIOB MOXKET COKpAIIaThes 1mo JumuHe. Cum.
pazmen «Crnenndukanus MOIEIN», YTOOBI O3HAKOMHTHCS C BEIMYMHAMH COKpPAIICHHS [UIHHBI IS
kaxnoro crenara YPC.

¢ CTeHT He MOXET ObITh PETIO3UIIMOHUPOBAH 00JIee OTHOTO pasa.

¢ [lpu Hanmo)KEHNH CTEHTA Ha AMOONM3AIMOHHYIO CIIHpPAlb, €CIM CIHPaIb BBICTYIIACT B apTEPHIO C
AQHEBPH3MOI BO BpeMs 3MOONM3AIM{, 3TO MOXKET OBITh HEBHIWMO IIPH PEHTIEHOCKONMHH. MOXeT
OoTpeOOBaTECS MPOBENCHUE HHTCPMHUTTHPYIOIINX AHTHOTPAMM B HECKOJNBKHAX MPOEKIHAX, YTOOBI
yOemUTHCS B OTCYTCTBHH BBICTYIIAIOIICH B apTEPUIO C aHEBPH3MOM CIIHPAJIH.

*  PackpeiTie cTeHTa ¥ YMOOIHM3AISI CITUPAITBI0 MOTYT OBITH BBIITOIHEHBI TOJIBKO O PEHTTCHOCKOIINEH
C BBICOKUM pa3pericHueM.

*  DQPeKTHBHOCT B OE30MACHOCThH HAJIOKECHHS JBYX U 00Jiee CTEHTOB HE YCTAHOBJICHBI.

*  CrnocoOHOCTh CTEHTA BBIICPKUBATH OAJUIOHHYIO AWIATAIUIO HE YCTAHOBIICHA.

* bymere OCTOPOKHBI TIPH TPOXOXKICHUH CETKH PACKPBITOTO CTEHTa IPOBOAHUKAMU WM
MHUKPOKATETEPOM.

[YTnim3anus nocsie npuMeHeHus |
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YTUaM3upoBaTh H3ICTUE U YIAKOBKY B COOTBETCTBHHM C IpaBWIaMH OONBHHUIEI U TPeOOBaHHUAMU
PETYAUPYIOIINX OPTaHOB.

[CTepuim3anmus]

Crent YPC ObUI CTEpIIIH30BaH Ha 3aBOJIE C UCIIOIB30BAHIEM ITHIICHOKCHIA.

[YcioBusi xpanenusi|

He xpanuth noj npsAMbIMH COJHEYHBIMH JydyamMH. XpaHUTb U3JEIHE B TEMHOM, CyXOM, YHCTOM U XOPOLIO
MIPOBETPHUBAEMOM MOMELIEHUU IIPU KOMHATHON TeMIieparype, B cpeie 0e3 KOpPpO3HOHHBIX Ia30B.

[YcioBust nepeBo3kn]

Bo BpeMs TpaHCIOPTHPOBKM U3AEIHE AOJDKHO OBITh 3alllMIIEHO OT MEXAaHWYSCKHX HArpy30K, MPSIMBIX
COJIHEYHBIX JIy4el U JOKAEBOM BOIBL.
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CM. 3TUKETKY Ha yTIaKOBKE.

[Cpok ronnoctu]

CpOK TOOHOCTHU CTCPUIIN3AllNU COCTABJIAACT 3 roaa mpu CO6J'IIOI[6HI/II/I yc.]'IOBHfI XpaHCHUA.
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@ HeartCare
COMPLETE SOLUTION FOR STROKE

[[Tocsenpona:kHoe 06cay:;kMBaHue]

Kommnanust «lllanxaii XaprKea Memukan Texnonomxku Ko., JIta» (Shanghai HeartCare Medical
Technology Co., Ltd.) (manee — «XaptKsa Menukan») rapaHTHPyeT, YTO U3IENHs, IOCTABISIEMbIC KIIHEHTY, HE
UMEIOT e(heKTOB MaTepUaliOB WM MPOU3BOACTBA. Bce ocTaibHBIE BOIPOCHI, CBSI3AHHBIE C M3MEIUEM, CIeTyeT
HaIpaBJsITh B KOMIIAHHMIO.

[OpuumanbHoe 3asiBiIeHUE]

Kommanus «Illanxait XaprKsa Menukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical

Technology Co., Ltd.) scHO 3asBhsieT, 9YTO «YCTPOHCTBO IUIsi peKOHCTpYKIuU cocynoB (YPC)» mpousBenaeHHOe

Haren KOMHEIHI/IGI)i, ABJICTCA OAHOPA30BbIM U HE MOXKET OBITh UCIIOJIE30BAHO TIOBTOPHO.

[poussoaurtenn: «lllanxaii XaptKsa Menukan TexHonomku Ko., JIta» (Shanghai HeartCare Medical
Technology Co., Ltd.)

Anpec: 3nanue 38, Ne 356 Wxon6o Poyn, Cneunanbublil paiton Jlunsran, Kuraiickas (Llanxaiickas) nuiaoTHast
30Ha CBOOOJIHON TOPTOBIIH.

OTtaen mociaenpoaazknoro odciay:xuBanms: «lllanxait XaprKsa Mennkan Texnonomkn Ko., JIta.» (Shanghai
HeartCare Medical Technology Co., Ltd.)

Tea./Pakc: +86-21-37526556

No/Bepcus: VRD-SMS-001 (EU) / J

CocTaBJjeHo: 12 mapta 2025 1.
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	FDD-SMS-002 (EU)  A Flow Diverter Device Instruction For Use
	[Warning]
	[Packing List]
	[Structure and Composition]
	The FDD consists of an implant (dense mesh stent) and a delivery system. The FDD implant is a cylindrical mesh woven from cobalt-chromium alloy wire and platinum-tungsten alloy wire.  The surface of the implant is coated with polyphosphorylcholine (MP...
	[Scope of application]
	[Contraindications]
	[Potential Complications]
	[Compatibility and required accessories]
	Production date
	Do not re-sterilize
	Manufacturer
	MR Conditional
	Medical Device
	Unique device identifier
	[Solemnly Declare]

	FDD-SMS-002 (EU)  A Flow Diverter Device Instruction For Use(ru)
	[Предупреждение]
	[Упаковочный лист]
	[Конструкция и состав]
	ППС состоит из имплантата (сетчатого стента с малым размером ячеек) и системы доставки. Имплантат ППС представляет собой цилиндрическую сетку, сплетенную из проволоки из кобальт-хромового сплава и проволоки из платино-вольфрамового сплава.  Поверхност...
	[Область применения]
	[Противопоказания]
	[Возможные осложнения]
	[Совместимость и требуемые принадлежности]
	Дата изготовления
	Повторная стерилизация запрещена
	Производитель
	МР-совместимость
	Медицинское изделие
	Уникальный идентификатор изделия
	[Официальное заявление]


	VRD_IFU_EN_RU
	VRD-SMS-001 -J版 - IFU EN
	[Warning]
	[Intended Use]
	The VRD stent is available in the following stent sizes:
	[Contraindications]
	[Possible Adverse Events]
	 Renal failure
	 Ruptured blood vessel or aneurysm
	 Seizures
	 Stent implantation site stenosis
	 Stent displacement/embolization
	 Intra-stent thrombosis/occlusion
	 Stroke
	 Complete occlusion of treatment site
	 Vasospasm
	 Intravascular thrombosis
	 Cerebral edema
	 Disruption of delivery system or stent
	 Retroperitoneal hematoma
	 Transient increase or decrease in blood pressure
	 Difficulty releasing
	[Recommended Combination Drug Regimen in Clinical Studies]
	Preoperative - elective surgery
	 Aspirin (ASA) 75mg to 325mg/day starting 72h preoperatively
	 Clopidogrel: 75mg/day starting 72h preoperatively, or a loading dose of 300mg preoperatively (at least 6h before)
	Preoperative - emergency surgery
	 Aspirin (ASA) 75mg to 325mg at the time of catheter insertion prior to surgery
	 Clopidogrel/clopidogrel dose of 300mg given at the time of preoperative catheter insertion
	Optional intraoperative medications
	 Intravenous heparin is recommended, with dosage adjusted according to body weight, to maintain an activated clotting time (ACT) close to 250s-300s throughout the procedure, or less than 220s if a GP IIB-IIIa inhibitor is given, to minimize the risk ...
	Postoperative medications
	 ASA (75mg~325mg/day) should be continued for at least 1 year
	 Clopidogrel (75mg/day) should be used for at least 30 days
	[MRI Compatibility]
	MR Conditional Compatibility
	Patients using this product can safely undergo MR scans immediately after implantation of the device under the following conditions:
	Static magnetic fields of only 1.5T (Tesla) and 3.0T
	Maximum spatial gradient magnetic field of 4000 Gauss/cm
	Maximum MR system reports a whole-body average translational absorption rate (SAR) of approximately 2.27 W/kg when the MR system is operated in a level 1 controlled mode of operation.
	MRI-related heat production
	Under the prescribed scanning conditions described above, the maximum warming expected to be generated by an intracranial aneurysm embolization-assisted stent was approximately 2.12 C (based on the pulse sequence) after 15 min of continuous scanning...
	Artifactual information
	When imaged on a 3.0T MRI system using a gradient-echo pulse sequence, the maximum artifact size extended approximately 2.73 mm from the intracranial aneurysm embolization-assisted stent, which was not observable in the inner lumen of the stent.
	Magnetostatic displacement forces
	The maximum deflection angle in the 3.0 Tesla MR environment is <45 , i.e., the magnetotropic displacement force is less than its gravitational force.
	[Operating Instructions]
	In addition to the VRD stent, the following devices are also recommended:
	Appropriately sized puncture sheath
	Microcatheter (0.021'')
	A series of deployable embolization coils and syringes
	Appropriately sized exchange length guidewire for the selected microcatheter
	Guide catheter for designated microcatheter
	Two or more Y connector/Rotating Hemostasis Valves (RHV) with >0.076” lumen diameter
	Sterile heparinized saline solution
	Contrast agent
	Carefully check all devices, catheters and components before use. In addition, the integrity of the VRD stent must be checked, the air in the system shall be completely discharged and the sealing device of the joint shall be carefully adjusted.
	[Selection of VRD Stent]
	It is vital to select the appropriately sized VRD stent for patient safety. In order to select the most appropriate VRD stent for specific lesions, angiography shall be performed to measure the size of the aneurysm before stent implantation.
	[Operating Instructions]

	[Warning].
	This product is for single use only, do not re-sterilize and re-use. To avoid possible cross-contamination, endangerment of patient's health and even life.
	This product should only be handled by physicians experienced in angiography, percutaneous intracranial arterioplasty and intracranial endovascular stenting. Extreme care must be taken when withdrawing this product from the package to ensure that th...
	This product should be handled under high definition fluoroscopic observation. If resistance is encountered during handling, the cause of the resistance must be identified before proceeding with the advancement. If resistance is still evident when a...
	The inner bag of this product is labeled with a sterilizing indication label. Please confirm that the indication label has been exposed, and do not use it if it has not been exposed.
	Based on previous clinical experience with stent implants, there is a risk of stenosis after stent implantation. Stenosis may require dilation of the vessel segment containing the stent. The risks and long-term outcomes of dilating a stent that has ...
	The length of the stent chosen should be at least 10 mm longer than the aneurysm neck to ensure that the ends of the stent exceed the aneurysm neck by a distance of at least 5 mm. The greater the difference in diameter between the proximal and dista...
	Selection of an inappropriately sized microcatheter may result in dislodgement of the stent from the delivery guidewire, migration, instability, inaccurate positioning during release, difficulty in pushing, or vessel injury.
	Emboilzation coils may become lodged in the stent gap, and caution must be exercised when using smaller emboilzation coils in the vicinity of the stent.
	The guidewire coil lumen may be flushed with sterile heparinized saline.
	Disregarding warnings may result in adverse events.
	Sound resuscitation instruments and resuscitation equipment should be available at all times, and the personnel involved should be capable of detecting and correctly managing adverse events of any magnitude.
	[Cautions]

	[Symbol Description]
	[After-Sales Service]

	VRD-SMS-001 -J版 - IFU EN(ru)
	[Предупреждение]
	[Предполагаемое использование]
	Стент УРС выпускается в следующих размерах:
	[Противопоказания]
	[Возможные нежелательные явления]
	 Почечная недостаточность
	 Разрыв сосуда или аневризмы
	 Судорожные приступы
	 Стеноз в месте имплантации стента
	 Смещение/миграция стента
	 Внутристентовый тромбоз/окклюзия
	 Инсульт
	 Полная окклюзия места лечения
	 Вазоспазм
	 Внутрисосудистый тромбоз
	 Отек головного мозга
	 Повреждение системы доставки или стента
	 Забрюшинная гематома
	 Временное повышение или снижение артериального давления
	 Затрудненное высвобождение
	[Рекомендованная схема сопутствующей лекарственной терапии в клинических исследованиях]
	До операции – плановое оперативное вмешательство
	 Аспирин (АСК) 75–325 мг/сут, начиная за 72 часа до операции
	 Клопидогрел 75 мг/сут, начиная за 72 часа до операции, либо нагрузочная доза 300 мг (не менее чем за 6 часов до вмешательства)
	До операции – экстренное оперативное вмешательство
	 Аспирин (АСК) 75–325 мг при вводе катетера перед операцией
	 Клопидогрел/доза клопидогрела 300 мг при вводе катетера до операции
	Во время операции — по показаниям
	 Рекомендуется внутривенное введение гепарина, доза подбирается с учетом массы тела, с поддержанием активированного времени свертывания (ACT) около 250–300 секунд на протяжении всей процедуры, либо менее 220 секунд при применении ингибитора гликопрот...
	После операции
	 АСК (75–325 мг/сут) продолжать не менее 1 года
	 Клопидогрел (75 мг/сут) применять не менее 30 дней
	[Совместимость с МРТ]
	Условная совместимость с МРТ
	Пациенты с имплантированным устройством могут безопасно проходить МР-сканирование сразу после имплантации при соблюдении следующих условий:
	Напряженность статического магнитного поля только 1,5 Тл (Тесла) и 3,0 Тл
	Максимальный пространственный градиент магнитного поля 4000 Гаусс/см
	Максимальная, зафиксированная для МР-системы, усредненная удельная скорость поглощения (SAR) для всего тела составляет приблизительно 2,27 Вт/кг при работе МР-системы в режиме контролируемой эксплуатации 1 уровня.
	Нагрев, вызываемый МРТ
	При указанных выше условиях сканирования максимальный ожидаемый нагрев стента, применяемого для эмболизации внутричерепной аневризмы, составлял приблизительно 2,12  C (в зависимости от последовательности импульсов) после 15 минут непрерывного сканир...
	Артефакты изображения
	При сканировании на МР-системе 3,0 Тл с использованием последовательности импульсов градиент-эхо максимальный размер артефакта наблюдался на протяжении приблизительно 2,73 мм от стента, применяемого для эмболизации внутричерепной аневризмы; при этом...
	Магнитостатические силы смещения
	Максимальный угол отклонения в магнитном поле 3,0 Тесла составлял менее 45 , то есть магнитостатическая сила смещения была меньше силы тяжести.
	[Инструкция по эксплуатации]
	Помимо стента УРС, рекомендуется использовать следующие устройства:
	Пункционный интродьюсер соответствующего размера
	Микрокатетер (0,021'')
	Набор раскрываемых эмболизационных спиралей и шприцев
	Проводник необходимой длины для выбранного микрокатетера
	Проводниковый катетер для выбранного микрокатетера
	Два и более Y-образных соединителя/вращающихся гемостатических клапана (ВГК) с диаметром просвета >0,076”.
	Стерильный гепаринизированный физиологический раствор
	Контрастное вещество
	Перед использованием необходимо тщательно проверить все устройства, катетеры и компоненты. Кроме того, необходимо убедиться в целостности стента УРС, полностью удалить воздух из системы и тщательно отрегулировать уплотнительное устройство стыка.
	[Выбор стента УРС]
	Для безопасности пациента крайне важно правильно подобрать размер стента УРС. Для выбора наиболее подходящего стента УРС при конкретном поражении перед имплантацией стента проводится ангиография с измерением размеров аневризмы.
	[Инструкция по эксплуатации]

	[Предупреждение].
	Данное изделие предназначено для однократного применения, повторная стерилизация и повторное использование запрещены. Избегайте возможного перекрестного заражения, которое может поставить под угрозу здоровье или даже жизнь пациента.
	К работе с данным изделием допускаются только врачи, имеющие опыт проведения ангиографии, чрескожной внутричерепной ангиопластики и эндоваскулярного внутричерепного стентирования. При извлечении изделия из упаковки необходимо проявлять крайнюю остор...
	Работа с изделием должна проводиться под наблюдением высококачественной рентгеноскопии. Если при работе ощущается сопротивление, необходимо определить его причину до продвижения устройства. Если сопротивление сохраняется при продвижении, извлеките в...
	Внутренний пакет изделия маркирован индикатором стерильности. Подтвердите, что индикатор стерильности виден, и не используйте изделие, если индикатор не проявлен.
	На основании предыдущего клинического опыта с имплантацией стентов существует риск стеноза после установки стента. Стеноз может потребовать расширения сегмента сосуда, содержащего стент. Риски и долгосрочные последствия расширения стента, эндотелизи...
	Выбранная длина стента должна быть как минимум на 10 мм больше шейки аневризмы, чтобы концы стента выступали за шейку не менее чем на 5 мм. Чем больше разница в диаметре между проксимальным и дистальным сегментами сосуда с аневризмой, тем выше риск ...
	Использование микрокатетера неподходящего размера может привести к смещению стента с проводника системы доставки, миграции, нестабильности, неточному позиционированию при выпуске, трудностям при продвижении или повреждению сосуда.
	Эмболизационные спирали могут застрять в промежутках стента; следует проявлять осторожность при использовании мелких спиралей вблизи стента.
	Просвет спирали проводника может промываться стерильным гепаринизированным физиологическим раствором.
	Игнорирование предупреждений может привести к нежелательным событиям.
	Исправные реанимационные инструменты и оборудование должны быть всегда под рукой, а персонал — способен обнаруживать и правильно реагировать на любые нежелательные события любого масштаба.
	[Внимание]

	[Пояснение обозначений]
	[Послепродажное обслуживание]



